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ANO®AZH

OEMA : «Tpomomnoinon tng umnod otolyeia A3(a) 42797/13-10-2025 Anddaong tou Yroupyoul
Yyelag pe Opa «Emkaipomnoinon AeAtiov Tiwwv QApUAKWY UE EVOWUATWON ALOKNTIKWY
MetaBoAwv»»

O YNOYProz YrElAz

‘Exovtag unoyn:
A. T Satdgelg

1. Twv mapaypadwv 1 kat 3 Tou dpbpou 17 tou v.6. 96/1973 (A’ 172) «Nepi tng epmopiag ev
VEVEL TWV GOPUAKEUTIKWY, SLOLTNTIKWY KAl KOAAUVTIKWY TIPOTOVIWY», OTIWEG LOXUEL KAl TNG
napaypadou 5 tou GpBpou 17 tou v.6. 96/1973 (A’ 172) «MNepl TNG EUMOPLAg €V YEVEL TWV
OAPUAKEUTIKWY, SLOUTNTIKWY KOl KOAAUVTIKWY TIPOIOVTWY», OMWE TPOTOMOLONKE WE TO
apBpo 22 tou v. 4638/2019 (A'181) «KUupwon: a) tng amd 25.9.2019 MN.N.M. «Eneiyovoa
pUBULON yla TNV araAAayr and Tnv uToxpEwaon anodoong tou ¢opou Stapovic» (A’ 142), B)
Tng amd 30.9.2019 M.N.M. «Kotemelyouoeg puBuioelg apuodlotntag twv Ymoupyeiwv
MepBdarlovrog kat Evépyelag, Eowtepikwy, Okovoulkwy Kat Yyeiag» (A" 145), y) tng amo
4.10.2019 MN.N.N. «Katemneilyouoeg pubpioelg appodiotntag tou Yroupyeiou Yyelag» (A" 150)
Kot AAAEG SLaTdEeLg».

2. Tou apBpou 19 tou v. 4633/2019 (A’ 161) «ZUotaon EBvikol Opyaviopol Anpdotog Yyeiag
(E.0.AY.), puBuiocelg yla ta mpoidvta kamvou, aAAa Intripota Tou Yrmoupyeiou Yyelog kot
Aouméc Satagelg».

3. Tng map. 5 tou apbpou 22 tou v. 4213/2013 «Mpooappoyn TS £OVIKAG vopoBeoiag oTig
Slatagetg tng Odnyiag 2011/24/EE tou Eupwmnaikol KowoBouAiou kat tou Tuppouliou tng
9Ing Maptiou 2011 mepl edappoyng tTwv SKOlWHATWY Twv acBsvwv» (A’ 261), Onwg
tpornorolNBnke pe to ApBpo 40 tou v. 4865/2021 «IUOTOON KOl OPYAVWGON VOMLKOU
TPOCWITOU BLWTLKOU Sikaiou pe tnv emwvupia “EOvikA Kevtpiki Apxn NpounBewwy Yyeiog”,
Kol AAeg emeiyouoec Slatdgelg yio Tn SnUooLo Uysia KoL TNV KOWWVLKA Ttpovolay (A’ 238).

4. Tou v. 1316/1983 (A’ 3) «16pucn, opydvwon kal Appodidtnteg tou EBvikol Opyaviopol
Qappakwv  (E.0.0.), 1ng EBvikAg @appakofopnyaviag (E.D.), 1ng Kpatikig
Oappuakanodnkng (K.@.) kat tpononoinon kot cu punAnpwaon t¢ Gappakeutikng Nopobeaiag
Kol GAAEG SLoTAgeLC.
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5. Tou 1.6. 142/1989 (A’ 68) «Opyavicpog EBvikol Opyaviopot Qappdkwv».
6. Tou v. 5144/2024 (A" 162) «KUpwon Kwdika Qoépou MpootiBépevng Atlagy.

7. Tou v. 3918/2011 (A" 31), «AlapBpwtikég AMayég oto Uotnuo Yyesiag kat GAAeg
Slatagelg».

8. Tou v. 4052/2012 (A" 41) «Nopog apuodiotntag Ymoupyeiwv Yyeiag kot Kowwvikng
AMnAegyyUng kal Epyaciag kat Kowwvikig AcdpaAiong yia epapuoyr tou vopou «Eykplon twv
Ixeblwv JupBacewv Xpnuotodotikng AleukoAuvong petall tou Eupwmaikou Tapeiou
Xpnuotoniotwtikng Ztabepotntag (E.T.X.Z.), Tng EAANVIKAG Anpokpatiag kat Tng Tpamelog
¢ EAAGdog, Tou Zxediou Tou Mvnpoviou Juvevwonong Letafl tng EAANVIKAC Anuokpartiag,
™¢ Evpwmnaikng Emitponn¢ katl tng Tpamelag tng EAMASOC Kal AAAEG eMelyouoeC SLATALELG YL
N Melwon Tou Snuociou XpE€oucg Kal TN dlaowaon tTng €OVIKNC olkovopiag» Kal AANEC
Slatagelgy.

9. Tou apBpou 49 Tou v. 4486/2017 (A’ 115) «MetappuBuion tng NpwtoBdabuiag Gpovtidog
Yyelog, enelyovosg puBuioelg appodiotnrog Yrnoupysiouv Yyeiag kot GAAEG SLOTAEELC».

10. Tn¢ map.3 tou apbpou 259 tou v.4512/2018 (A’ 5) «PuBuiocslg yia tnv spappoyn twv
AapBpwtikwv Metappubuicewv tou Mpoypdppatog OLkoVoULKAC Mpocapuoyng Kot GAAEG
Slatagelg».

11. Tou v. 4600/2019 (A’ 43) «Ekouyxpoviopog kot avopdpdwon Osoutkol MAatciou
ISlwtikwy KAwikwy, Zuotaon EBvikou OpyaviocpoU Anupoowog Yyeiag, uotaocn EBvikou
IvotitoUTtou NeomAaolwy Kot AOLTTEG SLOTAEELGY.

12. Tou G&pBpou 90 tou m.5. 63/2005 (A'98) «Kwdwomoinon tng vopoBeoiag yia tnv
KuBépvnon Kat ta KUBEPVNTIKA Opyavay, 6 cUVSUOOUS e TNV Tep.22 Tou apBpou 119 tou
v.4622 /2019 (A’ 133).

13.Tou m.6. 121/2017 (A’ 148), «Opyaviopog Yroupyeiou Yyelagy.
14. Tou 1.8. 2/2024 «Aloplopog Yrioupywy kat Youroupywv» (A’ 2).

15. Tngmap.2 tou dpBpou 5tou m.6. 77/2023 (A’ 130) «XVUotacn Ymoupyeiou Kal LeTovopacio
Yrnoupyeiwv — 0otaon, Katdpynon kKot petovopooia Mevikwy kot ElSIkwy Mpappatelwy —
Metadopd appoSLOTTWY, UTINPECLOKWY LOVASWY, BECEWV TPOCWTILKOU KOl EMOTMTEVOUEVWY
doptwv».

16. Tng umt’ ap. 44130/22-8-2023 anddaong tou Mpwbumoupyol kot tou Yroupyou Yyeiog
«ALopLoPOG MevikoU Mpappatéa ETpatnylkou Ixediaopouy» (Y.0.A.A. 863).

17. Tng A.NT3a/T.M. 32221/2013 «kowng amodoone Ttwv Ymoupywv Avamrtuéng,
Avtaywviotikotntag, Yrodopwv, Metadopwv Kat Aiktvwv kat Yyeiag (B'1049), «Evapuovion
™G eAANVLIKAC vopoBeoiog mpog tnv avtiotolyn vopoBeoio tng E.E. oTov Topéa TNC Tapaywyns
KOl TNG KUKAodopliag dapudkwv mou mpoopilovral ylo avBpwrivn Xpron, o cuppopdwon
pe tnv urt' apOp. 2001/83/EK Obnyia «mepi KowotTikoU Kwdilka ylo to GApuaKe TIOU
npoopilovtatl ywa avBpwrivn xprion» (L 311/28.11.2001), Omwg oxUEL KoL OTMWG
tpororotBnke pe tnv O6nyla 2011/62/EE, 6cov adopd tnv mpdAndn tng €L0680u
Pevdeniypadwyv papudkwy otn voulun alvoida epodiacpol (L 174/1.7.2011).

18. Tou v. 4472/2017 «3uvtolodotikég Statdlelg Anpociou kal tpomomnoinon twv dtatdfewyv
Tou v. 4387/2016, pétpo edappoynG TwV SNUOCLOVOULKWY OTOXWV Kal HeTappubuioswy,
METPO  KOWWVLIKAG OTAPLENC Kal epyoaolakeég puBbuioslg, MeoompoBeopo MAaiolo
ANUOCLOVOULKAC XTPpatnYLKAC 2018-2021 kat Aowég Statdateie» (A'74).

19. Tng O8nyia 89/105/EOK tng 21ng AskepPBpiou 1988 oxeTIKA HE TN SLAPAVELD TWV PETPWY
mou puBuilouv Tov KABOPLOUO TWV TIHWV TWV GAPUAKWY Yl avBpwrivn Xpnon Kal tnv
KGAUPIN Tou KOOTOUC TWV OTa TTAALOLA TWV EBVIKWV Ao AALOTIKWY CUCTNUATWY UYELOC.
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B. Tnv umo otolyeia A3(a)/owk. 82331/22-11-2019 (B'4274) Andédacn tou YroupyoU Yyeiog
«Alotagelg TipoAdynong Oappdkwy» Onwe TpomomolBnke e tnv und otolxeia A3(a) oik.
79525/10-12-2020 (B’ 5511), pe tnv umd otolxeio A3(a) 6295/9-2-2024 (B’ 1100) kot pe TNV
uTo otolxeio A3(a) 59308/21-11-2024 (B'6563).

. Tnv umo otoweia A3(a) 42797/13-10-2025 Amodoaon tou Ymoupyou Yyeiag pe Béua
«Erukatpomnoinon AgAtiou Tipwv QApPAKWY HE EVOWUATWON ALOKNTKWY MEeTaBoAwv».

A. To umt’ ap. 134121/12-11-2025 (urt’ ap. Yroupyeiou Yyeioag 50852/13-11-2025) éyypado
tou E.O.®. «AmootoAn Tpomomolnuévwy Aegktiov Tywv  ZuvtayoypadoUpevwy
DapUOKEUTIKWY IKEVAOUATWVY», KaBwe kat Ta amnod 13/11/2025 kat 2/12/2025 nAektpovikd
TOU pnvopoaTa.

E. To und otoweio B2B, Bla/l.M. 52070/21-11-2025 éyypado tng levikng A/vong
OwovouKwV Yrtnpeolwwyv Tou Yroupyeilou Yyeiag, cUUPWVA E TO OTIOLO OO TO TIEPLEXOEVO
™¢ mpowbBoupevng Yroupyikng Anodacnc mpokaAeital evdexopevn mpocBetn Samavn o€
Bapoc tou mpolToAoylopoU TPEXOVTOC OLK. £toug tou E.O.M.Y.Y. (KAE 0672.00 kot KAE
0672.01) , to UYPog TG omoiag dev Suvartal otnv mapovoa Gach va TPoadloploTel, KabBwg
g€aptatal and Tov OyKo TwV MWANCEwWVY, TNV TIUR anolnuiwong (n omola evdéxetal va eivatl
KOLL EUTILOTEUTIKA TIUA HEOW SlampayUdteuong) Kat anod nmbavnh UToKaTAoTaon akpLBOTEpWY
N $Onvotepwv amolnuiovpevwy Bepamelwy. H ev Adyw Samavn Ba au€nosl to moco g
UTEPBOONG TIOU €EVTAOOETOL OTO UNXOVIOUO autopatwyv emotpodwv (clawback) tou
npoavadepopevou dopéa. MapAdAnAa, ONUELWVETAL OTL QMO TO TEPLEXOUEVO TNG
npowBolpevng Ymoupylkng Amodaong dev mpokaleital Samdvn oe BAPOG TOU TOKTLKOU
nipoUmnoAoylopol tou Yroupyeiou Yyeiac.

ANODAZIZOYME

Apbpo 1

Tnv tpomomnoinon tng umo ototxeia A3(a) 42797/13-10-2025 Anddaong tou Yrioupyou Yyeiog
pe Ofpa  «Emikalpomoinon AegAtiov Twwv DopuUdKwY HE EVOWHATWON ALOLKNTIKWY
MetaBolwv», wg mPog:

o) Tn 8Wpbwon tng avaypadng TG MEPLEKTIKOTNTOC TOU GAPUAKEUTIKOU TPOIOVTOC HE
Kwdko EOD: 338580101.

B) Tn petovopoaoia kat aAdayny Koatdxou tng adelag KukAodopiag tou ¢GopUaKEUTIKOU
nipoiovtog SARTUZIN CAPS 20MG/CAP BTx28 (BLIST 4x7)/HELP ABEE, oe LADOSOLE CAPS
20MG/CAP BT X 28 (BLIST 4X7) /OAPMAZEPB EAAAY AEBE.

v) Tn petovopoaoia tou ANTI-ASIDOZ oe ANGASS (1 cuokevaoia).

8) Tn petovopaoia kot alayr Koatdxou tng Adstag Kukhodopiag tou GLYCOPYRRONIUM
/NASSINGTON og SIELATOR-T®/MEDICAIR BIOSCIENCE LABORATORIES (1 cuckeuaoia) kat

€) Tn petovopaoia kat aAdayn Katdyou tng Adslag Kukhodopiag tou EZETIMIBE +
ATORVASTATIN/RENER to omoio petovopdaotnke oe JATOREZ/HEREMCO (4 cuokeuaaieg)

ApBpo 2
211¢ XovoplkéG kol NoookopelakEG TIEG Sev meplhapBavetal Oopog MpootiBepevng Afiac.

TG ALaviKEG TLUEG £xel oupmepAndBel kal o avaioywv OMA.
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ApBpo 3

To nmapov AeAtio avaptdartal otnv LotooeAida tou Yrioupyeiou Yyeiag.

To mapov Aehtio oyxVel ywa toug KAK, ta Noookopeia, TI¢ ISlwtTikéG KAWVIKEG, TIC
dapuakamobnKeg, TOUC CUVETALPLOUOUG Kal Ta apUaKELla amo TV avaptnor) Tou.

O YNOYPIOz YTEIAZ
ZYNHMMENA: Ontikog 6iokog (CD)

2MYPIAQN — AAQNIZ TEQPTIAAH2

KOINOMNOIHZH: (nAektpovikd)

1. EOO

a) Npadeio Mpoédpou

B) TuApa TypoAdynong

2. EONnYY

a) Mp. Alokntplag

B) A/von Oapudkou

3. Ynoupyelio Epyaciac & Kowwvikng Acpaiiong
Mev. Mpappoateia Kow. AcodaAioswv —

A/von Koplag Aopaiiong MioBwtwv kat AcBeveiog
4. HAIKA

EZQTEPIKH AIANOMH: (nAektpovika)

1. Ip. Yroupyo Yyeioag

2. Tp. M'evikoU Mpappatéa ITpatnyLlkol Ixedlacpuou
3. A/von Oappadkou — TuAua Oapudakou
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