MHCTpyKUMsa no akcnnyatauum

MHCTPYMEHTbI C WKanoun

dimeda’

SURGICAL INSTRUMENTS

OencTBUTENBLHO C: | 16.07.2025 | Bepcus: | 04
Dimeda Instrumente GmbH Pyuron MpuBop Ans oueHkn /NYenosus onepauuu
u Géansacker 54+58 anHamomeTp 6e3 HEPBHO-MbILLEYHbIX [insi o6ecneveHus GesonacHol akchnyaTaLum
78532 TyTnuHreH BCMNOMOraTenbHOro | yHKUMN nyTem BbILLEYNOMSHYThIX U3AENui HEOBXOAMMO UX
Ten.: +49 (0) 7462 / 9461-0 npvsoga N3MEPEHNs CUTbI MbILLILL npaBunbHoe oBcryxuBaHMe n yxof. Kpome Toro,
dakc: +49 (0) 7462 / 9461-33 4042796350219S KucTu/npeanneyba npu

http://www.dimeda.de
info@dimeda.de

SRN DE-MF-000005584
1 BaxHoe 3ameuvaHue

lMeped kaxObIM ucnonb308aHUeM
8HUMamesbHO npoymume
UHCMPYKYUIO M0 3KCrmyamayuu u

[ ]s] XpaHume ee 8 51eeko00CmyrnHOM
L1~ Ans1 nonb3ogamensi unu
coomeemcmaytowe2o

creyuanucma mecme.

BHumamensHo npoumume
npedynpexoeHusi, 0603Ha4YeHHbIe
amum cumeosniom. HenpasurbHoe
A ucrosnb308aHuUe NPodyKMos Moxem
npusecmu K cepbesHbiM mpasmam

nayueHma, rnosnb3o8amers unu
mpembux 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 / MpeaHasHavyeHne

MIHCTpYMeHTBI CO LKanon npeaHasHaveHbl Ans
XUPYPru4eCckUX UHBa3UBHbIX U, B HEKOTOPbIX
cryyasx, HEXMPYpPruyecknx MHBa3nBHbIX NpoLeayp
B Pa3nunyHblx 06nacTsx MeanLMHbI
(npopomknTenbHOCTLI0 MeHee 60 MUHYT). OHK
COOTBETCTBYIOT Knaccy pucka l/Ir, nockonbky
cryXat TOMbKO NS CPaBHUTENMbHbLIX U3MEPEHWIA 1
He kanuépytoTcs.

CemelicTBO npoAykToB Linpkynb

(6as3a UDI-DI) HasHauyeHue

YHuBepcanbHble MHCTpymeHT ans

LMpKynu1, MeTann nposeAeHnst

4042796322629V CpaBHUTENbHbIX

C € n3MepeHuii
aHaTOMUYECKUX CTPYKTYP
nauueHTa unu gpyrvux
06BEeKTOoB BO Bpemsi
onepauwuu, BCKpbITUS Unn
B APYI¥X KIUHUYECKUX
cUTyaumsX.

CemelicTBO NpoAyKkToB JInHenka

(6a3a UDI-DI) HasHauyeHue

KnuHnyeckas M3penue, ncnons3yemoe

TNuHelka B KIMHUYECKUX YCMOBUSIX

404279644796BY ONs CpaBHUTENbHbIX

c € N3MepeHUii ANWHbI.

CemelicTBO NPOAYKTOB XMpypruyecknin

rnyéuHomep

(6a3oBbiv UDI-DI) HasHauyeHue

Xupypruyeckuia MHCTpymeHT ans

rny6uHomep nposeaeHust

404279632845AT CpaBHUTENbHbIX

C € V3MEPEHWIA C LLeNbIo
onpeaenexus rnybuHbl
yrny6nenus.

CemelCcTBO NpoaykToB Yrnomep

(Basa UDI-DI) HasHauyeHnue
Yrnomep ans MHCTpymeHT ans
KocTewn onpepaenexus
404279637529BH CpaBHUTENbHbIX

I/I3MepeHMl71 yrna Koctu.

CemelcTBO NnpoaykToB [luHamomeTp

(6as3a UDI-DI) | HasHauyeHue
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cxatum obbekTa.

4 [poTuBONnOKa3aHusA

MpuBopbl AOMKHBI UCMONb30BATLCA
UCKIIOYNTENBHO MO HasHaYeHMo
COOTBETCTBYIOLMM 06pa3omM 0By4eHHbIM 1
KBanUgULMpoBaHHbLIM NepcoHanom. MpoaykTsl He
npefHasHayeHbl ANA UCNONb30BaHWUA Ha cepaLle,
LleHTpanbHOW KPOBEHOCHOW 1 HEPBHOWN CUCTEMAX.

MpopaykTbl He NpeAHa3HaYveHbl Anst NOAKMIOYEHNS K
aKTUBHLIM MEAWLIMHCKAM YCTPONCTBaM.
CyllecTByeT pUCK TPaBMMPOBAHWS NaLMEHTOB 1
nonb3oBaTenei npu oAHOBPEMEHHOM
ucnonb3oBaHun yctponcts HF, RF unu nasepHbix
YCTPOWCTB.

MpoayKTbl NPOTMBONOKa3aHbl A8 BCEX APYruxX
NPUMEHEHUI, KPOME TEXHWK, YKasaHHbIX B
HasHa4yeHun / nokasaHwusix.

KonTpa indikauun, cneundmyHbie ansa

npoAaykra

. lMpoTnBonokasaHui He N3BECTHO.

5 HexenartenbHble NOGOYHbIE
adodpekTbl / ocnoXxHeHUs1 / puckn

&Oﬁu.wle:

. Mocne KoHTaKTa ¢ UHCTPYMEHTOM Y
NauMeHTOB C HEMEPEHOCUMOCTbI0
mMaTepuarnoB U3 HepxaBeroLLen cTanu MoryT
BO3HWKHYTb peakumu
rmnepyyBcTBUTENBHOCTY. MpK
BO3HWKHOBEHUM TakoW peakuuu npoueaypy
cnefyeT HeMeAJ IeHHO npepBaTh U NPUHSATL
HeobxoaunMble Mepbl.

[Monomka MHCTpymeHTOB

MoBpexaeHue cocyaoB, TkaHeil, HepPBOB
MHdekummn

Mepdopauus TkaHel, cocyaoB v nonocTen
[MoBTOpHbIE KPOBOTEYEHMS

Hekposbl

Tpom60o3bI

&Ocnomuenwﬁ, CBAi3aHHbIe C neyeHuem /
no6o4Hble adpekThbI / pUcku

. MoBpexaeHne okpyxaroLmx TKaHen (TKaHew,
COCya0B, OpPraHoB, HEPBOB)

/M OcnoxHeHus / noGouHble adocpekTbl / pyuckm,
CcBsi3aHHble C NPOAYKTOM

B xoae HabnoaeHVs 3a pbIHKOM Bbink BbisSBMEHbI
[IOMNOSHUTENbHbIE NOTEHUMarbHbIe OCNOXHeHUs /
no6oyHble apekTbl:

Xupypruyeckuin usmeputens rnyouHbl:
. PaspbiB

6 Mepbl NpeaoCTOPOXKHOCTU U
npepynpexneHus

ABHumaane!

MHCTpYMeHTbI NpefiHa3Ha4YeHbl UCKMIYNTENBHO
NS XUPYPruyeckoro MCrnosib30BaHUs U He JOMKHbI
MCMonb30BaThCsA AN APYruX Lenen.
HenpaBunbHoe obpallieHune 1 yxoa, a Takke
UCMOb30BaHME He MO Ha3HaYeHWI0 MOTyT
NPUBECTU K NPEXAEBPEMEHHOMY U3HOCY
MHCTPYMEHTOB.

A\ HecoemecTumocTn MaTepuanos
MeZnuuMHCKUE U3AENUS HU B KOEM CIyyae He
[LOIKHbI MCMONb30BATLCS, €CNN NOMb30BaTeNb UMK
CcreumanucT nony4mn CooTBETCTBYIOLLYHO
UHopMaLWO 0 HECOBMECTUMOCTW MaTeEpUanos y
nauueHTa.

/L\Hapyl.uerme (pyHKLUMOHaNbHOCTHN
Xupypruyeckue MHCTpyMeHTbI NoABepratTCcs
KOPPO3UK 1 TEPSIOT CBOK (hYHKLIMOHANBHOCTL NpU
KOHTaKTe C arpeccyBHbIMU BelecTBamu. Mo aToi
npuynHe Heobxoaumo cTporo cobnoaatb
WHCTPYKLMM MO NOArOTOBKE U CTEpUNU3aLmm.
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nepeq KaxabIM UCNonb3oBaHWeM crneayet
NpoBOANTb (PYHKLMOHAMbBHYO NPOBEPKY U
BM3yanbHblil OCMOTP. [0 3TOW NpUYMHE Mbl
obpalliaem Balle BHMMaHWe Ha COOTBETCTBYIOLLME
pa3genb! JaHHOW UHCTPYKLUMK MO 3KCnyaTauum.

&Komﬁuﬂauuﬂ C ApYrMMM npoAyKTamu

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

&Xpaueuue

K xpaHeHU o NpodyKTOB He NpeabsBnseTcs
HUKaKux ocobblx TpeboBaHuin. TeM He MeHee, Mbl
pekoMeHOyeM XpaHUTb MeaULVHCKME U3aenis B
4YWCTOW U CyXOoW cpeae.

/N BonesHb KpenTudenbara-Akoba

B oTHOWeHNM 06paboTkM MeaULIMHCKUX U3enui,
KOTOpble UCMONb30BaNNUCh Ans NevYeHus
nauneHToB, 6ornbHbIX 6onesHblo KpenTudenbaTa-
Akoba (BKA) unu ee BapuarHtom (BBKA), nnu
NnaLMeHTOoB C NMOAO3PeHNeM Ha aTy bonesHb,
Heobxoaumo cobnogatb TpeGoBaHus,
M3M0XEHHble B COOTBETCTBYIOLLLEM NPUMOXEHUN K
OupekTuBe no rurreHe B 6onbHULAX U
npocpunakTuke HEKUUIA, a Takke TpeboBaHus,
yka3aHHble B nybnukauusax B PegepanbHom
BECTHUKE 3[paBooxpaHeHus. MeauuuHckune
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
oKasblBaloT MKCHpytoLLee, HO He
MHaKTUBMpYOLLlee AeCTBUE Ha BO3GyauTenen
TCD3. U3 gocTynHbIX METOAOB CTEPUNU3aLnn
TONbKO NapoBOW cTepunuaauumeii (B 4acTHOCTH, Npu
134 °C B TeueHue 18 MyHyYT) BbIno gokasaHo
orpaHuy4eHHoe JeWicTBue.

&OCprlelpemyu.me MHCTPYMEHTbI

Mpu oBpaLLeHnn C UHCTPYMEHTaMV C OCTPbIMU
KOHLi@Mu Unu oCcTpbIMU KpasiMu criegyeT
cobnoaaTb OCTOPOXHOCTb.

7 KomGuHMpOBaHHbIE NPOAYKTbI U
akceccyapbl

MpoayKTbl HE UCMONb3YTCA C APYrUMU
npoayktamu n npegnaratTcsi 6e3
NPUHaANEXHOCTEN.

8 OTBeTCTBEHHOCTb U rapaHTusa

Dimeda Instrumente GmbH He HeceT
OTBETCTBEHHOCTY 3@ KOCBEHHbIE YObITKH,
BO3HMKLLME B pe3ynbTaTe HeHaanexallero
1cnonb3oBaHus Unu obpatleHnsi. 3To 0cobeHHo
OTHOCUTCS K HECOOTBETCTBYIOLLEMY
MCMONb30BaHUIO MO HA3HAYEHMIO UK
Heco6MIAEeHUI0 MHCTPYKLWIA NO NOATOTOBKE U
cTepunuaauumn. ATo TaKKe OTHOCUTCS K peMOHTaM
UNu U3MEHEHWSIM NPOAYKTA, BbINOMHEHHBIM
HeaBTOPM30BaHHbLIM NEPCOHANIOM NPOM3BOAUTENS.
3TN UCKIMIOYEHNSI N3 OTBETCTBEHHOCTU TaKXKe
NPUMEHSIOTCS K rapaHTUNAHBIM ycryram.

9 CrepunbHOCTb

& CocTosiHue npu noctaBke

MeauvumnHckne n3genus nocTaBnsaloTcsa B
HEeCTepuUIibHOM COCTOAHUU U Nepe NepBbiM N
KaxKabIM nocneayLwmm ncnonb3oBaHnemM OOIDKHbI
6bITb NOoAroTOBJIEHbI U CTEPUNTN30BaHbI
nonb3oBaTtefnieM B COOTBETCTBUM C NMpuBedeHHbIMN
HWXe UHCTPYKUUAMUA.
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10 O6paboTtka

AN MpepynpexaexHus

e Yacras nogrotoBka yxyAllaeT ka4ecTBo
n3genun.

e llcnonbayemasi BogonposoaHas Boga
[ormKHa cooTBeTcTBOBaTh AnpekTuse (EC)
2020/2184 o kayecTBe BOAbI,
npefHasHa4YeHHoON AN noTpebneHns
YernoBEeKOM.

e B HacTosAWMX MHCTPYKLMSX MO NOArOoTOBKE
yKasaHbl YACTSILLME U Ae3uHbuLmpyoLme
cpeAcTBa, Ucnonb3yemble AN Banuaaumm (
). Mpw ncnonb3oBaHWK anbTepHaTUBHbIX
YUCTALLMX U Ae3MHMDULIMPYIOLLNX CpeacTs
(BkntoyeHHbIx B cnucok RKI unn VAH)
OTBETCTBEHHOCTb HeceT crneumanucT no
NOArOTOBKeE.

e [lepen cTepunuaauuen cHoa cobepute
pasobpaHHble usgenusi.

e O6paboTka MOXeET BbINOMHATLCS TOMbKO
KBaNUGULMPOBaHHLIM MeANLIMHCKAM
nepcoHanom. MawwvHHas obpaboTtka
[ormkHa 6bITb KBanuduumpoBaHa u
BanuaMpoBaHa nonb3oBaTenem.
O6opynoBaHve Anst O4UCTKU U
Ae3nHdeKLMN JOMMKHO NOMHOCTBIO
cooTBeTcTBOBaTH Tpe6oBaHmsim DIN EN ISO
15883.

o Crepunusaums gomxHa 6biTb
KBanuuumposaHa 1 BanuanpoBaHa
nonb3oBatenem. ABTOKaBbl AOSKHbI
NONHOCTBIO COOTBETCTBOBATL TpeboBaHMSAM
ctangapta DIN EN ISO 17665.

AMecTo ucnonb3oBaHUA

MepBble Wwarn npasunbHon 06paboTku
HauMHalTCs yxe B onepaumoHHol. [pybbie
3arpsi3HeHUs M oCTaTKM JOMKHbI ObITb yaaneHsl, no
BO3MOXHOCTW, Nepes TeM, Kak UHCTPYMEHTbI ByayT
ybpaHbl. [1Ns 3TOro MHCTPYMEHTLI criedyeT
NPOMbITb NOA XONOAHOW BOAOW U3-NOA KpaHa (<
40°C). Ecnu aToro HegocTaTouHo ANns yaaneHus
BUOMMbIX 3arpsi3HEHUI, MOXHO UCMONb30BaTb
MSITKYI0 MNACTUKOBY!HO LLETKY. 10 BO3MOXHOCTM
crneayeT oTAaBaTb NpPeanoyYTeEHNE Cyxon
YTUNU3aLMKU, NOCKONbKY NPU BNAXHOW yTunmaaumm
ONUTENbHOE HaxXOoXAeHNe MEANLIMHCKUX U3Oenuii B
pacTBoOpax MOXeT NPUBECTU K NOBPEXAEHUIO
maTepuanos (Hanpumep, kopposun). He
nonyckainTe BbiCbixaHusa octaTkoB! Cneayet
n3beratb ANUTENBHOrO OXUAaHWsA 1o 06paboTku,
Hanpumep, B TEYEHWE HOUM UMW BbIXOAHBIX, NPU
obowux Buaax yrunmsauum (< 60 MUHYT).

&Tpancnopmpoaka

Mocne ucnonb3oBaHUsi NPOAYKTbI AOMKHbI ObITb
YTUNU3MPOBaHbI CyXUM crocobom, no
BO3MOXHOCTW HemeaieHHOo (<60 MuHYT). ATO
03HayaeT, YTo NPOAYKTbI AOMKHbI
TpaHCNopTUPOBAaTLCS U3 MECTA UCMONb30BaHUS B
3aKpbITOM KOHTeNHepe Ans 06paboTku, YToBbl OHU
He BbICOXIN.

MoaroToBKa K Ae3akTuBauumu

Mo BO3MOXHOCTU, NPOAYKTHI A0IKHBI BbIThb
pa3obpaHbl Nepea nocneaywLMMy aTanamm
06paboTkn unu nepegaHbl Ha AanbHENLLYO
06paboTky B OTKPBITOM cocTosiHuM. Crnegyet
n3beratb 06pa3oBaHNsA TeHeW NpW NPOMbIBKE.
W3nenust 0omkHbl ObITb MOATOTOBIEHBI B
NOAXOAALLMX CUTaX UMM MOEYHbIX NIOTKax (pasmep
BblGMpaTh B 3aBUCUMOCTM OT ndgenus). Magenuns
[OIDKHBI ObITh 3aKpeneHbl B MOEYHON KOP3UHE C
MWUHUMAIbHbBIM PACCTOSHUEM MEXAY HUMMU.
CnepnyeT n3beratb UX NEPEKPLITUS APYT APYrOM,
YTOBbI UCKIIOYMTL NOBPEXAEHUE U3Lenuin B
NpoLEeCCe 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,
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

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

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 cooTBeTCTBMM C
DIN EN 13060)

Crepunusaums NnpoAykToB C NOMOLLbIO MeToAa
hpaKLMOHNPOBAHHOrO 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 UK
OTAenNbHbIX KOMNOHEHTOB nepea c6opkoit. Mpu
3TOM 0co60€e BHUMaHWe creayeT yaensaTb
npoBepke CoOeAVHEHWIA (3amblKatoLLMX YacTewn),
npodwunen, 60po3nok 1 ApYrux TPYAHOAOCTYMHbIX
CTPYKTYp:

. OcTanuck nu 3arpsisHeHNs UnNu octaTkn?
Ecnu aa, To Heo6XoAMMO NPOBECTU PYUHYHO
NOBTOPHYH OYUCTKY U MOBTOPHYIO MOSHYHO
MaLLMHHYIO OYUCTKY U AE3NHIEKLMIO.

. BuaHbl nn cneppl kopposum (pxaBynHa,
ToYeYHas kopposus)?
. MoBpexaeHa N1 NOBEPXHOCTb TPeLLnHamu (B

TOM YnCre MUKPOTPELLMHAMM) UNW APpYTUMU
npuaHakamu naHoca?

. He unTaetcsi nu HagnUcb Ha UHCTPYMEHTE?

Ecnu ga, T0 COOTBETCTBYIOLLWIN MHCTPYMEHT

HeobXxoArMOo MapkupoBaTh, HEMEAIEHHO

BblGpakoBaTb U 3aMeHUTb.

C6opka 1 TexHn4Yeckoe obcnyxuBaHue

. Cobepute pa3obpaHHble UHCTPYMEHTLI B
COOTBETCTBUM C UX PYHKLUAMMU.

. MoaBWXHbIE YacTu, TakMe Kak LapHUpbI,
pesbba 1 ckonb3siLye NOBEPXHOCTH,
obpaboTaiite BPYYHY NOAXOASLLMUM,
0f,06PEHHBIM 1151 MEANLIMHCKOTO
MCNONb30BaHWs Macriom Afst UHCTPYMEHTOB
(cpepcTBO Ans yxoaa, noaaaloLeecs
cTepunv3aumm napom, Ha ocHoBe
napacvHa/6enoro macna, 6uocoBmecTumMoe
no craHgapty EC).

. Pacnpenenvte macno B LWapHUpe, HECKOMNbKO
pas OTKPbIB 1 3aKPbIB €r0, yAanuTe U3nuLuku
cpencTBa Ans yxofa uvctoii 6e3BopcoBoit
TKaHbHO.

He vncnonb3yiite MmHepanbHoe Macno unu

CUNMKOHOBbIE CMa304Hble MaTepuans! He

NorpyxanTe MHCTPYMEHTbI NOMHOCTbLIO B

CMa3oyHbIi MaTepuan!

MpoBepka paboTocnocoGHOCTU

Mpwn npoBepke yHKUMOHaNLHOCTM obpaTuTe

ocoboe BHUMaHWe Ha creaytoLme acnekTbl 1

BO3MO>XHbl€ HENCNPaBHOCTMK:

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

. BesynpeyHoe 3akpbiThe YacTeit ry6ok

. MpaBunbHoe 1 HagexHoe
YHKLMOHNPOBaHNE hUKCaTopoB U
6110KMPOBOK

. Jlerkoe v paBHOMEpHOE ABWKEHWNE PYKOSITOK,
no BO3MOXHoCTU 6e3 niodta

. BesynpeyHas pexyLas dyHKUMA HOXHUL,

. HopmanbHoe faBneHue v ynpyroctb
(wWTamnbl, KNeLmM C Nomnon OTBEPCTUEM U T.
Aa.)

. MpoxoanmocTb npoceeTa

. OTcyTCTBUE APYrUX NPU3HAKOB U3HOCA,
HanpuMep, Ha YNMOTHEHUSIX, U3ONSALMUMN UK
NOKPbITUSAX

Ecnv npu npoBepke yHKLMOHANBHOCTH

obHapyxeHbl AedeKTbl, UHCTPYMEHTbI JOSHKHbI

ObITb MOMeYeHbl 1 06A3aTeNbHO UCKITYEHbI N3

JarnbHeNLWwero NCnonb30BaHUs.

13 Cpok cnyx6bl NpoAyKToB

Cpok cnyx6bl NPOAYKTOB 3aBUCUT OT UX (OYHKLIMN,
6epeXkHOro PELMKIIMPOBaHNS B COOTBETCTBUN C
[aHHOIN UHCTPYKLMEN 1 akkypaTHOro obpalleHnst ¢
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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

/L\.Cepauc WU PEMOHT
He nponsBoamTe camocToATENbHO PEMOHT UK

«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
Halem Beb-canTe:
https://www.dimeda.de/demontageanleitungen/

. VIHCTpYKUMSi NO A@MOHTaXxy UHCTPYMEHTOB

19 OnwucaHue ucnonb3yemMbiXx CUMBOSOB

NU3MEHEeHUA NpoayKTa. 3a 370 OoTBevaeT v oTBEeYaeT
WUCKIOYnNTENbHO yI'IOJ'IHOMO‘-IeHHbIVI nepcoHan
npoussoauTens. Ecnn Y Bac eCTb nNpeTeH3nu,

BHumaHue!

*anobbl Unu 3ameyvaHuns no nosoAy Hawwux
npoayKTOB, NPOCUM BacC CBA3ATbLCS C HAMW.

CobniopaiTe MHCTPYKLUMKU NO
akcnnyarauum

&OGpaTHaﬂ AocTaBKa

[edeKTHble N HeCcooTBETCTBYOLLME
TpeboBaHUAM NpPoAYKTbl AOMKHBI MPOWATW NOMHbIN

BI=ie

Homep apTtukyna

npouecc nepepaboTkv nepes OTNPaBKON Ha
pemoHT/0bcnyxuBaHue. .

15 YnakoBka, xpaHeHuWe WU yTunusauus

—
o
af

O603HaveHve napTumn

CTepunbHble NPOAYyKThI CriefyeT XpaHUTb B CyXOM,
YUCTOM U BECMbINBHOM NOMELLEHUW, 3ALLUULLEHHOM
OT MOBPEXAEHWUI, NPU YMEPeHHoI Temneparype.
MeavumMHckve u3genus NPoM3BOANTENS AOIMKHbI
XPaHUTLCS W TPaHCNOPTUPOBATLCS B

€

Mapkuposka CE, npu
HeobxoaMmocTu ¢
UAEHTUDVKALMOHHBIM
HOMEPOM YMONHOMOYEHHOTO
opraHa.

MHOMBMOYanNbHOWM ynakoBke, kopobkax unm
3alWMTHBIX KOHTeNHepax. [Moxanyncra,
obpaLaiTecb C MHCTPYMEHTaMM C MakcMmarbHOM

Yka3zaHvie Ansi HeCTEpPUIIbHOTO
npoaykTta

OCTOPOXHOCTbIO BO BPEMSI TPAHCMOPTUPOBKM,
XpaHeHus 1 nepepaboTku. CoxpaHeHne
CTepunbHOCTM Nocne npouecca cTepunusaLm
[omkHO obecneymBaTbCst Monb3oBaTenem unu

HasBaHue n agpec
npoussoauTens

cneuuanbHo 0ByYEHHBIM NMEPCOHANOM.
YTunusaums npoayKToB, yNakoBOYHbIX MaTepuarnos
1 NPUHAANEXHOCTEN AOMKHA OCYLLECTBATLCA B

[ata nsrotoeneHus

COOTBETCTBUW C AEVCTBYIOLLMMYW HALMOHaNbHBIMU
npaBunamu u 3akoHamu. MpoussoauTens He AaeT
crneumnanbHbIX MHCTPYKLWI MO 3TOMY BOMPOCY.

EENE 3

MepauumHckoe nsgenve

16 O6si3aHHOCTU NO yBe[OMIIEHUIO

O pedektax NPoAYKLMM, BOSHUKLLMX NPU
Haanexallem 1Cnonb30oBaHUM HalLKX NPOAYKTOB,

YHVKanbHbIN
NOEHTUPUKALMOHHBIA HOMEpP
YCTPOWCTBa, Koa Ans
MaeHTUKUKaUMKn NpoaykTa

cneayeT coobLaTh HeNoCPeACTBEHHO HaM, Kak
NpOV3BOAUTESIO, UMW BalleMy AUnepy. SRN
O pedpekTax, B pesynbrare KOTOpbIX NaLUeHTbI,

PeructpauunoHHbIi Homep
npoussoauTtens B 6a3e AaHHbIX
EUDAMED

norb3oBaTenu Unu TpeTby nuua NoHecnu yuiept
OT UCMNOSb30BaHNS NMPOAYKTOB (TaK Ha3blBaeMble
cobbITHs, Noanexaline yBegoMIeHUo),
HeobXxoAnMo HemeaAneHHo coobLaTb
Npou3BOAMUTENIO U, NPY HEOBX0AMMOCTH, B
KOMMETEHTHbIN opraH. CoobLueHne 0 Takunx
cobbITHAX AOMKHO BbITb CAenaHo cpasy xe nocne
VX BO3HWKHOBEHUS, YTOBObLI BbIny coBnioaeHs!
BaXHble CPOKN YBEAOMIIEHUSI.
CoOTBETCTBYIOLLME NPOAYKTbI AOIKHbI ObIThb
oT0bpaHbl, NOArOTOBMNEHBI U OTNPaBMEHb!
Npou3BOAMTENIO ANS UccrnefoBaHus. Baw
cneumanusnpoBaHHbI aunep byaeT pag nomoyb
BaM B 9TOM.

Mocne nonyyeHus Bawlero coobLieHns Mbl B
pa3yMHble CPOKM NPOMHGOPMUPYEM Bac O
OanbHenwnx HeobxoaumMbIx Mepax.

17 [ononHutenbHas nHdopmaumsa

[ononHuTenbHas nHdopmMauus No NOAroToBKe
MEeANUMHCKUX 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
MeamumHcknx nsgenuii (BfArM) no

IFU-PG-08_IHCTpyMeHTbI 3
wkanami_v04_russisch.docx
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