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MpuynHuTe 3a n3paboTBaHETO Ha HAaCTOALWMSA NPOEKT Ha Hapenba 3a U3MeHeHne Ha
Hapen6a Ne 20 ot 2001 r. 3a ycnoBuaTa 1 pefa, Npu KOUTO JIeKapCTBEHUTE NPOAYKTN,
CbAbp>KallM HAPKOTUYHM BewecTBa, MoraT ga 6baaTt ocBo6oLeHN OT HAKOU MEpPKK 3a
KoHTpon (Hapeab6a Ne 20 oT 2001 r.), ca pe3ynTtaT oT obHapoaBaHuTe B 6p. 53 Ha
~Adbp>XaBeH BeCTHUK” oT 2022 r. npomeHn B Hapenba Ne 4 ot 2009 r. 3a ycnoBuaTa u
pefa 3a npeannceBaHe 1 oTNyCKaHe Ha fiekapcTBeHn npoaykTn (Hapeaba Ne 4 o1 2009
r.).

MpennoXXeHNAT NMPOEKT Ce OTHACs A0 CJyYauTe, Npu KOUTO onpedeneHn nekapCTBeHU
NPOAYKTU, CbAbpP>KaLLUM HAPKOTUYHKM BewlecTBa B kKoam4yecTBa Ao 50 Mr 3a oo3oBa
eanHnUa B KoMBMHaUmMa C Apyru IeKapCTBEHM BellecTBa ce 0CBO6OKaAaBaT OT HAKOU
MepPKMN 3a KOHTPOJI.

Mo-KOHKpPEeTHO, C NocoyYeHnTe npomeHn B Hapeanba Ne 4 o1 2009 r. ce Bb3CTaHOBM peabT,
CbrJlJaCHO KOMTO JIeKapCTBEHN NPOAYKTU, CbAbPXALWLM TpaManosa B Konmyectsa 4o 50 mr
3a 4030Ba egnHuua B KOMOMHaUKNA C Apyrn NeKkapCTBEHM BewecTBa Ce NpeannceaT Ha
obnkHoBeHa peuenTypHa 61aHKa 3a e4HOKPATHO OTNYCKaHEe N B KOJINYECTBA,
cbobpa3eHn Cc gHeBHaTa 403MPOBKaA, 3a He noseYe oT 30 aHW. NpeanwHaTa HopMaTUBHA
NOCTaHOBKA M3MCKBalUe Te3n NpoaykKTn ga 6baaT npeanucBaHu Ha cneynanHa
peuenTypHa 61aHKa CbC 3eNeH UBAT, KaTO TbprosBusaTa Ha egpo n gpebHo ¢ Tax
cfiefBalle fa ce oCbleCcTBABa OT auvua, MoJy4yunm nuueHs3nsa rno peja Ha 3akoHa 3a
KOHTPOJ1 BbPXY HAPKOTUYHUTE BeLlecTBa N npekypcopuTe. NociegHOTo e 3aserHano
KaTo n3nckeaHe B Hapeaba Ne 20 o1 2001 r.

MpennnucBaHeTO Ha ropernocoYeHNTe IEKAPCTBEHW NPOAYKTU Ha CheumanHa peuenTypHa
6/1aHKa CbC 3e/1eH LUBAT Ha NPakTUKa He Bie3e B CM1a, Nopaan BbBeXAaHeTo Ha 3-
roguvleH oTsaraTesneH nepuoa, No BpeMe Ha KonTo, belle nsnmckaHa nHpopMaumsa ot
PBbKOBOAUTENINTE HAa BOJELLUNTE TOKCUKOJIOTUYHUN KIMHUKN B CTPaHaTa, KakTo 1 oT
6BbArapCckms NeKapCTBEH perynaTtop - M3nbaHMTENHa areHumMs No JieKkapcTBaTa 3a
c/lyyYam Ha 310ynoTpebu ¢ TpamMagos CbAbp KAl NpoaykTu. B pesyntaT Ha



nocTbenuiaTa NHpopmaumns ce obocHoBa onncaHaTa No-rope v BaA3Ja B CuJia NPoMsiHa B
Hapenba Ne 4 o1 2009 r. 3a npeanucBaHe Ha N1IeKapCTBEHN NPOAYKTU, CbAbp KaLlm
TpamMagon B Konm4yecTtsa A0 50 Mr 3a Ao30Ba eAnHMLA B KOMBUHaUma € apyru
NleKapCcTBeHM BellecTBa Ha 06MKHOBeHa peuenTypHa 61aHka ¢ 681 uUBAT.

FopeunsnoxeHaTa pakTnyecka obCcTtaHoBKa gosene A0 HeobXxoaAMMOCT OT NMpuBeXXaaHe B
cboTBeTCcTBME Ha Hapenba Ne 20 o1 2001 r. ¢ pa3snopenbute Ha Hapenba Ne 4 ot 2009 r.
ypes3 n3BbpLUBaHE Ha U3MeHeHue B 4. 3 oT Hapenba Ne 20 ot 2001 r., C KOeTO fOa ce
OONBbJIHN TEKCTHT Ha pa3nopenbaTta 4pes ocBoOOXKAABAHETO Ha JIEKAPCTBEHU MPOOYKTN,
CbAbpXKalwm TpamManon B Konm4yecTsa Ao 50 Mr 3a fo30Ba eanHMLa B KoMbrnHaumsa ¢
OpYrn neKkapcTBEHU BelecTBa OT MEPKUTE 3a KOHTPOJ1, KOUTO Ce npuaaraT 3a
HapKOTUYHUTE BellecTBa. AKO Ta3n NpomsHa He 6bae HanpaBeHa, TO buxa Bb3HUKHaNU
3aTpygHeHnsa B o6nacTTa Ha TbprosusaTa Ha egpo 1 ApebHOo C NeKapCTBEHU NPOAYKTU.
MpobnemuTte we 6BLOAT CBBbP3aHM CbC CNMpaHe npodaxbaTa Ha nekapcTBeHUTe
NPOAYKTW OT TbProBUW Ha eapo U anTeKn, KOUTO He npuTexxasaT NMueH3Mn No pega Ha
3aKOHa 3a KOHTPOJ1 BbPXY HApPKOTUYHUTE BelwecTBa 1 npekypcopute (3KHBI); BpbLliaHe
Ha HaJIMYHUTE KOJINYeCTBa JIeKapCTBEeHU NPOAYKTU; rnojaBaHe Ha 3asBJIeHUS B
MNHNCTEePCTBOTO Ha 34paBeorna3BaHETOo 3a NoJlydyaBaHe Ha JINLEeH3nu no 4. 32, an. 1,
CbOTBETHO no 4n. 33, an. 1 ot 3KHBI1, npeonakoBaHe Ha IeKapCTBEHNTE NPOAYKTH,
rnopaan N3NCKBaAaHETO Ha 4. 168, as. 2 oT 3aKOHa 3a JIeKapCTBEHUTE NPOAYKTU B
XyMaHHaTa MmeauumnHa (3J1NMXM) BTopu4HaTa ONakoBKa Ha NlIeKapCcTBEeHUTe NpoayKTH,
CbAbpxKalluM BelecTBa OT CNUCbKa no 4. 3, an. 2, 7. 3 ot 3KHBI ga ce Mmapkupa c ase
yCropenHn CUHU JIeHTN. NI3nckBaHUATa Mo OTHOLLIEeHNE Ha MapKMPOBKaTa Ca BbBeAeHU U
Cc 4n. 68, an. 2 ot 3KHBI.

C HacToALWMSA NMPOEKT Ce U3BBPLUBAT N NPAaBHO-TEXHUYECKN KOPEKLUN KaTOo Ce NPOMEHAT
HauMeHOBaHMATa Ha HAKOWN OT NMOA3aKOHOBUTE HOPMATMBHN aKTOBE, LNTUPaHMN B
HapeanbaTa. ToBa ca Hapeabu, KOUTO Ca OTMeHeHN N e Heobxoanmo aa 6bae N3BbLPLUEHO
N3MeHeHune, C KoeTo pasnopenbute Ha Hapenba Ne 20 ot 2001 r. oa npenpaliaT KbM
AencTeawmTe NoL3aKOHOBN aKTOBe.

LlenTa Ha Npenio)XeHnsa NpoeKT € CUHXPOHM3MPaHe Ha HoOpMaTMBHaTa ypeaba B
obnacTTa Ha NeKapCTBEHUTE NMPOAYKTU, CbAbpP>KALLM HAPKOTUYHM BeLLeCcTBa 1
n3bsareaHe Ha Bb3MOXKHOCTM 3a Cb3[aBaHe Ha 3aTPyAHEHUA 3a CTONaHCKuUTe cybekTu,
KOMTO A NpunaraT (npuTexaTenun Ha pa3pelleHune 3a ynotpeba Ha ropenocovyeHuTe
NeKapCTBEHU MPOAYKTU, BHOCUTENN, ThbProBLUX Ha eapo n apebHo C nekapcTBeHM
NPOAYKTK).

O4akBa ce 4ype3 0cBo60XKAaBaHETO OT HAKOWN MEPKW 3@ KOHTPOJ Ha IeKapCTBEHUTE
NPOAYKTW, CbAbpXXallM TpaManos B KoainyecTBa Ao 50 mMr 3a go30Ba egnHMLA B
KOMBUMHaUMA ¢ opyrn NeKapCTBEHN BeWecTBa, ObrapcknuTe nauneHTn ga uMaT CUrypeH
[OCTBMN A0 TakKMBA NPOAYKTMW. 3a fnLaTa, OCbLECTBABALLM AENHOCTU C Te3M NPOoaYyKTH
Ce OYaKBa [a I'v ocblecTBsiBaT 6e3npensTCTBEHO, KaTo HAMa Aa Ce Hajara ga ru
N3TErnsaT oT Masapa, 3a Aa M NpUBeXXAaT B CbOTBETCTBUE CbC 3a4bJIKEHUATA,
pernaMeHTUpaHu B HopMaTMBHaTa ypenba 3a IeKapCTBEHUTE MPOAYKTU, CbAbpPXKaLLW
HAapPKOTWUYHW BeLlecTBa.



MpennoXxeHUsT NPOEKT Ha aKT HAMA [la OKa)ke Bb3AeNCTBME BbPXY Ny6ANYHUTE
(pUHAHCK, HMUTO LLEe OKa)ke (DMHAHCOBO Bb3AENCTBUE 3a SINLLATA, aHraXXMPaHU BbB
BepuraTa Ha JlekapCTBOCHabASBaHETO C IeKapCTBEHM NPOAYKTU, CbAbpXXallnM TpaManon
B KOJlM4ecTBa A0 50 Mr 3a A030Ba eAnHMLA B KOMBUHALMA C APYrX JIEKAPCTBEHM
BewlecTBa. Cnen ocBob60)XAaBaHETO Ha NOCOYEHUTE JIEKAPCTBEHN NPOAYKTM OT MEPKUTE
3a KOHTPOJ Mo pefa Ha HapenbaTa, 3a NpuTexaTenuTe Ha pa3peLleHne 3a ynotpeba,
ANCTpubyTOpUTE N THProBUUTE Ha ApebHO HsAMa Aa € HeobXxoANUMO U3BBLPLUBAHETO Ha
pa3xoan, CBbP3aHu C NpUBEXAaHe Ha AeNHOCTTa UM B CbOTBETCTBME C U3NCKBAHUATA Ha
[EeNCTBaLLOTO 3aKOHOAATEsICTBO, PEryanpaLo npouecmuTe C JIeKapCTBEeHM NPOAYKTH,
KOUTO CbAbP>XKAT HAPKOTUYHM BeLLEeCTBa.

Cnep v3BbpLUEH aHaIN3 3a CbOTBETCTBME C MPaABOTO Ha EBpoNencknsa cbo3 ce yCTaHOBY,
ye obuiecTBeHNTE OTHOLWEHUS, NpegMeT Ha NpoeKkTa Ha Ta3n Hapenba, He ca
pernaMeHTMpaHn B eBPOMenCKOTO 3akoHoaaTencTeo. Ypenbata Ha obuiecTBeHnTe
OTHOLUEeHNs, NpeaMeT Ha NpoeKkTa Ha Hapenba, e BbNPOC Ha HAaLMOHAJIHO PEeLUEHNE 1 e
OT KOMMNETEHTHOCTTa Ha OTAEe/IHUTE Obp>KaBU-4NeHKN. ToBa Npon3TnUya oT
pa3nopenbaTta Ha 4n. 168, nap. 7 oT [Jorosopa 3a hyHKLUMOHMPaHe Ha EBponenckus
Cbl03, KOATO NpeaBmxaa N3KJIYNTENIHA KOMMNETEHTHOCT Ha Abp)XaBUTe-Y1eHKWN MO
onpenesnsaHe Ha 3AQpaBHaTa UM NOJINTUKA U OPraHM3NPaHETO N NPeaoCTaBAHETO Ha
30paBHU yCAYr U MeANLUHCKN FPUXKMN.

Ha ocHoBaHue 4n. 26, an. 4, n3peyeHne BTOPO OT 3aKOHa 3a HOPMATUBHUTE aKTOBE
CPOKbBbT 3a obuwecTBeHO 06CbXaAaHe Ha NpoekTa Ha Hapenba 3a nsmeHeHne Ha Hapenba
Ne 20 o1 2001 r. 3a ycnosusaTa v pena, npu KOUTO JIeKapCTBEHNTE NPOAYKTH,
CbAbpXKALLN HAPKOTUYHW BewecTBa, MoraT ga 6baaTt ocBobofeHN OT HAKOM MEPKK 3a
KOHTpoA € 14 gHun. MNpeanoXXeHnaT No-KpaTbK CPOK 3a obuwecTBeHo obCcbXXaaHe e
HeobxoOuMM C Len NnpeMaxBaHe Ha CbleCTBYBaLLMTE MPOTMBOPEYNSA U HECLOTBETCTBUSA B
HopMaTuBHaTa ypenba, 3acarawa ynotpebaTta n foctbna 40 JIeKAaPCTBEHW MPOAYKTH,
CbAbpXKallK TpaManon B KonmyecTBa Ao 50 Mr 3a Ao30Ba eaAnHMUa B KOMBUHaLmsa
OpYrn NekapCTBEHM BellecTBa. Taka Le ce OCUrypu CBOEBPEMEHHO NpaBHa CUTYPHOCT U
CTabnNHOCT NO OTHOLLUEHME Ha TEe3U AENHOCTU 1 We ce ndberHaTt N3NoXXeHNTe no-rope
npobneMun n 3aTpyaHEHNSA C NOCOYEHUTE NIEKAPCTBEHN MPOOYKTN.

Appec 3a nanpallaHe Ha CTaHOBULLA U NPeAsIoXXeHUs: vvasiyanova@mbh.government.bg

HauyuHm Ha npepoctaBsasHe Ha nNpeano>XXeHua U CTaHoOBULLLA

MopTana 3a obLLecTBEHN KOHCYNTauUnmn (M3MCKBa ce perncTpaumsa 4ypes nmemnn);
EnekTpoHHa nowia Ha NoCoYeHnTe agpecu;

CnctemaTa 3a cUrypHo enekTpoHHo Bpb4BaHe https://edelivery.egov.bg/ (n3nckea ce
KBannduunpaH enekTpoHeH nognuc nnum NMK Ha HOW);

OdnunanHmna agpec 3a KopecrnoHAeHUns.
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