NapaprTnua I

EnioTnpoVvikad nopicyara kai Adyol yia Tnv Tpononoinon Twv opwv adsiag(-
WV) KUKAopopiag



EnioTnpoVvikd nopiopara

AappdvovTag unown Tnv €kBeon agloAoynong Tng EmTponng ®apuakoenaypunvnong-AgioAdynong
KivdUvou (PRAC) via Tnv TeAIKn €kBeon TNG Un enepBaTikng eniBAnBeioag MeTeyKpITIKNG MEAETNG
Acogadleiag (PASS) yia To (Ta) papuakeuTikO(-a) npoidv(-Ta) nou nepiexeli(-ouv) Tn dpacTIKn ouaid
KunpoTePOVN/aiBivuloioTpadioAn kal TV TEAIKN €kBeon TNG JEAETNG PASS nou To (Ta) agopd, Ta
€NICTNHOVIKA NopiouaTa €ival Ta €ENg:

H TeAikr €kBeon TN HEAETNG XPONG TOU (pPAPHUAKOU KOIVNAG Baong dedopEvwy Nou unoBARBnKe anod Toug
KAK, o€ ouvduaouo HE TNV TEAIKN €KBEON TNG MEAETNG XPNONG TOU PAPHAKOU KOIVIG BEeREBedopevmy
£€peuvag nou unoBAndBnke and Toug KAK wg Eexwplotn diadikacia (EMEA/H/N/PSR/1/0005), BpiokeTal oc
CUHHOPPWON HE TNV UNOXPEWGCT TOUG va JIEVEPYNOOUV HId MEAETN XPNONG TOU Gapudakou Baong
O£DOHEVWYV YIA TOV XAPAKTNPIOHO TWV NPAKTIK®OV oUVTAyoypdpnong yid To GApHAKEUTIKO Npoidv aTo
nAaiolo TnNG ouvnBoug Kal KAIVIKAG XPHongG 0€ avTINpoOWNEUTIKEG OUAdEG ouVTayoypapwyv, Kabwg Kal
Tnv a&loAdynon Tou BacikoU AOYou yia Tn cuvTayoypdagnaor Tou onwg eniBANBNKe Kata Tn dIApKEIa TNG
diadikaagiag Tou ApBpou 107i EMA/H/A-107i/1357 yia Ta npoidvTa Nou NEPIEXOUV
KUNpoTEPOVN/AIBIVUAOIOTPadIOAN.

QG €k TOUTOU, AQUBAVoOPEVWVY UNown OAwV TwV dIaBECINWY DEDOUEVWY OXETIKA HE TNV TEAIKN €KBOeON
TNG MEAETNG XPHONG TOU (pAPUAKOU KOIVAG BAoNG ded0UEVWY, O oUVOUAOHO WE TNV TEAIKN €KBEON TNG
HEAETNG XPNONG TOU PapHAKou Kolvng Baong dedopévwy nou unoBAnRdnke wg EexwpioTn diadikaaia
(EMEA/H/N/PSR/1/0005), n PRAC ékpive OTI oI AAAAYEG OTOUG OPOUC TNG AdEIaG KUKAOPopiag
dlagpaAifovTar.

H CMDh oup@wvei Je Ta emoTnUovika nopiopara tng PRAC.
Adyol yia Tnv Tpononoinon Twv opwv adsiag(-mv) KukAopopiag

Me BAon Ta €NICTNPOVIKA NOPICUATA YId TA ANOTEAECHATA TNG HEAETNG Yia To (TA) PAPHAKEUTIKO(-a)
npoiov(-Ta) nou nepiéxel(-ouv) Tn dpaAcTIKr ouaia KUNPOTEPOVN/aiBivuAoioTpadioAn kal TNV TEAIKN
€kBeon TN HeAETNG PASS nou To (Ta) agopd, n CMDh €kpive 0TI n oX€0N 0OPEAOUG-KIVOUVOU TOU (TwV)
npoava@epOUevVoUu(-wv) PApPakeuTIkoU(-mV) NpoiovTog(-wv) napaPevel aueTapAnTn, uno Tnv
EMPUAAEN TWV NPOTEIVOUEVWV AAAAY®V OTIC MANPOPOPIEC TOU NPOIOVTOG.

H CMDh kaTtaAnyel oTto cupnépaopa oTi n (o1) adeia(-€¢) KukAo@opiag Twv NpoidvTwy nou agopd n v
AOYw TeAIKN €kBean PASS npénel va TpononoinBei(-ouv).



Napaprtnyua II

‘'Opol yia Tnv (T16) adeia(-£g) kukAopopiag



TpononoINCEIG NOU NPENEI VA YiVOUV 0TOUG 0poug TG (Twv) adsiag(-wv) kukAopopiag Tou
(TWV) PApHAKEUTIKOU(-®V) NPOoiovToG(-wv) nou nepigXel(-ouv) Tn dpacTiki ouadia
KUNpoTepOovn/aibivuloioTpadioAn, He Baon TV TEAIKNA £€KOE0N TNG N ENEHUPATIKNAG
emiBAnOzsicag peAéTng PASS nou Ta apopa

O (o1) kaToxog(-o1) TNG adsiag KukAopopiag Ba npenel va diaypdyei(-ouv) Tov (Toug) KATwOI 6po(-oug)
(véo Keipevo Pe unoypdpyIon Kal EVvrovn ypd®n, dIaysypaPpUeEVo KEILEVO e StaxpiFi-dtaypadh)




Napaprnua III

Xpovodiaypappa epapHoynG TNG Nnapouodg YVWHNG



Xpovodiaypappa eqpapHoYnG TNG NapoUoas YVWHNG

'Eykpion TG yvwung Tng CMDh:

>uvedpiaan TG CMDh Tov AekéuBpio 2016

AlaBiBaon TwV HETAPPACEWY TWV NAPAPTNHATWV
NG YVWHNG TG CMDh oTIg EBVIKEC ApUODIEC
ApXEG:

28 Iavouapiou 2017

Epappoyn TNG yvoung and Ta KpaTtn HEAN
(unoBoAr Tng Tpononoinong and Tov Katoxo Tng
Adeiag KukAogopiag):

29 MapTiou 2017




