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EOHMEPIAA
THE KYBEPNHEEQZ

THX EAAHNIKHX AHMOKPATIAX

18 louliou 2022

MNEPIEXOMENA

AMOO®AZXEIX

1 Tpomomoinon tng und oTolxeia oik. 5/63587/
2015 amoégaong tou Ymoupyou Yyeiag «Mnyavi-
OMO¢ autopatwy emotpoewv (Clawback) @ap-
MakeuTIKA¢ Samavng étoug 2016, 2017 kat 2018»
(B'1803).

2 TpoOmO¢ 0pIoHOU TWV TIMWV aAvaPOoPAG TTIOU ATTO-
TENOUV ACPANIOTIKEG TIHEC ATTOlNMIWOoNG Yia TOUG
Dopeic Kowwvikng Acedaliong (DKA) kat Tov
EOMYY.

ANOOAZEIX

ApiBy. A3(a) oik. 40734 m

Tpomomoinon TG umod otolxeia oK. [5/63587/
2015 amdé@aong tou Youpyou Yyeiag «Mnxavi-
OMOG autopatwy emotpo@wv (Clawback) @ap-
HOKEUTIKNAG Samdvng £€1oug 2016, 2017 kat 2018»
(B’ 1803).

O YNOYPIoOx YTEIAX

‘Exovtag unéyn:

1.To dpBpo 11 tou v. 4052/2012 (A’ 41), 6w TPOTIO-
moindnke kat 18iw¢ pe tnv map 1a Tou dpbpou 16 Tou
v.4931/2022 (A’ 94).

2.To apBpo 25 tou v. 4549/2018 «Alatdelg yia TNV
0AOKANPwWOoN TNG ZUPPWVIag AnNUOCIOVOUIKWY TOXWV
Kal AlapBpwTtikwv Metappubuicswy - MecompoBeopio
MA\aiolo AnUOGIOVOUIKAC ZTPATNYIKAC 2019-2022 Kat Aot
még Satdelg» (A" 105) pe To ommoio meKTEIVETAL XPOVIKA
0 OXETIKOG UNXAVIOMOG Kal oTa €tn 2019 - 2025.

3. Tnv nap. XT' «Pubuiocelg Bepdtwy Tou Yroupyeiou
Yyeiag» tou v. 4336/2015 «Zuvta&lodoTiké pubuioelc-
Kupwon tou Xxediou Z0puBaong Oikovouikng Evioxuong
amo Tov Eupwmaikd Mnyaviopd Ztabepdtntag kat pub-
MIOEIC yia TNV VAoTToinon NG Zup@wviag Xpnuatodo-
Tnone» (A'94).

4. To apBpo 90 Ttou 1.8. 63/2005 «Kwdikag Nopobe-
oiag yia tnv KuBépvnon kal ta KuBepvNTIKA 6pyavar
(A" 98) og ocuvduaoud pe TNV TEP. 22 Tou ApBpou 119
TOoU V. 4622/2019 (A’ 133).

TEYXOX AEYTEPO

Ap. ®UNouv 3746

5.Tomn.5.121/2017 «Opyavioudg tou Ymoupyeiou Yyei-
ac» (A’ 148).

6.To1.8.68/2021 «Aloplopdc Youpywv, Avaminpw-
TPl0G Yrmoupyou Kkat Yepumoupywvy» (A’ 155).

7.Tnv umé otoixeia oK. '5/63587/2015 «Mnxaviopog
autopatwy emotpopwv (Clawback) pappakeutikig da-
mavncétouc2016,2017 kat2018»(B'1803), 6mwcauti Tpo-
moroliOnke pe Tnv und otolxeia M5(a)/50389/30.6.2017
(B’ 2254), pe tnv uno otolxeia A3(a)/63585/23.8.2018
B’ 4065), tnv unod otoixeia A3/I.1.49828/6-8-2020
B’ 3389), tTnv umno otoixeia A3(a)l.M.78520/10-12-2020
B’5511), tTnv umo otolixeia A3(a) oik.19229/29-3-2021
B’ 1224) kaittnv A3(a)o1k.33375/02.06.2021 (B'2334).

8.To umo otolxeia B2B/I.MN.ok. 37776/29-6-2022 ¢y-
ypa@o TG Mevikng AlevBuvong OIKOVOUIKWY YTTNPECIWY
Tou Yroupyeiou Yyeiag, cUp@wva e TO oToio, amod To
TIEPIEXOUEVO TNG TTapoLoag amogaong dev emPBapuvetal
mpbéoBeta o mpoumoloyiopdg Tou EONMYY, kaBoti epap-
MOLETAL O PNXAVIOUOC auTOMATNG eMOTPo®nC (clawback)
TTEPA TOU OPIOU TTANPWHWY TNG ETAOLAG YOAPHUAKEUTIKAG
Sdamdavng autov. NMapdAnAa, onueIDVETAL 0TI SEV TTPOKA-
Aeitat Samdvn o€ BApo¢ Tou KPATIKOU TTPOUTTIOAOYICHOU,
amogaoifoupe:

1.Tnv Tpomomnoinon TG map. 2 Tou Povou dpbpou Tng
TpoavVAPEPOUEVNG UTTO OTOIXEia OtK. [5/63587/2015
(12 oxetiknc) (B'1803) w¢ €€Nc:

«2. H damdavn tou EONYY yia 1a @Apuaka Kowvotn-
Tag umoAoyiletal amd Ti¢ mMAnpwég Tou EOMYY mpog
TA 1I6IWTIKA KAl OTPATIWTIKA QAPUAKEID KAl TIPOKUTITEL
avd pnva and 1o d8poloua Twv TANPWUWY TToU YivovTal
META TNV ohokAnpwon ¢ Stadikaciag ekkabapiong Twv
1ISIWTIKWV/OTPATIWTIKWY QAPUOKEIWV».

2.Tnv Tpomomoinon TNE Tmap. 3 Tou Hévou dpbpou TG
poava@ePOUEVNG UTIO OTolXEia otk. [5/63587/2015
(12 oxetiknc) (B’ 1803) wc €€nc:

«3.To TENIKO TTOOO TNG PAPHAKEUTIKNG Sarmavng mpo-
KUTITEL AQOTOU ATIO TA TAPATTAVW TTOCA ApalpeBei KABe
VOUOBeTNUEVN EKMTTWON Kal emoTpoon (rebate) Twv
(POPUOKEVUTIKWV ETAIPEIWV KAl TWV ISIWTIKWY QAPHAKEI-
WV KaBwg Kal omoladnmote EKmtwon mpog Tov EOMNYY
TIPOKUTITEL HETA ATTO OUMPWVIA PE TIG POAPHOKEUTIKEG
etaipeieg 1 KAK Kal ol GUUHETOXEG TWV AOPANICUEVWV.
Emnpdobeta agaipoluvtal Tood Tou avtioTolXoUV o€
EMOTPOYPEG XovdpeumoplkoL képdoug amd ameubeiag
TIWANOELG OE PAPHAKOTIOIOUE 1) CUVETALPIOOUG TOUG KAl
TTOOA TTOU APopPOoLV o€ TiEPIBaAPN Evpwmaiwv MoATwy,
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evw Suvavtal va agaipouvtatl Kat AAAa mood mou kabo-
piCovtal pe vopoBeTIKES puBUIoEIC».

3.Tnv Tpomomnoinon TS map. 4 Tou HOVoUL ApBPOoU TNG
TIPOAVAPEPOUEVNG UTIO OTolXEia oIKk. 5/63587/2015
(12 oxetikng) (B'1803) wg €€N¢:

«4. Nappavovtag umoyn ta mapandvw umoloyiletal
o€ e€aunviaia Baon n TeAIkn unépBacn amo To OTOXO.
To moo6 ¢ umépPaong emuepileTal o€ KABE PAPLIAKEL-
TIKN €TAIPEia N KATOXO AdElaC KUKAOYOpIag pe Bdon To
TTOCOOTO OUMUETOXN G KADE ETAIPEINC OTN PUPUAKEUTIKN
Sdamdvn tou EOMYY. To mood mou avahoyei og kaBe pap-
MOKEUTIKA Talpeia i kATtoxo adelag KukAopopiag umo-
AoyiCetat amé tov EOMYY amo ta mpayUatiké otolxeia
Tou e€apnvou mou S1a0€Tel 0 Yopéag, amod To oUOTNUA
NAEKTPOVIKNC OUVTAYOoyPd®nong Kal To cUOoTNUA 0d-
PWONG CUVTAYWV KAl ApOoPOLV TA PAPHAKA KOIVOTNTAG
mou amodedetypéva €xouv amolnuwdei amd tov EOMYY.

Me [3don Ta TPAYUATIKA OTOIXEI KATAVOAWOEWY Gap-
HAKWV KOWVOTNTAG TTOU £Xouv amodedelypéva amolnpwdei
amo tov EOMYY yia 1o e€dpnvo tou étouc, utoloyiletaln
OUVOAIKN SaTTAvn TWV PAPUAKWY KovoTNTag KABE pap-
MAKEUTIKIAG ETAIPEING I} KATOXOU ASEIag KUKAOQOPIAG Kal
amo autr TPOKUMTEL To HEPidIo TG oTnv damdvn Tou EO-
MYY. Na tov mpoodloplopod tng damdvng k&be papUakeL-
TIKAG ETAIPEIAC 1) KATOXOU Adelag KUKAOPOpIag, apalpei-
TAL N CUPETOXT TWV AOQANOUEVWY, TTOOA TTOU APOPOUV
VOUOBETNUEVEC EKTTTWOELG KAl ETIIOTPOYEC (rebates) Tng
(PAPUAKEUTIKNC ETAIPEING 1 TOU KATOXOU ASELOC KUKANOPO-
piag, Tood TToU AQoPOUV OTIOIASHTTOTE EKTTTWON TTPOG TOV
EOMYY mpoKUMTEl HETA A0 OXETIKA CUPPWVIA, TTOGA TTOU
QVTIOTOLKOUV O€ ETOTPOYES XoVOpEUTOPIKOU KEPSOUG
amd ameuBeiag MWAROEIC OE PAPUAKOTIOIOUC 1] CUVETAIPL-
OOUC TOUC, TTOOA TTOU apopPOoUVV o€ TiEPIBaAPn Evpwmnaiwv
MoAitwv kat o OMA, v SUvavtal va agatpouvTal Kat GANa
Tood TTou KabopilovTtal e VOUOBETIKEG pUBLIOTELC.

Amé tnv 1.1.2022 kat €€ TO TOOO TNG UTTEPRAONG TNG
(PAPUAKEUTIKAC damavng empuepileTal OTIC ETAIPEIEC N
otou¢ KAK pe Baon ta telikd pepidia ayopdc. Amé to
abpoloua Twv ToowV yla 6Aa Ta mpoiovta mpoadiopi-
Cetal 0 TEMKOG KUKAOG EPYACIWV KAOE PAPUAKEUTIKNG
ETAIPEING I KATOXOU ASELOG KUKAOPOPIAG TTOU TIPOKU-
TITEL ATTO TN CUVTAYOYPAPNON YId ACPANCHUEVOUG TOU
EOMYY kat amd Tnv Katdta&n OAwV Twv ETAIPEIWV Kal
TWV KUKAWV pYaciwv Toug yia Tov EOMYY mpokumtouv
Ta TEAIKA pepidla ayopdc. H BePaiwon Tou mooou ermi-
oTPOo®NG Yivetal amo tov EOMNYY 1mpog TNV QapHaKEUTIKN
ETAIPEID TTOU AVTITIPOCWTTEVEL TO PAPHAKO 0TV EANAda
r anmevuBeiag o€ eTaipeieg 010 WTEPIKO av Hev gival yvw-
0TOC 0 AVTIMTPOCOWTTOC 0TV EANASA.

> € TMEPIMTWOELG PAPUAKEUTIKWY OKEVOOUATWY TTOU
€xouv evtayBei oe kAeloTo Mpolmoloyiopo Suvduel oxe-
TIKWV YTTOUPYIKWV ATTOQACEWV KAl yla Ta OTToia £X0UV
UTTOYPAQPEL OXETIKA CUMPWVNTIKA PETAED TWV avTioTol-
xwv QappakeuTikwv Etaipeiwv r Katdxwv Adeiwv Kukho-
@opiag (KAK) kat tnv Emtporr Alampaypdtevong TIHwv
Oappudkwv Tou dpBpou 254 Tou v.4512/2018, ivat Suva-
TO Yl TOV €MUEPIOUO TUXOV UTIEPBaonC va akoAouBeital
n avwtépw Sradikacia ) va akohoubeital n Sadikacia
1oV Ba CUUPWVNOEL UE TIC PAPUOKEUTIKEG ETAIPEIEC KAl
Ba TEPIYPAPETAL CAPWE OTA OXETIKA CUUPWVNTIKA.

EidikoTepQ, amd o Oplo TNE PAPUAKEUTIKAG damdvng

agalpouvTal Ta Tood Twv KAEIOTWV MpolmoAoyIouwY
Kal v ouvexeia umoloyiletal n mpayuatomoinBeica
QAPMAKEUTIKN dammdvn yia T W AVW QAPUAKEUTIKA
TIPOIOVTA O€ OX€oN UE TOV TTPOUTIOAOYICOEVTA KAEIOTO
MpoUmoAoylouod mou Toug avahoyei. EEumakovetal 6Tt og
nepimTwon mou Sev €xouv e€avTAnBei Ta TOod Tov €X0UV
mpoUmoAoy1o0&i e TOUG avTioTolxoug KAELOTOUG TIPOU-
TMOAOYIOUOUC, TOTE N Slapopd TnG mpayuatonmolnfeioag
Sdamavng amo tnv mpolmoloylobeioa, EMOTPEPETAL OTO
mM0006 TNG GUVOMNKNG PAPUAKEUTIKAG SaTavng yia Tov
kaBoploud ¢ umépPaong autou.

4. H mapouvoa loyvel amo 1 lavouapiou 2022.

5. Katd ta Aotrd 1oxVel n uné otolxeia olk. '5/63587/
2015 (B’ 1803) anmogaon.

H amég@aon aut va dnuooteubei otnv Epnuepida tng
KuBepvroswc.

ABnrva, 12 louAiou 2022

O Ymoupyodg
AOANAZIOX MAEYPHZ

ApBu. A3(a) 34943 (2)
TpOTOG 0PIGHOU TWV TIHWV AVAPOPAG TTOU ATTO-
TeENOUV a0@QAAICTIKEG TIMEG amodnuiwong yia
Ttoug Dopeic Kovwvikig Ao@aiiong (DKA) kat
Tov EOIYY.

O YMOYPIrox YTEIAX

‘Exovtag unoyn:

1.To dpBpo 254, Tou v. 4512/2018, «Pubuioelg yia tnv
epapuoyn Twv dlapBpwtikwv Metappubuioswv Tou
Mpoypdupatog Okovouikng NMpocappoyng kat AAeG Si-
atda&eic» (A'5), 6Mw¢ Tpomomnolrdnke pe to dpbpo 49 Tou
v.4790/2021 «Katemeiyouoeg puBuioEIC yia TNV TPOoTa-
oia ¢ dnuoactag vyeiag anmod Tig ouVeXI{OUEVEG CUVETTELEG
¢ mavénuiag tou kopwvoiot COVID-19, Tnv avantuén,
TNV KOWWVIKK TTPOOoTACIA KAl TNV EMAVAAEITOUPYIA TWV
SIkaoTnpiwv Kat AAka {ntApata» (A'48).

2.Ta apBpa 247 £€wg 256 Tou v. 4512/2018 «Pubpioelg
yla tnv epappoyn Twv SlapbpwTtikwv Metappubuicswv
Tou Mpoypdppatog Owkovouikrig NMpooapuoyng kat ai-
Aec Sataéelg» (A'5).

3.To apBpo 51 tou v. 4633/2019 «XuoTtaon EOAY, pub-
MIOEIC yia Ta TTpoidvTa KamvoL K.ATL» (A'161).

4. Tnv nap. 3 Tou dpBpou 14 tou v. 3840/2010 «ATTOKE-
VIPWON, am\oTIoiNoN Kal £VioXUon TNG AMOTEAECHATIKO-
ntag twv Stadikaclwv Tou EBvikoL Ztpatnyiko Mhaiciou
Avagopdc (EXMA) 2007-2013 kat dA\\e¢ Stataeic» (A'53).

5.To apBpo 12 tou v. 3816/2010 «PUBuION EMIXEIPNMA-
TIKWV KOl ETMAYYEAUATIKWV OPEINWDV TTPOC TA TIOTWTIKA
1dplpata, Statdéelc yia Tnv ene€epyacia dedouévwv
OIKOVOMIKNC CUUTTEPLPOPAC Kal ANAEC StaTdelc» (A'6).

6.Ti¢ Sata&elg touv apBpou 90 Tou 11.8. 63/2005 «Kwdi-
Kormoinon tn¢ vopoBeaiag yia tnv Kufépvnon kal ta Ku-
Bepvntikda dpyavar (A'98), o€ cuvOUACUO e TNV TIEP. 22
Tou apBpou 119 Tou v. 4622/2019 (A" 133).

7.Tom.8.68/2021 «Aloplopdc Ymoupywy, Avaminpw-
TPlag Youpyou Kat Ypuroupywv» (A’ 155).
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8.To v.6.96/1973 «[Mepi Tng epmopiag eV YEVEL TWV Qap-
MOKEUTIKWY, S1AITNTIKWV Kal KAAANUVTIKWV TTPOTOVTWY»
(A'172).

9.Tom.5.121/2017 «Opyaviopdg tou Yroupyeiou Yyei-
ac» (A’ 148).

10.Tov v.3918/2011, «AlapBOpwTikéc ANAYEC OTO 20-
otnua Yysiac kat aMec Satageigy (A'31).

11.Tov v. 4052/2012 «Nopog appodidétntag Ymoup-
yeiwv Yyeiag kat Kowvwvikric ANnAgyyung kat Epyaoiag
Kat Kovwvikng Ac@dahiong yla @apuoyr] Tou VOUou
«Eykplon tTwv Zxediwv ZuuPfdoswv XpnUatodoTIKNAG
Algukdhuvong petaly tou Eupwmaikol Tapeiou Xpn-
HOTOMOTWTIKAG ZTtaBgpdtnTac (E.T.X.X.), TNG EANANVIKAC
Anpokpartiag kat tng Tpdmelag tng EAMAd0o¢, Tou Xxediou
ToU Mvnuoviou Zuvevvénong peta&l tng ENANVIKAG An-
pokpatiag, TnG Evpwmnaikric Emrtponric kat tng Tpdmelag
NS EANNASo¢ kat dNeg emeiyouoeg Statdéelg yia tn pei-
won Tou dnuoaiou xpéoug Kat Tn Staowon TG €BVIKNAG
OlKoVOiac» Kal AAeC Slatdgelg, omwce loxLe (A'41).

12. Tnv uno otoixeia AYT3a/MM.32221/2013 kown
umoupyIKn andé@aocn «Evapudvion tng ENANVIKAC VOUO-
Beoiag mpog TNV avtioTolxn KOWVOTIKH OTOV TOMEA TNG
TTAPAYWYNRS KAl TG KUKAOQOPIAS GapUAKwY TTOU TTIPOO0-
piCovtal yla avBpwrivn Xprnon, o€ CUPHOPPWON UE TNV
urt’ ap. 2001/83/EK Odnyia "mepi kowvoTikoU Kwdika yla
Ta @dpuaka mou mpoopilovtal yia avBpwrivn xprion"
(L311/28.11.2001), 6nwg LoxVeL Kal 6TIwG Tpomomolifnke
pe Tnv Odnyia 2010/84/EE, oov apopd Tn @ApUOKOE-
maypumnvnon (L348/31.12.2010)» (B’ 1049).

13.1nv O6nyia 89/105/EOK tng 21ng AekepPpiou 1988
OXETIKA UE TN Sla@AvELd TWV HETPWV TTOU puBUifouv Tov
KAB0PIoUO TWV TIMWY TWV QAPUAKWY Yia avBpwriivn
XPron Kat tnv KAAuYn Tou KOOTOUG TwV 0Ta TTAAICLA TWV
€BVIKWV a0QANOTIKWY CUCTNUATWY LYEIAC.

14.Tnv un’ ap. 38733/2014 anégaon «PUBuiIon Bepd-
Twv TipoAdynong Gapudkwv» (B’ 1144).

15.To uné otoiyeia B2PB/T.MN./01k. 35456/17-6-2022 éy-
YPao NG Mevikig AlevBuvonc OIKOVOUIKWY YTTNPECIWV
Tou Yroupyeiou Yygiag cUp@wva e To omoio amod Tnv
mapovoa andé@acn evoéxetal va MpokAnBei mpdobe-
™ damavn o€ BApog Tou TTPOUTTOAOYIOHOU TPEXOVTOG
€toug Tou EOMYY (KAE 0672), To UYoc¢ TnG omoiag dev
Suvartal va mpoodloploTei, KaBw¢ auto Ba e€aptnOei
amd Tov OYKo TWV MMWAACEWY, TNV TIUA anmolnuiwong
TWV €V AOYW POPUOKEUTIKWY OKEVACUATWY Kal amd Tu-
XOV utokatdotaon akpBotepwyv 1 eONvoTEPWYV amoln-
Hlovpevwy Bepamelwv. Xe kABe mepimTwaon, TUXOV el-
npodoBetn Samdvn Ba avénoel To mood Tng umépaong
TTOU EVTACOETAL OTO PNXAVIOUO QUTOUATWY EMIOTPOPWV
(clawback) tou EONYY. MapdAAnAd, OnUEIWVETAL OTI
Sev mpokaleital damdvn o€ BAPOC TOU KPATIKOU TTPO-
OmoAoylopoU Tou Ymoupyeiou Yyeiag, anmo@acifoupe:

ApBpo 1

Ano{nIoVPEVA QAPUAKEUTIKA TTPOIOVTA

Kat OeparmeuTIKEG KATNyopPieg

1. Mévo Ta QOPUAKEUTIKA TTPOIOVTA TTOU GUMTTEPIAALL-

Bavovtat otov Katdhoyo Arolnpotpevwv Qappdkwv
(BeTik6 KaTANOYO) TOU APBpPoUL 12 Tou v. 3816/2010 (A'6),
onwc Slapopewvetal Katd ta mpoPAendpeva ota dpbpa
247 ¢w¢ 256 Tou v.4512/2018, anmolnpiwvovTal amd Toug

(POPEIC KOIVWVIKAG ao@AMong kat Tov EOMYY. O avwtépw
KataAoyog Anolnpiovpevwv Oapudkwy agopd @AapuaKa
TTOU N XOPryNnor Toug, cUUPWVA Pe TNV Adela KUKANO@O-
piag Toug, amaitei latpikr cuvtayn Kai dev mepAapBavel
N CUVTAYOYPOPOUHEVA PAPHAKA KAl GAPUAKA TNG ap-
VNTIKAG AioTtac. MNa tnv katdption, avabewpnon Kat ou-
UIMARpwonN Tou KataAdyou amolnpoUUEVWY QAPUAKWY,
XPnotuormoletal cuOTN A TASIVONONG TWV GAPUAKWY Kal
oUOTN A UTTOAOYIGHOU TIMWVY ava@opdag avd BepameuTIKn
Katnyopia SpacTikwy ouciwv. E8IkéTEPQ, N Ta&ivounon
TwV SPACTIKWV OUCIWV OE BEPATIEVTIKEG KATNYOpIeg Yi-
VETAL BACEL TOU CUOTHUATOC AVATOUIKAG, BEPATTEVTIKAG,
XnuiknG Katnyoptomoinong (Anatomical Therapeutic
Chemical classification) Tou MNMaykoouiov Opyavicpov
Yyeiag oto tétapto eninedo (ATC4), oTo omoio evowpa-
TWVETAL EOWTEPIKO CUOTNMA TIHWV ava@opdg (internal
price referencing system), 6Tou n TUr} avagopdag Kabe
BepameuTIKAC KaTnyopiag amoteAei T TipA amolnuiwong
Twv Qopéwv Kovwvikrig Acpahiong kat tou EOMYY pe tnv
eM@LAAEN TS TTap. 2 Tou Apbpou 254 tou v. 4512/2018.

2.H opadomoinon Tou cuvolou Twv @appdaKwy og Bepa-
TIEUTIKEG KATNYOPIEG YIVETAL UTTOXPEWTIKA OTO TETAPTO (40)
eninedo tou cvotpatog ATC (ATC4), AauBdavovtag uméyn
v 0806 xopriynong, Tnv ovopatoloyia kal Tnv opadomoi-
NnonN TWV GAPHAKOTEXVIKWY HOP@WY, OTIWG AUTH avapéE-
petat oxeTika amd Tnv Evpwmaikr Atevbuvon ya tnv Mot-
otnta twv Qappdkwy mou Asitoupyei umd Ty atyida Tou
JupPouliou TN Eupwrnng (Standard Terms of European
Directorate for the Quality of Medicines - E.D.Q.M.).

3. 1A TIC TIEPIMTTWOEIC TTOV OTNV i81a pappakoBepareu-
TIKA KaTtnyopia Tou 4ou emmédou Tou ATC mepAapavo-
vTal @APHAKA TTOU €xouV TIAPEL AdEI0 KUKAOPOpPIag yia
TIEPIOOOTEPEG TNG Miag evoeielg, pmopei va Aafel xwpa
umoTa&vopunon Twv SPacTIKWY oUCIWV oTo iS1o emimedo
Tou ATC. Négg kaTnyopieg umopouv va avantuooovTal
MOVOV OTIC TTEPIMTWOELG TTOU Hia SPACTIKK oudia TG
katnyopiag ATC4 Sev gival Bepameutika avtalAA&iun
(interchangeable) kat autopata unmokaBiotdpevn otn
Baoikn évdelén pe Tig Aotrmég TN Katnyopiag tng. Me tnv
mapodo Twv eTWV Kal TNV €€ENEN TNG PAPUAKEUTIKNAG
TEXVOAOYIOG KAl TNG EMOTNUOVIKNAG YVWONG, GAPHAKA
mou €xouv evtayBei og eminedo dpaoTikr ouaiag (ATC5)
Suvaral, epocov alda&ouv ta apyika dedopéva, va pe-
TapepBouv o¢ emimedo BepameuTiKi Katnyopiag (ATC4).

ApBpo 2
Tipég avagopdg
X & KABe OepameuTIKN KaTnyopia opileTal T avago-

PAc (TA), cupewva pe Tig Slatd&elc TnE mapoLoag ATo-
(paong, N omoia TIUr avaeopdg amoTteAei Tnv Tiur amoldn-
piwong amd Ta ac@aloTIKA TapEia Kat Tov EOMYY 6Awv
TWV TTPOIOVTWYV TNG EKACTOTE Katnyopiag. H Emtponn
A&loloynonc kat Atolnuiwong Oapudkwyv AvBpwrivng
XPAoNG agou Katatdéel Ta @apuaKa, 6Twe mpoodlopi-
Cetan otov Kavoviopod Eowtepikng Asitoupyiag Tng Kal
oTNV TAPOVCA ATTOYACH, ATTOOTEAEL AUTA OTNV appddia
AtebBuvon Tou Ymoupyeiou Yyeiag. ZTov UTTOAOYIOUO TWV
TIMWV avapopdc evTacoovTal OAd Ta GAPUAKA, Ol TIEPLE-
KTIKOTNTEC KAl GUOKEVAGIEC, TTOU EMAEYOVTAL YIA VA ATTO-
{nuwvovTtat amo toug Popeic Kovwvikng Ac@daiiong.
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ApbBpo 3
YmoAoylopog Kootoug Huepriolag Oeparneiag

YUH@WVA HE TNV KEIUEVN VOUOBETia N TIUr avagopdg
opiletatl pe BAon TV XapuNAOTEPN TIUH KOOTOUG NUEPH-
olag Oepaneiag (KHO) og kaBe BepameuTikn Katnyopia.
lMa tov umohoyiopd tou KHO yia kabe pdpuako (Teple-
KTIKOTNTA KAl CUOKELADia) XpnoloToleiTal 0 akohouBog
padnuatikdg tunog: KHOk = ATk/AHAK, dmrou AT: n Alavi-
K1 Tiun Tou @appdkou k kat AHA: 0 aptBuoc nuepriolwy
S0oewv Tou, mou unoloyiletat wg AHAk = XMAk/MHAK,
omou XIAk: cuvolikr moodtnTta SpacTikig kat MHAk:
péon nuepnota doon. H Tiui avagopdc kdbe Oeparneu-
TIKNAG Katnyopiag opiletal wg 1o xapnAdtepo KHO ava-
peoa 0To oTaBuIopéVo péco KHO dAwv Twv @apudkwy
avagopdc (UM N XwpPig KABEOTWE MPOOoTAGCIAC) KAl TO
otabuiopévo péoo KHO OAwv Twv YeVoonuwy Gapud-
KWV TN EKACTOTE Katnyopiag kat dnuoocievovtal oTov
€KAOTOTE KatdAoyo. Anhadn, TA ava@opdg Katnyopiag
= EAdyloTo {Z1abuiopévo Méoo KHO papudkwy avago-
pAg katnyopiag, Xtabuiopévo Méoo KHO yevoorjuwv
@apudkwyv Katnyopiac), 6mouv Wm*KHOm kat Xtabui-
opévo Méoo KHO yevoorpwv @appdkwy Katnyopiag
= y1*KHO1 +... + yn*KHON, m Kat n €ivalt 0 GUVOAIKOG
aApIOUOC SIAPOPETIKWY HOPPWY PAPUAKWY avapopdc
Kal yevooriuwv avtiotolya otnv e{etaldpevn Katnyo-
pia, KHOm kat KHOn to Kéotog Hueprolag Oeparneiag
TOU OUYKEKPIUEVOU PAPUAKOU (avagopdc i YEVOCHoU
avTioTolya), MOP®NG Kal TIEPIEKTIKOTNTAG, OTIWG AUTO
npoodiopiletal amd Tov EKAOTOTE SNUOCIEVUEVO KATA-
Aoyo TIHwy, wm Kat yn To pepidlo ayopdg o€ aieg (Bdoel
TIMWV MAVIKAG) TWV QAPHUAKWY avapopdg Kal YEVOOH-
MWV avTioTOoIKa 0TO CUVOAO TWV MWARCEWV O€ a&ieg Twv
PAPUAKWY ava@opdg Kal YEVOOT|UwV avTioTolxa 0Tn
OUYKEKPIUEVN KaTnyopia.

Ot w¢ dvw ouvtereoTég oTABUIONG (Wm Kat yn) uTto-
AoyiCovtal amo Ta otoixeia Tng HAIKA, mou agopouv
07O TeAeuTaio €€AUNVO TIPIV TNV KATAPTION TNG AioTag
KOl AVTAVAKAOUV TO PEPISIO TOU EKACTOTE PAPUAKOU
0TO OUVOAO TNG aiag Twv AVTIOTOIXWV PAPUAKWY TNG
BepameuTIKAG KaTNyopiag mou vtaooovTal Kal Snuoot-
ebovTal 0ToV €KAOTOTE KatdAoyo. AnAadn, wm = Aia
Dappakou Avagopdg (ava Xuokevaoia Kat [MePLEKTIKO-
NTa)/Z0volo Aiag Dappdkwv Avapopdc OepameuTikng
Katnyopiag, kat yn = Aia levoorjpou Qapudkou (ava
Yuokevaoia kat MeplektikdTNTa)/Z0VoA0 Adiag Mevoon-
pwv Qappdkwy OgpameuTikig Katnyopiag.

ApBpo 4
YmoAoytopog Tiung Amonpiwong
Ot dvw S10Ta&eIC apopoUV ONEG TIC TTEPLEKTIKOTNTES KAl

OUOKEVAOIEC TOU KABE papudKou TTou amolnuiwvovTal
lMNa tov umoAoylopud NG TG amolnuiwong Tou KAbe
PAPUAKOU XPNOIYOTIOLEITAL O AKOAOUBOG HOBNUATIKOG
Tonog: Tiun Amolnuiwong ®appdkou =Tiur Avagopdc
X Ap1Buo¢ Huepnowwv Adoswv (AHA).

ApBpo 5

YrépBaon Alavikig TIUAS
évavTl Tipng Amodnpiwong

‘Otav emAEyeTal QAPHUAKO UE ALAVIKHA TR UPNASTEPN
and NV Tin anolnpiwong, OTwg €xel TPOKUYEL amd
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TOV WG Avw uTToAOYIoUO Tou ApBpou 4, TdTe 0 aoBevrig
KOAUTITEL EKTOC amtd TNV TIPoPAemOpeEVN BeopoBeTnuévn
OUMMETOXN, TO 0UVOAO TNG Slapopdc petadl TG TIUAG
amolnuiwong Kat TG AlaviKAE TIMAG TOU @apuAKou.

Kat’ e€aipeon éowv opilovtal oto mponyouuevo e64-
@10, OTIC TIEPIMTTWOEIC OTTOU EMAEYETAL PAPAKO TO OTTO{0
Oev SlaBétel yevdonpo 1 dtav pia BepameuTiKn Katnyopia
0TO OUVOMNO NG TEPLEXEL Hia povadikn SpaoTikr ouaia
XWpIC yevoonua @apuaka Kat n Alavikr TIUr Tou Qapud-
KOU auToU givat uPnAoTepn amod tnv Tiur anolnpiwong, o
000V KAAUTITEL EKTOC aTTO TNV TpoAendpevn Beopo-
BeTnEVN CUPPETOXH, TO NIIOL TNG S1aPOPAG METAEY TNG
TIUAC amolnuiwong Kat TS AIAVIKAE TIUAE TOU QAPUAKOU.

2TIG TTIEPITTTWOELG TTOU VEO YEVOONUO QAPHAKO AVTI-
OTOolXEl O PAPHUAKO avagopdg, To omoio dev ixe yevo-
ONMO £WG TNV £YKPLON TIKAG TOU VEOU YEVOOH OV, N TIUN
avagopdg emavakabopiletal pe BAon Kal TNV TIUN Tou
VEOU YEVOOT OV, UTTO TNV TIPoUnmoBeon 0TI Kataypa@o-
vTal TWANCELG auTtoL otnv HAIKA.

ApBpo 6
YnépPaon TiuRg Amolnuiwong
evavtt AlavIKAG TIMAG
‘Otav emAEyETAL QAPHAKO PE NAVIKH TIUR XOUNASTEPN
amo TNV TN amolnpuiwong, 6mwg xel MPOoKUYEL amd Tov
WG AVW LTTOAOYIOO TOU ApPBpou 4, TOTE N TIUN amolnui-
WOoNC PEIWVETAL 0TO €MMESO TNG AIAVIKNAC TIMAC.

ApBpo 7

DOdapuaka avagopdg yla Ta omoia

éA\n&e n mepiodo¢ mpootaciag dedouévwv

lMNa Ta apuaka avapopdg mou éxel An&el n epiodog

TIPOOTACIAG KAl KUKAOPOPOUV GTNV ayopd yevoonua
kal epappolovral ot Statdéelg tou v. 4052/2012, Tou
v. 4093/2012 kat TnG uUTOUPYIKAG amopaong EMI4,
(B"3057/2012), aopaMoTiK TIu TnG EkaoTtote Bepa-
TTEVTIKNAG KaTnyopiag givat n Tiun mou mpoodiopiletal
oUMPWVA UE Ta opt{Oueva oTnV Mapouca and@aon.
E@ooov emeyei @dpuako pe uPnAdTepn AlaviKn TIUN
and Vv TP anolnuiwong loxuouv Ta opt{oueva TNG
mapovoac €4. 1 kat 2 Tou dpBpou 5.

ApBpo 8
Epgpavion TipuARg oto cuoTNUA CUVTAYOYPAPNONG
Ot Tipéc amolnuiwaong Kal Ol CUUMETOXEC TwV aoBevwv
Ba eppavifovTtal 0To NAEKTPOVIKO CUCTNHA cuvTayoypd-
PNong, WoTe va ta yvwpilel o 1atpdg, o acBevng kal o
(POPUAKOTIOIOC KATA TN cuVTAyoypA@NonN Kal EKTENECH
NG ouvtayng.
ApBpo 9
Katd ta Aotrd iox0ouv Ta ava@epOUEVA WG TTPOG TIG TI-
péC avapopdc kat amolnuiwong otnv um' ap. 38733/2014
(B" 1144) umoupyikn amégaon.
H amégaon autr va dnpooteuBei otnv Eenuepida tng
KuBepvroswc.

ABrjva, 12 louhiou 2022
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