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U3penuna

HacTosawwme WHCTPYKUMKN O NPUMEHEHNIO OeACTBUTENbHbI A4Ng HUXenepevncrneHHbIX U3genui;

AcCnypauroHHbIe ¥ UPPUraLMOHHBIE MHCTPYMEHTBI C HOMEPaMW Mo apTUKyny:
04.126.00 - 04.184.03

22.210.00 - 22.375.12
REF 40.268.11 - 40.333'20
44.098.15 - 44.105.24
48.327.05 - 46.348.19
70.580.04 - 70.810.14
76.085.01 - 76.093.11

BaxHble npuMeyaHus

E@ BHUMamenbHO 03HAKOMbMECh C  HUWKENpuUeedEéHHbIM  pykosodcmeoM neped  KaxObim
ucnons3ogaHueM U coxpawsiime ezo e ceo6odHoM Oocmyne Ons nonb3oeamens Uu
coomeemcmsyruie20 KeanugpuyupoearHHo20 nepcoHana.

BHUMamenbHO 03HaKOMbMecb C MpPedynpexOeHUsIMU, OMMEYEHHbIMU OaHHbIM CUMEOJIOM.
HenpasunbHoe ucnonb3oeaHue u3denuil MoXem npueecmu K Cepbe3HbIM mpasMam
nayueHma, nonb3osamenel unu mpemsux auy,

1. ObnacTb NnpUMeHeHust

YKasaHHble Bbllle UW3Aenus MOryT WCMoMnb3oBaThbCs B COOTBETCTBMM C  HasHayeHueM B
onepaLoHHOM Mofe U TOMbKO Haanexalymm obpasoM 0ByYeHHbIM 1 KBanupULMPOBaHHBIM NEPCOHAMNOM.
JNlevawmin Bpay n/vnu nonb3oBaTeNb HECET OTBETCTBEHHOCTL 3a BbIGOp 060pyAOBaHUSA AN KOHKPETHOrO
NPUMEHEHNA W/UNKU ONEPaTMBHOIO WCMONb30BaHWS, 3a COOTBETCTBYOLEe oBydyeHue M UHdopMaumio, a
Taloke 3a Hanmune AoCTaTOYHOro onbiTa obpalyeHnst ¢ oGopyaoBaHueM.

2. Ha3HauyeHue / noka3aHuA

ACHI/IpaLlVIOHHO-MppI/II'aUMOHHble MHCTPYMEHTbI MOryT ObITb noacoeguHeHbl K acnupaynoHHO-
nppurauMoHHOMY HacCoCy nANnA BCacbiBaHUA XWOKOCTEN opraHusaMa unu Ars nNpoOMbIBAHUA U OYUCTKU
nonocTei Tena BO BPEMSA XUPYPruyeckoro BMeLLaTenbCTBa UM BO BPEMSA NeYeHUs.

lNMpoTuBOMNOKa3aHuA

YKkasaHHble BbllE W3AENWs MOryT MCNonb3oBaTbCA B COOTBETCTBUM C  HasHa4YeHWem B
OnepaLMoHHOM None 1 TOMbKO Haanexawum obpasoM 0ByHeHHbIM 1 KBanMMUUpOBaHHbLIM NEPCOHANOM.
WHcTpymeHTbl koMnaHumn «Dimeda Instrumente GmbH» Henb3s ucnone3oBatb B KapguoTopakanbHOW
XWUPYPruv U Heipoxupyprau.

MaTtepuansl
Matepuan 1.4301 (AISI 304)
MaTtepuan 1.4305 (AISI 303)
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MHCTPYKLMA NO NPpUMEHEHUIO

AcnvpaLoHHO-MPPUraLMOHHbIE MHCTPYMEHTI ( €°‘23

XMPyPI'M‘-IECKME MHCTPYMEHTbI

JeicTBUTENbLHA C: \ 10.12.2020 r. I Pepnakuus: l 5

3. NpeaynpexgeHusi U Mepbl NPeAOCTOPOXHOCTH

& BHumaHue!

ACNVPaLMOHHO-NPPUraLMOHHBIE  UHCTPYMEHTBI NpeHasHayeHbl TOMbKO ANs  XUpYpruveckoro
UCMOMb30BaHUS U HE AOIKHbI MPUMEHATHCA ANA KakMx-MU6o MHbIX uenei. HenpasunbHoe obpalleHue
obcnyxuBaHne, a Takxe WCMONb30BaHWE HE NO Ha3HAYeHUI0 MOXET MPUBECTU K MPexAeBpEMEHHOMY
W3HOCY MHCTPYMEHTOB.

& MpogoMmKUTENbHOCTL NPUMEHEHUS
[Tpepnonaraemas NPOAOIMKUTENBHOCTb NpYMeEHeHNs acnumpauuoHHO-UPPUraLUoHHOIO
WHCTpYMeHTa - 60 MuHyT. Yepes 60 muHyT paboTbl usgenve HeobxoaumMo 3aMmeHUTb.

Z& HenepeHOCUMOCTL MaTepuanos

Hu npu kakux oGCTOATENbCTBAX HENMb3s MCMONb30BaTb WHCTPYMEHTbI, €CNU NOMb3oBaTenb WUnu
CMEeLManu3npoBaHHbii  NepcoHan OCBEAOMMEHbl O HENEpPeHOCMMOCTM MaTepuana MHCTpyMeHTa
NaumeHToM.

& YxyauweHue yHKLUMOHANBHbIX XapaKTepUCTUK

MaTepuan Xupypru4yeckux WHCTPYMEHTOB MOABEPKEH KOPPO3UM, U W3AENNS TEpsT CBOI
(PYHKUMOHANBHOCTL MPU KOHTaKTe C arpeccuBHbIMKM BeljectBaMu. [MoaToMy HeoBxonumo cobrogaTh
VHCTPYKLIMMU MO XPAHEHUIO ¥ CTEPUNU3ALINMA.

A YcnoBusa aKkcnnyaTauum

BbieykazaHHble u3genua TpebyloT npaBuibHOro OBCNyXUBaHWA U yxoda Ans obecnevyeHus ux
BesonacHoro gyHKUUoHWpoBaHus. Kpome Toro, nepep KaxabiM MPUMEHeHWeM CrneayeT nNpoBOAUTH
ucnbiTaHne QYHKUUOHANBHOCTM U BU3yanbHylo nposepky. [1o sToW npuymHe obpaTute BHWMaHwe Ha
COOTBETCTBYIOLLNE pasfenbl 4aHHOMO PyKOBOACTBA.

A XpaHeHue

Oco6bix TpeboBaHUA K XpaHEHWUIO U3aenuii He NpeabABseTcA. Tem He MeHee, Mbl peKomeH,qyeM
XPaHUTb MEAULIMHCKUE U3LENUs B YUCTOM U CyXOM MecCTe.

& Bone3nb Kpeutudenbara-Akoda

MeouuuHCKMe UM3Jenus, KOTOpble WCAOMb3OBaNUCh Ha MNauueHTax, CcTpajarlmx Whu
NpeAnonoXuTENbHO 3apaeHHbIx 6onesHblo Kpelirudensara-Akoba (CJD) wnu eé Bapuantom (vCJD),
Heobxogumo obpabaTbiBaThCsl B COOTBETCTBUM C TpebGOBaHMAMW, NMPUBEAEHHBIMA B COOTBETCTBYIOLUEM
fIPUINIOMKEHUN K PYKOBOACTBY MO BHYTPUGONbHUYHLIM NpaBUnamM rurveHbl U nNpodunakTukm MHdekLuii, a
Tawke TpeboBaHUSIM, YKa3aHHbIM B nybnukauuax defepanbHOro BECTHWKA 3 PaBOOXPAHEHUS.
MeouuuHCcKkue wm3fenusi, KoTopble WCMONb30Banucb Ans AaHHOW [pynnbl NauueHToB, HeoBXoaumo
yTUnusnposartb nyTéM cxuradus (Esponelickuin katanor otxofos, EAK 18 01 03) 6e3 pucka. Cyxoit xap,
3TaHon, opmanbaerns W rrytapanbierus (PUKCUPYIOT, HO He WHaKTUBUPYKT nartoreHbl TSE. Bbino
MOKasaHo, YTO U3 [OCTYMHbIX METOAOB CTEpUnu3auun TOMbKO naposas cTepunusauus (ocobeHHo npu
Temnepatype 134°C, 18 MuHyT) obnagaert orpaHnyeHHbIM ahhekToMm.

4. OTBETCTBEHHOCTb U FapaHTus

Komnanuss «Dimeda Instrumente GmbH» kak npousBoguWTenb HE HECET OTBETCTBEHHOCTU 3a
KOCBEHHbie YObITKM, BO3HUKLUME B pe3ynbTare HEenpaBWMbHOrO WCMONb30BaHWA WM oOpalleHns ¢
nsgenuamn. 3To 0COBEHHO OTHOCUTCH K MCMONb3OBaHMIO, KOTOPOE HE COOTBETCTBYET YCTaHOBIEHHOMY
eHuio ¥ ctepunusauunn. [aHHble ycnosus

HasHaYeHWo Ny K HecobnoaeHuo WHCTPYKUUA No nNpuroTo
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MHCTPYKLUUS MO NPUMEHEHMUIO

AcnMpaLnOHHO-MPPUraLMOHHBIE MHCTPYMEHTI c €°‘23

XUPYPTMYECKME MHCTPYMEHTDI

HeicTBUTENBLHA C: ] 10.12.2020 r. LPe,u.aKulm T 5

TaKkKke NPUMEHATCA B OTHOWEHWW peMoHTa  wuin mogudukauun  usgenus, BbINONHEHHOA
HEeYNONMHOMOYEHHbIMW  NPOU3BOAUTENEM nuuamu.  [aHHble WCKTOYEHUs1 OTBETCTBEHHOCTU Talkke
pacnpoCcTpaHATCA Ha rapaHTMﬁHoe OﬁCJ‘ly)KI/lBaHVIe.

5. CTepunbHOCTb

MeaouunHCKkMe wu3genua MoCTaBNATCA B HECTEpUNbHOM  COCTOAHUM WU AOMXHbI ObiTb
noAroToBMNEHbl U CTEpuUnu3oBaHb! MNOfib30BATENEM B COOTBETCTBUWU C BbllenpyBeAEHHbBIMK
WHCTPYKUMAMU nepe NepBbiM U KaXXabiM nocneayrLlnM npuMmeHeHnuem.

6. MoaroroBKa

& BHumaHnue!

— Yacran obpaboTka yxyaLlaeT Ka4yecTBo U3gernuii.

~ Wcnonb3yemas BOAONPOBOAHAA Boga [OMKHa COOTBETCTBOBaTL TpeboaHusam OupekTuebl CoBeTa
Esponbl 98/83/EC oT 03 Hoabpsi 1998 roga 0 kayecTBe BOAbl, NPefHasHaYeHHoW ANs noTpebneHus
4YenoBeKOM.

— B uHcTpykuusax no obpaboTke AOMXHblI ObiTh yKasaHbl MOOWME U Ae3nHbULMpyLLue cpeacTea
YyTBEPXKAEHHBLIX Mapok. Ecnu ucnonb3yloTcs anbTepHaTUBHble MOKOWUE U Ae3uHpuuMpylowme
cpeactea (paspelwéHHble uHeTutytamu RKI unm VAH), oTBETCTBEHHOCTb HECET YNONHOMOYEHHbI
COTPYAHUK 6ONBbHULbI.

— CobepwTe pazobpaHHble u3genus nepea crepunusaumei.

ZB' MecTo 06paboTku

MepBble aTanbl npaBunbHOW 0BpaboTku NPOBOAATCA B onepauuoHHO’. 10 BO3MOXHOCTW nepej
XPaHEeHWEM MHCTPYMEHTOB HEODXOAUMO yAanuTb rpydbie 3arpsasHeHus. [ina aToro MHCTpyMEHTLI cneayeT
NpoMbITb XONOAHOW BogonposogHoW Bopow (<40°C). Ecnv paHHOR npoueaypb! HEAOCTaTOYHO Ans
YAANEHUs1 SIBHbIX 3arpsi3HEHUNA, MOXHO WCMONb30BaTh MATKY0 MNacTMaccoBylo WETKY ANA ypaneHus
3arpssHeHun.

Mo BoamoxHOCTU cnepyeT BbiBUpaTb METOA CyXOro yaaneHus (BnaxHasi, 3akpbitas cucTema).
M3beratb BbicbixaHus octaTkos! o BO3MOXHOCTU MpeanovTuTenbHa cyxas obpaboTka, MOCKONbKY npw
BRnaxHoi obpaboTke AnNUTENbHOE HaxXxoXAeHWe MeAWLMHCKUX W3[enuvidi B pacTBOpax MOXET MPUBECTU K
NOBPEXIAEHMIO WHCTPYMEHTOB (Hanpumep, Kopposuu). Cnepyer wusberaTb ANUTENbHLIX NEPUOAOB
OXWAaHWS AN yAaneHUa 3arpasHEHU, HanpuMmep, B HOYHOE BPEMS UIIN Ha BbIXOAHbLIX (<60 MUHYT).

»

A TpaHcnopTUpoBKa

Mo BO3MOXHOCTU NPOAYKTH! crieayeTt obpabaTbiBaTh B CyXOM COCTOSHUM cpasy (<60 MuH) nocne
MCNonb30BaHWs. JTO O3HAYaeT, YTO NPoAYKTb HeoBX0AUMO TPaHCNOPTUPOBATL B 3aKPLITON Tape OT MecTa
NPUMEHEHUA [0 MECTa OYNCTKM BO U3BEXaHWe 3acbiXxaHust 3arpsisHEHUI.

MoAaroToBKa K ge3akTuBaLuuun

W3penusa Heobxopgumo pasobpaTh nepefn cnegyolwmmm atanamu obpabotku n/unu obpabartbiBaTth
B PacKpbiTOM COCTOSIHWUU, FAE 3TO BO3MOXHO. CneayeT usberatb COXpaHEHWUs OCTATKOB 3arpsisHeHuWit nocne
npomblBaHus. Msgenus nognexar oBpaboTke B NogxoAslux CeTyaTbiX KOp3UHAX WNWU ononackveaTesnsx
(pasmep BbibupaeTtcs no pasmepy usgenus). Msgenus SOMKHb! pacnonararbCst B KOP3UHE ANS OYUCTKM Ha
MUHUManbHOM paccTOosiHUM ApYr OT Apyra. WsberaiTe HanoXxeHws Msgenuit Apyr Ha agpyra Bo usbexaHuve
UX MOBPEXAEHUS B MPOLIECCE OYMCTKM.

lMpenBapuTenbHasa OYUCTKA

lMpomoiiTe w3genus nog XonogHOW BOAOMNPOBOAHOI BOAOW, NPUrOAHOW ANS UCMONb30BaHUS B
KadecTBe NUTbeBoW Boab! (<40°C), noka He ByayT yaaneHbl BCe BUAMMbIE 3arpsisHEHUs. YaanuTe cToikue
3arpsAsHeHNs MArkon weTkon. floaBwKHble YacTu MHCTpyMeHTa HeobxoAumo noasurath. [lonocTy,
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MHCTpYyKUMA MO MPUMEHEHUIO

ACnMpPaLMOHHO-MPPUTraLIMOHHbBIE NHCTPYMEHTbI C €°‘23

XM PYPFM‘-I ECKME MHCTPYMEHTbI

OeicTBUTENbHA C: l 10.12.2020 r. Pepakuus: I 5

40.305.06, 40.305.07, 40.305.08, 40.305.09, 40.305.10, 40.305.12, 40.305.15, 40.305.16, 40.305.18,
40.305.20, 40.305.25, 40.305.30, 40.306.06, 40.306.07, 40.309.02, 40.309.03, 40.309.04, 40.309.05,
40.332.20, 44.099.15, 44.099.17, 44.099.20, 44.105.16, 44.105.18, 44.105.20, 44.105.22, 44.105.24,
46.330.25, 70.590.04, 70.592.01, 70.592.02, 70.592.03, 70.592.04, 76.087.47, 76.087.48, 76.087.49,
76.087.57, 76.087.58, 76.087.59, 76.087.60, 76.087.61, 76.087.62, 76.087.63, 76.087.64, 76.087.65,
76.087.66, 76.087.67, 76.087.68, 76.087.69, 76.087.81, 76.087.85, 76.087.89

Tpy6ku ¢ pasbémom Jlyep-Jlok / BecackisatoLme Tpydku ¢ pasbémom & 6-9 mm

46.330.30, 46.330.40, 46.331.25, 46.331.30, 46.331.40, 46.332.25, 46.332.30, 46.332.40, 46.333.25,
46.333.30, 46.333.40, 46.334.25, 46.334.30, 46.334.40

Tpybku / 3aknMbl ¢ pasbémom Jlyep-Jlok:

76.085.01, 76.085.02, 76.085.03, 76.085.04, 76.085.05, 76.085.06, 76.085.07, 76.085.08, 76.085.09,
76.085.10, 76.085.11, 76.085.12, 76.086.03, 76.086.31, 76.086.32, 76.086.58

Tpy6ku / 3axkumbl ¢ pazbémon Jlyep-Nok / Hacagku Ha Tpybkn ¢ paztéMom @ 6-9 mm

76.085.90, 76.085.91

[Onsa ncnonb3oBaHus ¢ Tpydokon anameTpom 13 MMm:

76.087.45, 76.087.46, 76.093.01, 76.093.02, 76.093.03, 76.093.04, 76.093.05, 76.093.06, 76.093.07,
76.093.08, 76.093.09, 76.093.10, 76.093.11

76.087.05/76.087.43 / 76.087.45 / 76.087.46 onsa ucnofb30BaHMUSA C:

76.086.70, 76.086.72, 76.086.74, 76.086.87, 76.086.88, 76.087.00, 76.087.01, 76.087.02, 76.087.03,
76.087.04, 76.087.07, 76.087.08, 76.087.09, 76.087.10, 76.087.11, 76.087.12, 76.087.14, 76.087.15,
76.087.16, 76.087.17, 76.087.19, 76.087.20, 76.087.21, 76.087.22, 76.087.23, 76.087.24, 76.087.25,
76.087.26, 76.087.27, 76.087.28, 76.087.29, 76.087.31, 76.087.32, 76.087.33, 76.087.34, 76.087.37,
76.087.38, 76.087.40, 76.087.41, 76.087.50, 76.087.51, 76.087.52, 76.087.53, 76.087.54, 76.087.55,
76.087.70, 76.087.71, 76.087.72, 76.087.73, 76.087.74, 76.087.75, 76.087.76, 76.087.77, 76.087.78,
76.087.79, 76.087.87, 76.087.88, 76.088. 07, 76.088.08, 76.088.17, 76.088.18, 76.088.30, 76.088.31,
76.088.32, 76.088.33, 76.088.34

70.810.50 ans ucnonb3oBaHua C.

70.810.03, 70.810.04, 70.810.06, 70.810.08, 70.810.10, 70.810.12, 70.810.14

12. YcnoBHble 0603HaYeHust
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Instruction manual

For reusable surgical instrumentsc €

e’

SURGICAL INSTRUMENTS

Valid from: 10.12.2020

| Version: | 5

d Manufacturer

Dimeda Instrumente GmbH
Gansacker 54+58

78532 Tuttlingen, Germany
Phone:+49 (0) 7462 / 9461-0
Fax: +49 (0) 7462 / 9461-33
http://www.dimeda.de
info@dimeda.de

Products

This instruction manual is valid for all
reusable surgical instruments, which

e are one-piece instruments
» optionally have simple joints or
e include simple moving parts

- * are optionally composed of multiple
replaceable parts (e.g. handle and
multiple attachments)

Important Information

Read this instruction manual
carefully before every application
and keep it easily accessible for all
users or the respective specialist
staff.

'(H.‘

Carefully read the warnings
marked with this symbol. Improper
use of the products may result in
serious injuries to the patient, the
users or third parties.

1 Scope

The instruments must be used according to
their intended use in the medical fields and
Yy respectively trained and qualified staff
—only. The treating physician and/or user is
responsible for choosing the equipment for
specific applications and/or operative use, for
the appropriate training and information, and
for the sufficient experience regarding the
handling of the equipment.

The instruments intended application
duration is 60 minutes. The product must be
replaced after 60 minutes.

2 Contraindication

The instruments must ‘be used according to
their intended use in the medical fields and
by respectively trained and qualified staff
only. The instruments of Dimeda GmbH may
not be used in the areas of cardiothoracic
surgery and neurosurgery.

3 Precautions and Warnings

ZT% Attention!
The instru

surgical us
other purp

maintenance as well as misappropriated use
may result in the premature wear and tear of
the instruments.

A :
1% Material intolerance

Under no circumstances must the
instruments be used if the user or specialist
staff become aware of the patient being
intolerant to the material.

A . .
Z1% Functional Impairment

Surgical instruments corrode and become
impaired in their functionality if they come
into contact with aggressive substances. It is
therefore necessary to observe the storage
and sterilisation instructions.

.'I_Lx Operating Conditions

The aforementioned products require correct
maintenance and care in order to guarantee
that the products operate safely. In addition
to this, functionality testing and a visual
check should be performed prior to each
application. For this reason, please pay
attention to the respective chapters in this
instruction manual.

ﬂhCombination with other products

Should the products be reassembled after
disassembly, individual parts must not be
replaced with parts from other
manufacturers! If the intended purpose of the
product entails certain parts being
exchanged (e.g. different attachments), no
parts from different manufacturers must be
used! We recommend to also purchase other
accessories (e.g. detergents) at Dimeda
Instrumente GmbH.

A
1 storage
There are no specific storage requirements
concerning the products. Nevertheless, we
recommend storing medical products in a
clean and dry environment.

214 Creutzfeldt Jakob Disease

With regard to the reprocessing of medical
devices that have been used on patients or
suspected patients suffering from or
suspected of suffering from Creutzfeldt-
Jacob disease (CJD) or its variant (vCJD),
the requirements specified in the
corresponding appendix of the guidelines for
hospital hygiene and infection prevention
and the requirements specified by
publications in the Federal Health Gazette
must be adhered to. The medical devices
that were used on this group of patients must
be disposed of by incineration (European
Waste Catalogue EAK 18 01 03) without risk.
Dry heat, ethanol, formaldehyde and
glutaraldehyde have a fixing but no
inactivating effect on TSE pathogens. Of the
sterilization methods available, only steam
sterilization (especially 134°C, 18 minutes)
has been shown to have a limited effect.

4 Liability and Warranty

As a manufacturer, Dimeda Instrumente
GmbH is not liable for consequential damage
resulting from improper use or handling. This

particularly applies to use which is not
compliant with the defined intended use, or
non-compliance with the instructions on
preparation and sterilisation. This also
applies to repairs or changes to the product
which are not carried out by authorized staff
of the manufacturer. These disclaimers also
apply to warranty services.

5 Sterility

.f’
J&State upon Delivery

Medical products are delivered in a non-
sterile condition and need to be prepared
and sterilised by the user prior to the first
application and any subsequent application
according to the following instructions.

6 Reprocessing

.’_IL. Warnings

e Frequent reprocessing impairs the
quality of the products.

e Any tap water to be used must comply
with COUNCIL DIRECTIVE 98/83/EC
of 3 November 1998 on the quality of
water intended for human
consumption.

e The detergents and disinfectants used
in order to maintain validation are
listed in this instruction for
reprocessing. Should an alternative
detergent or disinfectant (listed at the
RKI or VAH) be used, the responsibility
lies with the reprocessor.

e R mble dis mbled products
prior to sterilisation.

e The preparation may only be carried
out by qualified medical personnel.
Machine reprocessing must be
qualified and validated by the user.
The washer-disinfectors must fully
comply with the requireménts of DIN
EN ISO 15883.

s use site

The first steps of a proper reprocessing take
place in the operating theatre. Coarse
contaminations must be removed prior to
storing the instruments if possible. For this
purpose, the instruments should be rinsed
under cold tap water (<40°C). If this
procedure is not sufficient to remove the
obvious soiling, a soft plastic brush can be
used to remove soiling.

Whenever possible, dry removal (moistened,
closed system) should be the method of
choice. A drying of any residues should be
avoided! Wherever possible, dry disposal is
to be preferred, since with wet disposal the
prolonged lying of the medical devices in
solutions can lead to material damage (e.g.
corrosion). Long periods of waiting until the
reprocessing, for instance overnight or over
the weekend, must be avoided with both
types of removal (<60 minutes).

.-’_L. Transport

The products must be disposed of in a dry
state immediately (<60 min) after use, if
possible. This means that the products have
to be transported in a closed container from
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XVPYPIMYECKUE UHCTPYMEHTBI
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d MpounseoguTens:

Komnauusa «Dimeda Instrumente GmbH» («Oumeaa UHCTpyMeHTe TMGX»)
MeHsekep, 54+58, 78532, r. TyTTnuHreH, l'epmanus

Ten.: +49 (0) 7462 / 9461-0

dakc: +49 (0) 7462 / 9461-33

http://www.dimeda.de

info@dimeda.de

U3penun

HactosiLjme WHCTPYKUMA NO NPUMEHEHWUIO AeCTBWTENbHbl AN MHCTPYMEHTOB MHOrOpa3oBOro
NPUMEHEHUS, KOTOPLIE:
e  ABMSITCS HepasbeMHbIMW UHCTPYMEHTaMM
e B KayecTBe ONuUMMU UMEIOT NPOCTbIe COeANHEHNS Unu
e BKIIKOYAIOT NPOCTbIE ABUKYLUMECS YacTU
e B KayeCTBE ONUMUM COCTOAT U3 HECKOMbKUX CMEHHbIX 4acTeit (Hanpumep, Py4ykM M HECKONbKO
Hacagok)

BaxHble npumMmeyaHus

DE BHuUMamenbHO 03HAKOMbMEChb C HUXenpuseOEHHLIM pPyKogoocmeoM neped KaxobiM
ucrofnib3oeaHuemM U coxpadslime e20 & ce0bodHoM Jdocmyne Ona nonb3oeamens UNU
coomeemecmeyujeeo KeanuguuyuposaHHo20 nepcoHarna.

BHumamensHO 03HaKOMbmechL C npedynpe)KOeHunMU, OMMEYEHHbIMU OaHHbLIM CUMESOIOM.
HenpaesunbHoe ucnonb3oeaHue u3denuld Moxem npusecmu K CepbEe3HbIM Mmpaemam
nayueHma, nonb3oeameliell unu mpemsux nuy.

1. O6nactb NnpUMeHeHUsA

YkasaHHble Bbllle W3AEenuss MOryT UCMOoNb30BaTbCA B COOTBETCTBMM C  HasHaJYeHWEM B
ONepauUMoHHOM Mone U TOMbKO Hagnexalum oopa3omM oByHEHHbIM U KBanuuuMpoBaHHBIM NEPCOHANOM.
Jleyawuit Bpay u/vnu nonb3oBaTefib HECET OTBETCTBEHHOCTb 3a BbiGop o6opyaoBaHus Anst KOHKPETHOro
NPUMEHEHNS U/UNKU ONepaTUBHOrO WUCMOMb3oBaHUA, 3a COOTBETCTBYKOLlee oBy4eHue u uHgopmaumio, a
TaKKe 3a Hanuyve JoCTaTo4vHOro onbiTa obpalyeHus ¢ obopygoBaHUEM.

[Mpeanonaraemasn MpPoJOMKUTENbHOCTL NPUMEHEHUS UHCTPYMEHTOB - 60 MUHYT. Yepes 60 MUHyT
paboTbl n3genve HeobXxoaAMMO 3aMeHUTb.

2. NpoTuBonokasaHus

YKaszaHHble Bbllle W3AENUs MOryT WCMOMb30BaTbCAd B COOTBETCTBMM C HasHayeHueM B
ornepauUMoHHOM Norie U TOMNbKO Haanexawum obpasoM obyyeHHbIM 1 KBanMuLMPOBaHHbLIM NEepCOHanom.
WHcTpymeHTbl komnaHuu «Dimeda Instrumente GmbH» Henb3s vcnonb3oBaTh B KapAMOTOpaKanbHOM
XUPYPruv U Heiipoxmpypruu.

3. NMpeaynpexaeHNA 1 Mepbl NpefocToOpoOXHOCTHU

A > BHumaHue!

MHCprMeHTbI npeaHasHaveHbl TONbKO AnA XUPYPru4yeckoro UCcnonb3OBaHMA W He [OOIMKHbI
NPUMEHATBECA AnA Kakux-nnbo uHbIX Uenel. HenpaBunbHoe 06paLueHv1e n chnymmaaHme, a TakKkke
ncnonb3osaHne He No HasHa4YeHUKD MOXET NPUBECTU K NpexXaesBpeMeHHOMY U3HOCY UHCTPYMEHTOB.
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UHCTPYKLMSA MO NPUMEHEHUIO

WNHCTPpYMEHTBI MHOTOKPaTHOro NpumMeHeHna c €

XWPYPTUYECKHUE UHCTPYMEHTbI!

HenctBuTenbHa C: | 10.12.2020 r. [ Pepakuua: [ 5

& HenepeHoCUMOCTb MaTepHarnos
Hu npu kakmx obcToATeNnbCTBaxX HENb3s UCNOMb30BaTb MHCTPYMEHTLI, €CNU NOonb3oBaTenb UNn

CI'IeLI,VIaﬂVISVIPOBaHHbIVI nepcoHan ocBeAOM/IeHbl O HenepeHoCMMOCTU marepvana WHCTPpyMeHTa
nauneHTom.

A YxyalueHue (hyHKLUUMOHANbHbIX XapaKTepucTUK

MaTtepvan Xupypru4eckux MHCTPYMEHTOB MOLABEPXEH KOPPO3WM, W W3AENUS TEepsiloT CBOK
(OYHKLMOHANBHOCTE MpY KOHTaKTe C arpeccuBHbIMM BeljecTBamu. [oatoMy Heobxoaumo cobnioaatb
WHCTPYKLIMM MO XPaHEHUIO ¥ CTEpUNU3aLmu.

A Ycnosua skcnnyaTauuum

BbllLeyKasaHHble usaenusa TpedyroT I'IpaBVIHbHOFO obcnyxuBaHua 1 yxoda Ans obecneveHuss ux
BesonacHoro cyHKUMoHMpoBaHus. Kpome Toro, nepep KaxablM MNPUMEHEHMEM creflyeT MpoBOAUTb
UCnbiTaHne (YHKUMOHANLHOCTM WM BU3yarnbHYy0 npoBepky. Mo 3Toin npuyuHe obpaTtute BHUMaHWE Ha
COOTBETCTBYHLLME pa3aenbl JaHHOMO PYKOBOACTBA.

& KoMGuHupoBaHue ¢ APYrUMU U3LESNTMAMU

B cnyyae nosTopHoOW cGopku n3penus nocne pasbopkM Henb3s 3aMeHATb OTAENbHble AeTanu
JeTanamu Opyrux npoussoauTtenei! Ecnu ans ucnonb3oBaHus W3genus No HasHadeHuw Tpebyetcs
3aMeHa OornpeaenéHHbIX AeTanen (Hanpumep, pasfnuyHbiX npucnocobnenuit), Henb3st UMCMOoNb30BaTh
JeTanu OT pasHblx npoussoavTenen! Mel pekomeHayem Takke npuobpetaTtb Apyrne Martepuansi
(Hanpumep, motoLwme cpeacTaa) B komnanmun «Dimeda Instrumente GmbH».

& XpaHeHue

Ocobbix TpeboBaHuii K XpaHEHWUIO U3Jenuii He NpeabsABNAETCH. TeM He MeHee, Mbl PEKOMEHAYEM
XpaHUTb MeANLMHCKME U3AEeNnsi B YACTOM M CYXOM MeCTe.

AX BonezHb Kpertudenbara-Akoba

MeauuMHCKME M3genusl, KOTOpble UCMONb30BanWCb Ha nauwueHTax, CcTpajawwmx unu
NPeAnonoXuTenbHO 3apaxéHHblX GonesHbio Kpeitutdenbara-Akoba (CJD) unu eé BapuaHtom (vCJD),
Heobxooumo obpabaTbiBaTb B COOTBETCTBMU C TpeboBaHWAMM, NpuBeAEHHBIMU B COOTBETCTBYKOLLEM
NPUINOXEHUN K PYKOBOACTBY MO BHYTPMOONBHWYHBLIM NpaBWUiiaM rurmeHbl U NPoUnakTuku UHMeKLWi, a
Takke TpeboBaHMsIMW, YKasaHHbIMU B nybnukauusax PenepanbHOr0 BECTHWKA  34paBOOXPaHEHUs.
MeavuMHCKUE UM3fenus, KOTOpble WCMNOMb30Banuchb AN AaHHOW rPYNnbl NauyueHToB, HeobxoauMo
yTUNM3MpoBaTk NyTEM CxuraHusa (Esponeiickuii karanor otxogos, EAK 18 01 03) 6e3 pucka. Cyxoii xap,
3TaHon, opmanegermg U rnytapanbgerng UKCUMPYIOT, HO He MHakTueupyroT natoreHbl TSE. Bwino
nokasaHo, 4YTO M3 AOCTYMHbIX METOAOB CTepunusauMu TONbKO napoBas crepunusauus (ocobeHHOo npu
Temnepatype 134°C, 18 muHyT) obnafaeT orpaHuieHHbIM adpeKToMm.

4. OTBEeTCTBEHHOCTb M rapaHTusa

Komnanusi «Dimeda Instrumente GmbH» Kkak npoussBoauTens He HECET OTBETCTBEHHOCTM 3a
KOCBEHHble YObITKM, BO3HUKILAE B pesynbTaTe HeMnpaBUMbHOTO WCMONb3oBaHus unu obpalleHus ¢
nsgenuamy. OTO 0COGEHHO OTHOCUTCS K MCMONb30BaHMI0, KOTOPOE HEe COOTBETCTBYET YCTaHOBMEHHOMY
Ha3Ha4YeHuto 1nm K HeCOGJ'IPOAeHIMO VIHCprKLlMVI No NPUroToBNEeHUo N ctepunusalun. ID,aHHble ycnosus
TaKe MNPUMEHSIOTCA B OTHOLUEHWM peMOHTa wunu  moaudukauuu  v3genusi,  BbiMOMHEHHOWM
HEeyNoNMHOMOYEHHbIMW  MpousBoAUTENeM nuuamu. [aHHble UCKMIOYEeHMS OTBETCTBEHHOCTU  TaKke
pacnpoCTPaHsoTCS Ha rapaHTUiiHoe obcnyxusaHue.
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MHCTPYKLMA NO NPUMEHEHUIO

MHCprMeHTbl MHOroKpaTHoro npuMeHeHus c €

XUPYPITUYECKUE UHCTPYMEHTDI
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MpensaputenbHasa OYUCTKa

lMpomoiiTe M3Aenusi noj XONIOAHOW BOAONPOBOAHOW BOAOW, MPUrOAHOW ANA MCMONb3OBaHWA B
kauecTBe NUTbEBOI BoAb! (<40°C), noka He ByAyT yAaneHbl BCe BUAMMbBIE 3arpssHeHus. YaanuTe cToikue
3arpsi3HeHUst MAFKOW LIETKOW. [OoABIDKHbIE 4YacTW WHCTPyMeHTa HeoBxoaumo nopgurath. [llonocty,
npoceeThbl, LWenu wu yrnybnewus HeoOXo4UMO TLlATeNbHO MPOMbITh (>60 cekyHn) xonofHon
BOJONPOBOAHOW BOJOM, MNPWUrOAHON [ANS MCMOMb30BaAHWA B KayecTBe NUTLEBOW BOAbI (<40°C), ¢
ucnonb3oBaHWeM BOASHOTO nuUcTonetra (MM yCTPOMCTBA CXOAHOro0 HasHayeHus). 3atem NOMecTute
n3genvsa B ynbTpasByKoBYH BaHHY (<40°C) ¢ wenoyHeim ovuctutenem (0,5% p-p Neodisher® MediClean
forte, komnanus «Dr. Weigert»), Bpema obpaboTkm 5 mMuH. Ha vactote okono 35 kl'u. [lpu aTom
cobrtofanTe WHCTPYKLUM NPOU3BOAUTENS uuUCTALWero cpeactea. [1pOMOATE WHCTPYMEHTbl B TeuyeHue
KOpPOTKOro BpemeHu (<15 cek.) xonogHo#h BoAoi. [loABwXHble 4YacTu HeoBXoAUMO nNOABUIATb.
CoOTBETCTBEHHO MPOMOITE MOMOCTW, MPOCBET, LWEenu U yrnybneHusa ewe pa3 (>30 cekyHA) XOnoAHOM
BoAonpoeoAHON Boaow (<40°C) C nOMOLbID BOAAHOrO MNUCTONeTa (MNM  YCTPOWCTBA CXOOHOMO
HasHayeHus).

OuucTtka / nesauHdekums

ABTOMAaTMU3NPOBaAHHAA OMMCTKa UW/UNK Ae3nHdeKLms:
(MoeyHas matuuHa-0e3uHebekmop G 7835 CD (Miele) coenacro 1SO 15883):

MpeaBapuTensHas oMMCTKa BOAONA B TeHEHNE 1 MUHYTbI

CnuB BOAbI

lpeaBapuTenbHas ouYMcTKka BOAONW B TEYEHME 3 MUHYT

Cnus Bogbl

6 MUHYT ouncTky npu 58°C + 1°C wenoyHbim ounctutenem (0,5% p-p Neodisher Mediclean forte)
Cnus pacTteopa

3 MUHyTbl HelTpanusayuu (0,1% p-p NeodisherZ) ¢ xonogHo# BOAoONpOBOAHON NUTLEBOW BOAOM
<40°C

CnuB Boabl

2 MWHYTbI MPOMbITb XONOAHON BOAONPOBOAHOW NUTbEBON Bogon <40°C

Cobntopaiite ocobble MHCTPYKLUUU NPOU3BOAUTENSA aBTOMaTUYECKOW MOEUYHOM MaLUMHbI.
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AsTOMaTU3MpoBaHHaA fe3uHdeKUms

ABTOMartusnpoBaHHas TepMmuyeckass Aes3uH@eKuns B MOEYHO-AE3UHMEKUMOHHBIX MaluuHax C
YYETOM HaLUMOHanbHbIX TpeBoBaHWI ANa 3HaYeHUs Aq, HanpumMep, 3HaveHue Ay 3000:

> 5 MUHYT npu >95°C.

ABTOMAaTN3NMpPOBaHHAas CyLlKa
ABTOMaTU3NpOBaHHas CylLKa B COOTBETCTBMU C aBTOMAaTW4ECKUM MPOLIECCOM CYLUKM B MOEYHO-
Ae3nHdEKUNOHHOW MallnHe B TedeHune He MeHee 30 MuHyT npu 92°C + 2°C.

Crepunusauus
(Aemoknae muna B, komnaxus « Tuttimauers, coenacHo DIN EN 13060)

Crepunusauus u3genuii  NpousBOAMTCA C  WCNONb3OBaHWEM npouecca  (pakUUOHHOrO
npeaBapuTenbHoro BakyymuposaHus (cornacHo DIN EN ISO 17665-1) ¢ y4y&TOM COOTBETCTBYHOLLMX
HauuoHanbHbIX TpeboBaHuin. N3genua HeobxoauMo CTepunusosaTbh B NOAXOASALIEN CTEpUnU3aumnoOHHO
yriaKkoBKke B COOTBETCTBUM €O cTaHaapTamy EN ISO 11607-1 v EN 868.

~ CTepunusaumsa  JOMKHa  BBINOSMHATbCA  METOAOM  (PpaKkUMOHHOrO  npeasapuTenbHOro
BakyyMUpOBaHUsi CO crnefyiowumu napameTpamu: Temneparypa 134°C; 5 MWHYT Bbigepxkv; 3 uukna
npenbapuTenbHOro BakyyMUpoBaHUS; BakyyMHas Cyllka He meHee 20 MUHYT.

HeoBxoaumo cobntofaTb WHCTPYKUMM NO MPUMEHEHWIO, MpPefoCTaBneHHble MNpousBoAUTENEM
aBTOKNaBa, ¥ PeKOMEHAyeMble MHCTPYKLUM MO MakCcumanbHOIR 3arpyske CTepunusauuoHHoro marepuana.
ABTOKMaB AOMKEH ObiTb NPaBUNbHO yCTaHOBJ'IeH HagnexawuMm obpasom obcnyxmeaTbCs, JOMKEH ObiTb
npoBepeH 1 0TkanubpoBaH.
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MHCTpYKUMA MO MPpUMEHEeHUIo U cTepunusauumu I
Oproneguvyeckue UMNNaHTaTbl XMPYPTUYECKWE UHCTPYMEHTbI

e [lnoxoe kayecTBO UNN OOBLEM KOCTHOW TKaHW, YTO CO3AAaeT PUCK WM OTpuuaTenbHO
BNUAET Ha HaEXHY PUKCaLMIo UMMNaHTaToB.

e TspKEnoe MbiLeYHOe, HEBPOJIOMMYECKOE UMK cocyancToe 3abonesaHune, KoTopoe co3faeT
PUCK MK OTpULIATENbHO BIUAET Ha YcnelHoe NpoBeaeHne npoueaypbl/onepaLum.

e [laumeHTbl C annepruein, CKINoHHbIE K Pa3BUTUIO peakuuii Npu KOHTaKTe ¢ matepuanamu,
ncnonb3yemblMN B UMMNaHTaTe.
OcTpble UM XPOHUYECKME, MECTHbIE UM CUCTEMATUHECKNE NHDEKLWN.
KypeHue, KoTopoe MOXeT NPeACTaBnAaTb PUCK ANSA YCMELHOro NposeaeHna npoleaypbl /
onepaunv 13-3a 3aMeANEHHOro 3aXUBIEHNA KocTen / paH.

e [lcmxuyeckue COCTOSIHUA, KOTOPbie HEe MNO3BONAIOT MOHATbL WM CrNefoBaTb WHCTPYKUMAM
Bpaya w/unuM ydyacteBoBaTb B nporpamme peabunurtaumm (Hanpumep, ynoTpebrnexve
ankororia U HapkoTukos, 6onesHb MNapkuHcoHa, 6onesHb AnbureriMepa u T.4.)

7. Bo3MOXHbIe NoGoUHbIe 3chdeKTbl

MepeuncneHHble HUXxe NobouHble aghdeKTbl ONUcaHbl B NUTepaType:
OcnabneHue dukcaumm umnnaHTaTa

NHduymposaHue paHbl (MHbeKUUA KOXU 1 rnybokux paH)
CocyaucTtble 0CNOXHEHNS

HecpauwieHue koctei

MoBpexgaeHue HepBa

BocnaneHus

Anneprus Ha meTannbl

8. NMpaBunbHoe oGpaleHue

C wumnnaHtaTammn crnegyet obpawaTtbCA €  OCTOPOXHOCTbK, Heobxoaumon npwu
obpalleHun ¢ MeguumMHCKUMK ycTporcteamu. Ecnn Heo6xoammo nameHuts hopmy UMnnaHTara,
€ro Henb3a ypesmepHo crnbatb, 3arnbatb Hasan, HagpesaTb UNW Lapanath. Takue AecTBuA B
coueTaHun C HenpaBurbHbIM OOpalleHUeM W NPUMEHEHVEeM MOryT MPUMBECTU K AedekTam
NMOBEPXHOCTU W/WNWN CTPYKTYPHBIM M3MEHEHUSIM B MaTepuarne, a Takke K MOBPEXOEHMIO nunm
BbIXOAY U3 CTPOS M3genus.

9. NocneonepayuoHHbINA yxon

Bpaun ponxHbl npouHdopMMpoBaTb CBOWX NauMeHTOB 06 OrpaHWYeHUsX Harpyska Ha
UMAMaHTaT U NPefoCTaBUTb MHCTPYKUMK MO NocneonepaLMoHHOMY NOBEAEHMWIO U NOCTENEHHOMY
yBENMMUEHNIO U3NYecKnx Harpysok. HecobniogeHue ykasaHWil MOXET Bbl3BaTb CMELLEHVE,
3aepPXKY 3a)KMBIEHUSA KOCTU, BbIXOA4 U3 CTPOS MMMaHTaTa, uHdekumo, Tpombocnedbur n/mnm
o6paszoBaHne remaTomMbl paHbl.

OkoHyaTenbHoe pelleHne O CpoKax yaaneHus UMmnnaHTata npvHumaeT Bpad. Ecnn aTo
BO3MOXHO U UenecoobpasHo ANA KOHKPETHOro nauueHTa, Mbl pPeKOMEHAyem yaanuTb
duKeupyrowme M3nenua nocne 3aseplueHns 3axveneHus. OcobeHHO 3TO KacaeTcss MONoabIX U
aKTMBHbIX NaunMeHToB. PUck HeratmBHbIX 3 EKTOB, TakMX KaKk BTOPUYHasA MHEKUNs, anneprus,
yCTanocTHble MepenomMbl MaTepuana, BbIXOA4 W3 CTPOA UMNMAaHTata Wwunu HapylweHue
KpoBoobpalleHns, YBENMYNBAETCA C YBENIMYEHNEM BPEMEHU, B TEYEHUE KOTOPOro UmnmnaHTaT
COXpaHSETCA B OpraHu3Me.

10. CoBMeCTUMOCTb

KomnaHus «Dimeda» He pekomeHnayeT kombuHuposaTb usgenusi Dimeda ¢ mspgenuamm
OpYrvX Npou3BoAUTENEeN, TaK Kak KOHCTPYKLMM, MaTepuansl, MeXaHuka W Au3aiH uspenui
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