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H ouokeuaaoia eréupaong Trapéxel Ta KATGAANAa egapTApara yia tn dnuUIoupyia aTTOOTEIPWHEVOU
mediou Kal TNV 0AOKANpwOnN TG €TTEUPRAONG.

1 MNEPITPA®H ZYZKEYHZ

Kd&Be ouokeuaoia eméuBaong gival JovadikA yia Tov TEAIKO XpAOTN, aAAd ouvnBwg TTepIEXEl JEPIKE i
OAa Ta akdAouba e¢apTAuaTa.

o BeAdvn eicaywyng

e 0O0Onyod oupua

e OnkapI eI0QYWYNG

e >akoUAa atmoBANTwv

e 2WwANvag yia avtAia dinénong

2 ZKONOYMENH XPHzH

O1 cuokeuaaoieg eTTEUPRAONG Eival ATTOOTEIPWHPEVA KIT MiOG XPAONG TTou TTEPIEXOUV BId@opa TTPoidvTa
OUOKEUQOMEVA padi e okoTTd TRV TTapoXn dINBNTIKNAG avaioBnaiag yia Tnv SIEVEPYEIA TUNPATIKAG
BeppIKAG KATAAUONG GAEBWYV UE XPAON PASIOCUXVOTHTWYV.

3 ZKOMNOYMENOI XPHZTEZ

O1 ouokeuaoieg ouvhBwg avoiyovTtal Kal EToINAZovTal aTTd VOONAEUTEG A TEXVIKOUG Kal T TTPOIOVTA
TTOU TTEPIEXOUV XPNOIUOTTOIOUVTAI ATTO QUOCIOBEPATTEUTEG, AKTIVOAOYOUG, avaioBnaloAdyoug,
VEUPOAOYOUG KOl ayyEIOXEIPOUPYOUG.

O1 ouokeuaoieg TTpoopifovTal yia XprRon Hovo atmod eKTTAIOEUPEVOUG KAIVIKOUG 1aTPOUG.
4 KAINIKA OOEAH

O1 ouokeuagoieg TTAPEXOUV EUPET KAIVIKA 0QEAN, KABWG €xouv oxedIOOTEI yia va utTooTnpiouv ThV
TIpoETOINACIa ETTEPPACEWY Kal TN dnUIoUpYia aTTOOTEIPWHEVOU TTEDIOU, PE XPrion GonTrTng TeEXVIKAG. H
TTAEIOVOTNTA TWV UTTOOTNPIKTIKWY £EAPTNUATWY TTOU GTTaITOUVTAl yia Tn dInBnTIKA avaiocBnoia kai T
BeppIKA KATAAUON TTEPIEXOVTAI O€ Wia CUOKEUaaia. To KAIVIKO OQEAOG €ival N AONTITN TEXVIKA KAl TO
eCapTAUaTa TTOU CUUPBAGAAOUV OTN PEiwaon Tou KIvEUvou JoAuvong Katd Tn SIAPKEIA TWV XEIPOUPYIKWV
emepPaocwyv. Etiong, n BeATiwon Tou xpovou TTou PecoAaBei yia TNV TTPOETOINOTIa TNG ETTEURAONG,
KaBwg TTOAANG atrd Ta atraitouueva e€apTiuaTta BpiokovTal OAa o€ pia cuoKkeuaaoia, PEVOVTAG £TOI
TNV avAykn Tou XpAoTn va TTAPEI JEUOVWHEVA EEAPTAMATA ATTO TO PAQI.
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5 XAPAKTHPIZTIKA AMOAOZHZ

H ouokeuaaia dieUKOAUVEI T dnuIoupyia aTTOCTEIPWHEVOU TTEDIOU KOl TTAPEXEI EEAPTHMATA VIO TN
Olevépyela NG eTEPRaong. Ta emPEPOUG eCapTAPATA HECA OTIG OUOKEUAaieg dlagEpouv, alAd
ouVvNBwWG UTTOPOUV Va TTEPIEXOUV TA EEAG:

ESapTnua MpoBAeTOpEVOG OKOTTOG

BeAdvn eicaywyng MNa va atrokTAoeTe TTPdoRacn O aINoPOPa ayyeEia XPNOIUOTIOIWVTAG TN
BeAdvn Kai va dnPIoUPYNOETE TTAPAKEVTNON Yia va TTpowBnBouyv aTn ouvéxeia
GANEG OUOKEUEG, OTTWG éva 00nNyo cupua.

Odnyo cupua MNa va mpoxwpnoete Péow TNG PEAOGVNG €1I0AYWYNG WOTE VA ATTOKTHOETE
TEPAITEPW aPXIKA TTPOoRacn oTn QAEPA yia va eKTEAECETE TNV TEXVIKN
Seldinger.

Onkap! elIcaywyng MpoxwpnoTte Tavw a1rd 1o 0dNyO CUPPA VIO VA EKTEAECETE TNV TEXVIKA
Seldinger ka1 va atroktioete TTPOoBacn otn QAEBa yia Tn diIGpKEIa TNG
ETEPPAONG, WOTE VA PTTOPOUV va TTPowBnBouv AAAEG CUOKEUEG HECW TOU
Bnkapiou.

ZwAfvag yia avtAia | ZwARvag TTou uTtooTnpidel TN pon uypwv yia Tn dievépyeia TG dINONTIKAG
dInbnong avaiobnaiag

6 TPOIMNOZ AIAGEZHZ

OAa 1a repiexopeva rapéxovtal AMOZTEIPQMENA kai pun TTupeToyova 0€ CUCKEUOTIa TTOU Bev EXEl
avoixBei 1 @Bapei. O1 CUCKEUEG gival ATTOOTEIPWHEVES WE 0EEIDIO TOu alBuAeviou. Mnv xpnoIUOTTOIEITE
OUOKEUEG €AV N atTooTelpwuévn ouokeuaaia €xel @Bapei 1) avoixBei. MHN EMANAXPHZIMOMOIEITE
'H ENANATMNOZTEIPQNETE 1n cuokeun.

Mnv eTTavVaTTOOTEIPWVETE, ETTAVETTEEEPYALEDTE A ETTAVAXPNOIMOTTOIEITE. H €TTAvVaypnoIdoTToinon,
ETTAVETTECEPYOTIQ 1] ETTAVATIOOTEIPWON €ival SUVATO VA PEIWOOUV TN BOMIKA AKEPAIOTNTA TNG CUCKEUNG
N/Kal va TTPOKAAECOUV a0TOXiO TNG CUOKEUNG, N OTToia, PE TN o€Ipd TNG, €ival SuvaTo va TTPOKOAEDE!
TPAUPaTIONO, aoBévela, | Bdvaro Tou acBevoulg. ETtiong, n emavaxpnoipoTToinon, ETTaveTTeéepyaaia
€TTavaTrooTeipwan gival duvato va dnuioupyRoouv Kivduvo poAuvong TNG CUOKEUNG Kal/f) va
TTPOKAaAéoOoUV Aoipwén r diacTaupoupevn Aoipwen oTtov acBevr), cuptrepiAapBavopévng, HETAEUD
GAAWV, TNG pETadoong Aoiuwdwyv voowv atrd Evav acBevr o€ dAAov. H ydAuvaon TnG CUOKEUNG
eVOEXETAI VO TTPOKAAECEI TPAUPATIONO, aoBéveia A BdvaTo Tou acBevoug.

ATtrofikeuon

Na TTpooTarteUeTal Ao aueon €kBeon oTo NAIKO PG, aTTd TINYEG BEpUATNTAG KAl ATTO TNV UYPadia.
Na @uAdooetal o€ Bepuokpacia dwPATIOU Kal va PNV EKTIBETaI 0€ opyavikoUg BIAAUTEG, 1ovifouoa
OKTIVOBOAia ] UTTEPIBESG PWG. EVAANGCOETE TO ATTOBEPG 0AG WOTE Ol CUOKEUEG VO XPNOIKOTTOIOUVTaI
TTPIV aTTd TNV NUEPOMNVia ARENG TTou avaypd@eTal TNV ETIKETO CUCKEUOTIAG.

7 ANTENAEIZEIZ
Agv UTTAPXOUV CUYKEKPIPEVEG AVTEVOEIEEIG TTOU VO OXETICOVTAI JE TN OUOKEUOOIa TTEURAONG.

QoT1600, N TUNUATIKR BEPMIKN QAEBIKN KATAAUCN HE XPon padIoCUXVOTATWY dev evOEikvUTal yIa
aoBeveic pe OpoduBo oTo TUNPa TNG PAERBAG TTou TTPpoOKEITal va UTTORANBEI o€ BepaTreia.
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8 OAHrIEZ XPHZHZ

AI'IPOEIAOI'IOIH}:H: Mpétrel va e@apudletal AonTTTn TEXVIKN KATA TN XPAonN TNG ZUOKEUOOIOG
EméuBaong kai Twv e€aptnudtwy TNG.

8.1 Onkdpi elcaywyng

H diataén Tou eicaywyéa atroteAcital atmd Tov S100TOAEA Kal TO €EWTEPIKO CWHA Tou Bnkapiou, To
OTTOIO EMMITPETTEI TNV EI0AYWYI KABETHPa/0dnyou GUPPATOG UETA TNV APAIPECT TOU ECWTEPIKOU
olacToAéa. To cwpa Tou Bnkapiou Kal 0 lacToAéag SIaBETouv eyyug BnAUKO aUvdea o luer TTou
EMTPETTEI TN oUVOEON CUPIYYAG Kal TNV eicaywyr odnyou cUppatog. H BaABida eicaywynig gival
QIMOOTATIKA Kal TTEPIAAPBAVEI TTAEUPIKO Bpaxiova he oTPOPIYYA YIa TN XOPryNnon uypwy Kal OaKTUAIO
OUPPAPAG yIa OTEPEWODN.

MPOEIAOMNOIHZH: Xpnoi1yotrolgiTe AONTITN TEXVIKNA
e Avoi€Te TN OCUCKEUATIA Kal TOTTOBETAOTE TA TTEPIEXOUEVA OE ATTOOTEIPWHEVO TTEDIO.

o EAéyEre O0Aa 1O eCapthpata yia eAatTwpaTa. Mnv XpnoIUOTTOINCETE TUXOV EAATTWHATIKEG
OUOKEUEG.

e EkmAUveTe TN BeAdvn eicaywyng, Tov IA0TOAEQ, TO Onkdp! E1I0aywyAS KAl TNV TTAEUPIKN BUpa YE
QUOIOAOYIKO NTTAPIVIOUEVO aAaToUuxo SiGAupa.

o [lpoeToIuadoTe TO OEPUA KAl KAAUWTE TO TTPORAETTOPEVO ONUEIO TTAPAKEVTNONG OTTWG ETTIOUEITE.
e Eloaydayete Tn BeAdvn €il0aywyng oTo aipo@opo ayyeio. H ywvia tng BeAdvng Ba trpétmel va
TTPoCcapUOleTal AVAAOYQ HE TN CWHATIKA SIATTAACN TOUu aoBevr): pnxd o€ AeTTTd dToMO, TTIo BaBId
o€ yepodepévo dropo.
o Avappo@noTe Tn PeAdvn TTAPOKEVTNONG XPNOIMOTTOIWVTAG ouplyya. H Béon Tng BeAdvng Ba
TTPETTEI VO ETTOANBEUTEI PE avappOPNnOoN Kal TTAPATAPNON TNG ETTIOTPOPAG AiATOG.
8.2 XpnRon odnyou cUppATOG

‘Eva odny6 cUppa atrd avogeidwTo XAAUBa TTapEXETal PE TN CUCKEUACTIa ETTEPRAONG KAl E1I0AYAYETOI
Kal TrpowoeiTal péow TNG PAEBAG Tou aoBevolg oTnv atmaitoupevn B€on yia va dIEUKOAUVEL TN
O1€Aguon Tou Bnkapiou.

o AgaipéoTe Tn oUPIYYQ TTOU XPNCIUOTTOIEITAI VIO TNV avappo@naon Kal EI0ayAyeTe TO0 HaAakd kpo
TOU 08NYyoU cUpHaTOG Péoa atod Tn BeAdvn eicaywyng oTo ayyeio. MNMpoxwprioTe To 0dnyod cupua
OTO aTraITOUEVO BABO0G. AlaTnproTe EKTEBEINEVN ETTOPKN TTOCOTNTA TOU 0dNyoU GUPUATOG.

YA

MPOEIAOINOIHZH: Z¢ kapia TrepiTrTwon 8¢ Ba Trpétrel va Trpowdeital | va avacUpeTal TO
odnyoé ouppa Otav diamioTwlei avriotaon. NpoodiopioTe TO aiTIO TNG avTioTAONG TTIPIV
TTPOXWPEAOCETE. ZUVIOTATOI N Xprion ¢BopiooKkoTTiag yia emaAiBsucn Tng Béong Tou odnyou
oUpuaTOG.

1. Kpatote 10 0dnyd cUpua oTn B€0n Tou Kal atTooUpEeTe TN BEAGVN €1I00YWYAG.

A

MPOEIAOMNOIHZH: Mnv avaocupete To odnyé cupupa péoa otn BeEAOvN 1I0aywyng yiaTi
£€101 pmropei va atmrokoAAnBei To odnyé ouppa. H BeAdvn siocaywyng Ba trpémmel va
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apaipedei TpwTa. Mnv emTpémeTe TV TTPOWONON OAGKANpPou ToU 0dnyou CUPHATOG
Méoa oTOoV aoBevn.

ZUVOPHOAOYAOTE TO CET TOU €loaywyéa gloaydyovTiag TTpooeXTIKG Tov dIaoToAéa Yéoa aoTov
eloaywyéa Bnkapiou. MepdoTe Tov dlaaToAéa 01O TTWHA TNG BaABidag Tou Bnkapiou.

Otav xpnolyoTtioleiTe  €loaywyéa He  TTAEUPIKy BU0pa, akoAouBAoTe Tnv  KaABIEpwHEVN
VOOOKOWEIOKN TTPAKTIKA/TIC avAyKeS TNG €MEURAONG yia KTTAUCT, avappoenaon f Xoprynon
GAAWV dIaAUpdTWV.

000 kpatdre TOV €lI0AYWYEQ KOVTA OTO OEPMA, TTPOWOAOTE Tov dlacToAéa Kal To Bnkdpr padi
TTévw atrd 10 0dnyd cUppa Kal Eoa OTO ayyeio. Evoexopévwg va gival xprioiun n kabodriynon
ME @BoplookoTTia. H ToTToB€TNON OQIYKTAPA | QIOCTATIKAG OIATALNG OTO £yYUS AKPO TOU 0dnyou
oUpuatog Ba atroTpéwel TNV akouaia TTpowdnaon oAdGkAnpou Tou odnyou cUPPOTOG PECT OTOV
aoBevn.

MNa va ommooTTaoeTe TOV JIAOTOAEQ ATTO TO TTWHA TOU Bnkapiou, €KTUAIETE Tnv TTAAUVN Tou
olacToAéa atrd 1o TTWHA TNG BaABidag Tou Bnkapiou PEXPI va ATTOOTTOOTEL. ATTOCUPETE TOV
d1a0TOAEQ TOU ayyeiou Kal To 0dNyo oUPUa, aPrvovTag To BNKAp! wg aywyo pEca aTo ayyeio.

Eicaydyete TOov emmAeypévo KABETAPa €vidg Tou Onkapiou epapuolovtag TIG 0dnyieg TTou
TTapPEXOVTAl ATTO TOV KATOOKEUOOTH TOU KABETAPA 1} TNG AAANG OUOKEUNG KaBWG Kal TNV
KABIEPWHEVN VOGOKOUEIOKK TTPAKTIKNA.

MPOEIAOMNOIHZH: OTav agaipeite TOV KABETAPA, AVAPPOPAOTE HEOW TNG ETTEKTAONG TNG
TAEUPIKNAG BUPAG yia va CUAAESETE TA IVWOSN ATTOBEPATO TTOU UTTOPEI VA £XOUV CUCCWPEUTEI
OTO AKPO TOU BnKkapiou.

8.3 Onkdpl eiIcaywyng, eIcaywyn Kal avdoupon:

MNa v améepaén Tou Bnkapiou, XpnoIUOTTOINOTE BIACTOAEQ idlou peyEBoug pe To Bnkdapl.

MNa €KTTAuoN Kal £yxuon, XPnNOIYOTTOINCTE TNV TTAEUPIKN BUpa TTou BIaBETEl TO BNKAPL.

2uvdéoTe ypapun éKTTAUcNG/oUpIyya OTnV €TTEKTACN TNG TTAEUPIKAG BUpag Tou Bnkapiou Kai
TTpofeite o€ éKTTAUCN.

Ooo kpatdre 10 BNKAPI 0T B€0n TOu, TOTTOBETOTE TOV QVTIXEIPA Kal TOV OEiKTN TOU XEPIOU
avdapeoa oOTIG TTAAUVEG Tou Bnkapiou Kal Tou OIACTOAEQ, TECTE YEPA KAl QvVACUPETE TOV
dlaoToAfQ.

8.4 ZwAAvag

H Zuokeuaoia ETréuBaoncg mepiéxel cwAnva dinénong 1Tou TTpoopileTal yia Tn Xoprynon
@ualoAoyikou opouU pe To ouoTtnua avtAiag DP 20 4m. Oa mrpéTrel va ekteAouvTal Ta €EAG BruaTa:

AvoigTe TNV KEPAAA TNG avTAiag Kal el0ayayeTe ToV CwAAva (AGBeTe uTTOWN TNV KaTEULBUVON TNG
pong)
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9 ENAEXOMENEZ EMINAOKEZ

H ouokeuaaoia eTéupaong TTepIEXEl EEAPTAMATA TTOU TTPOOPICOVTAl YIa TNV TTAPOXH ATTOOTEIPWHEVOU
OIGAUPATOG VIO TN XEIPOUPYIKA ETTEUPRACN KAl WG €K TOUTOU BeV £XEl TTIBAVEG ETTITTAOKEG, WOTOCO O
XEIPOUPYOGS Ba TTpETTel va AauBavel utrown TIG TOAVEG ETTITTAOKEG TTOU OXETICOVTAI PE TRV ETTEURACN
Kal K&Oe pepovwpévo eEGpTnUa.

O1 mBavég eMITTAOKEG TNG TUNUATIKAG BEPUIKNAG QAERIKAG KATAAUCH PE PE XPAON PABIOCUXVOTATWY
TepIANaUBAvouy, HeTalu GAAwY, Ta €€NG: dIaTpnon ayyeiou, BpOuBwan, TIVEUUOVIKR EMPBOAN, QAERITIOAq,
AOIHWEN, TPAUUATIOUOG TTOPAKEIMEVOU VEUPOU, OEPUATIKO EYKAUMA, AINGTWHA i ATTOXPWHATIOHO.

10 AMNOPPIVYH ZYZKEYHZ

OAa 10 €€apTAPATA KAl N CUCKEUOOIaA TTPETTEI VA ATTOPPITITOVTOI CUUQWVA JE TA TTPWTOKOAAQ
VOO OKOWEIAKWY Kal ETTIKIVOUVWY aTTORAATWV.

11 ZOBAPA ANEMNIOYMHTA ZYMBANTA

Av TTpokUYel K&tToIo ooapd avetmBuunTo cupBdv, povtioTe va To avagépete otnv Kimal aT1o
vigilance@kimal.com kai 0Tnv Katd 10110 apuddia apxn.

MNa aocBeveig/xpfoTeg/TpiToug oTnv Eupwtraiki ‘Evwon Kal o0& XWPES JE TTAVOUOIOTUTTO PUBUICTIKG
KaBeoTwg (Kavoviopog 2017/745/EE yia Ta 1aTpoTeEXVOAOYIKA TTpoiovTa). Edv, kaTtd Tn didpkeia TNG
XPNoNG QUTAG TNG CUOKEUNG I WG OTTOTEAETUA TNG XPAONG TNG, £XEI CUMPET KATTOI0 0OBaPO
TTEPIOTATIKG, TTAPAKAAEIOTE VA TO AVOPEPETE OTOV KATOOKEUAOTH /Kl OTOV ££0UCI000TNHEVO
QVTITTPOOWTTO TOU KAl OTNV appodia apxXh TN XWPAG 0aG. Ta OTOIXEIQ ETTIKOIVWVIAG TWV €BVIKWV
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apHOdIWV apxwy (Znueia ETraeng ETayputrvnong) kai repaitépw TAnpogopieg diaTiBevral atov

ak6AouBo 10T6TOTTO TNG EupwTaikAg ETTPOTTAG:

https://health.ec.europa.eu/system/files/2023-02/md vigilance contact points.pdf

12 BAZIKO UDI-DI

To Baoikd UDI yia Tn Zuokeuaoia Xelpoupyikig ETéupaong sival 5032932KSP-107D-2UC.

13 FAQZzAPI ZYMBOAQN
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Advena Ltd.
Tower Business Centre,

2" Floor, Tower Street,
Swatar, BKR 4013, MdaAT1a

Swiss AR Services
Industriestrasse 47
CH-6300 Zug

Kimal Plc

Clayfield Road, Worcester
Six Business Park,
Worcester, Worcestershire,
WR4 0AE, United Kingdom
Tel: +44 (0) 845 437 9542
www.kimal.com
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