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EnioTnHovikda nopiocgarda, Aoyol yid TnV Tponoinoinon Twv Opwv TV addeimv
KUKAOQOpiag kal AENTOMEPNG AITIOAOYNON (WETIKA HE TOUG ENICTNHOVIKOUG
Aoyoucg anokAiong anod Tn ¢uoTtaon TnGg PRAC



EnioTnHoOVIKG nopiogaTa kail AENTOMEPNG AITIOAOYNOT OXETIKA HE TOUG
€NIOCTNHOVIKOUG AOyouG anokAiong ano Tn ocuotaon TnG PRAC

1 — Fevikn NePIAnYnN TNG eNioTNHOVIKAG a§ioAdynong Tng PRAC

To ouoTnua pevivng-ayyeiotevaivng (RAS) eival éva oppovikd cuoTnua nou pubpilel TNV apTnpiakn
nieon kal To 100lUylo peuoTwV. H enidpacn Twv napayovTwv oTto cuoTnua RAS cuvioTaTal oTnv
avaoToAn 31a@opwy oTadinwv TOU CUCTAKATOG PEVIVNG-AYYEIOTEVOIVNG KAl OTN HEIWON TNG apTNpPIaKnG
nieong, n € xpnon Toug oTn Bepansia TNG UNEPTAONG KAl TWV €NINAOKWV auTng (nepIAapgBavouevou,
METAEU AAAWV, TOU 0EEOC ENPPAYHATOC TOU Huokapdiou, TNG CUK@OPNTIKAG KapdIaknG avendpKelac Kal
TNG XPOVIAG VEPPIKNG VOoOU) evdeikvuTal 0€ NOAAEG 1I0XUOUTEG KATEUBUVTNPIEG YPANMEG KAIVIKAG
NMPAKTIKAG. ZTOUG NAPAYOVTEG Nou ennpealouv To oUoTNUA RAS nepIAauBAavovTadl ol avaoToAEC TOU
MeTaTpenTikoU evlUpou TG ayyelotacivng (avacToAeic ACE) onwg n deAanpiAn, n evaAaiipiAn, n
CoevonpiAn, n 1idanpiAn, n kantonpiAn, n KivanpiAn, n AloivonpiAn, n pog&inpiAn, n unevalenpiin, n
nepivdonpiAn, n papinpiAn, n aiAanpadiAn, n onipanpiAn, n TpavroAanpiAn kai n Geaivonpiin, ol
anokKA&IoTEG TWV UNodoXEwV TNG ayyelotacivng (ARB) onwc n aliAcapTtavn, n BaAcapTtavn, n
enpocapTavn, n IpBecapTavn, n KAvreoapTavn, n AocapTtavn, n OAJECAPTEVI| KAl N TEAYICApTAavn,
Kabwg Kal ol APecol avaoToAEig TNG PevivNg, ONWG N alloKIpEvn.

H évvola Tou dINAoU anokA&IoPoU TOU CUOTAHATOG RAS UECW OUVOUAUHEVNG XPNOoNG diagopwV
napayovTwv dpmvTwy 0To cUoTnPa RAS avantuxOnke oTa TEAN 71¢ dekasTiag Tou 1990 Baocel
neipapaTikoU JovTEAOU oTnpIfOMEVOU OTNV UNOBean OTI n ouvduaouevn Xpnon ARB, avacToAéa ACE R
aAloKIpEVNG UNOPEi va odnynoel o NANPECTEPO ANOKAEIONA TOU CUCTHAHATOG RAS, YEYOVOG TO 0Moio
HeTa@paletal og KAAUTEPO EAEYXO TNG APTNPIAKNG NiEGNE Kal 0€ BEATIWHEVA VEQPONPOOTATEUTIKA KAl
KapdIoNpoOTATEUTIKA AnNOTEAEOUATA. QOTOCO0, TA TEAcuTaia £Tn avékuypav vea dedopEva Ta onoia nysipav
AUQPIBOAIEG OXETIKA HE TNV ANOTEAECUATIKOTNTA, KADWC KAl AVNOUXIEG OXETIKA KE TNV aoPAAgla TNG
Bepanciag diNAoU anokAgIoPoU TOU CUCTANATES RAS MECW OUVOUAOHEVNG XPHoNnNG avaoToAéwyv ACE, ARB
1 aAiokipévng. EidikoTEPA, n dnuooisuon TnS HeTa-avaiuong Twv Makani et al' otnv onoia peteixav
nepioodTepol ano 68.000 aoBeveig NyeIps AdvNOUXIEG OXETIKA HE TO YEYOVOG OTI I OUVOUACHEVN XPNoN
J1aMopwWV NApayovTwv dpwVTWV OTC auoTnUa RAS evOEXETAl va OXETICETAI JE AUENHEVO KivOUVO
unepkaAiaigiag, unoTaong Kal VEQPIKNAG avendpkelag, g oUyKpIion PE TN XPHon HENOVWHEVOU napdyovTa
dpwvTOG 0TO oUOTNUA RAS. EminAgov, n HeTa-availuon Twv dedopévwy UNESEIEE OTI N XpNon NOAAANA®V
napayovTwv dpmVTwV 0To JUCTNHA RAS evDOEXOUEVWG VA PNV €ival Mo eNw@EANG anod o,TI N Xprnon
HEHOVWHEVOU NAPAYOVIC 0TN MEIWON TNG CUVOAIKAG BvNoInoTNTac. Emonuaiveral 6T n Emtponn
dappdkwv yia AvBpavn XpRon (CHMP) sixe AdN enavegetdosl?, duvayel Tou apdpou 20 Tou
kavoviopou (EK) api9. 726/2004, Ta npoidvTa nou NePIEXOUV AAIOKIPEVN, KATAANYOVTAG OTO CUMNEPACHA
OTI Ta ev AOYW,poidvTa npenel va avrevdeikvuvTal og aogbeveic nou ndoxouv and cakxapwdn d1aBATN N
METPIO WG coBapn veppikn duaAsiToupyia ol onoiol AauBavouv avaotoAeic ACE i ARB.AauBavovTag
unown T¢ véa dlaBeaipa dedopéva ano TNV enioTnPoVvIKn BIBAloypagia kKal dedoPEVNG TG 0oBapoTNTAG
TwV JiGHIOTWOEICWY AvNOUXIOV OXETIKA PE TNV dopdAeia, oTic 17 AnpiAiou 2013 o opyaviouog
PGaprakwv Tng ITahiag (AIFA) anogaocioe va kivioel diadikacia enavegeraong duvapel Tou apbpou 31
Tn¢ 0dnyiag 2001/83/EK Tou ZupBouAiou, napangéunovrag To {NTnUa otnv Enirponn
dapuakosnaypunvnong-AgioAoynong Kivdouvou (PRAC) kal KAAWVTAG TNV va ekdWOEl oUOTACN OXETIKA
ME TN oxE€aon oPEéAoUG-KIVOUVOU TNng Bepaneiag dinAoU anokAgIopoU Tou cuoTnuaTog RAS péow
ouvduaaopévng xpnong avactoréwv ACE, ARB 1] aAIOKIpEvNG Kal va JIEPEUVNOEI TNV avaykn ARwng

! Makani H, Bangalore S, Desouza KA, Shah A, Messerli FH. Efficacy and safety of dual blockade of the renin-
angiotensin system: meta-analysis of randomized trials. BMJ. 2013 Jan 28;346:f360. doi: 10.1136/bmj.f360.

2 European Medicines Agency recommends new contraindications and warnings for aliskiren-containing medicines,
17/02/2012,

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2012/02/news_detail 001446.jsp&mid=WC
0b01ac058004d5c1



http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2012/02/news_detail_001446.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2012/02/news_detail_001446.jsp&mid=WC0b01ac058004d5c1

KAVOVIOTIK®WV HETPWV 00OV apopd TIG AJEIEG KUKAOPOPIAG TwV NPoidVTWY Nou anoTEAECAV AVTIKEIPEVO
€€ETAONG 0TO NMAdiolo TG ev Adyw diadikaaiag.

H PRAC €&£Taoe To oUVOAO TwV JIABECINWY DEDOUEVWY, HETAEU TWV OMNoiwV, KAIVIKEC DOKIMEG, META-
avaAuoeig kal dnPoCIEVUTEIC, TIC anavThoelG Nou unoBARBNKav anod Toug KaToXoug TwWV adei®mV
KukAo@opiag (KAK), kaBwg kal Tnv €kBeoN TNG EMNICTNHOVIKNG OUMBOUAEUTIKAG ouadag yia
kapdiayyeiakd {ntrApaTa (SAG CVS). H PRAC d1aTUnwaoe Tn yvoun OTI UNAPXEl ONPAvTIKOG apiBuoc
anodei&ewv ano PEYAAEG KAIVIKEG OOKIMEG Kal JETA-avaAUoEIG nou kaTtadeikvUouv We BeBaloTnta OTI n
Bepaneia diINAoU anokAgIopgoU Tou ouaTnuaTog RAS péow ouvOuaopEvNnG XpHong avaoToAéwv ACE, ARB
1 aAloKIpEVNG OXETICETAl HE QUENMEVO KivOUVO avenBUUNTWV CUPBAVTWV, NEPIAAPNBAVOUEVNG TNG
undTaong, TNG unepkaAlaigiag Kal TnG VEQPIKNG avendpkeiag, o auykplon e povobepaneia, 10iwg ce
aoBeveic pe diaBnTIKA vepponabdeia. To yeyovog auTo eyeipel 101aiTepn avnouxia, dedopévou OTi ol
OUYKPIMEVOI aoBeveic kaBwg Kal ol aoBeveic Ye VEQPIKN OUOAEIToUupyia €ival ndn 101AITEPWC EMPPENEIC
oTnv unepkaAiaiyia.

H PRAC £kpive OTI Ta diaB£oiya dedopEVa aNOTEAECHATIKOTNTAC UNOdEIKVUOUV OTI N, Aepansia dinAou
anokA&glopoU Tou ouoTrnaTog RAS dev napéxel onUavTiko 0QPEAOG OToV YeVIKO NnAnBuoud, napda Tnv
Unapé&n dedopévwy Nou KaTadelkvUouy OTI OPICHEVEC EMIAEYUEVEG UNOONAdEC aaBevmy Unopolv va
enw@EeAnBoUv and Tnv ev Adyw Bepaneia. EIdIKOTEPA, APKETEG DOKIYEG O GaNeVEIG Nou Ndoxouv ano
kapdiakn avenapkela katedei€av OTI n npoabnkn deUTepou napayovTta SGWVTOG 0TO ouoTnua RAS
Hnopei va odnynaoel o€ PEiWan TV NEPINTWOEWY EI0AYWYNG A0BEVWY GTO VOOOKOHEIO AOYWw KapdIakng
AaVENAPKEIAG, YEYOVOG TO onoio BewpeiTal KAIVIKG onuavTiko TEAIKS onueio. Zuvenwg, n PRAC kaTéAnge
OTO cupnEpacpa OTI n Bepaneia SINAoU anokAgIoPoU Tou gucTrLiaTog RAS dev npénel va xpnolgonolegiTal
O£ TaKTIKN Bacon yia Tn Bepansia TnNC kapdIakng avendpkelag Kal Ogv ouvIoTATAl OTOV YEVIKO NAnBuUouo,
napOAo Nou eVvOEXETAI va ival eNW@PEANC Yia OPICUEVOUG GOoBEVEIC 01 oMnoiol €iTe Nnapapévouv
CUMNTWHATIKOI KaTa Tn AN TnG JovoBepaneiag €ite 3<v pnopouv va KatapUyouv Ot eVAAAAKTIKEG
Bepaneieg, nepiAappavopevwy Twv Mbavov acbevav e diaBnTikn veppondabeia. H Bepaneia npénel va
npayuyaTonolgiTal unod Tnv eniBAewn €EeIDIKEULEVOU YIATPOU, anaiTeiTal de guyvr OTEVA napakoAouBnaon
TNG VEQPIKNG AEIToUpyiag, TwV NAEKTPOAUTRV KAl TNG ApTNPIAKNAG Nigonc.

H PRAC £kpive OTI Ta oUVOAIKA diaBEaiya 0edopéva unodnAwvouv oa®wg OTI Ol AVNOUXIEG Nou
d1aTUN®WONKAV OXETIKA PE TNV AOPAAZIa KAl TNV EAAEIPN ANOTEAECHATIKOTNTAG aPopoUV EMdPATEIG
XAPAKTNPIOTIKEG TNG CUYKEKPIKEVNG KATNyopiag Kal, wg ek ToUTou, dIaTUNWOE TN YVOKN OTI Ta
nopiopaTa TNG eNavegETaonGicXUoUV Yia OAEG TIC DPACTIKEG OUCIEG NOU ANOTEAECAV AVTIKEIMEVO
€€éTaong oTo nAaicio Tng ev. Aoyw diadikaaciag.

H PRAC diaTtunwaoe TRv-anown OTI 0l avnouyXieg nou ek@pdaoTnkav kata Tn didpkeia Tng diadikaaoiag
OXETIKA HE TNV a0PGAZIa Kal TNV EAAEIYN ANOTEAECHATIKOTNTAG TNG Bepaneiag dinAoU anokAgiopoU Tou
ouoTnUaTog RAS unopoUv va avTIHeTwnioBoUv ENApKWG KME TNV TPOMOMNoinan TwV NANPOQPOpPIWV TOU
NPOoIOVTOG, XWPIG TNV avaykn ANWNG eNiNpocOETwY HETPWV EAAXIOTOMNOINONG TOU KIVOUVOU. SUVEN®G, N
PRAC KOT£ANEE OTO CUMNEPATHA OTI Ol NANPOPOPIEC NPOIOVTOC OAWV TWV NAPAYOVTWV dpWVTWV GTO
ouoTnua RAS npénel va avaBewpnBolv waoTe va avTikatonTpifouv Toug d1anioTwBEVTEG KIVOUVOUC Kal
vo-napEXouv kabodrynon og ouvTayoypagoug Kal acBeveic. MpooTédnke npogidonoinon NPoKeIYEVOU va
cnignuaveei 6T n Bgpaneia diNAoU anokAEICPOU TOU CUCTHMATOC RAS HEGW OUVOUACHEVNG XPNONG
avaoToAéwv ACE, ARB 1] aAloKIpEvng avTevdeikvuTal Kal 0TI, EpOgov KpIBei anoAUTWG avaykaia, npenel
va npaypaTonolgital govo uno Tnv eniBAswn €e1dikeupyevou yiaTpoU Ye napdAAnAn cuxvn oTevn
napakoAoUBnaon TNG VEPPIKAC AEITOUpyiag, TwV NAEKTPOAUT®OV Kal TNC ApTNPIAKAG nieong. Q0To600, N
PRAC, Baocsl Twv dedopevwy and T ueAETeG ONTARGET? kal VA NEPHRON-D*, unédsiEe capmg Ot ol
avaoToAeig ACE kal ol ARB dev npenel va xopnyouvTal TauTdoxpova o€ aoBeveig pe diaBnTikn

3 ONgoing Telmisartan Alone and in Combination with Ramipril Global Endpoint Trial
4 Veterans Affairs Nephropathy in Diabetes



vepponaBeia. H PRAC diatunwaoe gniong Tn yv@un OTI n avTévoel€n, Baoel Twv dedOPEVWY TNG HEAETNG
ALTITUDE® OX£TIKA WE TNV TAUTOXPOVN Xoprynon avacToAéwv ACE ) ARB kal NpoiovTwv nNou NEPIEXOUV
aAloKIpgvn o€ agBeveic Je oakxapwdn dIaBNTN f YE VEQPIKN duoAsiToupyia (pubudC oNEIpaPaTIKNG
dindnong (GFR) < 60 ml/min/1,73 m?), emBeBaikOnke Pe Ta NPOCBeTa dedopéva NoU NPoEKUYaAv and
Tnv enave€értaon, kKabwg kal OTI NPENEl va NpoaTedei oTIG NANPOPOpPIEC TOU NpoidvVTOoG yia Toug ARB kal
Toucg avaoToAeic ACE. MNa Ta npoidvTa nou NePIEXOUV KAVTECAPTAVN Kal BaAoapTtdavn, Ta onoia givai
€NioNG EYKEKPIYNEVA Yia Tn Bepaneia Tng kapdIakng avendapKeldag, CUNPWVNAONKE N Npoodnkn
NANPOQOPIWV OTIC oMnoieg Ba ava@épetal OTI n Bepaneia dINAoU anokKAEIOPOU TOU CUOTHKHATOG RAS pEow
ouvdudaopévng Xpnong avactohéa ACE pnopei va w@eAnoel opiohévouc aoBeveic ol onoiol dev PnopoUv
va AaBouv AGAAec Bepaneieg yia Tnv KapdIakr avendapkeld, uno Tov 0po OTI N Bepansia NpayuaTonoleital
unod TNV eniBAewn eEeISIKEUPEVOU YIATPOU HE NAPAAANAN CUXVN OTEVR NApakoAouBnaon TNG VEPPIXNG
A&IToupyiag, Twv NAEKTPOAUTWV Kal TNG apTnPIakKnG nieong.

5 Aliskiren Trial in Type 2 Diabetes Using Cardiorenal Endpoints



FevikO cupnépacpua

H PRAC ane@aven OTI n ox€on opEAOUG-KIVOUVOU TWV NApayovTwyv nou dpouv oTo ouoTnua RAS
napapével BeTIKN, akOUa Kal oTo NAaiolo Tng Bepaneiag dinAoU anokA&iopyoU Tou cuoTnuaTog RAS, unod
TNV EMPUAAEN TNG ouPPwvnBeioag avabewpnong TwV NANPOPOPINY TOU MPOidVTOC.

Adyol yia Tn diatunwon ocuotaong ano Tnv PRAC

EkTip@VTAg OTI

n PRAC eEétaoe Tn diadikacia duvapel Tou apbpou 31 Tng Odnyiag 2001/83/EK nou kivnoe n ITaAia
KATomyv TwV VEwV OeS0UEVWV NOU AVEKUWAV OXETIKA PE TNV ANOTEAECUATIKOTNTA KAl TNV ao@GAEIa
TnG Bepaneiag diNAoU anokA&IoPoU ToOU oUuOTAHATOG RAS HEow OUVOUAOPEVNG XPHONG AVAGTOAEWY
ACE, anokAgioT®Vv unodoxewv ayyelotaoivng II fj aAiokip€évng, NPOKEINEVOU va anoPaagiogsl eav
unapxel avaykn AQWnG KavovioTIK®V HETPWVY 0G0V apopd TIG AdEIEC KUKAOQOPIag TV NpoiovTwyY
nou anoTéAecav avTikeiyevo €EETaong oTo NAaigio Tng ev Aoyw diadikaciag

n PRAC €E£Taoe To oUVOAO TwV J1aB£0INwWY SESOUEVWY, NEPIANAUPBAVOUEVWV KAIVIKWOV JOKIH®V, HETA-
avaAloswyv, dNUOCIEUCEWY, TWV ANAVTHOEWY Nou unoBARGnKav ano Touc Katdxoug TwV adeiwv
kKukAo@opiag (KAK), kaBwg Kal TG EKBECNG TNG ENICTNHOVIKNG CUMBOUAEUTIKAC opdadag yia
kapdiayyelakd {nTrApaTa

n PRAC d1aTUNwoe TN YVWHN OTI UNdpXel onUavTikog apiBpoc-anodeifewy, 10iwe ano TIG OOKIHEG
ONTARGET, ALTITUDE kair VA NEPHRON-D, ol onoieg kaTadeikvuouv We BeBaiotnta oTi n Bepaneia
dINAoU anokA&gIopoU Tou ouaTHHATOG RAS HEOW GUVBUCALEVNG XPNONG avacToAéwv ACE,
AnoKAEIOTOV UNodoxEwV ayyeloTaaoivng II fj aAiokipEvng oXeTieTal Je au&nuévo Kivduvo
avenBupunNTwV cuPBAvVTWY, NEPIAAPBAvVOPEVNG TNE BNOTACNG, TNG UNEPKAAIAINIAG KAl TNG VEPPIKNG
avenapkelag, os oUykpion PE Tn PJovoBepaneia

n PRAC gkpive 0TI Ta d1aBEoiya dedoPEVA GNOTEAECUATIKOTNTAC UNOJEIKVUOUV OTI N Bepansia dinAou
anokAgIoPoU TOU CUOTNHATOC RAS dev-napeEXEl onUAavTiKo OPEAOG OTOV YEVIKO NANBUoNO, NnapoAo
Mou YIa OPIOPEVEG UNMOOKADdEC aoBeviyv EVOEXETAI va €ival ENWPEANG, UNo Tov O0po OTI
npayparonolgital uno Tnv enipAsiun €EeIdIKEUPEVOU YIATPOU WE NAPAAANAN CUXVI OTEVN
napakoAoUBnaon TNG VEPPIKAC AEITOUPYIAG, TWV NAEKTPOAUTOV Kal TNG ApTNPIAKAG Nieong

n PRAC diatunwaoe Tnv anown OTI 0l avnoUXIEC NoU EKPPACTNKAV OXETIKA ME TNV AOPAAEId KAl TV
EAEIYPN NPOCOETNC.ANOTEAECHATIKOTNTAG TNG Bepaneiag dinAoU anokAgIohoU Tou ouoTruaTog RAS
a@opouv enIdpAaceic XapakTNPIOTIKEG TNG CUYKEKPIPEVNC KaTnyopiag kai OTl, wg €K ToUTOU, Ta
nopiopaTta Tngenave&éTaong 1oxUouV yia OAEG TIG OPACTIKEG OUCIEG NMOU ANMOTEAECAV AVTIKEIUEVO
€€£Taong oTo nAdiolo TngG ev Adyw diadikaaiag

n PRAC Giatunwoe Tnv anown OTI 0l avnOUXIEG NoU EKPPACTNKAV OXETIKA ME TNV AOPAAEId KAl TV
EAAEIYN aNOTEAEOPATIKOTNTAC TNG Bepaneiag dinAoU anokAsiopgoU Tou ouoTnuatog RAS pnopoUv va
QUTIIETWNIOBOUV ENAPKW®G UE TNV TPOMOMOINGN TWV NANPOPOPIW®V TOU MNPOIOVTOG, XWPIC TNV avaykn
ANWNG eniNpOoBeTWY PETPWVY €AAXIOTONOINONG TOU KIVOUVOU.

KaTa ouvéneia, n PRAC kaTéAn&e oTo oupnépacua OTI N oXECN 0PEAOUG-KIVOUVOU TwV Napayoviwv
dpwvTwV oTo cUoTnua RAS napapével BeTIKN, und Tov 0po TNG avabewpnong Twv NANPOPOPINY TOU
NpoidvVTOC WOTE va annxoUv TIC avnouxieg nou oxeTiovTal Je TN Bepansia diNAoU anokA&IouoU Tou
ouoTnuaTog RAS. 'Yotepa and €Eétaon Tou {nTrpaTog, n PRAC eionyndnke Tnv Tpononoinon Twv adeinv
KUKAOQoOpiag Twv napayovtwy dpwvTwyv oTo ouoTnua RAS.



2 — AenToPEPNG AITIOAOYNON OXETIKA HE TOUG ENICTNHOVIKOUG AOYyouG anokAiong ano
Tn ovoTaon TnG PRAC

H CHMP, apoU €€£Taoe Tn ouoTaon TnG PRAC, CUH@Q®VNOE KE TA YEVIKA ENIOTAPOVIKA Nopiouara Kal
TOUG AOYOoUG d1aTUNWOoNG TwWV CUCTACEWY. Q0TO600, N CHMP €kpive OTI anaiTouvTal EAACCOVEG NPOOBETEG
aAAayéc otn diaTuUNWOoN TNG NEPIANWNG TWV XApAKTNPIOTIKWV TOU NpoidvToc. MpayuaTtonoifénkav
aAAayég otnv €voelEn TN kapdIakng avendpkelag, oTnv napdypa®o 4.4, yia Ta npoidvTa nou nepIEXOUV
KavTeEoapTavn, kKabwg kal aTic napaypdgoucg 4.2 kai 4.4 yia Ta NpoiovTa nou nepiéxouv BaloapTtavn, He
OTOXO TNV NEPAITEPW EVAPHOVION TNG dIaTUNWONG yia TiIG dUo ouaiec. EmnAgov, npayuyaTonoiénkav
d1apopeg TUNOYPAPIKEG B10pOWOEIC Kal aAAaYEG OTO NAAICIO MOIOTIKOU EAEYXOU TWV EYYPAPWV.
EidikoTepa, ol avTevdeifelg nou ouveaTnos n PRAC diaypa®nkav ano Tnv napaypago 5.1 (o6nou
npoTaenkav) kai ano Tnv napaypago 4.4 yia Tnv aAlokipévn d10TI KpiBnkav NePITTEG apou eixav non
nepIAn@Oei aTnv napaypago 4.3. AvTioTOIXeG aAAayEG €yivav, KATA NeEPINTWON, OTIG €Ni TOU MdpdvTog
EYKEKPIPEVEG NANPOPOPIEC TOU NPOIidVTOC.

N'vopn Tng CHMP

H CHMP, AapBavovTtag undyn Tn oloTaon TnG PRAC, CUN(QWVNCE PE TA YEVIKA ENICTNUOVIKA NopiopaTa
TNG TeAeuTaiag kai dIaTUNWOE TN YVWHN OTI ol AdEIEC KUKAOPOPIAG TwV. apayovT®wy nou dpouv aTo
ouoTnua RAS npénel va Tpononoindoulv.
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