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ITAPAPTHMA I

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



<V¥To @appoko avtd terel VO cVUTANPOLATIKY TopoKoloVONoN. AvTd Ba emTpéyet To Ypriyopo
TPOGIOPIGUO VEDV TANPOPOPLOV AGPAAELNC. ZNTEITUL 0T TOVG EMAYYEALOTIEG VYELOG VO AVOPEPOVY
omoleadnmote Thavoroyovueves avemBountes evépyetes. BA. mapdypopo 4.8 yio Tov TpOTO avapopas
avemBounTOV gvepyeldv.> [['a QopLakev T TPOIOVTO TOV TELOVV VIO GUUTANPOUATIKY
nopakorovdnen MONO]

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

{(Emwvonbeica) ovopacio meplekTikdTNTo QopHOKOTEYVIKT LOPON

2. IMOIOTIKH KAI IOXOTIKH XYNGEXH
<2.1 Tevikn) meprypagn> [0 Tpoidvta mponyuévng Oepaneiog povo
<2.2 IIowTikn Kot T060TIKY 60vOeon™> [0 Tpoidvta mponyuévng Bepaneiog povo

<Exdoyo(a) pe yvoot dpdon:>
<I"a Tov T PN KOTAAOYO TMV £K3OY®V, PA. Tapdypapo 6.1.>

3. POPAPMAKOTEXNIKH MOP®H

<H gykom xpnoyevetl povo yio va Sievkordvet t Opadon Tov d1oKiov Kat THV KATAmrooT| Tov Kat oyt
Y10, TOV J10OPIGHO 6€ i6e dOGES.>

<H gykomn| dev ypnoipedet yia tn Opavon tov diokiov.>

<To diokio pumopel va Swympiotel o€ dV0 iogg d00€e1G.>

4.  KAINIKEX IAHPO®OPIEX
4.1 OgpoamevTiKég evdsi&earg
<AVTO TO PAPUAKEVTIKO TPOIOGV YPNOLOTOLEITAL LOVO Y10 1Oy VOOTIKOVG GKOTOVG.>

To {ovopacio Tpoidvtog} evdeikvuTal yio PO 68 <EVAAIKES> <VeOYVA> <PpLen> <mouidid™>
<epnpovc> nhkiag {y émg y} <etdv> <punvov>.>

4.2  Aocoloyia kKol TPOTOG YOPNYNONS

Aocoloyia

Houdrazpixog wAnBoouog

<H <ac@dielor™> <kor> <n amoTELEGUATIKOTNTO> TOL {ovopacio Tpoidvtoc) oe madid nikiog {y £mg
y} <pnvov> <etdv> [N 0moecdNToTE GALEG GYETIKESG VITOKOTIYOPIES, T COUATIKO BApog, epnpikn
nAwcio, EVA0] dgv <éyer> <€XOoLV> aKO TEKUNPLOOEL.>

<Agv vrapyovv dwbécia dedopéva.>

<Ta mopdvta Stobéoipa SedoUEva TEPLYPAPOVTOL GTNV TaPAYPAPo <4.8> <5.1> <5.2> adld dev
pmopet va yiver cbotaon yu ) docoroyio.>



<To {ovopacio mpoidvtoc} dev mpénel va ypnoylomoteitor og maudid nhikiag {y £og y} <etdv>
<UNVOV> [N 0TOEGONTOTE UALEG GYETIKES VITOKOTNYOPIES, TT.). COUATIKO BApog, epn ik niiia,
@VA0] Y10 AOYOUG <OGQAAELNG> <ATOTELEGUATIKOTNTOG™.

<Agv VIapyel GYETIKN YPNON TOL {ovopasio Tpoidvtoc) <oTov TadTpkd TANBLoHS> <oe Tadd
niwciog {y €og y}> <etdv> <punNvav> [1] 0mo1ecdNToTE GALEG GYETIKEG VITOKOTNYOPIES, TT.). COUOTIKO
Bapog, epnpucr niwcia, @OLo] <yw tnv évoeln...>.>

<To {ovopacio mpoidvtoc} avievdeikvutal og moudid niikiog {x £og v} <etd@v> <unvav> [1
OTOLEGONTOTE GAAEG GYETIKEG VTOKATNYOPIES, T.). COUATIKO BApoc, epnPikn niiia, eVA0] <yio TNV
&voeiln...> (BA. mapdypaeo 4.3).>

Tpdmog yopnynong

<IIpopvidleic mov mpémer vo. InpBody mpiv amo tov YeIpLoud 1 T yopRynol] 100 POPUOKEDTIKOD
TPoiovTog>

<I'a 0dnyieg oyeTkd pe TV <ovacHoTaon™ <apai®cn™ Tov PUPUUKEVTIKOD TPOIOVTOG TPV amd
yopfynon, PA. mopdypapo <6.6> <kor> <12>>

4.3  Avtevositelg

<YrepevaroOnoio ot (oTig) dpactikh(£5) ovcin(eg) 1 o€ KATO0 amd T0. EKS0Y0 TOV UVAPEPOVTOL GTNV
mapdypapo 6.1 <f {ovopacio tov Katoloinwv}>.>

4.4 E101kég mPocldomOMGELS KUl TPOPVAAEELS KATA TN Y p1ion
<Iyvmiacydtmra
Ipoxepévov vo Bertiodei n yyvnraotudm o TV POAOYIKOV GOPHAKEVTIKOV TPOIOVTMOV, TO GVOLLL

Kot 0 aplOpds TapTidog ToL XOPNYOVUEVOL PUPUAKOV TPEMEL VAL KOTOYPAPETOL LE CAPNVELDL.>

<[Moudratpikdg mAndvepuoc>

4.5  Alnremopaceig pe GAL0 QUPRUKEVTIKG TPOIOVTA KOl GALES NOPPES MM AeTiOpaoNg
<Agv &yovv mpaypatorombel peréteg oliniemdpdoemy.>

<Hadrotpikdc Tinduoudc>

<Mehéteg alnrenmidpdoenvy £xovy mpaypatonondel povo og eviikes.>
4.6 T'ovipétnro, KONON KO Yarovyia
<Konon>

<Onioocudc>
<Covipodtro>

4.7 Emdpacsig 6TV IKavVOTHTA 001]Y1)01G KOl YEPIGHOD POV LATOV

<To {(emvonbeica) ovopacio} <dev éyet kapio 1 £xel aonpavn enidpacn™> <€yl pikpn enidpaon™>
<éyet pPETplo emdpaon™> <EYEL GNUOVTIKY ETIOPACT> GTNV KAVOTNTA 0YNONG KOL XEPLIGHOD
pnyavnpétov.>

<Agv epapuoletor.>

4.8 AvemOOunTeg evépysreg



<[oudrtpikdg mAndvopodc>

Avapopd mBavoroyodUEVOV OVETIOOUNTOV EVEPYEIDV

H avogpopd thavoroyodpevov avem@bipntmv evepyedv petd amd ) xopnynon adslog kukhopopiog
TOL QOPUOKEVLTIKOV TPOIOVTOG €ival onpovtiky. Emrpénel tn cvveyn mopakoroddnon tng oyéong
0PEAOVC-KIVODVOL TOV (QOPUOKEVLTIKOD TPOIOVTOG. Znteitonl omd TOLG EmayyeApoTiES VLYEiag vo
avapépovv onoleadnmote mhavoloyodueveg avemounteg evépyesleg HES® TOL EBVIKOD GLOTHLOTOG
avoapopdc mov avaypdestatl oto Hapdptnua V*.

[*For the printed material, please refer to the guidance of the annotated QRD template.]
4.9 Ynegpooooroyio

<Houdrozpikdc TAndvopdc™>

5. DOAPMAKOAOTI'IKEX IAIOTHTEX
5.1 ®@oppokodvvapkig 1010TNTES

Dappakobepanevtiky katnyopia: {Karnyopia}, kodikog ATC: <{kwdudc}> <dev €xel axdpa
oplofei>

<To {(emvonBeica) ovopacio} eivor flo-opoetdés pappakevTikd Tpoidv. Aewtopepeic TAnpopopieg
elvan Stobéotpeg oTov diktvakod Tomo tov Evpondaikod Opyoaviopod Pappdkov:
https://www.ema.europa.eu.>

<Mnyovioude dpdonc>

<DaPUAKOIVVAUIKEG ETOPAOELC>

<KMviKn 0oTEAEGUOTIKOTNTO KOl 0GQOGAEL>
<[Moudratpikdg mAndvepuoc>

<0 Evpomnaikog Opyoviopog Pappdkmv £xel ddoet amarhayn amd TV VIOYPEMOT VIOPBOANG TOV
OMOTEAEGHATMV TV HEAETMV e To <{emvonbeica ovopocia Tpoidovtog}t> [1] yio Ta yevoonuo: <to
POPLAKEVTIKO TPOIOV avaPOpig TToV TEPEXEL {ovopacio dpacTikng(®v) ovaiag(dv)}>] o OAEG TIG
vrokatyopieg Tov TadtaTptko TAnBvopol oty {6pog GVUE®VA e TNV oTOPacT| BAcEL TOV
Mpoypépporog HModwrpicng Epgvvag (ITTIE), yo v eykexpuévn voeién} (BAéne noapdypagpo 4.2
Yo TANPOPOPIEG GYETIKE PE TNV TOSLTPIKT] Xpriom).>

<0 Evpomnaikoc Opyaviopog Gapudkov et ddoet avoforr and Tnv vroypéman vrofoing Tov
anoteAecubTmV TOV pedetdv pe to <{emvonbeica ovopocio Tpoidovtogt> [1] yia o yevoonua: <to
POPLOKEVTIKO TPOTOV avaPopdg Tov TeEPIEYEL {ovopacio dpactikig(dv) ovaiag(dv)}>] oe pia 1
TEPLEGOTEPEG VITOKATIYOPIEG TOV TOIATPLKOV TANOVGHOV 6NV {6p0og cOUPOVA LE TNV AmdPoon
Baoet Tov [poypappatog Hardrorpkng Epevvag (IIIE), yio tnv eykexpyévn €voeen} (Bréme
Tapdypaeo 4.2 yio IANPoPopieg GYETIKA Ue TNV TOLSLOTPIKN XP1oN).>

<AVTO TO PAPUOKEVTIKO TPOTIOV EYeL £YKPOel e TN S1ad1kacio ToL amoKaAeitol «EyKpion vd GPovSy.
Avtd onpaivet 0Tt avapEVOVTOL TEPIGGOTEPES OTOOEIEELG GYETIKEL LLE TO PUPLAKEVTIKO TTPOTOV.

O Evpomnaikdg Opyoviopog Papudkmv O a&loroyel TOLAGYIOTOV £TNGIOG TG VEEG TANPOPOPIES Yi0 TO
POV PUPUOKELTIKO TPOoidV kat 1 mapovoa [epiknyn tov Xapaktnpiotikédv tov [Ipoidvtog Ha
emKoponoteital ovordyws.>

<AVTO TO PAPUOKEVTIKO TPOTOV £xel eYKpLOet pe TN dradkacio TV «EEUPETIKOV TEPIGTATEDVY .


https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
https://www.ema.europa.eu/

Avt6 onpaivel 6t <AOY® TG omavidTTog TG AoBEVELNG™ <ylol EMOTNHOVIKOUG AOYOLG> <yl AOYOUG
deovtohoyiog> dev el KaTaoTel SuvaTOV Vo ANQOEL TAPNG TANPOPOPTGN Y10 TO POPLOKEVTIKO
TPOioV.

O Evporaikog Opyovicpog Papudkmv Ba a&loroyel emmoing kabe véa Tinpopopia mov Ba givar
Swbéoun kot n mapovoa epinyn tov Xapaktnpiotikdv tov [poidvrog Ha emkarpomoreitan
avorOy®e.>

<To QapPUAKELTIKO TPOTIOV avapopds Tov Tepléyet {dpacTikn ovoin} €xet eykpidel e ) dadkacio
TOV «eEQIPETIKDV TEPIOTACEMV». AVTO onpaivel 0Tt <AOY® TG OTOVIOTNTOG TNG 0GhEVELNG><yia
EMOTNHOVIKOVG AOYoLG><yta AOyovg deoviohoyiag™> dev £xet kataotel Suvatdv va Anebel TAinpng
TANPOGOPTOT Y10 TO PUPLAKEVTIKO TTPOidV avapopds. O Evpomaikoc Opyavicpuog Papudakomv o
a&oroyel enoing kabe véa mAnpogopia mov Ba ivon Stobéoun kot n wapovoa [epiAnyn Tov
Xapaxtnpiotikdv tov [Ipoidvtog Oa emtkarpomoteiton avardywg pe v Iepidnyn Xopakmpiotikdv
tov [Ipoidvtog Tov PapUAKEVTIKOD TPOIOVTOG aVapOpPaG.>

5.2 ®@oppokoKivnTIKES 1010TNTEG

<Amoppoenon>

<Koatavoun>

<Blopetaoynpatiopnoc>

<AmofoAn>

<Ipoppucdnto/un ypopukodmm o>
<DOPULOKOKIVITIKESG/ POPLOKOSVVOUIKEG OYEGELG>

5.3 TIpoxkiwvika dedopéva yia TNV a6QOaAELN

<To pn KAMvikd dedopéva dgv amoKaAVTTOVV W1eitePO Kiviuvo Yo Tov avOpomo pe Paon tig
GUUPOTIKEG LELETEG POPULAKOLOYIKNG AGQAAELNG, TOEIKOTNTAG ETOVAAAUPAVOUEVOV SOGEDV,
YOVOTOEIKOTNTOG, EVOEXOLEVNG KAPKIVOYOVOL SPAcTS, TOEIKOTITOG GTNV OVOTOPOY®YIKT IKOVOTNTO
Ko avamToén.>

<Emmtooeig o€ U KAWVIKEG pedéteg mapatnpninkav povo og £kbeon 6to eappako Tov ewpndnke
OTLNTOV OPKETA TAVE® amd TO AVMOTOTO OpLo EKBeo S TOL AVOPMOTOL, TAPOVGIALOVTOG HKPT) GXEoT LE

™V KAVIKR gpron.>
<Ot avemBOunTeg evépyeleg Tov dev mapatnpnOnKay oTig KAMvVIKEG PHEAETES, OALG mapatnpnOnkay o
{da ot enimedo £kBeong TopoOpoLo Le To KAMVIKG ENimeda EKOEONG KaL Le EVOEYOUEV GYEOT LLE TNV

KAWIKn xprion, nTav ot axdrlovbeg:>

<A&oAdynon mepBoAirovTikon Kivovvou>

6. OAPMAKEYTIKEYX [IAHPO®OPIEX
6.1 Katdloyog exdoywv

<Ovdév.>

6.2 Acvppototnreg

<Agv gpapuoletor.>

<EMelyel HeEAET@V OYETIKE e T GLUPATOTNTA, TO TAPOV PAPUOKEVTIKO TPOIOV eV TPEMEL VaL
OVOLLELYVOETOL e AAAOL POPLOKEVTIKA TPOIOVTOL.>



<AVTO TO PAPHAKEVTIKO TPOIOV OEV TTPEMEL VOL OVOLULELYVOETOL e GANDL POPULOKEVTIKG TPOTOVTa EKTOG
QVTMOV OV OVOPEPOVTOL GTNV TAPAYPAUPO <6.6> <koar> <12>.>

6.3 Awdpkera {ong
<...> <6 ufveg> <...> <1 ypdvoc> <18 pnves> <2 ypovie> <30 prveg> <3 ypovio> <...>
6.4 Idwitepeg mPoPUAGEEIS KOTA TN GUAUEN TOV TTPOIGVTOG

<I"a 116 GVVOTKEG Sratipnong Hetd ™V(To) <avacVeTac™> <apaincn™> <TPATO GVOry[e™> TOV
POPLAKEVTIKOD TPOIOVTOG, PA. Tapdypapo 6.3.>

6.5 ®@Von KoL GVOTATIKG TOV TEPLEKTI <KL E1OIKOG EEOTMGNOG YLo. TN YP1IoT, TN XOPRYNOoN 1]
v epevTELG>

<Mmopei va unv KuKAOQOopoHV OLEG 01 GLCKEVAGIES.>
6.6 Idwitepeg Tpouraters amoppryns <Ko GALOG YEIPLON6S>

<Xpnon oTov TudTPIKO TANOVGHO.>

<Kapio 8 vroypémon <ylo andppyn>.>

<KdBe aypnoipomointo QaproKeLTIKO Tpoiov 1 VIOAEULN TPETEL VOL ATOPPITTETAL GOUPMVO, LE TIG
KOTA TOMOVG 16YVOVCES GYETIKES OTAEES.>

7. KATOXOZX THX AAEIAX KYKAO®OPIAX

{Ovopa kat devBvvon}

<{TnAépwvo}>

<{®ag}>
<{E-mail}>

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQXHY THX AAEIAX
<Hpepounvia mpatng £ykpong: {HH pqvag EEEE}>

<Hpepounvia terevtaiog avavéwons: {HH uwvag EEEE}>

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

<MM/EEEE>

<HH/MM/EEEE>
<{HH pnvoc EEEE}>

<11. AOXIMETPIA>

<12. OAHI'IEX TAPAXKEYHX PAAIO®APMAKQN>



<Kdabe oypnoylomointo @oppokeutikd Tpoidv 1 VIOAEWUO TPEMEL VO ATOPPINTETOL COUPOVA LE TIG
KOTA TOTOVG 1GYVOVGES GYETIKEG d0TAEEIG.>

Agntopepeic TANPOoPOpieg Y1 TO TAPOV PAPLAKEVTIKO TTPOTOV givor Stabéctueg 6Tov StkTvakd TOTO TOL
Evpondikod Opyavicpov dappdkov: https://www.ema.europa.eu. <Kol 6TovV StSIKTVOKO TOTO TOL
{ovopaoio Tov EBvikov Opyaviepot tov Kpdtovg Mérovg (chvoespoc) }>.



https://www.ema.europa.eu/

<E.

ITAPAPTHMA 11

<[HAPAXKEYAXTHX(EX) THX (TQN) BIOAOI'IKQX
APAXTIKHX(QN) OYXIAX(QN) KAI>
MAPAXKEYAXTHX(EX) YIIEYOYNOX(OI) I'lA THN
AIIOAEZMEYZH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI ATAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIZMOI XETIKA ME THN AZ®AAH KAI
AIIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX

EIAIKH YITOXPEQXH OAOKAHPQXHX
METET'KPITIKQN METPQN I'TA <THN AAEIA
KYKAO®OPIAX ME EI'KPIXH YIIO OPOYZXZ> <THN
AAEIA KYKAO®OPIAX YIIO EZEAIPETIKEX
HNEPIETAXEIZ>>



A. <IIAPAXKEYAXTHX(EX) THX(TQN) BIOAOI'IKQX APAXTIKHX(QN) OYZIAX(QN)
KAI> HAPAXKEYAXTHX(EY) YIIEYOYNOZX(OI) I'TA THN AITIOAEEMEYXH TQN
MNAPTIAQN

<Ovopa kot d1e00vvon Tov(tev) Tapackevacth(dv) Tg(tov) Broloyikdg dpacTtikng(dv) ovciag(dv)

{Ovopa kot dievbvvon }>

‘Ovoupa ka1 dievfuvon Tou(tmwv) mopackevast(®v) mov givar vevhuvo(ot) Yio TNV AIT0dEGUEVOT TV
nopTidV

{Ovopa kot dievBvvon}

<X10 éVTUTO PVAAO OJM YLDV YPNONG TOV POPLAKEVTIKOD TPOIOVTOG TPEMEL VAL OVOLYPAPETAL TO OVOLLOL
Kot 1 81ev0VVEN TOL TAPACKELOOTH TOL Eival VTELOVVOG Y1OL TNV ATOIEGUEVGT) TNG OYETIKNG
maptidag.>

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

<DapUakeLTIKO TPOTOV Y10 TO 0010 ATTOLTEITOL WTPIKY GLVTOYT.>

<PappLoKELTIKO TPOTIOV Yl TO 0TTO10 eV UMALTEITOL LOTPIKY CLVTOYT].>

<OaPUAKEVLTIKO TPOTOV Y10l TO OO0 OTTONTEITOL E01KT] LTPIKT) GLUVTOYT.>

<DapUAKELTIKO TPOIOV Y10 TO 0010 amanTeiTOl TEPLOPIGUEVT L0TPIKT cvvTayn (BA. TapdpTnpa I:
Tepiinyn tov Xapaktmpiotikdv tov [Ipoidvtoc, mapdypagog 4.2).>

<PopHOKELTIKO TPOTIOV Y1 TO OTTOT0 ATOLTEITOL E0IKT KO TEPLOPIGHEVT 1PN cuvTayn (BA.
nopaptnpa I: epiinyn tov Xapakmpiotikav tov [poidviog, tapdypapog 4.2).>

. <Emionpun amwodéopcvon noptidwv

Yopeava pe o apbpo 114 g odnyiog 2001/83/EK, n enionun arodéopgvon tov maptidmv

TPAYLLATOTOLEITOL 0T KPATIKO EPYOGTNPLO 1 and epyacTiplo oL £xetl opiobel yia Tov okomd avtd.>

I'. AAAOI OPOI KAI AITAITHXZEIX THX AAEIAY KYKAO®OPIAX

. Ex0¢og1g meprodikig rapakorovdnong mg aceareras (PSURS)

< Ot arattioetg yo TV vroPoin} Twv PSURS yia to ev Aoym poppokentikd mpoidv opilovion

610 apBpo 9 tov kavovicpov (EK) apif. 507/2006 kot Kotd GUVETELD O KATOXOG GOEL0G

kukhogopiog (KAK) Oa vroBarier 1ic PSURs kdbe 6 pives.>

< Ot anortnoelg yo, tnv vrofoAn t@v PSURS yio to ev Adym @appokentikd mpoidv opilovran

GTOV KATAAOYO LE TIG Nepopnvies avaeopds s Evaong (katdioyog EURD) mov mapatifeton

otV mapdypapo 7, tov dpbpov 107y, e odnyiag 2001/83/EK ko kébe emakdrovdng

EMKOLPOTTOINONG OTWG ONUOGIEVETAL GTNV EVPMOTOIKY SIKTLOKT| TOAN Y10l TO PAPLLAKOL. >

< O Kdroyog Aderag Kukhopopiog (KAK) Ba vroBdarrer tv mpdt PSUR yio to mtpoidv péoa

o€ 6 WVEg oo TNV £YKPLoT).

A.  OPOI'H NEPIOPIZEMOI XXETIKA ME THN AX®AAH KAI ATOTEAEEMATIKH
XPHZH TOY ®PAPMAKEYTIKOY ITPOiONTOX

. Xyéoro owayeipiong Kivdvvov (XAK)



O Kdaroyog Aderag Kukhogpopiog (KAK) Oa dte&aydyet Tig amattodpeveg SpactmpotnTes Kot
TopeUPAcELS pappokoenaypbTvnong 6nmg mapovctdlovial 6To cupeovnoéy XAK mov
napovcidletar oty evomta 1.8.2 g ddgiag kukhoPopiog Kot 0OTOEGINTOTE ETAKOAOVOES
gykekpiLéves avabempnoelg tov ZAK.

‘Eva emkoupomompévo LAK Oa npémet va katatebdei:
e Metd and aitnpo tov Evpenaikod Opyavicpod @apudkav,
e Onotednmote Tpomonoteital To cVOTN A Stayelplong Kvdhvov, 101K G OTOTEAEGILO AYNG
VEOV TANPOPOPLOV TTOV LTOPOVV VO ETLPEPOVY GNUAVTIKY 0AXayH 6TN GYECT] 0PELOVG-KIVEHVOL
1 ©G AmOTEAEG A TNG EMITEVENG EVOG GNUOVTIKOD OPOGTIHOL (QOPLAKOETHYpOTYION 1
gAay1oTomoiNnon KIvdhvov).

Enwaporomnpévo LAK 0o npénet va katatedel péypt { CHMP ovppwvnuévn mpobeopio}.>

. <Emnp6c0sTo pétpa eLayloTomoineng Kivovvov>
. <Ymoypi®mon AMYng PHETEYKPITIKAOV PETPOV

0O KAK 60 0AoxAnpadcet viog Tov SNAMUEVOD YPOVIKOD TAULGIOV, T TOPOKATO HETPAL:

Heprypaon Avapevopevn
nuepopnyvio

<Metgykprrikn perétn amoteleopaticomrog (PAES)>
<Mn mopepfoatikn peteykprtikny perét acedrelog (PASS)>>

<E. EIAIKH YIIOXPEQXH OAOKAHPQXHX METEI'KPITIKQN METPQN I'TA <THN
AAEIA KYKAO®OPIAX ME EI'KPIXH YIIO OPOYZXZ> <THN AAEIA
KYKAO®OPIAX YIIO EZAIPETIKEX IEPIXTAXEIX>

<Agdopévou 0Tt anT eivat pio ddga KuKAOPOpiag (e £YKpion VIO OPOVG Kol COUPMVA e TO ApOpo
14-a tov kavoviopov (EK) apif. 726/2004, 0 KAK 0o ohokAnpdaoet, evidg Tov SNA@UEVOD xpoviKoy
mhaiciov to akdAovOa péTpo:>

<Agdopévou 0Tt anT givat pio £YKplon vio ENPETIKEG TEPIGTACELG Kot cOUPVA pe To GpBpo 14 (8)
tov kavoviopo¥ (EK) aptf. 726/2004, o KAK 0a Aéet, evtog tov SnAmpévou xpovikod mTAaiciov, to
akorovba pétpo. >

Heprypaon Avapevopevn
npepopnvio

<Mn mopepfotikn peteykprtikny perdét acedarelog (PASS)>>




IHAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIZHMANXZH

12




ENAEIZEIZ ITIOY ITPEIIEI NA ANAT'PA®ONTAI <XTHN EZQTEPIKH XYXKEYAXIA>
<KAI> < XTH XTOIXEIQAH XYXKEYAXIA>

{MOP®H/EIAOX}

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

{(Emwvonbeica) ovopacio meplekTIKOTNTO QOPULAKOTEXVIKT LOPON }
{dpaotikn(eg) ovoio(eg)}

[2. TYNOEXIH IE APATXTIKH(EX) OYZIA(EX)

<To mpoidv avtd mepéyet kKbttopa <avipdmvne> <(owne> npoéhevong.>

| 3. KATAAOI'OX EKAOXQN

| 4. DPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEXHX

Awfdote To UALO 03N YLDV YprioNG TPV amd T YpNon.

6. EIAIKH MPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXZETAI *E OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidoocetor g Oéom, v onoio dev PAETOVY Kot dgv mpoceyyilovv Ta TadLd.

[7. AAAH(EZ) EIAIKH(EE) MPOEIAOIOIHZH(EIZ), EAN EINAI ATIAPAITHTH(EY)

<[ avtdroyn yprion povo.>

| 8. HMEPOMHNIA AHEHX

| 9. EIAIKEX YYNOHKEX ®YAAEHX

10. IAIAITEPEX IPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H TQN
YIIOAEIMMATON IIOY ITPOEPXONTAI ATIO AYTA, E@OXZON AITIAITEITAI

| 11. ONOMA KAI AIEYOYNXIH KATOXOY THX AAEIAY KYKAO®OPIAX

{Ovopa kot dievbvvon }
<{TnAéowvo}>



<{@og}>
<{E-mail}>

| 12. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/0/00/000/000

| 13. APIOMOZX MAPTIAAZX<, ETOIXEIA AOTH KAI KQAIKOI ITIPOiIONTOX>

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

[15. OAHTIEE XPHIHX

16. TIAHPO®OPIEX XE BRAILLE

<H attioAdynon yo vo. pnv meptinedei n ypaen Braille eivar armodektn>

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AISAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

<A168166T0T0G YPApH®OTOG KOOKAG (2D) mov pépet Tov mepin@HEvTa Hovadikod avayvopLoTIKO
KOO1KO.>

<Aev gpappodlerar>

18. MONAAIKOXZ ANATNQPIZTIKOX KQAIKOX — AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO

<PC{opBpog} kmdikds mpoiovtog]

SN {apOpodc} [apuog cepdc]

NN{apBudc} [e0vicog apdpodg amolnpioong 1 dGALog 6ViKOG aptOpds Yo TV TPOGIOPIGUO TOV
QOPUOKELTIKOV TPOTOVTOG]>

<Agv gpappuoletor.>




EAAXIXTEX ENAEIZEIX IIOY ITPEIEI NA ANAI'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

{MOP®H/EIAOX}

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

{(Emwvonbeica) ovopacio meplekTIKOTNTO QOPULAKOTEXVIKT LOPON }
{dpactikn(éc) ovoia(eg)}

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

{Ovopo}

| 3. HMEPOMHNIA AHEHX

| 4. APIOMOX IAPTIAAX<, XTOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

| 5. AAAA ETOIXEIA

<l avtdoroyn xpnon povo.>



EAAXIXTEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIZ XYXKEYAXIEX

{MOP®H/EIAOX}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHHEZHX

{(Emwvonbeica) ovopacio meplekTIKOTNTO GOPULAKOTEXVIKT LOPON }
{dpactikn(éc) ovoia(eg)}
{080g xoprymong}

| 2. TPOINOX XOPHI'HXEHX

[3.  HMEPOMHNIA AHEHX

| 4. APIOMOX IMAPTIAAZX<, X TOIXEIA AOTH KAI KQAIKOI MPOIONTOX>

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

‘ 6. AAAA XTOIXEIA

<T'o awtdroyn ypnon novo.>



B. ®YAAO OAHI'IQN XPHXIHX
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®viro 0oV rprong: IIAnpogopics Yo Tov <acBevii> <yprotn>

{(Emwvon0¢cica) ovopacio TEPLEKTIKOTNTA QUPLAKOTEYVIKI] ROPON}
{dpacTikd(d) cvoTatiko(d)}

<V To PApLOKO aVTO TEAEL VTTO GLUTANPOUATIKY TOPOKOAOVONOT. AVTd Oa emiTpéyeL To Ypriyopo
TPOGIOPIGUO VEDV TANPOPOPLOV AcPALELnc. MTopeite va fondnoete pécw g avapopds mbavov
AVETOOUNTOV EVEPYELDV TTOV EVIEYOUEVAS Tapovctalete. BA. téhog tng mapaypdpov 4 yio tov tpodmo
avapopds avembopntov evepyeldv.> [[o upLaKeLTIKE TPOTOVTO TOV TEAOVV VIO GUUTANPOLLATIKY
napakorovdnon MONO]

<AwPacTe TPOGEKTIKA 0OAOKANPO TO GVLAO 03NYLAV YPNONS TPV UPYiCETE VO <TAIPVETE>

<YPNOLUOTOIEITE> AVTO TO PAPROKO, FLOTL TEPLAPUPAVEL SN RAVTIKES TANPOPOPIES Y10 GOGC.

- Durd&te a6 TO PVALO 0dNYLDY Xprions. Tows ypelaotel va To dwPdoete Eavd.

- Edv éyete mepartépm amopies, poTHOTE TOV <yloTpd><,> <11> <10V QOPUOKOTOLO> <1} TOV
VOGOKOUO> GOG.

<-  H ovvtayf ye avtd 1o edappoko xopnyionke anokAeloTikd yio 60g. Aev Tpénet vo SOGETE TO
@appaxo og GAAoLG. Mmopei va Tovg mpokaAEsel PAARN, aKOpa Kol OTOV T0 GUUATOUOTO THG
acbévelag toug givot ido pe Ta Sikd cog.>

- Edv mopatnproete Kamoo avemBOoun evépyeLa, EVILEPDOOTE TOV <Y1OTPO><,> <i> <TOV
(QOPUOKOTOLO> <1} TOV VOGOKOWO> 60G. AVTO 10YVEL Kot Yo kéOe mbavn avemBountm evépysia
OV &V AVAPEPETOL GTO TAPOV PUALO 0dNYLOV Xpriong. BAéne mapdypago 4.>

<AwPacTe TPOGEKTIKA 0OLOKANPO TO GVLAO 03NYLAV YPNONG TPV UPYiCETE VO <TAipVETE>

<YPNOLHOTOIEITE> AVTO TO PAPROKO, FLOTL TEPAOPUPAVEL SNRAVTIKES TANPOPOPIES Y10 GOGC.

[péner ndvtote va <maipvete™> <ypnoLLOTOLEITE> 0VTO TO PAPHOKO AKPPDG OTOG TEPLYPAPETUL GTO

POV PUALO 03NV XP1oNG 1 GOUPMVO. LE TIG 001 YiES TOV <ylaTpov><,> <> <TOV PUPLOKOTOLOV>

<1} TOV VOGOKOLOV> GOGC.

- DourdEte avTd TO POALO 0dNYLDV Xprions. Towg ypetaotel va To dwaPdoete Eavd.

- AmevBuvbeite 6TOV POPLOKOTO0 GG EQV YPELACTELTE TEPIGTOTEPES TANPOPOPIES 1) CLUPOVAEC.

- Eav mopatnpnoete kbmoto avem@OpunT eVEPYELD, EVNUEPDOGTE TOV <ylTpO><,> <N> <10V
QOPLLOKOTOLO> <1} TOV VOGOKOLO> 60G. AVTO 16YVEL Kat Yio. kaOe mbavn avemBountm evépyeio
OV JeV AVOPEPETUL GTO POV PUALO 0dnyLdV xpriong. BAéne mapdypapo 4.

- [Ipémet vo amevBuvbeite og yotpod edv dev aobaveote kakbtepa 1 edv aroaveote xepdTepa
<petd amd {aprOpoc} nuépeg.>>

T wepréyer To mapév @HAL0 00NYIOV:

T etvon to X Ko mowa etva ) xpriom Tov

T npénet va yvopilete nptv <mdpete™> <ypnoonomcete™> 10 X
IIog va <mdpete> <ypnoomomoete™> 10 X

IIBavég avemBounteg evépyeieg

[1dg va pvidooete To X

Tepieyodpeva g cuokeLAGiNG Kot AOUTEG TANPOPOpPiEg

A S

1. T givan 10 X Kon wora ivar n yprion Tov

<IIpénet va angvbuvieite oe yrotpd edv dev arcbdveote kakvtepa M €Gv acBdvecste yelpdTepa <peTd
ond {epOpdc} nuépec>.>

2. T péner va yvopilete apwv <mdpete> <ypnopomonjcete> 170 X

Mnyv <napere> <ypnopomonjoere™> 170 X
- <oe mepimtoon alkepyiag ot {dpaotikni(ég) ovoia(ec)} M oe omowdnmote GAlo amd T
GLGTOTIKG OLTOD TOV PUPUAKOL (OVaPEPOVTUL GTNV TPy pOPO 6).>
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TIpog1domo6Elg Kot TPOPUAAEELS

Amevbovbeite otov yatpd <> <> <toV QOPULOKOTOLO> <N TOV VOGOKONO™> 060G TPV <mipete™>
<ypnoponomoete> 10 X

Modra <kor £épnpor>

Al @appoxo ko X

Evnpepaote <tov yiorpd> <> <tov @QappoKomold> cag edv <moipvete> <ypnopomoleite>, &xete
TPOGPUTA <TAPEL> <YPNCLULOTOMGEL> 1) LTOPEL VO <TAPETE> <YPTGLULOTOGETE> GAADL PAPLLOKOL.

To X pg <tpo@n> <kar> <,> <w0T6> <KUL> <OLVOTVELRATAON>

Kinon<,> <kor> Onroopdg <koi yovipotnro>

<Edv eiote €yxvog 1 OnAalete, vopilete 6TL pmopet va glote £yKvog 1| 6YESALETE VO ATOKTNOETE OO,
{nmote ™ cvpPfovin <Tov YTPOv> <> <TOL PAPLOKOTOLOV> GOG TPV TAPETE CVTO TO PAPLOKO.>

Ood1ynon Ko (EIPIGPOG pNovnRaTOV

<To X wepiéyer {ovopa(ta) ekddyov(wv)}>

3. Mag va <mapete> <ypnopomomcers™> 10 X

< I1dvtote vo <maipvete> <YpMGLOTOLEITE> TO QAPUAKO CVTO AVGTNPA COUPMVA LE TIG 0dMYiEg TOL
YwTpov <1fj Tov @oppakomolov> cog. Edv éxete apeiBolrieg, pwtiote <tov yatpd> <> <tov
POPUOKOTOLO> GOG.>

<H ovvictdpevn 66on givar ...>

<IIpémel mdvrote va <maipvete™> <ypnoLUOTOLEITE> aVTO TO PAPLAKO aKPPOG OO TEPLYPAPETAL GTO
TapOV GOALO 03NV ¥PNoNG N GOUP®VE UE TIG 0dNYIEG TOV <YTPov><,> <i> <TOL QUPULOKOTOLOD>
<1 oV vocokoov> cac. Edv éxete aupifolries, potiote Tov <ylatpd><,> <ii> <tov QupULaKoTod> <n
TOV/TNV VOGOKONO> GOG.>

<H cvvictdpevn d6on givat ...>

<Xp1on o€ TodLG> <Ko Epfovc>>

<H gykomn vadpyet povo yio va cog fondnoet otn Opavon tov dickiov o€ mepinT®oT TOL SVGKOAEDESTE
Vol T0 Kotameite oAOKANpo.>

<To diokio pumopel va Sraympiotel o€ dvo ioeg d60e1G.>

<H gykomn| dev mpoopiletat yia T Opadon tov diokiov.>

<Edv <mapete> <ypnopomomcete> peyoivtepn 86on X amo TNV Kavoviky>

<Eav Egyaoete vo <mapeTe> <YPNCIHOTON]CETE> TO X>
<Mnv mapete SumAn 3601 Yo Vo avarAnpdceTe <10 dloKio> <tn d6on> <....> mov Eexdoote.>

<Edv stapatioete vo <maipvete> <ypnoipomoreite™> 1o X>

<Edv éyete mEPIOGOTEPES EPMOTNTELS GYETIKA LLE T YPTOT OVTOL TOV PUPHAKOV, POTNGTE TOV
<yTpd><,> <> <T0V QAPUOKOTOLO> <1 TOV VOGOKOHLO> GOG.>

4. IMBavég avemBOpnTES evipyeleg



‘Onwg 6o To ApHOKa, £TCL KOL 0VTO TO PAPHAKO UTOPEL VO TPOKOAESEL AVETIOOUNTEG EVEPYELEG, OV
Kot dgv mapovctdlovral e GAOLG TOVG OVOPOTOLG.

<ZopuTANPOPATIKES ovemOOPUNTES EVEPYELES O TALdLE <K EQTifovg>>

AvaQopa avemQOUNTOV EVEPYELOV

Edv mopatnpricete Kamoo avemBOount evEpyELd, EVILEPDOOTE TOV <Y1OTPO><,> <i> <TOV
POPLOKOTOLO> <I| TOV/TNV VOGOKONO> GaG. AVTO oyDEL Kot Yo kGO mhavy avemBountn evépyeta
TIOV OEV AVAPEPETOL GTO TAPOV PUALO 0N YLDV Ypriong. Mmopeite eniong va avapipete avemBounteg
evépyeteg omevdeiog, HEc® TOV E0VIKOD GLGTNUOTOS AVAPOPAS TTOV avaypdpeTar oto [apdapua V*.
Méow g avapopdg avemfiunT®mV evePYEIOV Hropeite vo fondncete 6T GLALOYN TEPIGGOTEP®V
TANPOQOPLOV GYETIKA LLE TNV ACOAAELN TOV TAPOVTOG POPLLAKOV.

[*For the printed material, please refer to the guidance of the annotated QRD template.]

5. Iag va purdooete To X

To edpproko ovtd TPEmEL va LAAGGETOL G LEPT IOV gV TO PAETOVV Kot deV TO POAVOLV TOL TOUSIAL.
Na pn xpnoyLonoteite avtd T0 PAPUOKO HETE TNV NUEPOUNVIN AENG TOV AVOQEPETL GTNV
<eMONUAVON> <6TO KOVTE> <o QUIAN> <...> UETE TNV {CLVTOHOYPAPIL TOV YPNCLUOTOLEITAL Yio!
v nuepounvia Anénc}.> <H nuepopnvia AENG eivor 1 teAevtaio NUEPE TOV UNVO TTOV OVOPEPETAL

eKel.>

<Na un ypnoHonoteite 0VTO TO PAPUAKO EAV TAPUTNPNOETE {TEPLYPOPT| TOV OPATOV ONUEiDV
oAloiwong}.>

<Mnv TeTéTE PAPLLOKO GTO VEPO TNG ATOYETELCTG <N OTA OKlaK( amoppipate™>. Potiote tov
(POPLOKOTOLO GOG Y10, TO TMOG VO TETAEETE TAL PAPHOKA TTOV dEV YpNGLponoteite T Avtd o pétpa Ha
Bondnicovv oV mpoctacio tov mepBaArovtog.>

6. Ilepreydpeva TG 6VOKELOGING KO AOWTEG TAN|POPOpPiES

Tvrepréyer to X

- H(Ov) dpactiki(€g) ovoia(eg) eivar ...
- To(a) GAho(a) cvotatucd(d) <(ékdoyo(a))> etvar...

Epgavion Tov X kot TepleyOpeva TS 6VOKELAGING
Karoyog Adcrog Kvkhogopiog kot Ilapackevaotiig
{Ovopa kot drevbvvon }

<{Tnrépwvo}>

<{®ug}>

<{E-mail}>

[0 oo dnmote TANPOPOpPia CXETIKE U TO TOPOV POPUOKEVTIKO TPOIOV, TApaKOAEioTE VL
anegvbuvleite oTov TomiKd avtimpdcmo Tov Katdyov g Adetag Kuhopopiag:

Belgié/Belgique/Belgien Lietuva

{Nom/Naam/Name} {pavadinimas}
<{Adresse/Adres/Anschrift } <{adresas}

B-0000 {Localité/Stad/Stadt}> LT {pasto indeksas} {miestas}>
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Tél/Tel: + {N° de téléphone/Telefoonnummer/
Telefonnummer}
<{e-mail }>

Boarapus

{Ume}

<{Anpec}

{I'pan} {Ilomencku kox}>
Ten.: + {Tenedonen Homep}
<{e-mail } >

Ceska republika
{Nazev}

<{Adresa}

CZ {mésto}>

Tel: +{telefonni ¢islo}
<{e-mail}>

Danmark

{Navn}

<{Adresse}

DK-0000 {by}>

TIf.: + {Telefonnummer}
<{e-mail }>

Deutschland

{Name}

<{Anschrift}

D-00000 {Stadt}>

Tel: + {Telefonnummer}
<{e-mail } >

Eesti

(Nimi)

<(Aadress)

EE - (Postiindeks) (Linn)>
Tel: +{Telefoninumber}
<{e-mail}>

E)LGda

{Ovopa}

<{Aebbvvon}

GR-000 00 {mdAn}>

Tnhi: + {Ap1Opog tnAepmvov }
<{e-mail }>

Espaiia

{Nombre}
<{Direccion}
E-00000 {Ciudad}>
Tel: + {Teléfono}
<{e-mail }>

France
{Nom}
<{Adresse}
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Tel: +370{telefono numeris}
<{e-mail}>

Luxembourg/Luxemburg

{Nom}

<{Adresse}

L-0000 {Localité/Stadt}>

Tél/Tel: + {N° de téléphone/Telefonnummer}
<{e-mail}>

Magyarorszag
{Név}

<{Cim}

H-0000 {Varos}>
Tel.: {+Telefonszam}
<{e-mail}>

Malta

{Isem}

<{Indirizz}

MT-0000 {Belt/Rahal}>
Tel: + {Numru tat-telefon}
<{e-mail }>

Nederland

{Naam}

<{Adres}

NL-0000 XX {stad}>
Tel: + {Telefoonnummer}
<{e-mail}>

Norge

{Navn}

<{Adresse}

N-0000 {poststed}>

TIf: + {Telefonnummer}
<{e-mail }>

Osterreich

{Name}

<{Anschrift}

A-0000 {Stadt}>

Tel: + {Telefonnummer}
<{e-mail }>

Polska

{Nazwa/ Nazwisko:}
<{Adres:}

PL — 00 000{Miasto: }>
Tel.: + {Numer telefonu:}
<{e-mail}>

Portugal
{Nome}
<{Morada}



F-00000 {Localité}>
Tél: + {Numéro de téléphone}
<{e-mail }>

Hrvatska

{Ime}

<{Adresa}

{Postanski broj} {grad}>
Tel: + {Telefonski broj}
<{e-mail } >

Ireland
{Name}
<{Address}

IRL - {Town} {Code for Dublin}>

Tel: + {Telephone number}
<{e-mail}>

island

{Nafn}
<{Heimilisfang}
IS-000 {Borg/Beaer}>
Simi: + {Simanumer}
<{Netfang }>

Italia

{Nome}

<{Indirizzo}

1-00000 {Localita}>

Tel: + {Numero di telefono}>
<{e-mail }>

Kvmpog

{Ovopa}

<{AwebBvvon}

CY-000 00 {moin}>

Tnhk: + {Ap1Bpog nAepmvov }
<{e-mail}>

Latvija

{Nosaukums}

<{Adrese}

{Pilséta}, LV {pasta indekss }>
Tel: + {telefona numurs}
<{e-mail }>

P-0000-000 {Cidade}>
Tel: + {Numero de telefone}
<{e-mail }>

Romania

{Nume}

<{Adresa}

{Oras} {Cod postal} — RO>
Tel: + {Numar de telefon}
<{e-mail}>

Slovenija

{Ime}

<{Naslov}

SI-0000 {Mesto}>

Tel: + {telefonska Stevilka}
<{e-mail}>

Slovenska republika
{Nazov}

<{Adresa}

SK-000 00 {Mesto}>
Tel: + {Telefonne ¢islo}
<{e-mail }>

Suomi/Finland

{Nimi/Namn}

<{Osoite/Adress}

FIN-00000 {Postitoimipaikka/Stad}>
Puh/Tel: + {Puhelinnumero/Telefonnummer}
<{e-mail}>

Sverige

{Namn}

<{Adress}

S-000 00 {Stad}>

Tel: + {Telefonnummer}
<{e-mail }>

Deleted: United Kingdom (Northern Ireland)y|
{Name}

<{Address}q

{Town} {Postal code} — UK>Y

Tel: + {Telephone number}9

<{e-mail}>

To mapév evrio 0dnyLOV piions avadewpiOnke Yia Tehevtaia gopd otig <{MM/EEEE}>
<{mjvog EEEE}.>

<AVT6 T0 PappaKeLTIKO TPOIOV el eYKpOel pe v Swadikacio Tov amokaAeitat «Eykpion vid
OpovGY.

Avtd onpaivet 0Tt avapEVOVTOL TEPICGOTEPES OTOOEIEELG GYETIKEL LLE TO PUPLLAKEVTIKO TPOTOV.

O Evporaikdg Opyoviopos Papudkmv Oa a&odoyel TOLAGYIOTOV £TNGIOG TIG VEEG TANPOPOPIES Y10 TO
pappoko avtd kot Oo emkatponotei to Topdv PHARo Odnydv Xpfiong avardyws.>
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<AVTO T0 POPUAKEVTIKO TPOTOV Exet eykpiOei pe T Stadikacio TV «EEAPETIKOV TEPIOTAGEDVY.
Avto onpaivet 01t <AOY® NG GTOVIOTNTAG TG AcOEveElns™> <yl ETGTNHOVIKOVG AGYOVG™> <ylo AOYoug
deovtohoyiog> dev el KataoTel SuvaTOV va ANQOEL TANPNG TANPOPOPTON Y10 TO PAPLOKEVTIKO
TPOioV.

O Evpomnaikog Opyaviopog Pappdkmv Oo a&loroyel emoing kdbe véa TAnpoopio mov Oa givat
Sraféoun yio. o eappako avtd kat o Topov GHAko Odnyudv Xprong Bo emkapomoteitot
avorOy®e.>

<To X mepiéyet v id1a dpacTikh ovcio Kot dpa 1e ToV 1010 TPOTO OTMG TO «PAPLLUKO AVAPOPECH TOV
eivat 170n eykekpipévo oty EE. To @dappaxo avapopds yio to X éxet eykpibei pe ) dadkacio tov
CEEAPETIKMV TEPLOTAGEMVY. AVTO oNUaiveL OTL <AOY® TNG OTaVIOTNTOG TG 0ofévelag><yla
EMOTNUOVIKOVG AOYOLG><ylal AOYoug de0vTOAOYioG™> dev €xel Kataotel Suvatdv va Anedel TAnpng
TANPOPOpPNON Yo T0 Pappako avaeopds. O Evponaikds Opyaviopds Poappdkmv 0o aoroyel
£Noing KabE VEL TANPOPOPIia Y10 TO TPOIOV OVAPOPAG KOl OTOIEGONTOTE EXIKOLPOTOGELG TOV
Qappdrov avaeopds 0o coprephopfdvovtat avardywg otig TANpoeopies yia to X, 6nmg 6€ 0VTo TO
@OALO 0N YIDV.>

<Alheg INYES TANPOQOPLOV>

<Aemntopepeic TANPOPOPIES Yo TO PAppako avTod givor Staféotpes 6To SIKTLOKO TOTO TOL
Evponaikod Opyavicpod Gopudkev: https://www.ema.europa.eu <kot 610 SIKTVOKO TOTO TOL
{ovopacia tov EBvikod Opyoviopot tov Kpdtovg Mérovg (cvvdeopog) > <Ymdpyovv eniong
oUVOEGOL e AALEG 1GTOGEAIDES TOV QLPOPOVV OTAVIEG acBEVELES Kot Oepameies.>

<To mapdv QUALO 0dNYLOV YPNoNG etvar dtabéoipo oe OAeS TI emionpeg YA®ooeg s EE/EOX otov
Sktvakd tomo tov Evponaikod Opyoviopot Pappdkmv.>

<
<Ot mAnpogopieg mov akolovBovv angvbivovton LOVo G ernayyerpotieg vysiog:>
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