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1 IXETIKA LE TO TTAPOV EYYpadO

1.1 Emnegnynocig cupBOAwY

Eme€rynon

MpoooxH: ZUUBOUAEUTEITE TIG 0ONYIESC XPHoNG

Mpoaooxn!

EUBpauoTo, XELPLOTEITE e TTIPOOOXN

Na [N XPNnOoLHOTIoLEITAL, EQV N CUOKEVATIA £XEL UTIOOTEL (NULA

Na pUAGOCOETAL LAKPLA ATIO TO AUECO NALAKO WS

Na Siatnpeital oteyvo

Huepounvia AMEng

ATIOOTEIPWUEVO UE AKTIVOBOAIQ

Na pnv emavaypnotpomoleital

Na LNV EMavaTIoOoTEIPWVETAL

Movo cUoTnua oTEIPOL Pppayurol

MovO cUOTNUA OTEIPOU GPAYHOU LE TIPOOTATEVUTIKI] CUOKEUACIA OTO ECWTEPLKO

@D Mové cUOTNHA OTEIPOU PPayHol HE EEWTEPIKA TIPOOTATEUTIKH CUOKEVATIA
A ACDANEC VIO LOYVNTIKA TOpoypadia UTIO 0poug

[ATPOTEXVOAOYIKO TIPOTOV

Ap1OuOG TIPOIOVTOG

LOT Ap1Buog aptidag

ATIOKAELOTIKO AVAYVWPLOTIKO LATPOTEXVOAOYLKOU TTpoiovTog (UDI)

HIBC: Mpapptkog kwdikag Brounxaviag vyeiag

Ap1BUOC TEpaXIWY ava povada cuokevaoiag

KataokeuaoTng

HUEPOUNVIO KATAOKEUHS

(HMA) Mpoooxn: H Ouocmovdiakr NopoBeoia meptopilel TNV TWANGH TNG CUOKELNG QUTHG ATIO LATPO H KATOTILY
TapayyeAag latpou.

TupBouleuteite TIg 08nYyieg xpriong. Ot odnyieg xpriong dtatibevtal og nAekTpovikn popdn (e-labelling).

‘Ovoua acBevn

= =g

Huepounvia epdutevong

+

fn

'OVOLL TOU UYELIOVOULKOU KEVTPOU / TIAPOXOU EUPUTEUCNG

[ti]

loTooeAiSa TTANPODOPLWV YIA TOUG A0DEVEIC

O B

Griiner Punkt: ZOotnua S1mARG avakukAwon¢ otn Feppavia

Mv. 1: Engénynon Twv Xpnoiuomolouuevwy ouuBoAwy
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1.2 EmochApavon Twv odnylwy achaleiog

A\ NPOEIAOMNOIHZH

Y€ TEPITTWON KN TAPNONG TWV 08NYLWwY aohalsiag evoExeTal va ipokAnBolv cofapoi TpavpaTiopoi, coBapn emidsivwon
TNG YEVIKIG KATAOTAONG TNG LyEiag ) Oavatog Touv acBevr], Tou xprjotn f TpiTou.

noaez

Y€ TEPITTTWON [N CUUUOPPWONG UTIOPEL va TIPoKAN Bl BAABN oTo TTPOoTidV 1 AAAN BAGBN.

1.3 Mp6coBeteg MAnpodopisg

TOVSEopOC APNG yia TIS tapoloeg o8nyiec xpriong:”

www.kurzmed.com/en/ifu/tym2.html

TOVEEOHOG ANYPN VIO TO EVNUEPWTLKO £yYpado Yla ToV aode-
1)

vh:

www.kurzmed.com/en/pi/tym.html

MepiAnYN TWV XAPAKTNPLOTIKWY AOPAAELS KAl TWV KALVL-
KWV eT86oewY (SSCP): Y

https://ec.europa.eu/tools/eudamed
IMa va avalnTAosTe TV 18Ik yia To Tipoldv SSCP, sloa-
yayete to Baotko UDI-DI Tou TtpoiovToc.

Baotkoé UDI-DI (avayvwploTIKO LATPOTEXVOAOYIKOU TIPOi-
OVTOoQ):

++EHKMO0017D

Artottoinon euBOvNG oXETIKA Pe TN SlabeatudTtnTa TG TIepi-
ANWNG TWV XAPAKTNPLOTIKWY A0GAAELG KAl TWV KAIVIKWY
eTd60swv (SSCP)

Q¢ yevIkog kavovag: H SSCP Ba Siatifetat povo apou AaBet
TO TIPOTOV £YKpLlon cUUdwva pe Tov KANONIZMO (EE)
2017/745 (MDR). H epappoyr] Tiou Teptypadetal £8w LoXVEL
UOVO WE TNV EVapEn LoXVOG TNG AVTIOTOLXNG EVOTNTAG TNG
Baong 6edopévwy EUDAMED. Méxpt T0TE, h SSCP Satifetat
otov £€A¢ olVSEopo APNG:
www.kurzmed.com/en/sscp/tym.html

Atebveig dieuBlvoslg:

https://www.kurzmed.com/en/contact.html

Y EVUEPUIVETAL OUVEXWC.

1.4 AMN\ayég ou oxeti{ovTal He THY acPaAsia

Ap1Buog eyypadou Huepounvia ékdoong  |ANayES
0005952_01 2024-10 MARpnc avabswpnon
0005952_02 2024-11 Kapia

2 INMpavTIKEG o8nyieg aodpaleiag
A\ NPOEIAOMOIHZH

® AlaBAoTe TIG 08nyieg XpNong TIPLY XPNOLUOTIOOETE TO TIPOIOV. Ot 08NYIEC XPNONG TIPETIEL VAL TNPOUVTAL KAl VOl

duAaocoovtal.

Y& avTiBeTn TTEPIMTWON TIPOKUTITOLV KivEUVOL yia TV UYEia Tou aoBevr] 0ag.
® ATIOGUVOPUOAGYNON 1) TPOTIOTIOINGN TOU TIPOTOVTOG SEV ETUTPETETAL.
Y& avTiBeTn TtEPIMTWON TIPOKUTITOLY KivEUVOL yLa TV UYEia Tou aoBevr] 00,

YHMANTIKO: S& mepimtwon mou TTPokUPEL KATIOL0 coapd cuuPBav Tou oXeTi(eTal Pe T GUOKEUN, To cuuPav Ba mpemel va
AVAPEPETAL OTOV KATAOKEUAOTH KAL 0TV Appodia apxn TOU KPATOUS HEAOUE SIAOVAS TOU XPNOoTN H/Kat Tou acBevh.

3  Kwdkoi Mpoidvtog/ REF
[ Npodilaypadéc, TeAida 12 ]

4 Napadotéa

MpoBeon TUUTIAVOTIAAOTIKIG

1 X IPGOECT TUUTTAVOTIAAOTIKNAG
1 X KAPTA EUPUTELUATOG
4 X ETIKETO TOU TIPOIOVTOG

AC Sizer System Total (mapeAkdpe-
Vo)

10 x Sloko¢ HETPNTH HEYEBOUC
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https://ec.europa.eu/tools/eudamed

Mevoa KAuPng yia Stapdppwon tng
KOIAGTNTAS TNG AABRS TS opupag
(TtapeAkoOpEVQ)

1 x évoa KauPng
1 x 08nyieg eme€epyaoiog

5 Juokevacia kal AmocTEIpWon

MpdBeon TUUTIAVOTIAAOTIKIC

To tPoTdV £ival ATIOOTEIPWHEVO (ATIOCTELPWHEVO LE AKTIVOBOALQ).

Yuokevaoia: ZOOTNHA LoVOU OTEIPOU GPAYHOU LE EOWTEPIKI] TIPOOTATEVTLKY) OU-
okevaoia (TpoBeon o€ TAACTIKO TPLYWVIKO KOUTI Kat okANpr KUPEAN [blister]) + e€w-
TEPLKNA ouokevaoia (avadimAoUUEVO KOUT)

AC Sizer System Total (mapeAkope-
Vo)

To TIPOLOV Elval ATIOOTEIPWHEVO (ATIOOTELPWHEVO UE OKTIVOBOAIQ).
Yuokevaoia: ATTAG cUGTNHA OTEIPOU Pppaypol + eEWTEPIKN cuokevaaia (avadimAolue-
VO KOUTI)

Mevoa KapPng ya Stapdpdwaon thg
KOIAOTNTAS TNS AaBRS TNS odupac
(tapeAkOpEVO)

To TpoiOV SV gival ATTOCTEIPWEVO.
Tuokevaoia: ZakoLAa e ziplock + e€wtepikn cuokevaoia (avadimAoUpevo KouTi)

6 Meplypadn mpoidvTog

6.1 Tevikég mAnpodopisg

199Y

Etk. 1: OAikég mpo9<aelg Tumou AERIAL, amé apiotepd mpoc Ta Seéid: TTP-Tuebingen AERIAL Total, Duesseldorf AERIAL Total, MunichLMU AERIAL Total, MNP

Malleus Notch Total
A OupIdWTH KEDAAN
B STENEXOG
C Bdon: ZTEAeX0G, KoiAo
D

OupLSWTNA KEPAAT LE KUPTH TIPOEKTACH, OTIOU £l0GysTaL N AARH TNS odpUpaC

Eix. 2: OMikr) mpd9eon tumou Regensburg Total
[ Npodilaypadég, Tehida 12 ]

A OupdwTr KEPAAN UE 2 E00XEC. Ot EGOXEC UTTOSEIKVUOUV TOV TIPOOAVATOAL-
ouoé e Baong.
B Bdon: ZTEAEXOC, CUUTIAYEG, LEYEOUOUEVO, WOELDES

MapeAkopeva: [ MapeAkopeva, 2eAida 6]

6.2 Aour kat Asttovpyia

MpdBeon TUUTIAVOTIAAOTIKIC

MpoB£oelg IOV El0GyovVTaL VIO LEPLKN 1] TIAAPN AVTIKATACTACT SOUWY TOU LEGOU WTOC
TIOU GUUUETEXOUV OTHN UETAYWYI TOU HXOU.

AC Sizer System Total (mapeAkdpe-
Vo)
[* Napekopeva, TeAiSa6 ]

SET TWV ATIOOTIWHEVWY EIKOVIKWY TIPOBETEWY TIOU ElVaL TIPOCAPUOOHEVEG OF Evay Oi-
0KO, N KABE pia armod TIG OTIoIEG AVTIOTOIXEL 08 HEYEBOG HE pia armd TI¢ SiabEaueg Tipo-
Boelg TuumavomAaoTIKAG. Ot EIKOVIKEG TIPOBETELS XpnotpoTololvTal yia Tov kabopt-
OMO TOU pEYEDOUC NS TIPOOEONE TUUTIAVOTIAQOTLKNAG TIOU ATTALTELTAL.

Mevoa kaupng yia Slapdppwon tng
KOIAOTNTAS TNG AABRS TG adhupag
(TtapeAKOUEVO)

[*NapsAkoueva, ZeAiba 6 ]

EpYaA£io XELPOC TTOU XPNOLUOTIOLEL HNXAVIKA SUvaun yia tn Snuoupyia ptag koiAng
£00XNC 0TNV KEGOAAN TNE TtpdBeong.
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6.3 YAwkd Trou pmtopei va €pBouv o€ smadr pe Tov achevi
STOV TAPAKATW Ttivaka Ttapatisvtal OAa Ta VAIKA pdUTEVONG LE Ta oTtola UTopsi va £pBel o emtadn o acBevrc Kata T

Slapkela TG Epappoyng.

Mpoiov (uépn) YAKO 'ATOLLO TIOU £PXETAL OE ETTADN

MpdOeon TUUTIAVOTIAQOTIKNAG Titavio 100% AoBevng
AC Sizer System Total: [ ' MpoSiaypadég, ZeAida 12 ]

Agv €lval KATOOKEVAOUEVO ATIO PUCLKO AATEE.

Katd tn Stadikaoia mapaywyng Sev Xpnotototidnkay mpoiovTa amnd ¢puotko AATeE.
SHMANTIKO: Mn XPNOIMOTIOINOETE TO TPOIOV av o aoBevig éxel yvwotr Suoavefia / allepyia ota UMKG Tou
XPnolpoTolouvTal.

6.4 MapsAkopeva

AC Sizer System Total (mapeAkope- . [ »Xprion Siokou PeTPNTH peYEBoUG, TeAida 11 ]

Vo) ;

Mévoa KAPng yia Stapdppwon tng [ *Xpron ¢ Névoag kapupng yia Stapdpdworn TnG KOAOTN-
KoIAOTNTAS TNS AaPNS TNS odpupac y Tag TS AaPng tne odpupac, SeAida 11 ]

(tapeAkOpEVO) .

[ Npodlaypadéc, TeAida 12 ]

ANa apeAkopeva (EexwploTéG 0dnyieg Xprong):

« KURZ Precise et paxatptdiouv topns xévépou (REF 8000 155)

« YetT epyaleiou diatpnong Xovdpou (REF 8000 200)

o Ixedlaopoc AaBidag xovdépou Schimanski (REF 8000 193)

6.5 Xpron AAAWV TEXVOAOYIKWYV TIPOIOVTWY OE CUVSUAGHO E TO TEXVOAOYLKO TIPOIOV

Oplouéveg TIPOOECEIG TUUTIAVOTTAAOTIKNAG Eival cuuBatég pe aAAa tpoidvta tng KURZ. [ ZuuPatotnta, ZeAida 14 ]

EKTOC armtd auTA Kal ato TOV €E0TTAIGUO KAl T UAIKA TIOU amtauTouvTal yia TV RdUTEUOT, TO TIPoiov dev tpoopileTal yia
XPHoN 0 oLVEUAGUO HE KAVEVA AANO TIPOTOV.

7 MpoBAsmoépevn xpron

7.1 TMpoBAETOUEVOG GKOTIOC

MpoBeon TUUTIAVOTIAAOTIKIG O1 IPoBETEIG TOU HECOU WTOC TNS KURZ poopilovTal yia Tn HEPLKH 1 OALKY] XELPOUP-
YIKA QVTIKATAOTAOT ThS aAuoiSag Twv 00TaApiwY TOU avBpwTtiivou EGOU WTOC.
YTOXOG €lval N ATOKATACTAGH TNE UNXAVIKIG LETAS0GNG TOU AXOU ATIO TOV TUUTIAVIKO
UMEVA 0TNY WOELdH Bupida Tou KoxAla pe EAAXIOTN Slatapayr] ThG AKoNG.

AC Sizer System Total (mapeAkdpe- | To AC Sizer System Total eivat éva taBnTiko, ATOOTEIPWHEVO TEXVOAOYIKO TIPOIOV i-
VO) ag xpnong. O HETPNTAG LEYEDOUG XPNOIUOTIOLEITAL Yia SLEYXELPNTIKO KAl XELPOUPYLKA
eMePBATIKO KABOPIOUO TOU UKOUE TwV TTPOBETEWY MEPIKAG TUUTIAVOTIAQOTIKAG TNG
KURZ, HE TIPOOWPLVH EL0AYWYH TOU HETPNTH LEYEBOUC OTNV TIEPLOXT] EMPUTEVONG.

Mévoa kappng yia Stapdpdpwon tng | H Mévoa kapupng yia Stapdpdworn Tng kKooTnTas TN AaPrS Th odupag sivat éva
KOIAGTNTAG TNG AABNG TG odhUpag | TTABNTIKO, ETAVAXPNOLUOTIO|GLUO TEXVOAOYLKO TIPOTIOV, TO OTIOI0 XPNOLUOTIoLE(TAl
(tapeAkOpEVO) SIEYXEIPNTIKA KAl PN ETMEPRATIKA YIa TH SIApOpPwor HLag TIPOAIPETIKAS KOIAOTNTOS
NC AARAC TNE 0dUPAG HECA OTNV KEPAAH HLAG TIPOBEONS TUUTIAVOTIAACTIKAS TS
KURZ (TTP-Tuebingen, Duesseldorf)

7.2 Evdeitelg

« XpoOvia pEon WTITSA UE AEITOUPYIKNA EKTITWOT THS AAUoISag TwV 0oTaApiwy
« Tpavpatikn BAGRN NS aAvoidag Twy ooTapiwy

+ TUYYEVEIG SUOTIAAGIEC TOU HEGOU WTOC
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Xelpoupytkn emépRaon avabswpnong Adyw averapkous BeATiwong TnS akong (Tt.X. AOyw HETATOTIIONS piag fdn

EUPUTEVEVNG TIPOBEONC)

7.3 Avtevdeitelg

« TvwoTtr evatobnoia | aAepyia 6TO TITAVIO

+ ETUTAOKEG 1 eTtakOAoLBA EppEVOUOAC HEONG WTITISAC, OTIWE EVEOKPAVIO amdoTnua, Unviyyitida, 0pouBwon eykapotou
KOATIOU, KAKONOELEG ] €161KO YA TOV aoBevH CUOTNHLKO VOoh A

« OZsia pAsypOVH LECOU WTOC

o ATEMC eTOVAWOT TPAVUATOS

7.4 Ouddoa aoBsvwyv yla thv ottoia poopiletat

To TtPoTdV eivatl KATAMNAO yia Xprion oTiS £€MA¢ opuddec aoBevwv:

o Maudta kat véoug

« EVAAIKEG

« AoBeveic omoloudnmote GpUAoL

7.5 TMpoBAemtopevoC XpHoTng

Ot TIPORAETIOUEVOL XPNOTEG EIVAL LATPOIL UE EUTIELPIA OTNV AVTIUETWTILON TIAPOUOIWY TIEPIOTATIKWY UE AUTO TO TIPOIOV 1 UE
OUYKPIOIHA TIPOIOVTA A LATPOl TWV £EAC EISIKOTATWY:

« QPA (QtopivoAapuyyoAoyia)

7.6  Avapevopevn diapketa {wng

MpoBecN TUUTIAVOTIAAOTIKAG Xwpig £161k0VCS yla TO TIPOIOV TIEPLOPLOMOVC.

ATtauToUVTal TAKTIKOL EAEYXOL.
AC Sizer System Total (mapeAkdpe- | Mpoidv piag xprong - n dtapkela {wng avtioTolxel oTn diapkela Tng dtadikaaoiog.
Vo)
Mévoa kaupng yia dtapdpdpwon the | H ouxvn emegepyacia £xel pikpn enidpacn o autd ta epyaleia. H Siapkeia {wng Tou
KOIAOTNTAS TNG AABAS TG 0pUPAC | TIPOIOVTOG e€apTATal cUVABWE atd T GuCLoAoyLkh $POopd kKaBwe Kat amd evoeXOue-
(TtapeAkOUEVO) veG (NULEG TTOU TIPOKUTITOUV aTIO TN XPNon. AvatpéETe oTig 0dnyieg emefepyaaiag.

7.7 TpoBAeTOUEVOG XWPOS XPAONG

« Xelpoupytkn aibovoa

Eivat euBivn tou XprRoTn va arnopacilel KATA TIEPITITWOT] TIOLA TIPOPUAAKTIKA METPA Bal TIPETIEL Vo AdpBAvovTal yia TuxXov
ETUTIAOKEG TIOU UTTOPEL VA T(POKVYPOULV.

8 AVAUEVOUEVO KALVIKO OPENOG
TOpdwva pe TNV KAVIKA a&loAdynar, To TIPolOV UTIOPEL va XpNnotpoTiotn0el amoTeAEoUATIKA KAl UE aopAAela yia Bepareia
OUMUPWVA HE TIC AVAPEPOUEVEC EVOEIEELC.

9 MBavEG ETUTTAOKEG KOl TIPEVEPYELEG

« METAVAOTELON TOU EUPUTEVUATOS

o EEwbnon epudputedpatog

o MAQyLa HETATOTION TOU EPUPGUTEVUATOS

« NevupoaloBnTnplakn anwAsla akong

« MoAuvon

o Z4aAn

o MNePUMPOOETIKES IVWOELS

« MePIMPOOETIKOC OXNUATIONOG XOAOOTEATWUATOG
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10 Zuvduacpog pe AAAEG LeBOSoug
MpoBECELg TUUTTAVOTIAAGTIKNG:
4\ NPOEIAOMOIHZH
® Ogpareia pe Aétlep, Oeparneia pe TAAoUA apyou, XELPOUPYLKY UPNAAG cuxvoTNnTag Kot AAAEG pebodol, n Spdon Twv
OTIOlWYV OoKEITAL LEoW BEpUOTNTAG: MNV XpNoLUoTIOLEITE QUTEG TIG ueEBOSOUG amevBeiag 0To TIPOIOV.
Y& avtifeTn EPIMTWON, EVOEXETAL VA TIPOKANBOUV TPAUUATIONOL OTOV LOTO KAl {NULEG OTO TIPOTOV.
® Mnv ekO£TETE TOV A0OEVH OE UIKPOKUUATIKA AKTIVOROALX
Y& avTifeTn TepITTWOonN, TIPOKUTITOUY KIVOUVOL yia ThV LYELA TOU acBevoug.
® To TIPOIOV Eival UTIO 6POUS AOPAAES yia Xprion o€ MRI. XpNOIUOTIOLEITE TO TIPOIOV O€ PAYVNTIKA TIESIO ATIOKAEICTIKA KAt
UOVO cUUPWVA LE TIG TIPOSIAYPADEC.
YT1G TOAVEG OUVETIELEG TNG XPNONG TOU TIPOTOVTOG OE HAYVNTIKA TTESIa EKTOC TwV TTPodiaypaduwV cUYKATAAEYOVTAL LETAEY
AMNWYV: OEPAVON TOU TTPOIOVTOC, NAEKTPOUAYVNTIKH EKPOPTION, EMAKOAOUBES NULEG AOYW UNXOVIKIG KATATIOVNONG TOU
TPOLOVTOC, BAGRN 0TV ATIEKOVION (AKOUA KAl 0TOUG TIEPLBAAANOVTEG LOTOUC).
Ma oNUAVTIKEG TTANPOdOpPIeG OXETIKA Ue THV MRI avatpégTe:
http://www.kurzmed.com/de/mr-information.html

11 AlatnpnoéTTA KAt amodnkevon

Mo TNV nuepopnvia ANENG BAETE TNV ETIKETA TOU TIPOTOVTOC.

ATI0ONKEVETE TO TIPOIOV OTNV KAEIOTH APXLKF CUCKELAGIA TOU.

dUAACOETE TO TIPOIOV 0 ENPO HEPOG KAL TIPOCTATEYTE TO ATIO TO GWE TOU HALOU.

12 Eneiepyacia
MpoBéoelg TUUTTAVOTAQCTIKNG, cUoTNUA MeTpnTr) peyéBoug AC:
4\ NPOEIAOMOIHZH
® [1poidv piag xpnong: Mnyv sme€epyaleote (.. KaBaptouog, amoADUAVGT), ATIOOTEIPWON) KAl UNV ETTOVATIOOTEIPWVETE h
ETIAVOXPNOLUOTIOLEITE TO TIPOTOV.
AUTOG £lval 0 HovadIKOg TPOTIOC VA S1acPAALOTEL OTL TO TTPOTIOV eival EAeVOEPO TTABOYOVWY UIKPOOPYAVICHUWY KAl OTL
AEITOLPYEL CWOTA. AOYW TWV LNXAVIKWY (BIOTATWY TOU TIPOTIOVTOG, N eTteEepyaaia ) n Emavamnooteipwor] Tou Ba umopovos
VO TIPOKAAEDEL UALKY) $dB0pAL.

Mevoa kauwng yia Stapodpdwaon Tng kKoIAGTNTAC TNG AaBng Tng odupag:
4\ NPOEIAOMOIHZH
® To TIPOLOV SV £lval ATIOOTEIPWHEVO. ETIEEEPYAOTEITE TO TIPOLOV TIPLY ATIO TNV TIPWTH EGAPHOYI] KAL TIPLV ATIO KABE
ETIOUEVN EDAPLOVT).
AUTOG gival 0 HoVaSIKOG TPOTIOC VA S1a0PAAIOTEL OTL TO TIPOIOV Eival EAEVBEPO TTAOOYOVWY UIKPOOPYAVIOHWY KAl OTL
AstTovpyel owotd. Eme€epyaoteite cUPPWVA PE TIC 08NYIES EMEEEPYATIQAG.

13 Odnyiec edpappoyrg
A\ NPOEIAOMOIHZH
® MnV XPNOLUOTIOLEITE TO TIPOIOV, EAV N CUOKELADIA 1] TO TIPOIOV TIAPOUGLAlOUVV HBOPEC ] EXEL TTAPEADEL N NUEPOpnVia ARENG.
MOVo pe auTtov Tov TpOTIo Stacdaiilovtarl n aonPio Kot N AEITOUPYIKOTNTA TOU TIPOIOVTOG.
® H adaipeon Tou TIPOIOVTOG Ao Th CUCKELAGIA ATTOONKEVONG TIPETIEL VA YIVETAL AKPIBWE TIPLV Ao Th XpHor. MeTd TV
adpaipeon TOu TPOIOVTOG ATIO TH CUOKELATIA, TNPEITE TOUG OXETIKOUG KAVOVIOHOUG LYLELVHC.
Y& avtiBeTn EPITITWON, TIPOKUTITOUV KivOuvol yia Thv vyeia Tou acBevh oag.

YMOAEI=H

® [1PETEL VA TUAVETE, VA LETADEPETE Kal VoL XELPIETTE TN TIPOBEDN TIAVTA HE KATAANAN GUOKEUR avappodnong i
KATAAANAN AaBida ) Towpumida. MPEMeL va KpATATE TV TtPodeon AvTa amno TV KEPAAR KATa T AaBn Kat Th HETadopd
NG. BeBatwbeite 0TI TO 0TEAEXOG TNG TIPOBEONC Sev £xel TTapapopdwOel akovola i OTL N TTPOBean SeV EXEL UTIOOTEL
oTtoladATIOTE AAAN BAARN.

AladopeTIKA, N AstToupyia TnG TPobeong evdexetal va dtatapayOei.

Na tTnpoUVTaAL 0L OPOL UYLIEIVAG / ATIOOTEIPWONG TIOL ATTAITOVVTAL YIa ThV eMEUBact.
ToTOBETEITAL WG MEPOC ULAC TUMTIAVOTIAAOTIKIAC TUTIOU 11 (AVaKATAOKELH 00TapiwY).
Ekteleite TNV eMEUPBaon UTIO KATAAMNAN OTITIKI] ETIOTITELQL.
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13.1 AmMaITOUNEVOG EEOTTALOUOG KOL UALKA

Q¢ eiBoTat yia TUTIO TUUTTAVOTIAQOTIKAG 1.

O KATAOKEVAOTHG CUOTAVEL TH XPHOT TWV £EMC TTPOTOVTWYV:

« AC Sizer System Total

« KURZ Mévoa kaudng yia dtapdpdwaon tng KoAdtntag g Aang tng odpupag (eav eivat amapaitnto yia: TTP-Tuebingen
AERIAL Total / Duessldorf AERIAL Total)

« KURZ Precise et paxatptdiouv topng xovépou (REF 8000 155)

o Ixedlaopoc AaBidag xovdépou Schimanski (REF 8000 193)

« YeT epyaleiou diatpnaong Xovépou (REF 8000 200)

13.2 Mposctolpacio Tov aodsvi
Qg siblotat yia tOTo TupTavoTAAoTIKAG 1.
EvSowTiaia f omiiloBowTiaia TpooTéAach 0To HECW OUC.

13.3 Emloyr mpdbeong

ETiAEYETE TTAVTA TO MNKOS TNG TIPOOEONG CUUPWVA E TIG OVOTOMIKEC KAl AEITOUPYLKEG OUVONKEG yia TNV £TTEVEN KAAOL
ATIOTEAEOUATOC 000V AdOPA TV AKON KAl TNV ATIOPUYH ETUTTAOKWV. [ Xprion diokou petpnth peyéboug, TeAida 11 ]

Katd mepimtwon: Katd tn dtadikaoia autr, AABeTe umdPpn To TAXOS TOU HOOXEVUATOC Yiat TNV KAALYN TNS KEGOAAAG TNE
npdOeong.

Katd tn xprion tou OMEGA CONNECTOR: Na AapRavetat emiong urtoyn To AEIToupytko phkog Tou OMEGA CONNECTOR (0,5
mm).

13.4 Mpostolpacioa Thg mPoOeong

AVOIETE TNV ATIOCTEIPWHEVN CUCKEVAOIAL.

EdbapuodoTe 0TAyOVES ATTOOTEIPWUEVOU OAATOUXOU SIOAULATOG 0TA avoiypaTa
TNG TTPOOTATEVUTIKNG cuoKevaaiag. Katd tn dtadikacia auth, BeBaiwbdeite 6Tt
oL SLATPNOELC OTO KATIAKL Eival TIIONG ETUKOAUMMEVES PE aAaToUXO0 StaAuua,
£TOL WOTE TO UYPO VA UTIOPEL VA ELOXWPTOEL OTNV TIPOOTATEUTLKY CUOKELAGIA.

NaCL 0,9%

STERILE

3. AQalp£OTE TIPOCEKTIKA TV TIPOOEG amd TV TTPOCTATEUTIKY CUCKELATIA.
THMANTIKO: Mnv TidveTe Thv Ipd0eon amd To oTEAEXOC, YIa Va LNV AuyioeL.

13.5 TomoBétnon tng tpodsong

13.5.1 TomoBétnon tng mpdOeong otn Bdon Tou avaBoAéa
Katd tn xprion tou OMEGA CONNECTOR: Trpeite emtiong Tig 0dnyieg xprong tou OMEGA CONNECTOR.

1. TomoBeTAoTE TO OTEAEXOG TG TIPOOEGNC OTO KEVTPO TNG BACNS TOU avaBoAa.
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2. Taakdlouba toxtouv yia to Regensburg Total: Mpooappoote tnv mpdbeon
£TOL WOTE 0L E00XEC TNE KEPAAAC VA EIVAL OTPAUUEVES OTIG BATELS TWV OKEAWV
Tou avaPoléa. Ot £00XEG UTIOSEIKVUOUY TOV TIPOCAVATOALGUO TNG BACNG TNG
pobeong.

3. TpoalpeTIKA: XPNOIUOTIOINOTE £va XOVEPIVO TIEApA (XOVEpLvr TTAAKA
kaBoplopévou PEYEDOUG Kal OXAUATOC UE OTIH OTO KEVTPO) YLa VAl
oTabepoTotnosTe Th BAcn TNS TPOOoNG. XpNOLUOTIOINOTE TO EPYAAEI0
diatpnong xovépou tng KURZ (REF 8000200) yia va SnULOUPYHOETE TO
XOv8pvo TéAua (un cupPBato pe To Regensburg Total).

4. TpooapuooTe Thv pdOeon ot Baon Tou avaBolsa.

YHMANTIKO: BeBawwBeite 6Tt n tpdBeon sival otabepd TomobeTnueVn 0Th
Baon Tou avapoAéa.

5. Edv xpetaletal, mpooapUOOTE TIPOCEKTIKA TO OX LA TG TTPOBEaNC OTIg
AVATOUIKEG SOUEC. A TOV OKOTIO QUTO, KAUWPTE TIPOCEKTIKA TO OTEAEXOC.
‘ETIELTA, OUVOEDTE TNV KEGAAN TNE TPOBEONG HE TOV TUUTIAVIKO UPEVA / TN AafH ThG odLPag.
13.5.2 ZUv8eon TNG KEPAANG E TOV TUMTIAVLKO UpEVA [/ Tn AaBR TG odpUpag
4\ NPOEIAOMOIHZH
® BeBaiwbeite OTL N KEPaAH TG TTPOBEONS eV EPXETAL OE AUEDT) ETTADGH LE TOV TUMTIAVIKO UUEVA. KaAUYTE TNV KEGAAN

ATIEVAVTL ATIO TOV TUUTIAVIKO UMEVA UE VO LOOXEUUAL.
Y& avTifeTn TEPITTTWON, UTIAPXEL KIVEUVOG S1ATPNGNG TOU TUUTIAVIKOU UUEVA.

TomoBetroTe To pOoXELUA (XOVEpLVOG iokog, Ttaxog Tiepimou 0,3-0,5 mm)
0TV KEDAAN TNG TTPOOeoNC. BEBatwOeiTe OTL TO HOOXEUUA KAAUTITEL TIAR PWG
TNV KEPAAR.

TUVOEOTE TNV KEPAAN TG TTIPOBEONS LE TOV TUUTIAVIKO LHEVA / 1E T Aafh TG
opLpaAg.
TTP-Tuebingen AERIAL Total / Duessldorf AERIAL Total: Eav amatteitat,
TPOTIOTIOINOTE TNV KEPAAH TS TTPOBeoNS yia oUvSeon pe Th AaRr TnS odpupag.
I'la TOV OKOTIO AUTO, XPNOLUOTIOOTE HOVO TNV Mévaa Kaupng yia dlapdpduwon
NG KOIAOTNTAS TN AARRS TS 0dUpag TN KURZ.
[
Xpron tng Névoag kaugng ya Stapdpdwaon Tng KOIAOTNTAS TNS AaBg TS odLpag
, ZeAida 11]

3. MNP Malleus Notch Total: uvS£oTe TNV KUPTH TIPOEKTACN TNG KEGAAAG HE TN

AaBn tng opupas.

Y TN GUVEXELQ, EAEYETE TNV epappoyn TG TTpobeong.

13.5.3 'EAcyX0G TG Epappoyn§ TN Ttpodsong

1. EAE&yEte €@v n ipoBeon TIPOKAAEL TAOH OTOV TUUTIAVIKO LUEVA. € QUTHAV TNV TTEPITTWON: APALPECTE TNV EUPUTEVUEVN
TPOBEON KAl AVTIKATAOTAOTE T Ue BpaxUtepn tpddeon.

2. AvnmpoBeon ou xpnotpoToloate sivat TToA) Bpaxeia: AGaIpESTE TNV EUGUTEVIEV TTIPOOEGT KAl AVTIKATAOTAHOTE TN
HLE L0 LOKPUTEPN TIPOBEDT.

3. KAeilote TRV IPOORACH GTO HECW OUG.
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13.6 Xpron Siokou peTpnTH HEYEBOUG

KpaThoTe TOV ETUAEYUEVO HETPNTH HEYEDOUC E EVa KATAAANAO
UIKQOXELPOUPYIKO EPYAAEIO (TT.X. CUGKEUN avappodpnong) Kat KOYTE UE UIKPO-
PaAidt.

TormoBetroTe TN BAon Tou PLETPNTH HEYEBOUG 0T Bdon Tou avaRoAéa.
YHMANTIKO: H tpo&iaypadn Tou uey£00oug avTIOTOLXEL 0TO ATOAUTO KOG
TOU QVTIOTOLXOU UETPNTH HeYEBOUC.

Katd tov kaboplopd Tou analtoUHEVOU MRKOUS, AAUBAVETE UTIOYN TO TTAXOG
TOU HooXeUpaToG. Katd tn xpron tou OMEGA CONNECTOR: Na Aaufavetat
£TONG UTIOPN TO AEITOUPYIKO PAKoG Tou OMEGA CONNECTOR (0,5 mm).

g 3. AdaIp£0TE TOV HETPNTH HeyEBOUC aTIO TO HECW OUG PUETA T XPNHON.
THMANTIKO: Ot pETPNTEG UEYEDOUC XPNOLUOTIOIOUVTAL ATIOKAEIOTIKA Yid TOV KOBOPIOPO TOU ATMAITOUHEVOU URKOUG TNG
mpoBeong kat Sev poopilovtatl yia eupuTEUON.

13.7 Xprion tng Mévoag kapuPng yia Stapdpdwaen tTng KOAOTNTAS THS AABAS TS 0dUpaS
[ ZupBatotnta, XeAida 14 ]

1. Mdote TNV mpobeon pe AeTrT Tolumida kat cVPETE T BAon g tpdbeong otnv
AUAOKO TTIOU BPILOKETAL 0TO KATW OKEAOG TNG TIEVOAS KAUPNG. H KEDAAR TNE
TPOBEONG ival oTpapUEVN TIPOG TA ETTAVW. H Bpaxeia TAsUpd TG KEGAANG
Bpioketatl og optldvtia Beon.

2. KAeioTe Ta 0KEAN TG TTEVOAS KAUPnG. Katd tn diadikacia autr, mathote
amaAd pe 1o SAKTUASG 6 TO TTPOGHI0 LEPOC TNC TTEVOAS KAUYPNG, YIA VA NV
YALOTPHROEL N TIPOBEDT. H oTtaupwTr aykUAN TiElEL Ty TipoBeon Héoa oTtnv
avAaka, SlapopdwvovTag £ToL TNV €60y yia Tn AaBn g odvpag otny
mpodeon.

3. Avoifte TNV mEvoa KAUPNS kat apatpEoTe TV TTPOBEON PE TNV TOIUTTISA. AV TO GTEAEXOG TG TTPOBEONS EXEL
mapapopdwbei: Kaute Tov Afova WoTe va EMIOTPEPEL GTO APXIKO TOU OXHHA.

13.8 Adaipeon mpodeong

H mp6Beon mpoopiletarl yia apapovr] oto owpa. Qotdco, av tap' 6Aa autd sivat arnapaitntn n adpaipeon tng mpdbeongc:
Mpwv amod thv agaipeon e podeons: Epooov Exouv Snutoupyndei cUPPLOELS, XaAAPWOTE TIC.

H emakdAoudn Beparmeia kat peTeyXelpnTIK GpovTida evamdkeltal oTnv Kpiorn Tou Bepdmovta latpou.

14 MeteyXelpntiky dppovtida
« MNeplodikoi TpoAnTITIKOl EAyX0L oUUPWVA UE TNV KPion Tou BepdmovTa latpou
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15 Evnuépwon Tou acBsvh
H evnuépwon Tou aoBevn Tipémel va TephauBavet:

® [1pOOTATEYTE TOV AKOUOTIKO TIOPO ATIO TNV £0080 VEPOU.
Y& avtifetn mepimTwon, uTtapXel Kivouvog GAeyHOVAG / AolUwENG TNG TUUTIAVIKAG KOIAOTNTAG.

® ATIOEVYETE TIG EVTOVEC SIOKUUAVOELS TNG TTiEONC TTEPBAAAOVTOC (TT.X. KATASVUOELS, BOUTLA OTO VEPO HE TO KEPAAL,
EKPNEELS).
Av TIOPAAEIPETE VA TO KAVETE, UTTOPEL VA TIPOKANDE! TPAULATIOUOG OTOV TUUTIOVIKO UUEVA / 0T 00TAPLA, O OTIOIOG UTTOPEL
VO TIPOKAAEDEL SIATAPAXES TNG AKONG KAl TNE LOOPPOTTLAG.

SHMANTIKO: EVIHUEPWOTE £TIIONS TOV AOBEVH OXETIKA HE TIC CUVETIELEG TOU GUVOUAOHOU HE AAMEG HEBOSOUC.

[ ZuvSuaopOC HE AAAEC peBOSouUG, ZeNiba 8]

Kdpta eudutetiparog

SHMANTIKO: SUMTTANPWOTE TNV KAPTO EUPUTEVUATOS KAl SWOTE TH 0TOV aoBevh.

KoAA\note oto kaboplopévo TAQiclo TG KAPTAG €UMUTEDUATOC pia amd T TIAPEXOUEVEG ETIKETEG TOU TIPOIOVTOG.

TUUTANPWOTE OAA Ta UTIOAOLTIA TIAQLOLAL.

H KAPTA EPPUTEVUATOC TIPETIEL VA TIPOOKOUICETAL 0 KABE aKTIVOAOYIKH eEETaON.

16 Amoppwn

® To TIPOIOV £ixe £pBel o€ emadn Pe SUVNTIKA LOAUOHATIKEG OUOIES avBpwTivng TtposAsuonc. Kabapiote/ouokevdoTe TO
TPOLOV yia amdppuPn avAaAoyd LE TOV OUYKEKPLUEVO KIVEUVO HOAUVONC.
Y& avtifeTn mepimTwon, UTTapXEL KivBuvog HOAUVONG TOU acBevolg Kat TPITWY ATOUwWV.

H améppupn mpEmel va yivetatl cUPdWVa PE TOUG EBVIKOUG KAVOVIOUOUG Yid ThV amoppn kat cUPGWVA PE TV aVTIOTOLXN
KATNYopia KIvEUvVou.

17 Mpodiaypadég

17.1 MNpoB£oElg TUUTTAVOTIAQGTIKAG

TPP-Tuebingen AERIAL Total |REF L [mm] REF L [mm] 1610TNTEG
1004 234 3.0 1004 241 4.75 OUPEISWTH KeGOAN
1004235 3.25 1004 242 5.0 Bdon: ZtéAexog, koido
1004 236 3.5 1004 243 5.25
| 1004 237 3.75 1004 244 5.5
- 1004 238 4.0 1004 246 6.0
1004 239 4.25 1004 248 6.5
1004 240 45 1004 249 7.0
Duesseldorf AERIAL Total REF L [mm] REF L [mm] 1510TNTEG
20, ml 1004 034 3.0 1004 041 4.75 OuPIBWTH KEGAAA
1004 035 3.25 1004 042 5.0 Bdon: ZteAexog, koiro
1004 036 3.5 1004 043 5.25
1004 037 3.75 1004 044 5.5
1004 038 4.0 1004 046 6.0
1004 039 4.25 1004 048 6.5
1004 040 4.5 1004 049 7.0
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MunichLMU AERIAL Total REF L [mm] REF L [mm] 1610TNTEG
22.8mm 1004 074 3.0 1004 081 4.75 OupldwTr KEPAAN
1004 075 3.25 1004 082 5.0 Bdon: ZtéAexog, koido
1004 076 3.5 1004 083 5.25
1004 077 3.75 1004 084 5.5
1004 078 4.0 1004 086 6.0
- 1004079 4.25 1004 088 6.5
1004 080 4.5 1004 089 7.0
REF L [mm] REF L [mm] 1610TNTEG
3.7 mm 1004 434 3.0 1004 441 4.75 OUPISWTH KEGAAN HE KUPTH
1004 435 3.25 1004 442 5.0 TIPOEKTAOT, OTIOV ELCAYETALN
AaBh ,
1004 436 3.5 1004 443 5.25 apn e opvpas
Baon: ZTéAexog, kolAo
1004 437 3.75 1004 444 5.5
1004 438 4.0 1004 446 6.0
1004 439 4,25 1004 448 6.5
L = 1004 440 45 1004 449 7.0
Regensburg Total REF L[mm] REF L [mm] 1510TNnTEG
& 2.60 mm 1004 458 4.0 1004 461 4,75 OuPIdwTN KEGAAN HE 2 £00-
1004 459 4.25 1004 462 5.0 XEG. OLECOXEG UTIOBEIKVUOLY
1004 460 45 TO'V TPOCAVATOAIOUO TNG
Bdong.
Baon: STENEXOG, CUUTIAYEC,
UEYEBUOUEVO, WOELSEC
17.2 NapsAkopeva
Ovopaoia REF YAKO 1616TNTEG
Mévoa kapudng yia dta- | 8000109 AvOZeidwTo aTOdAL, KatdAAnho yia eme€ep-
7/ HOpdWOoN TNG KOIAOTN- ToLOTNTA KATAAANAN | yaoia
, Tag e Aaprg tng ogo- yla XELPOUPYIKH Xprion
pag
(Malleus Handle Cavity
Bending Pliers)
AC Sizer System Total | 8000550 TIAQOTIKOG Avd 5ioko peTpNTH e-
(10 x Siokoc¢ peTPNTH YEOOUC: 8 UETPNTES Me-
peyeboug) y€boug (3.0/3.5/4.0/
45/5.0/55/6.0/6.5
mm)
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17.3 ZupBatétnTa

AC Sizer System Total |Mévoa kauwng ya MRP Malleus OMEGA CONNECTOR
REF 8000550 Slapdpdwon e Replacement REF 1004930
kol\otntag Tng AaBng  |REF 1006960
™G odupag
REF 8000109
TPP-Tuebingen AERIAL | Nat Nat Nat Nat
Total
Duesseldorf AERIAL Nat Nat Nat " Nat
Total
MunichLMU AERIAL Nat ‘Oxt ‘Oxt Nat
Total
MNP Malleus Notch Nat ‘Oxl Nat Nat
Total
Regensburg Total Nat 'Oxl 'Oxt ‘Oxt

Y MeTd TNV TpomoToinon TS KedaAng pe Xprion Te Méveag kapPng yia Slapdpdwon Tng KoAdTNTAS TNS AaBnS TNS odU-

pag

14/14




	Titelseite
	ελληνικά
	 Πίνακας περιεχομένων
	1 Σχετικά με το παρόν έγγραφο
	1.1 Επεξηγήσεις συμβόλων
	1.2 Επισήμανση των οδηγιών ασφαλείας
	1.3 Πρόσθετες πληροφορίες
	1.4 Αλλαγές που σχετίζονται με την ασφάλεια

	2 Σημαντικές οδηγίες ασφαλείας
	3 Κωδικοί Προϊόντος / REF
	4 Παραδοτέα
	5 Συσκευασία και αποστείρωση
	6 Περιγραφή προϊόντος
	6.1 Γενικές πληροφορίες
	6.2 Δομή και λειτουργία
	6.3 Υλικά που μπορεί να έρθουν σε επαφή με τον ασθενή
	6.4 Παρελκόμενα
	6.5 Χρήση άλλων τεχνολογικών προϊόντων σε συνδυασμό με το τεχνολογικό προϊόν

	7 Προβλεπόμενη χρήση
	7.1 Προβλεπόμενος σκοπός
	7.2 Ενδείξεις
	7.3 Αντενδείξεις
	7.4 Ομάδα ασθενών για την οποία προορίζεται
	7.5 Προβλεπόμενος χρήστης
	7.6 Αναμενόμενη διάρκεια ζωής
	7.7 Προβλεπόμενος χώρος χρήσης

	8 Αναμενόμενο κλινικό όφελος
	9 Πιθανές επιπλοκές και παρενέργειες 
	10 Συνδυασμός με άλλες μεθόδους
	11 Διατηρησιμότητα και αποθήκευση
	12 Επεξεργασία
	13 Οδηγίες εφαρμογής
	13.1 Απαιτούμενος εξοπλισμός και υλικά
	13.2 Προετοιμασία του ασθενή
	13.3 Επιλογή πρόθεσης
	13.4 Προετοιμασία της πρόθεσης
	13.5 Τοποθέτηση της πρόθεσης
	13.5.1 Τοποθέτηση της πρόθεσης στη βάση του αναβολέα
	13.5.2 Σύνδεση της κεφαλής με τον τυμπανικό υμένα / τη λαβή της σφύρας
	13.5.3 Έλεγχος της εφαρμογής της πρόθεσης

	13.6 Χρήση δίσκου μετρητή μεγέθους
	13.7 Χρήση της Πένσας κάμψης για διαμόρφωση της κοιλότητας της λαβής της σφύρας
	13.8 Αφαίρεση πρόθεσης

	14 Μετεγχειρητική φροντίδα
	15 Ενημέρωση του ασθενή
	16 Απόρριψη
	17 Προδιαγραφές
	17.1 Προθέσεις τυμπανοπλαστικής
	17.2 Παρελκόμενα
	17.3 Συμβατότητα



