MOTHUBHU

KbM npoekT Ha HapenOa 3a m3amenenne Ha Hapen6a Ne 3/19.09.2019 r. 3a npuemane Ha
(hapmako-TeparneBTUYHO PHKOBOJCTBO MO KJIMHUYHA XEMAaTOJIOTUS
(o6H. B IB, 6p. 79 o1 2019 1., u3Mm. 1 nom. Op. 2 ot 2022 1., 6p. 53 o1 2023 1., U3M. Op. 88 ot
2024 r.)

[IpoekThT Ha Hapenba 3a m3meHeHue Ha Hapemba Ne 3/19.09.2019 r. 3a mpuemane Ha
(hapmMako-TeparneBTUYHO PHKOBOJCTBO MO KJIMHUYHA XEMATOJIOTHSI € U3TOTBEH HAa OCHOBAHUE UII.
259, an. 1, 1. 4 ot 3akoHa 3a JEKaApCTBEHUTE MPOAYKTH B XyMaHHATa MEAUIIUHA, ChIJIACHO KOWTO
HarnmoHamHusT ChBET MO [IEHU B PeUMOypCUpPaHEe Ha JEKAPCTBEHUTE MPOIYKTH TpUEMa, OTMCHS
Wik u3MeHs (apMako-TeparneBTUYHU PHKOBOJACTBA, KOUTO BKJIIOYBAT KPUTEPUH 32 OLICHKA Ha
pe3yiaTaTa OT mpujiaraHara Tepamnus U aiIfOPUTMHU 3a JICYEHHUE C JICKAPCTBEHU MPOJIYKTH.

[IpuyuuHM, HaTaramy NpPUEMaHeTO Ha HOPMATUBHUS aKT

®dapMako-TepaneBTUYHUTE PBKOBOJACTBA Ca 4YacT OT TepaleBTHUYHATa CTpaTerwus,
rapantupana ot Oropkera Ha HanmonannaTa 31paBHOOCUTYpUTEIIHA Kaca, ¢ €7 MPUIaraHeTo Ha
€MHEH TePANEeBTUYEH MMOAX0/ IPU AHAJIOTUYHU KJIIMHUYHU CIIy4awu.

MepunuHckata — crenuaiHocT ,,KouHuuHa — xemarojorug oOXBamia — ITO3HAHUATA,
MEJIUIIMHCKUTE JITOPUTMH M MPEIEHKH, HEOOXOIUMH 3a aJieKBaTHA JMArHOCTUKA U JICYCHHE HA
MAIMEHTH ChC 3a00JIIBAHUATA HA KPHBTA, KPHBOTBOPHUTE OPraHU W OpraHUTE Ha JUMQHATA
cuctema. C ¢apMako-TepaneBTUYHOTO PBHKOBOJICTBO C€ OIPEACIs JICKapCTBEHATa Tepamus Ha
3a00JIIBaHHUSITa HA KPHBTA, KPHBOTBOPHUTE OPraHH M OpPraHWTE Ha JTUMQHATa CUCTEMa, Ha
KPUTEpUUTE 3a OLICHKA Ha pe3ylTara OT MpuiaraHara Tepanus U aJFOPUTMUTE 3a JICYCHHUE C
JIEKapCTBEHH MPOIYKTH.

[IpnumauTe 3a pa3paboTBaHe Ha mpoekta Ha Hapenba 3a w3MeHenwe Ha Hapemba Ne
3/19.09.2019 r. 3a npueMane Ha papMako-TepareBTUIHO PHKOBOJICTBO 11O KIIMHUYHA XEMaTOJIOTHs
ca CBbp3aHu C HEOOXOIMMOCTTA OT M3IMOJI3BAaHE HAa HOBH JIEKAPCTBEHU MPOAYKTHU 3a JICUCHUE Ha
BB3PACTHH TMAIMEHTH, CTpaJalld OT MHUEIOIUCIIAaCTHYeH CHHAPOM, ocTpa JuMdoOIacTHa
neBkemusi, 6osect Ha Gaucher, 6omect Ha Gon Bunebpana. C U3MEHEHHETO CE aKTyalH3UpaT
QIrOPUTMHUTE Ha JICYCHHE Ype3 MpHIaraHe Ha HOBUTE TEPANeBTUYHUTE WMHIUKALMM WU 4pe3
BKJIIOYBAHE B HOBM KOMOWHAIIMM HA CHIIECTBYBAIIUTE JICKAPCTBEHHU IMPOJYKTH 3a JICUCHUE Ha
BB3PACTHH MAIMEHTH C HOBOJIMATHOCTHUIIMPAaHA U PEUUIUBUpalia WIH pedpakTepHa XPOHUYHA
TUM(OLIUTHA JIEBKEMHUS, PEUUIUBHUpA WIM pe]pakTepeH MaHTEIHO KIEThYeH JIUMEOM,
HOBOJIMAaTHOCTHUIIMPAH M pelancupal wWid pedpakTepeH MHOXKECTBEH MuenoMm, OoiecT Ha
XOKKWH, PelUANBUpAILl WU pepakTepeH nudy3eH enpokaeTbueH B-kinerbuen mumdom.

Ileny Ha HOpMaTUBHUSA aKT

C mpoexkTa Ha akT ce LEJNU Ja ce NPEICTaBAT OCHBPEMEHEHH AJITOPHTMH 33 KIMHUYHO
MOBE/ICHHE IIPU XEMATOJIOTMYHU 3a00JIIBaHMs, alallTUPAHH 32 MEAMUIIMHCKATA MIpakThKa B brirapus,
B T.4. Ja C€ aKTyaJlH3upa perjaMeHTalMsITa Ha TEPaleBTUYHUSA NOIXOJ IpU JICUEHUE Ha
3a00JIIBaHUSATA HA KPBBTA, KPbBOTBOPHUTE OpraHU U OPraHUTE Ha JInM(HaTa cucteMa, KakTo U Ha
KPUTEpPHUHTE 32 OLIEHKa Ha e(eKTUBHOCTTA HA MpuiaraHara tepanus. OCHOBHA LIeJ € TapaHTUPaHe
JOCTHI Ha MAMEHTHUTE 10 ChOTBETCTBAIIO HA €BPONEHCKUTE CTAaHAAPTH JICYEHHUE C JIEKapCTBEHU
MPOAYKTH U OCHUTypsiBAaHE Ha €(EeKTHBEH MEXaHHW3bM 3a CHCTEMHO U IIJIAHWPAHO OIICHSBaHE,
Ha0JI0/IeHNe U HETPEKbCHATO M0100psBaHE HAa KaYECTBOTO HA METUIIMHCKUTE YCIYTrH. [IpoekThT
LIEJIM J1a OCUTYPH BHCOKO KadeCTBO Ha JEHMHOCTUTE MO JICKapCTBEHOTO JIEYEHHE B 0OXBaTa Ha
MeIUIIMHCKAaTa CIIEUAIHOCT, Ype3 U3UCKBAHUS 3a ClIa3BaHEe Ha MOPEIHOCTTA HA JIMHUUTE Teparus
U TEPANIEBTUYHUTE CXEMH.




OyakBaHu PE3VYJITATHU OT NPUJIAraHCTO Ha NPCAJTOXKCHUA IPOCKT

OuakBaHUAT pe3yiTaT OT IPUIATaHETO Ha IPOEKTa HA HOPMATUBEH aKT € BbBEXKAAHETO Ha
€IMHEH TEepaleBTHUUEH IOJAXO0J IpHU MPEANHCBAHETO M IMPUJIATaHETO Ha JIEKAPCTBEHUTE
IIPOAYKTH, KOETO /1a rapaHTHpa ONTUMaJIeH e(eKT MPH JICYEHUETO Ha 3a00JsIBaHMsI HA KPBBTA,
KPBHBOTBOPHUTE OpPraHH M OpraHuTe Ha JuMmdHara cuctema. Cra3BaHETO Ha AITOPUTMUTE 3a
JIeUeHHe € rapaHLus 3a BUCOK TeparneBTUYEH OTIOBOP IPH IUPOKUSA KPbI' HA MALUEHTH.

Pe3y.]'ITaTI/ITe OT IIpWjIaraH€To Ha q)apMaKo-TepaneBTHqu PBKOBOACTBO Ca CBBbpP3aHU C
IIOCTUTAHE Ha Hall-BaXKHATA LIEI — OCUT'YypsIBAHC Ha MALIUCHTUTC BUCOKO Ka4CCTBO HaA JICUCHUEC UPEC3
npujiaraHe Ha €IWHHH U 000CHOBaAHH IIPUHIUIIN, IIpaBHJIa WU KPUTEPHU 3a MNPCAIHNCBAHCTO H
MMpUJIaraHeTo Ha JICKAPpCTBCHU IMPOAYKTHU B 00XBaTa Ha XeMAaTOJIOTHATA U CANMHHN KAa4CCTBCHU U
KOJIMYCCTBCHH I10KA3aTCIIN 3a C(l)eKTI/IBHOCTTa Ha MpujiaraHara Teparus.

DuHaHCOBHU CpeACTBA, HEOOXOIMMH 33 IPUIATAaHETO HA HOPMATUBHUS aKT
[TpuemaneTo Ha HOPMATUBHUS AKT HAMA Ja OKaXe MPSAKO W/WIM KOCBEHO BIIUSHHUE BBPXY
J'bp>KaBHUS OIOJIKET.

AHalm3 3a ChbOTBETCTBHE C IIPABOTO HA EBponeHCcKus ChI03

HpOGKT'I)T HC € CBbp3aH C BbBCK/IAHC HA U3UCKBAHUA HA eBpOHCfICKOTO 3aKOHOJaTCJICTBO,
Imopaauv KOCTO HE € H606XO,Z[I/IMO HU3roTBAHC Ha aHAJIN3 3a CbOTBCTCTBUC C IIPABOTO HA EBpOHCﬁCKHH
CbhIO3.

[IpoekTpT Ha Hapenda e ObJe CbIIACYyBaH C EKCIIEPTHUS CHBET 10 KIMHUYHA
XEMaTOJIOTHSL.



