3ACEJAHME HA HA/I3OPHUSA CBBET HA H30K

02 OKTOMBPH 2023T.

HOMEP PEHIEHUE

CbAbP/KAHUE

NH®OPMAILIUA 3A MEJIUUTE

Ne PJI-HC-04-78/02.10.2023 r.

1. Ilpuema ,,MeToauka 3a yCIIOBUSTA U pe/ia 3a 3arljlallaHe
or H3OK Ha nexkapcTBeHHMTE NpPOAYKTH, NpUIIaraHU B
OOJMHMYHATA MEAWIIMHCKA TIIOMOII, W3BBH IIeHAaTa Ha
CHOTBETHUTE KJIMHUYHU IBTEKH/aMOYIaTOPHU MPOLETYpPHU*, C
B3€TH NPEABHUJ CTAHOBHILA HA 3aMHTEPECOBAHUTE CTPAHU IO
nmpoekta Ha MeTonukata, Ha  OCHOBaHWe 4il. [/
AJIMUHHUCTPATUBHOIIPOLIECYATHUS KOJEKC.

2. Bop3nara na ynpasurens Ha H30K Metonukara mo T. 1
na Obae oOHapoBaHa B ,,JIbp>kKaBeH BECTHUK .

[IpueManero Ha MpeAJIOKEHUSI aKT € B U3IIBJIHEHHE Ha
uMnepatuBHuTe HopMu Ha § 15, 1. 1 ot IIpexognure u
3akmountenHu  pasmopen6ou  (II3P) wa 3akona 3a
Oromxera Ha HanuoHnanHaTta 3paBHOOCUTYpUTEIHA Kaca
3a 2023 r. (3BH30K 3a 2023 r.) u un. 45, an. 29a or
3akoHa 3a 371paBHOTO ocurypsiBane (330).

Ha ocnoBanue § 15, 1. 1 ot [I3P na 3bH30K 3a 2023 r.
B JIBYMECEUYCH CPOK OT JCHS Ha OOHapoJBaHETO MYy B
»JlbpkKaBeH BecTHUK (00H., [IB, Op. 66 ot 01.08.2023 1.)
Hamsopausar ceBer Ha HamnmoHnamHata  31paBHO-
OCUTYpUTEIIHA Kaca IprueMa MeToJuKa 1o wi. 45, an. 29a
0T 3aKOHa 3a 3/[paBHOTO OCUTYpsIBaHE.

CepriacHo ui. 45, an. 29a ot 330 HagzopHusr cbBeT Ha
H3O0K omnpenens ycnoBuss U pen 3a NpeAOCTaBsHE Ha
nH(popManuaTa OT U3M'BJIHUTEINTE HA OOJHUYHA TTOMOIII,
KOMTO ce oOHapoaBaT B ,JIbpikaBeH BECTHHK® OT
ynpasutenst Ha H30K, u ce onoBecTsBaT 1 Ha UHTEPHET
ctpannnara Ha H30K.

C ornen Bpb3KaTa MeXAy ABeTe paznopenaou - § 15, 1. 1
ot 3bH30K 3a 2023 r. u un. 45, an. 29a or 330, npu
CrazBaHe BOJIATAa Ha 3aKOHOJATENs, € M3TOTBEH
NPEJIOKEHUAT akT - MeTo/luKa 3a ycJIoBUATa U pefa 3a
samramade ot H30K Ha jexapcTBEHHTE MPOIYKTH,
npujaraHd B OOJIHUYHATa MEIMIIMHCKA IMOMOIL, H3BBH
[[eHaTa Ha ChOTBETHUTE KIMHUYHU ITBTEKH/aMOyIaTOPHH
MPOLEypH, C KOWTO Ce LeJIM OCUTYpsIBaHE Ha rapaHLuH,
ye H3O0K me 3ammama 3a JeKkapcTBEHUTE MPOIYKTH,
npujaraHd B OOJIHMYHAaTa MEAMLMHCKA IOMOII HM3BBH
CTOMHOCTTa Ha KJIMHUYHUTE I'bTEKH/aMOyIaTOpHU
IpOIelypH, IO Bb3MOXKHO Hal-HUCKAaTa CTOMHOCT, KOSATO




€ JIOCTUTHATa B MPOIEAYPHUTE IO JIOTOBApSHE W JOCTaBKa
Ha TE3W JIEKAPCTBEHM MPOAYKTH IO HU3MBIHUTEIN Ha
OosmHnyHa MeauimHcka oMo (BMIT).

[Ipunaranero Ha 3aKoHOBaTa MsApKa Ce€ OYAKBa Jia JIOBEJIE
0 HamausiBane Ha paszxoaute Ha H3OK 3a nexapcrBenu
MPOAYKTH, 3aIUIAlaHU U3BBH CTOMHOCTTA HAa KIIMHUYHUTE
I'bTEKU/aMOyIaTOPHU TIPOLIEIYPH, Upe3 TapaHTHpaHE Ha
Hali-HHUCKa II€HA, MO KOATO CBOTBETHUST JIEKAPCTBEH
MPOJYKT I1ie OBbJIe 3aIamiad, B YCJIOBUATA HA JIUIICBAIIA
JNEUCTBAIM PAMKOBHU CIIOPAa3yMEHHUS, CKIIOYEHH OT
MUHUCTBpA Ha 3/IpaBeOla3BaHETO, B KaueCTBOTO My Ha
[lentpanen  opran  3a  IOKYIIKM B CEKTOp
»3JpaBeorna3Bane’ ¢ orjes mpujaaraHero Ha ui. 45, an. 29
ot 330.




