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Tay. A/von : Aplototéloug 17

Toy. Kwdikag : 104 33 ABrva

TnAédpwvo :213 216 1850

Fax 1213216 1913

e-mail : farmaka@moh.gov.gr

AMNO®AZH

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

O YNOYProz YrElAz

‘Exovtag unoyn:
A. Tig dlatdtelc:

1. Tng mapaypadou 3 tou apbpou 17 Tou v.6. 96/1973 (A" 172) «[Mepl TNG EUMOPLAG EV YEVEL TWV
GAPUAKEUTIKWY, SLALTNTIKWY Kal KOAAUVTIKWY TIPOIOVTWY», OMwe LoXVEL Kal TNG mapaypddou 5
Tou apBpou 17 tou v.6. 96/1973 (A" 172) «Mepl Tng eumopiog ev yEVEL TWV OPUAKEUTIKWY,
SLaTNTIKWY Kal KOAAUVTIKWY Tpoidvtwyy», OMwe Tpomomnmolndnke pe 1o dpbpo 22  TOU 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 puBuioelc appodidtntag twv Ynoupyeiwv Meppdriovrog kal Evépyelag,
Eowteplkwv, Owkovoulkwy kot Yyeiag» (A" 145), y) tng amo 4.10.2019 MN.N.M. «Kateneiyouvoeg
puBuioelg appodiotntag tou Yroupyeiou Yyeiag» (A" 150) kat AAAEG SLaTAEELG».

2. Tou v.1316/1983 (A" 3) «I16puon, opydvwon kat Apuodldotnteg tou EBvikol Opyavicpou
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 (DEK A" 248) « KUpwaon Kwbdika Dopou MpootiBéuevng Aflag», OMwG LoYUEL
4. Tou v.3846/2010 (DEK A" 66) «Eyyunoelg ylo tnv epyactokn aopaleta kat AAAeC Slatdéelo».

5.7t0U v.3918/2011 ( DEK A" 31) «AlapBpwTtikég aAhay£g 0To cUOTNUA UYELag Kot GANEC SLATAEELG.
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6. Tou v. 4052/2012 (A'41) «NOpocg appodiotntag Ymoupyeiwv Yyelog Kkat 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.), tTng EAAnVIKAG Anpokpatiag Kal 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 dnuoaciou xpéoug Kal Tn dLaowan TG €BVIKAC OlKoVopiag» Kat AAAEG SLaTAEELg, OTWG
LOXUELY.

7. Tng mapaypddou 5 tou dpbpou 22 tou v. 4213/2013 (A’ 261) «MNpocappoyr) TG EOVIKAC
vopoBeoiag ot Swatdfelc tng Odnyiag 2011/24/EE tou Eupwmaikoy KowoBouliou kot tou
JupBouliov NG 9ng Maptiou 2011 nepl edpappoyng TwWV SIKALWUATWY TWV AcBeVWVY» , OTWG
tporono)Bnke pe to GpBpo 90 tou v. 4583/2018 (A'212) «Katdpynon twv Satdéswv mepi
pelwong tTwv ocuvtaéewy, evowpatwaon otnv EAAnvik NopoBeaoia tng Odnyiag 2016/97/EE tou
Eupwrnaikou KowvoBouAiou kat tou Zuppouliou tng 201¢ lavouapiou 2016 oxeTIKA UE TN Slavoun
0opaAloTIKWVY TTPOLOVTWY Kal AAeg Statdfelg» kal Tng mopaypddou 10 tou dpbpou 22 tou v.
4213/2013 (A’ 261) «[Mpocopuoyn tng €6vikng vopoBeoiag otig Siatdéelc tng Obnylag
2011/24/EE tou EupwraikoU KowoBouliou kat tou JupPBouldiou tng 9nc Maptiou 2011 mepi
edapUoyNG TWV SIKALWUATWY TWV aoOEVWV».

8. tou v.4334/2015 (DEK A" 80) «Emeilyouoeg puBuioslg ya tn Slampaypdtevon kat clvoyn
oupdwviag pe tov Eupwnaikd Mnyaviopo ZtnpEng ( E.M.Z.)».

9. tou v.4320/2015 (DEK A’ 29) «PuBuicslc yia tn AAdn HETPWVY yla TNV OVTLLETWIILON TNG
avBpwmLoTIKAG Kplong, tnv opydvwon tng KuBépvnong kat twv KuBepvntikwv Opydvwv Kal
AOLTEG SLaTaselg».

10. tou v.4270/2014 (DEK A’ 143) 6mwc tpomormnolnOnke pe to v.4337/2015 (DEK A" 129).

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

12. tou m.8. 121/2017 (DEK A' 148) «Opyaviopdg tou Yroupyeiou Yyelog», Omwe tpomomno0nke
KoL LoxVEL.

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

14. tou v.4472/2017 (DEK A’ 74), «Xuvta€lodoTikég dlatdéelc Anpooiou Kol Tpomomnoinon twv
Slataéewv tou v.4387/2016, pétpa  edappoynC TwWV  SNUOCLOVOUIKWY  OTOXWV Kol
HETappuBUioewy, HETPA KOLWVWVLKNAG OTAPLENG KOl Epyaclakeég pubuioelg, MeoonpoBeapo MAaiolo

AnUOCLOVOULKNG ZTPpATNYLKAG 2018-2021 Kot AOUTEG SLATALELG».
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15. Tou v. 4600/2019 (A’ 43) «Ekouyxpoviopog kat avapopdwaon Ogopikol MAaloiov 18LWTIKWY
KAwwkwv, 20otacn EBvikou Opyaviopol Anuootag Yyeiag, Xuotacn EBvikoU Ivotitoutou
Neom\aolwv Kat AoUTéG SLATAEELG», OTIWG LOYUEL.
16. tou apBpou 49 tou v. 4486/2017 (A'115) «Metappubuion ¢ MpwtoBabuiag Opovtidag
Yyelag, enelyovoeg puBuioslc appodiotntag Ynoupyeiou Yyeiag kot GAAEG SLATAEELGY.
17. tou apBpou 259 map.3 Tou v. 4512/2018 (A'5) «PuBuicelg yw tnv edoppoyn Twv
AopBpwtikwv Metappubuioswv tou MNpoypdpupatog Owkovoulkng Mpoocapuoyng Kol AAAEG
Slatagelg», Omwe LoYVEL.
18. Tou d&pBpou 19 tou v. 4633/2019 (A'161) «XVotacn EBvikol Opyoaviopol Anpootog Yysiag
(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, Yrnodouwv, Metadopwv kot Aituwv kat Yyeiag (B 1049), «Evapuovion 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 O8nyia 89/105/EOK tng 21" AskepBpiou 1988 oxetikd pe tn StadpAvELD TwV HETPWVY 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. Tn pe apBu. Mpwrt. A3(a)/owk. 82331/22-11-2019 ( OEK B’ 4274) Anddacn tou YrmoupyoU
Yyelag «Awatagelg tpoAoynong QDapudkwv» ONMwG TPOMOMOoBnke He TNV ap. TPWT.
A3(a)ok.79525/10-12-2020 (DEK B’ 5511).
A. Tnv A3(a)37612/29-6-2021 anodaon tou Yroupyou Yyeiag «Emikaiponoinon SeAtiou Tiuwv
dapuakwv avlpwrmivng xpRong Le EVOWHATWON SLOKNTIKWY LETABOAWY Y.
E. Tnv A3(a)57267/30-9-2021 anddaon Tou YroupyoU Yyeiag «AeAtio Tiuwv: a) NEwv dopudakwy
20u TpLuAvou 2021 B) Néwv yevoonpuwv louviou 2021 y) AvatipoAoynong dappdkwy avadopdg
LETA TN AREN Tng mepLodou mpootaciag Twv dedopévwy Tougy.
3T. Ta pe ap. mpwt. Yroupyeiou Yyeioag:

i. 67038/26-10-2021 aitnuoa tou KAK MEDICAL PHARMAQUALITY A.E. yla peiwon TLUAg

TOoU PAPUOKEUTIKOU OKELAOUATOC He Kwdko EOD: 318430101.



ii. 67042/26-10-2021 aitnua tou KAK MEDICAL PHARMAQUALITY A.E. yla pelwon Tung
ToUu pappaKeUTIKOU okevAaopatog pue Kwdwko EOD: 318430102.

iii. 67045/26-10-2021 aitnuo tou KAK MEDICAL PHARMAQUALITY A.E. yla peiwon TIUAG
ToU pappaKeUTIKOU okevAaopatog pue Kwdko EOD: 318430103.

iv.  67047/26-10-2021 aitnua tou KAK BENNETT OAPMAKEYTIKH A.E. yia pelwon Tng
TwV GAPUAKEUTIKWY OKEUAOUATWY He Kwdkolg EO®: 318450101, 318450102,
318450103 ko 318450104.

V. 67084/27-10-2021 aitnua tou KAK NOVARTIS/SANDOZ yia pelwon TWAG Twv
dapUaKEUTIKWY oKevaopdtwyv pe Kwdilkolg EO®: 321800101, 321800102 kot
321800103.

Vi. 67116/27-10-2021 aitnpa tou DEMO ABEE yia peiwon TtTuAg tou $opUOKEUTIKOU
okevaoparog pe Kwdikd EOD: 320890101.

3T. Ta amd 26/10/2021 kot 27/10/2021 nAektpovikd pnvopota tou EOQ, pe Tov UTIOAOYLOUO TwV
TILWV TWV €vieka (11) GpapUAKEUTIKWY OKEVOOUATWV.

Z. To pe aplBy. mpwrt. B2B/I.M.01k.69526/5-11-2021 £yypado tng IA.0.Y tou Ymoupyeiou Yyeiag,
olpdwva pe TO Omoio Oamd TO TMEeEPLEXOUEVO TNG Topouoag Ymoupylkng Amodaong Oev
enPapuvetol MpocBeTa 0 TMPOUMOAOYLOMOG Tou EOMYY kaBdtl edopuoleTal 0 pNXAVIOUOC
autopoatng emnotpodnc (clawback) oto dplo mMAnpwpwv TG Papuakeutikig Sdamdvng autou.

MapdAAnAa, onpelwvetal otL Sev mpokaAeital damavn o Bapog tou Kpatikol MpoinoAoylopou.

ANOMAZIZOYME

Apbpo 1

Tnv ék6oon ZupmMAnpwuatikot AgAtiou Tiuwv Qapudkwv AvBpwrivng xprong, AOyw aLtriuatog
HelwoNng TLUAG Ko Tov KBopLoUO TWV aAVWTATWY TLHWV TWANCNG TwV avopepOUeEVWY GAPUAKWY
avOpwmLvNG Xprong 0TO0 GUVNUKEVO TTVaKAL.

ApBpo 2

Ytn Xovépikn kat Noookopelokn T 6ev mepihapBavetal Popog MpootiBépevng Atiag (DOMA).
Ztn Atavikn Tin €xel cupmepAndOel kat o avaloywv OMA.
ApbBpo 3

To mapodv AeAtio avaptdral otny otooeAida Tou Yroupyeiou Yyelag Kal amoteAel avamnoonaoto

MEPOG TNG amodaong.



To mapov Aghtio woyveL:
MNa toug KAK, ta Noookopela, TIg I8LwTIkEG KAVIKEG, TIG papUaKamoBrKeG, TOUC CUVETALPLOUOUC

Kol T appakeia amo TV EMOUEVN TNG OVAPTNONG TOU.

Suv: Evag rivakocg (1 oglida)

O YNOYPIOz YTEIAZ

AOANAZIOZ NNAEYPHZ
Kowomnoinon: (nAektpovikad)
1. EOO
a. Npadeio Mpoédpou
B. TuAua TypwoAdynong
2. EONYY
3. Ynoupyeio Epyaciag Kotwv. AodpdAiong & Kowv. AANA/yyunc-
lev. Mpapy. Kowv. Acdaiioswv
-A/von Kbplag Aopaiiong MioBwtwv kot AcBeveiag
4. HAIKA
EcwteptkA Atavopn: (NAeKTpoVIKA)
1 Ip. Yroupyou Yyeiag
2.Tp. Tev. Mpappatéa Anpoaotag Yyeiag
3. I'p. Npoiotapgvng Mev. A/voncg Anuootag Yyeiag kat Nowotntag Zwng
4. A/von Qappdkou
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