MARIA KONSTANTINIDI
AKPIBEXZ ANTIIPA®O
12.10.2022 16:06

EANHNIKH AHMOKPATIA ABnva, 12 /10/ 2022
YNOYPTEIO YTEIAZ

FENIKH A/NZH AHMOZIAZ YTEIAZ ApOu. Npwrt.: A3(a) 53903
KAI NOIOTHTAZ ZQHZ 2xet.: 53901
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: «ZupmAnpwuatikd AeAtio Twwwv Oapudkwyv AvBpwrivng Xpriong, KOTOTLY OULTHATOG
pelwong TLUAg».

O YNOYProz YrElAz

‘Exovtag unoyn:
A. Tig dlatdtelc:

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 LoXVEL 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 amdé 25.9.2019 N.N.M. «Emelyouca puBUON yla TNV
araAdayr) and tnv umoxpEwan anodoong tou dpopou Stapovng» (A 142), B) Tng ano 30.9.2019
M.N.N. «Katenelyovoeg puBuioelg appodiotntag twv Ynoupyeiwv MepdAiovrog kal Evépyelag,
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) «16puon, opydvwon Kot Appodiotnteg tou EBvikoU Opyaviopou
Qapudakwy (E.0.0.), tng EBvikng DapuakoBlopnyaviag (E.@.), tg Kpatikng Oappakamodnikng
(K.®.) kat Tpomomnoinon kat cupmAnpwon tng Oappakeutikng Nopobeoiag kal GAAeG SLatatels.,
OMwW¢ LoXVEL

3. tou v. 2859/2000 (A’'248) « Kbpwaon Kwdika Dopou MpootiBéuevng Aiag».

4. tou v. 3846/2010 (A'66) «Eyyunoslc yla tnv gpyactakr achaAeto kot GAAEG SLOTALELGY.

5.tou v. 3918/2011 (A'31) «AtapBpwTikég oAAaYEC O0TO cUOTNUA LYELOC Kal AAeC Slatdéelg.
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6. Tou v. 4052/2012 (A'41) «NOpog appodiotntag Ymoupyeiwv Yyeiag kot 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) «lMpocapuoyrn TG £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
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) «Emeiyouoeg pubBuioelg ywa tn Slampaypdteuon Kal cuvoyn
oupdwviag pe tov Eupwnaikd Mnyaviopo Ztnpeng ( E.M.2.)».

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

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

11. ¢ Satdéelg tou GpBpou 90 tou m.6. 63/2005 «Kwbdikomoinon tng vopobeciog yla 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) «Opyaviopog Tou Ymoupyeiou Yyeioc».

13. tou m.6. 68/2021 (A’ 155), «Awoplopdg Ymoupywv, AvamAnpwtplog Ymoupyol Kot
Ydbumoupywv».

14. tou v. 4472/2017 (A’'74), «Xuvtaflobotikég Slatdfelg Anpociou Kol tpomormoinon Ttwv
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) «EKouyxpoVvIoUOG Kal avapopdwon Oeopikol MAatoiou 16LWTKWY
KAwwkwv, 20otacn EBvikou Opyaviopol Anuootag Yyeiag, Xuotacn EBvikoU Ivotitoutou
NeomAaoLwV Kat AOUEC SLataéeLcn.

16. tou apBpou 49 tou v. 4486/2017 (A'115) «Metappubuion ¢ MpwtoBabuiag Opovtidag
Yyelag, enelyovoeg puBuioslc appodiotntag Ymoupysiou Yyeiag kot GAAEG SLatagelgy.

17. tou apBpou 259 map.3 Tou v.4512/2018 (A’5) «PuBuicelg 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 Anpootag Yyeiag
(E.0.A.Y.), puBuioelg yia Ta tpoidvta kamvou, dAAa {ntrpata Tou Yroupyeiou Yyeiag Kal AouteEg
SLatdagelg».

19. g AYM3a/r.N.  32221/2013 «kowng amodoonc Twv Ymoupywv  Avamrtuéng,
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 KWSKA yla ta ddApuoka mou mpoopilovial 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 Obnyia 89/105/EOK tng 21" AekepPBpiov 1988 oxeTikd pe TN SladAVELD TWV UETPWY TIOU
puBuilouv Tov KaBoPLoPO TWV TIHWY TWV GapUAKWY Ylo avBpwTvn Xpron Kot Tnv KaAuyn tou
KOOTOUC TWV OTA TAQLOLO TWV €BVIKWV A0PAALOTIKWY GUOTNUATWY UYELag.

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

A. Tnv und otowxeio A3(a) 42637/10-8-2022 amoddaon tou YmoupyoU Yyeioag pe Ofupa:
«Tpomornoinon tng A3(a) 33148/21-6-2022 Anodacong wg mpog To AgAtio Tiuwv NEwv Qapudkwv
1°Y tpwrvou 2022 kat Emkaipomoinon AeAtiou Tiuwv QPapudkwv AvBpwrivng Xpriong, He
EVOWUATWON SLOKNTIKWY LETABOAWVY Y.

E. To amno6 22/9/2022 aitnua tou KAK S.J.A. PHARM EME (ur’ ap. Yroupysiou Yyelog 53901/23-9-
2022) kot to amd 22/9/2022 (ur’ ap. Ymoupyesiou Yyeiag 53903/23-9-2022) kal 27/9/2022
altipota tou KAK HEREMCO yla peiwon TIHWY TwV GOPUOKEUTIKWY OKEUAOHATWY PE Kwdiko

EO®: 329980205, 329980105 kot 300530104 avtictoya.



3T. Ta amod 26-9-2022 kat 29/9/2022 nAektpovikd pnvopota tou EOD, pe Tov UTIOAOYLOUO TwV
TLLWV TWV AVWTEPW OVADEPOUEVWV POPUAKEUTIKWY OKEUAOUATWV.

Z. To umo otolyeia B2B/r.N. owk. 55451/30-9-2022 éyypado tng MA.0.Y tou Ynoupyeiou Yyeiag,
oUpdwvaA LEe TO Omolo armod To MEPLEXOUEVO TNG apouoag YoupyLlkng Antodaong dev mpokaAeital
npooBetn emBdpuvon tou mpoinoAoyLopol tou EONYY kaBotL avadépetal o€ PHeiwon TIHWY TwV
ovapEPOUEVWV  OTOV  OUVNUUEVO Tiivaka GAPUOKEUTIKWY  OKEUAOUATWY. MNapdAAnAa,
ONUEWWVETAL OTL dev mpokaAeital damavn oe Bapoc tou Kpatikou MpoUmoAoylopol Tou

Yrnoupyeiou Yyeiag.

ANOMAZIZOYME

ApbBpo 1

Tnv €ékdoon ZupmAnpwpatikou Agitiou Tiuwv Qapudkwy AvBpwrivng Xprnong, Aoyw altriuatog
pelwong TIUAC Kal Tov KaBopLoUo TwV aVWTATWY TWV TIWANoNC Tou avadepopevou bopUakou
avBOpwLVNG XprioNg 0TO CUVNUUEVO TTiVaKA.

ApBpo 2

Jtn Xovdpikn kot Noookopetlakn Tun dev mepthapfavetat Popog NpootiBépevng Aflag (OMA).
Ztn Alavikn T €xel cupmnepAndOet katl o avaioywv OMMA.
Apbpo 3

To napodv AeAtio avaptdrtal otnv wotoceAida Tou Yroupyeiou Yyelag Kal amoteAel avamoonaoto
MEPOG TNG amodaonc.

To mapodv Aghtio LoyveL:

MNa toug KAK, to Noookopela, Tig I8LwTkEG KAVIKEG, TIG papUaKamoBKeg, TOUC CUVETALPLOUOUC

Kol ta dappakeia amnod TNy EMOEVN TNG AVAPTNONG TOU.

Zuv: Evog mivakag (1 ogAida)

O YNOYProz YrelAz

AOANAZIOZ NAEYPHZ
Kowomnoinon: (nAektpovika)
1. EOO®
o. Mpadeio Npogdpou
B. TuApa TipuoAdynong
2. EONnyy
3. Ynoupyeio Epyaociag Kow. Acpdaliong & Kowv. AAN/yyOng-
lev. Mpaup. Kowv. Acpalicswv -A/von Kuplag Acdaiiong MiocBwtwv kat AcBEvelag
4. HAIKA



Ecwtepikn Atavoun: (NAEKTPOVLKA)

1 Tp. Yrmoupyou Yyeiag

2. Tp. Tev. Mpappatéa Anpooiag Yyeiog

3. I'p. Mpoiotapévng Mev. A/vong Anuoaotag Yyeiag kat Nowdtntog Zwhig
4. A/von ®appdkou
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