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O6nacT Ha nonuTuKa: 3JpaBeona3BaHe
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C npoekTa Ha 3aKOH 3a U3MeHeHne N oNbJIHEHVE Ha 3aKoHa 3a JIeKapCTBeHUTe
npoaAykKTn B XyMaHHaTa MedWLHa Cce npeajsarat npoMeHn B csiegHNTEe OCHOBHU HaCOKW:

- Cb34aBaHe Ha HauunoHaNHa anTeyHa KapTa U Ha NpeanocTaBky 3a noaobpsiBaHe Ha
[OCTbMA Ha rpa)kAaHUTe A0 anTeKN 3a OCUrypsiBaHe Ha JIEKapPCTBEHM NPOAYKTY;

- pernaMmeHTMpaHe Ha MepKu 3a HabnaeHne Ha IeKapCTBEHM MPOAYKTU 1 3a
orpaHn4yaBaHe Ha U3HOCA MM Npu HEOBXOANUMOCT;

- ONTUMM3MPAHE Ha AENHOCTTa Mo NpoBeXAaHe Ha KJIMHUYHN U3NNTBAHUA U Cb34aBaHe
Ha ycnoBua 3a npuiaraHe Ha PernameHT (EC) Ne 536/2014 Ha EBponenckns napjiamMeHT 1
Ha CbBeTa OTHOCHO KJIMHUYHUTE U3NUTBAHMA Ha JIEKAPCTBEHN NPOAYKTU 3a XyMaHHa
ynoTtpeba, n 3a otMsaHa Ha AunpekTtmBa 2001/20/EO (OB L 158/2014) (PernameHT (EC) Ne
536/2014);

- Cb3AaBaHe Ha Bb3MO>XXHOCTU 3a OCUTYpsABaHe Ha JIeKapCTBEHUN MPOAYKTWU Npn Nnnca
nin HegoCTur Ha TakMBa Ha 6'b)'|rapCKVIFI Mna3ap, KakKTo 1 3a 3arJialllaHe C I'Iy6J'IVI‘-IHVI
cpencTtBa Ha 1eKapCTBeEHN NPOAYKTU, KOUTO Ca N3KJTIOYHEHWN OT Mos3nTuBHMS nekKapcrteeH
CMNNCBK N HAMAT aJITepHaTMBa 3a JieveHne C gpyr JieKapCTtBeH NpoayKT,

- Cb3JaBaHe Ha Bb3MOXXHOCT 3a NpujlaraHe Ha JIeKapCTBEHM NMPOAYKTW 3a NOKa3aHUs
1n3BBbH 0a06peHNTe TakuMBa.

HauyuHm Ha npepnocrtaesHe Ha nNnpenjsfio>keHusa U CTaHOBULLLa

MopTana 3a obLLeCcTBEHN KOHCYNTaunmn (M3MCKBa ce perncTpaumnsa 4pes nmenn);
EnekTpoOHHa rnoLia Ha NocoYeHNTe agpecu;

CnctemaTa 3a cUrypHo enekTpoHHoO Bpb4BaHe https://edelivery.egov.bg/ (n3nckea ce
KBannpuumnpaH enekTpoHeH nognuc nnun NMNNK Ha HOW);

OdmumanHng agpec 3a KopecrnoHaeHUns.
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