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IMPABUJIA
3A PABOTA HA KOMUCHS 110 PA3IJIEXKJIAHE HA NPEJJIOXEHMS 3A
BEKJIIOYBAHE 3A 3ATLTAIIAHE OT H30K HA HOBH MEJUIINHCKH
JNEMHOCTU U T'PYITHA MEJUIIUHCKA U3AEJIAA U3BBH IIEHATA HA
KJIMHUYHUTE OHTEKHA, AMBYJIATOPHY A KJIMHHYHA HNPOLIEAYPA,
KAKTO M HA T'PYIIM MEJUITUHCKH U3IEJH B MN3BbHBOJHUYHATA
MEJUIIMHCKA IIOMOIIL Ne PJ1-16-55/13.08.2020 r.
(KOHCOJIMAHPAH BAPHAHT KbM 16.02.2022 r.)

W, P16 -59 ‘\M\oa. 404 ¢

Paspen 1
OBIIIM ITOJIOXKEHHUA

Y. 1. (1) C Tesu mpaBHia ce ONpejesd pelbT 3a pasTIexKIaHe U MpelCTaBsIHE TIPe/l
Hamsopaus cper (HC) ma H30K Ha 3adBicHHA 32 BIJTIOYBaHEe HA HOBH MEIUIMHCKH
NEHHOCTH M TPYNH MEIMIUHCKY H3JETIHA (MH) xpM JAHATHOCTHYHO-JICYEOHHTE ANTOPUTMH
(JIUTA) or makera OONHHYHA MEIHMIHMHCKA IIOMOIL, sarmamana ot H30K, kxakto u 3a
BKJIFOYBAHE Ha HOBH IPyIH MEIUIMHCKY U3/CNH B CIIHCHKA 110 L. 13 ot Hapeoba Ne 10 om
2009 2. 3a ycrogusma, peoa, Mexanusma u Kpumepuume 3d sannaware om Hayuonarnama
30paBHOOCUZYPUMENHA Kacad HA JeKapCmeenu npoOyKmMY, MEOUYUHCKU U30enus U Ha
OuemuyHY Xpanu 3a CNEYUanHu MeOUYUHCKY yeiu, Qoz206apsHe Ha OMCMbNKY U NPUNazane Ha
MEXQHUZMYU, 2APAHMUPAWU  NpedsuouMocm u ycmotuugocm Ha 6io0dcema HA H30K
(Hapenba 10 ot 2009 r.).

(2) 3agBneHusATa MO anl. 1 ce OTHacAT 3a MEIUIMHCKH JEHHOCTH, KOMTO HE Ca
pkmouenn B JUIA Ha xmmHumanute meTekd (KII), KIMHAYHUTE npouenypu (KIIp),
ambynaropaute mpouenypu (Allp) or makera 3a OOJIHMYHA MEIMLMHCKA ToMonl H
MEIMITMHCKY M3/IeJTHsl, 32 KOMTO H3PUIHO € 3allHCaHo B JUUTA Ha CHOTBETHHTE ACHHOCTH, Y€
He ce 3amnamar or H30K.
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Y1, 2. 3asiienns mo wi.1 Morar aa 0baT IOaBaHu OT:

1. CBCIIOBHH OpraHu3aliiy, CbIriIacHO 3aKOH 3a CHCIOBHHUTE OpraHu3alliy Ha JIEKapUTe
M Ha JIEKapuTe N0 JEHTaHA MEHIIHA,

2. TIpencTaBATE/HY NALMEHTCKH OpraHU3alliy, ChIIIaCHO 3aKoHa 3a IOPUIUYECKATE
smna ¢ Hectonancka nen (3I0JIHL) u wn. 866, an. 1 or 3axoHa 3a 34paBETO;

3. JleueOHHM 3aBeleHHs 3a OOJHMYHA IMOMOIL, CBITIACHO 3akoHa 3a JieyeOHUTE
3aBeJICHUS,

4. ExcepTHHTE CHBETH 110 CHOTBETHATE METIUIIHHCKH CIIELIMATTHOCTH;

5. Tpeacenateny Ha HAYYHU APYXKECTBA II0 CHOTBETHUTE CIIEIAAITHOCTH.

Y. 3. (1) 3assrennsirta no wi.1 ce MoJasar B LenTpanno ynpaenenue (L1Y) Ha H30K
¥ CHABPIKAT CICAHHUTE 3a(b/DKUTEIIHE PCKBU3UTH:

1. Tpute MMeHa, ajipecH K TenedOHH 3a KOHTAKT Ha BHOCHTEIINTE Ha IpeUIOKEHUETO,
HapUYaHH 110 HAJIOJy 3asBUTCIIH.

2. Oprauu3anusl, KOSTO 3asBHTENATE NPE/ICTABIABAT U JTHXHOCTTA, KOSTO 3aeMaT B
Hesl.

3. Bux ¥ omucaHpe Ha MEIUIMHCKOTO H3/eNHe, KaKTO U MEJHIHMHCKUTE JIEHHOCTH,
IOCPEICTBOM KOHTO CE NPUIIara MEMIIMHCKOTO H3ACTIHE.

4. Onpcanye Ha HOBM MEIHIIMHCKH JEHHOCTH K HO30JIOTHYHUTE CAMHHIM, IIPY KOUTO
Ce TIpHJIAraT, TIPEANOXKEHH 32 BKIIOYBAHE KbM CHIIECTBYBAIIMA NaKET GoHHYHA TTOMOIIL,
saraman ot H30K.

(2) Besko 3asBIeHME Ce IPUAPYXKaBa OT MICMCHA 000CHOBKA, KOSTO BKJIIOUBA:

1. CranoBume OT EKCIEPTHHS CBBET 1O CHOTBETHATA MEIMIMHCKA CHEIMAIHOCT H
Tpeice/iaTeNls Ha HayYHOTO APYXKECTBO OT ChOTBETHATA ME/IHIHHCKA CIEIIHATHOCT.

2. llena Ha 3aB€HOTO MEIMIIMHCKO M3/ICNIHE IO uH(OpMaIHsI OT THPrOBLUHTE HA €PO
C MEIHUIIHHCKH U3ACTHS.

3. CTOMHOCT Ha 3asdBeHATa MEAUIIMHCKA JIEWHOCT.

4. JIpp»aBd, WICHKH Ha EBpONECHCKHA CHIO3 (EC), B KOHTO Ce HM3BBpIIBA Ta3H
MEIHUIMHCKA JEHHOCT.

5. CTOMHOCT Ha MEAULIMHCKATA JIEHHOCT 10 HKOHOMUYIECKH CIIEMEHTH.

6. 3asBEHATEe MEIUIIMHCKH H3E/NS U HOBUTE MEIUIIMHCKH neitnocTr 6U cieaBalio Ja
ce MOJAKPENAT OT IIPOBCICHH MHOTOIEHTPOBH/PAaHAOMHU3UPaHH KIMHWYHH M3NATBAHHUA, OT
KOMTO TIOHE €IHO 3aBBpINEHO (3a H3JeNus, NMpHIaraHd B YCIOBMATA Ha GoMHMYHATA
MeMIIMHCKA TIOMOII, KOTaTo € IPHI0XKHMO).

7. CTAaHOBHILE 32 MEIMIMHCKMSA e(eKT M 3[paBHHMTE PE3yNTaTH — KPaTKOCPOUHA M
JBJITOCPOYHH OT IPHIIOKEHHETO Ha MEUIIMHCKOTO U3/IE/IIC ¥ HOBATa JEHHOCT.

8. CTaHOBHIIIE 33 CTEMEHTa HA COMMAIHA U TPYAOBa HHTETPAllKs OT NPAIOKEHUETO Ha
METHIIMHCKOTO M3/IeNTHe WM JEHHOCTTA.

9. IpennoXxxeHye 3a CUCTEMA OT MHIMKaTOPH/KPUTEPHH (CBIracHo 1Ipuiioxenne Nel),
qpe3 KOWTO 3ajdBUTENMTE, NPH JIOTHCTAYHATA MOJKpENa Ha H30K, me wu3BbpmBaT
MOHWTOPDHHT ¥ OICHKa HAa CBCTOSHHETO Ha MAlUCHTHTE, MpU KOHMTO C€ IpHiarar
TIpeIOKEHATE HOBH IEHHOCTH M MEJIHIMHCKH H3/ICTIAS.

10. AHamm3 3a olleHKa Ha 3apaBHuTe TexHonornd (O3T) mpr BKIIOUBAHE HA BCAKO
HOBO ME/IMIMHCKO H3ACIHE (KOTaTo € IPAIOKHEMO), C M3KIIOUCHHE Ha TaKuBa, KOMTO Ca ¢
n06pe ycTaHOBEHA yIoTpeba UM Beye ce peambypcupat oT H30K, xato B Te3H CIyHan O3T
1Ile ce M3MCKBA CaMo NPH H3PUIHO cTaHoBHIle Ha KomucusTa.

11. Jleknapanus OT 3aj4BHTEIHTE, Y€ Hal-MaJIKO €IMH MET TOUIIHO 3a CpPOK OT IBE
TOOMHH, CYATAHO OT BKIOYBAHETO 3a 3aruiaiiane ot H30K Ha MEIUUMHCKOTO H3JICIIHE WIIH
HOBAaTa MEIUIMHCKA AEHHOCT, IIE IPEACTABAT NPCH HC mwa H30K nmcMmeH OOKmIaa 3a
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3/IpaBHATE PE3YJITATH, COHATHUSA eeKT ¥ MKOHOMHMYECKH e(eKT OT MPUIaranero, CBIJIaCHO
[puioxenne Ne 1, Kpurepun 3a BEBEKIAHE Ha MEIUIIAHCKY U3JIETIHA 1 HOBH NeHHOCTH .

(3) 3asBuTeNHTE HA NPEUIOKCHHS Ca 3aMBIDKCHHU Ja.

1. [pesiaraT MMCMEHO CHCTEMATa 3a MOHWTODHHI' M ONCHKA 3a BCAKO OTACIHO H
KOHKPETHO MPEATI0KEHHE, ChIIIACHO ITpunoxenue Ne 1.

2. Jloknaasar pe3yNTaTHTE OT IPUIOKEHWETO HA HOBHTC MO3UIMM MOHE €AWH BT
TOAUINHO B IEPUOJ OT JIBE FOJUHH.

Y. 4. 3a pasriexiaHe Ha 3asBICHUATA U JOKyMEHTalusATa 1o 4. 3 B ITY na H30K
ce Ch37aBa KOMMCHS Ha OCHOBaHHe Wi 25, ail. 3 OT Hapenta Ne 7 ot 31 mapt 2021 r. 3a
YCIOBHATA M PEfia 32 ChCTABAHE HA CIMCHK HA MEJMIMHCKUTE usgenus o wi. 30a ot 3akoHa
32 MeIMIMHCKATE W3CTHS W 3a ONpeNeisiHe Ha CTOHHOCTTE, O KOATO TC ce 3arUiaiar
(Hapen6a Ne 7 ot 31 mapt 2021 I.) ChC CIIEIHHS TIPEIMET Ha JASHHOCT:

1. TIperaes 1 OLEHKA HA IOCTHIMINTE 3asBICHUA U IpHApYXKapalia TOKyMEHTaIlHs;

2. TIoArOTOBKA Ha NpEUIOKEHHs 3a JOUBJIHCHHS WA H3MEHCHWs Ha TEKCTOBE 3a
HaunoHanHus paMKOB JIOTOBOP;

3. TIpernen ¥ OIEHKA HAa M3TOTBEHM NPOCKTH Ha cneruduKanys 3a NPOBEXJAHE HA
KEro/IHA TIPOLEYPH TI0 JOroBapsHE Ha CTOHHOCTTA Ha MEUIIMHCKUTE W3IENHs, 3aIallaHl
o1 610mkera Ha H30K M3BbH CTOHHOCTTA HA KIMHUYHATS IHTEKH,

4. VsroTBsHe Ba cTaHoBuna npu noucksade ot HC Ha H30K u/unn YupaBuTens Ha
H30K.

5. V3roTBsHE HA CTAHOBHINIA IO TPE/ICTABEHH AHAIM3H 33 OICHKA HA 3/[PAaBHUTC
texnonorus (O3T) mpu BKIOYBAHE HA BCAKO HOBO MEUIMHCKO u3genue (Koraro €
TIPHIIOKHUMO), C H3KIIOUEH)E Ha TAaKKWBa, KOUTO Ca C 106pe ycTaHOBeHa ymoTpeba Uil Bede Ce
penmGypeupar or H30K, karo B Te3u Ciydan O3T mie ce M3MCKBa CamMoO IIpH HM3PHYIHO
ctanosuine Ha KoMucusra.

Paszpen I1
CBHCTAB HA KOMHUCHUSATA

Yn. 5. (1) Komucusita ce ChCTOM OT INPEACCAATE, 3aMeCTHHK-TIpe/icesaTeNn, MeT
NIOCTOSHHHM U TTET PE3EPBHHU WICHOBE.

(2) TIpencenaTenar € CIyXXHTEN HAa IUPEKLIA ,,JIekapCcTBEHH NPOMYKTH, MEARIIHHCKH
M30eNTHs, IMeTHHHH XPaHu U IOMOLIHM CpefcTBa™ (JIMMUXIIC) uin CTPyKTYPHO 3BEHO €
ocropHa neitHocr ¢uuancupase Ha H3O0K, ¢ npuno6uTO BHCHIe 0Opa3soBaHHE C
06pa3oBaTeHO-KBATA(QUKAIOHHA CTETICH ,,MarucTop®.

(3) 3aMecTHHK-TIPEIICEIATETAT € C npunoGuTO BHCHIC 00pa3oBaHHE C 00pazoBaTeHO-
KBaJIH(UKAIMOHHA CTEIICH ,MarHCTHP" B npodeCHOHAITHO HANpPABICHHE MEIHUIMHA H €
CIyXWTe Ha AupeKmus ,,Metogonorns Ha METHIHHCKUTC JEMHOCTH W Ha JCHTAJTHUTE
neiiroctr® (MMJIJT) uinu CTpYKTYpPHH 3BeHa ChC CHOTBETHATA OCHOBHA JIEIHOCT.

(4) TlocrosiHHUTE WiEHOBE Ha KOMHCHSATA Ca CIIYXHTCIH ga gupexkuuu: BOII,
MM, JIIMUOXIIC, ,IIpasHa™ mwim CHOTBETHHTE CTPYKTYPHH 3BCHA B 1Y ma H3O0K,
KOMTO OTTOBapsAT CHOTBETHO 32 QUHAHCHpaHEe, OONHIYHA MEJUIMHCKA IIOMOLL, MEUITHCKH
W3/1e/Ms ¥ TPaBHO-HOPMaTHBHO 00CITYXBaHE.

(5) PesepBHHTE WiCHOBE HAa KOMHACHSATA €A CIyKHUTEIH OT ChOTBETHHTE JMPEKIUH 110
ai. 4.

(6) Ilpu OTCHCTBME HA MpEACEAATENsl Ha KOMHCHATA, CHIIHAT ce 3aMecTBa OT
3aMecTHHK-Ipesicenatens. [IpH OTCHCTBHETO Ha WICH HA KOMHCHATA, CHIIMAT CC 3aMecTBa OT
pe3epBEeH WICH OT CHOTBETHOTO CTPYKTYPHO 3BEHO.

(7) PaboTaTa Ha KOMHCHATA CE TIOANOMAra OT TEXHUYCCKH CHTPYAHHUK.
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. Paznen 111
JEUHOCT HA KOMHUCHUATA

Y. 6. (1) 3aaBineHusdra 1no 1.1 ce pasriaex/aT Ha 3ace/laHie Ha KOMMCHATA, KOUTO C€
IIPOBEXAT Haii-MaJIKO €JIUH BT MECETHO.

(2) 3aceiaHuATa Ce CBUKBAT U PHKOBOJUT OT mpejceaTeNs, a B HeroBo OTChCTBHC oT
3aMeCTHMK-TIpeceaaTe.

(3) Komucusta npoBexaa 3aceJaHUATa CH B IIBJICH CBCTAB.

(4) 3a poBEICHUTE 3aCEIAHMS KOMUCHATA M3rOTBS IPOTOKOII/H.

(5) TIpoTOKONBT Ce MOIIHCBA OT BCHYKH yIeHOBE HA KOMMCHATA, yJacTBAIM B
KOHKPETHOTO 3ace[laHue U Ce TPCACTABA B nenosozcteoto B 1Y Ha H30K 3a nony4aBaHe Ha
BXOJIAII] HOMEDP.

(6) PemenusiTa ce B3UMAT C mao3uHCcTBO 50% IUIHOC €4HH, KaTo npencenaTeniT U
GIeHOBETE HA KOMMCHATA HAMAT TpaBo Ja Ce BB3ABpXKAT OT cTaHoBHIe. MOTHBHUTE
3a[bDKATEITHO CE OTpa3siBaT B IPOTOKONA 33 CHOTBETHOTO 3acelaHue.

(7) UnenoBeTe Ha KOMHCHSATA HAMAT TIPaBo Aa Pa3IpOCTPAHSABAT JaHHH, CTaHAIH UM
M3BECTHH MPH MOBOJ MJIM YYaCTHETO UM B KOMHCHATA.

(8) B cmywaii Ha HEOOXOMMMOCT KOMHCHATa MOXE Ja H3HCKa JIOI'BITHUATENIHA
pH(OpMAIs OT 3a4BUTENHUTE, OT THPrOBIM Ha €APO € MEIAIMHCKH U3/1E/THsA/TIPOU3BOUTEIH,
KaKTO U OT JIPyTH €KCIIEPTU-KOHCYITAHTH Ha H30K.

(9) Komucusita pasriiexia pecTaBeHaTa ot 3agBUTEINTE CHCTEMA 33 MOHUTOPUHT U
OIICHKA 32 BCAKO OT/ICTHO H KOHKPETHO MPETIOKEHUE.

(10) KomucusTa uMa IpaBo /2 MpoBEpiBa maHHEUTEe W (axTHTe, MOCOYCHU B
JOKYMEHTHUTE 10 WI. 3.

(11) KomucusaTa BIHCBA 3a0eIeKKHTe 1 MOTUBUTE CH B IIPOTOKOJIA IO all. 4, KOWUTO €
HepasZieliHa YacT OT IPEeNncKaTa, IoeKalla Ha puacsue B HC sa H30K.

(12) o 30 ronu Ha BCsIKa KalleHAapHa rofnHa, KOMHCHSATA U3TOTBs IPOTOKOJI, B KOUTO
ca OTpa3eHH OKOHYATEHUTE CTAHOBHIIA 10 BHCCCHATE 3asBJICHUS.

(13) Ilpm npencTaBsHe Ha NPEIOKCHHCTO 32 pasrnexiane o1 HC Ha H30K,
KOMHCHSTA TpUIara 3aabpkuTenno Ilpuioxenue Ne 1 ,Kputepur 3a BBBEXIAHC Ha
Me/TUIMHCKA H3/1e/Ms 1 HOBH JIGHHOCTH * MITM CTAHOBHIIE 110 M3BBPIICH aHAIK3 32 OLICHKA Ha
3JpaBHUTE TEXHOJIOTHH.

(14) o 20 aBrycT Ha BCsKa KaJleH/[@pHa ro/inka, Ha OCHOBaHMe MPOTOKoMIa 1o ai. 12,
ynpaputesnsat Ha H30K BHacs MPOCKT HA crienUKaIys ¥ NPEATOKECHAC B HC na H30K 3a
07106psBaHe Ha BKIIOYBAHETO WM 32 HEBKIIOYBAHE Ha MEIHIIMHCKY JCHHOCTH W METHIIUHCKY
p37eNMs B NaKeTa 3a GONHMYAA MEJUIMHCKA NMOMOIL 1 CIHUChHKA Ha MEIUIIMHCKM M3/IeIud,
xomTo ce 3amamar ot H30K M3BBH CTOHHOCTTA Ha KIMHAIHATE IHTCKHU cerinaceo Hapenba
Ne 7 ot 31 mapt 2021 r. u Hapen6a 10 ot 2009 r.

Pazgen IV
VCJIOBHUS 3A PA3STJIEXKJAHE HA NPEJAJIOKEHHUSA

Y. 7. (1) KomucusTa pasriiexkia 3asBIeHUATa, aKO OTTOBApAT Ha CIEIHHUTE yCIOBHS:

1. HpeUIoKEHUTE HOBH MO3UIIMH METALMHCKH M3/ICIHA HTM HOBH TPYIH OT TAX €a B
paMK{TE Ha TOCOYCHHTE B TaGIHIMTE 32 CKBIOCTPYBAaIlM MEHIMHCKH H3JICIHA 33
NpOBEXKAAHE HA JICYECHHE KBM JIHATHOCTHYHO-JIEYeOHHUTE AITOPUTMH IO KII, KIIp/Allp,
YTBBPJAEHH B CBOTBCTHHUA neicream HP/JL.

2. MEIUIMHCKOTO/Te H3lenue/s OTroBaps/T Ha H3HCKBaHMATAa Ha 3akoHa 3a
MEIUITHCKATE U3IETHS U Hapenba Ne 7 ot 31 mapt 2021 1.
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3. BHECEHO NPEUIOKCHUE € C JaTa He MO-KhCHO OT 30 ampui Ha BCSKa KajleHNapHa
rojiuHa.

4. KoM 3aSBIECHAETO 3a NPEACTABEHH HATHYHA M JOCTATHIHH JAHHY 3a W3IBIHCHHUE
Ha M3MCKBaHMATA M KpuTepuuTe 10 [Ipumnoxenue Ne 1 uny e U3BBPILIECH aHAM3 33 OICHKA Ha
37paBHUTE TEXHOJIOTHH.

(2) B cryuaute 1o i 6, al. 8 KOMHCHSATA YBEIOMSBA 3QABUTEIIATE 32 BUja 1 obema
Ha JONBJIHHTENHATa HHPOpMALHA B CPOK N0 5 pabOTHE IHH OT JaTa Ha pasTIeXIaHe Ha
TIPEANOKEHAETO, KaTO CE OMpEAEs CPOK 10 10 paGoTHE AHM 32 TIPEAOCTaBsHE HA HCKAHATA
urdopmanus B [1Y Ha H30K.

(3) B cnyua#t Ha HENpEJCTaBgHe Ha JIOIBIHATENHA upaQopManus, KOATO €
He06X0MMa 38 0G0CHOBABaHE HA PELICHAETO, KOMHUCHSITA TIpeyCTaHOBsABA Pa3IJIeKAAHETO HA
nperucKara.

Y. 8. (1) Cnen pemieHue Ha HC na H30K xoMucHuaTa U3Ipalia ITHCMEH OTTOBOP 10
3asBUTEINTE IO WI. 2, alL. 1.

(2) B ciyuait, ye 3/paBHHTE pe3yITaTH H mKoHOMHMUecKara e(EeKTHBHOCT Ca
HE3aJOBOJIUTEIHM 32 JBE TOAMIICH HEpHOZ, TIpeINIOKEHUTE TIO3UIMA CE M3KIOYBAT OT
TIPECTOALIOTO HOTOBApAHE C PEIICHHE Ha HC Ba H30K.

(3) Ilpu mocTHrHat pa3xo/0edeKTHBEH pe3yNTar 32 Gromkera Ha H3OK, cuexn
TIpoBe/ieHa MpoLeypa Mpe3 HacToslaTa rofuHa no pena wa Hapenba Ne 7 ot 31 maprt 2021
I., KAKTO H TIpH HanM4ue Ha GIOJUKETHH CPE/CTBA 33 3(PABHOOCHTYPHTEHH ILIAIIAHAL 32
MEIMIMHCKM H3Ieus B pPe3ynraT Ha pealusvpat mo-manbk pasxox 3a H3O0K, 3a
3aIUIAIAHKATE TPYITH MEAMIMHCKA H3JeIHs 32 ChIlaTa rofiMHa, HC na H30K onpenaens CpoK
34 3aIUTAINAHe 32 HOBH TIO3UIMI/TPYIIH MEJMIIMHCKHA H3/ICIIHA.

IPEXOHMU H 3AKJTIOYATEJIHA PA3IIOPE/IBHA

§1. HacrosmuTe ce M3/iaBar Ha OCHOBAHHE HIL. 17, an. 1, 1. 5 u 6 ot IIpaBunHuKa 32
yCTpOMCTBOTO H JEHHOCTTA HA H30K.

§2. HacrosmuTte IlpaBuma ce 06sBsSBAT Ha OhHIMAIHATA MHTEPHET CTPaHHMNA HA
H3O0K c 1e1 ZOCTHIHOCT J0 3aHHTEPSCOBAHUTE JIMIA.

INPUJIOKEHHUE Nel
KbM WI. 3, a1. 2, T. 9

L. OCHOBHH XapaKTEPHCTHKH HA HHIHKATOPHTE 32 ONEHKA:

W3MepHMOCT — JIECEH € 33 H3BEXIAHC M € BB3MOXKHO 1a OBae 0e3npobIeMHO
BB3MPOU3BE/CH NIPH PA3THIHH 06CcTOATENCTBA;

3HAYMMOCT — CBbp3aH € C pe3ynrara, KOHTO TpabBa Ja ce H3MEpH H/unm
Ipe/ICTABIIABA 3HATHTEIICH H XapaKTEePEH MPHU3HAL;

Nzmo3BaeMocT — A00pe moadpaH M KOMIUICKCEH (OGMKHOBEHO € TPHUAPYXKEH OT
rpaHAYHHA CTOMHOCTH, CTaHAAPTH 1 IparoBe);

slcHOTa — TOUEH, SICeH H JieceH 3a O0paBeHe;

PazpemuMocCT — OTHAcs € 32 1ipob1eM, KoiTo MOXe Jia OB/ie paspeiieH ¢ HAJTHIHUTE
CpENCTBa;

IlpuemanBOCT — TpPHEMIMB OT CTpaHa Ha norpeGuTens, Ko#To TpsbBa xa TO
yCTaHOBH, pa3bepe, OCMUCIIH M MPHIOKH.
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11. Anaau3u

Mera aHaau3 Ha nponenelmTe KbpbM MOMEHTA Ha nmoxaBaHero Ha 3afBJICHHETO
KJIMHHAYHA npquBamm 0 METOAHKATA HA Koxpau — HIpA BBH3MOXKHOCT.

IIOKaBBaHe Ha HeoOxoAuMOCTTa H C(l)eKTI/IBHOCTTa oT npnnaraHeTo Ha HOBOTO
jleyecHue, u3enuie Hin JIEKApCTBEHO CpeaCTBO 4ype3 npujiaraie Ha CJIEHHUTE METOIHU 3a
OLICHKA:

1. Cost-minimization analysis — aHamu3 Ha OIleHKa Ha HaMaIABaHe Ha pasxoauTe
2. Agaau3 HA epeKTHBHOCTTA

Egpexmusnocm (effectiveness) e ycmaHo6eHa noa3a om npuilazaHemo Ha dadena
MEOUUUHCKA MEXHON02UA U Nedenue npu Peannu ycnosua, m.e. paxmuvecku nonesnua
pesynimam. pes epexmugnocmma ce omuuma cmenenma, npu Koamo usevpuienume
npouedypu u Oelinocmu ca npedocmasenu 6 cbomeemcmeue ¢ usuckeanuama 3a 00opa
MeOUYUHCKA nPAKMUKA ¢ ye Jdocmuzane Ha OnRMUMAIen pesyaimam.

EdexTUBHOCTTA C€ NOApa3Aels Ha:

2.1. MenuiuHcKara eQeKTHBHOCT (medical effectiveness) € ChOTHOLICHHETO MEXILY
IOCTHIHATHS pe3ylTaT OT OIpeleieHa 3/paBHa JEWHOCT M MaKCHMAIHO BB3MOXKHUA
pesynrar. M3mepsa ce KaTo CHLOTHOIICHAE MEXIy NOCTHTHAT pe3ynrar OT 3paBHOTO
3aBe/leHNEe KbM MAKCHMATHO BB3MOXCH Pe3yJTar. W3zpassisa ce B IPOLECHTH.

[OCTUTHAT pe3ynTar
MeunuHCcKa = *100
EdeKTUBHOCT MaKCHMAaTHO BB3MOXKEH pe3ynTaT

Taka HampuMep aKo 9YOBEK IOCTHIHA B GONHMIA C AMArHo3a MHEBMOHWSA ¥ CIICA
ompezesieH CPOK Ma JICICHHE 6bic H3MUCaH “KIMHIYHO 37ypap”, HOCTUTHATHAT pe3ynrar €
paBeH Ha MAKCHMANHO BB3MOXKHHUS pesysrrar. CriejoBaTeNHO B TO3H caydait MEIMIMHCKATa
e(heKTHBHOCT OT JICICHHETO € 100%.

2.2. Uxonomudeckara eGeKTHBHOCT (efficiency) € CHOTHOIIEHHETO MEXKIY 3/IpaBHHUA
pe3yJITaT H PECYPCHTE, HEeoGXONMMH 3a TIOCTHraHeTo My. T ce monpas/eslt Ha JBa BHJA:

. OneparuBHa €(QeKTUBHOCT (operative efficiency) — CHOTHOIICHHETO MEXIY
HAIpaBeHUTEe Pa3Xo/H 32 MOCTHIAHETO Ha ompe/eieHn edeKTn (cost-effectiveness analysis)
AIM HATPABEHHTE Pa3XOW KbM TOCTHIAHETO HA ompe/eneHa TOJIe3HOCT ( cost — utility
analysis). OnepaTvBHaTa HKOHOMHUYECKA e)eKTHBHOCT Ce TIOCTUTa IIPH CIA3BaHe Ha CICTHUTE
IpaBHiIa:

v AKO €IWH MOAXOA € C MO-Maika IeHa W Jasa CBINMsS pe3yiarar, TO
cneBa Aa Ob/ie MPeanoyeTCH;

v KO €/IMH TIOIXOI € C O-MaJIKa IIeHa H /[aBa M0-BHCOK pesynrar, ciie/Ba
na O'bjic MPEANOuCTeH;

v aKo eiWH MOAXOM € ¢ No-Mauka IeHa U JaBa MO-HUCBK pe3ynTar,
cienBa Ja Objie B3€TO TPEABHA CLOTHOIIEHHETO Pa3xof-e(eKTUBHOCT. [To-HHCKOTO
CLOTHOIIEHHE JJaBa M0-BHCOKa HKOHOMHYECKA e(eKTHBHOCT.

° EQeKTUBHOCT Ha Pa3MpPEACICHAETO (allocative efficiency) — CBOTHOIICHUC
MEXy moJ3ara ¥ npoMsaHa (HapacTBaHE HJIM HaMaJisIBaHe) Ha ONpeleNeHn pasXolu (cost —
benefit analysis). PasupesieurensaTa AKOHOMUIECK ed)eKTUBHOCT IIPH CIIC/IHATE IpaBua:

v OCBIIECTBSBAHE Ha ACHHOCTH, B KOUTO NOJI3aTa € [O-roJIsAMa OT IIEHaTa;

v TipexpaTsBaHe Ha JIeHHOCTH, 38 KOMTO IIeHATA € Mo-rojisaMa OT 110J13aTa.

Mﬂ
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3a OLEHKA Ha pa3lpelleuTeIHATa JKOHOMMYECKA €GEKTUBHOCT CE U3I0JI3BA aHATM3BT
pasxoj] — Ton3a (HampuMep CPABHEHHETO MEXIY yBeNMUCHHE HA Pa3sXOfWTe 3a 3[paBHa
[IOMOII ¢ TIOJO0OHM pa3Xxoau 3a o0y4eHue).

2.3, M3umcisBa ce HAJEKC Ha Pa3XOiMTe xum nomsure (BCR - benefit-cost result;
MHIEKC Ha Pa3Xxol KbM [10J133)

Y on3u
6pyro BCR =
2 pasxonu
u
Y. (TOMI3H-Pa3X0H)
nero BCR=

X pa3xoau

3. Conna HO-HKOHOMHYECKa epeKTHBHOCT — social efficiency — mojaoOpsBaHe Ha
671arochCTOSHAETO Ha WHIMBANA Ja HE BOMA JO plOIIaBaHe Ha 0JaroChCTOSHMETO HA
JApYTHTE WICHOBE HA 00IIeCTBOTO, KaTo TOBa CTaHC 1pe3 KOMIIGHCHpaHe Ha 3aryOHTe OT
neuanOarta (1moy3aTa) Ha NeYeTMBLIMTE.

I11. TIpavepH 32 CHCTeMa 33 OHCHKA € BB3MOKHU MHAMKATOPH:
KoiiJioBe 32 eHA0BACKYJIAPHO NPHJIOKCHHE.

1. IIpexuBAEMOCT CJIe] MOCTABHHE Ha KOiiJI, KATO CIICIIHA MAHHIY AU
Jlo 24 4aca;

Jlo 48 gaca;

Jlo cenMuna;

Jlo 1 mecer.

2. TIpexuBaeMOCT el WIAHOBO HocTaBsiHe HA KOMJ M HA/ €IHA CeAMHIA NpH
CIeMHO MoCTaBsHe

Jlo 1 mecern;

1 - 3 Mecena;

3 - 6 Mecela;

6 -12 Mecena,

12 Mecela — 2 TOAMHH;

2 - 3 TOWHY,

3-4 rOAVHY,

4-5; TOnVHH,

Hap 5 rouHH.

3. Onenxa Ha ChLCTOSIHHETO IIPH HocThbIBaHe H MNpHA H3NHUCcBaHe, KaKTO H
NepHoIHIHO (W) () § HCXOCHHT&UIHCMIIIHHT& 3a 3 rogaieH nepuoi.

. [1o HEBPOJIOTHYHHU CKalIH - National Institute Of Health Stroke Scale — NIHSS,
Glasgow — Liege;
o HBaIHIHOCT — 0BT XapaKTepUCTHKA, MPOLCHT Ha HAEBAMAHOCT — IPOMSHA

JUTH JIATICA Ha IPOMSHA NPEJH NOCTABIHETO M CIICH HOCTAaBSHETO Ha KOMJI; HHBAIMIHOCTTA €
MphCHA JyMa, YIIoTpeOsABa ce paboTOCIIOCOGHOCT HIIH HHBAIM/IA3AIMA ce MPOMBKBA Bce OLIE.
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° Pa6oTocinoco0HOCT;

4. O6mo GyHKIHMOHAIHO CHCTOSIHME NPH XOCHHTAJIH3ANHM, cJie] H3MHMCBaHEe H
cJiel AeXOCHHTATA3ANUsATA 32 3 rogMileH MEPHOA:

° I cr1. ITaiMeHThT € He3aBUCHM, C He3zacerHaTh XH3HCHH ¢yHKIMH, OPHEHTHPA
ce BbB BPEMETO H IIPOCTPAHCTBOTO. B cpcrosuue € 6e3 moMoil Aa ¢ o6nuua ¥ cr0nuya, caM
na ce Mme, Ja c¢ XpaHH, Ja OTHBA Ha W3CNICABaHe M MaHHUITyJIalHH, 7la BKJIIOYBA JIaMIAta,
panmoTo, 3BBHENA 32 [OBMKBaHE H Ja OTHBA 10 TOAICTHATA.

° II cr. TTaiMeRTHT € OrpaHHyeH Mmopaiu IpearucaHue Ja He CTaBa OT JIErJIOTO
WM TIopay JIEKO YBPEKIAHE. Kusneaute My GyHKIHAH HE Ca 3aCEerHaTi, HO ca 3aCTpallCHH.
OGHKHOBEHO cE OPUEHTHPA 33 BPEMETO IPOCTPAHCTBOTO. B chcTOSHUE € caM MK € TIOMOI
na ce o0auya Wiy cHOIMYA, 1a CE MHE HAa yMHBAJIHHKA MIH B JIErJIOTO, Ja A1¢ U IHue. Moxe
Ja OTHBA Ha U3CJIe/IBAaHUA H MaHHITyJIalHK caMmo € TIPAAPYKHUTEL. Cam o0cyXBa 3BbHELA 32
IOBMKBaHE, JIAMIIaTa ¥ PaauoTo 1 CaM ThPCH OMOIII 3a NOJI3BaHE Ha TOAICTHATA.

. III cr. [TaieHTHT € OrpaHudeH nopanu pe/Icanue Jia He cTaBa Ot JIETTIOTO
WO TEXKKO YBpEXIaHe. Moxe 1a ¥Ma HapylieHHe B opHeHTaluATa, HyKnae Ce
HENPEKHCHATO OT TOMOII IIPH o6muane ¥ ChONMYane, MU M3BBPIIBAHC Ha ToajeTa H IpH
xpauese. MzcnepanuiaTa 1 MaHHUIYyJaUUKATe ce M3BbpIIBAT caMoO B JEXaImo HOJIOKEHHE. B
TOBA CHCTOSHIE NAIMEHTHT € HAIIBIIHO 3aBUCHM, HeTpchnopTa6nneH, C HApYIIEHO Ch3HAHNME
H ce Hy)Xae 0T HePEKBCHATO o6CIIy>KBaHe IPH BCHUKH CUTYyalnd.

° IV cr. Ilopanu MHOTO TEXKO HApyIICHO CHCTOAHUE KbM TPHKHTE 32 TPETa
cTeleH MOrar ja ce J00aBaT MPOXBDKHTEIHO U3KYCTBEHO MHUINAHe C pecnuparop u IApyro
WHTEH3UBHO JIEYCHHUE.

5. TIcux0/JI0rH49€¢CKH TeCTOBE.

B cpoOpaxeHue € HeobxomuMo da ObaaT BKIIOUCHH oyaKkBaHW Hall — 4YECTH
YCIOXHEHHS Ha 3a00/IBAHCTO /MKB xox/ B %. 3a Besiko ETH ce ©3roTss cIpaBKa HampuMep
3a qECAHCEPHO HAOOACHUE, IPENICIA B M3BHHOOHMYHATA TOMOII, XOCITHTATH3alAH.

[IprMep: CTaBHO MPOTE3MPAHE — OYAKBAHO yenoxuenue X — OpoH XOCTIHTAIA3AMHAH 3a
HACTHIMIOTO YCHOKHEeHHe X, JecToTa Ha nperaequTe CIeA MPOTE3HPAHETO B CHUMII no
mopox X, leKapcTBeHa Tepamus CIea IPOTE3MPAHETO dpe3 peLenTypHa KHHXKKa 3a
YCIIOKHCHHETO X.

JIuTepaTtypa, KoATO € meobxoqHMa 3a nonbaBane Ha IlpauoxKenne Nel

1. IL. Canues, www.freewebs.com/salchev/Glava_l2.ppt.

2. T. Bekxos, I'. Xpucros, Ci. Jixam6a3os, OueHka Ha 37paBHUTC TEXHOJIOTUH.
BobemeTo Ha 37jpaBHaTa HKOHOMHKA. s, Cumonuan 94, Codus, 2014r.

3. Meronu 3a HKOHOMHAHYECKA OLEHKa Ha 3/(paBHH nporpam, M. JlpamMbHI, b.
O’ Bpaitph, I'. Crozapr, Jix. TopsHe, M3n. Meaunnna 1 dusKynTypa.

4. http://www.medicine.ox.ac.uk/bandolier/painres/download/whatis/Meta—An.pdf.

5. http://www.medicine.ox.ac.uk/bandolier/ learnzone.html.

6. hitp://handbook.cochrane.org/.

7. httn://knigolandia.info/book-review/kapanite—na—farmacevtikata/ .
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