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ATTQVTWVTAG OTig pe  ap. 3211/29-10-13 Epwrtnon ko 1598/26-11-13
Avagopa tTou karatéenkav otn BouAr amméd Toug Bouheutéc k.k. Xp. =M. Maraydva kai
N. NikoAoTToUAO OXeTIKG pE TN SIACQAAION TNG TTOIOTATAC TWV YEVOCHNWY QAPUAKWYV,
Oag TTANPOPOPOUNE TA EEAC :

H O0l0C@AAIOT) TNG TTOIOTNTOS TWV  YEVOOHHUWY  QAPUEKWY KAl QUTWV Trou
eloayovrai amd Tpiteg xwpes, eivan éva amd ta épya tou EOD, o OTTOIOC WE TIC
UTTNPecieg  Tou  mpofaivel oTov  amapaitnTo  £€AeyXo NG TrOIGTATAC, ™G
QTTOTEAECUATIKOTNTAG KAl TNG AOPAAEIAG TOUG, TOOO KATA TNV GACH TN EYKPIOAC TOUC
000 KQl LETA TNV EYKPION TOUG.
2UPQWVa He TNV IoXUouoa vopoBeaia ol gTaipeiec TTou TTpofaivouv oTNV €I0aywyn
Papuakwy (Kal yevoonuwyv) otnv EAAGSa oamd Tpitec XWPeC eKTOC QTrd TNV Qdeia
KUKAOQOPIAG TOU QAPUAKOU CUHQWVA HE TIS I0XUOUTES ATTQITACEIC TNG DAPUAKEUTIKAC
NopoBeaiag amaiteital va AapBdvouv Adeia Auvardtntag Eicaywync (dpbpo 57, Tap. 3.
G KYA AYT3a/lTT 32221/29- 4-2013 ( PEK B'10490 —evappdvion tne 2001/83/EK)
TTpoUTTOBeDN O€ yia va Toug xopnynBei amé Tov EO®, atmaiteital n etaupeia va SiaéTel
TOUAQXIOTOV €V EIDIKEUMEVO TTPOCWTTO KATA TNV £VVOIa Tou dpBpou 68 kai 69 TN KYA
AYT3a/TTl 32221/29- 4-2013 —evappoévion g 2001/83/EK T0 otroio SiopileTal atrd Tov
EO® tap.3 apbpo 68 g KYA AYT3a/TT1 32221/29- 4-2013. Anhadr o EOD EYKPIVE!
TOV OlopIope «El0IKeupévou Tpoowtrou» Ot KABe £pyooTdoio aAAd Kal Ot KABg
EICAYWYIKN ETAIPEIN QapPAKwY, dnAadn evédg EmoTipova pe ouykekpipéva uynAa
TTPOOOVTA KOl EUTTEIPIA, O OToiog eival UTEUBUVOC yia Tnv QATTEAEUBEPWON KABE
TAPTIOAG TTOU TTAPAYETAI 1] EICAYETAI KAl EAEYXETAI TAKTIKE a1rd TOV EOD TTPOG TOUTO.

O E.O.®. AapBaver Ta kKatdAANAa PETPa WOTE TO EIBIKEUPEVO TTPOCWTTO Va Eival
UTTEUBUVO Yia TN SIacPAAICN OTNV TTERITITWON QAPUAKWY TTOU TTPOEPXOVTAI ATTO TPITEC
xwpeg. Kabe eigayouevn raptida papudkwy TRETTEl va éxel uTToRANBEI, ot éva KPATOC
HEAOG, O€ TTANPN TTOIOTIKK) KOl TTOCOTIKY AVAAUCT TOUAGXIOTOV AWV TWY dpAcTIKWV
OUCIWV Kal Ot OAEg TIG GAAEG DOKIMEG 1) €AEyXOUC TTOU Eival avaykaiol yia va
ECAOQANCDOEI N TTOIOTNTA TWV POPPAKWY OCUUPWVA HE TIC ATTAITACEIS NG adeiag
KUKAopopiag. Or TapTideg QAPUAKWY TTOU EXOUV UTTOOTE[ TETOIOUC EAEYXOUC O€ €va
KPATOG MEAOG aTraAAdoCOVTOl aTTd TOUG TOPATTAvw €AEyxouc OTav TiBsvTal o
KUKAoopia otnv  EAAGOa, e@boov ouvodelovial atmd  TiC  ekBECEIC EAEYX WV
UTTOYEYPOUHEVEG ATTO TO EIDIKEUMEVO TTPOCWTTO. Ze KABE TEPITTWON, Kai e18IKOTEP
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OTaVv T @APHAKA ATTEAEUBEPLIVOVTAl TTPOG TTWANGN, TO EIBIKEUPEVO TTPOTWITO OPEIAE!
va Befaiwver og 071 KABe TrapTida eicayduevou GapPEKOU avTaTTokpiveTal OTIC OIATACEIC
TOU TrapovTog apbpou. H tipnon Twv dvw TpoUTroBEcewy TTepi E1I0ayWwYAC PAPHUAKWY
UTTOKEITaI OTOV EAeyxo Tou E.O.® kai Ta oToixeia TiBevral otnv 01aBeon TwvV apuodiwyv
opyavwy Tou E.O.®. yia mepiodo TOUAGXIOTOV TTEVTE ETWOV.

Me Tnv Tapamavw avagepdpevn VopoBeaia e TNV OTTOIX EVOpPHOVIoONKe N

oonyla 2011/62/EE €xouv BeoTrioBei Kai IoxUouv akdUN auoTNPATEPO! EAEYXOI OF OAN
TNV aAUCIOa TTapaywyng Kai diakivnong, amd Tnv TpwTn UANR PéEXP! TO TEAIKO TTPOIdV.
ApOOTIKEG OUTIEG ETITPETTETAl VO €I0GyOVTal MOVO £QOCOV TTANPOUVTQl Ol AKOAQUBEC
TTPOUTTOBECEIC:
a) Of OPOOTIKEG OUCiEg EXOuv TrapaxBei CUPQWVA HE TIPOTUTTA KAVOVWY KAANC
TTAPAYWYNG TOUAAXIOTOV I000UVaNa WE EKeiva TTou opifovial amd v EupwTraikn
Evwon kat epappoyr) tng TpiTNG Tapaypdeou Tou dpbpou 66 Tne KYA AYI3a/lM
32221/29- 4-2013 xat B) oI dpacTikég ouaieg guvodelovial amd yparrty emBepaiwon
TS ApHOOIag apxng NG TpitNG Xwpag egaywyng via 1a €€/ i) Ta TPOTUTIA TWV
KavOvwV KAANRg Trapaywyng Tou epapuélovial oTny £yKatdoTacn Tou Trapdyel Tnv
ECAYOUEVN OPACTIKY oudia eival TouhdxioTov IcodUvapa Pe ekeiva Trou opilovral atrd
v Eupwaikn ‘Evwon kar' epappoyn g Tpitng Tapaypdgou tou dpBpou 66, i) n
OUYKEKPIMEVN EYKATAOTAON TrOPAYWYAS UTTOKEITAI OF TAKTIKOUC, QUOTNPOUC KO
OlIaQAVEIG EAEYXOUG Kal OTNV QTTOTEAEOMATIKY ETMIBOAN KAVOVWY KAARS TTOPAYWYNAC,
OUUTTEPIAQUBAVOUEVWY ETTOVOAQUBAVOUEVWY KAl QIQVIDIOCTIKWY ETTIBEWPAOEWY, WOTE
VO €Ga0PaAICeTal N TTpoaTacia tng dnuéoiag uyeiag TouAdyiotov og BaBud 1008Uvapo
TTPOG EKEIVO TTOU 10XUEl oTnV EupwTraikn ‘Evwaon, kat iil) o Tepitrrwon mou utrdpéouv
OTOIXEIQ OXETIKA ME WN CUPHOPQWON, Ba evnuEPWoEl yia Ta €v Adyw oTolxeia Tnv
EupwTraikn Evwon, xwpic kabuaTtépnon.

MapaAAnAa pe Ta Trapatravw avagepopeva o EOP mpofaiver otov atmapaitnTto
EAEYXO TNG TTOIOTNTAC:

1. Me epyaatnpiakoUs eAEyxous OelyuaTwy QapuaKwy TTOU TTPOEPXOVTAI
» QTO TAKTIKEG TTPOYPAMHATIOMEVES BEIYHATOANWIES VIO £pyaoTNPIOKS EAEYXO, Of

OTTOlEG KATA Kavova oxXediadovTal avd dpacTikh oudid. ZTIC OHAdES TTPOIOVTWY

ava OPACTIKA oucia OUMMETEXEI N TTAEIOVOTNTA  TWV  KUKAOPOPOUVTWY

I0I00KEUaoUATWY  TrpotepaldtnTa  dideTal Ot OUXVOTATA  EHQPAVIONG

TPOPANUATWY TToI0TNTAG KATA TO TTAPEABOV, KABWC Kal 0 XPOVOC TPWTNG

KUKAOQOPIOG —~EU@pacn oTa VEOTEPD

» QTTO KATAYYEAIEG UYEIOVOUIKOU TTPOCWTTIKOU, AoBEVWY, VOOOKOUEIWY, K.A.TT.

» Meow Tou AikTuou Twv Emonuwy Epyaotnpiwv EAéyxou Papudkwy (OMCL) ot
- Mpoypdupara Emmipnong 1N EupwmaikAc Ayopdc Papudkwv (Market
Surveillance Studies, MSS), pe ta omoia eAéyxetar n ToIdTNTA TTARBOUC
YEVOONUWY TTPoiovTwy, ot lMpoypduparta EAEyxou MpoidvTwy eYKEKPILEVWY UE
v Kevipikn Oladikacia (Centrally Authorized Products, CAP), ka1 ot
TPOYPAUUATA  HETEYKPITIKNG ETITAPNONS TNG (PAPUOKEUTIKAC ayopdc Twv
apolBaia  (MRP) «kai otokevipwueva (DCP)  eyKekpiuévwy  yevoonuwy
PAPHAKEUTIKWY TTPOIOVTWYV Trou KUKAo@opouv atnv EAAGSa.

O E.O.®. amayopeUel Vv SIA6EON TwWV EAQTTWHATIKWY TTPOIOVTWY apéowe atd Thv
KUKAo@opia Kal eTTIBAAAEI TNV aTTOCUPCT) TOUS QTTO TNV ayopd OTav Kpivetal o1l ) TO
pappako eivai emBAaBEg, 1 B) oTepeital BepATTEUTIKAG QTTOTEAECUATIKOTATAC, 1 Y) N
oxean Kivouvou / opéAoug Bev eival euvoikh UTTEP Tou o@EAoUC, A &) TO PAPUAKO DEV
EXEl TN ONAWBEICA TroIOTIKK KaI TTOCOTIKr) oUVBEDN, 1 €) oI £AeyX0!l OTO PAPHOKO R/Ka
OTQ CUCTATIKA KAl OTa evOiaueda otddia tng Trapaywyng Oev Tpayuarotroiménkav f
OTaV WO GAAN atraitnon 1} uTToxXpéwaon OXETIKA HE TNV XOPHYNON TN ABEINC EICAYWYHC
OEv TNPNBNKe Kal avdAoya Pe TN ooRBapoTnTa TOU EUPAMATOC BIEVEPYEITAI ETTITTAEOV
ETIBewpnaon amo Tov EOD oty eraipeia mou Sievepyei TV elcaywyr} Tou atro TNV T it



Xwpa f/kai eqv otV TTApaywyrl OCUPPETEXE! Kal gepyooTtacio otnv EAAGDa o710
EQPYOCTACIO TTAPAYWYNAC.

Me 1O oUOTNHa Taxeiag evnuépwonc kal emKkoivwviag (RAPID ALERT
SYSTEM) o EO® evnuepwveTal yia eAATTWHATIKG PAPHUAKA TTOU EVOEXETAI VO EXOUV
O1aKIVNBET atrd 1O e§WTEPIKS OTNV EAANVIKA ayopd kal AMEOWS EVEPYEI KE TNV Awn TWV
KATOAANAWYV PETPWYV atraydpeuons TnS didBeonc TapTidwy N GAAWV Katd TrePITTTWON
EVEPYEIWY. 21NV apuodia AieuBuvon EAéyxou Mapaywync kal KukAoopiac MpoidvTwy
rou EO® Oev Exel yivel kapia kaTayyehia yia Taptida EAQTTWHATIKOU PAPUAKEUTIKOU
TTPOIOVTOG OTTO QUTA TTOU QVAPEPOVTAI OTO KEIUEVO TNG EPWTNONG.

Ocov agopd T TTAnpoopies TTou oxetilovral pE TO BAvaATo aoBevoug oTn
MaoooAia amrdé okebaopa NG TEVA evnuepvoupe 0T PETA armd OXETIKN Oigpelvnon,
OUMQWYVA PE TNV avakoivwon Twv FaAAKwyY Apxwv BpeBnkav KouTId Tou TTPOIOVTOC
Teva-Furosemide (lot Y175 kai Y176) Sioupntikd va Teplexouyv  blister dAAou
mpoiovrog, Tou Teva-Zopiclone, npepioTikd. Téooepec ETTIBEWPNTEG OTAABNKOV OTO
EpyooTacio (Sens, Yonne) Tou gival utrelBuvo yia Tnv OEUTEPOYEV CuoKeuaaia. Ta
ATTOTEAECHATA TNG £MBewpnong O8ev amodelkviouv un CUUHOPPWOEIC Ot OXEON ME
Toug Kavoveg GMP. Aev AfgBnke Kavéva HETPO Ot OXEON ME TO EPYOCTAOIO.
[lpokeipevou va TpoatateuBei n dnudoia uyeia dAeg or TTaTpidec Tou TTpoiovTo¢ Teva-
Furosemide avakAr@nkav otig 11/6/2013. Aé v digpelivnon otn Baon dedouévwy
NG Eupwtrdikng Evwong mpoékuwe 611 dev utrdpyel KATAYEYPAMHEVN HN-CUNHOpQWON
e Toug kKavoveg GMP yia kavéva epyooTtdaio tng TEVA amé 1/2009 péxpl oriuepa.

To ev AOyw TTpoidv dev KukAopopei atnv EAAGHQ.

2XETIKA PE T OAAQ avagepOUeva TTPOIGVTA TTOU EXOUV EVOXOTTOINBEi Sev EXEL
UTTOPEEI KATTOIa OXETIKN €£180TT0INON
2. Me TaKTIKES Kai ai@Vidleg EMIBEwWPNTEIC O EPYOOTATIA TTAPAYWYAC oTnV EAAGDQ Kai
OTOUG XWPOUG DIaKivnong (QapuakaTToBrKeES, PAPUAKEIN, VOOOKOMEIQ).

O EO® emBewpei 1a mepiTTou 56 QAPUAKEUTIKA £pyooTdola Kol TiC 150 TTEPITTOU
Pappakatrodnkeg otnv EAAGSa TakTikd ,ue aigvidiec 4 FOLLOW-UP ETNOEWPNOEIC
CUHOWVA PE TIG KOIVOTIKEG ammaitrioels. H EmBewpnon Twv epyooTagiwy OIEVEPYEITQ
atro Egeidikeupévoug EmBewpnTég ue ETBewpmocic rou diapkoUy améd 5-10 NUEPEC OF
KaBe epyoaTaoio kat HeTd TV EmBewpnaon exdidetal MioTotroinTikd KaARc [lapaokeung
TO OTT0I0 OIACPAAICE! TNV ATTOBOX TWV TTPOIOVTWY TOU CUYKEKPIMEVOU EPYOCTATIOU Kal
IOXUEI yia OAa Ta KM tng EE kai dieBvwg. ETiong evnuepvetar oxetikd n Eudra-GMP
Baon dedouEvVwV.

ETITTAEOV 01 emiBewpnTég Tou EOP, o1 omoiol eival diamoTeupévol Katd Ta KOIVOTIKG
TPOTUTTA, ETIBEWPOUV OF KOIVOTIKEG K/Kal €BVIKEC QTTOOTOAEC KAl EPYOOTAOIA
Tapaywyns @apuakwy ot Tpiteg xwpeg (HMA, Ivdia, Kiva KATT), o€ TakTikh Baon OTTWC
TTPOPAETTETAI aTTO TNV KOIVOTIKFA vopoBeaia kot OTTwe evepyoUv Kal ol EmBewpnTeC TWV
UTTOAOITTWY 26 KpaTwv —peAwyv NG EE. Ze o1 a@opd TNV TTapaywyr GopUaKEUTIKV
TTPOIOVTWY C¢€ TPITeG XWPES (TrX. Ivdia, HMA, KATT.) Trou siodyovTal otnv EE, aTrapaiTnTN
mpouTroBean amoteAei n emBewpnaon amd pia apuddia apxr Tne EE, opoiwe kar atrd
rov EO®, kai nj ekdoon oxerikou EUGMP certificate, 1o otoio mpémel va avavswveTal
KaBe Tpia xpdvia. Movov Ta epyootdoia OTa omoia Exel xopnynBei Eupwraikd
[MioTotroinTikd KaAng Mapaywyrig (EUGMP Certificate) emitpémerar va mrapdyouy yia
v EE kai T xwpa pag. EEAAAou Katd Tnv xoprynon Tn¢ G3€1a¢ KUKAOWORIaC
(PAPUAKEUTIKWY TTPOIOVTWY  avBpWTTIVNG XPAONG OCUMTTEPIAAUBAVOUEVWY KAl TWV
YEVOONHWV ONAWVETAI TTAVTA Kal TO AVTIOTOIXO £PYOOTACIO ATTOSECUEUONC TTapTidac,
T oTrolo TPETTEl OTTWOdNTTOTE va Bpioketal otnv Eupwraikh Evwon kai va diadéTel
emKaipotroinuevo GMP certificate - [MioTomroinrikd Kavovwy KaAnc Mapaywyric).
ETTiong o1 EmiBewpnTtég ouppeTéxouv oe ETNBewpnocIc Ot TPITEC XWPEC OE TuveEPyaaia
ue Tnv faykoopia Opyavwaon Yyeiag (M.0.Y.-WHO) kai To EDQM Tou ZupBouhiou Tnc
EUPWTTNG YIa DPACTTIKEG TTPWTES UAEG O€ EPYOTTACI TTAPAYWYHC OF TPITEC XWPEC TTOU
TTPETTEl VA CUMHOPQUVOVTAI WE TI KOIVOTIKEG atraitioeic Kavovwy Kairc Mapaywynic
(EUAPIs GMP), ka1 érav rapdyoviar otnv EE kai étav Tapdyovral oe TPITEC XWPEC
Kal EAgyxovTal avaAoya yia auTo.




EmOewpnoelg dievepyolvTal Kal g€ OAEC TIC PappakaTTOBNKES yia ToV EAEYXO TNC
menong Twv Kavovwv Kahig Alakivnonc (Good Distribution Practice ~GDP)ue
QVTITTOIXEG TIICTOTTOINCEIG KAl GUXVOTATEC, ATTO ETTIONG ECEIDIKEUHEVOUG EAEYKTEC.

B) 1. Ztnv EAAGBa €xouv Adela KUKAOPOPIOES PpOPUAKEUTIKG TTPOIOVTA TWV OTTOIWV 0
TTAPACKEVAOTNG NG OPACTIKAG ousiag A Kai TAPACKEUAOTAC TOU TEAIKOU TTPOIOVTOC
BpiokeTal o€ TPITEC XWPES OTTWE N Ivia kai To MNakioTdy.

. Opwg ouugwva pe v Koivotiki Kat 8N €Bvikn PAPHUAKEUTIKN) vouoBeaia (10.
KYA AY[3(a)/83657/2005, ®EK B" 59/2006 kai 10 N. 1316/1983, OTTWC
TPOTTOTTOINGNKE Kal 10XUEl) Kavéva @Aapuako dev duvatdl va diaTebsi otnv EAANVIKA
ayopa xwpig adeia KukAogopiag amd tov EOD A Tov Eupwtraiké Opyavioud
Papuakwy (EMA). O diadikaaoieg xopriynong adeiac KUKAOQopiac gapuakwy sivar: H
EOvikr} Aladikaoia, 0gdkI§ TO PApuaKo TTpoopileTal va KUKAogoproe! uovo oto Kpdrog
MeAog otmou utroBdAAeTar n éykpion. H Aladikaoia Auloifaiag Avayvwpiong kar n
ATTOKEVTPWHEVN AladIKagia, 00dKIC TO QAPHAKO TTPOKEITAI VO adel000TNBEl TAUuTOXPOVA
ot eplocoTepa Kparn MEAn, ue Tn ouvepyaaia Tou Kpdroug trou opietal w¢ «Kparog
MeAog Avagopdg» Kai Twv «CUMMETEXOVTWY Kpatwyv MeAwvy Kal TEAOG n KevTpIkA
oladikacia, oodkig n adeia xopnyeitar amd Tov EMA, pe TN CUMHETOXN OAWV TWV
Kpatwy MeAwv tng Eupwiraikig Evwong, kar ioxUel oe 6Aa Ta Kpdn MeAn.

. [1a TNV €yKpion TNG adeiag KUKAOPOPIAG YEVOOTIHWV QAPHAKEUTIKMIV TTPOIOVTWV
avBpwTrivng xpnong, pe EBvik Aiadikacia, amoiteitar n UTToBoAr} oTtov EBvikd
Opyaviopd Papudkwy Tou avtioToixou @akéAou e dAa Ta amrapaitTnTa SIKAIOAOYNTIKAG /
OTOIXEIQ PETAGU TWV OTTOiwV TTEPIAQUBAVETAI Kol HEAETN Bioicoduvapiac (bioequivalence
study) n HeAETn egaipeong amd TNV UTTOROAR MEAETNC Bioicoduvapiac (biowaiver
Justification) avaAoya pe tnv mepiTTTWON Tou TTPo¢ e€étaon YEVOONMOU QAPUAKEUTIKOU
TTPOIOVTOG, KATA AVTICTOIXIO JE TNV TTPOKTIKI} TTOU akoAouBeital oc dAa Ta Kpatn MeEAn
¢ Eupwtraikng Evwong. To idio 1oxUel kal KaTd TV £YKPION TNC A0EIag KUKAoQopiac
YEVOOTIHWY QOPUAKEUTIKWY TTPOIOVIWY avBpwTTIvie XpAoNS (avTiypaga PAPHOAKA) WE
Aladikaoia  ApoiBaiag Avayvwpiong r We ATTokevipwuévn Aladikaoia, OTou TO
Tpoava@epBevTa aToIXEid UTTOBAAAOVTOI O OAD TA GUPMETEXOVTQ otn Aiadikaocia
Kpatn MEAn tng Eupwrtraikric Evwonc.

. O eAeyxog TnG TToIdTNTAG TWV QAPHOKEUTIKWV TTPOIOVTWV avBpwITivng XPNong
CUMTTEPIAQUBAVOMEVWY KAl TWV YEVOGHMWY QOPHAKEUTIKWV TTPOIOVTWY avepwITIiVNG
Xpnong eite mpoepyovral amd Kpdtn MEAN tne EupwTraiknic Evwong eite amd Tpirtec
AWPES  OlEVEPYEiTal, OUPQWvA Me TIG IoxUouoeg diardfeic, armo TN AletBuvon
EpyaoTnpiwv Tou EO®P eite pe TPOYPAPUPATIOUEVES OEIYMATOANWIEC EiTE KATOTTIV
KatayyeAiwv. H &g AieuBuvon EAéyxou Mapaywync ka KukAogopiag [Mpoidviwy
Olevepyel emIBewpnroeig kai derypartoAnyies otnv ayopd, Kabwc Kal OTOUG XWPEOUC
Tapaywyng  Kal  QmoBnkeuong  QOPUAKWY, eV KAl N AleuBuvon

PapPaKOETTAYPUTTVRONC TTAPAKOAOUDEI  METEYKPITIKE TNV 0OQAAEID KOl
ATTOTEAETHATIKOTNTA TWV QPOAPUAKWV.
2) Kata tnv éykpion Tng adeiag KUKAOQOPIAG (QOPUAKEUTIKWY TTPOIOVTWY

AvBPWTTIVNG XPAONG CUUTTEPIACUBAVONEVWY KAl TWV YEVOCHUWY ONAWVETAl KOI TO
QVTIOTOIXO €PYOOTACIO aTrodEéopeuong TapPTIdAG, To OTroio TPETe OTTWOONTIOTE VO
Bpioketal otnv EupwTraiki ‘Evwon.

3) 2XETIKA PE TO UTTOEPWTNHA 5 TNG eV Adyw epwtnong n AieGBuvon AtioAoynonc
OEV UTTOPEI E TA OTOIXEIQ TTOU QVAPEPOVTAI OTO £YYPAPO TOU KOIVOBOUAEUTIKOU €A£yYOU
VQ ATTAVTNOEl O€ TTOI0 PAPHAKEUTIKA TTPOIOVTA AVAPEPETAL N BOUAEUTAC.

) 1. O EOO®, epappdloviag TNV QapHAKEUTIKY vouoBeaia TTou loxuel o 6An Tnv E.E..
TTPATTEl O, T KaI Of OOAoYOi Tou Opyaviopoi PaApUAKWY TwWV KPATWY HEAWY, aAAd KAl O
EMA (Eupwtraikog Opyaviopog Papudkwy), 1000 yia Tnv EyKpion (agioAdynon 1n¢
TTPOBAETTOUEVNG TEKUNPIWONG TTou UTTORAAAEI O aITWv TNV &deia KUKAOQOPIAE oTovV
EO®), 000 KaI yia TN WETEYKPITIKA TTapakoAoUBnaorn Ttne ToIdTNTaAC (EpyacTnpiakol
EAEYXOI) OAWV TWV QAPUAKEUTIKWV TTPOIOVTWY, AVECAPTATWG TNG XWPAS TTAPAYWYNC




Toug. O1 evepyeleg QUTEG TwV appodiwv yia Ta @dpuaka Apxwyv eival CUOTNMATIKEC,
QAUEPOANTITEG KQI ETTICTNHOVIKA TEKUNPIWUEVEC.

2. Me okoto TV TTpodaoTrion TnNg dnuoCIag Uyeiag oto TTAQICIO TNC OlI0CPAAIONC TNC
TTOIOTNTAG TWV YEVOOHHWY (QAPUAKEUTIKWY TrPoidvTwy, Ta EpyactApia tou EO®
OIEVEPYOUV TTANPEIG EPYATTNPIAKOUG EAEYXOUG TTOIOTNTAG TWV £V AGYWw TTPOidVTWY ROkl
TWV OXETIKWV PEBODOWV-TTpodiaypapwy PapPaKOTTONAS KAl EYKEKPIMEVWY PAKEAWY
TOUG, QVEGAPTATWG TNG XWPAS TTAPAYWYNS TOUC.

3. Ta Epyacmpia tou EO® cival Siamioteupéva amd 1o EZYA (E6viké Zuotnua
AiatrioTeuong) kata 1o Tpotutro ISO/EN 17025:2005 amd 10 2006 610 0UVOAC OXEDOV
TWV EPYACTNPIOKWY OOKILWY Toug, dlaBétouv SiakpiBwuévo oUYXPOVO £pYaoTNPIaKS
ECOTTAIOHO Kal uWNnAG e€eIBikeUONS ETIOTNMOVIKS KAl TEXVIKO TTPOCWITIKO, CUMMETEXOUV
Of CUCTNUATIKA Ot TTANBOG EeupwTaikd BlEpyacTnpIakd TrPoyPANKATA EAEYXOU,
AapBavovtac apiotn BabuoAoyia.

4. Kata tnv TeAeutaia tpieTia (2010 péxpr oAuepa) ta Epyaotripia tou EOQD éxouv
TTPAYHATOTTOINCE! TTANPEIG EPYAOTNPIaKoUG eAEyXOUS Ot Travw amd 2.350 Trpoidvra-
oelypata apuodiotnrag EO®P, ek Twv OToiwv TrEPITTOU Ta WPICA avTIoToIXoUV Ot
OEIYHATO TTPWTOTUTTWY KAl YEVOOHHWY QAPHAKEUTIKWV TTPOIOVIWY VI avepwIrivn
Xpnon. H ouvrpITTTIKr TTAEIOPN@Ia Ty EAEYXBEVTWY POAPHAKEUTIKWY TTPOIOVTWY tival
YEVOONHA, TTAPAyOuEVa O€ JIAPOPES XWPEC.

5. Ta epyaatrpia Tou EOD eAéyxouv epyacTnpIiaKd Kal AITavioUV yid TO GUVOAO TwV
OelypaTwy Trou diafiBadovral o€ auTtd atrd AeiToupyoUs Uyeiag kal AoITToug Qopeic oTo
TTAQIOI0 TTA0NG PUOEWG™ KATAYYEAIWY AVAQOPIKA HE TNV TTOIOTNTA TOUC*.

EIOIKOTEPA ETTI TWV EPWTNMATWV:

1. Baoel TngG keipevng vopuoBeaiag, o epyacTnpiakog EAeyXoC aTTEAEUBEPWONC TTAPTIBWY
YEVOONUWY Kai TTPWTOTUTTWY QAPUAKEUTIKWY TTPOoiovVTWY, avelapTiTwe NG XWPOC
TAPAYWYNG TOUG, OIEVEPYEITAI QTGO TOV  EYKEKPIMEVO TTPOC TOUTO  UTTEUBUVO
ateAeubepwang mapTidag (e E0pa xwpa NG EE). ECaipeon, Adyw ¢ 181aITEPOTNTAC
TOUG, QamroTeEAOUV Ta BIOAOYIKA TTPOIGVTIA KOl TA TTAPAYWYQ aipartoc, yia To oTroia
ekOIOETAl €TTioNUO  TIOTOTTONTIKO ameAeuBépwong Traptidag (OCABR certificate)
SI0AOYIKWY TTPOIOVTWY “(HETA AT £pYACTNPIOKO EAEYXO KABE TTapTIdAC KAl TrRIV aTTd TN
0iaBeon NG ev Adyw TrapTidag otnv ayopd) amd Epyactipio TG apuodiac ApxAc,
xwpac-peAoug ¢ EE.

2. Ta Epyaotnpia tou EO®, émrwg kat 6Aa ta opdAoya EpyacTtripia GAAWY EUPWTTATKWY
XWPWVY,  TTRAYHATOTTOIOUV  OEIYUATOANTITIKOUG  €AEYXOUC OTO  OUVOAO  TWV
KUKAOQOPOUVTWY TTPOIOVTWY, KaBwg Kal pe Bdon utToBaAAdueveS KaTayyeAiee (STTWC
AVOAUTIKQ TTERIYPAPETAI AVWTEPW).

4. 21NV EAAQOQ, QavegapTATWG TNG XWPAS TTAPAYWYAS TOUG, eV KUKAOPOPOUV VOUINWE
PAPHAKEUTIKA TTPOIOVTA TTOU Exouv AGRel eBvikh povo Adela oe GAAn xwpa tnc EE
(amrauteitar €0vikn adeia amd Tov EODP 1] KOIVOTIK HOVO YIO TA KEVTPIKA EYKEKPIMEVA).
(0oTO000, PEYAAO TTOCOOTO YEVOOTHMWY TTOU KUKAOQOPOUV OTN XWPA Hac (EKTIUGTAI O
mepiTTou *30%™) £xouv eykpiBei Tautoxpova oTtnv EAAGSa (eBvikA adeia Kai ot GAAEC
Xwpeg ¢ EE pe eupwtraikn amokevipwpévn/apoiBaia diadikaoia eykpioew, HE TNV
“I010 AKPIPWGS TEKUNPIWON™ KAl KUKAOYOPOUV *TTAVOUOIOTUTTA* CUYXPOVWCE OE TTOAAEC
xwpeg ™e EE (ko otnv EAAGSa). Ta Tmpoidvra autd UTTOKEIVIQI OF TAKTIKOUC
EPYAOTNPIAKOUG EAEYXOUG TTOIOTNTAG OX!I HOVO atrd Tov EO®, aAAd kai atrd opdAoyoug
Opyaviopoug AoImwyv xwpwv ¢ EE oT0 TTACicio koivoU eupwirdikoU JSikTUou
- Epyaotnpiwv gAeyxou (OMCL net). Ta epyacTnpiakd amoteAéOUATa OTO CUVOAO TOUC
KoivotTolouvTal (Yia Tn Anyn TuxOv avaykaiwv PETpwY) Kal eival JIaBECINa o€ OAEC TIC
appooles Apxes TNS EE (kal otov EQD).

A) H eupwTraikn vouoBeaia yia TNV QAPHAKOETTAYPUTTVNCN, N OTToIa EXEl EVOWNATWOEI
aTO €0VIKO OiKalo, dev Kavel draxwplopd PETALU TNG TapakoAoUBnang TS aoPAAEIag
TTPWTOTUTTWY KAl YEVOONUWY QapudKwy. Zuverrwe, Otv ugioTtaral emionun Aiota
PAPUAKOETTAYPUTTVNONG OF £BviIKO (EO®P) aAAG kal oUTe o€ eupwTTdikd emiredo (EMA)
TTOU VO a@opa €10IKA TA yevoonua ¢dpuaka. H évvoia tng "AioTac mpoidviwv umd
OUPTTANpWHATIKA TrapakoAouBnon” (list of medicinal products under additional
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monitoring)  €xel  eloaxBei otV TPOOQATWC  EmMKaipoTToInBEioa VONOBeTia
cpapuamswaypuwvncng otnv E. BEvwon. Zuppwva pe vouoesma autn, o EMA
avapTa Kal ETIKAIPOTIOIEl Unvidiwg pia Aiota mpoidviwv Ta oTroia Rpiokovtar utrd
cupTr)\r]pwpchlKr] TTapaKkoAouBnon yia AOyoug ao@aAeiag. H Aiota auth 5I’]|JOGIEUTI‘]K€
yia TpwTn opd oTig 25.04.2013 kal EKTOTE EMIKQIPOTTOIEITAL. TN AiOTC auTtn, OTTWG KA
0T OXETIKN vopoBeaia, Bev yiveral SIaXwpIOHOC PETACU TTPWTOTUTTWY KAl YEVOO MWV
PAPMAKWV.

[leploooTeEPEG  TTANPOQOPiEG pTTopeiTE va Bpeite otnv  1oTooehida Tou EMA
hitp://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/04
/news_detail_001771.jsp&mid=WC0b01ac058004d5¢1

KOINOMOIHEH O YNOYPIrOx

BouAeuTtég: Xp.-M. MNarayava, N. NIKCAOTTouAo
E2QT. AIANOMH
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