IOANNA KATSIROU
AKPIBEX ANTITPA®O
03.02.2023 14:38

EANHNIKH AHMOKPATIA ABnva, 3/2/2023
YNOYPTEIO YTEIAZ

FENIKH A/NZH AHMOZIAZ YTEIAZ ApOu. Npwrt.: A3(a) 3801
KAI NOIOTHTAZ ZQHZ 2xet.: 3517
AIEYOYNZH ®OAPMAKOY

TMHMA OAPMAKOY

Tay. A/von : Aplototéloug 17

Toy. Kwdikag : 104 33 ABrva

TnAédpwvo 1213216 1762

Fax 1213216 1913

e-mail : farmaka@moh.gov.gr

AMNO®AZH

OEMA: «JuumAnpwpatikd AgAtio Tipwv Qapudkwyv AvBpwriivng Xprnong, KOTOTLY 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 Kal KOAAUVTIKWY TIPOIOVTWY», OMwe LoXUEL KAl TNG mapaypadou 5
Tou apBpou 17 tou v.6. 96/1973 (A'172) «Mepl TNG eumopiag v YEVeEL TWV GAPUAKEUTIKWY,
SLaLTNTIKWY Kal KOAAUVTIKWY TIPoiOvVIwv», OMwC Tpormorolntnke pe to apbpo 22 ToOU V.
4638/2019 (A'181) «KuUpwon: a) t™g amdé 25.9.2019 M.N.M. «Emelyouca puBULWON yl TNV
anoAAayr] and v UMoxpEwaon anodoong Tou ¢popou Stapovng» (A 142), B) Tng anod 30.9.2019
M.N.N. «Katenelyovoeg puBuioelc appodidotntag twv Ynoupyeiwv MeptpdAriovrog 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) kot GAAEG SLOTALELGY.

2. tou v. 1316/1983 (A’3) «16puon, opydvwon Kot Appodiotnteg tou EBvikoU Opyaviopou
Qapuakwv (E.0.0.), tng EBvikng OappakoBlopnyaviag (E.M.), tng Kpatikng Oapuokamnobnkng
(K.®.) kat Tpomomnoinon kat cupmAnpwon tng Oappakeutikng Nopobeoiag kat AAAEG 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) «NOpocg appodilotntog Ymoupyeiwv Yyelog 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 dpbpou 22 tou v. 4213/2013 (A’261) «Mpocappoyr tNG £OVIKAC
vopoBeoiag ot Swatagslc tng Odnyiag 2011/24/EE tou Eupwmaikol KowvoBouliou kot tou
JupBouAiou tnc 9ng Maptiou 2011 mepl epapuoyng TwV SIKALWUATWY TwV AoBEVWVY , OTIWG
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
aopaAloTIKWV TTPoLOVIWY Kal AAAeg Statdgelg» 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) «Emeiyouoeg puBpiocelc yia t Slampaypdtevon Kal ocuvoydn
oupdwviag pe tov Eupwnaikd Mnyaviopo Ztnpeng ( E.M.2.)».

9. Tou v.4320/2015 (A'29) «PuBuicsic yia t AAPYN HETPWV ylot TNV QVTLUETWIILON TNG
avBpwmLoTIKAG Kplong, tnv opydvwon tng KuBépvnong kat twv KuBepvntikwv Opydvwv Kal
AOLTEG SLaTAELD».

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 «Kwdikomoinon tng vopobeciog ylo tnv
KuBépvnon kot ta KuBepvntikd opyava» (A' 98), o cuvduaopo pe tnv mep. 22 tou apbpou 119
Tou v. 4622/2019 (A’133).

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

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

14. Tou v. 4472/2017 (A’74), «XuvtaloboTIKEC SLaTAfel AnUOCIOU Kal TPOmomoinon twv
Slataéewv TOU V. 4387/2016, pétpo edpapuoyng TwWV OSNUOCLOVOULKWV OTOXWV Kol
HETappuBuioewy, LETPA KOWWVLIKAG OTAPLENG KOl EpyacLlaké pubuioslg, MeoonpoBeopo MAaiolo

AnpoCLOVOULKNG ZTpatnYLKAG 2018-2021 Kot AOUTEG SLATALELG».
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15. Tou v. 4600/2019 (A’43) «EKouyXpoVIOUOG Kal avapopdwon Osoukol MAatoiou ISLWTIKWY
KAwwkwv, 20otacn EBvikou OpyaviopoU Anuoolag Yyeiag, XvUotacn EBvikol Ivotitoutou
NeomAaoLwV Kat AOUEC SLataéeLcn.

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

17. Tou apBpou 259 map.3 tTou v.4512/2018 (A'5) «PuBuicelc ywa tnv edappoyn Twv
AopBpwtikwv Metappubuioswv tou MNpoypdupatog Owovoulkng Mpooappoyng Kat AAAEg
SLatagelg».

18. Tou d&pBpou 19 tou v.4633/2019 (A" 161) «>0otaon EBvikol Opyaviopol Anpdotag Yyeiog
(E.0.A.Y.), puBuioelg yia Ta tpoidvta kamvou, dAAa {ntrpata Tou Yroupyeiou Yyeiag Kal AouteEg
SLatdagelg».

19. Tng AYM3a/r.N. 32221/2013 «kowng amodaong Twv Ymoupywv  Avamrtuénc,
Avtaywviotikotntag, Ynodopwv, Metadopwv kot Alktowv kot Yyeiag (B'1049), «Evapudvion tng
eA\nVIKNG vopoBeaiog mpocg tnv avtiotowyn vopoBeaoia tng E.E. oTOV TOPEQ TNG TTOPAYWYNG KAL TNG
KukAodoplag papudkwy mou mpoopilovral ylo avBpwrvn Xprnon, o€ cuppopdwaon pe thv um'
aplBu. 2001/83/EK Obnyia «mepl kowoTikoU KwLka yla ta dappaka mou mpoopilovtal yla
avBpwrivn xpnon» (L 311/28.11.2001), 6mw¢ LoYVEL Kol OMwC tpormomnolndnke pe thv O8nyia
2011/62/EE, 6oov adopd tnv mpdAndn tng swoodou Peuvdeniypadwv Gapudkwv otn VOULUN
aAuoida epodlacpov (L 174/1.7.2011).

B. Tnv Oényia 89/105/EOK tng 21" AskepPpiou 1988 oxetikd pe tn Stadavela Twv PETPWY TTOU
puBuilouv Tov KaBoPLoPO TWV TIHWY TWV GapUAKWY Ylo avBpwTvn Xpron Kot Tnv KaAuyn tou
KOOTOUG TWV OTA MAQCLO TWV €BVIKWV A0hOALOTIKWY CUCTNUATWY UYELaG.

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

A. Tnv uno otoweia A3(a) 75126/30-12-2022 amddoon tou YmoupyoU Yyeiag pe Oéua:
«Tpomornoinon tng A3(a)72397/16-12-2022 anodaong pe Bpa: «AeAtio avaBewpnuUéVWY TILWV
dapuakwv avBpwrvng xpriong, Askepuppiov 2022»».

E. To and 19/1/2023 aitnua tou K.A.K. EAMEN A.E. QAPMAKEYTIKH BIOMHXANIA (ap. mpwrt.
Yroupyeiov Yyeiag 3517/19-1-2023) yla peiwon TIHWY TOU GOPUAKEUTIKOU OKEUAOUATOC HE
KQAIKO EO®: 321660103.

3T. To amd 20/1/2023 aitnua tou K.A.K. MEDIAPHARM E.M.E. ®APMAKEYTIKH ETAIPEIA (ap.
npwt. Yroupyeiou Yyeiog 3801/20-1-2023) yia pHeiwon TILWV TwV GAPUAKEUTIKWY OKEUACUATWY

pe KQAIKOYZ EO®: 300690101 kat 300690103.



Z. To ano 23/1/2023 nAektpovikd uAvupa tou EOD, e TOV UTTOAOYLOUO TWV TILWVY TWV aVWTEPW
avahePOUEVWV PAPUOKEUTLKWV OKEUAOUATWV.

Z. To umo otoweia B2B/T.M. ow. 5535/27-1-2023 £yypado tng NA.0.Y tou Yrmoupyeiou Yyeiag,
oUpdwva e TO omolo armod To TEPLEXOUEVO TNG tapouoag YIoupyLkng Aodaong Sev avapéveTal
npooBetn emiBdpuvon tou mpolinoAoylopol Tou EONYY, kabwg avadépetal o HelwWon TLHWV TWV
ovapEPOUEVWV OTOV OCUVNUUEVO TIVOKA OKEUAOUATWY. MapdAAnAa, onuewwvetal oOtL Sev

nipokaAeital damavn og Bapog tou NpolnoAoylopou tou Yroupyeiou Yyeiag.
ANODAZIZOYME
ApbBpo 1

Tnv ékdoon ZupmAnpwpatikou AsAtiou Tipwv Oappdkwy AvBpwrivng xprong, Adyw altnuatwv
pelwong TIUAG KoL ToV KABopLopo Twv avwTaTwy TWV MTWANCNG Tou avadepopevou Gapuakou

avBpwrvneg Xprong 6To CUVNLUEVO TTIVOKAL.
ApBpo 2

2t XovSpikn kat Noookopelakn T 6ev nepthapBavetal Gopog MpootiBépevng Atlag (DOMA).
TN Alavikn T £xel cupmnepiAndOet kat o avaioywv OMA.

ApBpo 3

To mapodv AsAtio avaptdral otnv wotoosAida tou Yroupysiou Yyslag kal amoteAel avamoomaoto
HEPOG TNC amodaonc.

To mapodv Aghtio oyveL:

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

Kol ta dapuakeia ano Ty EMOUEVN TNG AVAPTNONG TOU.

Tuv: Evag mivakog (1 ogAida)

O YNOYPIroz YrElAz

AOANAZIOZ NAEYPHZ

Kowomnoinon: (nAektpovika)

1. EOO®

o. Npadeio MNpoédpou

B. TurApa TywoAdynong

2. EONYY

3. Ynoupyeio Epyaociag kat Kowwvikwv YroBéoswv

lev. Mpapp. Kow. Acdaiioswy -Af/von Kiplag Aopdaiiong Miwobwtwv kat AcBEvelag
4. HAIKA



Ecwtepikr) Atavopn: (NAEKTPOVIKA)

1 Ip. YmoupyoU Yyeiag

2.Tp. Tev. Mpappatéa Anuootag Yyeiog

3. I'p. Mpoiotauévng lev. A/vong Anuootag Yyeiag kat Mowdtntag Zwng
4. A/von Qoappdkou
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