AAA: WAGY465PYO-HTI
Ministry of oSG covermance
Digital 10,3643 EEST

Reason:

GOVernance Location: Athens

ANAPTHTEA 2TH AIAYTEIA

EANHNIKH AHMOKPATIA

YNOYPIEIO YTEIAZ

FENIKH TPAMMATEIA XTPATHIIKOY ZXEAIAZMOY
AIEYOYNZH ®APMAKOY

ABnva, 28-4-2026
Ap1B. Npwrt.: A3(a) 15621

TMHMA OAPMAKOY

Tay. A/von : Aplototéloug 17

Tay. Kwdikag :104 33

TnAédwvo : 2132161521, -1400
e-mail : farmaka@moh.gov.gr

OEMA: «Evtaén dapuakwy atov Kataloyo Anolnuolpevwv Qoapuakwy»

ANO®AZH
O YNOYProz YrElAz

‘Exovtoag unoyn:

1. T dataelc twv apBpwv 247 £wg 256 tou N. 4512/2018 (PEK A’ 5), «PuBuioelg yia thv
edapuoyry twv SlapBpwrtikwv Metappubuicewv tou Mpoypdppatog OLKOVOULKNAG
Mpoacappoyng Kat GAAeG Slatdaelg», Omwe Tpomornolndnkav ue ta apbpa 21 £wg 25 tou
N. 4633/2019 (DEK A" 161) «XUotaon EBvikou Opyaviopol Anuodotag Yyeiag (EOAY),
puBuiocslg yla ta mpoidvta kamvol, aAAa {ntrApata tou Yrmoupyeiou Yyeiog kot Aoumég
Slatagelg» kat ta apbpa 12 £wg 14 tou v. 4683/2020 (A’83) «Kupwan tng amo 20.3.2020
M.N.M. “Katemelyovta METPA ylot TNV OVIWETWILON TWV CUVEMELWV TOU KWSUVoU
Sdlaomopdg Ttou Kkopwvoiou COVID-19, tn othApln TNC KOWWVIAG KAl TNG
ETUXELPNUATIKOTNTAG KAl T dtacddAlon tng opalng Astoupylag NG ayopdg Kol tng
dnuootag dloiknong” (A’ 68) kot AAAEG SLaTALELG».

2. Tou dpBpou 51 tou N. 4633/2019 (DEK A’ 161) «XUotaon EOAY, pubuicelc yia ta
TPOIOVTA KATIVOU KAT».

3. T Swatagelg tou apBpou 90 tou Kwdika vopobeoiag ywa tnv KuBépvnon kot ta
KuBepvntikd dpyova mou KupwOnke pe to apbpo mpwto tou 1.8, 63/2005 (DEK A’ 98).

4. T dwatagelc tou 1.6, 121/2017 (DEK A" 148), «Opyaviopog tou Ymoupyeiou Yyelagy,
Omwg LoXVEL

5. Tom.8.77/2023 (DEK A’ 130) «XUotaon Yroupyeiou Kat petovopacio Yroupyeiwv — XUotaan,
Katdpynon Kat petovopaoia Mevikwy kat Eikwy Mpappoteiwy — Metadopd appodlotitwy,
UTTNPECLAKWVY LOVASWY, DECEWV TIPOCWTTLKOU KoL ETTOTMTEUOUEVWY GOPEWVY.

6. Tom.6.2/2024 (DEK A’ 2) «Aloplopog Youpywy Kat Yumoupywvy.

7. TnvopBu. npwrt. 44130/22-8-2023 (DEK Y.0.A.A. 863) anddacon tou NpwbumoupyoL kat
Tou YmoupyoU Yyeiag «Aloplopog levikol Mpappoatéo Itpotnykol xedlaopol Tou
Yroupyeiou Yyeiog».

8. TnvapBu. mpwt. A1B/T.M.5525/27-1-2023 (DEK Y.0.A.A. 71) anodaon «Zuykpotnaon Kol
Oplopdc peAwv g Emtponng AloAoynong katl Armolnuiwong Qapudkwyv AvBpwrvng
Xpnong (Emutponr) AloAdynong) e €8pa atov EBviko Opyaviouo Qappdkwy (E.0.0.) kot
avVaoUyKPOTNOoN TG MPAUOTELOG AUTAGY.

9. Tnv apOu. mpwrt. A1B/T.MN. 84435/2019 (DEK YOAA 1032) anddacn «Zuykpotnon Kal
0pLOPOG HeAwv otnv Emutponn Awampayupdtevong Tiuwv Qoappdkwyv (Emitponn
Alampaypdrtevong) pe £€6pa otov EBvikd Opyaviopd Mapoxng Ymnpeowv Yyeiag
(E.O.M.Y.Y.)», 6nwg tpomomnolnonke Kot LoXUEL
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Tnv O6nyia 89/105/EOK tng 21" AekepBpiou 1988 GXeTIKA e TN SLadAVELD TWV LETPWY TIOU
puBLIouV ToV KABOPLOKO TWV TIHWV TWV GAPUAKWY YLo. avBpwrTtivn Xprion Kal tnv KGAun
TOU KOOTOUG TWV OTa MAALCLA TWV EBVIKWVY a0hOALOTIKWY CUCTNATWY UyElag.

Tn pe ap. TPWT. otk. 28/2026/1-4-2026 (AptB. Mpwt. Yroupyeiou Yyeiog 15621/2-4-2026)
yvwpodotnon tng Emttponng Alampayudteuong Tipwv Qapudkwy.

To apB. mpwrt. B2B, Bla/l.M. 15483/16-4-2026 é£yypado tng levikng A/vong
Owovoplkwyv Ymnpeowv oupbwva HE TO ONMOl0: «amd TO TEPLEXOUEVO TNG
npowTouuevng Antdpaonc npokaAsitatl evdexouevn npooletn damndvn oe Bapoc tou
npolmnoAoytouou tou E.O.1.Y.Y., to UYoc tn¢ onoiag dev duvaral va npoodloplotei
kaBwc Ja eéaptnPel and tov oyko Twv nwAnoewv, tnv tun anolnuiwonc (mou evoExetal
va elvol Kol EUTILOTEUTIKN WECW OLAMPAYUATEUONG), aAAd Kol ol omoladnmote
UToKaTAoTACN aKplBotepwy 1 @Bnvotepwy amolnuiovuevwy Jepamneiwv. H ev Adyw
danavn Ja Bapuvel toug A.A.E. 2.2.2.01.03.001 «Qapuakeutiky Aarmavn 161wtikwv
Qapuakeiwv (Kowotntag)» kat AAE. 3.2.3.02.01.001 «Ddpuaka YPniou Kootoug
(OYK)» kat o kaAuTel ano Ti¢ moTwaoeLls Tou mpolnmoAoylouou T.€. Tou Opyavicuou,
auédvovToG wWoTOO0 LOOTTOON TO TTOOO THE UNEPBACNC TNG PAPUAKEUTIKIC dArmavng Tou
E.O.M.Y.Y. (clawback). [MapdaAdnAa, OnUELWVETAL OTL QMO TO TIEPLEXOUEVO TNG
npowTouuevnc Yroupyikng Amopaacnc Sev npokaleital darmavn o€ Bapo¢ ToOU THKTIKOU
mpolnoAoyiauou tou Yroupyeiou Yysiacr.

ANO®MAZIZOYME

Tnv évtaén tou Katwtépw avadepopevou GAPUAKEUTIKOU OKeudouatoc otov KatdAoyo
Anolnuovpevwyv Qappdkwy ylo Toug AOyoug TIou avadEpovtal avaAluTLKA otn He aplb.
TPWT. OlWK. 26/2026/1-4-2026 Oetikn ewonynon tng Emurpomng Awampayudtevong THwv
QapuAaKwyY KAL TOL CUVNUUEVA AUTAC apyela:

FINGOLIMOD/ADELCO*

APAZTIKH OYZIA

FINGOLIMOD

DOAPMAKOTEXNIKH MOPO®OH /
MNEPIEKTIKOTHTA

KAWAKIO, ZKAHPO

NOMIKH BAzH

10(1) - Aitnon yla yevocnuo

KATOXOZ AAEIAZ KYKAODOPIAZ

ADELCO A.E. XPQM. AGHN. ADQOI E. KOAOKOTPQNH

2YZIKEYAZIEZ

331730101: FINGOLIMOD/ADELCO CAPS 0.5MG/CAP BT X 28 CAPS 1E
BLISTER ALU FOIL / CFB FOIL

MPOION ANADOPAX

GILENYA CAPS 0,5MG/CAP

AITHZH AZIOAOIHzZHZ MA

‘Evtagn otn Alota anolnuloUuevwy Gapuakwyv

ENAEIZEIZ

Onwg avadepetal otnv NXN

AOZOAOTIKO ZXHMA

Onwg avadepetal otnv NXN

MEPIOPIZMOI / ®AzH OEPAMEIAZ /
OEZH ZE OEP.AATOPIOMO

(AHA)

ATCS LO4AEO1
ATC4 (CLUSTER) LO4AE
DAILY DEFINED DOSE (DDD) 0,0005
MONAAEZ G
APIOMOZ HMEPHZIQN AOZEQN 28
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H mapouoa amodaon LoxVel anod tnv ékdoaon tng anddoaong avabswpnong tou Katakdyou
Ano{nuiovpevwy Qoapudkwv tou dapbpou 251 tou v. 4512/2018 (DEK A’ 5), Onmwg
TpomnomnolnBnke kal LoxVeL pe To apBpo 24 tou N. 4633/2019 (DEK A'161).

O YNOYProz

2MYPIAQN — AAQNIZ TEQPTIAAH2

Kowomnoinon (ne nAektpoviko taxudpopeio):
1. Emutport) A€loAdynong kat Arolnpiwong @appdakwyv AvBpwrivng Xpnong
2. Erutpomn) Awampaypdteuong Tiwv Goppdkwy.

Ecwteptki Atavopn (e NAEKTPOVIKO Taxudpopeio):
1. 'p. Yroupyou Yyeiag

2. Tp. Fev. Mpappatéa ETpatnykol IxeSLaopou

3. A/von ®appdkou
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