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MpnynHNTE, KOUTO HanaraT NMPMeMaHeTo Ha NPeasioKeHNTE U3MEHEHNS U A0NbJIHEHUS
Ca CBbp3aHWM OT efHa CTpaHa C Bb3HMKHaN npobnem npu cHabasasaHeTo Ha nevyebHuTe
3aBefeHNs, KOUTO HAMAT pa3KpuTa anTeka 3a 3a[0BoJsIsBaHe Ha COBCTBEHUTE HYXAWN C
NeKapCTBEHN NPOAYKTU, KOUTO CbAbPXKAT HAPKOTUYHU BewlecTBa. 3aTpyoHEHMETO
npPomM3Tu4a OT NOCTAaBEHOTO B 4. 55 0T 3aKOHa 3a KOHTPOJ1 BbPXY HAPKOTUYHUTE
BelwlecTBa 1 npekypcopute (3KHBI) nanckeaHe, CbrnacHoO KOETO NMPaBo Aa 3aKynyBaT U
CbXpaHABAT HAPKOTUYHM BeLleCTBa 1 Aa OTMNYyCKaT JIEKAPCTBEHU NPOLYKTN, CbAbpXKaLln
HapPKOTUYHM BelwecTBa, MMaT CaMO JuuaTa, Noay4Yunam nuueHsna no pena Ha 3KHBI. B
TO3M CMUCH Ha NevyebHNTe 3aBefeHNs, KOUTO He NpuTe)xaBaT cobcTBeHa anTeka He
MoraT Ja 3aKynyBaT NoCOYEeHUTE JIeKapCTBEHN NPOLYKTU, CbOTBETHO He MoraT Aa
OboaT n3gaBaHM NbPBUYHU CHETOBOAHU LOKYMEHTU NPU N3BbPLUBAHETO Ha CbOTBETHaTa
CcTomnaHckKa onepauunda. OT gpyra CTpaHa NpoekTa ce npueeXxja B CbOTBETCTBUE C
BJiIe3/IMTE B CUJ1a USMEHEHUNA B 3aKOHa 3@ CbCJIOBHUTE OpraHM3aunum Ha MeguumnHCKuTe
CecTpu, akKyLepKnTe N acounnpaHnTe MEANLMHCKN CneumanncTi, Ha 3bboTexHnumte un
Ha NOMOLHUK-thapMaLeBTUTe, obHapoaBaHu B [Ibp>KaBeH BeCTHUK, 6p. 91 oT 2018 r.,
Kacaelwln pernameHTUpaHeTo Ha AeNHOCTTa Ha CbCJI0OBHATa OpraHmM3aums Ha NOMOLLHUK-
apmaueBTUTe. N3BBbpLUBa Ce TeXHUYECKO NpeumnsnpaHe Ha perJlaMeHTUpaHnTe B
HapenbaTa NPOAYKTU, MMALLM MPAKO OTHOLWEHME KbM 34paBeTO Ha YOBEKA, KOUTO ce
npepnaraT B anTekuTe. I3aMeHeHneTo Kacae rpynuTte buounan, KOUTo ce npeasaraT B
anTeknTe n e cbobpaszeHo ¢ PernameHT (EC) Ne 528/2012 Ha EBponenckmsa napiaMeHT u
Ha CbBeTa oT 22 man 2012 rogmMHa OTHOCHO NpeAoCTaBsAHETO Ha Na3apa u ynotpebaTa
Ha 6uoumngn (OB L 167, 27.06.2012 r.). Ha cneaBawio MACTO Ce akTyanam3anpa CNMCbKbT C
JleKapCTBEHN NPOAYKTU, KOUTO ce oTnycKaT 6e3 nekapcko npegnucaHme, KouTo MmoraTt
ha ce nponasat 4ype3 aBToMaTU. CNUCHLKDBT HE € aKTyasIM3npaH oT CaMOTO My Cb3faBaHe
npe3 2008 r. n eTo 3awo ce obycnasa Heob6xoaMMoCT OT HeroBoTo obHoBsAABaHe. B
OONbJIHEHME Ce U3BDbPLUBA U MPaBHO-TEXHMUYECKO npeumnsnpaHe Ha gencreawiaTa
HopMaTuBHa ypenba.
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