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BaxHoe 3ame4yaHue

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,

O6nacTb NnpUMeHeHus

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.
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MpoaykTbi / MpeaHa3HavyeHne

LLloBHblE MHCTPYMEHTbI NpeAHa3HayeHb! Ans
XUPYPruYecknx NHBa3nBHbIX NpoLleayp B
pa3nunyHbIX 06nacTsx MeanLUmMHbI
(npogomknTENbHOCTLIO MeHee 60 MUHYT). OHK
COOTBETCTBYIOT Knaccy pucka Ir.

4

CemelicTBO npoaykToB Urnopepxatenu

(6as3a UDI-DI) MNpenHa3HayeHue
Wrnopgepxarenu MHCTpymeHT ans 3axeaTa
4049216127267N LLBEWHOW UMbl, KOrga oHa ¢

NPUKPENIEHHBIM LLIOBHbIM
marepuanom
npoTankueaeTcs/BbITAVBaE
TCA Yepe3 TkaHb npu
HanoXeHuu LWBa.

C€ 0123

CemelicTBO npoaykToB Urna, nuratypa

(6a3oBbiv UDI-DI) MNpenHa3HayeHue

Wrna gns WHCTpyMeHT ans BBeAeHUs
CLUMBaHWS KOXU W NPOTSArMBaHUs! LLIOBHOMO
40492163235783 maTtepuana yepes

NOBEPXHOCTHbIE TKaHW,
HanpumMep, Koxy unm

C€ o123

dacumm.
CewmericTBo npoaykToB MpoBoaHuk ans
npoBonoku/nuratypbl
(6a3a UDI-DI) HasHauyeHue
MpoBogHuk ans WHCTpyMeHT Ansi BBedeHus
npoBosioku/nuraTy NpOBOMOKN 1N
pbl nuraTtypHoro matepuana
4049216328648R yepes TKaHu.

C€ 0123

CemelicTBO npoaykToB [1poBOAHUKM ANSA HUTOK

(6a3a UDI-DI) HasHauyeHue
HuteBoa/vrnoson MHCTpyMeHT anst BBeAeHUst
4049216378399V (NpoTAr1BaHNs) LUOBHOTO

mMatepuana n urn 4yepes
TKaHW NMpu HanoxeHnn
LLIBOB.

C€o12s

I'Ipom BOMOKa3aHwus

WVHCTPYMEHTbI AOMKHbI UCMOMb30BaThCSt
UCKIMIOYNTENBHO MO Ha3HaYeHWIo
COOTBETCTBYIOLLMM 06pa3om 06y4eHHbIM 1
KBanuuumpoBaHHbIM nepcoHanom. MpoaykTel He
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npefHasHayeHbl ANS UCNONb30BaHWUA Ha cepaLle,
LleHTpanbHOW KPOBEHOCHOW 1 HEPBHOW CUCTEMAX.

MpoaykTbl He NpeAHa3HaveHbl AN NOAKITIOYEHUS K
aKTWUBHBIM MEAULIMHCKUM YCTPOWCTBaM.
CyLLEeCTBYeT pUCK TPAaBMMPOBAHUS NaLMEHTOB U1
nonb3oBaresnen Npu oAHOBPEMEHHOM
UCMOb30BaHWM YCTPOICTB BbICOKOYACTOTHOTO,
paAVo4acTOTHOTO UMM NA3epHOro U3NyYeHus.

MpoayKTbl NPOTMBONOKa3aHbl AN BCEX ApYrux
NPUMEHEHWIN, KPOME TEXHMUK, YKa3aHHbIX B
Ha3HayeHum / nokasaHusix.

KonTpa indikauun, cneundwmyHbie ansa

npoAaykra

. lMpoTnBonoOKasaHuin He N3BECTHO.

5 HexenatenbHble NO60YHbIE
adopeKkTbl/0CNoXHEHUA/PUCKHU,
CBsi3aHHble C UCMOJNIb30BaHUEM
MeauLMHCKoro o6opyaoBaHus ()

&Oﬁu.me:

. Mocne KoHTaKTa C MHCTPYMEHTOM Y
NauMeHTOB C HEMEPEHOCUMOCTbIO
MaTepuanoB U3 HepXaBeroLLel cTanm mMoryT
BO3HWKHYTb peakumu
rMnepyyBcTBUTENBHOCTH. MpK
BO3HWKHOBEHUM TakoW peakuuu npoueaypy
creayeT HeMeAsieHHO npepBaTh U NPUHATbL
HeobxoaunMble Mepbl.

[Monomka MHCTpymeHTOB

MoBpexaeHue cocyaoB, TkaHeil, HepPBOB
MHdekummn

Mepdopauus TkaHel, cocyaoB v nomnocTen
MocneonepaunoHHOe KpoBOTEYEHNE
Hekposbl

Tpom60o3bI

&Ocnoxueﬂwﬁ, CcBAi3aHHble C neyeHuem /
no6ou4Hble 3dhpekTbl / puckn

. MoBpexaeHne OKpyxaloLLnx cocyoB 1
TKaHen
. MoBpexaeHne HepBoB

AN OcnoxHeHus, cBA3aHHbIe C NPOAYKTOM /
no6ou4Hble achdekTbl / pucku

Urnopepxarens:
Urnopepxarens:

. OnacHoCTb NOIOMKM

. MoBToOpHas onepauus u n3BneYeHme
OCKOIKOB

. OcTaTKn OCKONKOB

. Mpoanexue onepauunn

6 Mepbl NpeaoCTOPOKHOCTU U
npepynpexneHus

&Buumauue!

MHCTpYMeHTbI NpefiHa3Ha4YeHbl UCKMIYNTENBHO
NS XUPYPruyeckoro MCnosib30BaHUs U He JOMKHbI
MCMonb30BaThCA AN APYruX Lenen.
HenpaBunbHoe obpalleHune 1 yxon, a Takke
MCMONb30BaHME He MO Ha3HaYeHWo MOryT
NPUBECTU K NPEXOEBPEMEHHOMY U3HOCY
WNHCTPYMEHTOB.

& HecoBmMecTumocTb mMaTtepuanos

MeavumHCK1E N3LEerns HY B KOEM Cryyae He
[OJDKHBI UCMONb30BaTLCS, €CNK NOMNb3oBaTesb Un
CreunaniucT nosly4mn COOTBETCTBYHOLLYIO
MHOPMALMIO O HECOBMECTUMOCTU MaTepuasos y
nauueHTa.

&Hapymeuue (PYHKLIMOHaNbLHOCTHN

Xupypruyeckue MHCTpYMEHTbI NoABEPratTCs
KOPPO3UK 1 TePSIIOT CBOIO (PYHKLIMOHANBHOCTL NPy
KOHTaKTe C arpeccuBHbIMU BelecTBamu. Mo atow
npu4nHe HeobxoamMmo cTporo cobnogaTte
WHCTPYKLMM MO NMOArOTOBKE U CTEPUNMU3ALMM.

&YCHOBMSI npoesepeHus onepauvu?l

[ins obecneyeHns BesonacHow akcnnyaTauum
BbILLIEYMOMSIHYTbIX U3enuit HeoBXoAMMO NX

v04

npaBunbHoe obcnyxwusaHue u yxoa. Kpome Toro,
nepep KaxzablM UCTMIONb30BaHUEM crieayeTt
NpPoBOANTL (hYHKLUMOHAMBHYIO MPOBEPKY UK
BW3yarnbHbIi OCMOTP. Mo 3ToW NpUynHE Mbl
obpallaem Balle BHMMaHWe Ha COOTBETCTBYOLLME
pasgenbl B AaHHOW MHCTPYKLWK MO 3KCnyaTauum.

/N Kom6unaums ¢ APYrMMM npoayKTamu

Mpwn noBTOPHOW CHOPKE UHCTPYMEHTOB MoCne
pa3bopku He fonyckaeTcst 3amMeHa OTAENbHbIX
neTanev Ha geTtanu Apyrux npovssoauTenen!
Ecnu B cBsI3u C Ha3Ha4YeHWeM nNpoaykTa Aetanu
ABNATCA CMEHHBIMY (HanpuMep, pasnuyHbie
paboune Hacagku), He JonyckaeTcs
ucrnonb3oBaHve aeTanen apyrux npoussogutenen!
MbI pekomeHayem npuobpeTtats Apyrue
NpUHaANEexXHOCTN (HanpuMep, cpeacTaa Mo yxoay)
y CM Instrumente GmbH.

&XpaHeHMe

K xpaHeHMto NpoayKTOB He npeabsBnseTcs
HKKakmMx ocobbix TpeboBaHui. TeM He MeHee, Mbl
pekoMeHAyeM XpaHUTb MeaULMHCKME U3Aenns B
4YWCTOW U CyXoW cpeae.

A Bones3Hb KpenTudensara-fgkoba

B oTHoLeHWn 06paboTkn MEANLIMHCKUX U3OEnni,
KOTOpblE UCMONb30BaNMUCh ANs NeYeHnst
naumeHToB, 60bHbIX 6onesHblo KpeiTudenbaTa-
Akoba (BKA) unu ee BapuaHtom (BBKA), nnu
NaLMeHTOoB C NMOAO3PeHNeM Ha aTy bonesHb,
Heo6xoAumo cobnogatb TpeGoBaHUs, ykazaHHbIe
B COOTBETCTBYIOLLEM MPUMNOXEHUN K [IpeKkTuBe no
rurueHe B 6onbHULAX 1 NpounakTuke UHAEKLUIA,
a Takke B ny6nukaumsix B denepanbHOM BECTHUKE
3apaBooxpaHeHus.. MeauumHckue nsgenus,
KOTOpblE UCTMONb30BaNMUCh Ans 3TON rpynmbl
nauneHToB, AOIKHbI ObITb 6e3BpeaHO
YTUMU3NPOBaHbI MyTeM CKuraHust (EBponenckui
kaTanor otxogos EAK 18 01 03). Cyxoe Tenno,
aTaHon, hopmanbaerya 1 ryTapoBbii anbaerns
oKasblBaloT UKCHpytoLLee, HO He
MHaKTUBMpYtoLLLee AeincTBUe Ha BO3byauTenemn
TC3. U3 pgocTynHbIX METOAOB CTEpPUNM3aLnn
TONbKO NapoBOW CTepunuaaument (B 4aCTHOCTK, Npu
134 °C B TeyeHue 18 MUHYT) GbIno gokasaHo
orpaHu4eHHoe aencrseme.

&OCprlelpemyu.me MHCTPYMEHTbI

Mpwn oBpalLeHnn ¢ MHCTPYMEHTamu C OCTPbIMU
KOHL@MW UM OCTPLIMU Kpasimu crieayeT
cobntoaaTb OCTOPOXKHOCTb.

7 KomGuHMpOBaHHbIE NPOAYKTbI U
akceccyapbl

MpopaykTbl HE MCMOSb3YTCS C APYTMMU
npoayKkTamu 1 NpeanaratoTcs 6e3
NpUHAANEXHOCTEN.

8 OTBeTCTBEHHOCTb U rapaHTusA

CM Instrumente GmbH, kak npou3BoauTens, He
HeceT OTBETCTBEHHOCTM 3a KOCBEHHbIE YObITKU,
BO3HMKLUWE B pe3ynbTaTe HeHaanexallero
MCMosnb3oBaHust Unu obpalleHust. ITo 0co6eHHO
OTHOCUTCS K HECOOTBETCTBYIOLLEMY
MCNONb30BaHWMIO MO HA3HAYEHUIO UNn
Heco6MAEeHUI0 MHCTPYKLWIA NO NOATOTOBKE 1
cTepunuaaumn. ATo Takke OTHOCUTCS K PEMOHTaM
UNu U3MEHEHWSIM NPOAYKTA, BbINOMHEHHBIM
HeaBTOPW30BaHHbLIM NEPCOHANOM NPOU3BOAUTENS.
OTU UCKMIOYEHUS U3 OTBETCTBEHHOCTM TaKkKe
NPUMEHSIOTCA K rapaHTUNAHBIM yCryram.

9 CrepunbHOCTb

A CocTtofiHue npu noctaBKe

MeauvumnHckne n3genus nocTaBnAlTCA B
HEeCTepuIibHOM COCTOAHUU U Nepe NepBbiM N
KaxKabIM nocrieayoLwmm ncnonb3oBaHnemM OOIMKHbI
ObITb NOArOTOBMEHbI U CTepunn3oBaHb!
nonb3oBaTesieM B COOTBETCTBUU C NpuBeaEeHHbIMU
HWXe UHCTPYKUNAMMU.
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10 O6paboTtka

A MpepynpexaexHus

e Yacras nogrotoBka yxyALlaeT kKayecTBo
n3genun.

e  Vcnonb3yemasi BOOONPOBOAHAs BoAa
[ormKHa cooTBeTcTBOBaTh AnpekTuse (EC)
2020/2184 o kayecTBe BOAbI,
npeaHasHayeHHow Ans notTpebneHns
YerIoBEKOM.

e B HacTOSILLMX UHCTPYKLMSIX NO MOATOTOBKE
yKazaHbl YUCTSLLME M Ae3uHULmpyoLne
cpeacTBa, UCNoNb3oBaHHble Ans
Banuaaumu. MNpu ucnons3oBaHUm
anbTepHaTUBHbBIX YACTALLMX U
0Ee3MHPULMPYIOLLX CPEeACTB (BKMIOYEHHbIX
B cnucok RKI nnu VAH) oTBeTCTBEHHOCTb
HeceT crneumanucT Nno NoaroToBKe.

e  CHATble aetanu HeobxoamMmo cobpaTtb
obpaTHO nepen cTtepunusaumen.

e« O6paboTka MOXET BbINOMHATLCSA TONBbKO
MeaULMHCKUM nepcoHanoM. MalmHHas
obpaboTka gomkHa bbiTb
KBanUgULMpoBaHa 1 BanuamposaHa
none3oeatenem. O6opynoBaHve ans
OUNCTKM U AE3NHIEKLMMN AOMKHO
NOMHOCTBIO COOTBETCTBOBATL TpeGoBaHUAM
DIN EN ISO 15883.

e  Crepunusaums gormkHa 6biTb
KBanuuumposaHa 1 BanuauposaHa
nonb3oBatenem. ABTOKINaBbl AOIKHbI
NOSTHOCTbIO COOTBETCTBOBATL Tpe6OBaHMSAM
craHpapta DIN EN ISO 17665.

&MecTo ucnonb3oBaHUA

MepBble Wwarn npasunbHon 06paboTku
HauMHalTCs yxe B onepaumoHHol. [pybbie
3arpsisHeHUs M oCTaTKW JOMKHbI ObITb yaaneHsl, no
BO3MOXHOCTU, Nepes TeM, kak OTIIOXUTb
MHCTPYMEHTbI. [INs 9TOro MHCTPYMEeHTbI creayeT
NPOMbITb NOA XONOAHOW BOAOW U3-NOA KpaHa (<
40°C). Ecnu aToro HegocTaTouHo ANs yaaneHus
BUAMMbIX 3arpsi3HEHUI, MOXHO MCMONb30BaTb
MSITKYI0 MNIACTUKOBY!HO LLETKY. 10 BO3MOXHOCTM
cneayeT otTAaBaTb NPeAnoyYTeHne Cyxoit
YTUNU3aLMKU, NOCKOMNbKY NPU BNAXHOW yTUnmM3aumm
ANUTeNbHOE HaxoXaeHe MeaNLIMHCKUX U3aenui B
pacTBopax MOXeT NMPUBECTU K MOBPEXAEHUIO
maTepuanos (Hanpumep, kopposun). He
nonyckawnTe BbiCbixaHna octaTtkos! He gonyckanTte
ANUTENbHOTO OXmnaaHus 4o ob6paboTku, Hanpumep,
B TEYEHWE HOYM UMW BbIXOAHbIX, NMpW 0boux B1uaax
yTunu3aumm (<60 MuHyT).

&Tpancnopmpoaxa

Mocne ncnonb3oBaHWs NPOAYKTbl AOKHbI GbIThb
YTUINM3NPOBaHbI CyXuM cnocobom, no
BO3MOXHOCTW HemeaieHHOo (<60 MuHYT). ATO
03HayaeT, YTo NPOAYKTbI AOMKHbI
TPaHCNOPTMPOBATLCS B 3aKPbITOM KOHTENHEpe OT
MecTa UCMonb30BaHUA [0 MecTa 06paboTku,
4YTOObI OHY HE BbICOXIN.

MoaroToBKa K Ae3aKTMBaLun

Mo BO3MOXHOCTW, NPOAYKTLI crneayeT pasobpaTtb
nepen nocrneayowyMm atanamv obpaboTkv unu
nofaaeath Ha AanbHellwyo o6paboTKy B OTKPLITOM
coctosiHun. CnepyeT naberatb o6pasoBaHus
«TeHen» npu ononackmeaHun. MNMpoayKTbl AOMKHbI
o6pabaTbiBaTbCsl B NOAXOASALLUMX CUTAX UNn
MO€eYHbIX NIoTkax (pa3mep BblbMpaTh B
3aBMCUMOCTY OT NpoaykTa). MpoayKThl AOMKHbI
GbITb 3aKpeneHbl B MOEYHOMN KOP3UHE C
MWHMMaInbHbLIM PACCTOSIHUEM MEXAY HUMMU.
CnepyeT nsberatb UX NEPEKPLITUS APYT APYroM,
YTOGbI UCKIMIOYUTL MOBPEXAEHWE NPOOYKTOB B
NpOLECCE OUNUCTKM.
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MpepBapuTenbHasa ouncTKa

1. MpoayKTbl NONHOCTLIO NPeABapUTENbHO
OUYUCTUTb MATKOW LLIETKOW Mo/, XONOoAHOW BOAOWN
(ropoackas Boga nuTbeBoro kadectsa <40 °C).

2. MpoMBbITb MOMOCTU U TPYAHOAOCTYMHbIE MECTA,
LLENW 1 Nasbl Ha MHCTPYMEHTE C NOMOLLIbIO
nucToneTa Ansa nogayun BoAbl Nof AaBMeHNeM B
TeyeHue 60 cekyHA XOnoAHON Bofow (ropoackas
BOAa NUTbEBOro kavecTBa <40 °C).

3. MNomecTute n3genus B LWENOYHON OYUCTUTENb
(0,5 % Neodisher Mediclean forte) B
ynbTpa3BykoBOM BaHHe npu 35 KM Ha 5 MUHYT.
4. MpoMbITb M3aenus XonoAHoWM Bofow (ropoackast
BOAa NMTbEBOro kavecTBa <40 °C) B TeyeHue 15
CeKyHA.

5. MpoMbITb MOMOCTU U TPYAHOAOCTYMHbIE MECTA,
LLENW 1 Nasbl Ha MHCTPYMEHTE C NOMOLLIbIO
nucToneTa Ans NpoMbIBKM NOA faBlieHWeM B
TeyeHune 30 cekyHA XONoAHON BofoW (ropoackas
BOAa NMTbEBOro kavecTBa <40 °C).

O6pa6oTka

ABToMaTuyeckas obpaboTtka

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

1 MUHyTa NpeaBapuTENbHOW OYNCTKN

CnuB Boabl

4 MVWHYTbI NpeaBapUTENbHON OYNCTKU

CnuB Boabl

6 MUHYT 0YMCTKA LLLENOYHBIM MOOLLUM

cpeacteom (0,5 % Neodisher Mediclean) npu

58 °C +/-1°C

. CnuB Boabl

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

. Cnue Bofbl

. 2 MWHYTbI O4YMCTKM XONOOHOM BOAOW C HU3KUM

cofepxaHMeM MUKPOBOB 1 SHAOTOKCMHOB

(makc. 10 mukpobos/mn 1 makc. 0,25 eguHny

9HAOTOKCUMHOB/MM)

ABTOMaTUyeckas ae3nHdekums

ABTOMaTUYeECKasl TepMuyeckasi Ae3nHdeKkLus B
OYUCTUTENBbHO-AE3MHDULIMPYIOLLEM YCTPONCTBE C
Y4YETOM HaLMoHanbHbIX TPeBoBaHUI K 3HAYEHUIO
Ao; Hanpumep, 3HayeHne Ap>3000:

5 MuHYT npu >92 °C

ABTOMaTn4eckas cylika

ABTOMaTWYecKasi CyLlKka B COOTBETCTBUM C
aBTOMaTUYECKUM MPOLIECCOM CYLLIKW B
OYUCTUTENBbHO-AE3MHDULMPYIOLLEM YCTPONCTBE B
TeyeHne 30 MuHYT npm 92 °C +/- 2 °C.

11 Crepunusauus

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

Crepunusaums NnpoAykToB C NOMOLLbIO MeToAa
hpaKLMOHNPOBAHHOO NpeABapUTENbHOro Bakyyma
(B cootBetcTBUM ¢ DIN EN ISO 17665-1/ DIN EN
285) ¢ y4eTOM COOTBETCTBYIOLLMX HALIMOHAMbHbIX
TpeboBaHuin. CTepunuaaumsi NpoayKTOB AOMKHA
NPOBOAMTLCS B MOAXOASLLEN CTEepUNU3aLnoHHON
ynakoBke B cootBeTcTBumM ¢ DIN EN ISO 11607-1 n
EN 868.

MNepen ynakoBkoi 0bpaTnTe BHUMaHWE Ha rnaBy
12!

CTepunusaums AOIMKHa NPOBOANTLCA C NOMOLLILIO
hpaKLMOHNPOBaAHHOrO NPeBakyyMHOro Metoga co
crneayloLwyMmn napameTpamm:

134 °C,

MuHMManbHoe Bpems BblAEPXKN 5 MUHYT

3 uMKkna npeaBapuUTEnbHOTO BaKyyMUPOBaHUS
Cylka B Bakyyme B TeyeHue He meHee 20
MUHYT

Heobxoammo cobniogate MHCTPYKLMM NO
aKCnnyaTauuy aBToknasa, NpefoCTaBMNeHHbIe
NpPOU3BOAMUTENEM, Y PEKOMEHAYEMbIE
pekoMeHAaLmu No MakcUmarnbHO 3arpyske
CTepUNnN3yeMbIMU N3aenuaMun. ABTOKNaB JOMMKEH
ObITb yCTaHOBMEH, 06CNYXNBaTbCH, BaNnManpoBaH
1 oTkanMbpoBaH B COOTBETCTBUW C MHCTPYKLIMSIMU.

v04

& [OononHutenbHas uHdopmaums

Jluyo, oTBETCTBEHHOE 3a 06paboTKy, HeceT
OTBETCTBEHHOCTb 3a TO, YTOObI hakTuyeckas
obpaboTka c ucrnonb3oBaHnem o6opyaoBaHus,
mMaTepumaroB 1 nepcoHana B yCTaHOBKe Anisl
o6paboTkn faBana xenaemble pesynbTathl. [Ans
3TOro, kak npasuso, TpebyeTcs Banuaaums n
perynsipHbIii KOHTPOMb MpoLiecca U UCTMOSb3yeMOro
obopynoBaHus.

12 TexHuyeckoe o6cnyxuBaHue,
KOHTpPOJb, NpoBepKa

OxnaxaeHne MHCTPYMEHTOB 10 KOMHaTHOM
Temnepatypbi!

BusyanbHbI KOHTpPONb (Nepen c6opKown):

MpoBepka NOBEPXHOCTU UHCTPYMEHTOB UMW
oTAenbHbIX KOMMNOHEHTOB nepes c6opkoii. Mpn
9TOM ocoboe BHUMaHWe criegyeT yaensTb
npoBepke COeAUHEHWI (3amblKatoLLMX YacTeit),
npodwunen, 60po3nok 1 ApYrux TPYAHOAOCTYMHbIX
CTPYKTYp:
. EcTb nn octatku 3arpasHeHunin unu
OTNOXEHNIN?
Ecnu paa, To Heob6XxoaMMO NPOBECTU NOBTOPHYHO
PYYHYIO OYUCTKY M MOBTOPHYIO MOMHYI0 MaLLUHHYIO
OUUCTKY W Ae3UHEKLMIO.

. BuaHbl nv cnepapl kKOppo3un (pxxaBunHa,
ToYeYHast Kopposus)?
. [MoBpexaeHa N1 NOBepXHOCTb TpeLmMHamu (B

TOM YMCne MUKPOTPELLMHAMWN) UNKU APYTUMA
npusHakamu naHoca?
. He untaetcsa nn Haanvucek Ha MHCTpyMeHTe?
Ecnu ga, T0 COOTBETCTBYIOLLWI MHCTPYMEHT
Heo6XxoAMMO MapKupoBaTh, HEMeAEeHHO
Bbl6pakoBaTb U 3aMeHUTb.

C6opka 1 TexHn4Yeckoe obcnyxuBaHue

. Cobepute pa3obpaHHble UHCTPYMEHTbI B
COOTBETCTBUM C UX (DYHKLMAMMU.

. MoaBWXHbIE YacTu, Takne Kak LapHUpbI,
pesbba 1 ckonb3siLye NOBEPXHOCTH,
06paboTaTb BpYUHY NOAXOASALLMM,
0f06PEHHBIM 1151 MEANLIMHCKOTO
MCNONb30BaHWs Macriom Afst UHCTPYMEHTOB
(cpepcTBO Ans yxoaa, noaaaioLeecs
cTepunv3aumm napom, Ha oCHoBe
napadwHa/6enoro macna, 6uocosmectumoe
B COOTBETCTBUM C Hopmamm EC).

. Pacnpenenvte macno no wapHupy,
HEeCKOmNMbKo pa3s OTKpbIBasi U 3akpbiBas ero,
yaanute U3nuLLKW cpeacTsa Ans yxoaa
4YnCTOM TKaHbto 6es Bopca.

He vncnonb3yiite MmHepanbHoe Macno unu

CUNMKOHOBbIE CMa304Hble MaTepuansi! He

NorpyxanTe MHCTPYMEHTbI NOMHOCTbLIO B

CMa3oyHbIi MaTepuan!

MpoBepka paboTocnocoGHOCTU

Mpwn npoBepke yHKUMOHaNLHOCTM obpaTuTe

ocoboe BHUMaHWe Ha creaytoLme acnekTbl 1

BO3MO>XHbl€ HENCNPaBHOCTMK:

. OTCcyTCTBME NOBPEXAEHUIA, TAKMX KaK
OTNOMaHHbIE KOHYMKW, MOTHYTbIE UNn
ocnabneHHble geTanu (BUHTUKK).

. BesynpeyHoe 3akpbiThe YacTeit ry6ok

. MpaBunbHoe 1 HagexHoe
YHKLMOHNPOBaHNE hUKCaTopoB U
6110KMPOBOK

. Jlerkoe v paBHOMEPHOE ABWXKEHUE PYKOSITOK,
Mo BO3MOXHOCTM 6e3 niodTa

. BesynpeyHas pexyLas dyHKUMA HOXHUL,
. HopmanbHoe faBneHue v ynpyroctb

(WTamnbl, KNeLm ¢ Nomon roroBkon 1 T. 4.)
. MpoxoanmocTb npoceeTa

. OTCyTCTBME APYrUX NPU3HAKOB M3HOCA,
Hanpumep, Ha yNnoTHEHUSIX, U30NSALUN UNn
MOKPBITUSX

Ecnv npu npoBepke yHKLMOHANbHOCTY

oGHapyxeHbl AedeKTbI, UHCTPYMEHTbI AOMKHbI

6bITb NOMEYeHbI N 06513aTENbHO UCKIIOYEHbI U3

[anbHeNLLEro NCMoMb30BaHWS.

13 Cpok cnyx6bl NpoayKToB

Cpok cny6bl NPOAYKTOB 3aBUCUT OT UX PYHKLMN,
6epexxHOro peLmKNMpoBaHUs B COOTBETCTBUM C
[aHHOW MHCTPYKUMEW 1 akkypaTHOro obpatyeHus ¢
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Bepcus: 04

MHCTPYMeHTamMu. [103TOMy HEBO3MOXHO
yCTaHOBUTL 06LLee orpaHUyYeHne Ha KOnM4YecTBo
LMKIOB peuymknupoBaHus. Monb3oBatenb MoXeT
onpeennTb KOHEeL, Cpoka CIy0bl C TOYKU 3peHNS]
YHKLMOHANBLHOCTU UMK MAEHTUYHOCTU NPOAYKTOB
Mo BO3MOXHbIM HEVUCTIPABHOCTSIM U
OrpaHVM41BaloLLIMM CBOWCTBaM NPOAYKTOB,
yKa3aHHbIM B pasgene «TexHudyeckoe
obcnyxuBaHve, KOHTPOIb 1 NPoBEpPKa».
BrocoBMeCTUMOCTb MOXeET ObITb rapaHTMpoBaHa
Tonbko Ao 350 uuknos o6paboTku. Mocne atoro
NPOAYKTbI AOMKHbI BbITb YTUNIN3NPOBAHbI.

14 CepBUC U PEeMOHT

&Cepsm: U PEMOHT

He npou3BoaunTe CaMOCTOATENbHO PEMOHT Unn
N3MEeHeHUA npoaykra. 3a 310 oTBEYaeT M oTBevaeT
WCKITHYNTESTbHO yI'IOl'IHOMOHeHHbIIZ nepcoHarn
npoussoauTens. Ecnu Y Bac eCTb NpeTeH3nu,
Xanobbl UnNy 3ameyaHus no noBoAy Hawux
ApoAYyKTOB, NPOCUM BacC CBA3ATbLCA C HAMU.

&OGpaTHaﬂ AocTaBKa

[edeKTHble N HEKOHANLIMOHHBIE NPOAYKTbI
nepep oTrnpaBKoW Ha peMoHT/o6cnyxmBaHne
[OOIDKHBI MPOMTU NOSHBIN NpoLecc nepepaboTku.

15 YnakoBka, xpaHeHWe WU yTunusauus

CTepunbHble NPOAYyKTbI CriedyeT XpaHUTb B CYyXOM,
4YMCTOM U BecnbliNbHOM NOMELLEHNN, 3aLLULLEHHOM
OT MOBPEXAEHWI, NPU YMEpeHHoI Temneparype.
MeavumMHckve u3genus NPoM3BOANTENS AOIMKHbI
XPaHWUTLCS U TPAHCMNOPTUPOBATLCS B
MHOMBMOYanNbHOWM ynakoBke, kopobkax unm
3alWMTHBIX KOHTeNHepax. [Moxanyncra,
obpaLyatecb C MHCTPYMEHTaMM C MakcMmarbHOW
OCTOPOXHOCTbIO BO BPEMSI TPAHCMOPTUPOBKM,
XpaHeHus 1 nepepaboTku. CoxpaHeHne
CTepunbHOCTM Nocne npouecca cTepunusaLmmn
[OMKHO obecneymBaTbCsi norb3oBaTenem unu
crneuuanbHO 06yYeHHbIM NEPCOHANOM.
YTunusaums npoayKToB, yNakoBOYHbIX MaTepuarnos
1 NPUHAANEXHOCTEN AOMKHA OCYLLECTBATLCS B
COOTBETCTBUW C AEVCTBYIOLLMMYW HALMOHaNbHbIMU
npasunamu u 3akoHamu. MpoussBoauTens He AaeT
KOHKPETHbIX MHCTPYKLIMIA MO 3TOMY BOMPOCY.

16 O6si3aHHOCTU NO yBe[OMIIEHUIO

O pedektax NPoAYKLMM, BOSHUKLLMX NPpU
Hafnexallem UCronb30BaHUM HALLKUX NPOLYKTOB,
cnepyeT coobLaTb HENOCPEACTBEHHO HaM, Kak
NpOU3BOAMTENIO, UMW BallemMy
cneumanusnpoBaHHOMY Aunepy.

O pedekTax, B pesynbTaTe KOTOPbIX NaLWEeHTbI,
nonb3oBaTenu Unu TpeTby Nuua noHecnu yLiepb
OT UCMOSb30BaHWs NPOAYKTOB (Tak Ha3blBaeMble
cobbITHs, Noanexaline yBegoMIeHUIo),
HeobXxoAnMO HemeAneHHo coobLaTb
NpOU3BOAMTENIO U, NMPKU HEOBX0AMMOCTH, B
KOMMETEHTHbI opraH. CoobLueHne o Taknx
cobbITHsIX AOMKHO BbITh CAENaHo cpasy xe nocre
X BO3HWMKHOBEHWS, YTOObI BbINn cobntoaeHb!
BakHble CPOKM yBEOMIIEHMSI.
CooTBeTCTBYIOLME NPOAYKTHI AOIIKHbI ObITh
oTO0BpaHbl, NOArOTOBMNEHBI U OTNPaBMEHb!
npousBOAMTENIO ANS UccnefoBaHus. Baw
amcTpubbloTop ByaeT pag NoMoyb Bam B 3TOM.
Mocne nonyyeHus Bawlero coobLieHns Mbl B
pa3yMHble CPOKM NPoMHGOPMUPYeEM Bac O
OanbHenwnx HeobxoaumMbIx Mepax.

17 [ononHuTtenbHas uHdopmaumus

[ononHuTenbHas nHdopmMauus No NOAroToBKe
MEeANLUMHCKUX U3aenui:

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

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

. TpeboBaHus k rurneHe npu obpabotke
MeaVLMHCKUX n3genuin PekomeHgauumn
Komwuccum no rurneHe 6onbHuy, n
npodunakTuke nHgekunn npu NHctutyte
Pob6epTta Koxa (RKI) n ®enepanbHoro
MHCTUTYTa NeKapCTBEHHbIX CPEACTB 1
MeavumHckux nsgenui (BfArM) no

IFU-PG-09_WHCTpyMeHTbI AN HanoXeHus
wBoB_v04_russisch.docx

«TpeboBaHusAM K rurneHe npu obpaboTke
MeauLMHCKUX U3Lenuii»

. DIN 96298-4 KoHTponb yHKLMOHMPOBaHUSA
B npotiecce o06paboTku

18 ConyTtcTBylOWME AOKYMEHTbI

MHCTpyKUuMM no npaBunbHOn pasbopke
nepeymcrieHHbIX NPOAYKTOB MOXHO HaWTW Ha
Hawwem Beb-cawTe: https://www.cm-
instrumente.de/demontageanleitungen/

. VIHCTpYKUMM NO AEMOHTaXy UHCTPYMEHTOB

19 OnwucaHue ucnonb3yemMbiX CUMBOJIOB

BHumaHue!

CobnioaanTe MHCTPYKLMU NO
aKcnnyarauum

Homep apTtukyna

&= (>

O603HaveHve napTumn

Mapkuposka CE, npu

HeobxogumocTu ¢
( GXXXX MAEHTUDUKALMOHHBIM
HOMEPOM YMNONHOMOYEHHOro
opraHa.
& YKkazaHvie Ansi HeCTEPUNbLHOMo
npoaykra
I HasBaHue n agpec
npoussoauTens
&I [ata nsrotoeneHus

MepauumHckoe nsgenve

Unique Device Identification,
KOA ANS MOEHTUMKaLMK
npoaykTta
PeructpauunoHHbIi Homep
SRN npouasoauTens B 6ase AaHHbLIX
EUDAMED
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