IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Copalia 5 mg/80 mg emkaAvppéva pe AETTO LUEVIO dloKio

Copalia 5 mg/160 mg emicoivppévo pe Aentd VUEVIO dlokia
Copalia 10 mg/160 mg emkaAivppéva pe Aento vUéVIo dokia

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Copalia 5 mg/80 mg smukoioppévo pue AETtd VUEVIO SIOKIN

Kabe emkatoppévo pe Aemtd vpévio diokio mepiéyetl 5 mg apiodurivng (og aprodmivn Becviikn) Kot
80 mg Boicaptdvng.

Copalia 5 mg/160 mg smkaiouuévo. pue Aemtd vuévio dioKio

Kdabe emucoroppévo pe Aemtd vpuévio diokio mepiéyel S mg aphodumivng (og aprodimivn Pecviikn) kot
160 mg Baicaptdvng.

Copalia 10 mg/160 mg emkoivpuuévo. pe Aertod vuévio dioKiol

Kdabe emxarvppévo pe Aemtd vpévio diokio mepiéyel 10 mg aprodimivng (g aprodurivn fecviikn)
ka1 160 mg Boicaptdvnc.

"o Tov mpn katdoyo v exdoywv, BA. Tapdypapo 6.1.

3. DAPMAKOTEXNIKH MOP®H
Emwcaioppévo pe Aemtod vuévio diokio

Copalia 5 mg/80 mg smkailvuuévo pue Aewtd vuévio dioKio

2KoVPO KITPIVO, GTPOYYVAOD, EMKAAVUUEVO UE AETTTO DUEVIO O10KIO e A0EOTOUNEVE, GKPOL KOt
evomopéva ta «NVR» ot pia mievpd kot «NVy» oty dAAn. Méyebog katd mpocéyyion: Stipetpog
8.20 mm

Copalia 5 mg/160 mg smkoioppévo pe Aewtd VUEVIO SIGKIN

2K0oVPO KITPIVO, MOELDES, EMKAAVUUEVO UE AETTO VUEVIO OloKio pe evivmouéva ta «NVR» ot pia
mhevpd kol «kECE» omv dAAn. Méyebog katd mpocéyyion: 14.2 mm (punkoc) x 5.7 mm (wAdtog).

Copalia 10 mg/160 mg smxoivupéva. ue Aewtd vuévio dIoKio

AvVo1KTO KITPIVO, MOEIDES, EMKAAVUUEVO e AETTO VUEVIO OloKio pe evtumopéva To «NVR» ot pia
mievpd ka1 «UIC» oty dAAN. Méyebog katd tpocéyyion: 14.2 mm (ukog) X 5.7 mm (TAdT0g).

4. KAINIKEX ITIAHPO®OPIEXZ

4.1 OgpomevTiKég evocitelg

Ogpamneia ™G 1010100V VIEPTAOTC.

To Copalia gvdeikvutal yio ypnomn 6€ EVAMKES, TOV OTOI®MV 1 0PTNPLOKT TiEST dEV EAEYYETAL EMAPKDG
pe povobepaneio aprodurivig 1 faicaptdvng.



4.2  Aocoloyio Kol TpOTOS YOPNYNONS

Aocoloyia

H ocvvietdpevn d6on tov Copalia glivan £va diokio v npépa.

To Copalia 5 mg/80 mg pmopei va yopnynbei oe acbeveig twv omoimv N aptnplokm wieon dev
eMéyyeton emopkdg e povobepameio 5 mg aprodimivng 1 80 mg Paicaptdvng.

To Copalia 5 mg/160 mg pmopei va yopnynbei e acbeveic tov onoiwv 1 aptnplokn mieon dev
eAEyyeTON EMOPKMG e povobeparmeia 5 mg aprodumivng 1 160 mg BaAicaptdvg.

To Copalia 10 mg/160 mg pmopei va yopnynoei o€ acbeveig Twv omoimv 1 aptnploxy mieorn dgv
eMéyyeTan emopkdg e povobeparneio 10 mg aprodimiving 1 160 mg Borsaptdvng n ue Copalia
5 mg/160 mg.

To Copalia pmopei va. An@Oei pe 1 yopic Tpoen.

ZuvieTdton 1) TITAOTOINGT TG 0O0MNG TOV LEHOVOLUEV®V GUGTATIKAOV TOV (ONAadY|, TNG UAOSITIVIG Kot
g Boicaptdvng) Tpv T petdfoon oto otabepd cuvdvacud. Otav gvdeikvotal KAviKd, umopei va
e€etaotel 10 evigyoOuevo TG amevbeiog petdpaocng and ™ povobepomeio GTo GuVOLOCUO GTOOEPNS
doong.

INo Adyovug evkoriog, ot acBeveic mov Aapupdvouv Baicaptdvn Kot aprodutivn o€ Eeyoplotd
dwokia/koydkio pmopovv va Egktviioovv tn Aym Tov Copalia mov mepiéyet T S00 AVTEG OLGIES 0TI
idteg dooels.

Neoppixn dvolertovpyio

Agv vrdpyovv dabécipa kKhvikd dedopéva yio acBeveic pe coPapr veepiki SLGAELTOLPYI.
CopaliaAgv amotteitol Tpomonoinom tng 006ME Y10, Tovg aceveic Pe Lo MG HETPLO VEQPIKT
dvodettovpyio. TV UETPLO VEPPIKT] SUGAEITOVPYIO CLVIGTATOL EAEYYOC TV EMTESWDY TOV KOAOL Ko
NG KPENTVIVIG TAACLOTOG,

Hrotikn dvolsirovpyio
To Copalia avtevdsikvotan o acBevelg pue cofopn nratiky dSvciettovpyia (BA. mapdypago 4.3).

Eopiotaror 1 mpocoyn katd tn yopnynon tov Copalia o acOeveig pe nrotikn Svciettovpyia
ATOPPOKTIKEG TOONOELS TV YOANQOpaV (BA. Tapdypao 4.4). Xe acOeveic pe Nmia £0¢ pétpia
Nnatikn dSucAettovpyio YmPic YoAOGTACN, 1| HEYIOTH GUVIGTOMEVT] 60T glvar 80 mg BaAcaptavng. H
oLVIGTOUEVT d0GOAOYI TNG aprodimivng dev &xel akoun kKabopiotel 6Tovg acbeveic e No Emg
puétplo NroTikn dvoiettovpyia. Katd tnv addayn tov emAéEumv vieptacikav aclevav (PA.
mapdypoo 4.1) pe nratiky dvchertovpyia o€ aprodurivn 1 Copalia, Oa wpénel va yprnoytomoindei
YoUNAOTEPN dlabéciun d6on aprodutivig oe povobepaneio 1 AUAOSITIVIIG GE GLVOLAGO, OVTIGTOLYO.

Hluriouévor (nhikioc 65 ety kou avew)

2100 NAMKIOUEVOLG acbevels, amatteitol mpocoyn 6tav avsavetol 1 docoroyia. Kotd v aAloyn tov
EMAEELOV MAUKIOUEVOV VTEPTACIKOV acevav (PA. mapdypoaeo 4.1) oe aprodimivn | Copalia, Oa
wpéneL va, ypnoiporon el n yauniotepn dwbéciun d6on aprodinivig oe povobepameio 1 oplodimiving
G€ GLVOLOGUO, OVTIGTOTYCL.

Houdrogpiog tAnBoouoc
H aopddeia kot 1 amotelecpaticotnta tov Copalia og madid nhikiog kdto tov 18 gtmv dev Exovv
axopa tekunpliwbei. Agv vadpyovv StafEciLa dedopEVaL.




Tpomog yopnynong

Ao otOUaTOC YpNOT).
Yvvietdton 1 Aqyn tov Copalia pe Alyo vepo.

4.3 Avtevositeac

. YrepevoioOnoio 6Tig dpacTIKEG OVGIEC, OTO TOPAYMYO TG dTVOPOTVPLOIVNG 1| OE KATOL0 amtd Ta
£K00Y 0 IOV avaPEPOVTOL TNV TTapdypapo 6.1.

o YoBapn nratikn Svcieitovpyia, YOAKN Kippwon 1 yoAdGTOCT.

. H tavtoypovn ypnon tov Copalia pe mpoidvio Tov TEPEYOLY AAICKIPEVT AVIEVOEIKVLTAL GE

acbeveic pe caxyopddn dapn N veppikn dvciertovpyia (GFR <60 ml/min/1,73 m?) (BA.

mapaypdeovg 4.5 kot 5.1).

Agbtepo kot Tpito Tpipmvo g kumong (PA. mapaypdeovg 4.4 kot 4.6).

Yofapn vrdtaom.

Yok (ocvumephapPavopévon Tov Kapdloyevohs GoK).

AmO6Qpoén g 0600 EKPONG TNG APLOTEPAC KOTMOAG (TT.). VIEPTPOPIKT ATOPPUKTIKN

KapSOULOTADELN KOl AOPTIKT GTEVOGT] VYNAOL Babfpov).

o AoduvoutKa actadn Kopolokr ovETapKeELn LETA amd 0ED EUEPAYILO TOV HDOKOPSIoV.

4.4 E101kég TPOEIOOTOUNGELS KUL TPOPVAGEELS KATA TN (pion
H acpdlelo kot 1 amoTteAeGHOTIKOTNTO, TG AUAOSITIVIG GE VIEPTUGIKT KPioT Oev EXEl TEKUNPLOOEL.

Kbnon

O1 Avtayoviotég tov Ynodoyéwv tng Ayyetotevaivng II (AY AlL) dev Ba mpémet va yopnyobvtot kotd
T S1apKEL TNG KUNONG. 1€ TEPImT®MON 7oL 1 cvvEyion ¢ Oepaneiog ue AY Al Bempeitor avaykaio,
acBeveic mov oyedidlovv eykvpooivy Ba mpénet va adAdEovv avTmepTacikn Oepameio e KATOW
GAAN M ool va £XEL AVAYVOPIGUEVO TPOQTIA ACOAAEING Vi TNV YPNOT TOV QOPLAKOL KATH TNV
Kkomon. Edv damiotmbel eykopocivn, 1 Oepancio ue AY All o tpénet va dtakornel Gueca kal g6v
amorteital, Oa wpénel vo, Eekivioel kdmota evailoktikn Oepaneio (BA. Tapaypdeovg 4.3 kai 4.6).

Aocbeveic 1e VITOOYKOLLLIO KO DTTOVOTPLOULLIO,

YoPBap1| vrdtaomn napatnprnke oto 0,4% TV acbevav pe un emmheypévn vépToot Tov EAafay
Copalia o€ gleyyopeveg pe gucovikd eappako peAétec. Xe aclevels pe evepyomompuévo cOoTNLLA
pevivnc-ayyeloteveivng (0nmg eivar ot aobeveig pe petmpévo 0YKo Kal/f vaTplo mov Aapupdvovy
VYNAEG 0OGELG SLOVPNTIKMV) TOL AOUPAVOLY AVOGTOAEIS TOV VTOSOYEMV TNG AYYEIOTEVGIVIG,
EVOEYETOL VO, EUPOVIOTEL CLUTTONOTIKY VEOTOoT. [Ipv amd T yopriynon tov Copalia cuvieTdton M
dopbwon owtng ¢ Katdotaong N N otevn wTpiky enifieyn katd v Evapén g Oepamneiog.

Edv eppaviotel vidtaon and t Ay tov Copalia, o acBevnic Oa tpémel va Tonobeteiton og Hrtio
0¢om ko, edv glval amapaitnTo, vo Tov YopnYEITOL PLGLOAOYIKOG 0pdG GE eVOOPAEPLa £yyvom. H
Oepaneia umopei va cuveyiotel poiig otabepomombei n aptnplokn wieon tov acbevoic.

Yrepkohoiuio

H tavtoypovn xpnon tov Qapudkov He GOUTANPOUATO, KOAIOV, KOAOGLVTIPTTIKA S10VPNTIKA,
VTOKATACTATO, AAOTOG TOV TEPLEXOVY KOALO, 1| GAAC PUPUAKEVTIKA TPOIOVTO TOL EVOEYETAL VAL
avénoovv ta emineda kaiiov (Mrapiviy K.AT.) TPENEL VoL YIVETAL LE TPOCOYN KO LE GUYV
TaPOKOA0VON oY TOV EMITES®V KAAIOL.



2TEVOOT TV VEQPIKDOV 0pTNPLDV

To Copalia Ba Tpémel va ypnopomoteitor pe Tpocoyn yio ) Bepameio g vagpTaong o aobeveig pe
HOVOTAEDPN 1] OUPOTEPOTAEVPT] CTEVIOOT] TOV VEPPIKAOV OPTNPLOV 1 OTEVOGCT] GE LOVIPN VEPPO
dedopévov OtL M ovpia aipatog Kot 1 Kpeativivn opov pmopel va avéndel oe avtos Toug acbeveic.

Metoudoyevon veppon

Méypt onuepa dev vdpyet epmelpio oxeTKd pe TNV acpdiela g xprions tov Copalia cg acBeveic
7OV LOPANON KAV TPOGPATA GE PETAUOCYEVGT VEPPOD.

Hrotwn dvorettovpyio

H Boaicaptdvn amofdiietor kupimg avorioiotn pécw g xoAns. H nuimepiodog (ong g
apAodutivng Tapateivetal oe 0oBevelg Le dtatapoyn g NIATIKNG Agttovpyiog Kot ot Tipés g AUC
glvar vynidtepes. H cuviotdpevn docoroyia 6tovg acbeveig avtoig dev Exel akoun KabopioTel.
Amarteiton Wiaitepn Tpocoyn kota T Yopnynon tov Copalia oe acOeveic pe o £0¢ PETPLO NTOTIKY
dvuodeltovpyia 1 OTOQPAKTIKEG TOONGELS TOV YOANPOPOV.

e aobeveic e o £m¢ LETPLO NTATIKT SVGAELTOVPYiL Y®PIC YOAOGTAGN, 1| LEYIOTI GUVIGTAOUEVT
doon givar 80 mg Parkcaptdvng.

Neoppikn dvsAisttovpyia

Agv amaiteiton tpomonoinon g 60omg Tov Copalia Yo tovg acbeveic pe o £0g PETPLA VEPPIKT
duohertovpyia (PZA >30 ml/min/1,73 m?). Tt pétpa veppikh Susiertovpyio cuvietdrar ELeyy0G Tov
EMIESOV TOV KOAOL Kol TNG KPEATVIVIG TAAGLOTOC.

I[pwtoradnc varepardooctepovioudc

Ot acBeveic pe Tpmtomadn VTeEPaAd0GTEPOVIGUO eV TTPEMEL Vo AauPavouy Bepomeia pe Tov
AVTOYOVIOTN TV VIodoYEwV NG ayyelotevaivng Il falcaptdvn, Kabmg 1 tpmtonadng voécsog
emmpedlel To oo PEVIVIIC-OYYELOTEVGIVIG.

Ayyelooionpa

e aobeveic mov Ehafav Oepaneia pe foroaptdvn, Exet avapeplel ayyelooidnua,
GUUTEPTAAUPOVOLEVOD TOL OLOTLLOTOG TOV AGPLYYO KO TG YAWTTIONG, TPOKAADVTIS OTOPPAEN TV
AEPAY®YDOV KON TPNEO 6TO TPOGOTO, TO XEIAT], TO PApLYYQ KOUT TN YADood. Mepikol amd avtong
Tovg acbeveic Tapovoiacay ayyel00idnue 6To TapeABOV Le AAAL PAPUAKEVTIKG TPOIOVTO,
coumepthappavouévev kot tov avactoréwv MEA. To Copalia mpénet va SloKomel apécms o€
ac0eveic TOV AVOTTOGGOLVV AYYEIO0ION A Kot OEV TPETEL VOL YOPTYEITOL EK VEOV.

Evtepkd aryyslooionuo,

"Exet avapepbei evtepikod ayyelooionpa o aobeveic mov Aapfdvovv Bepameio [Le aVTAY®VIOTEG TOV
VI0d0YEWV TG oyyelotevaivng I, copmephappavouévng g Borcaptavng (PA. mapdypago 4.8). Ot ev
AOy® aoBeveic mapovciacay kothakd dAyog, vavtia, £ueto Kot dtdppota. Ta cupntdpata
VIOYDOPNCOV UETA TN SLOKOTN T®V AVIOY®OVISTAOV TV Lodoyéwv g ayystoteveivig Il. Te nepintmon
SAYVOGONC EVTEPIKOD 0yYEL00OMUATOG, O Tpémel va. dtakdmTeTOL 1) YopNyno”n ™ Porcaptdvng kot Oa
TPENEL VO, EEKIVIGEL 1 KATAAANAT TopakoAovdnon PEYPL TNV AN PY] VIOYMDPTOT) TOV CUUTTOUATOV.

Kopdiaxn averdprelo/petd omd EUEPoryo TOV LVOKAPSiov

Q¢ OmOTEAEG O TNG AVOCTOANG TOV GUGTNUATOG PEVIVIG-0YYEIOTEVGIVIG-OAd0GTEPOVNG, Elvar THAVO
va mopatnpnBovv petaorég Te veQpikng Asttovpyiog o€ evaicOntovg acbeveic. e acbeveig pe
coPapn KapdloK aveTdpKeLd TV OTolmV 1 VEQPIKT Asttovpyia pmopel va eEaptdton amd



SpacTNPIOTNTO TOV GLGTHHATOG PEVIVIG-AYYELOTEVGIVIIC-0Ad0GTEPOVNC, 1| Bepameia (e avaoTOAEIS TOV
MEA ot avtayovioTég TV vmodoyEmv NG ayyeloTeveivng £xel cuvoebet e olryovpia Kavm
poodevtikn| almboipio kot (omavia) pe o&eio veppikn avemdpkelo Kaun Bdvaro. [apopoieg exPaoeig
&yovv avapepbei pe ) Parcaptavn. H a&lohdynon tov acbevav pe kapdlokn averdpKelo 1 LETA Ao
EUQpayo TOL pVokapdiov TPEMEL TAVTA v TEPILOUPAVEL EKTIUNOT TG VEQPIKNG Agttovpyiag.

e o LoKpoypovia, EAEYYOUEVT He elkoviko @apuako perétn (PRAISE-2) g ypriong g
apAodutivng o 0oBevel e KopOlaKT AVETAPKELL [N 1oYXOKTS atttodoyiag katnyopiog I kot IV
ovppava pe v tastvopnon g NYHA (Kapdroroywn Etapeia Néag Yopkng), | aprodurivn
oLVOEDTKE e aENUEVO PO aVOPOPDOY TVELLOVIKOD OIONUATOG TOPA TN U1 CTUAVTIKT] S0(popd
OTNV EMNTOON NG EMIEIVOONG TNE KAPIIUKNG OVETAPKELNG GE GUYKPLOT| LLE TO EIKOVIKO QAPUAKO.

Ot avactoheic dStowiwv acPeotiov, cvumeptiappavopévng g aprodurivng, 0o Tpémel va yopnyovuvral
UE TPOGOYN G€ AchEVEIC e GUUPOPTTIKT KOPIIOKT AVETAPKELD, KaODS purmopel va ovéneovy Tov

Kivouvo HEALOVTIK®V KapdlyYELIKOY cuuPapdtov kot Bvntdtmrag.

2tévmon TS aopTNS Kal TNG WMTPosdone BaiBidog

Onmg kot pe OAa Ta ayYE0d1GTUATIKA, EVOElKVUTOL Wd10iTEPT) TPOGOYN o€ acBeveic mov moyovy and
OTEVOOT NG WTPOEWOVE PaAPidag 1] GNUAVTIKY GOPTIKN GTEVOGT TTOL deV gival YNAoD Babpo.

AAOC 0moKAEIGLULOC TOV GLGTNUATOC PEVIVIG-ayyEloTEVGivc-aAdootepdvne (ZPAA)

Yrdpyovv amodeifelg 6Tt n TawTtOYpovn Ypnon avactoréwv MEA, AY AL 1§ adokipévngavédvel Tov
Kivduvo vTdTAONC, VIEPKAAMOALUIOG Kot LELOUEVIC VEPPIKNG AElTOVPYiaG (TeEpAapfoavouévng TG
o&elog veppikng avendpkelng). g ek T00TOL, SIMAOG AMOKAEIGUOC TOV GLGTHIOTOG PEVIVIG-
ayyeoteveivnc-oldootepovng (EPAA) péow g ocuvovacpévng ypnong avactoréov MEA, AYAIL
aMoKipévng dev cvviotdtar (PA. mapaypdeovg 4.5 Ko 5.1).

Edv n Oepomeio sumhov anokAelopow Bempeitar 0morivTmg anapaitnt, avto Oa pénel va AdPel yopa.
uévo kT omd TV emifAeyn €101K0D Kol Le GLYVN GTEVT] TAPAKOAOVONGT TG VEQPIKTG Agttovpyiog,
TOV NAEKTPOALTAV KoL TG aptnplakng wieons. Ot avactoreic MEA kot ot AYAII dev Oa mpémet va
YPTOLOTOL0VVTOL TOVTOYPOVa GE acBeveic pe dafntikn veppordabeia.

To Copalia dev €xer pekem0et o dAlo TANBLOLO 060evADY EKTOC OO VITEPTUGUKCOVGE.

4.5 Aliemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KoL GALES pOPPES ahinienmiopaong

2UYVEC OAMNAETOPGGELC LE TO GLVOVOGUO

Agv &govv mpaypotonomn el peréteg aAlniemdpdoemv tov Copalia pe GALO QUPUOKEVTIKA TPOTOVTA.

No. Aoufavovral vrown us tovtoypovy yprion

Al o1 avtivmeptaotkol Topdyovreg

O1 cuYVA XPTCILOTOIOVUEVOL OVTIVTEPTOCIKOT TOPAYOVTES (.. GAPO ATOKAEIGTEG, SLOVPNTIKEL) Kot
AL POPUOKEVTIKA TTPOTOVTO TO 07010 UTTOPEL VO TPOKOAEGOVV aVETIHOUNTO VTOTAGIKE,
amoteréopara (.. TPIKLKAMKE ovTIKaToOAITTIKG, GAQA OTOKAEIGTEG Yo TN Bepoameio TN kKaAon0ovg
VIEPTANGING TOL TPOGTATN) Uropel vo, avNGOVY TNV AVTIVAEPTAGIKT SPACGT TOL GLVOVAGHOV.

AMNAETIOPAGELC TTOV GLVOEOVTAL UE TNV OUAOIUTIVN)

Aev ovuvioTaTol ) To0T0Ypovy ypran

Tkpéimppout 17 youog yrpéimppovt

Agv cuvioTATOL 1] YOPNYNOT TS OUAOSUTIVIG LE YKPEITEPOUT 1] YULO YKPEWPPOLT KaBMDS Lropel val
avénbei n Prodiabeciudtnto o 0pIGUEVOLG AGOEVELS, e OmOTEAESIL TV AOENCT) TOV
OVTIDTEPTAGIKOD OMOTEAEGOTOG.




Amrouteiral mIpoooyn KoTo. Y Ta0TOYPOVH Yol

Avaortoleic tov CYP3A4

H tavtoypovn ypnon g apiodutivig pe 1oyvpovg 1 nETplovg avactoieic tov CYP3A4 (avactoieig
TPOTEACNG, AVIIHVKNTIOCIKA TNG OPLAdag TV aloAdv, pakporidia 6mws epvBpopvkivn 1
KhapBpopvkivn, Bepamapiin 1| dStktialéun) pmopel va odnynoet oe onuavtiky] ovénomn g ékbeong
oV aprodiivi. H KAvikn HeTdopooTt auTdv ToV QopUAKOKIVITIKOV S10(POPOTOMGEDY EVOEYETOL VO
glvat eviovoTtepT 6TOVG NAMKIOUEVOVG. ZUVERMG, UITopel Vo amonteiton KAVIKY mopakolovinon Ko
TPOCAPLOYN TNG docoAoYiaS.

Eraywyeic tovo CYP3A4 (oavtieminmrixa [w.y. kopPoualenivy, poavofopfitaly, porvotoivy,
PWEPOIVDTOIVY, TPIUIOOVI], PIQOUTIKIVY, DEPIKOV TO O1GTPHTOV)

Me 1 ouyyopfynon yvootaov enaynyémv tov CYP3A4, 1 cuykévipmon g apiodutivig o1o

T aoua puropet vo otkidAel. Katd cuvéneia, Oo mpémet va mopakoiovdeitarl  apmmplokn mieon
Kol vo AapBavetor vdyn to gvoeyopevo pubuiong g 06omg TG0 KaTd T d1dpKeEL OGO Kot
LETE TNV TAVTOYPOVT] POPUOKEVTIKT XOPNYNOT|, WTEPMS e 1oYLPOVG emaymyeic Tov CYP3A4
[m.x. prpapmikivn, St. John’s wort (Yrepikd/Barcapodyopto)].

Zfaortativy

H ovyyopnynon mrolhamiodv docemv tov 10 mg aprodimivng pe 80 mg cyuPactativng odnynoe ot
avénom 77% g €kbeong otn cPactativn 6g GOYKpIoN UE TN GPacTaTiv) LoV TNG. ZUVIGTATOL VO
ePoPloTel 1 6601 g cPaoctativig oe 20 mg nuepncimg oe acheveic pe aprodurivn.

AavipoAévio (éyyvon)

Metd amd yopnynon Pepamapiing Kot davipoieviov evoopieping oe (da, mapatnpnnie
OovanEOpoc KoLAMaKY HopropLYn Kot kapdloyevic kataminéio oxetilouevn pe vaepkoonpio. Adym
TOV KIVOUVOU EUGAVIOTG VIEPKOALOUING, GCUVIGTATOL 1] OTOQVYT] GUYYXOPNYNONG AVUCTOAEWDY SIOOAWDY
Tov acPeotiov, OTMG N aproditivn, o€ acbeveic emppeneic oe kKakonOn vepOepuio KoL oTNV
AVTILETOTIOT TNG KakonBovg vrepBeppiiog.

Taxpoiyovs

Yrdpyel kivouvog avénuévev eTmédmy TOKPOALLOVS GTO Ol KATA T GUYXOPNYNOT ME OUA0dTivY).
Ipokeywévou va amoevydel N TOEIKOTNTA TOL TAKPOAUOVG, 1| YOPNyNoN TS aprodimivng og acbevn
7OV AQUPAVEL TAKPOALOVS OTTALTEL TV TOPAKOAOVONOT TOV ETTEI®V TAKPOAOVE GTO GLLOL KOt
TPOCAPUOYN TNG SOOTG TOV TAKPOALLOVG OG KATOAANA®G,.

No. Alopfavovral vmown us tovtoypovy yprion

Alla

Y& KAMVIKEC PHEAETEG aAANAETIOpaIOTG, 1 AUAODITIVY) OEV EMNPENCE T POPUOKOKIVIITIKN TNG
atopPactativng, tng dryo&ivng, ¢ Papeapivng 1 TS KukAocmopivg.

AMNAeTOpAcElC Tov cuvoéovTal ue TN BarlcapTdvn

H rovtoypovn ypnon dgv ovvictatol

Ai6o

"Exovv avaeephel avactpéyipes avéNoeElc Tmv GUYKEVIPOoE®Y ToV AlBiov atov 0pd kabdS Kol
TEPIOTATIKG TOEIKOTNTOG KOTA TN SIAPKELN TAVTOYPOVNG Yopnynong Adiov pe avaotoieic Tov
UETATPENTIKOV EVEDUOV TNG QLYYEIOTEVGIVIG 1] OVTAY®OVIGTEG TV VITOO0YEWVY TNG ayyetotevaivng 11,
ocvumepthapPavouévnc g farcoptdvng. Etouévmg, cuviotdton TpoGEKTIKN TopaKoAoVONoT TV
emmédv Tov ABiov oTov 0pod KOTA TNV cLYYopnYNon. Eriong, edv ypnoiponoteital kot 3100pnTIKod, 0
Kivduvog eupdaviong to&ikodtnrag Aoym tov Abiov mbava vo avénbei tepartépw pe to Copalia.

Koliooovinpntikd 0100p0TIKG, COUTANPOUOTO. KOAIOD, DTOKOTAOTATO GAOTOS TOV TEPLEYOVY KOALO KO
GAAES 0VOIES TOD UTOPEL VO ODENTOVY TO. ETITEDO. KOAIOD

Ed&v og cuvdvaouo pe m Baicaptdv, TpOKELTOL VO cLVTAYOYPAPN el POpULOKEVTIKO TPOIOV TOV
emnpealel To eminedo KOAOL, CLVIGTATOL 1] TOPAKOAOVONON TOV EMAESWDV TOV KOAOV GTO TAAGLA.



Amouteitor Ipoooyn Kot Ty To0T0YPOovY XpHoH

Mpn otepoeion avaupleyuovaon papuoxo (MEAD), repilopfovouévav exlextikav avaotoléwv COX-2,
oKkeTVI0COAIKVAIKOD 0LE0S (>3 g/muépa) ar un exciextinwy MXAD

Otav o1 avtayoviotég g ayysoteveivng I yopnyovvion tavtdypova pe MEAD, prnopel va
nmapotnpndet eacbévnon g aviwneptoctkng dpdong. EmumAéov, ) tawtdypovn ypion aviayovicT®dv
g ayyeloteveivng I kot MEAD evoéyeton va odnynoet e avénpévo kivouvo emdetvmong g
VEQPIKNG Aettovpyiag Kot og avénomn tov Kariov opov. Eropévac, cuvietdtor ) mopakoiovdnon g
VEQPIKNG Aettovpyiog Katd v Evapén tng Bepameiog Kabmg Kot 1 ET0PKNG EVVOAT®GN TOL 0oBeEVOVG.

AVOaoTOAELS TOD UETAPOPED TPOTANYNG (PLYOUTIKIVY, KOKAOOTOPIVY) 1§ UETOPOPEQ EKPONS (prrovafipn)
Ta anoteAéopoto piog LEAETNG in Vitro Pe 16TovG avBpdmTvov fatog dgiyvouv 0Tl 1 BaAcapTdvn
amotelel VTOGTPOLA TOV pETAPOPER NIATIKNS TPdcAnyng OATP1BI1 kot tov petagpopéa g
nratikng ekpong MRP2. H cuyyopnynon tov avacstorlémy Tov Heta@opéa TPOGANYNG (pLoapmikivn,
KuKloomopivn) N Tov petapopéa ekpong (prtovaPipn) umopet va avénoet v cuotnuatikn £kbeon
o™ PaAcapTavn.

Mimhog amorleionog tov XPAA ue AYA, avaoroleic MEA 1 aliokipévn

Ta 6edopéva amd KAMvikég peAéTeg Exouv dei&et 0TL 0 SMAOG MOKAEIGUOG TOV GUGTHLOTOG PEVIVIG-
ayyeoteveivnc-oAdootepovng (EPAA) péow g cuvovacpévng ypnong avactoréov MEA, AYAIL
aAMoKIPEVN G GLGYETICETAL e VYNAOTEPT GLYVOTNTA AVETIOVUNTOV GUUPAVTOV OTTMG 1 LVIOTACN, T
vIEPKOALOULIO KoL 1] LELOUEVT VEPPIKN Agttovpyia (Teptiapfavouévng tng o&elag veppikng
AVETAPKELOG) GE GUYKPLGT] LLE TN XPNOT) EVOG LOVOD TOPAYOVTA TOV dPO GTO GUGTNLLO, PEVIVIG-
ayyeoteveivnc-oldootepovng (XPAA) (BA. mapaypdapovg 4.3, 4.4 kan 5.1).

Aldo

e povobepameio pe Parcaptavi, 6gv Exovv SmoTOOEl AAMANAETIOPACEIC KAIVIKNG CNUAGIOG LE TIC
TOPOUKATO OVGIEC: GUUETIOVN, Bappapivr, ovpoceuion, dtyo&ivn, atevolorn, wwdouebakivn,
vopoyrmpobelalion, aurodimivn, YAPevKAauion.

4.6 Tovipétnra, kONon km yorovyio
Kbnon

Aulodimivy
H acpdiela g aprodimivng katd tnv d1apKeLa TnG KuMong ogv éxetl tekunplmbel. e pehétec mov

mpaypatorodnkay og {ma, Topatnpndnke avarapaywyikn to&ikotnto o VYNAEG doaels (PA.
mapdypoaeo 5.3). H yprion apiodurivig Katd tn Stdpkela TG €YKVHOGUVNG GUVIGTATOL LOVO ATV dEV
VTAPYEL GAAN ACQAAESTEPT) EVOALOKTIKY Kot OTOV 1 1010 1) aoBEvela QEPEL peyadldTepo Kivouvo yia
TNV UNTEPQ Kot To ERPPuo.

Boloaptivn

H yprion tov Aviayovietdv tov Yrodoyxéwv e Ayyelotevaivng I (AY AL dev cuvictdton Katd ™
SLAPKELN TOV TPMTOV TPLUNVOL TNE £YKVHOcLVNG (PA. mapdypaeo 4.4). H yprion tov AYAII
AVTEVOEIKVLTAL KATA T1) S1GPKELD, TOV OEVTEPOL KOt TPITOL TPLUAVOL TNG eyKvposuvng (BA.
Tapoypapovg 4.3 kot 4.4).

Ta TN OAOYIKEG GTOLYEIN TOV VTTAPYOVY GYETIKA LUE TOV KIVOLVO TEPATOYEVESNC UETA amtd YpToM
avaotorémv MEA katd ) S14pKELD TOV TPAOTOL TPIUAVOL TNG EYKVUOGVUVIG 08V £X0VV KATOANEEL GE
COQEC CUUTEPAGHLA. Q20TOCO JEV LITOPEL VO AITOKAEIGTEL (o ikpn avénen epeaviong Kivahvov.
[Tapdro Tov dev VTLAPYOLY EAEYYOUEVA ETIONUIOAOYIKA GTOTXELD Y10 TOV KivOLVO LIE T Yp1iom
Avtayoviotdv Tov Yrnodoxémv g Ayyetoteveivng I (AYAIL), uropei vo vdpyetl Tapdpotog
Kivduvog Yo auTh TV KoTnyopia eapudkmv. e mepintmon mov 1 cuvéyion g Oepaneiog pe AYAIL
Oesmpeiton avaykaia, acbeveic mov oyedidlovv eykvpocivn Ba Tpémel va OAALAEOVY AVTIVTEPTUGIKN
Oepameio pe kdmoto GAAN 1 omoia va £YEL AVayVOPIGIEVO TPOPIA AGPAAEING Y10 TNV YP1ON TOV
QapuaKov Kotd tnv komon. Edv dtomiotmbel eyxvopoocvvn, n Bepaneio pe AYAIL Ba tpénet va
dwokomet dpeca Ko eqv amotteitol, 0o Tpénet va Eekvioet kdmolo evailakTikn Bepomeia.
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H éxbeon oe Bepoameio pe AY AL xotd 10 de0TEPO KO TPiTO TPiUNVO ElvaL YVOGTO OTL TPOKAAETL
euPpvotolikotnTo 6TOV AVOPOTO (LEIWUEVN VEPPIKT AELTOVPYia, OAYODdPALVIO, KaBLGTEPTON
0GTEOTOINOMG KPAviov) Kot Bpe@ikn ToEIKOTNTO (VEQPIKT AVETAPKELN, VTOTAGCT), VITEPKaAtoLia) (BA.
Tapaypoaeo 5.3).

Edv n éxBeon oe AY AII éhafPe ydpa HETA TO SEVTEPO TPIUNVO TNG EYKVUOGVVNG, GUVIGTATOL EAEYYXOG
NG VEPPIKNG AELTOVPYING KO TOL KPOVIOU LLE LITEPTXOVG.

Neoyva tov onoiwv o1 untépeg extédnkay e AY All Ba npénel va mapakorlovbodvtar 6TeVA Yo
vrotaon (PA mapaypdpovg 4.3 kot 4.4).

OnAacpog

H aprodinivn anexkpivetor oto avBpdmivo ydia. To Tocootd TG unTpikig d0omg mov

AapPavetar omd to Bpeépog exet extiunOet pe drdotnpa petad 1% kot 3°° tetaptnpopiov 3 — 7%,

ue péyieto 15%. H enidopoomn g aprodumivng oto fpéen dev eival yvmoth. Agv vadpyovv dtabécia
ototyela oyetikd pe  ypnomn tov Copalia kotd ™ dibpkela TG yolovyiag, emopévag to Copalia dev
GUVICTATOL GE VTN TNV TEPIOSO Kol TPOTEIVOVTAL EVAALOKTIKES Bepameies e YKATEGTNHEVO TPOPIA
acPAAELNG, WOiTEPO KATE TO ONAAGUO VEOYEVYTITOV 1| TPOWMPOL VEOYVOD.

Tovipétnto

Agv vapyovv KAvikég peréteg yia Ty yovipotta pe Copalia.

Bolooprdvny

H Boakcaptdvn dev elye avemBOuNTEC EVEPYEIEC GTNV AVOTAPOUYDYIKT TKOVOTITO OPCEVIKOV 1
OnAvkadv apovpainy e omd Tov oTopaTog 600elg pueypt 200 mg/kgmuépa. Avt n ddon eival 6 Eopéc
N UEYI6TN GLUVIGTAOUEVT 800N 6ToV GvBpwTo pe Pdon mg/m? (o1 vroroyicuoi VToBETovy omd TV
otopaTog 060om 320 mg/muépa kot acbevn 60-kg).

Aulodimivy
e oplopévoug acbeveic mov Elafav Oepomeio pe avacsToleic TV dlaAmV aoBectiov avapépOnkay

avaoTPEYIIES Broymuikéc petaforéc oy Ke@oin Tov orepuatolmopiov. Ta kivikd dedopéva ivort
OVETIOLPKT] GYETIKA LE T SuVNTIKN EMIOPAOT TNG OUAOIITIVIG OTN YOVILOTNTO. € pio LEAETY OE
apovpaiovg mapotnpnOnKay avemBOUNTEG EMOPAGEIS TN YOVIHOTNTO TV OPCEVIK®V (PA. Tapdypapo
5.3).

4.7 Emopacels 6Ty IKavoTnTo 0017161S KUl YEIPLEUOD Y UVIIULATOV

Ot acBeveic mov Aapupdvovv Copalia kot 0dnyovv oxfuota N xewpilovral unyaveég Tpémel va,
Aappdvovy voyn 0Tt umopel va epeaviotel {AAN 1| KOTMON TEPIGTUCIOKC.

H aplodimivn umopel va €xet pucpn| 1 LETPLOL EXIOPACT] GTIV IKAVOTITO 001 YNONG KOl XEPIGLOV
unyovnudtov. Eav ot acBeveic mov Aaufdavovy aprodutivn vropépouvy amd (OAn, kepalalyia,
KOTwon N vavtia, 1 kavdmTa avTidpaong puropel vo éxel ennpeacbet.

4.8 AvemOOuNTESG EVEPYELES

TIepiinwn Tov TPOEIA ac@aAeioC

H aocedieia tov Copalia éxel a&lohoynOel oe mévte eheyyoueveg KMvIKEG pnehéteg pe 5.175 acbeveic,
Ao Tovg omoiovg o1 2.613 élafav Parcaptdvn g cuvdVAGUO pe apAodutivr). Ot axdAovOeg
avemBounteg evépyeteg Ppédnkav va gival o1 o cuyva UEaviLOUEVEC 1] OL TTLO CTUOVTIKEG 1] GOPOPEC:
pvoeapvYyitda, Ypinn, vrepevacinoia, ToOVoKEPUAOS, GLYKOTY, 0pOOGTATIKY VITATACT], O1ON A,
olonUa [e EVTOTTOLO, 01010 TPOCOITOL, TEPLPEPIKO 0idN A, KOTWoN, epuBpdtnTta, eEachévion kat
EEaym.



Kotdroyoc avemBountmv evepysldv € Tivako,

O avemBountec avtdpdoelg £xovv tasivoundel o katnyopieg avaroya pe Tn cuyvOTNTA TOVG

YPNOLOTOIDVTOG TOV TAPUKAT® Kavdva: ToAd cuyves (=>1/10), cuyvég (>1/100 émg <1/10), Oyt cuyvEg
(>1/1.000 ¢wg <1/100), omdvieg (=>1/10.000 émg <1/1.000), woAd onavieg (<1/10.000), un yvootés (dev

umopovv vo, ekTiunBovv pe Baon to dtabéciio dedopéva).

AafopivBov

Opyoaviko Avem@OunTeg evépyereg ZoyvotnTo
ovotnna Copalia Aphoowrnivyy | Baroaptdvny
oOPPOVA NE TN
Béon dedopévav
MedDRA
Aouméelg kot Pwogapvyyitida Suyvég - --
TOPUCITOCELG I'pinnn XuyvEg - -
Awroapayéc tov | Aosearpivn kot - - Mn yvootég
OLLLLOTOU TIKOV OLLOTOKPITNG LEIOUEVOL
KoL TOV AEUQIKOD | Agvkomevia -- IToAb --
GUGTNHOTOG OTAVIES
Ovdetepomevia - - Mn yvootég
®popPonevia, pepikés popég - [ToAv Mn yvootég
LLE TTOPOLPO, oThVIEG
Awotapayéc Tov YrepevoioOnoio Xmhvieg IToAv Mn yvootég
OVOGOTOINTIKOD OMAVIEG
GUGTNLOTOC
Awtopayéc tov | YrepyAvkaipio - IToAv -
petaforopuon OTAVIEG
Kot g Opéyng Ymovatpopio Oy ovyvég -- --
Yoylotpikég Katdfiwynm - Oy ovyvég -
dSrataporyEc Ayyog Yrivieg
Abnvio/SoTapayEc VTVOV - Oy ouyvég -
Awxopdveeic g -- Oy ovyvég --
cuvousOnuoTikng d1ébeong
Zuyyvon -- Xmavieg --
Awotapoyég Tov Mn @uctoroyikdg Oy ovyvég -- --
VELPLKOV GUVTIOVIGHLOG
GULOTNOTOG ZbAn Oy ovyvég Xuyvég --
Z6&n Béong Oy ovyvég - -
Avcyevcio -- Oy ouyvég --
E&omupaudikd ochvopouo -- Mn yvootég -
Kepolaryia Xuyvég Xuyvég -
Yreptovia - [Tov -
omdvieg
MMopacOncio Oy ovyvég | Oyt ovyvég --
[eprpepikn vevporabeia, - [Tov -
vevpomadeia ombvieg
Yrvniia Oy cuyvég Xoyvég --
2uykomn -- Oy ouyvég --
Tpduog -- Oy ouyvég --
YroucOnoia -- Oy ovyvég --
OpBaipég Ontikn dwoTapoayn Eravieg Oy ouyvég -
dloTopayEc Meiwon ontikng o&htnrag Oyrovyvég | Oy ovyvéc --
Awotapoyég Tov Eppoéc rdvieg Oy ovyvég --
®TOG KOl TOV TAvyyog Oy ovyvég -- Oyt ovyvée
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Kopdiakég AicOnuo TtoApov Oy ouyvég Suyvég -
SrataporyEg SvyKom Xmhvieg - --
Tayvkopdio Oy ovyvég -- --
AppoBpieg - [ToAv -
(ovumepriopPaverol n oTAViES
Bpadvkapdia, 1 KOAMOKA
ToLKaPSia KoL 1 KOATIKN
HOpHOPVYT)
‘Epeppayna tov pookapdiov - [ToAv -
omhvieg
Ayyelaxég ‘E&oym -- 2oyvéc --
draTaparyEC Ymnotaon Zrdvieg Oy ovyvég --
OpbBoctatikn vadTaon Oy ovyvég -- --
Ayyeuitida - [Tov Mn yvootég
omhvViEg
Awotapayéc Tov Bryog Oy ouyvég IToAv Oy ovyvég
OVOTTVELGTIKOD omhvieg
GLOTNHATOG, TOV | AVomvola - Oyt ovyvég -
Oopaxa kot Tov | Dapuyyolapuyyikd GAyog Oyt ouyvég - -
uecobwpdxiov Pwitida - Oy ovyvég -
AwotapayEc Tov Kotaxn dvepopia, dAyog Oy cuyvég Suyvég Oyt ovyvég
YOOTPEVTIEPIKOV | OTNV (VM KOIMOKT] YDOPO
GULGTNLOTOG MetaBoin evteptkdv -- Oy ovyvég --
cuvnbeimv
Avckotidtna Oy cuyvég - -
Aldppola Oyt ovyvég | Oy ouyvég --
Enpoctopio Oy ovyvég | Oy ouyveg --
Avoreyia -- Oy ovyvég --
laotpitida - IToAv -
omhvieg
Yrepriaocio 0O OV - [Tov -
ombvieg
Noavtio Oy cuyvég Xuyvég --
Mayxpeatitido - IToAv -
omhvieg
‘Epetog -- Oy ovyvég --
Evtepikd ayyetooidnua -- -- [ToAV omdvieg
Awotapoyég Tov AoKiplacieg NmoTiKng -- IToA0 Mn yvootég
NTOTOG KOl TV Aettovpyiog un ondviec*
YOANPOP®V (QUOLOAOYIKEC,
cuumePAapPavouEVNC TG
av&nong tg xoiepubpivng
oipoTog
Hrotitda - [Tov -
omhvieg
Evdonmatikn yoAdotaon, - IToAv -
iktepog OTAVIES




Awotapayéc Tov Alorekia -- Oy ovyvég --
dépLoTog Kot Tov | Ayyglooidnpo - [ToAv Mn yvootég
VTOSOPIOV 1GTOV OTAVIEG
AgpLOTITION TOUPOADYDING - - Mn yvooTég
EpvOnua Oy ovuyvég - -
IToAvpoppo epvnua -- IToA0 --
omhvieg
E&avOnua DX (A% FS Oy ouyvég -
Yrepidpwon Zrdvieg Oy ovyvég --
Avridpaon - Oy ovyvég -
pmTogvocinciog
Kvnoudg Zrdvieg Oyrovyxvég | Mn yvooTtéc
[Topoupa -- Oy ovuyvég --
E&GvOnua Oyiovyvég | Oytovyvég | Mn yvootég
Amoypopatiopds SEpUatog - Oy ouyvég -
Kvidwon kot dAAieg poppég - [ToAv -
eEavOnuotoc OTAVIEG
AmopoMOmTIKY deppatitidn - [ToAv -
OTAVIEG
Xvvopopo Stevens-Johnson - [ToAv -
omhVIEG
Oidnua Quincke - IToAv -
OTAVIEG
To&wn emdeppxy - Mn yvootég -
veKpOALGN
Awrtopayéctov | ApBpodyia Oy ovyvée | Oyt ovyvég -
LUVOGKEAETIKOD Ocguohyio Oy ovyvég | Oy ovyvéc -
ovoTnuatog kot | Oidnua otig aphpdoelg Oy ovyvég - -
TOV GUVIETIKOD Muikdc omacpog Xmavieg Oy ovyvég --
16700 Muadyia -- Oyrovyvée | Mn yvootéc
Oidnua ceupav - Suyvég -
KapnBapia Emivieg - -
Awrtapoyéc tov | Kpeativivn aipatog -- -- Mn yvootég
VEQPOV KoL TOV | anénuévn
oVPOPOpaV 000V | Awtapoyn g ovpnong - Oy ouyvég -
Nvkrtovpia -- Oy ovyvég --
[ToAlakiovpia XTivieg Oy cvyvég -
TToAvovpia rdvieg -- --
Neppikn averapKelo Kot -- -- Mn yvootég
dvolettovpyia
Awotapoayéc Tov Avikovotnta -- Oy ovyvég --
AVOTOPayY®YIKOL | ETUTIKN ducAstTovpyia Erivieg -- --
ovotHpoTog Kot | T'uvarkopaotio Oyt ovyveg ="
TOVL LLOGTOV
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levikég E&acBévion Suyvég Oy ouyvég -
dloTapayEs Ko Avcopia, aicOnua -- Oyt ovyvég --
KOTOGTAGELS TNG | KOKOVYIOGC
0000 yopnynong | Kéommon Suyvég Suyvég Oy ouyvég
Oidnua Tpoo®ToV Xuyvég -- --
‘Edayn Zoyvég - -
Mn xopdioxd Bmpokikd - Oyt ovyvég -
&yog
Oidnua Suyvég Suyvég -
Oidnua Tep1pepkd Xuyvég -- --
Alyog -- Oy ovyvég --
Oidnua LE EVIVTMLOL Xoyvéc -- --
MopaxAvikég AvEnon kaliov aipatog - - Mn yvooTég
eketdoelg AvEnon copatikoy Bdpouvg - Oy ovuyvég -
Meiwon copatikod Badpovg - Oy ouyvég -
* Kvping coppotd pe yordotaon

Emunpdobetec mAnpo@opiec oyeTIKA LE TO CLVOVOCUO

[Mepupepicd oMK, UI0 OVOYVOPLGUEVT] OVETIBVUNTT EVEPYELN TNG OUAOIITIVIG, YEVIKG
mopoTNPHONKE G€ PKPATEPN CLYVOTNTA EULPAVIONG 6 aoBevelg mov EAafov cLVIVAGHO
aprodurivng/Paroaptdvng amd 01t 6€ avToHg Tov EAAPay HOVO apAodITiv). Xe SUTAA-TUPALCS,
EAEYYOUEVEC KAVIKEC SOKIUEG, 1] GLYVOTNTO ELPAVIONS TEPLPEPIKOV OONUATOG GE GYECT UE TN
docoioyia Tav 1 akdiovdn:

% acBevav mov elyav Baloaptavn (mg)
TEPLPEPIKO 010T L
0 40 80 160 320
0 3,0 5,5 2,4 1,6 0,9
2,5 8,0 2,3 5,4 2,4 3,9
Aphrodwrmivny | 5 3,1 4.8 2,3 2,1 2,4
(mg) 10 103 |NA |[NA |90 9,5

H péon ouyvotnta epnedvions Tepipeptkon odNUATOS OLOLOUOPPO GTAOUIGUEVT] GE OAO TO EVPOG TOV
docemv NTav 5,1% pe 10 cuvdvacud aprodimivine/forcaptdvnmg.

EmunpocOereg mAnpo@opiec oyeTikd LUe To LEUOVMUEVO CLOTUTIKG

Ot avemBOuNTEC EVEPYEIEC TOL PUPUAKOV TOV AVAPEPONKOV TOPATAV® V1o TO KAOE HEPOVOUEVO

ovotatikd (aprodimivn | farcaptdvn) pmopel va amotelécovy mhavég avembOunTeg eVEPYEIEC TOV

Copalia emiong, £0tm Kot €dv dev mapoTnpONKay 68 KMVIKEG SOKIUEG 1] KOTA TN SLAPKELL TNG

KUKAOQOPIOG TOL.
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Auplodimivy

2oyvég Yrvnda, {dAn, aicOnpo ToApdv, Kotkiokd dlyog, vavtio, oidnuo Geupmv.

Oyt ovyvég Avnvia, petafoiég g ddbeong (copmeptlapfavopévon Tov dyyovs), Katddiwy,
TPOUOGC, SVGYELGIN, GLYKOTN, VTGO Gi0, OTTIKES dloTapPayES
(ovumepriopfovouévng e dumhoniog), EUPoég, vToTaoT, SUGTVOLN, PVITIOW,
éuetog, dvomeyia, oAmmekia, TOPPVLPA, SVCYPOUOTIGUOC SEPIOTOC, AVENUEVN
€Qidpwon, kvnouog, eEavinua, pooiyio, poikés KpAUmes, dAyoc, dtuTapayn
o0pNoNG, ALENUEV GLYVOTNTA OVPTOTG, OVIKAVOTNTA, YUValKopaoTio, Bopakikd
aryog, eEacBévion, avénon copatikov Bapovg, peimworn copatikod Bapovg.

2movieg Zoyyvon.

oo omavies  Agvkomevia, Opopfomevia, aALEPYIKES AVTIOPAGELS, VTEPYAVKALLIN, VTEPTOVIQL,
TEPLPEPIKT VELPOTADELD, EUPPOYUE TOV pvokapdiov, appvbuio
(ovumeptrapPavopévav g Bpadvkapdiag, Tng KoMK G Tayvkapdiog kot tng
KOATIKNG LOPLOPVYNG), AYYEUTION, TOYKPEATITION, YOoTpiTIdN, VIEPTANGIN OVAMY,
nratitda, iktepog, nroticd Evivpa avEnuéva™, ayyglooidnua, ToAOHOPPO
gpVONua, Kvidwor, aroeodmTikn depuatitida, chvopopo Stevens Johnson,
oionua Quincke, powtogvoicOncio.

Mn yvootéc  To&un Emdeppn Nekpoivon

* Kupimg cvpPatd pe yolootaon

e eEapetikéc mepImTdoEL £xel avapepBel eEmmupapidiKd cOHVIPOLO.

Baloaptivy
Mn yvwotéc  Meimon g apos@apivng, LEIOT ToV aoToKpitn, 0VOETEPOTEVIM,
Opoppoxvtonevia, avEnom TOL KAAIOV GTOV 0pO, HENCT TOV TIUDV TNE NTOTIKNG
Aertovpyiog copmepriapfovopévng e abvénong g yoAepudpivig opov, veppiky
OVETAPKELN Kot SuoAEIToVpyin, avénon g Kpeatvivng opov, oyyelooidona,
poodyio, ayyeltida, vrepevatcncio cvureptAapfavopévng g opovosiog.

Avooopd TOavoAOYOLUEVEV QVETLOOUNTOV EVEPYELDV

H avagopd mbavoroyodpeveov avemBOunTmv evepyelmv HETH amd T YopnyNnon adelog KukAopopiog
TOV QAPUAKELTIKOD TPOIOVTOC elvar onuavtikn. Exttpénel tn cuveyn mapakorlovdnon e oxéong
0PEAOVC-KIVODVOL TOV QUPIOKEVTIKOD TPOTOVTOC. ZNnTeitat amd ToVg ETayyEAUOTIEG VYEING VO
AVOPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVES OVETIBVUNTEG EVEPYELEG LECH TOL EOVIKOD GLGTILATOG
ava@opdg Tov avaypdeetol oto [Hapdptnua V.

4.9 Ynepoocoroyia

ZOUMTOUOTO

Agv vrapyet epmelpio veepdocoroyiag pe to Copalia. To KvpLOTEPO GCOUTTOUE THG VTEPSOGOAOYING LE
Baicaptavn givar evdeyopévag n évtovn vrotaon pe Lain. H vrepdocoloyia pe aprodimivn pmopel
VoL 001 YNOEL € VIEPPOAIKT TEPLPEPIKT AYYELODIOCTOAT KOl EVOEXOUEVICS, GE OVTOVOKANGTIKN
Tayvkapdio. Me tnv aprodirivy éxetl emiong avoeepOel onUavTIKY Kot SUVNTIKOG TUPUTETAUEVT
GLOTNATIKN LLOTAGT, TOL TTEPIAapPavel katamAn&io pue Bavatneopo katdAnén.

Eravio £xel avapepdel pn kapdloyevéG TVELLOVIKO 0idNpa oV pmopel vo ekdNAmOel pe
kaBvotepnuévn Evapén (24-48 dpeg LETA TNV KOTATOGOT)) KoL OTOLTEL OVATVEVGTIKT VTOGTHPIEN (OC
GUVETELD, TNG VIEPOOCOAOYING apAiodumivng. Eykapa pétpa avavnyng (copmeptiapfovopuévng e
VIEPPOPTMONG LLE VYPA) Y10 T SLATHPNOT TNG AUATMOCTG KOl TG KOPOIOKNG TOPOYNG UTOPEL va
AELTOVPYNGOVY OC TAPAYOVTES EXIGTEVOT|G.
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B¢pamneio

Edv éywe npocparta 1 katdmoon, uropel va eEETAOTEL TO EVOEYOUEVO TPOKATONG ELETOV 1 TADGNC
otoudyov. H yopriynom evepyod avBpoka og vyieic €0eAovTég apéowme PHETA T ANYN apAOdTiVIIG 1)
£€m¢ Kat 500 MPEG UETA Ao VTNV EYEL AmodeyTEl OTL HELDVEL GNUAVTIKA TNV OIoppOPNoN TNG
aprodurivng. H khvikd onpavtikny vedtacn mov ogeiletal og vrepdocoroyia pe Copalia amaitel tnv
EVEPYN KAPSLOYYELOKT] VITOGTHPIEN, CUUTEPTAAUPAVOUEVIC TG GLYVIG TOPAKOAOVONGNG TNG
KOPOLOKNG KOl TG OVOTVEVGTIKTG AELTOVPYIOG, TG ovOY®MONS TOV AKPMOV KOl TNG TopakoAovdneng
TOV GYKOL TV VYP®V 6TV KuKAopopia kabdg kot g amoBolirg ovpwv. Eva ayyelocuotaiticd
umopei va fondncel 6TV 0moKOTAGTACT TOL OYYEIKOD TOVOL KO TNG OPTNPLOKNIG TEGNC, IUE TNV
wpobmoOeon 6T dev avrevdeikvutar 1) xpnor tov. To evdoprefimg yopnyoduevo YAvkovikd acPEcTio
propel va amofel emwPeLEG OGOV APopd TNV TPOCSTADELD VO OVTIGTPAPOVV Ol EMOPAGELS TOV
ATOKAEIGUOD TOV SLOA®V acPeatiov.

Kot n Baroaptdvn ko n aprodimivn etvon amiBovo va amopakpuvBody HEG® apodtoAemn.

5. DOAPMAKOAOT'IKEX IAIOTHTEX
5.1 ®@oppokodvvoptkES 1O10TNTEG

Doppakobepanevtikn katnyopio: [Hopdyovteg mov dpovv 610 GHGTNHO PEVIVIG-OYYEIOTEVGIVIG,
avTOYOVIOTEG TNG oyyelotevoivg I, cuvdvacuol aviaymviotdv g ayyeloteveivig I Kot amoxhielotég
TV dladAov acPeotiov, kodikdc ATC: CO9DBO1

To Copalia cuvdvalet 300 avTVTEPTACIKES OVGIES [LE CUUTATPOLATIKOVG UNYAVIGHLOVG SPAONG
TPOKEWEVOL Vo, eAeyyOel N aptnplokn Tieon Tov aclevav pe 1010mab1 VEpTacn: 1 apAodiTivr oviKeL
GTNV OGS0 TV OVIUYOVIGTOV TOV acPecTiov kot 1 BAAGAPTAVY GTIV OUASN TOV OVTOY®VIGTOV TG
ayyeloteveivng I1. O cuvdLOoHOG AVTOV TV 0VCLMOV EYEL AOPOICTIKT] AVTIVTEPTACIKY ENLOPAOT,
UELDVOVTOG TNV 0PTNPLOKN TTigon o€ peyolutepo Padud om’ 6,1t T0 KAOe GLGTATIKO LEUOVMUEV.

Aprodimivny/BoAicoptdvn

O cvvdvacpog aprodimivig Kat BaAcaptavng odnyel og docoeapTmduevn abpoloTikn pueimon g
APTNPLOKNG TTESNG 0 OAO TO €0POG TV BepamevTik®V ToL ddcemv. H avtwmeptacikr dpdon piog
d00MG ToL GLVIVAGLOD TAPEUELVE Y10, 24 DPEG.

Khvikéc doxyuéc eAeyyousveg (e e1koviKo popuaxo

ITepiocotepot and 1.400 vrepracikoi acbeveic Erapav Copalia dmaf nuepnoing oe 00 eleyydueveg
LE EIKOVIKO QOPLOKO SOKIUES. XTIC SOKIUEG CUUUETE OV EVAALKOL aioOevels pe Nrog Eog pETplog
Bapdtnrag un emmieypévn 1810madn véptact (LEST JGTOAIKT apTNPLoKN TTieon og kabioth Béon
>95 ko <110 mmHg). Anok\eiotnKoy ot acBeveic pe LYNAOVG KOPILALYYEIAKODS KIVOHVOUS —
KapdloK avemdpkela, o Tomov I kot averaprmg ereyydpevo drafntn tomov I kot 16Topucd
EUPPAYLOTOS TOV LLOKOPIIOV 1 EYKEPAATIKOD ENEIGOOI0V EVTOG EVOG ETOVC.

KAvikéc doxyuéc eAeyyousves ue dpaotikd opuoko o aobeveic mov dev aviamokpivovial oty
uovoOepameio.

Mo TOAVKEVTPIKT], TUYALOTOUUEVT, OITAG TUQAY], EAEYYOLEVN LE OPACTIKO PAPHOKO SOKLUN
TAPUAANADV OUAd®V £081EE OLOAOTOINGN TNE UPTNPLOKNG TiEGC (SLUGTOAIKT CPTNPLOKT TTEGT OF
kabiot) 0éon ota enineda koddag <90 mmHg 610 éhog ¢ dokung) o€ acbeveic Tov dgv
eléyyovtav emapkac pe forcaptdvn 160 mg 6to 75% twv acBevav mov Erafov
aprodurivi/Parcaptdvn 10 mg/160 mg kot oto 62% TV acbevav mov Elafav
aprodimiviy/Borcaptdvn 5 mg/160 mg, Evavil Tocootov 53% Tmv acbevdv mov TapéUevay GTo
oynuo Barcaptdvng 160 mg. H mpocOnkn aprodurivig 10 mg kot 5 mg odnynoe oe emmpodchetn
HEI®ON TNG GUGTOAIKNG/G10.6TOMKNG apTNPLaKi¢ Tigong kotd 6,0/4,8 mmHg kot 3,9/2,9 mmHg
avTioTolya, 6€ cVYKPLoN LLE TOVG aobevelg Tov mapépevay otn povobeponeia pe farcaptdvn 160 mg.
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Mo TOAVKEVTPIKT], TUYOLOTOINUEVT], SUTAG TOPAT, EAEYYOUEVT LLE OPACTIKO PAPLOKO OOKLUN
TAPIAANA®V OpAd®V £0€1EE opaloToinoN TNG OPTNPLOKNG TiEGNS (SILGTOAIKT) OPTNPLOKT) TTECT OE
kabiot Béon ota enmineda kKoladag <90 mmHg oto Téhog g perétng) o acbeveic mov dev
eléyyovtav emapkadc pe aprodimivn 10 mg oo 78% twv acbevav mov Elafav
aprodurivy/Barcaptavn 10 mg/160 mg évavtt Tocostov 67% TtV acbevdv Tov Tapéuevoy 6To
oynua oprodiriving 10 mg. H npocHnkn Parcaptévng 160 mg odnynoe ce mepattépm peimwon tng
GUGTOAIKNG/O10GTOMKNG apTNPLOKNG Ttigong Kotd 2,9/2,1 mmHg évavtt tov acbevadv mov mapiuevoy
610 oyfua povobepamneiog aprodurivng 10 mg.

To Copalia peretnOnke emiong oe pia eEleyydpevn pe dpactikd eapuroko perétn pe 130 vreptacikong
acOeveic pe péom SlaoToMKN apTnplokn Tieon og kKabiot) 0éon >110 mmHg ka1 <120 mmHg. X1
perétn avt (aptnprokn migon 171/113 mmHg kot v évapén g perémnc), éva oynua Copalia

5 mg/160 mg wov titAomomOnke o 10 mg/160 mg peiwoe v aptnplokn Tieon o€ Kabioth 0o
Kkatd 36/29 mmHg og cvykpion pe ™ peimon tov 32/28 mmHg mov enetedydn pe éva oynua
Aowonpiing/vdpoyrmpoberaliong 10 mg/12,5 mg mov tithomombnke o 20 mg/12,5 mg.

e 600 paxpoypovieg peréteg mapakorovnong, n dpdon tov Copalia datnpndnke yio Tdve ond Eva
ypévo. H amodtoun dokonn| g Ajymg tov Copalia dev éxel ovoyetiotel pe Toyeia adéEnon g
APTNPLOKNG THESTG.

H nlikia, to @O0, 1 @A G 0 deiktng Bapovg Tov cdpatog (>30 kg/m?, <30 kg/m?) dev ennpedovv
v avtandkpion oto Copalia.

To Copalia dgv €yel pekemOei oe kavéva mTAnbucud acbevadv TEPaY aVTOV TOL TAGKOLY AT
vréptaot. H Bolcaptdvn €xet peretn el oe acbevelg pe TpoGOATo EUPPOyLLO TOV HVOKAPOioL Kot
Kkapdiokn| averdpkela. H aplodimivn éxet peietn et oe acbeveig pe xpovia otabepr| otnOayyn,
OYYEWOGVOTOGTIKY oTNOAYYN KOl AyYEIOYPAPIKA TEKUNPLOUEVT] GTEPAVININ VOGO.

Aplodurivn

H apAodutivn, mov gival évo and ta cuetatikd tov Copalia, avactéAlel T Sapepufpaviky €i6odo Tmv
WOVTOV 06PeoTioN 6TOV Kapdlakd Kot 6ToV ayyeloko Agio pv. O pnyovicpog e avTTEPTAGIKNG
dpdiong tng aprodurivng opeileTar otV YAA0OT T®V ALi®V PUTKOV VAV TV 0yYEi®V, TOL TPOKOAEL
UEIMOT TOV TEPLPEPIKDV AYYEWKDY OVTIOTAGE®V Kot TNG opTnplokng wiconc. [epapatikd dedopuéva
VTOJEIKVOOVV OTL 1] AUAOSITIVI] GUVOEETUL GE GTUELD GUVOEST|G TOGO TMOV SVIPOTVPLOVMY OGO KOl
OVLGLAOV OV gV AVIKOLY GTNV OUAdA TV F1dPOTVPWVAV. Ot GUCTAATIKES SLOKAGIES TOV
KOPOLOKOV Kol oyYELKOD Aglov Loo¢ e€apTdvTal 0md TV €i6000 TV £MKLTTAPL®V 1OVI®OV 0oPECTION
G€ QT TO, KOTTOPO SLOUEGOV GLUYKEKPLUEVAOV SIOOADY 1OVI®V.

Metd amd yopnynon Bepaneutikdv 006EwMV 6g VIEPTAGIKOVG acheveic, 1 apiodimivn Tpokael
AYYEI0010.6TOAN, 0OONYDOVTOG G€ UelmoN TG apTNPLUKNG Ttieonc o€ DTt Kol o€ OpOia Bon. Avtéc ot
HELMGELS TG OPTNPLOKNG TESTG eV GLVOIEVOVTAL OO CTUOVTIKT LETABOAT TOV KapSlaKoy puOpod 1
TOV EMTES®V KATEYOLOUVAV GTO TAACUA [LE XPOVID YOPTYNOT.

O1 6VYKEVTPMOGELS 6TO TAAGLO GLOYETILOVTOL LE TO OTOTEAECLLA, KOl GE VEOLG KOl GE NATKIOUEVOVG
aceveic.

Y€ VIEPTACIKOVG AGOEVEIC UE PLGIOAOYIKT] VEQPIKT AELTOVPYIN, Ol BEPUTEVTIKEC HOGELS TNG
apAoduTivig 001 yNoay G PEIMOT TOV VEPPIKMV YYEIK®Y OVTIOTAGE®V Kol 6€ 0vénot Tov puhpov
OTEPULATIKNG d1ONO™G KoL TNG OPACTIKNG VEPPIKNG POTG TAAGUATOG, X®PIG HETAPOAN TOL
KAAGLaTog OtBnong | mpwteivovpia.

Onwg kot pe GAAOVG avaoTOAEIG TV S10VAWDV AGBECTION, Ol AULOSVVOUIKES LETPNOELS TNG KAPIIOKNG
Aertovpyiag og npepia kol katd T didpkela acknong (1 Pnuatoddtonc) o acbeveig e PUGLOAOYIKT
KOWAOKY Agttovpyia wov Aappdvovv aprodimivn Exovv dei&etl yevikd tikpn avénon Tov KopdtaKo
deiktn yopic onuavtikn enidpacn oto Adyo dP/dt 1 oV TEL0d10GTOAIKY TTigoT 1] TOV TEAOSIOGTOALKO
OYKO T1G OPIOTEPTIC KOIMOG. 1€ OULOSVVOIKES LEAETEG, 1] OUAODITIVI] OEV £XEL GLGYETIOTEL UE
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aPVNTIKY WOTPOTO dpdiomn OTOV YopNyNONKe 6To €VPOG BEPATELTIKAOY dOCEWMV GE VY {Mda Kot
avBp®OTOLS, aKOL Kot 0TV cuyyopnyNOnke pe PrTo amokAEloTEC 68 avOpOTOVG.

H aprodimivn dev petafdiiet tn Asttovpyia Tov AEROKOUPOL 1 TNV KOATOKOIAOKT Oy ®YLLOTITO GE
vy {da 1 avBpdTovg. Xe Khvikég pehéteg 6mov 1 aphodutivr yopnynonke e cLVOLAGHO Le PriTa
amokAEloTEG 6 aobevelg eite e véptao glte pe otnBAYYM, dev mapoaTnprOnKoy avemBOHuNTES
EMOPAGELS GE NAEKTPOKAPIIOYPUPIKES TAPALETPOVC.

Xpnon oe aoBsveic ue vrépraon

Mio Toyoomonpuévn, Sl TVPAN HeAETT voonpotnTag-Bvnoipudtrag, mov ovopdaletar Meiém
Avtioreptootkng kot Avtiamdayukng Oepaneiog yio tnv [IpoAnyn tov Kapdiokov Encicodiov
(ALLHAT), mpaypatomombnke yia va cuykpivel vedtepeg Bepamneies: aphodurivn 2,5-10 mg/muépa
(amordelot¢ TV dlaAmV acfectiov) 1 Mowonpiin 10-40 mg/Mmuépa (AMEA) wg Bepamneieg mpdNG
YPOUUNG £vavTt TOL dtovpnTikoy Betaliong, yAwpoBoidovn 12,5-25 mg/muépa otnv Nria £0¢ pHETpla
VIEPTAOT).

Yvvolika 33.357 vreptacikoi acBeveic nAikiag 55 etV kol Gvo TUYAI0TOONKOY Kot
mapoaKolovdnOnKay Yo péco ddotnua 4,9 etdv. Ot acbeveic elyav TovAdyIoTOV évay TpoOcHeTO
TOPAYOVTH KIVOUVOL GTEQAVIAING VOGOV, GUUTEPIAAUPAVOLEVOD TOV TPOTYOULEVOD EUPPAYLLOTOS TOV
LLOKOPSI0V 1 TOL AYYELNKOD EYKEPUAIKOD ETEIG0SI0V (>6 punveg Tptv TV €vtaén) N GAANG
TEKUNPIOUEVTG AONPOCKANPOTIKNG Kapdiayyelakng vooov (cuvorkd 51,5%), dtafrtn tomov 2
(36,1%), vYNANG TLKVOTNTAG ATOTPMTEIVIG - YoANoTEPOAN <35 mg/dl 1 <0,906 mmol/l (11,6%),
SAYVOGCT VIEPTPOPIOG TNG APLOTEPTIC KOIMOC HEGH NAEKTPOKAPIIOYPOUPTIUATOG 1|
nyokapdloypaepatos (20,9%), evepyol kamviotés (21,9%).

To kbp1o KataAnkTikd onpeio Nrav cuvleto Kot tepieAdupave Bavatneopa otepaviaio voso 1 un
Oovaneopo Epppaypa ToL LLOKaPSiov. Agv LINPYE GNUAVTIKT SLOPOPE GTO KOPLO KUTUATKTIKO
onueio petaéoy g Paciopévne o aprodimivn Oepaneiog kot g faciopévne oe yhAwpobaddvn
Bepoameiog: oyeticog kivovvog (RR) 0,98, 95% CI (0,90-1,07), p=0,65. And o devtepevovia
KOTOANKTIKG onueio, 1 eXiTTOON TG KapSKNg avendpkelog (cuvioTdoa evog cuvheTon
GUVOLOCUEVOL KOPSAYYEIOKOD KOUTUANKTIKOD GNUEIOD) TOV CTLOVTIKG DVYNAOTEPT GTNV OUAdA TG
aUAOSITIVIG, € GUYKPIOT HE TNV opdda TS yAwpoBoidovng (10,2% évavtt 7,7%, RR 1,38, 95% CI
[1,25-1,52], p <0,001). Qo1600, dev LIPYE CNUAVTIKT OlaPOpd 6T BvyNoOTNTO OAMV TOV LTIV
ueta&d g Paciopévng og aprodutivn Oepameiog kot g Pactopévng o€ yAwpobaiddvn Oepameiog
RR 0,96, 95% CI [0,89-1,02], p=0,20.

BoaAcaptavn

H BaAicaptdvn givot Evag yopnyovprevog amd ToV GTOHATOG dPUCTIKOG, 10YVPOG KOl E101KOG
AVTOYOVIGTNE TOV VITOS0YXE®V TG ayyelotevaivig I1. Apa exkektikd otov vToTvTo vrodoyén AT, mov
glvar vevvvog yio TIc YvmoTtég dpdoelg g ayystoteveivig I Ta avénuéva enineda g
ayyewoteveivig Il oto mAdopa petd ond amoxhelopd tov vrodoyéa AT pe Bakcaptdvn pumopet va
dleyeipovv To [N amOKAEIGUEVO VTTOTVTO TOV LIOdoYEN AT, 0 omoiog paivetat 0Tt avTioTaOpileL T
dpdon tov vrodoyéa ATi. H Badcaptdvrn 6ev emdEKVOEL LEPIKT AYDVIGTIKT dPAGT GTOV DTTOJOYEN
AT ko €yl mohd peyorvtepn (mepimov 20.000 popég) cuyyévela yia tov vodoyéa AT, an’ 6,11y
tov vmodoyéa ATs.

H PaAcaptavn dev avactéirel to MEA, yvwotd kot o¢ kivivaon 11, mov petatpénel v ayysloteveivn
I o ayysioteveivn Il ko amoucodopel ) padvkivivn. Kabag dev mopatnpeitan kapio enidpacn oto
MEA o xapio gvioyvon g Bpadvkivivng 1 g ovasiog P, ot avtaywviotéc g ayysiotevoivng 11
glvon aniBavo va oyetiovral pe to Pya. Xe kKAvikég dokipég 6mov 1 farcaptdyvn cuykpinke pe Evav
avactoréa MEA, 1 enintoon Enpov Prixa ftav og onuavikd Babud (p <0,05) xauniotepn otovg
acOeveic mov EAafav aywyn pe Bakcaptdvn an' 6,71 6ToVG 0oOeVeEig OV APV Oy®YN LE AVOCTOAEN
MEA (2,6% évavtt 7,9%, avtiotoya). Ze po KAWVIKT 00K 6TV omoia cupHUETEl oV aoBeveis e
16T0pKo ENpod Priya Katd ™ didpkela Bepaneiog pe avaotoréa MEA, Bryas eppaviomke oto 19,5%
TOV CUUUETEXOVT®V oV EAaPav Boaicaptdvn Kat 610 19% tev acbevov mov Ehafav Bstoliduco
dovpntikd, évavtt tocootov 68,5% tev acBevav mov Elafav avactoréa MEA (p <0,05). H
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BaAcaptdvn dev cuvdEeTOL 1] €V AmOKAEIEL AAAOVE VTTOSOYEIC OPLOVAV 1 SLAOLS LOVTHOV TTOV ivat
Yoot 0Tt Tailovy oNUAVTIKO pOLo 6T pOOUIGT TOV KOPILOYYELKOD GUGTILLOTOG.

H yopiynon Paicaptdvng oe acbeveic pe vtéptacn 0dnyel 6 TTMOGT TG APTNPLOKNG TIECTG XWOPIg VA
ennpealet Tov kopdlakd puouo.

2y mheovotra TV acbevav, Hetd T yopnynon piag 606mg amd ToV GTOUNTOC, 1) OVTIVTEPTUCIKN
dpdon eppaviletor evids 2 mpdv, Kot 1 UEYIOTN TTAOCT] TG APTNPLUKYG TIECTG EMLTVYYAVETOAL EVIOG
4-6 opov. H avtwneptaciky| dpdon mapapével yio Stdotnuo HeyaAdtepo Tov 24 @pdv HeTd
yopnynon. Me eravalopufoavopevn xoprynon, n LEYIOTN LEI®ON TG apTNPLOKNG THEGNC e
omoladNmote 600 MTLYYAVETAL EVTOG 2-4 £BJOUAd®V Kot dlotnpeitan Katd Tn S1GpKELD TG
pakpoypoviag Beponeiog. H andtoun draxonn g ANyng Barcaptdvng dev £xel GLGYETIOTEL e
VroTpoTy TG vIEpTacg (rebound) 1| dALeG KAVIKEG avemBOUNTEC EVEPYELEG.

Ara: AimAdc omorleloudc 100 oVOTHUATOC PEVIVHC-YYELOTEVTIVHIC-0Ad00TeEpOovnC (ZPAA)

AvOo peydheg Tuoyonomompévec, ereyyopeveg pehéteg (n ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial) ko 1 VA NEPHRON-D (The Veterans
Affairs Nephropathy in Diabetes)) £yovv e&gtdoet T gpnon Tov cuvdLAGHOD evoc avacToréa MEA pe
évav AYAIL

H ONTARGET ftav pio perétn mwov o1eé&nydn oe acbeveic pe 16Topikd kapdioyyelokng 1
EYKEQOAKNG ayYELOKNG VOGOV 1 GOKY0PDON SeffriTn TOTOL 2 Guvodevdpevo amd £voeltn PAGPNG
teAko0 opydvov. H VA NEPHRON-D ftav pio pehétn o acbeveig pe caxyoapmon dwafrtn tomov 2
Kot doPnTikn veppomddeta.

AvTég o1 peréteg dev £xouv OeiEel oNUAVTIKY OEEALUT EMIOPACT] OTIG VEPPIKES KAUN OTIG
Kapdloyyelokég eKPAcelg kot tn Ovnoomra, eved tapatnpnnke Evag avénuévog kivouvoc
vrepkoAopiog, o&elog veppikng PAAPNE ko vdtaong o€ chyKpIomn L T povobepameia.
AgdopEVOV TV TOAPOUOI®V (OPUAKOSVVAUIKMV 1010THT®V, GVTE To aToTELECUATA Eival ETioNG
OYETIKA Y10 AAAoVG avacTtoieic MEA kol AY AL

Q¢ ek TovTOL 01 avactoAeic MEA kot ot AYAII dev Ba mpémetl va ypnoLomTolouvTal TanTo(pova G
acBeveic pe Sapntikn vepporddeia (BA. Tapdypagpo 4.4).

H ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease
Endpoints) ntav pio perémn oyxedraopévn va eréyEet 1o 60ehog TG TPpooHNKNG oAMoKIpEVN G o pia
wpotumn Oepomeio pue évav avactoréa MEA 1 évav AY All og acOeveic pe cakyapdon dtafnm tomov
2 ka1 ypoVIoL VEQPPIKT VOGO, KOpdloyyELoKT vOoo 1 kot Ta. 000. H pekétn diekdmn mpdmpo Adym gvog
aLENUEVOL KIvoOVoL avemBountov ekfdoemv. O Kapdiayyelakog BGvatog kol To EYKEQOAKO
€MEI00010 MOV Kol To, 000 aplOuUNTIKA GLYVOTEPO GTNV OUGON TNG OAIGKIPEVIC Ot OTL GTIV OpAdQ
TOV EIKOVIKOV Q@apudkov Kot to avemntfounta copfdvta kai ta coPapd avembounta coufdvia
EVOLIPEPOVTOG (VTTEPKAALALIN, VTOTACT KOl VEPPIKT] SLVGAEITOVPYIN) avapEpONKay cuyvOTEPE GTIV
OpAdO TNG OALOKIPEVNG ATtO OTL GTNV OLLAS0 TOV EIKOVIKOD PUPHAKOL.

52 ®@appoxokiviTikEG 1010TNTES
Tpoppuxodmra
H aprodimivny kot 1 faicaptdvn Tapovctdlovy YPopKY GopULOUKOKIVITIKT.

Aprodutivy/Boicoptévn

Metd v amd tov otopatog yoprynon tov Copalia, ot pHéyioteg CLYKEVTPMOGELS TNG PaAcapTavng Kot
™G AUAOSITIVIG OTO TAAGO EMLTLYYAVOVTOL GE 3 Kol 6-8 dpeg avtioTorya. O puOuos Kot 0 Babpdg g
amoppdenong tov Copalia givar 1oodbvopor pe tn frodabeoiudtnta g folcoptdvng Kot Tng
ApAOSTIVIIG OTAV YOPTYOUVTOL OG LELOVAOUEVD dIOKICL.
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Apioodurivn

Amoppopnon: Metd v amd ToV GTOHOTOS Yop1yNoT Oepamevtikdv d0cemv povobepameiog
APAOSTIVIG, Ol LEYIGTEG GUYKEVIPMOELS TNG OUA0SUTIVIG 6TO TAGCUA EMtTLYYGvovTon o€ 6-12 dpeg. H
andrivt Prodabecidtnta vroroyileton 6Tt KupaiveTon petafd 64% ko 80%. H Prodwbeoypdmra g
apAodimivng dev emnpedleTon omd TNV AT TPOPNG.

Karavoun.: O 6yxog xatovoung elvar mepinov 21 Vkg. Meléteg in vitro pe v aprodutivn £dei&av 0Tt
10 97,5% mepinmov Tov KLKAOPOPOVVTOG PUPUAKOL decpeVETAL OO TIG TPMOTEIVES TOV TAAGLOTOG.

Bioueraoynuatiouog: H oaproduriv petaforileton o€ extetapévo Babud (mepinov 1o 90%) oto fmap o€
avevepyoUg petafforites.

Amofoin.: H amoudkpovon g aprodimivng and 10 TAAGUe Eivol SIpaotKy, Pe TEAKN Ml yio T
amopdpuven 30 mg 50 dpeg. Ta enimeda otabeprg KATAGTAOTG GTO TAAGLLA EMTVYYAVOVTOL LETH OO
coveyn yopnynon yw 7-8 nuépec. To 10% tng apyum aprodimiving kon To 60% tov petafoAtdy g
QPAOBITTIVIG OEKKPIVOVTaAL 5T, 0VPOL.

BoAcaptdévn

Amoppopnon: Metd amd Tov 6TOHOTOS Yopnynon pnovobepamneiog Bolcoptdvng, ol HEYIOTEG
GUYKEVTPMGELS TNG forcaptdvng oto TAdcpa enttuyydvovian og 2-4 dpes. H péon andivtn
Blodwabeoipdmra givar 23%. H tpoen peimvel v ékbeon (0mwg petpdral péow e AUC) ot
Barcaptavn katd 40% mepimov kot T PEYIOTN GLYKEVIP®OT 6T0 TAUCUA (Cmax) KoTtd 50% 7epimov,
av Kol 8 dpeg TePITOL LT TN 6OGT Ol GLYKEVIPDGELS TG PAACAPTAVIG 6TO TAAGLLE EIVOL TOPOLOLES
YL TNV opdda Twv acfevdv mov EAafav Tpoen Kot Yo TNV opddo aut®dv mov dev Elafav. QoT1o00,
avt M peioon g AUC dev cuvodevetat amd KAMVIKG onuavTiky peioon tng Oepamevtikng dpdong,
Kol erouévag 1 farcaptdvn uropel va yopnysitat pe 1 xwpig tpoen.

Karavoun.: O 6ykog katovounc g porcaptdvng og otabepn KOTAGTAON UETA 0T EVOOQAEPLL
yopnynon eivar mepimov 17 Aitpa, VT0deKVHOVTOC OTL 1] PAACAPTAVN JEV KATOVEUETOL EKTEVDS GTOVG
10100¢. H Barcaptdvn cuvdéetar oe peydro Pabuod pe mpoteiveg opol (94-97%), kupimg Aevkopativn
0pov.

Biouetooynuotiouss: H Ppaicaptévn dev petatpémeton og peyoro Paduo, kabmg povo to 20% mepimov
g 06oNG aviyvevetal g petafoiites. 'Evog petafolitng vdpo&éoc €xet evromiotel oto TAdoUA GE
YOUNAEG GLYKEVTPOGELS (AtydTtepo amd to 10% g AUC g Barcaptdvng). Avtdc o petaforitng
glvar QapUOKOAOYIKE [T OPOGTIKOG.

Amoforn: H Bokoaptdvn eppaviler kivntikn moAvekfetikng e£aoBéviong (tv. <1 dpoag kot tys mepimov
9 mpeg). H Parcaptavn amofdileton Kortd kOplo Adyo amd ta kdémpova, (mepimov 1o 83% g d6oNC)
ka1 ta ovpa (Tepimov 10 13% g d60MC), Kuping mg avairioimto eappako. Metd amd evoo@AEPia
yopnynon, n kédBapon g Parcaptdvng oto mAdoua gival mepinmov 2 1/h ko n veppikn g kdbapon
givar 0,62 1/h (mepimov 10 30% g oAkN ¢ kaBapong). H nulon e Parcaptaving eivan 6 dpeg.

Ewwoi tAinbvopoi

Houdiazpioc ninBoouoc (niixiog kdrw twv 18 etdv)
Agv vtapyovv oo SES0UEVH POPUOKOKIVITIKNG OGOV apopd ToV TaudlaTpikd TANOVGHO.

Hhrkiouévor (nhixioc 65 etwv ko avw)

O xpOVOG £0G TIG LEYIOTEC CLYKEVTPMGELS TNG AUAOIITIVIG 6TO TAAGLLO VL TOPOHOLOG Y10l TOVG
VEOLG Kol TOVG NAKI®pEVOLS aobeveic. Xe nAkiopévoug aobeveic, n kdbapon g aprodurivig teivel
VO LLEWDVETOL, KATL TOL TPOKOAEL avENcelg atnv meployn Kato and v KapumdAn (AUC) kot v
nuon aropdkpovone. H péon cvompatiky AUC g Baicaptdvng elvan peyardtepn katd 70%
GTOVG NAKIOUEVOVG aGOEVEIC 0o OTL GTOVG VEOLGS, EMOUEVMG OALTEITOL TPOCTOYN OTAV OLEAVETOL 1|
docoloyia.
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Neopikn dvoleitovpyio,

H poppaxokivntikn g aprodimivng dev ennpedleTol onuovTikd and veppikn dvciertovpyia. Onmg
OVOUEVETOL Y10l Ll EVAOOT) TTOV 1] VEQPIKT TG KaBapon avtiototyel poig 6to 30% g oAKNG
KkéBapong 610 TAAGO, dev TaPATNPNONKE CLGYETION UETAED TNG VEQPIKNG Aettovpyiog Kot TG
cuotnpatikng £kBeong ot Paicaptdvn.

Hromzikn dvaieitovpyio

[ToAd meplopiopéva KAvikd dedopéva etvar dStoBECIILO GYETIKA LE TN YOPNYNON TNG pA0dUTIVIG O
acBeveic pe nmatikny dvciertovpyia. Ot acbeveic pe nratikn SuoAeitovpyio TOPOVGIALOVY HEIOUEVT
KkéBapon g aprodimivng pe cuvenaxodiovdn avénon g AUC xatd 40-60% mepinov. Katd péco
0po, o acbevelg pe N Emg pétprog Papvtnrtag xpovia nratiky voco 1 ékbeor (petpnbeioa pe Tipég
AUC) ot Parcaptdvn gival 600 popég peyaddtepn omd avt TV VY10V edehoviov (ue
YOPOKTNPLOTIKA EEOUOIMUEVE, G TPOG TNV NAIKIa, TO VA0 Kal TO cOUaTIKO Bapog). [lpémet va divetat
mpocoyn o€ aobeveic pe nmatikn voco (PA. mapdypago 4.2).

5.3 Ipoxivikd dgdopéva Y10 TNV 06QIAELN

Aprodumiviy/Baicoptdvn

O avemBountes avTdpacelg pe mhoavi KAMVIKE GNUOcio TOV KOTOypaenKay o€ HEAETES Le (da Tav
0l TOPUKATO:

IotomtaBoroyikd onpueio EAEYHOVIAG TOV OOEVIKOD 1GTOD TOV GTOUOYOV TApOTNPHONKAY GE APCEVIKODC
apovpaiovg o€ ékBeon 1,9 (Baioaptdavn) kat 2,6 (apAodimivn) opég TEPITOV TIC KAVIKEC SOCELS TV
160 mg Baicaptdvns kot 10 mg aprodurivng. Ze vynAdtepeg ekbéoeic, vanpe eEéAkmaon kot
SuiPpmon Tov PAEVVOYOVOL TOL GTOUAYOL Kol GTOLG ONAVKOVG Kt 6ToVG apoevikovs. [Tapdpoteg
aAdoldoelg TopatnpnOnKoy Kot otnv opdda tng povobepamneiog Baisaptavng (EkBeon 8,5-11,0 popég
v KAk 6001 tov 160 mg Bakcaptdvng).

AvEnuévn enintoon kot fapdTnTo VEPPIKNG COANVAPLOKNG Baceo@Aiag/vaAivoong, S106TOAMG Kot
TaPoLGiag KVAIVOP@V KoM Kot SIAUESTC AEUPOKVTTAPIKNG PAEYLOVIAG KO DITEPTPOPIOG TOV
appinv Tov pécov yrtmva Bpédnkav oe éxbeon 8-13 (Baioaptdvn) kot 7-8 (aprodimivn) opég Tig
KAvikég 86oelg Tov 160 mg Barcaptavng kot 10 mg aprodurivng. [Tapdpoteg aAroidoelg
mapoTnpRnkay oty opdda g povobepaneiog forcaptdvng (xbeon 8,5-11,0 popéc v KAvIKN
d0oo1 tov 160 mg Bodcoptdvng).

e o peAétn euPpuikng avamTuEng o 0poLPAIoNS, KATUYPAPN KOV VYNAES EMATMOCEIS SIECTOAUEVOV
oVPNTHP®V, SVCTAUCTIKOV GTOYEI®MV TOL GTEPVOL KOl LT OGTEMUEVOV QOANYYDV UTPOGTIVOD TOSL0D
o¢ ekbéoeic mepinov 12 (Baioaptdavn) kot 10 (aprodimivn) eopéc Tig Khvikég docels tv 160 mg
Baicaptavng kot tov 10 mg apAodurivig. AleoTaAUEVOL OLPTTHPES TTopATPNONKOY eTiong 6TV
ouada ¢ povobepaneiog faroaptdvng (éxbeom 12 popéc v KAk do6on Twv 160 mg
Baicaptavig). XTn cUYKEKPIUEVN UEAETT KaTOYPAENKOY LOVO PETPLOG Papdtntag evosi&elg
to&wotnTag g untépag (LéTpra peimon tov copatikod Bapovg). To enimedo pn mapoatipnong
ATOTELEGATOG, OGOV APOPE OTIG EMOPACELG TNV avanTLEn, TapaTnPHONKE o8 TPITAdCLa
(Baioaptavn) kot teTpamAidoio (aphodutivn) e kKAvikng ékBeong (Bacet tng AUC).

Ocov apopd oTig pepovouéveg ovaieg dev vimp&av evdei&elg petailo&loyovov dpaong, S1acmacng
TOV YOVISI®V 1| KOpKIVoYyovov dpdong.

Apioodrivn

Avamapoywyixn tolikoloyio.

Y€ HEAETEG aVATOPAYWOYNG LE EMIUVES KO LOES, LETE o yopnynon 60cemv mepimov 50 popéc
UEYOADTEPEC OO TN PEYIOTH GLVICTMUEVT 00GOA0YI0 Yio TOVG avOpdmovg, facilouevol oe mg/kg,
mapoTnpiOnKay kabvotépnon TokeTon, ovEnUévn SIIPKELD TOKETOD Kol LELOUEVT ETPIMOT] TOL
gUPpvov Kot ToL VEOYVOD.
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Avoleitovpyio yoviuomroc

Agv vipée enidpacn 6N YOVHOTNTO TV apovpainy wov Erafay aprodmivn (To apoevikd yio

64 nuépec kot ta OnAvka yio 14 nuépeg mpv 1o Levydpoua) oe docelg puéypt ko 10 mg/kg/muépa

(8 Popéc™ peyaAdtepn TG HEYIGTNG GLVIGTMUEVNS 860NG 6ToV AvBpwmo Twv 10 mg, Bdcet mg/m?). e
pio GAAN perétn oe apovpaiovg katd v onoia ota apoevikd yopnynOnke amlodipine besilate yio

30 nuépeg o€ d60M cvyKpioun pe v avBpamivn door Pdoet mg/kg, Tapatnpndnie peioon g
BuLoKo-01EYEPTIKNG OPLOVNG KOL TNG TEGTOGTEPOVNG GTO TAAGHA KAOMDG Kot LELMGELS GTIV TUKVOTNTA
TOV GEPLOTOG KOt 6TOV aptiud TG MPIUNG OTEPUOTIONG Kot TV KuTTtdpwv Sertoli.

Kapravoyévean, uetallalioyevean

Agv vpyav evieilels KapKivoyéveong e apovpaiovg kat movtikia 6mov d60nke 611 dlatd Tovg
apA0dTiv Yo dVO XPOVIO GE GUYKEVIPMGELS OV VITOAOYILETOL OTL AVTIGTOLYOVV GE UEPTIGL dOCT)
0,5, 1,25 won 2,5 mg/kg. H vynAidtepn 6001 (Yio TOVG TOVIIKOVG, OUOL0L KOL Y10 TOVG 0povpaiovg dvo
QOPEC* HEYOADTEPT TG UEYIOTNG GUVIGTOMEVNG KAVIKAG 800omg Tov 10 mg Bdoet mg/m?) fjtov Kovtd
oTN PEYLOTY OVEKT] SOGT Y10t TOVG TOVTIKOVG, AAAN Gyl Y10 TOLG APOVPAiOVG.

Meléteg petarra&loyéveong dev £0e1Eav ETOPAGELS TOV POPLAKOV GTA YOVidla 1] 6TO EMIMESO TV
YPOUOCOUATOV.

* Me Baon 1o Bapog acBevovg ico pe 50 kg.

BaAcaptdvn

Ta pn KAvikd dedopéva dev amokaAvTToLY 11itePO Kivduvo Yo Tov dvBpmmo pe Paon Tig
oLUPUTIKEG LEAETES PUPUOKOAOYIKNG ACPAAELNG, TOEIKOTNTOG EMOVALAUPOVOUEVOV dOCEDV,
YovoTo&IKOTNTAG, EVOEXOUEVNG KAPKIVOYOVOL dpaong, TOEIKOTNTAG GTIV AVOTUPAY®YIKY IKOVOTN T
Kol avamTuén.

e apovpaiovg, unTpikéc ToEikég 60oelg (600 mg/kg/muépa) KoTd TIC TEAEVTOIEG NUEPES TNG KONONG
Kol KaTd T YoAovyio odynoay o€ ukpotepn enPicnon, youniotepn avénon Bapovg kot
kaBvotepnpévn avantoén (amokOAANGY| TOL TTEPVYIOL TOV MTOG KO TOL ££® OKOLGTIKOV TOPOV) TV
amoyovev (BA. Tapdaypago 4.6). Ot d6celg avtég oe apovpaiovg (600 mg/kg/muépa) etvar mepinov

18 popéc 1 péytotn cvvictduevn avlpdmivy ddon ot Pdon mg/m? (o1 vroroyiouoi Bewpody mg
dedopévn i amd Tov oTopatog doom tv 320 mg/Mmuépa kot acbevi 60-KIAmV).

Y& un KMVIKEG MEAETEC Y10, TNV aoPAAELn, VYNAEG 00Gelg Barcaptdvng (200 émg 600 mg/kg
COUOTIKOD BAPOLE) TPOKAAECHY GTOVG OPOVPOIOVE UEIMOT] TOV TUPAUETPOV TOV KVTTAPWOV TV
epLBpOV apocearpiov (epubpordTropa, AocEULPiv, AUATOKPITNC) Kol EVOEIEN HETABOADY OTN
VEQPIKT atpodvvapukn (eEAagppd avénuévn ovpio aldTOV TOV AHATOC, VIEPTANUGIN TOV VEQPIKMDY
coAnvapiov kot faceo@iiia o appeveg). Ot 06celg antéc o apovpaiovg (20 £wg 600 mg/kg/muépa)
gtvon epinov 6 kar 18 popéc N uéyiot cuvictdpevn avBpdnivn d6on oe Pdon mg/m? (ot
vroloyiopoi Bempov g dedopévn pa amd Tov oTopatog 60om tv 320 mg/Mmuépa kot acbevn 60-
KIADV).

e 0pKTOUVG O€ GLYKPIoIES 00GELG, Ol LETAPOAEG NTAV TAPOUOLEG OV Kol GOPUPOTEPES, 1O1AITEPA OTA
veppd, 0ToL ot petaPoréc eEeiyOnkay oe veppomabdeia, copmephappavouivng avénuévng ovpiog
al®dTOL aipTOg KOl KpeATVivng.

YrepTpo@ia TV TOPUCTEPALUTIKGOV KVTTAp®V Tapatnprnke eniong Kot oto 300 &idn {dwv. Oieg ot
petaorés Bewpndnke OTL TPOoKANONKAY amd TN QoPUAKOAOYIKT dpdon TG PailcapTdvng, Tov
TPOKaAEL TapATETAUEVT LTOTACT, 1O104TEPO, GTOVG APKTOUVES. 1o BepamevTikég 06oe1C PaAcapTavng
oToV AvOp®TO, 1 VITEPTPOPIN TV TUPUCTEPAUATIKOV KUTTAPWOV O POIVETOL VO £XEL KOO GYETIKY
onpocia.
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6. OAPMAKEYTIKEXZ TAHPO®OPIEX
6.1 Kaoatdhroyog ekdoymv

Copalia 5 mg/80 mg smkaivupuévo pue Aemtd vuévio dioKio

Lvpnvog tov diokiov

Kvttapivn pikpokpuotaiiikn
KpoomoBidovn (thmov A)

Avvdpo KOALOEWES TVpLTioV 0EEId10
Mayviclo oteatikod

Emixdioyn

YrpoueAroln, tomog vrokotactacng 2910 (3 mPa.s)
Tiraviov d10&gido (E171)

Z1dnpov o&gido, kitpwvo (E172)
IMoAvaBvievoyivkoin 4000

TéAxng

Copalia 5 mg/160 mg smkoiopugvo pe Aemtd VUEVIO SIGKIN

TTvpnvoc tov diokiov

Kvttoapivn pikpokpuotadiiky
Kpoomofioovn (tomov A)

Avodpo KoALoEWES TVpLTioV 0EEID10
Mayviolo oteotd

Emixaloyn

YrpopeAloln, tonog vrokatdotacns 2910 (3 mPa.s)
Tiraviov o10&eido (E171)

Z10npov o&eido, kitpvo (E172)
[ToAvaBvievoyivkoin 4000

TéAxng

Copalia 10 mg/160 mg smkoivupéva. pe Aewtd vuévio dIoKio

Lvpnvog tov diokiov

Kvttapivn MikpokpuoTadiiky
Kpoomofidovn (tomov A)

Avodpo KOALOEWEC TLPLTiOV 0EEID10
Moayviolo oTeaTIKO

Emirxdioyn

Ynpopehholn, tomog vrokatdotacng 2910 (3 mPa.s)
Tiraviov d10&gido (E171)

Z10npov o&gido, kitpwvo (E172)

Z10mpov o&eidio, epvbpo (E172)
IToAvaBvievoyivkdin 4000

TaAxng

6.2 AocvupatoétnTeg
Agv gpapuodletat.
6.3 Awdpkera Lomg

3 xpovia.
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6.4 Iowirepes mpourdiers katd T @OLAEN TOV TPOIGVTOG

Mn gpuAdooete og Oeppokpacio peyarvtepn tov 30°C.

Durdooete GTNV APYIKN CLOKEVAGIN Y10l VO TPOGTATEVETAL OO TV VYPAGIaL.

6.5 @von Kal GLETATIKA TOV TEPLEKTY

Yvokevacieg koyéing PVC/PVDC. Mia cuckevacio koywéing mepiéyel 7, 10 1§ 14 emkodoppéva pe
AETTO LUEVIO dloKia.

Meyébn cvokevaciag: 7, 14, 28, 30, 56, 90, 98 1 280 emucoivppéva pe Aentd vuévio diokia Kot
ToALOTTAEG cuokevacieg Tov mepiEyovv 280 (4x70 1 20x14) emkaAvppéva Pe AETTO LUEVIO dloKia.
PVC/PVDC didtpnro blister, povadmv 66ong. Mia cuskevacio koyéing tepiéyet 7, 10 1

14 emcoAvppéva pe Aemtd vpéVio olokia.

Meyébn cvokevaciog: 56, 98 1 280 emkolvoppéva, pue Aemtd vUEVIO dioKia.

Mmropei va pnv KuKAOQOpOUV OLEG Ol GUGKEVAGIECS.

6.6 Iowitepeg TPOPLAGEELS UOPPLYNGS KOL GALOG YEWPIGNOG

Kapia dtkn vmoypémon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

Copalia 5 mg/80 mg smukoioppévo pue Aewtd VUEVIO SIGKIN

EU/1/06/372/001
EU/1/06/372/002
EU/1/06/372/003
EU/1/06/372/004
EU/1/06/372/005
EU/1/06/372/006
EU/1/06/372/007
EU/1/06/372/008
EU/1/06/372/025
EU/1/06/372/026
EU/1/06/372/027
EU/1/06/372/034
EU/1/06/372/037
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Copalia 5 mg/160 mg smkolopuéva pue Aertd vuévio diokia

EU/1/06/372/009
EU/1/06/372/010
EU/1/06/372/011
EU/1/06/372/012
EU/1/06/372/013
EU/1/06/372/014
EU/1/06/372/015
EU/1/06/372/016
EU/1/06/372/028
EU/1/06/372/029
EU/1/06/372/030
EU/1/06/372/035
EU/1/06/372/038

Copalia 10 mg/160 mg emkoivpuévo. pe Aertd vuévio dioKio

EU/1/06/372/017
EU/1/06/372/018
EU/1/06/372/019
EU/1/06/372/020
EU/1/06/372/021
EU/1/06/372/022
EU/1/06/372/023
EU/1/06/372/024
EU/1/06/372/031
EU/1/06/372/032
EU/1/06/372/033
EU/1/06/372/036
EU/1/06/372/039

9. HMEPOMHNIA ITPQTHX EF'KPIZHX/ANANEQXHY THX AAEIAX
Huepounvia mpong £ykpiong: 16 Iavovapiov 2007
Huepounvia televtaiog avavémong: 21 Noguppiov 2011

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANpoeopieg Yio T0 TapdV POPUUKEVTIKO TPOIOV ivor S1BEGILES GTOV SIKTLOKO TOTO
tov Evpomaikov Opyoviopod Qapudkmv: http:/www.ema.europa.cu
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ITAPAPTHMA 11

HHAPAXKEYAXTHX(EX) YHEY®OYNOX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH ATAOEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX(EYX) YIIEYOYNOX(OI) I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

Ovoua kot d1e06vven tov(tv) TopacKeLUoTA(DV) OV givol VTELOVVOC Y10 TNV OTOOEGUEVCT TWV
ToPTIdV

Novartis Farma S.p.A.

Via Provinciale Schito 131
80058 Torre Annunziata (NA)
ItoAia

Novartis Farmacéutica S.A.

Gran Via de les Corts Catalanes, 764

08013 Bapkehdvn

[onavia

Novartis Pharma GmbH

Sophie-Germain-Strasse 10

90443 Nvpeppépyn

I'eppavia

270 £VTUTIO QOAAO 0JNYLOV XPNOTG TOV PUPUOKEVTIKOD TPOIOVTOC TPETEL VO OVAYPAPETUL TO OVOLLOL

Kol 1 S1ev0vVoT TOV TAPUCKELOGTH TTOV Eival VTEHOVLVOG Yo TNV ATOSEGEVGT] TG CYETIKNG TAPTIOAC,

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

I AAAOI OPOI KAI ATTAITHXEIX THX AAEIAYX KYKAO®OPIAX

o Ex0¢og1g meprodikiig mapakorovdnong g ac@disiag (PSURs)

Ot anoutnoetg yuo trv vrofoin twv PSUR ya to ev Aoym pappokevtikd mpoiodv opilovior otov
KaTdAoyo pe Tig nuepounviec avagopdc e Evoong (katdloyoc EURD) mov mapatifetol otnv

Tapdypoeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdlovdng emkaiporoinong
OTIMG OMUOCIEVETAL GTIV EVPMOTOIKT SUKTVAKT TOAT Y10l TOL POPLLOKOL,

A.  OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITOTEAEXMATIKH
XPHIH TOY ®APMAKEYTIKOY ITIPOIONTOX

Agv epapuoletat.
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 5 mg/80 mg emkaivppéva pe Aewto vpévio diokio
aprodutivy/Parcaptdvn

2.

YYNOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kdabe diokio mepiéyet 5 mg aprodimivny (og aprodurivn fecvikn) kot 80 mg Barcaptdvn.

| 3.

KATAAOI'OX EKAOXQN

| 4.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

7 emMKAAVUUEVA LE AETTO DUEVIO dloKia

14 emkoAvppéva pe AeTTO LUEVIO dloKio

28 eMKOAVUUEVO UE AETTTO DUEVIO OIGKIO

30 emkoAvppEVO PE AETTTO DUEVIO OloKiO

56 gmiKoAvppEVO e AETTO DUEVIO OLoKI0L

90 emkaALUUEVOL PE AETTTO DUEVIO O1GKIO

98 emkaAvUUEVL PE AETTTO DUEVIO O1GKIO

280 emucodvppéva pe Aemtd vEVIo dlokia

56x1 emkodvppévo pe Aemtd vuévio diokio (LovAdwmY 6061C)
98x1 emkalvppéva pe Aemto vuévio d1okio (LovAdwmv 6061C)
280x1 emucodvppéva pe Aemtd vpévio dtokia (LOVAd®Y S00TG)

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 PUALO 0INYIOV ¥PNOTG TPV OO TN XPTOT.
Amo6 otopaTOC YpNO.

6.

EIAIKH ITPOEIAOIIOIHXH XYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euldocoetal o€ 0éom, TV onoia dev PAETOVY Kt dgv TPpooeyyilovv Ta Taldld.

7.

AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAidoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/372/001 7 emucoloppévo pe Aemtd VEVIO dtokio

EU/1/06/372/002 14 emkaAvppéva pe AETTO DUEVIO O1GKI

EU/1/06/372/003 28 emkaALUPEVO LE AETTO VUEVIO dloKia

EU/1/06/372/004 30 emkoivppéva pe AeTTO VUEVIO dloKia

EU/1/06/372/005 56 emkaAvpupéVe pe AETTO DUEVIO O1oKiaL

EU/1/06/372/006 90 emkaAvpupévo pe AETTO DUEVIO O1oKIa

EU/1/06/372/007 98 emkalvppéva pe AenTO VUEVIO dloKia

EU/1/06/372/008 280 emikoAvppEVE e AETTO DUEVIO dLoKia

EU/1/06/372/025 56x1 emkaivppéva pe Aemto vuévio dlokio (Lovadwy 6061C)
EU/1/06/372/026 98x1 emkaivppéva pe Aemtd vuévio dlokio (Lovadwy 666mC)
EU/1/06/372/027 280x1 emkoivppévo pe Aertd vuévio dtokia (Lovadmv 600mg)

13. APIOMOZX ITAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'TA TH AIAGEXH

DopHoKeLTIKO TPOTIOV Y10 TO OTOI0 ATOLTEITOL LOTPIKT] GLVTOYT.

15. OAHI'IEX XPHXHX
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16. IAHPO®OPIEX XE BRAILLE

Copalia 5 mg/80 mg

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

A6d106T0TOG YPOUL®TOHS KddKaS (2D) mov pépet Tov TepIAN@OEVTa LOVOSIKO avayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI I'TA IIOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 5 mg/80 mg emkaivppéva pe Aewto vpévio diokio
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kdabe diokio mepiéyet 5 mg aprodimivny (og aprodurivn fecvikn) kot 80 mg Barcaptdvn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

70 gmkodvppévo e Aemtd vuévio diokia. Xtotyeio TOAAATANG cuokevaciog. No unv ToiodvTot
EexmwploTd.
14 emkaAvppéva pe Aemto vUEVIO dlokia. XTotyeio ToAAUTANG cLuokevaciag. No unv ToAodvToL
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 POALO 0INYIOV XPNOTG TPV OO TN XPTON).
Amo6 otopaTOC YpNO.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTNOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYLIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH

XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/372/034 280 emikodvppévo pe Aemto vpévio diokia (4x70)
EU/1/06/372/037 280 emikoAvppéva pe Aemtd vuévio diokia (20x14)

13. APIOMOX ITAPTIAAX

[oprtioa

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Copalia 5 mg/80 mg

KQAIKAX (2D)

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIXATAXTATOX TPAMMQTOX

TON ANOPQITIO

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA IOAAAIIAH XYXKEYAZXIA (IIEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 5 mg/80 mg emkaivppéva pe Aewto vpévio diokio
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kdabe diokio mepiéyet 5 mg aprodimivny (og aprodurivn fecvikn) kot 80 mg Barcaptdvn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

[MoAramAn cvokevacio: 280 (4 kKovtid tv 70) emkaivppéva pe ATt LUEVIO diokia
[ToAhamAn cvokevacio: 280 (20 kovtid TV 14) emikoivppéva pe AeTTO VPEVIO SloKia

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTON.
Ao otouaTOC YpNON).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetal o€ 0éon, TNV onoia dev PAETOLV Kot dev Tpooeyyilovy Ta madid.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAdocete og Beppokpacio peyarvtepn tov 30°C.
DvAdooete 6NV APYIKN CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPACIA.
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/06/372/034 280 gmkoivppéva e Aemtd vpévio dokia (4x70)
EU/1/06/372/037 280 emikoAvppévo pe Aemto vuévio diokia (20x14)
13. APIOMOZX ITAPTIAAX

[oprtioa

14. TENIKH KATATAZEH I'lA TH ATAGEXH

DopHaKeLTIKO TPOTIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15.

OAHTI'IEX XPHXHX

| 16.

ITAHPO®OPIEX XE BRAILLE

Copalia 5 mg/80 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KddKaS (2D) mov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIGTIKO KMOTKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC

SN

NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 5 mg/80 mg emkaivppéva pe Aewto vpévio diokio
aprodurivy/Barcaptivn

2. ONOMA KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 5 mg/160 mg emikoivppéva pe Aentd vuévio diokio
aprodutivy/Parcaptdvn

2.

YYNOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kdabe diokio mepiéyet S mg aprodinivny (og aprodurivn Becvikn]) ko 160 mg Baicaptdvn.

| 3.

KATAAOI'OX EKAOXQN

| 4.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

7 emMKAAVUUEVA LE AETTO DUEVIO dloKia

14 emkoAvppéva pe AeTTO LUEVIO dloKio

28 eMKOAVUUEVO UE AETTTO DUEVIO OIGKIO

30 emkoAvppEVO PE AETTTO DUEVIO OloKiO

56 gmiKoAvppEVO e AETTO DUEVIO OLoKI0L

90 emkaALUUEVOL PE AETTTO DUEVIO O1GKIO

98 emkaAvUUEVL PE AETTTO DUEVIO O1GKIO

280 emucodvppéva pe Aemtd vEVIo dlokia

56x1 emkodvppévo pe Aemtd vuévio diokio (LovAdwmY 6061C)
98x1 emkalvppéva pe Aemto vuévio d1okio (LovAdwmv 6061C)
280x1 emucodvppéva pe Aemtd vpévio dtokia (LOVAd®Y S00TG)

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 PUALO 0INYIOV ¥PNOTG TPV OO TN XPTOT.
Amo6 otopaTOC YpNO.

6.

EIAIKH ITPOEIAOIIOIHXH XYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euldocoetal o€ 0éom, TV onoia dev PAETOVY Kt dgv TPpooeyyilovv Ta Taldld.

7.

AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAidoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/372/009 7 emucoloppévo pe Aemtd VEVIO dtokio

EU/1/06/372/010 14 emkaAvppéva pe AETTO DUEVIO O1GKI

EU/1/06/372/011 28 emkaALUPEVO LE AETTO VUEVIO dloKia

EU/1/06/372/012 30 emkoivppéva pe AeTTO VUEVIO dloKia

EU/1/06/372/013 56 emkaAvpupéVe pe AETTO DUEVIO O1oKiaL

EU/1/06/372/014 90 emkaAvpupévo pe AETTO DUEVIO O1oKIa

EU/1/06/372/015 98 emkalvppéva pe AenTO VUEVIO dloKia

EU/1/06/372/016 280 emikoAvppEVE e AETTO DUEVIO dLoKia

EU/1/06/372/028 56x1 emkaivppéva pe Aemto vuévio dlokio (Lovadwy 6061C)
EU/1/06/372/029 98x1 emkaivppéva pe Aemtd vuévio dlokio (Lovadwy 666mC)
EU/1/06/372/030 280x1 emkoivppévo pe Aertd vuévio dtokia (Lovadmv 600mg)

13. APIOMOZX ITAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'TA TH AIAGEXH

DopHoKeLTIKO TPOTIOV Y10 TO OTOI0 ATOLTEITOL LOTPIKT] GLVTOYT.

15. OAHI'IEX XPHXHX
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16. IAHPO®OPIEX XE BRAILLE

Copalia 5 mg/160 mg

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

A1G106TOTOC YPOUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVOIIKO OVIYVOPIGTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENATIAMEXO KOYTII'TA ITIOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 5 mg/160 mg emikoivppéva pe Aentd vuévio diokio
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kdabe diokio mepiéyet S mg aprodinivny (og aprodurivn Becvikn]) ko 160 mg Baicaptdvn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

70 gmkodvppévo e Aemtd vuévio diokia. Xtotyeio TOAAATANG cuokevaciog. No unv ToiodvTot
EexmwploTd.
14 emkaAvppéva pe Aemto vUEVIO dlokia. XTotyeio ToAAUTANG cLuokevaciag. No unv ToAodvToL
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 POALO 0INYIOV XPNOTG TPV OO TN XPTON).
Amo6 otopaTOC YpNO.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTNOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYLIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH

XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/372/035 280 emikodvppévo pe Aemto vpévio diokia (4x70)
EU/1/06/372/038 280 emikoAvppéva pe Aemtd vuévio diokia (20x14)

13. APIOMOX ITAPTIAAX

[oprtioa

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Copalia 5 mg/160 mg

KQAIKAX (2D)

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIXATAXTATOX TPAMMQTOX

TON ANOPQITIO

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA IOAAAIIAH XYXKEYAZXIA (IIEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 5 mg/160 mg emikoivppéva pe Aentd vuévio diokio
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kdabe diokio mepiéyet S mg aprodinivny (og aprodurivn Becvikn]) ko 160 mg Baicaptdvn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

[MoAramAn cvokevacio: 280 (4 kKovtid tv 70) emkaivppéva pe ATt LUEVIO diokia
[ToAhamAn cvokevacio: 280 (20 kovtid TV 14) emikoivppéva pe AeTTO VPEVIO SloKia

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTON.
Ao otouaTOC YpNON).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetal o€ 0éon, TNV onoia dev PAETOLV Kot dev Tpooeyyilovy Ta madid.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAdocete og Beppokpacio peyarvtepn tov 30°C.
DvAdooete 6NV APYIKN CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPACIA.
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/06/372/035 280 gmkoivppéva e Aemtd vpévio dokia (4x70)
EU/1/06/372/038 280 emikoAvppéva pe Aemtd vuévio diokia (20x14)
13. APIOMOZX ITAPTIAAX

[oprtioa

14. TENIKH KATATAZEH I'lA TH ATAGEXH

DopHaKeLTIKO TPOTIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15.

OAHTI'IEX XPHXHX

| 16.

ITAHPO®OPIEX XE BRAILLE

Copalia 5 mg/160 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KddKaS (2D) mov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIGTIKO KMOTKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 5 mg/160 mg emikoivppéva pe Aentd vuévio diokio
aprodutivy/Barcaptdvn

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 10 mg/160 mg emkaAivppévo pe Aento vpévio dokio
aprodutivy/Parcaptdvn

2.

YYNOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kabe diokio mepiéyet 10 mg aprodurivn (wg aprodimivny Becviikn) kot 160 mg Boicaptivn.

| 3.

KATAAOI'OX EKAOXQN

| 4.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

7 emMKAAVUUEVA LE AETTO DUEVIO dloKia

14 emkoAvppéva pe AeTTO LUEVIO dloKio

28 eMKOAVUUEVO UE AETTTO DUEVIO OIGKIO

30 emkoAvppEVO PE AETTTO DUEVIO OloKiO

56 gmiKoAvppEVO e AETTO DUEVIO OLoKI0L

90 emkaALUUEVOL PE AETTTO DUEVIO O1GKIO

98 emkaAvUUEVL PE AETTTO DUEVIO O1GKIO

280 emucodvppéva pe Aemtd vEVIo dlokia

56x1 emkodvppévo pe Aemtd vuévio diokio (LovAdwmY 6061C)
98x1 emkalvppéva pe Aemto vuévio d1okio (LovAdwmv 6061C)
280x1 emucodvppéva pe Aemtd vpévio dtokia (LOVAd®Y S00TG)

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 PUALO 0INYIOV ¥PNOTG TPV OO TN XPTOT.
Amo6 otopaTOC YpNO.

6.

EIAIKH ITPOEIAOIIOIHXH XYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euldocoetal o€ 0éom, TV onoia dev PAETOVY Kt dgv TPpooeyyilovv Ta Taldld.

7.

AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAidoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/372/017 7 emucoloppévo pe Aemtd VEVIO dtokio

EU/1/06/372/018 14 emkaAvppéva pe AETTO DUEVIO O1GKI

EU/1/06/372/019 28 emkaALUPEVO LE AETTO VUEVIO dloKia

EU/1/06/372/020 30 emkoivppéva pe AeTTO VUEVIO dloKia

EU/1/06/372/021 56 emkaAvpupéVe pe AETTO DUEVIO O1oKiaL

EU/1/06/372/022 90 emkaAvpupévo pe AETTO DUEVIO O1oKIa

EU/1/06/372/023 98 emkalvppéva pe AenTO VUEVIO dloKia

EU/1/06/372/024 280 emikoAvppEVE e AETTO DUEVIO dLoKia

EU/1/06/372/031 56x1 emkaivppéva pe Aemto vuévio dlokio (Lovadwy 6061C)
EU/1/06/372/032 98x1 emkaivppéva pe Aemtd vuévio dlokio (Lovadwy 666mC)
EU/1/06/372/033 280x1 emkoivppévo pe Aertd vuévio dtokia (Lovadmv 600mg)

13. APIOMOZX ITAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'TA TH AIAGEXH

DopHoKeLTIKO TPOTIOV Y10 TO OTOI0 ATOLTEITOL LOTPIKT] GLVTOYT.

15. OAHI'IEX XPHXHX
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16. IAHPO®OPIEX XE BRAILLE

Copalia 10 mg/160 mg

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

A1G106TOTOC YPOUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVOIIKO OVIYVOPIGTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENATIAMEXO KOYTII'TA ITIOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 10 mg/160 mg emkaAivppévo pe Aento vpévio dokio
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kabe diokio mepiéyet 10 mg aprodurivn (wg aprodimivny Becviikn) kot 160 mg Boicaptivn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

70 gmkodvppévo e Aemtd vuévio diokia. Xtotyeio TOAAATANG cuokevaciog. No unv ToiodvTot
EexmwploTd.
14 emkaAvppéva pe Aemto vUEVIO dlokia. XTotyeio ToAAUTANG cLuokevaciag. No unv ToAodvToL
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 POALO 0INYIOV XPNOTG TPV OO TN XPTON).
Amo6 otopaTOC YpNO.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTNOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYLIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH

XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/372/036 280 emikodvppévo pe Aemto vpévio diokia (4x70)
EU/1/06/372/039 280 emikoAvppéva pe Aemtd vuévio diokia (20x14)

13. APIOMOX ITAPTIAAX

[oprtioa

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Copalia 10 mg/160 mg

KQAIKAX (2D)

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIXATAXTATOX TPAMMQTOX

TON ANOPQITIO

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA IOAAAIIAH XYXKEYAZXIA (IIEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 10 mg/160 mg emkaAivppévo pe Aento vpévio dokio
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kabe diokio mepiéyet 10 mg aprodurivn (wg aprodimivny Becviikn) kot 160 mg Boicaptivn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

[MoAramAn cvokevacio: 280 (4 kKovtid tv 70) emkaivppéva pe ATt LUEVIO diokia
[ToAhamAn cvokevacio: 280 (20 kovtid TV 14) emikoivppéva pe AeTTO VPEVIO SloKia

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTON.
Ao otouaTOC YpNON).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetal o€ 0éon, TNV onoia dev PAETOLV Kot dev Tpooeyyilovy Ta madid.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAdocete og Beppokpacio peyarvtepn tov 30°C.
DvAdooete 6NV APYIKN CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPACIA.
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/06/372/036 280 gmkoivppéva e Aemtd vpévio dokia (4x70)
EU/1/06/372/039 280 emikoAvppéva pe Aemtd vuévio diokia (20x14)
13. APIOMOZX ITAPTIAAX

[oprtioa

14. TENIKH KATATAZEH I'lA TH ATAGEXH

DopHaKeLTIKO TPOTIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15.

OAHTI'IEX XPHXHX

| 16.

ITAHPO®OPIEX XE BRAILLE

Copalia 10 mg/160 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KddKaS (2D) mov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIGTIKO KMOTKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Copalia 10 mg/160 emuxaroppéva pe Aemtd vpévio diokia
aprodutivy/Barcaptdvn

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@vAro ooV ypiong: IIAnpogopics yra Tov ypriotn

Copalia 5 mg/80 mg emkalvppéva pg Aewtod vUEVIO OLoKia
Copalia 5 mg/160 mg emkoloppéva pe Aemtd vuévio diokia
Copalia 10 mg/160 mg emxoioppéva pe Aewtd vuévio oioKia
aproduriviy/Baicaptdvn

Awpdote TPoceKTIKG 0AOKAN PO TO PVAAO 0ONYIAV YPTONG TPV 0PYIiCETE VO TAIPVETE AVTO TO

PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DvrdEte avTo TO EOALO 0N YDV Yprone. Towg ypelactel va to dofdacete Eavda.

- Edv éxete mepartépw amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOGC.

- H cvvtayn v avtd to dppoko xopnynnke amokAeloTiKd Yo cog. Agv Tpémel va dMGETE TO
@apuako og GAAovg. Mmopel va Toug TpoKaAésel PAAPN, aKkOU Kot OTAV TO, CUUTTOUATO TG
acOévelog Tovg eivar id1a e ta S1kd oG,

- Ed&v mapotnpricete Kdmoto avemBopuntn evépyela, EVIUEPMDGETE TOV YIATPO 1 TOV GUPUAKOTOLO
cag. Avtd 1oyvet kot yuo KGO mBovi avemBOUNTN EVEPYELD TTOV OEV OVAPEPETOL GTO TALPOV
@OALO 0OMY1DV Yprione. BAéme mapdypago 4.

T epréyel 1o Tapodv UAA0 00N YIOV:

T1 etvon o Copalia ka1 oo etvon ) xpron Tov

T mpénet va yvopilete npv mapete 1o Copalia

Iag va mapete to Copalia

[MBavég avemBounteg evépyeteg

Ildg va puiacoete to Copalia

[epreydpeva g cvokevaciog Kot AOmEC TANPoPopieg

A S

1. Tu givan To Copalia ko oo givan 1 xprion Tov

Ta diokio Copalia mepiéyovv 600 ovsieg Tov ovoudlovratl aphodumivn kot Paicaptavn. Kot ot 600

aVTéG ovaieg Ponbovv va eleyyBel VYA apTpLoKn TigoT.

- H apAodutivn avikel oe pia opddo ovGLdv oV 0VOUALOVTOL «OVOCTOAEIG TV SLOAWMY
acPeotiovy. H aprodutivn epmodilel v €16000 ToV 06PECTION GTO TOTYWMUA TOV QHLOPOP®V
ayYEi®V, KOTL TOV OTOTPETEL T1 GUGTOAN TOV ULLOPOP®Y OYYEI®V.

- H BoAcaptdvn avikel og pio opdon OLGLMY OV OVOUALOVTOL «AVTOYWOVIGTEG TMV VITOO0YEWDY
¢ ayyeloteveivng I». H ayyeotevoivn I mapdyetor amd Tov opyovicpo Kot TPOKAAEL T
GUGTOAN TOV QHOPOP®V ayYei®V, YeYyovog mTov avEavel Tnv aptnplakn wicon. H faicoptdvn
dpa avaotéAhovtag T dpdon g ayyelotevaivng 1L

Av16 onuaivel 6Tt Kot 01 300 aVTEC ovoieg fonfovv TNV ATOTPONH TG GVGTOANC TOV ALLOPOPDV

ayyeiov. Q¢ amoTéAECLA, TA AULOPOPA Ay YELD YOAAPOVOLY KOl 1] OPTNPLOKT TIECT] LELDOVETOL.

To Copalia ypnowomoteiton yio tn Oepameio TG VYNANG APTNPLUKNG TECNG GE EVIIMKEG 1] OPTNPLOKN
mieon TV OmoiV deV EAEYYETAL EXOPKMG LLE TN LEPOVOUEVT ANy €ite aphodutivng gite PakcapTdvng.

2. Tvpéner va yvopilete npwy wapete To Copalia

Mnyv napete to Copalia

- o€ MePInT®ON aAlepyiag oTNV APAOSITIVI) 1] GE OTOLOVGONTOTE UMOKAEIGTEG TOV SLODAWDY
acPeotiov. Avtd pmopel va mepAapPavel eoayodpa, KOKKIVIGHO TOV 0EPUATOC 1} SUGKOMA GTIV
avamTvon.

- o¢ mepintwon odiepyiog otn fodlcaptdvn 1| o€ 0TO10dNTOTE AALO GO TO GLGTOTIKA ALTOV TOL
Qapudrov (avapépovtol otny mapdypapo 6). Edv vopilete 6t pmopel va £xete adlepyioa,
ocu{nmote pe Tov ytpod cog mpv mapete to Copalia.
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- o€ MEPIMT®ON ToL £YeTE cOPapd NTATIKA TPOPANLOTA 1) TPOPANUATA 5T YOAT OTTMG YOAKN
kippwon 1 yoAdcTOoM.

- o€ MEPIMTOOTN OV €l0TE TEPIOGHTEPO Ao 3 Unvav £ykvog. (Emiong etvat kaivtepo va
amopevyete to Copalia 610 Eekivnua g eyKupocvvng, PA. mopdypapo Konon).

- o€ MEPIMTOON ToL £YETE WAITEPA YOUNAN apTNPloKy Tieor (vdTaon).

- o€ MEPIMTOON TOL £YETE GTEVOGT TNG A0PTIKNG PaAPidag (0opTikn 6TEVMGT) 1 KAPIIOYEVEG GOK
(o katdotaor 0mov 1 kapdid dev givar og BEon va mapéyetl apketd aipa 6To GAOL).

- 0€ MEPINTOGT TOL TAGYETE AMd KOPIOKN AVETAPKELD LETA OO pa KapdLKT TPOGPOAN).

- edv €xete draPrtn N droTopaypévn veppikn Agttovpyia kol AdpPAveTe ay@yn LE EVa GOPLOKO
OV PEUDVEL TNV OPTNPLOKT TECT KO TEPLEYEL AAMOKIPEVT).

Edv kdmowo amé ta mapandve woyvel yia e6dg, pnv ndpere to Copalia kon evuep®dote 10 YATPO

coG.

IIposidomou|oelg kKo TPoPLAGEELG

AmevBuveite otov yiatpd cag mpwv mhpete to Copalia:

- €dv glote appmatog (£eTo 1 diappotla).

- €4V €xeTe TPOPANLOTA UE TO HTTOP T) TOVE VEQPPOVG GUGC.

- €dv €yete vroPAnbei oe peTopudoyELON VEPPOL 1 EEPETE OTL £YETE GTEVMON VEPPIKNG apTNPiag.

- €4V TAoYETE AMO L0 VOGO TOV ETVEPPLOI®MV Kol OVOUALETOL «TTPOTOTAONG
VIEPAAOOGTEPOVIGUOCH.

- €4V TAoYETE A0 KAPOLOKT UVETAPKELD 1) EYETE VITOOTEL KOPOLOKT TPOSPOAT. AkoAovONoTE TIC
00MYiEC TOVL YITPOV GAG Yo TNV apykn 066m TpocekTiKd. O yraTpdg coc pnopel eniong va
EAEYYEL TN AEITOVPYIO TOV VEQPDOV GOG.

- €4V 0 YloTpOg Gog £XEL EVNUEPDTEL OTL £YETE GTEVMOON T®V PaAPidwv TG Kapdidg («OTEVMOON TNG
QOPTNG 1 TNG UITPOELOOVS») | OTL TO TTAYOG TOL PLOKOPOIOL Go¢ givar TaBoloyikd avénpévo
(ovoudletol «amoO@POKTIKN VIEPTPOPIKT] KAPIIOUVOTADELO»).

- € €yete TPNEUO, 10101TEP, GTO TPOGMOTO KOL TO AALUO, EVE TOIPVETE GALN QPAPLOKOL
(cvpmepAapPovoIEVOV TMV OVOCTOAE®MY TOV UETATPERTIKOL EVEDUOV). AV £xeTe OLTA TOL
GUUTTMOUOTO, OTOUOTNOTE Vo TTaipvete To Copalia Kot EVUEPMGTE TO YTPO GOG AUECHOC. AV
npénel mote va Eavandpete to Copalia.

- €qv gppavioete Kook dAyog, vavtia, Epeto 1 dtappota petd t Aqyn tov Copalia. O yiatpog
oo 0o amopacicel oyeTikd pe v Tepattépm Oepameio. MnV GTANATACETE VO TOIPVETE TO
Copalia and povor coc.

. €dv Aappdvete, omolodNTOTE OO TO TOPAKAT® PAPLLAKO TTOV YPNCLOTOOVVTAL Yia. T Oepameio
™G VYNNG apTNPLokG Tieang:

- évav avaotoréa MEA (yia mapddetypa evarlampidn, Mowvompiin, papumpidn), diaitepa
g €yete veppikd mpoPAnuata wov oyetilovral pe dapnTn.
- aAloKIpEVN.

O 10tpdc cag umopel va eEAEYEEL TN VEPPIKT| GO AEITOVPYIQ, TNV CPTNPLOKT GOC TIEST KOl TNV
TOGOTNTA TOV NAEKTPOAVTDV (T.). KUALO) GTO i[Ol GOG GE TOKTH OLOLGTILLOTA.

B\éne eniong mAnpoeopieg otnv mapdypago «Mnv ntapete 1o Copaliay.

Eév kamo1o 06 To Tapandve 1eyvel Yo £64c, EVILEPDOGTE TO YUTPO GO TPOTOV TAPETE TO
Copalia.

o kor £égenpor
H ypniion tov Copalia og modid kKo epriovg dev suviotdtal (NAtkiog KAt TovI18 etmv).

55



Alha @appoxa ko Copalia

Evnuepoote tov yratpd 1 Tov popLokomold 6ag eqv TOipVETE, £XETE TPOCOOTA TAPEL 1] LITOPEL VoL

mhpete dAla pappoka. O yloTpdg cog umopel va ypelactel va adAdEEL T dO6T GVTOV TV GAA®DY

QopUAK®V 1 Vo AAPel GALEC TPOPLAGEEIC. XE OPIGUEVEG TEPUTTMGELS UTOPEL VO, YPELOOTEL VO,

SlaKOWETE TN AYN KATOW0L amd autd to @éppaKa. AvTd 1oy0eL IOUTEPMS Y1t TO PAPLLOKO. TTOV

ToPaTOEVTOL TOPOKAT®:

- edv maipverte évav avactoréa MEA 1 olokipévn (BAéne emiong mAnpogopieg oty mTopdypopo
«Mnv mapete 10 Copaliay kot «I1pogldonooelg kol TPOPVAGEELSY),

- dovpnTiKa (évo €100¢ PUPUAKOD TOV AVEAVEL TNV TOGOTITO TV 0OVP®Y TOV TOPAYEL O
opyovicudg 6og),

- AlB10 (éva @appoko Tov ypnoyLonoleitat yio tn Oepaneio oplopEveV e10®V KaTAOAYNC),

- KOALOGUVTINPNTIKG SLOVPNTIKE, GUUTANPOUATO, KOAIOV, DTOKATACTATO, GANTOS TOV TEPLEXOVY
KéA0 Kot GAAES ovaieg Tov propet va avércovy Ta enineda Koiiov,

- GUYKEKPIUEVOG TOTTOG TOVGITOVMY TOV OVOUALOVTOL LT GTEPOEIDN CVTIQAEYUOVMOT] QAP UOKOL
(MZA®) 1 exhektikoi avaotoreic g kukhoo&uyevaons-2 (avactoreic COX-2). O yotpdg Gog
uropel emiong va eléyEel TNy Aettovpyio TOV VEQP®V GOG,

- AVTIETIANTTIKOVG TTopayovTeg (m.y kapPapalenivn, eavoBoapBrtdin, eowutoivn,
OOCPEULYLTOIVY, TPYUSOVY)),

- VIEPIKOV TO dtdTpnToV (BaAcaLd)0pTO),

- vitpoylvkepivn Kot dAlo vitpdom, 1| dAleg ovaieg Tov ovopalovTol «oyyEl0010GTAATIKAY,

- oappaxa wov ypnotpororovvtot yio to HIV/AIDS (m.y. prrovafipn, wtwvapipn, velowaBipn),

- oapuaka yuo T Bepomeio TV HUKNTIOCIK®OV AOUDEEDV (T.Y. KETOKOVALOAN, 1tpaKkovaloin),

- oappaka yio ™ Bepomeio tov Paktnplakdv Aopuméemv (6nwg ppapmikivn, epudpopvkivn,
KhopiBpopvkivn, TeMBpopvkivn),

- Bepamapiin, Sthtialépn (eappaka yio TNy Kopold),

- ofaoctativn (eAPLOKO TOL YPNCUYLOTOLEITAL Y10l TOV EAEYYO TV VYNADY EMUTEWDV TG
XOANGTEPOANG),

- davTpoAévio (€£yyvomn yio coPapéc dtatapayés e Oepprokpaciog Tov GOUATOC),

- TAKPOAMUOVG (YpMoIHomToLEiTOL Yio Vo EAeYYOEL 1 VOGOTOINTIKN ATOKPIGT] TOV OPYOVIGUOD GOG,
ditvovtog T duvatdTNTa GTOV OPYAVIGUO GOg Vo dexDel TO LeTAIOGYEVIEVO OpYOVO),

- QAPLLOKO TTOV YPTGLLOTOIOVVTOL Y10, TV TPOCTAGIN OO TV ATOPPIYT LOGYEVLATOG
(KvKAoomopivn).

To Copalia pe Tpoon kou wotd

To ykp&umepouT Kot 0 YVUOS YKPETPPOLT eV Ba TPENEL VL KATUVAADVETOL 0O TOLG 0VOPDOTOVG TOL
naipvovv 1o Copalia. Avto cupfaivel ETEdN T0 YKPETPPOLT Kol 0 YVUOS YKPEITPPOLT UTOPEL VOl
001 YNGEL G€ NG TOV EXITES®Y TNE OPAGTIKNG 0VGiag apAodimivig 6To aipa, T0 omoio 0dnyei o
anpoPrentn avénomn g avtneptactkng dpdong tov Copalia.

Kinon kot Oniaopog

Kinon

®a TpETEL VO, EVIUEPDGETE TO Y1TPO GaG eV vopilete 0Tt elote (1) umopel va peivete) £ykvoc.
Koavovikd o yiatpog oag 0o cog cuotiost vo, otapatioste va naipvete Copalia mpv peivete £ykvog M
ApECOS LOMC To udBete kat Oa cag cvethiosl va Tdpete AAAO eappako avti tov Copalia. To Copalia
dgV GLVIOTATOL GTO TPAOTO GTAJLO TNG EYKLUOCHVNG (TPOTOLG 3 UVES) Ko OeV TPEMEL Vo, AdpaveTan
€dv glote mePLocOTEPO 0o 3 UNVAOV £yKLOog, KaBmg pmopel vo tpokarécel coPapéc PAGPEC oTo Lmpod
GOG €AV YPNOULOTOLEITOL LETA TOV TPITO HNVO TNG EYKVLLOGUVT|G.

ONnAacpog
Evnuepmote tov yiatpd cog edv Onidalete 1 oxépteote va Eekvijoete Oniaoud. H apiodimivn €xet

Katadel el OTL TEPVAEL GTO UNTPIKO YAAN € HKPEG TOoOTNTEG. Agv cuviotdral to Copalia og
untépeg mov Onialovv. Edv embupeite va nidcete o yiatpog ocag Oa emaélel dAAn Oepaneia yio cag,
€101KA €AV TO LOPO Gag etvat veoyévvnto 1 £xet yevvnOel Tpodwpo.

ZnNToTE TN GLUPOLAT TOV YLOTPOD 1] TOL POPLOKOTOLOD GUG TPOTOV TUPETE OTOLOONTOTE PAPUAKO.
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Oonynon ko EPLGROS PN avHdTOV

To @dppaxo ovtd propet va cog tpokarécet {aAn. Avtd pnopel va £xel enidpaoT 610 TOGO KAAL
umopeite va cuykevipmbeite. ‘Etot, edv dev giote Giyovpot yio 10 TmG anTo TO PApaKo Ba cog
EMNPEACEL, UMV 0ONYEiTE, UNV YPNOUYLOTOIEITE EPYAAELN ] UMV KAVETE AAAEG OPOGTNPLOTNTEG TTOV
YPEWALOVTOL GLYKEVTPMOT).

3. Hog va wapete To Copalia

[Tévtote va TaipveTE TO PAPIOKO AVTO AVGTNPE GOUPMOVO, LLE TIC 00T YIS TOVL Y1TpoL cog. Edv €xete
apPIPoAiEC, pPOTAGTE TOV YITPO 1) TOV QOPUOKOTOL0 Goc. Avtd Ba oag Bondncel va £yete ta kaAbTepa
ATOTELEGLLOTA KO VO LLEUDGETE TOV KIVOLVO TOPEVEPYELDV.

H ovvnOng d06om tov Copalia gival éva diokio tnv nuépa.

- Eivar mpotipotepo va maipvete 1o ApLOKO cag TV 0o dpa kdbe nuépa.

- Noa maipvete ta diokia pe Eva, TOTHPL VEPO.

- Mmopeite va maipvete to Copalia pe 1 yopig payntd. Na unv maipvete 1o Copalia pe
YKPEMPOLT 1 YVUO YKPEWTPPOLT.

AvaLoya LE TO TOC avTOTOKPiveEsTE 6T Bepameia, 0 YOTPOC 6OG UTOPEL VO 0O TPOTEIVEL LYNAOTEPT
N xopmAdtepn doom.

Mnyv vrepPaivete tn 6001 OV GOg £xEL GLVTAYOYPUPNOEL.

Copalia ko1 nakiopévol (NAkiag 65 eT@v kK Gve)
O y1atpog oag Bo Tpénel va mpocéyel Kabe popd mov cag avédvel T doOom.

Edv éxete meplocoTtEpES EPOTIOELS GYETIKA LLE TN YPTOT] AVTOV TOV PAPUAKOV, POTNOTE TO YATPO 1)
TOV QUPULOKOTOLO GOG.

Eav népete peyordtepn 66on Copalia amd tnv kKavoviki

Edv napete mapd molAdd diokia Copalia, 1 Kdmolog dAlog mépet Ta diokia 6og, cuppfovievteite
apéomc Evav yiatpd. H meploceia vypdv Umopel va GuGGOPEVTEL GTOVG TVEDUOVES GOG (TTVELLLOVIKO
oidnua) TPoKaADVTUG SVGTVOLN OV Hmopel vo avartuyDel £mg kot 24-48 dpec petd ™ Aqyn.

Eav Eeyaoete va mapete To Copalia

Edv Eeydoete va mhpete pio SOG1 0LTOV TOV QUPUAKOV, AVATANPMOGCTE TNV HOAC TO Buunbeite. Xt
GUVEYELD, TAPTE TNV EXOUEVN OO TN cuVNON dpa. Q6TdG0, E6v TANCLALEL 1| Dpa YioL TV EXOUEVN
d0om cag, unv ndpete tn 800m mov Topaieiyote. Mnv tapete SuTAn 000N Yo Vo, AVOTANPDOCETE TO
dwokio mov Egydoare.

Edv otapatijoete va maipvere 1o Copalia

H dwokom g Oepamneiog pe to Copalia pmopel vo xe1potepéyel TV KATUoTOOT GOC. M1y
OTOOTICETE VA, TOIPVETE TO PAPLOKO GOG EKTOC EAV TO ATOPUGIGEL O YIUTPAC GG,
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4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha To eAppaKa, £TGL KOL GVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kol 0gv Tapovolalovtal 6 GAOVG TOVE AVEPOTOLG,.

Opropéveg avemOounteg evépyeireg pwopovv va eivan cofapés ko yperdlerar aueon woTpikn
@povtiow:

Atyol acBevelg éxovv Tapovcldcel avtég TIc GoPapés avemBounteg evépyetes. Eav copfei kdmowo
0o To TOPUKATO, EVIUEPDOTE APECAOS TOV YIUTPO 0OG:

Zravieg (umopel va exnpedoovy uéxpt 1 ota 1.000 droua): AAhepyIkn avTiopaoT) LE CUUTTOUOTO OTWOC
gpUONUO, KVMOUOG, TPNEWO TOL TPOGHOTOL, TV YEMMY 1 TNG YADCGCUS, SUGKOAMO KOTA TNV OVATVOT],
YOUNAT aptnplaky| wieon (tdon tpog Amobopia, Lain).

oo oravies (umopei vo, exnpeacovy uéypr 1 ota 10.000 droua): Evtepiko ayyglooionpa: oidnuo Tov
EVIEPOV UE GUUTTMUOTA OTTMG KOIAOKO GAYOC, VAVTIO, EUETOC KOt SLppoLa.

Alrec mOBavég avemBuunTeg evépyeres Tov Copalia:

2oyveg (umopei vo, exnpeaoovy uéxpt 1 ora 10 aroua): I'pinn, BovAouévn potn, Enpog Aotpdg Kot
EVOYANGCT OTNV KOTATOGT), TOVOKEPOAOG, OIdN U TOV Bpayldvav, TOV UNp®V Kol KVIUOV, TOV
AGTPAYOA®V 1] TV TOdUDV, KOT®OoT], acBéveia (advvapia), epuBpdtra kot aicOnua Bepudtrag oto
TPOCHOTO /KO TO AQLUO.

Oyt ovyvég (umopet va emnpedoovy usypt 1 aro 100 droua): ZAaAn, vavtio Kol TOVOG GTIV KOWMA,
Enpootopia, vynAic, LOVSGUA 1] LUPUNYKIOGHO T XEPLX 1) ToL TOOLA, TAryYOS, TayvKapdia
nepthapfavouévne g aicOnong moipmv, {aAdda otav onkoveste 0pbiog, Priyac, didppota,
SVoKOIMOTNTA, OEPUATIKO EEAVONLUO, KOKKIVIOUO TOV OEPIATOC, O10TUN TV apHpdGE®V, TOVOG GTNV
AT, TOVOG OTIG ApOPDCELS.

2ravieg (umopel va emxnpedoovy uéxpt 1 ota 1.000 droua): Ayyos, fountod ota aptid (eUPoEg),
AmoBupio, amofoAn TEPICCOTEPOV OVP®V OO TO PLGIOAOYIKO, 1| EvTOVOTEPO aiicOnua 6T B€AeTE Vo
OVPNGETE, AVIKAVOTNTA EMITEVENG N SlTPNONG GTVOTG, oicOnua fapdTNTOC, YUUNAN APTNPIOKN
mieon pe cupmTOuaTe OTmG COAN, VIEpPOAKY EQidpwor, deppatikd eavOnpata g A0 cag TO GO,
KVNOUOG, LViKOG oTacOG.

Eév omowad1mote 06 0v1d 60g ennpedoel cofapd, EVIUEPDOGTE TOV YUTPO GG,

Avem@OunTeg evépyeies mov avaEpOnkav amé ™ pepovopivy Myn aprodimivic 1
Paicaptavng kot gite ogv mapatnpOnkav pe to Copalia 1] rapaTnpfOnkev og vynrotepn
ovyvotnTa and 6, v pe to Copalia:

Aplodumivn
ZopPovievTeiTe TO Y10TPO GOG AUECOS, EAV TUPOVGLAGETE OTOLUONTOTE OO TIS TUPUKATO TOAD

OTAVIES, GOPaPEG TOPEVEPYELES NETA TN Ay 0vTOD TOV QapudKovL:

- EapVvikdg cuptypds, Oopakikd ahyoc, SVGTVOLN 1) SVGKOALD GTNV AVOTVOT.

- Oidnua ota PAEpopa, 6T0 TPOGHOTO 1) GTA YEIAN.

- Oidnua ot YAOGG Kot 10 Aod Tov TPOKOAOLY Goopny SUGKOAIN GTIV OVATVON).

- Yofapéc depUOTIKEG AVTIOPACELS, GUUTEPIAAUPAVOUEVOVY TOV EENG: EVIOVO OEPLLOTIKO
gEavonua, kvidmon, epubpdTnTe. TOV FEPUATOS GE OAGKANPO TO GO0, GOPBAPOS KVIGUOC,
OAOKTOIVEG, OTOPOAOMOT Kot 01d1Lal TOL SEPHOTOC, PAEYLOVT TV PAEVVOYOV®V (GhVOpOLO
Stevens Johnson, to&ikn emdeppikn vekpoivon) 1 GAAES OAAEPYIKES OVTIOPACELC.

- ‘Epepaypo tov pookapdiov, un uetoroyikog kapdlakdc puudc.

- dLeyuovi oT0 TAYKPENC, | 0ol Lopel vo TpokaAEcEL GoPapd KOIALOKO GAYOG KOl 0GQUAAYia,
GUVOOELOUEVT A0 £VTOVO OO Kakovying.

"Exouvv avaeepBel o1 akdAovBec avemBounteg evépyetes. EGv omotadnmote amd autéc 6o TPoKarEcel
TPOPANHOTA T} EAV SLOPKOVV Y10 TEPIGGOTEPO AT iol EBOOUAdA, TPETEL VO EXKOIVWOVICETE E TO
Ywtpd coc.

2oyvég (umopel va. exnpeacovy uéypt 1 oo 10 droun): ZAakn, vrvniia, aicOnua taipmy (cuvaicdnon
TOV YTOTOV NG KapPOLIg 6ag), £EawT, 0idNUHe GTOVG AGTPAYAAOVS, KOWAKS GAyoc, aicOnuo
adtafeciog (vavtia).
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Oy ovyvés (umopel va exnpeaoovy ueypt 1 oo 100 aroua): MetaBoin d1d0eong, dyyoc, katadiwym,
abmvia, Tpépovio, aAloimon g yebong, Amobupia, anmdAiela g aicOnong Tov TOVOV, ONTIKES
dwaTapayéc, PAGPN g 6pacng, founTd 6T QUTIE, YOUNAT OPTNPLOKN THEST), PTEPVICUA/PIVIKT
KaToppon AOY® GAEYUOVIG TOL PAEVVOYOVOL TNG HOTNG (pviTida), duomeyio, EUETOG, TPLYOTTMOOT),
aLENUEVT €QIOPMOT], KVNGUOG, OTOYPOUATIGUOS TOV OEPLATOS, dtaTapayn TS 0VPNONG, AVENLEVN
avayKkn ylo voyTEPIVY] 00pNGT|, GLYVOLPIE, AVIKAVOTNTO EMITELENG GTVONG, SOLGEOPIA 1 SOYKMOT TOV
HOGTAV 0TOVG AVOpES, TOVOG, aictnua kakovyiog, poodkyio, poikéc Kpapmeg, avénon n ueiowon tov
COUOTIKOV Bapovg.

2ravieg (umopel va emnpedoovy uéxpt 1 ota 1.000 droua): Xbyyoon.

1ov oravies (umopei vo, exnpeacovy uéxpr 1 ota 10.000 droua): Meiwpévog aptpoc Aevkmv
ALLOCQUIPI®V, HEIDOT) TOV OUOTETAM®Y TOV UTOPEL VoL 00N YNOEL G€ AGVVHDIGTEG EKYVUDCELS 1] O
€UKOAN TPOKANGT arpoppayios (KatasTtpoet Tav epudpmdv apoceapinyv), avénuéva enitedo
GOKYOPOL 6TO aipa (VTEpYALKaALia), OIONU TOV OVAWMV, LETEMPIOUOS (YUOTPITION), LT PUGIOAOYIKT|
NTATIKN AElTovpYia, AEYUOVY TOL YoTo¢ (NTaTitdw), Kitpiviopua Tov dépuatog (iktepog), avénon
TOV NIOTIKOV eVOOU®V TOV UTOPEL VoL EYEL EMMTOCELS GE OPIGUEVEG LOTPIKEG EEETACELS, OVENUEVOG
LUikOg TOVOG, PAEYLOVI] TOV OLLOPOP®V AyYEI®V, GUVOOELOUEVT GLYVEA arnd deppoTikd eEGvOnua,
omtogvaistneia, datapoyég mov cuvoVAlovy axouyia, TPOUO KAV dloTapayEs Kivnong.

BoAcaptdavn

Mpn yvwotés (n ovyvotnto. dev uropei vo, extyunBet pe faon to drobéoiua dedouéva): Meioon Tmv
£pLOPOV pocPapimY 6To aipa, TVPETOS, EPEOIGUEVOC AaLOG 1] EAKT] GTO GTOU AOY® AOUDEEDY,
QLTONOTY cupoppayic 1 LEAGVIOGHA, VYNAG einedo KOAIOL GTO aijLo, U1 GUGLOAOYIKA ATOTEAEGLLOTOL
NTATIK®OV EEETACEMV, UELMUEVT] VEPPIKT AELTOLPYiO Kol GOPapa UEIMUEV VEPPIKN AELTOLPYia, 010N
Kupig 6T0 TPOGOTO Kol 6TO Ao, PVIKOS TOVOG, £AVON U, TOPPLPOKOKKIVEC KNAISES, TLPETOC,
Qayohpa, AALEPYIKT OVTIOPAOT], PLCUAIdES 6TO O€pua (onueio pag Katdotaons mov KaAeitol
dEPLOTITION TOUPOAVYDONG).

Edv eppoavicete Kamo1o and o Topamdve, EVUEPDCTE OUECWHS TO YUTPO COC.

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnprioete Kamoo avemBOUnTN EVEPYELL, EVIUEPDOTE TOV YIOTPO, 1 TOV QOPLOKOTOLO GO,
Av10 1oy0et Kot Yo kéOe mhavr avemBountn evépyela Tov OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDV
xpons. Mnopeite emiong va avagépete avemBounteg evépyetes ansvbelog, LéEcm Tov eBvikov
GULGTHILOTOG OVOPOPAS TTOL avaypaeeTol oto Tlapdptnua V. Méowm tng avaeopds avemountov
gvepyEL®V pmopeite vo, fondnoete 6T GLAAOYN TEPICTOTEP®V TANPOPOPLDOV GYETIKA UE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. Ilog va puraccete To Copalia

To @appoko ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kat Ogv TO POAVOLY T TOdIdL.
Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TNV NUEPOUNVia ANENG TOV AVOPEPETOL GTO KOVTL Ko
o01™N cvokevacio kKuyéing petd to AHEH/EXP. H nuepounvia Aéng etvan n tedevtaio nuépa tov
UVO, TTOL OVOQEPETOL EKEL.

Mn puAdoocete og Beppokpacio peyarvtepn tov 30°C.

DVAGGGETE GTNV OPYLKT] GLOKEVAGIO Y10l VO TPOCTATEVETOL OO TV VYPUGTaL.

Mnv ypnoiponotgite onotodnmTote cuokevacio Tov Copalia Tov gival kateoTpopupuévn 1 epeavilet
evdei&elg pBopac.
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6. Iepreydpeva TS GLOKEVAGIOG KL AOUTEG TANPOPOPIEg
Tvngpréyer to Copalia

Copalia 5 mg/80 mg emkoivppéva pe Lewtd vpévio ooKia
Ot dpaoTtikég ovoieg tov Copalia givor n aprodimivn (og apiodutivn Pecvikn)) Kot faicaptdvn.
Kabe diokio mepiéyet S mg aprodimivng kor 80 mg Parsaptdvng.

Ta GAAa cvotaTikd givat KuTTapivny HIKPOKPLGTAAMKT], KPOSTOPOOVN (THTov A), AVudPO KOALOELDES
mopttiov o&gidlo, pLayviolo oteatikd, vpoueArloln (thmog vrokatdotacng 2910 (3 mPa.s)),
moAvoBuievoyloukoin 4000, Tahkng, Titaviov dto&eido (E171), aidnpov o&eidio kitpvo (E172).

Copalia 5 mg/160 mg emkaioppéve pe Aentd vpuévio diokia
O1 dpactikég ovoieg tov Copalia givor n aprodinivny (og apiodurivn fecviikn) Kot n foicaptdvn.
Kabe diokio mepiéyet S mg aprodimiving kou 160 mg Paicaptdvng.

Ta GAAa GVGTOTIKA Elval KUTTAPIVY ULIKPOKPVGTOAAKT, KPOGTOP1OOV (THTTOV A), AVOIPO KOALOELDES
mopttiov 0&gidlo, pLayviolo oTeatikd, vVIpopueAloln (thmog vrokatdotaong 2910 (3 mPa.s)),
moAvaBuievoylukoin 4000, Tahkng, Titaviov dro&eido (E171), sidnpov o&eidio kitpvo (E172).

Copalia 10 mg/160 mg emkarlvoppéva, pe Aewtod vUéVio oloKia
Ot dpaoTtikég ovoieg tov Copalia givor n aprodinivny (og apiodurivn Pecvikn) Kot 1 faicaptdvn.
Kdabe diokio mepiéyet 10 mg aprodimivng kon 160 mg Boicoaptdvng.

Ta GAAa cvotaTikd givat KuTTOPIVI HIKPOKPUGTAAMKT], KPOSTOPOOVN (THToV A), AVvudPO KOALOELDES
mopttiov 0&gidlo, pLayviolo oTeatikd, VIpoueALoln (thmog vrokatdotaong 2910 (3 mPa.s)),
moAvoBvievoylukoin 4000, Tahkng, trtaviov dto&eido (E171), aidnpov o&eidio xitpvo (E172),
o1dnpov o&eidio epvlpd (E172).

Epeavien tov Copalia kot epreyOpeEve. TG CVCKEVUGIOG
Ta diokia Copalia 5 mg/80 mg givatl 6TpoyyvAd, GKOVPOL KITPIVOL YPOUATOS Kol avoypapovy «NVRy
ot pia mAgvpd kol «NV» oty dAAn. MéyeBog katd mpocéyyion: didpetpog 8.20 mm.

Ta diokia Copalia 5 mg/160 mg ivar wog1dn, GKoVPOL KITPIVOL YPOUATOS Kol avaypa@ovy «NVRy
ot pio tievpd Kot «kECE» oty dAn. Méyebog katd mpocéyyion: 14.2 mm (punkog) x 5.7 mm
(mAdrog).

Ta diokia Copalia 10 mg/160 mg gival ®og1d1], 0voIKToD KITPIVOL Y¥PMUATOC Kot ovaypdpovy «NVR»
ot pia mhevpd kol «UIC» otnv dAAn. Méyebog katd mpocéyyion: 14.2 mm (unkog) x 5.7 mm
(mAdT0C).

To Copalia dwatifeton og cuokevacieg twv 7, 14, 28, 30, 56, 90, 98 1} 280 diokiwVv Kol 68 TOAAATALS
GLGKELOGIEG TTOV ATOTEAOVVTOL atd 4 KOLTLA, ToL TO Kabéva mepi€yet 70 diokia, 1 20 KovTid, TOL TO
kaBéva mepieyet 14 diokia. Oleg o1 cvokevaoieg ivor dlabéciueg og amAd blister (kKoyéin). Ot
ovokevaoieg v 56, 98 kot 280 diokiwv dwutiBevion emmAéov og didtpnto blister, povédwv dd6onc.

Mmropei va, unv drotifeviatl OAEG 01 GLCKEVAGIEG GTN YDPO GOC.

Karoyog Adsrag Kvkhopopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia
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IHopoaockevaotig

Novartis Farma S.p.A.

Via Provinciale Schito 131
80058 Torre Annunziata (NA)
Itoiia

Novartis Farmacéutica S.A.

Gran Via de les Corts Catalanes, 764

08013 Bapkeimvn
lomavia

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 NvpeuPépyn
Teppovia

Mo omoladnmote TANPOPOPio. GYETIKA LLE TO TAPOV PAPUAKEVTIKO TPOIOV, TAPUKUAEIGTE VO
amevbuvleite oTov ToMIKO OvTITPOo®TO ToL Koatdyov tng Adstog Kvuihopopiog:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +322 24616 11

Boarapus
Novartis Bulgaria EOOD
Ten.: +359 2 976 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 273 0

Eesti
STA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

EApLGoa
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espaiia
Vifor Pharma Espafia, S.L.
Tel: +34 902 12 11 11

France
Novartis Pharma S.A.S.
Tél: +33 1 55 47 66 00
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Lietuva
STA Novartis Baltics Lietuvos filialas
Tel: +370 5269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +322 246 16 11

Magyarorszag
Novartis Hungaria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z o0.0.
Tel.: +48 22 375 4888

Portugal
Bialport-Produtos Farmacéuticos, S.A.
Tel: +351 22 986 61 00



Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: +353 1260 12 55

Island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +39 0296 54 1

Kvnpog

Novartis Pharma Services Inc.

TnA: +357 22 690 690

Latvija
SIA Novartis Baltics
Tel: +371 67 887 070

Romaéania
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50

Slovenska republika
Novartis Slovakia s.r.o.
Tel: +421 2 5542 5439

Suomi/Finland
Novartis Finland Oy
Puh/Tel: +358 (0)10 6133 200

Sverige
Novartis Sverige AB
Tel: +46 8 732 32 00

To mapév @vALo 00N LAV YpRoNS avabemp1OnKe Yo TELEVTALN POPA OTIS

Addeg TNYEG TANPOPOPLOV
Aentopepeic mTAnpoeopieg yio to pappako avtd eivar drabéoipeg oto dikTvakd TOTo ToL Evpmmaikon
Opyavicpot @oppaxmv: http://www.ema.europa.eu
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