a n )m ®PEHCKA PENYBJ/INKA

Agence nationale de sécurité du médicament
et des produits de santé

PeweHue 3a
M3MEHEeHMe Ha CNUCBbKa Ha BelwecTBarta, knacuuympaHm Kato HAQPKOTUYHU
BellecTBa

FeHepanHUAT AupeKTop Ha ¢hpeHckaTa HauvoHanHa areHUus 3a 6e30MacHOCT Ha nekapcTBaTta 1
3apaBHUTe NpoAaykTu (Agence nationale de sécurité du médicament et des produits de santé),

KaTo B3e npeaBuA Kojekca 3a 00WecTBEHOTO 34paBe, No-cneynasnHo yneHose L. 5132—1, L. 5132—7,
L.5132—8, L. 5432—1, R. 5132—27 u cn.,

KaTo B3e npeaBua HakasatenHusa Kogekc, no-cneumasnHo yneHose 222—34 — 222—43 0T Hero,

KaTo B3e npeaBuf n3MeHeHata 3anosef oT 22 eBpyapu 1990 r. 3a CbCTaBAHE Ha CMNUCHK Ha
BellecTBarta, KnacnuguumpaHn kato HapkOTUYHN BELLECTBa,

Kato B3e npeasug CTaHOBULLETO Ha [lOCTOAHHMA HayyeH KOMUTET MO MNCUXOTPOMHWUTE BeLLecTBa,
HapKOTUYHWTE BeLlecTBa U npucTpacTasaHeTo ot 2 anpun 2024 r.,

Kato uMMa npegsua, 4Ye C TOpPernocoYeHOTO W3MEHEHO T[OCTaHOBJIEHWE ce Knacuduumpar Kato
HapKOTUYHM BeLLEeCcTBa, B NPUIOXeHWe | KbM Hero, clefHuTe BellecTBa, crnajaliy KbM XumuyeckaTta
rpyna ,HuTaseHu" cblflacHO pelleHusTa Ha Komucusita Ha OpraHusaumsita Ha 06eMHEHNTE Haumu 3a
ynoiiBalute BeLeCTBa: K/IOHUMa3eH, emodecHUma3eH (emaseH), emOHUMAa3€eH, U30MOHUMA3EH,
MemoHumaseH, N-nupo/IudOUHO-eMOHUMA3EH (eMOHUMA3ErNUH), MPOMOHUMA3EH,

KaTo B3e npeaBup, apMako/normyHute edpekT Ha HSKou BellecTBa OT xumuyecka rpyna 2-[(2-
6eH3uN)-6eH3nMNAa30-1-1/| eTaHaMyH, U3BECTHM CbLLO Taka KaTo HUTa3eHU, CEPUO3HMTE OTpPaBSaHMSA,
JoKnagBaHu cnep ynotpebata Ha Te3un BelecTBa, KOUTO 6rxa MOr/v fa U3nckBat crellHa MeguumHcka
MOMOLL, BUCOKUSI PUCK OT C/lyyaiiHa, MoTeHUMa/IHa CMbPTOHOCHA CBPbXA03a U pucka oT 3/10ynoTpeba u
npucTpacTsiBaHe,

KaTo uma npeaBup, 4e, C ornej Ha edekTute OT TAX, Te3u BewecTBa cnegsa fja 6baar
KknacuduympaHn HezabaBHO B UHTEPEC Ha O6LLECTBEHOTO 34pase,

C HaCTOoALWOTO peLwiaBa:

UneH 1: CnucbkbT, NocodeH B uneH L. 5132—7 ot Kogekca 3a 06LECTBEHOTO 34paBe, ce U3roTBA B
CbOTBETCTBME C NPUIOXKEHNSITA KbM ropenocoyeHaTa 3anosep oT 22 despyapu 1990 r., npu cnassaHe
Ha N3MeHeHuATa, BbBEEHW C HACTOSALLOTO peLleHue.

UneH 2: B npunoxexue 1V kbM NocTtaHoBieHneTo oT 22 cheBpyapn 1990 r. 3a ycTaHOBABaHE Ha CMUCHK
Ha BellecTBaTa, KiacuuumpaHu Kato HapKOTMYHM BELWEeCTBa, W B [OMb/IHEHUE KbM cefemTe
BelLecTBa, M36poeHn B NPUIOXeHVe | KbM HACTOALLOTO NOCTAHOB/IEHWE, Ce f06aBAT cnefHuTe aymu:

Bcsko BeLecTBO, NOIy4eHO OT XMMUYHaTa CTpyKTypa 2-[(2-6eH3un) -6eH3umMmaasosn-1-uni] etaHamuH:
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— c unn 6e3 eTaHaMWHOB a30T, 3aMeCTeH CbC cnegHuTe rpynu (R): nmnm Ry): ankun unv ankeHnn (oo
TPV BbINIEBOAOPOAHN aToOMa), UM C eTaHAMIWHOB a30T, KOMTO € YacT OT UMKIUYHA CTPYKTYPa;

— ¢ nnn 6e3 6eH3MNAA30/10BO AP0, 3aMEeCTEHO B No3uumMs 5 n/unm 6 cbe cnegHute rpynu (Rs n/mnm
R.s): ankun, auetun, HUTPO, amuHO, TPUIYOPOMETW, METOKCU, TPUKIYOPOMETOKCH, LMAHO |
xasioreHus, kato dpayop, Xnop, 6pomM unu iog;

— C nm 6e3 PeHUIOBO AAPO Ha GeH3uoBata cuctema, 3amecTeHa B no3vuum 2—6 CbC cregHuTe
rpynu (Rn):
* KU, XaN0&sIKWU/, aJIKOKCU, XasT0as/IKOKCU, BCEKM A0 LWeCT BbINEePOAHN aToMa;
*  Tpud/TlyOpOMETOKCH, aLeToKeK, TpudhlyopoMeTusl, XMAPOKCH, LIMaHO 1 XasioreHns, kato dyop,
xnop, 6pom nnn nog;
*  anKuACcynoHw, TMOASIKII, BCEKM A0 MET BbINEBOAOPOAHU aToMa,;
e C 6eH3W10B BbIEpPo, KOWTO MOXe Ja 6bAe 3amMecTeH C efHa wunu Ase MeTW10BU rpynu, uiu
6EH3110B BbI/IEPO, 3aMECTEH C a30T, KUC/TOPOL UM CEPEH aToM;

— CbC MM 6e3 3amMecTBaHe Ha (PeHMI0BOTO AAPO Ha BeH3unoBaTa cuctema B no3vumsa 3 ninnm 4 ¢
ankokcu rpyna (go YeTupu BbI1EBOAOPOAHN aToMa), Aasiv € Unn 6e3 LMKINYHA CTPYKTypa.

Te BK/1HOYBAT: 5-aMuHO-U30MOHUMA3€eH, ouMemoHUMa3seH, emu/ieHOKCUHUMa3eH
(mempaxudpoghypaHumaseH), emu/sImuoHUMa3seH, emoodecHUMa3seruH, emooecHUMaAa3seriuH,
emomemaseH, (hslyHUMa3seH, u3omooecHUMAaseH, MEHUMAa3€eH, MeMU/IMUOHUMAa3€eH, MemooeCcHUMaseH
(MemaseH), MemomemaseH, N-decemusi-emoHumaseH (HopemoHumaseH), N-decemusi-u3omoHuUmMaseH
(HopuzomoHumaseH), N-0ecemusi-IPOMoHUMAa3eH (HOpPrNPOMoHUMa3seH), HumaseH, N-nunepuduHo-
emoHumaseH (emoHumasernuH), N-nunepuduHo-nPomMoHuUma3seH (npomoHumasenuH), N-nuposUdUHO-
MemoHuUma3seH (MemoHumasenuH), N-nuposuduUHO-NPOMOoOHUMa3seH (npomoHumMasenuH,),
IpPoOmMoodecHUMa3seH.

UneH 3: HacTosOTO pelleHne ce Ny6/uKyBa Ha yeb6caiita Ha HauyoHanHa areHuus 3a 6e3onacHocT
Ha nekapcTBaTta 1 3[paBHUTE NPOAYKTH.

CbCcTaBeHo Ha
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