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ANO®AZH
O YNOYProz YrElAz

‘Exovtag unoyn:

1. T dataelc twv apBpwv 247 £wg 256 tou N. 4512/2018 (PEK A’ 5), «PuBuioelg yia thv
edpappoyy twv Slapbpwtikwv Metappubuicewv tou Mpoypdupatog OLKOVOULKNAG
Mpoocapuoyng Kot AAAEG SLaTaelc», OMwE TpomonolnOnkav pe ta apbpa 21 £wc 25 tou
N. 4633/2019 (DEK A" 161) «>Uotaon EOvikov Opyaviopol Anuootag Yysiag (EOAY),
puBuioelg ya ta mpoidvta kamvol, aAlha {ntripata tou Yroupyeiou Yyeiag Kal Aoumég
Satageic» kat to apOpa 12 €wg 14 tou v. 4683/2020 (A’'83) «KUpwon tng amd 20.3.2020
M.N.N. “Katemelyovria HETPA yla TNV OVTIUETWIILON TWV OUVETIELWV TOU KLWWSUvVou
Slaomopdg Ttou Kkopwvoiou COVID-19, tn othApln TNC KOWWVIaG KAl NG
ETUXELPNUATIKOTNTAG KAl T dtacddAion 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 yla ta
TPOLOVTA KATIVOU KAT».

3. T Slataéelg tou apBbpou 90 tou Kwdika vopoBeoiag yiwa tnv KuBépvnon kot ta

KuBepvntika 6pyavo mou KupwOnke pe To apBpo mpwto tou 1.6. 63/2005 (PEK A" 98).

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

5. To m.6. 77/2023 (DEK A’ 130) «XUotacn Ymoupyesiou Kol petovopaocio Ymoupysiwv —
J0otaon, Katapynon Kol petovopaoia Mevikwv kot Edikwv Mpaupateiwv — Metadopd

OPHOSLOTHTWY, UTTNPECLAKWY LOVASWVY, DECEWV TIPOCWTTLKOU KOl EMOTMTEVOUEVWY GOPEWVY.

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

7. Tnv apOu. mpwt. 44130/22-8-2023 (DEK Y.0.A.A. 863) anddaon tou Npwbumoupyou
Kall Tou Yroupyou Yyelag «Aloplopog MevikoU Mpappatéa ITpatnyltkol IXeSL00U0U TOU
Yrnoupyeiou Yyelag».

8. Tnv apOu. mpwrt. A1B/r.N. 5525/27-1-2023 (DEK Y.0.A.A. 71) anddaon «Zuykpdtnon
kKat Oplopde pedwv tng Emtpomng AfoAoynong kat Amolnuiwong @Dapudkwv
AvBpwriivng Xpnong (Emutpomy AfloAoynong) He €6pa otov EBvikd Opyaviouo
Qappakwy (E.0.0.) kat avacuykpdotnon tng MNpapatelag autigy.

9. Tnv apOu. mpwrt. A1B/T.M. 84435/2019 (DEK YOAA 1032) amddaon «Iuykpotnon Kot
0pLOPOG HeAwv otnv Erutponn Awampaypdtevong Tiuwv Qappdkwyv (Emitponn
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Awampaypdrteuong) pe €6pa otov EBvikd Opyaviopd Mapoxng Ymnpeowwv Yyeiag
(E.O.N.Y.Y.)», 6nwg tpomomnolonke Kot LoXUEL

10. Tnv Obnyia 89/105/EOK tng 21™ AckepuBpiou 1988 oxeTikd pe TN SLODAVELX TWV HETPWV
Tou puBuilouv Tov KOBOPLOKO TWV TILWV TWV PAPUAKWY yla avOpwrtvn xpron Kal tnv
KAAUPN TOu KOOTOUG TWV OTa TIAQLCLO TWV EBVIKWY a0 AALOTIKWY CUCTNUATWY UYELag.

11. Tn pe ap. MPwT. oK. 98/2025/9-7-2025 (AptB. Mpwt. Yroupyelou Yyeiag 30522/9-7-
2025) yvwpodotnon tng Emtponng Altampaypdteuong Tiuwv Qoapudkwy.

12. To apB. mpuwrt.

B2B, Bla/r.N. 32632/23-7-2025 éyypado tng levikng A/vong
Owovoulkwy Ymnpeowv olpdwva He TO omoio:

«OTTO  TO TIEPLEXOUEVO TNG

npowTouuevng Ymoupylkn¢ Amdpaonc npokaAsitatl npoocdstn damnavn oe 8apog tou
npolmnoAoytlouou t.€. tou E.O.11.Y.Y. (KAE 0672.00 kat KAE 0672.01), to Uy o¢ tn¢ omoiag
bev Sduvaral va npoodioplotei, apov Fa eéaptndei amd tov Oyko Twv MwWANoEwyY, TNV
Tl amolnuiwong twv ev A0yw okevaoudtwv (n omola evdéxetal va eival kat

EUTTLOTEUTIKN

Tun péow  Slampayudtevonc),

kaBw¢ kat amo omnoladnmote

Umokataotacn akplBotepwv n @Onvotepwyv amolnuiovusevwyv Jepamneiwyv. H ev Adyw
Sanavn Ja avénost to mooo ¢ UTTEPBAONG TOU EVTAOOETOL OTO UNXOVIOUO QUTOUATWY
emotpopwv (clawback) tou mpoavawepousvou @opéa. MapalinAa, onuslwvetal ot
bev mpokaAeital Samavn o€ Bapo¢ TOU TAKTIKOU TpoUroAoyiouoU tou Ymoupyeiou

Yyeiacr.

ANO®MAZIZOYME

Tnv évtaén Twv KAaTWTEPw avopePOUEVWY PUPUAKEUTIKWY OKEVUAOUATWY otov KatdAoyo
Anolnuiopevwv QOapudkwyv ylo Toug Aoyoucg mou avadEpovtal oVaAUTIKA otn UE aplb.
TPWT. OWK. 98/2025/9-7-2025 Oetikry slonynon tn¢ Emtpornng Awampaypdtevong Tipwv
DapUAKWY KL TO CUVNUMEVA QUTAG apXeia:

SIVOLIX*

APAZTIKH OYZIA

POMALIDOMIDE

OAPMAKOTEXNIKH MOP®H /
NEPIEKTIKOTHTA

KAWAKIO, 2KAHPO

NOMIKH BAzH

10(1) - Attnon yia yevoonuo

KATOXOzZ AAEIAZ KYKAODOPIAZ

DEMO ABEE

2YZKEYAZIEZ

334890104: SIVOLIX CAPS 1MG/CAP BT X 21 X 1 CAPS 3E
OPA/ALU/PVC/ALU UNIT-DOSE BLISTER

AITHZH AZIOAOTHZHZ TA

‘Evtaén otn Alota anolnuioUpevwy Gapuakwv

ENAEIZEIZ

Onwc avadépetal otnv MNXM

AOZOAOTIKO ZXHMA

Onwc avadépetal otnv MNXM

NMEPIOPIZMOI / ®AsH
OEPAMEIAZ / OEZH ZE
OEP.AATOPIOMO

ATC5 LO4AX06
ATC4 (CLUSTER) LO4AX
DAILY DEFINED DOSE (DDD) 0,000
MONAAEZ

APIOMOZ HMEPHZIQN AOZEQN | 0,00

(AHA)
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SIVOLIX*

APAZTIKH OYZIA

POMALIDOMIDE

OAPMAKOTEXNIKH MOP®H /
NEPIEKTIKOTHTA

KAWAKIO, 2KAHPO

NOMIKH BAZH

10(1) - Attnon yiLa yevoonuo

KATOXOZ AAEIAZ KYKAODOPIAZ

DEMO ABEE

2YZKEYAZIEZ

334890204: SIVOLIX CAPS 2MG/CAP BT X 21 X 1 CAPS :E
OPA/ALU/PVC/ALU UNIT-DOSE BLISTER

AITHZH AZIOAOrHZHZ MA

‘Evtaén otn Alota anolnpuioVpevwyv Gapuakwyv

ENAEIZEIZ

Onwc avadépetal otnv MNXM

AOZONOrIKO 2XHMA

Onwg avadépetal otnv MNXMN

MEPIOPIZMOI / ®AZH OEPANMEIAZ
/ ©EZH ZE OEP.AATOPIOMO

ATC5 LO4AX06
ATCA4 (CLUSTER) LO4AX
DAILY DEFINED DOSE (DDD) 0,000
MONAAES
APIOMOZ HMEPHZIQN AOZEQN | 0,00
(AHA)
SIVOLIX*

APAZTIKH OYZIA

POMALIDOMIDE

OAPMAKOTEXNIKH MOP®H /
NEPIEKTIKOTHTA

KAWAKIO, 2KAHPO

NOMIKH BAzH

10(1) - Attnon yta yevoonpo

KATOXOZ AAEIAZ KYKAODOPIAZ

DEMO ABEE

2YZKEYAZIEZ

334890304: SIVOLIX CAPS 3MG/CAP BT X 21 X 1 CAPS ZzE
OPA/ALU/PVC/ALU UNIT-DOSE BLISTER

AITHZH AZIONOTNHZHZ MNA

‘Evtaén otn Alota anolnplovpevwy Gapuakwyv

ENAEIZEIZ

Onw¢ avadépetat otnv MXMN

AOZOAOrIIKO ZXHMA

Onw¢ avadeépetat otnv MXMN

MEPIOPIZMOI / ®AZH
OEPANEIAZ / OEZH ZE
OEP.AATOPIOMO

ATCS LO4AX06
ATCA4 (CLUSTER) LO4AX
DAILY DEFINED DOSE (DDD) 0,000
MONAAEZ

APIOMOZ HMEPHZIQN AOZEQN | 0,00

(AHA)
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SIVOLIX*

APAZTIKH OYZIA POMALIDOMIDE

®APMAKOTEXNIKH MOP®H / KAWAKIO, ZKAHPO
NEPIEKTIKOTHTA

NOMIKH BAZH 10(1) - Aitnon yta yevoonpuo

KATOXOZ AAEIAZ KYKAODOPIAZ | DEMO ABEE

2YZKEYAZIEZ 334890404: SIVOLIX CAPS 4MG/CAP BT X 21 X 1 CAPS 3IE
OPA/ALU/PVC/ALU UNIT-DOSE BLISTER

AITHZH AZIOAONHZHEZ MA ‘Evtagn otn Alota anolnuol uevwyv GopUaKkwy

ENAEIZEIZ Onwg avadépetat otnv MXMN

AOZOAOrIKO 2 XHMA Onwg avadépetat otnv MXMN

NEPIOPIZMOI / ®AzH
OEPAMEIAZ / OEZH ZE
OEP.AATOPIOMO

ATC5 LO4AX06
ATC4 (CLUSTER) LO4AX
DAILY DEFINED DOSE (DDD) 0,000
MONAAES

APIOMOSZ HMEPHZIQN AOZEQN | 0,00
(AHA)

H mapouoa anddacn LoxveL anod tnv €kdoon tn¢ anodaong avabewpnong tou KataAdyou
Anolnuotpevwyv Qapudkwy tou dpbpou 251 tou v. 4512/2018 (DEK A’ 5), dmwcg
TporomnotOnke Kot LoxUeL ue to apBpo 24 tou N. 4633/2019 (DEK A'161).

O YNMOYProz

2NYPIAQN — AAQNIZ TEQPIIAAHZ

Kowornoinon (pe nAektpoviko taxudpopeio):
1. Erutpornny A§loAdynong kat Antolnpiwong @apudkwv AvBpwrivng Xpriong
2. Erutporty Alampaypdteuong Tiwv Goppakwy.

EowteptkA Atavopn (UE NAEKTPOVIKO TaxuSpopeio):
1. [p. YroupyoU Yyeiag

2. p. Tev. Mpappatéa ITpatnyLkol IxeSlacuol

3. A/von ®appdkou
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