MOTHUBH

KBbM NPOEKT Ha “PDapMaKko-TepaneBTHYHO PHLKOBOACTBO 32 JIeYeHHEe HA YPOJIOTHYHH
3200/ 1IBaHUA

IIpyuumHK HaJIarany OTpueMaHeTO Ha HOPMATHUBHHS aKT

[IpoexThT Ha ,,PapMako-TepaneBTHYHO PbKOBOJACTBO 32 JieYeHHE HA YPOJOTHYHH
3200/1IBaHNA € U3rOTBEH B M3IIBJIIHEHHE HA M3MCKBaHMATA Ha wi. 259 an. 1, 1. 4 ot 3akoHa 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIUHA.

MenuiHcKaTa CHEIUAIHOCT 10 ,,YpOJIOTHS™“ oOXBalla TMO3HAHUATA, TEXHHUYECCKUTE

YMCEHUA U IIPELECHKHU, HCO6XO,Z[I/IMI/I 3a aA€KBaTHA JUAarHOCTHKa U JICHCHHWEC HAa BCUYKHU ITAIIUCHTH C
YPOJIOTru4HHA 3a0oigBanusg. KimHuuHaTa ypoJaorusa wu3lydaBa CTHOJIOTHATA, IHATOrCHE3aTa U
KIMHUYHATA M3Ba Ha 3a00/sBaHUATA HA MMMKOYO-II0JI0BAaTa CUCTEMa IIpHU MBKETC U KCHUTC,
pa3pa60TBa MCTOAM 3a TAXHATa AMar"Ho3a, JCYCHUC U HpO(i)I/IJ'IaKTI/IKa. B ypoJiorusita €€ 1moj3Bar
KaKTO KOHCCPBATHBHH, TaKa U XUPYPIUIHU MCTOAHU 34 JICHCHUC.

HpI/I‘lI/IHI/ITe 3a pa3pa60TBaHe Ha IIPpOCKTa Ha (DapMaKO-TepaHCBTI/I‘IHO PBKOBOACTBO Ca
CBbp3aHu C H€06XOZ[I/IMOCTT3 OT OHpCACAHC Ha JICKAPCTBCHATA TCpaAIlHd HAa YPOJOTMYHHUTC
32160JI$IB21HI/I$I, Ha KPpUTCPHUUTEC 3a OLICHKA Ha PE3yJiTaTa OT IpujiaraHara Tepamnus U aJIrTOpuTMHUTE
3a JICYCHHUCE C JICKAapCTBCHU ITPOAYKTH.

[IpoeKTHT ChabpkKA TEPANECBTUYHH CXEMU W AJITOPUTMHU HA JICUEHHWE HA YPOJIOTUUYHUTE
3a00JIIBaHMs C JICKAPCTBCHH MPOAYKTH. M3rpaseHo ¢ Ha 0a3ara Ha HaW-HOBHTE TCOPCTHUYHU
MO3HAHMS 3a OMOJIOTHATAa HA MATOJOTUYHHUSA TPOLIEC MPHU OTIACITHUTE HO30JOTUYHHU CIUHMIIH,
ChbBPEMEHHUTE JUArHOCTUYHU Bb3MOKHOCTH M TEPANIEBTUYHHU MMOIXOH.

dapmako-TepareBTUYHUTE PHKOBOACTBA Ca YacT OT TepaneBTUYHATA CTpaTerus
rapaHTupasa ot 0ro/pkera Ha HanronanHara 31paBHOOCUTYpUTEIHA Kaca, ¢ 1eJl MPUJIaraHeTo Ha
€MHEH TEPANEeBTUYCH MOIX0/] IPH AHAJIOTUYHU KIIMHUYHU CITy4awu.

Ilenu HA HOPMATHUBHUS aKT

C npoekra Ha PapMako-TeparieBTUYHO PBKOBOACTBO CE€ LENM Ja C€ Cbh3Aale NpaBHA
periaamMeHTanysl Ha TepaneBTUYHUS MOJIX0/] IIPH JI€UEHUE HAa YPOJIIOTUYHUTE 3a00JIIBaHUsI, KAKTO
U Ha KpPUTEpUUTE 3a OlIEHKa Ha e(eKTHMBHOCTTa Ha MNpuiaraHata tepanus. OCHOBHA Led €
rapaHTUpPaHe JIOCTHII Ha MALUEHTUTE A0 ChOTBETCTBAILO HA €BPONEWCKUTE CTAHAPTH JIEYEHUE C
JIEKapCTBEHH MPOJIYKTH M OCUTypsiBaHE Ha €(PEKTUBEH MEXaHHW3bM 3a CUCTEMHO U IUIAHUPAHO
OlLICHsBaHE, HAOJIOJIEHUE M HEMpeKbCHATO MNOA00psSBaHE Ha KaueCTBOTO HA MEIULHMHCKHUTE
ycayru. IIpoekThT Lenau Ja OCUTYpH BHCOKO KadyeCcTBO Ha JAECHHOCTHTE IO JIEKAPCTBEHOTO
JeyeHre B oO0XBaTa Ha MEIMIMHCKAaTa CIEIMaJHOCT Ype3 HW3MCKBAaHUS 3a CIla3BaHE Ha
MIOPEHOCTTA HA IMHUUTE TEPAINS U TEPAIIEBTUYHHUTE CXEMH.

B pesynrar Ha mpuiaraHeTo Ha W3MCKBAaHUATA HA HACTOSIIUS HOPMAaTHBEH aKT INE Ce
IIOCTUTHE CBIIO TaKa OCUTYpsIBaHE Ha BHCOKOKBaIM(HIIMpaHAa paHHA OLEHKA, aJeKBaTHa
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CHGI_[I/I(bI/I‘-IHa JICKApCTBCHA TCparurd U MpOoCICAABAHC HA OOJIHUTE CBC 3360HHBaHI/I$[, BKJIIOUCHH B
o0XBara Ha JIEYEHHE 110 MCIUIIUHCKOTO HAITPABJIICHUC YPOJIOTUs.

[IpoekThbT Ha papMako-TepaneBTUYHO PHKOBOJCTBO € CTPYKTYPUPAH B LIECT pa3fela.

CuMNTOMHU HA JOJHUTE MUKOYHH MBTHILA.

Jleyenue npu o0CTPYKTHUBHU YPONIATHH.

CBpbXaKTHBEH MUKOYeH MeXyp.

JleueHne HA HUKTYpPHS NPH MbKe CbC CAMIITOMH HA JOJIHUTE NMKOYHU IbTUINA.
JleueHne HA XPOHUYHHN HUCTUTH, UHTEPCTUIHAIHA HUCTUTH, HUCTUTH cJe]
JbyeTepanus (PaJMalMOHHU HUCTUTH), HUCTHTH cjle] NPHII0KeHHue HA

o wnh e

HHTPABE3NKAJTHU XUMHOTEPANICBTHUIINA.

OuyakBaHUAT pe3ylATaT OT MpUIaraHeTo Ha TNpoekTa Ha ¢dapMaKo-TEpareBTUYHO
PBHKOBOJICTBO € BBBEKIAHETO HA €IWHEH TEeparneBTUYEH MOJAXOJ MPH MPEANUCBAHETO H
MPUJIAaraHeTO Ha JIGKAPCTBEHUTE MPOAYKTH, KOETO Ja TapaHTHpa ONTHMAJCH eQeKT IpH
JICYEHWETO Ha MAalMEHTUTE C yposiornyHu 3alosigBaHus. Cria3BaHETO Ha AJITOPUTMHUTE 3a
JICYECHHUE € rapaHIMs 32 BUCOK T€PAeBTUUYEH OTTOBOP B IIMPOKUS KPBI' HA MAIIMEHTH.

Pesynrature ot mpuiaraneto Ha (hapMako-TEpPAaeBTUYHO PBKOBOJCTBO Ca CBBP3aHU C
IIOCTUTaHE Ha Half-Ba)KHATa LI€J — OCUTYpsIBaHE Ha MAllMEHTUTE BHCOKO KaueCTBO Ha JIEUYEHHUE
ype3 MpujaraHe Ha €IMHHU U 00OCHOBAaHM MPUHIUIIN, IPaBUIa U KPUTEPHUH 32 MPEANHNCBAHETO U
IIpUJIaraHeTo Ha JIEKAPCTBEHU MPOAYKTH B 00XBaTa Ha MEIUMIIMHCKATA CIELIMAIIHOCT ,, Y pOJIOTUs
Y eIMHHY KaYeCTBEHU M KOJIMYECTBEHH MOKa3aTeNn 3a €)EeKTUBHOCTTA HA MTpHUJIaraHaTa Teparmsi.

[Ipuemanero Ha dapmako-TepaneBTUYHO PBKOBOJACTBO HSAMa Ja OKaXKe MPSKO H/WiIK
KOCBCHO BJIMAHHUC BBPXY AbpPrKaBHUSA 6IO)1)KCT. HpOGKT’I)T HC € CBBpP3aH C BBBCKIAHC Ha
M3HCKBAaHUS Ha €BPOMNEHCKOTO 3aKOHOIATENICTBO, MOPAAN KOETO HE € HEOOXOAMMO M3TOTBSHE Ha
aHaJn3 32 CbOTBETCTBHE C MPABOTO HA EBpONENCKUS CHIO3.

Hacrosmust mpoekT He € ChriacyBaH C €KCIEPTEH CHBET MO MEAUIIMHCKA CIECIHATTHOCT
WU MEQUIMHCKA JEeWHOCT Mo 4wi. 6a, an. 1, T. 1 or 3akoHa 3a 3apaBerto. ChriacyBaHETO Ha
MPOEKTA € CE€ U3BBPIIHU B IMeproa 3a 00IECTBEHO 00CHKIaHE.



