MPUCHIA

Ne 2
rp. byprac, 13.09.2021 r.

B UMETO HA HAPOJIA

AINIEJATUBEH Cb/l - BYPI'AC B nyOnnuHO 3aceJaHue Ha TPUHAIECETU

CENMTEMBPHU, IIPE3 JIBE XUJISAIU JIBAJECET U IIbpPBa rOJIMHA B CJICIHUS ChCTAB:

[Ipencenaren: Cgerna M. LonoBa
UneHose: bnarou I'. [Torepos
Mas I1. Benuukosa

Ipu ydyactueTo Ha cexperaps Enena II. ['eopruesa

1 pokypopa HMopnanka Llseranosa Jauesa-Tonesa (AIl-Byprac)

KaTo pasrieaa 1okinaaBaHoto ot biaroit I'. [TorepoB Bb33uBHO Haka3aTeHo AE10
ot o6y xapakrep Ne 20212000600171 no onwuca 3a 2021 ronuna

MPUCHIM:

OTMEHA ITPUCBHAA Ne 125 OT 15.07.202r. Ha Byprackusi OKpbXeH CbJ IOCTAaHOBEHA
mo HOXJI Ne 1362/2020r mo omwuca Ha cbinusa cbg B YACTTA c xosaro II. T. I, ponena nHa
dokdckxdRn B rp. b, EIH stk ook "anpec: ******* e mpusznata 3a HEBUHOBHA
B TOoBa, ue Ha 12.04.2017r. B rp.b., karo nekap - mcuxmarbp B ******* B gapymenue Ha
YCTAaHOBEHUS pell, Ch3HATENIHO npeAnucana apyrumy - Ha U. C. U., E[H ##*#sk*EE% gerapcTBo -
SATIVEX, xoero chbabppka HApKOTUYHHM BEIIECTBA, a UMEHHO €KCTpakTH oT Tetranabinex® wu
Nabidiolex® Ha XMMHYECKHM M TEHETHMYHO oxapakrepusmpanu pacteHus Cannabis sativa L. ¢
OCHOBHHM aKTHBHH KOMITOHEHTH - Aenrta-9-terpaxuapokanabunon (THC) u xanabumuon (CBD),
nopaau koeto U Ha ocHoBanue 4i1.304 ot HIIK Bp. ¢ un.9, an.2 or HK ¢ OIIPABIAHA 1o
MOBJAUTHATOTO CHPSMO Hesl 0OBUHEHHUE 3a mpecThiuieHue no wi.3546, an.5 ot HK, 1 Ha ocHOBaHue
w1.305, an.6 Bp. ¢ wi.301, an4 or HIIK u e HanoxkeHno Ha ocHOBaHue 4i.294 oT 3akoHa 3a
JIEKapCTBCHUTE MPOAYKTH B XyMaHHaTa MEIWIIMHA AJIMHHHCTPATHBHO HakaszaHue ,,[700a“ B
pasmep Ha 1000 /xwsima/ neBa 3a HapymieHne Ha wi4, an.l ot Hapenda NelO/17.11.2011r. 3a
YCIIOBUSITA M pe/a 3a JICUeHUE C HepaspellleHu 3a ynoTpeba B PemyOnuka bbiarapus nekapcTBeHn
MPOAYKTH U JIEKAPCTBEHU MPOIYKTH 3a ChCTpaJaTelIHa ynoTpeda, KakTo U 3a yCIOBUATA U pefa 3a
BKJIIOYBAHE, MMPOMEHH, M3KIIOYBAHE U JOCTAaBKa Ha JIEKAPCTBEHU MPOAYKTHU OT CIHCHKA IO HIl.
266a, an. 2 or 3akoHA 3a JIEKAPCTBEHHUTE MPOIYKTH B XyMaHHaTa MEIUIIMHA, KaTO BMECTO HeEs
MOCTAHOBSIBA:

[TPU3HABA mnoacweaumara I1. T. I, pogena na *******p g pp B, E[H:*##skwkck
weksckakxagpec: FrEFFERE T 33 BUHOBHA B ToBa, ye Ha 12.04.2017r. B rp.b., karo nekap -
NCUXHATBp B F¥¥*¥#* g papymenume Ha ycraHoBeHus pen-wi4, am.l or Hapexnba



Nel0/17.11.2011r. 3a ycrnoBusiTa U pela 3a JIEYEHHE C HepaspelleHu 3a ynoTpeba B Pemybnuka
benrapus nexapcTBEHM NPOIYKTH U JIEKAPCTBEHU MPOAYKTH 3a ChCTpaJaTeliHa ynoTpeda, KakTo U
3a yCIIOBHATA M pe/ia 3a BKIIIOUBAHE, IPOMEHM, U3KIIIOUBAHE U JJOCTaBKa Ha JICKApPCTBEHH NMPOIYKTH
OT CIIUCBKA M0 4jI. 266a, an. 2 oT 3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEAMLIMHA,
Ch3HATENHO mpeanucaia apyrumy - Ha . C. U., ETH:*#***xkx4% gegapero - SATIVEX, koeto
ChIbpXKa HAPKOTMYHHM BEIIECTBA, & MMEHHO eKCTpakTH oT Tetranabinex® u Nabidiolex® Ha
XMMHUYECKH U TEHETUYHO OXapakTepusupaHu pactenuss Cannabis sativa L. ¢ OCHOBHM akTHBHHU
KOMITOHEHTH - Aenta-9-terpaxunpokanabunon (THC) u kanabumuon (CBD), mopaam xoeto u Ha
ocHoBaHue wi. 354 6 an. 5 or HK BB Bp ¢ win.55 an. 1 12 6.,,6 HK 51 OCBXJIA na [TPOBALINA
ChC CIEIHUTE NPOOALMOHHU MEPKHU: - 3abJDKUTEIHA PETUCTPALUsl IO HACTOALL a/Ipec 3a CPOK OT
6 /mect/ Mecena, ¢ MEPUOAUIHOCT JIBa IHTH CEAMUYHO, HA OCHOBaHME WiI. 42 a ain. 2 1. 1 ot HK, -
3a]IbJDKUTENIHU IEPUOJIMYHU CPELH ¢ MPOOALMOHEH CIIY>KUTEJI 3a CPOK OT 6 /miecT/ Mecera Mo 4il.
42 a an. 2 T 2 or HK, kakto u I'JIOBA B mos3a Ha /IpxaBata B pasmep Ha 1000 /xunsana/ nesa,
KaTo HE Hajara Haka3aHUeTo JHIaBaHe OT npasaTa 1o ui. 37 an. L t6 ut 7 ot HK.

B ocranamata uact morBbpkiaBa npucbaa Ne 125 or 15.07.2021r mo HOXJ Ne
1362/2020r na Byprackust OKpbKeH ChJ.

[lpuckaara mMoxe na ce oOXkaiaBa WM NMPOTECTHpa B 15-7HEBEH CPOK OT JHEC Mpen
Bwpxosen Kacammonen Cova — Codusi.
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