lNpoekT

NMPABUTE/ICTBEHA HAPEABA

OTHOCHO CnuUCbKa Ha ncuxomoaynumpawuTte Beujecrtesa

C HacToAWOTO NpaBuTE/ICTBOTO pasnopexaa c 4ieH 44B, naparpad 3, 6yksa a) Aa ce
npunoxu uneH 33k, naparpacp 6 ot 3akoH Ne 167/1998 oTHOCHO npucTpacTaBalmTe
BELLECTBa 1 3a UBMEHEHME Ha HAKOW APYrn akToBe, U3MEHEH CbC 3akoH Ne 321/2024:

UneH 1
MpegmeT

C HacToswata Hapeaba ce YCTaHOBSIBA CMUCHLKLT Ha MNCUXOMOAyMpaliuTe
BELLECTBA, CbAbpXall, Ce B NPUIOXEHNETO KbM HacTosLLaTa Hapeaoa.

UneH 2
HotudmumpaHe Ha TEXHUUYECKN pernameHT
HacTtosiwata Hapegb6a e HoTudmumpaHa B cbotBeTcTBue ¢ Ampektuea (EC) 2015/1535 Ha
EBponelickua napnameHT n CbBeTa oT 9 centemBpu 2015 r., ycTaHOBsIBalla npoueaypa 3a

npefocTaBsHETO Ha MHopmauusi B chepaTa Ha TEXHUYECKUTE perfiaMeHT 1 npasuna
OTHOCHO yCNyruTe Ha MHPOPMAaLMOHHOTO 06LLECTBO.

UneH 3
[ata Ha Bnn3aHe B cuna

HacTtoswara Hapeba BAM3a B CUNA HA ...vveevvvveineennnnnns 2025r.

MuHuCTBLP-NpeacepaTen:

3aMeCTHMK MUHUCTBP-NpeacenaTen 1 MUMHUCTBP Ha 34paBeona3BaHeTo



MpunoxeHune kbM MNpaBuTencreeHa Hapenbda Ne.../... .
CnucbK Ha ncnxomoaynupalimTe BellecTsa

MexpayHapogH | Apyro HanmveHoBaHneTOo Ha | XMMMYHO HauMmeHoBaHue | OnucaHue 3a6enexka

O HenaTeHTHO | MeXAyHapoaHOo aKTUBHUTE BellecTBa | HA aKTUBHUTE BeljecTBa

HanMeHoBaHue | HenaTeHTHO MexagyHapogHo Cbr/1acHoO IUPAC

(INN) HaMMeHoBaHue W/N | HenaTeHTHO (MexxayHapogHuAa  Cblo3

reHepu4yHo HanmeHoBaHue (INN) | no uucrta M npuUIoXKHa
HanmeHoBaHue XUmMumsl)

Kpatom Mitragyna speciosa MwuTparvHuH meTun (16E)-9,17- 3efieHyyKkoBa CMec,
OUMEeTOKCK-16,17- npousxoxaauwa oT ancrara
angexnapo-203-kopuHaH- Ha pacteHueTo Mitragyna
16-kapbokcunar) speciosa, cbAbpxalla

asikasiouantTe MuTparmHuH

7- NN 7-XnapOKCUMNTParuHuH
XUOPOKCUMUTPArnHuH | metun (2E)-2-

[(2S,3S,7aS,12bS)-3-eTun-

7a-XnapoKcn-8-MmeToKCu-

1,2,3,4,6,7,7a,12b-

oKTaxuapoHngon2,3-

a|XMHONU3NH-2-1N]-3-

MeToKcunpon-2-eHoat

EkcTpakT oT | - MwuTparnHnH meTtun (16E)-9,17- Mpenapart, NnpuroTeeH ot

KpaTom anmeTokcun-16,17- KpaTom
annexmnapo-203-kopuHaH-
16-kap6okecmnar)

7-
XUOPOKCUMUTPArnHuH | metun (2E)-2-

[(2S,3S,7aS,12bS)-3-eTun-
7a-XnapoKcn-8-MmeToKCu-
1,2,3,4,6,7,7a,12b-
oKTaxuapoHnaon2,3-
a]XMHONN3NH-2-1n]-3-
MEeTOKCUNpon-2-eHoaT




KaHa6buc go 1 %
THC

KaHabuc, cbabpxaly,
He noseye oT 1 %
BellecTBa OT rpynara
Ha
TeTpaxngpokaHabuHon

BellecTBa oT rpynarta
Ha
TeTpaxnapokaHabuHo

AGa(lOa)_ AGa(7)_ A7— AB
_ AlO_ A9(11)_

TeTpaxmapokaHabnHonu,
TexXHUTe CcTepeon3omepu

LUbdTexsT nnn nnogHarta
ropHa 4yacTt Ha pacTeHneTo
KaHabuc nnn HagsemHaTa
4yacT Ha pacTeHneTo
KaHabuc, 4acT OT KOATO e
ropHa 4acT, CbAbpxalla
cbopa oT BewecTsa OT
rpynara Ha
TeTpaxugpokaHabunHon u
TEXHUTE KUCESIMHU, 0
Makcumym 1 % ot
CbAbpXaHMeTo Ha
BELLEeCTBOTO, NpeAHasHa4yeHo
3a KOHCymMauus OT YyoBeka
nnn 3a npepaboTka 3a
KOHCYymauus OT YoBeka, C
N3K/THOYEHME Ha U3XOOHUS
mMaTepuas 3a npepaboTka B
XpaHu Win Ko3MeTuKa.

Moxe ga cbabpxa
BELLEeCTBOTO
XeKkcaxmapokaHabuHon
B ecTecTBeHa thopma
NPV KOHUEHTpauus
nog 0,3 %.

ExcTpakT oT
KaHabuc n
TUHKTYpa 8o 1 %
THC.

EKCTpaKT n TUHKTYpa
OT KaHabwuc,
CbAbpXalm He
noseye o1 1 %
BeLlecTBa,
npuvHagexaly KbM
rpynata Ha
TeTpaxnapokaHabuHonN

BellecTtBa OT rpynata
Ha
TeTpaxugpokaHabuHon

AGa(lOa)_ A6u(7)_ A7— AS
_ AlO_, A9(11)_’ ,

TeTpaxuapokaHabuHoNu,
TEXHUTE CTEPEON30OMEPU

EkcTpakT nnvn nadmnTpar,
nosly4yeH oT kaHabuc ¢ fo

1 % THC, cbabpxall céopa
OT BeLllecTsa OT rpynara Ha
TeTpaxngpokaHabuHon un
TEXHUTE KUCE/IHM Ha HNBO
oT 1 % OT CbAbpXaHNeTo Ha
BELeCTBOTO, NpegHasHayeH
3a KOHCymMauus OT YyoBeka
nnn 3a npepaboTka 3a
KOHCYymauus OT YoBeka, C
N3K/T0YEHME Ha U3X04eH
mMaTepuas 3a npepaboTka B
XpaHu Unn Ko3MeTuka, u
npenapartu oT TX.

Moxe ga cbabpxa
BELLeCTBOTO
XeKkcaxvapokaHabuHo
B ecTecTBeHa hopma
npwv KOHLLeHTpauns
nog 0,3 %.




