MOTHUBH
KkbM npoekT Ha Hapen0a 3a ormsana na Hapenda Ne 38 ot 2004 r. 3a onpenensine Ha
CIUCBKA HA 3a00JISIBAHUATA, 32 YHETO JoMalIHo JedyeHue Hanuonannara
3APABHOOCHTYPHTE/IHA KACa 3aIJ1A11a JeKAPCTBA, MEANIMHCKHU U31eJUsl U THeTHYHH

XpPaHA 3a CHICNHAJTHA MEININHUHCKH eI HAITBJIHO WJIA YaCTHYHO

Hapen6a Ne 38 ot 2004 r. 3a ompezensHe Ha CHUCHhKAa Ha 3a00JsBaHHATA, 32 YUETO
JOMalIHo jeueHue HanronanHnara 31paBHOOCUTYPUTENIHA Kaca 3arjallla JeKapcTBa, MeIUIUHCKH
W3JIeIMs U AMETUYHH XPAaHHU 32 CHEUAIHU MEIULUHCKHY L€JIM HAITbJIHO WM YaCTHUYHO € U3/1aJieHa
Ha ocHOBaHME 4. 45, an. 3 oT 3aKoHa 3a 3/[paBHOTO OCUT'ypsiBaHE B penakuusara my npeau 2015
r., CbIJIACHO KOSITO MUHHUCTBPHT Ha 3paBeOlNa3BaHETO ONpeess ¢ Hapeada CHHCHK Ha
3a0onaBaHusATa, 32 yneTo AoManrHo jedyenne H30K 3amnaia nekapcTBa, MEIUIMHCKH U3AETUS U
JUETUYHU XPpaHU 3a CIIELUaTHU MEIUIUHCKHU LEJIM HAII'bJIHO UJTM YaCTUYHO.

Cnc 3akoHa 3a U3MEHEHHE U JIONTBIHEHUE Ha 3aKOHA 3a 3/IpaBHOTO ocurypsBane (00H., /1B,
op. 48 oT 2015 1.), cuurano ot 1 ronu 2015 r., € BbBEICHO U3MEHEHHUE B ajl. 3 Ha WiI. 45, ChriiacHO
KOETO MUHHUCTBHPBHT Ha 3[paBEONa3BaHETO ypexaa ¢ Hapenda camMoO KPUTEPUUTE, MO KOUTO ce
ompenens CIUCHKBT Ha 3a00/sBaHusITa, 32 uneTo nqomairHo jeyenne H30K 3armama nekapcersa,
MEIUIMHCKU U3AENUs U TUEeTUYHU XPaHU 3a CHEelMATHU MEIUUMHCKU 1enu. CaMHsT CIIUCBK ce
omnpenens ¢ pemenue Ha Hanzopuus cbBer Ha H30K cbhobpasno te3u kputepuu (wi. 45, an. 4 ot
330). B uznbeanenue Ha § 40, an. 1 u 2 ot [IpexogHuTte U 3aKIIOUNUTENHU pa3nopeadu Ha 3aKoHa
3a U3MEHEHHUE U JIOMTbIHEHUE Ha 3aKOHa 3a 3/IpaBHOTO ocurypsiBade (06H., /1B, 6p. 48 ot 2015 1.),
MUHUCTBPBT Ha 37PaBEONa3BaHETO € YPEIW C Hapen0da KpUTEPUUTE 3a ONpeIesiHE Ha CIIUChKa
Ha 3a0onsBanusATa — Hapen6a Ne 7 ot 6 HoemBpu 2015 1. 3a KpuTepuuTe 3a OINpeAesHE Ha
3a00JIsIBaHMATA, 32 YUETO JOMAIIIHO JiedeHne HarmonannaTa 3/jpaBHOOCUTypHUTEIHA Kaca 3aruiamia
HaI'bJIHO MJIM YAaCTHYHO JIEKAPCTBEHM MPOJIYKTH, MEAMIIMHCKHU W3JEIHs U AUETUYHH XpaHH 3a
CHelMallHi MeIuUuHCKU uenu, oOH. [IB. 6p.89 or 17 nHoemBpu 2015 r. CnuchkbT Ha
3a00JsIBaHMATA, CHOOpPA3HO BBBEJCHHUTE C HapendaTa KpUTEpHUH, € ONpENeNieH C pelleHHe Ha
Hamzopuus ceBer Ha H30K Ne PJ[-HC-04-12 ot 10 deBpyapu 2016 r. u mociemHoTro e

obHapojBaHo B [IbpxkaBeH BecTHHUK Op. 15/2016 r.



IIpuunHuTe 32 pa3padoTBaHe Ha IPOEKTa Ha Hape0a ca CBbP3aHU C IPUETOTO U3MEHEHHUE
B wiI. 45, ann. 3 ot 3akoHa 3a 3JJpaBHOTO OCUTYpsiBaHe, 00H., /IB, 6p. 48 oT 2015 r. u cBBp3aHUTE C
TOBA MIPOMEHHM B IIPABOMOIIMATA HA MUHUCTHPA HA 37PaBEOIa3BaHETO 32 OINPE/IENIIHE Ha CITUCHKA
Ha 3a00JI1BaHMsATA, 32 YneTo gomanrHo JeueHne H30K 3amnama nekapcTBa, MEAUIIMHCKH H3IEITUS
Y TUETUYHU XPaHH 32 CIICIIMATHU MEAUIUHCKH IIEIIH.

OcHoBHATA 1IeJI HA MPOEKTA € J]a c€ OTMEHU HOPMAaTHUBHHUS aKT, 32 KOMTO KOHLIENITYaJIHO
€ MPOMEHEHO MPABHOTO OCHOBAHUE 32 M3/1aBAHETO MY.

OuakBaHUTe pe3yJTAaTH OT NPUIATaHETO Ha IMPOEKTa ca CBBP3aHU C OCHTYpsSBaHE Ha
IpaBHA SICHOTAa IO OTHOLICHHE Ha AEHCTBallaTa HOPMAaTHBHA ypenda, Kacaella ompeJelsHe Ha
CIMCbHKa Ha 3a001s1BaHUsATa, 32 uneTo AoManiHo Jiedenrne H30K 3aruiamia nexkapcTBeHH IPOAYKTH,
MCIUIHUHCKHU U3ACIINA U JUCTUYHU XpaHU 3a CIICHUAIHU MCOAUIUHCKHU LCIIN.

DUHAHCOBH M IPYTH CPeACTBA, HEOOXOMMHM 32 MPUJIATAHETO HA HOBATa ypenoda:

C mpoekTa He ce 3ajarar JeHHOCTH, KOUTO U3UCKBAT JOIBIHUTEIHN (PUHAHCOBHU CPEICTBA.
Ot MMpUJIaraHeTo Ha HOPMATHBHHA aKT HE CC O4YaKBaT (1)I/IHaHCOBI/I pe3yiaTaTru.

AHAJIN3 HA CHOTBETCTBHETO C MPaBoTo Ha EBponeiickus cbio3:

Cnen uM3BBpIICHA MPELEHKa 32 ChOTBETCTBHE C €BPOINEHCKOTO MPABO CE YCTAaHOBH, Y€
OO0ILECTBEHUTE OTHOILICHHUS, NMPEIMET Ha MPOEKTa Ha Ta3W Hapenda, He ca PerjaMeHTHPaHU B
€BPOMEHWCKOTO 3aKOHOIATENICTBO. YpeadaTa Ha OOIIECTBEHUTE OTHOIIICHHS, IPEIMET Ha MPOEKTa
Ha Hapen0a € BBIIPOC Ha HAIIMOHATHO PEUICHNE U € OT KOMIIETEHTHOCTTA Ha OTACITHHUTE AbPKaBH-
yiieHKU. ToBa mpous3THya oT pasznopeadaTa Ha wi. 168, map. 7 ot JloroBopa 3a GyHKIIMOHUpaAHE Ha
EBpomneiickus cbio3, KOATO MPEIBIDKIA U3KIIIOUUTETHA KOMIETEHTHOCT Ha IbPKABUTE-WICHKH 110
OIMPCACIIIHC Ha 3ApaBHATa UM IMOJIMTUKA U OPTraHU3UPAHETO U MPEAOCTABAHCTO HA 3IPpaBHU YCIIYI'

Y MEIMIIMHCKHU TPHXKH.



