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PELIEHUE 3A U3ITBJ/IHEHUE (EC) 2024/2488 HA KOMUCUSATA
or 11 centemspu 2024 roguna

OTHOCHO MCKaHeTO 3a permcrpaums B cporBercTeue ¢ Permament (EC) 2019/788 na EBpomeiickus
napnaMeHT u Ha ChbBeTa Ha eBPONEIiCKaTa IPAXXIAHCKa MHUIMATHBA o Hancos ,,PsychedeliCare”

(Homuduyuparo nod Homep C(2024) 6086)

(caMo TEKCTHT Ha AaHITIMIICKU €3UK € aBTEHTUYEH)

EBPOIIEVICKATA KOMUCHS,
Karo B3e npensuy [Joropopa 3a GyHKuMOHMpaHeTo Ha EBpomeiickust cbio3,

xaro B3e npensun Pernament (EC) 2019/788 na Esponeiickust mapnament u Ha CbBera or 17 anpuit 2019 1. oTHOCHO eBporelickara
IpamaHcKa MHMIMATHBA (1), ¥ MO-CIIeLMaHO wieH 6, naparpadu 2 u 3 oT Hero,

KaTo MMa Ipensum, 4e:

(1)  Ha 24 romu 2024 r. Ha Komucusta Gelte mpeicTaBeHO MCKaHe 3 PerMCTpaLys Ha eBPOIIeficKa IPaxIaHCKa MHULMATIBA [IOT
Hazcrnos ,PsychedeliCare*.

(2)  lenTa Ha MHMIMATMBaTa, NOCOYEHa OT opraHmsatopure, ¢ Kommcusara ga Oboe NMpu3oBaHa ,a HAChpyaBa CIPAaBEIIMB,
HaBPEMeHEH, (MHAHCOBO HOCTBIEH, Oe30MaceH M 3aKOHEH IOCTBII O MHOBATMBHN, aCUCTUPAHM C ICHXETENMIM Tepammi’,
Tasu uen e fgeduHMpaHa HOMBIHMTEIHO OT OpraHM3aTopurte upe3 Tpu KoHKperHu uemu. C IbpBata KOHKPETHA LN
Komucnsara ce npusosasa [1a ,[IOIKPENN YCTAHOBABAHETO HA €KCIIEPTEH KOHCEHCYC OTHOCHO CTaHIAPTUTE 3a MCUXENETMYHN
IPUKM, C IICUXOINOTMYECKa MOIKpena, o0yueHye Ha TepaneBTy, eTUHY HACOKM 1 MepKy 3a 6e30MacHOCT, 3a [a ce rapaHTupa
0e30M1acHOTO 1 epeKTHBHO BhBEKIAHE Ha TEPAIIUM C IICUXENEMuu” i ,0a MOOKPEN YCUIISITA 33 M3TPAXIaHe Ha KarlauuTeT
3a MyNTUOMCUMIUIMHAPHM MporpamMy 3a oOyueHye B 0ONMACTTa HA NCHXMYHOTO 3[paBe, CHELMANHO MPEIHA3HAUYECHM 3a
ofyueHye 1O Tepamus C NCHUXEHENMIM HAa NOCTABUMLMTE Ha 3MpaBHO oOcmyxsade”. Upe3 Bropata KOHKpETHA LT
opraHmsatopute nmpusosaBaT Kommcusira ,Ja mage Tiachk Ha Quuancupann ot EC Hayunm m3cnemBanms B oOnactra Ha
TepaneBTUUHNUTE NPUIIOKEHNMSI HA TCUXEHENMUMTEe, 3a JA Ce MONCUIAT HOKA3aTeNCTBaTA 3a TSAXHAaTa Ge30MacHOCT M
eMKaCHOCT" M ,1a MONKPEIsI Pa3BUTMETO HAa HAYUHOM3CIICHOBATENICKM MPEXKM, HACOUEHM KbM MHOBATVMBHM Teparmn”. Upe3
TpeTaTa KOHKPETHA LIell Ce OTIIpaBs IIPM3UB 3a IpyeMaHe Ha 001 mo3uumy B pamkute Ha popymure Ha OOH, 3a ma ce
3aCTBIM 3a MPATMaTVYHM, [POTPECUBHY TPAHCHALMOHANIHM Pasmopen0y OTHOCHO ICHXENENMYHNUTE CheOMHEHMS‘ M Ha
LTOIXOMAIM IIPENOPBKM 3a BKIIOYBAHETO Ha Ncuxemenmunmte chemvHenus B Komsenuymara ma OOH or 1971 r. 3a
TICUXOTPOITHUTE BeLIeCTBa ‘.

(3) B npunoxeHue KbM MHMIMATUBATA C3 U3IIOKEHM IOIbIHUTEIHU MONPOOHOCTH OTHOCHO NPENMeTa, LIeTUTe 1 KOHTEKCTa Ha
MHUIMATUBaTa. B Hero ce nocousa, ue ,[B] EC 1Ma kpu3a, cBbp3aHa ¢ MCMXMUHOTO 31pase” u de ,[mJo 50 % or maumeHTuTe
He ce MOB/MSIBAT OT HAIINYHMTE MOHACTOSIIEM NCUXMATPUYHM JedeHUs . B mpunoxeHuero ce obscHsBa, ye ,[B]ce moseue
HAy4H! JI0KA3aTe/ICTBA IOKA3BaT e(eKTMBHOCTTA HA ACUCTUPAHUTE C ICUXENENMIM Teparnu’, N ce IpyeMa MO3ULMATA, Ue
»KOMMCHATA CriefBa 1a M3MONI3Ba TO3M MMIIYIIC, 33 [ YCTaHOBM IO IIPOAKTUBEH HauyH IpaBHaTa PaMKa M MEAMLMHCKUTE
CBCTOSHMSA C LIeTl MHTErpupaHe Ha ICYUXelenuuuTe B TepanesTuuny neiiHocty B EC*. Taka opraHusaTopute Ipu3oBaBar 3a
IPU3HABAHE Ha ,V3KITIOYMTENIHNTE CBOJICTBA Ha TepalMuTe C NMCUXENENMLM M Ha TeXHMA MOTEHUMaN 3a IOCPEINAHeTO Ha
3HAUNTEITHUTE HEYIOBIIETBOPEH) MOTPeGHOCTH MO OTHOLIEHME Ha NCHXMYHM 3a00JIABAHMSL M PA3CTPONCTBA, CBBP3AHM C
yrorpe6ata Ha BEIIECTBA“, KOMTO CIOpEN TSX ,MPEICTABIISIBAT TEXKECT 3a XOpaTa, 3OPaBHNUTE CHUCTeMH, ObuiecTBara u
UKOHOMMKHTE®,

(4) o ce orHacst O IHpBaTa KOHKPETHA LieN HAa MHMIMATHBaTa, KOMICysTa 61 MOITIa [1a BHECE IIPEMUIOKEHME 33 NPABEH aKT B
nofkpena Ha 6e30IaCHOTO 1 eeKTHBHO BbBeXIaHe Ha Tepali ¢ MCUXeMeNMIM Bb3 OCHOBA Ha wieH 168 or [lorosopa 3a
$ynxumonmpanero Ha Esponeiickus cpios (OQPEC), npu ycnosue ve B chotsetctsue ¢ uneH 168, naparpag 7 or JQEC Tosa
He 3acsra KOMIIETGHTHOCTTA Ha JIbpXKaBUTE WIEHKM B OONACTTAa HA BH3CTAHOBSIBAHETO HA PA3XOIMTE 3a JIEKAPCTBA MIU
TepanmiL.

(5) Illo ce oTHACA 110 BTOpaTa KOHKPETHA LieNl HA MHMIMATHBaTa, KoMmcusaTa Ou Moria ia BHece MPEMIoKeHUe, ¢ KOeTO J1a Jafe
TIachk Ha PuHarcupanyu ot EC HayuHM M3CIEnBaHus B 00MacTTa Ha TepamneBTHMYHNTE PUITOKCHNS Ha TICHXENENMIIATE, 32 A
ce TIONCHITAT TOKA3aTeNICTBATA 3 TAXHATA 0e30aCHOCT 1 eMKACHOCT, Bb3 OCHOBA Ha wieH 182 ot OQEC.
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VI Hakpas, WO ce OTHACS 10 TPeTaTa KOHKPETHa Liell, Bb3 OCHOBa Ha wieH 218, maparpa¢ 9 or HQEC Komucnsara 61 mora a
BHeCe IIPenopbKa 3a peirerye Ha ChBeTa 32 yCTAHOBSIBAHE HA IMO3MIMSITA, KOATO TpsiOBa [Ia ce 3aeMe OT umeto Ha Cbio3a 1o
OTHOIIIEHNE Ha TCUXEHENMYHMUTE ChelMHEHNMS B PAaMKMTe Ha Chb3[AleHUTE ChC cropasyMeHue opranu Ha OOH, xouto
TIPMEMAT aKTOBe C PABHO JENCTBHUE.

C ornen Ha ToBa KoMmcusATta cumra, ye HUTO €OHA OT YACTMTE HA MHMIMATMBATA He IIONAna SBHO M3BLH O0OXBaTa Ha
npaBoMolmaTa Ha Kommcusita Ha TpemcTaBy IpeyioxXeHNMe 3a IpaBeH akT Ha Cbio3a 3a IENMMTe HA HPUIIAraHeTo Ha
Horosopure.

ToBa 3akiroueHMe He 3acsra OlleHKaTa Ha TOBA JIaJii B TO3U CJ'[y‘{&I?[ Ca M3IIbJIHEHN KOHKPETHUTE MaTepUaTHOIIPABHM yCIIOBI,
H606XO]II/IMI/I, 3a ma Moxe Kommcusita ma nmpenrnpueMe Hei[CTBMH, BKITFOUNTEITHO C’b6HIO]]aBaH€TO Ha MNpUHOMINTE Ha
NpoNnoOpUMOHAIIHOCT, CY6CI/IJII/I8.pHOCT 1 CbBMECTUMOCT C OCHOBHUTE IpaBa.

[pynata Ha opraHmsatopute € IpeOCTaBMNIa MOOXOHSIIM [IOKA3aTENICTBA, Y€ U3IIBIHABA M3MUCKBAHMATA IO WieH 5,
naparpadu 1 u 2 or Pernament (EC) 2019/788, u e onpefenua nuuara 3a KOHTAKT B CbOTBETCTBHUE € WieH 5, naparpad 3,
ITbPBA aNyHes OT TOCOYEHMS PerfaMeHT.

VHuumaryBata He NpPENCTAaBiIsiBa SBHA 37I0ymMOTpeba C IPaBo, He € SIBHO Hecepyo3Ha WM 37I0HAMepeHd, HUTO € B SIBHO
IIpOTMBOpeuMe ¢ eHHoCTUTe Ha Cbi03a, ycTaHoBeHy B wieH 2 ot Jloropopa 3a EBponeiicKis cpio3, MM € IIpaBaTa, 3ajerHasnm
B XapTaTa Ha OCHOBHUTe IIpaBa Ha EBpomneiickus cbro3.

TMopamy ToBa MHMIMaTVBaTa oA Hancnos ,PsychedeliCare” cnensa ma Obge perncrpupana.

3aKITIOUEHNETO, Ue YCIIOBIATA 3a PEIMCTPALIsL ChITIACHO wieH 6, maparpad 3 or Pernamenrt (EC) 2019/788 ca u3mbiHenn, He
o3HauaBa, ye Kommcusra 0 KakbBTO M [1a GMIIO HAauMH NOTBBPXKMABa (aKTMUECKATA IPABIIHOCT Ha ChIbPXKAHUETO HA
VHMIVMATYBATA, KOETO € OTTOBOPHOCT €IMHCTBEHO Ha IPyNaTa Ha OpIaHM3aTopuTe Ha MHMUMATMBaTa. ChIbPXAHMETO Ha
VHNIVATYBATA U3Pa3siBa eMVHCTBEHO BB3INIENUTE Ha TPyMaTa Ha OPIaHM3aTOPUTE M N0 HMKAKBB HAUMH He MOXKE [Ia ce CMSITa,
e 13passsa Bh3renuTe Ha Komucusra,

[TPUE HACTOSLLOTO PELIEHME:

Ynen 1

EBporeiickara rpaaHcka MHMIMaTiBa M0 Hancros ,PsychedeliCare” ce perncrpupa.

Unen 2

Apecat Ha HACTOSILIOTO PELIEHME € IPyIaTa Ha OPTaHM3ATOPUTE Ha TPaXIAHCKATA VHMLMATHMBA MOX Hamcios ,PsychedeliCare”,
npencrasnssana ot Théo GIUBILEI n Flavio CANDELI, mejfcTBauy Kato Nuia 3a KOHTAKT.

CpcraBeHo B bprokcen Ha 11 centempy 2024 rommua.

3a Komucuama
Véra JOUROVA
3amecmuur-npedcedamen
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