MOTUBU
KBbM NMPOeKT HAa PapMaKo-TepaneBTUYHO PbKOBOACTBO 10 ,,Hedposorust u quaamnsza*

HpI/ILII/IHI/I, KOHMTO HajlaraT ipu€MaHCTO Ha HOPMATHUBHUSA aKT.

[IpoekThT Ha DapMako-TeparieBTUYHO PHKOBOJACTBO 1O ,,Hedposorus m auanusa* e
W3rOTBEH B M3IBJIHEHUE HA M3UCKBaHUATA HAa 4wi. 259 an. 1, T. 4 or 3akoHa 3a JIEKApCTBEHUTE
MPOAYKTH B XyMaHHAaTa MEAUIMHA.

MenunuHcKara cnenuanHoct 1o ,,Hedposorus u amanusa™ oOxBalia MO3HAHUATA,

TEXHUYECKUTE YMEHMs U IpELEHKH, HeoOXOAMMHU 3a aJeKBaTHA JMAarHOCTUKA U JICUEHHE Ha
NAlMeHTH ¢ HepposIorMyHu 3aloisBaHus. M3uckBaT ce ca KoMIETeHUIMM B oOjacrra Ha
IMAarHOCTHKA, KOHCEPBATUBHO JICUEHHE, 3aMECTBAaIl0 AapTHU(QHULIMAIHO JIEYEHUE, OpraHHa
TPaHCIUIaHTALMA.

PazpaborBanero Ha mpoekra Ha dapmako-TepanmeBTUYHO PBHKOBOJCTBO € CBBP3aHO C
HE00XO0AMMOCTTA OT OIPEJENISIHE Ha JIEKapCTBEHATa Tepanus Ha He(QPOIOrHyHHUTE 3a00IIBaHNS,
Ha KpPUTEPUUTE 32 OLIEHKA HA pe3yiTaTa OT MpHiaraHata Tepamnus U alTOPUTMHUTE 32 JICUYCHHE C
JICKapCTBEHH MTPOILYKTH.

[TpoeKThT ChABPKA TEPANEBTUYHN CXEMHU U aJTOPUTMH Ha JICYCHHE HA He()POIOTHIHHUTE
3a00JsIBaHMsl C JIEKApCTBEHU MpOAYKTH. M3rpaseno e Ha 6a3ara Ha Hall-HOBUTE TEOPETHUHHU
MO3HAaHUA 3a OMOJOrMATa Ha MATOJOTMYHUS IpPOLEC NPU OTAETHUTE HO30JOTMYHHM EAMHUIM,
CbBPEMEHHUTE TUArHOCTUYHU Bb3MOXKHOCTH U TEPAreBTUYHU HOJIXOH.

dapmako-TepanieBTUYHUTE PBKOBOJACTBA C€a 4YacT OT TepalmeBTHYHATa CTpaTerus
rapaHTupaHa ot 0ro/pkera Ha HaronanHara 31paBHOOCUTYpUTENIHA Kaca, € IeJl MPUJIaraHeTo Ha
€IMHEH TEePaNeBTUYCH MOAXO/]I IPU aHATOTMYHH KIMHUYHH CITyYau.

HGJ'II/I, KOUTO HOPMATUBHUAT aKT CHU ITOCTABA

C npoekrta Ha PapMako-TEpaneBTUYHO PBKOBOJCTBO CE LIEJIN J1a C€ C€ Ch3JaJc MpaBHA
perinaMeHTalus Ha TepaneBTHYHHS MOJXOJA NpU JIeYeHHE Ha HePpOJOTHUHUTE 3a00JsIBaHMA,
KaKTO U Ha KPUTEPUUTE 32 OIIEHKa Ha e(peKTUBHOCTTA Ha Mpuiiarasata tepanus. OCHOBHA L€l €
rapaHTHpaHe JOCTHI HA MALUEHTUTE 1O ChOTBETCTBAIIO HA €BPOIECHCKUTE CTAaHIAPTH JICUCHHUE C
JIEKPaCTBEHH MPOIYKTH U OCUTypsiBaHE Ha €(EKTUBEH MEXaHM3bM 3a CHUCTEMHO M IJIaHHPAHO
OlLICHsIBaHE, HAOJIOJIEHUE M HEINpPEeKbCHATO MNOA00psSBaHE Ha KaueCTBOTO HA MEIWLHUHCKHUTE
yciyru. IIpoekTsT nenn aa OCUrypy BUCOKO Ka4eCTBO Ha IEMHOCTUTE IO JIEKAPCTBEHO JICUEHUE B
o0xBaTa Ha MEIMIUHCKAaTa CIENUAIHOCT, 4pe3 M3MCKBaHMA 3a CIa3BaHE HA MOPEJHOCTTAa HA
JIMHUWTE Tepamusl U TEPANCBTUYHUTE CXEMH.

B pesynrar Ha mpuiaraHeTo Ha W3MCKBAaHMATA HA HACTOALIMS HOPMATUBEH aKT IIE CE
MIOCTUTHE U OCUTYpSIBaHE HAa BHCOKOKBaTU(HUIMpaHAa paHHA OLIEHKA, aJeKBaTHA creruduyHa
JIeKapCTBEHA Teparusi U MpociensBaHe Ha OOMHUTE ChC 3a00JIIBaHUS, BKIIOUEHH B 00XBara Ha
JIeYeHHEe IO MEUIIMHCKO HaIlpaBJieHne He()pOJIOTHs U TMaIn3a.

[IpoekThT Ha PpapMako-TepaneBTUYHO PHKOBOJACTBO € CTPYKTYpHpPaHa B OCEM pasena.
1. OcTbp U XpoHHYEH nuejoHeGPUT, 00CTPYKTHBHA U pediykcHa HedponaTus,
LHHUCTUT, YPETPUT, NMEPUTOHUT IPH JeUYEHUE C IEPUTOHEATHA THAJIN3A.
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JleueHne HA XHCTOJOTHYHO TOKA3AHU IJIOMePYI0HePUTH — OCTPH U XPOHUYHH
I'nomepy/iHu yBpexkaanusi npu 00J1eCTH, KIacupuuupanm apyrajie

JleyeHne Ha aMHJI0HM1032

OcTpo 0L0pedHo yBpexaaHe - ocTpa 0bOpeYHa HeAOCTATHYHOCT.

JleueHne Ha XPOHUYHOTO OBOpPEeYHO 3200/I9BaHe.

Jleyenue Ha ObOpevYHA KOJIHKA.

O N Ok W

Mertadpuiaakcus Ha HeppoanTHA3ATA.

OuyakBaHUAT pe3ynTaT OT [pWIAraHeTo Ha TMpoekTa Ha (apMakoTepareBTUYHO
PBKOBOJICTBO € BBBEKJAHETO HA €IMHEH TEPaleBTUYEH IIOAXO0J IpHU MPEANNCBAHETO U
[PUJIAraHeTO Ha JIEKAPCTBEHUTE MPOIAYKTH, KOETO Ja TapaHTHpa ONTHMAaJeH eQeKT IpH
JICUCHUETO Ha MAIMEHTHTE ¢ HedposoruuHu 3abonsBanus. Cra3zBaHETO HAa AITOPUTMUTE 3a
JICYEHHUE € TapaHIIMs 32 BUCOK T€PANeBTUYEH OTIOBOP MPH IHUPOKHS KPbI' HA MAI[UCHTH.

Pesynrarure or mpuiaraHeto Ha (apMako-TEpPaneBTUYHO PBHKOBOJICTBO Ca CBBP3aHU C
IIOCTUTaHE Ha Hall-Ba)KHATa LI€J — OCUTYpsIBaHE Ha MAllMEHTUTE BHCOKO KaueCTBO HA JICUECHHUE
ype3 NnpujiaraHe Ha €IMHHU U 000CHOBAaHM NMPUHIUIIN, IPaBUJIa U KPUTEPHUH 32 MPEANNCBAHETO U
[pUJaraHeTo Ha JIeKapCTBEHM MPOJIYKTH B 00XBaTa Ha MEIUIMHCKATa CHELHATHOCT
,2Hedpoorus u quanuza““ 1 eAMHHN Ka4eCTBEHH U KOJIMYECTBEHU IOKa3aTesn 3a e(h)eKTUBHOCTTA
Ha IpujarasaTta Tepamnusl.

[Ipuemanero Ha ®apmako-TEepaneBTUYHO PBHKOBOJCTBO HsAMA J1a OKaKE TMPSIKO H/WIU
KOCBEHO BIJIUSHHE BBPXY IbpKaBHHUS OrojxkeT. [IpoekThT He € CBbp3aH C BBBEKAAHE Ha
M3UCKBAHMS HA €BPOIECHCKOTO 3aKOHOATEIICTBO, IMOPAJH KOETO HE € HEOOXO0IMMO M3TOTBSHE Ha
aHau3 32 CbOTBETCTBUE C MPABOTO HA EBPONENCKUS CHIO3.

HacrosuusT npoekT He € ChriacyBaH C €KCIEPTEH CHhBET MO MEAUIIMHCKA CIEIHAIHOCT
WU MEQUIMHCKA JEWHOCT Mo 4. 6a, an. 1, T. 1 or 3akoHa 3a 3apaBero. ChriacyBaHETO Ha
MPOEKTA € CE€ U3BBPIIHU B MEpUOa 32 00IIECTBEHO 00CHKIAHE.



