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BHumamensHo npoumume
npedynpexoeHusi, 0603HaYeHHbIe

amum cumeoniom. HenpasurnsHoe
ucrosnb306aHue rMpodyKmoe Moxem
rpusecmu K cepbesHbiM mpasmam

nayueHma, rnosnb3o8amersi 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

WHCTpyMeHTbI Ansi cockabnueaHus 1 yaaneHus
npefHasHayeHbl ANs XUPYPryeckux MHBa3UBHbIX
1, B HEKOTOPbIX CIy4Yasix, HeXUpPypPruyeckmnx
MHBa3MBHbIX MpoLeayp B pasfuyHbIx 06nacTsx
MeaMUMHbI (MPOAOIMKUTENBHOCTLIO MeHee 60
MUHYT). OHM COOTBETCTBYIOT knaccy pucka l/Ir.

C € 0123

BbICKabn1BaHus (BbIEMKM
VMU BblYeprbiBaHWS)
CNU3NCTOM TKaHU U3
onpeaerneHHomn obnactu

MaTku npu
rMHEKONOrn4ecKon
onepauum.

YHuBepcanbHas VHCTPYMEHT,

KlopeTa ncnonb3yemblin Ans

4049216625589G cockabnveaHusa n/unm

C € 0123

ncceyeHns TkaHel B
pasnuyHbIX aHAaTOMUYECKNX
MecTax.

C€o12s

WHCTpyMeHT anst yaganeHus
KENYHbIX KaMHEWN.

MapogoHTanbHas YnaneHue 3y6HOro kamMHsi
KlopeTa 13 JeCHEBbIX KapMaHOB U C
4049216416608B rnagkvix noBepxHocTewn
C € KOpHewn

0123
Ckpebok ans VIHCTpYMeHTBI
3yBHOro kaMHs MCNONb3YHTCS AN YUCTKU
4049216319088D 3y60B 1 NapogoHTanbHON

€3

Tepanuu.

CemencTBO NpoaykToB KlopeTku, NoXku,

PyyHoi ckpeGok
Ans yaanexus
3y6HOro kaMHs
4049216353207Z

ce

WHCTpYMeHT Ans ynaneHus
3yBHOrO KamHsi U ApYrux
OTNOXEHWUI C MOBEPXHOCTH
3y60B 1 13 MeX3y6HbIX
NPOMEXYTKOB.

CE 012

pawnunu

(6asa UDI-DI) MpegHasHavyeHue
KocTHas kiopeTka VIHCTpYMeHT ans yaaneHus
4049216313357J KOCTHO TkaHu 6e3

TpaBMMpPOBaHWUS
OKPYXKaOLLMX MbILLLL.

C€or2s

WHCTpyMeHThI Anst
yAaneHns TkaHu nyTem
BbICKabn1BaHusi cnMancTon
060s104KM MaTK1 BO BpeMS]
rMHEKONOrN4ecKowm
onepauum, kKak npaBuno,
ONs yOoaneHusi paHHero unu
HeXU3HecnocobHoro
ambGpuoHa/nnoga.

Y1WHOM 3KckaBaTop
40492163591596

C € 0123

VIHCTpYMEHT ans pesku,
cockabnueaHus,
BbICKabnMBaHus 1
yAaneHus natoiorMYeckmx
TKaHeN Npu XMpypruyeckom
BMeLLaTensLCTBE B yXe Unv
OKOIO yXa.

KiopeTka gns
6voncum
3HOOMETPUS
4049216468719V

C€o12s

WHCTpymeHT ans
n3BrneyeHnst HeGornbLLnX
KONM4ecTB cekpeTa
3HAOMETPUSA UMK TKaHU 13
MaTku Ans uenen Guoncun.

OkckasaTtop,
cTOMaTonorn4ecku
n
4049216358118R

C € 0123

Vcnonb3oBaHue B
ctomaTtonorun. Otaenexve,
cockabnvBaHue n ynaneHune
KapMO3HOro AeHTNHa
MepTBOro 3yba unu gpyromn
naTonorn4yeckon KOCTHOM
TKaHW NOI0CTH pTa.

CemeiicTBO NnpoAykToB Pawnunb

KiopeTka ans rnas

WHCTpyMeHT ans yaanexus

(6as3a UDI-DI) HasHauyeHue
HocoBas pawnune | Yaanexue vnu
4049216352968V npocunmpoBaHne xpsLien

C € 0123

unu kocte B JIOP-
XUPYPrum unm
NIacTUYECKON XMpyprum.

c € 0123

4049216465499M MHOPOAHbIX TEN/NpeaMeToB,
C E MPOHMKLLNX B MOBEPXHOCTb
0123 rnasHoro s6énoka unu
NPUANNLWNX K HER.
OHpoaypanbHas WHCTpymeHT ans
KropeTka cockabnmBaHus B CIlyXx0BOM
40492164752298 npoxoae v npu

BMeLlaTenbCcTBax B
cpeaHeM yxe.

KocTHasa pawnunb
40492163555996

C€o1zs

Wcnonbayetcs B opToneaum
Ansi cockabnueaHusa unm
CrMaXuBaHWs KOCTEN.

KiopeTka ans
nasyx
4049216475259E

c € 0123

WHCTpymeHT ans
cockabnmeaHusa n/mnm
McceYveHnst TKaHW U3 0HOro
13 OKOJIOHOCOBbIX Na3yx
(no6HoW, KMMHOBUAHOW,
peLueTHaTo, YENOCTHON).

MapoaoHTanbHbIN
HanunbHWK
4049216350137M

C€o1zs

Cromaronoruyeckuii
MHCTPYMEHT C
TOHKO3aTOYEHHbIMU
PexyLLMMN KPOMKaMu
pa3nuyHon popMbl Ha
ancTanbHoM paboyem
KOHLIe Ansi pesku u
crnaxusaHus (NunexHns) Bo
BpPeMsi NapofoHTanbHOro
neyeHus.
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MuHAanuH npu JIOP-
onepauum.

C€ 0123

4 [poTtuBOoNnoKasaHus

MHCTPYMEHTbI [OMKHbBI UCMONb30BaTLCA
UCKIMIOYUTESIBHO MO Ha3Ha4YeHUo
COOTBETCTBYIOLUM 06pa3oM 0BGyYEHHbIM 1
KBanuuLuMpoBaHHbIM nepcoHanom. MNpoaykTel He
npeaHasHayeHbl ANs UCMOMb30BaHUA Ha cepaLe,
LleHTparnbHOW KPOBEHOCHOW 1 HEPBHOWN CUCTEMAX.

MpoaykTbl He NpeaHasHaYeHbl AN NOAKMIOYEHUS K
aKTUBHLIM MEAMLUMHCKAM YCTPONCTBAM.
CyluecTByeT pUCk TPAaBMUPOBaHWS MaLMEHTOB U
nonb3oBaTenen npu o4HOBPEMEHHOM
MCMNONb30BaHNUN BbICOKOYACTOTHbIX,
paAMoYacTOTHBIX UMK NasepHbIX YCTPOUCTB.

MpoayKTbl NPOTMBOMOKa3aHbl AN BCEX APYrux
NPUMEHEHMWIA, KPOME TEXHWK, YKa3aHHbIX B
Ha3HayeHun / NokasaHusix.

KoHTpa indikauun, cneundumyHbie ansa
npoaykra

BHyTpuMaToyHas KiopeTka

. Mpn OCTPOM UM XPOHUYECKOM BOCMaNeHnn
LLIeVKN MaTKu
. Mpun BocnanutenbHbIX 3aboneBaHnsax Tasa

(B3T) unu nocne Takunx 3abonesaHui
5 HexenartenbHble NO604YHbIE
adpdpekTbl / ocCnoXXHEeHUs /| pUCKm,
CBfi3aHHble C UCNOJSIb30BaHUEM
npoaykra ()

&Oﬁu.wle:

. Mocne KoHTaKTa C UHCTPYMEHTOM Y
NauMeHTOB C HENEPEHOCUMOCTbIO
mMaTepuarnoB U3 HEpXaBeLLEN cTanu MoryT
BO3HUKHYTb peakLmu
rMnepyyBcTBUTENBHOCTH. Mpn
BO3HWKHOBEHUM TakoW peakuuu npoueaypy
creayeT HEMeASIeHHO NpepBaTh U NPUHSTL
HeobxoaunMble Mepbl.

CrnoMaHHbIe MHCTPYMEHTbI

MoBpexaeHue cocyaoB, TkaHeil, HepBOB
WHdekumn

Mepdopauusi TkaHel, cocyaoB v nonocTen
MocneonepaunoHHOE KpoBOTEYEHME
Hekposbl

Tpom60o3bI

&Ocnomueuuﬂ, CBfi3aHHble C neyeHuem /
no6ou4Hble achdekTbl / puckn

O6wme:

. MoBpexaeHne oKkpyxatoLLnx cocyaoB n
TKaHen

. MoBpexaeHve HepBOB

&Ocnomueuun, CBfi3aHHble C NPoAyKTOM /
no6ou4Hble 3dhcpekTbl / pucku

B xone HabntogeHusi 3a pbIHKOM He 6bino
BbISIBIEHO HUKAKNX APYrMX NOTEHUManbHbIX
OCMNOXHEHWNIA/NOBOYHBIX 3hEKTOB.
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6 Mepbl NpeAOCTOPOXHOCTHU U
npeaynpexaeHus

&Buumauue!

WHCTpYMeHTbI NpeaHasHa4eHbl UCKNoYNTENbHO
ANSi XMPYPrMy4ecKoro UCNomnb30BaHUsA U HE JOSKHbI
MCMNONb30BaTLCS AN1S APYTUX Lenen.
HenpasunbHoe obpalyeHune 1 yxoa, a Takke
MCNONb30BaHUE He Mo Ha3HaYeHWo MoryT
NPVBECTU K NPEXAEBPEMEHHOMY U3HOCY
MHCTPYMEHTOB.

‘& HecoBmecTMmocTb MaTepuanoB

MeauumnHckve n3genusi HM B Koem cny4yae He
OO0JMKHbI UICNONb30BaTbLCS, €CN NoNb3oBaTesb UNu
cneuuanucT nony4un cooTBeTCTBYHOLLYIO
VIH(*)OpMaLlI/I}O 0 HernepeHOCUMOCTU MaTepunasnos
nauneHToMm.

.&Hapyl.uel-me (pyHKLMOHANbHOCTU

Xupypruyeckve MHCTPYMEHTbI NOABEpralTcs
KOPPO3MK 1 TEPSAIOT CBOK (DYHKLMOHANBHOCTb Mpu
KOHTaKTe C arpeccuBHbIMUK BelecTsamu. o aTown
npuynHe Heobxoaumo cTporo cobnoaatb
MHCTPYKLMW MO NOAFOTOBKE U CTEPUNM3aLmm.

AYenosus onepauuu

[ns obecnevyeHns 6e3onacHomn akcnnyarauum
BbILLIEYNOMSHYTbIX U34eNnin HeOBXOANMO UX
npaBunbHoe obcnyxusaHue v yxoa. Kpome Toro,
nepeq KaxablM UCMONb30BaHWEM crneayeT
NpoBOANTb (OYHKLMOHABbHYIO MPOBEPKY U
BU3yarnbHbIi 0CMOTP. 10 3TON NpuYMHE Mbl
obpallaem Balle BHUMaHWe Ha COOTBETCTBYIOLLME
pasfenbl AaHHOW MHCTPYKLMK MO 3KCnyaTauum.

/L\Komﬁwnauvm C ApYrMMM npoayKTamu

Mpn noBTOPHOI CHOPKE MHCTPYMEHTOB Mocne
pa3bopku He [onyckaeTcs 3aMeHa oTAerNbHbIX
fAetanei Ha geTanu apyrvux npovssoauTenein!
Ecnu B cBSi3n ¢ Ha3HaveHWeM npoaykTa Aetanu
ABNATCA CMEHHBIMW (HanpuMep, pasnuyHbie
pabouue Hacafkm), He gonyckaeTcs
ncnonb3oBaHvie AeTanen apyrux nponssoautenen!
Mel pekomeHayem npuobpetatb Apyrue
NpUHaANexHoCTn (HanpuMep, cpeacTea no yxoay)
y CM Instrumente GmbH.

&Xpaueuue

K xpaHeHUWto NpoayKTOB He npeabsBnsieTcs
HUKaKkmx ocobbix TpeboBaHUiA. TeM He MeHee, Mbl
pekoMeHayeM XpaHUTb MeaULMHCKUE U3AENUs B
UYNCTOW U CyxoW cpeae.

A BonesHb KpenTtudenbara-koba

B oTHoLeHMN 06paboTkM MEANLIMHCKUX U3AENNNA,
KOTOpbl€ UCMONb30BaANNUCh ANs nevYeHns
nauuneHToB, 6onbHbIX GonesHbto KpenTudensaTa-
Akoba (BKA) unu ee Bapunantom (BBKA), unm
nauMeHTOB C NMOAO3PEeHNeM Ha 3Ty BonesHb,
Heobxoanmo cobnogatb TpeGoBaHus,
M3MOXeHHble B COOTBETCTBYIOLLEM NPUMOXEHNUN K
[vpekTuBe no rurreHe B 6onbHULAX U
npodpunakTuke MHEKUUIA, a Takke TpeboBaHus,
yka3aHHble B nybnukaumsix B degepanbHOM
BECTHUKe 3paBooxpaHeHns. MeauuuHckmne
M30enusl, KOTOpbIE UCMONb30BaNUCh Ans 3TOW
rpynnbl NaLMeHTOB, AOIKHbI 6bITb 6e3BpeaHo
YTUNM3NPOBaHbI NMyTeM cxuraius (EBponenckuii
kaTanor otxogos EAK 18 01 03). Cyxoe Tenno,
aTaHon, hopmanbaerna u rnyTapoBbiil anbaerng,
okasblBalT PUKCHPYHOLLEE, HO He
MHaKTUBVMpYIOLLIee AencTBUe Ha BO3OyamuTenemn
TC3. U3 gocTynHbIX METOAOB CTEpUnu3aummn
TONbKO NapoBOW CTepunmsaumeit (B 4acTHOCTH, Npu
134 °C B TeyeHne 18 MyHyT) GbINo foKa3aHo
orpaHuM4eHHoe AecTBue.

/L\.Oc'rpblelpe)xymwe WHCTPYMEHTbI

Mpu oBpalleHnn ¢ MHCTpyMeHTamu € OCTPbIMU
KOHLIAMW UNnW OCTPbIMU Kpasimu criefyeT
cobntoaaTb OCTOPOXHOCTb.

IFU-PG-11_WHCTpyMeHTbl Ana cockabnuBaHus u
yaanenusa_v04_russisch.docx

7 KombGuHMpoOBaHHbIE NPOAYKTbI U
aKkceccyapbl

MpoayKTbl He UCMONb3YITCA C APYTMU
npoAyKkTamu 1 npeanaratTcs 6e3
NPUHaANEexHoCTeN.

8 OTBeTCTBEHHOCTb U rapaHTusA

CM Instrumente GmbH, kak npou3BoguTenb, He
HeceT OTBETCTBEHHOCTM 3@ KOCBEHHbIE YObITKU,
BO3HMKLLUVE B pe3ynbTaTe HeHaanexallero
1cnonb3oBaHus Unu obpatleHns. ATo ocobeHHo
OTHOCUTCS K HECOOTBETCTBYIOLLEMY
MCNOIb30BaHMIO MO HA3HAYEHUIo UNn
Heco6MIAEeHUI0 MHCTPYKLWIA MO NOATOTOBKE U
cTepunuaaumn. ATo Takke OTHOCUTCS K PEMOHTaM
WU M3MEHEHUSIM NPOAYKTA, BbIMOMHEHHbIM
HeaBTOPW30BaHHbLIM NEPCOHANOM NPOU3BOANTENS.
3TU UCKMIOYEHUSI U3 OTBETCTBEHHOCTU TaKKe
NPUMEHSIOTCA K rapaHTUNHBIM yCryram.

9 CrepunbHoOCTb

& CocTosiHue npu nocTaBke

MegauumHckre n3aenuns nocTaBnsaoTCA B
HEeCTepuIibHOM COCTOAHUU U Nepen nepBbiM N
KaXxabiM nocnefyrwum ncnonb3oBaHnemM JOIMKHbI
6bITb NOArOTOBMEHbI U CTepunn3oBaHb!
nonb3oBaTesnieM B COOTBETCTBUU C NpuBeEeHHbIMU
HWXe UHCTPYKUNAMMK.

10 O6paboTka

AN MpeaynpexaeHuns

e Yacras noarotoBka yxyALlaeT KayecTBo
n3genun.

e  Vcnonb3yemas BOOONPOBOAHAsS BoAa
[omkHa cootseTcTBOBaTh AnpekTuse (EC)
2020/2184 o kayecTBe BoAbl,
npefHasHa4YeHHoN Ans notpebnexns
YerlioBEeKoM.

e B HacTosILLMX MHCTPYKLMSIX MO NOAroTOBKE
yKasaHbl YNCTSILLME U Ae3nHDULMpPYLOLLMe
CpeacTBa, MCnosib3oBaHHbIe ANs
Banuaaumu. MNpu ucnonb3oBaHnm
anbTepHaTUBHbBIX YUCTALLMX U
Oe3VHDULMPYIOLLMX CPeacTB (BKMHOYEHHbIX
B cnincok RKI nnu VAH) oTBeTCcTBEHHOCTD
HeceT crneuunanucT no NoAroToBKe.

e  CHATble getanu Heobxoammo cobpatb
obpaTHo nepef ctepunusaumei.

o  O6paboTka MOXET BbIMOMHATLCSA TONMbKO
MeAULMHCKUM nepcoHanoM. MalumnHHast
obpaboTka fomkHa ObITb
kBanudguumpoBaHa 1 BanuamposaHa
none3oBatenem. O6opynoBaHvie ans
OYUCTKU U Ae3nHPEKLMN AOIHKHO
MOMHOCTbLIO COOTBETCTBOBATL TpeboBaHMSAM
DIN EN ISO 15883.

e  CTepunusaumsi jomkHa 6biTb
KBanuduuMpoBaHa 1 BanuamposaHa
nonb3oBaTtenem. ABTOKNaBbl AOKHbI
MOMHOCTbIO COOTBETCTBOBATL TpebOBaHMSAM
ctangapta DIN EN ISO 17665.

/L\. MecTo ncnonb3oBaHus

MepBble waru npaBunbHon 06paboTku
HauMHaloTCs y>Ke B onepaunoHHol. Mpybbie
3arpsisHEHUs U OCTaTKW AOMKHbI BbITb yAaneHs!, No
BO3MOXHOCTW, Nepep TeM, Kak OTNOXUTb
WHCTPYMEHTbI. [INsi 3TOr0 MHCTPYMEHTbI crieayeT
NPOMbITb NOA XONOAHOW BOAOW M3-NoA kpaHa (<
40°C). Ecnu aToro HegoctaTouHO Ans yaaneHus
BUOMMbIX 3arpsi3HEHUI, MOXHO UCMONb30BaTb
MSITKYIO NNIACTUKOBYHO LLEeTKY. 10 BO3MOXHOCTM
cregyeT oTAaBaTb NPeanoYTEHNE CyXOn
YyTUNMU3aLMK, NOCKONbKY NPU BNaXHOW yTUnm3aumm
ANUTENBHOE HaXOXAEHWE MEAULIMHCKUX U3LeNnii B
pacTBopax MOXeT NPUBECTM K NOBPEXAEHNIO
martepuanoB (Hanpumep, kopposuu). He
aonyckanTe BbICbiIXxaHua octaTkos! He gonyckaiTte
ONMTenbHOro oXuaaHns go obpaboTkuy, Hanpumep,
B T€YEHME HOUM UM BbIXOAHbIX, NpU 06onX BUaax
yTunusaumm (<60 MUHYT).
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&Tpaucnopmpoaxa

Mocne nucnonb3oBaHWst NPOAYKTbI AOIHKHbI ObITh
YTUNU3NPOBaHbI CyxuM criocobom, no
BO3MOXHOCTW HeMeANeHHO (<60 MuHyT). 3TO
03HayaeT, YTo NPOAYKTbI AOMKHbI
TpaHCNopTUPOBATLCS U3 MECTA UCMONb30BaHUS B
3aKPbITOM KOHTeHepe Ana 06paboTku, YToObl OHU
He BbICOXIIN.

MoproToBKa K Ae3aKTUBaLUN

Mo Bo3aMOXHOCTH, NpoAYKThI CrieAyeT pa3obpaTb
nepef nocrneayloLwumMi atanamu obpaboTku unu
nogasath Ha AanbHenwyo 06paboTky B OTKPbITOM
cocTosiHuu. Cnepyet nsberatb ob6paszoBaHus
«TeHel» Npu ononackueaHum. MpoayKTbl AOMKHBI
obpabaTbiBaTbCs B NOAXOAALLMX CUTAX UK
MOEUHbIX NoTkax (pa3mep BbIGUpaTh B
3aBUCUMOCTU OT NpoaykTa). MpoayKTbl AOMKHbI
6bITb 3aKpenneHbl B MOEYHON KOP3UHE C
MWUHUMAIIbHBIM PACCTOSIHUEM MeXAY HUMU.
CnepyeT nsberatb UX NEPEKPLITUSI APYT APYroMm,
YTOObI UCKIMIOYNTL NOBPEXAEHWE NPOAYKTOB B
NpOLECCe OYNUCTKU.

I'Ipe.qBapreanaﬁ O4YUCTKa

1. MpoayKTbl NOMHOCTLIO NPEABapUTENBHO
O4YUCTUTb MSATKOW LLLETKOW Noj, XOroAHOW BoAon
(ropoackas Boga nutbesoro kavectsa <40 °C).

2. MpoMbITb NOMOCTN 1 TPYAHOAOCTYMHbIE MECTa,
LN 1 Npope3n Ha MHCTPYMEHTE C NMOMOLLbIO
nucToneTa Ans nogayun BoAbl Nof AaBMneHNEM B
TeuveHue 60 cekyHa XonoaHOW Boaow (ropoackas
BOAa NUTbEBOro kayectsa <40 °C).

3. MNomecTute n3genus B LLENOYHON OYUCTUTEND
(0,5 % Neodisher Mediclean forte) B
ynbTpasBykoBoW BaHHe npu 35 kIl Ha 5 MUHYT.
4. MNpoMbITb N3aenus XonoaHoOW BOAOW (ropoackas
BOAa NUTbeBOro kayectsa <40 °C) B TeyeHue 15
CeKyHpA.

5. MpoMbITb NONOCTN 1 TPYAHOAOCTYMHbIE MECTA,
e 1 Nasbl Ha MHCTPYMEHTE C MOMOLLIbIO
nucToneTa Ans NPoMbIBKM NOA AaBrieHWEM B
TeueHune 30 cekyH XOnoaHOW Boaou (ropoackas
BOAa NUTbEBOro kayecTBa <40 °C).

O6pa6oTka
ABTOMaTuyeckas obpaboTka

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

1 MUHyTa NpeaBapuTENbHOM OYUCTKU

CnuB Boabl

4 MWHYTbI NpeaBapUTENbHON O4YNCTKN

CnuB Boabl

6 MUHYT O4MCTKA LLLENOYHBIM MOOLLUM

cpeacteoMm (0,5 % Neodisher Mediclean) npu

58 °C +/-1°C

. CnuB BoAbl

. 3 MuHyThI HenTpanusaums (0,1 %
NeodisherZ) xonogHoi Bogon

. CnuB Boabl

. 2 MWHYTbI O4MCTKM XONOOHOWN BOAOW C HU3KUM

cofepxxaHneM MMKpPoBOB 1 9HAOTOKCMHOB

(makc. 10 mukpobos/mMn n makc. 0,25 eauHuy,

3HOOTOKCMHA/MN)

ABTOMaTnyeckasa aesnHdekums

ABTOMaTU4ecKasa Tepmuyeckasn Ae3vHdekums B
OYNCTUTESNbHO-AE3UHULMPYIOLLEM YCTPOWCTBE C
YYETOM HaLMOHarnbHbIX TPEGOBAHUIA K 3HAYEHMIO
Ao; Hanpumep, 3HaveHne Ao>3000:

5 MyHyT npu >92 °C

ABTOMaTUyecKas cyLika

ABTOMaTUYECKas CyLlKa B COOTBETCTBUN C
aBTOMaTM4YECKMM NPOLIECCOM CYLLKWN B YCTPONCTBE
ANS 04UCTKN 1 Ae3nHdeKLmmn B TeveHne 30 MUHYT
npu 92 °C +/- 2 °C.

11 Crepunuszauus

(aBToknas Tuna B ot Tuttnauer B cooTBETCTBUM C
DIN EN 13060)

Crepunuaauus NpogyKToB C NOMOLLbIO MeToaa
hpaKLMOHNPOBaHHOO NpefBapUTENbHOro Bakyyma
(B cooteetctaum ¢ DIN EN ISO 17665-1/ DIN EN
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285) ¢ y4eTOM COOTBETCTBYHOLLUMX HALMOHAMbHBIX
TpeboBaHuii. CTepunumaauns npoayKToB AOMKHA
NpOBOANTLCS B NOAXOAALLLEN CTEPUNU3ALIMOHHON
ynakoBke B cootBeTcTBuM ¢ DIN EN ISO 11607-1 1
EN 868.

MNepen ynakoBskoit 0bpaTute BHUMaHWe Ha rasy
121
Crepunusaums JormKHa NPOBOAUTLCA C MOMOLLbIO

paKkUMOHNPOBAHHOTO NPEeBaKyyMHOro MeToaa co
criegywwnmm napamMmeTpamMu:

134 °C,
MuHMMansbHoe BpeMsi BbIAEPXKN 5 MUHYT
3 umMkna npefBapuTENbHOTO BaKyyMUPOBaHUS

Cyluka B BakyyMe B TedeHue He MeHee 20
MUHYT

Heobxoammo cobnogaTb UHCTPYKLMUK MO
3KCMIyaTalumm aBToKnasa, NpeAoCTaBNeHHbIe
npou3BoAUTENEM, U PEKOMEHAYEeMblEe
pekoMeHaaLMM Mo MakCMMasibHOM 3arpyske
CTEPUNU3YEMbIMU U3AENUAMN. ABTOKMNAB AOSKEH
6bITb yCTAHOBMEH, 0BCNYXMBATLCS, BanNMaMpoBaH
1 OTKanubpoBaH B COOTBETCTBUM C MHCTPYKUMAMU.

/L\ JononHuTtenbHaa uHdopmaums

Cneuwmanuct no obpaboTtke HeceT
OTBETCTBEHHOCTb 3a TO, YTOObI (hakTuyeckas
obpaboTka ¢ cnonb3oBaHnem obopynoBaHus,
maTepuarnoB v nepcoHana B ycTaHOBKe Afs
06paboTku AaBana xenaemble pesynbtathl. Ans
3Toro, kak npaewso, TpebyeTcs Banuaaums u
perynsipHbIi KOHTPOIb NPOLIECca U UCMONb3YeMOro
o6opyaoBaHus.

12 TexHuyeckoe obcnyxuBaHue,
KOHTpPOJ1b, NpoBepkKa

OxnaxaeHne MHCTPYMEHTOB 10 KOMHaTHOWM
TemnepaTtypbl!

BuayanbHbI KOHTpPONb (Nepen c6opkow):

MpoBepka NOBEPXHOCTU UHCTPYMEHTOB UNW
OTAEnNbHbIX KOMMNOHEHTOB nepes cbopko. Mpu
3ToM ocoboe BHUMaHUWe criedyeT yaensaTb
npoBepKe COeANHEHWI (3amblKatoLLMX YacTewn),
npoduneit, 6opo3nok 1 Apyrux TPYAHOOOCTYMHbIX
CTPYKTYp:

. OcTtanucb nu 3arps3HeHns Unm octaTkn?
Ecnv ga, To He06X0AMMO NPOBECTU NMOBTOPHYIO
PYYHYIO O4MCTKY W MOBTOPHYIO MOMHYO MaLUMHHYO
OYMCTKY ¥ Ae3nHeKumto.

. BuaHbl nn cneapl koppo3un (paBynHa,
TOo4eyHas Koppo3uns)?
. MoBpexaeHa N1 NOBEPXHOCTb TPeLLnHamu (B

TOM Yucne MUKPOTpeLLUHaMmn) Unu Apyrumm
npusHakamu nsHoca?
. He yutaeTcst nn HagnNMCb Ha MHCTpyMEHTe?
Ecnu aa, To COOTBETCTBYIOLLNIA UHCTPYMEHT
HeobxoANMo MapkupoBaTh, HeMeaJIeHHO
BblGpakoBaTh U 3aMeHUTb.

C6opka U TexHU4Yeckoe obcnyxuBaHue

. Cobepute pazobpaHHble MHCTPYMEHTbI B
COOTBETCTBUM C UX PYHKLUSIMU.

. MoABWKHbIE YaCTK, Takue Kak LWapHUpbI,
pe3bba 1 CKOmb3siLLMe NOBEPXHOCTH,
obpaboTaTtb BPyUHY NOAXOASALUMM,
0006pPEHHBIM ANt MEAMLIMHCKOTO
MCNONb30BaHNSA Macriom ANt UHCTPYMEHTOB
(cpencTtBO ANs yxoda, nogaarwlleecs
cTepunv3aummn napoM, Ha oCHoBe
napadwvHa/benoro macna, GuocoBmectTumoe
B COOTBETCTBUM C Hopmamu EC).

. Pacnpegenvte macno no wapHupy,
HeCcKomnbKO pa3 OTKpbIBasi U 3aKpbiBasi ero,
yaanuTe U3NWLLKU cpeacTBa Ansa yxoaa
yncTor 6e3BOPCOBON TKaHbIO.

He vncnonb3yite MmHepanbHoe Macno unm

CUNNKOHOBbIE CMa3oYHble MaTepuansl! He

Norpy>anTe UHCTPYMEHTbI NOMHOCTbIO B

CMa3ouHbi MaTepuan!

MNMpoBepka paboTocnoco6HOCTN

Mpwu npoBepke yHKUMOHaNbHOCTH obpaTute
0coboe BHUMaHVe Ha crneaytoLlme acnekTbl 1
BO3MOXHbl€ HEUCNPaBHOCTM:

IFU-PG-11_WHCTpyMeHTbl Ana cockabnuBaHus u
yaanenusa_v04_russisch.docx

. OTcyTCcTBMUE NOBPEXAEHUI, TaKmUX Kak
OTIIOMaHHbIE KOHYMKM, MOTHYTbIE 1N
ocnabneHHble geTanu (BUHTUKK).

. BesynpeyHoe 3akpbiTue YacTtem rybok

. MpaBunbHOe 1 HaJexHoe
DYHKLMOHNPOBaHNE (PUKCATOPOB U
6rOKNPOBOK

. Jlerkoe 1 paBHOMepHoe [ABWKEHWE PYKOSTOK,
no BO3MOXHOCTM 6e3 nodTa
BesynpeuHas pexyLias hyHKLMUS HOXHULL

. HopmanbHoe faBneHve v ynpyroctb

(WTamnbl, KNELW C Nonon OTBEPCTUEM U T.

A.)

MpoxoanmocTk npoceeTa

OTcyTcTBME APYr1X NPU3HAKOB U3HOCA,

Hanpumep, Ha yNnoTHEHUSIX, U3ONSALWN U

NOKPbITUSAX

Ecnv npu npoBepke yHKLIMOHANBbHOCTY

obHapyxeHbl 4edeKTbl, UHCTPYMEHTbI JOMKHbI

6bITb NOMEYeHbI 1 06513aTeNbHO UCKIIOYEHbI U3

AanbHENLEero UCronb30BaHus.

13 Cpok cnyx6bl NnpoayKTOB

Cpok cnyx6bl NPOAYKTOB 3aBUCUT OT UX (OYHKLIMK,
6epexxHOro peLmKNMpoBaHNa B COOTBETCTBUM C
[aHHOW UHCTPYKLMEN 1 akkypaTHOro obpalleHusi ¢
MHCTPYMeHTaMu. [103TOMy HEBO3MOXHO
ycTaHOBUTb obLLee orpaHuyeHne Ha Konm4ecTBo
LIMKIOB peLmknunpoBaHus. Monb3oBatenb MoXeT
onpeaennTb KOHeL, cpoka cryx6bl C TOUKM 3peHnst
PYHKLMOHANBHOCTU UMW MOEHTUYHOCTU NPOAYKTOB
MO BO3MOXHbIM HEVNCMPaBHOCTAM 1
orpaHVN4M1BaloOLLIMM CBOWCTBaM NPOAYKTOB,
yKa3aHHbIM B pasgene «TexHuyeckoe
obcnyxuBaHue, KOHTPOMb U NpoBEpPKay.
BrocoBmecTuMocTb MOXeT BbiTb rapaHTMpoBaHa
Tonbko Ao 350 uuknos obpaboTku. MNocne aToro
NPOAYKTbI AOMKHbI ObITb YTUNN3NPOBAHbI.

14 CepBuUC N PEMOHT

A CepBHUC U PEeMOHT

He npon3BoauTe CaMoCTOATENbHO PEMOHT Unu
N3MEHEeHNA NpoaykKTa. 3a 310 OTBEYaeT U oTBEYaEeT
WCKMYnTENbHO yHOHHOMOHeHHbIVI nepcoHan
npounssoguTenAa. Ecnun Y Bac eCTb NpeTeH3unu,
*anobbl UK 3amevaHns no nosoAy Hawmnx
NpoAyKTOB, MPOCUM BacC CBA3aTbCA C HAaMWU.

&OGpaTHan AoCcTaBKa

HedekTHble NN HEKOHAULMOHHbIE NPOAYKTbI
nepeq, oTnpaBKoi Ha peMOHT/obcnyxmBaHne
[OJIKHBI MPOWTH MOSHbIV NpoLecc nepepaboTku.

15 YnakoBka, XxpaHeHue U yTunusauus

CTepunbHble NPOAYKTbI CrieayeT XpaHUTb B CyXOM,
YUCTOM U BecnbiNbHOM NOMELLEHW, 3aLLULLEHHOM
OT NOBPEXAEHWIA, NPU YMEPEHHOW TemnepaType.
MeavumHckve 3nenusi NPoM3BOANUTENS AOMKHbI
XPaHWUTbCS M TPaHCMOPTUPOBAaTLCS B
VHAMBUAYanbHOW ynakoBke, kopobkax unu
3alWNTHBIX KOHTeHepax. [Moxanyncra,
obpaLyanTecb ¢ MHCTPYMEHTaM1 C MakCUMarnbHOM
OCTOPOXHOCTBIO BO BPEMSI TPAHCMOPTUPOBKM,
XpaHeHusi n nepepaboTkn. CoxpaHeHue
CTEPUIIBHOCTY MOCHE NpoLecca cTepunuaauum
[oImkHO obecneumBaTbCsi NonNb3oBaTeNneM unu
cneumanbHO 06y4YeHHbIM NepcoHarnom.
YTunusaumsi npoayKToB, yNakoBOYHbIX MaTepuanos
1 NpUHaANexXHocTen A0KHa OCYLLEeCTBNATLCS B
COOTBETCTBUM C AENCTBYIOLLMMUN HALMOHAMbHLIMU
npasunamu u 3akoHamu. MponssoauTens He gaet
KOHKPETHbIX MHCTPYKLWIA MO 3TOMY BOMpPOCY.

16 OO6sA3aHHOCTU NO yBeAOMIIEHUIO

O pedekTax NpPoAyKLMM, BO3HUKLLINX NpU
HaZnexallem MCMonb30BaHWM HALLKX NMPOAYKTOB,
cnepyeT coobLiaTb HENOCPEACTBEHHO HaM, Kak
NPOU3BOAMTENIO, UMK BaLLeMy
cneumanu3npoBaHHOMY AWUNepy.

O pedekTax, B pedynbTaTe KOTOPbIX NaLMEHTHI,
nonb30BaTENM UM TPeTbM NnuLa NoHecnu yuiepo
OT UCMNOSb30BaHWS NPOAYKTOB (TakK Ha3blBaeMble
cobbITUSA, Noanexalune yBefoMIIeHI0),
HeobxoAVMMO HeMeaneHHo coobLaTb
NPOU3BOAMTENIO U, MPY HEOBXOAMMOCTH, B
KOMMETeHTHbI opraH. CoobLleHne o Takux

v04

cobbITHsIX AOMKHO BbITb CAENaHo cpasy xe nocne
X BO3HMKHOBEHMS, YTOObI Obinn cobniogeHb!
BaXkHble CPOKW yBEe[OMIIEHUSI.

COoOTBETCTBYIOLLME NPOAYKTbI AOIHKHBI ObITh
oT06paHbl, NOATOTOBMEHbI U OTNPAaBMEHbI
NpPOU3BOAMTENIO ANS ccrnefoBaHus. Baw
ancTpubbloTop ByaeT paa NoMoyb Bam B 9TOM.
Mocne nony4eHus Ballero coobLEHNs Mbl B
pa3yMHble CPOKM NponHdopMupyem Bac o
AanbHenwnx HeobxoguMbIx Mepax.

17 OononHutenbHaa uHdopmayms

[JononHutenbHas nHgopMaLuums no NoaroToBke
MEANLMHCKMX U3LENUI;

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

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

. TpeboBaHus k rurneHe npu o6paboTke
MeaULUMHCKNX u3genuin Pekomeraaumm
Komuccum no rurmeHe 6onbHuL, n
npodunakTnke nHgekunn npu NHcTutyte
Po6epta Koxa (RKI) n ®egepanbHoro
MHCTUTYTa NneKkapcTBeHHbIX CPeACTB U
MeavumHekux nsgenui (BfArM) no
«TpeboBaHUAM K rurveHe npu obpaboTke
MeOULIMHCKNX U3aenuit»

. DIN 96298-4 KoHTponb yHKLMOHMPOBaHNS
B npoLecce 06paboTku

18 ConyTcTBylOWME AOKYMEHTbI

MHCTpyKUMmM No npaBunbHoi pa3bopke
nepeyncrieHHbIX NPOAYKTOB MOXHO HaWTW Ha
Halem Beb-caiTe: https://www.cm-
instrumente.de/demontageanleitungen/

. MHCprKLlVIﬂ no AeMOHTaxy MHCTPYMEHTOB

19 OnwucaHue ncnonb3yemMbiXx CUMBOJIOB

BHumaHwue!

Cobntoaante MHCTPYKUMK NO
aKcnnyatauum

O603HaveHne napTum

A
BH
Homep apTukyna

Mapkuposka CE, npu

c € Heo6xoaMmocTu ¢

UAEHTUDMKALMOHHBIM HOMEPOM
YNONMHOMOYEHHOTO OpraHa.

YkasaHue Ans HECTEPUIBHOTO
npoaykTta

HasBaHwve v agpec
npoussoamTens

MeguvuuHckoe nsgenve

Unique Device Identification, kog
ANs UAEHTMMKaLMK NpoadyKTa

XXXX
&I [aTa usrotoBneHus

PeructpauunoHHbIi Homep
SRN npousBoauTens B 6ase AaHHbIX
EUDAMED
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