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|HCprKL|,iF| 3 BUKOPUCTaHHA
MeAU4HUX BUPOGiB (BKJTIOYHO 3 aKcecyapamu) BUpOGHULITBa
INTERCUS GmbH

BukopuctaHHA,  ouulieHHA,  AesiHdekuia,  cTepunisauin,
o6cnyrosyBaHHA Ta gornAag

1. BecTyn

YBAXHO MPOYUTAMTE LIIO IHCTPYKLIIO
TA BUKOHYWTE HALIAHI BKA3IBKU

Llen nokymeHT MicTUTb iHcbopmaLito npo:

* BUKOPWCTaHHS;

+ 06pobKy (ouMLlleHHA, Ae3iHdekuilo Ta cTepusizauiln) HecTepunbHUX
MeanyHmx Bupo6is INTERCUS GmbH nepepn BUKOpUCTaHHAM;

+ ornAag i gornAag 3a MeguyHUMKn Bnupobamu;

* 03HaKW, WO cBigYaTb NPO 3HOWYBAHHA Ta BTpaTy NpuaaTtHOCTI BMpPOGiB
[0 BUKOPUCTAHHA.

[opaTtkosa iHdopmaLia nNpo BUPObGW HapgaeTbcA B Pi3HUX Gpoluypax,

KaTanorax i onucax XipypriyHux TexHik. [Jna oTpumaHHa noBHOI iHchopmadyii

MO>XHa B 6yab-AKWIA Yac 3BepHyTUCA A0 komnawii INTERCUS GmbH a6o oo

Halwmx aunepis. KOHTaKTHI AaHi Ta 4OAATKOBY iH(hOPMALLiHO MOXHA 3HaNTH

B IHTepHeTi 3a agpecoo: www.intercus.de

Y HaBeAeHOMY HUKYe TEKCTi TePMIH «iIHCTPYMEHTM» OXOMSIOE:

Xipypri4yHO-iHBa3MBHi Ta HeiHBa3UBHI IHCTPYMEHTH;
XipypriyHO-iHBa3nBHI Ta HeiHBa3MBHI akcecyapu.

VY HaBedeHOMY HUXXYe TeKCTi TePMiH «BUPOOM» OXOMIIOE:
iMnnaHTaT (rBUHTWU, NNACTUHK, CNWLI Ta LBAXWN);
IHCTPYMEHTH;
06epToBi iHCTPYMEHTU (cBepana);
cuctemn 36epiraHHA/Habopu.
3a HaABHOCTI Pi3HMX MpaBui MOBOMKEHHA YiTKO BKaayloTbCA BiOMoBiOHI
rpynv BupoGiB.
g Pospinu 1-4 Ta 6-7 uiei iHCTPYKLUIi 3 BUKOPUCTaHHA CTOCYOTbCA
MeAVYHMX BMPOGIB, AKi NOCTa4aloTbCA B HECTEPUIbHOMY CTaHi.
EEER Pospinn 1-3 Ta 5-7 uiei iHCTPyKUii 3 BUKOPUCTAHHA CTOCYOTbCA
MeanYHMX BUPOGIB, AKI NOCTAYaloTbCA B CTEPUSIBHOMY CTaHi.
BigpiaHuT OocTynHi B Mpopaxy CTepwuiibHi BUMPOOW Bif, HECTEPUNbHUX
MO>KHa 32 MapKyBaHHAM Ha ixHili ynakosui. OKpiM CUMBOJIIB «He CTEPUIbHO»
Ta «CTepunisoBaHO pagiauieto» MOXHa pPO3pi3HATU BUMPOOU 3a HOMEpPOM
apTuKyfny Ta Homepom napTii. OnA AOCTYMHUX Yy NpoAaxky CTEPUNbHUX
BMPO6IB HOMEP apTUKYy Ta HOMeP NapTii NOYNHAIOTLCA 3 NITEPU «S».

BunyckaeTbcA B HecTe- BunyckaeTbca B
PUSIbHOMY CTaHi CTEepPUIbHOMY CTaHi
Cwumson
Homep apTukyny 987654 S$987654
Howmep naprii 0123456 S0123456
2. BukopucrtaHHA
21 IMnnaHTaTn

2.1.1 3aranbHi iHCTPYKLUIii 3 TEXHiIKK 6e3neku

(1) Imnnantatn INTERCUS nepepbaveHi nvwe gna ogHOpasoBOro
BMKOPUCTaHHA.

(2) ImnnaHTaT INTERCUS po3po6neHo Ha OCHOBI HAMHOBILLNX 3HaHb LLOA0
TexXHOMorii iMnnaHTauji Ta 3rigHoO 3 BU3HAHNMM NpaBuUiamMm iHXXEHepHOro
mucteuTBa. OpHak Bally 6e3neky Ta hyHKLiIOHabHICTb BUPO6IB MOXHA
rapaHTyBaTu nvwe B TOMYy BWUNAaAKy, AKLWO Xipypr BpaxoByBaTume
HaBefeHi B LbOMY apKyLUi iHCTPYKLii Ta AOTPUMYyBaTUMETLCA iX.

(3) Xipypr noBuHeH 6yTy 06i3HaHMM Yy NMUTAHHAX iIMNNaHTaUii Ta BuaaneHHa
iMNnaHTaTiB, 3HATK Cy4aCHWI CTaH HayKn Ta TEXHIKW, 3HATU NPUHLMIU
AO wopno noBomKeHHA 3 nepenoMamu. AKWO iHwa iHopmauia He
6yna HapaHa komnadieto INTERCUS, imnnaHTauin Ta BupaneHHAa
iMnNnaHTaTiB MOBMHHI 3pjlicHioBaTMcA 3a npuHuunamm AO (auvB.,
Hanpuknag, kuury «AO-Instrumente und -Implantate - Technisches
Handbuch» (IHcTpymeHTV 1 iMnnanTatn AO: TexHiYHWIA NOCIGHUK);
Apyre BUAAHHA; BUAABHULTBO Springer-Verlag, 1995).

(4) 3a saranbHUM nMpaBuUIOM Nikap MOBUMHEH MOBIOOMUTU MNaujeHTa npo
nokasaHHA, NPOTUMNOKa3aHHA, HebarkaHi NO6iYHI edpeKTn, yCKNaaHEeHHA
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Ta nicnAaonepauinHvin JornAg i 3aAoKyMeHTyBaTu Lo iHdopmaLiio.
MicnA imnnaxTauii HeobXiAHO NPOBOAUTW PErynApHi MeauyHi ornAaan.

(5) Mig yac npunacyBaHHA NNacTVH A0 KIiCTOK HeobXigHO chiokyBaTtu 3a

TUM, LWOBW MaKCUMarnbHWUIA KYT BUTMHY He nepesuilyBas 15°. YHukante
6araTtopas3oBoro BUrMHaHHA BMPOGIB ynepen, i Hasagd, OCKiNbKM Le
MO>e MpU3BecTn [0 nocnabneHHA maTepiany NAacTUHW.

(6) Mg 4yac ykopodeHHs (pi3aHHA) NIaCTUH i CNVLb NEpeKoHanTecH B TOMY,

LLO Bigpi3aHWii Kpan He Mae 3aaupoK, OCKINbKU Lie MOXe NpU3BecTn Ao
TpaBMyBaHHA NauieHTa.

(7) YcknapgHeHHs, AKi MOXYTb BUHUKHYTW Yepes3 HenpaBusibHi NokasaHHA

[0 BVKOPWUCTaHHA, HenpaBu/bHY TEXHiKy NpoBeAeHHA onepadii abo
acenTuky, Hanexatb [0 cdepu BiANOBIAANBHOCTI Xipypra; Taki
3BUHYBa4eHHA B 6ik BUPOBGHMKA Yu nocTavanbHuka Bupobis INTERCUS
He npunmaroTbCA.

(8) Xipypr nOBMHEH NepecBifYMTMCA B iAeanbHOMy CTaHi iMnnaHTaTiB

nepen KOXHUM BUKOPUCT@HHAM, OCOOGMMBO B pasi MOEAHaHHA 3i
CTaHAAPTHUMK  iMAaHTaTaMm  iHWKux  BUPOOHMKIB.  CTaHpapTHi
iMnnaHTatM — ue iMnaaHTaTn, reoMeTpia AKX onucaHa B CTaHaapTi
AO abo BM3HayeHa HOPMATUMBHWMW [OKYMEHTamu (Hanpvknag,
cTaHaapTHi rBUHTY 3rigHo 3 1ISO 5835). MoxxnvBi BapiaHTV noegHaHHA
Bupo6iB INTERCUS wmix coboto onucaHo B katanorax INTERCUS;
cTaHAapTHI iMNnaHTaTy iHWNX BUPOBHWKIB MOBUHHI By TV aHanoriyHumm
[0 unx BUpobiB.

(9) ImnnaHTaT 3 KyTOBOK CTabinbHicTIO BuUpobHuuTBa INTERCUS

He MOXHa BWKOPWUCTOBYBaTWM Pa3oM 3 iMnnaHTatamu 3 KyTOBOH
CTabiNbHICTIO iHWNX BUPOOHMKIB.

(10) IMnnaHTaTh 3 rOCTPUMM KiHYMKamu (Hanpvknag, CnvuAMn) CTaHOBNATb

pY3VK TpaBMyBaHHA KOPMCTYBaya abo MOLIKOOXKEHHSA MOr0 PyKaBUYOK.

(11) YHMKalTe KOHTaKTy iMMAaHTaTiB 3 iHCTPyMEHTaMn 3 eneKTPUYHUM

KepyBaHHAM (Hanpuknag, >XVMBMEHHA). KOHTakT MOXe MoWKoAnuTN
iMnnaHTaT, 36inbLuyloYn pU3nK BUXOAY 3 Napy imnniaHTaTa.

IMAnaHTaT BUKOPUCTOBYIOTLCA NULWE A1A CMAPWAHHA 3arOEHHIO Ta He
ABNAIOTb COHOI0 3aMiHy HEYLIKOAXKEHOI TKaHNHW Ta KiICTKOBOro martepiary.
KopuctyBay i/abo nauieHT 3060B’A3aHi NOBIOOMMATU NPO BCi MOB’A3aHi
3 BUPOOOM CEpro3Hi BUNaAKM BUPOOHUKY Ta KOMMETEHTHOMY OpraHy, A0
IOPUCOVKLIT AKOrO HaNeXXuTb KOpUCTyBaY i/abo nauieHT.

2.1.2 CywmicHicTb

KicTKOBiI nnacTuHK, KiCTKOBI rBUHTY Ta NigKNagHi warnbu, KicTKoBi cnuui Ta
KICTKOBI LIBAXM AOCTYMHi B 6aratbox hopmax i po3mipax i BUroToBnATLCA 3
XipypriyHux matepianis AnAa iMnnaHTaTiB: XipypriyHoi HepXxasito4oi cTani Ta
TUTaHy (3abesneyeHHA BiocyMicHOCTI). IHbopMaLito BKa3aHO Ha eTUKeTL.
Mo>kHa KoMbBiHyBaTV nuLle iMniaHTaTh, BUrOTOB/EHI 3 OAHOro matepiany.
[na iMnnanTauii iMnnadTaTie y HaABHOCTI € iHCTpymeHTn INTERCUS, Aki
BignosigaoTb ctaHoapTy AO. BukopuctoBytoun Bupi6, 3BepTante ysary
Ha 0ro LinboBe Npu3Ha4eHHs, iHhopmaLlito Mpo po3mipu Ta TUN 3’€AHaHHA
(Hanpuknap, [AnA  rBUHTIB), LWO6W 3abe3nedynT BUKOPUCTaHHA 3a
NPU3HAYEeHHAM i NpaBUIbHWI BUGIP IHCTPYMeHTIB. Lo iHdhopmaLito BkaszaHo
B MapKyBaHHi, HaHeCeHOMYy Ha B1pobax.

2.1.3 TMpwusHavyeHHA

Imnnantatn  INTERCUS 3acTocoByloTbCA ANA  OCTEOCUHTE3y nicnA
nepenomy Kictok, AnA crtabinidauii NoB’A3aHMX OAMH 3 OOHUM KiCTKOBMX
hparmeHTiB, AnA 3abe3neyeHHA XOPCTKOCTi cyrnobis (apTpones) Ta nicnA
0CTEOTOMii ANA BUMPaB/IEHHA HENpPaBWIIbHOTO PO3TallyBaHHA BiAMOBIAHO
0o npuHumnie AO.

Mpr3Ha4eHHA BUPOBY BKa3aHO B MapKyBaHHi (Ha eTukeTL).

2.1.4 HasaHTa)XXeHHA iMnnaHTaTiB

IMnnaHTaTy B XXOAHOMY pasi He NOBMHHI 6paT Ha cebe NoBHE HaBaHTaXXEHHA
Ha 06pO6EeHNIN CEerMeHT KiCTKU. IMnnaHTaTn BUKOPUCTOBYIOTLCA NULLE ANA
CMPUAHHA 3aro€HHIO Ta He ABNAIOTb COOOI0 3aMiHy HEYLUKOAXKEHOi TKaHVHN
Ta KicTKOoBOro martepiany. Tomy fnikap NOBMHEH NOBIAOMUTI NaLEHTOBI NPO
MeXi HaBaHTaXKeHHA Ta 3acTeperTu WOAo BiANoBiAHOI nicnAonepauinHoi
noBejiHKN.

MicnA ocTeocMHTe3dy abo ocTeoToMii B pasi MNPUAHATHOI AKOCTI
KICTOK | HaneXHoro MNOKpUTTA M'AKUMW TKaHWHaMmu BCi iMnnaHTaTn
BUTPUMYIOTb YacTKOBE HaBaHTaXXeHHA A0 15—20 Kr NpoTAroM 6 TUXKHIB,
a noTim — BIOMNOBIAHO OO pPe3ynbTaTiB PEHTreHONOrNYHUX AOCNIAXKEHD.
BukntoyeHHsa cTaHoBNATbL nepenomn 3 ynamkamu (AO  Prinzipien
des Frakturmanagements (MpuHunnu AO WOAO MNOBOAXEHHA B pasi
nepenowmis), BuaasHuLTBO Thieme Verlag, 2003).

VY 30Hi CTONW 3aCTOCOBYETLCA B3YTTA AJIA PO3BAHTAXXEHHA MepeaHboro
BiAAiny cTonun, AKe 3abesneyye NOBHE HABAHTAXKEHHA.

[nA BepxHiX KiHUIBOK 3aBXau 3abeanedvyeTbcA cTabinbHICTb nig 4vac
BUKOHaHHA BrpaB (pyxv 6e3 HaBaHTaXKeHHA).

[MoBHe HaBaHTaXX€HHA BEpXHiX KiHUWIBOK (B  PO3yMiHHi MOBHOroO
HaBaHTaXKEHHA AN1A HUXKHIX KiHUIBOK) BiACYTHE.
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2.1.5 TokasaHHA
MokasaHHA LWo[0 MeaMYHOI LOMOMOr Ha OCcHOBI knacudikauii AO.

2.1.6 TlpoTunokasaHHA

ICHYyIOTb MPOTUMOKAa3aHHA 3a HaABHOCTI rOCTPUX IHeKLUin, AKi MOXYTb
NOripW1TK MPOLIEC 3aroEHHA Yepe3 BMKOPUCTAHHA IMNMaHTaTiB, a Takox
y pasi 3anyLieHoro 0cTeonoposy, BaXXKUX MOpYyLLUEHb KPOBOObiry Ta Bigomoi
aneprii Ha xipyprivHi matepianu imnnaHTartis (av.. n. 2.1.9 «biocyMicHiCTb»).
IMnnanTaty INTERCUS MOXyTb He MiaxoAuTu nauieHTam i3 HedocTaTHIM
abo HesaseplueHUM hopMyBaHHAM KiCTOK. [lepen onepauieio B nauieHTiB
i3 He3aBepLIeHUM PO3BUTKOM cKesleTa fikap NMOBUHEH PeTesibHO OLHUTK
AKICTb KIiCTOK i goTpmumyBatuca ctaHgapTy AO.

Xipypr NOBUHEH MOACHNTU PU3NKN Ta HECTW 3a HKX BiANOBIOANBHICTb.

2.1.7 bBesneka Ta TepmiH eKcnnyartauii

TepmiH ekcninyaTauii Bupobis INTERCUS cTaHoBuTb 50 pokiB.

YMmoBu 36epiradHHa (ave. n. 2.4.1 «YmoBuM 36epiraHHA»)

Xipypr noBuHeH nonepeavTu nauieHTa, AKUIN OTPUMYE Liel iMnnadTaT, npo

Te, Wo 6e3neka Ta TepMiH ekcnayaTauii imnnaHTaty 3anexarb Bif, Takux

hakTopiB i pU3mKiB:

nonepegHi iHpekLwii;

HaaMipHa Bara nauieHTa;

eKcTpemasbHi HaBaHTaXXEHHA, AKNX CNif 0YikyBaTy Bif poboTu Ta CnopTy;

eninenciA  abo iHWi NPUMYMHW MOBTOPHWUX HELacHWX BWNagkisB i3

NiABYILLEHVM PU3NKOM NEepPenomis;

icTOTHWIA ocTeonopo3 abo ocTeomanawif;

ocnabneHHA OMOpPHUX CTPYKTYP NyXAMHamu;

anepria Ha MaTepianbHi KOMMOHEHTU iMNaHTaTIB.

Imnnantatn INTERCUS 3asBuuaii BUroTOBNAIOTLCA 3 HEeMarHiTHoOro

XipypriyHoro martepiany, ogue. po3ain 3 «Matepianu».
Imnnantatn INTERCUS He npoxoaunu nepesipky Ha 6e3neky Ta
CYMICHICTb y MarHiTHO-pe30HaHCHOMY cepeoBuLLi. BoHu He npoxoannn
BUNpPobyBaHHA Ha HarpiBaHHA, Mirpauito 41 BUHUKHEHHA apTehakTiB

AsoépaerHn B MarHiTHo-pe3oHaHcHoMy cepegosuLli. beaneka
imnnantatis INTERCUS B MarHiTHO-pe30HaHCHOMY CepenoBuLLi
HeBigoma. MPT-o6cTexeHHA nauieHTa 3 imnnaHtatamu INTERCUS
MOXKe Npu3BeCTH O TpaBMyBaHHSA navieHTa.
MavieHTam 3 imnnantatamu INTERCUS cnig yHnkatn MPT-ckaHyBaHHS.
Yci imnnaHtatn INTERCUS BurotoBneHo 3 XipypridyHoro marepiany
An4 iMnnaHTaTie (cepia ctaHgapTis 1ISO 5832-x). Lli maTepiann He €
MarHiTHUMA.

2.1.8 TloBomxeHHA

IMANaHTaTn € Ay>Xe YyTAMBMMU [0 NOLWKOAKEHb.

Tomy HeobXxiAHO NOBOAUTUCA HAA3BUYANHO 06EPEXKHO:

« iMOnaHTatTM  He MOBMHHI  NiggaBaTUCA  MeXaHiyHii  obpobui  abo
3MiHIOBATUCA iHWMM CrMOocCO60M 3a BUKJ/IIOYEHHAM TUX BUMaAKiB, KO
Le npAmMo nepenbavyeHo KOHCTPYKLIEID Ta XipypriyHO TeXHIKo; y pasi
CYMHIBIB HEOOXiZHO OTpUMaTH NMcbMoBY pekoMeHaauiio Big INTERCUS;

* B XKOOHOMY pasi He MOXHa iMnIaHTyBaTV O4eBUOHO MOLIKOOXKEHI,
noapAnaHi, Henpaeu/ibHO abo 6e3 [03B0OMly 06pO6neHi iMnnaHTath. Ix
HeobXiAHO NOBEPHYTU NocTaYvanbHUKY 1A Nepesipku.

2.1.9 biocymicHicTb

BukopucToByBaHi MaTepianu 3asHa4eHo Ha BiAnoBiAHI eTUKeTLi BUpoby.

IMnnaHTatn INTERCUS BMroTOBRAIOTLCA 3 XipypriyHMx matepianis onA

iMnnaHTaTiB BiANOBIAHO A0 TaKMX CTaHAapTIB:

+ ISO 5832-1/-9 — Hep>kagitoya cTasb;

+ 1SO 5832-2 — HeneroBaHui TUTaH;

- ISO 5832-3 — npupatHuin anA pedopmalii cnnas TUTaHy, 6-antoMiHito
Ta 4-BaHagito.

VY pasi BigoMoi aneprii Ha cTanb iMNNaHTaTy PeKOMEHOYETbLCA YHUKaTn

cTaneBux iMNNaHTaTiB i BUKOPUCTOBYBATU TUTaH.

2.1.10 VYkasiBku Woao nepeponepayiiHoro niaHyBaHHA

(1) HeobxigHO TO4YHO cnjlaHyBaTK oOnepawilo, BMXOOAYU 3 pe3ynbTaTiB
peHTreHorpadii.

(2) OnAa nigroToBKM KIiCTKOBOrO JlioXa, a TakoX [AfA npunacyBaHHsA
Ta BCTaBKM iMANaHTaTy HeobxigHO BMKOPUCTOBYBATWU crieujianbHi
iHcTpymeHTn INTERCUS.

(3) TexHika npoBemeHHA onepawji: BW3Ha4anbHUMW € npaBuna
MaliCTEepPHOCTI Ta HayKW, a TaKoX HayKoBi NybnikaLii aBTopiB-MeavKiB.
Onuc xipypriyHOro BTPyYaHHA HIKONMM He Moyke OyTW MOBHUM i He
BK/IOYMA€E BCi PU3UKWM Ta YCKNAAHEHHA, AKi HeOOXiAHO BpaxoByBaTW.
Bpowypu wWono npoBeneHHs onepauiin, TexHiYHi onucu BUPOOGIB,
[oAaTKoBI iH(hopMaLiiHi NUCTIBKM Ta inbMU MOXHa OoTpumaTtu Big
komnaHii INTERCUS.
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(4) AcenTu4Hi ymoBM B onepauiiHii KimHaTi.

(5) PosnakoBytouu iMnnaHTaT, NnepekoHanTecq B TOMy, WO BiH BignoBigae
HaiMeHyBaHHIO Ha YyNakoBLj, i CRigKyiTe 3a HanexHow 06pobKoo
iMnnaHTary.

2.1.11 VYkasiBku Woao nicnAonepauiiHOro CnocTepeXXxeHHA
+ Mob6inizauia Ta cnocTepexxeHHA HanexkaTb A0 cdepu BianoBiaanbHOCTI
Xipypra Ta NnoBUHHI BU3HA4YaTMCA iHAMBIAYaNnbHO ANA KOXHOro nauieHTa.

+ MauieHTa HeobXxigHO NonepeanTy NPo Te, Lo B pasi Haa3BMYaHO CUNBbHUX

nagiHb abo yaapis BiH NOBUHEH NPOXOAUTU NepeBipKy iMnnaHTary.

2.2 IHCTpyMeHTH

2.2.1 3aranbHi iHCTPYKLUIi 3 TEXHIKK 6e3neKu

(1) IHcTpymeHT INTERCUS po3po6neHo 3a HOBITHIMW TexHoMoriAMn Ta
BM3HaHVMM NpaBuiamu iHxeHepHoro mucteuTsa. OpHak ixHio 6e3nexy
Ta (PyHKUiOHaNbHICTb MOXHA rapaHTyBaTu nuvwe B TOMy BUMNAAKY,
AKLLO Xipypr BpaxoByBaTMMe HaBeAeHi B LbOMYy apKyLli iHCTPyKLUii Ta
[OTPVMMYBaTUMETBCA iX.

(2) Xipypr noBuHeH O6yTv O06i3HAHUM Yy MUTAHHAX BUKOPUCTaHHA
iHcTpymenTiB INTERCUS, a TakoX 3HaTu Cy4acHUi CTaH Hayku Ta
TEXHIKN.

(3) YcknapgHeHHA, AKi  MOXYTb  BUMHUKHYTW  4epe3  HenpasBuiibHe
BMKOPUCTAHHA, Hanexartb A0 cdepu BignoBifanbHOCTI Xipypra; Taki
3BUHYBa4YeHHA B OiK BMPOOHMKA 4M MOCTayvasibHUKa iHCTPYMEHTIB
INTERCUS He npuiimatoTbeA.

(4) TMepen KOXHWM BUMKOPUCTAHHAM Xipypr MOBMHEH MEepecBiguMTuCA B
ideanbHOMy CTaHi iHCTPYMEHTIB.

(5) IHCTpymMEHTM 4M akcecyapu 3 TOCTPUMWM KiHYMKamu (Hanpvknag,
Tpoakap) abo i3 WapHIpHUMK 3'€OHAHHAMWU (Hanpuknag, Lwinui)
CTaHOBNATb PU3MK TPaBMyBaHHA (MPOKOJMIOBAHHA 4YM 3aLLEMJIEHHS)
KopuCTyBaya abo MOLLIKOAXKEHHSA MOro pyKaBMUYOK.

2.2.2 [pu3HayeHHA

IHCTpyMEHTH INTERCUS BiQnoBigarTh cTaHaapTy AO Ta
BMKOPUCTOBYIOTbCA AJ1A BCTAHOBMIEHHA UM BWUOANEHHA iMMNaHTaTiB Ha
ocHoBi NpuHuMniB AO LwoA0 NOBOAXKEHHA 3 nepenioMamu. Bukopuctosytoun
BMPIO, 3BEPHITb yBary Ha MOro UifboBe MNPU3HAYeHHs, iHhopmaio npo
po3mipun Ta TUN 3’egHaHHA (Hanpuknag, Ana BUKPYTOK), Wwobu 3abesneqnTn
BVKOPUCTAHHA 3a npu3HadveHHAM. Llo iHdopmaLiio BKa3aHo B MapKyBaHHi
BMpPOGiB.

23 OGepToBi iHCTPYMEHTHU

2.3.1 3aranbHi BKasiBku

Lli Bupoby € 06epToBUMUN IHCTPYMEHTaMK, AKi B MOEAHAHHI i3 CYMICHOO
NMPUBOLHOIO CUCTEMOIO BUKOPUCTOBYIOTbCA ANA BUOANEHHA KiCTKOBOrO
matepiany. Bupobn HeobxigHO BMKOPWCTOBYBATW NMLE 3 BiAMOBIAHOK
NPVBOAHOIO CUCTEMOIO Ta 3riAHO 3 HaBeAEHO TyT iHdopmMaLieto.

Brpo6y MOBWHHI BMKOPUCTOBYBATWUCA fUWE JiKapAMK, AKi NPOMLLIv
niAroTOBKY 3 3aCTOCOBYBAHOI XipyprivyHOi ANCLMNIIHW Ta 3arasibHO BU3HaHe
HaBYyaHHA LWOAO BIANOBIOHMX Mpoueayp 3 YypaxyBaHHAM BiAnoBiAHOI
nitepatypu. 3okpema, nikap MOBMHEH BU3HAYUTW CTYMiHb TpaBMyBaHHA
a60 3MiHN TKaHUHK, AKi NOTPEBYIOTb XiPYPriYHOro NiKkyBaHHA, Ta BUSHAYUTH
BiAnoBiAHy XipypriuHy npoueaypy. Lle ocobnmBo BaxnvMBo 3a HaABHOCTI
CYMYTHIX 3axBOPIOBaHb Y NALIEHTIB, AKi MOXYTb OOMEXUTU BUKOPUCTAHHA
06epTOBYX IHCTPYMEHTIB.

2.3.2 TpusHa4vyeHHA

KicTKoBi cBepana BUKOPUCTOBYIOTbCA A/1A CBEPANIHHA HACKPI3HUX OTBOPIB
i OTBOPIB Nif, Pi3bby A51A KICTKOBUX FBUHTIB, & TAKOX /1A PO3CBEPAJI0BAHHA
KICTKOBO-MO3KOBOI MOPOXXHWHW A/1A BBEAEHHA iIHTpameaynApHUX KiICTKOBUX
uBAxiB.

Mpr3Ha4eHHA BUPOBY BKa3aHO B MapKyBaHHi (Ha eTukeTL).

2.3.3 3aranbHi npaBuna NOBOMKEHHA

O6epTOBi IHCTPYMEHTU MOXXHa BWKOPWCTOBYBATW NWLLE 3 BiANOBIZHUMU
NPUBOOHVMW  CUCTEMaMmV  3riJHO 3 HaAaHol B LbOMY  [OKYMEHTI
iHhopmauieto. HeobxiaHO nepekoHaTUCA B TOMY, LIO BU BUKOPUCTOBYETE
Ve CyMIiCHI TUNW 3’eQHaHHA (Hanpuknag, mMydTy LWBUAKOrO 3’€AHaHHA,
TPUKYTHUIA Ban, LUNIHAPUYHWIA Ban, MydTy 3 3y6LIEBUM 34YEMNIEHHAM).
[Mepen KOXHMM  BMKOPUCTAHHAM  3aBXAu nepesipAniTe 06epToBi
iHCTPYMEHTU Ha 6e3[,0raHHMIN TEXHIYHUIA CTaH | CTePUNbHICTb.

Ob6epToBi iHCTPYMEHTU 3 Oyab-AKMM BUOOM MOLKOOXEHb NiANAralTb
BMOPaKyBaHHIO Ta 3a 3arasibHUM NPaBMIOM He NOBUHHI BUKOPUCTOBYBATUCA.
O6epToBi IHCTPYMEHTU HEOOXidHO BCTaBMATM B Na3 NpuBOAy OO YMOpy.
lMepen BBedeHHAM B ekcnyartauilo nepesipTe HaAiVHICTb KpinaeHHA
iHCTpyMeHTa.

Lli 06epTOBi iIHCTPYMEHTV He npuaaTHi Ana 06pobku MeTanesnx maTepianis
(Hanpuknap, cTanesunx cnnasis).
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2.3.4 3ycunnAa npuUTUCKaHHA

He nputuckanTe iHCTPYMEHT i3 HaAMIPHMM 3YCUMAM, OCKINIbKK Lie MOXe
CMPUYUHUTI TEPMIYHUI HEKPO3 TKaHUHW.

HagmipHe  3ycunnA  NpUTUCKaHHA  CKOPOYye  TepMiH  ekcnyatadii
IHCTPYMEHTIB, a B KpaWiHix BunaaKax npussoanTb 40 NMOSIOMKY IHCTPYMeHTA.

2.3.5 TennosupaineHHa

3a 3araslbH/M NpPaBMIOM HEMOXJ/IMBO YHUKHYTW YTBOPEHHA Tenna B
06epTOBUX IHCTPYMEHTAaxX, ane HeobXiAHO NiATPUMYBATU TEMNOBUAINEHHA HA
AKOMOra HUXXYOMY PiBHi. [pr4MHamMmn NOCMNEHOro TENIOBUAINIEHHA MOXYTb
OyTW 3HOLWEHHA Ta 3aTynyeHHA 00epTOBWX IHCTPYMEHTIB, HefoCTaTHE
BUOANIEHHA YTBOPIOBAHOI KiCTKOBOI CTPYXKW, Yepes Lo pi3asnibHi KPOMKM
MOXYTb 3abUTUCA 1 NepecTaHyTb BiflbHO npauiosaTtu. Lle nogosxye vac
poboTn Hap, KicTkoto. MNiaBuLLEeHe BHACNIAOK LbOro TenJ0BUAINEHHA MOXe
Npr3BeCTU A0 HE3BOPOTHOMO MOLUKOAYKEHHA KiCTKOBOI TKaHUHM (TEPMIYHNIA
HEeKpOo3), a TaKOX CKOPOTUTU TEPMIH eKcrinyaTauii iHCTpyMEeHTIB.

2.3.6 TMokasaHHA

O6epToBi IHCTPYMEHTW MOBMHHI BUKOPUCTOBYBATUCA 3@ MPU3HAYEHHAM
a6o BignosigHo 0o ctanpapty AO. BoHn npautoioTb 3a NPUMHLMMNOM 3HATTA
CTPY>XKM HebaXkaHOro KiCTKOBOro mMatepiany abo BUKOPUCTOBYIOTLCA ANA
niaroToBKM MicuA A1A BCTAHOBMEHHA iMNNaHTaTiB.

2.3.7 TpoTunokKasaHHA

Y 6inbwocTi  BUNAOKIB  MOXMBI  YCKNaAHEHHA He  noB’A3aHi
6esnocepefHb0 3 BUKOPUCTAHHAM IHCTPYMEHTIB, a LWBUALe BUKIUKaHI
HenpaswibHUM BUOOPOM IHCTPYMEHTIB, & TaKOXX HETOYHMM MOBOOXKEHHAM
i po3MileHHAM iMnnaHTaTtisB. Y MOOAMHOKWX  BUMAOKax  Moxe
crnocTepiraT1caA rinepyyTNMBICTb | anepriyHi peakuii Ha NeBHi AOMILLKN, AKi
BUKOPUCTOBYIOTbCA AN1A NleryBaHHA maTepiany.

Kpim Toro, nauieHTn 3i cneumdiyHMMM 3axBOPIOBAHHAMMW KiCTKOBOI
CTPYKTYypu (TakMmm AK OCTeomnopos, pecopbuiA KiCTKOBOI TKaHWHW)
noTpebyloTb iHOMBIOyanbHOro nikyBaHHA. [licnA  BTpyYaHHA MOXYTb
BUHWUKHYTW paHHi abo nisHi rnboki Ta/abo nosepxHesi iHekLii.

2.3.8 TepeBipka nepepn BUKOPUCTAHHAM

KoxeH kopucTyBay iHCTPYMEHTIB 3000B’A3aHUA nepeBiputn ix Ha
HaABHICTb 3MiH, TPilWMH abo MOLWKOAXKEHb, AKI MOXYTb BYTU CrPUYMHEHI
HenpasWbHUM TPaHCNOPTYBaHHAM, 36epiraHHAM abo 06pobkolo nepen
BMKOPUCTAHHAM.

2.4 3aranbHi BigomocTi

2.41 YwmoBu 36epiraHHA

Ocob6mBuMx BUMOT LWOA0 36epiraHHA HecTepubHNX BUPO6iB Hemae. OgHak
[0 BMKOHYBaHOi KopucTyBayem o6pobkun HeobxigHo 36epiratv BMpPOOWU B
OpUriHanbHiN ynakosLi B NPUMILLEHHI 3 HOpMabHUM KniMaToMm, Adatoum npo
3aXUCT Bif, MPAMUX COHAYHUX NMPOMEHIB | MEXaHI4YHNX NOLUKOAXKEHb.
CTepunbHi BUpoby HeobxiaHo 36epirat B KOHTPONboBaHux ymosax (10-25
°C; BigH. BONOricTb 25-75 %). 3axuwante BMpobn Bif, NPAMUX COHAYHUX
NPOMEHIB | MeXaHi4HMX MOLIKOAXKEHb.

HeobxigHO yHMKaTV KonmBaHb TemnepaTypu, Wob YHUKHYTU YTBOPEHHA
KOHAEHcaTy Ta CrpPUYMHEHOr0 HAM KOPO3INHOIO NMOLUKOAXEHHA.

2.4.2 Incpopmauin

[inA oTpumMaHHA JoAaTKOBOI iHdopMmaLii 3BepHITLCA A0 NocTavasnbHuKa.
[usiTbcAa Homep napTii (LOT), BKaszaHuin Ha eTukeTui Ta/abo Ha BrMpobax
TakUM YUHOM:

LOT XXXXXX;
abo
LOT SXXXXXX.

2.4.3 TexHika 6e3neku Ta BianoBiaanbHiCTb

lMepen  BuUKOpUCTAHHAM  KopucTyBay  3000B’A3aHWIA  Mig  BracHy
BiANOBIAANbHICTE NEpPeBIpUTU BUPOOW Ha NPUMAATHICTb | MOXUBICTb
BUKOPWCTAHHA 3a MpWU3Ha4YeHHAM. BukopucTaHHA BUPOGIB HanexuTb
0o cepu BignosiganbHocTi kopuctyBada. INTERCUS GmbH He Hece
mMaTepianbHOi BignoBiganbHOCTI 3a 6yAb-AKY MOB’A3aHy 3 UMM KoY.
YceniwHicTb onepadii rapaHTy€eTbCA NnLe 3a YMOBU HANEXHOro NOBOOXXEHHA
3 Bupobamu.

2.5 MosTopHe BMKopucTaHHA BUpo6iB INTERCUS
MepuuHi  BMpobuW, npu3HayeHi ONA O[HOPa3OBOro BUKOPUCTaAHHA
(Hanpuknag, iMnnaHTaty abo BMpO6W, WO MOCTAYaloTbCA CTEPUSTbHUMM),
No3HaYeHi HaBeaEeHNM HUXKYE CMMBOIOM Ha €TUKETL.

® Lli BMpo6y¥ npusHayeHi Ana 04HOPa30BOro BUKOPUCTaHHS.

[MoBTOpHE BMKOPUCTAHHA IMMNNaHTaTIB, AKi KOHTaKkTyBanuM 3 KpOB'lO
nauieHta abo 3 iHWUMKM pigMHaMXU OpraHiamy, 3ab60pPOHEHO, OCKIiNbKM
NOBTOPHE BUKOPUCTaHHA 3abpyOHEHNX iMMNaHTaTiB CTaHOBUTb PUSUK.
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V pasi noBTOpHOro BukopucTaHHA imnnanTatie INTERCUS komnaHia
INTERCUS He MoXe rapaHTyBaTun 36epexXeHHs MexaHi4HuX BlacTUBOCTEN
BMPOOY Yepes nonepefHe HaBaHTaXKEHHA, 3HOLIEHHA ab0 NOLWKOAXKEHHS.
Bupobu, AKi He no3Ha4yeHo HaBefeHUM BULLE CUMBOJIOM, MOXHa
BMKOPUCTOBYBaTU MOBTOPHO. Lle 3Bu4yaiiHi Ta 06epToBi iHCTPyMEHTH, a
TakoXX cuctemmn 36epiraHHA/Habopu. HeobxigHOI yMOBOKO MOBTOPHOrO
BUKOPUCTAHHA € BiACYTHICTb NOLIKOAYKEHb i 3abpyaHeHb BUpoby. Bupobu,
npupatHi anA 6aratopa3oBoro BWKOPUCTAHHA, MiONAraloTb HaneXxHin
06pobLi nepen KOXHUM BUKOPUCTaHHAM.

Bupo6HUK He Hece >KOAHOI BiANOBIAANBbHOCTI B pasi MOpYyLeHHA umX
iHCTPYKLU,i.

INTERCUS He BM3Hayae MaKcuMasbHy KinbKiCTb pasiB MOBTOPHOro
BMKOPUCTaHHA BMPO6IB, NpuaaTHUX AnA 6aratopas3oBoro BUKOPUCTaHHA
(BuHATOK: INTERCUS pekomeHaye BUKOPUCTOBYBATU KICTKOBI cBepana He
6inblue gecATU pasis). TpuMBanicTb BUKOPUCTAHHA BUPOGIB 3anexuTb Bif
6araTbox (hakTopiB, TaKMX AK:

* XapakTep i TpMBasiCTb OKPEMUX BUNAAKIB BUKOPUCTAHHS;

* MOBOAXKEHHA 3 BUpOo6amu nif, 4ac BUKOPUCTaHHA Ta MidK onepaviAMu.
Harikpalumii cnocié BU3Ha4eHHA TepMiHy KOPUCHOrO BUKOPUCTaHHA BUPOGIB
— MpoBOAMUTM peTenbHy nepesipky Ta yHKUioHanbHe BUNPOOYyBaHHA
nepen BUKOPUCTAHHAM.

3. Matepianu
3.1 ImnnaHTaTtun

Vei imnnantatn INTERCUS BurotoBneHo 3 tutaHy (ISO 5832-2, ASTM
F67) abo 3 TuTaHoBoro cnnasy (ISO 5832-3, ASTM B265, ASTM F136) 3
aHopyBaHHAM, abo 3i ctani anA imnnaxTaris (ISO 5832-1 ASTM F138; ASTM
F139 abo ISO 5832 -9). Yci TuTaHoBi Ta cTanesi maTepianu € 6iocymicCHUMU,
CTINKUMM [0 KOpO3ii, HEeTOKCUYHUMMK B 6i0NOrYHOMY cepefoBuLLl Ta
HedbepomarHiTHUMK.

3.2 IHCTpYMEHTH

IHCTPYMEHTM BUrOTOBSIEHO 3 HepyKaBitoyoi cTani, NnacTuky (Hanpuknag,
Byrneuesoro nnactuky, NMEEK, MM, NM®CY; cunikoHy, Bayblend M850XF,
Ixef GS-1022 WHO1) abo antomiHito.

4. [locTynHi Ha PUHKY HECTepUsbHi BUPOGHU
4.1 3aranbHi BigomocTi

Lleii posgin iHCTPyKLji 3 3acToCyBaHHA CTOCYETbCA NULIE OOCTYMHUX Ha
PUHKY HecTepunbHux Bupobis INTERCUS.

[ocTynHi Ha pUHKY CTepunbHi BUpo6u B >koaHoMy pasi HE notpebyioTb
06pobKM 3 60Ky KopucTyBaya.

Brpo6bHUK ouunwiae [oCTynHi Ha pUHKY HecTepunbHi Bupobu INTERCUS
y cepTudpikoBaHii cuctemi ouuileHHs, ynakosye ix y HECTEPWUJIbHY
3aXMCHY YNakoBKy Ta MOCTaBnAe KopucTysady. Lo 3axvcHy ynakoBky
HeobXxigHO BMAANUTWN nepen obpobkot. KopucTyBay NOBUHEH OYUCTUTH,
npoAesiHdikyBaTu Ta CTepunisyBatu BUpoou.

Brpobu HeobxioHO 36epiraTv B He BiOKPUTOMY CTaHi B OpuriHanbHii
yNakoBLii; 3aXMCHY YyrNakoBKy MOXHa 3HiMaTu nuwe 6e3nocepenHbo nepen,
06po6KOIo;

MicnA KoHTakTy 3 nauieHToMm abo B pasi 3abpyaHeHHA BUpPOOY,
npu3Ha4YeHoro Aaa OJHOPa30BOr0  BUKOPUCTAHHA  (Hanpuknag,
iMnnaHTaTiB), MOBTOPHE BUKOPUCTAHHA 3a60POHEHO.

41.1 OcHOBHiI iHCTPYKLUii WoOA0 06p06KYU BUPOGIB

INTERCUS
Ha Bcix etanmax o06po6kM Heo6GXiAHO [OTPUMYBaTUCA OCHOBHUX
iHCTPYKUil, BUKNaAeHUX y LiboMy po3aini!
Mpouenypa 06pobku (npouec oumlieHHA, AesiHdekuii Ta cTepunisadii)
onucaHnx TyT HecTepunbHUX BUPOGIB npoiwna BUNpobyBaHHA Ta 6yna
cxBaneHa komnanieto INTERCUS.
Ocoba, wWo 3giicHioe 06pobKy, BionoBiganbHa 3a OOCArHEHHA 6aXkaHoro
pesynbTaTty nig Yac akTuyHoi 06pobky BMPOGIB. OnA LpOro HeobXxigHo
NpoBOAUTW MEpPeBipKM Ta 3AiNCHIOBATM 3BUMYAHUIA KOHTPOSb MPOLECY.
TakoXX HeobXioHO peTefibHo ouiHioBaTKU Oyapb-AKi  BiOXWNneHHA Big
HafaHuX IHCTPYKLUiA 3 06pOoBKM 3 MOrnAQy iXHbOro BRMMBY Ta MOXJ/IMBUX
HeCnpuUATANBUX HACNIAKIB.
A EdbekTrBHE ounLleHHA Ta Ae3iHdeKLiA € HanBaXXMBILLIMMKM YyMOBaMU
edeKTMBHOI cTepunisadlii.
A MpoBoanTM nuWwe pyyHe OuuvleHHA Ta [AesiHdekuiio Bupobis
INTERCUS 3a6opoHeHo!
PekomeHayeTbcA 3ailicHioBaTU NOBTOPHY 06pPO6KY iHCTPYMEHTIB AKOMOra
LWBMALLE NicnA iX BUKOPUCTaHHA (< 6 roguH).
HeobxigHo 3ailicHioBaTy nonepenHio 06pobKy AnA ounLEeHHA/aes3iHdeKLUii.
3a 3aranbHUM npaBwnoM anAa 3abe3neyveHHA CTEepUNbHOCTI OKpeMux
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KOMMOHEHTIB Mif, Yac BUKOPUCTaHHA HeOOXiAHO [OTPUMYBATUCA HABEOEHNX
HWXXYe NpaBw (B paMKax BaLloi chepu BianoBiganbHOCTI).

+ 3acTOCOBYNTE NMLIE HaNeXHMM Y/MHOM 3aTBEPXEHi BiAnoBigHO A0
NpPUCTPOIO Ta BUPOBY NpoLeaypy ounLLeHHA/ae3iHdeKLii Ta cTepunizadii.
+ PerynapHo o6cnyroByinTe Ta nepesipAiTe BUKOPUCTOBYBaHI MPUCTPOI
(NpvCTpin AnA o4nLLeHHA Ta AesiHdekLii, cTepunisaTtop).
* Y KOXHOMY LMK AOTPUMYMTECA 3aTBEPOXKEHNX i/ab0 peKOMeHO0BaHNX
BMPOGHMKaMW napameTpis.
[oTpumyiiTecA 3akoHOAaBYMX HOPM, AKi AiI0Tb Yy Balwii KpaiHi, a
TaKoX ririeHiYHMX Npunucie nikapHi. 3okpema, Le CTOCYETbCA Pi3HUX
BMMOT 00 edpeKTUBHOI iHakTuBaLii NpioHiB. AKLLO BMPIG KOHTaKTye
(abo AKWO icHye nigo3pa KOHTaKTy) 3 natoreHamu, AKi BaXkKo
fiarHocTysaTtu, TakuMmn AK Pi3Hi BapiaHT xBopobu KpoiudensaTa-
Akoba, komnaniA INTERCUS pekomeHaoye BigMOBUTUCA  Bif,
BMKOPUCTaHHA BMPOOIB.

f YacTo BMKOHyBaHa MoBTOpHa 06pobka mano BMMBaE Ha XipypridHi
BUpPo6U. TepMmiH cny>k6u 3asBuyail BU3HAYAETLCA 3HOLUEHHAM i
MOLIKOZXEHHAM Mif, Yac BUKOPUCTAHHA BUPOOY.

4.1.2 Muroui/pesiHdikyrodi 3aco6u Ta npucTpoi

Bubupatoun nepepbaveHi OnA BUMKOPUCTAHHA MUIOYi Ta AesiHdikytoui

3acobu Ta NpUCTPOI, HEOHXiAHO cniaKyBaTy 3a TUM, LWO6:

BOHM Bynn NnpuaatHMK OnA nepenbadveHoro 3acTocyBaHHA (Hanpuknag,

ONA OYULLEHHA, Ae3iHeKUii, yNbTpasByKOBOrO OYMLLEHHA MeOVYHUX

BMpOGIB);

MUIOYi Ta Ae3iHgiKytodi 3acobu He MICTUAN anbaerifis (B iHWoMmy pasi

6yne 3adikcoBaHO 3abpyAHEHHA KPOBI);

BOHW Manu [oBefeHy edeKTUBHICTb (Hanpuknag, ponyck VAH/DGHM

abo FDA, a6o mapkysaHHA CE);

MUIoYi Ta AesiHgikytodi 3acobu 6ynu npupgatHi OnA BUKOPUCTaHHA 3

BMpobamu Ta CyMICHi 3 HUMU (AMB. TakoX po3ain 3 «Martepianun»);

+ AOTPUMYBATUCA BKa3iBOK BMPOOHMKA, HanpuKnag LoAo KOHUeHTpauii,
yacy BUTPUMKM Ta Temneparypu.

INTERCUS pekomeHaye BUKOPUCTOBYBATU LLOWHO MPUrOTOBAHI PO3YMHU
ONA OHYULLIEHHA Ta Ae3iHdeKLii.

Binbl getanbHy iHhopmaLito Npo onTUMasbHi NigXoxi 3acobu AnA M'AKOro
OYMLLEHHA Ta Ae3iHdeKLii MOXXHa oTpuMaTn y BUPOOHUKIB BiAMOBIAHMX
3acobiB A/1A o4MLLEHHA Ta AesiHdekLii. [leAKnx BUpobHUKIB, po3TalloBaHNX
y Himewuunni Ta LUBenuapii, BkasaHo HUXYe.

+ Chemische Fabrik Dr. Weigert GmbH & Co. KG, Nambypr, HimeyunHa
- Ecolab Deutschland GmbH, Oioccenbgopd, HimevunHa

+ Schiilke & Mayr GmbH, HopaepwTenT, HimeuunHa/Lltopix, LLseliuapia
- Johnson & Johnson MEDICAL GmbH, HopgepwreaT, HiveuunHa

+ Bode Chemie GmbH & Co. KG, Nambypr, HimeuunHa

4.1.3 [JonomixHi 3aco6u anA nonepeaHbLOro/0OCHOBHOIO
OYULUEeHHA

V >opgHomy pasi He ouunwyrTe Bupobu INTERCUS meTaneBumu wwitkammn

abo cTaneBoto BaTO; iHAKLLE MOXHA MOLUKOAUTI MaTepian.

VY AKOCTi AONOMIDKHUX 3ac06iB BUKOPUCTOBYINTE YNCTY TKaHWHY 6e3 Bopcy

Ta/abo M’AKi WiTKW. [InA 06pobKn KaHNboBaHUX BMPOGiB Ta/abo BMPOGIB

i3 MOPOXHWHaMW BUKOPUCTOBYNTE CTPWOKHI ONA OYULLEHHA, WiTKW AnA

NAAWOK i/ab0 0AHOPa30Bi WNPUUM 3 BiAMOBIAHUMM KaHIONAMU B AKOCTI

Hacagku.

4.1.4 [onomiXHi 3aco6u ANA CyLlWiHHA

KomnaHia INTERCUS pekomeHOye BMKOPUCTOBYBATU [AfA  CYLUIHHA
OfHOpa30Bi NanepoBi pyLHVKN 6e3 Bopcy abo CTUCHEHe NOBITPA MeANYHOI
AKOCTI.

4.1.5 Axictb BOAM

KomnaHia INTERCUS pekomeHaye BUKOPUCTOBYBATU Ha eTanax O4uLLEHHA,
nesiHdekuii Ta 3aBepLIanbHOro NPOMUBAaHHA AeMiHepanizoBaHy i o4nLLEHy
(neioHizoBaHy) Boay. 3a HeobxigHocTi INTERCUS pekomeHaye nepesiputu
BMICT €HOOTOKCUHIB Yy BOAIi, WO BUKOPUCTOBYETHCA ON1A 3aBepluasibHoro
npommBaHHA (TepMmivyHa aesiHdekuia), wobun 3abesneynTn OOTPUMaHHA
HaLjioHabHNX ab0 MiXKHapPOAHWUX HOPM.

Bucoki koHueHTpauii MiHepanis i/abo 3abpyOHEHHA MikpoopraHiamamu
TOWO MOXYTb NPU3BECTM OO0 MOABM MAAM Ha BUpobax abo 3MEeHLUTN
e(PeKTMBHICTb OYULLIEHHA Ta 3He3aparkeHHA.

4.1.6 CrikicTb maTepiany

Yci npupatHi anAa noBTOpHOI 06pobku Bupobu INTERCUS moxyTb
nigaasaTucA BNAvBY Temnepatypu He suwe 137 °C (278 °F).

Mip, yac Bnbopy MuoUMX i aesiHdikyroumnx 3acobis HeobxiaHO BpaxosysaTu
HaBeAeHi HUXXYe 3acTepeXKeHHs.
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Martepian He pekomeHpoBaHo
AntomiHin * 0[HI ab0 Ny>KHi KOMMOHEHTU UM CONMi BaXKKNX
(enokco- meTanis (Hanpvknag, pTyTi)

BOAA HU3bKOI AKOCTI, MY>KHi 04KLLYyBaYi, KNCNOTHI
3acobv HerTpanizauii

BaHU, aHOOO-
BaHWI TOLLO)

Konbopose
KOpyBaHHA

BCi OKUCMIOBabHI KNCNOTU (Hanpuknag, as3oTHa,
cipyaHa, wasnesa kucnora), H,0, (nepeknc BoaHI0)
3aHa[To BUCOKA KOHLEHTpauiA 3acobis anA
OYMLLEHHA Ta Ae3iHdekuii

Hepxxasitoua BMCOKi KOHLEeHTpaLii xropy

cTans * Wwaenesa KucnoTa
* nepekuc BoaHio (H,0,)
Tutan/ * BCi OKMCIIOBAsIbHI KUCNOTU (Hanpuknag, as3oTHa,
TUTaHOBI cipyaHa, wasnesa kucnorta), H,0, (nepeknc BoaHi0)
cnnasun
4.1.7 MoHTaX/aeMmoHTax

[nA 0QHOKOMMOHEHTHUX IHCTPYMEHTIB po36MpaHHA He € HeobXigHMM abo
€ HeMOX/MBMM. bBaraTOKOMMOHEHTHI iHCTPYMEHTU nepen, OYULLEHHAM
HeobXxiaHO po3ibpaTy Ha OKpeMi HacTUHW.

4.1.8 |HWIi BKasiBKu

NasepHe MapKyBaHHA BUPOGIB MOXKE 4aCTKOBO ab0O MOBHICTIO 3HUKHYTU
nicnA 06pobku 3acobamu Ana 6a30BOro OYNLLEHHA, AKI MICTATb (HOCAOPHY
KUCNoTy abo (PTOPUCTOBOAHEBY KUCMOTY; Lie TakOX MOXe MOoripwmTu
iX dyHKUiOHanbHICTb. Y LpbOMy BMNAAKY BiAMNOBIAHWIA BUPIO BBaXKaeTbcA
3HOLUEHMM i nignArae ytunisadii.

4.2 MiarotoBka Ao o4MweHHA, Ae3iHdekuii Ta
cTepunisauii

Po3knapaHHA Ta NiarotoBKa iHCTPYMEHTIB nicnA
onepaduii

MepLui Kpokn HanexHoi 06poBbKM BUKOHYIOTbCA BXXE B OnepauiiHin KiMHaTi.
AKWOo ue MOXMBO, Mepw HiK BigKIagatu iHCTPYMEHTU AnA o6pobKu,
HeobXxioHO BupanuUTU rpybi 3abpydHEHHA, 3anvWKW MicnA remocrtasy,
OesiHdikytoui 3acobu Ta mMacTuna AnAa LWKIipW, a TakoX iaKi NiKapcbKi
3acobun. Po3knapatoum iHCTpyMeHTM Ana 06pobku, byabTe obepexHi: rpybe
«CKUAAHHA» IHCTPYMEHTIB MOXe MOLKOANTH iX (Hanpuknag, aedopmysatmn
YN NOLIKOAMUTM iX, 30KpemMa HaKOHeYHUKM). TOMy BaXXKIMBO CRigKyBaTh 3a
HaNeXHUM PO3MILLIEHHAM IHCTPYMEHTIB y cucTemax 06pobKu N yHUKaTh
Ha/MipHOro HaMoOBHEHHA NOTKIB AN1A IHCTPYMEHTIB.

Akwo ue MoxnuBo, cnif BipAasaTW nepesary Cyxin ytunisauii nig yac
TpaHCropTyBaHHA [0 BiAAiNY ouulieHHa/cTepunisauii. Y pasi Bonoroi
yTuniszauii iHCTPYMEHTU HeobXigHO MNOMICTUTU Yy BIAMOBIAHWA OYUCHWIA
PO34MH HeramHo nicnA onepadwii.

Mpu ubomy 060B’A3KOBO:

+ po36epiTb 6araTOKOMMOHEHTHI IHCTPYMEHTW (Hanpuknag, A[AaTtyiku
FNBUHN, 3HIMHI PYYKK, BTYSIKW 1A BUKPYTOK TOLLO) Ha OKPeMi 4acTUHN
nepep nornepeaHbL0t0 06pobKOoLO;
BiAKPUATE  LWAPHIPHi  IHCTPYMEHTH
3aTuckaui, Wmnui ToLwo);

noKpuiTe BCi NOBEPXHi (KaHaBKW, OTBOPW, KaHanu TOLO) AOCTaTHLOO
KiNbKICTIO pO34MHYy B pasi Bosioroi yTunisadwii.

HeobxinHo 06po6nAaTY BUpobu AkomMora weuguwe (< 6 rog), wobwu 3anobirtu
BUCKXaHHIO 3aJIMLLKIB KPOBI TOLLO Ta He nepeBuLLlyBaTy Yac 06pobku B pasi
BOJIOroi yTunisauii (icHye py3nK NOWKOAXKEHHA maTepiasy).

4.2.1

AKOMOra lumplie (Hanpuknag,

4.3 OuuweHHA Ta gesiHdekuin
[inA BCiX IHCTPYMEHTIB, AKi € a60 MOXyTb 6yTn 3abpyaHeHnmn, INTERCUS
pPEKOMEHAYE BMKOHYBATK MOMepeaHe pyyHe OYULLEHHA nepepn MalunHHUM
OYULLEHHAM | Ae3iHeKLUieto.

C lMpoBoANTM nuWe pydyHe O4YMLEHHA Ta [Ae3iHdekuiio BMpobis

INTERCUS 3a6opoHeHo!

PogsibpaHi  iHCTpymeHTM Ta cucTemu  36epiraHHA  3anuwaloTbeA
[EMOHTOBaHUMWN [NA BWKOHAHHA MOAAMBLIOTO MPOLECY OYULLEHHA Ta
nesiHdexduii.

4.3.1 PyuyHe nonepepHe OYULLEHHA

[Mip yac nonepegHLOro PyYHOro OYMLLEHHA 3BepTanTe 0cobnuBy yBary Ha
OTBOPW, KaHanu, KaHaBKM Ta MNOBEPXHi WapHipis!

Ce0197
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4.3.1.1 MiproTtoBka

4.3.1.1.1 IHCTpyMEHTN

OunctbTe posibpaHi Ta BIOKPWUTI IHCTPYMEHTW MiA MPOTOYHOIO BOAOIO.
[oTpumyiiTecA HaBedeHNX HXKYE IHCTPYKLI.

Bupanite BuAuMMI 3abpyAHEHHA M'AKOIO MNACTMKOBOKO LUITKOK, AKa
Bignosigae poamipy Bupoby (Hanpuknap, BupobHuuTBa INTERLOCK
Medizintechnik GmbH, www.interlockmed.com, BUpo6Un anAa
LeHTPani3oBaHoro nocTa4yaHHA CTepusibHnX BUpobiB).

4.3.1.1.2 Cuctemu 36epiraHHsA iMnnaHTaTiB Ta/abo iHCTPYMEHTIB

3AiiicHITL nonepefHE OYWLLEHHA cucTeM 36epiraHHA iHCTPYMEHTIB nig

NPOTOYHOKO BOAOI0, AOTPUMYKOHUCh HABEAEHUX HIDKYE BKa3iBOK.

+ BuiimiTb i3 cucTem 36epiraHHA 6y ab-AKi HAABHI iIHCTPYMEHTW; CUTa NOBUHHI
6yTN NOPOXKHIMN.

+ 3a MOXJIMBOCTI 3HIMIiTb KPULLKY CcUCTeMU 36epiraHHA.

+ PeTenbHO o4ncTbTe OKpeMi aeTani nig NPOTOYHO BOAOH.

3AiricHiTE NonepeaHe OYNLEHHA cucTeM 36epiraHHA Mifg NPOTOYHO BOAOIO,

[OTPVMYIOHNCh HAaBEAEHNX HXKYe BKa3iBOK.

+ CnoyaTky peTesibHO MPOMUiATe iX y 3aKpUTOMY CTaHi.

+ Bunmitb 6yab-AKi BUPO6Y i3 crcTem 36epiraHHA.

+ AKWO Ue MOXIMBO, 3HIMITb KPULLKY cucTemn 36epiraHHa imnnaHTaTis
ab0o 3a HeobXiAHOCTI MPOMUITE LIAPHIPHI €N1eMeHTH; y XXO4HOMY pasi He
3HIManTe py4Ku.

+ PeTenbHO o4ncTbTe OKpeMmi aeTani nig NPOTOYHO BOAOH.

4.3.1.2 MNpouenypa nonepeaHbLOro Py4HOro OYULLIEHHA

A [nA o4nlieHHA [HCTPYMEHTM Ta cuctemu 36epiraHHA HeobXioHO
BiAKpUTK ab0 posibpatu, AKLLO Lie MOXXnBO!

+ Moknapite BMPO6M Ha 15 XBWUAWH B YNbTPasBYKOBY BaHHYy 3 MUIOYUM

3acobom (Hanpuknapg, Neodisher septo Pre Clean; 2 %, Dr. Weigert; piBeHb

pH He 6inblue 11).

[oTpumyiiTecA HaBeoeHUX HXKYE IHCTPYKLIN.

- BukopucToByiiTe nuLie CBixXKi pO34MHN.

- OopaBainTe BignoBiaHMIA MUIOYMIA 3acib6 abo KOMbGIHOBaHWIA 3aci6 ansa
pesiHdekuii Ta OYMLLEHHA.

MigrotoBka ynbTpas3BYKOBOI BaHHW 3AJIACHIOETbCA BIAMOBIAHO [0
iHcbopmaLii BUpobHMKa (TemnepaTtypa, KOHLEeHTpauifA TOLO).
YnbTpasBykoBa 06pobka 3AiCHIOETbCA BIANOBIOHO A0 pekomeHaauin
BUPOGHUMKA.

Yci KOMNOHEHTU MOBWHHI ByTW MOKPUTI AOCTATHLOK KiNbKIiCTIO pianHU
(BK/IOYHO 3 KaHaBKamMu, OTBOpaMu, KaHanamm ToLo).

CnigkynTe 3a TUM, Wobu He NOWKOAUTU OKPEMi KOMMNOHEHTU yaapamu
oAuH 06 oHoro.

OuuncTbTE BUPO6U M’AKOI NIACTUKOBO LLITKOHO.

[Mig Yac oumLeHHA NepemillyinTe pyxoMi AeTani Bnepep, i Ha3ad no AecATb

pasi, W06 O4YUCTUTU BCi AiNAHKN.

OunctbTe BeNVKi BHYTPILIHI KaHanu Kpyriow MnacTUKOBOI LLITKOIO,

pyxatouu ii Bnepepn i Hasan gecATb pasis. lNepekoHanTeca B TOMy, WO

NnacTMKoBa LWiTKa BXOAUTb Ha MOBHY OOBXWUHY KaHany.

MpomuinTe BUPOOM BOAOID MNPOTArOM LIOHANMMeHwe 1 XBUAVHU [0

BUOANIEHHA BCiX 3a/MLWKIB. [JOTPUMYIMTECA HABEAEHNX HMXYe BKa3iBOK.

- BHyTPpilwHi 06nacTi kaHoNboBaHWX BUPOGIB (Hanpuknaa, KaHinboBaHi
CcBepAsia) TakoX Heo6XigHO MpPOMUTW 3a [OMOMOroK  LNPULB i
BiANOBIAHUX KaHONEn.

KaHtonboBaHi BUpobun (BUpobY 3 MOPOXKHUHAMW, AiaMeTp AKUX MEHLUNIA
abo gopiBHIOE 1/6 OOBXMHN BUPOOY), HaNpUKNaz, KaHonboBaHi cBepaa,
HeobxiaHO 06pO6NATN ONUCAHUM HUXKYE YNHOM.

- 3a HeobXigHOCTI BBEAITh BiAMNOBIAHI WiTKM abo APOTU ANA YWLLEHHA B
KaHoMboBaHi BMpobu, o6 yCyHyTn nNpobku Ta 3abe3neduTy BiflbHUn
noTiK piguHu. lNepekoHarTecA B TOMy, WO WiTKM abo ApoTu AnA
YNLLEHHA BXOAATb Ha MOBHY AOBXWHY KaHIONIbOBAHOrO BUPOOY.

- [pomuninTe KaHLoBaHi BUPOOM 3a AOMNOMOroK OAHOPA30BOro LWNpuLa
Ta BiANOBIAHOI KaHtoni (06’em NpomMmnBaHHA He MeHwe 30 mr).

Y AKOCTi [OMOMIDKHOrO 3acoby [AnA MNPOMMBAHHA TakKoX MOXHa

BMKOPUCTOBYBATW MiCTONET Nif, NPOMUBaHHA BOAOIO Mif TUCKOM.

MicnA npommBaHHA HEOOXigHO Bi3yanbHO MNepesipuUTU BCi BMPOOW; 3a

HeoOXiAHOCTI MOBTOPKOMTE OMNUCaHWIA BULLE MPOLEC OYMLLEHHA [0

YCYHEHHA BUAUMUNX 3a6pyaHEHb.

[ante Bvpo6am BUCOXHYTU Ha 4YMCTOMy Ta 6e3BopcoBOMY Marepiani,

AKWIA MNOrnMHae BOMOTy (Hanpuknag, Ha O[4HOPas3oBOMY ManepoBOMY

6e3B0PCOBOMY PYLLUHVUKY).

4.3.1.2.1 lNonepepnxxeHHA

Ounwytoun nesa 06epToOBUX iHCTPYMEHTIB, ByapTe 0cobnmBO 06epexxHi
(icHye Hebesneka TpaBMyBaHHA!). LLIo6 yHUKHYTN HaAMIpHOrO HarpiBaHHA
TKaHWHU Ta PU3NKY [ONA KOpMCTyBaya, naujeHTa Ta CTOPOHHIX 0ci6,
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NOWKOAXKEHI Ta 3aTynneHi
BMKOPUCTOBYBATWN NOBTOPHO.
INTERCUS pekomeHaye BMKOPUCTOBYBaTWU KiCTKOBI cBepafia He binblie
[ecATu pasis.

4.3.2 MawuHHe oumLLEeHHA Ta Ae3iHdekuia

MicnAa MOXXNMBOro NonepeaHbLOro PyYHOro OYULLEHHA HEOOXiAHO BMKOHATU
MalUMHHE OYULLEHHA Ta Ae3iHdeKLUito.

Min yac BWbGOpy Ta 3acTocyBaHHA MUIOYMX | Ae3iHdikytoumx 3acobiB
HeobXxiOHO BpaxoByBaTW BKasiBkW, BUKNaaeHi B nn. 4.1.1 Ta 4.1.6.

[Ona BunpobyBaHHA MNpPOLECY MAaLIMHHOIO OYMLEHHA Ta pAesiHdexuii
komnaHia INTERCUS 3actocoByBana npuCTpili [0S OYUWEHHA Ta
nesiHdekuii Tuny HO2 (Netsch-Belimed), y aAkocTi mutoyoro 3acoby —
Neodisher MediClean forte B koHUeHTpaLii 0,8 %, a B AKOCTi HerTpanizaTopa
— Neodisher MediKlar B koHueHTpauiji 0,1-0,3 % BignoBigHO [0 IHCTPYKLIA
BMpOBHMKa (iHcTpykuia Dr. Weigert). KeanicpikauiiHe BunpobysaHHA 6yno
npoBeAeHo BiAnoBiaHO Ao iHopMauii, HaBeaeHoi B HACTYNHI Tabnuui.
Bubupatoum npucTpii AnA ounileHHA Ta AesiHdekuii, nepekoHanTecA B
TOMY, LLO BiH BiANOBIAAE rPaHNYHNUM 3HAYEHHAM, BKa3aHuM y ctaHaapTi EN
ISO 158883, i W0 npouec o4nLLEHHsA BKoYae B cebe BkasaHi HuxX4e etanu.

IHCTPYMEHTVM He MOXHa ouuwatu Ta

®daza Temnepatypa® | TpuBa- 3ayBaXKeHHA
nicTb®
OuuLeHHA — XonogHa 5 xB.
ronepenHe
NPOMMBAHHA
OuneHHs 55°C 10 xB. [opaBaHHA
— OCHOBHe (131 °F) MUIOYOro 3acoby™;
NpOMMBaHHA piBeHb pH He
6inbwe 11
HenTpanisauia 53 °C 5 xB. HenTpanisauia
— MNOBTOpHE (127,4 °F) [eioHi30BaHO0
NpOMMBaHHA (oemiHepaniso-
BaHOI0) BOAOHO,
3a HeobXigHoCTi 3
[ofaBaHHAM areHTy
[NA HemTpanisauii*
MpomixkHe 1 xB. XONOAHO AeMiHe-
NPOMUBaHHA panizoBaHoo
BOAOIO
3aBsepluansHe 93 °C 5 xB. neMiHepaniso-
NPOMMBaHHA (199,4 °F) BaHOI0 BOAOHO;
— TepMiyHa He gogasante
nesiHdekuia [00aTKOBI MU0
(BHayeHHsA 3acobun
A0 =3000)
CyuwiHHA 3anexHo Bifa 3aexHo
npUCTPOLo Bif,
PEKOMEH- NpUCTPOIO,
[foBaHo: Bif pekomeH-
90 °C no [0BaHo:
makc. 110 °C 15 xB.

* [aHi HaBefeHo y BunagKy BukopuctaHHa Bupoby Neodisher MediClean
forte (0,8 %) BupobHuuTBa Dr. Weigert B AKOCTi Muo4oro 3acoby,
Neodisher MediKlar (0,1-0,3 %) y AKOCTi HelTpanizaTopa Ta BKa3aHoro
BULLE MPUCTPOIO AJ1A OYULLEHHA Ta AesiHdekuii. Y pasi BUKOpUCTaHHA
iHWKMX XimikaTiB abo iHWOro NpUCTPOIO 4Yac i TemnepaTypa 06po6Ku
MOXYTb BiApi3HATUCA.

4.3.2.1 Mpouepypa MalIMHHOIO OYUILEHHA Ta Ae3iHdeKuii

A HeobxiaHo BiaKpuTy abo posibpaTi iIHCTPYMEHTU 3rigHO 3 ONCOM Y M.
4.3.1.2!

MoknagiTe BUpO6Y B MPUCTPIlA A1 OYULLEHHA Ta Ae3iHdeKLji.

[oTpumyiiTecA HaBeoeHUX HYXKYE iIHCTPYKLN.

- 3aBaHTaXXeHHA cUCTeM 36epiraHHA, BCTABHMX €/1IeMEHTIB, KPOHLUTENHIB

TOWO MOBUHHO 3AiCHIOBATUCA BIAMOBIAHO OO0 IHCTPYKUIA LWOAO

NPOMMBAHHA.

Knapitb iHCTPYMEHTM B po3ibpaHoMy, a WWapHipHi iHCTPYyMEHTN — y

BiAKPUTOMY CTaHi.

- He nepeBaHTaxyiite cuctemmn 36epiraHHA (3abesnevyTe HanexHe

MUTTA IHCTPYMEHTIB, iMNiaHTaTiB i cucTem 36epiraHHsA).

[Mip vac kBanidikauiiHoro BUNpo6yBaHHA 3aBXan AOTPUMYATECHA HiTKO

BM3HAYEHUX LIAGOHIB 3aBaHTaXXEHHA.

PoswmiwynTe KpynHorabapuTHi BUPO6WU Ha CUTax TakUM YMHOM, o6
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BOHW HEe NMepeLlKoaKann OUMLLEHHIO iHWNX BMPOGIB, CTBOPIOOYN «Cini
30HM>» B NOTOLi NPOMMBaHHA.

Bupobu 3 nopo>kHuHamy (BHYTPIWHIMX KaHanaMmu, KaHnAaMM) Takox
HeobXiAHO MOBHICTIO MPOMUTU BcepeauvHi. [nA unx BupobiB HeobxigHo
BUKOPWUCTOBYBaTW BIANOBIAHI BCTaBHi €neMeHTU 3 MPOMUBHUMW
NPUCTPOAMMU.

LLlo6bn 3a6e3neunTy HanexxHe NPOMUBAHHA, 3aBaHTaXKyWTe MaluuHy
TakMM Y/HOM, LIO BMPOGW 3 KaHanamu Ta KaHionboBaHi BUPOOU He
nexxanu ropusoHTanbHO, a NPUXOBaHi MOPOXHUHW He By CnpAMOBaHi
[OHN3Y.

o6 YHUKHYTU MOLWKOAXKEHb, PO3MillyliTe BUPOOM 3 ypaxyBaHHAM
IXHbOT Yy TNIMBOCTI.

3anycTiTb nporpamy

MicnA 3aBepLlUeHHA Nporpamun BUNMITb BUPOOU 3 MPUCTPOIO AJ1A OYMLLEHHA
Ta pesiHgekLuii.

MpoBeaiTb 3aKYHUI KOHTPOb BUPOGIiB (AuB. M. 4.4.1 «KOHTpOnb»).
MposeniTb obcnyroByBaHHA BUpobGiB  (AuB. n. 4.4.2 «TexHiyHe
ob6cnyroByBaHHA Ta AOMNAL»).

Akomora wBuAawe ynakynWte BUPOOM B YMCTOMY Micui (ave. n.
4.5«<YnakoBKa»), 3a noTpebu — nicnA 4O[ATKOBOrO CYLUIHHA.

4.4 KoHTponb Ta o6¢cnyroByBaHHA

441 KoHTposnb

3a 3arajibH/M npasuIOM OCHOBHOKO YMOBOIK YCMilWHOI cTepunisauii €
HanexHa unctoTa. Meplw HixXX BMPOOM Byae ynakosaHo AnA cTepunisadii,
iX HeobxioHO nepesipuTU. [lepeBipka 3AINCHIOETLCA LWAAXOM OrnAagy
(pekomeHayeTbCA BMKOpPUCTOBYBaTU pobodi nixTapi 3i 36inbwyBanbHUMU
niH3amu).

4.41.1 KOHTpOnb iHCTPYMEHTIB

MicnAa ounieHHA Ta AesiHdekuii nepesipTe BCi IHCTPYMEHTU Ha HaABHICTb
NOLLKOMXeHb i Ha pyHKUioOHYBaHHA. LLlo6y nepesipnTL iX yHKLiOHYBaHHA,
NOBTOPHO 36epiTb 6araTOKOMMNOHEHTHI IHCTPYMEHTW.

MepesipTe IHCTPYMEHTW 3a BKa3aHUMU HUXKYE napameTpamu.

+ Kopoaia

+ MNowkKomKeHi NoBepxHi

+ TOHKI TPILLMHK

+ CkontoBaHHA

* |HWi 03HaKK 3HOLLYBaHHA

+ 3abpyaHeHHA

+ DyHKLioHaNbHICTb

VY pasi BMABNEHHA 3abpyOHEHb IHCTPYMEHTU MOBWHHI MPONTWU MOBHWIA
NpoLeC OYMLLEHHA Ta Ae3iHdeKLii MTOBTOPHO.

V pasi NoWKoAXEeHHA HeOOXiAHO 3aMiHUTU IHCTPYMEHTK!

Mig Yac KOHTPOIO JOTPUMYINTECA BUKNAAEHNX HUDKYE NpaBusl.
+ HeobxioHO peTenbHO NepeBipUTU  KPUTWUYHI - OiNAHKY,
KOHCTPYKLUIi Py4OK, LapHipW, MOPOXXHMHW, KaHOMi TOLLO.
HeobxioHO nepeBipUTU IHCTPYMEHTU 3 BHYTPIWHIMX KaHanamu Ta
KaHI01boBaHi BUpOo6U (Hanpuknag, KaHonboBaHi cBepana) Ha NpoxXiaHiCTb.
MowwkopxeHi B1upobu abo BMPobU 3 3aKynopeHnmn oTBopamu HeobXigHO
06pobuTK NOBTOPHO ab0 3a HeOOXiAHOCTI 3aMiHUTK!

PisanbHi iHCTpymMeHTU (Hanpuknapg, csepana) HeobxigHO nepesipuTn Ha
rOCTPITh | HA HAABHICTb MOLIKOAXEHb.

3aMiHionTe 3HOLEHI ab0 MOLKOAXKEHI IHCTPYMeHTw!

+ TakoXX HeobxigHO nepesipuTM 06epTOBi IHCTPYMEHTM (Hanpuknag,
cBepAna) Ha HaABHICTb BWUrMHIB. Lle MOXHa npocTo nepesipuTy,
NPOKOTUBLUM 06EPTOBI IHCTPYMEHTW MO PIiBHIN MOBEPXHI.

BuirnyTi 06epToBi IHCTPYMEHTU NignAaraoTb 3amiHi!

Hanpuknag

4.4.1.2 KoHTponb iMmnnaHTaris

MicnAa ounweHHA Ta AesiHdeKLii nepesipTe BCI iMNNaHTaTU Ha HaABHICTb
NOLIKOAXeHb i 3abpydHeHb. Y pasi BUABNEHHA 3abpyAHeHb iMnnaHTaTu
MOBWHHI MPONTW MOBHWI MPOLIEC OYULLEHHA Ta Ae3iHdeKLii NOBTOPHO.

V pasi NowKoaXeHHA HeobXiAHO 3aMiHUTK iIMMNaHTaTK (TaKoX BpaxoBynTe
BKasiBKU LLOAO 6araTopa3oBoro BUKOPUCTAHHA, HaBedeHi B M. 2.5).

4.41.3 KoHTponb cuctem 36epiraHHA

MicnA ounweHHA Ta AesiHdekuii nepesipTe BCi cucTtemn 36epiraHHA Ha
HaABHICTb MOLWKOMKEHb Ta Ha yHKUioHanbHiCTb. LLlobu nepesipuTn
iX pyHKUiOHYBaHHA, HEOOXiAHO MNOBTOPHO 3i6paTh 6araTOKOMMOHEHTHI
cucTeMmi 36epiraHHA.

BukoHawTe BKasaHi HMX4e nepesipku cuctemm 3bepiraHHa.

+ Kopoaia

+ MNowkomKeHi NoBepxHi

+ MNowkKomKeHi rHi3ga BCTaHOBNEHHA BUPO6IB

+ TOHKIi TPILLMHK

+ CkontoBaHHA
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* |HWi 03HaKM 3HOLLYBAHHA

+ 3abpyaoHeHHsA

+ DyHKUiOHaNbHICTb (Hanpukniag, 3amKu)
+ KomnnekTHiCcTb

VY pasi BMABMNEHHA 3abpyAHeHb BMPOOW MOBWHHI MPOWTW MOBHMWIA MpoLec

OYMLLEHHA Ta Ae3iHeKLii TOBTOPHO.

VY pasi NoWKOAXKEHHA HEeOOXiAHO 3amMiHUTK BUpO6K!

IMig Yyac KOHTPONO AOTPUMYNTECA BUKAAEHNX HUXKYE NpaBus.

+ HeobxigHO peTenbHO MNepeBipUTU  KPUTWUYHI - OiNAHKW, Hanpuknag,
KOHCTPYKLIi py4OK, LapHipy Ta 34neHyBaHHA, MOPOXKHWHN TOLLO.

+ HeobxioHO nepesipuTy NpaBunbHICTb NPUNAraHHA Ta HafinHy dikcauiio
KPULLKW EMHOCTI.

4.4.2 TexHiyHe 06CNyroByBaHHA Ta AOTNAL

3axogn 3 [pornAgdy, AK MpaBuio, BXMBAKTbLCA [0 MNepeBipku Ha
(hYHKLIOHYBaHHA.

36epiTb po3ibpaHi IHCTPyMEHTU Ta cucTemu 3b6epiraHHA. [MpaBunbHWUIA
MOHTa>)X BUPO6IB € BaXX/IMBOIO YMOBOIO A1 YHUKHEHHA MOLIKOAKEHb i/abo
OYHKLIOHANBHNX 0OMEXXEHb.

[ornAp o3Havae ujinecnpAMOBaHe HaHeCceHHA 3acobiB AnA JornAgy Ha
34neHyBaHHA, Pi3bOOBi €eMeHTU Ta NOBEPXHi KOB3aHHA, Hamnpuknag, y
pasi BUKOPUCTaHHA MBUHTOBMX BUMIpIOBaSIbHUX MPUCTPOIB, LWMMLB TOLLO.
Llen 3anobixHwniA 3axig [03BONAE YHUKHYTW KOPO3ii Nig, Ajieto TepTA.

Min yac BmKopucTaHHA 3acobiB pnA pornAapy (Hanpuknap, AESCULAP
STERILIT 1) cnig BpaxoByBaTu HacTynHe:

* BMKOPUCTOBYITE 3ac061 Ha OCHOBI NapadiHoBOro/6inoro mactuna;

* BOHM MOBWHHI MaTu BiANOBiAHY 6i0CYMiCHICTb;

* BOHM MOBMHHI 6yTW npuaaTHi 40 cTepwnisauii napolo Ta MPOHUKHI AnsA
napu;

* HE MOXHa BMKOPUCTOBYBATW 3acobu Ana AOrNAAQY, WO MICTATb CUMIKOH
(Le MoXKe NPU3BECTUN A0 MOPYLIEHHA PyX/IMBOCTI).

Mpouenypa HaHeceHHA

+ LlinecnpamosaHo HaHeciTb 3acib anA Aornagy Ha 34neHyBaHHA, Pi3bboBi
e/IeMeHTUN Ta NOBEPXHi KOB3aHHA.

+ PiBHOMipHO po3noainiTe 3aci6é AnA gornAany, nepeMillyoyn 34neHysaHHA/
MOBEPXHi KOB3aHHA.

+ BupaniTb 3arBi 3anuwkn 3acoby ana gornAany 6e3B0pCOBOIO TKAHMHOLO.

AKWwo iHCTpyMeHTUN Ta/abo cucTemm 36epiraHHA MaroTb 03HAKM NOLIKOAXKEHb
abo pyHKLioHaNbHUX 06MeXXeHb, HeobXigHO 3aMiHUTK iX (OMB. TakoX M.
4.4.1«KOHTpOnb»).

4.5 YnakoBKa

INTERCUS pekomeHOye nMpoBOAMTU cTepwunisauilo B nepepdadveHnx ana

LUbOro KOHTeWHepax [ANnA cTepunisauii, KOHTelHepax AnAa iMnnaHTaTis,

noTKax ana imnnaHTaTiB abo iHCTPYMEHTIB.

TakoX MOXHa BMKOPUCTOBYBATW OAHOPA30BY YNaKoBKY ANA cTepwunidauii

(oanHapHa abo noAgiHa ynakoBka) Ta/abo iHWwi eMHOCTI AnA cTepunisauii.

Akuwo 3aranbHa Bara 3aBaHTaXXeHoro moayna cknagae 6inbiwe 10 Kr, Aioro

He PEeKOMeHAYeTbCA CTepunidyBaTu B CTepWni3auiiiHii eMHOCTI, 3aMicTb

LibOro 3aropHiTb A0Oro B nanip AnA ctepwnisauii Ta BUKOHaTe cTepunisadito

BiANOBIOHO OO Cy4acHOro piBHA TEXHIKM Ta 3rigHO 3 3aTBEpAXKEHOK

MEeTOAMNKOHO.

HeobxigHoO BUKOHATWU TaKi BUMOTW:

+ BignoBigHicTb cTaHpapTy EN ISO 11607/EN 868, po3ainu 3—10 (KonuLwHii
ctaHpapT EN 868);

* MpUAATHICTbL A1A NapoBoi cTepunisaii;

* HaNeXHWn 3axucT iMNIaHTaTiB Ta iIHCTPYMEHTIB abo cTepunisauinHoi
YMaKoBKM Bif, MEXaHIYHMX MOLUKOOXKEHb;

* perynApHe 06CnyroByBaHHA KOHTEWHEpIB ANA cTepunidadii BiAnosigHo Ao
cneundikauin BUpo6bHMKa.

4.6 Crtepunisauia

A [ina nopganblworo npouecy ctepunisadii posiépaHi BUpoby HeobxigHo
3ibpaTu i1 yKoMnnekTysaTu.

Mip yac cTepunisauii poTpumMynTeca

BiAMNOBIAHMX CTEpUNi3aTopis.

He BukopuctoByinte pna Bupobis INTERCUS ctepunisauiio rapaunm

noBiTPAM, CcTepunisauito opmanbaerinom abo eTUneHoKeMaoMm abo

6ynb-AKi 3amillyBanbHi npoueaypu ctepunizauii TepMonabinibH1X ToBapis,

Hanpuknag, ctepunisadito nnasmoo abo NepoKCnaoMm.

4.6.1 Maposa cTepunisauin

Yci HECTEPWJIbHI Bupo6u MoxHa CTepunisyBaTu napol B aBTOK/ABI.
ABTOKNaBuM NOBWHHI Bignosigatn ctaHpaptam EN285 a6o EN13060 3
nornagy nepesipku, TEXHIYHOro 06CyroByBaHHA Ta KOHTPOJIO.

Komnania INTERCUS nigTBepauna BianoBigHICTb HaBEOEHUX HUKYe
napameTpiB MepBUHHOI Ta Nopanblioi CTepunisauii BiAnNOBiAHO BUMOram

IHCTPYKLIN i3 BMKOPUCTaHHA
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Lntercus

ctaHpapTy ctepunisauii EN 1ISO 17665.

|HCTPVKLI,IFI 3 BUKOPUCTAHHA
Bupob6is INTERCUS GmbH

AKWo yTuni3auin BUMKOHYETbCA He 3a npasBunamu, AKi LiloTb  AnA

INTERCUS pekomeHOye npoBoAMTW cTepunidauilo 3rigHO 3 OnmucaHoro
BULLe 3aTBEPAXKEHOI npouenypolo. AKLO KOpUCTyBay 3acTOCOBYE iHLUI
npouenypw, BiH NOBUHEH NPOBECTW ANA HUX KBasidikauinHe BUnpobyBaHHA
signosigHo fo EN ISO 17665-1.

MoBHy BignoBiganbHICTL 3a KBanidikauinHe BMNpobyBaHHA npouenypu Ta
obnapgHaHHA onAa cTepunisadii Hece KopucTysad.

4.7 36epiraHHA cTepunisoBaHUx BUpoGiB

MicnAa cTepwunisauii cTepunbHi BUpobu MOBUHHI 36epiraTtmcA B Cyxomy i
BiNIlbHOMY Bif, Ny CepefoBULLi B HEMPOHWKHOMY [AJ1A MiKpOOpraHiamis
naketTi pnA  CTepunbHUX BUPO6IB. HeobxioHO yHMKATM KONMBaHb
TemnepaTypu, Wo6 YHUKHYTW YTBOPEHHA KOHAEHcaTy Ta CrpUYMHEHOro
HUM KOPOS3iHOrO NOLLIKOAXKEHHA.

MakcumanbHa TpuBanicTb 36epiraHHA 3aneXxuTb Bif Pi3HUX aKTopis,
TakMX AK ynakoBka, Crnocobu 36epiraHHA, YMOBM HABKOJSULIHBOIO
cepefoBuvlla Ta MOBOAXEHHA 3 Bupobamu. KopucTyBad MOBUHEH
CaMOCTIIHO BU3HAYUTN MakCMMasibHy TpuBanicTb 36epiraHHA CTepUIbHUX
BUPOG6IB 0O BUKOPUCTAHHA. MPOTAroM LbOro Yacy BMpPO6WU MOBUHHI ByTn
BUKoOpUCTaHi abo NOBTOPHO 06po6eHi (CTepuni3oBaHi).

5. OCTYMHi HA PUHKY CTEePUJIbHi
[reve]e] IE'mpo‘éw pURICy cTeP
5.1 3aranbHi BigomocTi

Bupobu INTERCUS i3 nosHaykoto 6yno cTepunizoBaHo 3a
cepTudikoBaHOK MpoLeAypol0 3a [OMOMOrol0 raMma-BUMPOMIHIOBaHHS.
YepBoHa Kpamnka Ha HenowKOKEHI ynakoBLi Cryrye iHOMKaTopoMm
cTepunibHoro Bupoby. Bupobu ynakoBaHO B MOABIMHUIA CTEPUNbHUIA
6ap’ep i3 3aXMCHOIO yNakoBKOK (KapTOHHOW). BoHu noBuHHI 36epiraTtucaA
B LbOMY BUrnALi. 3a HeobxiaHOCTi BUpoby B Mexax cTepunbHoro 6ap’epy
[00ATKOBO 3axMLEHO 3axMCHMMM KoBMaykamu. 3axucHa ynakoBka
(kapTOHHa) He € YacTuHo cTepunbHoro 6ap’epy. Mg Yac BUKOpPUCTaHHA
CTEpPUNIbHUX ynakoBaHux BUpoGiB HeobxigHo ByTn obepexxHumun, nbatoyn
npo 36epexkeHHA CcTepunbHOCTI BUpoby Ao 1oro 6e3nocepenHbLoro
BMKOPUCTaHHA.

MoBTOpHa 06pobka Ta cTepunidadia Bupob6is INTERCUS, aki BunyckatoTbca
Ha PUHOK y CTePUIbHOMY CTaHi, 3yCUIAMY KOPUCTyBaYva 3a60POHEHI.

5.2 Mepesipka ynakosku

Mepen 36epiraHHAM Ta nepen  BUKOPUCTAHHAM BUPOGIB  HEOOXigHO
nepeBipUTV YNakoBKY Ha HAABHICTb MOXIIMBUX MOWKOAXEHb. FAKLLO
YNaKoBKY MOLUKOAYXKEHO, CTEPUIIbHICTb BUPODOY HE rapaHTYeTbCA, OCKiNbKU
cTepunbHuin 6ap’ep Moxke 6yTn nowkomxkeHo. INTERCUS He rapaHTye
CTEpPUNbHICTb BUPOGIB i3 MOLIKOAXEHO YM HEMpaBWIbHO BiOKPUTOIO
yNakoBKOIO Ta He Hece BiAnoBifanbHOCTI B LMX BUNaAKax.

5.3 MpaBuna noBop)XeHHA

3axucHy abo CTepunbHy YNakoBKy HeobxidHO 3HiMatu nuwe
6esnocepenHLO nepen, BUKOPUCTaAHHAM BMPOOY. 3axucHi KOBMNaykw,
AKi MOXYyTb 6yTM BCTAHOB/EHI Ha BMpobHax, HeObXigHO 3HIMaT nuwe
nepen BUKOPUCTaHHAM. Buiimaroum Bupi6 3i CTepunbHOI ynakoBKM,
HeobXxioHO [oTpuMyBaTUCA NpaBwun acenTuku., Bupobu, Aki 6yno
BUNHATO 3i CTEepPUSIbHOI YnakoBKM Ta He Oyno BUKOPUCTaHO, He
nipnAraioTb NOBTOPHIN cTepunisauii Ta NOBUHHI 6yTW yTUNi30BaHi.

[ocTynHi Ha pUHKY CTEpUbHI BUPOOW MOBMHHI BUKOPUCTOBYBATUCA B
nopAAKY CMMBAHHA TepMiHy npuaaTHocTi. [lepw HiX BigkpuBaTun

A YNakoBKY, NepesipTe TePMiH NPUAATHOCTI. He MOXXHa BUKOPMCTOBYBATHU
BUPO6GM nicnA 3akiHYeHHA TepMiHy NpWAATHOCTI, iX HeobxigHo
BUKUHYTU.

6. YTunisauin

IMnnanTaty Ta iHcTpymeHTn INTERCUS He € mxepenamun ocobnmBoi yum
He3BUYHOI Hebesnekwn nig Yac yTunizauii. [na 3anobiraHHA iH(IKYBaHHIO
yTUni3auiio MoXXHa BUKOHYBaTK 3a npasunamMu, AKi 4iloTb AnA 3BUYaHNX
3abpyAHEHNX XipyprivyHuX BiOXOAIB.

ICQMGAuk Pep. 05 CraHom Ha: 02.06.2020

- - — 3BUYaiHMX 3abpydHeHux XipyprivHux Bigxopis, Bupobu INTERCUS
Mpouenypa ®PaKLl_|0HOBaHa ato IMoTokoB, rpasiTaLliiiHi HeobXigHO YTUAI3yBaTH iHWWMM YAHOM (HanpuKnag, nepegaqeto BUIyYeHmx
AnHaMIvHa npoueaypa npouenypu iMnnaHTaTiB nauieHTy), OKpemo Bif, iHWWX BUPO6IB (HEe pa3om 3 iHWMMK
nonepenHLoro Bakyy- MeauyHuMKn  Bupobamu)!  3a6oOpOHEHO MOBTOPHO  BUKOPWCTOBYBATU
MyBaHHA BUNyYeHi imnnaHTartu!
TpuBanictb =3 xB. >3 xB. .
06pobkum pekomMeHAoBaHo: 5 XB. pekomeHaoBaHo: 5 xB. 7. MosHaueHHA (BMKOpMCTOByBaHI CMMBOHM)
Temnepatypa 223743 ff:) 223743 ocl::) BukopucTtanuii cumBon | 3HayeHHsA
Yac BucuxaHHA | > 20-35 xB. > 20-35 xB. (BUpobHMK, a TaKoX gata BUrOTOBMEHHS)

INTERCUS GmbH

Zu den Pfarreichen 5
07422 Bad Blankenburg
Germany (HimewunHa)

Mo3Ha4veHHsA napTii BUpobHMKa

(Homep apTukyny)

HecTepunbHui Bupi6

STERILE Crepunisauin BUNPOMiHIOBaHHAM

He BMKOpMCTOBYBaTV NOBTOPHO

He BUMKOPMCTOBYITE B pasi NOLIKOOXEHHA
yNakoBKu

VYBara

[oTpumMmyInTecA IHCTPYKLIN i3 BUKOPUCTaHHA

SO
=]

MapkyBaHHA BiAnNOBIAHOCTI ANA MeONYHUX
BMpo6iB Knacy | (HectepunbHi Ta 63
BUMIPIOBasIbHOI PyHKLIi)

N
m

MapkyBaHHA BiANOBIAHOCTI ANA MeONYHNX
BMUpobiB knacy lla Ta Buwwe

[ata BUroToBfeHHA

nicnA 18 »oBTHA 2014 poky

N
m
o
KN
O
N

MapKyBaHH#A BifnoBigHOCTI ANA MeANYHNX
BUpo6iB knacy lla Ta Buwe

[aTta BUroToBneHHA

0o 17 »xoBTHA 2014 poky

Ce1275

Binobpaxkae paTty, nicnA AKOi MeanyHnin
BUPI6 € HENPUOATHUM 0,0 BUKOPUCTAHHA.
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