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YMOYPIEIO YFEIAZ

FENIKH TPAMMATEIA XTPATHIIKOY ZXEAIAZMOY
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Tay. A/von : Aplototéloug 17

Tay. Kwdikag :104 33

TnAédpwvo 12132161850, -1400
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AMNOOAZH

OEMA: «IupnAnpwpoatiko Ashtio Tiuwv Qapudkwyv AvBpwrivng Xpriong, KATOmL altioTog
pelwong Tung»

O YNOYProz YFElAZ
‘Exovtag unoyn:

A. Tic Slataelg

1. Twv mapaypddwv 1 kat 3 tou dpbpou 17 tou v.6. 96/1973 (A’ 172) «Mepi tng spmopiag v
VEVEL TWV POPUAKEUTIKWY, SLOTNTIKWY KoL KOAAUVTIKWVY TIPOIOVTWYY», OTIWE LOXUEL KAl TNG
napaypddou 5 tou apbpou 17 tou v.6. 96/1973 (A’ 172) «Mepl Tng gumopiog ev yével Twv
GAPHUAKEUTIKWY, SLOLTNTLKWY KAl KAAAUVTIKWY TIPOIOVTWV», OTIWGE TPOTomoLnnke e To apbpo
22 tou v.4638/2019 (A'181) «KUpwon: a) Tng ard 25.9.2019 M.N.N. «Eneiyovoa puBuon ya
v armaAAayn ano tnv unoxpéwon anodoong tou ¢opou Siapovig» (A° 142), B) Tng anod
30.9.2019 N.N.MN. «Katemneilyovoeg pubuioelg appodiotntag twv Ynoupyeiwv MeptdAlovrog
kal Evépyelag, Eowtepikwy, Owkovopkwy Kat Yyeioag» (A" 145), y) tng amd 4.10.2019 M.N.M.
«Katenelyouoeg puBuioelc appodotntag tou Ymoupyeiou Yyeiag» (A" 150) kot GAAEG
Slatagelg».

2. Tou apBpou 19 tou v. 4633/2019 «XUotacn EOBvikol Opyavicpol Anuooiag Yyeiag
(E.0.AY.), puBuioelg yia ta mpoiovta kamvou, dAAa Intrpata tou Yrmoupyeiou Yyeiog Ko
Aounéc Satagelg» (A 161).

3. Tng map. 5 tou dpbpou 22 tou v. 4213/2013 «MNpooapuoyr] TG BVIKAC vopoBeoiag otig
Slatagelc tng Odnyiag 2011/24/EE tou Eupwmnaikol KowvoBoulAiou kot Tou JupPouliou tng
9ng Maptiou 2011 mepl edpapuoyng tTwv SkalwpdTwy twv acBevwv» (A’ 261), onwg
tponorowBnke pe to ApBpo 40 tou v. 4865/2021 «IUoTAON KoL OPYAVWON VOULKOU
MPOCWITOU 8LwTLkoL Sikaiou pe tnv emwvupia “EBvikr Kevtpkn Apxn MpounBeswwv Yyeiog”,
Kal AAeg emelyovosg Slatdgelg yia tn SnudcLa Uyeia KoL TNV KOWWVLKH Tipovolay (A’ 238).

4. Tou v. 1316/1983 «I6pucn, opyavwon kot Appodilotnteg tou EBvikol Opyavicpou
Qapuakwv  (E.0.0.), tn¢ EBvikng O@appakoflopnyaviag (E.D.), t™¢ Kpatkng
Qappakarodikng (K.M.) kat tpomomnoinon kat cupmAnpwon the Qappakeutikrc Nopobeoiog
Kal aM\eg Statdtelg (A" 3).

5. Tou 1.8. 142/1989 «Opyaviopog EBvikol Opyaviopol Qapudkwv» (A’ 68).

6. Tou v. 5144/2024 «Kupwon Kwbika @opou MpootiBépevng Aflag» (A’ 162).

7.Tou v. 3918/2011 «AlapBpwTtikec ANAayEG oto SUatnua Yyeiag kat dAeg Statdgeic» (A' 31).
8. Tou v. 4052/2012 «N6pog appodiotntag Yrmoupyeiwv Yyeiag kot Kowwvikng AAANAgyyUng
kat Epyaociag kot Kowwvikng Aopaiiong yla edappoyr Tou vopou «Eykplon twv ZXedlwv
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JupBdoswv  Xpnuatodotikng  AleukoAuvong petaly  tou  Eupwmaikol  Tapeiou
Xpnpoatomotwtikng Ztabepotntag (E.T.X.Z.), tng EAANVIKAG Anpokpatiag kattng Tpdmelag tng
EAAGSOG, Tou Zxediou Tou Mvnuoviou Zuvevwonong petafl tng EAANVIKNAG Anpokpatiag, tng
Eupwnaiknig Emtpomnig kat tng Tpamelog tng EAAASOG Kal AAAEG emelyouoes SLOTALELG yLa TN
pelwon Ttou Snuooiou XpEoug Kat T SLaowaon TG €BVIKNAG okovoulag» Kal AAAEC SLaTAEELG»
(A" 41.

9. Tou apBpou 49 tou v. 4486/2017 «MetappLBuion tng MpwtoBabuag Opovrtidag Yyeiag,
enelyovoeg pubuioelg appodiotntag Ymoupyeiov Yyeiag kat dAAeg Statageig» (A 115).

10. Tng moap. 3 tou dpbpou 259 tou v. 4512/2018 «PuBuicelg yla tv edappoyn Twv
AapBpwtikwyv Metappubuicewv tou Mpoypdppatog OlkovouLkng Npooappoyng Kot AAAeg
Satdteg» (A’ 5).

11. Tou v. 4600/2019 «Exkouyxpoviopdg kot avopdpdwon Oeoptkol MAatoiou ISwTIKwY
KAwikwv, X0otaocn EBvikou OpyaviopoU Anuootlag Yyeiag, Juotoaon EOBvikol lvotitoutou
NeomAaolwv kat Aouég Statagelg» (A’ 43).

12. Tou dapBpou 90 tou m.6. 63/2005 (A'98) «Kwbikomoinon tng voupoBeoiag ywa tnv
KuBEpvnaon kal ta kuBepvntika opyava», o cuvduacopo Ue TN mep.22 tou apBpou 119 tou
v.4622 /2019 (A’ 133).

13. Tou m.8. 121/2017 «Opyaviopog Yroupysiov Yyeiag» (A" 148).
14. Tou 1.8. 2/2024 «Aloplopog Yroupywv Kat Yumoupywv» (A 2).

15. Tn¢ map. 2 tou apBpou 5 tou m.6. 77/2023 «XlUotoon Ymoupyeiou Kol petovopacio
Yrnoupyeiwv — Z0otaon, Katapynon Kot petovopaocia Mevikwy kat EWkwy Mpoppatewwy —
Metadopd apuodLoTATWY, UTINPECLAKWY HOVASWY, BECEWV TPOCWTILKOU KAl EMOTITEUOUEVWV
dopéwv» (A" 130).

16. Tng ur’ ap. oK. 32737/10-7-2026 amnddacng tou Mpwbumoupyol Kol tou Ymoupyol
Yyelog «Aloplopog Mevikng Mpappatéws Stpatnytkol Ixedlacpol tou Ymoupyeiou Yysiag»
(Y.0.A.A. 983).

17. Tou v. 4472/2017 «Zuvtaflodotikeg Slatdfelg Anpooiou Kal tpomornoinon Twy Slatdfewv
Tou v. 4387/2016, pétpa ebopuoynS TwWV SNUOCLOVOULKWY OTOXWY Kal UeToppubpicewy,
METPOL  KOWWVIKAG OTAPLENG Kal epyactakég puBuloelg, Meoompobeopo MAalolo
AnpoolovopLkng ZTpatnyikng 2018-2021 kat Aoutég Statdagelg» (A'74).

18. Tng AYr3o/r.N. 32221/2013 «kowng amoddaong twv Ymoupywv Avamtuéng,
Avtaywviotikotntag, Yrodouwv, Metadopwv kot Aiktuwv kat Yyeiag (B'1049), «Evapuodvion
™G eAANVIKAC vopoBeoiog mpog tnv avtiotolyn vopobeoio tng E.E. oToV TOMEN TNG MAPAYWYNS
Kall TNG KukAodopiag papudkwy ou tpoopilovtal ylo avBpwrivn xprion, o€ cUppOpdwon e
v ur' aplBp. 2001/83/EK Obnyia «mepi KowotikoU Kwdlka ylo Tt GApUAKA TIOU
npoopilovtat ywa avBpwrivn xprion» (L 311/28.11.2001), Onmwg LOXUEL Kol ONMWG
tpororotOnke pe tnv O6nyia 2011/62/EE, 6cov adopd tnv mPOAnYn tng £0660u
Peudeniypadwyv pappdkwy otn voupn akucida epodlacpou (L 174/1.7.2011).

19. Tng O6nyiag 89/105/EOK tnc 21ng AekepBpiou 1988 OXETIKA e TN SLOPAVELA TWV HETPWY
mou puBuilouv Tov KABOPLOUO TWV TWWV TWV GOPUAKWY YL avOpwrivy XPron Kol TtThv
KAAuPn Tou KOOTOUC TWV OTa MAAioLa TwV EBVIKWY oPAALOTIKWY CUCTNUATWY UYELOC.

20. Tng umo otoieia A3(a)/owk. 82331/22-11-2019 (B’ 4274) Anddaong tou YroupyoU Yyeiag
«Alotagelc TipoAoynong apudkwy» OTWE TPOTOMOLWONKE Pe TNV UTIO otolxeia A3(a) olk.
79525/10-12-2020 (B’ 5511), pe tnv umo otoixeio A3(a) 6295/9-2-2024 (B’ 1100), pe tnv umd
otolyeia A3(a) 59308/21-11-2024 (B’ 6563) kat pe tnv umnd otolyeiot A3(a) 53191/22-12-2025
(B’ 7194).



21. Tng umo otoweia A3(a) 5568/20-2-2026 O.E. Anddaong tou YroupyoU Yyeiog pe Oépa:
«Tpormomoinon tng umd otoweia A3(a) 58275/29-12-2025 amnddaong pe Ofpa: «AeAtio
avaBewpnUEVWVY TILWV GapUakwV avBpwrivng xprnong, Aekepufpiouv 2025»».

B. To amod 5-8-2026 (ur’ ap. mpwt. Youpyeiou Yyeiog 37302/6-8-2026) NAEKTPOVLKO UAVU QL
NG etatpeiog FRESENIUS KABI pe to aitnpa tg olkeloBeAoU¢ pelwong TIUAG TwV akdAouBwy
APUAKEUTIKWY TIPOIOVTWV:

1. ADDAMEL N NEW C/S.SOL.IN BTx20 (AMP x10 ML (kwdiko6g EOD 202140201),
2. SMOFKABIVEN INJ.EM.INF BTx1 BAGx1477 ML (kwbwog EO® 280980103),

3. SMOFKABIVEN INJ.EM.INF BTx1 BAGx1970 ML (kwdiko6g EOD 280980105),

4. SMOFKABIVEN INJ.EM.INF BTx1 BAGx986 ML (kw6wdg EOD® 280980101 ) kot
5. VITALIPID/INFANTS INJ.EM.INF BTX10AMPX10ML (kw66 EOD 198550101).

I. To amo 6-8-2026 NAeKTPOVIKO pRvupa Tou EOQ, e ToV UTTOAOYLOHO TWV TLLWV TWV QVWTEPW
APUAKEUTIKWY TIPOIOVTWV.

A. To umo otolyeia B2B, Bla/T.M. 37848/12-8-2026 £yypado tng Mevikng A/vong OLKOVOULKWV
Yninpeowwv tou Yroupyeiou Yyeiog, cUpdwva e To omoio arnod To MePLEXOLEVO TG TOPOoUCOC
Yrioupytkng Antodaong Sev avapévetol mpooBetn entBdapuveon Tou mPoUToAOYLoUOoU T.€. TOU
E.O.M.YY., kaBwc autn avadpEPETal 08 HELWOELG TILWY TWV avVoPEPOUEVWY OTOV GUVNUUEVO
Tiivaka GapUAKEUTIKWY TTPoiovVTwY. MapdAAnAa, onUeLwWVETaL OTL dev TpokaAeital damavn og
Bapoc tou TaktikoL tpoimoAoylopol tou Yroupyeiou Yyeiog.
ANO®AZIZOYME
ApbBpo 1

Tnv €kbdoon ZupmAnpwpatikou Aeitiov Twwv Qoapudkwv AvBpwrmivng xpriong, Adyw
QUTAMOTOC MEWOoNG TWAC Kol Tov KABOPLOUO TwV OoVWIATWYV TLHWV TWANONG Twv
avadepOUEVWY GapUAKWY avBpwrvng XpHong cUUGWVA E TOV CUVNILEVO TTVOKA.

ApBpo 2
Yt XovSpikr) ka Noookopelakr) T Sev meplapBavetol Gopoc MpootiBpevng Agiag (OMNA).
Ytn Atavikn T €xel oupmepiAndOet kat o avaloywv OMA.

ApBpo 3

To mopov Aegktio avaptdtal otnv lotoosAida tou Ymoupyeiou Yyeiog kal oamotelsi
OVATIOOTIOOTO HEPOC TNG amodaong.

To mopov Aegktio oxVel ywa tou¢ KAK, ta Noookopeio, TIC I81wTikéG KAWIKEG, TIg
dappaKaToBnKeEG, TOUG CUVETOLPLOUOUC Kal Ta GOPUOKELD OO TNV EMOUEVN TNG AVAPTNONG
tou, SnAadn amnd 4/9/2026.

O YNOYPIoz YFEIAZ
ZYNHMMENA: Mivakag (1 ogAida)
ZMYPIAQN - AAQNIZ TEQPTIAAHZ



KOINONOIHZH: (nAektpovikd)
1. EOO®

a) Npadeio Mpogdpou

B) Turpa TipwoAdynong

2. EONYY

a) p. Aowknti

B) A/von Qapudkou

3. Ynoupyeio Epyaciag & Kowwvikng Aopaiiong
lev. Mpappateia Kow. Aopalicewv — A/von Kbploag Aoddaiiong MioBwtwv kot AcBeveiog
4. HAYKA ALE.

EZQTEPIKH AIANOMH: (nAeKTpoviKd)

1. Mp. Yroupyo Yyeioag

2. Tp. Tevikng MpappoTéwg ZTpatnykol Ixedlaopol
3. A/von Oappadkou — TuAua Oapudakou
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