YXEdLO:

AlATAYUO OXETIKA LE TO OUOTNHA TIOLOTNTAG, ETTLOT)LAVONG KAl
eENAANBgUON T NALKIAG K. AJT. VLA TA NAEKTPOVIKA TOLYAPA KAl TOUG
TIEPLEKTECG EMAVATTAPWONC K.ATT.

YOupwva pe To apbpo 7 mapaypawog 2, To apdpo 8, to apbpo 9 mapdaypagog 2 To apbpo 15

napaypagog 4 TOU VOUOU YL TA NAEKTPOVIKA Tolydpd K.ATT., BA.
KWHIKOTTOINTIKO VOO aplB. 1876 g 201g ZemtepBpiov 2021, 0w TPOTTOTMOLNONKE LLE TOV VOO apld.
738 ¢ 13n¢ louviou 2023 , Ogomifovral Ta akoiouba:
Kepahato 1
Optlouol

ApBpo 1. M'a Toug GKOTTOUG TOU TTAPOVTOG SLATAYUATOS LoXUOoUV ol akoAouBol oplopol:

1) NIKoTLvoUX0 UYpO: UYPO TIOU TIEPLEXEL VIKOTIVIKA AAKAAOELSY) TTOU WTOPEL va XpnotuorolnOsi o €va
NAEKTPOVIKO TOLYAPO 1) TIEPLEKTY) ETTAVAITATIPWOTNG.

2) EL81KOl TTEPLEKTEG EMAVATTATIPWONG: TTEPLEKTEG EMAVATTAT)PWONC TTOU KataoKeualovtal yla va
XPNOLLOTTOIMB0UV Yla NAEKTPOVLKO TALYAPO KAl YL VA JTEPLEXOUV VIKOTIVOUXO UYPO.

3) 1616mteg KMT: ouoieg mou €X0UV KapKIVOYOVEG, LETAAAAELOYOVEG 1] TOEIKEC YL TNV AVATTAPAYWYN
18LOMTEC.

4) EKTIOUTTEG: OUGIEG TTOU AITEAEUOEPWVOVTAL OTAV XPTCLUOTTOLOUVTAL NAEKTPOVIKA TOLYAPA OTIWG
TipoPBAEmETAL.

5) MnXaviopog EAEYXOU PONG: VA UNXAVIOUOC TIOU ETTITPETIEL OTOV TTEPLEKTT) EMAVAITAPWONG Va
ATEAEUOEPWVEL LOVO EVAV OPLOUEVO APLOUO OTAYOVWY UYPOU avA AETTTO OTAV O TIEPLEKTNG
ENMAVATTATPWONG CUYKPATEITAL KATAKOPUPA.

6) SVotnua ouVSEoNG: £va ocUoTNa oVIEVENG TTOU Eival OTEVA OUVSESEUEVO KAl CUVSEEL TO
NAEKTPOVIKO TOLYAPO Kal To SOXEI0 EMAVATTAN)PWONG £TOL WOTE VA WTOPEL va areAeuBepwOel povo
VYPO 0N SEEAUEVT) TOU NAEKTPOVIKOU TOLYApPOU.

Kepahato 2
[Mototnta kat cuvBeon
ApBpo 2. To viKoTIvoUX0 UYpO Wtopel va dlatibetal otnv ayopd Lovo:
1) o€ €161KOUG TIEPLEKTEG EMAVATTANPWONG LE OYKO TIoU Sev urepPaivel ta 10 ml
2) 0 NAEKTPOVIKA Talydpa piag xpnong Kat
3) o plaAidla piag xpnonc.

(2) Ta @lalidla katl ta Soxeia mpeEnel va €xouv peytato oyko 2 ml.

ApBpo 3. Eva VIKOTIVOUXO UYpO SV UIMOPEL va TTEPLEXEL TTEPLOTOTEPO artd 20 mg/ml vikotivng.

7o TIOPOV SLATAYUA LETAPEPEL OTO ECWTEPLKO Sikalo TUHata TG odnyiag 2014/40/EE tou Eupwraikou KowvoBouliou kat Tou
YupBouAiou, TG 3ng Artpthiou 2014, yLa TNV TTPOCGEYYLOT) TWV VOUOBETIKWY, KAVOVIOTIKWY KAl SLOKNTIKWY SLATASEWY TWV KPATWV
MEAWYV OXETIKA UE TNV KATACGKEUT), TNV TAPOUCLAOT KAl TNV TTWANCT JIPOIOVTWY KATvoU Kal CUVAE@WY TPOIOVTWY KAl TNV KATapynon
™G odnyiag 2001/37/EK (EE L 127 ™g 29.4.2014, o. 1).



ApBpo 4. Eva VIKOTIVOUXO UYpO SV TIPETIEL VA TIEPLEXEL:

1) Brrapiveg ) AA\a tpocBeTa mou Sivouv TNV EVTUNWAT] OTL £vVA NAEKTPOVIKO TOLYAPO 1) TTEPLEKTNG
ENMAVATTATIPWONG TTIAPEXEL OPENOC YL TNV UYELA 1] TTAPOUCLALEL TIEPLOPLOUEVO KivOUVO yla TV UyEia
2) Kageivn N Taupivn N alha pdobeTa Kal SLEYEPTIKEG EVWOELG TTOU OXETI{OVTAL [LE TNV EVEPYELA KAl
™ {wtkoTnTa

3) TPOCOETA UE XPWOTIKEG LOLOTNTEG VLA TG EKTTOUITEG

4) TpOaOETA TTOU SLEUKOAUVOUV TNV ELOTIVOY] 1] TNV TTPOcANYN VIKOTIVNG Kal

5) npdabeta mou £xouv 18LOMTEG KMT 0 AKaAUaTY Hop®Y).

ApBpo 5. (1) Me v erpUAa&n TG Tapaypagou 2, povo cuotatikd uPming kabapomrag Ptopouv
Va XPNOLUOTIOLOUVTAL OTNV TTAPACKEUT] TOU VIKOTIVOUXOU UYpoU.

(2) Txvn OUGLWV EKTOC AITO TAL CUCTATLKA TTOU KolvortolouvTal otn Aavikr Apxr Texvoloylwy
Ac@dalelag, pPA. dpOpo 2 mapdypdpog 1 Tou SlatayUatog yla TV KoLlvormoinaomn NAEKTPOVIKWY
TOLYAPWV KAl TIEPLEKTWY EMAVAITAPWONG K.ATT., BA. mapdptua 1, Ta omola nmepLExovral otn XP1omn Tou
TIPOIOVTOC KAl Ol EKTTOUITEG TTOU TIPOKUITTOUV artd AUTH, WTOPoUV VA UTTAPXOUV OTO VIKOTIVOUXO UYpO
LLOVOV £QV Ol €V AOYW AVIXVEUOLUEG TTOTOTNTEG EIVAL TEXVIKA AVATTOPEUKTEG KATA T SLAPKELA TNG
TIAPAOKEUNG.

ApOpo 6. EKTOC atd TN VIKOTIVY), OTO VIKOTIVOUXO UYPO UITOPOUV VA XPNCLUOTTOLOUVTAL LOVO CUCTATIKA
TIou &gV oUVLOTOUV KivOuvo yla TNV avOpwrilvn UYEia o€ BEplatvoeyn 1) U OEpUALVOUEVT] LOPPN.

ApOpo 7. Ta NAEKTPOVIKA TOLYAPA LLE VIKOTIVI TIPETTEL VA TTAPEXOUV SOTELG VIKOTIVNG O€ OTAOEPEG
TTOoOTNTEG OTAV XPNOLLOTTOLoUVTAlL.

ApBpo 8. Ta NAEKTPOVIKA TALYAPA KAL OL TIEPLEKTES ETAVAITA)PWOTG TTOU TIEPLEXOUV VIKOTIVY) TIPETTEL Va
SlabEtouv npoatacia Katd TG Xprong arto Taldld, va YNy Wiopouv va rtapaflactouyv Katl va givat
AoPAAOUEVA KATA TG pOOoPAG Kal TG Slappong Uypwv.

ApBpo 9. Ta NAEKTPOVIKA TALYAPA KAl Ol TIEPLEKTES ETTAVAITAT|PWOTG TTOU TTEPLEXOUV VIKOTIVY) LITOPOUV
va dlatiBevtal oV ayopd HOVOV €AV O UNXAVIOUOG LE TOV OTTOL0 EMTAVAITANPWVOVTAL TA NAEKTPOVLKA
Tolydpa JTANPOL pia aro Tig akohoubeg mpoUnmobEoslg:

1) MepthapBavel I xp1\oT MEPLEKTN EMAVATIANPWONG KUE ATPANWE OTEPEWUEVO AKPOPUGLO UNKOUG
TOUAGXLOTOV 9 mm, TO OTTol0 €lval OTEVOTEPO ATTO TO AVOLYUA TOU S0XELOU TOU NAEKTPOVIKOU TalyApouU
YLOL TO OTTOL0 XPNOLOTTIOLELTAL KAl TTPOoapUOleTal EUKOAA G’ AUTO, KAl TO OTToio SLABOETEL UNXavIoUO
€AEYXOU PON|G TToU Sev ATTEAEUBEPWVEL TIEPLOTOTEPEC artd 20 TAYOVEG UYPOU EMAVAITAYPWONG ava
AETTTO o€ KATakopuPn O€om Kal € ATHOO@PALPIKN TTiean Hovo atoug 20 Babuoug Kelaiou + 5 Babpoug
Kehaiou.

2) AEITOUPYEL HECTW EVOC CUOTYATOG GUVSEDTG TTOU QITEAEUBEPWVEL UYPA EMAVATTATIPWONG 0TO SOXEIO
TOU NAEKTPOVIKOU TALYAPOU HOVO OTAV TO NAEKTPOVIKO TOLYAPO KAl O TIEPLEKTNG EMAVAITAT)PWONG Elval
ouvdedepéva.

ApOpo 10. (1) Ot 0dnyieg xpriong, BA. apbpo 11 mapdypawog 1, yla Ta EMAVATANPWOoLUA NAEKTPOVIKA
TOLYAPA KAl TOUG TIEPLEKTEG ETTAVATTATPWONG TTOU TIEPLEXOUV VIKOTIVI guvodelovTal armd KATAANAESG
0oONYIEG YLa TNV EMAVATTAT)PWOY], CULITEPIAAUBAVOUEVWY SLAYPAUUATWY.

(2) Ot 0&MYLEC XpMIONG VLA TA EMAVATTANPWOLUA NAEKTPOVIKA TOLYAPA KAl TOUG TTEPLEKTEG
EMAVAITAY)PWATNG ILE VIKOTIVN E T XP1OT) TOU UNXAVIOUOU ENTAVAITATIPWATG TTOU AVAPEPETAL OTO



apOpo 9 mapaypa@og 1 avapEpouy To TTAATOC TOU AKPO@UGIOU 1| TO TTAATOC TOU AVOLYUATOG OTO
S0)elo KAaTd TPOTTO TTOU VA EMITPETIEL OTOUG KATAVAAWTEG VA KPLVOUV AV OL TIEPLEKTES ETTAVATTANIPWAONG
KalL TA NAEKTPOVIKA Talydpa talpladouv PeTagy Toug.

(3) OL 0dMYieg XPNIOMG VLA TA EMAVATTANPWOLLA NAEKTPOVIKA TOLYAPA KAl TOUG EMTAVATTANPWOLUOUG
TIEPLEKTEG UE VIKOTIVN LLE TN XPY)OT TOU UNXAVIOUOU ETTAVAITATIPWONG JTTOU AVAPEPETAL 0TO ApBpo 9
TIAPAYPAPOG 2 AVAPEPOUV TOUG TUTTOUG CUCTNUATWY OUVOEDNG TTOU ENMITPETTOUV OTA EV AOYW
NAEKTPOVIKA TOLyApd KAl TOUG EMAVATTANPWOLUOUG TTEPLEKTEC VA Talplalouv HETAEL TOUG.

Kepahaio 3
Emonuavon kat mpostdorroinon yta v vysia

ApBpo 11. KaBe povada ouokeuaoiag NAEKTPOVIKWY TOLYAPWY KAl TIEPLEKTWV ENTAVATTANIPWONG TTOU
TIEPLEXOUV VIKOTIVI TIEPLEXEL TIAPOPOPLEG OXETIKA LIE:

1) 0dnyieg xpnong Kat artobrKeUoNE TOU POLOVTOG 0N SAVIKT YAWOOA, CUMITEPIAAUBAVOUEVNG
avakKoivwaong Tou avagpeEPEL OTL TO TTPOIOV SEV CUVICOTATAL Yla XPY)OT) QITO £(PY)BOUG KAl U KATTVIOTEG
2) avtevdeifelg

3) IIPOELSOTOLNOELG TTOU ATTEUBUVOVTAL OE CUYKEKPLUEVEG OUASEG KIVESUVOU

4) TUOAVEG TIAPEVEPYELES

5) eBiloTikOTMTA Kal To§koTNTa Kal

6) TO OTOLKElO EMIKOVWVIAE TOU KATAOKEUAOTY) 1] TOU EL0AYWYEA KAl TOU UTTELBUVOU VOILKOU Y
(PUGLKOU TIpoowItou otV EE.

ApBpo 12. OUOKEUAOLAG Kal KABE EEWTEPIKT CUOKEUAOLA NAEKTPOVIKWV
TOLYAPWYV KAl TIEPLEKTWY EMAVATTATIPWONG VIKOTIVN

TIEPLEXEL KATANOYO WE:
1) OAa TA CUCTATIKA TTOU TIEPIAABAVOVTAL OTO TTIPOIOV KATA (pBivouca oelpd BApoUg
2) €vdel&n TNG TMEPLEKTIKOTNTAG TOU TIPOIOVTOG € VIKOTIVN Kal TNG Xopnynong ava 8oaom, aploud
naptidag Kat
3) ouoTtaon va QUAACCETAL TO TTIPOIOV HaKpLd artd rtaldld.
(2) KaBe povada cuoKeuaoiag Kal KaOe eEWTEPLKY) CUOKELATLO NAEKTPOVIKWY TOLYAPWY KAl TIEPLEKTWV
ENMAVATTATPWONG TTOU TIEPLEXOUV VIKOTIVN SeV TTEPLEXEL OTOLXELA TA OTToiaL:
1) UTTOONAWVOUV OTL £VA CUYKEKPLUEVO NAEKTPOVIKO TOLYAPO Eival AYOTEPO emIBAABEG Ao AAAa
NAEKTPOVIKA TaLyapd 1) OTL AJTOOKOTTEL 0T HEIWON NG EMISPAONG OPLOUEVWY EMIBAABWY CUCTATIKWY
TOU ATHOU 1N OTL £Xel aval{wOYOVNTIKEG IBLOTNTEG, LOLOTNTEG TTOU TTAPEXOUV EVEPYELA 1) OEPATTEUTIKEG,
QVAVEWTLIKEG, (PUOLKEG Y] BLONOYIKEG LOLOTNTEG 1] AANEG OETIKEG EMISPATELG GTNV UYELA Y] OTOV TPOTTIO
Qwrig

) tapouactalouV TO NAEKTPOVIKO TOLYAPO 1) TOV TTEPLEKTY) EMAVATTAPWONG LE VIKOTiVT va potadel pe
1) KAANUVTLKO TTpOoidV
OTL £vVA OUYKEKPLLLEVO NAEKTPOVIKO TOLYAPO 1) TIEPLEKTNG
ENMAVATTATIPWONG TTOU TTEPLEXEL VIKOTIVN BEATIWVEL TN BLOATTOSOUNCIUOTNTA 1 €XEL AANA
TEPLBAANOVTIKA OPEAN



) 8ivouv TNV evTUTIWGOT OLKOVOULLKWY OMEAWV TIEPLEXOVTAG EKTUTTWLLEVA KOUTTIOVLA TTOU TIPOGPEPOUV
EKTTTWOELG, SwpPeAv dlavoun, TPoaPopES «SU0 yla €var 1) AANEC TTIAPOUOLECG TIPOTPOPEG.
(3) Ta otolkeia Kat TIOU QUTAYOPEVOVTAL GUUPWVA LIE TNV
napaypago 2 1-4}5 pmopouv va niepthappdavouy, Hetafl alwv, Keipevo, auuBola, ovopata,
EWTOPLKA ONUATA, ATTELKOVIOELG Y] AAAQ ojuata.

(PEPEL TNV AKOAOUON TpoeLdormoinon yla myv
vysia:
«AUTO TO TTPOIOV TIEPLEXEL VIKOTIVN, 1) ortola ivat pia eEalpeTika €OLOTIKY) ouaia. »
(2) H mposldormoinon yla v uysia o KABe povada ouoKeuaaiag Kal o KAOe sEWTEPIKN ouaKevaaia
NAEKTPOVIKWY TOLYAPWYV KAl TIEPLEKTWY ETMTAVAITAY)PWONG TIOU TIEPLEXOLV VIKOTIVN:
1) TornoOeteital atig U0 PEYAAUTEPES ETULPAVELEG TNG LOVADAG CUOKEUATIAG KAl OE OTToLadY)IoTe
€EWTEPLKY) CUOKELATIA
2) KaAurttel to 30 % ™G EMPAvELAg TS LovAdag cuakeuaaoiag Kal KAOe EWTEPIKNG CUOKELATIAG
3) TUNWVETAL PE EVTOVOUG HAaUpoug Xapaktpeg Helvetica g dompo gpovto
4) avaypAagetal £T0L WOTE VA KAAUTTTEL TO PEYAAUTEPO SuvaTO TTOCOO0TO TNE TTEPLOXNG TTOU TtpoopilsTal

\ yla mv npostdortoinon yla v uysia kat

5) TOTTOOETEITAL OTO KEVTPO TNE TEPLOXNC TTOU TpoopileTal yla Vv nPosldomoinon. To KEIUEVO TG
nipoeldortoinong yla v uysia mpemeL va sivat mapAaAAnAo LE To KUPLO KEIUEVO 0NV EMLPAVELA TTOU
TipoopileTal yla AUTEC TIG TIPOELSOTOLYOELC. € CUOKEVATIEG OYNUATOG KOUTLOU KAl O OToLadY)TTOTE
€EWTEPLKT) CUOKELAOLA, TIPETTEL VA Elval TTAPAAANAT TIPOG TO TTAEUPLKO AKPO NG LOVASASE GUOKEUATLAG
N ™G €EWTEPLKNG CUOKEVaTiag.

ApBpo . H gmionuavon og kaBe povada cuokeuaaoiag Kal o€ Kabe eEWTEPLKN cuoKkevaaia
NAEKTPOVIKWY TOLYAPWV KAl TIEPLEKTWYV ETTAVAITATIPWOTG TTOU JTEPLEXOUV VIKOTIVY) TIPETEL VA Elval ot
davikn yYl\waooa.

Kepahato 4
Juotnuara eiraAnsuong ¢ nAkiag

ApBpo . (1) Ormolog emBupei va eprtopeVETAL NAEKTPOVIKA TOLYAPA KOl TIEPLEKTEG
EMAVATTATIPWONG TTIOU TIEPLEXOUV VIKOTIVT 0€ KATAVAAWTEG otn Aavia 1) og aA\n xwpa ¢ EE / tou EOX
LETW SLACUVOPLAKWY TIWATOEWV €€ AMOOTACEWG TIPETTEL VA TTAPEXEL ot Aavikn Apxn Texvoloylwv
ACPANELOC AETTTOUEPELEG OXETIKA LLE TO 160G TOU cUTTHATOG EMAANOguoNg TS NALKIAG TToU €XEL
Beomioel 0 EUTOPOG AlAVIKNG TTwANoNS SuvAueL Tou apbpou 15 mapdypaog 4 Tou vouou. Ot
TIANPOPOPILEG APOPOUV TO TIEPLEXOMEVO KAl TN XPNoN TOU UCTNUATOG eMaAnBOguong Tng nAkiag.

(2) O1 €uropot AMavikng MWANGONG NAEKTPOVIKWY TOLYAPWY KAl TIEPLEKTWV EMAVAITAY)PWONG UE KAl XWPLG
VIKOTiVT £aprolouy, atnV mepimtwon wANong €€ arrooTtaosws, cuotnua emainOsuong g nAkiag, To
ornoio emaAnNOeVEl ATTOTEAECUATIKA OTL HEV TIPAYHATOITOLELTAL TIWATOT) OE AYOPAOTEG KATW TOU
kaBoplopgvou opiou nAIKiag. Auto WTopel va Yivel, yla mapdadsiypa, HEow ¢ dnuoupylag Xpnotn He
Xpnon dtapampiou 13 AAAOU £YKUPOU TUTTOU TAUTOTOINGONG 1) KE TN XPNoN EBVIKOU LETOU NAEKTPOVIKNG
Tautornoinong, onwg to MitID.

(3) H artaiton g mapaypa@ou 2 Sev LoXVEL YLd TIG EMTLYPAUUKES TIAATPOPUES, GUITEPIAAUBAVOUEVWY
TWV ETTYPAUULKWY TTAATPOPUWY TTOU ETIITPENMOUV 0TOUC KATAVAAWTES VA CUVAITTOUV €€ AITOCTATEWG



OUMPBAOELG e EUTOPOUG, OTTWG ava@EPETal ato dpOpo 3 atolyeio B) Tou kavoviopouL (EE) 2022/2065 tou
YupBouliou Tou Eupwraikou KotvoPBouliou kat tou YupBouliou, Tng 19 OktwRpiou 2022, oxETIKA E TNV
gviaia ayopd Ym@lakwy UNMPEeCLWY Kal TNy Tporornoinor mg odnyiag 2000/31/EK.

Kepalawo 5
Kupwoeig

ApOpo 1617. (1) EKTOC Qv MPOPBALTIETAL AUCTNPOTEPT TTOWVT BATEL AAAOU VOUOU, Ba sriBarietal
TIPOCTLO O€ OTTOLOVONTIOTE TTAPAPLAEL TOUG KAVOVEG TWV 888w v TUNUATWY 2-48-+ket11+-1416,
(2) Etaupeieg, KA. (VOUKA TpOoWTTA) EVOEXETAL VA UTIEXOUV TTOLVIKT) EUOUVH CUUPWVA UE TIG
SLaTAgelg Tou KEPAAAIOU 5 TOU TTOLWVIKOU KWSLKA.

Kepahaio 6
Evapén 1oxvog

ApOpo 1718. (1) To mapov didtaypa apxilel va LoVl Tny 1n teskies2623AmpIAlou 2025,

(2) To dlataypa aptd. 484784 g 4+81€13nc¢ lovviou 20242023 OYETIKA LE TO 0UGTNUC TTOLOTNTAC,
€monuavong kat enalBeuong g nAKiag K.AJT. TwWV NAEKTPOVIKWY TOLYAPWYV KAL TWV TTEPLEKTWYV
EMAVAITANPWONC K.AJT. KATAPYEITAL.

(3) To diatayua aptd. 980 e 201nc Auyouotou 2024 yid TNV TPOEII0INoN TOU SLATAYUATOC GXETIKA LE
TO oUCTNUA TTIOLOTNTAG, ETTLONMAVONG Kal ETaAnBOguong ¢ NAKIAG K.AJT. TWV NAEKTPOVIKWY TOLYAPWY
KO TWV TTEPLEKTWY ENMAVAITAPWAONG K.AJT. KaTapyeitat.

To Yrmoupyeio EcwTteplkwy Kat Yyeiag, x

Sophie Lghde
/ Camilla Madsen



