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EAAHNIKA

[Ipocoyn: H opocmovorakn vopoOBesia (tov H.IL.A.) tepropiler Tnv m@A61M TG GVOKEVTG OVTIG
ROVO 6€ 10 TPoVS )| KATOMLY EVTOANG LOTPOV.
Movo yuo eEaymyn — dev mpoopiletal yio mdAnon otic HILA.

Ievikéc minpo@opisc:

1.0

H cvokevn ovth Oa mpémel va yp1oIomoleitol amoKAEIGTIKA oo 10TPoVE EKTULOEVUEVOVS OTT|
dleEaymyn ayyeloypapldv Kot SIdEPUIKNG OLWAKNG otepaviaiog ayystoniootikng (PTCA).

H ITepidnyn aopdietog kot kKivikng amddoons (Summary of Safety and Clinical Performance,
SSCP) yia 0016 T0 TEYVOAOYIKO TPOIOV £lvar S100EGIUN Yo YNELOKN AQYT GTNV EVPOTATKN Bdon
deJOUEV@V Y10 TA WTpoTEYVOLOYIKG TpoidvTa (Eudamed), dmov gival cuvoepévo e to facikd
UDI-DI. H éev8vvon URL yio to Eudamed sivau: https://ec.europa.eu/tools/eudamed. To facuco
UDI-DI y1a tov Evdayyetoxd kafetrpa Abotpuyiag enapnc Hertz LithiX etvou:
081750801LithiXY7

Touyov wTptkd amdPANTO TOL SNUIOVPYOVVTOL GO TN SLUSIKAGIN TOV TEYVOAOYIKOV TPOTdvTog o
mpénel va, dlatifevtal pe ac@dieia, COUE®VA LE TNV TOALTIKT TOV VOGOKOUEIOV.

HEPIT'PA®H THX XYXKEYHX

O Evdayyelaxog kabetnpog Mbotpuyiog emapng Hertz LithiX (LithiX HC-IVL) givon évog
KATOYLVPOUEVOS UNYaVIKOS kabeTpac AMBoTpLyiag Tov Tomobeteital LEGM TOL GUGTNLOTOG TG
otepaviaiog aptnpiog yio TNV TPOSTEAUCT] KOl TV OVTILETMOTICT ATOTITOVOUEVOV GTEVAOGEDY
OV OVOUEVETOL VO, TOPOVGLAGOVY OVTIGTOOT] GTIV TANPT S1OYKWOOT) UTAAOVIOD Kot TNV
opowdpopen ékmruén otevt. H cvokevn LithiX amoteleiton amd moALATAEC GEPES NHUGPULpioY
a6 avo&eidmTo yaAVPa, KOTOVEUNUEVOV GE OAN TNV EMPAVELY EVOG £101KOD UTOAOVIO, TO 0010
TPoopilovTal Y10 TOV ATPOVUITIKO KOTOKEPLATIGUO TOV AGPECTION HEG® TNG LeBOdOV
MBotpuyiag pe eoption emapng Hertz. H evdoayyeiakn cuokevn MbBotpyiog LithiX datapdooet
TO 00PECTIO HEGM SAKPITOV CTUEIMV QOPTIONG EXAPNG EVTOC TNG PAGAPNG-0TOYOV, EMTPETOVTAG
1N 8106 TOAN TNG OTEVMONG TG oTEPAVIaiog aptnpiag vd YaunAr Tieon Tov UTAAOVIOD.
Emumiéov, 1o npuoeaipia mpocpipouvv T dSuvatdTnTa anoTpomig TG oAicOnong Tov kKabetrpa
KOl 06TOY10G TOTOOETNONG KOl GLYKPATOVV TH GLOKELT 0TN BE6M TN KOOMG SL0GTEALETOL KATA
T d1dpkela TG o10ykwong. To nuoeeaipla KaTavEHOVTOL 68 OAO TO UNKOG EPYACING TOV
UTOAOVION KOl LTOPOVV ETIGNG VO (PNCIUEDCOVY MG SEIKTEC TOV GUUPAAAOVY GTNV UTEIKOVION
NG TANPOVG SIGTOANG TOL UAAOVIOD KT TN dLdpKeELln TG Bepomeiog, kKabmG Kot mg onpeio
avaQopag Yo Tov akpipn Tpocdloptopd Tov HEYEDOLG TV ayyEi®V, TG LOPPOAOYIOG KoL TNG
0¢éomg Tov acPeatiov.

Ytov mivaka evooTIKOTNTAG TOL TPOidVTOG Tapatifetal | EMTEPIKN SIAUETPOS TG EMPAVELNG TOV
uraAoviov o€ KaOe mieon. Ta nuiceaipia ABotpryiog eBdvouv mepimov 0,25 mm vymAdtepa
MOV Omd TNV EMPAVELD, TOV PUTOAOVIOD. YTTAPYouV 600 0KTIVOGKIEPOL deikTEG TOTODETLEVOL
KAT® oo To PTaAdVL, Yo TNV vTooNONon TG OKTIVOGKOTIKNG OMEKOVIOTG KAl T SIEVKOAVVOT)
g axpiPovg tomobBétnong. Emiong, vdpyouvv 500 kevipikol deiktec 6TOV AEOVA TOL GLGTHLOTOC
epapuoync (oto 90 cm kot oto, 100 cm 076 T0 4w GKpPo), 01 070101 LTOSEIKVHOLVV T1 GYETIKY
0éom tov KabeTPa G TPOG TO AKPO £VOG Ppayloviov N unplaiov 0dnyov kabetipa. To dnw

TUN O TOL KOOETN PO, CUUTEPIAUUPOVOIEVOD TOV UTAAOVIOD KOl TV UICQALpimV, eitvat
EMKOAVUUEVO UE Uit VIPOPIAN EMiGTP®GON Yo T Peitioon g duvatdtnrtag Tomobétnong ot
0éomn-otoy0.

Ta Bacikd xopaKTnploTikd TG cvokeuns tapatifevial otov akdAovbo Tivaka.
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Mivaxog 1: Xapaktnprotikd LithiX HC-IVL

XopoKTNPLoTIKA LithiX HC-IVL

Ovopaotikég diapetpot dubéoiumv 1,5,2,0,2,25,2,5,2,75, 3,0, 3,25, 3,5, 4,0 mm

UTOAOVIDV

Ovopootikd(d) pkog(n) dwbéomv 14 mm

UTOAOVIDV

Mnkog epyaciog kabethpa 140 cm

Yyeduooudc kabemmpo Tayeiog evarloyng

[Tieon d16ykmong puroioviov* Ovopoaotikn Tyy: 5 atm (omdotoon 1,5, 2,0, 2,5, 2,75, 3,0, 3,25,
3,5, 4,0 mm), 3 atm (dwdpetpog 2,25 mm)

Ovopaotikn mieon piéng: 12 atm
Svpfotdénto pe 0dnyd Kabstpa 6 French (ecwt. Siu. > 0,071” (1,8 mm))

* AvatpéEte 0TV ETCTLOVOT TOVL TPOTOVTOG KOl GTNV KAPTA TOV ECOKAEIETAL Y10 TANPOPOPIEG GYETIKA LLE TNV
€VOOTIKOTNTO, TOV UTOAOVIOD TOV TPOTOVTOG.

Kliviko opelog:

To KAvikd 6peloc TG avVTILETOTIONG TV PAaPidV pe pétprog £0¢ Papldg LOPPNG ATOTITAVMGN
pe tov LithiX HC-IVL eivot 1 peioon tov Tepintdoemy EN0VAGTEVOOTG TOV ayYEIOn oV £XEL
voPAnBel oe Bepoameio, Loym avenapkovg ékntuéng tov otevt. O LithiX HC-IVL napéyetl oavtd
TO OPELOC TPAYLATOTOIDOVTAG AMBOTPIYin TOV ATOTITOVOUEVOY BAafdV te T HéB0d0 emapng
Hertz pe amotélecio Tov KATOKEPLATIGHO TOV acPeatiov, dtacparifovtag £T01 T GOOTH
éxntoén Kot TomoBEnomn Tov otevt Aoym tng Bpavong tov acsPeotiov. [a v mocotikoroinon
TOV 0PEAOVE TOL TPOKVTTEL A TN 6MGTH EKTTVEN TOL 6TEVT UETd TN Bgpameia e Tov LithiX, n
KOPLO TAPAPETPOG KAVIKNG EKPOONC TOV apopd ToV acbevn eival 1 VTOAEITOUEVT GTEVOOT)

< 50% petd tnv TomobETNON TOL GTEVT, XWPig eVOEiEelg LEOVOV aveTIBOUNTOV KAPIIOKOY
ocupupdvtav (MAKY) evtog tov vosokopeiov. Mia deuTepedovca KAVIKN TOPAUETPOG LETPTIONG
etvan n avénon g erdyiotng StopéTpov Tov awAoL (acute gain) (Letd tnv ToToOETNON TOV
OTEVT).

O1 petprolpes Kot GYETIKES e TOV aoBevn eKPACELS KOl TO TOGOTIKA KAVIKA dedopéva amd T
dokiy] PINNACLE I napoatifevior cuvontikd otov akoiovbo mivaka. Xtn dokiyury PINNACLE I,
60 acBeveic vropAndnkav g Oepamneia pe to LithiX HC-IVL.

Mivaxkoeg 2: Yrorewmépevn otévoon kat acute gain otn ooxipr) PINNACLE 1

"Expoon Y16y0¢ Amnotéleopa
Ynorewwopevn otévoon 98,3% (59/60)" 80% [Teprocdtepot and 10 80% TtV
<50% yopic MAKX egviog | (91,1% éwg 100,0% acBevav elyov vTOAETOHEVT
T0V VoooKopugiov” CD) otévoon < 50% yopic MAKE
(N=60)" €VTOC TOV VOGOKOLEIOL £0G TO
g&itnpo.
Acute Gain (peta v 1,60 £+ 0,48 mm AvEnon g dapétpov | Iapatnpndnke Oetikn o&eia
Tomo0étnon otevr) (L=63)* TOV OLLAOV HETE TNV oamolafn) (LeTd TV TOoTOBETNON
tomofétnon otevt OTEVT).

*MAKZX = Meifov AvemBounto Kapdiarxod Zoufav, opiletoar og 0 cuvdvacpog tov kapdioyyelokold Bavatov, Tov
EULPPAYLLOTOC TOL HLOKAPSIOV KOL TG EMAVAYYEIMONG TOV AyYEIOV-GTOYOL

P AcOeveic mov vrroPAOnKav ce Oepomeio

T'O)ot ot acBeveig elyav vrolewmdpevn otévmon < 50%, évag (1) acBevig vréotn Epepaypo Tov pookapdiov Tpy amd
To e&unpio.

% Axpipéc Srdotnuo epmotoctvng 95% Clopper-Pearson

¢ BAdPec mov vrofAndnkav o Bepaneio
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2.0 TPOIIOX AIAGEXHX
Yreipo:  H ovokevn ovth anocTtelp@vetal Le akTvoPolio dEGUNC NAEKTPOVIOV Kot Eivol un

TLUPETOYOVOC. M1 YPIGLUOTTOLEITE T1] GUGKEVT] £AV 1] GVGKEVUGIN £XEL AVOLYTEL 1
vrootel Cnuid.

Hepreyopeva: ‘Evag evdayyelakog kabetnpog Mbotpryiag emapng Hertz LithiX™

Mioa Belova éxmivong

"Eva éyypapo odnyldv ypriong
"Evag mivokag evdéotikdtnTog
"Evag amoppopntg o&uydvou

®vrhaln:  Dvldooete o€ Bepprokpoacio < 25 °C.

3.0 YXKOIIOXZ, ENAEIZEIX XPHXHX KAI INHOYXMOX AXGENQN I'TA TA OIIOIA
MNPOOPIZETAI

3.1

Ilpoopiiouevos cromos

O Evdayyelaxog kabetnpog MBotpryiag emapng Hertz LithiX npoopileton yio m OBeponeio tov
OTOTITOVOUEV®V GTEVHOGEDV, LECH KATUKEPUATIGLOV TOVL aoPeoTiov.

3.2

Evocieis ypijons

O Evbdayyelaxog kabetnpog Mbotpuyiog emapng Hertz LithiX evdeikvuton yia tov
KOTOKEPUOTIGHO TOV acPectiov Pupld AmoTITAVOUEV®Y, GTEVOTIKGOV de novo PAafdv Tng
otepaviaiog aptnpiog, Tp amd TV ToToETN o OTEVT.

3.3

I n0Ovoudg aclevarv yra tov omoiov npoopileral

O minBvopdg acbevav yia tov omoiov poopiletar o Evdayyelakdg kabetnpog Abotpuyiog
eraeng Hertz LithiX eivon acBeveig pe Boaptd amotitavouéves, otevatikés de novo BAaPeg g
otepaviaiog aptnpioc.

HIEPIOPIZXMOI
H aoc@diela kot 1 aroterleopatikotnta tov LithiX HC-IVL dev €yovv a&loroynbei oe
aoBevelc pe:
o  Mn avtpetomlouevo Bpoupo oty meployn g PAAPNS.
e  XTOGUO TNG GTEQUVINING 0pTNPING OTO AYYEI0-0TOYO, OTOVGIN, GTLLOVTIKNG
OTEVOOTG.

4.0 ANTENAEIZEIX
O Evdayyelaxog kabetnpog Mbotpuyiog emapnc Hertz LithiX avtevdeikvotat yia yprion:

Ye aofeveic mov kpivetar 6Tt Exovv PAAPN M omoia amoTpEneL TNV TAN PN S1OYKWOOT| UTAAOVIOD
QYYELOTAQGTIKNG

Ye acbeveic e OTAGUO TNG GTEQAVIAING OPTNPLNG OTOVGI0 CNUOVTIKNG GTEVMOONG

Metd 1 8106TOAN TOL EKTTVYUEVOD GTEVT

Kopotida 1 eyxeporoayyeiaxés aptmpieg

5.0 TPOEIAOIIOIHXEIX KAI ITPO®PYAAZEEIX
MPOEIAOIIOIHXEIX

e  Mnv tonobeteite tov LithiX HC-IVL pécm tng mievpikng kuyéAng evog Tponyovpéveg
tomofetnpévou atevt, kabmg To uTaAdvL Bo uTopovoE Vo EUTAOKEL GTO OTEVT.
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H ypnon vrepforikd peydrov peyébovg av&davel Tov kivouvo daympiopov. [Ipokeipévon
va meplopiotel n mbavotnTa PAGRNS TOL ayyeiov, 1 SIAUETPOS TOV S10YKMUEVOD
urodoviov dev Ba mpémet vo vepPaivel Tn S1GUETPO TOL ayyeiov avapOopag.

O LithiX HC-IVL dev wpoopileton yio tn Oepaneio TG EX0VACTEVOGOTG EVTOG TOV GTEVT.
H Bepancio oe aceveic mov dev gival 0modEKTOL LTOYNPLOL Y10l XEWPOVPYIKT| ETEUPOCT
TOPAKOUYTG CTEQOVIAING OPTNPIOG LE LOCYEVIO OTOLTEL TPOGEKTIKN e&€TaoN,
cupmeprropPoavopévng Thavig aodVVOUIKNG VTOGTPIENG Katd TN dtodikacia, Kadmg
avToG 0 TANBVoPOC aoBevav avtipetomilel Waitepo Kivovvo.

Orav o kobempag ektifeTon 010 ayyeloKd GUGTNUA, 0 XEPIOUOS TOV Ba TPEMEL va yiveTal
VIO LYNANG TOLOTNTOG AKTIVOCKOTIKY Topakolovdnon. Mnv tpowbeite odte va
avaoUPETE TOV KABETPA €AV TO UmaAOVL dev £yl amodioykmbel mAnpwg. Edv
GUVOVTNGETE AVTIOTAOT] KOTA TOV YEPIGIO, TPOSIIOPIoTE TNV ditiol TNG aVTioTOONS
TPOTOV TPOYWPNCETE.

H mieon tov umaioviov dev Ba mpémetl va vrepPaivet v ovopactikn mieon pnéng (RBP)
OV AVAYPAPETAL GTT) CLOKELAGIO. ZVVIGTATAL 1] YPTOT) GLCKEVNC TAPUKOAOVONGNG TG
TEONS YOl TNV AOTPOTN TNE AOKNGNG VIEPPOAIKNG TTiEGTG.

H dwdwcosio Bo mpémet vo mpoypatonoleitonl LOVo 6€ VOGoKouEio OOV UTopEl va
wpaypatomoinoel ypinyopa enttdémov (1] 6€ KOVTIVI LOVAdQ) EMEIYOVGO YELPOVPYIKN
eMEUPOOT TOPAKOUYNG CTEQOVIAING OPTNPIOG LUE LOTKEVUA, OE TEPITTOOT) SOLVNTIKA
PAamTicng N ameANTIKNG Y10, T (ON EXTAOKTG.

INo va tepropicete Tig TOAVOTNTES EUPOAMGUOD OEPO GTO ECOTEPIKO TOV AyYEiOV,
YPTCULOTOLEITE LOVO TO GUVICTMUEVO PEGO SOYKWOOTG TOL Uroloviov. [Toté un
¥pMolLonoteite oépa 1 0€plo PESO Yo T SOYKMGT TOV UTAAOVIOD.

Oa mpénel va divetol TPoGoyn 6TOVG KvODVOUG Kot To OPEAT KATd T ypon o€ aobeveig
LE 16TOPIKO GOPaPNC avTIOPAOT|G GE OKLOYPUPLKOVE TAPAYOVTEC.

BePaimbeite 6t1 | apoctatikn ParPida £xel avoi&el emapkmg TPy amd TNV EIGUY®YN N
v aeaipeon tov LithiX HC-IVL. M aipoototikn fodBida mov gival Todd kAeloT)
UTOPEL VO TPOKAUAESEL AMOKOAANGT] TV NUICPALPI®V.

INPOO®YAAZEEIX

[Ipoopiletar yia pio yprion povo. H emovoypnoiponoinon, n enaveneéepyosio n n
EMOVATOGTEIPMGT TNG GLOKEVNG EVOEYETAL VO TPOKUAEGOVY UTDOAELN TG AKEPULOTNTOG
TNG GLUGKEVNG KOV LOAVVOT, TO OTTOi0 EVOEYETAL VO TPOKAAEGOVY TPUVHOTIGHO,
acBévela 1 0avarto tov acHevi.

Xpnoomoteite Tov kabetipa mptv amd v «Huepounvio ANENG» Tov avaypdeeTatl 61N
cvokevacia.

[pwv amd v exépuPoom oyyelomAacTIKNG, 0 kKabetnpag 0o Tpémet va eAéyyeTal yio TNV
emPePainon tng AettovpykdtnTag Kot vo Stoc@oiiletal 0Tt To néyedog KoL To Gy TOV
elvat KatdAANAo Yo T CLYKEKPIUEVT] S10dIKAGI0 GTNV Ooin TPOKELTAL VO
ypNopomoinoei.

Koatd ) didpreia g dtadikosiog, Tpenel va yopnyeiTol 6Tov achevi 1 KOTAAANAN
avTimnkTikn Oepaneio, 6mwg amarteitar. H avtimnkrikn Oeponeio Oo mpénet va
ocuvveyileTar Kot petd tn dadkaocia, yio Eva ¥poviko d1dotnpa, To onoio Bo Tpémel va
npocdlopileTar omd Tov WTpod.

Ed&v n axtivookomikn topakorovdnomn vrodeifel 6Tt o LithiX HC-IVL éyel mpowbnBei
UETA TO GKPO TOL 001 YOD GVPUATOG, OVAGVPETE TOV KUOETNPO KAl ETOVATOTODETHGETE TO
oLPUO, TPOTOV GLVEXIGETE TNV TPOmOTON.
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o Mnyv enyEPNOETE VO EMOVATOTODETNGETE VOl PLEPIKMDG EKTTLYUEVO UTaddvL. Edv
EMYELPNOETE VO, ENAVATOTOOETNOTE VO LEPIKMDG EKTTVYUEVO UTAAGVL, EVOEYETAL VOL
wpokAnOei coPfapn BAAPN oTo ayyeio.

o To cvotnua tov Kabetpa Bo TPETEL VAL ¥PNGLLOTTOLEITAL ATOKAEIGTIKA OO 10TPOVG
EKTOOEVIEVOVC GTN SEEQYMYN SIUOEPUIKNG OLUVATKNG Oy YELOTANGTIKNG GTN GTEQUVINIOL.

o Edv aviyetonioete Suokoiio KOTA TN SIOYKOGCT) TOV UTOAOVIO, LT GUVEYICETE.
ATOLOKPUVETE TN GLGKEVT] KOl UV ETLXEPNOETE va TNV Eavaypnoiponomoete. Emiééte
pio GAAT CLGKELY.

e Mn ypnoiponomoete 0dny6 kaBeTpa 1 0dNYO KOBETHPO TPOEKTAONG LE ECWTEPIKT
dtapetpo pkpdtepn amd 0,071 in 1 1,8 mm.

e M ypnoponoticete 0dNyo cOpuo pe diduetpo peyarvtepn arnd 0,36 mm (0,014 in).

e H &yyvon omolovdnmote PHEGOV €KTOG OO PUGLOAOYIKO 0pd EKTAVGNG 1| NTOPIVIGUEVO
PLGLOAOYIKO 0pO SLAUESOV TOL CVAOD TOV 0N YD GUPLOTOG UToPEL Vo StakvPedoeL TNV
0TOd00M TNG GUGKELNC.

o [Ipw amod ™ xpnon, enBe®pOTE TPOGEKTIKE T1 GLGKELT Y1 TVYXOV OTPEPADGELC,
KUPTOGELG I AAAeg Cnpiég. Mn yprolonoteite edv mapatnpoeTe TuXOV Cnpid 1 v
HoALVOEL akoVG10 1) GLGKELT.

e XVPETE KUl OPUPESTE TPOGEKTIKA TO TPOSTUTEVTIKO ONKAPL Ao TO UTAAGVL Kol
AQUIPECTE TOV GTUAED 0TO TOV AAO TOV 081 YOU GUPLOTOC.

o Apéowg mpv amd v eooywyn tov LithiX HC-IVL otov 0dny6 kabetpa, vypdvete to
UTOAOVL e GTEIPO PLGTIOAOYIKO 0PO, TPOKEIEVOD VO EVEPYOTOIGETE TIV VOPOPIAN
EMUKAAVYT).

e Metd v amopdkpovon and tov 00ny6 kabetnpa, o LithiX HC-IVL dev 6a npénet va
emavelsoydel.

6.0 AYNHTIKA XYMBANTA KAI XOBAPA XYMBANTA

Ta dvvntikd cupPdavta, To coPapd cuuPdvto Kot ot averBounteg evépyeleg (Ue OAPAPNTIKY
oelpd) cuvadovv pe GuVRHBELS Kapdlokég emepPacels Paciopuéveg o€ KabeTpa Kot
TePAMAUPAVOLV:

e Ayyelokd eyKeEQPAAMKO ETELGOOL0

e Awodvvapukn dvoyépela

e Awoppayio ) opdtopo

o Apvidw cOykielon

®  AVOMVELGTIKY] OVETAPKELL

e Aveldpuoua oTEQOVIOLNG

o AvTidpdoelg o€ PAPLLOKE, CUUTEPIAAUPOVOLEVNG AAAEPYIKNG QVTIOPAOT|G OTO

OKIOYPOPIKO LEGO

o Amdppaén TAevpikdv KAAS OV

e Apyn pory/xaBoiov emavaAinym pong

o AppuBuiec, copmephouPavoprévng TG KOATIKNG LOPUOPVYNG

o Aptprogiefikd cupiyylo

o Awyopiopog, ddtpnomn, prén N BAAPN otepaviaiov ayyeiov, Tov TBavOC amattel

YEPOVPYIKN amokaTdoTooT 1 exéupoon

o Eupoiioudg

¢ Enavaotévoon g Bepanevbeicag otepoviaiog aptnpiag mov odnyel o enavayysioon

e Emeiyovca i un enelyovoa dtadepuikn ote@oviaio exéppoon
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7.0

Eneiyovoa 1 un enciyovoa yeipovpykn enépPoon mapdkopyng otepavioiog aptnpiog pe
pocyev oL

Emumloréc oto onpeio mpocPaong

®dvatoc

Opéupwon

Ioyonpio Tov pookapdiov

Kopdiokdg emmopotiopog/aepicopdiokn Ao
Kapdioyevig xataminéio

Aoilpwén

Nepptkn dvchettovpyio/avendpkeia

OMKn amdEpasn ™S oTEPAVINiNG apTNPiog

0&Y épppayuo Tov pvokapdiov/ioyoio

[Mvpetoydvog avtidpoon

YTAGHOC TNG oTEQOVIOiG apTnpiog

Y 0dyyn M actabng otndayym

Tpadpo eAdocovog ayyeiov

Yo/ oméptaon

XePOVPYIKN TOPAKOLYN CTEPAVIAING APTNPLOG LLE LOTYEVLLL

Onotodnmnote coPapd LAY TOV EYEL TPOKVYEL GYETIKA LE T CLOKELT Bal TPETEL VAL AVOLPEPETAL
otov katookevaot (Elixir Medical Corporation) kot otnyv appuodio apyn Tov KpAaToug pEAoVE M
o€ QAL 0pLOSIA VYELOVOLUKT] opyn 6oV Slapéver o xpnotng i/t o actevig Ta otoyeia
EMKOIVOVIOG TOV KATACKEVAOTNH AVAYPAPOVTAL GTNV TEAEVTAIN GEAIdU aVTDOV TV OdNyLmv

Ta mhovd avemBounTo cuufavta Kot 1 avapopd cofoapmv averBountov cuppdviav Bo tpéret
va cu{ntodvtor pe Toug acheveic.

IHAHPO®OPIEX KAINIKHX XPHXHX

Amraitovueva vikd

Ta akdAovBa vAKG (ov dev mapéyovtor ovte Katackevalovtat and v Elixir
Medical Corporation) amatitobvtat yio ) ypron tov LithiX HC-IVL
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Koataiiniog(ot) 0dnydc(oi) kabempag(ec)
0 O odnydg kabetpog TPEMEL va £(EL EAAYLOTN E0MTEPIKN dtdpetpo 6 F 1

1,8 mm
KoatdAinio odnyo cOpua
0 O 0dnydc kabetipog Tpémet va £yl péytotn eEwtepikn didperpo 0,36 mm
(0,014 in)

0 O odnydg kabetnpog Tpémel va £xel eEldyioto unkog 175 cm
2-3 ovpryyec (20 cc)
Hropwicpévog oteipog pucstoloyikdg opdg
[eprotpepoduevn ayootatikn Parfida
Yxiaypapikn ovoia 60% apatopévn o€ S1dAvLa PUGLOA0YIKOD 0poL e avaroyia 1:1
YVoKELT SLOYKMGNC
Tpiodn BorPioa
2V0KELN POTING
Ewoaymyéag 0dnyod cOpuatog

Moévov ot eykekpiéveg yio dtdbeom oty ayopd (m.y. pe ofuaven CE) cuokevég mov
TANPOVV TIG TPOSLOYPAPES TOV AVOPEPOVTOL TOPATAV® Oa TPETEL VAL YPTGLLOTOLOVVTOL
ue tov LithiX HC-IVL.

7.2 Agaipeon cvooksvaciag
7.2.1 EmBewpnote TpoGEKTIKA T ONKN TG Gvokevasiag yio Tuxdv Tapovoio {nudc.
Mn ypnoponoieite €dv 1 6uoKevAGia £YEL vTooTeL Lnuia N £xeL avorytel.
7.2.2 Mg donnn tE)VIKY, avoilte Tn OMKN ®ote vo amokoAvPBel n 6TEipa CLOKELT.
7.2.3 Mg donmIn TEYVIKI, OKOVUTNOTE 1] APNOTE VO TECEL 1] OTEPO CLGKELT] GTO
oteipo meodio.
7.3 EmOsapnon mpiv ané Ty ypijcn
7.3.1  A@aipéote mPOGEKTIK T1 GLOKELN UE TO ONKApt arwd T oteEavn. [Ipocétte va
unv TooTel 1o dkpo Tov BnNKaplov oTov TAEVPIKO Ppoyiova TG GTEPAVNG, OTOTE
Ba pmopovoe va apalpedel axovaia to Onkdpt kot va amokaAveoel To Proddvi.
7.3.2  Tlpwv amod tn gpnon, enfempnoTE TPOGEKTIKA T1) GUGKEVT] Y10, TUYOV
oTpePAMOELC, KUPTAOGELG 1 GAAES {npéc. M ypnoylomoteite eGv TapaTnPNOETE
TUYOV (Na M €av LOAVVOEL aKOVGLO 1) GLGKELT].
7.4 Ilpoctowacio yia ypijon
7.4.1 TIlpoetoydote Tov 001yo KabBeTnpa, TO 001Y0 GUPLLO KOl TH) GUCKELT SLOYKMONG
COLPOVA LLE TIG 0OTYIEG TOV KOTAGKELOOTY.
7.4.2  Zopete Kol 0QUPESTE TPOGEKTIKA TO TPOCSTATEVTIKO ONKApL amd TO PTOAOVL KO
AQUPESTE TOV GTLAED OO TOV OWAD TOL 031 YOV GUPLOTOC,.
7.4.3  Exm\bvete ) ovokevn LithiX pe nmapwicpévo guctoloyikd opod
YPNOWOTOIDOVTOG T PEAdVO EKTAVGTC.
[poocoyi: ATo@UyeTE TOVG YEIPIGHOVS TOV PTALOVIOV KOTA T1| OLAPKELX TNG
EKTAVGG TOV VA0V TOV 001700 GUPNOTOC,
7.4.4 II\npoote po cOpryyo Tov 20 cc pe 5 cc piypatog oKloypo@ikon
LEGOV/MTOPIVIGUEVOV PLGLOAOYLKOD opov (1:1).
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7.4.5

7.4.6

7.4.7

Yuvdéote oToV KEVIPIKO oppard TG cvokevng LithiX kot epoppoote apvntikn
nieon eni 10 devtepoAienta.

AlTnp®VTOG TO AKPO TNG GVPLYYOS CTPAUEVO TPOS T KATM, LEUDGTE APyl TNV
mieon €mg 6Tov va Yivel ovdETEPN.

2UVOEOTE LU0 TPOETOUACUEVT) GUOKELT SLOYKMOTG GTOV OUPUAD TNG GUGKEVNG
LithiX ko1 diatnpnote tn 6€ ovdétepn mwicon.

[pocoyn: Mnv epappiolete apvnTIKI] TiEGT 6T GLOKELY] OLOYKMONG KATE TNV
Tomo0étnon g ovokeviig LithiX 6to onpeio g prapnc.

7.5 Oodnyies yprions

7.5.1 TIlpoetodote ) B€om ayyelokng TPOSRUCNC COUPMVA, LLE TNV TUTIKT TPUKTIKY.

7.5.2  Ewsoydyete évav 00nyo kabetipa péca amd Ty apootatikn PaAifida,
aKoA0LOMVTAG TIG 0dNYiES TOV KATUOKELAGTY.

7.5.3 Ilpowbnote TPooeKTIKA TO 00N YO GUPLO LEGH KOl SIOUEGOV TOV 0O Y0V
kaBetnpa. Otav olokAnpwbei n dlodikacio, ATOGVPETE TOV EICAYMYED, TOV
001 yoh cOPUATOG, EAV YPTCULOTOCATE.

7.5.4 IlpocaptnoTe Hiot GUGKELT] POTNG GTO 0ONYO GVPL, £GV gival emBountd. Yo
OKTIVOOKOTIKN TTAPOKOAOVONGN, TPOYWPNOTE LE TIG 0modekTéc texvikéc PTCA
Yo va TPowBONGETE TO 001Y0 GUPLLO TPOG Kal SLUESOV TG PAGPNG.

7.5.5 Yypdavete to pmaidvi g cvokevng LithiX pe oteipo dtdAvpa puololoyikod
0poYv Yo va, evepyomomBel 1 VOPOPIAN EmKAAVYT).

7.5.6 BePouwmbeite 611 1 cvokevn LithiX eivar amodtoykouévn. Poptmote amd 10 Tiow
UEPOG TO G® GKPO TNG GLOKEVNG EXAV® 6TO 001Y0 GVppo eEacearilovtag OTl
10 00MYO oVpHe eEEPYETOL OO TOV KABETPA OTNV £YKOTN oL PBpickeTol Gmm
TOV UTOAOVIOV.

Xnpeioon: Kata t @optoon amd 10 Ticm pEPOS TS GLOKELI|S 6TO 00170 cVPuA, O

KaOeTpog 0o mpémer va vwosTpileTal, ®GTE VO H106QAMOTEL 6TL TO 00176 cVppRA

ogv 0a TvAy Bl YOp® amd To pralovi.

7.5.7 Ipowbnote T cvokevn LithiX endvm amd 10 0dNyd cVpUE, ®GOTOL TPOGEYYIoEL
v apootatikn PaAfida.

7.5.8 Avoi&te v apootatikn BarPida. Elcaydyete Tov KabeTpo cUYKPATMOVTOG TO
0dNyo ovppo otn BEomn Tov Kot 6ei&te TV apoototiky BodPida. [a va
S1EVKOAVVOEL 1 E1IGAY®YN, TO UTOAGVL TPETEL VOL EIVOL TANPOG OTOSIOYKMDUEVO LE
vromieon.

7.5.9 Zoeitre v apootatikn PodPfida ®OTE v ONUIOVPYNGETE GTEYUVH COPAYION
YOp® omd ) cvokevn LithiX yopic va arnotpéneton 1 kivion ¢ cvokevnc. ‘Etot
B0 emTpamel N cLVENNG KOTAYPOPT] TNG TEONS TG EYYLS OTEQAVINiNG apTNPiog.

Inueioon: Eival onpaviiko n owpoctotiky Boipida vo KAEIGEL PKETA 6QLYTA OGTE

VO aTOTPEMETAL 1] OLOPPOT] AIPOTOS YOP® a6 TOV GEova TG ovokevg LithiX, aild

01 T060 6PLYTA OGTE VO TEPLOPIleTaL 1] POT} TOV GKLOYPAPIKOV PéGA KoL €@ 0l TO

praiévi 1 va mepropileran n Kiviion Tov 061700 cOPRATOG.

7.5.10 IIpowbnote ™ cvokevn LithiX endvm amd 10 0dNy0 cOPU Kl GTO EGOTEPIKO
NG GTEVMOTG. ZUVEYIOTE VIO OKTIVOOKOTIKT TOPOKOAOVOTON Kot
¥pNoomoote TV(TIS) aktivookiepn(£g) tawvia(eg) deiktn yio va tomobetnoete
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T0 AEITOVPYIKO (SLOCTEAAOLEVO) TUMLOL TOV UTOAOVIOD GTO ECMOTEPIKO TNG
OTEVOOTC.

Xnpeioon: Otav yp1noIRoTOoLEITE TN GVGKEVT 6 poKkpd Tppate PAGBng (BAaPec
OTIS 0T0iES TO 6TOYEVOPEVO pijKog Ogpanciog vepPaivel To pikog TOV PTaAovioy
LithiX), 0o npéner va epappoleton Ocpaneio apdTa 610 drm Tuqpa s pAapns-
oTOY0V. XT1] GUVEYELD, EVOEYETAL VO TPAYNATOTTOLN 08 S106TOAN TOV €YYVS TURATOG
™g Prapng.

7.5.11 Ymo6 aKTivooKOmIKN TopakoAovOno, S10YK®oTE 0pyd T cLoKeLT| MBoTpryiog
LithiX katd 1 atudceapa kébe 1-2 devtepdrenta, ®cdToL emttevybei n
emBountr S1AUETPOG S10YKMUEVNG EMPAveLng. H dtoykmpévn S1apeTpog yuo tnv
tehkn Oepamneia pe tov LithiX npénet va givat ion pe ) didpetpo tov ayyesiov
avaeopdg (avatpéEte otov mivaka evootikotnTag LithiX mov vrdpyet oty
ETIKETO TOV TTPOTOVTOC Kol GTNV KAPTO vO0TIKOTNTAG). MNV vatepPaivete Tnv
0VONLOOTIKI TTigon p1IENG TOV AvaYPAPETAL GTV ETIKETO TN)G CUOKEVAGLAGS.

Inueioon: O o1GueTpor Tov avaQEPOVTUL GTOV TIVUKA EVOOTIKOTNTOS Eivan o1
OLAPETPOL TNG EMLPAVELDS TOV umarovioy. Ta nuic@aipiro Tov praroviod ektifsvran
Katd wpoctyyion 0,25 mm wépayv TG ETLPAVELNS TOV PTAAOVIOD KOl TOTO0ETOVVTOL
YOP® 06 TN SLEPETPO TOV PTAAOVIOV.

7.5.12 Ta axtvookiepd nuiceaipto ¢ cvokevng LithiX uropodv va fondfcovv oty
QTEIKOVIOT] TNG TANPOVG EKTTLENG TOL UTAAOVIOD KO VOL YPNCIUEDGOVV (G
avaQopd yio Tov akp1p] TPocdlopIcHo Tov HeYEBOLS Kal TNG LOPPOAOYING TOV
ayyeiov, kabmg Kot tng B€ong tov acPeotiov. Edv ypelaotel, emavardfete
SOYK®O.

7.5.13 E@oappocte vromicon ot 6uokevn d10ykwong Kot Befaimbeite 6T T0 pmaiovi
glvatl TAMPOS ATod0YKMUEVO.

7.5.14 Avacipete v amodioykouévn cvokevn LithiX kot to 0dnyo cOpuo 610
ECMTEPIKO TOL 001 YOV KAOETHPA. XPNOILOTOIDVTOG TIV TEYVIKT TNG EMAOYNG
oag, apapéote T cvokevn LithiX, to 0d1yd cOppa Kot Tov 0dnyod kabetnpa and
ToL ayyeio.

7.6 Awadikacio evalloyis kabetipa

H ovokevn LithiX €yel oyediaotel €101Ka yio tayeio evarliayn Tov Kabempa amd Evov

xeprot. o va Tpaypoatomomoete evoilayn Tov KabeTpa, akoAovdNoTE Ta TOPUKATO

prparo

7.6.1 Xalophote TV apootatiky Paipida.

7.6.2  Kpomote 10 0dnyd cupua Kol TV apootatikn PaAPida pe to Eva xépt,
CLYKPOTOVTOG LE TO GALO YxEpL Tov dEova tng cvokevn|g LithiX.

7.6.3  Awnpnote ) B€01 TOL 00170V CUPLOTOC GTO ECMTEPIKO TNG OTEPAVINING
apTNPLlOG CLYKPATDOVTAG TO CUPLE CTOTIKO KOt 0PpYIGTE VoL EAKETE TN GLOKELN
LithiX ywo va v agoaipécete and Tov 0dnyo kabethpa, Tapakolovbmvtag
B€om TOoV GUPLATOG VIO BKTIVOGKOTIKY TTOPOKOAOVONON.

7.6.4  Avachpete MV TANPOC 0modoykmuévn cvokeun LithiX, wcdtov pBdoete otov
aVAO ToV 00MY0V cvppatog. TpaPréte TPOCEKTIKE TPOG TO TG® TO EVKAUTTO,
oo tpuqpo e ovokevng LithiX é€m and v TeploTpe@Oevn ALOGTOTIKY
BaAPida, cuykpatdvTag T B€0m TOL 001 YOV CVPUATOC SLOUEGOL TNG PAGENG.
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8.0

9.0

10.0

Inpeioon: Eav awc0avOsite onpavrki avriotaon, agaipéote 1 cvokevi] LithiX,
70 00170 cVpurO. Kot TOV 0016 KaBeTpa poli andé Ta ayyeio.

7.6.5 QOnote 10 MEPLPEPIKO AKPO TNG cLokeVg LithiX é£® amd v apocTaTikn
BoABida kot opi&te ™ PorPida endved 6To 001Y0 GUPLA Y10 VO TO GUYKPATHOTE
ue aocpdAieia otn B€om Tov.

7.6.6  IIpoetoydote TV enduevn cvokevn LithiX mov Oa ypnoonombei, 6mmg
TEPLYPAPNKE TPONYOLUEVMG, otnv evotnta [lpogToacio yia ypnon.

7.6.7 ®optdote and 10 miow PEPog pa dAdn cvokevn LithiX oto 0dnyd cvppo 6w
TEPLYPAPETOL TPONYOLUEVAOC TNV evaTnTa OdNYieg xpnong kot cuveyiote
dwadkacio avtioTouya.

IHAHPO®OPIEX XYXKEYAXJAX

M ovokevacio mepiéyet Evav LithiX HC-IVL ko pio felova Ekmivong. Xt cvokevacio
mepAapPaveTal Eva £yypapo 0dnyLdV Yp1oNG.

O LithiX HC-IVL mapéyetol oteipog, 0mootelpmpuévog pe aktivofoiio dEoung nAekTpoviov Kot
1N TUPETOYOVOC, GE GLOKEVAGIES TOV OEV £XOVV OVOLYTEL KO OEV EYOVV vITooTeL {nud.

[poopiletar yio pia yprion povo. Mnv emavaypnoiponoleite, pnv enaveneéepyaleste Kot pnv
EMOVOTOGTEPMVETE.

dvrdooete og Oegppokpacio < 25 °C. Xpnouomomote uéypt tnv «nuepounvia MENG» mov
oVaYPAPETOL GTT] GLGKELVAGTAL.

I[MPOZOXH: MH XPHZIMOIIOIEITE EAN YITAPXEI OIIOIAAHIIOTE ZHMIA XTH
YYZKEYAZIA..

AIIMMAQMATA EYPEXITEXNIAX
Exxpepel n éykpion sumdoudtov evpeotteyviag otic HIT.A. kot o€ GhAeg yOpEG.

AINIONIOIHXH EITTYHXHX

AEN AIATIOETAI KAMIA PHTH 'H EMMEZH EITYHZH, SYMIIEPIAAMBANOMENHZ,
METAZY AAAQN, OITOIAZAHIIOTE EMMEXHE EITTYHZHE I'IA THN
EMITIOPEYZIMOTHTA 'H KATAAAHAOTHTA TI'IA SYTKEKPIMENO ZKOIIO. H ELIXIR
MEDICAL OYAEMIA EY®YNH EXEI ENANTI AAAOY ®YZIKOY 'H NOMIKOY
[TPOZQITIOY I'IA OIIOIEZAHIIOTE IATPIKEE AATTIANEX 'H AMEXZEE, TYXAIEX H
[TAPEIIOMENEX ZHMIEZ ITOY ITPOKYIITOYN AITO OIIOIAAHIIOTE XPHZH,
EAATTOMA, AXTOXIA 'H AYEAEITOYPI'IA TOY IIPOIONTOX, ANEEAPTHTQE TOY
AN H ATTIAITHZH ATIOZHMIQIHE TON ZHMION AYTQON STHPIZETAI XE EITYHZH,
YYMBOAAIO, AAIKOITPAZIA 'H AAAO. OYAEIZ EEOYZIOAOTEITAI NA AESMEYZXEI
THN ELIXIR MEDICAL XE OITOIAAHIIOTE ANTIIIPOZQIIEYSH H EITYHZH OZON
A®OPA XTO ITPOION.

H e&aipeon kot ot meplopiopol mov Exovv Kabopiotel mapamdveo dev Exovv ¢ okond Kot dev Oa
TPEMEL VAL EPUNVEVETAL OTL AVTIBAIVOVY OTIG DTOYPEDTIKEC O1aTAEELS TNG 1oYvOVGAG VoLoBETTiaG.
Edv omotodfmote TufLo 1 6pog TS Topovoag amomoineng £yydnong YopuKTNPLoTEL 0To
OTOL0ONTOTE SIKAGTNPLO UE 0pLOdIa d1Ka0d06ia oG Tapdvouro(g), un ektedesto(g) N oe avtifeon
pe v woybovoa vopobesio, dev o emnpeactel 1 eyKpOTNTA TOV VTOAOITOV TUNUATOV TNG

Omomoinong g £yyovnong.
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