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TMHMA OAPMAKOY
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TnAédwvo 12132161762, -1521
e-mail : farmaka@moh.gov.gr

OEMA: «Evtaén pappakwyv otov Katdhoyo Anolnpotpevwv Qopuakwym»

ANOO®AZH
O YNOYPIoOz YTEIAZ

‘Exovtag unoyn:

1. T dlatdtelg twy apBpwv 247 £wg 256 tou N. 4512/2018 (DEK A’ 5), «Pubuioelg yla tnv
ebappoyr] twv Slapbpwtikwv Metappubuicewv tou MpoypAppaTtog OLKOVOULKNAG
Mpoocappoyng kot AAAeg Slatdgelg», Omwe tpomomnolndnkayv pe ta apbpa 21 £€wg 25 tou
N. 4633/2019 (DEK A" 161) «XUotaon EBvikoUu Opyaviopou Anuodolag Yyeiag (EOAY),
pubploelg yla Ta mpoidvta kamvou, aAla {ntApata tou Ymoupyeiou Yyelog kot Aoutég
Satagelg» katl ta apbpa 12 £wg 14 tou v. 4683/2020 (A'83) «KUpwon tng amd 20.3.2020
M.N.M. “Katemelyovta HETPA ylot TNV QVILHETWION TWV CUVEMELWV TOU KLvSUvou
Slaomopdg Tou Kopwvoiou COVID-19, tn otRpln NG  KOWwvIiag KAl TNG
ETUYELPNUATIKOTNTOG KAl TN StaoddaAlion tng opaAng Astoupylog TNG ayopdg Kol tng
Snuootac doiknong” (A’ 68) kot AAEG Statdelc».

2. Tou apBpou 51 tou N. 4633/2019 (DEK A’ 161) «>0otaon EOAY, pubuicslg yia ta
TPOLOVTA KATIVOU KATT.

3. Tic Swataéelc tou apBpou 90 tou Kwdika vopoBeoiag yia thv KuBépvnon kat ta

KuBepvntikd opyava mou KupwOnke pe to apbpo mpwto tou 1.6. 63/2005 (DEK A" 98).

4. T dlatagelg tou m.6. 121/2017 (DEK A" 148), «Opyaviouog tou Yroupyeiou Yyelag,
OTWC LOoYVEL

5. To m.6. 77/2023 (DEK A’ 130) «XUotaocn Ymoupyeiou Kot petovopacio Ymoupysiwv —
Juotoon, Kotdpynon kol petovopaoio Mevikwv kol EWdkwv Mpappotewv — Metadopad
QPUOSLOTHTWY, UTTNPECLAKWY LOVASWY, DECEWV TIPOCWTILKOU KO ETOTTTEVOUEVWY GOPEWVY.

6. Tom.5.2/2024 (DEK A’ 2) «Aloplopog Youpywv Kat Ydumoupywvy.

7. Tnv apOu. mpwt. 44130/22-8-2023 (DEK Y.0.A.A. 863) anddaocn tou MNpwbumoupyou
Kol Tou Yroupyou Yyeiog «Aloplopog Mevikol Mpappotéa Stpatnyltkol Ixedlacpuol Tou
Yroupyelou Yyeiog».

8. Tnv apBu. mpwt. A1B/T.M. 5525/27-1-2023 (DEK Y.0.A.A. 71) anddaon «Zuykpotnon
kKot Oplopdg pelwv tng Emutpomng AfoAoynong kat Amolnuiwong @Dappdakwv
AvBpwruiivng Xpnong (Emutpomn AfloAoynong) He €6pa otov EBvikG Opyaviopod
Qappakwy (E.0.0.) kat avacuykpdtnon tng MpaUUATELOG QUTAGY.

9. Tnv apOu. mpwt. A1B/I.M. 84435/2019 (DEK YOAA 1032) anddaon «Iuykpotnon Kal
OpLOPOG HeAwv otnv Emutponn Awampaypdteuong Tuuwv @Doapupdkwv (Emtponn
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Alampaypdtevong) pe £€6pa otov EBvikd Opyaviopd Mapoxng Ymnpeowwv Yyelag
(E.O.M.Y.Y.)», 6nwg Tpomonolntnke kot LoXVEL

10. Tnv Odnyia 89/105/EOK tng 21" AekepPpiou 1988 oxetikd pe T Sladavelo TwV PETPWY
Tou puBuilouv Tov KOBOPLOUO TWV TIHWV TWV GAPUAKWY yLa avOpwIilvn Xprnon Kal tnv
KAAuN Tou KGOTOUG TWV OTA MAALOLA TWV EBVIKWV a0DOALCTIKWY CUCTNUATWY LYElag.

11. Tn pe ap. mpwt. oK. 164/IEIPA B/2024/27-9-2024 (Ap®. MNpwt. Ymoupyeiou Yyeiag
50916/27-9-2024) yvwpodotnon tng Emttpornic Alampaydteuong.

12. To apB. mpwt. B2B, Bla/l.N. owk. 54554/17-10-2024 éyypado tng levikng A/vong
OwWoVouIKWY Yrnpeowwv oUpudwva HE TO ONMolo: «armd TO TEPLEXOUEVO TNG
mpowdouuegvng Ymoupyikng Amopaonc npokalsital npoocdstn Samavn oe Bapo¢ tou
npoUnoAoytouov t.€. tou E.O.M.Y.Y. (KAE 0672), to uog tng omoiag Sev duvaral va
poadioplotei, apou Vo efaptnPei amo Tov Oyko TwV MWANCEWVY, TV TiUN amolnuiwons
TWV €V AOYw OKEUQOUATWYV (N oroia eVOEXETAL va E(val KAl EUTTIOTEUTIKN TIUN UEOW
Slampayuateuons), kadwe kot oo ormoladNIToTE UTTOKATAOTAON aKPLBOTEPWY 1
@Onvotepwv amolnutovuevwy Jepameiwy. H ev Aoyw damavn Sa avénoetl to mooo tne
UnmépBaonc mMouU EVIACOETAL OTO UNXAVIOUO QUTOUATWV emtotpopwVv (clawback) tou
poavapepouevou @opéa. MapdaAinAa, onuelwwvetal otL dev mpokaldeital damavn oe
Bapoc tou taktikou MpolmoAoyiouoU tou Yroupyeiouv Yyeiogy.

ANOMAZIZOYME

Tnv évtaén twv Katwtépw avadepOpevwy GAPUAKEUTIKWY OKEUACUATWY otov KatdAoyo
Anolnuiotpevwy Oapudkwy yla Toug AOyoug Tou avadEpovtol aVOAUTIKA oTn Ue aptd.
TPWT. oK. 164/3EIPA B/2024/27-9-2024 Betikr €lonynon tng Emtponn Alampayldteuong
Tipwv QoppraKwyY KoL T CUVNUUEVA QUTNAG apxeia:

DIMETHYL FUMARATE/SANDOZ*

APAZXTIKH OYZIA DIMETHYL FUMARATE

®OAPMAKOTEXNIKH MOP®OH / FAXTPOANGEKTIKO KAWAKIO, SKAHPO

NEPIEKTIKOTHTA

NOMIKH BAZH 10(1) - Aitnon yla yevoonuo

KATOXOZ AAEIAZ KYKAODOPIAZ SANDOZ GMBH, KUNDL, AUSTRIA

2YZKEYAZIEZ 330210101: DIMETHYL FUMARATE/SANDOZ GR.CAP 120MG/CAP
BT X 14 GR.CAPS 3E BLISTERS ANO OPA/AL/PVC//AL

AITHZH AZIOAOTMHZHZ A ‘Evtagn otn Alota anolnpovpevwy Gappakwy

ENAEIZEIZ Onwcg avadépetal otnv NXN

AOZOAOrIKO ZXHMA Onwcg avadépetat otnv MXM

NEPIOPIZMOI / ®AZH OEPANEIAZ /
OEZH ZE OEP.AATOPIOMO

ATC5 LO4AX07
ATC4 (CLUSTER) LO4AX
DAILY DEFINED DOSE (DDD) 0,480
MONAAEZ G

APIOMOZ HMEPHZIQN AOZEQN (AHA) 3,5
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DIMETHYL FUMARATE/SANDOZ*

APAZTIKH OYZIA

DIMETHYL FUMARATE

OAPMAKOTEXNIKH MOP®H /
NEPIEKTIKOTHTA

FA>XTPOANGEKTIKO KAWAKIO, ZKAHPO

NOMIKH BAzH

10(1) - Attnon yia yevoonpuo

KATOXOzZ AAEIAZ KYKAODOPIAZ

SANDOZ GMBH, KUNDL, AUSTRIA

2YZKEYAZIEZ

330210201: DIMETHYL FUMARATE/SANDOZ GR.CAP 240MG/CAP
BT X 56 GR.CAPS ZE BLISTERS AIO OPA/AL/PVC//AL

AITHZH AZIOAOINHZHZ A

‘Evtaén otn Alota anolnuioUpevwy Gapuakwy

ENAEIZEIZ

Onwg avadépetal atnv NXN

AOZOAOrMIKO ZXHMA

Onwg avadepetal otnv MNXMN

NEPIOPIZMOI / ®AZH OEPANEIAZ /
OEZH ZE OEP.AATOPIOMO

ATC5 LO4AX07
ATC4 (CLUSTER) LO4AX
DAILY DEFINED DOSE (DDD) 0,480
MONAAE2 G
APIOMOZ HMEPHZIQN AOZEQN (AHA) 28

H mapoloa anodacn woxleL anod v €ékdoaon tng anddaong avabewpnong tou KataAdyou
Anolnuiotpevwy Qapudkwv Tou apbpou 251 tou v. 4512/2018 (DEK A’ 5), omwg
tpornomnoBnke Kalt LoyxVeL pe To apBpo 24 tou N. 4633/2019 (DEK A’'161).

Kowomnoinon (ne nAektpoviko taxudpopeio):

O YNOYProz

2MYPIAQN — AAQNIZ TEQPTIAAHZ

1. Erutpony A§Lohoynong kat Antolnpiwong @apudkwv AvBpwrivng Xpriong

2. Emutportn) Awampaypdtevong Tiwv Goppdkwy.

Eowteptkn Atavour (e nNAEKTpovikd taxudpoueio):

1. Ip. Yroupyou Yyeiog

2. Tp. Tev. Mpappatéa STpatnykou IxeSlaopol

3. A/von ®appdkou
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