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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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10.

11.

12.
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Awampaypdrteuong) pe €6pa otov EBvikd Opyaviopd Mapoxng Ymnpeowwv Yyeiag
(E.O.N.Y.Y.)», 6nwg tpomomnolonke Kot LoXUEL

Tnv O8nyia 89/105/EOK tng 21™ AskepBpiov 1988 oxeTkd pe Tt StadAvela Twv PETPWY
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.

Tn pe ap. mMpwrt. olk. 202/3EIPA B/2024/9-12-2024 (AplB. MNpwt. Yroupyeiou Yyeiag
63192/10-12-2024) yvwuodotnon tng Emtpornng Atanpayudreuong Tinwv Qapudxkwv.
To opB. mpwrt. B2B, Bla/r.M. 65542/19-12-2024 £yypado tng levikng A/vong
Owovoplkwyv Ymnpeowv oupbwva HE TO OMNMOl0: «amd TO TEPLEXOUEVO TNG
npowTouuevng Ymoupylkn¢ Amdpaonc npokaAsitatl npoocdstn damnavn oe 8apog tou
nmpolmnoAoytlouou t.€. tou E.O.11.Y.Y. (KAE 0672.00 kot KAE 0672.01), to U oc¢ 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
EUTLOTEUTIKY) TN MEOW SLAMPAYUATEUONC), Kadw¢ KkalL amo onoladnote
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. otk. 202/3EIPA B/2024/9-12-2024 Betikn lonynon tng Emtponig Alampayudteuong
Tipwv QapUAKWY KaL TO GUVNUEVO OUTAG apXEia:

DABIGATRAN ETEXILATE/ZENTIVA

APAZTIKH OYZIA

DABIGATRAN ETEXILATE MESILATE

OAPMAKOTEXNIKH MOP®H /
NEPIEKTIKOTHTA

ENIKAAYMMENO ME AEMTO YMENIO AIZKIO

NOMIKH BAzH

10(1) - Aitnon yla yevocnuo

KATOXOZ AAEIAZ KYKAODOPIAZ

ZENTIVA K.S., PRAGUE, CZECH REPUBLIC

2YZKEYAZIEZ

332770203: DABIGATRAN ETEXILATE/ZENTIVA CAPS 110MG/CAP BT X 60
CAPS [(10 X 1) CAP XE PERFORATED BLISTERS (ALU/OPA-ALU-PVC)] UNIT
DOSE

AITHZH AZIONOTHZHZ A

‘Evtaén otn Alota anolnuolpevwy Gapuakwy

ENAEIZEIZ

Onwg avadépetat otnv MXN

AOZOAOTIKO 2XHMA

Onwg avadépetat otnv MXN

MEPIOPIZMOI / ®AZH OEPANEIAZ / OEZH
2E OEP.AATOPIOMO

ATC5 BO1AEO7
ATC4 (CLUSTER) BO1AE
DAILY DEFINED DOSE (DDD) 0,300
MONAAE3 G
APIOMO3 HMEPHZIQN AOZEQN (AHA) 22
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DABIGATRAN ETEXILATE/ZENTIVA

APAZTIKH OYZIA

DABIGATRAN ETEXILATE MESILATE

OAPMAKOTEXNIKH MOPO®H /
NEPIEKTIKOTHTA

ENIKAAYMMENO ME AEMTO YMENIO AIZKIO

NOMIKH BAzH

10(1) - Altnon ywa yevéonuo

KATOXOZ AAEIAZ KYKAODOPIAZ

ZENTIVA K.S., PRAGUE, CZECH REPUBLIC

2YZKEYAZIEZ

332770303: DABIGATRAN ETEXILATE/ZENTIVA CAPS 150MG/CAP BT X 60
CAPS [(10 X 1) CAP XE PERFORATED BLISTERS (ALU/OPA-ALU-PVC)] UNIT
DOSE

AITHZH AZIOAOTHZHZ A

‘Evtagn otn Alota anolnuloUuevwy Gapuakwyv

ENAEIZEI2

Onwg avadépetat otnv MXMN

AOZOANOTIKO 2XHMA

Onwg avadépetat otnv MXMN

NEPIOPIZMOI / ®AzH OEPANEIAL /
OEZH IE OEP.AATOPIOMO

ATCS BO1AEQ7
ATC4 (CLUSTER) BO1AE
DAILY DEFINED DOSE (DDD) 0,300
MONAAEZ G
APIOMOZ HMEPHZIQN AOZEQN 30

(AHA)

DABIGATRAN ETEXILATE/ZENTIVA

APAZTIKH OYZIA

DABIGATRAN ETEXILATE MESILATE

OAPMAKOTEXNIKH MOPO®H /
NEPIEKTIKOTHTA

EMNIKAAYMMENO ME AEMNTO YMENIO AlIZKIO

NOMIKH BAZH

10(1) - Altnon ywa yevéonuo

KATOXOZ AAEIAZ KYKAODOPIAZ

ZENTIVA K.S., PRAGUE, CZECH REPUBLIC

2YZKEYAZIEZ

332770103: DABIGATRAN ETEXILATE/ZENTIVA CAPS 75MG/CAP BT X 60 CAPS
[(10 X 1) CAP SE PERFORATED BLISTERS (ALU/OPA-ALU-PVC)] UNIT DOSE

AITHZH AZIONONHzZHZ A

‘Evtagn otn Alota anolnuloUuevwy Gapuakwyv

ENAEIZEIZ

Onwg avadépetat otnv MXN

AOZOANOTIKO 2XHMA

Onwcg avadepetal otnv NXN

MEPIOPIZMOI / ®AzH OEPANEIAZ /
OEZH E OEP.AATOPIOMO

ATC5 BO1AEO7
ATC4 (CLUSTER) BO1AE
DAILY DEFINED DOSE (DDD) 0,300
MONAAES G
APIOMOSZ HMEPHZIQN AOZEQN 15

(AHA)
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H napovoa anddaon woxveL anod tnv £kdoon tng anddacng avabewpnong tou Kataldyou
Ano{nuiovpevwy Qoapupdkwv Tou Aapbpou 251 tou v. 4512/2018 (DEK A’ 5), omnwg
TpomnomnolnBnke kal LoxVeL pe To apBpo 24 tou N. 4633/2019 (DEK A'161).

O YNOYProz

2NYPIAQN — AAQNIZ TEQPIIAAHZ

Kowomnoinon (ne nAektpoviko taxudpopeio):

1. Emutport) A€loAdynong kat Arolnpiwong @appdakwyv AvBpwrivng Xpnong
2. Erutpomn) Awampaypdteuong Tiwv Goppdkwy.

EowteptkA Atavopn (UE NAEKTPOVIKO TaxuSpopueio):
1. I'p. Yroupyou Yyeiag

2. Ip. Fev. Mpappatéa ETpatnykol ZxeSlaopou

3. A/von ®appdkou
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