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TnAédpwvo 1213216 1762

Fax 1213216 1913
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AMNO®AZH

OEMA: «JuumAnpwpatikd Agdtio Tipwv Qapudkwv AvBpwriivng Xprnong, KOTOTILY ALTHHOTOS
Helwong TLUAG».
O YNOYPIroz YrelAz

‘Exovtag unoyn:

A. Tic datagelg:

1. tn¢ mapaypacdou 3 tou apbpou 17 tou v.8. 96/1973 (A'172) «Mepl TG gumoplag ev yEVeL TV
GAPUAKEUTIKWY, SLALTNTIKWY KOl KAAAUVTIKWYV TIPOIOVTWVYY, OTIWE LoXVEL KoL TNG tapaypddou 5 Tou
apBpou 17 tou v.6.96/1973 (A'172) «Mepl TN gUmoplag eV YEVEL TWV GAPUAKEUTIKWY, SLALTNTIKWY
Kol KOAAUVTIKWV TIPOIOVTWY», OMwE Tpomomnotitnke pe to apbpo 22 tou v. 4638/2019 (A'181)
«KUpwon: a) tng amd 25.9.2019 M.N.M. «Enelyovca puBpLon yla tnv amallayr] ano Thv UNTOXPEWON
andédoong tou dpoépou Stapovrcy (A° 142), B) Tng amo 30.9.2019 MN.N.NM. «Kateneiyovosg puBuioslg
appodotntag twv Ymoupyeiwv MeplPdAloviog kat Evépyelag, Eowtepkwy, OKOVOULKWY Kal
Yyelag» (A'145), y) t¢ amd 4.10.2019 NM.N.N. «Katemeiyouoeg pubpioslg appodlotntag
Tou Yrnoupyeiou Yyelag» (A"150) kot GAAEG SLOTAEELC».

2. tou v. 1316/1983 (A’3) «16puon, opydvwon Kot Appodiotnteg tou EBvikoU Opyaviopou
Qappakwv (E.0.0.), tng EBvikng Oappakoflopnyxaviag (E.M.), tng Kpatikng Gappakanobnkng
(K.®.) kat Tpomomoinon kat cupmAnpwon tng Oappakeutikng Nopobeoiag kat GAAEG SLATAEEL.,
OMwW¢ LoXVEL

3. Tou v. 2859/2000 (A"248) « KUpwon Kwdika Qopou MNpootiBépevng Agiagy.

4. Tou v. 3846/2010 (A'66) «Eyyunoelc yla tnv epyactakn acdaleta Kot GAAEG SLOTALELGY.

5.Tou v. 3918/2011 (A'31) «AtapBpwTikég AAAAYEC OTO GUOTNHA UYELOC Kal AANEC SLATAEELS.
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6. Tou v. 4052/2012 (A'41) «Nopog appodiotntag Yroupyeiwy Yyeiag kat Kowwvikng AAANAgyyUng
kalt Epyaociag kat Kowwvikng AcdaAiong ywa edapuoyn tou vopou «Eykplon Twv IXedlwv
JupBdoswv Xpnuatodotikng AleukoAuvong Petafl tou Eupwraikol Tapeiou XpnUoTOMIOTWTIKAG
JtaBepotntag (E.T.X.2.), tng EAAnVIKNG Anuokpartiog kal tng Tpanelag tng EAMGdog, tou Ixebiou
Tou Mvnuoviou Zuvevwonong Hetal tng EAAnVIkAG Anpokpartiag, Tng Eupwrnaikng EMtpomnic Kot
¢ Tpamelag tng EAAASOC kot AAAeG emelyouoeg Statdlelg yia tn pelwon tou dnuociou xpéoug Kot
N dlaocwaon NG €BVIKN G olkovopiag» Kal AAAEG SLATALELG, OTIWC LOXVELY.

7. Tng mapaypddou 5 tou GpBpou 22 tou v. 4213/2013 (A’261) «lpocappoyn TG €OVIKAC
vopoBeoiag ot Satdgslc tng Odnyiag 2011/24/EE tou Eupwmaikol KowvoBouliou kot tou
JupBouAiou tnc 9ng Maptiou 2011 nepl epapuoyng Twv SIKALWUATWY TwV AoBEVWVY , OTIWG
tpornornot0nke pe to apdpo 90 tou v.4583/2018 (A'212) «Katdpynon twv Statdfewv nept peiwong
TwV ouVtaéewv, evowpdtwon otnv EAAnviky NopoBeoia tng O8nyiacg 2016/97/EE tou Eupwmaikou
KotwvoBouAiou kat tou ZupBouliou Tng 20A¢ lavouapiou 2016 OXETIKA e TN Stavour aodaALoTIKWY
TPOLOVTWY Kol AAAEG SLatdaeLg» Kot Tng mapaypddou 10 tou apbpou 22 tou v. 4213/2013 (A’261)
«Mpooappoyn tng eBvikng vopoBbeaiag otic Statatelg tng Odnyiag 2011/24/EE tou Eupwraikol
KowvoBouAiou kat tou Zuppouliou tng 9ng Maptiou 2011 mepi epappoyng Twv SIKOLWUATWY TwWV
aoBevwvy.

8.Tou v. 4334/2015 (A'80) «Emelyovoeg puBuioelg yia tn Stampaypdteuon kot cuvan cupudwviag
e tov Eupwmnaikd Mnyaviopo Xtrpéng ( E.M.2.)».

9. Tou v.4320/2015 (A'29) «PuBuicsic yia t AAPN HETPWV ylot TNV QVTLUETWIILON TNG
avBpwMLOTIKAG Kplong, TNV opyavwon tg KuBépvnong kat twv KuBepvntikwv Opyavwy Kol AOLTEG
Slatatelcn.

10. Tou v.4270/2014 (A’'143) énwg tpomomnotnOnke pe to v.4337/2015 (A'129).

11. Tic Satdtelg tou apbpou 90 tou m.6. 63/2005 «Kwbdikomoinon tng vopobeciog ylo tnv
KuBépvnon katta KuBepvntikd opyavay» (A' 98), oe cuvduaouod e Tnv rep. 22 Tou apbpou 119 tou
v. 4622/2019 (A'133).

12. Tou m.6. 121/2017 (A'148) «Opyaviopog tou Yroupyeiou Yysiag».

13. Tou m.6. 68/2021 (A’ 155), «Aloplopog Ymoupywv, Avaminpwiplag Ymoupyou Kot
Ydumoupywv».

14. Tou v. 4472/2017 (A’74), «Xuvtoa€loboTIKEC SlatAfel AnUOciou Kal TPomomoinon twv
Slataéewv TOU V. 4387/2016, pétpo edpapuoyng TwWV OSNUOCLOVOULKWV OTOXWV Kol
LETappUOUicEWY, PETPA KOWVWVLIKAG OTAPLENG KaL EpyaoLakéC pubuioslg, MeoompoBeopo MAaiolo

AnpooLOVOULKNG ZTpatnYLKAG 2018-2021 Ko AOUTEG SLaTALELG».



15. Tou v. 4600/2019 (A’43) «EKouyxpoviopog Kal avapopdwon Oeopkol MAatoiou 16LWTIKWY
KAwwkwv, 20otacn EBvikou Opyaviopol Anuootag Yyeiag, Xuotacn EBvikoU Ivotitoutou
NeomAaoLwV Kat AOUEC SLataéeLcn.

16. Tou dpBpou 49 tou v. 4486/2017 (A'115) «MetapplBulon tng MpwtoBabuiag Gpovtidog
Yyelag, enelyovoeg puBuioslc appodiotntag Ymoupysiou Yyeiag kot GAAEG SLatagelgy.

17. Tou apBpou 259 map.3 tou v.4512/2018 (A'5) «PuBpioelg yia tnv edpappoyr Twv AlopBpwTikwv
Metappubuioswv Tou Mpoypappatog Olkovoplkng Npocappoyng Kal AAAEC SLATALELGY.

18. Tou &pBpou 19 tou v.4633/2019 (A’ 161) «XVotaon EOvikol Opyaviopol Anuooiag Yyeiag
(E.0.A.Y.), puBuioelg yia Ta tpoidvta kamvou, dAAa {ntrpata Tou Yroupyeiou Yyeiag Kal AoutEg
Slatatelc».

19.Tnc A.YI30,/T.M.32221/2013 kowng anddaong Twv Yroupywv Avantuénc, AVIaywvioTiKOTnTag,
Yrniodopwv, Metadopwv kat Aiktuwv Kat Yyeiog (B'1049), «Evapuovion tng eAANVLKAC vouoBeoiog
Tmpo¢ TNV avtiotowxn vopobBecia tng E.E. otov Topéa TNG Tapaywyng Kal tng KukAodopiag
dapuakwv TOU Tpoopilovtal yla avBpwrvn Xpnon, o cuupopdwon Pe TV UT' oplOp.
2001/83/EK Obényia «mepl KOWOTIKOU KWALKA yLa ta pappaka mou rpoopilovtal yia avBpwrivn
xpnon» (L311/28.11.2001), 6nwg LoxVEL Ko OTIwG TpoTonoliOnke pe tnv Odnyia 2011/62/EE, 6cov
adopd tnv mpdAnPn tne eloddou Peudemniypadwv dpapudkwy otn vouLpn alucida edodlacuou (L
174/1.7.2011).

B. Tnv O&nyia 89/105/EOK tng 21" AekepPpiou 1988 oxetikd pe tn Stadpdavela Twv PETPWY TTOU
puBuilouv Tov KABoPLOKO TWV TIHWV TWV GOPUAKWY YLo avBpwTvn XpHon Kot TNV KaGAuyn tou
KOOTOUG TWV OTA MAQCLO TWV €BVIKWV A0hOALOTIKWY CUCTNUATWY UYELaG.

I. Tnv umo otoweia A3(a)/owk. 82331/22-11-2019 (B'4274) Amodoon tou Yrmoupyou Yyeiag
«Alatagelg tipoAoynong Qappdkwyv» OMwE Tpomomnoldnke pe tnv umo otolxeia A3(a) olk.
79525/10-12-2020 (B'5511).

A. Tnv umd otoyeia A3(a) 75126/30-12-2022 anddaocn tou YmoupyoU Yyelag pe Ofua:
«Tpomonoinon tng A3(a)72397/16-12-2022 anodaong pe Béua: «AgAtio avabewpnuévwy TIHWY
dapuakwv avBpwrvng xpriong, Askepuppiov 2022 ».

E. Ta ano6 13/2/2023 awtrjpato tou K.A.K. MEDICAL PHARMAQUALITY A.E. (ap. mpwt. Youpyeiou
Yyeioag 9204/14-2-2023 kat 9207/14-2-2023) yio peiwon TLHWV TwWV GAPHOKEUTIKWY OKEUACUATWY
pe KQAIKOYZ EO®: 300670101 kat 300670104 avtictolya.

3T.To amd 15/2/2023 aitnua tou K.A.K. CROSS PHARMACEUTICALS (ap. mpwt. Yroupyeiou Yysiag
9649/15-2-2023) ywo peiwon THWV TwWV GAPHOKEUTIKWV OKELAOUATWY He KQAIKOY:E EOQ:
300680101 kat 300680104 avtictotya kat to amod 31/1/2023 (ap. mpwt. Ymoupyeiou Yyeiog



6024/31-1-2023) aitnua tou KAK LIBYTEC yla pelwon TUAG Tou GAPUOKEUTLKOU OKEUAOUATOC E
Kwdiko EOD: 301120102).

Z. To amno 15/2/2023 nAektpovikd puRvupa tou EOD, e Tov UTTOAOYLOUO TWV TILWV TWV QVWTEPW
avahePOUEVWV PAPUOKEUTLKWV OKEUAOUATWV.

H. To umno otoweia B2B, Bla/l.M. owk. 11035/22-2-2023 £yypado tng IA.0.Y Tou Yrmoupyeiou
Yyelag, oUudwva e To omoilo amod To TEPLEXOUEVO TNG Mapoloag YIoupylkng Anodaong dev
ovapEveTal poobetn eniBdapuvon tou npolimoAoylopol tou EONYY, kaBwg autr avadEépetal o
HELWOEL TIHWV TWV avapePOUEVWV OTOV CUVNUUEVO Tivaka okKeuaopdtwyv. MapdAAnAa,

onUewwveTal otL Sev mpokaAeital damavn og Bapog Tou MpolmoAoylopou Tou Yroupyeiou Yyeiag.

AMNO®AZIZOYME
ApbBpo 1

Tnv ékdoon ZupmAnpwpatikou AsgAtiov Tiuwv Oappdkwy AvBpwrivng xpnong, Adyw altnUatwyv
pelwong TIUAG KoL ToV KABopLoUo TwV avwTaTwV TWV TWANCNG Tou avadepopevou Gapuakou

avBpwrivng Xprong o6To CUVNLUEVO TTIVOKAL.
ApBpo 2

2tn Xovopikn kat Noookopelakn Tiur 6ev mepthapPfavetal Gopog MpootiBépevng Atiag (OMA).
TN Alavikn T £xel cupmepiAndOet kat o avaioywv OMA.

ApBpo 3

To mapodv AsAtio avaptdral otnv WotoosAida tou Yroupysiou Yyslag Kal amoteAel avamoomaoto
HEPOG TNC amodaonc.
To mapodv Aghtio oxvet yia toug KAK, ta Nocokopela, Tig IStwTikég KAWVIKEC, TIC pappaKamodkeg,

TOUG GUVETALPLOPOUG Kol Tal papUOKELQ Ao TNV EMOWEVN TNG OVAPTNON G TOU,

Zuv: Evog mivakag (1 ogAida)

O YNOYProz YrelAz

AOANAZIOZ NAEYPHZ

Kowomnoinon: (nAektpovika)
1. EOO®
o. Npadeio Npoédpou

B. TuApa TywoAdynong
2. EONYY



3. Ynoupyeio Epyaociag kat Kowwvikwv YnoBgéoswv
lev. Mpapp. Kow. Acdalicewv -A/von Kuplag Aodaiiong MioBwtwv kat AcBéveiag
4, HAIKA

Ecwtepiki) Atavopn: (NAEKTPOVIKA)

1 Ip. Ymoupyou Yyeiag

2.Tp. Tev. Mpappatéa Anuootag Yyeiog

3. Ip. Mpoiotapévng Mev. A/vong Anudotag Yyeiog kat Moltotntag Zwng
4. AJ/von Qoppdkou
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