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1 BaxHoe 3ameuvaHue

wl

lMeped kaxObIM ucnonb308aHUeM

8HUMamesbHO npoymume

UHCMPYKYUIO M0 3KCrmyamayuu u
. XpaHume ee 8 1e2kodocmynHoM
1 Ons nonb3osamens unu
coomeemcmsyiouweao
creyuanucma mecme.

BHumamensHo npoumume
npedynpexoeHusi, 0603Ha4YeHHbIe
amum cumeosniom. HenpasurbHoe
ucrosnb308aHuUe NPodyKMos Moxem
npusecmu K cepbesHbiM mpasmam
nayueHma, rnosnb3o8amers unu
mpemabux nuy,.

2 OO6nacTb NpUMeHeHUsA

MHCTPYMEHTBI AOMKHBI MCNOMNb30BaThCS
MCKIIOYNUTENBHO MO HasHa4YeHWIo B MEANLIMHCKUX
obnacTsix CooTBETCTBYOLLMM 06pa3om 06y4eHHbIM
1 KBanUgULMpoBaHHbLIM NepcoHanom.
OTBETCTBEHHOCTb 3a BbIGOP MHCTPYMEHTOB Ans
onpeaeneHHbIX NPUMEHEHWIA U OnepaTUBHOMO
1CMOsb30BaHuWs, Haanexalyee obyyeHve n
MHOPMUPOBaHWE, a Takke AOCTATOYHbIA OMbIT
AN paboTbl C UHCTPYMEHTaMM HECET nevalluii
Bpay Uy nosb3oBarerb.

3 Mpopayktbl / MpeaHaszHavyeHne

MHCTpyMeHTBI, NnpunaratoLue ycunue,
npefHasHayeHbl ANS XMPYPruyecknx MHBa3UBHbIX
npoueayp B pasnuyHbix 06nacTax MeanLyHbl
(npogomknTENbHOCTLIO MeHee 60 MUHYT). OHK
COOTBETCTBYIOT Knaccy pucka Ir.

CewmelicTBO npoaykToB Monotok

(6a3a UDI-DI) HazHauyeHue
Xupyprudeckui VIHCTPYMEHT, ¢ NOMOLLbo
MOJIOTOK KOTOPOro XVpPYpr BO Bpemst
4042796323129K XUPYPruyecKoro

BMELLATENLCTBA BPYYHYIO
npunaraet ycunve (yaap) K
LIPYroMy WHCTPYMEHTY

c € 0123

(Hanpumep,
Xupyprudeckomy 3y6uny,
nNpoboNHUKY).
[onoBka MpoaykT, 3aMeHsIoLLMIA
XUPYpPruyeckoro rofioBKy MosioTka B
mornoTka HEeKOTOpbIX MOAEnNsX
404279646976CJ XVPYPru4ecknx MOnoTKOB.

C€o12s

CemelicTBO NnpoAykToB BeTaBlmk/akcTpakTop
ANA opToneAnYecKUX MMNNaHTaToB

(6a3a UDI-DI) HazHauyeHue

YcTpoiicTBo Ans VIHCTPYMEHT Ans ycTaHOBKU
yCcTaHOBKU/U3BneYy Unu yganeHus

eHuns MMNMaHTMPyeMoro
opToneanYeckux nsgenus.

MUMMNaHTaToB

404279612696AC

C€ o123

4 MpotuBonokasaHus

MHCTPYMEHTBI [OMKHBI UCNOb30BaTbCA
MCKIIOYNUTENBHO MO Ha3Ha4YeHWo
COOTBETCTBYIOLLMM 06pa3oM 0ByYeHHbIM 1
KBaNUGULMPOBaHHbIM nepcoHanom. MpoaykTbl He
npefHasHayeHbl ANA UCNONb30BaHUA Ha cepaLe,
LeHTparnbHOW KPOBEHOCHOW N HEPBHOWN CUCTEMAX.

MpoaykTbl He NpeaHa3HaYeHbl Ans NOAKIMHYEHNS K
aKTUBHLIM MEAWULIMHCKAM YCTPOWCTBaM.
CyLiecTByeT puCk TpaBMMPOBaHWS NaLMEHTOB 1
nonb3oBaTenei Npu o4HOBPEMEHHOM
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ncnonb3oBaHMn yCTpOﬁCTB BbICOKOYaCTOTHOrO,
pPagno4acToTHOrO UK NasepHOoro U3nyveHus.

MpoayKTbl NPOTVMBONOKa3aHbl A8 BCEX APYruxX
NPUMEHEHUI, KPOME TEXHUK, YKasaHHbIX B
Ha3Ha4YeHW / nokasaHusXx.

KonTpa indikauun, cneundwmyHblie ansa

npoAaykra

. [MpoTnBONOKa3aHU He BbISBNEHO

5 HexenatenbHble NO604YHbIE
adpeKkTbl/0CNoXHEHUA/PUCKHU,
CBfi3aHHble C UCMONIb30BaHUEM
BbICOKOYaCTOTHOIO TOKa ()

&Oﬁu.wle

. Mocne KoHTaKTa C MHCTPYMEHTOM Y
NaLMeHTOB C HEMEPEHOCMMOCTbIO
mMaTepuanoB U3 HepXaBeroLLel cTanm mMoryT
BO3HWKHYTb peakumu
rMnepyyBcTBUTENBHOCTU. MpK NosiBNeHUN
Takux peakuuin npoueaypy cneayet
HeMe[neHHO NpepBaTh U MPUHATL
HeoGXxoAVMble Mepbl.

Monomka MHCTpyMeHTOB

MoBpexaeHne cocyaos, TkaHen, HepBOB
WHdbekumn

Mepdopauus TkaHen, cocyaoB 1 NonocTen
MocneonepaLuyoHHOe KpoBOTEYEHNE
Hekpo3bl

Tpom603bl

/L\Ocnox(ueﬂvm, CcBAi3aHHble C neyeHuem /
no6o4Hble achdpekTbl / pucku

O6wue

. MoBpex/aeHne oKpyxXatoLLMx cocyoB U
TKaHen

. MoBpexaeHvie HepBOB

/L\Ocnox(ueﬂvm, cBA3aHHble C NPoAYyKTOM /
no6ou4Hble 3 pekTbl / puckn

B xone HabnogeHus 3a pbiHKOM Bbinu BbISIBNEHb!
[OMOMHUTENbHbIE MOTEHLUMANBbHBIE OCTIOXHEHNS /
no6oyHble apekTbl:

Monotok

. M3rnom pyKOSITKM MOSIOTKa HUXE FONoBKW
MoroTKa

. TpeLLVHbl B CBAPHBbIX LIBaX Ha rorioBke
MornoTka

OpToneAnYecKU MHCTPYMEHT Ans

BBeAEHUA/M3BNEYeHUss UMNNaHTaToB,

MHOropa3oBOro UCMonb30BaHUA

. OcnabneHwue, u3rnb, pactTpeckuBaHue unm
NofioMKa KOMMNOHEHTa

6 Mepbl NPegoOCTOPOKHOCTU U
npepynpexneHus

&Buumauvne!

MIHCTpYMEeHTbI NpeaHa3HayYeHbl UCKMYUTENBHO
ANs XMPYPrUYeCcKOro UCMoMb30BaHUA U HE OIHKHbI
1cnonb3oBaTbCs ANs ApYrux Lenen.
HenpaBunbHoe obpalleHue, yxoa n
MCMoMb30BaHWe He Mo Ha3HaYeHUo MoryT
NPUBECTU K NPEXAEeBPEMEHHOMY U3HOCY
MHCTPYMEHTOB.

& HecoBmMecTumocTb MaTepuanos

MeauvumnHckve 3nenvst HU B KOEM criyyae He
[LOIDKHbI MCMONb30BATLCS, ECNU NOMb30BaTENb UMK
CneuuanucT nomnyyms CooTBETCTBYIOLLYO
UHopMaLWO 0 HECOBMECTUMOCTW MaTeEpUanos y
nauueHTa.

&Hapyl.uerme byHKLUMOHaNbHOCTHN

Xupypruyeckue MHCTpyMeHTbI NoABepratTCcs
KOPPO3UK 1 TEPSIOT CBOK (hYHKLIMOHANBHOCTL NpU
KOHTaKTe C arpeccuBHbIMU BewecTamu. Mo aTow
npuynHe Heobxoaumo cTporo cobnoaatb
WHCTPYKLMM MO NOArOTOBKE U CTEpUNU3aLmm.
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AYCHOBMH onepauuu

[ins obecneyeHns BGesonacHoi akcnnyaTauum
BbILUEYNOMSIHYTbIX U3Aenuii Heo6XoaAMMO 1X
npaBurbHoe obcnyxwusaHue u yxoa. Kpome Toro,
nepep KaxzablM UCTMIONb30BaHNEM crieayeT
NpoBOANTL (OYHKLUMOHANBHYIO MPOBEPKY U
BM3yarnbHbIi OCMOTP. Mo 3ToW NpUYmnHE Mbl
obpallaem Balle BHMMaHWe Ha COOTBETCTBYIOLLME
pasgenbl 4aHHOW UHCTPYKLUMM MO JKCryaTaLmu.

/M Kom6unaums ¢ APYrMMM npoayKTamu

Mpu noBTOPHOM COOPKE MHCTPYMEHTOB Nocne
pa3bopku He JonyckaeTcst 3aMeHa OTAenNbHbIX
JeTanev Ha geTtanu Apyrux npovssoautenen!
Ecnu B cBSi3n ¢ Ha3HaveHneM npoaykTa Aetanu
ABMSIIOTCA CMEHHBIMU (HanpuMep, pasnuyHbie
paboune Hacagkm), He AonyckaeTcs
ucrnonb3oBaHue Aetanen Apyrux npomssoautenen!
Mbl pekomeHayem npuobpetatb Apyrue
NpVHAANEeXHoOCTN (Hanpumep, cpeacTsa no yxoay)
y koMmnaHum Dimeda Instrumente GmbH.

&Xpaueuue

K xpaHeHMo NpoayKTOB He npeabsBnseTcs
HMKaKkMx ocobbix TpeboBaHUiA. TeM He MeHee, Mbl
pekoMeHAyeM XpaHUTb MeAULMHCKME U3Aenns B
4YWCTOW U CyXoW cpeae.

/N Bonesnb Kpentudenbara-Ako6a

B oTHOLWeHNM 06paboTkM MeaULIMHCKUX U3enui,
KOTOpble UCMONb30BaNNUCh Ans nevyeHus
nauneHToB, 6onbHbIX 6onesHblo KpenTudensaTa-
Akoba (BKA) unu ee BapuarHtom (BBKA), nnu
NaLMeHTOoB C NMOAO3PeHNeM Ha aTy bonesHb,
Heobxoaumo cobnogatb TpeGoBaHus,
M3M0XEHHbIe B COOTBETCTBYIOLLLEM NPUMOXEHNUN K
[upekTuBe no rurreHe B 6onbHULAX U
npocunakTuke HEKUUIA, a Takke TpeboBaHus,
yka3aHHble B nybnukauusax B PegepanbHom
BECTHUKe 3[paBooxpaHeHus. MeauuuHckmne
n3genus, KoTopble KCNONb3oBaNMCh AN AToN
rpynnbl NaLMEHTOB, AOIKHbI ObITb 6e3BpeaHo
YTUMU3NPOBaHbI MyTeM CKuranus (EBponenckuii
kaTanor otxogos EAK 18 01 03). Cyxoe Tenno,
aTaHon, hopmaneaerva v ryTapoBbli anbaerng
oKasbIBalT MKCHpytoLLee, HO He
MHaKTUBMpYOLLee AeiCTBUE Ha BO3GyauTenen
TCD3. U3 gocTynHbIX METOAOB CTEPUNM3aLNA
TONbKO NapoBOW CTepunuaaumeit (B 4aCTHOCTU, Npu
134 °C B TeueHue 18 MUHYT) 6Gbino AokasaHo
orpaHu4eHHoe JeWicTBue.

AOCprlelpemyu.wle MHCTPYMEHTbI

Mpwn oBpalLeHnn ¢ MHCTPYMEHTamu C OCTPbIMU
KOHL@MW U1 OCTPLIMU Kpasimu crieayeT
cobntoaaTb OCTOPOXKHOCTb.

7 KombGuHMpoBaHHbIE NPOAYKTbI U
aKkceccyapbl

MpoayKTbl He UCMONBL3YITCS C APYTYMU
npoAyKkTamu 1 NpeanaratoTcs 6e3
NpUHAANEXHOCTEN.

8 OTBeTCTBEHHOCTb U rapaHTusA

KomnaHus Dimeda Instrumente GmbH, kak
Npou3BOAUTENb, HE HECET OTBETCTBEHHOCTU 3a
KOCBEHHbIE YObITKYM, BO3HUKLLME B pe3ynbTaTe
HeHagnexalyero Mcnonb3oBaHus Unu obpalleHns.
3T0 0COBEHHO OTHOCUTCSI K HECOOTBETCTBYIOLLEEMY
MCMOSIb30BAHMIO MO Ha3HAYEHUIo Unn
HecobmnoaeHNI0 MHCTPYKLUUIA MO NOArOTOBKE U
cTepunuaauun. ATo Takke OTHOCUTCS K pEMOHTaM
UIMU U3MEHEHWSIM NPOAYKTA, BbINONHEHHbIM
HeaBTOPW30BaHHBLIM NEPCOHANOM NPOU3BOAUTENS.
3TN NCKNIOYEHUS U3 OTBETCTBEHHOCTU TaKkKe
NPUMEHSIOTCA K rapaHTUIAHBIM yCryram.

9 CrepunbHOCTb

& CocTtofiHue npu noctaBKe

MeauumHckve U3genust NoCTaBnsoTCs B
HecTepUnbHOM COCTOSIHUM W Nepes NepBbIM U1
KaXKZbIM MOCMeayoLMM NCMOSb30BaHUEM OOMKHbI
6bITb NOArOTOBMEHBI U CTEPUIIM30BAHbI
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nonb3oBartenemM B COOTBETCTBUM C NpuBeAeHHbIMU
HMXEe MHCTPYKUUAMMW.

10 O6paboTka

A MpepynpexaexHus

e Yacras nogrotoBka yxyALlaeT KayecTBO
n3genun.

e  Vcnonb3yemasi BOOONPOBOAHAs Boaa
[orxHa cooTBeTcTBOBaTh ANpekTuBe (EC)
2020/2184 o kayecTBe BOAbI,
npeaHasHayeHHow Ans notTpebneHns
4YeroBEKOM.

e B HacTOSILLMX UHCTPYKLMUSIX MO NOATOTOBKE
yKasaHbl YuCTsALWME 1 fe3uHduumpyoLmne
cpencTBa, UCMoNb30BaHHbIE Ans
Banuaaumu. MNpu ncnonb3oBaHUm
anbTepPHATUBHbLIX YACTALLMX U
Oe3MHPULMPYIOLLX CPeacTB (BKMIOYEHHbIX
B cnucok RKI unu VAH) oTBeTCTBEHHOCTL
HeceT crneumanucT no NoAroToBKe.

e  CHATble geTanu Heobxoammo cobpaTtb
obpaTHO nepep cTepunusauuei.

e O6paboTka MOXET BbIMOMHATLCS TOMbKO
MeANULMHCKUM nepcoHanom. MalmHHas
obpaboTka gomkHa bbiTb
KBanuuuMpoBaHa 1 BanuanpoBaHa
nonb3oBatenem. O6opynoBaHue ans
OUNCTKM U AE3NHIEKLMMN [OMKHO
NOSTHOCTbIO COOTBETCTBOBATL Tpe6OBaHMSAM
DIN EN ISO 15883.

e  Crepunusaums gomkHa 6biTb
KBanuuuMpoBaHa 1 BanuanpoBaHa
norb3oBaTenieM. ABTOKNaBbl JOMKHbI
NONHOCTbBIO COOTBETCTBOBATL TpebOBaHMSAM
ctangapta DIN EN ISO 17665.

AMecTo ucnonb3oBaHUA

MepBble Wwarn npasunbHon 06paboTku
HauMHalTCs yxe B onepaumoHHol. [pybbie
3arpsi3HeHUs 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
cnepyeT otTAaBaTb NPeAnoyYTeHne Cyxoit
YTUNU3aLMKU, NOCKONbKY NPU BNAXHOW yTunmaaumm
AnUTEnbHOE HaxoXaeHne MeAULIMHCKUX U3fenvi B
pacTBopax MOXeT NMPUBECTU K MOBPEXAEHUIO
maTepuanos (Hanpumep, kopposun). He
ponyckanTe BbiCbixaHns octaTtkos! He gonyckanTte
ANUTENbHOTO OXunaaHus 4o obpaboTku, Hanpumep,
B TEYEHWE HOYM UMW BbIXOAHbIX, NMpW 0boux B1uaax
yTunusaumm (<60 MuHyT).

&Tpancnopmpoaka

Mocne ncnonb3oBaHWs NPOAYKTbI AOIKHbI ObITh
YTUNU3MPOBaHbI CyXUM crocobom, no
BO3MOXHOCTU HemMeAneHHO (<60 MuHyYT). 3To
03Ha4aeT, YTO NPOAYKTbI AOMKHbI
TpaHCNopTUPOBAaTLCS U3 MECTA UCMONb30BaHUS B
3aKpbITOM KOHTeNHepe Ans o6paboTku, YToBbl OHU
He BbICOXIN.

MoaroToBKa K Ae3akTuBauumu

Mo BO3MOXHOCTW, NPOAYKTLI creadyeT pasobpaTtb
nepes nocrneayoLmMMm atanamu o6paboTkn unm
nofdasaTh Ha AanbHeliyo 06paboTKy B OTKPbITOM
cocTosHun. Cnenyet nsberatb 06pa3oBaHus
«TeHel» npu ononackueaHum. MpoayKTbl AOMKHBbI
obpabaTbiBaTbCsi B NOAXOASALLMX CUTAX UK
MOEYHbIX noTkax (pasmep BbIGUpaTh B
3aBMCUMOCTM OT NpoAaykTa). MpoayKTbl JOMKHbI
ObITb 3aKpenneHbl B MOEYHON KOP3WHE C
MWHMManbHbLIM PACCTOSHUEM MEXAY HUMMW.
CnepyeT nsberatb UX NepPeKpbITUSI APYT APYrom,
YTOGbI UCKMIOYUTL MOBPEXAEHNE NPOAYKTOB B
NpoLecce OYNCTKM.
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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,
LLENU 1 Npope3n Ha MHCTPYMEHTE C NMOMOLLbIO
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

9HAOTOKCMHA/MN)

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

ABTOMaTMyeckas cyLika
ABTOMaTM4eCKasi Cyllka B COOTBETCTBUU C
aBTOMaTU4YECKUM NPOLLECCOM CYLLKU B YCTPOMCTBE

ONs 04UCTKU 1 Ae3nHdekummn B TeveHne 30 MuHyT
npu 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.
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-/L\ [OononHutenbHas uHdopmaums

Jlnuo, oTBeTCcTBEHHOE 3a 06paboTKy, HeceT
OTBETCTBEHHOCTb 3a TO, 4TObbI (hakTnyeckas
obpaboTka ¢ ucnonb3oBaHmeM obopyaoBaHMs,
MaTepuanoB 1 nepcoHana B ycTaHOBKe ANS
o6paboTku faBana xenaemble pesynbTathl. [ns
3Toro, kak npaeuno, Tpebyetcs Banuaauma n
perynsipHblii KOHTPOIb NpoLiecca U UCMONb3yeMOoro
obopynoBaHus.

12 TexHuyeckoe o6cnyxuBaHue,
KOHTpPOJb, NpoBepKa

OxnaxpgeHne UHCTPYMEHTOB 0 KOMHATHOM
Temnepatypbi!

BusyanbHbIit KOHTpOnb (Nepen c60pKon):

MpoBepka NOBEPXHOCTU UHCTPYMEHTOB 1N
oTAenbHbIX KOMMNOHEHTOB nepes cbopkoii. Mpn
9TOM ocoboe BHUMaHWe criegyeT yaensTb
npoBepke COeAUHEHWI (3aMblKatoLLMX YacTeit),
npodwunen, 60po3nok 1 ApYrux TPYAHOAOCTYMHbIX
CTPYKTYp:
. EcTb nn octatku 3arpasHeHunin unu
OTNOXEHNN?
Ecnu paa, To Heob6Xxo0AMMO NPOBECTU NOBTOPHYHO
PYYHYIO OYUCTKY M MOBTOPHYIO MOMHYI0 MaLLUHHYIO
OUUCTKY W Ae3UHEKLMIO.

. BuaHbl nv cnepapl kKOppo3un (pxxasunHa,
ToYeYHast Kopposus)?
. MoBpexaeHa N1 NOBEPXHOCTL TPeLLnHamu (B

TOM YMcne MUKPOTpeLLMHaMM) Unu ApyrumMm
npusHakamu usHoca?
. He untaeTcs nn HagnuCb Ha MHCTpyMeEHTE?
Ecnu paa, To cOOTBETCTBYIOLNIA MHCTPYMEHT
HeobxoavnMo MapkupoBaTb, HeMeAIeHHO
Bbl6pakoBaTb U 3aMeHUTb.

C6opka 1 TexHn4Yeckoe obcnyxuBaHue

. Cobepute pa3obpaHHble UHCTPYMEHTbI B
COOTBETCTBUM C UX (DYHKLMAMMU.

. MoaBWXHbIE YacTu, Takne Kak LapHUpbI,
pesbba 1 ckonb3siLye NOBEPXHOCTH,
ob6paboTaTb BpYyUHY NOAXOASALLMM,
0f06PEHHBIM 1151 MEANLIMHCKOTO
MCNONb30BaHWs Macriom Afst UHCTPYMEHTOB
(cpencTtBO ANs yxoda, nogaatolleecs
cTepunuaauum napom, Ha ocHoBe
napacvHa/6enoro macna, 6uocoBmecTuMoe
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 unm

CUNMKOHOBbIE CMa304Hble MaTepuans! He

NorpyxanTe MHCTPYMEHTbI NOMHOCTbLIO B

CMa3oyHbI MaTepuan!

MpoBepka paboTocnocoGHOCTU

Mpwn npoBepke yHKLUMOHMPOBaHUS obpaTuTe

ocoboe BHUMaHWe Ha creaytoLme acnekTbl u

BO3MOXHbl€ HEMCNPaBHOCTM:

. OTcyTCTBUE NOBPEXAEHUI, TakMX Kak
OTIIOMaHHbIE KOHYMKM, MOTHYTbIE 1N
ocnabneHHble geTanu (BUHTWKK).

. BesynpeyHoe 3akpbiThe YacTeii ry6ok

. MpaBunbHoe 1 HagexHoe
YHKLMOHNPOBaHNE hUKCaTopoB U
6110KMPOBOK

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

. BesynpeyHas pexyLas (yHKUMA HOXHNL,

. HopmanbHoe faBneHue v ynpyroctb
(WTamnbl, KNeLm C Nomnon OTBEPCTUEM U T.
Aa.)

. MpoxoanmocTb npoceeTa

. OTcyTCTBUE APYrUX NPU3HAKOB U3HOCA,
Hanpumep, Ha yNnoTHEHUSIX, U3ONSALMN 1N
NOKPbITUSAX

Ecnv npu npoBepke yHKLMOHANBHOCTH

o6HapyxeHbl AedeKTbl, UHCTPYMEHTbI JOMKHbI

6bITb NOMeYeHbl N 06513aTeNbHO UCKMIOYEHbI U3
fAanbHENLEero UCMonb3oBaHus.
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13 Cpok cnyx6bl npoayKToB

Cpok cnyx6bl NpoayKTOB 3aBUCUT OT UX (DYHKLIMK,
6epexHOro peLmKIMpoBaHnsa B COOTBETCTBUN C
[aHHOW MHCTPYKUMEW 1 akkypaTHoro obpatyeHus ¢
MHCTpyMeHTamu. [o3ToMy HEBO3MOXHO
yCTaHOBUTb O6LLee orpaHuyeHne Ha KoM4ecTBo
LIMKIIOB peumknupoBaHus. [Monb3oBatenb MoxeT
onpeaenuTb KOHeL, cpoka Cry0bl C TOUKU 3peHust
hYHKLMOHaANbHOCTW NN MOEHTUYHOCTW NPOAYKTOB
Mo BO3MOXHbIM HEUCMPABHOCTSIM U
orpaH1YMBaloLLMM CBOWCTBaM NPOAYKTOB,
yKkasaHHbIM B pasgene «TexHuyeckoe
obcnyxuBaHue, KOHTPOMb W NPOBEPKay».
BurocoBmecTMOCTb MOXET BbITb rapaHTUpoBaHa
Tonbko Ao 350 uuknos o6paboTku. Mocne aToro
NpoAYKTbl AOMKHbI ObITb YTUNN3NPOBAHbI.

14 CepBUC U PEeMOHT

/L\.CepBMc U PEMOHT

He npownssoamnte camocTosTeNIbHO PEMOHT UK
M3MeHeHUs npoaykTa. 3a 3To OTBeYaeT v oTBevaeT
UCKITIOUNUTENBHO YMONTHOMOYEHHbI NepcoHan
npoussoauTens. Ecnu y Bac ecTb npeTeH3uu,
»*anobbl Unu 3ameyaHusi o NoBoAdy HaLuxX
NPOAYKTOB, MPOCUM Bac CBA3ATLCS C HAMM.

/L\OGpaTHaﬂ [ocTaBKa

[edeKTHbIe NN HEKOHANLIMOHHBIE NPOAYKThI
nepes oTnpaBKoi Ha peMoHT/06cnyxuBaHne
[OIDKHBI MPOUTU NOJHBIV NpoLecc nepepaboTku.

15 YnakoBkKa, xpaHeHue u yTunusauus

CrepuvnbHble NPOAYKTbI CrieayeT XpaHUTb B CyXOM,
4YMCTOM U BecnbinNbHOM MecTe, 3aLLULLEHHOM OT
NOBPEXAEHNI, NPV YMEPEHHOW Temneparype.
MeavumMHckve u3genus NPoM3BoANTENs AOMKHbI
XPaHUTLCSA M TPaHCMOPTMPOBATLCS B
MHOMBMOYanNbHOWM ynakoBke, kopobkax unu
3aLUMTHBIX KOHTelHepax. MoxanyicTa,
obpallaiTecb C MHCTPYMEHTaMM C MakcumarbHON
OCTOPOXHOCTbIO BO BPEMS TPAHCMOPTUPOBKM,
XpaHeHus u nepepaboTku. CoxpaHeHne
CTepunbHOCTM Nocne npouecca cTepunusamn
[omkHo obecneynBaTbCst Mosib3oBaTenem unu
crneuuanbHO 06yYeHHbIM NEPCOHANOM.
YTunusaums npofyKToB, yNnakoBOYHbIX MaTepuanos
1 NPUHAANEXHOCTEN AOMKHA OCYLLECTBATLCS B
COOTBETCTBUM C AENCTBYIOLLIMMUN HALNOHAMbHLIMM
npaBunamu u 3akoHamu. MpoussoauTtens He AaeT
KOHKPETHbBIX MHCTPYKLWIA N0 3TOMYy BOMpPOCY.

16 Ob6s13aHHOCTU NO yBEAOMIIEHUIO

O pedekTax npoayKUUM, BO3HUKLLKX NpU
HagnexalemM Ucrnonb3oBaHUM HALLMX NPOAYKTOB,
cneayeT coobLaTb HEMOCPEACTBEHHO HaM, Kak
Npov3BOAWTENIO, UK BalLeMy aunepy.

O pedekTax, B pesynbTaTe KOTOPbIX NauUeHTbI,
nornb3oBaTenu Unu TpeTby nuua NnoHecnu yLiept
OT MCMNONb30BaHMs NPOAYKTOB (Tak Ha3blBaeMble
cobbITHs, Noanexaline yBegoMIeHUo),
HeobXxoAnMo HemeaAneHHo coobLaTb
NpPOU3BOAMTENIO U, NMPK HEOBX0AMMOCTH, B
KOMMETEHTHbI opraH. CoobLueHne o Taknx
cobbITHsX AOMKHO BbITh CAENaHo cpasy e nocre
X BO3HWMKHOBEHWS, YTOObI BbINn cobnoaeHb!
BakHble CPOKM yBEOMIIEHUSI.
CooTBeTCTBYIOLME NPOAYKTHI AOMKHbI ObITh
oTO0BpaHbl, NOArOTOBMNEHBI U OTNPaBMEHb!
npousBoAMTENIO ANS UccnefoBaHus. Baw
ancTpubbloTop ByaeT pag NoMoyb Bam B 9TOM.
Mocne nony4yeHusi Bawero coobLLeHNs Mbl B
pa3yMHble CPOKM NpoMHGOpMUpyeM Bac O
OanbHenwnx HeobxoaumMbIx Mepax.

17 [ononHuTtenbHas uHdopmaumus

[ononHuTenbHas nHdopmMauus No NOAroToBKe
MEeANLUMHCKUX U3aenui:

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

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

. TpeboBaHus Kk rurneHe npu obpaboTke
MeANLMHCKUX n3genuii Pekomenaaumm
Komuccum no rurmeHe 6onbHUL 1
npodunakTuke nHdekunin npu NHctutyte
Pob6epTta Koxa (RKI) n ®enepanbHoro

IFU-PG-12_IHCTpPyMeHTbI AN NpbIMAHEHHS
cinbl_v04_russisch.docx

WHCTUTYTa NEKapCTBEHHbIX CPEACTB U1
MeavumHckux nsgenui (BfArM) no
«TpeboBaHusAM K rurneHe npu obpaboTke
MeauLMHCKUX U3Lenuii»

. DIN 96298-4 KoHTponb yHKLMOHMPOBaHUSA
B npotiecce o6paboTku

18 ConyTtcTBylOWME AOKYMEHTbI

MHCTpyKUuuM no npaBunbHOn pasbopke
nepeyncrieHHbIX NPOAYKTOB MOXHO HaWTW Ha
Halem Beb-canTe:
https://www.dimeda.de/demontageanleitungen/

. WHCTpYKUWMS N0 JEMOHTaXY WHCTPYMEHTOB

19 OnwucaHue ucnonb3yemMbiX CUMBOJIOB

BHumaHwme!

aKcnnyartauuun

Homep apTtukyna

A\
U—II Cobntoagante MHCTPYKUMK MO
[ree]

O603HaveHve napTnmn

Mapkuposka CE, npu

( € Heo6xoaumocTu ¢

XXXX MAEHTUDUKALMOHHBIM HOMEPOM
YNONMHOMOYEHHOTO opraHa.

Yka3aHue Ansi HeCTepUIbHOro
npoaykTa

HaasaHue n agpec
npousBoauTens

[ata nsrotoeneHus

MepauumHckoe nsgenve

Unique Device Identification, koa
ONns naeHTUdMKaumum npoaykTa

PeructpauunoHHbIi Homep
SRN npouasoauTens B 6ase AaHHbLIX
EUDAMED
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