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Oépa: «Kowormoinon tou EkteAeotikoy KavoviopoU (EE) aptB. 2023/1131 tng Emutponng , OXETIKA HE TN
S0opoAOYIKA KATATALN EUMOPEV UATWY 0Th ZuvSuacopévn OvopatoAoyiay.

1. Jag KOWOTOLOUUE, yla evnUépwaon Kal edapuoyr, Tov Kavoviouo mou avadEpetal oto BEua, Ue ToV
omoilov Katatdooovtol otov Kwdko 2.0. 2106 90 98 {sAeddkia BLtaplvwv os oxnua apkoldag, ta
omola TmeplEYouv OLpOmL Buvng, ocakyapdln, yAukoln, PLtapivec kal ovOpyaveg OucieC Kal
nipoopilovtal va xpnowdomnolnBouv yla Tn Slatnpnon Tt KaAnNG KAtdoTacng ToU opyaviopoU Kal
NG uyeiag. To mpoidv katetdyn pe Baon toug MNevikolg Kavoveg 1, kat 6 yla tnv epunveia ¢ 2.0.
w¢ Ao mapaockevaopa Statpodng mou Sev katovoudlstol oute mepthapBavetal alov, Kabwg

KPLONKe OTL £XEL AMWAECEL TA XAPAKTNPLOTIKA Tou {oxapwdoug mapackeudopatog tou Kepahaiou
17 kat dev mAnpot, eniong, TG mpolmoBEoelg TNG ZUMMANPWHATIKAG Znpeiwong 1 tou Kedpalaiou

30 tng 2.0.

2. O kowomnoloUpevog Kavoviopog apyilel va L.oxUEL TNV €LKOOTH NUEPA amo tn dnuocieuon tou otnv
«Emionun Ednuepida tng E.E.» (L 149/9-6-2023).

Ecwtepkn) Alavoun:
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Tehwvelakég Mepldépeleg

EAY.T ATtkig
EAY.T Oeo/vikng
A/von Eowtepkol EAEyxou — ABrva, Oso/vikn
M'eviko Xnpeio tou Kpatoug — AutoteA£g TUAUA XNULKOTEXVIKAG AacoAoyiou
Juvbeopog Emyelprioewv kat Biopnyaviwy (Z.E.B.)
EBvikr Zuvopoomovdio EAAnvikoU Epmopiou
Kevtpikn 'Evwon EmpeAntnpiwv
Epmopiko kat Blopnxaviko EmpeAntiplo ABnvwv (E.B.E.A.)
. Opoomnovéia EkteAwviotwv EANGSog — Toapadol 38 Melpatdg
. 20AM\oyog EkteAwviotwy ABnvag — Mepatld
. 2UM\oyog EkteAwviotwv Oea/vikng
. ALET.A.

r. EZQTEPIKH AIANOMH

unhwn

Autotehég TuApa Yriootipeng Mev. A/vt Tehwveiwv & E.O.K

lev. A/von HAektpovikng AlakuBEpvnong

A/voelg : TeEAwvelakwv Awadikaotwy, 2.T.E.M., EQ.K & ONA

A/von AteBvwv OKOVOULKWY IXECEWV - TUAA B’ : TEAwvELOKWY Ogpdtwy
A/von A.G.EK.A.: a.padeio Npoiotauévng Afvong

B. TuAuota A', B, I, A’
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EKTEAEXTIKOX KANONIZMOZX (EE) 2023/1131 THE EINITPOITHE
e 5n¢ louviov 2023
oxetikd pe 0 Saopoloyikn katatan opiopdvev epnopeupdtov oty Zuvdvacpivy Ovopatoloyia

H EYPQITATKH EITITPOITH,
'Exovtag unoyn t Zuvdnkn yia ™ Aertoupyia g Euponaikns Evaong,

Exovtag unoyr tov kavoviopo (EE) apid). 952/2013 tou Eupenaikou Kowofouhiou kat tou Zupfouliou, g 9ng Oktwfpiou 2013,
yia T Déomion) Tou eveotakol tehovelakol kadka (), kat ding o apdpo 57 mapiypagog 4 kai To apdpo 58 maplypagog 2,

Extipdvrag ta akolouda:

(1) T va eEaopaliotel n opolopopen epappoyn e uvduaopeving Ovopatoloyiag mou mposaptdtat otov kavoviopo (EOK)
apw. 2658/87 tou ZupPouliou (), eivan avaykaio va VEOTIOTOUY PETPA OOV APOPA TNV KATATAEN TGV EUMOPEURATOV TOU
AVAQEPOVTAL OTO TAPAPTI(LA TOU TAPOVTOG KAVOVIGHOU.

(2) O xavoviopog (EOK) apid. 2658/87 mpofhéner Toug yevikoUs kavoves yia v eppnveia e Zuvduaopévig Ovopatoloyiag
(Z0). Ot &v Aoyw Kavoveg 1oyUouv emiong kat yia ke aAAn ovopatoloyia 1) ornoia faciCetar ev Ol 1) ev pépet ot 2O 1
TPOGUETEL GE aUTV onotadnmote véa umodiaipeon kat Yeomiletan pe e1dikés Satageig g Evaong e okonod Ty egappoyn
daopoloyay kat NV HETPOV OXETIKA 1€ TIG ELMOPEURATIKEG GUVAAAAYEG.

(3) Kot epappoyr] autdv TV YEVIKGV KavOvey, Ta EUMOPEURATA mOU meptypagovial ot otiAn (1) tou mivaka mou

nepthapPavetar oto mapaptpa da mpemel va katatayouv otov kedikd O mou epgaivetal ot oA (2), yia Toug Adyous
nou avagépovtat ot oA (3) Tou &v ANoyo mivaka.

(4)  Eivar oxompo va mpofhedel 0T o Sikatolyog twv Seopeutikav dacpoloyikdv mAnpoopiay, o onoieg £ouv ekdovel
OYETIKA JIE TO EUTOPEVHATA TTIOU APOPA O TAPGY KAVOVIGHOG Kail OEV EVAL GUPPOVES JIE TOV TIAPOVTA KAVOVIGHO, UMOPEL vat
ouveyioel va i emkaNeitar eni pa opiopévr xpovikr mepiodo, oupgova pe Tig datagels tou apdpou 34 mapdypagog 9
Tou kavoviopol (EE) apd. 952/2013. H nepiodog autr) Ya mpémet va eivat Tpipnvi).

(5)  Ta pétpa mou mpofALnovial 0TOV MapOVTA KAVOVIOHO elval cUpQeva e T yvapn g Enttponrg Tehwveiakou Kadika,
EEEAQXE TON [TAPONTA KANONIEMO:

‘Apdpo 1

Ta epnopevpata mou meptypagovtar oty ot (1) Tou mivaka mou mepNApPAVETAL OTO TAPAPTNHA KATATACGOVIOL OTN|
Tuvduaopév Ovopatoloyia otov kwdikd TO mou avagépetat ot oA (2) Tou &v Adyw mivaka.

‘Apdpo 2

Ot Seopevtikéc daopohoyikés mAnpogopies mou dev elval CUHQGVES Pe TOV TAPOVIE KAVOVIOHO UMOPOUY Va GUVEKIGOUV va
anoTeNOUV avTIKeipevo enikhnong, ocupgava pe tig datagels Tou apdpou 34 mapaypagog 9 tou kavoviopov (EE) apd. 952/2013,
Kkata ) Sipkeia mepLOSOU TPIHY PNVeV and Ty nuepopnvia evapEng TG 1YU0G TOU TAPOVTOG KAVOVIGHOU.

‘Apdpo 3

O napov kavoviopods apyiler va woyvel v erkootr npépa and T dnpooicvor tou oty Emionun Eenuepida t¢ Eupwnaikig
'Evwor.

() EEL2691t¢10.10.2013, 0. 1.
(*) Kavoviepog (EOK) apid). 2658/87 tou Zupfouliou, g 23n¢ louhiou 1987, yia T dacpoloyikr kat GTaTIOTIKY ovopaToloyia kat To Koo
dacpoloyo (EEL 256 e 7.9.1987, a. 1).
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O mapdv Kavoviopog eival SECPEUTIKOG kG TPOG ONaL T HEPT) TOU Kat LoYUEL Apeca oe KOe KPATOg

péloc.
Bpu&éeg, 5 Touviou 2023.

TIa v Emtpon),
&€ ovopartog ¢ [Tpogdpou,
Tepaoipog OOMAY
Tevikdg Atevduvtrg
T'evixn) Aievduvon Gopoloyiag ko Tedwverakrc Evaot
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ITAPAPTHMA
, \ Katdrakn ,
Tleptypagr] oV EUMOPEVHATGY (Kudixoe 30) Artiohoyia
1 2 3)
Zehedaxia Prrapvev oe oxipa apkovdag moptokahi | 2106 9098 | H katdtaln kadopiletat and toug yevikoug kavoveg 1

XPOHATOC, pe €0 fapog mepinov 3 g ékaoto: kade
Cehebaxt mepiéxer (% kata fapog):

— oipom Puvng (54,3)
— oakyapoln (35,0)
— yAukoln (5,6)

Emmhéov, éva Cehedaxt mepieyet petaky 10 kar 100 %
TNG GUVIGTOHEVIG NepRotas dOoNS Twv akoAoudwv
Preapvév kar avopyavay ouotiv:

— Prrapivy A (0 ofwkr) petvohn) 375 pg
— Prrapiv B3 5 mg

— prrapivy B6 1 mg

— Prrapivy B7 5 pg

— Prrapivy C 20 mg

— Prrapivy D 5 pg

— Prrapivy E 10 mg

— oeMvio 10 pg

[Tepiéyovrar akopn ot akOAoUJEG 0UGIES: B-KapOTEVIO,
Nouteivn, Aukomévio, TnKTivr), KITPIKO VATPLO, KITPLKO
00, PUTIKO £AaLo KaL PUOLKO APOLLA TOPTOKANLOU.

To mpoidV €ival CUOKEVACHEVO YiaL T AIAVIKT TOANoN
pe okomod Tt datripnon e KaAfG KATaoTaons Tou
opyaviopot kot TG uyelag. H ouykévipwon Ttov
Prrapvov kar Twv avopyavev ouclov kaddg Kat 1)
ouvioTOHEVT npeprota doon (eva Celedaki-apkolda
ava UIEPQ) avVaypaPoOVTaL OTIV ETIKETAL

ka 6y v epprveia G Suvduaopévg
OvopatoAoyiag, anod T SUPTANPOHATIKT ONHElwo 5
tou Kegpahaiov 21, m Supm\npopatikr onpeioon 1
tou Kegpahaiou 30, kadwg kot and to Keljievo Twv
kodikov 20 2106, 2106 90 ka1 2106 90 98.

Ady0 TG UYPNARG TEPLEKTIKOTITTAG TOU O PrTativeg, To
TPOIOV €€l GMOMEGEL TA  XAPAKTPIOTIKA TOU
Layapodoug mapackevaopatog e khdong 1704
[BA. emiong ¢ Emegnynuatikés Inueidoels tou
Evappoviopévou Tuotpatog yia to kepahao 17,
Tevikéc mapatnprioels (e5aipeon), otoryeio f)].

Ano T obvdeon Tou TPOIOVTOG KaL TIV EMGTHAVOT, 1)
onola mephapfaver, petabl dM\wv, mAnpogopies
OYETIKA e TNV TOCOTTA Prrapveav ava povada
doone, mpokumTel OTL TO MPOIOV Eivan Mapackevaca
datpogric yia ) dwatriprion e kahng kataotaons
TOU opyaviopou Kkai TG uyelag [PAéme emiong TG
Enebnynpatikés  Enpewwoeig tou  Evappoviopévou
Suotipatog yia v khaon 2106, onpeio 16)].

To mpoidv dev mh\npoi TG mpoUmovécels g
SupmAnpopatikig onpeioons 1 tou kegalaiou 30
Kai, ¢ ek toutou, Sev pmopel va katatayxdel oty
k\aon 3004.

Kata cuvéneia, o mpoiov mpénel va katataydel oTov
kodkdo O 21069098 w¢ a\\o mapackelaocua
dtpogric  mou  dev  katovopaletar  olte
nephappavetar allov.

9.6.2023
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