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1 BaxHoe 3ameuvaHue

lMeped kaxdbIM ucrosb3oeaHuem
8HUMamesibHO fnpoymume
UHCMPYKYUIO M0 3KCrmyamayuu u
XpaHume ee 8 1e2kodocmynHoOM
Ans nonb3osamens unu
coomeemcmeyouwe2o
crneyuarnucma mecme.

BHumamensHo npoumume
npedynpexoeHusi, 0603HaYeHHbIe
amum cumeosniom. HenpasurbHoe
ucrosnb308aHuUe NPodyKmMos Moxem
npusecmu K cepbesHbiM mpasmam
nayueHma, rnonb3o8amers unu
mpembux nuy,

2 O6nacTb NnpuMeHeHusA

WHCTPYMEHTbI JOMKHbI UCMOMb30BaThCs
MCKIOYNUTENBHO MO Ha3Ha4YeHWIo B MEAULIMHCKUX
obnacTsix CooTBETCTBYOLLMM 06pa3om 06y4eHHbIM
1 KBanUgULMpoBaHHbLIM NepcoHanom.
OTBETCTBEHHOCTb 3a BbIGOP MHCTPYMEHTOB A4S
onpeAeneHHbIX NPUMEHEHWIA UM ONepaTUBHOMO
1CMosb30BaHuWs, Haanexalee obyyeHve n
MH(OPMUPOBaHWE, a Takke AOCTATOYHbIA OMbIT
£ns paboTbl C UHCTPYMEHTaMM HECET nevalluii
Bpay Unu nonb3oBarerb.

3 NpopykTbl / MpegHasHayeHue

[lnarHocTnyeckne MHCTPYMEHTbI NpeAHa3HaveHb!
AN UHBa3MBHbIX M HEMHBA3UBHBIX NpoLieayp B
pa3nunyHbIX 06nacTsx MeanLUmMHbI
(npogomknTENbHOCTLIO MeHee 60 MUHYT). OHK
COOTBETCTBYIOT Knaccy pucka |.

obcnenoBaHusa
nofo3puUTenbHON
NoBEPXHOCTM 3y6a.

4 TpoTuBonokasaHus

CemelcTBO NpoayKkTOB 3epkano

MHCprMeHTbI AOJMXHbI UICNONb30BaTbLCA
VCKITHOYNTESTbHO NO Ha3Ha4YeHuto

(6asa UDI-DI) HasHauyeHue
3ybHoe 3epkano PyuHon
404279631776AS CTOMaTONOrM4eckui

143

WHCTPYMEHT Onqa
BHYTPUPOTOBOro 0CMOTpa,
TakkKe Ongd yoepxaHus.

COOTBETCTBYIOLLMM 06pa3oM 0By4eHHbIM 1
KBanUgULMpOBaHHbLIM nepcoHanom. MpoaykTsl He
npefHasHayeHbl ANA UCNONb30BaHUA Ha cepaLe,
LleHTpanbHOW KPOBEHOCHOW 1 HEPBHOWN CUCTEMAX.

3epkano ans
roptaHu
404279633431A3

43

Xvpypruyeckuin
VHCTPYMEHT Ans
UCMOnb30BaHUs Mpu
obcrnenoBaHUM ropTaHu.

MpoayKTbl He NpeAHa3HaueHbl AN NOAKIIOYEHMUS K
aKTWUBHBIM MEAULIMHCKUM YCTPOCTBAM.
CyLLEeCTBYeT puUCK TPaBMMPOBAHUS NaLMEHTOB U
nonb3oBatesnien Npu ofAHOBPEMEHHOM
MCMOJb30BaHWM YCTPOICTB BbICOKOYACTOTHOTO,

CemelcTBO NnpoaykToB KamepToH

Paano4acToTHOro Unu Nas3epHoro U3ny4veHus.

(6a3a UDI-DI) HasHaueHue
KamepToH MexaHuyeckuii TeCToBbIV
404279632526A8 WNHCTPYMEHT,

43

ncnosnb3yembii B
KayecTBe aKyCTUYEeCKOro
pesoHaTtopa Ans
npoBepku crnyxa
nauueHTa ¢ Lenbio
[ANarHOCTUKN HapyLLEeHWii
cnyxa v NpoBepku
YyBCTBUTESILHOCTU K
BMbpaumun.

MpoayKTbl NPOTMBOMNOKa3aHbl A8 BCEX ApYruxX
NPUMEHEHUI, KPOME TEXHWK, YKa3aHHbIX B
HasHa4YeHWUu / nokasaHwusix.

KoHTpa indikauun, cneundmyHbie ansa
npoaykra

30HAbI ANst MaTKK:

. MpoTuBONOKasaHNsAMM ANt 30HAMPOBAHUS
MaTKW SBNAOTCHA: OCTPble U NOAOCTPbIe
BOCNanuTenbHblEe NPOLECCH! MOMOBbLIX
opraHos, llI-IV cteneHb YMcTOTHI BNaranuia,

CemelicTBO NnpoaykToB JlapuHrockon

nofo3peHne Ha BHEMaTOUHYIO

(6asoBbiv UDI-DI)

Ha3sHauyeHue

6epeMeHHOCTb.

XKecTkui
TapuHrockon
4042796150769V

43

WHCTpymeHT ans
dukcaLmm A3bika B Takom
NONOXeHUU, YToGbl OH He
nepekpbiBan poTornoTky u
obecneynBan xopoLumi
0630p Tpaxeu ans
BBEAEHMS
SHAOTpaxeanbHOW
TPYGKU.

HasodapuHronapuHrockon:

. OCTpbIii ANUIMOTTUT
. Mcesnokpyn
. Koarynonatumn

5 HexenatenbHble N0604YHbIE
addpekTbl / oOCnoXXHeHUs | puckn

&Oﬁu.wle:

CemelcTBO NpoAyKToB ACTe3MoMeTpbIl

(6asa UDI-DI)

Ha3sHauyeHue

. Mocrne KoHTaKTa ¢ UHCTPYMEHTOM Y

CewmelicTBO npoaykroB Hammer

(6a3a UDI-DI) HazHauyeHue
MepKyCCMOHHbIN WHCTpymeHT ans
MOJIOTOK NPOCTYKVNBAHUS TOYEK
4042796119509U B6M3M cycTaBoB

c € nauueHTa c uenbto

npoBepku pedpnekcos.

AcTtesnomeTp ¢
uronb4yaTbiM
Konecom
404279647163B8

43

MpenHasHaveH ans
NPOBEPKM TaKTUMbHOW
YYBCTBUTENBHOCTU NyTEM
TeCTUpOBaHUA
CrnocobHOCTU nauueHTa
pasnuyaTtb AuameTp
LUMMOB Ha KoJece.

NaumUeHTOB C HEMNEPEHOCUMOCTbI0
mMaTepuarnoB U3 HepXKaBetoLLeln cTany mMoryT
BO3HWKHYTb peakumu
rMnep4yyBcTBUTENBHOCTU. Mpn
BO3HWKHOBEHUM TaKoM peakuuu npoueaypy
criegyeT HeMeasieHHO NpepBaTh U NPUHATL
HeoGXxoauMblE Mepbl.

XUPYpPruyeckoii onepawmu.

43

cepaua u nerkux.

CeenCTool ToB 30n AcTesvomeTp MpenHasHayeH Ans . lMonomka MHCTPyMeHTOB
(Geas: l;:DI ([))I)po.qy °Ha3° ane o OBOVIHBIMU NPOBEPKN TAaKTUMbHOW N lMoBpexpaeHue cocyAoB, TkaHe!, HepPBOB
M — " BRIl HaKoHe4YHnKamu YyBCTBUTEITbHOCTU NyTEM . udpexumm
p Ofg;gg;'ggﬂ'gy HCTPYMEHT Ans 404279647165BC TEeCTUPOBaHMS e [lepdopaLys TKaHel, COCYAO0B U NOMOCTEN
MgCJ;e,EleOBaHI/Iﬂ " S C€ CnocoBHOCTY NaumeHTa e locneonepaLmoHHoe KpOBOTEYEHNE
C € rn Mﬁmprr:Vl;y:‘lEHyJIEH:H g pasnusath Asa ° Hekpoabl
Y A HaCaKEHHbIX e Tpom6o3bl
MaTKW, LENK1 MaTKu 1 HAKOHEUHVIKE
Brnaranuia. C MCTBO NPOAYKTOB YIUHbIE 3epKana &Ocnomueuwﬂ, CBfi3aHHbIE C neyeHuem /
30Kz MaTKu WHCTpymeHT B Buae (6a3a UDI-DI) RN no6ouHble addexTb! / pUuckn
404279663993CK TOHKOrO MeTannM4yeckoro ~
C € CTepKHs G YwHon 3epkano WHCTpymeHT ans O6wwme:
aTpaBMaTMYeCcKUM 404279633395AQ defon;:anmozzozoga B o TMoBpexaeHne OKpyXatoLLNX TKaHei
HaKOHEYHMKOM, €3 ueﬁbro oomopra A e  TpaBMmupoBaHMe Nonb3oBaTens
npeAHasHaYeHHbIN 41 acnupaLn npo;\nblsaqu e YBenuueuue NPOAOMKUTENLHOCTY OnepaLmm
1CcCreaoBaHNs MaTkn BO - BBeneévm fpYroro e OcTaTkn
BpeMs Xupypruyeckoro WHCTPYMEHTA. . KpoBoTeueHus
BMeLLaTenbCTBa. =
C TBO npoaykTtoB CTtygeckon 30HA MaTKu:
SoHA cnesroro VHCTPyMeHT A (6asosbint UDI-DI) | Hasnauenve
KaHana 1CCreaoBaHns CrnesHoro W 1 M o Mpwn MccrienoBaHNM MaTkin BO3MOXHO
4042796131208R KaHana/cneaHbIX nyTei Bo eXaHNHecknn exaHu4eckoe 06pasoBaHue NIOXHOMo Xofa 1N
ce Bpems crerockon YCTPOMCTBO Ans nepdopauma ee cTeHKkn. ITO MOXKeT
0123 obTanLMoNornyeckom 404279613755AA npocnylineaHns 3ByKos NPOW30iiTI, ECNN Nepe/] BBEAEHNEM 30HAA

He NpoBOAUTCA BarnHarbHOe uccnegosaHue

3oHp ans JIOP- WHCTpymeHT anst
opraHoB nccnefoBaHus uctyn,
404279633433A7 nonocTew unu paH npu

JNIOP-onepauusx.

C € 0123

CemenicTBo npoaykToB Mapkepb! ANA KOXU

N He onpeaenaeTcsa nonoXxeHne MaTtku, a

(6a3a UDI-DI)

Ha3sHaueHue

TaKKe Npun HAaCUNbCTBEHHOM BBEAEHUUN

3oHa ans ductyn
404279635252AF

C € 0123

WHCTpymeHT ans
vncenenoBaHus u/vnun
avnatauum CTpUKTyp B
ductyne.

KoxHble Mapkepbl
4042796323139M

€3

WHCTpyMeHT ans
MapK1MpOBKM apeoribl npu
PEKOHCTPYKLIMK rpyan.

30HAa.
3epkano
. MpornateiBaHne KOMMOHEHTOB

CeMelCTBO NPOAYKTOB
HasodpapuHronapuHrockon

. MoBpexaeHUe OKpyXKatoLLmx 3y6os

(6asoBuit UDI-DI)

| Hasnauenune

/N OcnoxHenns | no6ounble adocpekThl / pyckn,
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B xone HabnoaeHus 3a PbIHKOM 6bIny BbISIBMEHbI
apyrue noteHumnanbHble OCNOXHEHUs / no6oyHble

apdekThl:

MaTouHble 30HAbI

. PaspbiB
. YAnNVHeHVe onepaunoHHOro nons
. [MoBpexaeHne oKpyxatoLnx TkaHen

3epKano AndA NONocCTU pTa

OTpbIB 3epKanbHOro cTekna
Mopesbl B o6nacTtu pra
Mpoanexve neveHus
MpornaTteiBaHWe KOMMOHEHTOB

3epkano ropraHu

L4 OTcoegnHeHne 3epkan
L4 OnacHOCTb NONOMKU

. MpornaTtbiBaHNe KOMMOHEHTOB

NapuHrockon

. HecoBmecTUMOCTb C pykosiTkamn

. YanvHuTens Ans onepauyoHHON

. PaspyuwieHve

. MospexaeHue 3y6os

. MoBpexaeHne MArkux TkaHen

6 Mepbl NPeAoCTOPOXHOCTU U
npepynpexaeHus

A\ Brumanme!

WHCTpYMEHThI NpefiHa3Ha4YeHbl UCKMIOYNTENbHO
ONs XUPYPrUveckoro UCNonb30BaHUS U HE OOIKHbI
MCNOMNb30BaTLCS ANS APYTUX Lenen.
HenpaswunbHoe obpalleHue 1 yxoa, a Takke
MCMONb30BaHUe He Mo Ha3HaYeHWIo MoryT
NPUBECTU K NPEXAEBPEMEHHOMY U3HOCY
MHCTPYMEHTOB.

&Hecosmecmmocn’ maTtepuanos

MeawuumHckue U3Lenust HU B KOEM Criyyae He
[OJDKHBI UCNONbB30BaTLCS, ECNN NOMb30BaTesNb UK
cneumnanucT nomnyymn COOTBETCTBYIOLLYIO
MHPOPMaLMIO O HeNepPeHOCMOCTY MaTepuaros
nauueHToMm.

&Hapymenue (pYHKLUMOHANbHOCTU

Xupypruyeckve UHCTPYMEHTbI NMOABEprarTcs
KOPPO3MK 1 TEPSAIOT CBOK (DYHKLMOHANBHOCTb Mpu
KOHTaKTe C arpeccuBHbIMK BelecTsamu. Mo aTow
npu4nHe HeobxoamMMo cTporo cobnogaTtb
MHCTPYKLMW MO NMOAFOTOBKE U CTEPUNM3aLUK.

AYCnosua npoBeAeHUs onepauumn

[ns obecnevyeHns 6e3onacHomn akcnnyarauum
BbILLIEYNOMSIHYTbIX U34eNnin HeOBXOANMO UX
npaBwurbHoe obcnyxusaHve v yxoa. Kpome Toro,
nepeq KaxablM UCMONb30BaHWEM crneayeT
NpoBOANTb (OYHKLMOHABbHYIO MPOBEPKY Un
BU3yarnbHbIi OCMOTP. 10 3TON NpUYMHE Mbl
obpallaem Balle BHUMaHUe Ha COOTBETCTBYIOLLME
pasfenbl B AaHHOW UHCTPYKLMW MO SKCnyaTauuu.

/N Kom6uHaums c APYrMMU NpoAyKTamm

Mpwn noBTOPHOI CHOPKE MHCTPYMEHTOB Mocne
pa3bopku He [onyckaeTcst 3aMeHa oTAerNbHbIX
fAetanei Ha geTanu apyrvux npovssoauTenein!
Ecnu B cBA3K C HasHayYeHnem npoaykTa aetanm
ABNATCA CMEHHBIMW (Hanpumep, pasnuyHbie
paboune Hacagkm), He JonyckaeTcsi
ncrnonb3oBaHne getanen apyrux npomssoamrenen!
MbI pekomeHayem npuobpeTaTtb apyrme
NpUHaANexXHoOCTn (HanpuMep, cpeacTea no yxoay)
y VeHu-Medical GmbH.

AXpaHeHMe

K xpaHeHU o NpoAYyKTOB He npeabsiBisieTcs
HMKaKkmx ocobbix TpeGoBaHUiA. TeM He MeHee, Mbl
pekoMeHAyeM XpaHUTb MeQULMHCKE U3AENUS B
4YUCTOM U CyXoW cpeae.

AN BonesHb Kpentudenbara-fkoba

B oTHOLWeHNM 06paboTkM MeaULIMHCKUX U3Aenui,
KOTOpblE UCMONb30BaNNCh ANS NeYeHns

IFU-PG-06_/[bIirHaCTbIYHbIS
iHCTpyMeHTbI_VvO05_russisch.docx

nauneHToB, 6orbHbIX GonesHblo KpenTudensaTa-
Akoba (BKA) unu ee Bapuantom (BBKA), nnmn
nauueHToB C NOAO03peHNeM Ha 3Ty 6onesHb,
Heobxoaumo cobnopatb TpeboBaHus, yKkasaHHble
B COOTBETCTBYIOLLEM MPUNOXeHUN K [inpekTvse no
rurueHe B 6onbHULAX 1 NpodmnakTuke UHeKuni,
a Takke B nybnukaumsix B denepanbHOM BECTHUKE
3[paBooxpaHeHus. MeauLMHCKWE U3aenus,
KOTOpble UCMONb30BaNUCh Ans 3TOW rpynnbl
nauueHToB, AOMKHbI BbiTb 6e3BpeaHO
YTUNU3NpOBaHbI NMyTeM CxuraHusi (EBponenckui
katanor otxogoB EAK 18 01 03). Cyxoe Tenno,
aTaHon, hopManbaerua 1 ryTapoBblii anbgerns
Oka3blBalOT hUKcupytoLlee, HO He
MHaKTVBYMpYlOLLlee AeACTBUE Ha BO3OyauTenen
TC3. /3 fOCTYMHbIX METOA0B CTEPUNMU3aLIMA
TONbKO NapoBOW CTepunu3aument (B 4aCTHOCTK, Npu
134 °C B TeueHve 18 MUHYT) 6bIno AokasaHo
orpaHv4eHHoe JeicTBre.

/L\OCprle/pe»(yu.me MHCTPYMEHTbI

Mpu oBpaLLeHn C UHCTPYMEHTaMV C OCTPbIMU
KOHL@MW U1 OCTPLIMU Kpasimu criegyeT
cobntogaTb OCTOPOXKHOCTb.

Oco6ble npeaynpexaeHns Ans NapuHrockonos

A UcTouyHUKM nuTaHmsa

lMepen Havanom KNMHUYECKON NpoLeaypbl
Heo6x04VMO NPOBEPUTEL COCTOSIHNE BHYTPEHHEro
WCTOYHMKA MUTaHUA, BKIIOYMB nammny.

/N Nepesapsikaemble 6atapen

MOLLHOCTb HEKOTOPLIX Nepe3apsikaemMblxX
3MEMEHTOB MOXET BbICTPO CHUXaTLCS BO BpeMS!
MCMOSb30BaHWS, YTO NPUBOAMUT K BbICTPOMY OTKa3y
OCBELLEHUS.

A mpPT

MpurogHoCTb NapuHrockona Ans UCMosb3oBaHWs B
CUMNbHBIX MarHUTHbIX NONSAX, HAaNpuMep, nNpu
MarHUTHo-pe3oHaHcHomn Tomorpadumn (MPT), He
noaTeepxaeHa. [oaTomy ero ucnonb3oBaHue B
ycnosusix MPT 3anpeLieHo.

&Bosneﬁcmwe

Ecnu namnbl ocTaloTCsl BKIOYEHHBIMW B OTKPLITOM
MEecCTe, OHW MOTYT BbIAENsATb 4OCTAaTOMHO Tenna,
YTOGbI BbI3BaTb OXOMY TKaHEel YenoBeka.

A CoBmecTUMMOCTb / B3aumopencTeue

[onyckaeTcs Ucnonb3oBaHUE TOMLKO PYKOSTOK,
onaTok U NPUHAANEXHOCTEN AaHHOTO
npoussoanTensi. COBMeCTUMOCTb C APYrumun
npoAyKTaMu He NpoBepsinach U 3anpeLueHa.

7 KomGuHMpOBaHHbIe NPOAYKTbI U
aKkceccyapbl
MpoayKTbl HEe NCMONb3YHOTCA C APYTMMU

npoayktamu u npegnaratoTcsi 6e3
NPUHaANEXHOCTEN.

JNapuHrockonbl

>KecTkve napyHrockonsl MOryT UCMOMb30BaTLCH C
pa3nuyHbiMu nonatkamun. MiHpopmaums o
ConocTaBneHun npueeaeHa B ctaHaapte ISO
7376, roe ykazaHa MapKupoBKa Nes3Buii nonaTok.

MapkupoBka Ucnonb3oBaHue

000 ManeHbkun
HeJOHOLLUEHHbI pebeHok

00 HepnoHolueHHbI pebeHok

0 HoBopoxaeHHble

1 ManeHbkuii pebeHok

2 PebeHok

3 B3apocnbie

4 Bapocnbivi KpynHoro
TENOCNOXeHNs

5 OueHb KpyMHbIN B3pOCIbIv

v05

8 OTBeTCTBEHHOCTb U rapaHTus

KomnaHusa Dimeda Instrumente GmbH, kak
NpOu3BOAMUTENb, HE HECET OTBETCTBEHHOCTM 3a
KOCBEHHbIE YObITKM, BO3HUKLUME B pe3ynbTaTe
HeHagnexallero Mcnonb3oBaHus Unu obpalleHus.
3T0 0COGEHHO OTHOCUTCSI K HECOOTBETCTBYIOLLEMY
MCNONb30BaHMIO MO HA3HAYEHUIO UNn
HecoGMIAEeHUI0 MHCTPYKLWIA MO NOATOTOBKE U
cTepunuaaumn. ATo Takke OTHOCUTCS K PeMOHTaM
WM U3MEHEHMWSIM NPOAYKTA, BbINOMHEHHbIM
HeaBTOPW30BaHHBLIM NEPCOHANOM NPOU3BOAUTENS.
OTU UCKMIOYEHUSI U3 OTBETCTBEHHOCTU Takke
NPUMEHSIOTCA K rapaHTUNAHBIM yCryram.

9 CrepunbHOCTb

& CocTtofiHue npu nocrtaBke

MepauumHcKkve n3genuns nocTaBnsaoTCA B
HEeCTepuIribHOM COCTOAHUM U Nepe NepBbiM N
KaXXbIM MocrieayoLmmM UCrosib30BaHNEM OOIDKHbI
6bITb NOArOTOBMEHbI U CTepunn3oBaHb!
nonb3oBaTteniemM B COOTBETCTBUM C NpuBeaeHHbIMU
HWXEe UHCTPYKUNAMMW.

10 O6paboTka

PN MpenynpexaeHus

e Yacras noarotoBka yxyALlaeT Ka4ecTBoO
n3genun.

e  lcnonb3yemas BOOONPOBOAHAsS BoAa
[omkHa cootseTcTBOBaTh AnpekTuse (EC)
2020/2184 o kayecTBe BoAbl,
npeaHasHa4YeHHow anst notpebnexHus
YerloBEKOM.

e B HacTosILMX MHCTPYKLMSIX MO NOArOTOBKE
yKasaHbl YACTSALME W Ae3uHdULMpyoLwmne
cpefcTBa, UCNONb30BaHHbIE AnS
Banugaumu. MNpu ucnonb3oBaHUn
anbTepHaTUBHBIX YUCTALLMX U
Oe3nHDUUMPYIOLLMX CPeacTB (BKMIOYEHHbIX
B crincok RKI nnu VAH) oTBeTcTBEHHOCTD
HeceT crneumanucT no NoAroToBKe.

e  CHATble geTanu Heobxoammo cobpaTtb
obpaTHO nepen cTepunusaumeit.

e O6paboTka MOXET BbINOMHATLCS TOMbKO
MeAnLMHCKUM nepcoHanoM. MaluvHHas
obpaboTka fomkHa ObITb
KBanuuumpoBaHa 1 BanMavpoBaHa
nonb3oBatenem. O6opynoBaHve ans
OYUCTKU U AE3UHPEKLMN AOIHKHO
MONMHOCTbIO COOTBETCTBOBATL TPEGOBaAHMSAM
DIN EN ISO 15883.

e Crepunusaumsi fomkHa 6biTb
KBanuuumpoBaHa 1 BanMavpoBaHa
nonb3oBatenem. ABTOKNaBbl JOMKHbI
NOMHOCTLIO COOTBETCTBOBATL TpebOBaHMSAM
ctangapta DIN EN ISO 17665.

&Mecro Ucnonb3oBaHUA

MepBble waru npaBunbHon 06paboTku
HauMHaloTCs yXXe B onepaunoHHol. Mpybbie
3arpsisHEHUs U OCTaTKW AOMKHbI BbITh yAaneHs!, no
BO3MOXHOCTW, Nepep TeM, Kak OTINIOXUTb
MHCTPYMEHTbI. [INsi 3TOr0 MHCTPYMEHTbI crieayeT
NPOMbITb NOA, XONOAHOW BOAOKW U3-Noj kpaHa (<
40°C). Ecnu aToro HegocTaTouHO ANs yaanexHus
BUOMMbIX 3arpsi3HEHWI, MOXHO UCMONb30BaTb
MSITKYHO MI1IAaCTUKOBYHO LLETKY. Mo BO3MOXHOCTM
crnepyeT oTAaBaTb NpeanoyTeHNe Cyxon
YTUNU3aLMKM, NOCKOMbKY MPY BRaXHON yTUNU3aLmm
ANUTENBHOE HaXOXAEHNe MEAULIMHCKUX U3Lenuii B
pacTBopax MOXeT NPUBECTU K NOBPEXAEHNIO
martepuanos (Hanpumep, kopposun). He
fonyckainTe BbicbixaHus octaTtkos! Cnegyet
nsberatb ANUTENBHOrO OXUAaHWA A0 06paboTku,
Hanpumep, B Te4eHWE HOUM UNW BbIXOAHBIX, MPY
o6oux Tunax ytunmaaumm (<60 MuHyT).

&Tpaucnop'rupoaxa

Mocne ncnonb3oBaHWs NPOAYKTbI AOMHKHbI ObITh
YyTUNU3NPOBaHbI CyxuM criocobom, no
BO3MOXHOCTW HeMeANeHHo (<60 MuHyT). 31O
03HayaeT, YTO NPOAYKTbI AOMKHbI
TpaHCNopTUPOBATLCS U3 MECTA UCMONb30BaHUS B
3aKPbITOM KOHTelHepe Ana 06paboTku, YToObl OHU
He BbICOXIIN.
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SURGICAL INSTRUMENTS

MoproToBka K Ae3aKTUBaLUK

Mo BO3MOXHOCTW, NPOAYKTbI AOMKHbI ObITh
pa3obpaHbl Nepe nocneaywLmMMy aTanamm
06paboTku Unu nepefaHbl Ha AanbHeLL Yo
06paboTKy B OTKpbITOM cocTosiHuK. CnegyeT
n3beratb 06pa3oBaHus TeHeW NPK NPOMbIBKE.
W3penust 0omkHbl ObITb MOATOTOBIEHBI B
NoAXOASALLMX CUTaX UM MOEYHBIX NIOTKax (pa3mep
BblGMpaTh B 3aBUCUMOCTM OT u3genus). Magenus
[OIKHbI ObITb 3aKpenneHbl B MOEYHON KOP3UHE C
MWUHMMaInbHBIM PACCTOSHUEM MeXay HUMMU.
CnepnyeT n3beratb UX NEPEKPLITUS APYT APYrOM,
YTOGbI UCKINIOYUTL MOBPEXAEHWE U3OENWii B
NpoLEecce OYNUCTKM.

MpepBapuTenbHasa ouncTKa

1. MpoAyKTbl NONHOCTLIO NPpeABapUTENbHO
OUYMCTUTb MATKOW LLIETKOW Moz, XOrNo[AHOW Boaon
(ropoackas Boga nuTbeBoro kavectsa <40 °C).

2. MpoMbITb NONOCTU U TPYAHOAOCTYMHbIE MECTa,
LLEenn 1 Npope3n Ha MHCTPYMEHTE C MOMOLLbIO
nucToneTa Ans nogayu BoAbl Nos AaBMeHNeM B
TeyeHne 60 cekyHA XonoAHOM BoAon (ropoackas
BOoAa NUTLEBOrO kadecTBa <40 °C).

3. NomecTuTe n3genust B LWENOYHOM O4YNCTUTENb
(0,5 % Neodisher Mediclean forte) B
ynbTpa3BykoBoW BaHHe npu 35 kIl Ha 5 MUHYT.
4. MNpoMbITb U3aenns XonoaHoN BoAoK (ropoackas
BOAa NUTbeBOro kavectsa <40 °C) B TeyeHne 15
CeKkyHA.

5. [pOoMbITb MONOCTU U TPYAHOAOCTYMHbIE MECTa,
LLENn 1 Nasbl Ha UHCTPYMEHTE C NOMOLLbIO
nicToneTa Ans NpOMbIBKW NoA AaBMneHWeM B
TeuveHune 30 cekyHA XONoAHOWM BOAoW (ropoackas
BOoAa NUTLEBOTO kayecTBa <40 °C).

O6pa6oTka
AsTomaTtuyeckas obpaboTtka

(Miele Disinfector G7835 CD e coomeemcmeuu ¢
ISO 15883):

1 MUHYTa NpeaBapUTEnbHOM OYUCTKN

CnuB Boabl

4 MUHYTBI NPeaBapUTENbHON O4NCTKU

CnuB Boabl

6 MUHYT O4MCTKa LLENOYHBIM MOLLUM

cpeacteoM (0,5 % Neodisher Mediclean) npu

58 °C +/-1°C

. CnuB Boabl

. 3 MuHyTHI HenTpanusaums (0,1 %
NeodisherZ) xonoaHoi Bogon

. CnvB BoAbl

. 2 MUHYTbI O4YUCTKW XONOOHON BOAOW C HA3KUM

cofepxaHmem MUKPOBOB M 3HOOTOKCUHOB

(makc. 10 mukpo6os/mMn 1 makc. 0,25 eguHuL

9HAOTOKCMHOB/MI)

ABTOMaTU4eckasa fe3vHdeKums

ABTOMaTUYECKas TepMuyeckasi Ae3nHdeKLUs B
0YNCTUTENBHO-AE3NHDULMPYIOLLEM YCTPONCTBE C
Y4ETOM HaLMOHasbHbIX TPeGOBaHMI K 3HAYEHWIO
Ao; Hanpumep, 3HayeHune Ap>3000:

5 MUHYT npn >92 °C

ABTOMaTUyeckas cylika

ABTOMaTU4eCKasi Cyllka B COOTBETCTBUN C
aBTOMaTU4YECKMM NPOLIECCOM CYLLKU B YCTPONCTBE
ONs 04UCTKU 1 Ae3nHdekummn B TedeHne 30 MuHyT
npun 92 °C +/- 2 °C.

11 Crepunusauus

(aBTOKNaB Tuna B oT Tuttnauer B cooTBeTCTBUK C
DIN EN 13060)

Crepunusaums npoayKToB € NOMOLLbIO MeToaa
hpaKkUMOHNPOBaAHHOTO NpeABapuUTeNIbHOro Bakyyma
(B cootBeTcTBMM ¢ DIN EN ISO 17665-1/ DIN EN
285) ¢ y4eTOM COOTBETCTBYHOLLUMX HALMOHAMBHBIX
TpeboBaHuii. CTepunuaauns npoayKToB AOIKHA
NpOU3BOAUTLCS B NOAXOASLLEN CTepUnm3aLMoHHON
ynakoBke B cootBeTcTBuM ¢ DIN EN ISO 11607-1 1
EN 868.

I'IepeJ:L ynakoBKOW 06paTuTe BHUMAHWE Ha rmaesy
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CTepunusaumsi AOIMKHa NPOBOANUTLCS C MOMOLLLIO
(ppaKLMOHNPOBAHHOIO NPeBakyyMHOro METOAA CO
crnepyoLyMmn napameTpamu:

134 °C,

MuHMManeHoe Bpemst BbIAEPXKKN 5 MUHYT
3 uvkna npeaBapuTenbHOro Bakyyma
Cylika B Bakyyme B Te4yeHue He meHee 20
MUHYT

Heo6xogumo cobntogaTb MHCTPYKLMM MO
3KCMyaTauuy aBToKNaBa, NpeaoCTaBIeHHbIe
NPOU3BOAUTENEM, U PEKOMEHAYEeMble
pekoMeHaaLMy Mo MakCUMarbHOM 3arpyake
CTEPUNU3YEMbIMU U3AENTUAMMN. ABTOKMAB [OMKEH
6bITb YCTAHOBMEH, 0BCYXMBATLCS, BaNManpoBaH
1 OTKanuMbpoBaH B COOTBETCTBUM C UHCTPYKLUAMU.

/L\. [OononHutenbHas uHdopmaums

Jnuo, oTBeTCTBEHHOE 3a 06paboTky, HeceT
OTBETCTBEHHOCTb 3a TO, YTOBbI hakTuyeckas
obpaboTka c ucrnonb3oBaHnem o6opyaoBaHus,
maTepvaros 1 nepcoHana B ycTaHOBKe AJ1s
06paboTkv faBana xenaemble pesynbTatsl. Ons
3TOro, Kak npaswuro, TpebyeTca Banuaaums u
perynsipHblii KOHTPOMb MpoLiecca ¥ UCNOoJb3yeMOoro
obopynoBaHus.

12 TexHu4eckoe o6cnyxuBaHue,
KOHTpPONb, NpoBepka

OxnaxpgeHve MHCTPYMEHTOB 10 KOMHaTHOWM
Temneparypbi!

BusyanbHbI KOHTpPOnb (Nepea c6opKow):

MpoBepka NOBEPXHOCTU UHCTPYMEHTOB UN
OTAenbHbIX KOMNOHEHTOB nepes cbopkon. Mpu
aTOM ocoboe BHUMaHWe criegyeT yaensitb
npoBepke coeaVHEHWI (3aMblKaroLwmxX YacTen),
npocunen, 60po3foK 1 Apyrux TPYAHOOOCTYMHbIX
CTPYKTYp:
. EcTb nn octatku 3arpsasHeHunin unm
OTNOXEHNIN?
Ecnu pga, To Heob6XxoAMMO NPOBECTU NOBTOPHYO
PYYHYIO OYUCTKY M MOBTOPHYIO MOMHYIO MaLUNHHYIO
OYUCTKY M Ae3UHMEKLMIO.

. BuaHbl nu cnepapl kKOppo3un (pxxasunHa,
ToYeYHast Kopposus)?
. MoBpexaeHa N NOBEpPXHOCTb TPeLLUMHamu (B

TOM YMCne MUKPOTPELLMHAMW) UNU APYTUMU
npusHakamu naHoca?
. He yutaetcsa nu Haanuck Ha MHCTpyMeHTe?
Ecnu ga, T0 COOTBETCTBYIOLLWIN MHCTPYMEHT
Heo6x04VMMO MapKupoBaTh, HeMeAJIeHHO
Bbl6pakoBaTb U 3aMeHUTb.

C6opka 1 TexHn4Yeckoe obcnyxuBaHue

. Cobepute pa3obpaHHble UHCTPYMEHTbI B
COOTBETCTBUM C UX (DYHKLUAMMU.

. MoaBwKHbIE YacTu, Takve Kak LWapHUpbl,
pesbba 1 ckonb3siLye NOBEPXHOCTH,
obpaboTaiite BPYYHY NOAXOASLLMUM,
0f,06PEHHBIM 4115t MEAWLIMHCKOTO
MCMONb30BaHWs Macnom Ans UHCTPYMEHTOB
(cpeacTBo ANs yxoda, noafatoLieecs
cTepunuaauum napom, Ha ocHoBe
napadwHa/6enoro macna, 6uocoBmectumoe
no craHgapty EC).

. Pacnpegenute macno B LUapHupe, HECKOMbKO
pas OTKPbIB 1 3aKPbIB €ro, yAanuTe U3nuLku
cpefcTBa Ans yxofa yvctoii 6e3BopcoBoi
TKaHbHO.

He vcnonb3yiite MMHepanbHoe Macno nnu

CUNMKOHOBbIE CMa3o4Hble MaTepuansi! He

Norpy>ante UHCTPYMEHTbI NOMHOCTLIO B

CMagouHbIli MaTepuan!

MpoBepka paboTocnocoGHOCTU

Mpwn npoBepke yHKUMOHANBLHOCTM obpaTuTe

ocoboe BHMMaHWe Ha creaytoLime acnekTbl 1

BO3MO>XHbl€ HEUCNPaBHOCTK:

. OTcyTCTBME NOBPEXAEHUIA, TAKMX Kak
OTNOMaHHbIE KOHYMKW, MOTHYTbIE UK
ocnabneHHble geTanu (BUHTUKN).

. BesynpeyHoe 3akpbiThe Yactei ry6ok
. MpaBunbHOe 1 HagexHoe
YHKLMOHNPOBaHNE PUKCaTOPOB U
6110KMPOBOK
v05

. Ilerkoe » paBHOMepHOE ABWXEHWE PYKOSITOK,
no BO3MOXHoCTu 6e3 niodra

. BesynpeyHast pexyLuas hyHKLMS HOXHULL

. HopmarnbHoe faBrneHue v ynpyroctb
(WTamnbl, KNELM C Noson OTBEPCTUEM U T.
A.)

. MpoxoaumocTb npoceeTa

. OTcyTCTBUE ApYrUX NMPU3HAKOB U3HOCA,
Hanpumep, Ha YNIOTHEHUSIX, U30NSALUN UK
MOKPBITUAX

Ecnu npu npoBepke yHKLMOHANbHOCTH

0oBHapyXeHbl edeKTbl, UHCTPYMEHTbI JOJHKHbI

6bITb MOMeYeHbI U 06513aTENBHO UCKNIOYEHbI U3

JarnbHeNLWwero NCrnonb30BaHUs.

13 Cpok cnyx6bl NpoayKTOB

Cpok cny6bl U3genvin 3aBUCKT, B YaCTHOCTU, OT
UX Ha3HaveHusl, GepexxHon NoaroToBKY B
COOTBETCTBUM C JAHHOW MHCTPYKLUMEN, a Takke
akKypaTHOro obpalleHusi Npu aKkcnnyaTaumu.
Mo3ToMy HEBO3MOXHO YCTaHOBUTL 0bLLee
orpaHuyeHune cpoka Cnyx6bl UCKNOYUTENBHO Ha
OCHOBaHMWW KONMMYECTBA LMKIOB noarotosku. O
3aBepLUEHNMN CpOKa CNYXGbl C TOUKM 3peHUst
YHKLMOHANBLHOCTW UNW LIeNOCTHOCTM U3genus
nonb3oBaTenb MOXET CyAUTb N0 HEUCTPABHOCTSAM
1 OrpaHMYMBaIOLLMM XapaKTepuUCTHKaMm,
onucaHHbIM B pasgene «TexHuyeckoe
obcnyxumBaHue, KOHTPONb U NPOBEpPKa.
BruocoBmecTMOCTb Gbina oueHeHa n
noATBEPXKAEHA ANS KONMYecTBa LMKNOB
nogrotoBku Ao 350.

14 CepBUC N PEMOHT

&Cepsuc WU PEMOHT

He npowssoauTte camoCTOATENIbHO PEMOHT UK
M3MEHeHUs NpoAykTa. 3a 3To oTBeYaeT U oTBeyaeT
UCKIMIOYNUTENBHO YMONIHOMOYEHHbIV NepcoHan
npoussoauTens. Ecnu y Bac ecTb npeTeH3uu,
»*anobbl Ny 3ameyaHus Nno noBogy HaLux
NPOAYKTOB, MPOCUM Bac CBA3ATLCS C HAMU.

YN O6paTtHas gocTtaBka

[edeKTHble NN HEKOHANLIMOHHbIE NPOAYKTbI
[OIKHbI MPOMTU NOSHBIV NpoLiecc nepepaboTkn
nepepn oTnpaBKoW Ha peMoHT/obcnyxuBaHue. .

15 YnakoBka, xpaHeHue U yTunusaumus

CrepunbHble NPOAYKTbI CriegyeT XpaHUTb B CyXOM,
4YUCTOM U BecnbinNbHOM NMOMELLEHWN, 3aLLULLEHHOM
OT NOBPEXAEHWI, MPN yMEPEHHON Temneparype.
MeavumnHckvie n3nenus NPoM3BoANTENS AOMKHbI
XPaHUTLCSA 1 TPAHCMOPTMPOBATLCS B
VHAMBMAYanbHOW ynakoBke, kopobkax unu
3aLUMTHBIX KOHTelHepax. MoxanyicTa,
obpallanTeck C UHCTPYMEHTaMMU C MakcMMaribHON
OCTOPOXHOCTbIO BO BPEMSI TPAHCMOPTUPOBKM,
XpaHeHusi n nepepaboTtku. CoxpaHeHve
CTepunbHOCTM Nocne npolecca cTepunuaalm
fomkHo obecneynBaTbCsi nofib3oBaTeniem unu
cneumanbHO 06y4YeHHbIM NepcoHarnom.
YTunmsaumsi npoayKToB, yNakoBOYHbIX MaTepuanos
1 NPUHAANEXHOCTEN AOMKHA OCYLLECTBIATLCS B
COOTBETCTBUM C AENCTBYIOLLMMUN HALUOHAMbHLIMU
npaBunamu u 3akoHamu. MpoussoauTens He AaeT
KOHKPETHbBIX MHCTPYKLWIA NO 3TOMY BOMpPOCY.

16 O6s3aHHOCTM NO YBEAOMITEHUIO

O pedekrax npoayKUMM, BOZHUKLLMX NpU
Hafnexallem MCMonb30BaHNMN HALLKUX NMPOAYKTOB,
cregyeT coobLaTb HEMOCPEACTBEHHO HaM, Kak
NPOU3BOAMTENIO, UMK BaLLeMy
cneumanu3poBaHHOMY AWUNepY.

O pedbekTax, B pe3ynbTaTe KOTOPbIX NaLMEHTHI,
nonb3oBaTenu Unu TpeTby nuua noHecnm yliepb
OT UCMOSb30BaHWs MPOAYKTOB (TaK Ha3blBaeMble
cobbITVsA, Noanexalyne yBeoMIeHuo),
HeobxoaMMo HeMeneHHOo coobLaTb
NPOV3BOANTENIO U, NPU HEOBX0AUMOCTH, B
KOMMNEeTeHTHbI opraH. CoobLyeHne o Takmnx
cobbITUSAX AOMKHO BbITb CAENaHo cpasy xe nocne
VX BO3HUKHOBEHMUS, YTOObI ObiNy cobnioaeHbl
BaXHble CPOKN yBEeOMIIEHUSI.
CooTBeTCTBYIOLLME NPOAYKTbI AOMMKHbI ObITh
0oTOGpaHbl, NOATrOTOBMNEHbI M OTNpaBeHb!
NPOU3BOAMTENIO Af1S UCcrnefoBaHus. Baw
ancTpubbloTop ByaeT paa NoMoyb Bam B 9TOM.
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Mocne nonyyeHus Ballero COOGLIEHNS Mbl B
pasyMHble CPOKW NPOMHIOPMUPYEM BacC O
fanbHenLWnx Heo6XoanMbIX Mepax.

17 [JononHuTenbHasa uHdopmauus

[ononHutensbHasa MHopMaums no NoAroToBKe
MEONUMHCKNX U3OEnui:

. WHTepHeT: http://www.rki.de

. WHTepHeT: http://www.a-k-i.org

. TpeboBaHus K rurneHe npu obpaboTke
MeAULMHCKNX U3fgenuin Pekomergaumm
Komuccum no rurmnexe B 6onbHUL@x n
npodunakTuke nHgekunn npu NHctutyte
Po6epta Koxa (RKI) n depgepansHoro
MHCTUTYTa NeKkapcTBEHHbIX CPEACTB U
MeanumMHekux nsgenuii (BfArM) no
«TpeboBaHuAM K rurmeHe npu obpaboTke
MeOULMHCKNX U3aenuin»

. DIN 96298-4 KoHTponb ¢hyHKLNOHUPOBaHMS
B MpoLiecce NoAroToBKu

18 ConyTtcTByloWMe AOKYMEHTbI

WMHCTpyKUMmM no npaBunbHon pa3bopke
nepeyncrieHHbIX NPoAYKTOB MOXHO HAaUTU Ha
Hallem Beb-canTe:
https://www.dimeda.de/demontageanleitungen/

. MHCTPYKUMK MO AEMOHTaXy UHCTPYMEHTOB

19 OnucaHue ucnosib3yemMmbiXx CUMBOJIOB

BHumaHue!

Cobntoaante MHCTPYKLMK NO
akcnnyaTauum

&&= |

Homep apTtukyna

—
[«}
ot

0O603Ha4eHne napTum

Mapkuposka CE, npu
HeobxogumocTu ¢
MAEeHTUUKALMOHHBIM
HOMEPOM YMOMHOMOYEHHOTO
opraHa.
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YkasaHue Ans HECTEPUIbHOTO
npoaykTta

Ha3sBaHue n agpec
npousBoauTens

[ata n3rotoBneHus

MepauumHckoe nsgenve

YHVKanbHbIN
NOEHTUUKALIMOHHBIA HOMEpP
YCTPOWCTBa, koA Anst
naeHTudukaummn npogykra
PeructpauunoHHbI Homep

EREEENR M=

SRN npoussoanTens B 6ase AaHHbIX
EUDAMED
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