MNapaptnua II
EnmioTnoVIika nopiocgara kai Aoyol yid TV Tpononoinon Tmv 0pwv TwvV

adeiwv KUKAOPOpPIag kal AENTOHEPNG AITIOAOYNON TOV AdNOKAICE®WV ano Tn
ouoTtaon Tng PRAC

290



EnioTnpoVviKaA nopiogara kai airioAéynon

H Enitponn ®apudkwv yia Avepwnivn Xpnon (CHMP) €&€€Taoe TNV KATwTEPW oUATAON TNG EMITponnig
dappakoenaypunvnong-AgioAdynong Kivoivou (PRAC) Tng 10ng OkTwBpiou 2013 OXETIKA HE
ouvdudopéva OpHOVIKA avTICUAANMTIKA NMOU NEPIEXOUV XAWPHAdIVOVN, DECOYECTPEAN, DIEVOYEDTN,
OpOCNIPEVOVN, ETOVOYEDTPEAN, YEOTOOEVN, VOPEAYECTPOWIVN, VOPYEDTIUATN | VOUEYEDTPOAN.

1 — Fevikn nepiAnYn TNG ENICTRHOVIKAG agioAdynong

Ta QApUAKEUTIKA NPOIOVTA NoU NEPIEXOUV XAWPHadivovn, OecoyeoTpeAn, dIEvoyEaTn, dpPOOnIpeEVOVN,
ETOVOYEOQTPEAN, YEOTODEVN, VOPEAYECTPOMIVN, VOPYEDTIUATN ) VOUEYESTPOAN £xouv AaBel adeia
KukAogopiag otnv Eupwnaikn ‘Evwon wg ouvduaoueva oppovikd avTiguAAnnTika (CHC). Ta @dppaka
auTtda ouvdualovTal he diapopeg dOosIg aiBivuloioTpadioAng (EE) i oioTpadidoAng (E2).

Tov ®eBpoudpio Tou 2013, 0 opyaviopog apudkwyv TnG FaAAiag (ANSM) kivnoe diadikacia napanopunng
Bdoel Tou dpBpou 31 Tng odnyiag 2001/83/EK 31611, Adyw Tou augnuévou Kivduvou BpopRoeUBOANG
(TE), n ox€on oPEAOUC-KIVOUVOU TWV OUYKEKPINEVWV CUVOUACGHEVWV OPHOVIK®OV AVTICUAANNTIKWV dev
nTav nAgov BETIKN YIA TNV EYKEKPIYEVN EVOEIEN TNG avTICUAANWNG. KaTd ouveEnela, KpiBnke okoniun,
npog To CUPPEPOV TNG 'Evwaong, n napanounn Tou {ntrpatog otnv PRAC. Ano Tnv PRAC {nTrénke va
€lonynOsei kKaTa ndéoov Npenel va neplopioTei N EvOEIEN TwV PAPHAKEUTIKMOV NPOIdVTWY Mou MePIEXOUV
XAWPUadivovn, decoyeaTpEAn, DIEVOYEDTN, DPOCTIPEVOVH, ETOVOYECGTPEAN, YEOTODEVN,
VOPEAYECTPOUIVN, VOPYESTINATN ] VOUEYESTPOAN O cUVOUACNO LE o10Tpoyovo (aiBivuhoioTpadioAn i
oloTpadioAn) n va AneBouv dAAa kavovioTika YETPA.

H PRAC €&taoe 0Aa Ta diaBeaipa dedopéva anod KAIVIKEG HEAETEG, (PAPUAKOENMIONUIOAOYIKEG HEANETEG, TN
dnuoaoieupévn BiBAloypagia, Tn @Acn nou €neral TNG Xoprynong adeiag KukAogpopiag,
nePINAUBAVOUEVWY TWV ANAVTACEWY NMOU UNOBANBNKAv and ToUG KATOXOUG TWV AdEINV KUKAOPOpPIag
(KAK) ypanTwg kal oTo NAQiclo Npo@opIikwV €ENYNOEWY, KaBwG Kail TIG andyelg nou diatunwdnkav kaTtd
Tn d1apKela TNG ouvedpiaong piag ad-hoc opadag EPNEIPOYVWHOVWY OXETIKA HE TNV ANOTEAECHATIKOTNTA
Kal TNV ao@AaA&ia TwV GUVOUAOHEVWY OPHOVIK®V AVTICUAANMTIKWYV, 1I0iWG O OXEON KE TOV KivOUVo
8popBoeUBOANG.

Ta BpouBoePBOAIKA enelcOdia anoTeAoUV avenBuunTa GUPBAVTA Nou NapaTnpoUVTdl ouXvda OTIC PAEBEC
TwVv Nodiwv (ev Tw Badel PAePIkn BpouBwaon, EGO). Eav dev diayvwodei BpouBwon kal dev xopnynoOei
Bepaneia, i €dv n BpouBwaon dev NPOKAAECEl avayvwPioIua CUPNTOPATA, 0 BpOUBOC pnopsi va
METaKIVNOEi Npog Ta enavw, oTov nveUpova (MVEUHOVIKN EMBOAN) 1 OTOV eYKEPAAO (EyKEPAAIKN
€UBOAR). Ynapxel mBavoTnTa Aaveaouévng didyvwaong Kadwe n OpouBoeUBoAn ekdNA®VETal e dIAXUTA
CUMNTWHATA Kal anoTeAei onavio cupBav yia NANBUCHOUG UYIOV VEAPW®V YUVAIK®V. ZUVOAIKA, Ta PAERIKA
BpopBosUBOAIKA €neigddia pnopolv va anoBouv poipaia o1o 1-2% TwV NEPINTOOEWY. STOUC YVWOTOUG
napAayovTeg KIvOUVOU Yia Tn QAEBRIKT BpouBoeuBoAn nepIAauBavovTal To I0TOPIKO PAEBIKNAG
BpouBogUPBOANG, N EyKUPOCUVN, KAMOIOG TPAUKATIONOG, WIa XEIPOUPYIKN enéupfacn, n akivnoia (n.x. YHeTa
and XEIpoupyikn enéuBaocn n Kata Tn didpkeia NoAUWPWV NTACEWV), N NAxuodpkia kal To kanvioua (ATol
OAa Ta XapakTnPIOTIKA TWV NPOoBpoPBOTIKWV KATAOTACEWV). ENioNg, unapxouVv OpIOHEVEG KANPOVOMIKEG
BpouBo@IAikeG BAGBEG nou au&avouv Tov Kiviuvo. Qg €k TOUTOU, GTIG MANPOPOPIEG TWV XAPAKTNPIOTIKWOV
TOU MpPOoiOVTOC OUVIOTATAl VA EAEYXETAI TO ATOMIKO KAl OIKOYEVEIAKO 10TOPIKO PAEBIKNC BPOUBOEUBOANC
npiv and Tn ouvtayoypa®non GAapPakeUuTIKOV NPoidvVTwY Nou NePIEXOUV oUVOUATHEVA OPHOVIKA
avTIoUAANNTIKA.

O kivduvog Kal ol ENINAOKEC TNG PAEBIKNAC BpouBoeUBOANC (ev Tw BaABel PABIKI BpOUBwWON, NMVEUHOVIKN
€MPBOAN) YIa TOUG XPROTEG TWV dIAPOPWV GUVOUACUEVWY OPHOVIKWV AVTICUAANNTIKOV €XoUv agloAoynBei
o€ NOAAEG MEAETEC. STO NAaiolo TNG Nnapouaoag enaveEETaong eniBeBaimBnkKe n nponyoUpevn dianioTwon,
OTI dnAadn o KIVOUVOG PAEBIKNG BpOoUBOEUBOANC NOU EVEXOUV TA OUVOUACHEVA OPHOVIKA
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avTIOUAANNTIKA Ta onoia NepIEXOUV XapnAn nocoTnTa aibivuAoiaTpadioAng (<50ug) eival pikpdg, OHWG
METAEU TWV NEPICCOTEPWY NPOIOVTWY NapaTnpndnkav d1agopeg aTov Kivduvo BpouBoeUBoOAnG, avaioya
ME ToVv TUMNO NpoyeoTayovou nou nepisixav. Baoel Tou ouvolou Twv d1aBéoipwy dedopévwy, n PRAC
KaTéEANEE oTo oupnépacpa OTl 0 Kivduvog PAERIKNG BpouBoeuBoAng dev eival idlog ue OAa Ta npoidvTa,
gival de xaunAOTEPOG e NPOIOVTA NOU MEPIEXOUV Ta NpoyeoTayova AeBovopyeaTpEAN, vopediaTeEPOVN
Kdl VOPYECTINATN. Ma opiopéva npoidvta (xAwppadivovn, OIEVOYEDTN, VOUEYEOTPOAN), Ta diaBEaiua
dedopéva dev enapkolV yia ToOV NPoadIopIoHO Tou KIVOUVOU O gUYKPIoN KE ToV KivOUVO MoU gVEXOUV Ta
npoiovTa xaunAdtepou Kivouvou. O kiviuvog TG xAwppadivovng Ba diepeuvnBei HECW PETEYKPITIKNAG
HEAETNC aopdaAsiag n onoia 6a avaAuBei aTn cuvexela. O1 HEAETEG yia TN JIEVOYEDTN KAl TN
VOMEYEOTPOAN BpiokovTal eni Tou NapovTog o eEEAIEN Kal Ta anoTeAECPATA Toug B6a unoBAnBouv o6Tav
gival diabéoipa.

O kivduvog QAeBIKNG BpoPBOEUBOANG NOU EVEXOUV TA OUVOUACHEVA OPHOVIKA AVTIOUAANNTIKA Ola@EpE!
META&U Twv NpoiovTwy avaloya e To €idog NpoyeaTayovou nou nepiExouv. Kartoniv eE€Ttaong OAwv Twv
d1abeaipwyv dedopévwy, n PRAC kaTeAnEe oTo ouunépaopa OTi:

e H eKkTIMOMEVN OUXVOTNTA EPPAvVIONG KIVOUVOU gival XaunAOTEPN UE Ta oUVOUACGHEVA OPHOVIKA
avTIoUAANNTIKA NOU MEPIEXOUV TA NPOYyeCTAyova AEBOVOPYESTPEAN, VOPYESTIHATN Kal
VOpeBIOTEPOVN: EKTIHATAI OTI KABE XpOVO PAEBIKA BpouBoeBOAIKE enelgddia egpavilouv 5 €wg
7 yuvaikeg oTic 10.000 nou xpnoigonoioUv Ta Gapuaka auTd.

e H ekTiy®PeEVN ouxvoTNTA €U@PAVIONG KIVOUVOU gival upnAoTEPN HE TA NpoyeoTayova
ETOVOYEOQTPEAN KAl VOPEAYECTPOMIVN Kal avEPXETAl 0€ 6 €wWG 12 NePIOTATIKA €TNOIWG avda 10.000
YUVaiKeG.

e H ekTig®Pevn ouxvoTNTa €U@PAviong KivOUvVou gival uwnAOTEPN Kal JE TA NpoyeoTayova
yeoTodEvn, deooyeaTpEAN, dPOCTIPEVOV Kal AVEPXETAl O 9 £wG 12 NEPIOTATIKA £TNCIWG ava
10.000 yuvaikec.

e 'Ooov agopd Ta ouvOUACHEVA OPHOVIKA avTICUAANNTIKA Mou nepiEXouv XAwppadivovn,
OIEVOYEDTN Kal VOUEYEDTPOAN, Ta diaBaipa dedopéva dev enapkoUv yia Tn oUyKpIon Tou
KIVOUVOU TOUG HE TOV KivOUVO TWV AAAWV GUVOUAOUEVWY OPHOVIKWV AVTICUAANNTIKOV.

S e oUYKpION HE TIC YUVAIKEC Nou Ogv XpnaoihonoloUv cuvduaouEva OpHUOVIKA avTICUAANNTIKA Kal dev
gival €yKUEG Ta NePIOTATIKA PAERIKNG BpopBoguBOAnG nou epgavilovral kaBe xpdvo avepxovTal Nepinou
o€ 2 avd 10.000 yuvaikeg.

'Exel anodeixBei 0TI 0 Kivouvog PAERIKNG BpopBOEPBOANG gival uPnAOTEPOG KATa Tn JIAPKEIA TOU NPWTOU
£TOUG ANWNG OPHOVIK®V aVTICUAANATIK®V anod Tn yuvaika i katd Tnv enavekkivnon TG ANwng Toug HETA
and nepiodo diakonng dIapkelag TouAdxioTov evog pnva ((Dinger et al,. 2007, Sidney et al., 2013). MeTa
ano Tov UYPNAOTEPO KivOUVO NouU NapaTtnpeiTal apxika KaTd To NpwTo £T0G, 0 KivOUVOG HEIWVETAl OF
oTaBepd XapnAoTepo eninedo. O kivouvog GAERIKNG BpouBosuBoAnG ival uwnAdTEpOC 6Tav cuvundpxouv
EYYEVEIG NApAYOVTEC KIVOUVOU. ADOUEVOU OTI O NAPAYOVTEC KIVOUVOU Yid Tn PAEBRIKR BpouBosUBOAN
peTaBdAAovTal pe Tnv napodo Tou xpovou, n PRAC esnsonuave 0TI ol Kivduvol npenel nepiodika va
enava&liohoyouvTal g€ aTopikn Bdaon.

Eival yvwaoTd 0TI 0 Kivduvog aptnpiakng BpopBoguBoAinc (AGE) (éu@payua Tou Huokapdiou, EYKEPAAIKO
eneloddio) au&averal Kkal e Tn Xpnon cuvOUAOHEVWY OPHOVIK®V aVTICUAANMTIKWYV, WOTOCO0 OV
dianioTwdnkav d1apopEG HETAEU TOUC WG NPOG TOV OXETIKO Kivdouvo AOE.

KaTd ouvéneia, Baoel Twv diaBeoipwy dedopevwy, n PRAC avayvwpioe 0TI, OTIG NEPIGOOTEPEG YUVAIKEG,
Ta oPEAN TNG XPONG OUVOUAOHEVWY OPHOVIKWV AVTICUAANMTIK®WV UNEPTEPOUV HAKPAV TOU KIVOUVOU
goBapwv aveniBuunTwv cuPBAvTwyv. Agv dianioTwBNKav dIaQopEG HETAEU AUTWYV TWV PAPHAKEUTIKMOV
nNpoiovTwv 000V apopd Ta oQEAN Toug. NMapdAa autd, n PRAC sionyndnke Tn AQWn CUCTNUATIK®OV
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METPWV €AaxioTonoinong Tou Kivduvou, Onwg auoTnpdTepn S1aTUNWON TwV NANPOPOPINY MPOIdVTOG WOTE
va anotunwBouv TGO 01 YVWOEIG Nou €ival eni TOU NApovTog dIaBECIPEG OXETIKA UE TOV KivOUVo
(ouxvoTnTa gPPAviong) 600 Kal Ta CUMNTOHATA TG GAEPRIKNG OpouBOEUBOARG KAl TNG APTNPIAKNG
BpouBoeUPBOANG Kal va anoca®nvioToUVv ol NEPINTWOEIG OTIG ONoieg avTevdeikvuvTal auTa Ta npoidvra. Ta
OUYKEKpIPEVA NpoidvTa npenel 1I3iwg va avtevdeikvuvTal o acBeveig e noAAanAoUG napdayovTeg
KIvOUVOoU, 0€ aoBeveic o1 onoiol NapEPeIvav yia JeydAo Xpoviko diIaoTnua o€ akivnoia Jetd and coBapeg
XEIPOUPYIKEG enepPaocclc , o€ acBeveig ol onoiol kanvifouv Kal 0g aoBEVEIG PE IGTOPIKO 1 KANPOVOUIKT)
npodidBeon BpopBoeuBoAnG. EmNAgov, n eniTponn €i0nyndnke TNV NPoANMTIKA NAPOxXr NANPOPOPINY HE
oKOoMo Tn dnuoaionoinon Tou NopiouaTog TNG Napolaag enNaveEETAoNG KAl TNV ENICAKAVON Tou KIvOoUvou
BpouBoEUPBOAIKWV EMNEICODIWY HECW APETNG KOIVOMOINONG NPOC TOUG ENAYYEANATIEG TOU TOUEA TNG UYEIag
(DHPC).

Eniong, n PRAC €kpive anapaitnTn Tn dIEEAYwWYr HETEYKPITIKAG HEAETNG AOPAAEIAG UE OKOMO TOV
KaAUTEPO XAPAKTNPIOHO TOU OXETIKOU KIvOUVoU BpopBogpBoAIKwV eNeIcodiwv AOYyw TNG XAwpupadivovng
o€ oUyKpION PE TOV KivOUVO MOU EVEXOUV TA (PAPHAKEUTIKA NMPOoidVTA TA onoid nepIEXOUV
AEBOVOPYECTPEAN.

ZX€on OQPEAOUG-KIVEUVOU

Katoniv eE€Taong 0Awv Twv npoava@epBevTwy, n PRAC kaTtéAnge oTo oupnépacpa oTl, 600V a@opd TNV
€vOeIEn TNG avTIGUAANWNG, N 0XEON OPEAOUG-KIVOUVOU TWV PAPHAKEUTIKWV NPoiOVTWY Nou napaTibevral
oTo napdaptnua I napapével BeTIKN, und TNV NPoUnoBeon TNG CUMNEPIANWNG TWV CUHNPWVNHEVWOV
NEPIOPICUWY, MPOEIDONOINCEWY KAl AOINWV aAAAYywWV OTIG MANPOPOPIEC NPoiOVTOC. ENINAEoOV, 0l KATOXO!
adelwv KUKAoQopiag TG XAwpHadivovng kaAoUvTal va JIEVEPYNOOUV HETEYKPITIKA WEAETN aoPAAEIaq.

Adyol TG TpONonoinoNg TWV OPWV THOV ASEIOV KUKAopopiag

EkTigwvTag oTI,

e H PRAC £AaBe unown Tn diadikaacia nou npayparonoindnke cUPNpwva e To apdpo 31 Tng
odnyiac 2001/83/EK yia Ta ¢papUaAKeUTIKG NPoidovTa NOU NMEPIEXOUV OUVOUAOHEVA OPHOVIKA
avTIoUAANNTIKA.

e H PRAC £&£taoe O6Aa Ta d1aB£aipa dedopEVa OXETIKA PE TNV ANOTEAECHATIKOTNTA KAl TNV
aoQAAEla TWV CUVOUACUEVWV OPHOVIKWV AVTICUAANMTIKWYV, 10iwG O OXECN HE TOV Kiviuvo
BpouBoePBoAnG, Ta onoia avTARBnkav ano KAIVIKEG JOKIUEG, (PAPUAKOENMIINUIOAOYIKEG LEAETEG,
Tn dnuoaisupévn BIBAIoypagia, TN @Acn nNou EneTal TNG Xoprynong adeiag KukAogopiag,
nepIAAUBAVONEVWV TWV ANAVTACEWY Nou unoBAnRBnkav and Toug KatoxXoug TwvV adeiwv
kukAogopiag (KAK) ypanTtwg kal aTo nAaioio npopopikwv e§nynoewv. H PRAC gniBeBaiwae Tov
YVWoTO KivOuvo BpopBosUBOARC TOV 0Moio EVEXOUV TA PAPHAKEUTIKA NPOidVTA Nou NEPIEXOUV
ouvOUaopéva OPHOVIKA avTICUAANNTIKA Kal €I0nyHBnKe Tn oagn eNicHPavon TwV CUKNNTOHATOV
TwV OpopBoEUBOAIKWV ENEICODIWV KAl TWV NAPAYOVTWV KIVOUVOU ekONAWONG BpopBOEUBOAIKWY
ENEICOdIWV.

e H PRAC ékpive OTI, UNO To QWG TwV dedopévwy nou diaTiBevTal eni Tou NAPOVTOC OXETIKA HE TNV
ao@aAeia, n oxeon oPEAOUG-KIVOUVOU TWV CUVOUAOHEVWV OPHOVIK®OV AVTICUAANNTIK®V €ival
BETIKA UNO TNV NPoUnNdBe0N TNG CUMNEPIANWNG NEPIOPICU®Y, NMPOEIOONOINTEWY Kal AAA®WYV
aAAaywv oTIg NANpogopieg NpoidvToG. Ta OUYKEKPILEVA PAPHAKEUTIKA NPOioVTa NpEnel va
avTevdeikvuvTal €10IKOTEPA O aoBeveic he noAAanAoUcg napdayovTeg KivoUvou (unéppapol,
KANvioPd, unEpTacn, NpoXwpnuevn nAikia, K.Amn.), o€ acBeveic Nou NAapEPeivay yia geydio
XPOVIKO dIdoTnua o€ akivnoia KaTtoniv coBapng XEIPOUPYIKNG ENEYBACNC Kal 0 AoBeVEIG e
10TOPIKO ) KANPOVOUIKNA Npodiabean PAEBIKNG BpduBwWONG. STNV KAAUTEPN EVNUEPWON TWV
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ENAYYEAUATIOV TOU TOHEA TNG UYEIAG KAl TWV YUVAIK®OV OXETIKA WE ToV Kivouvo BpopBoguBoAng
AaVAPEVETAl va CUPPBAAEI KAl N NEPAITEPW TPOMOMOINON TWV NANPOPOPIMV NPOidVTOC.

e H PRAC ekTiud 011, o0V a®opd Tnv &vOEIEN TNG avTICUAANWNG, Ta OPEAN TWV QAPHAKEUTIKWV
NPoioVTWV Nou NEPIEXOUV oUVOUAOHEVA OPHOVIKA avTICUAANNTIKG eEakoAouBolv va unepTepouv
TwV KIVOUVWV nou ouvdEovTal he auTd.

e H PRAC ékpive OTI anaitoUvTal nepaiTépw OedoUEVA OXETIKA E TA OUVDUACKHEVA OPHOVIKA
avTiouAANNTIKA nou nepiExouv xAwppadivovn kal IATNoe Tn JIEVEPYEIQ PETEYKPITIKNG HEAETNG
aog@aheiag (PASS) yia Tnv a&ioAdynon Tou OXETIKOU KIVOUVOU BpouBOEUBOAIK®V ENEICOdIWV TOV
0noio EVEXOUV AUTA Td NPOIOVTA 0 GUYKPION HE ToV KivOUVo TwV NpoidvTwyv Nou NeEPIEXOUV
AeBovopyeaTpEAN.

KaTta ouvéneia, n PRAC kaTéAn&e oTo cupnépacpa OTi, 6gov apopd TNV €vOEIEN TNG avTICUAANWNG, N
OXEON OPEAOUC-KIVOUVOU TwV QPAPUAKEUTIKOV NPOIiOVTWY Nou NapaTiBevral oTo napaptnua I napayével
BeTIKM, UNO TNV NPoUNABe0N TNG CUMNEPIANWNG TWV CUHPWVNUEVWOV OpwV, NEPIOPICUWDYV,
NMPOEIdOMNOINCEWVY Kal AOINWV aAAAywV OTIG MANPOPOPIEC NPOIOVTOC KAl TNG ANWNG EMMNPOCBETWV HETPWV
ghaxioTronoinong Tou KivdoUvou.

2 — AenTOHEPNG AITIOAOYNON TWV anokAicemv and Tn ocuoTtaon TnGg PRAC

H CHMP, apou €&€Tace Tn ocuoTaon TnG PRAC, cUPQWVNOE JE TA YEVIKA €NIOTNMOVIKA nopiouaTta Kai
Toug Adyoug d1aTunNwonG TwV oUCoTAoswV. EvrouToic, n CHMP €kpive 0TI N napdypa®og TnG nepiAnwng
XAPAKTNPIOTIKWV NpoiovTog (MXI) OXETIKA PE TN YOVIMOTNTA, TNV €yKupooUvn Kal Tn yaAouyia npenel
va TpononoinBei KaTd TPONo WOTE APEVOC VA ANOTUNWVETAI 0 AUENHEVOG KivOUVOG PAEBIKNG
OpOBOEUPBOANG HETA TOV TOKETO KAI, APETEPOU, va dlaopaAileTal n evapuovion PE TNV Napaypa®o TnG
MXMN oxeTikd PE TIC NPOEIDOMNOINTEIC.

KaTa ouvéneia, oTnv napaypa@o Tng MNXM oxeTikd pe Tnv KUNGON GUPNEPIANPONKE N akdAoudn npoTaon:

«KaTd Tnv enavekkivnon Tng Bepaneiag pe [enivonBegioa ovopacia] npénel va AauBaveral unoyn o
au&nuevog Kivouvog PAEBRIKNG BpouBoeUBOANG (BA. napaypagoug 4.2 kai 4.4)».

Aev KpiBnkav anapaitnTeg NEPAITEPW TPOMOMOINTEIC.

N'vopn Tng CHMP

H CHMP, AauBavovTtag unown Tn ocuotaon Tng PRAC Tng 10ng OkTwRpiou 2013 oUppwva Pe To apbpo
1071a napaypagog 3 Tng odnyiac 2001/83/EK, eival TNg yvwung OTI o1 adeieg KukAo@opiag Twv
OUVOUAONEVWY OPHOVIK®V aVTICUAANMTIKWY MOU NEPIEXOUV XAwPHadIvovn, Se00oYeaTPEAN, dIEVOYEDTN,
OpOCNIPEVOVN, ETOVOYEDTPEAN, YEOTOJEVN KAl VOPYECTIHATN NPENEl va Tpononoin8ouyv. OI TpoMnomnoInoeIg
TWV avTiOTOIXWV Napaypa@wv TNG NEPIANWNG XApAKTNPICTIKWV TOU MPOoioVTOC Kal ToU GUAAOU 0dnyiwV
Xpnong napatibsvral oto napdaptnua III.

O1 adeleg KUKAOQOPIAg TV OUVOUACHEVWY OPHOVIKOV AVTICUAANNTIK®V NOU MEPIEXOUV XAWPHAdIvovn
UNOKEIVTAl OTOUG OpOUG Nou napatiBevral oo napdaptnua IV.
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