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1. AIEYOYNZH ®APMAKEYTIKQN YIMNMHPEZIQN

1.1 Eiocaywyn

1.1.1. AtmooToAR

Amootol| twv PoapurokeLTIKOV Ynpeotdv tov Ymovpyeiov Yyeiog ivoat 1 dStoc@diion tov
OIKOLOUATOG TOV KLUTPI®V TOAMTOV Kol TOV emiokent®v g Kompov oty mpdcsPacr oe
YNANG TOLOTNTAG OGQPOAT KOl OTOTEAECUOTIKA QOPUOKEVTIKA Kol KOAALVTIKG Tpoidvta. Ot
Doppokevtikég Ymnpeoieg oto mAaiclo TG TPoSTADELNG Yio VAOTOINGT TG OTOGTOANG TOVG
Kol ovoBaOion Tov VINPESIHOV TOV TPOSPEPOLV EXOVLV BEGEL GV PACIKES apyEC Yo OAEG TIG
Aertovpyieg mOV EMTEAOVV TN SLOPAVELD, TOV EMAYYEAUOATIGUO, TNV OVTIKELEVIKOTNTA, TNV
dpeon avtamdkpion Kot TV vrevbovvotnra.

1.1.2. AvOpwtrivo Auvapiké / Aloiknon

21ic 31 AekepPBpiov 2012 o1 @appokevtikég Yanpeoieg amoacyorovoay 289 vmoiiniovg: 190
®appokorolove (115 povipovg ko 75 éktaxtovg), 30 Teyvikovg @appokeiov (10 povipovg
kot 20 éxtoktovg), 19 Ipappoteiakovg Aettovpyovg (14 povipovg kot 5 éktaxtovg), 1
Aoyotikd Agrtovpyd, 1 EmBewpnt Aoyaprooudv kot 48 QpopicOiovg Epydrec.

O AwevBuving mpoioctaton v Poappokevtik®v Yanpeoiov. H vroroun dopr| tov Tunpatog
elxe og axkorovbwg: 1 Ipodto Papuakorold (ovv 1 kevny 0éon), 11 Avdtepor Papuakomoroi,
19 (ovv 1 kevi| Béom) @appokomoloi A’, 103 dapuaxoroloi kot 14 Teyvikoi Dappaxeiov.
Adym t0V peydAov OpToL gpyaciog Kot TV avénuévev avayk®v tov Tunuatog vanpye
EYKEKPUEVN TPOVOLA Y10 OTTAGYOANOT EKTAKTOV TPOSHOTIKOV 6T Pappokevtikég Yanpeoieg
ywo. 0 2012 mov agpopovoe 51 Gapuakomorovs kot 16 Teyvikovg @appokeiov.

Tn AevBuvon tov Qoppokevtik®v Ynpesidv cuykpotodv oktd Topelg ot omoiot puBuiovv
TIG OpaoTnproTTEG TOV TUNpHATOG:

= Topéag [Ipounbeidrv

= Touéag DappoakoppOBuong

= Topéag Kabopiopod Tipdv tov @apudkov

= Touéag EmBedpnong

= Topéag KAvikng Goppoxentikng

= Topéag Evappoviong e Nopobesiog kot AteBvav Zyéoemv

= Topéag Mnyavoypaenong

= Topéoac Korivvtikov

[Mopdiinio k4t and 11 dievbuvon TV CuPUAKELTIKOV YANPECIOV VIAYETAL 1] AsrTovpYia,
KOl 0 EAEYYOG TOV KPOUTIKOV QPUPUOKEI®V, TNG AONTTNG HOVASNS TOPUCKELNS OLOAVUATOV
OAMKNG  TOPEVIEPIKNG  OTPOPNG Kol OVAGVGTOONG KVUTTOPOGTATIKOV QUPUAK®OV, 1 OToio
oteyaletoar oto Noookopeio Apy. Maxapeiov I kabbdg ko g donming povadog
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TAPOCKELNG Oladlvpdtov deopeprofapivng n omoio oteydleton oto 'evikd Noocoxopeio
Agpecon.

1.1.3. Apaoctnpiotnteg PapuakeuTIKWV YITNPECIWV

Ot Baoikég appodidtreg TV OopUAKELTIKOV Y TNPECLDY 0POPOVV:
1. Tyv evapuovien ue to KOvoTIKO KEKTHUEVO.

YHvtagn vopooyediomv yia evapuovion g eBvikng vopobeoiag pe to Evpomaikd Kektnuévo

2. Tyv epapuoyn Nouobeoias yia Papuakxa, Naprkotika, Koilvvtike kar to Ernayysiua
Dopuaromoiov.

m ®dappoxo

Adeleg KukAopopiog PapuUaK®V,

Adeleg mapaokeung kot Xovopikng mmANong,

dapuokoemaypOTYMON,

Atagripuon,

KaBopiopog tipodv tov eappakov,

Embempnoelg vmootatikav Ttov gUmOp®V  YOVOPIKNG MTOANCNG KOl TOV VTOGTATIKOV
KOTOUGKELNG PUPUAKEVTIK®V TTpoidvtov otnv Kumpo.

m NopkoTikd

"EXeyyoc tng vOpuung d1akivnong vopKoTIK®V, YoxoTpOT®V Kol TPOSPOU®Y OVGIOV.

m Korlovrikd

"EAeyyog g xukroopiog otnv KOmpo twv KaAALVTIKOV TPoidovImV,

EmBempnoelg vmooToTik®V  YOVOPIKNG KOl ALOVIKNG TAOANGCNG KOl TMOV  VTOGTATIKOV
KOTOUOKELNG KOAADVTIK®V TTpoidvTmv otnv Konpo.

m ®Poppoxonoroi / Pappokeia

Eyypaoen ®oppaxonoldv,

Awkivnon tov Evponaiov @appokoroimv,

Eyypaoen kot €deyyoc ko emBe®P|GELS TOV KPOTIKOV KOt IOIOTIKOV QOPUOKEI®V,
ApotBaio avoyvdpion SIMAOUATOV KOl ETOYYEAUATIKOV TITA®V DOPUOKEVTIKNG.

3. Tyv evquépwon twv AEITOVPYOV VYEIAS, TWV APUOOIVY POPEMY KAl TOV KOIVOD HUE
AVTIKEIPEVIKEG KAl YPHOIUES TANPOPOPIES, OCYETIKA UE TO QAPUOKEVTIKA TPOIOVTOL
avOpdmIVNS YpHoNS Kol TO KOALDVTIKG UE GKOTTO TNV 0pO1] Kol acpail Tovg ypHol|.

4. Tyv mpowbnon tns ovvepyacias otov Touéa tns DPapuaxevtikyg, ueralv TG
Kvrpraxis Ayuokpatiog kai allwv ywpov ij Aig@vaov opyavicumv.

5. Ty Oowopdlion TS EMAPKEIAS QOAPUAKOYV KAl GIAOV EOOV VI TO KPATIKG,
voenievtipia.



B Aevépyela OMUOcIOV Sy®VICU®OV GOUPOVL LE TOV Ttepl Zovoayns Anpociov Xvupdcewv

Nopo,

m OpOn moparafn, amofnKeLON Kot SLOVOLT GTA KPOTIKA VOGAELTIPLA,
m XopNynon QopUak®mv Kot GAA®V 0OV amd To KPUTIKE @appokeio. otovg acbeveic eite
HEG® NG EKTEAEONG TAOV WIPIKAOV cuvtaydv &ite pe deltio Oepameiog o€ €0m0TEPIKOVS

acBeveic,

m [Topackevn] SIHAVUATOV TOPEVTEPIKNG SLATPOPTG.

1.2 Topegig PappaAKEUTIKWY YTTNPECIWV

1.2.1. Topéag Mpounbeiwyv

O Topéag Ipounbewdv €xer v gvBovn vy v mpounbewo, moporaPn kot Stavoun
QOPUOKEVTIKAOV TPOIOVTI®MV KOl 1TPIKAOV avOAOGIL®V Yo KdAvym avaykov tov Kpoatikov
voonievtnpiov. X1oxog tov Topéa etvor n koAvTEPN dvvaT €ELINPETNON TOV KPATIKOV
VOOAELTNPI®V Kot KOT  ETEKTACT TOV SIKOLOVY®V 0GOEVDV.

Téooepig Tpuerels opddeg €xovv tnv mANpn €vbdvn Yo v oAvcida mpoundelog
GLYKEKPLUEVOV QapUaKV 1) kdBe pia (avd katnyopio ATC) kot pio tpyueAng opdda £yt tnv
€vBHvn Yo v Tpounfeta WTPIKOV avoAOGit®V, pe KabnKovia Tov apopolv:

Evromiouo avaykwv.

Ilpoknpvln rpoopoparv.

Haopaxolovbnon twv ovufaoewmv.

Tpoyodpounon kor 0AOKANP@EN GOVOTTIKM®Y O10.0IKAGLDV.

AmoaToA THAEOUOIOTOTWV IO TUNUOTIKES TOPOOOTELS Kal THV GOKNOH TWV
otkaumpdrwv rpoaipeons (additional).
2ouuetoyn atny oucoo. al1oloynong.

Etowooio  kataldyov twv mpoioviwv mpog éxdoon (picking list), v
KOTOYWPHON TV TOPOAGPOV KoL TV EKOOGEWY TTIS TIVOKIOES OLOKIVIONG TWV
popuckov (tally cards) xa v omootodsy twv @opudkwv ota KpoTiKa
POPUOKELD, KOl GALO. 1OPOUATA.

Emikorvowvia ue ta xpotikd @opuokeio yio dueon koi Eykoipn EmILOON
TPOPANUATOV TOD ODVOTOV VA TPOKDYOLV.

“Qoupirioon” twv omobeudtwv.

EmumAéov o Topéag meprhapfavet:

. Oudda maparafrg e evbovn Vv Taparafr] Tov Tpoundeidv coppova pe tig KLAIL
115/2004.

Il.  Emuponn ASioddynong n omoia opiletan yia KaOe dtoryoviopd kot £xel v evBHVN NG
a&loAdyNoNG TOV TPOGPOP®Y, TNV ETOLAGION TOL TPAKTIKOV oviBeong ™S cvpPacng
N TOV TPOKTIKOD OKOLP®CNG TOV OY®OVIGHOV, TNV ETOHOGIO EUTEPICTATMOUEVTG
éxBeong a&loAdynong mov omocTEALETOL GTO 0PUOSI0 GLUUPOVAIO TPOGPOPDV Yid
Mym amdPaons KabmG Kol TO XEPIGUO 1EPUPYIKADV TPOSPLYDV.
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[, Opdda avdBeong pe appoddtra TV AmocToAn mpoknpvéewv otnv Evpomaikn
‘Evoon, v mopakoroObnon ypovodoypoutdtov omd v mpoknpuén  puéxpt
VIOYPOPY TNG CLUPOONG, TN YVOCTOMOINGT OMOTEAEGUATOV KOl TNV ETOHOCTN KOt

VTOYPOPY| TV GVUPACEWV.

O 0Oykog epyacudv amekoviletol GTOVG MO KAT® GLYKPLTIKOVS TIVOKES KOl YPOUPIKES

napootacelg (ivaxog 1.2.1.a ko Adypoppo 1.2.1.0).

IMivaxog 1.2.1.a: Oykog Epyociov

Movades 2010 2011 2012
Mézpnong
Haparafés Ap. 6.462 6.007 6.385
Aamaves i aopig EYPQ 103.088.802 |  109.353.421 |  104.202.415
Dappakov
Aamaves yia aopig EYPQ 7.526.447 7.508.412 7.763.398
Avorooipov
Ap.
Exodooeig exterecBéVTmV 8.103 7.590 7.426
SLOTOKTIKGOV
MTLX“";}ZE;::I:};‘] 95 ®appoxka | 81 ®appoxe | 80 Pappoxa
¢ f;_ K Ap. VémV €100V ko 108 K 98 Ko 96
Pt aVOLDOGLLA avVOADOGLUL avVOADCIRA
UVOALOCIHLOV

Awaypappa 1.2.1.5: ApiOpiég Awoyoviepov o @dappoxae ko latpikd Avoioopa

600 -
520 458 g5qg
500 A
370
400 - 347
296
300 A m 2010
193 196 m2011
175
200 - 146 157 121 170 2012
100 - 55 57
AR
0 1
Avotxtoi AwaSikaoieg Ayopég péow SUVOTTTLKEG SUVOTTTLKES JUVOTTTIKEG
Alaywviopot Slampaypdrevong TpECPELWV Stabikaoieg Sladikaoieg Slabikaoieg
(Mépog "a" tou (Mépog "B" Tou (Mépog "y" Tou

vopou) vouou) vopouv)



1.2.2. Topéag ®apuakoppubuiong (A§iloAdynong kai Eyypa@nig Twv
Dappdkwv)
1.2.2.1 levika

H vopobBeoia mov puBuilet v kuklogopio. GapUOKEVTIKOV TPOIOVI®V TOL EIGAYOVTOL 1] TTOV
nmopackevalovior emtomo. oty Kompo, eivar o mepli Dapudkov AvOpomivng Xpnong
(Eheyyog Mowdtrag, [Mpounberog kot Tudv) Nopog tov 2001 ko ot Kavoviouoi mov
Oeomiotnkav pe Paon tovg Nopovg ovtodg. Ot kvpleg dpoaotnpiotreg tov Topéa
DoppokoppHOUIONG EMKEVIPDOVOVTOL OTIC TTLO KATM:

1.
2.
3.

10.

11.
12.
13.

"Exdoon/Avavéwon/Tporonoinon Adsimv Kvkhopopiog Dappakevtikmv [Ipoidviwmv
"Exdoon Adeidv Iapaockevng/ Xovopikng Iodinong kot Etcaywyng and Tpiteg Xdpeg

Embeopnoeig yio mpnon tov Koavovov Opbng IMoapackevoaotikng Ilpaktikng
(K.O.ILIL.), d1epevvioels, avakANCELS QAPUAK®Y amd TNV oyopd Kol GAAEG OYETIKES
gpyaoiec.

AgtypotoAnyies yio EAeyyo ™G modTNTOG TOV POPUAK®VY (EPYASTNPLOKOS EAEYYOG Kot
EAeYX0G ONHAVONG)

E&etdoeig yio ddeta yovopIkng TdANGNS Kol YYPOPES ELOIKEVUEVOV TPOCHTWOV
[MopakoiovOnon ™G  GOQAOAEWG  TOV  QOPUAK®OV  TTOV  KLKAOQOPOUV
(DappoxoemaypOTVNoN)

Yvpperoyn oe Emrponéc otnv Kvmpo, otnv Evponaikr Evoon ko 6to e£mtepiko.

‘Exeyyoc motomomrtikddv OCABR ( Official Control Authority Batch Release) xat

TIGTOTOMTIKAV OmEAEVOEPMOT G TAPTIOWV Yo TPOTdVTA LE BAcn TO aipa 1) TO TAACLLOL
aLaTOg KOl 0VOGOAOYIKG POPLOKEVTIKG TPOTIOVTAL.

Trpnon niektpovikng Paong dedopévav yio ta EAPUOKO Kot GAADV UNTPO®V TOV
amoutel ) vopobeaio.

Exd6c¢elg motomomtikdv Yoo gdppoka, yw v tpnon tov KOIIT kot dAia
TG TOTONTIKAL.

Evappovion pe 1o Kowotikd Kextnuévo

‘Eleyyog KAvikav Aoxipav.

Tnpnon Xvotpotog [owdtmroc.

1.2.2.2 Zuvoyn Aigpyaciwv 2012

Kvuzrpraxn poedpia Tov ZvpPoviriov e Evponaikng Eveoong
o Ipoedpia twv Opddov Epyasiog tov Xvppoviiov @apuaxevtikadv [Ipoidvimv
(ITpoétaon Kavoviopov yu tig KAvikég Aokipég kan Ipdtaon Odnyiag yio v
TipoAdynon kot Arolnpioon)
o Awpybvoon 7 cuvavinoewv otnv Kompo
Ewcaywynq vopobBeciag mov tpomomolel tov mepi Dapudkov AvOpomvng Xpnong
(Eheyyog ITowvmtoag [popndetag kot Tipndv) (Tpomomomrtikds) (Ap. 2) Nopog 209(1)
tov 2012 y1o 6KomovG EVappdviong pe v npdén e Evpomraiknig Evoong e titho:

«Oonyio. 2011/62/EE tov Evpwraixod Korvofoviiov xar tov Zvufovliov, g
8ng lovviov 2011, yo v tpomomoinon s Oodnyios 2001/83/EK  mepl
KOIVOTIKOD KWOIKOS VIO TO, POPUAKE. TOV TPOOopiLoviol yio, avOpamivy ypHor,
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000V 0POPa, TV TPOINYN THGS EIGOOOD YWEDOETIYPOPWV POPUAKDV OTH VOUIUN
0AVGIO0. EQPOOLATLUODY

e FEiocayoyn vopobecsiog mov tpomomotel tov mept Poapudkov AvBpomivng Xpnong
(Eleyyog Mowdtrog [Tpoundetog ko Typumv) (Tpomomomtucodg) Nopog 63(1) tov 2012
Yol GKOTIOVG EVAPUOVIONG He TV TtpdéEn ™ Evporaikng Evoong pe titho:

«Oonyio. 2010/84/EE tov Evpwraixod Koivofoviiov kar tov Zvufoviiov, g
15" Aexeuppioo 2010, vy v TpomomOInGN, OGOV  OPOPC  TH
popuoxoemayporvyon, s oonyiog 2001/83/EK mepl xo1votikod kwokog yio
70, POPUOKO TTOV TPOOoPILovTol yia avOpwmivy ypnon»

o Aebvng ko Evponaikn Atomriotevon tov Topéa @appakoppvduiong ISO 9001:2008
e Xvuuetoyn otv Emyeipnon Pangea V (debvrg efdoudda dpdong ywoo Vv
OVTILETOMION TNG SLOSIKTVOKNG TOANONS TAAGTAOV KOl TOPAVOLMY QAPUAK®OV)

1.2.2.3 Kutrpiakn Mpoedpia Tou ZupBouAiou Tng EupwraikiAg Evwong

> Ilposopia twv Oudadwv Epyacios tov ZvuPoviiov Doapuaxevtik®v
Ipoiovrwy

Agrtovpyol twv DapUOKEVTIKOV YTNPECIOV TPOEOPELGAV TOV EVVED GLVOVTNCE®V TNG
Ouadac Epyaciog tov ZvpPovAiiov "Pharmaceuticals and Medical Devices" nov
mpaypoatoromOnkoy otic BpuEEAdeg Kot apopovcay TPOTOTOMGELS VOLODETIK®MVY TPOTAGEMV.
Katd ™ owdpken g Komprokng Ilpoedpiog culnmbnkav otig Oupdoeg Epyacioag tov
Zvppoviiov 600 TOAD GNUAVTIKEG TPOTAGELS TOL APOPOVLGAV TN AL10PAVELD. aTNY TYWOAOYNGNH
TV POPUCKOV KoL THV KGADWN OO0 T0. ONUOaio. avoTthuoTa vyeiog kol 1i¢ Klivikés Aoxyués

> 2vvavrioerg oty Kompo
O @appokevtikég Ynpeoieg d10pydvmcay kot mpaypotonoincav 7 cuvavinoelg otnv Konpo

(emtpomég Ko opddeg epyooiog tov EMA kat HMA).

1. Presidency Meeting of the Coordination group for Mutual Recognition and
Decentralized procedures (CMD-h), 4" — 5" September 2012

Heads of Medicines Agencies (HMA) meeting, 20" — 21% September 2012

3. Committee for Medicinal Products for Human Use (CHMP) Presidency Meeting,
25" — 26M September 2012

4. Pharmacovigilance Risk Assessment Committee — PRAC, 25" — 26" September 2012

The European Medicines Agencies Cooperation on Legal and Legislative Issues
Meeting (EMACOLEX), 25" — 26" October 2012

6. Pricing and Reimbursement Network meeting and Steering Group on
access to medicines in Europe, 6™ — 8" November 2012

7. Meeting of the Working Group of Enforcement Officers (WGEOQ),121" — 14"
November 2012

Oleg ot dpaotnpromreg TV DapUOKEVTIKOV YTNPECIOV oTEEONKAY [e TANPN EmLTLYI0 KO
donoav T1g KaAOTEPEG EVTLNTAOGELS 6TOVG Evpomaiovg opdoroyovg pog.

9



1.2.2.4 Aiatrioteuon Tou Topéa QapuakoppUBuIong
> Ilieromoinen I1SO 9001:2008

Tov Anpiho tov 2012, petd and embempnon tov Kuapraxng Etapeiog [Tictomoinong, £xet
motonon0el o Xvotnpa Awyeiptong [Howdtnrag tov Topéa Pappakoppdbuiong twv
Dapuakevtikov Ymmpeowov cOppova pe to Ipdtomo CYSENISO 9001:2008.

1.2.2.5 'Ekdoon Adsiwv KukAogopiag

H o&oloynon tov oatnoewv yuoo €kK00om odsudv  KukAogopiag yivetoaw oamd TOLg
QOPUAKOTO0VE TOL Topéa, kKaTomy PeEAETNG TV otolyeimv mov vrofdAilovion pali pe kébe
aitmon. H a&ordynon yivetor mdveo otovg 3 afoveg Ac@Aleln-ATOTELECUOTIKOTNTO—
[Towdtra. O autoelg avtéc pali pe €kbeon tov Topén TOPATEUTOVTOL GE VTOETITPOTY| TOV
Svppoviiov Papudkov yoo mtepotépm peAétn. H vmoemitponn) o1 cuvéysion vmofdaiiet
TEMKEG EIOTYNGELS TPOG TO ZuUPovAto Dapudkmy.

Tov XZvpPoviiov @apudkmv, mov 1BpVONKe cOpeove pe TG Swtdéelc ™ Mo TAve
vopobBeaiag, mpoedpedvel o I'evikdg AtevBuvtig tov Ymovpysiov Yyeiloag kot péAn tov givar ot
AtevBuvtég tov Qappokevtikav Yanpesudv kot tov ['evikod Xnueiov, té6cepic yatpol kot
TEGGEPLS POPUOKOTOLOl TOL dNUOGIOL Kot WiwTkoy Topéa. To ZvpPovio Doapudkwv,
ocouemvo pe tn vopobesia, &xel v e€ovoia yia v €ykpion 1N v omdppyn Kiog oitnong.
Katd ™ dudpketa tov étoug £yvav 4 cuvedpieg tov Zupfoviiov Qapudxmy.

MMivaxag 1.2.2.5.a: Adeieg Kvkhogopiog Néov @appakov

2008 2009 2010 2011 2012
Ap. Ap. Ap. Ap. Ap.
, , , Ap. , Ap. , Ap.
Avriog Adrdv Avrio Aderv Avrio Aderv Avriog Adrdv Avriog Adarv
@v v v @v @v
EOvikég 101 54 75 41 166 94 121 102 98 179
Apopaiog
Avayvpiong/ 275 80 325 98 354 171 54 205 45 282
AToKEVTPpOUEVIG
Awdikaoiog
Ewwkég Adereg 100 70 146 72 123 75 91 90 130 75
MMivaxkag 1.2.2.5.8: Avave®oeig Adeiov Kvkrhopopiog
2008 2009 2010 2011 2012
Ap. Ap. Ap. Ap. Ap.
! ! . ! Ap. , Ap. i Ap.
Avriog Adsrdv Avriog Adsrdv Avrios Adardv Avriog Aderdv Avrio Ads1dv
v A4 v v v
EOvikég 379 88 341 177 535 257 228 418 233 235
Apopaiog
. 84 22 108 18 74 8 124 68 122 118
Avayvopiong
Edwkég Adeieg 134 141 215 174 179 215 219 63 221 275
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MMivaxkag 1.2.2.5.y: Tpomomoujoeig Adsidv Kvkiogopiag

2008 2009 2010 2011 2012
Ap. Ap. Ap. Ap. Ap.
L Ap. ., Ap. , Ap. , Ap. , Ap.
Avriioe Adsrddv Avrioe Ads1v Aurice Adrdpv Aurfice Adsrdrv Aurice Ads1irv
v v v v
EOvikég 2736 2283 2333 2531 2674 3033 2854 2415 4802 3009
Aporpaiog 1543 1055 1862 1153 3812 1439 5649 2288 6005 2754
Avayvopiong
IMivaxag 1.2.2.5.0: Alheg Aderec- ASroroynoels - Alodikacieg
2008 2009 2010 2011 2012
Hpoiovre Kevrpuag Awadikaciog
Yo Ta omoia eAéyOnoav o1 50 76 54 73 53
Mertogppaoeg
"Exdoon Adidrv Iaparining 0 0 12 18 0
EL60YOYNG
Adgieg Kvikav Aokip®v 4 2 1 0 3

O apBpdc TV EOPUAKEVLTIKOV TPOIOVI®MV oL lxav Adgto KuKAopopiag To0 téAog tov 2012
avépyetar ota 4977. O aplpuodg TV QAPUOKEVTIKOV TPOIOVTOV TOL £X0VV GO0l KUKAOPOPTOG
&xet avénOel onpavTiKA 6€ GYECT LLE TA TPONYOVUEVO ETT).

Adypoppa 1.2.2.5.0: AprOpoc @app. Ipoidovrmv mov giyav docwa mepi to Téhog KGO
£tovg

Ap. DappakeuTikwy Mpoldvtwv ou sixav adsia
KukAodopiag nepi to téAog kO £€toug 2008-2012
6000

4977

5000 4448
4000 3727

3000 2745 2620

2000

1000

2008 2009 2010 2011 2012
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Awdypoppa 1.2.2.5.8: Adeteg Kvkhopopiog Néwv @appuakmv

Autioeig Eyypadng kat Ekddosig Adsiwv Kukhodopiag NEwv

DappakevKeUTIKWV Mpoidvtwy - 2012
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Awaypappa 1.2.2.5.y: Avavedoeig Adeidv Kukhogopiog

Autioeig kat Ekdooelg Avavewoewv Adslwv KukAodopiag
Dappakeutikwyv Npoiodviwv - 2012
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Awdypoppa 1.2.2.5.6: Avmieeig / Tpomomomoeic Adsidv Kvkhogopiag

Autrioelg / Tpononowoetg Adswwv KukAodopiag - 2012
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M EOvIkEG H ApotBaiag Avayvwplong

Awdypoppo  1.2.2.5.: TIpoiovro Kevrpuig Awdwkoociog yio ta omoio €réyOncav ou
Meragppaosig

MNpoidvta Kevipwkng Atadikaoiag yia ta onoia eEAExOnoav ot
Metadpdaoeig 2008-2012
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1.2.2.6 'Ekdoon Adsiwv Mapaokeung/ Xovdpikng MwAnong kai Eicaywyng amé Tpiteg Xwpeg

Onwg kol 6TV TEPITTOON TG £KO0ONG AOEIDV KLKAOQOPIaG, TO aprddlo dpyavo Yo £KOoom
adEIMV TopaokeLNS tval 1o ZvupPovito Papudkov. Ot GOEES Y10 TAPACKELT PUPUAKDV
exdidovtal KaTOmY emMBEDPNONG TOV VITOCTUTIK®OV TOPAcKEVNG. Embempnioelg yivovran
emiong mePLoOIKA, Pacel TPoKaBOPIGUEVOL TPOYPAUUATOC Yoo Vo eAeyyOel Katd mOCO
mpovvtar ot Kavoveg Opbrig Tapaoskevactikng [paktikng (KOIIIT - GMP), 6nwg avtol
koBopifoviar amd T vopobecio.  AAlEC emBe®PNOES TOL TPAYUATOTOLOVVTIOL Eivorl
emBempnoelg yuo tpnon tov Kavéveov Koing Arovoung (GDP), entBempnoelg vTostatikov
EI0AYOYNG POPUAKEVTIKOV Tpoidoviwv ond Tpiteg Xdpeg, embewproelg Epyootpiov pe
ooupoon.

Mivakog 1.2.2.6.0.: EmOsopioeig Yroototikov [lopackevis kot Xovopikig
Ioinong

Embfzopiocsgig 2008 2009 2010 2011 2012

Em0. Yrootatik®v

TOPUoKEVS / ELl6ayOYNS 18 21 14 20 18
and 3gg yopes (GMP)
Em0.Y 1

mo ROGT,(ITIK(DV 37 34 15 37 08
Xovoportmwrov (GDP)
EmOau)pn(,sslg ’ 0 ) 0 1 1
Epyoaotmpiov pe oopfaon
"Extokteg EmOsopnosig
Y SEPEVVI|GELS LOY® 10 5 16 10 10

KOTOYYEMOV

Awaypappa 1.2.2.6.0: EmOeopnosis

Eri@swpnroeig 2008-2012

40

35

30 H Erub. Ynootatikwy
MapacKeunG / eLoaywyng
amnd 3eg xwpes (GMP)

M EmB. Ynootatikwy
XovSponwAwv (GDP)

M EmiBewpnoslg
Epyaotnpiwv pe cupPBaocn

2008 2009 2010 2011 2012
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To Tpnuo EmBeopnong Koavovov Koaing Iapackevng kot Atavoung, Letd amd embempnon
ekoidel motomomtikd KOIIIT (GMP Certificate) kot evnuepmvel avtiotoryo tnv Evpomaikn
Baon Tinpoeopidv EudraGMP, otnv omoia £xovv TpodcPacn ot VTOLOITES EVPOTUIKES UPYES
embedpnong. Emiong, yivovioar eonynoeig oto ZvuPovio Dopudkov yioo ekddcelc/
AVOVEDGELS 0OEIDMV TAPACKELTG, YOVIPIKNG TOANONG Kat slcoywyng amd Tpiteg Xdpec.

Mivaxog 1.2.2.6.p: Ekddoeis /Avavemoels Adelov/IIictomomtik@v

Exdodoeig /Avavedoeig AdeLav 2008 2009 2010 2011 2012
"Exdoon Adsiav Xovopikiig lloinong. 3 2 5 8 6
Avavéoon Adsiov Xovopikng Iloinong 11 17 17 9 4
Tpomomoinon Aderdv Xovopwkig lloinong 2 2 1 3 0
Avavioon Adaiov [Mapackevig 1 2 3 0 1
Tpomomoinon Adciav Iapaokevig 0 2 5 1 4
"Exdoon Aderdrv Mepwiig [apackevc. 0 1 0 1 0
Av’avamm] Adcrv Eroayoyng amo Tpiteg 4 9 1 0 7
Xopeg

Tp(,)nonm?]cn Adsiv Ewoaymyng amo 0 4 1 0 1
Tpitec Xapeg

Eyypaon Ewdikevpévov npoconav 0 4 3 1 4
"Exdoon metomomtikdv EudraGMP 9 24 12 6 16
Exdo01 TOTOTOMNTIKOV QUPPUIKEVTIKDV 2171 2451 2134 2369 2033

TPOIOVTOV.

Adypoppo 1.2.2.6.8(1): Exdécels, avave®oelS, TPOTOTOMGELS OOELAV TUPUOKELNS/
YOVOPIKNS TAOM|OTG / E10AYMYES TPITOV YOPAOV

EKSOGELG, OVOVEWGELG, TPOTIOTIOLHCELG ABELWV MAPACKEVRG/ XOVOPLKAG
nwAnong / eloaywy£g tpitwv xwpwv 2008-2012

18 H'Ekdoaon ASelwv XovopLKNng
MNwAnong.
16
H Avavéwaon Adslwv
14 Xovbpikn¢ MwAnong
12

M Tpomomnoinon Adslwv
Xovépikng NwAnong

H Avavéwaon Adslwv
MapaoKeung

M Tpomomnoinon Adslwv
Mapaokeung

H'Exkboon ASslwv MepLkAg
Mapaokeung.

2008 2009 2010 2011 2012
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Awdypoppa 1.2.2.6.5(2): "Exdoon motomomntik®v EudraGMP

‘Ekdoon miotonowntikwv EudraGMP 2008-2012
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Awdypoppa 1.2.2.6.5(3): "Exd061 TIGTOTOMNTIKOV QUPRAKEVTIKOV TPOIOVTOV

‘Ekdoon miotononTtikwv GaproKEUTIKWY poioviwv 2008-
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1.2.2.7 AMAeg gpyacieg mou oxetiovTal pe Tn Em0swpnon kavévwyv Opbnig MapaoKEUAOTIKAG
MpakTtikAg (K.O.M.M.)

Koatd 1o 2012 mpaypatomrombnkav amd toug embewpntéc Kavovov Opbng [opackevaotiknig
[TpoKTIKNG OEYHOTOAMYIES POPUAKEVTIKOV TPOTOVTI®V TTOV d1aTiBEVTOL GTOV 11OTIKO TOUEN,
Ko Ti¢ Pappokevtikés Amodnkec Tov Yrnovpyeiov Yyeiog (106 deiypota), péca ota mAaiolo
vAOTOINONG TOV ETHCLOL  TPOYPAUUOTOS OEIYUOTOANYIOV 7OV  GLUEMOVAONKE petald
Qapuokevtikov Ymnpeowdv kot ['evikod Xnuelov, dote vo eAEYYETOL 1) TOOTNTA TOV
QOPUAK®V OV KLUKAOQOPOVUV oTNV ayopd. Amootdinkav emiong 4 detypatoAnyieg yio
EKTOKTEG O1EPEVVIOELS Ko Eytvay Kot 2 detypotonyisc yio to EDQM (European Directorate
for the Quality of Medicines and HealthCare).

To tpuqpo EmBedpnong Kavovav Opdng Hapacskevactikng [paxktikng (GMP Inspectorate),
tov Topéa Pappakoppvduiong TV PapUAKEVTIKOV YTNPECUDY CUUUETEXEL GTO XVGTNUA
Tayeiog Ewdomoinong (Rapid Alert) duthng katevBuvong, mov kabopiotnke PETOED KPOTOV
pedov g EE, 1tov Evpondaikod Owovopkod Xmpov Kol KPAT®V 7oL £X0VV CLUVAWEL
ocvppwvieg apotfaiog avayvapiong MRA (Mutual Recognition Agreement) 61w Avotpaiia,
Kavaoddg lamwvia, EARetia.

To ZVompa Tayelag Ewdomoinong arookonel otnv toyelo avtodlioyn TANPOPOPLOV LETAED
TOV TO TAVEO YOPAOV, TOV aPopodV TPOPANUATA TOIOTNTOS PAPUAK®OV TOV KUKAOPOPOVV
GTNV 0yopd, GLUTEPIAAUBOVOLEVOV Kol TAAGTOV QopUdk®Vv Tov mhaviov vo dtatifevtat otnv
ayopd. Ta mpoPAquota mowdtnrag ywpiloviar oe Tpelg Koatnyopieg avdioyo pe v
cofapdmra toug. Zofopd mpoPfAnuata mov pmopel vo tpokarécovy BAAPN otV avBpdmiv
vyeia i ko Odvato 0dnyodv og queot andsvpon (avAKANo) TOV POPUAK®V 0Td TNV ayopdL.

EmmAéov, 10 tunqua Embedpnong coppetéyel kébe ypdévo otnv Emyeipnon Pangea (2012:
Pangea V) mov amookomel oTn KOTAMOAEUNGY] TNG TOPAVOUNG OLOSIKTLOKNAG TOANGNG
oapudkov. Emyeipnon Pangea eivan por 61€0vig efdopdda dpdong yio TNV aVTILETOTION TN
OLOOIKTLOKT] TOANGN TAUGTAOV Kol TOPEAVOU®OV QOPUAK®OV KOl VO ETCTULAVEL TOVG KIVOVVOLG
amd ™V ayopd gappakev ce angvbeiog cvvoeon. Luvroviletoar and v Ivtepndd, n emowa
Aertovpyio. CLYKEVTIPMOVEL To. TEAMVELD, PLOMOTES NG vyeing, €OVIKNG OGTLVOMIOG KOl TOV
WOOTIKOV TOHEN amd TIS Y®PeG 6€ OA0 Tov KOopo. Ot dpactnpldtreg ctoxevovy ta Tpio,
KOPLOL GUOTATIKA TTOVL YPNGLUOTOLOVVTAL OO TOPAVOUES 1OTOGEMOES Yo TN JleEaywyn TOV
gumopiov tovg - o mapoyéag vanpecwwv Internet (ISP), ta cvompata TAnpoudv Kot v
VAN PEGIO TOPASOCNC.
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MMivaxkag 1.2.2.7.a:  Agvypotoinyicg, Zootnua Tayeiog Ewdonoinong (T.E.) ko
Avaxioeic @oppokevtik®v [poiovrov

Agiypata 2008 2009 2010 2011 2012
Asrypatolnyisg Emromog Ayopdg 188 224 172 203 106
Agtypatonyisg yio EKTAKTES ALEPEVVIGELS -- 2 2 2 4

Agvypatolnyies yvo o EDQM (European
Directorate for the Quality of Medicines -- 2 2 2 2
and HealthCare)

Awepeoviogig Yo tpofinparta MowdtnTog

. s 30 46 40 75 62
®appoxevTikav [poidvrov
Avoxkiosig Dappokevtik®v [poiovrov 6 8 14 15 17
YvoTnpo Tax(,t:wg Ewomnoinong (Rapid 113 93 142 170 197
Alert) Ewoepyopeveg T.E.
Yvotnpo Tayeiog Ewdomoinong (Rapid 0 0 0 1 1

Alert) E&gpyopneveg T.E.

Awypappato 1.2.2.7.a (1): Asvypatoinyics - Alepeoviieeig

Asiyparta Emcomag Ayopag 2008- AepEUVNAOELG yLa TTPOBAR AT
2012 Nowtntag Dap. Mpoidviwv 2008-2012
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203 80 75
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172 62
60
150 - 50 46
{ 40
106 40
30
100 - 30
20 -
50 - 10 -
0 T T T T T
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Awypappato 1.2.2.7.0 (2): Zootnpa Tayeiog Exdomoinong

Z0otnpa Tayeiag Elbonoinong (Rapid Alert) E¢epxopeveg T.E. 2008-
2012
1.2
1 1
1
0.8
0.6
0.4
0.2
0 T T T T
2008 2009 2010 2011 2012
Z0otnpa Taxeiag Ebonoinong (Rapid Alert) Elogpxopeveg T.E.
2008-2012
250
197
200
170
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113
100 - 3
- I
0 n T T T T
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Adypoppa 1.2.2.7.a (3): Avakioseic @appokevtikov [poiovrov

AvakAnoeilg Dappakevtikwv Npoidévtwv 2008-2012
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-m
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1.2.2.8 TuyApa PappakoeTaypumrvnong

Kotd to 2012 gvtdOnke dpactnplonoinon tov Tunpotog Gappaxoemoypdmvnong ota Bépata
™G oppoddTTag tov. Ot VIoYPE®OEIS Kot ot guhuveg TALoV gival avénuéveg Adym ToV
amontoewv g véog vopobesiog (Odnyia 2010/84EK kot Kavoviopog 1235/2010EK).

H Odnyia evoopoatmdnke omnv EOvikny Nopobeoia kot té€0nke o€ papuoyn v 21/07/2012.
Adyo tov  polik@v  oAAoydvV  O6TO  GUGTHHOTO  KOlU TOV  TPOTO  Asutovpyiog Tng
doppokoemaypvmvnong oe Evpomaikd Eminedo, wg amdppoia tov véov Nopobetikov
[Mowsiov, éywe pulliky avaBedpnon tov dwdkaclidv Tov ocvotiuatog [lowdtnroc.
Yropmbnkav oty Evpomaikn Bdon Aegdopévov oavemBOuntmv evepyeidy QapriKOv
(Eudravigilance) népav tov 150 avapopdv avemBbuntov evepyeidv (A.E) mov eanedncav
pe «kitpvn kaptoy, eved eMedncav mépav twv 200 avapopmv amd toug Koatdyovg Adsiog
Kvkhopoplag mpog tovg omoiovg €0TdANCOY  aVAAOYEG OVOYVOPIOTIKEG  OTOVTNOELS
(acknowledgement receipts). Méow g 1ot00eMd0C TOV DOPUOKEVTIKOV Y TINPECIOV
Aertovpynoce emTuydG cvoTro NAekTpovikng vrmoPoAng A.E. O apiBudc avaeopdv AE
cuvéyloe va givor avEavopevoc.

Alwc@aliotnKe 1 Kovomoinom Tov 0pov kot teploplopmv mov £0ece 1 Evponaikny Extponn
HE ™ yopnynon Adetog KVKAOPOPInG HECH TNG KEVIPIKNG O10OIKOGIOG Y10 TEPOV TOV TEVAVTAL
poioviov. Or ev A0y® O0pol Kol TEPLOPIGHOL apopolVv Kupimg {NTNUHOTE ACEAAELNS KOt
eKTaidEVoNG/ EVNUEPMONG TOV EMOYYEALATIOV TNG VYElog Kot TV acBevov yio Oépata
ACQAAELOG Kol omotelecpoatikOTToc. TEéOnkav emiong oe epappoyn €WK oyEd
TapoKoAoLONoNG/droyeiptong Kivovuvou Yo TPoidvTa e ETKIVOLVO TPOPIA acPaleiag.
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E&etdomke kot eykpiBnke n amoctoAn peydiov apBuov (tépav tov 50) emoToA®V TOTOV
«Ayammté Emayyeipotio mg Yyeiog» (DHCPL) mov mpoékvyav, péco tov omoimv
EVNUEPOVOVTOL Ol emayyeApatieg g vyslog vy emetyovio 0épota aceaieiog Tov
QUPUAKEVTIKAOV TPOIOVTIMV.

Kotd 10 2012 cuveyiotnke 1 GLCTNUATIKY GUUUETOYN], 0 unviaio Baon, Tov OapUAKELTIKOV
Ympeowodv oty opada gpyaciog ywou v Popuaxoenaypvmvnon tov EMA o6mm¢ kor 1M
neplodikr]  ovppetoyn oty Ad-Hoc  Oupdda Epyaciog 7y 11 embempnoelg
Qapuakoemaypvmvnong. Tov  IodAlo tov 2012 m Opdoo Epyaciag vy v
Ddopupokoemaypdmvnon Emaye va  veiotator Kot onuovpyndnke o véa Emtponn
Oapuakoemaypvmynong - ASloaAdynong Kiwvovvov, o0mmg tpootalel n véa Nopobesia. Evepyn
ntav n cvppetoyn oto ovotnue Rapid Alert (RA) kot Non Urgent Information (NUI) tov
EMA, xatd tov péyioto ovvatd Pabuod. Alekmepoidbnkov OAo o OEATiOL TUTOL Kol Ol
onuocieg ONAmoelg tov EMA yuo 0épato ac@irelog eopuiKmy, GOUP®VO LE TI VTOYPEDCELS
Tov .Y Kot evUeEPOONKE OYETIKA TO KOO, TOG0 Héca amd avokowmnoelg oto MME 660 kot
péca amd TNV 16T0CEAIDN TV DOPUAKEVTIKOV Y TNPECIDV.

To 2012 ovveylommke M €QOPUOY TOL TPOYPAUUATOS EMOE®PNCE®V TOV GLGTNUATOV
Ddoppakoemaypvmvnong tov Kdaroxyov Adsiag Kvkiogpopiag. Katd 1o 2012 olokAnpmOnke
kot 1 ovlnmon oto Evpomaikd Zvppodio (Oudda Epyoasiog yio Pdpuoko Kot
latpoteyvoroywcd Ilpoidvra) yia tig Tpodcheteg adlayég omn véa vopobesio mov apopd o1
dapuokoemaypOTVNON).

To Tunua @appokoeroypdmynong ota miaicta g Kurpaxng Ipogdpiog tov Evponaikon
YvpPoviiov opyavmwoe v Atumn cvvdvinon g Emutponng @oappoaxoemaypimvnong kot
A&loynon tov Kiwvovvov oty Kidmpo, evd cvppeteiye kot oe kdbe dpactnplotnto mov
amoppéet amd v Ipoedpia.

EmumAéov dopyavombdnkav ekmotdeutikd cepvaplo yio Tig amoltnoelg e véag vopobeoiag,
TPOog OAOVG TOVG EVOLAPEPOUEVOVG, evd To Tunua @appokoeraypdmvnong Eekivnoe va
ovppetéyet o dvo Evpomnaikd mpoypdppata (Pharmacovigilance Joint Action & Tpoypoppo
Life).

1.2.2.9 Zupperoxn o€ Emitpotrég otnv KUTrpo Kai 010 £§wWTEPIKO

O Topéag ovppeteiye pe EKTPOSOTOVS TOV 610 LVUPovA0 Dapudkmy, otnV YTOETITPONN
AvBporivov Doppdkov, oty Ymoemtpon) KAwvikdv Aoxiudv, oty  Ymoemtponn
Ewwevpévov  Ilpoconmv, oto ZopPfodio Dappoxkevtikig ot  Emtponég  tov
Avtvapkotikod vppoviiov, otnv E6vikr Enttpony Anti-Doping.

O Topéog ovupetéyel emiong oe peydAo oplOud €MTPOTAOV Kol OHAd®V €PYAciag o€
EVPOTAIKO eMinEdO, OTMG:

e Emtponég tov Evpomaikod Opyavicpod @apudkov (EMA) wy. CHMP, CAT,
COMP, HMPC, PEDCO, EMEA Management Board, CMD(h)

o Emuponég tov Awktoov Apydv Dopudkmv: Heads of Medicines Agencies (HMAS),
WGEO, EMACOLEX

e Emuponég g Evpomaixng Emrponfg my. Standing Committee, Pharmaceutical
Committee, Notice to Applicants.

e Emtponr tov ZvpPfoviiov yio Pappoakevtikd Kot latpoteyvoroyikd tpoidva.
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e Ouddec Epyoociag 100 EMA my. GMDPIWG, Telematics, QWP, QRD,
Pharmacovigilance WG

e Epyaoctipro / Zuvavtnoelg pe 6Komd TV GUVEPYACIa e TO GALD KPATN-UEAT).
e Xvuvavtioeig e Evponaikne Aievbvvong yio v IHowdtnto tov @apudkev (EDQM).
o Exmoudevtikd Xepuvapia.

1.2.2.10°'EAeyxog moTotroinTikwv OCABR ( Official Control Authority Batch Release) kai
TMICTOTTOINTIKWYV ATTEAEUOEPWONG TTAPTIOWYV yia TTPoIovVTa pE Bdon TO aija A To TTAdoUaA
aigaTOG KOOI AVOGOAOYIKA (POPHAKEUTIKA TTPOIOVTA.

To ZopPodio Qapudkmv eréyyel TIg TapTideg TV TPoidviwy pe Bdon to avOpodTvo aipo
KOl TOV 0VOGOAOYIK®V TPOTOVI®V TPV TNV ameAevOEpmon tovg otnv Kumplaxn ayopd yia va
Slo@oAicel TV ac@AAED Kol TV TOWOTNTO TOLG. Ta ev AOym mpoidvta vrofdiiovial g
emmAiéov eAéyyovg and emionua gpyootipla tov kpatov peimv (Official Medicines Control
Laboratories -OMCLS) kat yivetor éleyyog amd to X.®. oto ToTOmOmTIKG KAOE TapTidog
TPoiovVTog dGTE Vo dc@oAMleTon OTL €yvav emTLY®MG OAOL Ol AMOPOITNTOL EAEYYOL GTO
potovta Kabmg Kot 1 amovsio mlavav taboydveov opyavicpov (w.y. HIV, Hep. B. Hep C.
Parvo Virus etc).

Mivekag 1.2.2.10: "EAgyyog motomomrtik®v OCABR ( Official Control Authority Batch
Release) kou moTomOMTIKOV 0TELEVOEPMONG TAPTIOWV Y10 TPOIOGVTO PE Pdon To aipa 1] TO
TAGOPO GiPOTOS KO 0VOGOAOYIKE PUPIUOKEVTIKA TTPOIOVTQ

2009 2010 2011 2012
Ap.
Ap. Ap. Ap. P
; ; ; IIotomor
IMoTomomTiK®Y IMotomomTik®dY IMotoromTik®Y .
NTIKOV
Moois . . P
pf)lovra,us paon to avépamvo aipa 1 85 79 76 75
TAdopa aipatog
AV0G0LOYIKA QUPRAKEVTIKG TTPOIOVTA 190 152 150 170

‘EAgyxo¢ miotonotntikwv OCABR Ko TILOTOMOLNTIKWY aneAevOEpwong
naptidwv yla npoidvta pe Baon to aipa 1 To TAACUA QLLaToG Kot

200 —— 199 OVOGOAOYLKA pOPUAKEUTIKA TpoiovTa 2009-2012

180 170 Mpoidvta pe Baon
160 TO avBpwrnivo
aipa N maopa
140 aiparog
120 ,
100 H Avocoloyka '
dappokeUTIKA
80 npoidvta
60
40
20
0

2009 2010 2011 2012
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1.2.3. Touéag EmBswpnong

[ \ \ |
) . AvaoToAn
E)\EVXO.'; EVKP'OH . Epyaoiwv Eyypaen Néwv
181WTIKWV Aerroupyiag Néwv . .
® . . Dappakeiwv dappakoTroIwv
APHAKEIWY Papuakeiwv
Anpooiguon Anpooiguon Egerdoeig
" . AIKaoTIKAG
AlovukTEPEUETWV Kahokaipiviv ,
181TIKWV AdEIIV TwV PappaKeuTIKrg
Papuakeiwv Papuakeiwv
\
Ekbéoeig ota £ Adeieg i
Hvwuéva ‘EBvn 1oaywyns
yia Tn Alakivnon
NopKWTIKWV AMAeg Epyaaieg
1 Adeiec E€aywync
! . NOPKWTIKGV | WuyotpoTiov l
NapKwTIKOV ! YuyoTpdTTwv Pappakwv ] Ouoiwv S
Dappdkwv ! Ouaiv | WUXOTPQWNV
! I Ouoiwv
1 Mp6dpopwv I
T - Ouciwyv
MNpddpopwv O
Ouoiv

1.2.3.1 'EAeyxog I8IwTIKWV DappoKeiwv

Kotd 10 2012 éywvav 184 embewpnoeic (TPoypOUUATIGHEVES Kot EKTAKTES) TOV 473 1010TIKOV
QOPUAKEIDV TOL AEITOVPYOLGAV KATE TNV O18PKELN TOL £TOVG.

1.2.3.2 'Eykpion Asitoupyiag Néwv Pappakeiwv

AoOnke doela Aettovpyiog oe 11 véa eoappakeia, dwdkacio yio v omoia amattodvton 3
emBempnoelg Tpotov eykplel | Aettovpyia vEou popuakeiov.

1.2.3.3 AvaoTtoAn Asitoupyiag Pappakeiwv

AvootdAnke n Asttovpyio 2 eoprokeiwy.

1.2.3.4 TApnon MnTpwou dappakeiwv

Evnuépwon tov Mntpdov 610 NAEKTPOVIKO TPOYPOLLLLAL.

1.2.3.5 Eyypa@n Néwv ®appakoTroiwyv Kai Tpnon Tou MnTpwou

Kotd to 2012 éywvav 4 @opég eetdoelg Awaotikng Pappokevtikng kot d00nke adeio
eEaoKNoemg emayyEApaToc amd To ZopPovito oppakevtikng oe 128 véoug pappoakomrolovg.
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1.2.3.6 Etoipacia kai Anpooicuon Ainpepeltoewyv ISILTIKWY QapHaKEiwy

Etowdotnkav oe cuvevvonon pe toug tomikods Poppokentikons ZoAAGYoVS ot Snuepevoelg
TOV W0OIOTIKOV QUpUOKEI®V TOV TOAE®V, 01 omoieg dnpootevtnkav oty Enionun Epnuepioa
¢ Kurprokng Anpokpartio.

1.2.3.7 Eroipyacia kai Anpocicuon Twv Kalokaipivwv Adsiwv Twv Papuakeiwv

Etowpdotnkav 6g cuvevvonon pe toug tomikong Oopprokeutikods ZuAAGYOVS 01 KOAOKUIPIVES
GOELEG TOV OIOTIK®OV QUPUOKEI®V TV TOAEDV Agukmoiog, Agnecol kot AGpvaKog, ol OToieg
onpoctevnkav oty Enionun Epnuepida g Kurprokng Anpokpatiog.

1.2.3.8 'Ekdoon Adsiwv Eicaywyng NapkwTikwv Pappdkwyv, Yuxotpoétmrwyv kai Mpédpopwv
Ouciwv/ Adsigg E¢aywyng NapkwTikwv Pappdkwyv kai Yuyxotpémwy Ouociwv

Kotd 1o 2012 ekd0Onkav 84 ddeleg 160Y0YNE VOPKOTIKOV QAPUAK®V, 236 AdE1Eg E100YWOYNG
YuYoTpoOT®mV ovctdv Kot 10 ddeteg eilcaymyng mpddpopmv ovouwv. Emiong xatd to 2012
ekooOnKav 31 doeteg eEaywyNe VOPKOTIKOV QapUakmy Kot 228 Adelec eEoymyng yoxoTponwv
OLGLMV.

[Mivakag 1.2.3.8.a: Adeteg Etoaywync kot EEaywyng Nopkotik®dv kot Poyotpodmmv

2007 | 2008 | 2009 | 2010 | 2011 | 2012
Adeiec Eloaymyng Napkotikdv Oopuakov 96 95 84 89 96 84
Adeteg EEaymync Nopkotikdv Dopudkmv 31
Adeiec Eroaymyng Puyotpdnmv Ovcidv 239 235 238 247 249 236
Adeiec EEaymyng Puyotponmv Ovcidv 717 430 221 225 222 228
Adeiec Elooymyng Mpddpopmv Ovcidv 8 13 5 9 5 10

1.2.3.9 Eroipacia Ek@écewyv mpog Ta Hvwpéva 'EOvn oxeTikd pe Tn diakivnon
(1) Nopxotikov

(i) Téooepig (4) Tprunviaieg ekBéoelg
(if) Mia (1) eota €ékBeon
(2) Youyotpénv

(i) Téooepig (4) tpunviaieg ekBéoelg
(i) Mia (1) ethoio ékBeon
(3) lIpdopopwv Ovoimv

(i) Mia (1) ethoio ékBeon

AmavtnOnkav o1dpopa EpOTNUOTOAOYN GYETIKA Le Ta NopkoTikd kot to Puyotpdma.

"Exdoom ade1dv ayopds vopKOTIK®OV QOPUAK®OV Omd Qopurakeio Kot KMVIKES Kol EAEYYOG TV
TOMGCEDV Kol 0TOOEUATOV TOVC.

1.2.3.10 AAAeg Epyaoieg

EpsovnOnkav O1dpopa vmootoTIKG GE GLVEPYOSiO HE TNV acTuvopio Kot 060mKav
YVOUOTEVCELS CYETIKA [LE TO TEKUN PO TOL KoTaoyEOnkav. [Tapdiinia Asttovpyol tov Touéa
TOPOVCIACTNKOV MG LAPTLPES GTO OIKOGTHP1O.
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Anypéva 1 akaTdAANAL Yoo xp1on eapproKo KoOde Kot To TEKUAPLO. TOV KOTaoyEONKav and
TNV 0GTUVOUIN, KOTOGTPAPNKAY GTNV TOPOVGio TV AEITovpydv Tov Touéa.

"EAeyy0c @apUaK®V OV E16AYOVTOL 0O TO KOO HECH TOYVIPOUEIOV.

Kotd 10 2012 éywvav 5 éheyyor oe Idwwtikd Noonievthipio yio €popuoyn twv mepi
Napkotikav kot Poyotpdnwv ovciov Kavovicopov.

Olec o1 gpyaocieg tov Topéa KataywpoHvTal NAEKTPOVIKE Kol yivetor cuveyns ovoPdaduion
TOV  TPOYPOUUAT®OV TOV TNAEKTPOVIKOD VLTOAOYIOTY| YO TANPN  EKGLYXPOVICUO Kot
unyavoypaenorn . Ot avapopéc Kol To OTATIOTIKG ototyeio. e&dyovtal avtoOpaTo Omd To
SLAPOPO TPOYPALLUATO.

1.2.4. Topéag Mnyxavoypdenong

O Topéag Mnyavoypaenong to £€1og 2012 frav oteleyopévog pe éva [podto Poppoakomord,

vrevBovvo tov Topéa, Tpeig PapprokomroloVg Kot Eva AEITOVPYO TANPOPOPIKNG TS Movddag
[TAinpopopikng tov Yrmovpyeiov Yyeiog pe evbovn v opbn avantvén tov tpiov Pacikov
UNYOVOYPOPIKOV CLGTNUATOV KOOMG Kot e 000 AelTovpyolg TANPOPOPIKNG HEG® pHicBmong
pe ovpPacn vanpectdv pe evHHYN TN AELTOVPYIKY| TOVG VITOGTNPIEN.

Ta cvopota o omoio Agttovpyobv givar ta eENG:

1. 2votnuo. Eyypopne ko Tiuwoloynons @opudxwmv (Cypdis)
2. 2votnua Thpnong Arobnxns apudrwv (SAP)
3. 2ootnuo Moyeipiong kou Tipoloynons Zoviayav (SAP kair PPIS)

> ZuoTtnua Evypaenic kai TipoAdynong ®apudkwy (Cypdis):

Katd ™ dwdpketo tov 2012 €ywvav 93 odhayég/ mpocbnkeg pe otdoyo t Pertioon g
Aertovpyiog TOV GLGTHLATOG.

» ZuoTnua TAPNnong amroBnkKng Kai diaxeipion ocuvraywyv pe SAP/PPIS:

Metd v gmroyn epappoyn tov SAP otic kevrpikég amobnkeg, dpyioe e otabepd pvbuod M
EYKOTAOTOON TOL GULGTNUOTOC KOU OTO TEPLPEPELNKE KPOTIKA Qappakeio OTOVL 1TV
owbéoun N amortodpevn vrodoun. TlapdAinia pe TV €yKOTAGTOCT GPYICE KOl 1) ML TOTOL
EKTOIOEVOT TOV AEITOLPYDOV OPIGUEVOL €K TV Omoiwv o€ mpoywpnuévo Poabud wote va
OLELKOAVVOLV TNV EKTOIOELON VEOTEPWV.

Kotd ™ odpkeion tov 2012 viomombnkav 7 aAlayés oto cvotnua PPIS pe otoéxo
Bektimon g Asttovpyiog Kot GIMKOTNTOS TOV GUGTNHOTOC.

Ytov mivaka 1.2.4.0 avagépovtar ta Kévipa Yyelog ota omoio éxovv eykatactadel ta
ocvotuata SAP kot PPIS.
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MMivaxag 2.2.4.0

daoppoxeio SAP PPIS
Dapuaxeio EEmtepikmv latpeiov Ztpoforov 29/7/2011 11/6/2012
®apuakeio EEwtepikdv lotpeimv KaipokAiov 24/8/2011 2/14/2012
dapuakeio Kévipov Yyeiag Aatcidv 6/7/2012 6/7/2012
Dapuaxeio Kévipov Yyeiag Ay. Aopetiov 3/8/2011 21/3/2012
dapuakeio A.Y.K Kinpov 15/6/2012 15/6/2012
Doppokeio A.Y.K Iedovld 107712012 10/7/2012
dappaxeio Kévipov Yyeiag Toepiov 12/7/2012 12/7/2012
Dappokeio Kévipov Yysiog AvOovmoAng 29/6/2012 29/6/2012
Oappokeio Kévipov Yyeiog Aaxotduetag 21/10/2010 15/3/2012
Oappokeio A.Y.K Axokiov 4/712012 4/7/2012
Gdappokeio A.Y.K Tararwpiov 20/6/2012 20/6/2012
Oappokeio A.Y.K Ihotpodv 12/9/2012 12/9/2012
doppokeio A.Y.K Aypod 19/10/2012 19/10/2012
doppokeio A.Y.K Avdfpov 9/11/2012 9/11/2012
dappoxsio A.Y.K Tayvag 26/11/2012 26/11/2012
dappakeio A.Y.K Kogivov 26/6/2012 26/6/2012

» To 2012 éywvav emokéYelc 68 TEPLPEPELOKA PapUaKeia Yo TpomOnon Bepdtov mov
agopohv TNV vmodoun ®ote va emroyvvlel M ddwkacio €yKATAGTOONG TOV
ocvotnudtov SAP kai PPIS

» To0 2012 ohoxkAnpmOnkav ot epyacieg dtacHvoeons Tov eapuakeiov Tov Ivetitovtov
Nevporoyiag kot I'evetiknig pe 1o punyovoypapikd cvomua tov DopUoKELTIKOV
Ymnpeoidv Kot o OAov £pyo Ppioketan 6 SOKIUACTIKN Ao

»  Agutovpyel KEVIPO TNAEPMOVIKNG VTOGTNPIENG TOV GLUOTIUAT®V UNYOVOYPAPNONG HE
£€0pa T Pappoakevtikég AmodnKeg

»  X10 Kevipikad ypopeio tov DoppoKeLTIKOV YINPESIOV gival EYKOTEGTNIEVOS EVOG
dlokopothg (Server), o omoiog emtpémel TV ao@OAN TPoOcPaocrn o€ Kowd apyeia
(shared files). To cvomua avtd meplopilel v mOavotTa TPOSPACNS GTO CpYEio
avTé oo avemBHunTovg XPNoTES MN/Ko TOavoLg E16POAELS.
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1.25. Topéag KaBopiopoU Tipwv Oapudkwyv

O Topéag KabBopiopod Tywov Papudkov mop€yel Tn YPOUUATEWKT] VRTOGTHPEN NG
Emutpomg EAEyyov Tipndv @oappdkwv a&loloyoviog Tig aitnoelg kabopiopov, advénong kot
UEIDOONG TILOV TOV QOPUUKEVTIKOV TPOIOVIWOV, EQUpUOLOVTOS TNV EYKEKPIUEVT] TILOAOYIOKY|
moMtikr. EmmpocOeta etopdler ot empereiton v ékdoon tov  Tuuoxotardyov
Oapuakevtikov Ilpoidoviov kol eneEepydletorl to OTATIOTIKA OEOOUEVO TOV KLPEPVNTIKDV
QOPUOKEIOV OV aEOPOVV: TpuNVoio KOTACTOGT KOl TPOYPOUU epyocioc, pnvioio
KOTAOTOOT Ko TPOYpOpUe Epyaciog, cvvtayég Tovprokumpiwv, TOAGES PUPUAK®OV TOV JEV
dwotifevtal o€ 1OTIKA PP UAKED.

Yvykekpyéva, 1o 2012 a&oroyndnkav 591 artnoeig kabopiopod TidV Kot eykpinkay amd
tov Ymoupyd Yvyelog 5 ocvpuminpopotikol tpokatdioyor pe 500 véa o@dppoka. Emiong
aSloroynnkav 28 artnoelc v advénon tung, xopio oev eykpibnke kol 25 oa1tnoelg yio
peioon TG ek Tov omoimv eykpinkav O6deg. Ot autnoelg avtég eEetdodnkav amd v
Emitpomy EAéyyov Twov @opudkov ce 6 ypamtég O1001KAGIEG Ol OMOIEC APOPOVGOV
KaBoplopoVE TILMVY Kot 6€ 3 TOKTIKEG GUVEOPIES O OTTOIES APOPOVGAV AVENCELS KOl LELDCELG
TILADV.

2uveYIoTNKE 1 EVIUEP®GT] TOV EVOTONUEVOD TIHOKOTAAOYOV PUPUAKEVTIKAOV TPOIOVTWOV, GTO
OwdikTVO, Yo dpecn Kot E0KOAN EVUEPMOT) TV aGOEVOVY KO OA®V TOV EVOLUPEPOLEVOV Y10
TIG TIWEG TV apuaKv oty Kdmpo.

O dypovikdg apludg tov eapulkov GTOV TILOKOTOAOYO KOTO €10 ameikoviletal 6to
Suypappo 1.

Awaypappa 2:
APIOMOZ APMAKEYTIKQN MPOIONTQN ZTON
TIMOKATAAOIO
4302
4500 1 3812
4000 A
jggg | 2 5650 2862
2500 A
2000 A
1500 -
1000 -
500 -
O T T T 1 1
2008 2009 2010 2011 2012
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Yopperoyn oc Evponaikd llpoypappata, Opadeg Epyaciec tng E.E.

ZUUUETOYY| OE EVPOTOTKEG EMITPOTES KOl TPOYPAUUOTOL, OTTMG:

e Opada Epyaciog tov Zvppoviiov «@dppoka kot latpoteyvoroyikd I[Ipoidvion:
[Tpoedpia g Opddag Epyaciag ota miaicio tg Kvmprakng Ilpoedpiag yu v
[poétaon Odnyiag tov Evponaikod KowoBoviiov kot tov Xvpfoviiov oyetikd pe
Slapdvela Tov HETP®V oL PpLOUILOVV TIG TWES TOV POPUAK®V Y1o. avOpdTIVIN Yp1IoM
Kol TNV KOADYN TOv KOGTOUG TOLG OTO TANIGIO TV ONUOCIOV OGQOAUACTIKMOV
GLGTNUATOV VYELOG.

e  Ouada Eumepoyvopdvev g Evponaikng Emttponic «Transparency Committee.

e Evponoaikd npoypappo Infoprice: miotikd mpdypoupo avtaAloyng TANPOQPOPLOV
petalhd tov yopov g Euvpondikng ‘Eveong ot omoieg agopodv TiG TIUES
QUPUAKEVTIKAOV TPOIOVT®V

. Evponaixd mpdypappa Euripid: onpovpyio kotvng Paong dedopévav mov agopd Tic
TIES TOV PapUbK®mV ota kpdtn néAn g Evponaikng Evoong.

1.2.6. Topéag KAIvikng PapUaKEUTIKNAG

1.2.6.1 Xupperoxn otnv Emrporrn Papudkwyv

H Emutponr @apudkmv givor 10 oppodlo EMCTNUOVIKO GO0 TO 0m0i0 YvopodoTel Pacet
EUTMEPIOTATOUEVNS AELOAOYNONG, Y10 QOPUOKEVTIKEG EMAOYES OTO MAAIGLOL TNG GLVEYOVLS
avapaduiong tov Kpatikod Zvvrayoroyiov.

1.2.6.2 N'pappareia EmiTporAg Papudkwyv

To mpocwmikd tov Topéa eivor vredHOBvvo Yo v gtoacio TG NUEPNOLOG JATOENG TG
Emitponig @oppdxkmv, kabng kot yioo v agloAdynon tov vEémv Qapudk®mv Yo, To omoio
VIOPAALOVTOL OUTNGELS Y10 ELGOYWYN TOVG GTO ZVVTAYOADYO TOV KPUTIKM®Y VOGAELTHPimV.
H a&ordynon yiveton omd €EEOIKEVUEVO TPOCOMIKO LE TNV VROGTNPIEN TOV GLGTNUAT®OV
TANpoedpnons mov dbétel o Topéag Kot otn PAcn TEKUNPLOUEVNG KAMVIKIG TPOKTIKNG Kol
(QOPLOKOOIKOVOLIKNG BEpNnOoNG TOV TPOTAGEMVY Y10 VEX PEPLLOKOL.

Emiong, ot Aertovpyol tov Topéa eivor vmevBuvor yuo v avlmtuén TPOTOKOAA®Y Kot
KOTELOLVTIPIOV YPOULDY TOL APOPA TN GLVTAYOYPAPNON TOV POPULAKDV.

To 2012 eiyav dweaybel 5 taxtikés ocvvedpieg g Emrponrg @appdkov, 6mov eiyov
eEetaoOel ovvolkd 140 outnuoto €K TOV 0moiMV To 82 cUTHUATO 0POPOVGHV EEEIOIKEVUEVOL
TEPIGTATIKA Y10, TPOUNOELN POPUAKEVTIKNG OLY®YNG OV OEV EUTIMTEL GTO GLVIAYOAOYLO TOV
KPOTIKOV VOCNAELTNPIOV Kol To 28 altirate a@opodcay E160YMYN VEOV QOPUIK®OV GTO
GLVTAYOAGY10 TOV KpaTK®V voonievtnpiov. Eniong to 2012 giyov eropactel/avabempndel
Ko eykpfei and v Emtpont| @appakmv 4 TpmTOKOALN GUVTOYOYPAPNONS POPUAK®V.

Emmpdcheta, to 2012 eiyav egetachel 13 orrruoata yio egedikevpéva mepoTaTIKE Yo
TPOUNOEIl PUPUOKEVTIKNG OYy®YNG 7OV OEV EUTIMTEL GTO GLUVINYOAOYO TOV KPOTIK®OV
voonievtnpiov péow yparntg dwaudwaciog e Emtponng.i

1.2.6.3 €010 ETId6TNONG/ZUNTTANPWHAG

To mpoconukcd tov Topéa elvar vrevBLVO Yo TNV €ToAGi gl YNoE®Y TPOg TV Emitponm)
OopudKOV Y10 EUTAOVTIGUO TOL KATAAGYOL TOV QOPUAK®V TOV TEPIAAUPEVOVTAL GTO GYEO10
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emdoTonc/couninpouns. Emmpocheta otig appodidvmreg tov Topéa mepthappdvetar m
gvupulun Aettovpyion Tov GYEdIOL PE TNV KATAAANAN EVNUEPMOOT TOV EUTAEKOUEVOV KOl TNV
enthvon tev TpoPAnudtov mov tpokvmtovy. To 2012, Kataypdenkav 6 TPOTOTOGELS GTOV
KOTAAOYO.

1.2.6.4 Aiaxeipion AiTnpdaTwy Kol Evnuépwon latpovoonAeuTikoU TTpOCWITIKOU

To mpocwmikd tov Topéa givar vaeHOvvo yia v a&loddynon kot SlEKTEPAimon OA®V TV
aITNUATOV Tov  amootéAlovial ot Dapuokevtikés Ymnpeoieg kot a@opovv  Béuata
QopUaKeLTIKNG TtepiBolyme mov mapéyxetar amd ta Kpatikd Noonievtipuo. EmnpdcOeta o
TK® avolopaver Ty evUEP®ON TOV EUTAEKOUEVOD 1OTPOVOCTAELTIKOD TPOCMOMTIKOD Y10
OLdIKAGTIKG Kol EmGTNHOVIKG O€pata.

1.2.6.5 Zupperoxn o€ latpocupBoUAia kai EmiTpoTtrég

Agrtovpyoi Tov Topéa GUUUETEIYOV OTIG TTO KAT® EMTPOTES, OTPOGVUPBOVALN KOl EPEVVITIKA
TPOYPALLLOTOL:

e Gg 10TPOoSLUPOVAIO Yo TNV €MAOYN Kot TV evnuépwon acBevov pe Katd [TAdkag

ZKApovon,

e otV Ebvic) Zuvroviotikn Emitponn yuo 1o Awafnin,

e omv Emtponn yua t Noco Alzheimer

e otV Ebvu Emttporn Avtifrotikav

e otV Emurponn) Awatpogikmv Eviepikdv Xxevoacpdtmv

e omv Emrponn| [Ivevpovikng Yréptaong

e otV Emrpomn [avonpiag I'pinng

e otV Emrponn Hlkiaxng ExgpuAicemg Qypag KnAidag

e otV Emtpon yio ®reypovadrdeig Nocovg tov Eviépov

e otV Emtponn yio Pevpatucég [abnoeig

e omv Emrpomn yuo Aynatoroyucéc Iabnoeig

e omv Emrpomn yo Avtikapkivikd Odppoka

e otV Emtponn Poykav [Mabnocewv

e oto Evpornaikd Ipdypappa IlapokorovOnong Koatavdioong Avtipiotikdv
®appakov (ESAC)

1.2.6.6 Ymoothpiin Touéa Mpoundeitwv

O Topéag vrootpiler tov Topéa Ilpoundeidv oe Bépota mov aPOPOVV GE TPOILYPAPES
TOG0 Y10 VQLOTAUEVE QApPHOKe OGO KOl VEN QAPULOKE GOUEMOVO HE TIG OTOPACELS NG
Emutpomg @appakov. Avtictorya yvoprodotel o€ BEpata evotdoemv Tov vTodAloviol Katd
™ J10d1KAGio TPOSPOPDV.

1.2.6.7 ®apuakoemidnuioAoyioa- PapuUaKOOIKOVOUia

O Topéog aokel édeyyo kan emeepydletor oToryein KATAVAADGONG KOl SUTAVAOV GTO QAPLLOKOL
ETOALOVTOG PAPLLOKOOTKOVOUTKES KOl QOPUOKOETIONUIOAOYIKEG LEAETES TOV OMOGKOTOVY GE
EVNUEP®OT), ANYT SOPOOTIKOV HETP®V Yio 0pPOAOYISTIKNY YPNOT TOV JABECIUOV PAPUAK®OV
KoL EAeyy0 Tov pLOROV AHENGN G TOV dATAVOV.
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1.2.7. Topéag Evappoéviong tng NopoBeoiag kai AigBvwyv Zxéoewv

O Topéag £xet v €vBHVN TOL CLVTOVIGHOD TV TPOSTAPEIDV OV KaTOPAAALOVTOL YO TV
EVOPUOVION T®V VOUODESIDOV E TO KOWVOTIKO KEKTNUEVO Y10 TNV EPOPLOYN TOV OTOIMV &ivor
vevbuveg o1 Pappokevtikég Ynnpeoieg. Xvykekpyuéva, o Topéag eivol em@opTiopévos pe
TIC €ENC OPOUCTNPLOTNTEG:

Melém tov Odnywwv, Kavoviopwv, Amopdoewv kot Noporoyidv tg Evpomaikig
‘Evoong mov dmtovror Oepdtov mov gumintouv oto Kadnkovia towv DPoploKELTIKOV
Ymnpeoiav,

[TapaxorovOnon tov Kowotwkod Kextnpévov Omm¢ avtd OSapopOVETOL (OCTE VO
yivovtol €ykoipo ol amopoitnteg evEPyeleg Yo v viobBétnon tov (Yo to Bépa ovtod
&yovv Omuovpynbel Emrelkés Opdadeg dvvaper mg Amdeaong tov Ymovpytkoy
Zvppoviiov pe ap. 58.881),

2ovtaEn  vopooyediov, mpooyediwv Kavovioumv kol Awrtayudtov €16l ®CTE TO
KUTTPLOKO AfKoo vo oLVAdEL HE TO KOWOTIKO KEKTNUEVO, AauPdvovtag vadym Tig
veoThpeves dopég Kot Becovg o1 omoiot £govv TNV €VBVVN EPEAPLOYNS TOVG,

Ytevn ovvepyaosia pe ) Nopikr] Yrnpeoio g Anpokpotiog yuo tn SEKTEPAi®OT TOV
To TAve, €WVIKOTEPU OGOV OPOPA GTN VOUOTEYVIKN emelepyacio TV dapoOpmv
vopofetnudrov,

Yovtaén ewikov Ereénynuotikov Inueiopdtov kot AvaAdcewv Avtiytumov o )
Bovl tov Avtimpooconwv ce popen mov kabBopiotnke oamd v KowofovAegvtiknm
Emutpom Evpondikov YnoBécewv yo kdbe vopooyédo 1 Xyédo Kavoviopmv mov
npodketron va 1e0el evomov g Oropéreog yo ymeon,

Exnpoconmnon tov @appokeuTikdv YTNpPeolwdV Ot ovvedpiec TV appodiov
KowoBovievtikdyv Emtpontdv g BovAng tov AVTITPOGOT®V ylo. TNV TTapoy TUXOV
TPOGHETNG TANPOEOPNONG Kol OLEVKPIVIIGEMY GTOVG PBOVAELTEG UEAN T®V &V AOY®
Emitpondv.

Yovtaén ekbBéoemv yoo TNV TPOOOO TNG EVOPUOVIONG, E€OIKOTEPA OGOV QPOPE OTIS
EKKPEUOTNTES KOt 6TOV KAOOPIGUS YpOVOOLaypOaUUATOV KOOMOS Kot GALa cuvoen Oéuara,
MOOTE VO KPOTOOVTOL EVAUEPOL Ol gvdwpepdpevol (GAhot cuvroviotés, [poapeio
[Tpoypoppotiopod KAT).

Koaté 1o 2012 ohoxinpmbnke n eropacio tov akoiovbmv vopobetnuatwv oxetikd pe tnv
EVOPUOVIOT LE TO KOWVOTIKO KEKTNUEVO KOOMDG KO Yol T SLEVKOAVVGT TG EPAPLLOYNG TOVGE.

®appoxo AvOpomvine Xpnong

1. O mepi Papudkov AvBpomvng Xpnong (Eieyyog Iowdtrog [pounfetag ko Tipwmv)
(Tpomomomrikdc) Nopog 63(I) tov 2012, yw oxomodg evopudviong pe v Odnyia
2012/84/EE ava@opikd e TNV QOPLOKOETOYPOTVION.

2. O mepl Dapudkwv AvOpomivng Xpnong (Eieyyog IMowdtrag [poundetog kot Tiudv)
(Tpomomomrikdc) (Ap. 2) Nopog 209(I) tov 2012, Yoo 6KOTOVG EVAPUOVIONG LE TNV
Odonyia 2011/62/EE avoa@opikd e To YELOETTYPOP QOPUAKEVTIKA TPOTOVTO
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Koirvvtika [poidvra

1. To mepl Karivvtikov [poidviov Avdtaypo tov 2012 (KAIT 101 tov 2012), Yo 6Komovg
gvapuoviong pe v Odmyia 2011/59/EE ywa v tpomonoinon tg Odnyiag 76/768/EOK
TOV ZVUPOVAIOV GYETIKA pe TO KOAALVTIKO TPOTOVTO, HE GKOMO TNV TPOCUPLOYY| TOV
nmopoptnudtov I ko I oty te)viKn Tpododo.

Khavikég Aoxkipég

Kotd 1o 2012 xotatédnkav otioelg yio 3 KAVIKEG dokipéEG amd Tic omoieg eykpibnkav omd to
Zvppovio @appdkov ot 2. Me v gpappoyn tov Evponaikod vopodetikod mhaisiov mwov
puOuiler t1g KMvikég dokuég oty Kompo, mapovcidacOnke éviovo evdlopépov t0c0 omd
0iKkovg Tov £MTEPIKOD OGO Kot amd TOMIKEG KAMVIKEG Yo TNV dte&aymyn KMvik®v dokiudv. H
evBappuvon g KAVIKNG épevvag Ba ddcetl véa dBnon oty avafdduion g mapoyng vyeiog.
Komplot epguvntég £xouv tnv gukaipio vo GOUUETAGYOVV 6T O1ebvn €pguva Yo TNV ovamTuén
KOVOTOU®V OEpAmELTIKMOV TPOGEYYIGEMV.

1.2.8. Topéag KaAAuvTikwyv Mpoidéviwv

H wxvxhogpopio tov koAlvviikov mpoidvtov otnv Kumplokr oayopd, m Topackevn Ttov
KAAAMVTIKOV Tpoidvtav oty Kompo kot o €heyyog g ayopdc, pvBuilovror amd tovg Ilepl
KoAlvvtiikov Ipoidvtov Nopovg tov 2001-2010, tovg Ilepi Korivvrikav Ilpoidviav
(Mé£B0odo1 Aetypatoinyiog kot Avaivong) Kavoviopovg tov 2001 kot tovg mepi KaAADVTIKOV
npotovtov (Kavdveg Opng Biounyavikng Ipaktikng) Kavoviopotvg tov 2004.

2oppova pe toug Ilept Kordvvtikov Ilpoidvtov Nopovg,  €xet wdpuvbet Zvppovito
KoAlvvtikov 10 omoio elvar n Apuddia Apyn vy ) pdOuion g xvkloeopiag twv
KAAAVTIKOV TTpoidvtov otnv Kompo.

Ot xVpieg appodidreg Tov ZupPoviiov Kadlivvtikadv eivar 1 ékdoon adsumv diabeong otnv
ayopd KOAADVIIKOV TPOIOVTIOV TOL TEPEXOVV OTALYOPEVUEVES OVGIES, AOELDV OUCPAAIGNG
EUTOPIKOV OMOPPNTOV, OVOPOPIKE HE TO GUOTATIKE KOAADVIIK®OV TPOIOVIOV Kol OOEIDV
TAPOCKEVTG KOAALVTIKOV mpoidvtwv. To ZvpuPoviio €xer emmAéov  cupPovAevtikég
appoddTTEG TPOG ToV YTovpyd Yyeiag, Yo OEpota mov apopohv ta KOAALVTIKA TPoTovTa.

O Topéag Karlhoviikov tov Poppokevtik®dv Yanpesudv mopéyel OAN T YPOUUATELOKT] Kol
O0IKNTIKN LTOSTNPIEN TTPOS TO ZvpPovAto Kailvvtikdv.
1.2.8.1 ZupBoUAio KaAAuvTikwv

Katd 1o 2012, éywve 1 ovvedpia tov Zvppoviiov Koarivviikov, oty onoio egtdotnkay
owpopa Bépota mov agopodv Ta KoAAvviikd mpoidvia (Exdoorm Adsidv Ilapackevng
Kolvtikov, Atktvo Tayeiog Aviaidayng [TAnpoeopiov, Tlpdypappa Astypatoinyiog ko
aVEALON G KOAADVTIKGOV TPOTOVTI®V K.A.T.).

1.2.8.2 Mepi KaAAuvTikwy MpoiévTwyv Kavoviopoi

Ot ept Karivvtikav Ipotoviov (Kavoveg OpOng Brounyavikng Ipaxtikng) Kavovicupol
tov 2004, siyav ynoewsbel 1o 2004, wou téOnkav oe 1oxd pe amdPact Tov Y TOLPYIKOL
Yvpupoviiov otic 30/06/2006.
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2oppove pe toug mo mhve Koavoviopovg, m oMKn 1 HEPIKY] TOPACKELT] KOUAADVIIKMV
TPOIOVIMV, EMTPENETAL LOVO UETE amd Adelo mov yopnyel 1o ZvpPovito Karlvviikov. To
Zoppooio Kordvvtikov ekdidet v ddelo mopackevng UOVO €pOCGOV  1KOVOTOLOHVTOL
OUYKEKPIUEVOL KPLTNPLD, HETO amd embedpnon mov Olevepyeitoar omd  EVIETOAUEVOLG
emBemPNTEC TOV PAPUOKEVTIKOV YNPESIDOV KOl GYETIKY EIGNYNOT TOVG TPOS TO LVUPOVALO
KoAhovtikov.

Me Bdaon tovg mo mive Kavoviepovg, 6iot or Kataokevaotés Karivvtikov Tpoidviov
otmv Kompo eivar vmoypewpévolr vo vmoPdiovv oyetikn aitnomn 7y €kdoon Adelng
[Topackevng, TOLTOYPOVA LE AITNOT Yo ETOEDPNOT TOV VITOGTATIK®OV Tovs. Katd to 2012
dev voPAnOnkav véeg otioelg Yo eEacpAarlon adelog, eved amd to Xvppfovilo Karivvtikaov
exd0Onkav 2 emmAéov Adeieg [apaokevng Karlvviikov [poidovimv.

210x0G Tov Topéa Karivvtikov yia to 2013 eivar o éAeyyog ¢ ouvE Iong THPNoNG TV
Koavovov OpBng Bropmyovikng [paktiknig, Tov mopackenast®v Tov xovv 1o eEacpaiicet
Adeln, Pe OKOTO TNV OMOTEAEGLOTIKN TPOOTOGIO Kol 0oQAAELD TV KatavolnTtodv. Emiong
ocvveyilovtal ot éAeyyol pe 6KOTO TOV EVIOTIGUO KOl GAA®MV TOPUCKEVOCTMV TOV OEV EYOVV
eEacoparioel Adewa [apackevngc.

1.2.8.3 Aiktuo AvtaAAayng MAnpogopiwv RAPEX yia KAOAAUVTIKA TTpoiovTa

To diktvo Rapex sivor cHoTHa AVTOAAAYG TANPOPOPIOV HETAED TV Y0PV peAdv TG E.E.
v to. pETpa To. omoia Bo wpémel vor AapPAvovTon GYETIKA PE KATOVOADTIKA TPOIOVTa, HETOED
GAL®V KO TO KOAADVTIKE, Yo TNV TPOANYT TG 100N GTOVS KATAVAAWMTES, TPOIOVIMV OV
gvéyovv cofapd kivovvo yua v vyeia toug. Katd to 2012 Mednkav 30 yvootonomcelg
pécm tov dktHov Rapex ot omoieg apopovsav v amdcvpon 83 KOAALVTIK®V TPoidvVTOV
otV Evpodnn. And avtd, evioniotnke omv Kumplokr ayopd KoAlvvtikd mpoidv 10 omoio
apopovce Bepameies 101OUATOG LOAM®OY TO 0Toi0 TePlelye YNAEG TOGOTNTEG POPUAAOEHONG
Kol amocVpOnKe.

Me Baon ta 83 KaAALVTIKA TpoidvTa To. omoia Kpibnkav emkivovva kol amrocvupOnKay omod
Vv Evponaik ayopd, domotdOnke 6Tt o1 kuptdtepotl AOYoL 01 0oiot 001 yoLV G€ amdGvpon
TOV KAAAVTIK®OV glvar ot axodAovot:

1. Tlapovocia amoyopeupévav 0VGIHOV 6TO KOAADVTIKA TPOidVTa, 01 omoieg cuvinBmg oev
avaypdeovtotl otn chvleon Tov mpoidvtwv. [To cuykekpyéva:

(o) Formaldehyde og mpoidvta 161dUATOC LOAADY

(B) Methyl metacrylate (MMA\) c¢ Bepvikia voyidv

(v) YOpokivovn o€ Ae0KOVTIKEG KPEUEG

(0) Ydpbpyvpog o€ AEVKOVTIKES KPELLEG

(e) Koptikootepoeldn o€ AEVKOVTIKEG KPELLES

(o71) Bapéa pétarira (kupimg poivBoo, KAdW10, xp®IO, APCGEVIKO) GE TPOIOVTA
poKty1ag

() AvEnpévn meplekTikOTNTA LITEPOEELDIOV TOV VOPOYOVOL GE TPOTOVTA AeVKAVONG
TOV JOVTIDV

2. YynAd pikpofrokd @optio 6€ KOAALVTIKA TPOTOVTA.

Ta mo whveo TpoPANUATE 0POPOVV KOAAVVTIKE TTpoidvia To. omoio. TPoEpyovTal amd TPiteg
yopes (Apepikn, Akt tov Eiepavrootov, Kiva, Kovyko, Me&wko, Tlaxiotdy, Toitlavon)
aALG Kot apkeTd TpoidvTa mov mpoépyoviat and Evpann (leppoavia, Itario, FaAilio).
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Me Bdaon ta mwo maveo ot DoapuoKeLTIKEG YTnpeoieg €yovv KoTopTiceEl  TPOYPOLLUOL
detypatoAnyiog Kol avAAVoNG KOAADVTIKOV TPOIOVI®V, TO OTOI0  EMKEVIPMVETAL KLPIWG
TNV OVAALGT] KOAAVVTIK®V TPOIOVTOV MG TPOGS TIC TTLO TAV® TOPAUETPOVC.

1.2.8.4 TMioTotroINTIKA EAEUOEPNG KUKAOPOPiaG KAAAUVTIKWYV TTPOIOVTWYV

Kotd 10 2012 ekd60nke wor OswpnOnke peydriog opOudg motomomTik®v eAehbepng
KUKAOQOPIOG KOAADVTIK®OV TPOTOVI®MV Y10, OKOTOVS EEAYMYNG KOAADVIIK®V TPOTOVI®V TOV
napackevdloviar otnv Kompo.

1.2.8.5 N'vwoTotroINoEIg KAAAUVTIKWYV TTPOIOVTWYV

Mo 1o keAdlvviikd mpoidvia o) to omoio €lodyovion omevdeiag amd tpitec yopeg N P)
kataokevalovian and Kataokevaotég Kalivvtikdv Tpoidviov oty Kompo (véa mpoiovia)
yivetor yvootonoinon otig @apuokevtikés Ymnpeoieg mpwv v tomobEétnon tovg oty
Kvurprokn ayopd. Ot @oppoxevtikés Ynpeoieg yio T0 6Komod ovtod £X0VV ETOWUACEL E101KO
£VTLTIO YVMOOTOTOINGNG.

Katd 1o 2011 éyovv vroPAndel otic Pappakevticés Yanpeoieg 99 yvootomocels.

O AOY0g ¢ pelmong TV yvootomomoewy o€ cOykpilomn pe to 2011, etvon to yeyovog 6t tov
IovAo tov 2013 avapéveron va 10l oe epappoyn o Néog Evponaikog Kavoviopds yia ta
KoAAVVTIKG Ttpoidvta 1223/2009 pe Pdon tov 0moio Ol YVOGTOTOGES T®V KOAAVLVTIKOV
npoiévtwv oty Evponn Ba yivovior nAektpovikd pécm g niextpovikng miateoppog CPNP
(Cosmetic Products Notification Portal) mov £xet onpuovpynbei yia to okomd avto. I'a ta Ron
veoThpeva TPoidvTa 6TV ayopd, N TAATEOpUA oVt ivar TpoosPacun amd tov lavovdptlo
tov 2012, £161 TOAAEG YVOGTOTOMGELG £X0VV NON YivEL HECH QTG TN TAUTOOPLOG.

1.2.8.6 'EAeyX0g KOAAUVTIKWYV TTPOIOGVTWYV OTNV ayopd

O Topéog Karlvvtikmv dievepyel detyotoAnmtikoVs eEAEYYOVS KOAADVTIKOV TPOiOVTIQV, Yiol
va O TeOEl EQV TO KOAADVTIKA TPOTOVTO TOL KLKAOPOPOLV GTNV ayopd, Elval COLP®VO [LE
T1g Tpdvoleg Tov Nopov. Oca mpoidvta dev TANPOHV TIC GYETIKES TPOVOLEG, ATOGVPOVTOL OO
mv ayopd péxpt vo AneBovv ta arapaitnta S10plwtikd pETpa.

Katd to 2012, emBewpndnkav 36 vwootatikd YovOpIkng Kot AOVIKNAG TOANGNS KOAAVDVTIK®OV
poiovTv Kot eEAEYONcav 230 KaAALVTIKA TPOTOVTO Y10 TI GUUEMVIN TOVG LE TIG ATOLTIOELG
¢ NopoBeoiag avapoptkd pe tn 6OVOECT KoL TNV GTLLOVOT).

1.2.8.7 AsiypatoAnyia Kol avadAucn KOAAUVTIKWY TTPOIOVTWYV

Ov Qoppokevtikés Ymnpeoieg oe ovvepyasio pe 10 I'evikd Xnueio tov Kpdrtovg €youvv
Katapticel TPOHYPAUL dELYHOTOANYIOG Kot avAALGONG KOAALVTIK®OV Ttpoidviev. Katd to 2012
otevepynnkav 10 derypatolnyiec and tig Pappoakevtikés Ynnpeoieg kot availvdnkav 51
KOAAADVTIKE TPOiOVTO.

1.2.8.8 EvVnNuépwon KATOOKEUAOTWY, EICAYWYEWV KAl KATOVOAWTWYV

O Topéag Karlvvtikdov ntav kot eivoar otn oudbeon 1060 TOV KOTAOCKELOGTOV KOl
EI00YMYEMV KOAADVTIKOV TPOTOVTOV, Yia vo fondncet oty katovonon g Nopobeoiog kot
TNV TPOGOPUOYN TOLG OE OVTH, OGO KOl TOV OTADOV TOAMTOV (KOTAVIA®TOV), Yo
0MO1EGONTOTE TANPOPOPIES KOt TUYOV OTOPIES OVOPOPIKA LE TA KAAAVVTIKA TTPOIOVTAL.

[Mpwtapywkods okomdg tov Topéa Mrav kot €lvor 1 S0GEAMOTN TG TOWOTNTOG KOl TNG
AGPAAELNG TOV KOAADVTIKOV TPOTOVTIWV Kol KATO GUVETELD 1] TPOCTAGIO TNG ONUOCLHG LYEING.
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Kotd to 2012 dopyovdbnkav dvo nuepideg o oe cvvepyasio pe 1o KEBE kot po og
ocvvepyaosia pe v ‘Evoon Amiopoatodvymov Atontikdov Konpov, pe oxond v evnuépmon
and T Doppokevtikég Ymmpeoieg tov Ilapoackevactov, Eicayoyémv oldd kot tov
aoOnTikov yu to véo Evpomaikd Kavoviepd 1223/2009, o omolog avoauéveton va tebet oe
epappoyn tov loviwo tov 2013.

1.2.8.9 AANAeg ApaoTnpidTnTEG TOU TOpéQ

O Topéag Karlovtikdv coppeteiye evepyd e cuvavincels twv opddmv epyacioc: Standing
Committee on Cosmetics, Working Group on Cosmetics, Too PEMSAC (Platform of
European Market Surveillance Authorities for Cosmetics) kat Tov Sub- Group on Borderline
Products o1 ontoieg de&ayovtar otig BpuEédiec katl 6TIg 0moieg GUUUETEXOVY EKTPOCOTOL OO
ola ta Kpdtn Méhn g Evponaikic Evoong.

O Topéag ovupeteiye emiong, pali pe drieg yopes péAn mg E.E, og kowég koaumdvieg
EVIUEPMOTG Kol EVOCONTOTOINONG TOV KATOVOAWDTOV.

1.3 Noookopeiakiy PappakeuTikh / KpaTtika Qapuakeia

1.3.1. Kpartikd Qapuokeia

210 Kpatikd Topéa, Kat® and v devbuvon tov PaplokeLTIKOV YINPESIOV, AEITOVPYOVV
45 kpatikd eoppaxeio 11 and to omwoio amroteA0VV VOGOKOUEINKA pappakeio Kot oteydlovTon
oe Nocokopeia g Agvkwoiog (3), Agpecov (2), Adpvokag (2), Appoydotov (1) ko ITapov
(1). Aerrovpyodv emiong 1 o@apuakeio oto Aypotikd Nocokoueio Kvmepovviag, 1 oto
Aypotikd Nocoxopeio g [1oAng Xpvcsoyxovg kot 34 poppokeio e AoTiKd Kot Aypotikd
Yyeovopika Kévpa.

To 2012 ta kpatikd eoppokeio Nrav oteleyopéva pe 131 pappoakomolovg, 55 oy emapyio
Agvkooiog, 32 oty emapyio Aegpecov, 19 omv emopyio Adpvaxoc, 8 omv emapyio
Appoymotov kot 17 oty emapyio [Tdgpov.

1.3.1.1 AvaBdOuion KpaTIKWV QOPHUOKEIWV

Katd ™ dudpketa tov 2012 cuveyiomre n avoPaOuion Tov KpoTtik®v opUaKEiOV pe v
ayopd Kot TomofETNoN NAEKTPOVIKOV VITOAOYIGT®OV, THAEOUOIOTLTIKMOV GLUCKELAOV Kol AAAOL
eEomMopol pe oKOmO T SELKOALVGT TOL €PYOV TV AELTOVPYDV, TOV EKGVYYPOVICUO TMOV
KPOTIKOV QOPUOKEIDV KOl TNV OTPOCKOTTY AEITOVPYIN TOVC.

Emniong, xatd ) didpkeia tov 2012 epappootnke og dAla dmdeko (12) kpatikd Qapuokeio to
Néo Zvomua Mnyavoypdenong (SAP) mov kaAdmtel Ty omobnKevon Kot k6061 EOPUAK®OY
(eToacio/anocToA] TOV TapAYYEM®Y Kot £KS00T)/TopaKkoAovONon TV anobepdtmv) Kabme
kot to Xvotnpa PPIS gpapuootnke oe dekaéll (16) kpatikd Qappokeio yio v EKTEAESN TOV
GLVTUY®V.

1.3.1.2 Kataxwpnon epyaciag KPATIKWV QAPHAKEIWV

‘Eywve evnuépmon tov oyetikov apyeiov Yo TIG KOTAGTAGELS KOl TO TPOYPAULOTE EPYUCIOG
TOV KPOTIKOV QUPLOKEIDV.

Katd ™ dibpkeia Tov 2012 extedéotrov 1.604.160 cuvtayéc oe cOykpion pe 1.563.612 10
2011 ko 1.494.542 10 2010.
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Awdypoppa 1.3.1.2.0 Zynpotwn Hopaotaocn Xovrayoypaeios Etov 2010 — 2011 — 2012

ApLOuog Zuvtaywv Kpatikwv NoonAsutnpiwv
2010, 2011, 2012
2010 | 1.494.542
2011 | 1.563.612
2012 | 1.604.160

1.3.2. Aonmtn Napaokeun AiaAupdatwy OAIKAG MapevTepIKAG AIATPOPAS Kal
Avaocuotaon KuttapooTatikwv Qapuakwyv

1.3.2.1 Movdda mapevtePIKAG S1aTpoPg AsUKwoiag

H Movada MapevtepikAg Alatpo@rig-KutTapooTaTIKwy BIOAUPATWY OTEYAETAI OTO
Noookoueio Apx. Makdapiog I, Asukwaoia Kal OTEAEXWVETAI ATTO ECEIDIKEUPEVO
TTPOCWTTIKO.

Me oT16x0, TO0O TNV avaBdduion, 600 KAl TNV ETTEKTACN TWV TTAPEXOUEVWV
uttnpeeoiwy, N Movada éxel yeTapepBei o€ véo xwpo Kal atrd Tov Atrpidio Tou 2011
AEITOUPYEI PE 2 EPYACTAPIA, CUPPWVA UE TIG EUPWTTAIKES TTPODIAYPOPEG.

21N Movada Ttrapackeudlovral KATw amd AonmTeg ouvlnkeg OIoAUPOTA OAIKAG
TTOPEVTEPIKNG DIOTPOPNRG YyIa veoyvd, TaidId Kal €VAAIKEG, OTAV OTA TTAQIOIO TNG
BEPATTEUTIKNG TOUG ayWwYNG, Eival avaykaia n OpeTTIKA 1 JETABOAIKA TOUG UTTOOTHPIEN.

21N Movdada etoigddovral €1miong OIGAUUATA  KUTTOPOOTATIKWY KAl ETTIKIVOUVWV
Pappakwy yia aoBeveic Tng MaidoykoAoyikrig KAIvIKiG Tou Noookouegiou.

EmmAéov Trapaockeudlovral SiaAupata yia evOo@AEBIa xprion OTTwg dlaAupaTa
QVTIMUKNTIAOIKWY  QOPUAKWY ,0pPaVWV  QOPUAKWY KABWS  Kai SloAUpaTa
AVTIRIOTIKWY YIa OQBAAMIKN Xpron.

H Movada trapéxel utrnpeoieg o€ aoBeveig KAivikwy Tou Noookougiou Apx. Makdpiog
I (Movada Evramikig NoonAgiog Neoyvwv  kar  Maidwv, Madiarpikn,
Maidoxeipoupyikry kai MaidoykoAoyiky KAvikA), KabBwg kai o€ aoBeveic 010 MeviKO
Noookoueio Agukwaiag, Ta emmapxiakd@ voonAeuthpia, 10 OykoAoylikd Kévipo Tng
Tparmedag Kutrpou Kai 1I81WTIKA 10TPIKA KEVTPA.

21n didpkeia Tou €Toug 2012 TTapackeUdoTNKAY :
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Eidog Ap1Bu6g

AIOAUPOTO TTAPEVTEPIKNG DIATPOPNG 10625 odkol
AlaAUpara KuttapooTaTIKwy Kal

ETTIKIVOUVWV QAPUAKWYV ETOIUA TTPOG 1758 dbo¢Ig

xopnynon
AIG)\U}JGT’G avnpumnaom’wv PAPUAKWYV 2485 560€IC
ETOINA TTPOG XOpnynaon
AN evOOQAEBIa diaAUuaTa 180 dooeig
AlaAUpara yia o@BaAuIkh xpron 164 @ialidia

1.3.2.1 Movada NapevrepikAg AlaTpo@ng Agpecou

Me o160 TV KOAOTEPT €ELINPETNON TOV 0GOEVOV GE TAYKOTPLoL KAMpLoka, EXEL OpYIioEL TIg
gpyooieg g, and tov lovvio Tov 2009, n véa Movada Ilapeviepikng Atatpoprig Agpecov, 1
omoia oteydleton oto I'evikd Noocokopegio Aegpesod. H Movada m omoio eivar mAfpwg
eEomMoévn oTereydVETOL Ie EEEOIKEVUEVO TTPOCOTIKO.

Kotd t ddpketa tov €tovg 2012 groudomnkav 48991 shactopepeic avtiieg €kyvong tov
SAOLLaTOG decPEPLOEAIVIG.

1.4 Xt1déxol TToUu UAoTtroIRBnkav / Z16x01 o€ €§EAIEN

1.4.1. AiGBeon Néwv DappuakoBepatreiwv oToUg diKaIOUXOUG aoBevEig

O ®appokevtikég Ymnpeoieg mpoydpnoav oty avafadion tov goppokodepaneidyv mov
TAPEXOVTAL TPOG TOLG OKAOVYOVG 0cBevels kot 1dwaitepa o€ opddeg achevdv OmmG ot
pevpoatonabeic, koapkivomabeis, veppomabeig, wopdoomadeis, acOeveig pe emnyio kot
acbeveic pe avamvevoTikKé TaNGELS.

1.4.2. Avaxaition Tng aApaTwdoug aunong oTig dATTAVES yia TA PAPHAKA

Méoa ota mAaiola oxeTikn andeacng ond to Yrovpywod Zvppovito (ap.65.053, nuepounviag
14.2.2007) ovveyiotmke 1 Tpaktikn mov viobetiOnke, pe Betikd omoteAéopata, ywo TV
EL0AYWYN OVTAYOVIGHOV HETAED OEpOmEVTIKA 1GOSVVAU®V QAUPUAK®Y GTOV KPOTIKO TOUE.

EmmAéov, cuveyiletar n Aettovpyia g Emtponiic Gapuakwv e 6povg EVIOANG Tov apopovV
Kuplwg TV €160y®YY VEOV QUPUAKOV GTO GUVTOYOAOYL0, EEELOIKELUEVO TEPIGTATIKA Yo
TPOUNOEI0l PUPUOKEVTIKNG OY®OYNG TOL OEV EUTIMTEL GTO GUVIAYOAOYO TV KPOTIK®OV
Voo AeLTNpimV Kol GLVEYT VaBED®PNOT TOL GLVTOYOAOYIOL MGTE VO VILAPYEL TPOCAPLOYT| LE
TIG TpEYOLOES eCEAEELG

1.4.3. Evioxuon tng ouvepyaoiag I5iwTiIkou Kal KpaTtikou Topéa

Egapudotke amo tig 15 Moaiov 2007 ko cvveyiletr pe emttvyio o Osoudg tov co-payment/
o010 emddTONG cvumAnpouns. H epappoyn tov Begopod tov Co-payment o omoiog
EVTAGGETAL LECH 0T TAOIGLO TG avaBAOpiong TV vINPESLOY TPOS ToL acbeveig (TpocPaon
TOV ac0EVOV 0E PUPULOKEVTIKA GKELAGUATO KNG TOVG EMAOYNG) EXEL EVIOYVGEL CTULOVTIKA
TI¢ Tpoomdbeleg yio suvepyasio tov [diwtikod pe tov Kpatikd Topéa. To oyxédo, mpocpépet
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M Ovvordnta otov ocBevy va  emAéEel  ApuaKo  SOPOPETIKG OO ekelva OV
nepapfPavovtal oto Kpatikd Xvvtoayoroyto.

To 2007, pe v évapén tov Beopod tov co-payment n domdvn aviAbe otig €90.000 evd 10
2008 otic €398.092. To 2009 n damdvn mopovciace GNUAVTIKY avénon eBdvovtog TiC
€747.911, 7o 2010 otic €749.743, 1o 2011 otig €999.864 wot to 2012 1 damdvn aviAde oTIg
€827.950.

1.4.4. MeraoTtéyaon Twv Kevrpikwyv Mpageiwv Twv PapuaKEUTIKWYV
YTnpeciwv

Tov XZentéuPpro tov 2012 olokAnpdOnke M HETOCTEYOOT TOV KEVIPIKMOV YPAPEIOV TMOV
QapuokevTik®v Yanpeoiov. Ot véeg £YKATOOTAGELS OTOTEAOVY OVOKATOGKELT] TOL KTNPiov
omov oteyalotav to Pappaxevtikd Epyactipro.

1.45. Opadeg gepyaciag yia Tnv avaAnyn tng Npoedpiag Tou ZupBouliou
NG Eupw1rng .

2tg 7 IovMov 2012 n Kompog avérafe ™ Ilpoedpia tov Zvppoviiov g Evpomoikng
‘Evoong v didotua 6 unvav. Ot eopprokevtikéc Yrmpeoieg avélafav va Tpoedpencovy
tov Ouddwv Epyociog tov Zvppoviiov Dappoxevtikomv Ilpoidviov. Asgttovpyol tmv
DoppokeVTIKGOV YINPESIOV TPOESPEVCAY TV EVVEN GuvavTnoewV g Ouddag Epyasiog tov
>vpupoviiov "Pharmaceuticals and Medical Devices" mov mpaypatomomnkoyv oTIg
Bpu&éideg Kot apopovcay TPOTOTONOELS VOLODETIKOV TTpotdoemy. Katd ) dibpkela g
Kvnprokng Ilpoedpiag cvlinmbnkav otic Oudodeg Epyociog tov ZvpBovAiov dvo mord
ONUOVTIKES TTPOTAGELS TOL APOPOVSAV TN ALOPAVELD GTNV TYHLOAOYNOT TOV QOPUAK®OV KOl TNV
KéAvym amd to dnuodcla cuotpata vyeiog kot tic Kavucég Aoxyég

[Moapdiinia, ot DoppokevTikég Yanpecsieg o10pydvacoy Kot TPoyUaTonoinoay 7 GUVOVTNGELS
omv Konpo (emtponéc kot opddeg epyasiog tov EMA- European Medicines Agency kot tov
HMA — Head of Medicines Agencies).

Oleg o1 dpactnprotreg TV PaplaKeLTIKOV YINPESIOV oTEQONKAY Le TANPN emttuyio Kot
donoav TIg KaAOTEPES EVTLTIMGELS 6TOVS Evpmmaiovg opdAoyoug pog.

1.5 Néol oTé)oI
1.5.1. MeregEAgn Twv PapUaKEUTIKWYV YTTNPECIWV
Me v emkeipevn epopuoyn tov ['eXY emPdireton n avofdOuion tov OoploKELTIKOV

Yrnpeoidv 660 kat 1 aAlayr] Tov poiov tove. H pete&éMén tov QapuakeuTikay YInpesiov
KoL 0 vEog poAog ov Ba dtadpapatiCovv Bpioketor Non Lo pHeALT.
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