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AMNO®AZH

OEMA: «ZupmAnpwuatikd AeAtio Twwwv Oapudkwv AvBpwrivng Xpriong, KOTOTLY OULTHATOG
pelwong TLuAg».

O YNOYProz YrElAz

‘Exovtag unoyn:
A. Tig dlatdtelc:

1. Tng mapaypdadou 3 tou apbpou 17 tou v.6. 96/1973 (A'172) «[Mepl Tng epmoplag ev yEVeL TwV
GAPUAKEUTIKWY, SLALTNTIKWY Kal KAAAUVTIKWV TIPOlOVTWY», OMwE LoXUEL Kal TnG mapaypddou 5
Tou apBpou 17 tou v.6. 96/1973 (A'172) «Mepl TNG eumopiag v YEVEL TWV GAPUAKEUTIKWY,
SLaLTNTIKWY Kal KOAAUVTIKWY TIPoiOVIwv», OMwC Tpomorolntnke pe to apbpo 22 ToOU V.
4638/2019 (A'181) «KUpwon: a) tg amd 25.9.2019 N.N.M. «Emeiyouca puBuion yla tnv
araAdayr) and tnv umoxpEwan anodoong tou dpopou Stapovng» (A 142), B) Tng ano 30.9.2019
M.N.N. «Katenelyovoeg puBuioelc appodidotntag twv Ynoupyeiwv MeptpdAriovtog kal Evépyelac,
Eowteplkwy, Owovoulkwy Kot Yyeiag» (A'145), y) tng amd 4.10.2019 M.N.M. «Katemelyouoeg
puBuioelg appodiotnrag tou Yroupyeiou Yyeiag» (A'150) ko GAAEG SLOTALELGY.

2. Tou v.1316/1983 (A'3) «l16puon, opydvwon Kkat Apuodidtnteg tou EOBvikol Opyaviopol
Qapudakwyv (E.0.0.), tng EBvikng Dapuakoflopnyaviag (E.@.), tng Kpatkng Oapuakamodnkng
(K.®.) kat Tpomomnoinon kat cupmAnpwon tng Oappakeutikng Nopobeoiag kal GAAeG SLatatels.,
OMwW¢ LoXVEL

3. Tou v.2859/2000 (A'248) « Kipwon Kwdika Odpou NpootiBéuevng Aflagy, Onwg LoxUEL.

4. Tou v.3846/2010 (A'66) «EyyunoeLg yLo TNV epyactokn aodaleta kat AAAeC SLatdéelg».

5.1t0u v.3918/2011 (A'31) «AlopBpwTtikeg alayég oto cuoTnuo uysiag kot GAAEG SLoTALELC.
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6. Tou v.4052/2012 (A'41) «NOpog appodiotntag Ymoupysiwv Yyelag kal Kowwvikng
AMnAeyyUng kat Epyaciag kat Kowwvikng Aopaliiong yla edappoyr tou vopou «Eykplon Twv
Ixeblwv upPacewv Xpnuatodotikng AteukoAuvong petafl Tou Eupwmaikol Tapeiou
Xpnuotomotwtikng 2tabepotntog (E.T.X.Z.), Tng EAAnVIkAG Anpokpartiog katl tng Tpamelag tng
EAAGSOG, Tou Xxediou tou Mvnuoviou Zuvevwonong Hetal tng EAANVIKAC Anpokpatiag, tng
Eupwnaikng Emttponng kot tng Tpamelag tng EAAASOG Kol GAAeg emeiyouosg Slatagelg yla tn
peiwaon tou dnpoaiou xpéoug Kal Tn dLaocwan TG eBVIKAG olkovoulagy Kal AAAEC SLatagelg, Omwg
LOXUELY.

7. Tnc mapaypadou 5 tou GpBpou 22 tou v.4213/2013 (A’261) «lMpocoappoyr tNG £OVIKAC
vopoBeoiag ot Swatagslc tng Odnyiag 2011/24/EE tou Eupwmaikol KowvoBouliou kot tou
JupBouAiov NG 9ng Maptiou 2011 mepi edpappoync TwV SIKALWHUATWY TwV acBevwv» , OMwWg
tpornono)Bnke pe to apbpo 90 tou v.4583/2018 (A'212) «Katdpynon twv Statdfewv mepi
pelwong twv ouvtdéewyv, evowpatwaon otnv EAAnvik NopoBeoia tng Odnyiag 2016/97/EE tou
Eupwrnaikou KowvoBouAiou kat tou ZupPouliou tng 20n¢ lavouapiou 2016 oXeTIKA Ue T Slovoun
0opaAloTIKWV TTPoLOVIWY Kal AAAeg Statagelg» kal Tng mopaypddou 10 tou apbpou 22 ToUu V.
4213/2013 (A’261) «Mpoocappoyn tng eBvikNg vopoBeaiag otig dtatdatelc tng Odnyiag 2011/24/EE
Tou Eupwraikol KowvoBouAiou kal tou TupBouliou tng 9ng Maptiou 2011 nepi edpoappoyng Twy
SIKOLWUATWY TWV acBevwy.

8. tou v.4334/2015 (A'80) «Emelyouoeg puBuioelc ywa tn Slampaypdtevon kat ovvoyn
oupdwviag pe tov Eupwnaikd Mnxaviopo Ztnpng ( E.M.2.)».

9. tou v.4320/2015 (A'29) «PuBuicelc yia t™n AQPN HETPWV yLlOL TNV QVTLUETWILON TNG
avBpwmLoTIKAG Kplong, tnv opydvwon tng KuBépvnong kat twv KuBepvntikwv Opydvwv Kal
AOLTEG SLaTaselg».

10. tou v.4270/2014 (A’'143) 6nwg tportontotiOnke pe to v.4337/2015 (A'129).

11. Tou apBpou 90 tou 1.6. 63/2005 «Kwdikomoinon tng vopoBeaiog yia tnv KuBépvnon Kat ta
KuBepvntika opyavoy» (A' 98).

12. tou m.6. 121/2017 (A'148) «Opyaviopog tou Ymoupyeiou Yyelog».

13. tou m.6. 68/2021 (A’ 155), «Awoplopdg Ymoupywv, Avaminpwtplog YmoupyoU Kol
Ydumoupywv».

14. tou v.4472/2017 (A’74), «Xuvtoflodotikég Slatafelc Anuociou Kal Tpomomoinon Ttwv
Slataéewv Ttou v.4387/2016, pétpa  edappoyic TwV  SNUOCLOVOULIKWY  OTOXWV Kol
LETappUOUicEwY, PETPA KOLWVWVIKAG OTAPLENG KOL EpyacLlakeg puBuioelg, MeoonpdBeopo Mhaiclo

AnpOCLOVOULKNG ZTPpATNYLKAG 2018-2021 Kot AOUTEG SLATALELG».



15. Tou v.4600/2019 (A’43) «Ekouyxpoviopog kot avapopdwon Oeoutkol MAalsiou 18LWTIKWY
KAwwkwv, 20otacn EBvikou Opyaviopol Anuootag Yyeiag, Xuotacn EBvikoU Ivotitoutou
Neom\aolwv Kat Aoutég SLaTAEELG», OTIWC LOYUEL.

16. Tou apBpou 49 tou v.4486/2017 (A'115) «MetappuBuion tng MNpwtofabutag Opovtidag
Yyelag, enelyovoeg puBuioslc appodiotntag Yrnoupysiov Yyeiag kot GAAEG Slatagelgy.

17. tou apBpou 259 map.3 Tou v.4512/2018 (A’5) «PuBuicelg ywa tnv edapuoyn Twv
AopBpwtikwv Metappubuioswv tou MNpoypdpupatog Owkovoulkng Mpoocapuoyng Kol AAAEG
Slatagelg», Omwe LoYVEL.

18. Tou GpBpou 19 tou v.4633/2019 (A'161) «Ivotaon EBvikol Opyaviopol Anuodoiag Yyesiog
(E.0.A.Y.), puBuioelg yia Ta poidvta kamvou, dAAa Intriuata tou Yrmoupyeiou Yyeiag Kot AOLTEG
SLatdagelg».

19. Tn¢ und otoweia A.YM3a/r.N. 32221/2013 kowng amodoonc twv Yrmoupywv Avamrtuénc,
Avtaywviotikotntag, Yrnodopwv, Metadopwv kot Alktowv kot Yyeiag (B'1049), «Evapudvion tng
eA\nVIKNG vopoBeaiog mpocg tnv avtiotolyn vopoBeaoia tng E.E. oToV TOHEQ TNG TTApAywYNG KOL TNG
KukAodoplag papudkwy mou mpoopilovral ylo avBpwrvn Xprnon, o€ cuppopdwaon pe thv um'
aplBu. 2001/83/EK Obnyia «mepl kowoTikoU KWSLKA yla ta dpdApuoKka mou mpoopilovial yla
avBpwrivn xprnon» (L 311/28.11.2001), 6nwg oxVel Kol Onwe tpomomnolndnke pue tnv Odnyia
2011/62/EE, 6oov adopd tnv mpdAndn tng swoodou Peuvdeniypadwv Gapudkwv otn VOULUN
aAuoida epodlacpov (L 174/1.7.2011).

B. tnv O8nyia 89/105/EOK tng 21" AskepBpiou 1988 oxetikd pe tn StadpAVELD TWV UETPWY TIOU
puBuilouv Tov KaBoPLoPO TWV TIHWY TWV GapUAKWY Ylo avBpwTvn Xpron Kot Tnv KaAuyn tou
KOOTOUG TWV OTA MAQCLO TWV €BVIKWV A0hOALOTIKWY CUCTNUATWY UYELaG.

. Tnv umo otowxeia A3(a)oik.82331/22-11-2019 (B'4274) Anddaocn tou Ymoupyol Yyeiag
«Alatagelg  TiwoAoynong  QDoapudkwv»  OMwG  TPOTIOMOWONKE HE TNV UMO  OToLXEla
A3(a)ok.79525/10-12-2020 (B'5511).

A. Tnv umo otowela A3(a)34849/27-6-2022 amodoon Ttou Yrmoupyol Yyeiag pe Oéua
«Emukatlpomoinon SeAtiov Tpwv apudkwyv avOpwrivng XpAonG UE EVOWHATWON SLOKNTIKWY
LETABOAWVY Y.

E. To and 22/6/2022 aitnua tou tomikol avtimpoowriou SPECIALTY THERAPEUTICS IKE (KAK:
COVIS PHARMA EUROPE B.V.), (ur’ ap. Ymoupyeiou Yyeiog 36534/23-6-2022) yia peiwon Tlpwyv
TOoU PapPUOKEUTIKOU okeLAopHaToC pe Kwdko EOD: 266390302.

2T. To amno 23/6/2022 nAektpovikd unvupa tou EOD, pe tov UTIOAOYLOUO TWV TLUWY TOU TILO TTAVW

avapePOUEVOU GOPUAKEUTIKOU OKEUAGHOTOG.



Z. To pe apBu. mpwrt. B2B/T.M.ok. 38227/30-6-2022 éyypado tng A.0.Y tou Yroupyeiou Yyeiag,
oUpdwva Le TO OTIolo ATO TO TIEPLEXOLEVO TNG Ttapoucas Amodaong Sev mpokaAsital mpoobetn
erupapuvon tou mpolmoloylopol tou OpyavicpoU KaBoTL n mapouca Ymoupylkn Amodaon
avapEPETAL OE LELWOELG TLUWV TWV avadEPOUEVWY OTOV CUVNLUEVO TIIVOKA GapUAKWV.

MapdAAnAa, onuewvetal OtL  6ev  mpokoAeital  damdavn oe  Bapo¢ Tou Kpatikou

MpoumoAoyLouou.

ANODAZIZOYME

ApbBpo 1

Tnv €ék6oon ZupmAnpwpatikou AgAtiou Tiuwv Qapudkwv AvBpwrivng xprong, AOyw aLtriuatog
pelwong TLAG Kot Tov KBopLoKo TWV aAVWTATWY TLHWV TWANCNG TwV avopepOUeEVWY GAPUAKWY
avBpwLVNG XpoNg 6TO0 GUVNUUEVO TTVAKAL.

ApBpo 2

21N Xovépikn kat Noookopelakn tiur 6ev mepilapBavetal Gopog MpootiBépevng Atlag (DOMA).
TN Alavikn T €xel cupmnepiAndOet kat o avaioywv OMMA.
ApBpo 3

To napodv AeAtio avaptdrtal otnv otoceAida Tou Yroupyeiou Yyelag kal amoteAel avamoonaoto
MEPOG TNG amodaonc.

To mapodv Aghtio LoyveL:

MNa toug KAK, ta Noookopela, Tig I81wTkEG KAVIKEG, TIG papUaKAMOBKECG, TOUG CUVETALPLOUOUG

Kol ta dapuakeia ano TNV EMOUEVN TNG AVAPTNONG TOU.

Zuv: Evog mivakag (1 ogAida)

O YMOYPIroz YrelAz

AOANAZIOZ MNNAEYPHZ
Kowomnoinon: (NAektpovika)
1. EOO®
o. Npadeio Npoédpou
B. TurApa TywoAdynong
2. EONYY
3. Yrnoupyelo Epyaciag Kowv. Aopdaiiong & Kowv. AN/yyOng-
lev. Fpapp. Kow. Acdaliocewy
-A/von Kbplag Aopaliong MwoBwtwv kat AcBeveiog
4. HAIKA



Ecwtepikr) Atavopn: (NAEKTPOVLIKA)

1 Ip. Ymoupyou Yyeiag

2. Tp. Tev. Mpappatéa Anpootag Yyelog

3. I'p. Mpoiotapévng Mev. A/vong Anudotag Yyeiog kat Motdtntag Zwng
4. A/von Qopudkou
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