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AKPIBEZ ANTIFPA®O

EAAHNIKH AHMOKPATIA Ap16. Mpwr.: A3(a) 46434
YNOYPTEIO YFEIAZ

FENIKH TPAMMATEIA STPATHIIKOY EXEAIAZMOY

AIEYOYNZH ®APMAKOY

TMHMA ®APMAKOY

Tay. A/von : Aplototéloug 17

Tay. Kwdikag :104 33

TnAédpwvo 12132161850, -1400
e-mail : farmaka@moh.gov.gr

AMNOO®AZH

OEMA: «IupnAnpwpoatiko Asitio Tiuwv Qapudakwyv AvBpwrivng Xpriong, KATOmL aLtHOTOoG
pelwong Tung»
O YNOYPIOZ YTEIAZ
‘Exovtoag unoyn:
A. Tic Slataelg

1. Twv mapaypddwv 1 kat 3 tou dpbpou 17 tou v.6. 96/1973 (A’ 172) «Mepi tng spmopiag v
VEVEL TWV PAPLAKEUTIKWY, SLALTNTIKWVY KOl KAAAUVTIKWY TIPOIOVTIWVY», OMWE LOYXVUEL Kal TNG
napaypddou 5 tou apbpou 17 tou v.6. 96/1973 (A" 172) «Mepl TNG gumoplog ev yével TV
OPUOKEUTIKWY, SLOULTNTIKWV Kal KAAAUVTLKWY TTPOIOVTWY», OTIWGE TPOTIOTIOLNBNKE e To apbpo
22 tou v.4638/2019 (A'181) «KUpwon: a) Tng amd 25.9.2019 M.N.N. «Eneiyovoa puBLon ya
™V anoAlayn and tnv umoxpewaon amnodoong tou ¢popou Stapoviac» (A 142), B) Tnc amd
30.9.2019 N.N.MN. «Katemneilyovoeg pubuioelg appodiotntag twv Ynoupyeiwv MeptdAlovrog
kal Evépyelag, Eowtepikwy, Owkovopikwy Kat Yyeioag» (A" 145), y) tng amd 4.10.2019 M.N.M.
«Katenelyouoeg puBuioelc appodiotntag tou Ymoupyeiou Yyeiag» (A" 150) kot GAAeG
Slatatelo».

2. Tou apBpou 19 tou v. 4633/2019 «XUotacn EOvikol Opyavicpol Anuooiag Yyeiag
(E.0.AY.), puBuioelg yla ta mpoidvta kamvou, dAla Intrpata tou Ymoupyeiou Yyelog Kot
Aounég Slatateig» (A 161).

3. Tng map. 5 tou dpbpou 22 tou v. 4213/2013 «MNpooapuoyr] TG BVIKAC vopoBeoiag otig
Slatdtelg tng O6nyiag 2011/24/EE tou Eupwrnaikol KowoBouAiou kat tou TupBouliou tng
9Ing Maptiou 2011 mepl edpapuoyng Twv SKAWUATWY Twv acBevwv» (A’ 261), onwg
tpororoldnke pe 1o Apbpo 40 tou v. 4865/2021 «IVoTOON KOL OPyAvVWGON VOMULKOU
TPOCWTTOU SLWTIKOL dikaiou pe Tnv emwvupia “EBvik Kevtpikn Apxn MpounBelwy Yyeiag”,
Kal AAAeG emelyouoeg SLatdgelg yia tn dnudoLa Uyeia KoL TNV KOWWVLIKH Tipovolay (A’ 238).

4. Tou v. 1316/1983 «l6puon, opydvwon kal Appodlotnteg tou EOBvikol Opyaviopol
Qapuakwv  (E.0.0.), tn¢ EBvikng O@appakoflopnyaviag (E.D.), t™¢ Kpatkng
Qappakarodikng (K.M.) kat tpomomnoinon kat cupmAnpwon the Qappaksutikrc Nopobeoiog
Kal aM\eg Statdtelg (A" 3).

5. Tou 1.6. 142/1989 «Opyoviopdg EBvikol Opyaviopol Qapudkwv» (A’ 68).

6. Tou v. 5144/2024 «Kupwon Kwbika @opou MpootiBéuevng Aflag» (A’ 162).

7.Tou v. 3918/2011 «AlapBpwrtikég ANAayEG oto ZUoTnua Yyeiog ko GAAEG Stamaelg» (A’ 31).
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8. Tou v. 4052/2012 «Nopog appodiotntag Yrnoupyeiwv Yyeiag kat Kowwvikng AAANAgyyung
kal Epyaociag kot Kowwvikng Aopaiiong yla edappoyr] Tou vopou «Eykplon twv IXeSiwv
JupBdoswv  Xpnuatodotikng  AleukoAuvong petaly  tou  Eupwmaikol  Tapeiou
Xpnpoatomotwtikng Ztabepotntag (E.T.X.Z.), tng EAANVIKAG Anpokpatiag kattng Tpdmelag tng
EANGSOG, Tou Zxediou Tou Mvnuoviou Zuvevwonong petafl tng EAANVIKNAG Anpokpatiag, Tng
Eupwnaikng Emtponng kat tng Tpamelag tng EAAASOC Kal AAAEG emelyouoeg SLOTALELG yLa TN
pelwon tou dnuociou xpgoug kal Th SlAcwaon TNG €BVIKAG OLKOVOULAG» Kol AAAEC SLOTALELC»
(A" 41.

9. Tou apBpou 49 Tou v. 4486/2017 «MetappuBpLon tng MpwtoBabulag Opovrtidag Yyelag,
enelyouoeg pubuioelg appodiotntag Ynoupyeiou Yyeiag kat dAAeg Statageig» (A" 115).

10. Tnc mop.3 tou apBpou 259 tou v. 4512/2018 «PuBuiocslg yia tnv edappoyy Twv
AapBpwtikwv MetappuBuicewv tou Mpoypdppatog OlkovouLKAG Npooappoyng Kot AAAeg
Swatdteg» (A’ 5).

11. Tou v. 4600/2019 «Exkouyxpoviopodg kot avopdpdwon Oeopikol MAalciou ISLWTIKWY
KAwikwy, X0otaon EBvikol Opyaviopol Anuodoiag Yyeioag, XUotacn EBvikou Ivotitoutou
NeomAaolwv kal Aouég Statagelg» (A’ 43).

12. Tou dapBpou 90 tou m.6. 63/2005 (A'98) «Kwdikomoinon tng voupoBsoiag ywa tnv
KuBEpvnaon kal ta kuBepvntika opyava», o cuvduacopo Ue Tnv mep.22 tou apbpou 119 tou
v.4622 /2019 (A" 133).

13. Tou m.8. 121/2017 «Opyaviopog Yroupysiov Yyeiag» (A" 148).
14. Tou 1.8. 2/2024 «Aloplopog Yroupywv Kat Youroupywv» (A’ 2).

15. Tng map.2 tou apbpou 5 tou T.6. 77/2023 «Ilotaon Ymoupysiou Kal peTovopaoia
Yrmoupyelwv — IUotacn, Katapynon Kot petovopooia Mevikwy kol EWSIKwv Mpappatelwy —
Metadopd apUoSLOTATWY, UTINPECLOKWY HOVASwWY, BECEWY MPOCWTTLKOU KAl EMOTMTEUOUEVWY
dopéwv» (A" 130).

16. Tng ur’ ap. ow. 32737/10-7-2026 amddaong tou Mpwbumoupyol Kot Tou Ymoupyou
Yyelog «Aloplopog Mevikng Mpappatéws ZTpatnykol Ixedlacpol tou Ymoupyeiou Yyelag»
(Y.0.A.A. 983).

17. Tou v. 4472/2017 «Zuvtaflodotikeg Slatdfelg Anpooiou Kal tpomornoinon Twy Slatdfewv
Tou v. 4387/2016, pétpa sdappoyng Twv SNUOCLOVOUIKWY OTOXWV Kal UeTappubuicswy,
METPO  KOWWVIKAG OTAPLENG Kol epyactakég puBbuioslg, Meoompobeopo MAaiolo
Anpootlovopkng Xtpatnykng 2018-2021 kat Aourég Statateig» (A'74).

18. Tng AYr3o/r.N. 32221/2013 «kowng amoddaong twv Ymoupywv Avamtuéng,
AvtaywvioTtikotnrtag, Ynodouwv, Metadopwv kot Aiktuwv Katl Yyeiag (B'1049), «Evapuodvion
™G eEAANVIKAC vopoBeaoiag mpog tnv avtiotolyn vopoBeoia tng E.E. oTov TOPEQ TNG MApaywyng
KaL TNG KukAodopiag papudkwy ou poopilovtal yLa avBpwrtvn xpron, o€ CURUOpdwon e
v ur' aplBp. 2001/83/EK Obnyia «mepi KowotikoU Kwdlka ylo ta GApUAKA TIOU
npoopilovtat ywa avBpwrivn xpron» (L 311/28.11.2001), O6mwg wOYVEL KoL OmMWG
tpororoBnke pe tnv Odnyia 2011/62/EE, 6cov adopd tnv mpoAnyn tng swwddou
Pevdeniypadwv poappdkwv otn voulpn alvcida epodlacpot (L 174/1.7.2011).

19. Tng O6nyiag 89/105/EOK tnc 21ng AekepBpiou 1988 oXeTIKA e TN SLopAVELA TWV HETPWY
Tou puBuilouv Tov KABOPLOUO TWV TWWV TWV POPUAKWY YLO avOpwTIvn XPron Kal TtTnv
KAAUPn Tou KOOTOUC TWV oTa MAAioLa TwV €BVIKWY AoPAALOTIKWY CUCTNATWY UYELOG.

20. Tng umo otoweia A3(a)/owk. 82331/22-11-2019 (B’ 4274) Antddaong tou YroupyoU Yyeiag
«Alataelc TipoAoynong Oapuakwv» OTwWE TpOTonoLlNBnKe Pe TNV UTO otolxela A3(a) oLk.
79525/10-12-2020 (B’ 5511), pe tnv umo otoweia A3(a) 6295/9-2-2024 (B' 1100), pe thv UTO

2



otolyeio A3(a) 59308/21-11-2024 (B’ 6563) kat pe tnv umnd otoiyeiot A3(a) 53191/22-12-2025
(B’ 7194).

21. Tnc O.E. tng umo otowxeia A3(a) 41631/5-10-2026 Anddaong tou YroupyoU Yyeiag pe
Béua: «Emikaiponoinon AeAtiou Twwv OapUAKwWY ME EVOWUATWON  ALOKNTIKWY
MetaBoAwv».

B) To amo6 9/10/2026 (utt’ ap. Yrioupyeiou Yyelog 46434/12-10-2026) NAEKTPOVLKO LAVULA TNG
etalpeiag ANGELINI PHARMA pe 10 aitnua Ttng OLKEOBEAOUG pelwong TAG ToU
dapuakeUTIKOU TTPOIoVToG e kwdiko EO® 312080101.

. To and 12/10/2026 nAektpovikd pAvupa tou EO®, pe Tov UTTOAOYLOUO TNG TIULAC TOU TILO
avw avadepOUEVOU GOPUAKEUTIKOU TTPOLOVTOG.

A. To umo otouyeia B2B, Blo/I.N. 47782/19-10-2026 £yypado tng Mevikng A/vong OLKOVOULKWV
Yrinpeowwv tou Ymoupyelou Yyeiag, ocUpdwva LE TO ONMOIO: «AmO TO TEPLEYOUEVO TNG
npowdouuevng Ymoupylkng Amopaong Oev QVAUEVETaL TPOOVETn €emBapuvon Tou
npodmoAoyiouoy T.€. tou E.O.MY.Y. kaBw¢ auTH OVAQEPETOL OF UELWOELS TIUWV TOU
QVAPEPOLEVOU OTOV CUVNUUEVO TTIVOKA (PAPUOKEUTIKOU TTpoiovTtog. MapdAAnAa, onuelwveToL
OTL Sev mpokaleital daravn o€ Bapog Tou TAKTIKOU NpoUmoAoyLouou Tou Yroupyeiou Yyeiagy.

AMNO®MAZIZOYME
ApbBpo 1

Tnv éxkdoon ZupmAnpwpatikol AeAtiou Twwwv Qapudkwv AvBpwrvng xperiong, Aoyw
OLTAMOTOC HElWwoNG TWAC Kal Tov KoBoplopd Twv avwtoTwv TIHWwV TWANoNG Tou
avadepOUEVOU papUdKkou avBpwrivng xpnong cUUGWVA LLE TOV CUVNILUEVO TIVAKA.

ApBpo 2
Ztn Xovdpikr) kat Noookopelakr) Tir Sev meplapBavetat Gopog MpootiBpevng Aglag (OMNA).
Ztn Atavikn Tn €xeL oupmnepAndOet kat o avaioywv ONA.

ApBpo 3

To mopov AeAtio avaptatal otnv lotoosAida tou Ymoupyeiou Yyeiog kal amoteAel
QVATIOOTIOOTO HEPOC TNG anmodaong.

To mopov Aektio woyVel yia toug KAK, ta Noookopeia, TIG ISwwTkEG KAWIKEG, TIG
dapHAKATIOBNKEC, TOUG CUVETALPLOUOUC KAl TA GOPUOKELD OO TNV EMOUEVN TNG AVAPTNONG
Tou.

O YNMOYPIroz YFEIAZ
ZYNHMMENA: MNivakag (1 ogAida)
ZMNYPIAQN — AAQNIZ TEQPIIAAHZ

KOINOMNOIHZH: (nAektpovikd)
1. EOO®

a) Mpadeio Mpoédpou

B) TuApa TwoAoynong

2. EONYY




a) p. Aokntn

B) A/von Qapudkou

3. Ynoupyeio Epyaociag & Kowwvikng Aopaiiong

lev. Mpappateia Kowv. Aodpalioewv — A/von Kbplag Aoddaiiong MioBwtwv kot AcBeveiog
4. HAYKA ALE.

EZQTEPIKH AIANOMH: (nAektpovika)

1. Ip. YmoupyoU Yyeiag

2. Tp. Tevikng MpappaTéWG ZTpaTNYLKOU ZXESLAOUOU
3. A/von Qoppdkou — TuRpa Qappdkou
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