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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

INTEGRILIN 0,75 mg/ml, sidAvpo yio evooeAEPia Eyyvon

2. MOIOTIKH KAI ITIOXOTIKH XYNOEXH
Ka0e ml drodvpartog yio evoo@AEPia £yyvon mepiéyet 0,75 mg enTipumotiong.
‘Eva @uoido twv 100 ml diaddpatog yia evooeAiéPia Eyyvon mepiéyetl 75 mg entipiumotiong.

"Exdoya pe yvoot dpdon
Tepiéyer 161 mg vatpiov avd @loridio 100 mi

T"a tov TApn Katdhoyo tov ekddy®v, PA. mapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Avddopa yio evooeAEPia £yyvon.
Awyég, dypopo Steivpa.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpomevTikég gvositelg

To INTEGRILIN wpoopiletan yio yprion poli pe akeTvAoGoAKUAIKO 0ED Kol U1 KAOGUOTOTOHEVT
nmapiv.

To INTEGRILIN evdeikvotot yio v TpOANYN TGOV ELPPAYLLOTOS TOV HVOKAPIIOV GE EVAAIKES
7OV TTPOGEPYOVTAL e aoTadr atnOdyym 1 Euepayuo Tov pvokopdiov yopic Emapua Q we To TeAevTaio
ene100010 Bwpakikod TOVoL va, £xel eupavicBel péoa oe 24 dpeg Kot pe oAAayEC 6TO
niektpokapdoypdonua (HKIT) ko avénuéva kapdrokd Eviopa.

Ot acBeveic mov mBavotata o meeAndovv and ™ Oepancio pe INTEGRILIN givan ekeivol o€ vynio
Kivduvo va avamtHEOLY ERPPAYLLO TOL HVOKAPSTIOV VIO TOV TPAOTOV 3-4 NUepOV UETA OO TNV
eupavion oémv copntopdtov otnddyyng teptiappovorévey yuo Topadetypa ekeivav tov Thavov
0o vroPAnbotv oe mpdun PTCA (Percutaneous Transluminal Coronary Angioplasty) (BAéne
Topaypao 5.1).

4.2  Aocoloyio Kol TPOTOG YOPNYNONS

AvT10 10 TPOTIdV Elvar LOVO Y10 VOGOKOLELOKT| ¥p1ion. Ba mtpémel va yopnyeitan amd £181k00g YaTpos
UE EUTEPIO OTNV AVTIUETOTION 0EEDV OTEQAVINI®OY GUVIPOUMV.

To INTEGRILIN dudAvpa yio evOo@AEPLa £yyvon TPENEL VoL XPNOLUOTOIEITAL GE CLVOVAGUO LE TO
INTEGRILIN evéoipo didAvpa.

H ovyyopnynon pe nrapivn cuvictdrol ektog edv avtd avtevdgikvutat Yo Adyous OT®S 16TOPLKO
Bpoppoxvtraponeviog oxetilopevng pe ) xpnon nrapivng (PAére “Xopnynon nrapivng",
mapdypoeoc 4.4). To INTEGRILIN mpoopiletar emiong yio cuyyopiynon Ue oKETVAOGAAKIAKO 0£D,
OG LEPOC NG KAOIEPOUEVNC OVTILETOTIONG acfevdv e 0&D oTeEPAVINio GUVIPOUO, EKTOG EGV 1) XPTOT
avtevdeiKvLTaL.

Aocoloyia



Evnhixeg (nlaxio 2> 18 ypovawv) mov mpocépyovrou ue aotady otnboyyn (UA) ko Euppoyuc tov
Hvokapoiov ywpic émopuo. O (NQMI)

H ocvvietdpevn do6on eivar pia evéoAéfia bolus yoprynon 180 microgram/kg yopnyoduevn to
TayOTEPO SLVOTOV UETA TN S1dyveoT), akoAovbovuevn and cuveyn £yyvon 2,0 microgram/kg/min yio
€m¢ kot 72 dpeg, N puéypL v Evapén aoptootepoviaiog mapakapyng (CABG) 1 péypt v €é€odo amd
TO VOGOKOUELD (0mo1001moTe 0md oL 600 avtd cvuPel Tpdta). Eqv mpaypoatonombel Atadeppukn
Yrepovioia [apéuPacn (PCI) xotd ™ didpkela g Oepaneiog e extipumation, cvveyiote v
€yyvon yu 20 - 24 opeg petd v PCI ko yuo péyiot cvvolikn didpkela Bepaneiog 96 wpav.

Ernciyovoa i nuiexiextiny yeipovpyixy eméufoon

Edv o acBevnc ypelootel eneiyovoa 1 EKTAKTN KOPIOYEPOLPYIKT EXEUPAOT] KATA TN SLAPKELL TNG
Oepaneiog pe entipumation, dStakdyte TV yyvon auécms. Edv o acBevig ypelaotel nekiextiky
YEPOLPYIKN EXEUPOCT, SUKOYTE TNV £YYVCT EXTIPLUTATIONG GTOV KOTAAANAO0 ¥pdvo date vo dobel o
APOVOC Y10 TNV EMGTPOPT TNG AEITOVPYIOG TOV CULOTETOM®Y GTO PVGLOAOYIKA ETTimES.

Hrozikn dvalerrovpyio.

H eumeipio og acbeveic pe nmatikn duciettovpyio sival mold weplopiopévny. Xopnyeiote e Tpocoyn
o€ aobevelg pe nroTikn SuoAeltovpyia oToVG Omoiovg Umopel va £xet emnpeooctel n TEN (BAEre
apdypoo 4.3, xpovog mpobpoufivng). Avievdeikvotor o€ acOeveis Le KAVIKA GTMULOVTIKT NTOTIKT
dvoiettovpyia.

Negpixn dvaleirovpyio,

e aobeveic mov mapovcelalovy PETPLO VEPPIKT ducaAertovpyia (kKabapor kpeatvivng > 30 - < 50
ml/min) mpénet va yopnyeitar pio evéoeAéPia bolus 180 microgram/kg, axoiovBolduevn amd cuveyn
doon €yyvong 1,0 microgram/kg/min yia ™ didpkela g Bepaneiag. H cvotaon avti Bacileton o
QOPLOKOOLVOLLKA KOl poppoKoKivnTikd dedopéva. Ta dtubéoipa kKAvikd oTotyeia, woT0G0, OV
umopovv vo, emPePatdcovy OTL 1 GUTH 1) TPOTOTTOINGT TNG 0OGNC £XEL WG OMOTELEGUA T OLOLTPTOM
0V 0péA0VG (BAéme Tapdypago 5.1). H yprion og acbeveig pe mo coPapn veppikn dvciertovpyia
avtevdeikvotal (BAEne Tapdypago 4.3).

Taidrazpirog minBoouog
Agv cuviotdTon yio gpion o€ Toudld Kot pfPouvg kTo Tov 18 e1dv, Adym amovciog oToyeimv Yo TV
0CQAAELN KOl OTOTEAEGUOTIKOTNTOL.

4.3 Avrevdsitelg

To INTEGRILIN dev mpénet va ypnotpuonombei yio v eponcio acbevov pe:

- vepevacOnGio 0T dPUGTIKH 0LGIN 1] GE KATO0 OO TO EK0Y0 TOL OVAPEPOVTOL GTIV
mwapdypoeo 6.1

- evOei&elc apoppayiag amd TO YUSTPEVIEPIKO GUGTNHO, ELQAVI] OLLOPPOYie 0md TO
OLPOTOLOYEVVNTIKO cVGTNU 1 AAAN evepyd TaBoloyikn apoppayia evtdg towv 30 nuepdv Tpv
amo T Oepameio

- 1OTOPIKO OyYELOKOD EYKEPUAIKOD EMELGOOI0V EVTOG T®V TponyoLLev®mVY 30 nuepdv 1
OTO10ONTOTE 10TOPIKO OLLOPPAYIKOD EYKEPUAIKOD OYYELOKOV ENTEICOI0V

- YVOGTO 1GTOPIKO EVOOKPOAVIOKNG VOGO (VEOTAaTiag, apTnplopAiefddovg SuoTAnGiag,
OVELPVGLLOTOG)

- ueilv yepovpyikn enéuPacn 1 cofopd TpadUE EVIOS TMV TPONYOLUEVOV 6 EBdoUdomY

- 1OTOPIKO OLUOPPOYIKNG TPodidfeong

- Opoppokvtraponevia (< 100.000 kotrapo/mm?)

- xp6vo mpoBpopfivng > 1,2 popéc tov paprtupa 1} International Normalized Ratio (INR) > 2,0

- cofopn vaéptacn (GVGTOAKN aptplaky mieon > 200 mm Hg 1 dtuctolkn aptnplaxn micon
> 110 mm Hg evd Bpiokovrol vrd aviwmeptacikn Oepameio)

- cofopn veppikn dvciettovpyia (kaBapon kpeativivng < 30 ml/min), 1| e&dptnon amod
opokdOapon

- KAWVIKG GTUOVTIKN T)TOTIKT OVETAPKELL



- TAVTOYPOVI 1| TPOYPULLUOTIGUEVT] YOPTYNON GALOL TAPEVTIEPIKA YOPTYOVIEVOD OVOGTOAEN
yAvkonpwteivng (GP) 11b/111a

4.4  Eu0wKég TPOELOOTOMGELS KU TPOPVAGEELS KATA TN (P10

Awoppayio
To INTEGRILIN givar avtiBpopfotikdg mapdyovtag o 0moiog dpa LEGM TNE OVOGTOANG TNG

GLGGMPEVOTG TOV AUOTETOAIMV Kol MG K TOVTOL 0 00BEVIG TPEMEL VO, BPICKETOL VIO TPOGEKTIKN
TopaKoAovON o Yo ool dNToTE £VOEIEN arploppayiag katd T didpketa g Bepaneiag. (PAéme
mapdypaeo 4.8). ['vvaikeg, nAtkiopévol, aobeveic pe xaunAod BApog cOUATOC 1| LETPLN VEPPIKN
dvoiertovpyia (kabopon kpeatviving > 30 - < 50 ml/min) propei va datpéyovv avénuévo kivovvo
apoppayiag. [Tapakorovdeite otevd avtovg Tovg acbeveic 6Gov apopd TNV apoppayia.

Avénuévog kivouvog apoppayiag pmopel emiong va mapatnpndel g acbeveic mov Aappdvovv Tpmiun
yopnynon INTEGRILIN (dnAadn katd T d1dyvmaor]) CUYKPLTIKG e TNV AQYT] TOV OUECMG TPV TN
PCI, 6nw¢ mapatnpndnke oty kivikn doxuun Early ACS. Ze avtifeon pe v eykekpiuévn
docoloyia otnv EE, 6Aot o1 acBeveilc og avth tnv kKAMviKY dokiun EAafov dutAn d6om epddov Tpy amd

v €yyvon (PAéne Tapdypago 5.1).

H oapoppayia ivarl cuyvotepn 610 onueio ¢ mapakEvinong e optnpioag otovg aobeveig ot omoiot
vrofdilovtal o€ Srodepikég apTnplokég mapepupacets. Ola ta mbavd onueio apoppayiog, (w.y.
onueia 10000V KabeTpa, onueio apTnPloKEVINONG, PAEPOKEVTINONG N KEVINONG UE PEAGVT, TOUES
moKAAVYNG ayYEi®V KOl Ol 0801 TOV YUOTPEVTEPIKOD KOl OVPOTOIOYEVVITIKOD CLGTIHUATOC) TPETEL VL
mapoakolovovvtal mpooektikd. [Ipénet emiong va mopakolovBovvral otevd dAla mbava onpeio
alpoppayicg OTMS TO KEVIPIKO KOl TEPLPEPIKO VEVPIKO GVGTNHO KOl Ol OTIGHOTEPITOVATKES TEPLOYES.

Enedn to INTEGRILIN avaotélAel TNV GUGCOPEVCT| TOV OLUOTETAM®MY, TPETEL VO VTAPYEL 1010ATEPT
TPOGOYT| OTAV YPTCILOTOLEITAL e GAA QAPLLOKE TOV EXNPEGLOVY TNV AUOGTACT), TEPIAAUPOVOLEV®V
g TiKAomdivng, Tov clopidogrel, Twv OpopuPoAivTIKGV, TOV OVIIANKTIKOV 00 TO GTOUM, TOV

St pdtev de€tpavne, T adevosivig, TS covAPVITLPALOVTG, TG TPOGTAKVKAIVIG, TV LN
OTEPOEWBDV AVTIPAEYLOVOIDV TapayOVT®V, 1) TG Stmupldapoing (BAéne mapdypago 4.5).

Agv vrapyet epmeipio pe INTEGRILIN ko nropiveg yopunAod poplokov Bépoug.

Yrdpyel mepropropévn Bepamevtikn| epuneipio pe 1o INTEGRILIN og aoBeveig 6toug omoiovg
gvdeikvotal yevika Opoppoivtikn Oepameia (m.y. pe 00 S10TOY®OUOTIKO EUGPAYLL. TOV HVOKOPOIOL UE
véo Tafoloyikd endpuato Q 1| avacmacn Tov dStuoTuatog ST 1 aploTeEPd NUGKEAIKO ATOKAEICUO
ot1o HKI). Xvvenmg og avtéc 11g mepiotdoelg dev ouviotdton 1) xpnon tov INTEGRILIN (BAéne
nopaypao 4.5).

H éyyvon tov INTEGRILIN 6a npénet va dtakomel apécmg av avaKOYouy TEPIGTAGELS TOV KAVOLY
amapaitntn v Opouforvtikn Bepaneio 1 av o acBeviig mpénet vo voPAnBel enerydvtwg o enépPaon
QOPTOCTEPOVIAING TOPAKAUYNG ) XPELALETAL EVOUOPTIKT] OVTAIQ.

Edv mapovcrocBel coPapr| apoppayio ) omoia dev pumopei va eheyyOel pe v mieon, n €yyvon Tov
INTEGRILIN 0o mtpémel va d1oKOTTETOL AUESHOS KOG KOl OTOLONTOTE GLYYOPTYOVUEVN UN|
KLOOUATOTOINUEVT NEapive).

Aptnpioxéc oladikaoies

Koatd m didprela g Oepaneiog pe v entipiumation epeaviletal pio onpovtikn avénon oty
GLYVOTITA TOV ALOPPAYIDV EOIKOTEPA GTNV TEPLOYN] TNG UNpLoiag aptnpiog OOV EIGAYETAL TO
€\utpo Tov Kabempa. Ppovticte va PeParwbeite 6T mapakevteiton poVo 10 TPdHo Toiy®UA TNG
unpeiog aptnpioag. Ta aptnprokd EAvtpo uropodv va aeapedovy otav 1 mHén £xel emaveéldel oe
QLGIOAOYIKA Opta. (TT.. OTaV 0 gvepyomomuévog ypovog méng [ATC] etvon pikpotepog amd

180 devtepdienta (cuvhbwg 2 - 6 dpeg HETA amd TN S10KOTY YOPNYNoNS TS Nrapivig). Metd v
agaipeom Tov el6ay0EVTOGC EAVTPOL TPEMEL VO, SIUCPAAICHEL TPOGEKTIKA OLUOGTOOT) KATW OO GTEVN
TapoKoAoLONoN.



Opouforvtronevio kai Avocoyovikitnta oyetilousvy ue avaotoleic GPIIb/Ia

To INTEGRILIN avactéAAel TV GUGCOPEVOT TOV QUOTETOA®Y, AL deV QaiveTal vo ennpedlet
Blocipomra tov aponetoriov. Onmg edeiydn o KAVIKEG HEAETEG, 1] GLYVOTNTA ELPAVIONG
OpopPorvtTaponeviog NTov younAn Kot mopdpota petalh acbevav vd Bepaneio pe EXTIPUTOTION 1)
EKOVIKO Qdppako. Metd v Kukhopopia e enTipumationg xel mapatnpndet OpopPforkvtronevia,
ovpmeptrapBoavouévng oéelag sofapng Bpopporvtroneviag (PAéne Tapdypopo 4.8).

O unyoviopds HEGH TOL 0010V M EXTLPLUTOTION uropel va endyetl Opopoxvtronevia, gite gival
OVOGOAOYIKNG QUGN giTe OYL, deVv glvan TANpmG KoTavontdg. Qotdco, 1) Bepomeio pe exTipUmaTion
&xel ovoyeTiobel pe avtioopato Tov avayvmpilovv toug GP IIb/Illa mov £yovv katoAnedel amd
EMTIPIUTOTION, YEYOVOS EVOEIKTIKO EVOG UNYOVICUOD 0vOGOAOYIKNG omdkplong. H Opoufoxvttonevia
7ov gpeaviletar petd v TpadTn £ékbeom o€ éva avaoctoréa GP IIb/IMa, propel va epunvevtel and to
YEYOVAG OTL TO. OVTICAOUATO, EIVOL QLKA TAPOVTO GE OPICUEVO PLGLOAOYIKA GTOLLO.

Kabog, gite N emavarappavopevn £kBeon o€ 0mo1ovONmoTe GLVOETI-UUNTIKO Tapdyovia Tov GP
[Ib/Ila (6nt®wg aurcIEauR 1| EXTIPIUTOTION) gite 1 TpOTN EkOeoT o€ £va avaoctoréa GP IIb/Ila,
umopel va cuoyetiobel e avosoloyYIKNG artiodAoyiag BpopoKVTTOTEVIKT amOKPLoT|, OTALTEITOL
mapakolovOnen, dniadn o aplBudc tov aporetorimv Oo Tpémel va eAEyyeton Tpty T Oepamneia,
EVTOG 6 OPAOV amd T YOPTNYNON KUl 0TI GLVEXELD TOLAGYIGTOV P POPA NUEPNGImG KATA TN dldpKeELD
g Oepameiog, Kobmg kol Aueca v ELEOVICOOVV KAMVIKG OMUELD [T OVOUEVOUEVNS OLUOPPOYIKTG
TaonG.

Edv mopatnpn0si eite emPeformpévn peiwon tov apiduod tov aponetariiov og < 100.000/mm?, gite
o&eila soPapn Bpoppoxvtronevia, o tpémel va eEetdleTon dpeca to vOEYOIEVO dLOKOTNG KAOE
QOPULOKEVTIKNG Bepameiog e Yvoot 1 mhoavh BpopfokuTToneViKn 0pdact), CLLTEPIAAUPOVOUEVIC TG
EMTIPIUTATIONG, TNG NIopivg Ko TG KAomdoypéine. H andpaon yia petdyyion aponetaiiov 0o
TPENEL VO, EENTOUKEVETOL e PACT TNV KAVIKT Kpio).

Agv vrapyovv otoryeia yio tn ypnon tov INTEGRILIN og acbeveig pe 1otopikd Bpoppokvtroneviog
OVOGOAOYIKNG OUTIOA0YI0G ATtd AAAOVG TOPEVTEPIKMG XOpT1YoLEVOLG avactoieic GP IIb/Ila. T to
AGYO aTO, dEV GUVICTATOL 1] YOPTYNON ENTIPIUTOTIONG 6€ acbeveic o1 omoiot £xovv eupavicel 6To
napeov OpouPokvtraponevia ovocsoroyikng atttoroyiog pe avaotoreig GP Ilb/Illa,
GUUTEPTAAUPOVOUEVIC TNG EXTIQUUTATIONG.

Xopiynon nrapivng

ZuviotdrTan 1 opNyNoT NToPivig EKTOC Kot oV VTTAPYEL KATow avTEVOEET (Onmg 10Topkd
Opoppoxvtroponeviog Tov cuoyetileTal pe TV xpnomn g Nrapivig).

Aot0o01¢ otnB&yyn/éuepayua Tov pvokapdiov ywpic frapua Q: T éva acbeviy mov uyiler > 70 Kg,
ocuviotdrol va yopnynbei pia bolus d6om 5.000 povédwv, akorovBovpuevn amd o GLVEXN EVOOPAERLL
£yyvon 1.000 povadwv/opa. Av o acbevig Luyilet < 70 kg, cuvietdton pia 66om 60 povédwv/kg, n
omoia akolovOsitan amd o Eyyvon 12 povadwv/kg/mpa. O ypdvog evepyomotueEVNG LEPTKNG
Opoupomractivng (aPTT) npénet va mopakoArovdeitor mate vo dtatnpeiton pio tipun petasd tov 50 kot
70 devteporéntav, Tave amd 70 dgvteporenta pmopei va vapéel avénpévog Kivovvog apoppayiog.

Edv mpoxeiton va dievepynBei PCI yio ) Bepomeia aotabfong ot Oayyng/eu@pdyLotog TV puokapdiov
yopic érapua Q, mapoakorovdeiote Tov evepyomoimuévo xpovo méng (ACT) yuo va dwotnpeitan puo
T peta&d 300-350 devteporenta. Ztapatiote T Yopnynon g nropivng edv o ACT vrepPaivet ta
300 devteporemta kot unv ) yopnynoete péxpt v mtmon tov ACT kdtw amd ta 300 devteporenta.

TapaxolodOnon twv epyactnplar@y TiH®y

IIpwv amd v €yyvon tov INTEGRILIN cuvictdtar va dievepynolv ot mapakdtm epyacTnplokes
gketdoeic mpv amo T Oepameio yio va Somotwbel edv TPOHTAPYOLV OLHOGTATIKEG AVOUUAIEG: XPOVOG
wpoBpoppivng (PT) xar aPTT, kpeatvivi) opov, optBdg aploneTaAIDY, QOGPALpiv KoL ETITESH TOV
owpatokpitn. H apooceaipivn, o atpatokpitng Kot 0 aptOpoc v alomETOAIMY TPETEL VO



mapoakolovbovvTat emiong péca og 6 mpec PETA TV Evapén g Bepameiog Kot petd tavta
ToLAGYIGTOV Hio popd TNV Npépa Katd T Bepaneia (| TeplocOTEPO cLYVA by LIAPEEL EvOelln
a&loonueimtg peimong). Eav o ap1Budc tov arponetadmv téoet kato and 100.000/mm? arartovvron
TEPOLTEP® EEETAGEIS OGOV APOPE TOV 0P1OUO apoTETOM®Y Yo va omokAglchel
yevdoBpopporxvtonevia. Alakdyte TV U KAGHOTOTOMUEVN Nrapiv). ZToug achevelc Tov
vrofariovron og PCI, petpiote eniong tov ACT.

Nazpio

AVt 10 PappoKkeLTIKO TPOidY TeptExel 161 mg vatpiov avd glaridio 100 ml wov wwodvvapel pe 8,1%
g ovvioT®pevng amd tov [IOY péyiotng nuepnotag Tpdoinyng 2 g vatpiov HECH SLOTPOPNS, Yo
évav evijAIKa.

45 Alnlemopaoeig pe Ao QUPUOKEVTIKA TPOTOVTA Kol GAAEG HOPPES aAINAETIOPAGG

Bopoapivy kor dimvproouoin

To INTEGRILIN &gv gaiveral va avédvel tov Kivouvo cofapng 1 EAMAGGovog apoppayiog ov
oyetiletan pe v TavTdypovn xpnon Papeopivig kat dStrupdapdinc. Ot acbevelg vio Bepancia pe
INTEGRILIN 7ov giyav xpdvo mpobpoupivng (PT) > 14,5 devtepodrenta kat Tantoypova eEAdupfovay
Bappapivn dev pdvnkay vo avtipet®nilovy avénpévo Kivouvo aipoppayiog.

INTEGRILIN ko1 Gpopfolvtikoi mopdyovreg

Ta otoyeia oyetikd pe tn yprion INTEGRILIN ce acOeveic ot omoiot Aappdvovv Opopporvticd
oapupoxa sivor mepropropéva. Aev vmpée otabepn) EVOEIEN GYETIKA [LE TO OTL 1] EXTIQIUTATION AVEGVEL
ToVv Kivouvo coPapng 1 ELAccOVOg arpoppayiag oyeTICOUEVNG LLE TOV LOTIKO EVEPYOTOWTY] TOV
mlaouwvoyovov gite oe pedétn PCI gite og perétn yuo 1o 0£0 uppayua tov pookapdiov. H
ENTIPUTOTION PAVNKE Vo, avEAVEL TOV KIVOLVO aipoppayiog Otay xopNnyndnKe Ue GTPETTOKIVACT GE
pio peAén yio 1o o0&V Epepaypo Tov pLoKapdiov. O cLVIVAGLOG LELOUEVNG BOONG TEVEKTETAAGTG Kot
EMTIPIUTATIONG GE CUYKPIOT] LLE EWKOVIKO PAPLOKO KOl EXTIPIUTATION AOENGE SNUAVTIKE TOV Kivouvo
ueilovog 1 ehdocovog apoppoayiog 6tav yopnynonkay Tavtdypove, o€ pio LEAETT Y10 TO EUQPAYLLN
Tov pvokapdiov pe ofeio avaonaon Tov dwwotnparog ST.

e o pedét oe 181 acbeveig pe o&d Epepaypa Tov LoKapdiov, 1 EXTLEUTATION (68 doGoloYIKd
oynuata péxpt pia €éveon bolus twv 180 microgram/kg axoiovBovpevn amd o yyoon uéypt

2 microgram/kg/min yio péypt 72 dpeg) yopnynonke tavtdypova pe otpemtokvaon (1,5 exatoppopio
povadeg o 60 Aemtd). Me tovg peyaidtepovg puOuovg £yyvong (1,3 microgram/kg/min ko

2,0 microgram/kg/min) wov peletOnkav, N exTIEURTATION cLoYETIoONKE pe avENUEVN cuyvoTnTO
EUPAVIOTNG QLOPPOYIOG KOl LETAYYICEMV GE GUYKPLON LE TNV GLUYVOTNTA ELPEVIONG TOV

mapoTn P ONnKe dTavV YopNnyNONKe 1 GTPENTOKIVACT] LOVY.

4.6 Tovipétnro, KOG KoL Yolov)io

Kvnon

Agv vdpyovv enapkn ool eio amd T ¥PNON TNG ENTIPIUTOTIONG GE EYKVEC YUVOIKEC.

Eivow avemapkeig o1 perétec o€ {0 OYETIKA LE TIG EMATMOGELS GTNV EYKVHOGVUVT, GTNV avATTLEN TOV
euPpHov, 6TOV TOKETO Ko 0T UETAYEVVNTIKY] ovamtuén (PAETe mapdypapo 5.3). O evdeydpevog
Kivduvog Yo tov avBpomo gival dyvmoTog.

To INTEGRILIN dgv mpémet vo ypnOLUOTOLEITOL KOTA T SIAPKELD TG EYKVUOGVVNG EKTOC GV gival

GOQOC omapoitnTo.

Talovyio

Agv givol yvooTo 6v 1 ENTIQUTOTION omofaAiietal 6To avOpdTIVO YAAN. ZOVIGTATAL 1] SIOKOTN TOL
Onhaopod kotd T dudpkela TG TEPLOdoL Bepameiog.

4.7 EmOpacelg 6Ty IKavOTTO 0011Y1N61)G KOl EPIGHOD Uy avi|HaTeY



Agv epapudletor kabdg to INTEGRILIN mpoopiletar yia yprion LOVO GE VOGOKOUELOKOVE aoOeveic.
4.8 AvemOounTteg evépyeleg

H mietovotta tov avemBountmv evepyeldv Tov mopovctdodnkay ce acbeveic vtod Bepaneia e
EMTIPIUTOTION YEVIKA oyeTilovTay He apoppayia 1 kopdiayyelokd coufapato to onoia cvupaivovv

GLYVA o€ o TOV ToV TANBLOUO 0oOEVDY.

Khivikéc Aoxiuéc

O1 4G TV SEJOUEVOV TTOV YPTCILOTOONKAY Y10 TOV KABOPIGUO TG GUYVOTNTOS TOV
avemBountov gvepyetdv mepieAdupave 600 kKivikég dokiuég eaong I (PURSUIT kou ESPRIT). Ou
UEAETEG QVTEG TEPLYPAPOVTAL EV GUVTOUIN TAPOUKATM.

PURSUIT: 'Htav pia tuyotomomuévr, SmAN-ToeAn Lelétn 6mov a&loAdynoe TV OmoTEAEGUOTIKOTITO
Ko TNV ao@dAeto tov Integrilin évavtt tov eikovikod eapudkov mg mpog Ty peimon g BvnrotnTog
KoL TOV (ETOV)EUPPAYLOTOG TOV puokapdiov o acbeveig pe actadn otnddyyn 1 EUEPayLLo TOL
pvokopdiov ympic émopua Q.

ESPRIT: "'Htav pio SutAn-tu@An, TOAVKEVTIPIKT TUYOIOTOMUEVT], TOPAAANA®Y OUAS®V, EAEYXOUEVT] LE
EIKOVIKO QAPUOKO HEAETN, TTOVL AEI0AOYNOE TNV ACQAAELN KOl ATOTEAECUOATIKOTNTO TNG Oepameiog [e
EMTIPUTOTION 0€ acbevelc TPOoypaUUaTIoUEVOLS Vo VITOPANO0VY G U emelyovca dladeputkn
otepavioia mapépuPacn (PCI) pe eupovtevon stent.

Ymv PURSUIT, o aipoppayikd Kot pn atpoppoytka exelicodio, topakoiovdndnkay amd v ££0d0
amo 1o voookopeio £oc v 30" nuépa. v ESPRIT, to aipoppayikd coufdaupota avaeépdnkay otig
48 mpeg Kot To, pun opoppayikd cvopfapota avaeépdnkoy otig 30 nuépeg. Eva ta kptrmpia
awpoppayiog katd TIMI (Thrombolysis in Myocardial Infarction) ypnowomomnkoyv yio v
KOTIYOP107Toino” g enintmong peilovog kot eAMdecovoc atpoppaylag 1060 otnv pekét PURSUIT
000 kot otnv ESPRIT, 10 otoyeio tng PURSUIT cuAhéybnkav evtog 30 nuepmv evad Ta ototyeio g
ESPRIT meplopiotnkoy oto ene16010, oV gppavictnkav tig tpdteg 48 dpeg N uéypt v €060 amod
TO VOGOKOUELO, OTTO10 KL OV TOV TPMTO.

O avemBounteg evépyeteg mapatifevtol avd cOoTNUA 0pYavoL Kot cuyvotnta. Ot cuyvotTeg
opiCovtar wg modd cuyvég (>1/10), cuyvég (> 1/100 émg < 1/10), oy suyvég (> 1/1.000 émg < 1/100),
ondvieg (> 1/10.000 éwg < 1/1.000), modd onavieg (< 1/10.000). Avtéc eivon ot andlvta avagepOnoeg
oLYVOTNTEG YOPIG va ANeBel vToY”N 1 avaioyio Tov glkovikov apudiov. ['a pia cuykekpiévn
avemBountn gvépyeta, av vanpyov dtabéoiua dedopéva toéco omd v PURSUIT 600 kot amd v
ESPRIT, tote ypnoiponomdnke n vynAdtepn cuyvoTTa ELPAVIONS Yo ToV Kabopiopud g
GLYVOTNTOG TG AVETIOOUNTNG EVEPYELOC.

Inuerdvetor 6Tl N aTidong oxéon dev TpocdlopicOnke Yo OAEC TIG avemBOUNTEG EVEPYELEG.

AW Topay£S TOL UGIHOTOINTIKOD KOl TOV AENOIKOD GLUOTILOTOG

[ToAvd cuyvéc Awoppayio (neilov kol EhdcomV opoppayic, TEPIAAUPOVOUEVNG TNG
OLOpPayiaG 0TO ONUELD TapaKEVTNONG TNG Unplaiag aptnpiag, oxetilopevn e
CABG, y0oTpeVTEPIKOV, OLPOYEVVITIKOV, OTIGHOTEPITOVAIKT, EVOOKPAVIQ,
OLULOTEUEST], OLLOTOVPIN, GTOUATIKN/GTOUOTOPAPVYYIKT, TTOOT
QLUOGPOPTVIG/ LLOTOKPITN Kot GAAD).

Oy ovyvég ®Opodupokvtroponevia.

AwTopay£S TOV VELPIKOD GLGTINATOG

Oy ovyvég | Eykepaiun ioyopio.

Kapowokéc owutapayég

Yoyveéc Kopdiakn avokomn, KoMK LopHopLY, KOMOKT ToLKopdio, GULLPOPTTIKY
KOPOOKN OVETAPKELD, KOATOKOIAMOKOG OMOKAEIGUOG, KOATIIKY] LOPUAPVYT.

Ayyswokéc oroTapayég




| Yuyvég | KotanAn&ia, vrotaon, ehefitida.

H xapdioxn avakony], 1 COLPOPNTIKN KOPSIOKT OVETAPKELN, 1] KOATIKY LOPLOPVYR, | VTOTACT KOl 1
katamAnéia, Tov avaeépOnkav cuyva otny pedétn PURSUIT, ntav coppdpata wov oyetilovtay pe
TNV vokeipevn voco.

H yopiynon entipiumationg oyetieton pe avénon otig peifoveg kot EAAccoveg opoppayieg Omme
Ta&IVOLOVVTOL e TO KPLTNPLOL TNG Opadag HEAETNG Yoo @popforvon oto Epeppaypo tov Mvokapdiov
(Thrombolysis in Myocardial Infarction -TIMI). Xt cuvictduevn Ogpanevtiky 601, dnmg
yopnynOnke otnv perétn PURSUIT nov meprelauPave oyedov 11.000 acbeveic, n aipopparyio nTov 1
O GLYVN EMITAOKT] OV epPavicOnke katd tn Oepaneia pe entipuumation. Ot TAéov cuyvég
OLUOPPOYIKEC EMMAOKEG CLGYETICONKAV UE KapdLoKES ETEUPaTIKEG dtadtkacies (oyeTilOpeveS L
aoptoatepovioio mapdkapymn (CABG) 1 and to onpeio mapakévinong g unploiog aptnpiog).

H eldoocwv arpoppayia opiotnke otn pehétn PURSUIT wg n avtopata epeovifopevn LoKpOGKOTIKY
CLUOTOVPIO, 1] CVTOUOTO ELPAVICOUEVT] QLUOTEUEST, T) TOPATIPOVLUEVT] ATOAELN OUUATOS IE peimo
apocparpivng katd neprocdtepo and 3 g/dl N peiwon apooearpivng katd nepiocdtepo and 4 g/dl pe
amovoio epupavovg eotiog arpoppayios. Kata t dibpkea g Oeponeiog pe Integrilin oe owt
UEAETT, M EMAoo®V atopparyia Tav pio ToAd cvyvy emummhokn (>1/10, 1M 13,1 %, o to Integrilin
évavtt 7,6 % v to g1koviko edapuaxo). Ta atpoppoyicd enelcodio oy TEPIGGOTEPO GLYVA GE
acbBevelg mov ehapPavav Tovtdypova nrapivn eved vrofdiroviav og PCL, 6tav o ACT vrepéfarve ta
350 devteporenta (PAéme mapdypao 4.4 yprion nropivig).

Q¢ coPapn orpoppayia opicOnke ot perétn PURSUIT, gite 1 evéokpavioxn apoppayia eite n
LEl®o™ TG GLYKEVTIPMOOTG apocealpiving peyoarvtepn and 5 g/dl. H coPapn| apoppayio rav eniong
TOAD oLV Kot avapépOnke meplocoTEPO GLYVA e To Integrilin amd OTL Pe EIKOVIKO PAPUAKO, OTNV
perétn PURSUIT (>1/10 1} 10,8 % évavtt 9,3 %), 0ALG Tav 6mdvia 6Ty peydAn TAELOVOTHTO TV
acBevav mov dev vroPAndnikav o CABG gvtdog 30 nuepdv and v e1cay@yn otn LEAETN. e
acBeveic mov voPfAnOnkav oe CABG, 1 cuyvotnto epedviong apoppayiog dev avéndnke ue 1o
Integrilin cuykpitikd pe Tovg acbeveic mov EAafav gikovikd Ghpuako. TNV VITOOUASH TOV AcOEVOY
mov voPAnOnkav o PCI, peifov apoppayio tapatmpndnke cuyva oto 9,7 % tov acbevdv mov
éhaPav Integrilin évavtt 4,6 % tov acbevodv mov Elafav eikovikd QappoKo.

H ocvyvémta epodviong cofapav 1 emkivovvev yo tn {on apoppayikedv engicodiov pe to Integrilin
ntav 1,9% cvykprrucd pe 1,1% yuo to gewovikd dppoako. H avaykn yio petdyyion aipatog avénonke
pétpla pe v yopnynon Integrilin (11,8% &vavtt 9,3% 1o T0 €1KOVIKO QAPLOKO).

O petaforés kotd T drpkela TG Bepaneiog e EXTIGUTATION €ivol ATOTEAEGLA TNG YVOGTAG
QOPUAKOAOYIKNG OPACTG TNG, ONANDT, TNG AVOGTOANC TNG CUGCMPELCNC TOV OUUOTETOAI®V.
Emopévamg, ot petaforég TV EpYacTNPLOK®OV TOPAUETPOV TOV cLCYETILOVTOL LE TNV apoppayia (Yo
TapAadeLypa, xpovogs aoppayiog) eivor cuyvég kot avopevopevec. Aev mapatnpinkav gpeoveig
Stpopéc petah Tov acbevav vmd Bepaneia pe entipunation og chykpion pe avtods mov Erafav
EIKOVIKO PAPUOKO OGOV 0pOopa OTIC TWES Yo, TV Nratikn Aettovpyia (SGOT/AST, SGPT/ALT,
YOAePLOPIVY, OAKOAIKT POGPATAGT), 1] TN VEQPIKN Acttovpyia (Kpeativivi opov, almto ovpiog
O{lOTOC).

FEursipio usta tnyv xoxlogopio,

AWTopoy£S TOL GIOTOINTIKOD KOl TOV AENOIKOD GLUOTIILOTOS

[ToA¥ omdvieg Motpaia yio ™ {on apoppayia (1 TAELOVOTNTO 0QPOPE S1UTOPAYES TOL
KEVIPIKOV KO TEPLPEPIKOV VEVPIKOD GUGTHUOTOC: EYKEPAAKEG 1)
EVOOKPOVIOKES OLLOPPOYIES): TVEVUOVIKT] opoppayia, o&eio coPapn
OpopPorvtrapomevia, AUATOLO.

AWTopoyES TOV GVOGOTOUTIKOD GLUGTIATOS

[ToAD omdvieg | AVOQUAAKTIKES aVTIOPACELS.

AwTapayéc Tov dEPRATOS KOL TOV VITOFOPLOV 1I6TOV

[ToA omdvieg | E&GvOnua, dotapayég oto onueio epapuoyng OTmg kvidmon.
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Avoopd mBavoLoyoLUEVOV AVETBOUNTOV EVEPYELDV

H avagopd mhavoroyodueveoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTYNoN GOE0g KLKAOPOPToG
TOV PAPUAKELTIKOD TPOIOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEAOVG-KIVOUVOL TOL QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyeliaticg vyeiog vo
avaQEPOLY 0TOLEGONTOTE TOUVOALOYOVUEVES aVETIOOUNTEG EVEPYEIEG UEG® TOV £0VIKOD GLOTNUATOG
ovaeopds mov avaypdestor oto Hopdptmua V.

49 Ynepdocolroyia

H epmnepia otov avBpwmo 660v apopd 6TV vIEPSOCcOAOYIN e EXTLPUTATION etvar eSoupeTid
neplopioévn. Agv Exovv mopatnpndel evoeifelc coPapdv avemBountov evepyeidv mov oyetTilovtot
LE EK TOPAOPOUNG XOPYNOT LEYAA®Y dOGE®V bolus, Tayeia £yyvon avapepouevn O VITEPPOAKN
doon, N peydreg abpoiotikég 60celg. X perétn PURSUIT, vmpyav 9 acBeveig ot omoiot Erafav
d0ce1g bolus koM &yyvomn peyahdtepeg 0d T0 SITAAGLO TG CLVIGTMUEVNC dOGTG, 1] TTOVL
avayvopicOnkav omd Tov gpguvnth mg Exovteg Adfet veepPoAikn door. Agv mapotnprOnke
vrepPolikn apoppayia o€ Kavéva omd avTovg Tovg acheveic, av kot £vag acbevig o omoiog vefAnom
o€ enéPPaon aopTOGTEPAVINIOG TAPAKOUYS avapépinke 0Tt eupdvice petpiov Paduov apoppayia.
Ewdikdtepa, Kavévag achevig dev epQAvIcE EVOOKPAVIOKT OLUOoppayia.

Avvnrikd, pio vrepPolikn 660 enTIPUTATIONG B UTopoHoE Vo £XEL WG OTOTEAEC A OLLOPPAYia.
Aoyw ¢ Ppayeiog nuilmng kat tng Toyeiag kdBapong, 1 dpdorn g EXTIEIUTATIONG UTOPEL va.
dracomel aplEcmS pe TNV dlakomn G Eyyvone. Emopévac, av kot 1 entipiunation pmwopet va
amopokpuvlel pe apokabopon, tvon aniBavo va amortnOei arpoxdoapon.

5. ®PAPMAKOAOI'IKEX IAIOTHTEX

51 ®@oppokodvvoptke 1010TNTEG

Doppokobepamentikn katnyopio: AvtidpouPmtikdc Tapdyovtag (AVAGTOAEIS TG CLCCHOPEVONG TOV
apometaAiov eEapovpévng e nropivng), kmotkog ATC: BO1A-C16.

Mnyoviopndc dpdong

H entuipiumation, éva cuvBeTikd KukAKS entamentidlo 1o omoio mepiéyel &L apvoléa,
TEPIAAUPOVOUEVOL EVOG OULSTOD TNG KVOTEIVNG KO EVOG LEPKOTTOTPOTIOVUA (OEGAUVIVO
KLOTEIWVUA)IKOD KAAGHOTOG, Elval £Vag aVOTTOAENG TG CLGCMPEVOTG TV OLUOTETAUAIDV KO OVIJKEL
otV katnyopia twv RGD (apywivin-yAuKivn-aomapTiKo) WpTIKOV.

H entipiumation avactéAAel avaoTpEYLIO T CLUGCMOPEVCT TOV ALUOTETAAIOV eunodilovtag )
déouevon Tov Vvmooyovov, Tov mapdyovtog von Willebrand kot GAA®V VTOKOTOGTOTOV GTOVG

V7odoYElg TG YAvkompmteivng (GP) 11b/Il]a.

DoppakodvvoukEc dpacelc

H entipiumation ovactéAAel T GLGCOPEVST] TOV AUOTETOA®Y KATE TPOTO TOL e£0PTATOL GO TN
d6oM Kol TN GLYKEVTPMGT OTTMG amodeiyOnKe amd X ViVo cueohPEVoT OUOTETOAM®Y LE TN YpNoN
dpwceopikng adevosivng (ADP) kat dAADV ayOVIGTOV Y10 THV ENAY®YT] GUCCHPEVCNC
aponetariov. H enidpaon tng entipiumationg topatnpeiton apécmg LETA T YOp1ynon 666ng

180 microgram/kg oe gvdopAéBia bolus yoprynon. Otav axoiovdel cuveyng £yyvon

2,0 microgram/kg/min, 1o gv Aoym Bepomevtikd oynpa tpodyet pio > 80 % avacsToAr TG emayoréEvg
a6 To ADP eX Vivo cueodpevong auonetaMmy, 68 QUGIOAOYIKEG GVYKEVTPOOELS 0loBeoTtion, o
neprocoTEPOVG Ao T0 80 % TV 0chEVAV.

H ovaotoAf] Tov aiploneToM®my ovESTPAPT OUECMG, LE EXGTPOPN TNG AELTOVPYING TV OLUOTETAAIDV
oT1g apykég TIHEG (> 50 % cuaompevong aponetaAinV) 4 dpeg PLETA TN S10KOTN TG GLVEXOVG



gyyoong tov 2,0 microgram/kg/min. Metpnioeig g emayouévng and 1o ADP ex Vivo 6ucempeuong
TOV QUOTETAAIWV, GE PUGIOAOYIKEG GUYKEVTPMGELS aGBECTION (avTIINKTIKO D-@atvoAaAovor-L-
pomud-L-apywivn yAopopuéBud keTdvT) o8 aobeveig mov mpoonABav pe aotabn otnByyN Kot
Euppaypo Tov puokapdiov ywpig Emappa Q, £de1&av eEOPTMOUEVT OO TN CLYKEVIP®GT] (VOGTOAN UE
ICs0 (cvykévipmon avacsTtoAng 50 %) g 1aéng mepimov tv 550 ng/ml kot ICs (cvyKévIpmon
avaotoing 80 %) g tééng mepimov Twv 1.100 ng/ml.

Ymhpyovv Teploptopéva, SEO0UEVO GYETIKE LLE TV OVOGTOAN TV OUOTETAAI®V G€ aoBeVEIS pe
VEQPIKN dvoAsttovpyio. Ze acOeveic pe pétpio veepikn duoiettovpyia, (kabapon kpeatviving 30 — 50
mL/min), emtevyOnke 100% avaoctodn o 24 dpeg and ™ yopnynon 2 mg/kg/min. Xe acbeveic e
ocofapn veppikn dusiertovpyia (kdBapon kpeativivig <30mL/min), otovg omoiovg yopnynonke
Img/kg/min, avaotoAr katd 80% enttedvybnke o nepiocdtepovg amd 80% twv acbevav eviog 24
OpOV.

KAk ommoteAeouotikOTnTo. Kot 0o@AAEL

Meréty PURSUIT

H Paocwkn khvikr perém yio v Actodn Tmoayyn (UA)/ 'Epepayua tov Muokoapdiov ympic Emapua

Q (NQMI) tav n perétn PURSUIT. Avth 1 pelétn fTav po SUTAn TOEAT, TUYOLOTOUEVT,

eleyyopeVT LE EIKOVIKO PAPLOKO HeAETN o€ 726 kévipa, og 27 ydpeg kal o€ 10.948 acheveic mov

napovcidotnkav pe UA 11 NQMI. Ot acBeveic pmopovcay va mepiin@bovy oty Perétn novo av giyov

Kapdlokn woyoipio og npepia (= 10 Aentd) péoa otig Tponyovueveg 24 dpeg Kot elyav:

o gite petafoirég tov tunpatog ST: katdomaon tov dSwwotqpatog ST > 0,5 mm yia Aydtepo amod
30 Aemtd M eppévovoa avaomaomn tov daothuatog ST > 0,5 mm wov dev amartovoe Oepomeio
gnovatudtoong n Oepaneio pe Opopforvtikodc mapayovTes, ovacTPOEN TOL EnpoToc T
(> 1 mm)

o N avénuévn CK-MB.

O1 acBeveic ToyatomomOnkay va Adfovv gikovikd eapurako, 1 entipurartion 180 microgram/kg oe
bolus yopnynon axoiovBovuevn amod €yyvon 2,0 microgram/kg/min (180/2,0), v entipiumation

180 microgram/kg o€ bolus yopfiynon akoiovbovpevn and £yyvon 1,3 microgram/kg/min (180/1,3).
H éyyvom cvveyiomre: péypt v €£000 00 T0 VOGOKOUEID, UEYPL TOV ¥POVO TNG AOPTOCTEPUVINING
mapaxouyng (CABQG), 1 yia uéypt 72 opeg, 6moto cuvéfatve tpmto. Av yivotav PCI, n éyyvon g
ENTIPIUTOTIONG cvveLoTay el 24 dpeg petd TNV drodikacio, EmMTpETOVIAS va pOAcEL 1 dtdpKeld TNG
gyyvoemg uéxpt 16 96 dpeg.

To okéhog 180/1,3 oTONATNCE HETA UKt TPOCSWOPIVY AVAALGT), OTMG KaBop1loTay K TV TPOTEPWOY GTO
TPOTOKOALO, OTOV TO VO GKEAT OPOUCTIKNG AYMYNS PAVINKAY VO EXOVV TAPOLOL0 GLYVOTNTA
ELOAVIONG oupoppayiog.

Ot acBeveic aviyetonioTnKay COUPOVA LE TO GLYVNIICUEVA TPOTLTTO TOV EPEVVNTIKOD KEVTPOU,
EMOUEVMG 01 oLYVOTNTEG TNG ayyeloypopiog, Tne PCI ko g CABG d1épepay moAd amd k€vipo og
KEVTPO Ko amd Ydpa o€ yopa. Amd Toug acbeveig oty pekétn PURSUIT, 1o 13 % avtpetoniotnkoy
pe PCI katd v didpkeia £yyoong g entiouurotione, and tovg onoiovg to 50 % déxtnray
gvdootepaviaio stents, to 87 % avtipetomiotnkay eapuakevtikd (yopic PCI katd tnv didpreia
EYYOOEMG TNG ENTIPIUTOTIONG).

H peydin mietovomto tov acbevav Elafov aketvAocolikviiko o0 (75 - 325 mg drag nuepnoimg).
H pn xhoopatomoinuévn nrapivn xopnyndnke evéopiefine 1| vmodopimg KoTd TV KpioT Tov yloTpov,
7O GLYVA OC o, evooeAEPLa bolus yoprynon tv 5.000 U axoiovBoduevn omd pio cuveyn €yyvon
1.000U/®pa. O cuvictdpevog otoyog aPTT ftav 50 - 70 devtepdienta. Eva civoro 1.250 acbevav
vroPAnOnkav oe PCI péoa o 72 dpeg LETA TNV TUYOLOTOINGT], OTOTE GE QTN TNV TEPINTO®ON Ao
evoopAeRimg un Khlacpatomomuévn nropivn yio vo dtatnpnbei évag evepyomompévog ypovog TNEEMG
(ACT) io0g pe 300 - 350 devtepOAenTaL.
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To kVp1o el onueio T peAETNG NTo 1) epEdvion BavdTov arnd omotadnmote autia 1| VEOL
guepaypatoc tov pvokapdiov (MI) (mov agloroyeiton amd pio toein Extporn Kivikov Zoppavtov)
péca og 30 nuépeg amd TNV TVYOLOTOINO.

H ocvvietdoa tov gpepdypatoc tov Mvokapdiov (MI) 6o puropodoe va optobel oG AGLUTTOUOTIKY LE
avénon tov CK- MB 7 pe véo émappa Q.

Y& GUYKPLON LE TO EIKOVIKO PAPLOKO, 1) EXTIQIUTOTION yopnyovpevn oc 180/2,0 peiowoe onpuavtikd
TIV GLYVOTNTO TOV EXELGOOIMV TOV KVPLOL TEAKOV onueiov (mivakag 1): avtd avtimpocmredel
nepimov amoeuyn 15 encicodiov avd 1.000 acbeveic mov vrofAnOnKay ce Beponeia.

Mivaxkag 1
Yoyxvomnte Oavarov/MI alroroynuéve amé CEC (IIAnBuvopdg mov “avriperomicTnke g
TUYOLOTOUUEVOS)

Xpovog Ewovikd Odppoko Entiowumation Twni p

30 nuépeg 743/4.697 (15,8 %) 667/4.680 (14,3 %) 0,034%

2 Aoxipacio Pearson ¥ tng S10popdic LETOED TOV EIKOVIKOD QUPUEKOD KO TNG EXTIQUTOTIONG.

Ta 0mOTEAEGOTO TOL KUPLOV TEAKOD GNUEIOV amodOONKaY KUPImG OTNV EUPAVICT) TOV ERPPAYIOTOS
TOL LLOKAPOioL.

H peiwon ot cuyxvotnta epedvions tov enelcodimv Tov TeEAkoD onpeiov og acbeveic, Tov
ghapPoavoy extipumation epeaviotnke vopic Katd tn didpkela tng Oepaneiog (viog Tov tpotev 72-
96 wpav) Kot vt N peimon dtnpHONKe Yoo 6 uRVeS YmPIc KavEva oNUOVTIKO 0moTEAEGU GTN
BvnowodTTOo.

Ot acBeveic mov mBavotata Oo @peAnfovv and ) Bepaneia pe exTiQUTATION Elval ekeivol o€ LYNAO
Kivduvo va ovartHEOVV ELPPAYLO TOV HDOKAPSIoL EVTOG TOV TPOTOV 3-4 Nuepdv petd tv Evapén
g o&elag otnOAYNG. ZOUPOVA LE ETONIOAOYIKE EVPTLLATO, VYNAOTEPT CLYVOTNTO EUPAVIOT|C
KOPOLOYYELOKAOV ETEGOJIMV EXEL CLGYETIONEL [1E KATO10VG ETKTES, Y10 TOPASELYLLOL:

— niwio,

- av&nuévn Kapdokn cuyxvotnTa 1 0pTNPLOKN TTEDT,

- EM{IOVO 1 VITOTPOTIALOVTA IOYOLUIKO Kapdlakd TOHVO,

- onuovtikes petapforéc HKI (Wwaitepa pn puoioroyikt| popoen oto ST tunua),

- avénuéva kapdlakd Evivpa 1 dgikteg (n.y. CK-MB, tponoviveg) kot

- KOpOLOK OVETAPKELD

H PURSUIT npaypoatomomfnke oe pio mepiodo mov n cvviong Bepameio Yo TV aVTIHETOTION TV
o&Emv oTEPAVINI®Y GLUVIPOLMV NTAV JIAPOPETIKT OO TN CNUEPIVY], OG TTPOG T YPT|ON AVIOYOVICTMOV
TOV aponeTooKk®v vrodoyswv ADP (P2Y12) kot t ypron povtivag Tav evéostepaviainy stent.

Melérn ESPRIT
H peiém ESPRIT (Evioyvpévn Kataostohr tov Ymodoyéa lb/Illa tov Aonetariov pe Ospaneio pe

EMTIPUTOTION) NTAV o SUTAN-TUEAT, TUYXOLOTOIUEVY], EAEYYOUEVT) LE EIKOVIKO QAPUOKO HEAETN
(n=2.064) y1a un eneiyovoa PCI pe evéootepaviaio tpodeon.

O)ot o1 acBeveic Ehafav T cuVHON EpovTida Kot TuyooTOMONKAY €lTE GE EIKOVIKO PAPLOKO
entiguumation (2 66oe1g bolus tov 180 pikpoypappopiov/kg kal cuveyng £yyvon péxpt myv £é€0do and
TO VOGOKOUELO 1] Y10, péyioto ddotnua 18-24 opav).

H mpdtn éveon bolus kot 1 éyyvon dpyleav tontdypova, apéocng tpv v deaywyn g PCI kot
akolovOnOnkav and pia devtepn éveon bolus 10 Aentd petd v mpmtn. O puOudg Eyyvong NTav
2,0 wikpoypoppdaplo/kg/Aentd yio toug aceveic pe kpeotvivi opod < 175 micromols/I 1

1,0 wkpoypappdpio/kg/Aentd yua kpeatvivy opov > 175 émg 350 micromols/I.

211 60K, 6TO0 OKELOG TG ENXTIPIUTATIONG, OVOLAGTIKG OAot ot acBeveis Elafav aocmipivn (99,7 %)

xat 70 98,1 % éhaPe o Betevomupdivn (clopidogrel oe mocooTo 95,4 % Ko TKAOTdIVN GE TOGOGTO
2,7 %). Tnv nuépa g PCL, mpwv amod tov kabetnplacud, to 53,2 % élafe po Betevomupidivn
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(clopidogrel o€ m060616 52,7 %; TiKhomdivn o€ T06007T0 0,5 %) — KVping WG dO6N POPTIENG
(ovykévtpwon 300 mg 1 kot wapomavm). To okéAOG TOV EIKOVIKOD PAPUAKOL NTOV TUPOUOL0
(aocmpivn 99,7 %, clopidogrel 95,9 % ko TikAomdivn 2,6 %).

H doxiun ESPRIT ypnowonoince éva arlomomuévo Bepamentikd oyfua nrapiving katd v PCI
amoteLoOUEVO 0o i apytkn bolus éveorn 60 povadwv/kg, ue ACT otdyo 200-300 devteporenta. To
KOplo TeEMKO onpeio g perétng ftav o Bdvatog (death-D), to MI, n) eneiyovoa enavayyeimon tov
ayyeiov otoyoL (urgent target vessel revascularisation -UTVR) kou 1 o&gia avtifpoppotikr Oeponeia
duowonc (rescue therapy- RT) pe avactoréa GP 1Ib/Ila evtdg 48 mpdv amd tnv Tuyoomoinom.

To MI avayvopiotnke coupova pe to CK-MB Bacikd epyactnplokd kprripia. o avtiv v
ddyvaoon, evtog 24 wpmv and ) dwdkacio deiktn PCI, énpene va ivar tovAdyiotov dvo tipéc CK-
MB > 3 x 10 ov@TATO OPL0 TOV PLGIOAOYIKOV. ZVVETMS, dEV AmOLTovVTAV 1 eTKVp®on oo v CEC.
To MI pmopei eniong va avoaeepBet petd and tekunpinon g CEC piog avaeopds tov gpguvnt.

To kOp1o TeEMKd onpeio g perémg [teTpamAidg cuvovaoudg and Bavato, M, enciyovoa
enavayyeimon tov ayyeiov otoxov (UTVR) kon 1 Opopforvtikn bail-out [thrombolytic bail-out (TBO)
ev10¢ 48 mpmv] £0eiée o€ 100001 37 % GYETIKN Kal 6€ T0606To 3,9 % amdlvtn peioon oty oudoa
™G¢ entumationg (6,6 % meprototikd Evavtt 10,5 % p = 0,0015). To anoteléopoto Tov kHpLov
TeEAKOD onpeiov amoddnkay Kupiwg oV peimon g epedviong evivpotikdv M, Tov opictnkav mg
N EREAVION TPOUNG adENONG TeV Kapdakdv eviopwv petd v PCI (80 ota 92 gpepdypata
LLOKOPI0V GTNV OUAdA EIKOVIKOD QOPUAKOD £vavTl 47 6T 56 UPPayUaTo LLoKapdiov 6TV Opdada
g enTipumationg). H kv onpacia tétoiov eviopotikdv epepayudtov pookopdiov givat akdpo

OUPIAEYOLLEVT).

[Mopdpota amoterécpata EAneOncay oto 2 devtepedovTa TEAMKE onueia TV GVUBAUAT®OV TOV
a&loroynOnkayv og 30 nuépec: v TpuAn ovvBeon Bavatov, MI kat UTVR kot tov mo 1oyvpod
GLVOLOCHOV TOV BAVATOV KOl TOV ERPPAYLLOTOS TOV HVOKAPSIov.

H peiwon oty cuyvotnta cupfapdtov tov telikod onpeiov oe acbeveig mov erdpupovay
ENTIPIUTOTION EpQavioTnKe vopig katd TV didpketa g Bepancioc. Aev vnpée tepartépw avEnon
670 6QeAOC, o€ dLaoTNuo UEYPL kat 1 xpdvov.

Taparaon tov ypovoov pong

H yopnynon ¢ entipiumotiong pe evéo@AéPio bolus yoprnynon kot yyvon Tpokael uéypt Kot
TEVTOTAGGLO aOENCT TOL YPOVOL arpoppayiag. Avti 1 adénon eival QUESMOG AVASTPEYLUN UE TNV
SaKoTn TG £YXLONG HE TOVG XPOVOLS CLLOPPAYING VO ETAVEPYOVTOL OTO. OPYIKG o€ TTEPimov 6 (2 -
8) dpec. Otav yopnyeitan o€ povobeparmeio, 1 EXTIPUTATION deV EYEL KO LETPNOIUN dpAGT GTOV
yxpovo mpobpoupivng (PT) 1 otov xpovo evepyomonuévng peptkng Opoppomractivng (aPTT).

Merétn EARLY-ACS

H EARLY ACS (Early Glycoprotein IIb/Illa Inhibition in Non-ST-segment Elevation Acute Coronary
Syndrome) fitav pio LeEAETN TPOIUNG TAKTIKNG XOPNYNOTG EXTLPIUTATIONG EVAVTL EIKOVIKOD QUPUAKOV
(ne xaBvotepnuévn Kat’ enikAnon ¥PNON TG EXTIPLUTATIONG 6TO AUOSVVAUIKO EPYUCTHPLO) G
cuvdovaoud pe avtiBpoppotiég Oepanciec (ASA, UFH, bivalirudin, fondaparinux 1 nmapivn youniov
poptlakol Bapovg), o atopa vynAov kvdvvov NSTE ACS. Ot acBeveig enpokeito va axorlovbncovv
EMEUPATIKN OTPATNYIKN Y10 TEPULTEP® OVTILETOTION METE TN ANYN TOL PAPUAKOV TNG HEAETNG Yo 12
£€w¢ 96 dpeg. Ot acBeveic pmopodcay vo avTIeTOmicfobhv cuvtnpnTikd, vo vToPAnbovv ce enéppaon
aoptootepaviaiog topakouyns (CABG), 1 va vmopAnbovv oe dradeppukn otepoviaio mapéupacn
(PCI). Z¢ avtifeon pe v eykekpuévn docoloyio oty EE, ot dokiun ypnoipomomdnke stk d6om
£POS0L TOV VIO PEAETN EopUdKoL (Le xpovikh Slopopd 10 Aemtmdv) mpv amd v £yyvon.

H mpdipn toxtikn xpnon entioyunationg oe avtd tov vyniov kivdovov NSTE-ACS avripetomiopevo
Bértiota tAnBuoud mov vEPANON ot eneuPaTiKy GTPOTNYIKN OEV 0ONYNOE GE GTOTIOTIKG OT)LLOVTIKY
ueimon 610 oOvOeTo TPwTEHOV TEAIKO omueio Bvnoodmrag, M, RI-UR ka1 TBO evtog 96 mpmv
GUYKPLTIKA LE TO oyNuo Kabvotepnuévng Kot’ enikAnon xopnynong entipumationg (9,3% oe acbeveig
7ov Ehafav Tpodipa extigiumorion vs. 10,0% oe acBeveic mov Ehafav kat’ emnikinon extipumotion,
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odds ratio=0,920; 95% C1=0,802-1,055; p=0,234). H cofapn anetintikn yio ) (o1 cpoppayio Kotd
GUSTO b¢gv fitav cuyvi Ko ftav cuyKpiown kot 6Tig dvo Bepamneutikés opdoes (0,8%). H pétpaq
cofopn amenTikn yo T {on apoppayia katd GUSTO, guepavicOnke onpoavtikd cuyvotepa e TNV
TPOIUN TOKTIKN xopnynon extigiumotiong (7,4% vs. 5,0% oty opdda g kabvotepnuévng kot’
enikhnong ypnong entipiuratione, p <0,001). Iapouoieg drapopéc onueiddnkoy yio tig peiloveg
awpoppayieg kata TIMI (118 [2,5%] oty mpdipn taktiky xpnon vs. 83 [1,8%] otnv kabvotepnuévn
Kot emikAnom ypnon; p=0,016).

2V vooudda TV acOEVMOV TOL OVIIUETOTICONKAY GUVTNPNTIKE 1} KOTA TN SLOPKELN TOV TEPLOOWDY
ouvtnpnTikng avtipetomong npv and PCI 1M CABG, dev deiyfnke otatiotikd onuoviikd 6Qerog and

TNV GTPOTNYIKN TNG TPOIUNG TAKTIKY YOPNYNONG EXTIGUTOATIONG.

Mia post hoc avélvon g Kiwvikng dokiunig EARLY ACS, dev katéAnée o€ oplotiKd cupnepacuota
G TPOG TN GYECTN 0PEAOVG-KIVOUVOL e TN peimon g doomg og acheveic e HETpla veepikn
avemdpkelo. H ouyvdmra encicodinv tov mpotedboviog telikod onueiov ntav 11,9 % oe acbeveic mov
Ehafov petopévn doon (1 microgram/kg/min) évavt 11,2% og acBeveic mov Elafav Trv Kovovikn
d6om (2 microgram/kg/min), 6tav 1 exTIEIUTATION YOpNYHONKE TPDOIL MG Bepameio povTivag
(p=0,81). Me v kabvotepnuévn Kat’ ETIKANGT XOPNYNON ERXTIPIUTATIONG, 1] CLYVOTNTO TOV
eme1c0diov Ntav 10% évavtt 11,5% oe acbeveig mov Elafov peiopévn Kot Kavovikn 3001, ovTioToly o
(p=0,61). Meilwv orpoppayia katd TIMI eppavicnke oto 2,7 % twv acbevdv mov Elafov petmpevn
d6om (1 microgram/kg/min) évovtt 4,2% tov acbevodv mov Elafav kavovikr ddomn (2
microgram/kg/min), étav 1 entipumation yopnyndnke tpdua wg Oeponeia povtivag (p=0,36). Mg
v kafvotepnpévn Kot eTiKANGN XOPNYNOT TNG EXTIPIUTATIONG, Ta peilova eneicddio TIMI nrav
1,4% évovtt 2,0% oe acBeveic mov Elafav petmpévn kot Kovovikn d6om, avtiotoya (p=0,54). Agv
mapatnpiOnkay a&loonueinteg SoQopic e Ta T0600Td coPapng alpoppayiog katd GUSTO.

52 ®appoxoxiviTikés 1016TNTES

H @poppokokiyntikn g EXTIQIUTATIONG EIVOL YPOUULIKT KOl 0VAAOYT TG 00GNC OGOV apopd 00GELG
bolus kvpavopeveg and 90 émg 250 microgram/kg kot puBpovs £yyvong amod 0,5 £mg

3,0 microgram/kg/min. T'ia éyyvon 2,0 microgram/kg/min o1 HEGEC GLYKEVIPMGELG GTABEPT
KOTAOTOONG TNE ENTIPIUTOTIONG Kvpaivovtol and 1,5 éwg 2,2 microgram/ml ce acOeveic pe
oTeEPAVLOin VOo0. AVTEG Ol GUYKEVIPAOGELG TAAGOTOG ETLTVYYAVOVTOL TUXEMG OTAV TPV TNV EyYLON
yopnyeitan éveon 180 microgram/kg oe bolus yopiynon. H éktaon g décpevong e entipurationg
LE TIG TPOTEIVEG TOV TAAGLOTOC 6TOV AvOpmTo givar mepimov 25 %. Ztov 1010 TAnBveuod, N nulon
ATONAKPVVOTG OO TO TAAGHO etvon TTepimov 2,5 dPeG, 1 AmoUdKpLVOT) ad TO TAAGH givatl 55 €mg
80 ml/kg/hr kot 0 dykog Koravoung eivar tepimov 185 émg 260 ml/kg.

e vy GTOp, 1) OTOUAKPLVGT] HECH TMV VEQPPOV avaloyovoe Tepimov 61o 50 % tng oAMKNg
amopdkpovveng amd tov opyavicpd. Ilepimov 10 50 % g TOGOTNTOC TOV AMOUAKPVVETOL OEKKPIVETOL
apetdPintn. Xe acBeveic pe pétpla €0 coPfapn veppikn averdpkela (Kabapon kpeatvivng < 50
ml/min) 1 kGOapomn TNG EXTIPIUTOTIONG PEIDOVETOL KOTA TTEPimov 50% Kot o emineda 6To0 TAUCUO GE
otabeponompévn Katdotaon tepimov dimAacidlovrat.

Agv &yovv de€aybel TumIKEG HEAETEG POUPLOKOKIVITIKNG OGOV apopd Tic aAniemidpaocels. Oumg o
pio peAETN poppoKoKivnTikig TANBLue oD dev vnpée Kapio EVOEIEN QUPUOKOKIVITIKNG OO TNV
OAANAETIOpaoT HETAED TNE EXTIPIUTOTIONG KOl TV TOPOKATE GUYYOPYOVUEVMV QUPLOKEVTIKOV
TPOIOVTOV: apAOdUTiv), ATEVOAOAT, ATPOTivY, Kamtompiln, kKepaloiivn, dtalembun, dtyo&ivn,
ShtraZEpn, dSupavudpapivn, evarampiin, ovtavOAn, @ovpoceuion, nmapivn, Adokaivr, Movompiin,
UETATTPOAOAN, daloAGUN, Lop@iv, VITPMON, VIQESITIv Kot Bappapiv.

5.3 IIpoxivika dgdopéva yio TNV a6@arela

To&wohoyikég peréteg mov dievepynoniay pe v extioumation teptiaupdvovy pelétec pe epamas
Kol e emavaAauPovopeveg 60GELS GE APOVPAIOVS, KOVVEALN Kot TIONKOVE, LEAETEG AVOTAPAYWOYNS G
apovPaiong kot KovvéMa, in Vitro kot in Vivo pelétec yevetikng ToEkotnTag Kot LEAETEG EpeBiopoD,

vrepevalcinciog Kot aviryovikotntac. Agv mopotmpnonke Kapio un avouevouevn ToEikn opact yia
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QAPLOKO OLTOD TOV PUPLLOKOAOYIKOD TPOPIA Ko TOL EVPNLOTA NTAV TPOYVMOOTIKA TNG KAVIKNG
gumepiog, Pe To apoppoytkd cUUPANATO MG KOPLa ovemBOUNTn evépysta. Agv Tapatnpronkay
YOVOOOTOEIKEG OVTIOPACELG LE TNV ETTUPLUTOTION.

"Exovv o1e&ay el peréteg tepatoyéveong e cuvey evOoQAEPLa £YYLON EXTIOILITOTIONG o€ €YKHOVG
apOLVPAIOVG e CLUVOAKES NUeEPOleg 00aelg uéypt 72 mg/kg/muépa (mepimov 4 PopéG T GUVICTMOUEVT
péylotn 800 Yo Tov avBpomo Pacel Tov epPadod empaveiog COUOTOG) KOl GE £YKLO KOUVEALD G
GUVOMKEG NuepNoleg 00ae1g uéxpt 36 mg/kg/muépa (mepimov 4 opEG TNV GUVICTMUEVT HEYIOTN dOGN
v Tov avOpwmo Pacel Tov epPadov empaveiog cOUOTOS). AVTEG Ol LEAETEG OV OmOKAAVY OV EVOELEN
emPapopévng yovipotntog 1 fAGPn oto EuPpuo Ady® TG EXTIQURATIONG. MEAETEC OVATOPAYWYNG OE
€10m mepopatol{®dmv, 6TV N EXTIPIUTATION Oglyvel pio TaPOUOL POPUOKOAOYIKT dpacTNPOTNTA
OTMG GTOVG AVOPMOTOVE, dEV VILAPYOVY. ZVUTEPAGHUOTIKG 0VTEG 01 LEAETEG OEV Elval KATAAANAES Y10, VO
a&loroyn0el n ToEUCOTNTA TNG ENTIPIUTOTIONG GTNV AVATOPAY®YIKT Agttovpyia (PAETE

Topaypao 4.6).

H duvatdtnto kopkivoyéveonc e TV EXTIQIUTATION oev Exel dlepeuvnOel oe LaKPOYPOVIEG LEAETEC.

6. OAPMAKEYTIKEXZ IIAHPO®OPIEX

6.1 Katahloyog ekddywv

"Evudpo kitpucd 0&H

Ydpo&eido Tov vatpiov

Evéoyo 0dwp

6.2 AovpporoTnTeg

To INTEGRILIN &¢gv givar cuopupatd pe povpocepion.

EXketyer peletdv oyetikd pe v acvpPatomro, to INTEGRILIN dev mpénet vo avapetyvoetal 1
AN POPUOKEVTIKE TPOTOVTO EKTOC OVTMV TOL OVAPEPOVTUL GTO 6.6.

6.3 Awpkera Long
3 ypévia
6.4 Idwitepeg mpouraters kota T OLAEN TOV TPOIOGVTOG

duvidooetal og yoyeio (2°C - 8°C).
DVAAGGETE GTIV OPYLKT] GLCKEVAGI Y10 VO TPOGTOTEVETOL OO TO (PG,

6.5 D01 KL GLOTUTIKG TOV TEPLEKTN

"Eva @aAido tov 100 ml and yvoki Tomov I, kheiopévo pe PoutuA- EL0oTIKO TOUO KOl GOPAYIGUEVO
LE EQPOPLOCUEVO TMOLLO. AAOVULVIOV.

6.6 Iowitepeg mpoUAAEELS ambpprynS KoL GAAOG YEIPLGROS

H e&€taon g puoikng kot ynpikng cvppatotrag ostyvetl 6ti to INTEGRILIN propet va yopnynOei
UEC® EVOOPAEPLOG YPOUUNG LE BeukT) atpomtiv), VIOUTovTapivy, nropivy, Adokaivr, Lemeptdivn,
UETOTPOAOAT, OALOAGLUT, LOPPIVY], VITPOYAVKEPTIVY, EVEPYOTONTI] TOV 1GTIKOD TAAGHIVOYOVOD, 1|
Bepapomiin. To INTEGRILIN givar copfoto pe 0,9 % evéoipo dtdAvpa YA®PLovyov voTpiov Kol e
de&tpoln 5 % oe Normosol R pe 1 yopic yrhoprovyo kaio. [Mapaxareiche vo avapepbeite oty
Hepidqyn Xopoktyprotikdv Tov [Ipoiovrog Normosol R yia Aentopépeieg oyxetikd pe v choToo
TOV.
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IIpwv 11 xpnom eEetdoate To TEPIEYXOLEVO TOV PLOALdIOL. MMV TO ¥PNCILOTOINCETE GV eR@aviloviat
couatiow N aroypouatiopoc. H mpootacio tov dtaivpatog INTEGRILIN and to ¢og dev givol

omopoitnTn Kotd T Yopnynon.

Metd to dvorypa metdére kbbe aypNGUYLOTOINTO PUPUAKEVTIKO TPOIOV.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
GlaxoSmithKline (Ireland) Limited
12 Riverwalk

Citywest Business Campus
Dublin 24

Iprovdio

8. APIOMOZX AAEIAY KYKAO®OPIAX

EU/1/99/109/001

9. HMEPOMHNIA ITIPQTHY ET'KPIZHX/ANANEQYXHY. THX AAEIAX
Hpepopnvia mpadng éykpiong; 01.07.1999

Huepounvia tekevtaiog avavémong: 09.07.2009

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANPOEOpieS Yo TO TAPOV PAPUAKELTIKO TTPOiOV etvar d100éotpec oTov dSIKTLAKO TOTO
tov Evponaikod Opyovicpod @apudkov http://www.ema.europa.eu
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

INTEGRILIN 2 mg/ml, evécipo dtdivpa

2. MOIOTIKH KAI ITIOXOTIKH XYNOEXH
Ka0e ml gvéoypov StoAdpatoc Teptéyel 2 mg exTIPUTATIONG.
"Eva graAido tov 10 ml evéoipov dtaddpotog mepiéyel 20 Mg enTiQUmoTiong.

"Exdoya pe yvoot dpdon
Tepiéyer 13,8 mg vazpiov avd groAidio 10 ml

T tov TAYpn Katdloyo tv ekddy®v, PA. mapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Evéowo d1dAivpa.
Awyég, dypopo StdAvpa.

4, KAINIKEX TIAHPO®OPIEX
4.1 OgpomevTikég evosielg

To INTEGRILIN wpoopiletan yio ypriom poli pe akeToAoGoAKUAKO 0ED Ko U1 KAOGUOTOTOHEVN
nmapiv.

To INTEGRILIN gvdeikvotot yio v TpOANYN TGOV ELPPAYLOTOS TOV HVOKAPIIOV GE EVAAIKES
OV TTPOGEPYOVTAL e aoTadn otnOdyyn 1 Euepaypo Tov pvokopdiov yopic Emapua Q we To TeAevTaio
ene100010 Bwpakikod TOVoL va, £xel eppaviclel péoa oe 24 dpeg Kot pe oAAayEC 6TO
niektpokapdoypdonua (HKIT) ko avénuéva kapdiokd Eviopa.

Ot acBeveic mov mBavotata o mpeAndovv and ™ Oepancio pe INTEGRILIN givan ekeivol € vynio
Kivduvo va avamtHEOLY ERPPAYLLO TOV HVOKAPSTIoV VIO TOV TPAOTOV 3-4 NUepOV UETA 0o TNV
eUPavion oémv copntopdtov otnldyyng teptiappovorévey yuo Topadetypa ekeivav tov mihavov
0o vropAnbovv o mpmdiun PTCA (Percutaneous Transluminal Coronary Angioplasty) (BAéne
Topaypao 5.1).

4.2  Aocoloyio Kou TPOTOG YOPNYNONS

Av10 10 TPOTIdV Elvar LOVO Y10 VOGOKOUELOKT| ¥p1ion. o Ttpémetl va yopnyeiton amd £181k00g YTpos
UE EUTEPIO GTNV AVTIUETOTION 0EEDV OTEQAVINI®OY GUVIPOUWV.

To INTEGRILIN evéoipo didAvpa mtpénet va ypnotponoteitol o cuvovacud pe to INTEGRILIN
Stivpa yuo evooeAEPLa £yyvon.

H ovyyopnynon pe nrapivn cuvictdrol ektog edv avtd avtevdgikvutat Yo Adyovs OTmS 16TOPLKO
Bpoppoxvtraponeviog oxetilopevng pe ) ypnon nrapivng (PAére “Xopniynon nrapivng',
mapdypoeoc 4.4). To INTEGRILIN wpoopiletot emiong yio cuyyopnynon e OKETVAOGUAIKIAMKO 08D,
®G LEPOC NG KAOIEPOUEVNC OVTILETOTIONG acoBevdv e 0&D oTe@aVINio GUVIPOUO, EKTOG EGV 1| XPOT|
avtevdeikvuTal.

Aocoloyia
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Evnhixeg (nlaxio 2> 18 ypovawv) mov mpocépyovrou ue aotady otnboyyn (UA) ko Euppoyuc tov
Hvokapoiov ywpic émopuo. O (NQMI)

H ocvvietdpevn do6on eivar pia evéoiéfia bolus yoprynon 180 microgram/kg yopnyoduevn to
TayVTEPO SLVOTOV UETA TN S1dyvoT), akoAovbovuevn and cuveyn £yyvon 2,0 microgram/kg/min yio
€m¢ kot 72 dpeg, N puéypL v Evapén aoptootepoviaiog mapakapyng (CABG) 1 péypt v €é£odo amd
TO VOGOKOUELD (0mot0dMmote amd o, 600 avtd cvuPei Tpdta). Edv mpaypoatonomel Atadeppuikn
Yrepovioia [opéuPacn (PCI) xotd ™ didpkela g Oepaneiog e extipumation, cvveyiote v
€yyvon yu 20 - 24 opeg petd v PCI ko yuo péyiom cvvolikn didpkela Bepaneiog 96 wpav.

Ernciyovoa i nuiexiextiny yeipovpyiky eméufoon

Edv o acBevic ypelaotel eneiyovoa 1 EKTOKTN KOPIOYELPOLPYIKT EXEUPAOT KATA TN SLAPKELL TNG
Oepaneiog pe entipumation, dStakdyte TV Eyyvon auécms. Edv o aoBevig ypelaotel nekiextiky
YEPOLPYIKN EXEUPACT, SUKOYTE TNV £YYLCT EXTIPLUTATIONG GTOV KOTAAANAO0 ¥pdvo daTe vo dobel o
xPOVOC Y10 TNV EMGTPOPT TNG AEITOVPYIOG TOV CUULOTETOM®MY GTO PUGLOAOYIKA ETTimEd.

Hratikn dvalertovpyio

H eumeipio oe acBeveic pe nmatikn duciettovpyio eivol oAy mepropiopévn. Xopnyeiote e Tpocoyn
o€ aobevelg pe NraTikn SuoAgltovpyio 6TOVG OToiovg Pmopei va £xet ennpeactel N TEN (BAéne
Tapdypaeo 4.3, xpovog mpoBpoupivng). Avievdeikvotal o€ acOeveic e KAVIKA GMULOVTIKY NTOTIKN
dvoiettovpyia.

Neppixn dvoiertovpyio

e aobeveig mov Tapovcstalovy HETPLO VEPPIKT ducaAertovpyia (Kabapor kpeatvivng > 30 - < 50
ml/min) mtpénet va yopnyeitor pio evéoeAéPia bolus 180 microgram/kg, axoAovBoluevn amd cuveyn
doon €yyvong 1,0 microgram/kg/min yia ™ didpkela g Bepaneiag. H cdotaon avti Bacileton o
QOPULOKOSLVOLLKA Kot GoppoKoKivnTikd dedopéva. Ta dtabéoipa kKhvikd ototyeia, wotd00, dev
umopotv vo, emPePatdcovy OTL 1] GUTY 1] TPOTOTTOINGT TNG 00GNC £XEL WG OMOTELEGUA, T OLOLTHPTON
oV 0pEAovg (PAéme mapdypago 5.1). H xpnon oe acbeveig pe mo cofapn veppikn duciettovpyio
avtevdeikvotal (BAEne Tapdypago 4.3).

Taidrazpiros minBoouog
Agv cuvioTdTon yio gp1ion o€ moudld Kot pnPoug kdTo Tov 18 g1V, Adym amovciog oToyeimv Yo TV
UOQAAELN KOl OTOTEAEGUOTIKOTNTAL.

4.3 Avtevisitelg

To INTEGRILIN dev mpénet va ypnotponombei yio v eponcio acbevov pe:

- vIEpELAIGHNGiN 0TI dPUGTIKH OLGIN 1) GE KATO0 OO TO EK0Y0 TOV OVAPEPOVTOL OTIV
noapdypoao 6.1

- evoei&elc apoppayiag amd To YUGTPEVIEPIKO GUGTILM, ELQAVI] OLUOPPAYie omd TO
OLPOTOLOYEVVNTIKO cVGTN U 1 AAAN evepyd TaBoloyikn apoppayia evtdg tov 30 nuepdv Tptv
amo T Oepameio

- 1OTOPIKO OyYELOKOD EYKEPUAIKOD EMEICOOI0V EVTOG T®V TponyoLevmVY 30 nuepdv 1
OTO10ONTOTE 1IGTOPIKO OLLOPPAYIKOD EYKEPOAIKOD OYYELOKOV ETEIGCOOI0V

- YVOGTO 1GTOPIKO EVOOKPAVIOKNG VOOV (VEOmAaaiag, apTtnplopAiefddovg dSuvomiaciog
OVELPVGLOTOG)

- ueilwv yepovpyikn enéuPacn 1 cofopd TpadU EVIOS TMV TPONYOOLUEVOY 6 EBOoUGOmY

- 1GTOPIKO OLUOPPOYIKNG TPOodtiBeoTg

- Opoppokvtraponevia (< 100.000 kottapo/mm?d)

- xp6vo mpoBpopfivng > 1,2 popéc tov paprtupa 1} International Normalized Ratio (INR) > 2,0

- cofopn vaéptacn (GVGTOAKN aptplaky mieon > 200 mm Hg 1 dtuctolkn aptnplaxn micon
> 110 mm Hg evd Bpiokovrol vrd aviwmeptacikn Oepaneio)

- cofopn veppikn dvciettovpyia (kdbapon kpeativivng < 30 ml/min, 1 e€dptnon and
opokdOapon

- KAWVIKG GTUOVTIKN T)TOTIKT OVETAPKELL
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- TAVTOYPOVI 1| TPOYPULLUOTIGUEVT] YOPTYNON GALOL TAPEVTIEPIKA YOPTYOVIEVOD OVOGTOAEN
yAvkonpwteivng (GP) 11b/111a

4.4  Eu0wKég TPOELOOTOMGELS KU TPOPVAGEELS KATA TN (P10

Awoppayio
To INTEGRILIN givar avtiBpopfotikdg mapdyovtag o 0moiog dpa LEGM TNE OVOGTOANG TNG

GLGGMPEVOTG TOV AUOTETOAIMV Kol MG EK TOVTOL 0 00BEVIG TPEMEL VO, BPICKETOL VIO TPOGEKTIKN
ToPaKoA0VON T Yoo ool dNTOTE £VOEIEN arploppayiag katd T didpketa g Bepaneiag. (PAéme
mapdypoeo 4.8). ['uvaikeg, nAtkiopévol, aoBeveic pe xapnAod BApog cOUATOC 1| LETPLL VEPPIKN
dvohertovpyia (kabopon kpeatvivng > 30 - < 50 ml/min) propei va datpéyovv avénuévo kivovvo
apoppayiag. [Tapakorovdeite otevd avtovg Tovg acbeveic 6Gov apopd TNV apoppayia.

Avénuévog kivouvog apoppayiag pmopel emiong va mapatnpndel g acbeveic mov Aappdvovv Tpmiun
yopnynon INTEGRILIN (dnAadn katd T d1éyvmaon) CUYKPITIKG e TNV AQYT] TOL GUECMG TPV TN
PCI, 6nw¢ mapatnpndnke oty kKivikn doxiun Early ACS. Ze avtifeon pe v eykekpiuévn
docoloyia otnv EE, 6Aot ot acBeveilc oe avth v KAMviKG dokiun EAafov duAn d6om epddov Tpy amd

v €yyvon (PAéne Tapdypao 5.1).

H oapoppayia ivarl cuyvotepn 610 onueio ¢ TapakEvInong e optnpicag otovg aobeveig ot omoiot
vrofarlovtal o€ SrodepIKEG apTnpLakég mapepupacetls. Ola ta mbavd onueio apoppayiog, (w.y.
onueia 16000V KabeTpa, onueio apTnPloKEVINONG, PAEPOKEVTINONG N KEVINONG UE PEAGVT, TOUES
moKAAVYNG ayYEI®V KOl Ol 0801 TOV YUOGTPEVTEPIKOD KOl OVPOTOIOYEVVITIKOD CUGTIHUATOC) TPENEL VL
mapoakolovovvtal mpooektikd. [Ipénet emiong va mopakolovBovvral otevd dAla mbava onpeio
apoppayicg 0TS TO KEVIPIKO KOl TEPLPEPIKO VELPIKO GVGTNIO KOl Ol OTIGHOTEPITOVATKES TEPLOYES.

Enedn to INTEGRILIN avaotélAel TNV GLGCOPEVOT| TOV CLUOTETAM®MVY, TPETEL VO VTAPYEL 1010ATEPT
TPOGOYT| OTAV YPTCILOTOLEITAL e GAA QAPLLOKE TOV EXNPEALOVY TNV AUOGTACT), TEPIAALPOVOLEV®V
g TiKAomdivng, Tov clopidogrel, Twv OpouPoAvTIKGV, TOV AVIIANKTIKOV 00 TO GTOUM, TOV
Stdvpdtev de€Tpavne, e adevosivig, TG covAPIVITLPALOVTG, TNG TPOGTAKVKAIVIG, TV UN
OTEPOEWBDV AVTIPAEYLOVOIDV TapayOVI®V, 1} TG SumuptdapoAns (BAéne Tapdypago 4.5).

Agv vrapyet epmeipio pe INTEGRILIN ko nopiveg yopunAod poplokov Bépoug.

Yrdpyel mepropiopévn Bepomevtikn| epmeipio pe 1o INTEGRILIN g acBeveic 6toug onoiovg
gvdeikvotal yevika Opoppoivtikn Oepameia (m.y. pe 00 S10TOY®OUOTIKO EUGPAYL. TOV HVOKOPOIOL UE
véo Ttafoloyikd endpuato Q | avacmacn Tov dStoTuatog ST 1 apleTEPO NUGKEAIKO OTOKAEICUO
ot1o HKI). Xvvenmg og avtéc 11g mepiotdoelg oev cvviotdtot 1 ypnon tov INTEGRILIN (BAére
Topaypao 4.5).

H éyyvon tov INTEGRILIN 6a npénet va dtakomel apécmS av avaKOYouV TEPIGTAGELS TOV KAVOLY
amapaitntn v Opopforvtikn Bepancio 1 av o acBeviig mpénet va voPAndel enerydvtwg o enépPaon
COPTOCTEPOVIAING TOPAKAUYNG 1) XPELALETAL EVOUOPTIKT] OVTAIQ.

Edv mopovsiacBel coPapn awpoppayio n omoia dev pmopel va ereyybeil pe v migomn, n éyyoon Tov
INTEGRILIN 0o tpénel va d1oKOTTETON AUESHOS KOOMG KOl OTOLONTOTE GLYYOPTYOVUEVT UN|
KLOoUATOTOINUEVT NIapivn.

Aptnpioxéc diadikaoies

Kotd ™ didprela g Oepaneiog pe v entipumation epeavifeton pio onpovtikn avénon otnv
GLYVOTNTA TOV ALOPPAYIDV EBIKOTEPA GTNV TEPLOYT] TG UNpLaiag aptnpiog OOV EIGAYETAL TO
£\utpo tov Kabetipa. Dpovtiote vo Pefaiwbeite dT1 mapakevicitan povo to Tpdchio Toiymua TG
unpaiog aptnpiog. Ta aptnplokd Elvtpa puropodv va, apopebovv otav 1 tén €xel emavérel oe
QLOIOAOYIKA Op1a. (TT.y. OTaV 0 gvepyomomuévog ypovog méng [ATC] etvon pikpotepog amd

180 devtepdienta (cuvhHBmg 2 - 6 dpeg HETO amd TN SL0KOTT YOPNYNONG TS NIapivig). Metd v
aaipeon Tov eloayBEvToc EMVTPOL TPETEL VO SLOCPAAICOEL TPOGEKTIKA OLUOGTOOT) KATW OO GTEVN
T poKoAovOoN.
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Opoufoxvrromevia kar Avoooyovikitnta oyetilouevy ue avooroieic GP IIb/Illa

To INTEGRILIN avactéAAel TV GUGCOPEVOT TOV QUOTETOA®Y, OAAA deV QaiveTal vo ennpedlet
Blocipomra tov aponetoriov. Onmg edeiydn o KAVIKEC LEAETEG, 1| CLYVOTNTO EUPAVIONC
OpopPorvtTaponeviog NTav younAn Kot mopdpota petalh acbevav vd Bepaneio pe exTIPUTOTION 1)
EIKOVIKO Qdppako. Metd v Kukhopopia g enTipumationg xel mapatnpndet Opopforxvtronevia,
ovpmepthapBoavouévng o&eiag sofapng Bpopporvtroneviag (PAéne Tapdypopo 4.8).

O unyoviouds HEGH TOL 0010V 1 EXTIPIUTOTION uropel va endyetl OpopPoxvtronevia, gite gival
OVOGOAOYIKNG QUGN giTe OYL, deVv glvan TANpmG KoTavontog. Qotdco, 1) Bepameio pe exTipUTOTION
&xel ovoyeTiobel pe avtioopato Tov avayvmpilovv toug GP IIb/Illa mov £yovv katoAnedet amd
EMTIPIUTOTION, YEYOVOS EVOEIKTIKO EVOG UNYOVICUOD 0vOGOAOYIKNG omdkplong. H Opoufoxvttonevia
7ov gpeaviletar petd v TpadTn £ékbeom o€ £va avaoctoréa GP IIb/Ia, propel va epunvevtel and to
YEYOVOG OTL TO, OVTICAOUATO, EIVOL QLKA TAPOVTO GE OPICUEVO PLGLOAOYIKA ATOLLO.

Kabog, gite N emavarappavopevn £kBeon o€ 0mo1ovONmoTe GLVOETI-UUNTIKO Tapdyovia Tov GP
[Ib/Ila (6nt®wg aurcIEauR 1| EXTIPIUTOTION) gite 1 TpOTN EkOeoT o€ £va avaoctoréa GP IIb/Ila,
umopel va cuoyetiobel e avosoloYIKNG autioAoYing BpopBoKVTTOTEVIKT amOKPLoT|, OTALTEITOL
mapakolovOnen, dniadn o aplBudc tov aporetorimv Oo Tpémel va eAEyyeton Tpty T Oepamneia,
EVTOG 6 ®PAOV amd T YOPTNYNON KUl OTN GLVEXELD TOLAGYIGTOV P POPA NUEPNGImG KATA TN dldpKeLD
g Oepameiog, Kobmg kol Aueca v ELEOVIEOOVV KAVIKG OMUELD 1) OVOUEVOUEVNS OLUOPPOYIKTG
TaonG.

Edv mopatnpn0si eite emPeformpévn peiwon tov apiduod tov oaponetariiov og < 100.000/mm?, gite
o&eila soPapn Bpoppoxvtronevia, o tpémel va eEetdleTon dpeca to vOEYOIEVO dLOKOTNG KAOE
QOPULOKEVTIKNG Bepameiog e Yvoot 1 mhoavh BpopfokuTToneViKn 0pacT, CLLTEPIAAUPOVOUEVIC TG
EMTIPIUTATIONG, TNG NIopivg Ko TG KAomdoypéine. H andpaon yia petdyyion aponetaiiov 0o
TPENEL VO, EENTOMKEVETOL e PACT TNV KAVIKT Kpio.

Agv vrdpyovv otoryeia yo tn ypnon tov INTEGRILIN cg acbeveig pe 1otopikd Bpopfoxvtroneviog
OVOGOAOYIKNG aLTIOA0YI0G Atd AAALOVE TOPEVTEPIKMG XOpT1YovEVOLG avactoieic GP IIb/Ila. T to
AGYO T, dEV GUVIGTATOL 1] YOPTYNON ENTIPIUTOTIONG 6€ acbeveic o1 omoiot £xovv eupavicel 610
mape0ov OpouPorvtraponevia ovosoroyikng attioAoyiog pe avaotoreig GP 11b/Illa,
GUUTEPTAAUPOVOUEVIC TNG EXTIQIUTATIONG.

Xopiynon nrapivng

ZuVIeTdATaL 1) YOp1ynom Nroapivng EKTOG Kot av DILAPYEL KATOo avTéVOEEN (OTmG 16TOPIKO
Opopporvtroporeviog Tov cuoyetileTal pe TV xpnom g NEapivig).

Aot0o01¢ otnB&yyn/éuepayua Tov pvokapdiov ywpic frapua Q: T éva acbeviy mov uyiler > 70 Kg,
ocuviotdrol va yopnynbei pia bolus d6om 5.000 povédwv, akorovBovuevn amd o GLVEXN EVOOPAERLL
€yyvon 1.000 povadwv/opa. Av o aclevig Luyilet < 70 kg, cuvietdton e 66om 60 povédwv/kg, n
omoia akolovOeitan amd o Eyyvon 12 povadwv/kg/mpa. O ypdvog evepyomotuEVNG LEPTKNG
Opoupomractivng (aPTT) mpéner va mopakoiovdeitor mate va dtatnpeiton pio T peta&d tov 50 kot
70 devteporéntav, Tave amd 70 dgvteporenta pmopei va vapéel avénpévog Kivovvog apoppayiog.

Edv mpoxertan va dievepynBei PCI, yia t Bepameio actabods omnOdyync/elopdypnotos tov
uvokapdiov ywpic Emapua Q, maparxorovbeiote Tov evepyomomuévo ypovo méng (ACT) yo va
Stnpeitan po tiun peta&d 300-350 devtepdrenta. XTAUATHOTE TN YOPNYNON TNE NTOPivig GV O
ACT vrepPaiverl ta 300 devtepdienta kot unv tn yopnynoete puéypt v ntwon tov ACT kdtw and ta
300 devteporenta.

HoparxorodBnon twv epyaotnprlok®y TiumY

Ipwv and v &yyvon tov INTEGRILIN cuvictdtol va dievepynBolv ot Tapakdtm epyacTnplokeg
gketdoeic mpv amo T Oepameio yio va Somotwbel edv TPOHTAPYOLV OLHOGTATIKEG AVOUUAIEG: XPOVOG
npoBpouPivng (PT) katr aPTT, kpeativivn 0pov, aptOpuog alomeTaAiny, Aoc@alpivn Kol exineda Tov
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owatokpitn. H apooceaipivn, o atpatokpitng Kot 0 aptOpoc Tov oomETAOAIMY TPETEL VO
mapakolovbovval emiong péca oe 6 MpeC PETA TNV Evopén TG Bepameiog Kot petd tavta
TOVAdYIGTOV pio opd TNV NuUEpa KoTd TN Bepoameio (1] TEPIGGOTEPO GLYVE £dv VILAPEEL EvOeEn
a&loonueimtg peimong). Eav o ap1Budc tov arponetadov téoet kato and 100.000/mm? arartovvron
TEPAUTEP® EEETAGELC OGOV APOopd TOV aptBpd arpomeToMmv Yo va amokAelcOel n
yevdoBpopporxvtonevia. Alakdyte TV U KAAGHOTOTOMUEVN Nrapiv). ZToug acBevelc Tov
vroBdArrovrar og PCI, petprote eniong tov ACT.

Nazpio

Av16 10 PappokevTIKd TPoidy meptExel 13,8 mg vatpiov avd @roridio 10 ml mov isodvvapei pue 0,69%
g ovvioT®dpevng oo tov [IOY péyiotng nuepnotag Tpdoinyng 2 g vatpiov HECH SOTPOPNS, Yo
évay eviAIKaL.

45  Alnlemopacsig pe GALO QUPUOKEVTIKA TPOIOVTA Ko GAAeg HOpPES allniemiopacg

Bopoapivy kai dimvpidaudin

To INTEGRILIN 6gv gatverot va avEdvet tov kivovvo cofapmng 1 EAdccovogatptopparyiog mov
oyetileton pe v tanToypovn xpNion Bapeapivig kat dtrvpidapoine. Ot acbeveic vrd Oepancio pe
ENTIPLUTOTION 7OV giyav xpdvo mpobpoupivng (PT) > 14,5 devtepdienta kot TanTO)YpOova ELGUPOvVOY
Bappapivn dev pdvnkav va avtipetonifovy avénpévo Kivouvo aipoppayiog.

INTEGRILIN kot Gpoufolvtiol mopdyovieg

Ta otoygeia oyetikd pe tn xprion INTEGRILIN o acBeveig o1 onoiot Aappdvovv Bpopporvtuct
oappoxa givol mepropropéva. Aev vmipée otabepn) EvOEIEN GYETIKA [LE TO OTL 1] EXTIPIUTATION AVEGVEL
TOV Kivouvo GoPapng 1 ELUGCOVOGALLOPPAYInG OYXETILOUEVIG LE TOV IOTIKO EVEPYOTOUNTH TOV
mhaouwvoyovov gite oe pedétn PCI gite og perétn yuo 1o 0£0 uepayua tov pookapdiov. H
ENTIPUTOTION PAvNKe va avEdvel Tov Kivouvo alpoppayiog Otav xopnyndnke Le GTPENTOKIVACT G
pio peAén yio 1o o0&V Epepaypo Tov pvokapdiov. O cLVIVOGUOG LELOUEVNG BOONG TEVEKTEMAAGTG Kot
EMTIPIUTOTIONG GE GUYKPIOT] LLE EIKOVIKO PAPIOKO KoL EXTIPIUTATION 0OENGE GNUAVTIKA TOV Kivouvo
peilovog 1 ehdocovog arpoppayiog dtav yopnynonkay tavtdypova o€ pio HEAETN Yo TO EREPAYLLO
Tov pvokapdiov pe ofeio avaonaon Tov dwwotnpatog ST.

e o pedét oe 181 acbeveig pe o&d Epepaypa Tov LoKapdiov, 1 EXTPUTATION (68 doGoAoYIKA
oynuota péxpt pia €veon bolus twv 180 microgram/kg akolovBovpevn amd o £yyvon péypt

2 microgram/kg/min yio péypt 72 mpeg) yopnyndnke tavtdypova pe otpentokvaon (1,5 ekatoppopio
povadeg o 60 Aemtd). Me tovg peyordvtepovg puOpovg £yyvong (1,3 microgram/kg/min ko

2,0 microgram/kg/min) mov pelethOnkoay, 1 enTIEIUTATION cuoyeTicOnKe e awEnuévn cuyvotnTa
EUPAVIONG apoppayiog Kot LETAYYICEMV GE GUYKPLON LE TV GLUYVOTNTO ELPEVIGNC TTOV
mTapaTnPRONKE OTOV YOpPNYNONKE 1) GTPENRTOKIVAGT, LOV.

4.6 Tovipétnra, KOO KoL Yyolovyia

Kvnon

Agv VIapyovV EMOPKN OTOLYELD aTd TN XPNON TNG EXTIPIUTATIONG G€ EYKVEG YUVOUKEG.

Eivon averapkeic o1 peréteg o (O GYETIKA LE TIC EMATMOCELG GTNV EYKLHOGVUVI), GTNV AvATTLEN TOV
euPpHov, GTOV TOKETO Ko 0T UETAYEVVNTIKY] ovamtuén (PAETe mapdypapo 5.3). O evdeydpevog
Kivduvog yia Tov avBpmmo ival dyvmoToc.

To INTEGRILIN dev mpémet vo ypnOLOTOIEITOL KOTA T1 SEPKELD TNG EYKLUOCUVNG EKTOC €4V glvarn

GOQOC omapoitnTo.

Talovyio

Agv givol yvooTo 6v 1 ENTIOUTOTION omofdAiietal 6To avOpdOTIVO YAAN. ZuVIGTATAL 1] SIOKOTN TOL
OnAacpol Katd ) Stdpkeld TS TEPLOdoL Bepameiog.
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4.7 Emopdacseig 6Ty IKOvOTITA 001Y161)G KUL YELPLGHOD HNYOVIRATOV

Agv gpapudletar kabng 1o INTEGRILIN mpoopileton yio xpior 6€ VOGOKOUEINKODS 0oOEVELS.

4.8  AvemOounteg evépyeleg

H mAelovotnto tov avemiBountov evepyeidv mov Tapovcidctnkay o acbeveic vd Oepaneia pe
EMTIPUTOTION YEVIKA oyetilovTay pe apoppayia ) kopdioyyelakd copfauato ta oroia cvuPoivovy

oLYVA 6€ oTOV ToV TANBLOoUO 0oOEVDV.

Khivikéc Aoxiuéc

O Nyég TV dedOUEVMV TTOL YPTGLLOTOMONKAV Y10 TOV KABOPIoUd TG SLuYVOTNTOS TOV
avemBountov evepysimv tepliehdpupave dvo kKAvicég dokipég edong I (PURSUIT kot ESPRIT). Ot
UEAETEG QTEG TEPLYPAPOVTAL EV GUVTOUIN TAPOUKATM.

PURSUIT: 'Htav pio toyotorotmpévn, SuAi-toeAn LeA&tn 6mov a&loAdynoe TV amoTEAEGLOTIKOTITO
Kot TV aoediete Tov Integrilin £vavti Tov €UKOVIKOD PAPUAKOL MG TPOG TNV Helmo Tng BvntoTnTog
Kot TOV (ET0V) EUQPAYOTOC TOL HVoKapdiov oe acBeveic pe actadn omOayyn M Euepoyio. Tov
pvokopdiov ympic Emopua Q.

ESPRIT: 'Hrtav pio SITAN-TOQAT, TOADKEVIPIKT TUYOLOTOINLUEVT), TOPOAANA®Y OUAO®V, EAEYYOLEVT LE
EIKOVIKO PAPUOKO HEAETN, IOV aELOAOYNOE TV AGQAAELN KOl OTOTEAEGUATIKOTNTO TNG Ogpameiog |
ENTIPIUTOTION O 060evelG TPOYPAUUATIOUEVOLG VO VTTOPANO0VV GE Un emelyovaa dadEPULKN
otepavioia mapépuPacn (PCI) pe eupotevon stent.

Ytv PURSUIT, o aipoppayikd Kot pn opoppoytka exelicddio, mopakorovdnonkay amd v ££060
amd to voookopeio éoc v 30" nuépa. Ztnv ESPRIT, ta aipoppayikd copfapota avaeépdnkay otig
48 mdpeg Kot To, un apoppayikd copfapota avaeépdnikoy otig 30 nuépes. Eva ta kptmpila
atpoppoayiag kotd TIMI (Thrombolysis in Myocardial Infarction) ypnoiponomdnkoy yio tnv
Katnyoplonoinomn g enintwong pueilovog Kot eAdocovog apoppaytog t10oco oty perétn PURSUIT
000 kot otnv ESPRIT, 10 otoyeio tng PURSUIT cvAhéybnkav evtog 30 nuepmv evad T ototyeio g
ESPRIT nepropiotnkoy ota 1166010 1OV guovicOnkay tig tpmdteg 48 dpeg N uéypt v £€0d0 amnd
TO VOGOKOUELO, OTTO10 KL oV TAV TPDTO.

O avemBountec evépyeieg Tapatibeviol ava cOOTN O 0pYavoL Kot cuyvotnTa. Ot GuYVOTTES
opifovtar wg mold cuyvég (>1/10), cuyvég (> 1/100 émg < 1/10), oy suyvég (> 1/1.000 émg < 1/100),
omdvieg (> 1/10.000 £mg < 1/1.000), mord ondvieg (< 1/10.000). Avtég eivar ot andlvta avagepbeiceg
oLYVOTNTEG YOPIG va ANeBel vToY”N 1 avaioyio Tov glkovikov @apudicov. [ pio cuykekpévn
avemBountn evépyela, eav vanpyav dabésiua oedopéva toco omd v PURSUIT 6c0 kot omd v
ESPRIT, t6te ypnoyomofnie n vynAotepn cuyvoTnTo ELPAVIONS Y10 TOV KOOOPIGUO TNG
GLYVOTNTOG TNG AVETIOOUNTNG EVEPYELOC.

Inueidvetor 6Tl 1 a1tidong oxéon dev TPocdlopicOnke Yo OAEG TIG avemBOUNTEG EVEPYELEG.

AWTopoy£S TOL GILOTOINTIKOD KOl TOV AENOIKOD GLUOTIILATOS

[ToAb cvyvéc Awoppayio (Lellov kol eAdoowv apoppayia, TepAapBovouévng g
OLOpPayiaG 0TO ONUELD TapaKEVTNONG TNG Unploiag aptnpiag, oxetilopevn ue
CABG, yootpevteptkol, OVPOYEVVITIKOV, OTIGHOTEPITOVAIKY], EVOOKPAVIA,
OLULOTEUEST], OLULOTOVPI0, GTOUATIKN/GTOUOTOPAPVYYIKY, TTOOT
LUOGQOUPTVIG/ ALULOTOKPITN Ko GAAQ).

Oy ovyvég ®poufokvutraponevia.

AlTapay£S TOL VEVPIKOVY GLGTNOTOS

Oy ovyvég | Eykepaiu 1oyoio.

Kapowkéc owatapayés
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Yuyvég Koapdiokn avokonn], Kookn Lopuapvyn], KON Toyukapdio, GOUGOPTTIKN
KOPOOKN OVETAPKELD, KOATOKOIAMOKOG OMOKAEICUOG, KOATIKY] LLOPUAPVYT.

Ayyewokég droTapayés

Yuyvég KotamAné&ia, vrotaon, ehepitida.

H xapdioxn avakony, 1 COLPOPNTIKN KOPSLOKT OVETAPKELN, 1] KOATIKY LOPUOPVYR, | VTOTACT KOl 1
katamAnéio, mov avapéptnikay cuyva oty perétn PURSUIT, ftav cuppduota mov oyetiloviay pe
Vv vroxeipevn voco.

H yopiynon extipiumoationg oyetiCeton pe avénon otic peiloveg kol ELAGCOVEC OUoppoyieg OTmC
Ta&IVOOVVTOL e TO KPLTNPLL TNG Opadag HEAETNG Yoo @popforvon oto Epeppaypo tov Mvokoapdiov
(Thrombolysis in Myocardial Infarction -TIMI). 1t cuvictdpevn Bepanevtiky 860, Onmg
yopnynOnke otnv puerétn PURSUIT nov meprelauPave oyedov 11.000 acbeveic, n apopparyio nTov 1
O GLYVN EMITAOKT OV epPavicOnke katd tn Oepaneio pe entipuumation. Ot TAéov cuyvég
OLLOPPOYIKES EMTAOKEG CLOYETICONKAV [e KapdloKES enepPaticég dtadikacieg (oyeTlONeVES L
aoptoatepovioio mapdkapym (CABG) 1 and to onpeio mTapakévinong g unploiog aptnpiog).

H ehdoocwv arpoppayia opictnke otn pehétn PURSUIT wg n avtopata epeovifopevn LoKpOGKOTIKY
OLLOTOV IO, 1] CVTOHOTO ELPAVICOUEVT] QUUOTELEST, 1] TOPATIPOVLEVT ATOAELN AILATOG IE PelmoT
alpocPapivng KoTa Teplocotepo amd 3 g/dl N peimon apoceapivng katd tepiocotepo and 4 g/dl pe
amovoio epueavovg eotiog arpoppayiog. Kata t dibpkea g Oeponeiog pe Integrilin o owty
HeAén,  eMdoowv apoppayio fTav pio Todd cvyvr emmhokn (>1/10, 1 13,1 %, v to Integrilin
évavtt 7,6 % v to g1koviko edapuaxo). Ta atpoppoyicd enelcodio Tay TEPIGGOTEPO GLYVA GE
acBeveic mov ehdupavay Tavtoypova Nroapivn eved vrofaiiovtay og PCI, 6tov o ACT vrepéfaive ta
350 devteporenta (PAéme mapdypapo 4.4 yprion nropivig).

Q¢ coPapn apoppayia opicOnke otn perétn PURSUIT, eite | evéokpaviakn apoppayio gite m
Lel®o™ TG GLYKEVTIPMOOTG apocealpiving peyoakvtepn and 5 g/dl. H coPapn| apoppayio rav eniong
TOAD oLV Kot avapépOnke meptocdTEPO cuyva e to Integrilin amd OTL Le £1KOVIKO PApLAKO, TNV
uerétn PURSUIT (>1/10 1 10,8 % évavtt 9,3 %), aAAG fTav omavic 6NV HEYEAN TAEIOVOTITA TOV
acBevav mov dev vroPAndnikav o CABG gvtdog 30 nuepdv and v e160y@yn ot LEAET. €
aoBeveig mov voPfAnOnkav oe CABG, 1 cuyvotnta gpedviong apoppayiog dev avéndnke e 1o
Integrilin cuykpttikd pe Toug acbeveig mov EAafay ekoViKO APUOKO. TNV VITOOUAdA TV acbevdv
7ov voPAnOnkav oe PCI, peilwv arpoppayia mtapatnpndnke cuyva oto 9,7 % tov aclevov mov
éhaPav Integrilin évavtt 4,6 % tov acbevav mov EAafov EIKOVIKO GAPLLAKO.

H ocvyvomta epodviong cofapav 1 emtkivovvey yio tn {on apoppayikdv encicodiovie to Integrilin
ntav 1,9% cvykprrcd pe 1,1% yo to gewovikd gdpuoxo. H avdykm ywo petdyyion aipatog ovénonke
petpe pe v xopnynon Integrilin (11,8% évavtt 9,3% yio to giovikd @aproako).

O petaforés kotd  dibpketa TG Bepaneiog e EXTIGUTATION givol AmOTEAEGUO TNG YVOGTAS
(QOPLAKOAOYIKNG OpAOTG TNG, ONANOT], TG AVOGTOANG TG GUGGMPEVGTS TOV AUOTETOAIMV.
Emopévag, o petaforés Tomv epyaoTnplokdV TOPaUETPOV OV cuoyeTilovTot pe TV apoppayia (Yo
TaPAdEY A, XPOVOG atpoppayiag) eivar cuyveg Kal avapevopevee. Aev Tapatnpnnkayv euaveig
Stpopéc petah Tov acbevav vd Bepaneia pe entipunation og chyKpion pe avtods mov Erafav
EIKOVIKO PApLOKO OGOV apopa OTIC TWES Yo, TV Nratiki Aettovpyia (SGOT/AST, SGPT/ALT,
KoAepVBPIVN, OAKOAIKT POOGATACT), ) TN VEQPIKN AElTovpYia (KpeaTvivi) opov, AlmTo ovpiag
o{HoToC).

FEursipio usta tnyv xoxlogopio,

AW Topay£S TOL UIHOTOITIKOD KOl TOV AENOIKOD GLUOTILOTOG

[ToAv omdvieg Mopaia yio T {on apoppayio (1 TAEOVOTNTO APopd SlaTapoyEg TOV
KEVIPIKOV KO TEPLPEPIKOV VEVPIKOD GUGTHUOTOC: EYKEPAAKEG 1)
EVOOKPOVIOKES OLLLOPPAYIES): TVELHOVIKN opoppayia, o&ela coPapn
Opoppokvutraponevia, CUATOO.

AWTopoyES TOV GVOGOTOUTIKOD GLUGTIIATOS
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[ToAV omdvieg | AVOQUAOKTIKES OVTIOPACELS.

AwTopay£S TOV OEPRATOS KOL TOV VTOOOPLOV LGTOV

[ToAD omdviec | E&avOnua, dtotapoyéc oto onueio epopuoyng OTme Kvidmon.

Avapopd mBavoroyovueveov avemBOUNTOV EVEPYELDV

H avoapopd mBavoroyoduevmy avemiBountmy evepyeumy HeTd amd T xop1yNnom Adelg KuKAOPopiag
TOL QOPUAKEVTIKOD TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorovdnomn e oyéong
0PEALOVC-KIVODVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital amd Tovg enayyeAIaTiE VYEING VO
AVOPEPOVV OTTOEGONTOTE THAVOLOYOVUEVEG OVETIBVUNTEG EVEPYELEG LECH TOV EBVIKOD GUGTNLLATOG
avoeopds Tov avaypdeeton oto [Hopdptmua V.

49 Ymnepodocolroyia

H epmnepia otov avBpwmo 660v apopd 6TV vIEPd0cOAOYia e EXTLPUTATION etvarn eEoupeTid
nepropiopévn. Aev €yovv mapatnpndei evoeibelg cofapmv avemBountwv evepyeidv Tov oyetiloviat
LE €K TOPASPOUNG XOPYNOT LEYAA®DY dOGE®mY bolus, Tayeia £yyvon avapepOUeVT ®C VTTEPBOATKN
doon, N ueydeg abpototikég 60celg. Xn uerétn PURSUIT, vipyav 9 acBeveig ot omoiot Erafav
d0coe1g bolus kaum &yyvon peyaldtepeg 0md T0 SIMAAGLO TG GLVIGTMUEVNG dOCTG, 1] TTOL
avayvopicnkav omd Tov epguvnth og £xovteg Adfet vepPolikn d0or. Agv mapotnpOnke
vrepPolikn apoppoayio o€ Kavéva omd antodg Tovg acbeveic, av kal £vag acbevic o omoiog vaefAnom
o€ enEPPaon aopToSTEPAVIOING TaPAKOUYG avapEpdnie 0Tt eppdvice petpiov Pabuov apoppayia.
Ewwdtepa, kavévag acHevig dev eLpavice EVOOKPAVIOKT] OLopporyia.

Avvnrtikd, pio vaepPorkn 600m entipiumatione 0o uropohce va el W OTOTEAECUA OLUOPPOYia.
Aoym g Bpayeiog nuilong ko g tayeiog kdBapongc, n dpdon g entipiumationg unopsi va
dwokomel apécmg pe v dtaxomn e £yyvong. Emopévac, av kol n entigpiumotion uropsi va,
amouakpuvoel pue apokadapon, givar omiBavo va omartnOei apokdBapon.

5. DAPMAKOAOI'IKEX IAIOTHTEX

51 ®@appoxodvvopkés 1010TNTES

Ddoppokobepamentin katnyopio: AviifpoPmTikdc Tapdyovtag (AVAGTOAELS TG CLGCMOPEVOTG TV
apometadiov eEoupovpévng g nrapivng), kmokog ATC: BO1A-C16.

Mnyoviopdc 6pdonc

H entipiumation, £&va cuvBeTicd kukhiko entamentidlo 1o onoio mepiéyel 6L apvoééa,
meptAapfoavopévou evdg apudion e KUGTEIVIG Kol VOGS LEPKATTOTPOTLOVUA (SEGALVIVO KUGTEIVUA)
KOV KAAGHOTOG, EIVOL £VOC OVAGTOAENS TNG CLCCMPEVCNG TOV ALUOTETAAIDV KOl OVIKEL GTNV
katnyopia towv RGD (apywivn-yAvkivn-aomapTikd) tunTikoy.

H entipiumation ovactéAAel avaoTpEYIIO T CLGCMOPEVCT TOV ALUOTETAAIOY epmodilovtag )
d€oevoT) TOL VMO0YOVOL, TOL TTapdyovtog von Willebrand kot AA®V VTOKOTAGTOTOV GTOVG

Vrodoyelg g YAvkompmteivng (GP) 1lb/Illa.

Dapuokodvvatkic OpAceElS

H entipiumation avacTtéAAeL T CLGGMPEVCT| TWV OLUOTETAAIWMV KATH TPOTO TOL £EaPTATOL 0T TN
d6oM Kol T CLYKEVIPMON OTMG amodeiyOnke amd eX ViVo cuoodpevot OUOTETOM®Y Le TN ¥pNon
SPoeopikng adevosivng (ADP) kot ALV ay®VIGTAOV Y10 TNV ETOYOYT CUCCOPEVLCTC
owometariov. H enidpaon g entipiumationg mapatnpeitol apéoms PLetd tm yopnynon 66ong

180 microgram/kg oe gvdo@AéBia bolus yoprynon. Otav axoiovdel cuveync Eyyvon

2,0 microgram/kg/min, to ev Ady® Bepamevtikd oynpa Tpodyet pio > 80 % avacsToAn TNG ETOYOUEVNG
a6 T0 ADP ex vivo cueodpevong aUonTETOM®Y, GE PLUGIOAOYIKEG GVYKEVTIPMGELS 0oPeoTion, o8
eP1660TEPOVG amtd T0 80 % TV 0oBEVDV.
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H ovooTtoAn Tov apomeTaAlmV ovESTPAPN OUECHGC, LLE EMGTPOPT TG AELTOVPYIOG TOV ULUOTETAA WOV
oT1g apyég TIHEG (> 50 % cucompevong alponetaAinV) 4 dpec LETA TN SL0KOTT TG GLUVEXOVG
gyyoong tov 2,0 microgram/kg/min. Metpnioeig g emayouévng and to ADP ex Vivo cueempenong
TOV OUOTETAAIWV, GE PUGIOAOYIKEG GLYKEVTPMGELS aGRECTION (avTIINKTIKO D-@atvuAaAovor-L-
pomvA-L-apyvivn yAopopéBud ketdvn) oe acbeveic mov TpoonABay e aoTadr| oTnOdyyn Kot
Euppaypo Tov puokapdiov, xwpig Enapua Q, £de1&ov eapTOUEVT] OO T GVYKEVIPWOGOT) OVOGTOAN LE
ICso (cvykévipmon avacsTtoAng 50 %) g 1aéng mepimov tv 550 ng/ml kot ICs (cvyKévipmon
avaotoing 80 %) g tééng mepimov Twv 1.100 ng/ml.

Yrdpyovv TepLoploEVa SEGOUEVH GYETIKA [LE TNV AVOCTOA TOV AUOTETOAM®Y 6€ acbeveig pe
veppikn ducAettovpyio. e aobeveig pe pétpro veepikn dvciettovpyia, (kdbapon kpeotvivig 30 — 50
mL/min), emttevydnie 100% avactorn o 24 ®peg amd T yopnynon 2 mg/kg/min. Xe acbeveic pe
coPoapn veppikn dvciettovpyia (kaBapon kpeativivng <30mL/min), otovg omoiovg yopnyndnike
Img/kg/min, avoaotoln kot 80% emttevydnke o mepiocodTepove 0md 80% twv acbevav evtdg 24
®POV.

KAk ommoteAeouoTikOTnTo. Kol 00 QAAELD

Meréty PURSUIT

H Baown kv perém yo v Actadn ZmOayyn (UA)/ Epepayupa tov Muokapdiov ympic Erapua

Q (NQMI) tav n perétn PURSUIT. Avth 1 pelétn fToav po SUTAn TOQAT, TUYOLOTOUEVT,

eleyYOUEVT LE EIKOVIKO PAPUOKO HEAETN o€ 726 kévipa, o€ 27 ydpeg kal o€ 10.948 acheveic mov

napovoidotnkav pe UA 11 NQMI Ot acBeveic pmopovcay va mepiin@bovy oty perétn novo av giyov

Kapdlokn woyoipio og npepia (= 10 Aentd) péca otig Tponyovueveg 24 dPeG Kot elyav:

o gite petaPoréc tov tunuatog ST: katdomaon tov dwwotpatog ST > 0,5 mm yia Aydtepo amd
30 Aemtd M eppévovoa avdomoom tov dtaothpatog ST > 0,5 mm nov dev anoitovoe Oepameio
gnovatudtoong N Oepaneio pe Opopforvtikode mapayovTes, ovacTPOPN TOL ENaPoTOc T
(>1mm)

o N avénuévn CK-MB.

Ot acBeveic TuoyatomomOnkay va Adfovv gikovikd eapurako, 1 entipurartion 180 microgram/kg oe
bolus yopnynon axoiovBoduevn amod éyyvon 2,0 microgram/kg/min (180/2,0), 1 entipiumation

180 microgram/kg o€ bolus yopfiynon akoiovbovpevn and £yyvon 1,3 microgram/kg/min (180/1,3).
H éyyvom cvveyiomre: péypt v €£000 00 T0 VOGOKOUEID, UEYPL TOV ¥POVO TNG AOPTOGTEPUIVOING
mapaxouyng (CABQG), 1 yia uéypt 72 opec, 6moto cuvéfatve tpmto. Av yvotav PCI, 1 éyyvon g
ENTIPIUTATIONG cvveXLOTaY el 24 Mpeg LETA TNV SLOKAGTN, EMTPETOVTAS VO POAGEL 1] SLPKELD TNG
gyyvoemg nExpt 116 96 wpeg.

To okéhog 180/1,3 oTONATNCE HETA UK TPOCSWOPIVY AVAALGT), OTTMG KaBop1loTay K TV TPOTEPWOY GTO
TPOTOKOALO, OTOV TO VO GKEAT OPOUCTIKNG AYMYNS PAVINKAY VO, EXOVV TAPOLOL0 GLYVOTNTA
EUOAVIONG orpoppayiog.

Ot acBeveic aviypetonioTnKay COUPOVAE LE TO GLYVNIICUEVA TPOTLTOL TOV EPEVVNTIKOD KEVTPOU,
EMOUEVMG 01 oLYVOTNTEG TNG ayyeloypopiog, Tne PCI ko g CABG d1épepay moAd amd k€vipo og
KEVTPO Ko amd Ydpa o€ yopa. Amd toug acbeveig oty pekétn PURSUIT, 1o 13 % avtypetoniotnkoy
pe PCI katd v didprela g £yyuong Tov eappakov, and tovg onotovg to 50 % déyxtnray
evdootepaviaia stents, to 87 % avtipetoniotnkay oappaxevtikd (xopic PCI katd v didprela g
EYYVOEMG TOL POUPUAKOD).

H peydin mieovomto tov acbevav Elafov aketvAocolikviikd oD (75 - 325 mg drag nuepnoimg).
H un xhoopatomoinuévn nrapivn xopnyndnke evéopiefine 1| vmodopimg KoTd TV KpioTn Tov yloTpov,
7O GLYVA OC o, evooeAEPLa bolus yoprynomn tv 5.000 U axoiovBoduevn amd pio cuveyn €yyvon
1.000 U/mpa. O cvvictdpevog 616x0g aPTT ftav 50 - 70 devteporenta. Eva civoro 1.250 acbevav
vroPAnOnkav og PCI péoa oe 72 dpeg HeTd TNV TVYOLOTOINGY, OTdTE GE QTN TNV TTEPinT®o™ Ehafav
evoopAePimg un KAacpatomomuévn nropivn yio va dtatnpnbei évag evepyomompévog ypovog TNEEMG
(ACT) io0g pe 300 - 350 devtepOAemTaL.
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To xVp1o el onpeio T peAETng NTov 1 epedvion Bavdtov and omotadnmote autia 1| VEOL
EUPPAaypaTog Tov pookapdiov (MI) (tov aloroyeitan amd o TveA Emtpom KAwvikadv Zoppdviov)
péoa oe 30 nuépec amd TV TLYOOTTOINGT.

H ovvictdoa tov epepdypatog tov Mvokapdiov (MI) Ba propodce va optobei ¢ AGVUTTOIATIKY [LE
avénon tov CK - MB 1] pe véo érappa Q.

Y& GUYKPLON UE TO EIKOVIKO QAPLOKO, 1) EXTIQIUTATION yopnyoduevn oc 180/2,0 peiwoe onuaviikd
TNV GLYVOTNTO TOV EXELGOSIMV TOV KVPLOL TEAKOD onueiov (wivakag 1):. avtd avimpoc®redel
nepinmov anoevyn 15 encicodiov avda 1.000 acbeveic mov vrofAndnkav ce Bepaneio.

Mivaxkag 1
Xoyvomnrta Oavatov /MI agroroynuéve omd CEC (ITAn0vuonég mov “AvVTINETOTIGTNKE O
TUYOLOTOINUEVOS”

Xpovog Ewoviko Gdppoxo Entipuunation Twn p

30 nuépeg 743/4.697 (15,8 %) 667/4.680 (14,3 %) 0,034°

2 Aoxipacio Pearson 42 T S10popdic LETOED TOV EIKOVIKOD QUPUEKOD KO TG EXTIQUTOTION.

Ta amoteléopata Tov KOPLOv TEAMKOD oNUEion amododNKaY KUPIME 6TV EUEAEVIOT TOV EUPPEYLLOTOG
TOV pvokapdiov.

H peioon ot cuyvotnta eLEAVIoNS TV ETEIGOMMY TOL TEAKOV oTueiov o€ aoBevels, Tov
ghauPovoy exTIUIaTion epeavictnke vopic Katd tn diapkela g Oepaneiog (eviog tov tpdtev 72-
96 wpav) kot vt N peimon dtTnpnHONKeE Yoo 6 PRVeS YopPIic KavEva oNUOVTIKO amoTELEGUO OTN
Bvnowotnro.

Ot acBeveic mov mBavotata Oo @peAnBovv and ) Bepaneia pe exTiQUmATION £lval ekeivol o€ LYNAO
Kivduvo va avamtHEouV ELPPOYLLO TOV HVOKAPSIoL EVTOG TV TPOTOV 3-4 NuepdV PeTd TV Evapén
g o&elag otnOayNC. ZOUPOVO UE ETONUIOAOYIKE EVPTLOTA, VYNAOTEPT CLYVOTNTO ELPAVIGNC
KOPOLOYYELNKADV ETEIGOJIMV EXEL GLOYETIONEL [1E KATOL0VC SEIKTES, Y10l TOPASELY L

- niia,

- avénuévn Kapdtokn cuyxvoTnTO 1 OPTNPLOKN TiEoT,

- eMiLOVo N VITOTPOTIALOVTO, IGYOUIKO Kapdlakd THVO,

- onuavtikée petaforéc HKI™ (10iaitepa un uoiodoyikn popen oto ST tunua),

- avénuéva kapdaxd Evlopo 1 deikteg (w.y. CK-MB, tpomoviveg) kot

- KOPOLOKT OVETAPKELN

H PURSUIT npaypatoromdnke oe pia tepiodo mov 1 cuviOng Oepomeio yio TV avTIUETOTION TOV
0&EmV 6TEQPAVINIMY GLUVOPOL®V TAV SIAPOPETIKN OO TN GNUEPIVY, MG TTPOG TN YPNON AVIOYOVICTOV
TOV AHOTETOAAK®OV VTodoyémv ADP (P2Y12) kot ) ypron povtivog Tov evooctepoviainy stent.

Melérn ESPRIT
H perémn ESPRIT (Evioyouévn Katacstoln tov Yrodoyéa I1b/1lla tov Aponetariov pe Ospaneio e

EMTIPIUTOTION) NTOV Pt STTAN-TVPAT, TUYOLOTONUEVT], EAEYYOLEVT] LLE EIKOVIKO PAPUOKO PEAETN
(n=2.064) yio. un enciyovsa PCI pe evooostepaviaio tpoddeon.

O)ot o1 acbeveig Edafav T cvvHOn EpovTida Kol TVYOLOTOMONKAY E(TE GE EIKOVIKO PAPLOKO 1|
entiguumation (2 66oe1g bolus tov 180 pikpoypappopiov/kg kal cuveyng £yyvon péxpt myv £é€0do and
TO VOGOKOUELD 1 Y10, péY1oTo ddotnua 18-24 mpav).

H mpdn €éveon bolus kot 1 éyyvon dpyloav tavtdypova, apécng tptv Ty deaywyn g PCI kot
akolovOnOnkay amd pia devtepn éveon bolus 10 Aentd petd v mpmtn. O puOUOS Eyyvong

Nrov 2,0 wkpoypappdpa/kg/Aentd yio tovg acbeveic pe kpeativivy opod < 175 micromols/I

N 1,0 pikpoypappdpro/kg/Aentod ya kpeatviviy opod > 175 £mg 350 micromols/I.
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211 60K, 6TO0 OKELOG TG ENTIPLUTATIONG, OLOLAGTIKG OA0L o1 acOeveic Elafav aomipivn (99,7 %)
kot 7o 98,1 % éhafe pa Betevomupdivn (clopidogrel og Toc0016 95,4 % Kot TUKAOTISIVT 0 TOGOGTO
2,7 %). Tnv nuépa tng PCL, mpv amd tov kabetnpiacud, to 53,2 % élaPe pio Osievomupidivn
(clopidogrel o€ mocootd 52,7 %; Tikhomidivn og T0o60016 0,5 %) — KVping wg doon POpTIoNS
(ovykévtpwon 300 mg 1 kot wapomavm). To okéAOG TOV EIKOVIKOD PAPUAKOL NTOV TUPOUOL0
(aompivn 99,7 %, clopidogrel 95,9 % ka1 TikAomidivn 2,6 %).

H doxwun ESPRIT ypnouonoince éva amlomotnpévo Oepamenticd oynua nrapivng kotd tmv PCI
amoteLoOUEVO 0o pia apytkn bolus éveorn 60 povadwv/kg, ue ACT otdyo 200-300 devteporenta. To
KOplo TeEMKO onpeio g peAétng ftav o Bdvatog (death-D), toMI, n enelyovca enavayysiowon tov
ayyeiov otoyoL (urgent target vessel revascularisation - UTVR) kou 1 o&eia avtiBpoppotikn epansio
dowonc (rescue therapy — RT) ue avactoréa GP IIb/Illa gvidc 48 wpav and v Tuyaiomoinon.

To MI avayvopiotnke soupova pe to CK-MB Bacikd epyactnplokd kprripia. o avtiyv v
dayvaon, eviog 24 wpmv and ) dwdtkacio deiktn PCI, énpene va ivar tovAdyiotov dvo tipéc CK-
MB > 3 x 10 ov@TATO OPLO TOV PLGIOAOYIKOV. ZVVETMS, dEV amattodvTay 1 exikvpmon amd v CEC.
To MI pmopet eniong va avapepBet petd amd tekunpioon g CEC pag avagopds tov epguvnt.

To kOp1o TeEMK onpeio g pelémg [teTpamAidg cuvovaoudg and Bavato, M, enciyovoa
enavayyeimon Tov ayyeiov otoxov (UTVR) kon 1 Opopforvticn bail-out [thrombolytic bail-out (TBO)
evtog 48 wpmv] €de1&e o€ mocootd 37 % oyetikn Kot o€ 1060010 3,9 % amoAvn peiwon oty opdda
™G¢ entipiumationg (6,6 % mepiototikd Evavtt 10,5 % p = 0,0015). To amoteléopoto Tov KHPLOL
TeEAIKOD onpeiov amoddinkay Kuping otV pelmon g pedviong evivpatikav ML, mov opictnkay mg
N enedvion Tpdipng avénong twv Kapdrakmv eviouwv petd v PCI (80 ota 92 epppdypota
HLOKOPOI0V GTNV oUdda EIKOVIKOD QOPUAKOD EvavTl 47 6T, 56 EUEPayIaTo LLOKaPOiov 6TV Opdada
g entipumationg). H kivikn onpacio t€totov evOOHOTIKOV eLepayudtov pookoapdiov ival akopo

OUPIAEYOULEVT).

[opopoto amoteréopota EANEONGAY 6T 2 dEVTEPELOVTA TEMKE oM UEiR TMV GVUPOUATOV TOV
a&oroynOnkav og 30 nuépeg: v tputAn ovvBeon Bavatov, MI kot UTVR kot tov mo 1oyvpod
GLVOLOCHOV TOV BavATOL KOl TOV ERPPAYLLATOS TOV HVOKAPSiov.

H peiwon oty cuyvotnta cupfapdtoy tov tedkod onueiov o€ acbeveic mov erdufovay
ENTIPUTOTION ERQavVioTNKE VOPig kKaTd TNV ddpketa g Bepancioc. Aev vinpée mepartépm avénon
670 O0QEAOC, o€ dLaoTNUa UEYPL kot 1 xpdvov.

THopazoon tov ypovoo pong

H yopiynon g entipiumation pe evéopAéPia bolus yoprynon kot £yyvon mpokaiel péypt Kot
TEVTOTAGGLO aDENCN TOL YPOVOL apoppayiag. Avth 1 avénon eival OUECMG AVOSTPEYLUN UE TNV
S1aKOTN TG £YXLONG HE TOVG XPOVOLS LLOPPAYING VO ETAVEPYOVTOL OTO. OPYIKG o€ TTEPimov 6 (2 -
8) dpec. Otav yopnyeiton o€ povobepameio, 1 EXTIPIUTATION dEV EYEL KOG HETPHGIUN dPAOT) GTOV
yxp6vo mpobpoppivng (PT) 1 otov xpovo evepyomonpuévng peptkng Opoppomiactivng (aPTT).

Merétn EARLY-ACS

H EARLY ACS (Early Glycoprotein IIb/Illa Inhibition in Non-ST-segment Elevation Acute Coronary
Syndrome) fitav pio peAéTn TPOIUNG TOKTIKNG XOPNYNOTNG EXTIPIUTATIONG EVAVTL EIKOVIKOD QUPUAKOV
(pe xobvotepnpévn Kat’ emikAnon ypNon TG ENTIPIUTATIONG GTO AULOSVVALLKO EPYOCTPLO) GE
cuvovooud pe avtifpoppotikéc Oepanciec (ASA, UFH, bivalirudin, fondaparinux 1 nmapivn younion
poplakol PBapovg), o atopa vynAov kvévvov NSTE ACS. Ot acBeveig enpokeito va axorlovbncovv
EMEUPATIKTN GTPATIYIKT Y10 TEPOULTEP® AVTLUETAOTION UETE T1 AMYN TOL QOPUAKOD TNG MEAETNG Yol 12
£m0¢ 96 dpec. O acheveic umopodoay va avIIETOTIE00DY cuVTNPNTIKA, Vo VToPANOoVY o€ eméuPaon
aoptootepaviaiog mapdkopyng (CABG), | va vtofinbovv e dadepruky otepaviaio Tapéppaon
(PCI). X¢ avtiBeon pe v eykekpuévn docoroyia oty EE, otn doxiun ypnoponomdnie ok d6om
€QOOOV TOV VIO PEAETT] PapuUdkov (LE XpoviKN dlapopd 10 Aemwtdv) mpv omd TV Eyyvon.

H mpdipn toxtikn xpnon entipunationg oe avtd tov vyniod kivddivov NSTE-ACS avryetomiopevo
Bértioto TAnBLoUd OV VIEPANON ot EMEUPATIKY GTPATNYIKN OEV 0ONYNOE GE GTOTIGTIKA GTLOVTIKY
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peiwon oto ovvbeto mpwtevov TeAkO onueio Bvnoudttoc, MI, RI-UR xotr TBO gvtog 96 opav
GUYKPLTIKA e TO oyxfua Kabvuotepnuévng kat’ enikinon xopriynong entipumationg (9,3% ot acbeveic
7ov Ehafav Tpodipa enxtipiurorion vs. 10,0% oe acBeveic mov haPav kat’ enikinomn entiumation,
odds ratio=0,920; 95% CI1=0,802-1,055; p=0,234). H cofapn anctintikn yio ™ (o1 apoppayio Kotd
GUSTO b¢ev fitav cuyvi Ko ftav cuyKpiown kot 6Tig dvo Bepamneutikéc opdoes (0,8%). H pétpaq
coPapn areintiky Yo T {on apoppayia katd GUSTO, epgoavicOnke onuovtikd cuyvotepa e TV
TPOIUN TOKTIKY YopNyNon enTioiurotiong (7,4% vs. 5,0% otnv opudda tng kabvotepnuévng Kat’
emikAnong ypnong entipiumatione, p <0,001). [Mapduoteg drapopic onueim@dnkay yuo tic peiloveg
apoppayieg katd TIMI (118 [2,5%] otnv npdiun taktiky xpron vs. 83 [1,8%] omv kabvotepnuévn
kat’ enikAnon ypnon; p=0,016).

2V vIooUAdA TV AGOEVOV TTOL OVTILETOTICONKAV GUVTNPNTIKE 1} KOTA TN SIHPKELN TOV TEPLOOWDV
ouvtnpnTikng avtipetamong npv amd PCI 1 CABG, dev deiyfnke otatiotikd onuoviikd 6gerog and

TNV GTPOTNYIKN TNG TPDIUNG TAKTIKY YOPNYNONG EXTIGUTATIONG.

Mia post hoc avélvon g kKhvikng dokiung EARLY ACS, dev katéAnée o€ 0ploTiKG GUUTEPAGLLOTA
G TPOG TN GYECT 0PEAOVC-KLVOUVOL e TN Helwomn tng 60omg o€ aobeveis Le LéTplo veppikn
avemdpkeln. H ouyvotra engicodiny tov tpotevovtog tedkov onueiov tav 11,9 % oe acbeveig mov
éhafov petopévn doon (1 microgram/kg/min) évavtt 11,2% o acBeveig mov Elafav Trv Kovovikn
800 (2 microgram/kg/min), 6tav 1 enTIEUTATION YOopNYNONKE TPpDOILA G Bepameia povtivag
(p=0,81). Me v KaBvotepnuévn Kat’ EXIKANGT XOPNYNOT EXTIPIUTATIONG, 1| CLYVOTITO TV
emels0diov Ntav 10% évavtt 11,5% oe acbeveig mov Elafov peiopévn Kot Kavovikn 3661, avtiotoryo
(p=0,61). Meilwv orpoppayia xatd TIMI eppavicnke oto 2,7 % tov acbevav mov Elafov petopévn
d6om (1 microgram/kg/min) évavrtt 4,2% tov acbevav mov Edapav kavovikn doon (2
microgram/kg/min), 6tav 1 EXTIPIUTOTION YopnyHONKe TP w¢ Oepamneia povtivag (p=0,36). Me
NV kaBueTepMUEVT KOT’ ETIKANGN YOPNYNOT TG EXTIPLUTOTIONG, Ta peilova eneicddio TIMI rav
1,4% évovtt 2,0% oe acBeveic mov Ehafav petmpévn Kot kavovikn 06om, avtictorya (p=0,54). Aev
apaTnpeiOnkay a&toonuelntes Stopopis Le ta T0cootd cofapng apoppayiog katd GUSTO.

5.2  ®DoppokoKIvVTIKEG 1O1OTNTES

H poppokokivntikni g EXTIQUTATIONG EIVOL YPOUUIKT KOL AVAAOYT TG 006N OGOV apopd 00GELG
bolus kvpavopeveg amd 90 émg 250 microgram/kg kot puOpovg £yyvong amd 0,5 Emg

3,0 microgram/kg/min. T'a éyyvon 2,0 microgram/kg/min ot H€GEC GLYKEVIPMGELG GTAOEPTG
KOTAOTOONG TNG ENTIPIUTOTIONG Kupaivovtal and 1,5 éwg 2,2 microgram/ml ce acOeveic pe
oTeEQOVIOin VOGO, AVTEC Ol GUYKEVIPAOGCELG TAAGOTOG ETLTVYYAVOVTOL TUXEMG OTAV TPV TNV £yYLON
yopnyeiton éveon 180 microgram/kg o€ bolus yopiynon. H éktaon g 6écpevong g entipunationg
LE TG TPMTEIVES TOV TAAGHOTOG 6TOV AvBpwmo glvan mepimov 25 %. Xtov 1610 TAnBvopd, n nuion
amoudkpuveng amd To TAGGHA gival Tepimov 2,5 MPEG, 1 AMOUAKPLVOT) ad TO TAAGH givotl 55 €mg
80 ml/kg/hr ko 0 dykog KoTravoung eivar tepimov 185 émg 260 ml/kg.

e vy GTOopa, 1) OTOUAKPLVGT] HECH TMV VEQPPAOV avaloyovoe Tepitov 61o 50 % tng oMKmng
amopdakpvveng and tov opyavicpd. Iepimov 10 50 % g mocOHTNTG TOL ATOUAKPVVETOL OEKKPIVETAL
apeETAPANTY. Xe aobeveic pe pétpia mg cofapr veppikn avendpkela (kdBapon kpeativivng < 50
ml/min) 1 kGBapomn NG EXTIPIUTATIONG PEIDOVETOL KOTA TEPimov 50% Kot T emineda 6To0 TAUCUO GE
otafeponompévn Katdotaon tepimov dimAacialovrat.

Agv &xovv de€aybel TumKEG LEAETEC PUPLOKOKIVITIKNG 00OV apopd T aArniemidpdoets. Ouwg o
pio pEAETN poppoKoKvnTIKNG TANBLGHOD dev vInpée Kapio EVOEIEN QUPUAKOKIVIITIKNG OO TNV
oAANAeRidpacn HETAED TG EXTLPLUTOTIONG KoL TOV TOPUKAT® GLYYOPTYOVUEVOV QOPUUKEVTIKOV
TPOTOVTOV: APA0SUTIV), 0TEVOLOAT|, 0TpOTivT), Komtompiln, ke@aloAivn, dralemdun, otyoivn,
ShtraLEpn, Spavudpapivn, EVOAATPIAT, PAVTAVOAT, GOVPOCEUION, Nmapivn, Adokaivr, MGIVOTpiAn,
UETATPOAOAT, tdaloAduN, Lopeiv, VITp®ON, vipedimivy kot Bappapivn.

5.3 IIpoxivikd dedopéva Y10, TNV a6@IrEL0
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To&uoroyikég PeAéTEC TOV dlevEPYNONKAY e TNV EXTIPIUTATION TEPLAUPAvVOLY LEAETEG e EQATTAE
KO [ ETavaAaUBavOUEVEG OOCELG GE OPOVPAIOVG, KOVVEALD KOl TIONKOVG, LEAETEG AVATOPAYWYNG OF
apovpaiong kot Kovvéla, IN VItro kot in VIiVo peléteg yevetikng To&ikotntag Kol peAéteg epedicpom,
vrepevalcinciog Kot avTryovikoTnTag. Agv mopotnpnnke Kapio pn avopuevopuevn ToEikn opacn yo
QAPLOKO OLTOD TOV PUPLLOKOAOYIKOD TPOPIA Kot TOL EVPNLOTA NTAV TPOYVMOOTIKA TNG KAVIKNG
gumepiog, Pe To apoppoytkd GUUPBANATO MG KUPLa avemBOUNTN evépyeta. Agv Tapatnpronkay
YOVOO0TOEIKEG OVTIOPACELG LE TNV EMTUPLUTOTION.

"Exovv o1e&oy0ei perétec tepatoyéveonc pe ouveyn evooeAEPLa £yyvon EXTIPIUTOTIONG G€ EYKVOVC
apOLPAIOVG e CLVOMKES NUePNOleg 00aelg uéypt 72 mg/kg/muépa (Tepimov 4 Popég T GUVIGTOUEVT
péyiotn 800 Yo Tov avBpwmo Pacel Tov epPadod emeaveiog COUOTOG) Kol GE £YKLO KOUVEALD O
GUVOMKEG NuepNoleg 00aelg uéxpt 36 mg/kg/muépa (mepimov 4 opEG TNV GUVIGTMUEVT HEYIOTN dOGN
v Tov AvBpwmo Pdoet Tov epPadol emipoveiog cMUATOC). AVTEC 01 LEAETEG deV amoKkdALY OV EVOEIEN
emPapopévng yovipotntog 1 PAEPn oto EuPpvo Adym TG EXTIQUURATIONG. MEAETEC OVATOPAYWYNG OE
gion mepopatol®mv, 6OV N EXTIPIUTATION Ogiyvel pio TOPOUOL0 PUPLOKOAOYIKT OpaGTNPLOTNTA
OTMG GTOVG AVOPMOTOVE, dEV VILAPYOVY. ZVUTEPAGHUOTIKG 0VTEG 01 LEAETEG OEV Elval KATAAANAES Y10, VO
a&oroynBel | To&ikdTTO TN EXTIPIUTATIONG OTIV AVOTAPAYWYIKN Agttovpyia (BAEme

napbypapo 4.6).

H duvatdtnta kapkivoyéveong pe Ty entiouumation ogv &xel diepevvnOel e pakpoypovieg LEAETEC.

6. DOAPMAKEYTIKEX TIAHPO®OPIEXZ

6.1 Katahloyog exdoymv

"Evudpo kitpucd 0&H

Ydpo&eido tov vatpiov

Evéoyo 0dwp

6.2 AocvpPatotnreg

To INTEGRILIN &¢gv givon cuoppatod pe povpocepion.

EXieiyerl pedetov oyetikd pe v acvppatotnto, to INTEGRILIN dev mpémet vo avapetyvoeTol pe
AN POPUOKEVTIKE TPOTOVTO EKTOC OVTMV TTOL OVAPEPOVTUL GTO 6.6.

6.3 Awpkera Long
3 ypévia
6.4 Idwitepeg TPoPLAAEELS KOTA T PVLAEN TOV TPOTOVTOG

duvrdooetat og yoyeio (2°C - 8°C).
DdvAdooete 6NV APYIKN] CLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

6.5 ®@Oon Kol GLOTUTIKA TOV TEPLEKTN

"Eva gaAido tov 10 ml and yvari Tomov I, kAeiopévo pe fouTud- EALOGTIKO TAOUN Kol GOPOYIGUEVO
LE EPAPUOCUEVO TAOLO HAOLUVIOL.

6.6 Iowitepeg TPoPLLAEELS aTOpPLYNG KOL GALOG YEIPIGNOG
H e&étaom ¢ evotmc kot ynuikng cvppatotntog deiyvetl 6t to INTEGRILIN umopei vo, yopnyn0el
UEC® eVOOPAEPLOC YPOUUNG Le Beukn) atpomtiv, VIoumovTapivn, nropivy Adokaivn, Lenepidivn,

UETOTPOAOAT, OALOAGLT, LOPPIVY], VITPOYAVKEPTIVY, EVEPYOTONTI] TOV 1GTIKOD TAUGLIVOYOVOU, 1|
Bepapamiin. To INTEGRILIN givar cupfatoé pe 0,9 % evéoyo dtdAvpa yAmplovyov vatpiov Kot pe
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de&tpoln 5 % oe Normosol R e 1 yopig yhoplovyo kdAto. [Topoakoreiche va avaepepbeite otnv
Iepiinyn XapaxtnproTik@v Tov Ilpoidvrog Normosol R yio Aentopépeieg oyetikd e v o0oTooN
TOV.

IIpv 1 xpnom eEetdcate To TEPIEXOLEVO TOV PLOALdIOV. MMV TO ¥PNGILOTONCETE GV ER@avilovion
couatiow N aroypouaticpoc. H mpootacio tov dtaivpatog INTEGRILIN and to ¢og dev givol

omapoitnTn Kotd T xopnynon.

Metd 10 avorypo Tetdéte Kabe aypnoUOTOiNTO PAPUUKEVTIKO TPOIOV.

1. KATOXOX THX AAEIAY. KYKAO®OPIAX
GlaxoSmithKline (Ireland) Limited

12 Riverwalk

Citywest Business Campus

Dublin 24

Iphavdia

8. APIOMOX AAEIAY. KYKAO®OPIAX

EU/1/99/109/002

9. HMEPOMHNIA ITIPQTHY ET'KPIZHX/ANANEQXHY. THX AAEIAX
Hpepopnvia mpadng éykpiong; 01.07.1999

Huepounvia tekevtaiog avavémong: 09.07.2009

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtouepeic TANPOPOPiES Y10 TO TOPOY QOPUOKEVTIKO TPOioV gival d1a0EGIIES GTOV SIKTVAKO TOTO
tov Evponaikod Opyovicpod @apudkov http://www.ema.europa.eu
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ITAPAPTHMA 11

HAPAXKEYAXTHX(EX) YHHEYOYNOZX(OI) I'TA THN
AIIOAEEMEYZXZH TQN ITAPTIAQN

OPOI'H ITEPIOPIXMOI XXETIKA ME TH ATIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX (EX) YHHEYOYNOZXZ(OI) I'TA THN AIIOAEXMEYXH TQN
IHAPTIAQN

Ovouoa kot d1e06vven Tov ToPUCKELAGTH TOL £ival LITEVHVVOC Yo TNV ATOOEGUEVCT] TV TOPTIOWY
otov Evponoikd Owovoukd Xmpo (EOX).

GlaxoSmithKline Manufacturing S.P.A.
Strada Provinciale Asolana No. 90

San Polo di Torrile 43056 Parma
Itaiia

270 £VTLTIO QOALO 0INYIDV XPNCEMG TOV PUPLOKEVTIKOD TPOTOVTOC TPETEL VAL OVOYPAPETOL TO OVOLLOL
Kot 1 d1ev¥6vvoT TOL TAPUCKELOGTH TTOV Eival VTELOHLVOG Y10 TNV ATOSEGUEVGT TNG CYETIKNG TAPTIONS.

B. OPOI'H HEPIOPIZMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DoppokevTikd TPOIOV Yo TO 0TTOI0 OaLTEITAL TEPLOPIGUEVT 1aTPIKT) cuvTayT| (PA. mapdptnua I:
[Mepilnyn tov Xapoakmpiotikdv tov [poidvtog, Tapdypapog 4.2).

I AAAOI OPOI KAI AITAITHXZEIX THX AAEIAY KYKAO®OPIAYX
. Ek0<oe1g Teplodikig mapakolovOnong g aseaisiag (PSURS)

Ot amortnoelg yio v vroPoin towv PSURS yuo to ev Adym @apuakevtiko mpoidv opiloviotl otov
KaTAAOYO UE TIg Nuepounvieg avapopds e Evoong (katdloyoc EURD) mov mapatifeton oty
apdypoeo 7, Tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe erakorovdng emucarporoinong
OTMG OMLOCIEVETAL GTIV EVPAOTAIKT SUKTVAKT TUAT Y10 TO PAPLLOKAL.

A. OPOI'H NEPIOPIZMOI ZXETIKA ME THN AX®AAH KAI AITTIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyé010 oroygiprong Kivovvov (ZAK)

O Kdaroyog Adelag Kukhopopiag (KAK) Oa die&aydyet Tig amattodpeveg dpactnplotnTes Kot
TOPEUPAGELS PUPLOKOETOYPVOTVIIONG OT¢ Tapovotdlovial 6to cupuovniéy XAK mov tapovceialetan
otV evotnra 1.8.2 g dde1ag KukAoQopiog Kol 0TOEGONTOTE EXOKOAOLOES EYKEKPIUEVES
avaBempnoelg tov TAK.

‘Eva emucaporonpévo XAK Oa npémet va katatedel:

. petd and aitmuo tov Evponaikod opyovicpod Gapudxmy,

o OTOTEONTOTE TPOTOTOIEITOL TO GUGTNIO SLOYEIPIOTG KIVODVOD, EITKA MG OTOTEAEG U, ANYNG
VE®V TANPOQOPIDV OV HTOPOVY VO EMPEPOVY GNUAVTIKT] AALAY|) 0TI GYEOT 0PELOVG-KIVOUVOL
N ©¢ oTOTELEGUA, TNG EMITEVLENC EVOC GNUAVTIKOD 0POGTLOL (POPUOKOETOYPOTVIOT T}
gloylotomoinom Kivévvov).
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ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX

INTEGRILIN 0,75 mg/ml didAvpa yio evoopAéPia Eyyvon
EMTIPLUTOTION

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kda0e ml drodvpatog yio evoopAéPia £yyvon mepiéyxet 0,75 Mg enTipiumoTiong.

‘Eva @loAido tov 100 ml tepiéyel 75 mg entipiumotion.

| 3. KATAAOI'OX EKAOXQN

"Evudpo kitpio o0&, vépoeidio Tov vatpiov, evESLo HOMP.

To dpuako avtd mepiéyet varpio (PAéme GUALO 0ONYIOV Y10 TEPIGGOTEPES TANPOPOPIE])

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Avddopa yuo evoopAEPia £yyvomn

1 @raAidio twv 100 ml

| 5. TPOITIOX KAI OAOX(OD) XOPHI'HXHX

EvdopAépia yprion
Awfaote 10 PUALO 0INYIOV XPNOTG TPV 0T TN YPNOT.

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI E OEZH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Na puidooetal o€ BEom, v onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TALddL.

(7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

EAéyEte to mepieydpevo Tov praidiov. Mnv 1o ypnoiponomoste €dv gpeaviCovtol copatioln 1
OTOYPOUATICUOGC.

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEY XYNOHKEY OYAAEHX

dvAdocetal o€ Yyoyeio

DuAdooete GTNV APYIKN] CLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

10. IATIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10OY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

[Tetdéte KGO Un YpNOYLOTOINUEVO VAIKO UETA TO GVOLYOL.

| 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

GlaxoSmithKline (Ireland) Limited, 12 Riverwalk, Citywest Business Campus, Dublin 24, Iphavdia

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAL

EU/1/99/109/001

| 13.  APIOMOZX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZH I'TA TH AIAOGEXH

DopproKeLTIKO TPOTOV Y10 TO OTOL0 AMOLTEITOL LOTPIKT GLUVTOYT.

| 15. OAHT'IEX XPHIZHX

‘ 16. TAHPO®OPIEX XE BRAILLE

H otrtioAdynon yio vo, umv tepianeBei n ypaen Braille sivon amodektn

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KddKaG (2D) mov @épel tov TepIAN@OEVTO LOVOITKO aVayVOPIOTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA

| 1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOEX KAI OAOX(OI) XOPHTHEIHE |

INTEGRILIN 0,75 mg/ml didAvpa yio evoopAéPia Eyyvon
Entipyumation

EvoopAéPia ypnon

| 2. TPOIIOX XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.

| 3. HMEPOMHNIA AHEHX

AH

[1]

H

| 4. APIOMOX ITAPTIAAX

TToptida

| 5. HEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

1 proridro tov 100 mi
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ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX

INTEGRILIN 2 mg/ml evéoipo didivua
EMTIPLUTOTION

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kda0e ml evéoyov StoAdpaToc TEPIEYEL 2 MY EXTUPUTATIONG.

‘Eva @loAido tov 10 ml mepi€yet 20 mg entipiumotiong.

| 3. KATAAOI'OX EKAOXQN

"Evudpo kitpio o0&, vépoeidio Tov vatpiov, evESLo HOMP.

To dpuako avtd mepiéyet varpio (PAéme GUALO 0ONYIOV Y10 TEPIGGOTEPES TANPOPOPIE])

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

1 raAidio twv 10 mi

| 5. TPOITIOX KAI OAOX(OID) XOPHT'HXHX

EvdopAépia yprion
Awfaote 10 PUALO 0INYIOV XPNOTG TPV 0T TN YPNOT.

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI E OEZH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Na pvidcoetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALddL.

(7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

EAéyEte to mepieydpevo Tov praidiov. Mnv 1o ypnoiponomoste €dv gpeaviCovtol copatioln 1
OTOYPOUATICUOGC.

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEY XYNOHKEY OYAAEHX

dvAdocetal o€ Yyoyeio

DuAdooete GTNV APYIKN] GLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

10. IATIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10OY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

[Tetdéte KGO Un YpNOYLOTOINUEVO VAIKO UETA TO GVOLYOL.

| 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

GlaxoSmithKline (Ireland) Limited, 12 Riverwalk, Citywest Business Campus, Dublin 24, Iphavdia

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAL

EU/1/99/109/002

| 13.  APIOMOZX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZH I'TA TH AIAOGEXH

DopproKeLTIKO TPOTOV Y10 TO OTOL0 AMOLTEITOL LOTPIKT GLUVTOYT.

| 15. OAHT'IEX XPHIZHX

‘ 16. TAHPO®OPIEX XE BRAILLE

H otrtioAdynon yio vo, umv tepianeBei n ypaen Braille sivon amodektn

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KddKaG (2D) mov @épel tov TepIAN@OEVTO LOVOITKO aVayVOPIOTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA

| 1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOEX KAI OAOX(OI) XOPHTHEIHE |

INTEGRILIN 2 mg/ml evéoipo didivua
Entipyumation

EvoopAéBia ypnon

| 2. TPOIIOX XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.

| 3. HMEPOMHNIA AHEHX

AH

[1]

H

| 4. APIOMOX ITAPTIAAX

TToptida

| 5. HEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

1 prorido twv 10 ml

39



B. PYAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Integrilin 0,75 mg/ml dwgivpo Yo evoopréPro £yyvon
EMTIPIUTOTION

AP AOTE TPOGEKTIKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU YPNCLUOTOLEITE AVTO

T0 QApRoKo, 10T TEPLAUPPAVEL CNUAVTIKEG TANPOPOPIES Y10 COG.

- DdordEte avTo To EOALO 0dNYIBV Yprone. Towg ypelactel va to dofdcete Eava.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y10TPO 1 TOV VOCOKOUELONKO (PAPLOKOTOLd 1] TOV
VOGOKOUO GOC.

- Edv mopatnpnoete kKamoto avemiOuntm eVEPYELD EVIUEPDOOTE TOV YIATPO 1 TOV VOCOKOUELNKO
QUPUOKOTTOLO 1] TOV VOGOKOUO 60G. AVTO 1oy0eL Kot Yo ke mhovy avemBount evépyeia mov
dgv avapEPETAL GTO TAPOY PUALO 0dNYIOV Ypong. BAéme mapdypapo 4.

T tepréyel 1o Tapév VAL 00N YLAV:

Tt eivan To Integrilin kou oo giva n ypron Tov

T1 npémer va yvopilete mpv cag xopnynoei to Integrilin
Iao¢ va ypnowonomoste to Integrilin

ITiBavég avemBOUNTEG EVEPYELEC

Iag va purdoacete to Integrilin

[Tepreydueva tng cLOKEVAGING KoL AOUTEG TAT|POPOPIES

oarLONE

1. Th givar o Integrilin kot wowa givan n ypion Tov

To Integrilin givar évag avactoléag g cveodpPELONG TOV aponeTaiimy. Avtd onuaivel 6Tt fondd
oTNV TPOANYN OYNUATIGHOL OpouPwv.

Xpnoiponoteital o€ eVAAMKEG e ekdNAmon cofapnc oTe@oviaiag avenapkelog Tov Kabopiletol cav
avtopata epeaviopevog kot TpOSPATOS BrpaKikds TOVOS e NAEKTPOKAPILOYPAPIKES avmpOAieg 1
Broroyucég petaforés. Zuvnbwg yopnyeiton pe akeTVAOGOAKIALKO 0&D Kot L KAOGLOTOTOMUEVT
nmoapiv.

2. Tvpémer va yvopilete mprv oog yopnyn0Oei to Integrilin

Agv npémer va oag yopnyn0ei to Integrilin:

- o€ MEPIMTO®ON AALEPYIOG OTNV ETTIPLUTOTION ) GE OTOL0ONTOTE GALO GVOTOTIKO CLTOV TOV
QapUaKov (avapépoviot 6To TN 6)

- 0€ MEPIMTOOT TTOL ELYUTE TPOGPATI ECOTEPLKN CLULOPPAYIR OO TO GTOUYL GUC, TO EVTIEPD, TNV
0VPOSOYO KOHOTN 1 GAAL OPYOVA, Y10 TAPADELY IO EGV TOPATNPNCOTE UM GUGIOAOYIKT VITapén
aipatog ota KOTPavA cag 1 6T 00pa (£0LPOVHEVOL TOV KOTOUNVIOL KUKAOL) TIG TEAELTOLES
30 nuépeg

- 0€ MEPIMTOON TOL EYOTE AYYELNKO EYKEPAAIKO ENMEIGO10 EVTOG TV TeEAevTaiV 30 NuepdV 1
OTO10ONTOTE OLUOPPAYIKO Oy YELNKO EYKEPUAIKS EMEIGOO10 (€mtiong €V glyate TOTE LOOTEL
AYYELWOKO EYKEPAAIKO €MEIGOO10, PePfarmbeite 0T 0 Bepdnwv 10TpdC Gog TO Yvopilel)

- 0€ MEPIMTOON TOL ElYUTE EVAV OYKO TOV EYKEQPAAOL 1 Hi0l KATAGTAON TOL EXNPEALEL TA
apopopa ayyeio yYOpm amd Tov eyKEPAAO

- 0€ MEPIMTOON TTOL ElYOTE GNUAVTIKN XEPOVPYIKY| ETEUPCT 1| GOPOPO TPOLUATIGUS EVTOG TOV
TeEAEVTAIOV 6 EfSOUAdDV

- o€ mepinT®on mov £xete N elyate apoppaytkd TPoPAN LT

- o€ mepintwon mov &xete N elyate datapay TS TENS Tov aipaTog N YoUnA6 apBpd
LUOTTETAAI®V

- o€ mepinTmon mov £eTe 1 glyate coPapr| vVIEPTAoT (VYNAT aPTNPLOKY| TTiEST)

- o€ MEPIMTOON TOL EXETE N ElYATE GOPUPA VEPPUKH 1| NTOTIKG TPOPAR LT
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- o€ mepintwon mov elyoate vwoPAnbei oe Bepaneia pe GAAO APLOKO TNG 1610G KATYOPlag LE TO
Integrilin

[Mopakaiovpe vo evUEPDGETE TO YIUTPO GOG EAV ELYOTE KATOLO amd AVTEG TIG Kataotdoels. Edv €yete
KOTOEC EPOTNHOELS POTIOTE TOV YIATPO GO N TOV VOGOKOUELOKO POPLLOKOTOLO 1| TOV VOGOKOLO.

IMpocsEte Wrntépmg pe to Integrilin:

- To Integrilin cuvictdrat yio yprion pdvo oe EVAMKES VOGOKOUELKOVG oDEVEIC 68 HOVADES
vooneiag tng oteQoviaiog vooov.

- To Integrilin dev mpoopileton yio yprion o€ mardid 1 epnPovg nAkiag pkpotepng twv 18 etdv.

- Ipw kot kotd ™) ddpketa g Oepomeiog cag pe Integrilin, cav pétpo acedieiag Oo Anebovv
ka1 Oa e€etacTovy deiypato amd To aipo 6og £T01 MOTE VO TEPLOPLGTOVY Ol TOAVOTNTEC Yl
KATO0L U1 OVOUEVOUEVT] oupLoppayial.

- Katd ) didpkera g ypnomng tov Integrilin, Ba eEetaobeite tpooektikd yio omol0dfmote
onueio acvviBovg N Un avapevVOIEVNG alpopporyios.

Alha @éppoxa ko Integrilin

INa va amo@idyete v mBavOTNTO AAANAETOPACE®V e GAAL PApLaKe, TopaKaAeicOs va evepdOTE

TOV Y10TPO 1) TOV VOGOKOUELNKO (POPLOKOTOLO 1 TOV VOGOKOWO GO EQV TAIPVETE 1 £YETE TPOCHATA

whpel | umopel va, ThpeTe AAAO, PAPUOKO, OKOLO KOl GVTA TOL OEV Gag YoV YopnynOel pe cuvtayn.

Ewdwotepa:

- OVTITINKTIKA aiplatog (oo Tov GTOUUTOG AVTITNKTIKG) 1)

- @apuoka to omoia TpoAaupavouy T dnuiovpyio Opoupov, Teptiapfoavouévng g Papeapivig,
Survp1dapldAng, TIKAOTLOIVNG, AKETVAOGAAIKVAIKOD 0£E0G (EKTOG amd QLT TOV UITOPEL VAL GOl
&xovv d00sl cov pépog g Bepanciog pe Integrilin).

Kinon kol Onhaopog

To Integrilin cuvnBwg dev GuvioTdTat yio ypron Kotd T ddpkela TG eyKvposvvig. Evnuepmote tov
YwiTpd cog eGv glote £ykvog, eikalete 0TI umopel va eicbe &ykvoc 1 oyedlaleTe va, 0TOKTHOETE TOLDI.
O y1atpdg oag Ba Quyicel To 0peL0Gg TPOG £6GG G TPOG TOV KIVOLVO Y1 TO LOPO GOG GV
YPTCLLOTOGETE TO PAPLOKO KOTA TN SIEPKEL TNG EYKVUOGVVNG.

Edv OnAdlete to popd oag, o ONroaouds mpénet va drakomel katd tnv mepiodo g Oepaneiog.

To Integrilin mepiéyer vatpro

- To gdppaxo avtd mepiéyel 161 mg vatpiov (KOPLo cLOTATIKO poyEPLKOV/EMTPOTELIOV GANTOC)
o€ kGO praAidio 100 ml. Avtd icodvvopei pe 8,1% g CUVIGTOUEVNC UEYIOTNG TUEPTOLOG
TPOGANYNG vOTPiov LE TNV STPOPT Yio EVOV EVIALKAL.

3. IIog va ypnoiponromoste To Integrilin

To Integrilin yopnysiton evtog g eAEBog e am'evbeiog éveon n omoia axolovbeitat amd Eyyvon
(otdydnyv didAvpa). H yopnyodpevn do6on Paciletol oto copatikd Bdpog cag. H cuvietdpevn doon
givar 180 microgram/kg yopnyoduevn og bolus yopriynon (tayeio evéopAéPia £veon), | onoia
akolovBeitar amd Eyyvon (otdydnv didivua) Tov 2,0 microgram/kg/Aentod yio émg Kot 72 odpec. Eav
€YETE VEPPIKT VOCO 1) gyyvouevn doon uropel va peiwbei og 1,0 microgram/kg/Aento.

Edv mpayuatomoteiton Awndeppikn Ztepaviaio [MapéuPfaocn (PCI) xotd ™ didpketo tg Ogpameiog pe
Integrilin, n evéo@AEPLa £yyvom Tov SLaADHOTOC PTOPEL VoL GUVEXLOTEL Y1a EmC KO 96 DPEC.

[Ipénel emiong vo cag xopnynbovv d6celc aomipivng kot nrapivig (eGv dev oVIEVIEIKVUVTOL GTNV
TEPINTOON GOG).

Edv éxete meplocdTEPEG EPOTNOELS GYETIKA LIE TN YPNOT] AVTOL TOV TPOIOVTOG POTHGTE TOV Y1OTPO GOG
N TOV VOGOKOUELOKO POPLOKOTOLO 1] TO VOGOKOLO.
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4, IMBavéic avemBounTeg evépyereg

Onwg 6ha Ta eAppaKa, £TGL KOL GVTO TO QAPUAKO UTOPEL VO TPOKAAESEL AveETIBOUNTEC EVEPYELEG OV
Kol 0gV moPpovctdlovial 6€ OAOLE TOVE VOPMOTOVG.

oAb cvyvéc avemBounteg evépyeieg

Avtég umopei vo emnpealovy mepioootepa oro 1 oo 10 drouo

- LUIKPN N LeYAAN aupoppoaryio (Yo Tapddety ol aiplo 6Tto ovpa, aipo oTo KOTpava, EUETOG e
aipo, N apoppoyio Kotd T SLAPKELD XEPOVPYIKDV ENTEUPAGEDV).

- avaipio (peioon Tov apBpod Tov epudpdv apocealpimy).

2oy véc avemBOUNTES EVEPYELES
Avtég umopet vo, exnpealovy éwg 1 ata 10 drouo
- QAeyLOVY oG eAEPaG.

Oyt ovyvég avemBounteg evépyeieg

Avtég umopei va emnpealovv éwg 1 aro 100 drouo

- peiwon Tov apldpod TV AoTETAAWOY (KOTTOP TOV OILOTOG amapaitnTa Yo TV THEN Tov
aipatog).

- HElmo™ TG PONC TOV HUATOG GTOV EYKEPOAO.

oAb omdviec avemBOunTeC EVEPYELES

Avtég umopet vo, exnpealovy éwg 1 ara 10.000 arouo.

- coPapn apoppayic (Yo Topadety Lo, ECOTEPIKT AUOPPAYiD TNV KOIMOKN XDPO, GTOV
EYKEPAAO KOl GTOVG TVEVLOVEG).

- Bavatnedpog apoppayic.

- cofopn peimon Tov aplBUod TOV AUOTETOM®VY (KOTTOPO TOV CILLOTOG OTOPUiTNTO Yio TNV TREN
TOV QiMATOG).

- deppotikd eEdvinpa (6nwg kvidwon).

- alevidia, cofapn aAiepyikn avtidpaom.

Edv mopoatnpnoete Kamolo onudadio amd opoppayio, EVNHEPDOTE AUECHOE TOV YIUTPO 1 TOV
VOGOKOUELNKO PUPHOKOTO0 1| TOV VOookOpo cag. [ToAd ordvia, 1 apoppayia £xel amoderyfel coPapn
akoun kot potpaio. To HETpa ac@AAELNG TTOL TPETEL VoL ANEOOVY TPOC OTOPLYT TOV YEYOVOTOG Eivat
g€etdoelc aipatog Kot TPooeKTIKN €EETAOT 0T TO YLOTPO TOV GOC TAPAKOAOVOEL.

Edv avantogete cofapn ariepyn avtidpaon 1 kvid®on, EVUEPDOTE AUECHS TOV YATPO 1 TOV
VOGOKOUELNKO POPLOKOTOLO 1] TOV VOGOKOLO GOLG.

Alla cvpPapota To omoio propel va cuppovv og acbeveic ol omoiot £xovv avaykn Oepaneiog avTod
TOV TOTOV TEPAaPdvouy ekeiva To omoio oyeTilovTal LE TNV KOTACTOOT Y10 TV 0TToi0 KOVETE
Oepameia, OTOC TOYLG 1 OKOVOVIGTOG KOPOLakdg puOUdc, xaunin cieon tov aipotog, kKotaminéio 1
KOPSLOKT OVOKOTT.

Ava@opd avemOOunTOV EvEPYELDV

Edv mopatnpnoete Kamoto avemiBOunt eVEPYELD, EVILEPDGTE TO YLOTPO, TO VOGOKOUELNKO
(QOPUOKOTOLO 1] TOV/TIV VOGOKOUO GOG. AVTd 1oy0el Kot Yo Kabe mhovn avemBOunTn evEpyeLo oV
dev avapépeTal 6To TapdV POALO 00N YLDV Yprionc. Mropeite enione va avaeEpete avemiBoUNTeG
evépyeteg amevbeiog, pEcm Tov €BVIKOD GUOTNUATOG CVAPOPAS TOV avaypapetal 6To [apdpmmua V.
Méow g avapopdg avemBOUNTOV EVEPYEL®V pmopeite vo. fondncete ot GLAAOYT TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG POPLLAKOV.

5. Mog ve puraccete To Integrilin

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLY TO TOdLA.
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Noa pn ypnotpomoteite avtd 10 PapuraKo petd tnyv nuepopnvia AnéEng (AHEH) mov avageépetat ot
ovokevaoio kot 6to erodidto. H nuepopnvia Anéng etvon n tedevtaio nuéPO ToL UV TOL
ovoQEPETOL EKEL.

duvidooetat og yoyeio (2°C — 8°C).

dvrdcoete T0 PLOAISI0 TNV EEMTEPIKT] GLOKEVAGIN Y10 VO, TPOGTATEVETAL 07T0 TO PMC. [Tap' dAa
avTa, N TpooTacia Tov dtakvuartog Integrilin amd o ewg dev eivar anapaitn KoTd TN YopPYNON.

IIptv T0 (PNOYLOTOCETE, TO TEPLEYOUEVO TOV PLAAIIIOV TPEMEL VOL EAEYYETOL.

Mn xpnowonoteite to Integrilin eqv mapatnproete 61t gppaviCovior copatidle i aToypPOUUTICUOG.

Ka0e aypnoiponointo eapuako HETE T0 Avolyuo TPETEL VO TETIETAL.

Mnv metdte ApROKA GTO VEPO TNG OMOYETELONG 1 6T OKIOKA aroppippata. Potote tov

VOGOKOUELNKO QUPLOKOTOIO GOC Y10, TO TOS VO, TETAEETE TA PAPLLOKE TOV OEV YPNCLOTOLEITE TL0.

6. Iepreydpeva TS GLOKEVAGLAG KOL AOUTEG TANPOPOPiES

Tvepiéyer to Integrilin

- H dpaotikn ovoia givar 1 entipiumarion. Kadbe ml Stohdpatog yio evoopAéfia yyvon mepiéyet
0,75 mg ertipiumotione. ‘Eva ¢laiido tov 100 ml dtodlvpatog yio evoo@AEPia £yyvomn meplEyet
75 Mg entiQumatione.

- Ta dAAa cuotatikd givat £vodpo KiTpikod o0&, VOPoLeidio Tov vatpiov Kot EVEGLIO VIWP.

Epgavion tov Integrilin kol mepreyopeve TG 6V6KEVAGIOG
Integrilin st vpa yio evdoeAéPia £yyvon: eroAidio twv 100 ml, cvokevacio Tov £vog Praidiov.

To dwoyéc, dypopo v Tep€yetal o€ £va YodAvo eloiidio Tov 100 ml, to omoio eivar kKAgGHEVO
pe éva ELooTikd TOUa fOVTVAIOD KO GRPAYICUEVO E KAYO 0AOVULVIOU.

Karoyog Adcrog Kvkhogopiog kot Ilapackevactig

Kdaroyxog Aderog Kukhopopiog

GlaxoSmithKline (Ireland) Limited, 12 Riverwalk, Citywest Business Campus, Dublin 24, Iphoavoia
Iopaockevaotig

GlaxoSmithKline Manufacturing S.P.A., Strada Provinciale Asolana No. 90, San Polo di Torrile
43056, Parma, ItaAio
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I"o omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
omevBuvleite 6TOV TOMIKSO AVTITPOGMOTO TOV KOTAYOL TNG AOEL0G KUKAOPOPLNG.

Belgié/Belgique/Belgien

GlaxoSmithKline Pharmaceuticals s.a./n.v.

Tél/Tel: + 32 (0) 10 85 52 00

Bbuarapus
GlaxoSmithKline (Ireland) Limited
Ten. +359 80018205

Ceska republika
GlaxoSmithKline s.r.o.
Tel: + 420 222 001 111
cz.info@gsk.com

Danmark

GlaxoSmithKline Pharma A/S
TIf: + 4536 3591 00
dk-info@gsk.com

Deutschland

GlaxoSmithKline GmbH & Co. KG
Tel.: + 49 (0)89 36044 8701
produkt.info@gsk.com

Eesti

GlaxoSmithKline (Ireland) Limited
Tel: +372 8002640

E\rada

GlaxoSmithKline Movonpdéownn A.E.B.E.

TnA: +30210 68 82 100

Espaiia
GlaxoSmithKline, S.A.
Tel: + 34 900 202 700
es-ci@gsk.com

France

Laboratoire GlaxoSmithKline
Tel.: +33(0)1 3917 84 44
diam@gsk.com

Hrvatska
GlaxoSmithKline (Ireland) Limited
Tel: +385 800787089

Lietuva
GlaxoSmithKline (Ireland) Limited
Tel: +370 80000334

Luxembourg/Luxemburg
GlaxoSmithKline Pharmaceuticals s.a./n.v.
Belgique/Belgien

Tél/Tel: + 32 (0) 10 8552 00

Magyarorszag
GlaxoSmithKline (Ireland) Limited
Tel.: +36 80088309

Malta
GlaxoSmithKline (Ireland) Limited
Tel: +356 80065004

Nederland
GlaxoSmithKline BV
Tel: +31(0)33 2081100

Norge
GlaxoSmithKline AS
TIf: + 47 22 70 20 00

Osterreich

GlaxoSmithKline Pharma GmbH
Tel: + 43 (0)1 970750
at.info@gsk.com

Polska

GSK Services Sp. z 0.0.
Tel.: + 48 (0)22 576 9000

Portugal

GlaxoSmithKline — Produtos Farmacéuticos, Lda

Tel: + 351 21 412 95 00
FI.PT@gsk.com

Roménia
GlaxoSmithKline (Ireland) Limited
Tel: +40 800672524
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Ireland
GlaxoSmithKline (Ireland) Limited
Tel: + 353 (0)1 4955000

island
Vistor hf.
Simi: + 354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel: + 39 (0)45 7741 111

Kvbmpog
GlaxoSmithKline (Ireland) Limited
TnA: +357 80070017

Latvija
GlaxoSmithKline (Ireland) Limited
Tel: +371 80205045

Slovenija
GlaxoSmithKline (Ireland) Limited
Tel: +386 80688869

Slovenské republika
GlaxoSmithKline (Ireland) Limited
Tel: +421 800500589

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 (0)10 30 30 30

Sverige
GlaxoSmithKline AB
Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

United Kingdom (Northern Ireland)

GlaxoSmithKline (Ireland) Limited
Tel: + 44 (0)800 221441
customercontactuk@gsk.com

To wapdév @OAA0 00N YIOV Yp1ioNS avaOe®P1)ONKE Y10 TEAEVTOIO POPE GTIS

Addeg TNYEG TANPOPOPLOV

Aentopepeic TAnpoopieg yio To paproKko avtd eivar dtabéoipeg 6to diktvakd ToTo Tov Evpmmaikod

Opyoaviopov Goppdkmv: http://www.ema.europa.eu

46



@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Integrilin 2 mg/ml evéeipo drdivpa
EMTIPIUTOTION

AP aOTE TPOGEKTIKA OLOKAN PO TO QVAAO 00N YLDV YP1ONGS TPV UPYIGETE VU YPNCLUOTOLEITE AVTO

T0 QAPROKO, H10TL TEPLAUPPAVEL CNUAEVTIKEG TANPOPOPIES VIO COC.

- dordEte avto To EOALO 0N YDV YpMone. Towg ypelactei va to dofdcete Eava.

- Edv éxete mepautépm amopieg, pOTAGTE TOV YLUTPO 1) TOV VOGOKOUELNKO QOPLAKOTOLO 1] TOV
VOGOKOUO GOG.

- Edv mopatnpnoete kamoto avemBOuntn eVvEPYELD EVIIUEPDOOTE TOV YIATPO 1 TOV VOGOKOUELNKO
QOPUOKOTOLO 1) TOV VOGOKOWO 6aG. AVTO 1oyDeL Kot Y10, kGOe mhovn avemBountn evépyeia mov
OEV aVOPEPETAL GTO TAPOY PUALO 0dNYIOV Ypromng. BAEme mapdypapo 4.

T epréyel 10 Tapév VAL 00N YIOV:

T etvon to Integrilin kou ol givat ) yprion Tov

T npémer va yvopilete mpv cag xopnynei to Integrilin
Io¢ va ypnowonomoste to Integrilin

ITiBavég avemBOUNTEG EVEPYELEC

Iag va purdoacete to Integrilin

[Tepreydueva tng cLOKEVOGING KoL AOUTEG TAT|POPOPIES

oarLONE

1. Th givor o Integrilin kot wowa givan n ypion Tov

To Integrilin givar évag avactoléag g cveodpPELONG TOV aponeTaiimy. Avtd onuaivel 6Tt fondd
oTNV TPOANYN OYNUATIGHOL OpouPwv.

Xpnoiponoteital o€ eVAAMKEG e ekdNAmon cofapnc oTe@oviaiag avenapkelog Tov Kabopiletol cav
avtopata epeaviopevog kot TpOSPATOS BrpaKikds TOVOS e NAEKTPOKAPILOYPAPIKES avmpOAieg 1
Broroyucég petaforés. Zuvnbwg yopnyeiton pe akeTVAOGOAKIALKO 0&D Kot L KAOGLOTOTOMUEVT
nmoapiv.

2. Tvpémer va yvopilete mprv oog yopnyn0Oei to Integrilin

Agv npémer va oag yopnyn0ei to Integrilin:

- o€ MEPIMTO®ON AALEPYIOG OTNV ETTIPLUTOTION ) GE OTOL0ONTOTE GALO GVOTOTIKO CLTOV TOV
Qopudrov (avapEPovTaL 6To TN 6)

- 0€ MEPIMTOOT TTOL ELYUTE TPOGPATI ECOTEPLKN CLULOPPAYIR OO TO GTOUYL GUC, TO EVTIEPD, TNV
0VPOSOYO KOHOTN 1 GAAL OPYOVA, Y10 TAPADELY IO EGV TOPATNPNCOTE UM GUGIOAOYIKT VITapén
aipatog ota KOTPavA cag 1 6T 00pa (£0LPOVHEVOL TOV KOTOUNVIOL KUKAOL) TIG TEAELTOLES
30 nuépeg

- 0€ MEPIMTOON TOL EYOTE AYYELNKO EYKEPAAIKO ENMEIGO10 EVTOG TV TeEAevTaiV 30 NuepdV 1
OTO10ONTOTE OLUOPPAYIKO Oy YELNKO EYKEPUAIKS EMEIGOO10 (€mtiong €V glyate TOTE LOOTEL
AYYELWOKO EYKEPAAIKO €MEIGOO10, PePfarmbeite 0T 0 Bepdnwv 10TpdC Gog TO Yvopilel)

- 0€ MEPIMTOON TOL ElYUTE EVAV OYKO TOV EYKEQPAAOL 1 Hi0l KATAGTAON TOL EXNPEALEL TA
apopopa ayyeio yYOpm amd Tov eyKEPAAO

- 0€ MEPIMTOON TTOL ElYOTE GNUAVTIKN XEPOVPYIKY| ETEUPCT 1| GOPOPO TPOLUATIGUS EVTOG TOV
TeEAEVTAIOV 6 EfSOUAdDV

- o€ mepinT®on mov £xete N elyate apoppaytkd TPoPAN LT

- o€ mepintwon mov &xete N elyate datapay TS TENS Tov aipaTog N YoUnA6 apBpd
LUOTTETAAI®V

- o€ mepinTmon mov £eTe 1 glyate coPapr| vVIEPTAoT (VYNAT aPTNPLOKY| TTiEST)

- o€ MEPIMTOON TOL EXETE N ElYATE GOPUPA VEPPUKH 1| NTOTIKG TPOPAR LT
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- o€ mepintwon mov elyate vwoPAnbei oe Bepaneia pe GAAO APLOKO TNG 1610G KATYOPilag LE TO
Integrilin

[MopakaioVpe vo evUEPDGETE TO YIUTPO GOG EAV ELYOTE KATOLO ad AVTEG TIG Kataotdoels. Edv €yete
KOTOLEC EPOTNOELS POTNGTE TO YIATPO GOG 1] TO VOGOKOUELNKO POPLOKOTOL0 1] TOV VOGOKOLLO.

IMpocsEte Wrntépmg pe to Integrilin:

- To Integrilin cuvictdrat yio yprion pdvo oe EVAMKES VOGOKOUELKOVG oDEVEIC 68 HOVADES
vooneiag tng oteQoviaiog vooov.

- To Integrilin dev mpoopiletar yio yprion o€ mardid 1 epnPovg pkpotepns nAkiog twv 18 etdv.

- Ipw kot kotd ™) ddpketa g Oepomeiog cag pe Integrilin, cav pétpo acedieiag Oo Anebovv
ka1 Oa e€etacTovy deiypato amd To aipo 6og £T01 MOTE VO TEPLOPLGTOVY Ol TOAVOTNTEC Yl
KATO0L U1 OVOUEVOUEVT] oupLoppayial.

- Katd ) didpkera g ypnomng tov Integrilin, Ba eEetaobeite tpooektikd yio omolodnmote
onueio acvviOovg N Un avapevVOIEVNG alpoppoyios.

Alha @éppoxa kor Integrilin

INa va amo@idyete v mBavOTNTO IAANAETOPACE®V e GAAL PApLLaKO, TOPOKOAEIGOE Vo EVLEPDOTE

TOV Y10TPO 1) TOV VOGOKOUELNKO (OPLOKOTOLO 1 TOV VOGOKOWO GO EAV TAIPVETE 1 £(ETE TPOCHATA

whpel | umopel va, ThpeTe AAAO, PAPUAKO, OKOLO KOl GVTA TOV OEV Gag Exovv xopnynOel pe cuvtayn.

Ewdwotepa:

- OVTITINKTIKA aipatog (oo ToL GTOUUTOG AVTUTNKTIKG) 1)

- @apuaka to omoia TpoAaupavouy ™ dnuiovpyio Opoupov, Teptiapfoavouévng g Papeoapivig,
Survp1dapldAng, TIKAOTOIVNG, AKETVAOGAAIKVAIKOD 0£E€0G (EKTOG amd QLT IOV UTOPEL VAL GOLG
£xovv d00sl cov pépog g Bepanciog pe Integrilin).

Kinon kol Oniaocpog

To Integrilin cuvnBwg dev GuvioTdTat Yo yprion Kotd T ddpkela TG eyKvposvvig. Evnuepmote tov
YwiTpd 6o eGv glote £ykvog, eikalete 0Tt umopel va eicbe &ykvoc 1 oyedialete va, 0TOKTHOETE TOLdi.
O y1atpdc oag Ba Quyicel To 0peLOG TPOG £6GG G TPOG TOV KIVOLVO Y1 TO LOPO GOG 6V
YPTCLLOTOGETE TO PAPLOKO KOTA TN SIEPKELN TNG EYKVUOGVVNG.

Edv OnAdlete to popd oag, o ONraouds mpénet va drakomel katd tnv mepiodo g Oepaneiog.

To Integrilin mepiéyer vatpro

- To gdppaxo avtd mepiéyet 13,8 mg varpiov (k0plo cuotatind payelptkod/emTpanélion GAaTog)
o€ kGO praridio 10 ml. Avtd wodvvapel pe 0,69% e CUVIGTOUEVNC UEYIOTNG TLEPTOLOG
TPOGANYNG vOTPiov UE TNV SOTPOPT Yio EVOV EVIALKAL.

3. Ilog va ypnoipomomicete To Integrilin

To Integrilin yopnysitou eviog g eAéBog e am'evbeiog Eveon 1 omoia akolovbeitot amd Eyyvon
(otaydnv ddAvpa). H yopnyodpuevn d6om Paciletol oto copatikd Bapog cag. H cuvietdpevn doon
givar 180 microgram/kg yopnyoduevn og bolus yopriynon (tayeio evéopAéPia £veon), | onoio
axolovbeiton amod £yyvon (otdydnv didlopa) tov 2,0 microgram/kg/Aentod yio €mg kol 72 mpeg. Edv
€YETE VEPPIKT VOGO 1 gyyvouevn doon umopel va peiwbei og 1,0 microgram/kg/Aento.

Edv mpayporomoteiton Awndeppkn Ztepaviaia [apéuPfaocn (PCI) xotd ™ didpketo g Ogpameiog pe
Integrilin, n evéo@A&Pia £yyvon Tov dlaADHOTOG PTOPEL VO GLUVEXLOTEL Yo EmC KO 96 DPEC.

[pénet eniong vo. cag yopnynbovv d06elg aomipivng kot nrapivng (e6v dev avtevoeikvuvTal GTNV
TEPIMTOON GAG).

Edv éxete mep1ocdtepeg EpOTNCELG OYETIKE LLE T YPTOT AVTOV TOV TPOIOVTOG POTNGTE TO YLOTPO GOG
N TOV VOGOKOUELOKO PUPLOKOTOLO 1 TOV VOGOKOLLO.
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4, IMBavéic avemBounTeg evépyereg

Onwg 6ha Ta eAppaKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTEC EVEPYELEG OV
Kol 0V mopovctdlovial 6€ OAOLE TOVE aVOPMOTOVG.

oAb cvyvéc avemBounteg evépyeieg

Avtég umopei vo emnpealovy mepioootepa oro 1 oo 10 drouo

- LUIKPN N LeYAAN aupoppoaryio (Yo Tapddety ol aiplo 6Tto ovpa, aipo oTo KOTpava, EUETOG e
aipo, N apoppoyio Kotd T SLAPKELD XEPOVPYIKDV ETEUPACEDV).

- avaipio (peioon Tov apBpod Tov epudpdv apocealpimy).

2oy véc avemBOUNTES EVEPYELES
Avtég umopet vo, exnpealovy éwg 1 ata 10 drouo
- QAeyLOVY oG eAEPaG.

Oyt ovyvég avemBounteg evépyeleg

Avtég umopet va emnpealovv éwg 1 oro 100 drouo

- peiwon Tov apldpod TV AoTETAAWOY (KOTTOP TOV OILOTOG amapaitnTa Yo TV THEN Tov
aipatog).

- HElmo™ TG PONC TOV HUATOG GTOV EYKEPOAO.

oAb omdviec avemBOuntec evépyeleg

Avtég umopet vo, exnpealovy éwg 1 ara 10.000 arouo.

- coPapn apoppayic (Yo TopEdety Lo, ECOTEPIKT AUOPPAYio TNV KOIMOKN XDPO, GTOV
EYKEPAAO KOl GTOVG TVEVLOVEG).

- Bavatnedpog aoppayic.

- cofopn peimon Tov aplBUod TOV AUOTETAM®VY (KOTTOPO TOV CILLOTOG OTOPUiTNTO Yio TNV TREN
TOV QIMATOG).

- deppotikd eEdvinpa (6nwg kvidwon).

- alevida, cofapn aAiepyikn avtidpaon.

Edv mopoatnpnoete Kamolo onpudadio amd opoppayio, EVNHEPDOTE AUECHOE TOV YIUTPO 1 TOV
VOGOKOUELNKO QUPHIOKOTO0 1| TOV VOookOuo cag. [ToAd ordvia, n apoppayia £xel amoderyfel coPapn
akoun kot potpaio. To HETpa ac@AAELNG TTOL TPETEL VoL ANEOOVY TPOC OTOPLYT TOV YEYOVOTOG Etvat
g€etdoelc aipatog Kot TPooekTIKN €EETAOT 0T TO YLOTPO TOV GOC TAPAKOAOVOEL.

Edv avantoéete cofapn ariepyuc avtidpaon 1 kvid®on, EVNUEPDOTE AUECHS TOV YATPO 1 TOV
VOGOKOUELNKO POPLOKOTOL0 1] TOV VOGOKOLO GOLC.

Alla cvpPapota To omoio propel va cupPovv oe acbeveic ol omoiot £xovv avaykn Oepaneiog avTod
TOV TOIOV TEPAaPdvouy ekeiva To omoio oyeTilovTal LE TNV KOTACTOOT Y10 TV 0T0i0 KOVETE
Oepameia, OTOC TOYLG 1 OKOVOVIGTOG KOpOLakdg puOudc, xaunin mieon tov aipotog, kKotamAnéio 1
KOpSLOKT OVOKOTTY.

Ava@opd avemOOuNTOV EVEPYELDV

Edv mopatnpnoete Kamoto avemiBOunt eVEPYELD, EVILEPDGTE TO YLOTPO, TO VOGOKOUELNKO
(QOPUOKOTOLO 1] TOV/TIV VOGOKOUO GOG. AVTd 1oy0el Kot Yo Kabe mbovn avemBOunTn evépyeio Tov
dev avapépetal 6To TapdV POALO 00N YLDV Yprionc. Mropeite enione va avaeEpete avemiBounTeg
evépyeteg amevbeiog, pEcm Tov €BVIKOD GUOTNUATOG CVAPOPAS TOV avaypapetal 6To [apdpmmua V.
Méow g avagopdg avemBOUNTOV EvepyEl®V pumopeite vo fondnocete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG POPLLAKOV.

5. Mog vo puraccete To Integrilin

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.
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Noa pn ypnotpomoteite avtd 10 PapuraKo petd v nuepopnvia AnéEng (AHEH) mov avageépetot ot
ovokevaoio kot 6to erodidio. H nuepounvia Anéng etvon n tedevtaio nuéPO ToL UV TOL
ovVoQEPETOL EKEL.

duvidooetat og yoyeio (2°C — 8°C).

dvidooete 10 PLOAISI0 6TV EMTEPIKT] GLOKEVAGIN Y10 VO, TPOGTATEVETAL 07T0 TO PMC. [Tap' dAa
avtd, N Tpootacio Tov dtodvporog Integrilin and to ewg dev givar amapaitnTn Katd ™ Yoprynon.

IIptv T0 YPNOYLOTOCETE, TO TEPLEYOUEVO TOV PLAAIIIOV TPETEL VOL EAEYYETOL.

Mn xpnowonoteite to Integrilin eqv mapatnproete 61t gppaviovior copatidle N aroypPOUATICUOG.

Kabe aypnoiponointo edpuako HeTd T0 Avolyuo TPETEL VO TETIETAL.

Mnv metdte @ApROKO GTO VEPO TNG OMOYETELONG 1 OTa OKIOKA amoppippata. Potote tov

VOGOKOUELNKO QUPLOKOTOLO GOC Y10, TO TAOG VO, TETAEETE TA PAPLLOKE TOV OEV YPNCULOTOLEITE TLa.

6. Iepreydpeva TS GLOKEVAGIAG KO AOUTEG TANPOPOPIES

Tvepiéyer to Integrilin

- H dpactikn ovcia eivar 1 entioumation. Kabe ml evésipov drtodlvpatog mepiéyel 2 mg
entigumationgs. Eva groAidio tov 10 ml evésiuov dtaddpatog tepiéyel 20 Mg enTiQUTOTIONG.

- Ta GAha cvototikd givat £vodpo KiTpikd o0&, VOPoLeidio Tov vatpiov Kot EVEGIHO VIWP.

Epgavion tov Integrilin kol mepreyopeve TG 6V6KEVAGIOG
Integrilin evéopo didAvpa: glaridio Twv 10 ml, cuokevacio Tov evoc EraAdiov.

To dwowyéc, dypopo ddhvpa Tepi€yetat o€ £va, YodAvo eloiidlo tov 10 ml, to onoio eivar kAheiopévo
pe €va ELooTikd TOUa BOVTVAIOD KOl GOPAYICUEVO E KOO 0AOVULVIOV.

Kéaroyog Aderog Kvkhogopiog ko Ilapaockevaostiig

Kdaroyog Aderag Kukhopopiog

GlaxoSmithKline (Ireland) Limited, 12 Riverwalk, Citywest Business Campus, Dublin 24, IpAovdio
Iopaockevaotig

GlaxoSmithKline Manufacturing S.P.A., Strada Provinciale Asolana No. 90, San Polo di Torrile
43056, Parma, ItaAio
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I"o omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
omevBuvleite 6TOV TOMIKSO AVTITPOGMOTO TOV KOTAYOL TNG AOEL0G KUKAOPOPLOGC.

Belgié/Belgique/Belgien

GlaxoSmithKline Pharmaceuticals s.a./n.v.

Tél/Tel: + 32 (0) 10 85 52 00

Bbuarapus
GlaxoSmithKline (Ireland) Limited
Ten. +359 80018205

Ceska republika
GlaxoSmithKline s.r.o.
Tel: + 420 222 001 111
cz.info@gsk.com

Danmark

GlaxoSmithKline Pharma A/S
TIf: + 4536 3591 00
dk-info@gsk.com

Deutschland

GlaxoSmithKline GmbH & Co. KG
Tel.: + 49 (0)89 36044 8701
produkt.info@gsk.com

Eesti

GlaxoSmithKline (Ireland) Limited
Tel: +372 8002640

E\rada

GlaxoSmithKline Movonpdéownn A.E.B.E.

TnA: +30210 68 82 100

Espaiia
GlaxoSmithKline, S.A.
Tel: + 34 900 202 700
es-ci@gsk.com

France

Laboratoire GlaxoSmithKline
Tel.: +33(0)1 3917 84 44
diam@gsk.com

Hrvatska
GlaxoSmithKline (Ireland) Limited
Tel: +385 800787089

Lietuva
GlaxoSmithKline (Ireland) Limited
Tel: +370 80000334

Luxembourg/Luxemburg
GlaxoSmithKline Pharmaceuticals s.a./n.v.
Belgique/Belgien

Tél/Tel: + 32 (0) 10 8552 00

Magyarorszag
GlaxoSmithKline (Ireland) Limited
Tel.: +36 80088309

Malta
GlaxoSmithKline (Ireland) Limited
Tel: +356 80065004

Nederland
GlaxoSmithKline BV
Tel: +31(0)33 2081100

Norge
GlaxoSmithKline AS
TIf: + 47 22 70 20 00

Osterreich

GlaxoSmithKline Pharma GmbH
Tel: + 43 (0)1 970750
at.info@gsk.com

Polska

GSK Services Sp. z 0.0.
Tel.: + 48 (0)22 576 9000

Portugal

GlaxoSmithKline — Produtos Farmacéuticos, Lda

Tel: + 351 21 412 95 00
FI.LPT@gsk.com

Roménia
GlaxoSmithKline (Ireland) Limited
Tel: +40 800672524
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Ireland
GlaxoSmithKline (Ireland) Limited
Tel: + 353 (0)1 4955000

island
Vistor hf.
Simi: + 354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel: + 39 (0)45 7741 111

Kvbmpog
GlaxoSmithKline (Ireland) Limited
TnA: +357 80070017

Latvija
GlaxoSmithKline (Ireland) Limited
Tel: +371 80205045

Slovenija
GlaxoSmithKline (Ireland) Limited
Tel: +386 80688869

Slovenské republika
GlaxoSmithKline (Ireland) Limited
Tel: +421 800500589

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 (0)10 30 30 30

Sverige
GlaxoSmithKline AB
Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

United Kingdom (Northern Ireland)

GlaxoSmithKline (Ireland) Limited
Tel: + 44 (0)800 221441
customercontactuk@gsk.com

To wapdv @OAAO 00N YIOV Yp1ioNS avaOe®P1)ONKE Y10 TEAEVTAIO POPE GTIS

Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpoeopieg yio to pappoko avtd eivar dtabéoipeg otov dikTvakd TOTo ToL Evpmraikon

Opyaviopod ®opudkmv: http://www.ema.europa.eu
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