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SURGICAL INSTRUMENTS

To whom it may concern

STATEMENT

Herewith, «DIMEDA Instrumente GmbH», having its principal business office at
Génsdcker 54+58, 78532 Tuttllingen, Germany, represented by its General
Manager, Mr. Bastian Milkau certifies that our «Operating Instructions for
Modular Hand Instruments for Laparoscopy» and «Instruction Manual for
Reusable Surgical Instruments» covers the following products of Class I:
endoscopic forceps, grasping forceps, baskets, forceps with accessories;
laryngoscopes and anascopes, proctoscopes with accessories.

General Manager Z é/é /ﬂ__ Bastian Milkau
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XWUpypruyeckme NHCTPYMEHTbI

[10 MECTY TPEBOBAHUS]

3ASIBJIEHUE

Kommanns «DIMEDA Instrumente GmbH» («IUMEIA MHWucrpymenre
I'M0X»), ¢ MECTOHAXOXICHHEM TONOBHOrO oduca mo azmpecy: I'ensekep, 54+58, 78532,
r.Tyrriunres, Iepmanus, B jnune I CHEpaJIbHOro aupexTopa r-Ha bacthana Muikay,
HACTOAIIMM IIOATBEPIKIAET, YTO MOKYMEHTBl Hamel kommnaHuu: «VHCTpyKuus I10
NPUMEHCHMIO IUIT MOZYJIBHBIX JIAIapOCKOMMYECKHX HHCTPYMEHTOB» U «MHCTpyKLHs 110
NPUMEHEHMIO  JUIL  XUPYPIUYECKHX HHCTPYMEHTOB MHOrOpa3oBOro HMCIOIb30BAHU»
OTHOCATCA K CICIYIOIIMM W3JENUAM Kiacca I: 3HIOCKONUYECKHE 10007000005 10070000031
3aXBaThIBAIOLINC, KOP3UMHBI, IIUIIEI C PUHAIIEKHOCTAMMU; JIAPHHIOCKOIBI M aHACKOIIBI,
IPOKTOCKOIBI C IIPUHAJIE)KHOCTIMH.

['eHepabHBIN JUpEKTOp (noonucs) bactuan Munkay

05 Hos16ps 2021 .
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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

AT Attention!
The instru
surgical us
other purpc

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






. MHCTPYKUUA NO NPUMEHEHUIO

MHCTPYMEHTb!I MHOTOKPaTHOro NpMMeHeHna c €
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XVPYPIMYECKUE UHCTPYMEHTBI

d MpounseoguTens:

Komnauusa «Dimeda Instrumente GmbH» («Oumeaa UHCTpyMeHTe TMGX»)
! MeHsekep, 54+58, 78532, r. TyTTnuHreH, 'epmanus
Ten.: +49 (0) 7462 / 9461-0
dakc: +49 (0) 7462 / 9461-33
http://www.dimeda.de

ws

info@dimeda.de
U3penun
b R ~
e ; HactosiLjme WHCTPYKUMA NO NPUMEHEHWUIO AeCTBWTENbHbl AN MHCTPYMEHTOB MHOrOpa3oBOro
ch NPUMEHEHUS, KOTOPLIE:
s or ¢ SBMNSITCS HEPA3BEMHbIMMN UHCTPYMEHTaMM

e B KayecTBe onuuu UMetoT NPOoCTble CoefuHeHUs unn
e  BKMKYaAKT NPOCTble ABMXKYLUMECHA YaCTu
.

B Ka4YecTBE OMNUUKU COCTOAT M3 HECKOMbKMX CMEHHbIX YacTeil (Hampumep, PyYkU U HECKOMbKO
tor Hacagok)

3 BaxHble npumMmeyaHus

Dﬂ BHUMameslbHO 03HaKOMbmeChb C HUXernpueeOEHHLIM PyKoeoOcmaoM neped  KaxobiM
ucrofnib3oeaHuemM U coxpadslime e20 & ce0bodHoM Jdocmyne Ona nonb3oeamens UNU
coomeememeyroueeo KeanuguyupoeaHHo20 NepcoHana.
N BHumamenbHO O3HaKoMbmech C npedynpexoeHUsMU, OMMEYEHHbIMU OaHHbIM CUMSOJIOM.
A HenpaeunbHoe ucnonb3ogaHue uslenull Moxem rpueecmu K CEPbe3HLIM mpasmMam
nayueHma, nonb3osamened unu mpemsux nuy.

r 1. O6nactb NnpUMeHeHUsA

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

Mpeononaraemasi NPOAOIKUTENBHOCTL NPUMEHEHNUS UHCTPYMEHTOB - 60 MUHYT. Yepes 60 MUHYT
Wdin paboTbl n3genve HeobXxoaAMMO 3aMeHUTb.

; 2. NMpoTuBonokasaHusa

d YkasaHHble Bbille WU3AENWs MOryT UCMOMb30BaTbCA B COOTBETCTBMM C HasHayeHWEM B
onepaLvoHHOM MoNe U TOMbKO Haanexalunm obpa3omM oByYeHHbIM U KBanuUUMpPOBaHHbBIM NEPCOHANOM.
WHcTpymeHTbl komnaHuu «Dimeda Instrumente GmbH» Henb3s vcnonb3oBaTh B KapAMOTOpaKanbHOM
XVPYpruv U HEMPOXUPYpPruum.

3. MpeaynpexaeHns n Mepbl NPeAOCTOPOXHOCTU

A > BHumaHue!

MHCprMeHTbI npeaHasHaveHbl TONbKO AnA XUPYPru4yeckoro UCcnonb3OBaHMA W He [OOIMKHbI
NPUMEHATBECA AnA Kakux-nnbo uHbIX Uenel. HenpaBunbHoe 06paLueHv1e n 06C.|'ly>KVIBaHI/Ie, a TakKkke
ncnonb3osaHne He No HasHa4YeHUKD MOXET NPUBECTU K NpexXaesBpeMeHHOMY U3HOCY UHCTPYMEHTOB.

—1 fimrn,
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UHCTpYKUUA No npuMeHeHUto

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 OCBEAOMMEHbI O HEenepeHoCUMOoCTH Marepuana MHCTPYMEHTa

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.

A 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
NPUNOXEHUN K PYKOBOACTBY NO BHYTPUOONBbHWYHLIM NpasBuiam rurmeHbl U NpogunakTukn MHgekumn, 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'HOAeHIMO 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

MHCTPYMGHTbl MHOroKpaTHoro npuMeHeHus c €

XUPYPITUYECKUE UHCTPYMEHTDI

DeiicTBUTENbHA C: | 10.12.2020 r. [Pe.qaxuuﬂ: [ 5

NpenBapuTenbHas OYMCTKa

MpomoliiTe nM3aenua noA XOnoAHOM BO/IONPOBOAHOW BOAOW, NPWrogHOW ANA UCMONb30BaHWs B
kauecTBe NUTbEBOI BoAb! (<40°C), noka He ByAyT yAaneHbl BCe BUAMMbBIE 3arpssHeHus. YaanuTe cToikue
3arpsi3HeHUst MAFKOW LIETKOW. [OoABIDKHbIE 4YacTW WHCTPyMeHTa HeoBxoaumo nopgurath. [llonocty,
npocBeThl, Wenn W yrnybreHus HeobXoAWMO TLATeNbHO MPOMbITh  (>60 cekyHn) XonoaHow
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).

Ouuctka / nesuHdekuus

ABTOMAaTMU3NPOBaAHHAA OMMCTKa UW/UNK Ae3nHdeKLms:
(MoeyHas mauwiuHa-0e3uHghekmop G 7835 CD (Miele) coanacro ISO 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.

® & & o o o o

L]

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 WHCTPYKLMIM NO MakcUManbHOW 3arpyske CTepuin3aumMoHHOro marepuana.
ABTOKNaB AOMKEH ObiTb NPaBUNbLHO YCTaHOBIEH, Haanexalum obpa3om o6CnyKueaTbes, JOMKeH GbiTb
npoBepeH 1 0TkanubpoBaH. :

I

~ e . . Ar THX .
TD-01 E%_:A“ﬂg’%ﬁ%géygg%zwe|sung_v05_EN.doc / V05, %22 E‘f%}/;i‘qnxierﬁ Bus
E( JOCTOBEPHOETE “COBEPINEHHO MO MHBH :
i 220073, r.Muuck, a/s 30
Taas {4+ 375-29) 651-17-54
-3il: ekrutikova@gmail.com
www translagency.by
i EIP/YHIT 193425601

rm

fm





































NHCTPYKUMS MO NPUMEHEHNIO

Monyan ble NlanapocKonnyeCKne MHCTPYMEHTDI

e Xupypruyeckve BMeLLATENbCTBa Ha XKen4eBblBOAALMX NyTAX
Onepauuu Ha BpIOLLHONA NONIOCTM U NULEBOAE
e Xupypruuyeckue BMELLATENLCTBA HA TOHKOM KMLLEYHMKe
e  Xupyprudeckue npoLeaypbl Ha TONCTON KULLKE
e [lpoLenypbl yAaneHus rpbixu
Pasb&MmHble NanapocKonuueckue UHCTPYMeHTbl nponasoAcTea komnaHun «DIMEDA Instrumente
GmbH» ¢ BY-koHHeKTopaMy NoAXOANAT ANs NOAKToYEHU MoHononspHoro BY Toka.

YKkazaHHble Bbllle W3Aenusi MOryT MUCNonb3oBaTbCAd B COOTBETCTBUM C HA3HAaYeHUEM B
ornepaLMoHHOM MoMe 1 TONbKO Haanexaium o6pasom oBy4YeHHbIM 1 KBanMUUUPOBaHHLIM NEPCOHaNoM.
MucTpymeHThl KoMmnaHuu «Dimeda Instrumente GmbH» Henb3s Mcnonb3oBaTb B KapAavoTopakarbHOW
XUPYPruun U HEAPOXUPYPIiK.

B cootBeTCTBMM C yCTaHOBNEHHBIMM MNpouedypaMu MUKPOXUPYPruYeckue nanapocKonuyeckue
umnybl ¢ BY-koHHekTopom (MHCTpymeHTbl MIC) moryT ucnonb3oBaTbCsi ANs 3axBaTa WM pacceyeHust
TKaHel, opraHoB U KPOBEHOCHbIX COCYAO0B. [py UCNONL30BaHUN B COMETAHMU C BbICOKOYACTOTHLIM TOKOM
WHCTPYMEHTbI MOXXHO OJHOBPEMEHHO UCMOSb30BaTh ANA PacCeveHuns 1 Koarynsuum TKaHeil u cocyoB.

B accopTUMeHT BXOAST U3fenust pasnuyHoin paboyen onuHbI:

—  WHcTpymeHTbl @ 3 MM, @ 3,5 mm, @ 5 MM 1 @ 10 mm paboueli gnuHoin 220 1 250 MM 0BbIYHO

NCNONb3YTCA B negnaTtpun.

—  WHctpymeHTtol @ 3 MM, & 35 MM, @ 5 MM u & 10 mm paboueit anuHolt 330 MM 0BbIYHO

UCNONb3YHTCH ANS NAUWEHTOB C HOPMarnbHbIM BECOM.

— WHctpymenTtol @ 3 MM, @ 3,5 mm, @ 5 Mm n & 10 mm pabouelt anuHoli 450 MM 06bIYHO

MCMONb3YIKTCS AMA NAUNEHTOB C OXUPEHUEM.

MpoTuBONOKa3aHUs

e Wspenus npeAHasHavyeHbl WCKNIOYUTENBHO Ans  paboTel ¢ MOHoMonspHbiM  BY  Tokom.
Wcnonb3oBaHve usgenuii ¢ BUNONAPHBIM BbICOKOYACTOTHbIM TOKOM MPOTMBOMNOKA3aHO U MOXET
HaHeCTU cepbE3Hblit Bpes nauneHTy, nonb3oBaTensM unu TpeTbMm nuuam.

o Msgenusa Henb3s UCMONb30BaTb B HENOCPEACTBEHHOW B6IM30CTUN OT NErKOBOCNNAMEHSIOLLMXCA UK
B3pbIBOOMNACHBIX ra3oB UMK APYrux orHeonacHbix cpes.

e lsgenus He noAXoAAaT AMA  UCNONb30BAHUSA MpU  NanapockonMu ¢ OOHUM  MOPTOM.
HenocpeacrteeHHass 6nu3ocTb K ApYrUM  METaNfMYecKUM WHCTPYMEHTam BO BpeMsl Takux
BMELUATENbCTB MOXET MPUBECTU K HEXXEeNaTenbHOMY pacCesaHuIo Toka (aHTEHHOE COeAMHEHUE) U,
cnepoBaTenbHO, K CePbE3HbIM OCNOXHEHUAM, TakMM Kak OXOru 3a npegenaMmy onepalyoHHOro
nons npv UCnone3oBaHMM MoHononsapHoro BY Toka.

o Wapgenus pomkHbl NMPUMEHSTBCSH TOMbKO C TWaTenbHbIM aHanusoM BO3MOXHOCTU npoae,quvm
nanapocKkonuyeckux npoueayp €  WUCMOMb30BaHWEM  MOHOMOMSAPHbLIX  MHCTPYMEHTOB U
NpoTMBONOKasaHbl ANs BCEX APYIrUX NPUMEHEHWIA.

e MWspenua cnepyeT UCNonNb30BaTb UCKIIOHUTENBHO «MOA NpAMbiM HabnioaeHnem». Koarynsumio
cnepyeT NpoBoAUTb TONbKO B TOM Clyyae, eCnu MHCTPYMEHT HaxoAMTCS B NONE 3peHus xXupypra.
OTO CHWXKaET PUCK HEMNpeaHaMEePEHHOro KOHTakKTa € APYruMU MeTannmyeckuMmn UHCTPYMEHTaMU.

S\

¢ TpaBMbi HEPBOB, KPOBEHOCHbBIX COCYA0B W OpraHoB

e HapyuwieHun kposoobpalleHus (B3OyTUE >XWBOTa U3-32 HAKOMMEHWS YrNekucrnioro rasa, u B
0coBeHHOCTH, ¥ NaUWEeHTOB C CYLLECTBYIOLMMU NErOYHbIMKU 3aBoneBaHnsIMu)

e [JonomMka MHCTPYMEHTa M3-3a NPUMoXEHUA Ype3MEPHON CUNbl ONepaTopoM (YBENUYEHUS BPEMEHM
pabotbl 1, B peAKkux cnydvasix, us-sa AnutenbHoOro 3axsara (hparmMeHTOB) UMW KOPPO3UOHHOIO
‘paCTpeCKNBaHUA NOJ HanNpsbKeHWEM, BbI3BAaHHOrO HeHaanexawen obpaboTkoi

e  DneKkTpuyecKkue oxoru
WHdeKkunm, BoI3BaHHbIE HEMpPaBULHON 06paboTKO! MHCTPYMEHTOB
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NHCTpyKUMS No npUMEHEHUIo XVIPYPTVMECKVE UHCTPYMEHTS|

MOAyHbeIe nanapockonnyeckue MHCTPYMEeHTbI

YnakoBKa

MHCTPYMEHTbl ynakoBaHbi B /[BOWHbIE CTEPUNN3AUMOHHbIE NakeTbl (nnockvue pynoHel Wipak
STERIKING T1n R43 / Tun R44) B cooTBeTcTBUM ¢ EN ISO 11607-1.

Ctepunusauus

Crepunusartop: Selectomat HP 666-1HR

Mepen noaroToBKOW KOMMAOHEHTOB MHCTPYMEHTA K CTepunusauuy noBepXHOCTb W, B YACTHOCTH,
BCE ABWXKYLIMECA YacTu crnedyer TuwlartenbHO cMasatb. [Ina 3Toro Mbl peKoMeHAyem TepMOCTOMNKYHO
CUITMKOHOBYO CMa3Ky. 3TO NOMOraeT nojAepXvBaTb MYHKLMOHANBHOCTbL ABWXYLLMXCA AeTanel u pesbbbl,
a Takke 3alluLlaeT BCIO NOBEPXHOCTb UHCTPYMEHTa OT MUHEpParibHbIX OTNOXEHWH, KOTOPbie BNOCNEACTBUN
MOryT NPUBECTU K YXYALUEHWUIO 3KCnNyaTauuoHHbIX napameTpoB. CMasouHble maTepuansl JOMKHbI 6biTb
O1OCOBMECTUMbIMU 1 0J00pPeHb! AN UCMONb30BaHUA B MeANUMHCKUX ycTpoicTBax. OBpatuTte BHUMaHWe,
YTO CMasKy MHCTpyMeHTa CreyeT BbINOMHATL PEerynspHo Nocne Kaxaon oYUCTKU (yNbTpasByKoM U T.4.) ¢
nepen Kaxgow crepunusaumnen.

Crepunusauua u3genuids C  NOMOLWBIO  npoueaypbl  (PPakUMOHHOrO  MpeaBapuTENbHOro
BakyymuposaHua (B cootBetctBun ¢ EN SO 17665) ¢ y4y&TOM COOTBETCTBYIOLWMX HaLMOHANbHbBIX
TpeboBaHuiA.

e 3 3Tana npeaBapuTenbHOro BakyyMUpoBaHUA C JaBneHnemM He MeHee 60 mbap
e HarpesaHue Ao temnepaTtypbl cTepunusayum muH. 132°C n makc. 137°C

e HaumeHbliee Bpems BO3AENCTBUSA: 5 MUH.

e Bpewms BbicbixaHus: He MeHee 10 MuH.

Ecnn Bbl npeanonaraete 3apaxeHwe npuoHamu (CJD), noarotoBbTe W YTUNU3NPYATE
YCTPOWCTRBO.

XpaHeHue

XpaHuTe CTepwnu3oBaHHble WHCTPYMEHTbl B CYXOM, YMCTOM W HEMbITbHOM TMOMELLEHUU npu
yMepeHHbIX Temneparypax ot 5°C go 40°C.

[ononHutenbHble YKa3aHus

Mpy oTcyTCTBUM BO3MOXHOCTW WMCMOMb3OBAHWA OMWUCAHHLIX XUMWYECKUX CPeACTB M MallWH, a
Tawke, ecnu npouecc obpaboTku He MOXeT ObiTb MPOBEAEH COrNacHO NpenCTaBNEHHOMY OMUCaHWIO,
nonb3oBaTenb JOMKEH Haanexawmm obpa3om NPoBECTU BanuaaLMio NPUMEHSEMOrO UM MeToaa. :

HononHutensHasa nHdopmaumsa 06 o6paboTke MeAULMHCKUX N3AENUNA:

e WHTepHerT: hitp: //Iwww.a-k-i.ora

lurueHuwueckue TpeGosaHus npu  obBpaboTke rMOKMX  3HAOCKOMOB UM nepudepuitHbIx

9HAOCKOMUYECKUX WHCTpPyMeHToB. PekomeHnpauun Komwuccmm no rocnutanbHOW rurMeHe WU

npodunakrrke Hdekumin B Muctutyte um. Pobepra Koxa (RKI). UHTepHeT: hitp: //www.rki.de
e [urneHuuyeckme TpebosaHus npu 06paboTke MEAUUMHCKUX usgenuii. PekomeHgauun Komuccuu no

rocnuTanbHOM rurmeHe u npodunakrtuke uHdekunn B WHcTuTyTe um. Pobepta Koxa (RKI) u

deflepanbHOro WHCTUTYTaA NEKApCTBEHHbIX CPEeACTB W MeauuuHckux usgenuin (BfArM) B

OTHoLeHuU «lurineHuyecknx TpebosaHuii Npy obpaboTke MEOULMHCKAX U3OENUii».

o [lockonbky u3fenne He noAnexuT MOBTOPHON cCTepunusauuu: cMm. TpebosaHus SO 17664

Crepunuzauns meauumHckux magenuid. MHdpopmaums, npegocrasnseMas NpousBoauTENeM Ans

NPOBEAEHNA NOBTOPHON CTEPUNU3ALIMM MEANLIMHCKAX U3AENWA.

OrpaHuqe.HMe rapaHTuun

Komnanusa «DIMEDA Instrumente GmbH» rapaHTupyet, 4yto nprobpeTéHHas Bamu npoaykums
Obina usrotoereHa ¢ ocoboit _TLaTesnbHoCTbHO. JAHHAA TAPAHTUA TPEOCTABJISET COBOW
NCKINMIOUYUTENbHBIE TAPAHTUMHBIE OBA3ATENBCTBA 1 SAMEHAET BCE APYTUE TAPAHTUMN.
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