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JlucepTaluoHHUAT TPy € B 00eM OT 236 CTpaHUIM U C€ ChCTOH OT YBOJ, H3JI0KCHHE B TPU
IJIaBH, 3aKIIOYEHWE, U3IMOJ3BaHA JHUTepaTypa M TPWIOKEHUS. B OCHOBHHS TEKCT U
MIPUJIOKEHUATA ca BKIOUYeHH 7 Tabmuiy u 13 ¢urypu. CuchbKbT ¢ M3IOJI3BaHA JTUTEPATYpa

ceabpxka 103 uzrouHuka.

JlucepTailuoHHUAT TpPyA € OOChIEH M HAcOouYeH 3a 3amuTa OT Karempa ,,IlyOmmdna
anmuauctpanus npu YHCC Ha peoBHO 3acenaHue Ha KAaTeAPEHUsS! ChBET, MPOBEJICHO Ha
26.09.2022 1. ABTOPBT Ha JUCEPTAIIMOHHMS TPYA € JOKTOPAaHT Ha CaMOCTOSTEIIHA

MMOoATrOTOBKA KbM KaTrcapara.

CncTaB Ha HAY4YHOTO XYypHu:

1. npo¢. Cunsus Tepe3zosa

2. no11. Anekcanabp Bbeiakos

3. noi. Jlenuna ['opuniioBa

4, non. Kocraaun Konapos

S. npod. 1-p Tuxomupa L{BeranoBa
6. npod. Tonopka Kocragunosa

7. noiu. Haga Benesa

8. now. Enka Aranacosa

9. noir. Pymsina SIneBa



3amuTaTa Ha AMCEPTAllMOHHUS TpyH Iie ce c¢beTou Ha 19.12.2022 r. oT ............ B 3aJla
,Hayunu cpBetu Ha YHCC Ha OTKpUTO 3acefaHHe HAa HAY4YHOTO Xypu. Martepuanure 1o
3alUTaTa ca Ha Pa3NoJio’KeHNE HAa BCUYKU MHTEPECYBAIlM C€ JIUIa B CEKTOp ,,HayuHu chbBeTH

U KOHKypcu*“ Ha aupekius ,,Hayka™ npu YHCC u Ha uHTEpHET cTpaHuiia WWW.unwe.bg.

l. OBIIA XAPAKTEPUCTUKA HA TMCEPTAIMOHHUSA TPY [

1.  Axmyannocm u 3HauuMOCm HA NOOOOPAGAHEMO HA PEUMOYPCHUME ROTUMUKU 34

Mmeoununcku uzoenus 6 bvneapus

PeumOypcHHUTE NOJUTUKM 32 MEIMLIUHCKH H3JENUs U HEOOXOJUMOCTTA OT TSIXHOTO
[IpOyuBaHE U NOJOOpsIBAaHE ca BaXXHU, NPEJIBUJ 3HAUMMOCTTa MM 3a OCUTYpsIBaHE Ha
KaUeCTBEHU MEIUIMHCKU M3JeNns, JIeYeHUE W NOoJIbpXaHe Ha J00po 31paBe Ha
3IpPaBHOOCUTYPEHHUTE JIMIA, U3MEpBaHE Ha TEeXHUS e(peKT, ehUKacCHOCT U ePEKTUBHOCT.
[TpunoxeHneTo Ha eBponenHcKuTe peMMOYpPCHU MOJUTHUKM € OTIPaBHA Touka 3a bbiarapus u
3a cucTeMaTra Ha 3[paBeolla3BaHETO, MMAailKu MpeIBU] TEHACHLMUTE Ha 3acTapsiBaHe Ha
HACeJIEHHETO M HeoO0XOIMMOCTTa OT MOJOOpeHa 37paBHA yCiIyra M 3aliuTa. BromkeThT Ha
H30K 3a 2022 r. e 6 050 750 mupa. nB., OT KOUTO 3APAaBHOOCUTYPHUTENHH IUIALIAHUS 3a
MEIUIUHCKN M3JeNus, NpWiIaraHu B OOJHHMYHATA MeIuIMHCKa mnomoil, kouto H3O0K

3aruiaiia u3BbH CTOMHOCTTA HA OKa3BaHUTE MEAUITMHCKH yciuyrH 115 982 miH. nB.;

3HauyMMOCTTa Ha Temara Moke Ja ObJe OLIEHEHa upe3 pasriiekJaHeTo W B JBa
pa3nuuHu acmekTa. [IbpBO - Ta3Wm BakHA KaTeropus W3HMCKBA JOMBJIHUTEIHO U OCOOEHO
BHUMaHUE W pecypc, SCHOTa OT TIJIe[lHa TOYKa Ha TOBAa KOJNKO € oOmus OrKeT 3a
MEUIIMHCKU W3JIeTUsl U KOMOHWHAIUATA OT MHOTO 3aMHTEPECOBAHM CTPAHU M HYXJaTa OT
MpaBUJIHU U OOOCHOBAHM PEIICHUsI, CTPYKTYpa U pecypcHo obe3neuaBane. CTpEeMEXbT € KbM
dbopMupane Ha momoOpeHa apXUTEKTypa Ha PEUMOYPCHHUTE MOJIUTUKH U OM3HEC MPOLeCH U

INOCTHUI'aHC Ha I10-TOJIIMa e(bCKTI/IBHOCT Ha Ou3Hec IponeCUTEC 1 NpO3pavHOCT.

Bropo - 0a3za 3a mpoBexaaHeTo Ha MOJOOPEHM IMOJMUTHUKH 3a peruMOypcupaHe 3a
MCIWIHUHCKKU HU3ACIIUA € CICKTPOHU3aluATA. KeM MoOMeHTa MHOTO OT JIeI\/’IHOCTI/ITe 110
€JIEKTPOHU3AIMS Cca NPOEKTH WIM C€ HYKHaIT OT HENpeKbCHAaTa aKTyalu3alus u
nopaboTBaHe Ha (QYHKIIMOHAIHOCTH, KOUTO Ja Ca B OCHOBATa Ha MO-HATATBIIHUTE MPOLIECH 3a

noso0psiBaHe Ha peMMOypCHUTE MOJUTHKU B bbiarapus. Hepasaenna yact € v Npuiio)kKeHUETO
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Ha aKTyaJIHW WHTETpUpaHd WH(POPMAIMOHHM CUCTEMH, KOMTO Ja JaBaT Obp3a, TOYHA U
Ha/IeXK1HA HMH(POPMAIUS ChITIACHO CTPATErHATa U apXUTEKTYypaTa 3a eIEKTPOHHO yIpaBIICHHE.
[IpoyuBaHudATa B AMCEPTALIMOHHUS TPy ce OazupaT Ha €BPOIEHCKUS OMUT U PEUMOYPCHH
MOJIMTUKU TPEBUJ MPEACTOSAIIOTO MPUIIOKEHHE HA eBpOIEHCKUTEe periiaMmeHTu. Pasrinenana
€ M poiiTa Ha JUAarHOCTHYHO-CBBbp3aHuTe rpynu u O3T B obnacrra Ha ympaBIeHHETO Ha

nyOJIMYHU CPEACTBA U KaTO MHCTPYMEHT 3a Peu3aifH Ha peMMOypPCHHUTE TOJIUTUKH.

Bce no-rossim Opoii eBporeicky cTpaHu ca yBelIudmiId (PoKyca BbPXY TO3U BBIIPOC U
BCE MOBEYE Ca aHTaKHUPaAHU KaTo 3a LeNTa T UHTEerpyupaT BbB BCUUKH CBOM MPABUTEICTBEHU
IporpaMu M cTparerud. B MHOro crpaHu ce npuwiara ¥ OLEHKAa Ha 3JIpaBHU TEXHOJIOTHU,
J0cTa Hampes ca IpHU H3MO0I3BAaHETO Ha TIpYyHNEpU 3a JUArHOCTHUYHO-CBBbP3aHM TPyNH U
U3KJIIOUMTETHO UHOBATUBHU OTHOCHO E€JIEKTPOHHM MPUIIOKEHHS 32 MPOBEXKIaHE HA ThProBe
3a 00cIy>KBaHE Ha MAIMEHTH 32 BBIPOCH, Bpb3Ka M 00CIIy)KBaHE Ha 3[paBHOOCUTYPEHH JIUIIA.
ToBa pa3BuUTHE € TapaHTUPAHO Ype3 MHOXKECTBO IMOCJIEIOBATEIHW INOJUTUKUA U IpaBUia,
3aKOHOBO YpE€JCHM B HALMOHAIHUTE 3JPaBHU CHUCTEMU U HOBU NPOEKTH M WUHBECTULMH B

HN3KYCTBCH MHTCJICKT.

PeumOypcuute mnomutuku B bbarapus craBaT Bce  MO-B3aUMOCBBpP3aHH  C
MEXIYHAPOJAHH MOJTUTHUKA U UHCTUTYTH, YTBBpAcHU Moaenu B EC, EYJIAME]] 6a3a nanuu,

MHOTI'0 Cli€OaIn3nupaHa I/IH(bOpMaIII/Ifl, AHAJIM3U U ITIPOYyYBAHUS, CBIIOCTABKH.
2. Cmenen na uzcneoeanocm Ha npodaema 6 HayyHama 1umepamypa

JlokazaTencTBo 3a akTyallHOCTTa M 3HAaYMMOCTTa Ha TeMara 3a MoJ0OpsSBaHETO Ha
peMMOYpCHHUTE TIOJIUTUKHU 32 METUIIMHCKHU W3JeNus B bbiarapus ca MHOTOTO 4yXJIECTpaHHU
MaTepUaIi U HM3TOYHUIM LUTHPAHU B TPYJa, CHIIEBPEMEHHO JIMIICAaTa HA MAaTepUAIA U
HUCKaTa nHGOpMUpaHOCT 1o Temara B bbirapus. Cres Biau3aHe B cuia Ha HoBus pernameHT
Ha EC 3a MenuuuHCKM H37enus TemaTra He € W3clie[iBaHa B OBITapCKUTE HAyYHH Cpeld U
31paBHaTa OOMHOCT. ToBa MOTHUBHpA AMCEPTAHTKATA J1a HAIIPABH CBOE U3CIIEABAHE U U3TOTBU
JIUCEPTAIIMOHEH TPYyJA, KaTo NPEIIOKUA Mpersie Ha eBponerckutre npakthukd, O3T wu

Konnenuws 3a peausaiH.

Hayqu HHTCpPEC IO TEMaTra HMMa U B TexHnyeckus YHUBCPCUTET, KBIACTO Ca
N3CIICABaHU eBpOHeﬁCKHTC HU3UCKBAHUA W HOPMHU 3a 0e30IacHOCT Ha MCIUIIMHCKUTEC OT

nokTopaHT Bukrop Apcos, koifTo mpugoOusa crenex qoktop npes 2021 r.



3. Qbexkm u npeomem Ha U3C/1€06AHENO

OO0exT Ha M3Ccle[BaHE HA JUCEPTALMOHHUS TPYJ Ca ChIIECTBYBALIUTE PEUMOYpCHU

IMOJIMTHUKH, KAKTO 1 JOI'OBApPsHETO U ousHec IMpOoHCCUTeC HA MEINIMHCKHN U3JCIINA B B’bJ’IFapI/IH.

B npenmera Ha u3ciieqBaHe HAa IUCEPTALMOHHUSA TPYJ € KOHLENLMATA 32 peAU3aiH U
cberaBsiHe HAa CiMCchbK 1 MexaHu3bM 3a peuMOypCcHpaHe, YUETO MPHIOKEHHE B ChBKYITHOCT,
KaKTO M IMPH HEOOXOAMMHUTE YCIIOBHS IIE CIIOMOTHAT 3a MOJ0OpsiBaHEe Ha pPEeUMOYpPCHHUTE

MOJINTUKHU 32 MEAUIIMHCKHU U3EIHsI.
4. Ocnoeéna me3a u pabomuu Xunome3su

OcHoBHaTa Te3a, KOATO CE 3alUTaBa B JAUCEPTALMOHHUS TPYHA €: ChLIECTBYBAILUTE
peruMOYpPCHH TIOMTUKY 32 MEIUIIMHCKH M3Aenus B bearapus ca HeeheKTUBHU U € HYKAAAT
oT usnocted nornea v Konnenuus 3a mogoOpsiBaHe upe3 peau3aiiH, KaTo KOMIUIEKCHO
pelleHre OTHOCHO JAeHCTBalUTe OM3HEC MPOLECH IO J0roBapsHEe M 3alulallaHe, CTPYKTypa,
OopraHu3anus M aJIMHHHCTPUPAHE, KAKTO M Cb3/1aBaHE HAa MEXAaHMW3bM Ha 3alulalllaHe Ha
MEAMLMHCKY U3enus U popmupane Ha equHeH CIUChHK.

Jloka3BaHETO Ha OCHOBHATa TE€3a CE€ WM3BBPIIBA IOCPEACTBOM IOTBBPXKIAABAHETO Ha

CIICAHUTC pa6 OTHH XHUIIOTC3U:

PX1: CeKTOpT)T Ha MCIHUIMHCKHN U3CJIUA 3a€Ma MHOI'O BaXKHO MsACTO B HKOHOMMKATAa
Ha pa3BUTUTC CTPAHU U € q)OKyC B TCXHUTC peI/IM6prHI/I IIOJIMTHKH, oun cjaeaBaJio TOBa Aa CC

INIOCTHUT'HEC U B B’bJ’Il"apHH.

PX2: Pepuia eBponeicku CTpaHu mpuiiarat J00pH MPAaKTHKH U CE SBSBAT TOIXOISII
npUMep 3a peuMOYpPCHHUTE IMOJUTUKM HAa MEAMIMHCKHM W3Jeius - Hamp. BenukoOpuranus,
@pannus, I'epmanus, Xonanaus. JucepTallioHHUAT TPy NPOyYBa, aHAIU3Upa U 00001aBa

o6erumapkose 3a ycnemHo peanusupanu O3T u ICIT B KoHTeKCTa HA METUITUHCKU U3/IEINHS.

PX3: Hamuonannata HopMmaThBHa 0a3a M TMpakTHKa Ha peuMOypcupaHe Ha
MEAMIMHCKH W3/eius B bparapus ce oTinuaBa ¢ HEMBJIHOTH U CE€ HY)KJae OT MPOMSHA KaTo
ce H3CIIe[BAT U aHAJIU3UpaT Hall-HOBUTE U aKTyaJlHU PernaMeHTH, cTpaTeruu U ImjiaHOBe KaTo

CC aJlallTUpAaT U UHTCTpHUPAT B 6’BJ'IFapCKOT0 3aKOHOOATCIICTBO U pCI/IM6prHI/ITC IMOJIMTUKH.

PX4: BpBexxaanero Ha mofo0peH MexaHu3bM 3a peuMOypcUpaHe B ChUeTaHHE ¢ HOBA

CTPYKTypa U apxuTeKkTypa u enuHeH CIUCHK I1e T000pH mpolieca, peuMOYPCHHUTE TTOJTUTHKA



U PE3yNTaTHTE OT TAX, KAKTO M IIE JOpa3BHE€ M ajanTupa peUMOYpCHUTE IMOJUTHUKU B

Boearapust KkbM eBporneicKuTe J00py IpUMEpH.
5. Ilen na uzcneoseanemo

JlucepTalluOHHUAT TPYJ CU MOCTaBs CJeJHAaTa OCHOBHA 1iell: J{a mpeanoku HacoKu 3a
nonoOpsiBaHe Ha pPEUMOYPCHHTE TIOJUTHKM 32 MEIWLIUHCKH u3lenus B bearapus c
npuiaraero Ha peauszaiH. [log Tepmuna ,,penuzaitH® ce pazdupa KOMIUIEKCHO pelieHue (B
WHCTUTYI[MOHAJICH/PETyIaTUBEH,  yNPaBICHCKU/UKOHOMUYECKM U OpraHU3allOHEH/B
ctpykrypata Ha H3OK) ycnoBusita u mocnenuuuTte u pe3yintaTd, epekT oT mpenjaraHute
npomend. CemeBpemenHo Konmenmms 3a peam3aiiH mOpeicTaBisiBa  peopMylvpaHe,
npedopmarupane u npeneduHUpaHe HA PSUMOYPCHUTE TIOJUTHKU 4pe3 AWTUTAIH3AIMS Ha
CBHILIECTBYBAIIUTE MOJEIN U TMOJUTHKH, Ype3 HM3MOJ3BaHE HA MHCTPYMEHTH 3a peau3aiiH.

I/IHCprMCHTI/ITC 3a peI[PBaﬁH Ca OCHOBHHU U MHOBATHBHU.

Ocuouute ca O3T, JCI, omeHka Ha BB3JACHCTBHETO, CJIEMEHTH OT IAKCTHHU
IUTAlIaHUs, @ MHOBAaTHBHHUTE Ca BBBEXKIAHE HA JUTUTAIU3UPALUS TPU JOTOBApSIHETO Ha
MEAMIIMHCKHN H3AeNus, TaTdopMa 3a JoroBapsHe Ha MEAMIIMHCKH H3AENUs, U U3KYCTBEHHS
WHTEJIEKT, IPO3PAYHOCT MPHU OMpeAeNssHeTo Ha mark-up Ha/llleHKa /3a MApKETUHTOBU Pa3xoI1
3a MEIMUUHCKU W3Jeus/, popMUpaHe Ha €AUHEH peuMOYypCceH cnMChK. B auceprannoHHus
TPyl ca JIJAHCHPAHU KJay3u 3a KJIOy-Oek mpu mogoOpeH MexaHus3bpMm 3a peuMOypcupaHe Ha

MEAUIIMHCKYU U3AENHUsl, KATO MHOBAaTUBHU HHCTPYMEHTH.
6. 3a0auu na uzcneoeanemo

. Ja ce o0000msaT u pepuHMpAT KaTeropuilHMs ~— amapar, KiIacuUKaluuTe MU

PErIIaMCHTUTE 3a MCAUITMHCKUTE U3ACIINA KaTO 3APpaBHU TCXHOJIOTHUH.

M I[a CC MU3BCAAT 0COOCHOCTUTE HaA TIIOOATHUS U CBPOHCI\/’ICI(I/ITC rnasapm Ha

MCIUTTUHCKUTC U3CJIINA C ITPECACTABAHC HAa TOII 10 naii-romemu MMPOU3BOAUTCIIN.

® Ha 06a3ara nHa CPaBHUTCIICH aHAJIn3, a CC HallpaBU 0630p Ha ,[[OGpI/I eBpOHeﬁCKH

MPAKTUKU TpU peUMOYypCHUPAHETO Ha METUIIUHCKUTE U3ACIHS.

. Jla ce HampaBu mapajien MeXJy HallMOHaJHaTa HopMaTHBHa ypenba B bwarapus u

Ta3u B EBpona H aa c€ u3B€JaT OCHOBHHTC HpO6JICMI/I N HCCHOTBCTCTBHUA.



. Ha ce pazpabotu Konuenmus 3a peausailH Ha peuMOYPCHUTE MOJUTHKH Ha

MCIUIMHCKHUTC U3 ACINA.

° Jla ce neduHUpAT OCHOBHM M WHOBATHBHH MHCTPYMEHTH 3a PEIU3aifH KaTO 4YacT OT
Kounuenmusra.
. Jla ce ompenensaT HEOOXOAMMHUTE YCJIOBHS 3a MOAOOpsIBaHE HAa PEUMOYPCHHUTE

INOJIMTUKH, @ UMCHHO PECYPCHO o0Oe3meyaBaHe U JUTHUTaJIM3all .

. Ja ce mpemiokaT MEXaHU3bM 3a pEUMOypCHpaHe€ M HACOKM/ IPENOpPbKHU 3a

no100psiBaHe Ha PEUMOYPCHHUTE MTOJIMTUKH 32 MEAUIIMHCKY H31eTus B bhirapus.
7. Jlocuka na uzcneoseanemo

Ilnana Ha AUCCPTANUOHHOTO H3CJICABAHC IIO0OKAa3Ba BpPB3KATA MCKAY 3aJaYUTC Ha

H3CJICABAHCTO, IIOTBBPKAABAHCTO HA pa6OTHI/ITC XHUIIOTE3U U JOKAa3BaHCTO Ha OCHOBHATa T€3a.

B rnasa IIvpBa Ha auCEpTALMOHHMSA TPy CE€ M3ACHABA Jbp)KaBHATA IIOJMTHUKA,
XapaKTEePUCTUKUTE U OCOOEHOCTUTE KAKTO M Je(PUHULUUTE 32 MEAULIMHCKUTE W3JeNIUsl KaTo
3IpaBHU TEXHOJOI'MM, TEXHUTE KJIACU(PHUKALMU U eBponeiicku perinameHTH. [IpencraBen e u
aHaAJIM3 Ha CBETOBHUS U €BPONEHCKHUS Ma3apy Ha MEIULIMHCKU U3JeNUsl upe3 POKycHpaHe KbM
10-Te Hali-royIeMU POU3BOIUTEIN HA MEAUIIMHCKN U3/IENUS B CBETA U Hall-MOOpHUTE CUCTEMHU
Ha 3JpaBeonasBaHe. B kpas Ha IbpBa IVlaBa Cc€ aHOHCUPAT M INEPCIEKTUBHUTE HACOKU 34
pa3sBUTHE Ha MEIMIMHCKU W3NS Ha OCHOBaTa Ha LU(POBU3ALMSA, EIEKTPOHM3ALUS U
M3KyCcTBeH MHTeNeKT. B IIppBa rmmaBa € HampaBeH M JOKYMEHTAJ€H aHAJINW3 U CUHTE3 Ha
peauiia HOpMaTUBHU JOKyMeHTH U perinameHTH Ha EC, Te ca cpaBHeHM ¢ JeiicTBamius 3akoH
3a MEAMLIMHCKUTE U3JIeNus U MOAHOPMaTUBHU akToBe - Hapen6a 7 u Hapen6a 10, Hapen6u 3a
0€30MacCHOCTTa Ha MEAUIIMHCKU U3JeNHus, NePUHULUUTE, KIAaCU(PHUKAIIMUTE U CTAaHAApPTUTE 32

Ka4ye€CTBO HAa MCIMIIMHCKH U3 CJINA.

Ha Bropus eramn B riaBa Bropa ce ananusupar u cpaBHsABAT peMMOYPCHUTE MOJUTHUKH
Ha MEIMUUHCKM U3Jenusi B U30paHU eBponeiicku crpanu - Opannus, [epmanus,
BenukoOpurtanus, Xonanaus, kakto U B beiarapus. B pazpaGotkara ce nmpaBu CpaBHUTENICH
aHAJIN3 Ha MOJIMTUKHUTE HA peUMOypcUpaHe Ha MEAUIIMHCKHI U3/eNus B IbpKaBUTEe-UJICHKU Ha
EC, kakTo u BB BenukoOpuranusi, kato BaxkeH npumep B obmactra Ha O3T 3a MeAUIIMHCKI
u3nenus. M3BeneHn ca 1o0pHU NpPakTUKA HA PeUMOYypCHUpaHe Ha MEIULUHCKH W3JAeHs B

06C’L)KI(E[HI/ITC CTpaHU Ha 0a3ara Ha OCHOBHU KpUTCPUH. Karo yact or To3m etam ca
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u3cneBaHu JBa (OKyca B TOJUTHKUTE HAa PEeUMOypCHUpaHEe HA MEIUIUHCKA H3ACTUS —
MpaKkTUKUTE N0 puiarane Ha Meroaoiorudara JCI' B pa3auuHu eBpONEMCKU CTpaHu, KaKTo U
NPAKTUKUTE M TMOJUTUKUTE Ha u3noi3BaHe Ha moaxoaa Ha O3T chopsmMo MeauIMHCKU
m3aenusi. Pasrinenanu ca nepuoaurte B kouto JCI' e BHeapeHa B pa3inyHu cTpaHu B EBpona,
KOETO € cHucTeMaTu3upano B Tabnwma. M3cinenBanu ca obema W JAMHAMUKAaTa Ha
peumOypcupane Ha MeauiHCKu u3aenus ot 2009 r. mo 2022 r. Ha 6a3a TaHHUTE OT OTYECTUTE

Ha H30K ny6nukyBanu Ha ouiragHaTa HHTEPHET CTPAHUIA HA UHCTUTYLIHUATA.

B kpas Ha BTOpa IylaBa ca aHaJIM3UpaHU HOpMAaTHBHaTa 0a3a, MOJUTHKHUTE MU
NpaKTUKUTE HAa peuMOypcupane Ha MeauuuHcek u3nenus ot H30K B brirapus. Ha ocHoBara
Ha JIeCK (JIOKyMEHTaJIeH) aHalu3 M IPOBEIEHO EMIIMPUYHO IMPOYYBAaHE HA Hal-roJieMUTE
JOCTaBYMIM Ha MEIMLIUHCKY U3J1eNus B bbirapus 1o oTHoOIIeHHE Ha Obp3UHA HA JIOTOBApsIHE,
JNOKyMeHTH, u3uckBanus 3a O3T, MHeHue 3a HoBUTE PernaMeHTH U HauuHU Ha GopMHUpaHe Ha
CHuchK ¥ 3amiamane Ha MEAMIMHCKY U3AETHs ca U3BEJCHH MPOOJIEMUTE HAa peuMOypcupane
Ha MEIUIMHCKU u3znenust B bbirapusa. OchliecTBsiBa ce Mapajesl CbC ChIIECTBYBAIIUTE
peuMOYpCHHU NOJIUTUKU B Bbirapus, Kato ce npuiiara KOMIUIEKCEH MOAX0[ pH (opMUpaHETO
Ha ChBKYNHOCT M KoHuenuus ot myOIMYHM MOJUTHKM 3a peausaiH. Ilpunoxen e u SWOT
aHAJIN3 3a CUJIHU-CJIA0M CTpaHU Ha BBTPEIIHATa CPela, Bb3MOKHOCTH, 3aIlJlaXy Ha BBHILIHA
cpena, crpykrypa Ha H3OK, agmunuctpupane, ynpaBjieHHE, OpraHu3alus— OT TJ. T. Ha
meroau u a06pu mpaktuku B obmactra Ha O3T m JICI' ma BenukoOputanus, ®paHims,

Xomanaus | I'epmanus.

Ha tperus eran ot nucepranmonHus Tpya B Tpera rnaBa e npeactaBeHa KoHuenuus
3a penu3aiiH Ha peuMOYpCHUTE TMOJMTUKM Ha MEIUWLIUHCKA H3JeNus M YCIOBUS 3a
npuiaranero UM B bearapus. Pasrinenanu ca Haii-HoBuTe EBponeiicku pernmamentu 3a O3T
Ha MEIMIUHCKH M3/EIHs, KaTo 4acT OT TeKcToBeTe ca BKkitoueHu B Hapenba 7. Ilpeanoxeno
€ U3rpakJaHe Ha HoBa CTpyKTypa u Jupekuus meauuuHcky usnenus 1 O3T Ha MequIMHCKU
uznenusi. HeoOxonumo e a ce onpeneny y4acTUeTo Ha BbTPEUIHU €KCIEepPTH, paslpeaessHe
Ha ponu, GyHkuH, hopmar 3a usrpaxmaane Ha enud O3T moknax, [IpaBuna u mpouenypu 3a

O3T "Ha MEOULIMHCKA U3IETUS.
8. Memoou na uszcieosanemo

3a HEJINTC HAa AUCCPTANMOHHHA TPyA Ca U3IOJI3BaHU CICAHUTEC OCHOBHH aHAJIUTUYHH

METOH:



>[[OI(yMeHTELHCH aHaJIN3 — U3II0JI3Ba CC B I'llaBa MIbpBa, BTOpAa U TPETA, HA JUCCPTALITMOHHUSA

TPYZ NpHU pellaBaHe Ha 3aJjauuTe 3a U3cie/BaHe Ha JeUHUIUUTE 32 MEIULUUHCKUA U3JENHUs,
TSAXHATa KiIacu(uKanus U perJaMeHTH, aHaJIu3 Ha PEUMOYPCHUTE MOJUTHKH HA MEIUIIUHCKH
U3JIeNMsl B €BpONEHCKU cTpaHu M bbiarapus, kakTo M HOpMaThBHaTa 0aza M INpPaKTUKU B
bearapus. B nuceprannoHHus TPyl € HAIIPaBEH aHAJIU3 Ha Ma3apa Ha MEAULMHCKH U3/EIIUs B
EBpona u cBera ¢ ¢okyc kbM Bojaeumte ¢upmu. BbB BTOpa rnaBa ca aHalu3upaHU
JOKYMEHTAJIHO PEUMOYPCHUTE IOJUTHKHA HAa MEAMLIMHCKU HM3ICNHs B H30paHH CTPaHU C
rojsiM ONUT B Ta3u o0OsacT. B Tpera riaBa € mpeicTaBeH JOKyMEHTaIHO MexaHM3bM 3a

pCI/IM6prI/IpaHC Ha MECAWMLNMUHCKHN U3ACTIUA C aKTUBHOTO Y4aCTHC Ha JUCEPTaHTKATaA.

>Cpa.BHI/ITe.]'IeH aHaJIu3 — MU3I10JI3Ba CC I'NIaBHO B IIbpBa U BTOPA I'NIaBU HAa AUCCPTAIUMOHHUA

Tpyd, MPU aHAIM3a Ha PEUMOYPCHHUTE MOJMTUKH Ha MEAUIMHCKH W3AENUs BbB BOJCIIU
eBporneiickure crpanu — [epmanus, Opannusa, Xonanaus W BenmukoOpurtaHus ¢
nwaroroguiieH onut npu npuiaraneto Ha JCI' u O3T. U3BbpiieH € CpaBHUTEICH aHATIU3 C
JeHCcTBaIMA 3aKOH 3a MEIUIIMHCKUTE W3JIETUs W TIOJ3aKOHOBM HOPMAaTHUBHHM AaKTOBE B
mucepranmonnust Tpya -Hapemb6a 7 u Hapemb6a 10, mapendbm 3a Oe3omacHOCTTa Ha
MEAMIMHCKUTE U3Jenus, AeGUHULIMNTE, KIacuPUKALUUTE U CTaHJAPTUTE 3a KayecTBO Ha

MenuIuHCKH u3aenus u Pernamenture Ha EC.

> AQHKETHO NPOYYBAaHE — B JMCEPTALMOHHUA TPYyJ € HAIPABEHO W AHKETHO MPOYYBAHE
cpen BopeuTe 10 mocraBuMiy Ha MEAMIIMHCKY u3zenus B bbarapus (BTopa riaBa) OTHOCHO
JeiicTBalUTe B MOMEHTa peMMOYpPCHM MOJUTUKU C MapaMeTpu - Obp3uHa Ha JIOroBapsiHe,
JOKyMeHTH, u3uckBanus 3a O3T, MHeHue 3a HOBUTE PernaMeHTH ¥ HauuHU Ha GopMHUpaHe Ha

Crucek u 3ariamane Ha MCIUIUHCKH U3 ST,

> SWOT ananu3 — BbB BTOpa IJlaBa Ha JAMCEPTAIlMOHHUS TPYJA Ca aHAIM3UPAHU U
CHJIHU-ca0u CTpaHM Ha BBTpelIHaTa cpena, crpykrypa Ha H3OK, anmunuctpupane,
yIpaBi€HUE, OpraHU3alysl; Bb3MOXHOCTH M 3aIIaXy — OT IJI. T. HA IPAKTUKUTE U ONUTA Ha

pedepeHTHUTE EBPOTICHCKH CTPaHH.

> HopmaTuBeH 1 NO3UTHBEH MKOHOMUYECKU aHAJIU3 - MPUJIaraT ce IJIaBHO BbB BTOpa U
TpeTa TIjlaBa Ha JUCEPTAllMOHHMA TpyA MpH aHajdu3a Ha JEHHOCTTa M IUIAl[aHEeTO Ha
menunuHckn u3aenus or H30K npu penMmOypcupaHeTo Ha MEIWIMHCKH HM3AEIHS B  IIO-

IparotpaeH nepuoa — ot 2009 r. 1o nocienHa HaTu4YHa TOJIUHA.



> Cunre3 — (QOKyChT B TpeTa IjaBa Ha JAUCEPTANIMOHHUS TPyA € BbpXy KoHmenmus 3a
penusailH, MeToaM W codTyep, KOMTO Ja ONarompusiTCTBaT 3a NOJ00psBaHE Ha
peuMOypCHUTE MOJUTHKHU. JIaHCUpaHU ca U Kilay3u 3a KIoy-0eKk mpu moaodpeH MexaHuzbMm
3a peuMmOypcupane, AepuHHpaHe Ha MapK-al, HaJlleHKa BHPXY LleHaTa, B ChUE€TaHUE Ha
YCIIOBHSA KaTO JIMJCPCTBO, CTPATEIMYECKO IUIAaHMpAHE M aHalIM3a NpU LIEHOOOpa3yBaHETO,

KAaKTO M YCTOMYMBO pa3BUTHE.
9. Ozpanuuenusn na uscineosamnemo

B nmucepranuoHHMs TPy Ce IOMYCKAT CICJHUTE OTPAHUYCHHS - 1O OTHOIICHHE HA
o0eKkTa Ha M3cielnBaHe, M3MOI3BaHaTa HHPOPMaLUs, BpeMEBUS 00XBaT, MOAOPAHUTE CTPAHU
3a pedepeHTHH B oOjacTTa Ha perMOypcarusaTa Ha METUIIUHCKU H3JCTHUS, eMIUPHYHOTO

Mpoy4BaHe.

B oOekra Ha u3cineqBaHe HAa HACTOALIMS JUCEPTALMOHEH TPYJ Ce BKIIOYBAT CaMO
nyOIMYHU PEMMOYPCHU MOJIUTUKH COPSIMO MEIUIMHCKU U3/IE€TUsl HA OCHOBHUTE OOILECTBEHU
uHctutynmu karo M3, H30OK. He Biam3ar B 00ekTa peMMOYpCHU MOJMTHKH Ha JPYrd

HWHCTUTYIUH U OpraHU3aluH.

JlucepTanuoHHUAT TPY/ € HallpaBeH Ha 0a3a METrOJUIICH MEePUol, KaTO ca B3ETH MO
BHUMaHUe JaHHU U oT 2009 r. u ouIMaNHUTE JaHHU TIPH CTAPTUPAHETO HA peUMOypCUpaHe
Ha meauruHcku u3aenus B H30K ot 2013 r. cbc Cniuchbk, mpu aHalmn3a Ha KOUTO CE CUUTA,
4ye ca pa3sKpUTH J0cTa MPOOOWHH U ca MPEANIOKEHH BB3MOXKHH pelIeHHs. AHAIU3bT Ha
MEAWIMHCKN wu3Aenus 3amouBa mpe3 2017 r., xato peuMOypcHpaHETO Ha MEAMIIMHCKHU
uznenus B bwearapust € ot 2013 r., KoraTo € chb3/AaJIeH U MbPBUS PeUMOYpCeH cuchbK. Cunta
ce obaue, 4e mepuoja € MpaBWJIHO U30paH ThH KaTo MpHU CTapTa UMa MAJIKO Ha Opoil rpynu

A30ETIN.

CrpaHuTe, KOMTO ce H3CleABaT C orjex Ao0pu MpakTUku ca BemuxoOpurtanus,
I'epmanus, @panuus, XonaHaus, IOpaau TOBA, Y€ TE3U CTPAHM Ca BOJEIIM B Pa3BUTHETO HA
CHUCTEMMTE Ha 37JpaBeola3BaHe, KAKTO U MOPaJau IBJITUS CU OMHUT, KOUTO UMAT UHCTUTYLIUUTE
M B obmactra Ha O3T, JICI, m wHOuUKAIMM 3a W3MOJ3BaHE HA MEOUIMHCKH W3ICIHS.
XonaHaus ce JaBa 3a IpUMEp, TbH KaTo € KjacHupaHa Ha I'bPBO MSCTO B TNPOYYBaHE,
CpaBHSBAIO 3[paBHUTE CHCTEMH B cCBeTa. Te ca OeHUMapk 3a J00pu MPAaKTUKU U
oOmjonpu3Hatu 3a etasoH U oT EBpomeiickara Komucusa. BenukoOpurtanus e u3bpana 3a
npumep B O3T, mopagu Hamuuumero Ha HMuctutyr mo O3T c¢ 20 roaumiHa uCTOpHS.

Uzcnenpana e O3T 3a megunuacku u3nenus B Aurnus, [otmangus u Yenc, Xonangusa, O3T
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HHCTUTYIUH, KaKTO U TCXHOJIOTHATA HA 0,u06peHHe 1 JaBaHC Ha MPCNOPHKU 3a MCAUITUHCKHU

n3aCians.

Pazpaborena e Konnenmus 3a peau3aiiH, KOSITO € JeTaiIHO M3CieIBaHa B TPETa IJlaBa
B chueTaHue ¢ MexaHu3bM 3a peuMOypcHpaHe WU HOBH OWM3HEC MPOIECH 3a JIOTOBapsHE U
3aIulallaHe Ha MEAMIMHCKH W3JIeTusl MpU EJIEKTPOHU3AllMs, HaMallsiBaHE Ha XapTUsaTa U

56300201 (0] OHJIaMiH A0roBapsaHe Ha MCIUIWMHCKHN U3CIIHA.

Orpannyenusta 3a Mamad Ha AUCEPTAIMOHHUA TPy BKIIOUBAT aHKETHOTO
npoyuBaHe — o6xBaHatu ca 10 Haif-roleMu KOMITaHUU 332 METUIUHCKU u3aenus B bearapus.
[Ipoy4yBaHeTo € HampaBEeHO MO pa3jIMYHO Bpeme 3a BcAka oT (upmure. OTpazeHu ca
00EKTUBHO U OE3MPHUCTPACTHO MHEHUS, OTTOBOPHU HA BBIIPOCHU U HaOmoaeHus. ChlIecTByBa
orpaHuueHoOCT Ha AaHHuTe 3a npoektu 3a JCI' B bwarapus. Mma pazpadorenn ot H30K
otHocHo JICI' onpeznenenu 0a30BU HACOKH KAaTO UCTOPHS, CHUIHOCT, MPOEKTH U HOPMaTUBHA
0aza. Te3um manHm oOaue He ca aktyanusupanu or 2003 r. JlumceBar HaHHM OTHOCHO
pedepeHTHH LIeHu Ha MeIuUUMHCKU u3nenus B EBpoma. JluncBa m  MHCTUTYLMS, KOATO J1a

HU3BBbpIIBA O3T 3a MCOAUMLMHCKH U3ACIINA KbM MOMCHTA B B’LJ’IFapI/Iﬂ.

Jlunceam oOanmnu mna ummepnem cmpanuyama Ha H3OK 3a cmpykmypama u
Jupexyusma unu omoena 6 H30K, koumo ce 3anumasam c OeuHOCmMmMa HO 00208apsiHe,

omuumane u saniawane na MH - https://www.nhif.bg/page/70.

B omuemume 3a 20192. na H30K uma OauHu, ye OeliHocmma ce U38bpui8a Om
Hupexyus JIIIMUJIX - Hupexyus , Jlexkapcmeenu npooykmu, MeOUYUHCKU U30enus u
ouemuunu xpaunu“ u omoen ,,/[ocoeapsine Ha MeOUYUHCKU U30enus U Ouemudnu xpanu ' oes
oannu 3a 6pos Ha excnepmume. Mma 0anHu 3a 600eHume pecucmpu 3a MeOUYUHCKU U30enust
no epynu 6 omuema 3a 2019 2. u oeticmsawu Komucuu, Kakmo u 0OaHHu om 00208apsiHemo Ha

MU npe3 2019 2., koumo ne ca akmyanusupanu 3a 2020 2, 2021 2., 2022 2.

1. CTPYKTYPA U CbABPKAHUE HA TUCEPTALIMOHHUA TPY [

JucepTaiimoHHUAT TPy € B 00eM OT 236 CTpaHHIIM U C€ ChCTOU OT YBOJI, U3JIOKECHUE
B TPU IJIABH, 3aKJIIOYEHWE, U3II0JI3BaHA JINTEpATypa U NPUIOKEHUSA. B OCHOBHMS TEKCT U
MPUIOKEHUATA ca BKItoueHU 7 Tabmumm u 13 ¢urypu. COUCHKBT ¢ M3MOA3BaHA JIUTEpaTypa

cpabpka 103 uztounnka. ChbAbPKAHUETO € KAKTO CJIE/IBA:

MN3I10JI3BBAHU CBKPAINEHUSA HA BBJTI'APCKH E3UK
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M3IOJI3BAHU CHKPAIIIEHUS HA AHTJIMMCKH E3UK
CIIMCBK HA TABJIMLUTE

CIIMCBK HA ®PUTYPUTE

CIIMCBK HA ITPUJIOKEHUSATA

BBBEJAEHHUE

l. ABbP/KABHA IIOJIUTUKA U ITASAP HA MEJUHMUHCKUTE HU3AEJUSA

1.1. JE®UHULIUNHN, CTAHJAPTU U PEIJIAMEHTH 3A MEJIUWIMHCKHA
N3IEJINA

1.2. KIACUOUKALINNA, CE CEPTUOPUKATH HA MEJIUIOUHCKUTE
N3IEJINA

1.3.  TIA3AP HA MEJUIIMHCKHY W3IEJIUSI
I.4. IM®POBU TEXHOJIOTMHU Y MEPCIEKTHUBHU
HW3BOH

1. PEMMBYPCHHU ITOJIMTUKU 3A MEJNITNHCKHU N3JEJINUA B EBPOIIA U
BBJTI'APUSA

11.1.  OIIUT U JOBPU INTPAKTUKHU 3A PEUMBYPCUPAHE HA ME/IMIIUHCKHA
N3JEJIUS B EBPOITA

11.1.1. O0mu npuHuunu

11.1.2. PeumOypcHu nmonutuku B ['epmanus

11.1.3. PeumOypcHu moauTHKH BbB @paHuus

11.1.4. PeumOypcHU noauTuku B O0eAUHEHOTO KPAJICTBO
11.1.5. PeumMOypcHU MOJUTUKH B XO0JaHIHUA

11.1.6. OGo61meHne Ha peUMOYPCHUTE MOTUTHKH

11.2.  PEUMBYPCHUPAHE IIPU H3INOJI3BBAHE HA JACI' U OLEHKA HA
3APABHU TEXHOJIOI'MHN

11.2.1. /IuarHocTHYHO CBbP3aHH I'PYIHU

11.2.2. OueHka Ha 3ApaBHUTE TEXHOJIOTHMH
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11.3. PEUMBYPCHUPAHE HA MEJMIMWHCKHW WU3JEJIUS B BBJITAPUA -
INPAKTUKHA U ITPOBJIEMH

U3BOIU

1. PEJU3ANMH HA PEMMBYPCHUTE TOJMUTHUKHA 3A MEJIUIMHCKH
MN3JEJUSA B BbJATI'APUSA

I11.1. KOHUENIIHUA 3A PEJIU3AMH HA PEUMBYPCHUTE IOJUTUKU HA
ME/JMIMHCKHA U3AEJUA -OCHOBHU U UTHOBATUBHU NHCTPYMEHTHU

111.1.1. Anantupane Ha JICI' m O3T 3a bwarapus

I1.1.2.ChmHOCT ¥ NPUJIOKEHHE OLEHKA HA Bb3eiicTBHETO, NaKkeTHH miamanus u MU

111.2. MEXAHM3bM, CIIUCBK HA PEMUMBYPCUPAHE HA ME/UIHUHCKHU
W3JIEJINUA U JEHHOCT HA H30K

111.3. TIPEINIOPBKH W MNPEVIOKEHUSA 3A HEJATE HA INIOJAOBPSIBAHE
PEUMBYPCHUTE ITIOJIMTUKHU 3A MEINITMHCKHU U3JAEJINA

1IL4. MO3UTUBEH HMKOHOMHUYECKH AHAJIM3 HA ILUIAIIAHMSITA HA
MEJULIMHCKHU U3JEJUS OT H30K

I11.5. U3BOAHN

V. 3AKJIIOYEHHUE

CIIPABKA 3A IIPUHOCUTE HA IUCEPTALHIMOHHMUS TPY J{
HYBJINKALIUA

N31OJ3BAHU U3TOYHULIN

HPUJIOKEHUE

|. CHHTE3UPAHO U3JIO)KEHUE HA JJUCEPTALIMOHHMUSI TPY
MBPBA I'JTIABA JBPYKABHA MMOJUTUKA U TTA3AP HA
MEJUIIMHCKUATE U3AEJINS

He.ﬂTa Ha M3JI0KEHUETO B Ta3dW IJlaBa € Ja CC M3ACHU AbpKaBHaTa IOJUTHUKA,
XapaKTECPUCTUKUTE U 0COOEHOCTUTE KAKTO U Jle(i)I/IHI/IHI/II/ITe 3a MCIUMIIMHCKHUTEC U3JCIINSA KAaTO

3ApaBHAU TCXHOJIOTMH, TCXHUTC KHaCH(bHKaHHH n CBpOHCfICKPI PErIIaMCHTHU. HpCI[CTaBCH cnu
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aHAJIU3 Ha CBETOBHUS U €BPOICUCKHS TMa3apu Ha MEAUIIMHCKUTE H3Aenus 4pe3 QokycupaHe

kbM 10-Te Hali-rojieMu MPOU3BOIUTENN HA MEIUIIMHCKU U3IEITHSI.

B kxpasi Ha mbpBa ry1aBa ce aHOHCHPAT W TEPCIICKTUBHUTE HACOKHU 3a Pa3BUTHE HA
MEJIUIIMHCKUTE M3CIHs Ha OCHOBaTa Ha NU(pOBHU3AIUA, E€ICKTPOHMU3AIUS U HM3KYCTBEH
untenexkt. B IIbpBa rnaBa e HampaBeH JOKYMEHTAJICH aHaJIM3 W CHUHTE3 Ha peauna
HOPMATHBHU JIOKyMEHTH u perjameHTd Ha EC, Te ca cpaBHeHM C JeicTBaius 3aKOH 3a
MEJUITMHCKUTE U3JIeTUs U MMOAHOPMATUBHM akToBe - Hapenba 7 u Hapen6a 10, napenbu 3a
0e30macHOCTTa Ha MEAMITMHCKH U3JIeus, 1ePUHUIIMUTE, KIaCH(PUKAIMUTE U CTAaHIapTUTE 3a
KauecTBO Ha MeAUIUMHCKUTE U Pasriexnga ce u possta Ha MyOJMYHATA AAMUHUCTpAIlus,
KOSITO CJIe[Ba JIa y4acTBa aKTHBHO B IpoIecuTe Mo (GopMmupaHe Ha MyOJIMYHU TOJUTHKH,
peuMOYpPCHU MOJIUTUKHA CHbBMECTHO C €BPOIEHCKUTE HHCTUTYIIMU U IPOTpaMH, KaTo aAantTupa
GbyHKIIMUTE ¥ ACHHOCTUTE CIPSMO M3HMCKBAHMITA HA €BPOINECHCKUTE PETIaMEHTH, KaTO 4acT

OT IUCEPTALUOHHUSA TPY.

I.1.  JE®WHALMHN, CTAHJAPTH W PETJAMEHTH 3A MEJIMIWHCKHA
U3EJTUS

Karo ,,meduyuncrxo uzdenue* ce nedpmHupa BCEKU MHCTPYMEHT, amapar, YCTPOWCTBO,
o0opy/BaHe, UMILIAHT, peareHT WM KamuOpaTop, copTyep, MaTepuan Wid APYrd MOA0OHU
WM CBbpP3aHU MPOAYKTH, NPEIHA3HAYEHH OT MPOU3BOJUTENS 3a WHIWBHUAYAIHO WIH
KOMOWHHPAHO W3IOJI3BAaHE WJIM HSIKOJIKO KOHKPETHU MEIUIIMHCKH IIeJU: JUarHOCTHKa,
npouIaKTUKa, MOHUTOPUHT, JIEUEHHE Ha 3a00JsBaHMs; JUATHOCTUKA, HaOIIOJCHUE,

J'IC‘ICHI/IC]'.

Cnopen EBponeiickara Komucus MEAUIIMHCKUTE U3EIUS U MEAUIIMHCKUTE U3JIETUS 32
WHBUTPO JMArHOCTUMKA WUIpasT OCHOBHA POJISI 32 CHACABAHETO HAa YOBEHIKH KHUBOT, KaTO
MPEIOCTaBIT MHOBATUBHU 3/IPAaBHU PEIICHUS 332 TUArHOCTHKA, MPOQIIAKTHKA, HAOII0IeHHUE,

MNpEeaABUKIaHE, TPOTHO3UPAHEC, JICUCHUC UJIN oOJiekuaBaHe Ha 3200/ IIBaHUS.

B anrapml TC3U MCAUIIMHCKU U3ACIIUSA, TIOpAaJU KYJITypaTa U HA4YWHA HA )KXUBOT HEC CC
H3II0JI3BAT AaKTHBHO, 3a MNPCBCHIMA WU MOHHUTOPHHI, a CC npn6s{rBa KBbM TiIX B cnyqaﬁ Ha

CJIOKHH MaHUITyJIallui U BEYC NTUATrHOCTUIUPAH HpO6HeM.

Ha mnazapa wa EC uma nag 500 000 Buma memuuuHcku wuzgenus. [lpumepn 3a

MCIUIIMHCKHM HU3JCIIHNA Ca HCﬁCMCﬁK’pr, CbpACYHH KJIAllM, CTCHTOBC, CO(bTprHH

!, O¢uuuanen BectHuk Ha EBporneiickus cbros, PETJIAMEHT (EC) 2017/745 HA EBPOITEMCKUS TIAPJIAMEHT U HA CHBETA-
https://eur-lex.europa.eu/eli/reg/2017/745/0j.
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NPUJIOKEHUs, UMIUTAHTH 32 HEBPOXUPYPIHsi, Ta300eApeHH CTaBH W JIpyrd. Bcesika nbpikaBa
ompenens o0XBara M BUIOBETE MEAMLIMHCKU M3/IEIHs, KOUTO IIe peuMOypcupa, OOMKHOBEHO

3a IOCJITa CbCTaBsA CHuceK.

CeKTop"bT Ha MCIUIMHCKUTE HU3JACIINA € OT ChIICCTBCHO 3HAYCHHUE 3a IIPCAOCTaBAHETO
Ha 3apaBHO O6CJIY)KBaHe Ha IpaXXJaHUTC U € BAXKCH YUYACTHHUK KAaKTO B eBponeﬁCKaTa, Taka u

B CB€TOBHaTa HKOHOMHMKA.

Om 26 mait 2021 e B cuiia HOoB Pernmament 3a meauinuackurte usznenus na EC 2017/745.
Toii e pa3paboreH u mpuer npe3 maii 2017 u BiAM3a B CWia Clie]] MPEXOJeH mepuon ot 4
roauHyu, Ha 26 mai 2020 r, opunuanHo yabkeH oT EBpomneiickara Komucus o 26 mait
2021. PermamenThT 3aMeHs cbinecTByamute Jupektusu: JupexktuBa 98/79/EO Ha
EBponeiickus napiameHT 1 Ha ChBeTa, 3a MUAarHOCTUYHHUTE MEAUITMHCKH W3EIHS in VItro
93/42/EMO otHOCcHO MenuumHckuTe niaenus, Jupektua 90/385/EMMO OTHOCHO aKTUBHHTE
MMILUTAHTAPYEMH MEIUIMHCKH u3aenns.? [openocoyeHnTe MUPEKTHBH 33 MEIUIIMHCKHTE
u3aenus 0sxa OTMEHEeHU U 3aMeHeHn cboTBeTHO ¢ Permament EC 2017/746 u Pernmament EC
2017/745. llenta e ga ce 3acuiM 0E30MAaCHOCTTa 3a MAlMEHTHTE M Ja CE rapaHTHpa
MPO3PAYHOCTTA M TPOCIICAMMOCTTA Ha YKU3HCHUS IUKBJI HA MEIUIIUHCKU W3JEIHS, ITyCHATH
Ha I1a3apa BbB BCUYKHU JIbpkaBu wieHKH Ha EC. To3u moaxo/ € OT ChIIECTBEHO 3HAUYCHHUE 32

YCTOﬁqHBOTO OCUT'YypsSIBAHC Ha BUCOKU CTAHAAPTH 3a KaUCCTBO U 3alllUTaA.

PernamentsT 3a MegunuHckure wsnenus - EC 2017/746 mnpuer wa S5 anpun 2017
TOJIHA € 32 OCHTypsiIBAaHE Ha O€30MacHOCTTa W JICHCTBHETO HAa METUIIMHCKHUTE H3JCTHS 32
WHBUTPO AMArHocTHka. Toil oOxBaia METUIIMHCKUTE H3ACNUs 32 UHBUTPO NUArHOCTUKA U
TEeXHHUTE TpucnocoOnenus. M3aenusta, mpou3BeIeHH U U3IMOJI3BaHHU B €IHO U CHIIO JIEYeOHO
3aBefieHHe o0ade, ca M3KIIOYEHH OT MpaBWIIaTa, ONPEICICHU OT HACTOSIIUS pErJaMeHT, C
M3KITIOYCHNE Ha MPHJIOKUMHTE OOIIM M3MCKBAaHUS 3a 0€30MacHOCT | JIeHCTBHE, CTUTA Jla ca

CITa3CHU OIPCACIICHU YCIIOBUH.

Toit uenu HOJIO6p51BaHC Ha 0e30I1acHOCTTa Ha MalIMCHTUTEC, KaTO BbBCIK/A TO-CTPUKTHHU
npoucaypu 3a OLCHABAHEC Ha CBHOTBETCTBUCTO 3a Ja rapaHTupa, 4e HEOC30MaCHUTE WJIN
HECHOTBETCTBAIIM U3JCIINUA HAMA JJa CC OKaXXaT Ha Iasapa U 1IC uMa KOHTPOJI CJIC] ITYCKAaHE

Ha 1ma3apa, 1o OTHOCHUC Ha CHABPKAIUTC HAHOYACTUIIH.

2 Esponeiicka komucusi-Jupextusu-https://health.ec.europa.eu/medical-devices-sector/directives_bg.
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CermacHo TO3M periaMeHT TpsOBa Ja ce OTHeds CHeNHalHO BHUMAaHHE Ha
HAaHOMATEPUAIUTE MPU MPOEKTUPAHETO U IMPOU3BOJCTBOTO HA MEIULMHCKU u3aenusd. Toiu
BKJIFOYBA M3MCKBAaHE 32 HAMAJSIBAHE BbB Bb3MOXXHO Hal-TOJIsSIMA CTENIEH Ha BCUYKU PUCKOBE,
CBBP3aHM C pa3Mepa U CBOMCTBAaTa HAa HAHOYACTUIIMTE, KOUTO C€ OTAENAT WIM MOrar Jia ce

OTACJIAT B OpraHrM3Ma Ha IOJI3BATCIIA.

[Tpe3 nexemBpu 2021 ce npue Permament 2021/2226 3a ompenensHe Ha MpaBuia 3a
npuiaranero Ha Permament 2017/745 na Esponelickus mapiameHT W Ha ChbBera 1O
OTHONICHHE Ha EJIEKTPOHHUTE UHCTPYKLUHU 33 yHoTpeOa Ha MEAUIIMHCKUTE U3enus. B Hero e
pasmucaHa BB3MOXKHOCTTA 3a IPENOCTaBSHE HAa WHCTPYKIHMU 3a yrnoTpeda B eNeKTpOHHA
¢dopma BMecTO Ha XapTueH HocuTell. BpBeneHn ca e(h)eKTUBHU CUCTEMH U MPOLEAypH, KOUTO
rapaHTupar, 4e NOTpeOUTENUTEe Ha H3JEIHETO, KOUTO Ca HU3TEMNIUIM HHCTPYKIMHUTE 3a
yrnotpeba OT UHTEpHET CTpaHHIlaTa, MoraT Ja ObAaT yBeIOMEHH B CIy4ail Ha aKkTyaau3aluu
WIM KOPUTHPAIIH JIEHCTBUS 1O OTHOIICHWE Ha TE€3W MHCTPYKIHMH 3a yrmoTpeda. Ha caiita ca

JOCTBIIHY BCHYKH M3]a/IeHH MUHAIN eJIeKTPOHHU BEPCHH HA MHCTPYKIIMHUTE 3a yrnorpeba.’

WudopmanusTa 3a HaYMHA HA JOCTHII JO MHCTPYKIMHUTE 3a ynorpeba B €JICKTPOHHA
dopma cpabpxka cbmo: 6azoBuss UDI-DI Ha wu3nenwero, KakTo M BCSKa JOMBIHUTEITHA
uH(pOpMAIIKs, KOSTO MMO3BOJISIBA HICHTU(DUIIUPAHETO HA U3/ICITUETO, BKIIOYUTECIIHO HETOBOTO
HAUMEHOBAaHHE U, aKO € MPWIOKHUMO — MOACH. Tasu uugopmayus u peeiameHm e
APUNLOCUMA U 3a ObI2apcKume npou3eo0ument Ha MeOUYUHCKY uzoeius, Koumo ciedsa oa
npeosuosm paspabomearnemo Ha yeb-06a3upanu npuiodceHus ¢ UHCmpyKyuume 3a ynompeoa,

8 eIeKMPOHHA YOPMA U MONHCe 0A CHOBPIHCA CUMBONU U 2PAPUKU, 8UOe0- UIU ayouodaiiiose.

C ornen mpunoxxenue Ha uznckBanusta Ha EC e usrpanen EV/[AME/] - 3awumen yeo6-
bazupan nopman, Oelicmeawy Kamo 6a3a OaHHU 3a O0OMeH Ha UH@opMayus medxncoy

HAYUOHRAJIHUME KOMNemeHniHu ejiacmu u Komucusma 6 coomeemcmeéue C peciamenmume.

Cp3naBaHero Ha eBporelicka 0a3a qaHHM 3a menuuuHckute uzaenus (EUDAMED) e
eINH OT KIIOYOBHUTE aCMeKTH Ha HOBUTE MpaBuUia 3a MeAWIHMHCKUTEe m3aenus (PermameHT
(EC) 2017/745) n memgunuHckuTe u3fenus 3a uH BUTpo nuarHoctuka (Permament (EC)
2017/746). llenu nma mpeaoCTaBH KMBAa KapTHHA HA YKM3HEHHS IUKBJI HA MEIUIIUHCKHUTE

uznenusi, koutro ce mpeniarat B EBpomneiickus cbto3 (EC). Toil me uHTErpupa pa3inyHu

8 PETJIAMEHT (EC) Ne 207/2012 ot 9 mapt 2012 roauHa OTHOCHO €JIEKTPOHHHMTE HHCTPYKIIUHU 32 ynoTpeba Ha
MeauuuHCKuTe m3menus - \Web  site of Cayxba 3a nyGnukanmm Ha  EBpomeiickus  cbio3
https://op.europa.eu/bg/publication-detail/-/publication/4e4adbfb-410f-4ed9-b3al-462e0d1cf276
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€JIGKTPOHHH CUCTEMH 3a chOupaHe u 00paboTka Ha MHPOPMALIUS 32 MEAULMHCKH YCTPOWCTBA
U CBBbp3aHU KOMIIaHUM (Hamp. mpousBoguTend). Ilo To3m HauymH MMa 3a Hesn Ja noaoopu
ISUIOCTHATA TIPO3PAYyHOCT, BKIIOUUTEIHO 4Ype3 IMO-J00Bp XocThll 10 HH(opmanus 3a
OOIECTBEHOCTTa W 3JAPAaBHUTE CICHHMAINCTH, W Ja MOA0OPH KOOpAMHAIMATA MEXKIY

pasnuuHuTe AbpKaBu-unenku B EC.*

MexyHaponHusar (GopyM Ha peryiaTopuTe Ha METUIIMHCKU W3ENdsi OT LS CBAT €
TO0OpOBOJIHA TpyIa OT PEryJaTopy Ha MEIUIIMHCKU M3JENUs OT IS CBSIT, KOUTO ce ChOMpar
3a Jla HaArpakaaT BbpPXY CHIIHAaTa OCHOBoIoaramia pabora Ha PaboTHara rpymna 3a riobanna
XapMOHU3aIMs HAa MEAWIMHCKUTE W3JENUs M WMa 3a el Ja YCKOPH MEXKIyHapoaHaTa

peryjiatopHa XapMOHU3alug U cOmmkaBaHe.

@opymbT € cb3ganeH mnpe3 okToMBpu 2011 1., Korato mpeacTaBUTENIM Ha
peryjaaTopHUTE OpraHM 3a MEAMLUMHCKU u3aenaus Ha ABctpanus, bpazunus, Kanana, Kuraii,
EBponelickua cbro3, Snonus u CbeauHeHute martd, Kakro U CBETOBHATa 3paBHA

OopraHusanus €S CpiiHaxa B OTaBa, 3a Aa CC O6’praT KBM CBb3JaBaHCTO U pa60TaTa Ha TO3U

HOB (OpYM.

CrpemMu ce na moaxbpxka paOOTHH B3aMMOOTHOUIEHUS C JPYTH MEXJIyHapOAHU
cyOeKTH, perMoHalIHU OpraHu3aluu Wi ,, I [apTHROPCKM OpraHu3anuu’, KOUTO UMaT B3auMEH
WHTEPEC B PEryJIaTOPHUTE JAEWHOCTH 332 MEIULHMHCKU W3JENNs, KOUTO €A MPIKO CBBP3aHHU C
o0ImuTe ey 32 HachpyaBaHe Ha Iyio0anHaTa KOHBEPIreHIUs, MOOUIM3UpAHEe HAa pecypcu U

MMpeaOCTaBsAHC Ha 0e30ImacHo U e(l)eKTI/IBHO MCIUIIMHCKHU U3OCIINSA B CBETOBCH Mama6.5

ISO 13485 e mpunoxum 3a BCUYKM OpraHU3AIMU, KOWTO HU3BBPIIBAT JCHHOCTHU IO
IpOeKTHpaHe, pa3padoTBaHe, MPOU3BOACTBO U THPrOBUS C MEIUIIMHCKU U3/ETUs, KAKTO U 3a
bupMu ¢ JeHHOCT 1O MPOEKTUPAHE, TPOU3BOJICTBO, JOCTABKA, MHCTAJIMPAHE U MOJIPBKKA Ha
MeAMIMHCKa anapaTtypa. Benpeku ue ISO 13485 e camocTosTeneH crangaprt, TOM € CXOlIeH
no o6xBat u HacoyeHocT ¢ ISO 9001 Cucrtema 3a ynpaBieHue Ha KadyecTBOTO. Toi chabpka
JOIBJIHUTENTHN U3UCKBAaHUA, CIEIM(PUYHN 32 OPraHU3alMH, aHTAKUPAHU C KU3HEHUS LUK
Ha MEIMIIMHCKH M3CIUS, JJOKaTO M3KIIFOUBA HIKOW OT m3uckBaHuaATa Ha ISO 9001, xouto He

Ca oAXoasAlIrM KAaTO HOPMATUBHU H3WCKBAHMHA. HOI[O6H0 Ha BCHYKHU CTaHAAPTU Ha ISO 3a

4 EUDAMED - European Database on Medical Devices - https://ec.europa.eu/tools/eudamed/#/screen/home,
www.softgroup.eu/bg/2021/06/03/blog-eudamed-the-key-role-of-each-module/

5 Veb6 caiit ma International Medical Device Regulators Forum (IMDRF) - https://www.imdrf.org/
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yrpaBJICHUC HAa Ka4C€CTBOTO, TOU € npeaHa3HauCH Ja 6’[:,[[6 HWHTCIpHUpPaH B CHIICCTBYBALIUTC

CHUCTCMHU 3a YyIIPABJICHUC HA KAaUYCCTBOTO HA OpraHu3anudara.

Cucremure 3a YIIpaBJICHUEC HAa KAYCCTBOTO Ca BaXKHU 3a MEAULIMWHCKHUTC U3ACIINA, KOUTO
CC M3HUCKBAT OT HOPMATUBHUTE aKTOBC B IIOBCYCTO OT 3aKOHOAATCIICTBATA, 3a IIBJICH KOHTPOJI
Ha JKU3HCHHA HUKBJI Ha IPOAYKTA. CHCHOB&TCHHO AKTYAJIM3UPAHCTO € HCO6XOI[I/IMO, 3a Ja C€
OTpa3AT MNOCICOAHUTC NOCTHIKCHHA B oOylactra Ha TCXHOJIOTHMHUTEC, KAKTO M OYaKBaHUATA Ha

IMPOU3BOAUTCIIUTE U PETYJIATOPHUTE BJIACTH.

Cred nooobpenusma 6 HOBOMO U30AHUe HA CMAHOAPMA € BUOHO, He 00Xeama ce
pazuupasa 00 8CUYKU OP2AHU3AYUU, VUACMBAWU 6 JHCUSHEHUS YUKBI HA NPOOYKma - om
emana Ha NpoeKmupaHe 00 OKOHYAMENHOMO U3BEHCOAHe OMm eKcnioamayusi - no-00opo
XapMOHU3UPAHEe HA HOPMAMUBHUME USUCKEAHUSL U NO-20JAM AKYEHM 8bpXY HAONI0OEeHUeno

cneo nycKkanemo Ha nasapa.

Upe3 BHeApsiBaHE HAa TO3W TUII CHCTEMa 32 yIpaBJICHUE OpraHU3alHsTa rapaHTupa, 4e
CC MpujaratT M3WMCKBAHHATA HA MAUCHTUTC W NPUIIOKHUMUTC HOPMATHBHHU HW3UCKBAHUA I10
OTHOILIEHHE Ha MEIULMHCKUTE H3JeNUs M YCIyrure, cBbp3aHu ¢ TAx. OcurypsiBa ce
CHOTBETCTBUETO Ha MEJUIMHCKUTE W3JCIUS W YCIYrHTe, CBBP3aHH C TAX, CIPSIMO
OPWIOKUMUTE H3UCKBaHUSA. OcHOBHUTE mHoi3u oT crapaapra [SO 13485 ca nmocten 1o
MeXayHapoaHu maszapu. [loamomara ga ce onpenenaT MEXaHn3MHUTE 3a HaOJIIOJICHUS U KaK Ja
ce MoaoOpsBaT MpOLIECUTE 3a OCUTypsiBaHE Ha O€30MacHM U KaueCTBEHH MEIUIIMHCKU

HU3JCIIHA ITPU CTIa3BAHC HAa BCUYKU ITPUITIOKUMU U3UCKBAHUA.

1.2. KJIACUDHUKAIINN, CE CEPTUOUKATH HA MEJIUIIMHCKATE
U3IEJTUS

B cBeroBen Mamial® ca mpu3HaTH JBE CUCTEMH 3a Kiacu(ULMpaHe HA MEIUIMHCKUTE
U3JIEeNNsl, KaTo 3/JpaBHAa TEXHOJIOTHS - ,,YHHMBEpCalHAa CHCTEMaTra 3a HOMEHKJIaTypa Ha
MEIUMIUHCKN u3nenua™ u ,,J'modanHa HOMEHKJIAaTypa Ha MeIUWIUHCKUTE u3aenus’. Beska

AbpiKaBa peiiaBa caMa KoAa KJ'IaCI/I(l)I/IKaHI/Iﬂ Ja U3I10JI3Ba.

VYcnoBusara Ha YHUBepcaliHa CUCTeMara 3a HOMEHKJIaTypa Ha MEIUIIMHCKY U3JIeIus ca
XapMOHU3UpaHu ¢ KiacudukanronHata cucrema, usnonssana B CAILl. Te ce moaabpxkaT oT
N3cnenoBarenckus MHCTUTYT 3a criemHa nomoin Ha CALL. CuctemaTa u3nona3Ba yHUKaJEH 5-

mudpeH KOoJ 3a ONMCaHWe Ha ONPEJeNICHH YCTPOMCTBA W ChHIIECTBYBa Ha JECeT e3hKa.
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A3snatckara cucrema 3a HOMCHKIJIaTypa Ha MCAUIIUHCKUTC U3JACIIMA, U3I10JI3BaHa B OTPAHUYCH
Opoil a3umaTcKu CTpaHH, € MPOHM3BOJHA HAa YHMBEpCalHa CHCTEMaTa 3a HOMEHKIATypa Ha

MCIULIMHCKH I/IS,Z[CJ'II/IH“ 1 € HaITbJIHO CbBMECTHUMA U B3aMMHO3aMCHsIEMaA.

B EC ce usnonssa ,, I mobasiHa HOMEHKIIATypa Ha MEIUIIMHCKUATE W3IEIHSA", KOSITO Ce
npuiaara ot 01.11.2001 r. T« e pa3paboreHa Ha 6a3ara Ha MIECT MUPOKO PA3MPOCTPAHCHH JI0
TO3M MOMEHT B CBETa HOMEHKJIATYpH U yCTaHOBsiBa 16 kareropuu MeauIMHCKU u3genus. Ha
€BPOIECICKO HUBO BCUYKH JIbpkaBu wieHkr Ha EC u3momssar ,,['1o6anHa HOMEHKIaTypa Ha

MEOUIIMHCKUTE U3IEINA",

['moGanna HOMEHKJIAaTypa Ha MEIUIIMHCKUTE M3JENUs CE YIpaBisABa OT AreHIusATa 3a
rino0agHa HOMEHKJIATypa Ha MEAUIMHCKUTE U3/eNUs, KOATO € OpraHu3alys ¢ UieanHa el u
peructpupaHa OJaroTBOPUTENIHA OpraHU3alus, KOATO C€ OTYMTa Ipe] CBOS ChBET Ha

HACTOATCIINTC, KOUTO IMPCACTABJIABAT PEIryJIATOPUTC HA MCAUIIUHCKHU U3JCIINA U HHAYCTPHUATA.

Wznon3Banero Ha cucremara UDI cpmio 1psiGBa na momoOpu 3akylmyBaHETO U
peUMOYpCHHUTE TIOJUTHKU 3a YIPaBJICHHWE Ha 3alacWTe OT 3JIpaBHUTE MHCTUTyIWU. HoBara
cucTeMa Ie ce Mpujiara 3a BCHYKM MEAMLIMHCKY U3/EIIUs OCBEH 3a U3paOb0TEeHHU 0 MOPBUKA U
YCTPOMCTBA 3a U3CJIE/IBaHE U CE OCHOBAaBA OCHOBHO Ha MEXJIYHApOAHO MPU3HATU NPUHLIUIIY,

MMO-CIICMAaIHO YPE3 U3II0JI3BAHC HA I[G(i)I/IHI/IIlI/II/I OT OCHOBHHUTC THPIrOBCKH ITAPTHLOPH.

CeoranacHo 3MU, "CE" maprxuposkama c¢ epagpuuno uzobpadiceHue ce HaHACS BBHPXY
MEIUIUHCKOTO M3/eHe Mpelu MyCKaHeTO My Ha Ia3apa W/WIM MyCKaHeTo MYy B JieiicTBHE,
TpsiOBa Jla ce pa3uMTa JIECHO U Jla He MOXe Ja ce 3anuun 6e3 cienu. "CE" mapkupoBkara ce
HaHacsl Ha BUJUMO MSICTO BbpPXY M3/EIHETO, B MHCTPYKIMATA 32 yHoTpeOa U BbpXy HEropara
CTepujHa ONAaKOBKa, ako HMa TakaBa. Korato € BB3MOXHO, TS C€ HaHacsi U BBPXY
noTpeOuTeNcKaTa ornakoBka. MiMa BuCOUMHA Hail-Manko 5 MM, ako ChOTBETHaTa Hapezada 1o
wi. 18 He npensmxaa apyro. llpu HamansBane wiam yBenuuaBaHe pasmepa Ha "CE"
MapKHMpOBKaTa MpONOpLUUTEe B rpaduuyHaTta Mpexa TpsOBa na Obgar cnaseHu. ToBa e
OCHOBHO HM3HCKBaHE, KOETO CBHIIO € HEeoOXOIUMO Ja Ce aKTyaJu3upa OTHOCHO CpPOKOBE M
nosnHoBsiBaHe. CunTa ce, ye W3JAeNUATa, Pa3InYHU OT M3JENNATa, U3padOTEeH!U IO MOPHYUKA,
WIM OT U3JEJINATAa 3a KIMHUYHO W3IUTBAaHE, Ca B CBHOTBETCTBUE C HW3HUCKBaHMATA Ha
HACTOALIMUS PETJIAMEHT, KOraTo BbPXY TAX € HaHECEHAa MapKUpoBKaTa 3a cboTBeTCTBHE ,,CE®,

ONHCaHa B IPWIOKEHUE V.

KbM MmapxupoBkara ,,CE* ce npunarat oOuiuTe NpuHIUNM, onpeaeneHu B wieH 30 ot

Pernament 765/2008. MapkupoBKaTa € HalIM4YHA U B MHCTPYKLIMHUTE 3a yrnorpeda M BBPXY
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THProBCKaTa OMakoBKa. MapKHpoOBKaTa ce HaHacs Mpead M3AEIHEeTo Aa ObJe MycHaTo Ha
nazapa. Ts moxe na Obae ciefBaHa OT MUKTOrpaMa MM HAKAKbB JPYr 3HAK, YKa3Ball
crienMalieH puck uim ynorpeda. Koraro e npuioxxumo, € cieqBaHa oT UIEHTH(PUKALMOHHUS
HOMEp, OTroBapsll 3a IPOLEAYPUTE 3a OLEHSABAaHE Ha CBOTBETCTBUETO IO 4iIeH 52.
W nenTuduKamoHHUAT HOMEP Ce IMOCOYBA U BbPXY BCEKH PEKJIaMEH MaTepuall, KOWTO yKa3Ba,
4ye M3JEJIMETO OTroBaps Ha M3UCKBaHMATA 3a MapkupoBka. Korato xpM wuszpenusita ce
IIpWIaraT Apyru 3aKOHOAATEIHH akToBe Ha Cbr03a, KOUTO CBILO IPEIBHKAAT HAHACSAHE HA
MapKupoOBKa, MapkupoBkara ,,CE® yka3Ba, 4e m3enusTa OTroBapsAT HAa M3UCKBAHUATA U HA

JPYTUTE 3aKOHOJATEIHU aKTOBe.

1.3. ITA3AP HA MEIULIMHCKU U3JAEJUSA

Hanuue e orpomHo pasHooOpa3ue Ha BUI0BEe MeIUIMHCKHY u3nenus. [1o nanan na EK
Ha eBponeiickus nazap cpuiectByBaT Hax 500 000 paznuuHu BUAA MEAMIIMHCKU HM3IENHS,
KOUTO Morar Ja ce ooxBaHaT B 16 Buga u Hag 10 000 reHepuyHU TpyIu U OTPOMEH 001 00eM
1 BHUCOK PBCT Ha MPOM3BOJCTBOTO B CBETOBEH Marad. OOmuAaT o0eM Ha MPOU3BOACTBOTO Ha
MEIUIIMHCKU U3JIeJUsl B CBETa ce€ OIleHsBa Ha okojo 315 mupa. ponapa. ['oaumiHOTO
MIPOU3BOJICTBO Ha MEAMIIMHCKUA u3Aenus Ha teputopusita Ha EC ce omeHsiBa Ha okojo 96
Mipa. eBpo. OgakBa ce TVIOOANHMS TMa3ap HAa MEAMIIMHCKH W3JEaus Ja jgocturHe 445,1
MHIIHapaa aonapa 1o 2026 r.” UaaycTpusTa Ha MEIMIMHCKH U3JeNus € Obp30 PasBHUBAIL Ce
nasap, JABM)KEH OT MOTPEOHOCTUTE Ha MAIlMEHTHUTE, HachpyaBallld KOMIIAHUUTE 3a HayKa 3a
’KMBOTA JIa pa3pab0TBAT MHOBATUBHH TEPAIHMH 3a MOI00psABaHE HA 3PAaBETO U KaueCTBOTO Ha
KUBOT. [Ipe3 2019 o. enobannusm nazap na meouyurcku uzoenus e 456,9 mapo. donapa.
Pacmesicom e pesynmam om napacmearne na 6pos Ha 30pagHume 3a8edenuss, paxooume 3a
30paseonazeare, mexHonro2uunusi Hanpeovk. Cnucvkvm nokazea mon 10 na Haii-eonemume
KOMNAHUU 34 MeOuyuHcku uzoeausi 6 ceema npez 2020 2 . B Epona uma nouru 27 000
KOMITAHMHM 32 MEIUIIMHCKH TeXHoJIoTuH. [loseuemo om msax ca oOazupanu 6 Iepmanus,

cneosanu om Obedunenomo kpancmeo, Umanus, llgetiyapus, Mcnanus u @panyus.

EBpomnelickuaT ma3ap Ha MEIWIIMHCKKA TEXHOJOTHU ce OleHsBa Ha oxoio 140
munuapoa espo npez 2020 2. VI3TbKHATUTE WTpaydl HA CBETOBHHS E€BPOIECUCKM Tazap Ha

MenuIuHCKH m3nenust ca Siemens Healthineers, ['epmanus, GE Healthcare, CAILI, Philips

6  PEIJIAMEHT (EC) 2017/745 HA EBPOIIEMICKUS TIAPJJAMEHT U HA CBBETA -
https://vdocuments.pub/oe-2017-745-o0e.html?page=1

7 Yeb6-caiit HoBHHU- https://www.prnewswire.com/news-releases/the-global-medical-device-market-is-expected-
to-reach-445-1-billion-by-2026--301450240.html
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Xomannaus, Abbott, CAIL], Medtronic, Upnaumus, Stryker, CAIIl) Boston Scientific, CALL],
Asahi Kasei Medical, Slnonus, B. Braun, I'epmanus, Baxter International, Inc.,CAIII,
ResMed, CAII], Masimo, CAIIl u KARL STORZ, I" epMaHI/Iﬂ.8 EnHO oT Hali-u3I0/I3BaHUTE B
beiarapuss MEIMIMHCKH H3J€TUs 32 OOJHWYHA IMOMoIl €  MeauKaMeHTO3HOU3IbYUBAIIN
(JlekapCTBOM3IIBYBAIIN) CTEHTOBE, CTOMHOCTA Ha KoeTo ce 3amama or H30K u e 448 nB.
HabumronaBa ce 3HaunTEIHO HaMasiBaHe Ha cToiHOCTTa, KoATo H30K 3amnama npes 2022 r.

CPaBHEHO ChC CTOifHOCTTA oT 910 1B, TIpe3 2017 1. °

Cnopen nndopmanus 3a CuChK Ha MOAJUCTPUOYTOPH, TIOCOUYEHH OT M3IMBIHUTEIH
no noroBop ¢ H30K 3a 3amnamane Ha MEAMIMHCKY U3Jenus Te ca 45 ¢pupmu, nyoIuKyBaHH
Ha crpanunara Ha H30K oT xb/1eTo € BUIHO KakTO KOM Ca OCHOBHHTE (PMPMHU THPrOBIM Ha

CApO C MCAUIIMHCKHU U3ACIINA TaKa U TCXHUTC HO,I[I[I/ICTpI/I6YTOpI/I.10

1.4. IUPPOBHU TEXHOJIOI'MA U HEPCIIEKTUBU

OOwonpuero €, 4e peuMOYpPCHUTE MOJUTHKM Ca BaKHUM OT TIJIe[lHA TOYKa Ha
HaY4YHOM3CJIE0BATENICKA U pa3BOiiHA JEMHOCT Ha MOTEHLUAIHN HOBAaTOPH HA TEXHOJOTHUTE B
o0J1acTTa Ha 3/paBeona3BaHETO U MHBeCTUTOpH B boearapus. [loqueprana e HeoOxoauMocTTa
OT Cb3aBaHE HA EJIEKTPOHHO IPHWIOKEHHE 3a IPOBEXKJAHE HA THProBE 3a MEJULMHCKU

HU3JCJIMA U ITPOMAHA B CTPYKTYpATa HA AAMUHUCTPHUPAHEC.

PenMOypcHHUTE MOIUTHKU 32 MEIUIMHCKUTE u3nenus B bbiarapus ca B npoyec Ha
Xapmonusupaue ¢ esponeicKkume cmanoapmu 3a eneKmpoHu3ayus U 3aKOHO8U pasnopeoou.
ToBa o00aue M3MCKBA JOMBIHUTEIIHA XapMOHHU3ALMs MO OTHOIIEHHWE Ha MPO3pAavyHOCTTAa Ha
MEXaHM3MHUTE, pErynupaiiy [eHooO0pa3yBaHeTo H JlupekTuBaTa 3a MPO3PAvYHOCT, KOUTO
MpeIBIKAAT, Y€ Te3W MEXaHU3MU TpsAOBa Ja ce OCHOBAaBaT Ha OOCKTUBHU M MPOBEPUMH

kputepun. HezaBucumo oT numncaTta Ha XapMOH

M3UpaHo 3akoHojaTecTBO Ha EC OTHOCHO 11eH000pa3yBaHETO M peUMOYpCUpPAHETO
Ha MEAMLMHCKU U3ACIHS, uUmMa cbmpyonuidecmeo Ha nuso EC no omuowenue na oyenkama
Ha 30pagnume MeXHONO02UU MedHcOy HayuoHannume opeaunuzayuu. Pa3paboTBaHeTo Ha

IIOJIMTHKH 3a peHM6ypcnpaHe Ha MCIUIWHCKHW HU3ACTIHA U3HMCKBA ITIO3HAHUSA B MHOI'O obnactn

8 VYeb cair nasapu-European Medical Devices Market -
https://www.marketsandmarkets.com/pdfdownloadNew.asp?id=241277169

® Untepner crpanuna na H30OK-https://www.nhif.bg/page/1467

1 Mureprer crpanuna na H30K -https://www.nhif.bg/page/2345
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U Tpefrosara no3HaBane Ha jneiicraniure nonutuky B EC. Konkorto nmoBeue nma pazOupane
Ha pa3jIMYHUTE MEXAaHU3MH, KOUTO CBIIECTBYBAT BbB BCSAKA OTJEIHA CTpaHAa M aKTUBHO CE
AQHTKUPAT YYAaCTHULUTE C KIOYOBUTE CH OTIOBOPDHH DOJM, TOJIKOBA IIO-BEPOSITHO €
IIOCTUTaHE Ha CUTYPHOCT 3a KOMIIAHUUTE, peuMOypcupaliaTa MHCTUTYLUS M 3]paBeTo Ha
rpaxxaanure. [losBsBaT ce NPUIOKEHHUs, KOUTO Ca MHAYCTPUAIHHU ,IPAJUBHHU EIEMEHTH",
NPUBIMYAT WHBECTUIMM M WHOBALMHU Ha JPYyrd GUPMH 32 JOMBIHUTEITHH HPOAYKTH WU
ycIayru. 3a Jla ce KOHKYypUpaT U Ja HeyYelsT B Te3U €KOCHCTEMHM, KOMIIaHUUTE TpsiOBa aa

Hay4aT HOBHU CTpElTel"I/II/I.11

Cucremure 3a HaONIOJEHUE ca NpPEAHA3HAUCHU Ja IPEAOCTAaBAT HAa IEpCOHAla B
obslacTTa Ha OOIIECTBEHOTO 3/paBeola3BaHe HEOOXOIMMH YMEHHS 3a IPOTHO3HMPAHE,
OTKpHBaHE, YNpaBlieHHE, WH(pOpMamus MEXIy BCHYKM areHIMW W JIMIaTa, B3eMalln
pemienus. Cucremure 3a OOIIECTBEHO 3/paBeola3BaHe Ca BB3NPHENIHM 3JpaBHATA
uHpoOpMaTHKa W WHPOPMAMOHHUTE TEXHOJOTMH, KAaTO IOTCHIMAIIEH WHCTPYMEHT 3a
TpaHcopmalusi 3a M0oAOOpsBaHE Ha CHUCTEMUTE 3a HAONIOJEHME B pEaTHO BpEME,
KOMYHUKaIMsI ¥ CHOACISIHETO Ha MH(pOPMAIUs MEXKAY Pa3IUuHH areHuuu. Bbrnpeku Tosa,
UMa HYXJa OT OlIe IM0-CTa0MiHa TEXHOJOTUS 3a TOAO0OpsiBaHE Ha aJEeKBaTHOTO
IMPOrHo3upanHe, CIoACIAHCTO Ha IOaHHWU U e(beKTI/IBHaTa KOMYHUKalWsA, H3I0J3BAHCTO Ha
uHpopMaTukata W HUH(POPMALMOHHUTE TEXHOJIOTMM M TIXHOTO BB3JEHCTBUE BBPXY

MpEaOCTaBAHCTO Ha O6I.I.I€CTBCHO 3npaBe.'12

[Tpu3HaBaiikyu BakHaTa pojsl Ha 3ApaBeTO M TexHojoruure, 60-ra CBeTOBHA 37paBHA
acambOiess akIEHTHpa BbPXY HEOOXOAMMOCTTa OT YCTaHOBSIBaHE Ha NMPUOPUTETH B M300p U
yIpaBieHUE Ha 3IPaBHU TEXHOJOTMH — KbJETO CE€ MPErnopbyuBa 3a MEIULIMHCKUTE U3AENUs
MHUHHCTEpCTBaTa Ja pa3paboTBaT HAIlMOHATHU CTPATETuH, BKIIOYUTEIHO pa3pabOTBaHETO Ha

CHUCTCMHU 3a OLICHKA, IIJIAaHUPAHE, Ha0aBsiHE U YIIpaBJICHHUC HA 3ApABHU TGXHO.]'IOFI/II/I.]'3

Ta3u pesomonuss BkmouBa: [la cwpOupa, mnpoBepsiBa, aKTyaau3upa U OOMEHs

I/IH(l)OpMaHI/IH OTHOCHO 3ApPaBHHUTEC TCXHOJIOTHWH, ITO-CIICHHUATIHO MCIUIWHCKU H3ACIIUA, KATO

11 platforms, markets and innovation, Anabel Gawer, DOI:10.4337/9781849803311.

12 National Library of medicine-Public health delivery in the information age: the role of informatics and
technology- Public health delivery in the information age: the role of informatics and technology, February 2019,
Perspectives in Public Health 139(6):175791391880230 - DOI:10.1177/1757913918802308

13 World health organization Global Atlas of medical devices-
https://www.who.int/publications/i/item/9789241512312
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IIOMOI 32 TSIXHOTO MPUOPUTH3MpAHE Ha HYKIUTE U paslpeneicHue Ha pecypeure. [la
dopMynupa 1O TOAXOMAAN] HAUYWH HAIMOHAIHU CTPAaTeTMH M IUIAHOBE 3a Ch3/aBaHE Ha
CHCTEMH 3a OLICHKA, IUIAHWpaHEe, CHAOJsiBaHE M YNpaBICHUE HA 3]PaBHU TEXHOJOTUH, IO-
CIEIMAJIHO MEIULUHCKU U3JENINs, B CbTPYJHUYECTBO C IIEPCOHAN, y4acTBall B OLEHKaTa Ha

3APABHUTC TCXHOJIOIMH U 6I/IOMCIII/H_[I/IHCKO HHKCHCPCTBO.

Jla W3roTBM HAIMOHAIHU WIM PErHOHATHH HACOKU 3a J00pO MPOHU3BOJICTBO H
perynanus M TMpaKkTUKUA 3a Ch3JlaBaHE HAa CHUCTEMH 3a HaOJIOJIEHWE U JAPYTrd MEpKHU 3a
rapaHTUpaHe Ha KaueCTBOTO, OE30MaCHOCTTa U €(PUKACHOCTTa HA MEAMLMHCKUTE U3JETUS U
KOraro € YyMECTHO, Jla ydacTBaT B MEXKIyHapoaHa XxapMoHu3auus. Jla cwp3naBa mpu
HEO0OXOUMOCT PErMOHAIHN U HAlMOHAJIHMW MHCTUTYLIMM IO 3/IpaBHU TEXHOJOTHH, U Ja CU
CHTPYIHUYM U Ja M3rpajgyl NapTHHOPCTBA C JIOCTABUMIIM Ha 3/PAaBHU YCIYTH, WHIYCTPHUS,
acollMalliy Ha MalMeHTH U IpodecuoHalHU, HAyYH! U TEXHUYECKU OpraHHu3aIiy; Aa cbOupa
uHpOpManus, KOSTO 0OBbP3Ba MEAULIMHCKUTE M3/ICIHS, KOUTO CE€ 3aHMMAaBaT C PUOPUTETHU
CbCTOSIHUSL Ha OOILECTBEHOTO 3/paBE Ha pa3jIM4HU HUBA HA IPUXKU U B PA3JIMYHU YCIOBUS U

cpenu, ¢ HeoOXoauMaTa HH(GPACTPYKTYpa, IIPOLEAYPHU U TIOIUTHKY. 4

Ha ©0a3a Ha ropeu3OpoeHUTEe MNpUMEpPH, HOKYMEHTH M (akTH c€ H3BbpIIBA
dbopmynupane Ha Konyenyus 3a peouszaiin Ha noaUMUKUME HA peumoOypcupamne Ha
Meouyuncku uzoeauss B bbiarapus, KaTo ce aHajJu3Mpa CeramiHaTa CUCTeEMa U peuMOYpCHH
noJuTuku. bearapus ce Hapexna Ha 28-0 MsAcTOo OT 28-Te nbppkaBu — wieHkH Ha EC B
WNunekca Ha EBpormeiickaTa KOMHCHS Ha HaBIM3aHETO Ha LU(POBUTE TEXHOJOIMU B

MKOHOMHUKaTa 1 oomectsoto (DESI) 3a 2020 r.1°

Jurutanuzanusra € clioKeH MHOTOCTPAaHeH M MPOABIDKUTENIEH Mpolec ¢ Mamad Ha
BB3/IEHCTBUE U CIIO)KHOCT Ha B3auMojeicTBusATa. 73 u oueumannama mpaucgopmayus na
30pasnume yciyeu —ce pazenedxicoa Kamo 6adceH U GlusmeseH npoyec eue C O0KaA3ano
3HAUUMENHO GIUSAHUE BbPXY MEeKYWOomo 30paseonazéane, peumoOypcHume NOIUMUKU U
30pasHU cucmemMu U ce oYaKea 0a umMa owje no-QhYHOAMEHMANHU 6b30elCMBUs BbPXY

npeodocmaessaHemo Ha 30pasHu  epudicu 6 Ovdewje. JlUruTamM3amMATa C€ OTHACS [0

14 yuTepHer cTpaHuIa Ha MUHKUCTEPCTBO Ha 3apaBeonassaneTo- HAITMOHAJIHA 3JPABHA CTPATET A
2021-2030:
https://www.mh.government.bg/media/filer_public/2020/12/29/proekt na_natsionalna_zdravna strategiia 2021-

2030.pdf,
https://www.mh.government.bg/media/filer public/2022/07/26/proekt nzs 2030 .pdf

15 Hnrepuer crpamuna na Espomeiickata komucus-https://digital-strategy.ec.europa.eu/en/library/digital-
economy-and-society-index-desi-2020
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M3II0JI3BAHECTO Ha L[I/I(ppOBI/I TCXHOJIOTMHU B KOHTCKCTAa Ha MPOU3BOACTBOTO U NOCTaBKaTa Ha
IOPOAYKT WK ycayra. TakuBa HuppoBU TEXHOJIOTHH MTO3BOJISABAT 12 OBJAT 3[PaBHUTE YCIYyTH
— Jla OpraHM3upa, MPOM3BEKIAa M JOCTaBs MO HOBM HauuHU. [IpaBuTencrBata TpsOBa na
UTPAST MO-aKTHBHA POJIS B MO-HaTaThITHATA ONTUMHU3AIMS KaKTO Ha MpoIleca Ha B3eMaHe Ha
pelieHuss W Ha CBBbpP3aHHUTE pe3ynratd. Te TpsOBa jga HamepAT OalaHC MEXIy
LHEHTpaIM3UpaHa U JIeleHTpaiu3upana jaeHoct. OCBeH TOBa MO-IIMPOKaTa MOATOTOBKA Ha
cUCTEeMara Ha 3JIpaBeolla3BaHe, 3a Ja MOXE Jla C€ CIOpaBd C JUTUTAIM3AIUATA, OT
00pa3oBaHUETO, TpPE3 peryjJaTOpHU MPEANOCTABKH, 10 BHEAPSBAHETO HA CHUCTEMH 3a
MOHHTOPDHHT 3a HaOmoJeHue Ha edeKkThTe BBPXy paboTara Ha 3ApaBHATA CHUCTEMA.
Jururanuzanusata €  CIEAOBAaTEIHO ChIIO  IMO-MAJKO ,, TEXHHUYECKU mpolec, a

OpTraHHU3allMOHCH U KYJIITYPCH npouec.16

OCHOBHMU M3BOJIH OT ITBbPBA I'JIABA

Jepununuure, craHgapTdTe U = PEIVIAMEHTUTE 3a  MEAMLIMHCKH  U3JIENHs
NpeJCTaBIsIBAaT BayKHA M 0O0XBaTHa 0a3a 3a Pa3BUTHETO HA PEMMOYPCHUTE TOJIUTUKU, YHETO

HO,I[O6p$IBaH€ € B OCHOBATa U € LICJI HA JUCCPTALUOHHUA TPYA.

HenpekbcHAaTOTO akTyanu3upaHe M TMpenu3upaHe Ha HOPMATHUBHUTE JAOKYMEHTH,
CTpaTEeTUH M MPOTPaMH € CHIIECTBEHO C OTJIe/ MO-J00pOTO MM IpHiarase u (opMupaHe Ha
KpBI' OT YYaCTHUIIM M MAPTHHOPHU B HaW-HOBUTE JCWHOCTH U M3UCKBAHUS MO OTHOIICHHE Ha
MPOU3BOJCTBOTO, MPHJIATAaHETO, W3IMOJ3BAHETO HA MEIUUMHCKU M3JENHs U TAXHOTO

peuMOypcupaHe.

OcHOBHa 4acT OT pasMIeKIaHUTE B IbpBa IJlaBa €JIEMEHTH ca JeQUHULUUTE 3a
MEIUIIMHCKN u3aenusi, cepTudukatute 3a kadectBo [SO, BB3mpuerara HOMEHKIATYpA,
na3apure, Haii-HOBUTE TEHACHLMH MpH eBpornelickara uaentudukanus ¢ UDI, eBpomneiickara

6a3a nanuu EYJIAME/], aururanuszanusita U U3KyCTBEHUS WHTENEKT.

Knacudukanuute u CE cepruduxature ca Tema, KOSTO € 3aIbIKUTENHA MIPEABHU]L BCE
MO-BAYKHOTO M HEOOXOAMMO KAa4ECTBO W MPOM3XOJ HA MEIUIIMHCKU U3JENHs, KOUTO J1a ObaaT
0e30macHu 1 HAJSK/THH Ha MMa3apa Ha MEIUIIMHCKY n3aenus. HenmpekbCHaTUsIT MOHUTOPUHT U
HAJIMYUE HA aKTYAJIHU U B CPOK JOKYMEHTH/ cepTU(UKATH HA MEIUIIMHCKU U3ACTHUS € HOMEP

CaHO (I)aKTOp 34 3alIUTa U rapaHTUPAaHC Ha TAXHATa 0e30IMacHOCT U MOJIE3HOCT 3a 3ApPaBCTO.

6 Web-site of Oxford academic - European Journal of Public Health, Volume 29, Issue Supplement_3, October
2019, Pages 7-12, https://doi.org/10.1093/eurpub/ckz165. How to govern the digital transformation of health
services- https://academic.oup.com/eurpub/article/29/Supplement_3/7/5628049
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BrenpsBaHeTo Ha NporpaMHUS TMOAXOA W HA TMa3apHU MEXaHU3MH BBHB BCHUKH
ACTIIeKTH Ha 3JpaBHHUS MEHWIKMBHT, pPa3paOOTBAaHETO HA MPOCKTH HA PETHOHAIHO,
HAI[MOHAJIHO M MEXAYHapOJAHO HHMBO 3abJKUTETHO M3MCKBA MpUJIaraHe Ha ChbBPEMEHHU U
VHHUBEpPCATHO IPHUETH METOAM 3a HMKOHOMHYEecKa oOleHka. l3momsBanero Ha 1udpoBu
TEXHOJIOTMM W HW3KYCTBEH MHTEJIEKT B TMpolleca Ha YIPaBJICHUE HA TOJIEMU MAacCUBU C
uHpopmanus € (akTop OT CHINECTBEHA pOJIsA, KOWTO Ja Ce MPUIOKHU 3a pPEIu3aiiH,
npeopmaTtupaneTo u peaeduHUpaHe HA CHCTEMa, KOATO € IMO-Npo3payHa, Mo-ycToiunBa U

YCBbBBPUICHCTBAHA.

BTOPA I'JIABA |I. PEUMBYPCHMU INOJIMTUKHU 3A MEJULIUHCKHA
N3JEJINA B EBPOIIA U BBJII'APUSA

['epmanus, @panuus, Aurnus u Xonanaus. Pasrnenanu oraenno cucremure Ha ACI
npu pa3nnyad abpp>kaBu U Buposere JICIT, kakTo U e mpencraBeHo 0000IIeHne B Ta0IMYeH
Bua. Pasrmegano e ecrectBoro Ha O3T M mpumepure Ha pasiMyHU MEXIyHApPOAHU
UHCTUTYTH B EBpomna, KOMTO 1aBaT CBOM COOCTBEHM HAaCOKH 3a TOBA, KaKBO € I00pOTO HUBO
Ha KIMHMYHM JOKA3aTeJICTBA KAaTO BaXHM KOMIIOHEHTH 3a peAM3aiiH Ha peumMOypcHHTE

NOJUTUKU B bparapus, nMaliku npeiBu/l COUCHIINM, HOpMaTHUBHA 0a3a, MPAKTUKU U MPOOIEMH.

B kpas Ha BTOpa I71aBa ce aHaJIM3Kpa U ChIIOCTaBs ObJrapckara HOpMaTHUBHA ypeada U
peuMOypcHH TNOAUTUKHM ockllecTBiBaHM oT H3OK, kato ce wu3Bexngar mnpoOieMaTHYHH

obactu N3HUCKBAIlX CTHIIKU KbM HO,[[O6p$IBaHe.

I1. OIIUT U AOBPU ITPAKTUKHU 3A PEUMBYPCUPAHE HA
MEJAULUHCKU U3JAEJINSA B EBPOITA
11.1.1. O01mu npuHIMIH
Benukobputanus e uzdbpana 3a npumep B O3T, mopagu Hammuuero Ha MHCTUTYT 1O
O3T c 20 r. ucropusa. HanpaBeno npoyuBane Ha aeitHoctuTe mo O3T OT rienHa To4yka Ha
MEITUIIMHCKN W3JIEeNUs M € TMpeACTaBeHa pa3padoTKa M EMIUPUYHO MPOYy4YBaHe, Ha Oa3a u

oIuTa OT BG.III/IKO61:)I/IT21HI/I}I.17 Hzcnenpatr ce O3T 3a MCIUIMHCKHN H3ACIHA B AHTJII/I}I,

17 Web-page of NICE- https://www.nice.org.uk/about/what-we-do/our-programmes/nice-guidance/nice-
technology-appraisal-guidance
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Mlornanmua®® u Yenc'®, O3T WHCTUTYIIUH, KAKTO ¥ TEXHOJOTHUATA HA OJOOPEHHE U JaBaHe Ha

npenopbku 3a O3T Ha METUIIMHCKY U3/IETTUS.

Crnen npoBeZieHO MPOYYBaHE ca U IIECHUTE Ha MEAULIMHCKY u3aenus B ctpanute ot EC
KaTo ce OKa3Ba, Y€ HSIKOM OT TAX HAMAT CIHMCHIM, LIEHUTE CE ONMPEAEAT OT OOJHUIIUTE Ype3
THPrOBE 3a MEIMUMHCKM wu3nenuss win ca BkmodeHu B JCI' kakbBTO € mpumepa cC
I'epmanns. ITpoyuena e u JICT cucremara Ha I'epmanns?’.

[Ipoydyenu ca neHUTe HAa BaKHU MEAMIMHCKU u3aenus B ['epmanus no JCIT crucremara®,

VY CcTaHOBEHO €, 4e MMa OTJICJIHA IIeHA 3a ACWHOCT WM MaHUITYJIAUs U IICHA 32 MEIUIIMHCKA
wsnemus B Fallpauschalen-Katalog 3a 2017 1.2 Hampumep, npu 3amiamase 3a 1 6poit
JIEKapCTBOOT/IEIIAI KOpoHapeH cTeHT B boarapus npes3 2017 r. 3a 910 nB. B 'epmanus nienara
Ha euH KopoHapeH cTeHT € choTBeTHO 100,31 eBpo Ha Opoii, 2- 200,62 eBpo, 3-300,93 eBpo,

4-401,24 eBpo, 5-501,55 eBpo, 6-601,86 eBpo.

@®paHuus € pasriegaHa KaTo INPUMEP U € HAIpPaBeH LSUIOCTEH Iperiel M aHajlu3 Ha
penMOypCHHUTE TIOUTUKY Ha 0a3a 0OXBaTeH MaTepHATHAIIMYCH HAa WHTEPHET CTpaHUIlaTa Ha
MUHHCTEPCTBOTO HA 3/APABETO U ChIbPIKAI KAKTO LIEHU, TaKa U MHIUKAIMKU, 000COOEHU B
peuMOYpCEH CIUCHK MO0 MPOU3BOJIUTENIHN, KOUTO Ca ChC COJUICH 00eM, KaKTO B OOJIHHUYHA,

TaKa U 33 M3BHHOONHIYHA IOMOII ¥ TE CE aKTYaIU3MUPAT eXKEroaHo. 24 2

XOJ'I&HI[I/IS[ CC JaBa 3a NpUMECpP, B JUCCPTALIMOHHUA TPYA, TBHU KaTo € KJlaCupaHa Ha

IBPBO MACTO B IPOYYBAHC, CpaBHABAIIO 3APABHUTC CHCTCMU B CBCTA. Te3nu ABbpiKaBU Ca

18 Web-page of Healthcare improvement Scotland SHTG- https://shtg.scot/about-us/why-we-provide-advice/

%Weh-page of Health technology Wales- https://healthtechnology.wales/categories/all-reports/

20 DRG-type hospital payment in Germany: The
G-DRG system - https://eurodrg.projects.tu-berlin.de/publications/DRG-
type%20hospital%20payment%20in%20Germany.pdf

2L Web-page of Med tech reimbursement consulting,- INEK opened DRG proposal procedure for 2019 in
Germany https://mtrconsult.com/news/inek-opened-drg-proposal-procedure-2019-germany

22 \Web-page of INEK- https://www.g-drg.de/G-DRG-
Vorschlagsverfahren/Veroeffentlichung DRG Vorschlaege

2 Fallpauschalen-Katalog 3a 2017 - http://www.micado-
online.de/Portals/0/Dateien/Downloads/Dokumente/PUBLIK/DRG 2017.pdf

24| ISTE DES PRODUITS ET PRESTATIONS REMBOURSABLES-
https://www.ameli.fr/sites/default/files/Documents/LPP-29082022.pdf

% Uureprer crpanunna na CPS- http://www.cps.pf/espace-professionnel-de-sante/medecin/exercer-au-
quotidien/nomenclature-et-codage/liste-des-produits-et-prestations
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u30pany, nmopaau (akra, ye T€ ca Hal-TOJIEMUTE, C ABJITOTOJUIIHU TPAJUIUH U CHIIHO
pasButi u ¢ omut B obmactra Ha JICI, O3T. Te ca OGenumapk 3a 10OpHM MPAKTUKH U

obImonpu3HaTH 3a eranoH u ot EK. %

Jlururanu3anysra urpae Bce Mo-BakHa oI B OPTaHU3ALMATA HA 3/[PaBEOINa3BaHETO.
[lon puruTamHEATE YCIAYTM XOJAHJACKUTE BIACTH 1O 3ApaBeONa3BaHe  pas3riexiar
IpUjaraHeTo KakTo Ha mudpoBa nHpopManus, Taka 1 Ha IU(PPOBa KOMYHUKALUS B TIOJKpEIa
W/uimm mooOpsiBaHe Ha 3apaBeonasBaHeTo. Chiara AeUHUNNS € MPUIOKUMA U 32 TEPMHUHA
CJIEKTPOHHO 3paBeonasBaHe, BBBEACH OT EKcHepTHHS WEHTBp 3a CTaHAapTU3alMs |

CJICKTPOHHO 3ApaBCOIIa3BaHC.

Cnennara knacudukanus Ha OU(GPOBUTE TEXHOJIIOTHMH € pa3paboreHa ot ChBeTa 3a
0OIIECTBEHO 3/IpaBe M OOIIECTBO: ENEKTPOHHU TPUKH: €-TUArHOCTHKA, €-KOHCYJTAIUH, €-
TPUXKU KAaTO MOHHUTOPHHI, €-TIPeBAaHTHMBHA WHTEpPBEHIMS; EJexkTpoHHAa mNOAIpBHKKA:
Enextponen pocTen 10 JocuMeTaTa Ha MalMeHTUTE, EJIEKTpOHHO yhpaBlieHHE, KaTo
3anMcBaHe Ha 4ac OHJIaliH; ENeKTpoHHO 00IEeCTBEHO 3/paBeona3BaHe: €JIEKTPOHHO 3paBHO

06pa30BaHHe, CJICKTPOHHA NPCBCHIIUA KATO OTKPUBAHE HA OIIPCACIICHH PUCKOBU I'PYIIH.

Camo 1ndpoBU ycIyru, KOUTO OTTOBAPST HAa TaKa HAPEUEHUTE ,,KPUTEPUH 32 TTAKETH ",
Morar fa ObJaT JeKIapupaHy OT JOCTABUMIIUTE CHIIIACHO 3aKOHA 32 3APAaBHOTO OCHTYpPSIBAHE.
OCHOBHUSAT KpUTEpHUH € J1a ca 0e30MmacHu U JoKa3aHo epeKTuBHU. OnucBa KOM METUIIMHCKI
yCTpOMCTBa (KaToO TEXHOJIOTHS 32 €IIEKTPOHHO 37paBeola3BaHe) OTTOBApAT HA YCIOBHATA 3a
BB3CTAHOBSIBAHE OT OCHOBHHUS TakeT. Hskoum MEOUIIMHCKK TOMOIIM ca 4YacT oOT
CrienMagu3upaHaTa MeIUIIMHCKA MTOMOII U ce 3arutamar ot 6oxaunara /JJCI/ Ipyru nonagat

B 00XBara Ha MCIUIHUHCKHU U3ACTIUA U CC Bb3CTAHOBABAT OTACIIHO OT 3PaBHOOCUTYPHUTECIIA.

M3non3BaHu ca M JI0Ka3aTesicTBa — KaTo ce MoJUepTaBa, 4e ce M3MOJ3BaT MpO3pavyHu
NPOLIECH 32 CHHTE3MpaHe W THIKyBaHE Ha JIOKAa3aTEeJICTBATa, Y€ Ce M3IOJ3BAT Hail-moOpute
HaJIMYHU JIOKa3aTeJICTBA OT pPa3UYHU JUCHUIUIMHA W METOJOJOTWH, Y€ BCHYKHU
JIOKa3aTeJICTBa C€ OICHABAT M TPEMOPBKUTE Ce pa3padoTBaT  OE3MPHCTPACTHO.
MenunuHCKUTE W3ACNHs ClefBa Jla ca CTPOro peryiupaHd, 3a Ja Ce TrapaHTupa

0e30macHOCTTa U e(hpuKacHOCTTA.

B EBpoma ca oepanuuunu Hanuumomo peumbypcupame HaA CKbnocmpysawjume

meouyuncku usoenus. OOMHUCISTHETO OT TJIelHAa TOYKa Ha perMOypcHpamara MHCTUTYLHSA,

Y uTepHeTr  cTpaHMIA ~ Ha MEDICLEVER https://mediclever.com/medical-device-reimbursement-
netherlands.php
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neim aa C€ OCUTrypd MAKCHUMAJIHO IHNOKPUTHUC HA HACCICHHUCTO, KATO CHBIICBPCMCHHO CC
noaaAbpIKaT pasxoquTe 3a 3ApaBCOIla3BaHC BB3MOKHO Hal-HUCKH. B pe3yjTar Ha TOBa
peI/IM6prI/IpaI_HI/ITe HHCTUTYIHU Ca MHOI'O CCJIICKTHBHU, KOI'aTO pC€IIaBaT KOH YCTpOfICTBa e

nonyyat 100% peumbypcupane.

1. 1.2. PeumOypcHu nojutuku B 'epmanus

B pGI/IM6prHI/IT€ IIOJIMTUKM 3a MCIUIIMHCKUTC H3ACIINUA B repMaHI/ISI CC Ipujiarat
CIUCHK HAa MEIUIIMHCKM TEXHUYECKH CpEACTBa 3a OONHWYHA MOMOI M CIHCBK 34
u3BbHOOMHUYHA noMmoll. [Ipu peumOypcupaHeTo Ha METUIIMHCKU W3JENHS M3IOJI3BaHU 3a
OOJHMYHA MOMOILI, T€ C€ MPOJaBaT AUPEKTHO Ha OoiHHUIMTE. Pa3xoaure UM ca MOKPUTU OT
CAHOKpPAaTHU CyMHU 3a MCAWIMUHCKH M3ACIINA, CBbpP3aHHU C AWMATHOCTUYHO CBBP3aHa rpymna nu
Tapudara. MenuuuHCKATE U3ICIUS 32 KpailHU MOTPeOUTEIM OOMKHOBEHO C€ MpPOJaBaT OT
MPOU3BOAUTENINTE JO TBHPrOBIM HAa €IpO0 WIM JUPEKTHO [0 AanTeKH, MEIULHUHCKHU
CHAOMTENIHU MarasuHU WM JOCTAaBYUIM, KOUTO H3IMON3BAT M MpPHJIArarT CbhbOTBETHUTE

YCTPOUCTBA.

Kakro 6e cnomenaro no-rope, G-BA nma npaBo ma pemaBa npu KaHAMIATCTBAHE M
peuMOypcHupaHe HAa HOBAa JIUATHOCTHKA WIJIM TEPANeBTUYHM MeToau. lIpu M3BBHOOIHUYHA
MOMOIIl [TPUJIAaraHETO Ha HOBA JMArHOCTHKA WJIM METOJ Ha JIeYeHHEe MOXe J1a ObJie IPUII0KEH

u peumOypcupan camo ako G-BA u3puyHO 0100pH HOBUS METOA.

HpI/I OOJIHMYHO JIEYEHHUE 32 HOBUSI MCTOJ MOorart Ja C€ npujarat u ¢€ Bb3CTaHOBABAT
nokato G-BA He M3KIIIOYM U3PUYHO TOBAa YCTPOMCTBO OT peuMOypcupaHe. Moxe na uma
cutyanus, B koATo G-BA Bce oliie He pasmosara ¢ J0CTaTh4HO JaHHU, 3a J1a B3EMe pelIeHHe
Jand  HOB MeToj/ wu3fenuss ca e(eKTHBHH, Oe30MacHu, HEOOXOIUMH U ThPrOBCKU
KHU3HECIIOCOOHM M IO TO3M HAYMH HE ca B TIOJ0XKEHUE Ja B3eMarT pEUIeHHe 3a

peuMOypcupane.

B Ta3m curyauus e mnpuiokeHa JoOcTa HOBa TMpoleAypa 3a TecTBaHE 3a
peumOypcupane: npu Tazu nporenypa GBA moxe 1a mo3BoMM MpHUIaraHeTo Ha HOBHSI METOJ]
B OOJHUIIUTE W/WIW W3JIM3aHE Ha TOJETO 3a TecToBa ¢asza. BCsIko MeaMIMHCKO H37enue

TpsiOBa ga OBJE MPOBEPEHO OT MEAMIIMHCKA TJIEHA TOYKA, 3a Ja C€ TapaHTHpa ycrexa.
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MGI[I/IL[I/IHCKI/I n3acins, KOHUTO HE OGCHy)KBaT €dHa OT TCE3u NLCJIM HEC MOorar naa 6’[:,[[8.’[‘

peum6bypcupannu.?’

MHCTHTYTBT 3a KadecTBO M mpospaunoct IQTiG? orrosaps 3a paspaGoTBaHeTo Ha
MOJIMTUKU 32 B3aUMOCBBP3aHOCT M OCUTYPSIBAHE HA MEXKIYCEKTOPHO KAaueCTBO OT MMETO Ha
Oenepannus cbBMECTeH KOMUTET. OCBEH TOBAa MHCTUTYTHT pa3paboTBa KPUTEPHUH 3a OIICHKA
Ha cepTUPUKATH W TeNM 332 KAYeCTBO W TapaHTUpa, Y€ MyOIMKyBaHUTE pE3yNITaTH ca
pazbupaemMu 3a oOmiectBeHOCTTa. OT BCHUKM OOJIHMIM C€ M3UCKBAa Ja IyOJUKYBaT
KOHCTaTalnuu 3a u3bpanu nokazartenu, onpenenenu ot 1QTiG, 3a na magat BB3MOXKHOCT 3a

CPaBHEHHSI MKy OOTHHIINTE.

Ilpazose 3a obem ca BBBEACHH 3a peaulla CIOXKHHU MPOIEIypH, KOUTO M3WCKBAT OT
OOJIHMIIUTE Ja W3MBJIHABAT MHHUMAJIEH OpOH TakuBa WPOIEIYypH, KOUTO Ja ObJar
peuMOypcupanu. [IpomechT M OTYACTH KA4YEeCTBOTO Ha PE3YJITATHTE CE pasriekIarT 4pes
3a0vbaANCUMeNHama cucmema 3a omuyumane Ha Kawecmeomo 3a npuoauzumenno 2 000
oornuyu. denepaiHus CHBMECTCH KOMHTET € Ha-BHCIIATA OpPraHM3alMs 3a B3eMaHE Ha
pelleHHs Ha ChBMECTHOTO CaMOYIpaBJICHUE B repMaHCKaTa 31paBHa cuctema. [lox ¢popmara
Ha HACOKH TOW OIpeeNsi KaKBH MEAMIIMHCKU YCIIYTH MOTaT Ja MOMCKAT NPUOIU3UTEIHO 73
MUJIHOHA ocuTypeHH Jnia. OCBEH TOBa B3eMa PEIICHHSI OTHOCHO MEPKHTE 32 OCUTYpsIBAaHE HA

KauCCTBOTO 3a NPAKTHKUTEC U 60.]'IHI/IIII/IT€.29

11. 1.3. PeumOypcHH noiuTHKH BbB @panuus

OO01iecTBEHOTO 3/paBHO ocurypsiBaHe BbB DpaHiuus yabpika 374paBHU OCUTYPOBKH
BBbpPXY paOOTHHUTE 3aIUIaTH HAa PabOTOATEIUTE U CIYKUTEIUTE - HALIMOHAJIEH 1IeJICBU JaHbK U
IbpKaBHU cyocuauu. TIokpuTHEeTO € yHMBEpCaJTHO M 3aJBbJDKUTENHO, NMPEeIOCTaBEHO Ha
BCUYKH KUTENU. [IomycTUMOCTTa 3a COI[MAIHOTO 3/IpaBHO OCUTYPSIBaHE C€ MPEA0oCcTaBs 00110
B PaMKHUTE Ha 3aKOHAa WM YHHUBEPCAJIHO 3[PaBHO OCHUTypsiBaHE. |'pakJaHuTEe Morar Ja ce
OTKaXaT OT COLIMAJIHOTO 3/IpaBHO OCHUTYpsIBaHE CaMO B PEIKU Clydyau - HalpuMep JIMIA,

HACTU OT 9y KACCTPAaHHU KOMIIaHUU.

27 Reimbursement of Medical Devices in Germany - https://aim.iges.com/sites/igesgroup/aim-
germany.com/myzms/content/e207/citemtext/AiM_Reimbursement_of Medical Devices in_Germany 2020 2

1 eng.pdf

28 \Web-page of IQTIG https://igtig.org/das-igtig/organisation/

29 Web-page of The Federal Joint Committee- https://www.g-ba.de/ueber-den-gba/wer-wir-sind/
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YacTHHUTE ApYKecTBa MpeajaraT JOMBJIHUTENHO 3APaBHO OCHTYpsIBAHE, HO CaMoO 3a
OTpaHUYeH CIHCBHK OT ycayru. JloopoBonaute ¢ongose noemar 13,5% ot obmute pazxoau
3a 31paBeona3Bane. CTeNeHTa HA MOKPUTHETO UM BapHpa 3HAYUTEIHO, HO BCUYKH JOTOBOPU
NOKPHBAT pa3jiMKaTa MEXIy CTaBKaTa 3a BB3CTAHOBSBAHE HA COLHUAIHOTO 3IpPaBHO

OCUTypsIBaHE M TaKcara 3a yciayrara CbIJIaCHO O(HIHAIHUS rpauK HA TAKCHUTE.

CHI/IC’bI_II/ITe Ha npoucaypure u MCOAULUHCKUTC HU3CIINA, 00XBaHATH OT COMaJIHOTO
3ApaBHO OCUT'YPsSBaHEC, CC OIIPCACIAT HAa HAIMOHAIIHO HUBO U CC IIpuJiaraT 3a BCUYKH PEriOHU
Ha CTpaHara. COI_II/IaJ'IHOTO 3ApaBHO OCUT'YPsIBAHC O6XBaH_[a OosHUYHATA IIOMOII U JICUCHUETO

B OOIIIECTBEHM WJIM YaCTHHU PEXaOUIUTAMOHHH WM (PU3HOTEpaneBTUYHN HHCTUTYIIUH.

N3BBHOOHNYHA ITOMOIII, OCUTYpeHa OT OOIIONPAKTHKYBAIIN JIEKAPH, CIICHUAINCTH U
JMAarHOCTUYHU YCIIYTH, MPEIIUCAHU OT JIEKapU M M3BBPLIBAHU OT J1a0OpaTopuu, KOUTO ca
o00peHn 3a peuMmOypcHpaHe W MpeAnucaHd Ha mnanueHta. OLeHkaTa Ha MEJUIMHCKU
u3zienust ce npaBu oT Komucusata Ha HAS, kosfTO pasriiexna BCEKH BBIPOC, CBbpP3aH C
peuMOYpCHpPaHETO OT 3APAaBHOTO OCUTYpSBAHE M C JOOPOTO M3MOI3BAHE HAa MEIUIIMHCKHUTE
U3JeNusl U TEXHOJIOTMUTE Ha 3]paBeonas3BaHero. lleHata ce goroeapst ¢ BOJENl MO3bY€H
TpbCT U ¢opyM 3a nebar no BbOpocuTe Ha EC, ¢ M3KIIOUUTENTHO CUIIEH BBTPELICH
M3CIIEIOBATEIICKH KAlaUTET U OOIIMPHA MpeXa OT MapTHbOPCKU WHCTHTYTH I10 LENHUS CBST.
AKko ¢upmara 3a MEAMIMHCKH W3JIENHs U BOJAEUIMS MO3bYEH TPHCT HE YCHEST Jja MOCTUTHAT
Criopa3yMeHHe, LieHaTa MOXe Ja ObJie onpeneneHa eIHOCTpaHHO. Boxeml Mo3b4eH TpbhCT
MOJKE CBILO TaKa Ja CKJIIYBA CIIOPa3yMEHNs 32 MEIWLUHCKH U3/IEIHs, 32 KOUTO MOTrarT Jia ce
OCUTYpAT 00€MH Ha MpOJaOH, CbOTBETHUTE LIEHU U CHEHU(PUUYHUTE OTCTHIKH 3a 000pOT,
HanpaBeH BbB @Dpanuusa. B Ta3u pamka, npyxecrBara 3a MEAMIMHCKHM H3ZENUs MOrar Ja

MpeaoCTaBAT O(l)epTI/I " Ja CC BB3IIOJ3BAT OT OTCTHIIKH.

[IpencraBs ce uHpoOpMmanus 3a pelIeHHATAa 3a peuMOypcHUpaHe Ha CpejacTBa U
JIONIpUHACS 3a MOA00psBaHE Ha KayecTBOTO Ha MPO(ECHOHATHUTE MPAKTUKHU M TPIKUTE 32
nanueHTuTe, GopMyaupar ce MPernopbKU MO HAyYHU OCHOBU M C€ MPEIOCTaBIT ChBETH 3a
peuMOypcrpaHe Ha MEAUIMHCKU M3Aenus. MeIuIUMHCKN U3JeNus 3a JM4YHa yrnoTpeda WUiu
JpYTH IMarHOCTUYHM, TEPANIEBTUYHU U CBBP3AaHUTE C TSAX YCIYTH c€ MpeaJiarar 1o HCKaHe Ha
IIPOU3BOJUTENINTE, WM B OTTOBOP Ha 3anuTBaHe. OLEHSABAT c€ HAKOU KaTerOpuHU M CE JaBa
CTaHOBHIIE OTHOCHO YCJIOBHSITA 33 PErHCTpaIis Ha aKTOBETE U TsXHaTa peructpauus. Chiio
Taka ce pa3paboTBaT WH(OPMALMOHHM JOKYMEHTH 3a 3/IpaBHUTE CHEHHaTuCTH. Bcsko

MCIUIUHCKO M3JCIIMEC, KOCTO OCUTYypsBa HCAOCTAaTbYHA MCIAHWIMUHCKA IIOMOII U IOJ3a B
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CpaBHCHHUC CHC CBUICCTBYBAIUTC TCPANIMU U KOUTO HC BOIAT 1O HAMAJIABAHEC OT Pa3XOJUTC 3a

COIIMAJTHOTO 3/IPABHO OCUTYpsIBAHE, HE MOXKE J1a ObJie peUMOYpPCUPaHO.

YcTaHoBeHa € JOroBOpHAa CXeMa W € Ch3JaJieHa CUCTeMa 3a yBeliMyaBaHE Ha
y4acTUETO Ha 3[ApaBHUTE CIELHUATUCTH B KOHTpOJa Ha 3JpaBHUTE pa3xoau. I[Ivpeo,
HallMOHAITHO PAMKOBO CIIOPAa3yMEHHE € MOIMUCAHO MEX/1y COLIMAIIHOTO 3[PaBHO OCUTYPSIBAHE
U 3[[paBHU CIEIUAINCTH U ChI03H, M0a00H0 Ha BJIC, kouTo ce 3aHMMaBaT ¢ 00N BBIPOCH
Karo mo-go0pa KOOpAMHALMSA Ha 3jApaBeomna3BaHeTo. Ha emopo msacmo ca mnoanucanu
CIIOpa3yMEHHS MEX]y COIMAIHOTO 3/IpaBHO OCUTYpSBaHE U CrieNu(UYHN KaTerOpUU 3IpaBHU
CIEUUATIUCTH, OMPEESISIIN B3aUMOOTHOILICHUSITA MEXK/IY COLIMATHOTO 3JPaBHO OCUTYPSIBAHE
U ChOTBETHUTE 3/IpABHU CHEHUATUCTH. Ha mpemo msacmo, ce OChIIECTBSIBA KOHTPOI BHPXY
MEAMIMHCKUTE pa3Xxoau 4Ype3 BHOCKH. DUpMHUTE 3a MEIULMHCKU H3JEHs, MPOJaBallu
MEAMIMHCKN W3JIeNusl Ha OOJNHUIM HMMAT OIpENeleHH 3aIbJDKEHUS KaTo Mexauu3vm 3d
8v3gpvujaemocm. KoMnaHuuTe 3a MEAUIIMHCKU H3/ICTHUS TOJIekKAT Ha KIIOY-0CK MEXaHU3bM
WM BB3CTAHOBSIBAHE HA CPEACTBA, aKO TEXHUAT OOOPOT CE€ YBEIMYHM MO-OBp30 OT
MPeIBApUTEIIHO OIPE/eIeH MPOTHO3EH PHCT. B 3aBHCUMOCT OT TOBa ce MmpuiaraT pa3indyHu
MEXaHHM3MH 33 TOBA Jlajl KOMIIAHUATA 32 MEAMIIMHCKHU W3JIEHs UM aHTQKUMEHTH OTHOCHO
obopora cu. Jlpyr MeToz1 € BHOCKA Bb3 OCHOBA Ha MPOMOLIMOHAIHH pa3xoau. Komnanuure 3a
MEIUIIMHCKN HM3JeNHs TpsOBa Ja TUlalaT BHOCKA Bb3 OCHOBAa Ha HANPaBEHUTE Pa3xoJd 3a

MOMMyJIApU3UpaHe Ha MCAUIIMHCKHU U3ACITUA CIICH ITPUCITA/IaHC Ha Ha,[[6aBKa.

11.1.4. PenmOypcHu nouTuku B O0eIMHEHOTO KPAJICTBO

Cucremata Ha 3apaBeonazBaHe B OOEIMHEHOTO KpajJCTBO € E€IUHCTBEHA
peumOypcupaiia MHCTUTYLMST U € IpeauMHo obmiectBeHa. Karo cucrema 3a oOuiecTBEHO
3npaBeonasBaHe, NHS mnpexoctaBs 3apaBHM yCIyrd Ha BCHYKHM CBOM IOCTOSIHHO
npebuBaBany. Ilonacrosimem B AHrus uma 207 HENpaBUTENCTBEHH OpraHU3alMH,
HOJKPENEeHH OT 3BE€HA 3a KIIMHUYHA ITOMOILI, KOUTO OTIOBapAT 3a MPUOIU3UTETHO 73 OT 00IIHUs
Oromker. M3BecTHO €, ye bpuraHckara 3apaBHa CUCTEMa OCHTypsiBa MHOTO BUCOKO KadeCTBO
Ha CBOWTE TPaXKJIaHW, HO € €lHa OT Hal-CKBIIUTE CHCTEMH B CBeTa. [ oisiMaTa M CJIOXKHA
cucrema 3a 37paBeornasBane B OOeTMHEHOTO KPaJICTBO, OCTOSIHHO €€ HYXJIa€ OT MPOJYKTH U

€ MHOTI'O BB3IIpUEMYMBA KbM HOBU U NHOBATUBHU U3CIIU.

[ToBeuero meauuuMHCKM u3nenusi uucksar mapkupoBka CE 3a na ce mponmasar B
OO0ennMHEHOTO KpaJICTBO. Beuukny ca 3aMHTEpecOBaHM OT MOJABPIKAHETO HA XapMOHM3HMpaHe

Ha pa3n0pe;[6I/ITe ThI KaTo rojisiMa 4acT OT KOMIIAHUHUTE OT CAH_I HUMaT NpCACTABUTCIICTBA U
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TBProBcKkU oucu Tam. @upMuTe, KOUTO CIa3BaT perynaTopHure u3ucksanus Ha EC, morar
Jla KaHIMJATCTBAT, 3a Ja C€ PErucTpUpar B CHUCTEMAaTa 3a OHJAMH PErucTpaunus 3a Ja

mpoJaaBar.

Haii-roeMusT CerMeHT OT CeKTOpa Ha OOIIECTBEHOTO 3/paBeolia3BaHe, KOWTO
obcnyxBa 83% OT HaceleHUETo, C€ CbCTOM OT OKOJIO 2(0)7 KAUHUYHU 2PYNU, PBKOBOOEHU Om
00WONPAKMUKYBAWU TIeKapy, KOUMO NIAHUPAM U 6b31acam Yciyeume, Kamo OOIHUYHU
epudicu unu 30pasHu yeayeu 6 oowHocmma, Te umat n300p 1a 3aKyIsT Ype3 HEeHTPATU3HPAHU
OpraHu3alliil KaTro JIOCTaBKH, KOSTO TOIAbpXKa TMPOJIYKTOB KaTajJor Ha 0J00peHH

MEJULIUHCKHU IPOLYKTH U YCIYTH.

3akyIyBaHe [MOOTJEIHO U (pOpMHUpaHE HAa KOHCOPLUUYMH C IPYI'H TPBCTOBE WM UPE3
LIECHTPOBE 3a ChbBMECTHO Bb3jaraHe Ha OOILECTBEHM MOPBUKU. J[OCTaBUMLIUTE MOTaT ChIIO
Taka ja ce 00bpHatT kbM NHS upe3 cBoute cboTBeTHM arenuuu. [Ipeanpuarusra, mpoaaBaniu
MEAMLMHCKHN U3JENINs, UMAT npago 0a onpeoensm yeHama Ha CBOUTE NMPOJYKTH KaTo HsAMa
cnenu(UYHN TMPOITYKTOBU KOJIOBE. BhIpekn ToBa, KakTo Beye Oemie 0TOENA3aH0, areHIINITE
ca MO CUJICH HaTUCK Jla HAMAaJIAT Pa3XxOJUTe Taka Ye 8epoAmHo yeHoobpaszysanemo uje 6voe

0beKm Ha npe2o8opu.

B pamkute Ha peuMOypCHUTE MOJUTHKH B AHINIHSA, U3BECTHA Karo HarmmonamHata
Tapu(Ha TUIATe)KHA CHUCTEMa, KIMHWYHHUTE TPYNH IUIAaT Ha JOCTABYUIIMTE HA 3JIPaBHU
yCIOyrd 3a TMpOLEeAYypU 3a KOHCYNTAlUs C MAlUeHT. lakcume ce u34uUCIA8AM, KAMoO ce
U3NOA36AM NPEOBAPUMENHO ONnpeoeleHu mapugu u Kooose 3a 00pabomka U YClo8Usl.
Jlpyrure areHnMm pasmojlaraT CbhC CXOJHH CHCTeMH 3a penMOypcupane. Homa cxema
NO3BOJIIBA HA OOJNHHUIMTE Jla JOCTAaBSIT IMOPBUKH 334 CKbNU MEOUYUHCKU U30enus upes

yenmpanusupanama azenyus 3a oocmaexku NHS nocrasku.

BbvB BenukoOpuranusi npouzeooumenume mozam 0a oOnpeoeiim yeHume Ha
meouyunckume uzdenusi, Hocewu CE 3nax, B 3aBHCUMOCT OT TOBa, QM BBIPOCHOTO
u3nenue € BKmoYeHo B dacT IX ot Ttapudara. Korato wuszderuemo e 6 cnucwvka,
peumbypcupanemo na cymama e onpedeieno 6 Tapugpama. B npomusen cayuail,
npouzgooumensim e c80000eH 0a onpedeis yeHama nO ceoe ycMmompenue. 3a HSIKOU
MEIUIIUHCKH Wu3Jenusi, o0xBaHaTH oT Tapudara, cymuTe 3a peMMOypcHpaHeTo Iie ObaaT
ompeneneHu oT Hamumonamnata 3apaBHa ciayk6a. NHS mnoema otroBopHoct 3a
pa3paboTBaHETO M IIEHOOOpa3yBaHETO KAaTO 4YacT OT MpomeHuTe, BhBeneHn oT Health and

Social Care Act 2012.
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BenukoOpurtanus pabotu ¢ TapudHa cucreMa B MpOIbHKEHNE Ha HAKOJIKO roJuHu. B
MOMEHTa ce (OKyCHpa BbpXY aHIVIMKCKATa CHCTEMa Ha aKTHBHA TPHIKA, BBIIPEKU 4e € IO-
HIMpOKa OT TIepMaHCKaTa cucTeMa, oOXBamamia OOJHMYHA, W3BBHOOIHWYHA M CIEIIHA
neitHoct. BxiiouBa OONHMYHM, W U3BBHOOMHUYHM TMPOLEAYPH - M TOCEIIEeHUs 3a
amOynaropun. Bernpeku ToBa, Thil Karo Oposi Ha HaceneHuero B OOEIMHEHOTO KPAJICTBO
npoab/DKaBa Jla HapacTBa A0 ouyakBaHute 71 muH g0 2030 r. m KaTo ce o4yakBa cpegHaTa
Bb3pacT Aa HapacHe 10 42,8 no 2037 r., NHS ce usnpaBsi mpes Cepuo3HO HAMpPEKEHUE U
MpeIM3BUKATENICTBA - KOETO, pa3dupa ce, UMa IpsSKO BH3JIEHCTBUE BbPXY 1LIEHOOOpa3yBaHETO

U peUMOYpCUpPaHETO Ha MEAULIMHCKUTE U3JIEIHSL.

BCJII/IKO6pI/ITaHI/I$I UMa 1 €auH OT Hall-rojaeMure masapyu Ha MCAUWIMHCKU H3JCIIHA B
cBeTa M € mpemama no 2onremura 8 Espona cneo I'epmanus u @panyus, HO BbBSKIAHETO HA
HOBM TEXHOJIOTMH M U3JIENIUS BUHATU € OWIIO IPEIU3BUKATENICTBO. 3a /1a ce pa3depe HAbIHO
nazapa Ha peuMmOypcupane B OOEIMHEHOTO KpajCTBO, e HACHTU(UIIUPAME OCHOBHHUTE
Jina, B3CMallyM peUICHUA, U UI'padd MMallk OTHOMICHHUC KbM HAIIMOHAJIHOTO HWJIM MECTHOTO

peumOypcupane.

Cnen nosnydaBanero Ha 3Hak CE, HOBOTO MEIUILIMHCKO YCTPOMCTBO C€ MpEryexkaa oT
NICE. Ta3u opranusanus IOpeLeHsiBa pe3yniTara, KOWTO OKa3Ba BIMSHUE BbpXY IOJI3UTE 3a
3/IpaBeTo, MPAaBUTEICTBEHUTE NMOJUTUKU U pecypcure Ha NHS, 3a na usnapar nayuonannu
Hacoku 3a meouyuncku uzoenus. HoBUTe TEXHOJIOTUU WM MEIUIIMHCKH U3JIENINs Ce OL[CHSBAT

ot NICE no Ttpu HauunHa:

® ypez OYeHKa HA MHONICeCmE0 MeXHON02Uu, JTAaHHU, KOUTO U3CIEABAaT U ChIbpXKAT
HOBH JIOKa3aTeJICTBA, ChOpaHHM Clle]] yCKaHETOo Ha Ma3apa;

® ypez oyenka Ha eOUHUYHAMA MEXHON02Us, KOETO BKIIOYBA HKOHOMHYECKO
MOJIENIUPAHE;

® Obp30 oyensasane unu 000Openue - Ta3u (opma TOKpPHBA €IHA EIWHCTBEHA
TEXHOJIOTHUS, U3I0JI3BaHa B €JHA MHJUKALMSA, HO OOMKHOBEHO TS € 3a MO-KpaTKO BpeMme Ha

nmpomneca, Taka 4€ 1a MOXKE Jia YCKOpH JOCThIIa 1O HOBH UKOHOMUNYECKU e(i)eKTI/IBHI/I JICYCHHUA.

Bceku mporec pasriexaa goka3aTelcTBa 3a eeKTUTE BbPXY 31PaBETO, Pa3XOqUTe U
PEHTAOMITHOCTTa Ha eJHa 3ApaBHa TexHojorus. Crex karto momyuu onodpenue ot NICE,
OPOAYKTBT MOXKE J1a ObJie BINHCAH 3a Ja Moxke na O0bae peumOypcupas. [locreneHHo ce
o0Opa3yBaT MO-TOJIEMU PErMOHAJIHM TPYNU 3a OLEHKAa Ha W3JeIHsITa, KOUTO CE H3IO0JI3BaT

KaKTO B 6OHHI/I‘—IHI/I, Taka U B U3BHLHOOIHUYHU 3aBCACHUA, B3CMallll CbBMECTHH PCILICHU.
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praBHHBaH_II/ITe rpymnu 3a KIIMHUYHO BBBCKIAHC HUMAT 3aJiada Ja IIJIaHUpaT U
Bb3JIaraT 3paBHU YCJIYI'd Ha MCECTHO HHMBO. Te oxa3BaTr BIHUSHUE BBbpXY HNPCAIIMCBAHCTO U
peuMOypCcUpaHeTo, YEeCTO IOANIOMaraHW OT PEruoHaJHU KOHKYPEHTHU Tbprore. B
00o011eH1e, aKo JaJieH IPOAYKT € PErucTpUpaH TOM Moxke Aa ObJae peuMOypcUpaH H3LUIO,
TOBa € I0-BEPOATHO Ja C€ CIIy4M, ako ToBa € ekBuBajieHTeH nponykT. NICE npeacrasu u

CBOS 5-ToAMINIeH cTpaTernyecku Tuian 3a 2021-2026 r.

Toili e mpenHa3HayeH Ja OCUTYpU MPEBB3XOACTBO M 3ala3BaHe Ha OTVIMYUETO. Taszu
CTpaTerusi ompenens aMOMIIMO3HO BHU3MATA M MaplIpyTHa KapTa 3a IOCTHUTaHETO W,
HaJrpaXxaaiiku TBBHPAO HAMPABEHOTO W MOCTHXKEHUATa mpe3 padborara B 22-T€ TOAUHU OT
cTapra. YCHEIIHWTE OpPraHu3alkdy Ce ydaT OT OKOJHaTra cpefa B KOSTO Te€ paboTAT U ce
ajanTupaTr KbM MpPeIU3BUKATENCTBATa, C KOUTO ce cOmbckBar. [lmanbT 3a 5 roauHu Hampen
ompezens aMOuIUATa Ja NPOABIDKAT Ja MOAOOpSIBAT 3APaBETO UM OJaroChbCTOSHUETO upe3

TIOCTaBsIHE HA HAyKaTa U J0Ka3aTelCTBaTa B OCHOBATA HA 37PaBeTo. "

Cucremara 3a pemMOypcupane Ha NHS pabotu cwOmonaBaiiku ouacHozama Ha
nayuenma upes 1CD-ko0. 1sata nHpopMaius ce BbBEXKIa B KOMIIIOTbPHA CUCTEMA, KOETO
BOJIM JI0 KOJ, KOWTO uMa CTOWHOCT win Tapuda. Cien ToBa OOIHHUIIATA 1II€ TOMCKA CyMaTa 3a
npolielypara 4pe3 IiaTexna cucrema. Jpyru pakTopu, KOUTO IMaT 3HAYE€HHUE 32 TOBA, KOETO
ce 3aruiama B OOJIHUIATa 32 W3BHPIIBAHE HA MPOIlEypa, BKIIOYBAT CIEIIHU CITydal, KOUTO
YeCTO C€ M3IJIAIAT M0-CKbII0, a CIIEHUATU3UPAHUTE YCIYrH JOMBJIBAT TAKUBA MEAUATPUYHU
IpoIelypH, KOUTO UMAaT 3HAYUTEIHO yBenauueHue. ChLIECTBYBAT U Hazpaou 3a CMuMyn Ha
mepanesmuyHume npoyedypu no 6peme Ha No-0bibe NpPecmou, 3a 0d ce 6b3HAcpaou

NpoU3B00UMeNHOCMMA, U3BECTHA KaTo Tapuda 3a Haif-ToOpH IPaKTHKH -,

Tapughama 3a navi-0obpa npaxmuka e HaYUOHAIHA YeHa, NIAWAHA Ha 00CMagyuyume
U e npeoHasHayeHa 0a CMUMYIUpa eucokokaiecmeenu u penmadbunnu ycayeu. llenrta e na ce
HaMaJsAT HEOOSICHUMHTE BapHallui B KIMHUYHOTO KAa4yeCTBO U Ja ce HachpuaT Hail-1o0puTe
npakTUKU. Pa3nukara B ieHaTa Mexay Hall-IoOpHUTe MPAaKTUKU U OOMYallHUTE ce U3YMCIIABA,
3a Jla ce rapaHTupa, ye O4YaKBaHUTE Pa3XoAM 3a MpellprHeMaHe Ha Hail-noOpa mpakTHKa ca

OTPAa3C€HU U Oa CC Ch3AaAC CTUMYII 3a JOCTABUUIIUTC KbM Haﬁ-ﬂ06pI/ITe IIPaKTUKH.

% Web-page of NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE STRATEGY -
Dynamic, collaborative, Excellent-https://static.nice.org.uk/NICE%20strateqy%202021%20t0%202026%20-
%20Dynamic,%20Collaborative,%20Excellent.pdf

31 Web-page of Best Practice Tariff - Consultation on 2021/22 National Tariff Payment System Annex DtC:
Guidance on best practice tariffs- https://www.england.nhs.uk/wp-content/uploads/2021/03/21-22NT_Annex-
DtC-Best-practice-tariffs.pdf
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11.1.5. PeumOypcHH MOJIUTHKH B XO0JTaHIUS

XonaHaus 3ara3Ba nvped no3uyusl Ha 6vpxa Ha 2OO0UUIHUSA nompe6umejza<u UHOEKC Ha

e@poneﬁcmmo 30paeeona36aﬂe, KOHTO CpaBHABa CUCTEMHUTEC Ha 3IPaBCOIIa3BAHETO B EBpona.

Xonanaus € ¢ 916 Touku ot makcumym 1000 ToOUKM ¥ € €IMHCTBEHATA CTPaHa, KOATO
Ce HapexJa Ccpel IbpPBUTE TPU Kilacalldd BbB BCEKM HMHJEKC Ha EBPOMEHCKOTO
3npaBeonaszBane, nyomukyBan ot 2005 1. Hacam. Ilo 48 moxkasarensi, kaTo mIpaBa Ha
MalUeHTUTE U HHPOPMAIIHS, JOCTHITHOCT, IPEBEHIUS U PE3yITaTH, XOJIaHAUsI 3aeMa BOJICIIO
MSICTO cpel 37 eBpOINEHCKH CTpaHu 3a MeTa MopeHa TouHa U 0e KilacupaHa Ha IIbPBO MSCTO
B IIPOy4YBaHE, CPABHSABAIIIO 3/[paBHUTE cucTeMu Ha ChenuHenute maru, ABcrpanus, Kanana,
I'epmanus m Hoa 3emangus. Omie ot roisimata peopMa Ha CHCTEMara 3a 3/IpaBeolia3BaHe

XOJIaHACKATa CUCTEMaA IT0JIydaBa BCIAKA IOAWHA ITOBEYC TOYKH B UHACKCA.

Haji-roeMusiT cerMeHT Ha Imazapa ca MCAULIUHCKHUTC U3ACIHS C IIPOTHO3HUPAH I1a3apCH

06em ot 4,57 Munmapaa maTcku gonapa npes 2022 r.3?

[MonuTuiuTe U OIOPOKpATUTE Ca CPABHUTEIHO Jaled OT ONEPATHBHHUTE PEIICHHS 32
JIOCTaBKa Ha XOJIAHJCKH 3[paBHH yciayrd. [loBedeTo makeTu mo3BoJsiBaT Ha MalMEHTHTE Ja
u3bepaT KbjA€ MCKAT Ja ObJaT JIeKyBaHM. 3a Ja IOMOTHE Ha MalMeHTuTe Aa u30epar,
XOJIaH/ICKOTO MPaBUTENICTBO € Ch3/aj0 yeOcaillToBe, KbAETO ce chOupa MHpopManus U €
pasKpuTa 3a MpPEJCTaBIHETO Ha JOCTaBUuKa. [layuenmume, HeO0B0IHU OM 30PAGHOMO
ocuzypasame, moeam Oa uzbepam Opye nakem 6 Kpds HA 6CAKA 200UHA C HAKOJIKO

HU3KJIIOYCHUS.

Il. 22 PEUMBYPCHUPAHE IIPU U3IOJI3BBAHE HA JAUATIHOCTHUYHO-
CBBP3AHU I'PYIIN U OLIEHKA HA 3/IPABHU TEXHOJIOT MU

1. 2.1. ImarHOCTHYHO CBbP3aHU IPyNHU

Huacnocmuuno cévpsanama epyna Haii o6ujo ce onpedelis Kamo onpeoeieHa 2pynd
nayueHmu, Koumo umam CXO0HU KIUHUYHU XAPAKMepUCmuKy U Yuumo pasxoou 3da
MeOuyuHcko oobcayxceane ca npubauzumenno eonaxsu - toect JICI' ca Maremarmdecku
dopMynH 3a M3YMCICHWE W OTHOUICHWS MEXKIY CPEIHU pa3Xxoiu 3a OONHWYEH clydaid B

HallMOHAJICH Mama6 n CHCI_II/I(I)I/IHHI/I}IT 3a oTAc/JIHaTra 6OJ'IHI/II_I3..

32 web-page of Statista https://wwuw.statista.com/outlook/hmo/medical-technology/netherlands

35


https://www.statista.com/outlook/hmo/medical-technology/netherlands

[IpoexTupanero M pa3pabOTBAHETO 3aloyBa Ipe3 Kpas Ha MIelceTTe TOJUMHH Ha
MMHAINS Bek B Meiinckus yHusepcuteT. IIbpBOHAYANTHATA MOTHBALMS 32 Pa3pabOTBAHETO €
Ja ce cb3aane eeKTUBHA paMKa 3a HaOII0eHHe Ha Ka4eCTBOTO Ha IPUIKUTE U U3I0JI3BAHETO
Ha yciayrute B OonHumara. I[IspBoTo mupokoMamabHO NpPUIIOKEHHE € B Kpas Ha
cenemaecerre B mara Hio Jxbpeu. IbpxkaBHUAT AemapTaMeHT MO 3ApaBeona3BaHe Ha Hrio
Jlxbpen u3nonssa JICIT kaTo ocHOBa Ha MepCHEKTUBHA CUCTEMA 3a ILIAlllaHe, IpU KOSATO Ha

6OJ'IHI/IHI/ITG CC Bb3CTaHOBsBA (bI/IKCI/IpaHa CHGHI/I(bI/I‘lHa CyMa 3a BCCKH JICKYBaH I'IElHI/IeHT.33

I[I/IaFHOCTI/I‘IHO CBBP3aHUTC I'pYIHU Ca MPEAHA3HAYCHH Ja IMOKPHAT BCHUYKH PA3XO0OH,
BB3HUKHAJIM OT OHNPCACTICHA MCIAMIMHCKA Iponeaypa - OCBECH HHBCCTHULIMOHHUTC pPa3xou.
OcHoBHaTa CTaBKa € PEruoHajIHO AOTOBapssHa W CC aKTyaliu3duvpa BCAKa rogvuHa. 3a HIKOH
npoucaypu 6OJ'IHI/II_II/IT6 peaiu3upar neqan6a, a 3a JApyru mnpoueaypu 1€ nNoHacsT 3ary6a, HO

cpenHo Te TpadBa Aa ObAaT AOCTATHYHO PEUMOYypCUpaHH.

INEK mepBOHaUanHO ch3gaBaT codTyepa 3a rpymupaHe, HO cera COPTyepHHTE
KOMITaHUHU Morat Jia ceptudummpar. Toii onpenens 1 MEeToAa Ha U3UMCIIIBaHE HA Pa3XOIUTe,
KOWTO BOJY 1O OPHEHTHPAHE HA Pa3Xx0JUTe U KOHTPOJIMPA OOJIHUYHATA ICHHOCT U JJAaHHHUTE 32
pa3sxoAuTe Ha NAMEHTUTE, HSAKOM OT KOUTO ca OT BCcHYKkM OonHuiu. C Te3u JaHHHU 3a
pa3xoaMTe ce ompenensT Tapu(HM I[EHH, KOWTO C€ MpHjaraT 3a IsJlara OOJHHYHA
CTallMOHApHA JIeHHOCT. ['epMaHCcKaTa cucTeMa € MIMPOKO pas3TiekaaHa KaTo gooeu npumep
3a wupoxomawabna cucmema 3a onpeoenane na pazxooume/ yenooopaszyearnemo na /[CI" 6

PamKume Ha MeNcOyHaApOOHOMO 30paseond3saHe.

[Tomutukure 3a peumOypcupane BbHB DpaHIMs OCHOBHO C€ OpraHuW3Upar Ha
HallMOHAJTHO HUBO ¢ (GOKyc BBpPXYy KIMHWYHATa edekTuBHOCT. BbB  Dpanuus
[IeHOOOpa3yBaHeTo € 0a3upaHo Ha JEWHOCTH WIIM METOJ H3IOJ3BaH MpH (HPEHCKU 3ApaBHU
3aBe/ieHus MpousThyal oT OonHu4yHaTa pedopma Ha OonHuyHUS TwiaH ot 2007 T. u cropen
HErOBUTE HMHHIIMATOPU, MMa 3a IeN Ja OalaHcupa pas3lpeleleHHeTO Ha PEeCypCHTe dYpes
OBJIaCTSIBaHE Ha 3JpaBHUTE ydyacTHULM. Cucremata e Oa3upaHa Ha JEWHOCTH, KOSITO €
nogo6no Ha npyru JCI'. Kpurepumre 3a JOMYCTUMOCT 3a BKJIIOYBAHE Ca OCHOBHO
CTaTUCTUYECKU KPUTEPUU, METULIUHCKU KPUTEPUHU, UKOHOMUYECKU Kputepuu. [IpoyuBaneTo
TpsiOBa Ja ce HampaBW IO OYaKBaHa TON3a - MOJOOpsiBaHE WU J00aBsSHE Ha KIWHUYHA

CTOMHOCT.

% Design and development of the Diagnosis Related Group (DRG) - https://www.cms.gov/icd10m/version37-
fullcode-cms/fullcode_cms/Design_and_development of the Diagnosis Related Group (DRGS).pdf
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Tabnuya 1 Cucmemu na J[CI” 6 egponetickume cmparnu

bpxaBu ¢

Bpeme Ha ch0upane Ha Kaacuduxanmnonna Koaunpama cucrema 3a IIpunoxenne Ha cLOpaHHTE
NPUHJI0KEHHe HA
Jicr aannm 3a JICT cucremMa AMATHO3M U Npoue1ypH JaHHH
. ICD-10- 3a quarnosu MEHUKMBHT U 3aIUlaliaHe
Austrian DRG system,
ABcTpust* Ot 1989 LDF ABCTpPHICKH KaTajor 3a (06w JICT xopurupan
npouenypu-LKF OrODKET)
3a GoIHHYEH NPecTOl — OT
MEHU/UKMBHT M 3allIalliaHe
1990r APR DRG, ICD -9 CM 3a guarsosu u
Bearus * (06w JICT" xopurupan
3a eHOAHEBHA XUPYPTHS — V 15.0 poLeaypH
OrOKET)
or 19951
ICD-10- 3a nuaraosu
CkaHIMHaBCKa
3a OONHMYHA IIOMOII — OT KIacu(HUKausI Ha
1977 XUPYPrUYHUTE TPOLETYPH MEHUKMBHT U 3alljIallaHe
Hanns* DkDRG n Knacugukanus 3a (06w JICT xopurupan
3a U3BbHOOJIHUYHA TOMOILL HUHTEPBEHLIUH, CBbP3aHU C OroKeT)
—or 1994 oOpa3Ha INarHOCTHKA,
KJIMHUYHA JlabopaTopus,
CECTPHHCKH TPIKH U JIP.
ICD-10- 3a quarnosu
Ectonus* Ot 2000 T. NordDRG NCSP, Bepcus 1.6 3a MeHHIDKMBHT
npoueaypu
MEHUJUKMBHT U 3aIlIalliaHe
ICD -9 CM 3a muarHosu u
®paHuusa® Or 1982 GHM (06w JICT xopurupan
CdAM 3a npouenypu
OFrODKET)
ICD -9 CM 3a muarHosu u
Yurapus* Or 1986 T HBCs 4.3 Hammonanna xoaupama MEHHUDKMBHT U 3arUlaliaHe
cucTeMa 3a IpoLeRypu
B nsixou peruonu -ot 1964 MEHHUDKMBHT U 3aIlIallaHe
ICD-10- 3a quarso3u
IIBeuus* Ha nanpionanso HUBO - OT NordDRG (061 JICT xopurnpan
NCSP - 3a mpouenypu
1987 r Oro[KeT)
MEHU/UKMBHT 1 3allIaliaHe 3a
@OuHIaHIusA Ot 1996 NordDRG
ciaydait
ICD-10- 3a quarso3u
HIBeiinapus® Ot 1996 AP-DRG CH MEHHWDKMBHT U 3aIlIalane
CHOP - 3a mporienypu
MEHHJUKMBHT W 3allIalliaHe
HUcnanns Ot 1996 AP-DRG (06w JICT xopurupan
OFrOJDKET)
ICD-10/ ICD-O, READ2
MEHU/UKMBHT U 3allIalaHe
3a IMarHO3u
Besnukoopuranus® Ot 1970 HRG (06w JICT xopurupan
OPCS4,READ2 3a
OIOKET)
TpOLEayPH
MEHU/UKMBHT U 3allIalaHe
Hranus Or 1994 HCFA DRGs (06my JICT xopurnpan
OIOKET)
MEHH/UKMBHT U 3allIalaHe
Hpnanaus Ot 1992 HCFA DRGs

(06my JICT xopurupan
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OroKeT)

Xonanaus DBC
MEHUJUKMBHT U 3aIlIalliaHe
Hopgerust Or 1991 NordDRG (06w JICT xopurupan
OroKeT)
MEHUUKMBHT U 3allIalliaHe
Hopryranus Ot 1989 HCFA DRG (06w JICT xopurupax
OrOKET)
ICD-10-SGB-V 3a MEHHUDKMBHT U 3aIlIalllaHe
T'epmanus 1999 G-DRG (AR-DRG) JIMarHO3H (06w JICT kopurupan
OPS-301 3a npouenypu OrOKET)

Jbp:kaBH ¢ IPOEKT Bpeme Ha chbupane Ha KnacudukaioHna Koaupaia cucrema 3a IIpunoxxenue Ha cbOpaHuTe
Ha ICT’ nanau 3a JICT cucrema JMarHo3u 1 Npouexypu JlaHHU
ICD-10- 3a quarnosu
Bbarapus® Or 1995 IR - DRG MeHHIDKMBHT
CD -9 CM 3a npouenypu
ICD -10 3a auarHo3u u
MEHUUKMBHT U 3aIlIallaHe
Yexus* Ot 2001 IR-DRG (3M) Yewmku npoueaypex
mpe3 2004 r.
CIHUCHK 32 MPOLELYPH
CIM-10 3a nnarsosu u
PymbHust Ot 2003 AP-DRG MEHUDKMBHT U 3aIlIalaHe

CCSSDM 3a npouenypu

Hsmounux: DRG-based hospital payment systems and technological innovation in 12 European countries. Value Health. 2011
Dec;14(8):1166-72. doi: 10.1016/j.jval.2011.07.001. Epub 2011 Sep 9. PMID: 22152189

Bobnpeku ue He chIleCTBYBa ,,Hali-100pa* cucTeMa 3a OTYUTAHE, CPABHEHUETO MEXKITY
IbP)KABUTE JlaBa IPEJACTaBa 3a MEXKIYHApOJHUTE pa3auyusi M MOXKE Ja I[OMOIHE Ha
pEerylaTopHUTE BIACTHM M MEHHDKBPUTE HA OOJHHUIM A3 UISHTHPHUIHUPAT U MOA0OpAT
oOnactute Ha ciaboCT B TEXHUTE cucTeMu 3a oTuntaHe. CriocobHocrra Ha JICT' na cBbp3BaT
KJIMHUYHUTE XapaKTEePUCTUKU C M3MCKBAHUATA 3a PECYPCHU Ca YJIECHUIIM HapacTBALOTO UM
U3I0JI3BaHe B MEXKJYHApOJEeH IUIaH KaTo BajlyTa 3a OOJHMYHM peuMOypcalu U KaTo
MHCTPYMEHT 3a CPAaBHUTEJIEH aHalu3 Ha IPOU3BOJUTENIHOCTTA. [Ipn Bb3CTaHOBsSIBaHE Ha
6azata Ha JICI' cripaBeslMBOTO Bb3HArpaXJ€HUE U CPaBHEHUE € B 3aBUCUMOCT OT CTENEHTa
Ha CJIO)KHOCT Ha TMallMeHTa W M3MOJ3BAHETO HAa PECYPCHUTE aJ€KBAaTHO BKJIKOYEHH B CHCTEMA.
HeanexBaTHa KOpeKIMsl Ha TeXECTTa, HAlp. MOKe J1a HaChpuu M300pa Ha MO-MaJIKO CI0XKHU
ciyuau. CnenoBaTenHO BCUYKM HaruoHanHu cuctemu 3a JICIT ce crpemsar nga monoOpst

CBOUTC CHeHI/I(i)I/I‘—IHOCTI/I " J1a BKIIIO4YaT HanpE€abKa B MCIUIMHCKHUTC 3HAHWUA U TCXHOJIOTUH.

U Bce mak uMa pa3vKU MEXIY TAX B OTJEIHUTE IbP>KaBU B TOBA KaK U JI0 KakBa
CTENEH Cca IOCTaBEHM TE3U LEIM U ca NPWIOKEHH, KOeTo Boau 10 pa3smuHaBaHe B JICI'
CUCTEMHUTE B MEKIyHapoJeH IulaH. [Ipy W3BIMYAaHETO Ha CMUCIIEHM 3aKIOYEHMsI OT TOBa
u3cie/BaHe OCOOEHO BBB BPbB3Ka ChC CIOCOOHOCTTAa 3a W3BBPIIBAHE Ha JUPEKTHU KpPOC-
KbHTpU cpaBHeHHUd. [lpu nurca Ha oOma cuctema 3a KiacHpUKalus Ha IpOLEAYpUTE HUMa

SHAYUTCIIHU Pa3JINYrd MCKAY CTPAHUTC U MPUIIOKCHU CXCMHU. HNma Bapuanus B ,Z[’bJ'I60‘-II/IHa
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Ha KOJMpaHe: MaKCUMaIHUs Opoi amarHo3u, u3non3panu 3a [ICI' e mecet BpB OunHmaHaMS,
HO 120 B I'epmanus. Benpeku tpyanoctute, JICI' Moxke na mOMOrHe Ha Ch3JIATENIUTE Ha

3ApaBHU IMOJIMTUKHU Ja IIOAKPECIIAT pa3BUTHETO HA CUCTEMA 34 OTUYUTAHC U pCI/IM6prI/IpaHe.34

H3OK npaBu onut 3a BeBexkaane Ha JICI, karo npeacraBs nHdopmaius 3a UCTOPHS,

CBILHOCT, TIPOEKTH ¥ HOpMaTKBHa 6a3a.®

11.2.2. OueHka Ha 3IpaBHUTE TEXHOJIOTHHU

O3T e cucmemamuuen npoyec, KOUMO pazenedxncoa 30pasuHume mexHoI02UU U Motce
0a 8K0Y8a npezied Ha KIUHUYHU U3CIe08AHUSl 8 CPABHEHUE CbC CbUlecmaysaume Mooel,
egpekmuenocm Ha paszxooume, COYUATHU U emudHuU 6b30elicmeusi BbpXy cucremara. Ha
0a3ara Ha pa3TUYHHUTE BUJIOBE M3cieaBaHus u aHanu3u B EC ce nmpenocTtaBsi HA OTTOBOPHUTE
dakTopu ¥ MHCTUTYIHMH, ONPEACTSAIIM 3[paBHATA MOJUTHKA, OOEKTUBHA MH(OpMalus, Taka
4e Te JAa MoraT Aa npedopmyiupaT HopMaTuBHA 0a3a U peMMOYpPCHU MOJUTUKH, KOUTO Jia ca

6G3OHaCHI/I, e(l)CKTI/IBHI/I, peHTa6I/IJIHI/I " Ipeay BCUYKO HACOYCHU KbM IMALIUCHTHUTC.

3a mepBu T B CAILl npe3 1965r. craptupa BbBexIaneTo Ha HoBa mporpama O3T,
KOSITO JICHCTBA B Ch3/1aJIcHaTa ATCHIIMS 32 OlIEHKA Ha TeXHoyoruute. BpB Benukoopuranus,
€llHa OT HaW-pa3BUTHTE CTpaHU C moBede oT 20r. OMUT M TPAIUIMH B Ta3u 00JACT ca
npefcTaBeHu (pakTH, KOUTO Ja JONpPUHECAT 32 HNKOHOMUYECKH 00OCHOBaBaHE Ha MOJIXOMa 3a
OLCHABAHEC Ha C(l)eKTI/IBHOCTa Ha MCIUIWHCKU U3ACTIUA U 3aCHJIBAHE POJIATAa U 3HAYCHUECTO Ha

O3T Ha MeaUUMHCKH U3senus B bbirapus.

Te3n mpuMepr U BB3MOKHM PELICHUS LEIAT Ja JajaT IUIOCTHA W 3aBbplICHA
MpejicTaBa 3a MocoKaTa B KOSITO Jla C€ JABMKAT PEMMOYPCHHUTE TMOJUTHKU, a CHIIO M HA
HEWHUTE BB3MOXXHOCTU W TepcreKkThBU. B moBeueto crpanu B EBpoma pemmOypcupaiara
WHCTHUTYIUS TJ1alla 32 KIMHUYHA HHTEPBEHIUS, BKIIFOUNTEIIHO BCUYKHA HEOOXOAUMHU U3/IETHUS
u npoayktu. lleHooOpa3zyBaHEeTO Ha MPOAYKTUTE C€ OMpeAelNss 4pe3 IMPErOBOPHU MEXKIY

6OJ'IHI/II_IaTa 1 KOMIIaHHATA 3a MCIUIIMHCKH U3 OCIHA.

B bbarapus ompenensiHeTo Ha CTOMHOCTTAa HAa MEIUIIMHCKUTE H3JE€NUsS CTaBa OT
H3O0K, cnen ogobpenue ot Hanzopen cbBer. B noseueto avpkasu B EC ce uaentuduumpar

pPa3iudHu Mmooenu Ha npulosicerue Ha 03T, Kakmo u 6 3axonooameincmeomo. B HsIkou

¥ OXFORD ADADEMIC- DRG systems in Europe: variations in cost accounting systems among 12 countries- RG
systems in Europe: Variations in cost accounting systems among 12 countries, March 2014, The European
Journal of Public Health 24(6), DOI:10.1093/eurpub/cku025.

35 Muarepuer crpanuua na H30K, 3a Bomauuy, JluarHocTuuHo cBbp3anHu rpynu - https://www.nhif.bg/page/44.
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IbpP)KaBU € HA HAYUOHANHO, 3 B IPYTU U HA MeCcmHO HU60 /OOTHHILIA WM MPEXU OT OOJTHUYHH
3aBenenus/. BpB BenukoOputanuss mma Hammonanen 3apaBen uHctuTyT - NICE, BBB
Opanrus - Operckara 3apaBHa areHius (HAS) u3pbpmBa O3T Ha MenunuHCKA u3aenus. B
I'epmanusi- THCTUTYT 32 KauecTBO M €eKTHUBHOCT B 3/ipaBeonaszBaHeTo-IQWIG. PaspaboTBar
Ce M MKOHOMHYECKH HACOKU KaTO TEpareBTUYHA e(PUKACHOCT, MKOHOMHYECKA e(PEeKTHBHOCT,

HaAJIMYME Ha JPYTU alTepHATHBH, BH3ACUCTBUE BHPXY OIO/IKETA.

BbB Benuko6putanuss NICE 3amaBa HacokuTe W OBp30 ce MpeBpbhINa B OCHOBEH
bakTop 3a enobanuzayusma Ha npoyeca wa O3T. B bbirapus ce moiiydaBaT JaHHU H
JOKYMEHTHU OT JPYTU AbPKABU OT GUPMH BHOCUTEIIH, HIKOM OT KOWTO T MPEIOCTABST MPHU
HaJM4Yhe Ha HOBO H3JEIHE C OrJe] BKIIOYBAHETO MM B pPEUMOYpCEH CIUCHK. BbB
Benukobputanus cwiio taka ce npaBu O3T u Ha HUBO OOJHUYHO 3aBEJCHUE UM Mpexka OT
OOJHUYHU 3aBe/ICHHUs, KOUTO B3€MaT peIlIeHUs MpH ynorpedara Ha OMpEesieH BHU] 3/paBHA
TEXHOJIOrUs. 3a YIpakHABaHE Ha IpaBaTa Ha MALMEHTUTE NPU MPAHCSPAHUYHO 30PAGHO
0bcnysceane ce perJjaMeHTHpa U3rpakiaHe Ha JOOpOBOJHA OCHOBA Ha Egponelicka mpedica
3a O3T, cévp3sawja onpedenenume om ObpHCaABUMeE-UNeHKU ULU UHCIMUMYYUU, OM2080PHU 3d

oyeHkama Ha 30p616H1/lm€ mMexXHoI0cUU.

CeoectByBa npuera Cmpameeus na EC 3a compyonuuecmeo B Ta3u 00JacT, a mpe3
2015 r. e mpueT U JOKYMEHT 3a 00CHKIaHe OTHOCHO MMOBTOPHOTO M3IONI3BaHe HA padoTara 3a
O3T B nHamumonanmHuTe naerHoctH. EBpomneiickata Komwucus pabotu mo HMHHUIIMATHBA 3a
3acuiiBaHe Ha chTpyAHHUecTBOTO HAa EC B 00nacTa Ha olleHKaTa Ha 3/[paBHUTE TEXHOJIOTHH 32

npeoaojiiBaHe Ha HUCKAaTa CTCIICH Ha BbBCKAAHC HA O3TsB HAallMOHAJIHUTEC IMPOLECCH.

O3T e u dpopma Ha u3cieOBaTEICKA MOJIUTUKA, KOATO H3CJEIBa KPATKOCPOUHUTE U
JBITOCPOYHH PE3YJITaTH OT MPUJIAraHeTo Ha JIaJieHa 3[paBHA TEXHOJOTHS M MMa 3a Lel JAa

npeaocTaBnu I/IH(I)OpMaI_[I/IH OTHOCHO AJITCPHATUBHUTC 3JpaBHU CTPATCTUH.

Orenkara Ha 3JpaBHUTE TEXHOJIOTUU € HAYYHO 0O0CHOBAHA MemMOO0102Us, KOSITO AaBa
HACOKHM 3a B3eMaHe Ha pelleHus Ha 0azara Ha JO0Ka3aTeJICTBAa OTHOCHO IIEHOOOpa3yBaHETO U
peuMOypcHpaHeTo Ha 37paBHH TexHojoruu. llenTta e na ce waeHTH(OUIUPAT OHE3W 3PaBHU
nporpaMu, KOUTO TpeJyiaraT Hail-rojiiMa CTOMHOCT 3a €IMHUIIA Pa3XoJl, a MOJUTHUIIUTE U
eKCIIepTHUTE Ja B3eMaT 0OOCHOBAHM PEIICHUS OTHOCHO TAXHOTO MpHJIaraHe B MpakTHKaTta. B
Hapen0aTa 3a W3MEHEHHWE W JOMbJIHEHHWe Ha Hapemba 7 ca BKIFOYEHHM M TEKCTOBE 3a

I/IHBGCTI/II_[I/II/I " OpraHusanus.
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CrnenBa na ce npeaocTaBu WH(GOPMAIIKS 32 MHBECTHIIMH, KOUTO ca HEOOXOAUMHU, 3a Jia
C€ M3M0JI3Ba TEXHOJIOTUATA U JOI'BJIHUTEIHU PECYPCH, HYXKJATa 3a KOUTO LIE Bb3HUKHE IIPU
BBBEXK/JIAHETO Ha 3JpaBHATa TeXHOJorusa. B T.4. cimegBa ga ce onmumuaT AOMBIHUTEIHUTE
yMeHHUsl, 00y4eHHs U KBAIU(PUKAIIMK, KOUTO IIe ca HEOOXOAUMMH Ha 3[pPaBHUTE CIICLUAINCTH,
3a J]a MOrar Ja aJAMHUHUUCTPHpPAT METUIMHCKOTO u3fenue. Chmio Taka TpsiOBa ma ce
MPEACTABAT JOMBJIHUTEIHUTE YOBEHIKA PECYpCH, KOUTO CE OYaKBaT MPU BHBEKIAHETO HA
3npaBHaTta TexHosorusa. [lpencraBar ce u3TOUHUIUMTE Ha UHPOpMANUs 3a KIMHUYHUTE

POYYBaHUS.

O3T e mporiec, KOWTO 3armo4Ba OT ONPEISISTHETO Ha HHPOPMAIIMOHHUTE TOTPEOHOCTH
Ha B3EMAIIUTe peHICHWs W (OPMYJIUPAHETO HAa TO3M BBIPOC IO CTPOr HAyueH HAYUH,
MIO3BOJISBAILl IPOBEKIAHETO HA HEOOXOAUMUTE M3cienBaHus. KpaliHusT eTam nmpencTaBisBa
U3rOTBSHETO HAa OTYET 3a OCBHIICCTBEHATa OIEHKA, ChIbPXKAIll M3YEPIaTeIICH aHaJIu3 Ha
MMOJIYYCHHUTC JaHHW W TIOAHCCCH BbLBB BHUA, NOAXOAAN] 3a MLCjIe€BaTa ayaAuTOpuUusa —

PBKOBOAUTCIIUTE, B3CMAIHU PCHICHUS B IIOJIMTUKATA U 3JpaBCOITIa3BaAHCTO.

C BBBeX/IaHETO Ha OLIEHKA Ha 3[PAaBHUTE TEXHOIIOTUU ce yeau 0OeKmueeH HayueH
AHANU3 HA UKOHOMUYECKOMO 8b30elicmaue TIPU MPUiIaraHeTo Ha JajieHa 3/IpaBHa TEXHOJIOTHUS,
alTepHaTUBAaTa, KOATO I11€ ObJie 3aMECTEHA OT BbBEKJAHETO 1, KAKTO U OLICHKA Ha BIUSIHUETO
BbpXY NYOJIMYHUTE pa3xoJu INpH IMpHJIAraHeTO Ha Ta3u TexHosorus. ToBa mo3BoJisiBa Ha
peryiaropute Ja B3eMaT HHQOPMHUpPAHM pElIeHHS OTHOCHO BKJIIOYBAHETO Ha JaJIeHO
MenuuuHCeko wu3fenue B CHHCBK, KakTO M TpH ONpeAeisHe Ha peuMOypcHaTa My
1eHa/cTolHocT. Pe3yarar OT mpuilaraHeTo Ha OLEHKaTa Ha 3[paBHUTE TEXHOJOTHH ca
MOBUIIIABAHE KAuye€CTBOTO HA JICYEHMETO Ha OBJIrapCKUTE Ipa)KAaHHU, KOETO IIE JIOBEAE N0

ONTUMU3HUPAHEC HaA HY6J'II/ILIHI/IT6 pa3x0,u1/1.36.

[ToBeuero cTpaHu ¢ JO0OpU HMKOHOMHYECKU
noKas3aTead MMaT COOCTBEHM areHlMd, HO HUMa U HAKOM U3KIo4eHus. ChllecTByBaT
IbPKaBU C BUCOKM HMKOHOMHMYECKM HUBAa HAa PA3BUTHE, KOMTO BCE OILE HE Ca IPHUEIH
npoueca. [IpoyuBanusita morar fa ObJaT MPOCIEKTHUBHU U PETPOCHEKTHUBHU MparMaTUYHU

paHAOMU3WPAHNU KIWMHUYHU H3IHUTBAHUA, O6CCpBaHI/IOHHI/I MMpoy4YBaHUud H Oaszu JaHHH,

BKJIIOYMTEIHO PETUCTPU HAa MauueHTH, 6a3u ganHu Ha M3/H3OK u npyru MHCTHTYLMH,

% Cranosuie ot npod. Ilerko Camues, aM — HanmoHaneH KOHCYJTaHT 1O OLIEHKA HA 3APaBHUTE TEXHOJIOTHHU-
Ho n-p A. HapurkoBa mnpencenaten Ha Komucus mo 3apaBeonasBane Ha 44-to HC-www.parliament.bg-
20181113051821K3-853-10-49 IIC.docx
https://parliament.bg/pub/cW/20181113051821%D0%9A%D0%97-853-10-49%20%D0%9F%D0%AL.docx
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MEAWIIMHCKY HAYYHU U3CIlieABaHMs. BCHUKY penieHns Ha IbpKaBHUTE HHCTUTYIIUH TPsOBa 11a
Cce TPWIOXKAT C TOAXOISAIMUTE pedepeHIMH W Ja CEe TPUIIOKHU TOKYMEHTBT, ChABPIKAI]

OKOHYaTejIiHaTa OI€HKa U 3aKJII0YCHUC.

U3zepasicoanemo na kanayumem u UHCMUMYYUOHATUSUPAHEMO HA OpP2AHU3AYUSL 8
bovaeapus 3a O3T na meduyuncku uzdenuss TpssOBa aa ObJe MJIAHUPAHO B MEPCICKTUBA, C
JBJITOCPOUYCH aHTAKUMEHT OT CTpaHa Ha OTTOBOPHUTE JIMIA 32 B3E€MaHE Ha PEIICHHUS Ha
KJIIOYOBH TO3MIIMM B 3J[paBHATa CHCTEMa, KaTo CPEICTBO 3a pPEIH3aiiH Ha peUMOypCHHTE
MOJIUTHKH 33 MEAMIMHCKU u3nenus. [Ilpu3HaBaHeTO Ha HEOOXOAMMOCTTA OT ChINIACYBAHOCT
Ha MyOJIMYHUTE MOJIMTUKHA B 00JacTTa Ha MEIUIIMHCKUTE U3JIENHsI, TAPTeTUPAHETO HA HOBU
pelIeHus, 9pe3 HOBa CTPYKTypa € HOBO CTPATErMYecKO HacOYBaHE Ha pecypca M MOTEHIHAaIa

3a HOHO6pHBaHC Ha peI/IM6prHI/ITe IIOJINTHUKH, KOCTO € BA’KHO U HeO6XOI[I/IMO.

HeoOxoauMo € u3rpakAaHeTo Ha KamaluTeT M WHCTHUTYIHOHAIM3UPAHETO Ha
CTpYKTypara, KOETO Ja MOXe Ja ce (OKycHpa BBPXY aHaIM3 M HIACHTHU(UKAIUsS Ha
uHopmanuaTa U JaHHUTE, HEOOXOAUMH 3a OBJIEHIOTO B3eMaHe Ha pemieHus. KanmanureTst
MOXe Ja Oblle pa3slIMpeH 4Ype3 IOCTENICHHO HENpPeKbCHATO oOydeHue M JeHHOCTH 3a

npodecuoHaNHO pa3BUTHE.

11.3. PEUMBYPCUPAHE HA MEJULIUHCKHU U3JIEJIUS B BbJTAPUSI —
IMPAKTUKHU U ITPOBJEMUA

Hopmamusnama 6a3za, yenoobpasyeanemo u peumOypcHume NOIUMUKU 34
Meouyuncku uzoenus 6 bvneapusa ca 6 npoyec na xapmonusupane ¢ EC. B pe3ynrar Ha ToBa
CHILECTBYBAT pa3jIMYHU 3aKOHOBH pasnopendu. B bwarapus peumOypcupaHuTe MeAUIIMHCKI
uznenusi, nokput or H30K oOxBamar mmMpok CHeKTbp — OT YCTPOMCTBO 32 MEXaHHUYHO
NOJIOMaraHe Ha LUPKYJIalusATa W3KYCTBEHO ChbpLE, YCTPOHCTBa 3a JIBJIOOKA MO3bYHA
CTUMYJIAIMs, Ipe3 KOPOHAPHH U MepU(EpHH CTEHTOBE, ChP/I€YHO-ChJIOBU KJIAITHU UMIUIAHTH,
UMIUIAaHTH B HEBPOXUPYPIHsTa 3a JICYEeHHE HAa MO3BYHO-CHJOBU 3a00JIsIBaHMs, 3a CIMHAIHA
XUPYprusi, HUMIUIAaHTH B  OPTOIEIUSATA, KOXJIGADHM HMMIUIAHTH, UMIUIAaHTH 34
HEBPOCTUMYJAIMS, KapAHOCTUMYJIATOPH, KapAHOBepTep-AePUOpUIaTOpH, TPaHCKATEThPHU

KJIAITHU MMPOTEC3U U APYTU.

B Bbirapus nazapbT Ha METUIIMHCKH U3ETHUS CBILO € 00EKT Ha U3CJe/BaHe, aHAIN3
u rpynupase. M3cnenBaHusiTa BbpXY pPa3XxOJWUTE W CBBP3aHHUTE C TAX 3IAPABHU IOJI3H Ca
OCHOBHAa 4YacT OT YIPABJIECHCKHs MPOLEC B 3ApaBeomna3BaHeTO. MHTepechbT KbM TO3M BUJ

aHaJIN3U € MPEau BCUYKO CBbP3aH C OIMACCHUATA 3a HAPACTBAIIUTEC Pa3XOJqu U HATUCKA BbPXY
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3[paBHUTE MHCTUTYLIMHM Ja paslpeleNarT pecypcu 3a e(eKTHBHOTO W3MOJ3BaHe Ha
WHOBAaTUBHM 3J(paBHU TeXHOJIOrMM. HanexIHOCTTa Ha pe3yiTaTuTe, MOJYyYEHH OT TE3HU
aHaJIU3M, 3aBUCHU [0 IOJIIMa CTEIEH OT MPAaBWJIHOTO IIPUJIAraHe Ha pas3IMYHUTE MOAXOIU U
pa3bupaHeTo Ha TexHUTe criequpuku. OneHKaTa Ha Bb3JICHCTBUETO CE€ NPEBbPHA B OCHOBEH

HHCTPYMCHT 34 I/ISPaGOTBaHe Ha MMOJIMTUKHUTC, IPOIPaAMUTE U ITPOCKTUTC.

Pa3zButero Ha oOlleHKaTa Ha BB3JECUCTBHETO MPOU3THYA OT HapacTBauara
3arpIKEHOCT 3a TIOCTHUTAaHE Ha ycToiumBoO pasuthe.®’ ['eHepaqHMAT Mpersen Ha MOJUTHKH
3amouBa mipe3 1993 r. B Kanazga, npe3 1997 r. 8 O6enunenoro kpaictBo u npe3 2007 r. BbB
Opannusa. To3m amMOMIIMO3€H TMOAXOJ CloOMara 3a TOCTUTaHE Ha YBEIMYCHUE Ha
e(PeKTUBHOCTTA HA IYOJUYHHUTE IMOJIMUTUKH B KPATKH CPOKOBE. TpaaumuoHHUTE GOpMHU HA
OIICHKAa MPOJbJDKABAaT Ja ObJaT M3KIIOYUTENHO Moyie3HH. KomMmaHuuTe 3a MEAMIIMHCKHU
U3JIeNHsl TIOJJIeKaT Ha MEXaHU3bM Ha peuMOypcupaHe, ako 000pOTHT UM HapacTBa Mo-0bp30
OT MPEABAPUTEIIHO OINPECIICHa CTaBKa, U KOMITAHUTA UMa aHTQXXHUMEHTH 110 OTHOIICHUE HA

o6opora cu.*

B boarapus ce ymewpowcoasam exce2o0Ho cneyugukayuu om H30K 3a
MEIUIUHCKUTEe u3Aenus - ,,Crnenudukanus ¢ ONpENeieHd M TPYINUPAHU METUIIMHCKA
W3JICNHsI, IPUJIAraHu B YCIOBUATA HA OOJTHMYHATA MEIUIIMHCKA oMot U ,,Crienudukamnmsi ¢
OTpeseNiecHd W TPYNUPAHW MEIUIUHCKYA W3JCTUs, TpHWIaraHd B YyCJIOBHATa Ha
M3BBHOONHUYHATA MeaulMHCKa Tomornr, CrenudukanuuTe ca HM3TOTBEHU MO pela Ha

Hapenba 7.

Tesn MeAWIIMHCKM W3JENHUsl Cca YaCTUYHO WJIM HAIBIHO pPEUMOYPCHUpaHH |
nyonukyBanu B CHHCHIM, KOUTO ce OOHOBsiBaT. Besika ronuHa ce 00siBABa npoyedypa no
0ocosapsine ¢ TIPOU3BOJUTENNTE M BHOCUTENHWTE Ha MeauuuHCKH usnenus. [Ipouemypata
3all04Ba C MOKaHAa KbM MPOU3BOIAUTEINTE U BHOCUTEIUTE HAa MEAUIMHCKH WU3/ENNs, KOUTO
MON'BJIBAT 3asiBJICHUE, JCKIapallui 3a CbOTBETCTBUE U JAPYIH, KAKTO M LIEHOBO MPEIJIOKEHHE

3a MCIUIHUHCKUTC U3ACIINA I10 IMPOU3BOAUTEIIN, MMPEAOCTABAT CepTI/I(l)I/IKaTI/I 3a kadecTtBo. Ha

3 WurepHer cTpaHuna Ha MUHHCTEPCKHM ChBET, OOIIECTBEHH KOHCYNTAUMU-IIyOIMUeH CTpaTerHuecku
MeHWKMBHT, cTp. 9, TYWMHHUHI' TIPOEKT- https://www.strategy.bg/Publications/View.aspx?lang=bg-
BG&Id=110

38 Web-site of HOGANLOVELLS- EU Pricing & Reimbursement Pricing & reimbursement schemes in major
European countries- www.hoganlovells.com/~/media/hogan-lovells/pdf/publication/eu-pricing--reimbursement-
newsletter--november-2014 pdf.pdf
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0a3a Ha Te3W JOKYMEHTH Ce M3BBpILIBa jJoroBapsHe — PyOpuka JlekapcTBa, 3a mapTHbOpHUTE

Ha H30K, 3a npousBoauTenuTe 1 BHOCUTEIUTE HA METULIMHCKU U3JICITHSL. 39

Ot 01 ampwr 2017 r. H30K 3amnama o6mo 3 016 memuuuacku u3aenus Ha 180

MIPOU3BOIUTEIIHN, IPECTABIABAHU B Ipoueaypata ot 103 ropuanuecku/pusndecku auna. Ot

TIX 564 MEOULMHCKU M3JICIHSA ca BKIIOYECHHM B CIIMChbKA HAa MCAWULMHCKH H3JCIIHA,
MpUJIaraHu B U3BbHOONHNYHATA MeauHCKa oMol (MBMIT) u 2 452 MeaunuHCKY U3aemus,
npuwiarand B OonHuuHata meaunuHcka nomonr (BMII). OchHoBHu ['pynu MemunMHCKH
W3JIeNWs, 3alljIaliaHi U3BbH CTOMHOCTTA Ha KIIMHUYHUTE IbTEKU/Iporieaypu npe3 2017 r. ca
19. bpost Ha MmeauuuHCcKkuUTE U3aenus € 2 452, bpoit npousBoautenu — 153 u bpoit 3asaBurenu
— 72. Ilpu cpaBHuMu croifHocTH, 3amnamann ot H3OK, 3a ceuiectByBammuTe mnpes ABETe
MOCIIEAOBATEIHA KaJleHAapHU TOAMHU TJIABHU TPYIH, OOMIMST pa3xoJl, OTYETEH KbM JaTa Ha
M3BBPIIBAHE HA MEIUIIMHCKATA IEMHOCT, ce € moBUIIWII ¢ 22% 1 Bb31u3a Ha 98 145 085 ..
CeoriacHo 3akoH 3a Oromkera 3a 2017 1. ompezgenenust pazMep 3a MeAUIIMHCKH W3ETHS,
npuwiaranu B OonHMuyHaTa MeauuuHcka nomom € 80 000 000 nB. Cnopen Ortuer 3a
W3MBJIHEHHETO Ha Oromkera kbM 31.12.2017 r. pa3sxoma Ha METUIIMHCKH H3JEIHS,
NpuIaraHd B OoJIHWYHATa MeAuimHcka rmomomr ¢ 98 145 085 nB. B Tabmuma Ne76 ot
rogumaug otdyeT Ha H30K 3a 2017 r. ca mocouenn OTueTeHHW W U3IIATEHU CPEACTBA 3a
MEJIUIMHCKN W3JENHs U KOMIIOHEHTHTEe MM, npwiarand B BMII no rpynu m rogunu. B
Tabnuna Ne77 e mpencrtaBeH u bpoil Ha MeOUIMHCKH M3JENUs W KOMIIOHEHTUTE UM,
npunaraii B BMII no rpynu u rogunu. B TabGmuua Ne78 ot oruera ca u OtyereHu u
3arutaTeHn 00eMu U ctorHocTu mpe3 2016 r. u 2017 r. mo BHAOBE METUIIMHCKU W3NS,
npwiaranu B BMII. B Tabnuma No79 e mpencraBen bpoit Ha MEIMIIMHCKM U3JETUS U
KOMIIOHEHTUTE UM, npwiarani B bMII no rpynu u ronuau. Haii-royisim 151 Ha pa3Xxoaure ce

dopmupa ot I'pyma 4 ,,CrenTose” (61m30 50%). 4°

B Togumen orduer 3a aeiHocrra Ha H3OK 3a 2018 rommba e mocodeHo, 4ye €
IIpOBEJECHA IMpoleAypa MO ompenensHe Ha croiHocrra, kosto H3OK 3amnmama 3a
MEIUIIMHCKUTE M3JCNUS B YCIOBUATa Ha OOJMHUYHATA W W3BHHOOIHHYHATA MEIUITMHCKA
MoMOIII TI0 pefa Ha ,,Hapenba 3a ycroBusiTa U peia 3a ChCTaBsSHE HAa CIHCHK HA MEIUITUTHCKU

HU3ACIIUA 110 YJI. 30a ot 3akoHa 3a MCIUIUHCKUTC U3ICIIUA U 3a OIIPCACIIAHC Ha CTOﬁHOCTTa,

¥Unrepuer crpannua wa H30K- 3a maptasopure ma H3O0K, 3a NpOM3BOAMTENUTE M BHOCHTENMTE Ha
MeIUMUUHCKY u3nenus- https://www.nhif.bg/page/221.

40 Uutepner crpanuna Ha H30K- Nogumian otyetn Ha H3OK, [Nopumien otyer 3a neitHoctra Ha H30K 32 2017
roauHa - https://www.nhif.bg/page/2035.
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JI0 KOsATO Te ce 3arutamar. M3rorsenu ca Couchiy ¢ MEIULIMHCKUATE U3/ENUS B YCIOBUSTA Ha
OOJTHUYHATA U U3BBHOOTHMYHATA MEAUIIMHCKA TTOMOII ¥ YKa3aHUs W U3UCKBAHHS 33 TIXHOTO
npuiarane. Ot 01 ampun 2018 r. H30K e 3amumamana o6mo 3693 MeauIMHCKH H3eus,
3asiBeHM U jAoroBopeHu ¢ 208 mnpousBoautenu. OT Tiax 590 MeAUIMHCKUA H3JETusd ca
BKIIIOUCHU B CIIMCHKA HA MEIUITMHCKU U3JICNHSI, IPUIAraHu B U3BHHOOIIHUYHATA METUITUHCKA
nomont 1 3103 MeMIMHCKY U3/IeNus, IPUIarany B 60IHUYHATa MeauuHcka nomomnt.*! TIpes
2019 r. ce mpoBee mpoleaypa Mo onpeaessiHe Ha cToitHocTTa, 10 Kosito H30K 3amnama 3a
MEIUIIMHCKUTE W3JIeIus, TMpUIaraHu B YCIOBUATa Ha OOJHWYHATA W HW3BBHOOJHMYHATA
MeAMIIMHCKA TIOMOII 110 pena Ha Hapenbara 3a ycnoBusiTa U pefia 3a ChCTaBsiHE Ha CIHCHK HA
MEIUIMHCKHU u3aenus 1o 4wi. 30a oT 3akoHa 32 MEAUIIMHCKUTE U3/ACIUS U 3a ONpe/eisiHE Ha
CTOMHOCTTA, 10 KOITO T€ ce 3ariamar. M3rorsenu 0sxa CIHUCHIU ¢ MEIUIMHCKUTE U3OEIINs,
IpUJIaraHu B yCIOBHUSATa Ha OOJHUYHATA M M3BBHOONHHMYHATA MeauiuHcka nomoml. Ot 01
toan 2019 r. H30K e 3amrmamana o6mo 2 839 Opos memuuuHCKHA m3aenus Ha 197 Opos
IIPOM3BOIUTENH, MIPEACTAaBIsIBaH B Tiporeaypara ot 200 ropuaunaecku/pusndecku iuna. Ot
TAX 647 Opos MEAWIIMHCKH HW3JIEIUs ca BKIIOYCHH B CIIMChKAa HA MEIUIMHCKU W3NS,
MIpUJIaraHyd B M3BbHOOJIHMYHATA MEIUIIMHCKA TTomMont ¥ 2 192 Gposi, mpuiaranu B 00JIHUYHATA
menunuHcka nomoml. Ha ocnoBanme Hapen6a 10 ot 2009 r. Osxa cximoueHn 45 AUPEKTHH

JIOTOBOPA € MPOU3BOUTENH/THPTOBIM HA €PO C MEAMIIMHCKH W31emus. 2

41 Unrepuer crpannna va H30K -Hawano, 3a H30K, Toaumiaun otuetn na H30K, Coauuien otyer 3a
neiinocrra Ha H30K 3a 2018 roauna - https://www.nhif.bg/page/2035.

4 yurepHer crpanuna Ha H3OK - Tomumen order 3a geiiHoctra Ha H3O0K 3a 2019 .

https://www.nhif.bg/page/2035.
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OCHOBHMU M3BOJIH OT BTOPA I'/IABA

Ot HampaBeHus aHalu3 Ha peuMOYpCHHUTE NOJUTUKM B EBpona u mpumepa Ha BOAelU

CTpaHW MOTaT Ja ce 000OIIAT CICTHUTE U3800U 3d 0OpUme NPAKmMuKy KOUmo mo2am oa ce

NPUTLOJHCAM ) HAC:

1.

OrpanuvaBane peMMOYpPCHPAHETO HAa CKBIIOCTPYBAIIUTE MEIUIMHCKH W3IEIHS, KIay3a
KJ1ay-0ex,

CenekTMBHOCT IpU B3€MaHE Ha pelleHue Kou ycTporcrBa mie nosydar 100%
peuMOypcupane.

OnuTsT Ha EBPOMEHMCKM CTpaHU Ja Cbh3AaBaT pPa3IMUYHM HMHCTUTYTH 3a OlleHKa Ha
3paBHU TEXHOJIOTUU W Jia aHOHCHpAT CBOM COOCTBEHH HACOKH 3a TOOPOTO HHUBO Ha
KJIMHUYHU JI0Ka3aTeJICTBA MOCTaBs BhIIPOCa KOW MHCTUTYT B bbiirapus e ochlnecTBsIBa
TOBA.

[To-sicHo pa3mucanu mpaBa W 3aABDKEHUS HA TMPOU3BOAMTENIUTE, BHOCUTEIUTE U
TUCTPUOYTOpUTE, KAaTO TOBAa BKJIIOYBA CBINO JAHATHOCTUYHUTE YCIYTH M WHTEPHET
poJaxxOuTe, pasupena 6a3a 1aHHU 32 MEAUIIMHCKUTE U3/IeHsl ¢ 00XBaTHA U MyOJIUYHO
noctbiiHa uWHGOpMAIUs MO OTHOIICHHWE Ha MPOAYKTHTE Ha Maszapa, IM0-a100pa
MPOCIICANMOCT Ha M3/AETHTA IPU JOCTaBKa C Bb3MOXKHOCT 32 OBbp3 U €()eKTUBEH OTTOBOP

IIpH HAJIMYHUEC Ha OITAaCCHUA BbB BPBH3Ka C 0e30macHOCTTA.

Hpyru 1oOpH NpakTHKU KacasT OCUTYypsSBaHE HAa KaueCTBOTO Ha 3/IPaBHUTE YCIYrH U
MEIULMHCKU u3aenus. Mncmumymom 3a kavecmeo u npospaunocm 1QTiG ¢ ['epmanus
omeosaps 3a paspabomeanemo Ha NOAUMUKU U OeUHOCMU 34 63AUMOCEbLP3AHOCT U
ocucypsaeane Ha MedcOyCeKmopHo Kavecmeo om umemo Ha Pedepannus cvbemecmeH
KoMumem u om GCUYKU OOTHUYU ce U3UCKBA 0a NYOIUKYyeam KOHCmamayuu 3a uzopau

nokaszamenu, onpeoeieHu 3a 0a 0a0am 6b3MOICHOCH 34 CPAGHEHUS MedCcOy DOTHUYUMe.

HaanMep, BCHUYKN HOBU AUATHOCTUYHH M TCEPANICBTUYHH HPOLCAYPH, TpH6Ba Ja

MOJTyJaT TOJIOKUTENTHA OIIEHKA 3a Toji3ara U e(PEeKTUBHOCTTA, Mpeau Ja mMoraT ga ObaaT

peuMOypcupanu oT 31apaBHU (GoHmoBe. Jlekapute TpsiOBa 1a cma3BaT CTPUKTHH

HKOHOMHUYCCKU I'PaHUIIU CbBMCCTHMHU C KaUCCTBOTO, CUTYPHOCTTA U C(I)GKTI/IBHOCTTa, KOHTO

CC MPEAOCTABAT HA MAUCHTUTC, T.C. 1a UMa U3MCPUMOCT. Takcute ce N34MuCiIdaABaT, KaTo CC

U3MOJI3BAT MPEABAPUTEITHO ONpeiesieHu Taprudu U KOJI0BE.
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HCI" u O3T ca ocnosononazawu 3a no-HamMamvuwiHOmMo paszeumue 1 no0oopsasane Ha
peumobypcHume NOJUMUKU 3a MeOuyuHcku uzdeausi B bwirapus. B Tpyna ce akueHTupa Ha
oOliecTBeHaTa cucTeMa Ha 3/paBeona3BaHe Ha BenukoOputaHusi, KOATO € OTHOCHTEIHO
KOMIUIEKCHA, C PAa3JIMYHU TPHCTOBE W OPraHU3allMU JIOCTABSIIM M BIMSCIU Ha Ipoleca Ha
ocurypsiBane Ha 31pasHa yciayra u O3T. NICE u Hauuronanuus KoopAMHALIMOHEH IEHTHP 3a
O3T ca kmouoBM HanuoHanHu opranuzanuud B Anrius, llortnanmus, Yenc u Cesepna
Wpnanaus. NICE kaTo MHCTHTYT M3TOTBSI TEXHHYECKH OLICHKH U pa3pabOTBa MPEMOPHKU H
OTroBaps 3a OCUTYpsIBaHE HA HAIIMOHAJIHHU HACOKU U MPENOPHKU 32 MPOMOTHPAHETO Ha A0OpO

3ApaBC U NPCBCHUUATA U JICHCHUCTO.

OcHoBaHa €, 3a Ja MPOW3BEC HAIMOHAIHU PBHKOBOJCTBA 3a CHEHU(GHYHHU 3ApPaBHH
TeXHOJO0ruH. [IpOTHBOIIOI0KHO HA METOAMTE 3a 3/1paBeolna3BaHe B buarapus u Ipyru crpaiu
ot EC, NICE wue oyensasa ecuuxku unmepgeenyuu kocamo cmucHam 00 nazapa, 1myOauKyBa
KpUTEpPUH M HACOKM Kak Ile M30epe MHTEPBEHLIMH, MEAMLMHCKM W3JEIUs U Tepanuu 3a
nperies, KoeTo BKIouBa: OTroBop Jajid € BEpOSTHO TEXHOJIOTHUATA J1a JOBE/E 10 3HAUUTEIHA
3JIpaBHa I0J13a, KOSTO Jja Ce pasnpocTpe U3 Lsnara cucreMa Ha NHS, ako ce nage v npuinoxu
Ha BCUYKH MALIUEHTH 3a KOUTO € IpeJHa3HadyeHa. J[aau € BEpOsITHO TEXHOJIOTuATa Ja JOBEEe
JI0 3HAYUTEIHO BIMSIHUE BBPXY APYIH 31paBHO CBBP3aHU IIPABUTEIICTBEHU MOJUTUKH. Jlau e
BEPOSITHO TEXHOJIOTHSTA Jla MMa 3HA4YHMTENIHa poJii BHpXYy pecypcute Ha NHS. lamu e

BEPOSATHO I/IHCTI/ITyTa Aa )106aBI/I CTOMHOCT qpe3 U31aBaHCTO HA HAITUOHAJIHA HACOKH.

HaHpI/IMCp, IIpu JMICa Ha TaKWBa HACOKHU BCPOATHO JIM € Ja HMa 3HAYUTCIIHA
MMoJIEMHMKa W TIPOTHBOPCUYHA 3a HWHTCpIpCTAlUATa WIKM 3HAYUMMOCTAa HaA HAJIUYHHUTC

J0Ka3aTCJICTBA BbPXY KIIMHUYHATA U pa3sxoaHara e(i)eKTI/IBHOCT.

To3u npouec uma noduepmana ponsi 8bpxy O0adeH npou3eooumen u epukacHocmma
Ha mepanusama, Kato ce nHpopmupa Komurera no onenssane. ChilecTBYBaT JABa OCHOBHHU
METOJa 3a OLCHKA Ha 3JpaBHUTE TEXHOJOTMM W MEIMLIMHCKH H3JENHsI, KOUTO ChIbPKAT
J0Ka3aTescTBaTa 3a 3/IpaBeH e(eKT, pa3Xxoau U e(EeKTUBHOCT Ha pa3XoJuTe Ha 3ApaBHATa
texHojorus. Ilponecbt MTA ce ocHOBaBa Ha Jl0KaszareicTBa OT MHOTO Ha Opoil
PETUCTPUPAHU KOHCYJITAHTH, MPOU3BOAUTENHN, 3APAaBHU MPO(ECHOHAIUCTH M TalUeHTH.
NICE wu3non3Ba marematuuecka (opmysa, 3a Jla IpOy4YHd JaJId CH CTpyBa Ja Ce KyIyBar
m3aenust o NHS, koraro TaxHaTa 1eHa ce mpeneHsBa 3a TeXHUTe noTeHIuamIHu noisu. NICE
U3MOJI3Ba MHAMKATOp 3a KadecTBO Ha kuBoTa (QALY). AHanu3bT Ha eQeKTHBHOCTTA
BKJIIOYBA MO-MOJIpOOEH 0030p Ha CTOWHOCTTA. AHATU3BT HA €(PEKTUBHOCTA CE OLIEHSBA KaTO

Cce 1/136Hpa Ta3u AJITCPHATHBA KOATO NMa IMO-HUCHK Pa3Xod.
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UneHoBeTe Ha Ta3u KOMHCHS 00CHKIAT MUPOK HAOOp OT JOKa3aTeicTBa 3a Ja pemar
Kou Tepanuu TpsOBa na Owpxar mpuern or NHS Hlornanaus. [ToBedeTo OT KIMHHUIIMCTUTE
uMaT MpsAKa poJii B TIpuKaTa 3a MAlMeHTa, JIOKAaTO TPHUTE JOOPOBOIHH OOIIECTBEHU
napTHbOpa TapaHTHpaT, 4ye rienHata Ttouka Ha lllormanackoro oOmecTBO € B3eTa MO
BHUMaHUE TI0 BpeMe Ha B3€MaHETO Ha pelieHus. Ta3u mupoKka KOMOMHAIHS OT TJICAHH TOYKH
€ HalpaBeHa OT LIMPOKa MEpPCHEKTHBA. 3a Ja C€ OINpeAenad Jalu JaJieHaTa TEXHOJIOTHS
npeiara 100po cboTHoueHue kauectBo/ neHa NHS Scotland, u3nonssa chino mHankaTopa

QALY.

QALY e mmpoko pa3npocTpaHEHa €JUHHIlA 32 KaueCTBO U IOMara Ha Te€3d, KOUTO
OLIEHABAT 3/IpaBHOTO OOCIyXBaHe, /1a NPEeAIpUeMaT MOCIe10BaTeIeH I0JXO0/ 32 CPaBHIBAHE
Ha CTOMHOCTTa HAa pa3JIMYHHUTE Tepaluu, a ¥ MOXE Ja C€ M3MOJ3Ba MPU MEIULUHCKHUTE
u3zenus. Berpeku e e KiIrouoBa 4acT OT Mpolieca Ha B3€MaHe Ha pelleHus, ChIIO Taka ce
B3eMaT 0J] BHUMaHue Ipyru BakHU (hakropu. CroitHocTTa HAa QALY mokas3Ba KOJIKO MHOTO
TFOJMHU Ha UBOT, KOPUTHPAHU B 3aBUCHUMOCT OT Ka4€CTBOTO, KAKBOTO HOBATa TE€XHOJOTHS
JlaBa ¥ KOJIKO JOIBJIHUTEIHO CTPyBa B CpaBHEHME C TEKYIIOTO JiedeHue. ToBa mo3BosisBa jia

CC IIPCUCHU AaJIM HOBAaTa TCXHOJIOI'UA KMa I[O6p0 CBOTHOIIIEHHE Ka4eCTBO/ ocHa.

[Ipu onenkara Ha KJIMHUYHATA U UKOHOMHUYECKAaTa €(EeKTUBHOCT MOTAT Jia CE MPaBST
cpaBHEHUS Mexay pasxoaute. Hsaxon Moxe na umar Hucka 1eHa 3a QALY u 6uxme kazanw,
4ye Te Mmpeanarar go0pa CTOHHOCT 3a mapuTe. TeXHONoruuTe ¢ BUCOKU pazxoau 3a QALY e
Ouxa ce cuMTanu 3a 100po ChOTHOIIEHUE KadecTBO/ ieHa. Pasxoaute 3a QALY mox 20 000
nayH/Ja OOMKHOBEHO CE CUMTAT 3a IPUEMJIMBA CTOMHOCT 3a napure oT opranuzauuute 3a O3T
3a rexHonorus, yusaTo 1nena Ha QALY e mexay 20 000 u 30 000 GBP, moxe na mpueme ToBa,

JAaBa 3HAYUTCIIHU NIPEAUMCTBA IPE ChbIICCTBYBAIIUTC JICUCHUS.

TPETA I''TABA. PEJIU3AVH HA PEUMBYPCHUTE ITOJIMTUKH 3A
ME/JUIUHCKU U3JAEJUA B BbJII'APUSA
B tpera rnaBa e paspaborena Konnenus 3a penuszaitH Ha peMMOYPCHUTE TTOJIUTUKH
3a MEAWIIMHCKH W3JeNHsi, KaTo ca pasrielaHd OCHOBHUTE WHCTPYMEHTH 3a pEIu3aiiH U

WHOBAaTUBHUTE — HOBOCTUTE M M3UCKBaHUATA 110 oTHomeHue Ha O3T.

B To3m pakypc e n npencraBenata KoHnennus 3a peiu3aiis, KOSTO OCBEH Y€ apecupa
U peniaBa npoOieMH OT Mpeay MO OTHOIIEHHE Ha CTPYKTYpa, MOJIXO0J U OM3HEC MpOIecH, Ts
npeyiara  1mo-mamabHO MHCJIEHE OTHOCHO moafdopa W peMMOYpCHHTE IOJUTHKH 32

MCIUIMHCKH U3CIINA.
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3a momoOpsiBaHETO HAa PEUMOYpPCHUTE TMOJUTHKH Ca HEOOXOAMMH M METOJIUTE IO
BBBEXKJIAHETO Ha OlleHKa Ha Bw3jaeciicTBueTo, O3T, JICI', makeTHH IiamaHus, €IeMEHTH Ha
WU, w3rpaxpane u pa3BUTHE HAa HEOOXOIWMHUS KaJIpOBH U aJMHUHUCTPATUBEH KamlaIlUTET.
O06o00mIeHn ca TMOJUTUKUTE M CTPATETUMTE, IUIAHOBETE 3a JCHCTBHE M YIpaBICHHUE 3a
BkimouBaneto Ha O3T W mpuiaraHeTo WM IMO-aKTUBHO M IMO-CIICIHUATHO 33 MEIUIIMHCKU
u3JIenus, KOUTO ce peuMOypcupaT B bbiarapus. VYs3BuUM ce OKa3Ba W MPOIECHT Ha
0o0paboTBaHe Ha JAaHHUTE, T€ HEPAJIKO 3aKbCHABAT, Jajied HE BUHArM ca ITBJIHH, UMAT
U3JIMITHO  0000mmeH xapaktep. ETo  3amo MEHWDKbpUTE, KOWTO pa3uumTar Ha

dopmanusupanaTa nHPOpPMALIHA YECTO Ca HECIIOCOOHU J1a IpeAokKaT e(heKTUBHA CTPATET U

Hpe,I[CTaBeHI/I ca HACOKH, YuATO 10OCI1 € J[Ja IOBHIIM OCBCIOMCHOCTTA 3a
pa3pa60TBaHeT0 U IIpujIaraHeTto Ha peI/IM6prHI/ITe INOJIMTHUKHK 3a MCOULMHCKH H3ACIIUA —
ChCTOAIIM CC€ OT PEryjIaTopHu I[CflCTBI/ISI, YIpaBJICHUEC Ha 3APaBHUTC TCXHOJIOIMHU U

KOMITOHCHTH 34 OLCHKA HAa 3IPABHUTC TCXHOJIOI'NH.

HeoOxomuMu ca HMHCTPYMEHTH 3a peIu3ailH Ha pPEUMOYPCHUTE TOJUTHKH 32
MECIULIMHCKUTE H3ACIINA, H0)106peHa U CTPYKTypUpaHa HOMCHKJIATypa Ha MCAULIUMHCKH
n3aciinusg, MHOBAllMM B MCOUIIMHCKUTC U3ACIINA, I/I360p " IIPUOPUTU3UPAHEC HA MCIAUIMHCKU
U3JIenusi, JOMBJIHUTEIHH YOBEUIKM pECypcd 3a MEIWLIMHCKH wusfenus u Jlupexius
MEAWIIMHCKN U3JENUs U OIIEHKa Ha 3/paBHUTe TexHosoruu. [Ipeanara ce u MexaHusbMm 3a
peuMOypcupane, OTYWTaHE, 3arvlamaHe W KOHTpod Ha 100% 3ammamaHu MeaUuIUHCKH
HU3JCIIHMA KaTo C€ MNIpCnopbYBAT PHBKOBOAHH TMPUHLOUIIN, JOINBIHUTCIIHHU XapMOHHWU3HUPAHU
neUHUIIUN U CE OMPEAeIAT aTpuOyTUTe Ha €PEeKTUBHO U e(UKACHO peryiupaHe, KOUTO 1a

6’L,[[aT BBIIIIBTCHU B O6B’Bp3BaIJ_IOT0 " NPUIIOKHUMO ITPpaBO U METOAHKA CBhINIaCHO O3T.

TexHukuTe U METOAUTE Ha HN3KYCTBCH MHTCIICKT Ca Hali-MUHOBATHUBHMUS HHCTPYMCHT 3a

peI[PIBafIH n CJICMCHTHU OT HETO.

I11. 1. KOHOENIHUS U THCTPYMEHTH 3A PEIM3ANH HA
PEMMBYPCHUTE INOJINTUKHU 3A MEJUIIUHCKHA U3AEJIUA
Konnenmusra 3a peau3ailH Ha peUMOYpPCHUTE MOJTUTUKH € OT ChIIECTBEHA BAXKHOCT 3a
JIEHHOCTTA TI0 00e3nevyaBaHe ¢ HY)KHUTE MHOBATHBHU MEIUIIMHCKU M3JENHSI 32 TAIUEHTUTE 1
3[paBHO OCUTYpPEHU Juia B bbiarapus, KakTo M 3a OCUrypsiBaHe Ha HajaexaHa Oa3a 3a

JEeHHOCTTa Ha JIeueOHUTE 3aBelieHHUA. Ta3u KOHIEHIHS II0 peﬂmaﬁH CcjI€aBa Ja BKJIIKOYBa
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NpaBWIHA peuMOypcHU mnonutuku u crnenuanHo O3T 3a MeAWIIMHCKK W3IeTHs Tpeau
o0100peHue 3a penMOypCUpaHe WK BKIFOUYBAHE HA HOBO MEJIMIIMHCKO U3JIENHE.

Ha BTOpOo MsicTo mpuiaraHe Ha celekTHUpaHa U ajmanTupana cucrema 3a JICI' mpu
KOAWpaHEe W TpylHpaHe Ha JUarHo3d M CHOTBETCTBALIM MaHUMNYJAlMM C MEIUIUHCKU
uznenusi B JI3 wm paspaborBane ot upekums UT wu dupexums Bomnmuna momomr Ha
MEXaHHKaTa. 3a IeNiTa € HYyKHO mpedopmatupane Ha HomeHknarypara, a UMEHHO -
Homenknatypa Ha MEIMIIMHCKHTE H3JeNus, KOUTO ce 3amjamar u3BbH HeHata Ha KII,
BrTrouBania KlI, mo kouto Morar ja ce otuutat u Mmeauuackure npoueaypu no MKb 9KM,
¢ kouto ce nocrasiaT kbM JCI" koaupane.

Hnoeamueen uncmpymenm 3a peousauH e UHCMPYMEHMm, KOUumo cvbyemasd
oueumanuzayus, UsKyCmeeH UHmeNeKm 3a nooodpsaasHe HA npoyecume U uzepaxdcoane Ha
Enexmponno npunoocenue 3a Oocosapsine, koemo 0a Oonpunece 3d NOO00Ops8aHe HA
OdelHocma u 0a cvObpI*Hca CleOHUme MOOYIU - MOOY]L 34 2eHepUPane Ha YHUKAIeH KOO Ha MeO.
usoenue, MOOYJl 8 KOUMO 6CAKA KAHOUOAMCMBAWA PUpMa HaAHAC C8OUmME YeHU C KOUMO ce
cvemesasa, MOOYI 3a KIAcUpauu, Mooyl 8 KOUmo 6CiKa Kanouoamcmeawa gupma Hanacs
Kauea uHpopmayuama. [lanama exooswa ungopmayus O6u Oulo yerecvobpazHo 0a e
eIeKMPOHUZUPAHA 8 000OPEeHU MUNOBU OOKYMEHMU U hopmamu.

Ha d4eTBBpTO MAaCTO IISAJIOCTHA IUTHTATU3AlMS W KOHICHIWS 3a peau3ailH H
npeopmaTupaHe Ha apXUTEKTypaTa Ha OM3HEC MPOIECUTE M3HMCKBA MPECTPYKTHpPUpaHE U
npeHapexaaHe. Ha meTo MSCTO — W3BBPIIBAHE HA OIIEHKA Ha TPUIIOKEHUS E€XaHU3BM,
rapaHTupall MpeiIBUINMOCT U ycTounBocT Ha Oromkera Ha H30K, npunoxum 3a 2022 1. 3a
MEMIIMHCKUTE W3JCIHs, 3alUIalllaHd HAIbJIHO B YCIIOBUSATA HAa OOJHUYHATA MEIMIIMHCKA
nomory - 23.03.2022 r. m Meronuka 3a mpuiIaraHe Ha MeEXaHHW3Ma, TapaHTHpaI]
OpeIBUANMOCT M ycToWuMBOocT Ha Oromkera Ha H3OK, npunoxum 3a 2022 r. 3a
MEAWIIMHCKUTE W3JeJHs, 3alllalllaHd HAIbJIHO B YCIOBUSTA Ha OONHUYHATA MEAMIIMHCKA
nomont, npueta ¢ permenne Ne PI[-HC-04-25 ot 09.03.2022 r. - 23.03.2022 .3

Karo gact oT qucepTalMoOHHUS TPY/ € U MPEIIOKESHUETO 32 U3MEPBaHe Ha eeKTa OT
neiicTBamusg MexaHW3bM, TapaHTUpAIl TPEIBUIUMOCT U YCTOMYMBOCT Ha OOJKeTa Ha
H3O0K, npunoxum 3a 2021 r. 3a MEAULIMHCKUATE U3JIE€TUs, 3alJIAlllaHN HAITBIHO B YCIOBUSTA
Ha OOJTHMYHATA MEJIHUIIMHCKA ITOMOI 1 MeTouKa 3a nmpuiaraie Ha MexaHu3bM, TapaHTHpaI]

MpPEABUAMMOCT M ycToWumBocT Ha Oromxera Ha H3OK, npumoxkum 3a 2021 1. 3a

43 Uurepuer crpannna na H30K - 3a maprasopure na H3O0K, 3a mpou3sBoauTeNnWTE W BHOCHTENMTE Ha
meauHCKH u3aesus hitps://www.nhif.bg/page/221
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MEAWIIMHCKUTE W3JEHs, 3alUIalllaHd HAIbJIHO B YCIIOBUSTA Ha OONHUYHATA MEIMIIMHCKA
nomont.** Konyenyusma 3a pedusaiin npedsudicoa asmomMamusupane Ha npoyecume no
00208apsne, OMYUMaHe U 3an1awane Ha MeOUYUHCKU uU30enus, eleKmpoHuU3ayus Ha npoyeca
no 00206apsiHe U OYeHKA HA KoepuyueHmume Ha OmMyumane OelHoCmma Ha eKxcnepmume.

Konyenyuama 3a peouszauin uzuckea ysaiocmHo asmomamusupane Ha pasniaujanemo
¢ mvpeogyume Ha eOpo, HANBIHO ABMOMAMUYHO, OBP30 U NPO3PAUHO Upe3 CPABHABAHE OMm
npocpama Ha NpeooCmageHu eleKmpoHHU GaKmypu cbC CApasKama omuem, Kamo ce
CPasHAmM YeHu u obemu, KamaiodiCHU U NAPMUOHU HOMepa U A8MOMAMUYHO 0d ce Hanecam U
ce eeHepupa KOHMPOJIeH JUCM HA CbOMBEMHAMA Gupma 3a niawane, Kamo ce UMNopmupam
BCUUKU OAHHU OM PaKMYPU CbC CLOMBEMHUME UM CYMU 8 KOHMPOIHUS TUCHI.

OcHosen uHCmpymMeHm 3a peOu3aiin HA peumOypcHume NOAUMUKY HA METUIIMHCKA
U3JICIUSL € MOo3U KOUMO uma Oa3ucha poisi 3a npoyecume Ha 00208apsiHe, 3aniaujane Kamo
uszeecmuume O3T u JCI. Unosamusen uncmpymenm 3a peousaun e UHCMpyMeHm, KOUumo
cvuemasa OuSUMAIU3AyUs, U3KYCMEeH UHMeneKm 3a nodobpsasane Ha npoyecume U

u32pa9fcdaHe HA E]leKmPOHHO npujioasticenue 3a doeoeap}me u zaniauiane.

111.1.1. Apantupane na JICI' u O3T 3a Bvarapus

C ornen momoOpsiBaHEe HAa PEUMOYPCHHUTE TMOJUTHKUA € TPEHOPBUYUTEIIHO M HYNKHO
BHe/IpsiBaHE Ha Mmoouguyupan eapuanm na J[CI, koumo oa ce cvuemae u c
HOMEHKIAmypama Ha MeOUYUHCKU U30eus, Kamo 3a yeama oa ce Mooupuyupa KooupaHemo.
3a chCTaBSHE HA JWArHOCTHMYHO CBBP3aHU TPYNH € HEOoOXOAMMa MEIMKO-CTaTUCTHYeCcKa
uHpopmManus, T.e. TpsiOBa Ja ce TpaHCPOPMHUPAT U3BBPIICHUTE JAEHWHOCTH B TOYHO
OlpeNieIeHl KOAOBM eAMHUIM. ToBa 1€ MO3BOJM CHXPAHSABAHETO, AHATU3UPAHETO U
rpynupaHero Ha JaHHuTe. HyxkHa e 1 nkoHoMu4ecka uH(opMarus, Tbii KaTo JICYEHUETO Ha
JlaJileH TalMeHT € ChBKYIHOCT OT MHOXXECTBO JEHHOCTH, MpeIOoCTaBiHU My B 3BEHaTa Ha
OoHMIIATa, IMA U OTpeAeTIeHN pa3xoau. Hy)HO € CTBIIKOBO pa3mpesessiHe Ha Pa3XoauTe U

coTyepeH MPOAYKT 3a OTUYUTaHE (ChbOUpaHe), KAaKTO U XapIlyepHO 000py/IBaHE.

Hpesra € ma ce 3aMEHSIT KOJOBETE HA MEAUIIMHCKUTE npoucaypu 1o MKGE ¢ KOIOOBCTC
10 HOBAaTa ABCTpaHHﬁCKaTa KJIaCI/I(I)I/IKaLII/IOHHa cucrema. ToBa J1a BKJIHOYBA MEIUIIMHCKHUTE

npoucaypy, M3NbIHABAHW 110 KIMHUYHH IIBTCKHU, KIIMHUYHU U aM6y.]'IaTOpHI/I mnpoucaypu,

4 Wwurepuer crpannna na H30K - 3a maprasopure Ha H3O0K, 3a mpou3sBoAuTENWTE W BHOCHTENMTE Ha
MeIUIMHCKH u3enus Apxus- https://www.nhif.bg/page/2344
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BKJIFOYCHU B HPHIIOKCHUATA Ha HapeI[6aTa, Karo Taka MCIUIMUMHCKUTC IIGfIHOCTPI me CcC

OTYHTAT MO YHU(HUIMPAH, HOPMATUBHO PETIaMEHTHPAH HAYHH.

Hosama cucmema e adanmupana kvm Ovieapckama MeOUuyuHcKa npaKkmuxa, KaTo e
OTpa3eHa BH3MOXKHOCTTA 3a KOJUpPAaHE HA BCHUYKHU H3MBIHSABAHU OT JICUCOHHUTE 3aBEICHUS
MEAMIIMHCKH TPOIeypy. BbBek)TaHETO B IPAKTHKATa HA HOBaTa KIacH(PUKAIMOHHA CUCTEMA
[EMH MPO3PAYHOCT MO OTHOIICHHE H3BBLPIICHUTE OT JICYCOHUTE 3aBEICHUS MEIUITMHCKU
neitHoctu. ToBa e mpenamocraBka, OT €lHA CTpaHa, 3a MO-eEKTUBHO pa3xoJBaHE Ha
oOlIecCTBeHHs] pecypc, a OT Jpyra — 3a MoAoOpsiBaHe HAa KOHTpOJa BBPXY HEHHOCTTAa U

Ka4eCTBOTO Ha IpEeJIaraHuTe MEAUIIMHCKU YCIIYTU U peUMOYPCHU OJTUTUKH.

OtHOCHO HOMeHKIaTyparta Ha MmemuiuHcku m3aenus, H30K uma crap codryepen
MPOIYKT 3a PbUHO reHepupane Ha kojoBe-cuctemata HOSP, To3u codTyep naBa Bb3MOKHOCT
BCAKO MEIMIIMHCKO M3JeiHe na Oblie BbBEXKAaHO B cUCTeMara. B Hes ce BbBekaa PHUHO
THPrOBCKOTO HAaWMEHOBAHWE HAa MEIUIMHCKOTO H3JCNHUe, 3aJaBa Ce Kjaca, 3asBUTEIS U
CHOTBETHO IICHATa MPEJIOKEeHA OT (hupmara, TO3U Ipolec OU CleBajio J1a cTaBa 4pe3 HOB
coptBebp u umnoptupane Ha 3000 m3nmenus WM Ja ce M3MOJ3Ba Jpyra MHQOpPMAIMOHHA
CUCTEeMa JaBallla Bb3MOXKHOCT U (yHKIIMOHATHOCT 3a ToBa HapeueHa ACCESS.

Cneo ooobpenue om HC na H30OK ce dobassam u cmotinocmume 3a 8CAKO €0HO
uzdenue pvuno om koouposyux 3a Hao 3000 meduyuncku uzdenus, xoemo 6 epama Ha
OUSUMANU3AYUANG e HENPUEMTIUBO.

L[anocmuuam npoyec no cvsoasane Ha kodoge 6 H30OK mpsabea da ce uzgvpuiéa upes
UMnOpmupane Ha OaHHUme Om 00208aPsSIHEMO KbM cohmyepa 3a Omuyumane Uiy c8bp3sane
Ha eleKmpoHHama naameopma u OaHnume om 00208APAHEMO C MOOYIA 34 OMuUmMaHe u
cvomeemno 3a saniawane. Ot 2013 1. 10 Momenta 2022 1. Te3u HaHHU ce 0OpaboTBaT
pPBUHO. 3a MeduyuHcKu uzoenuss, 3a OOTHUYHA TIOMOIIl Ch3/1aBaHETO Ha KOJIOBE C€ M3BBPIIBA
PBUHO U 33 MeOUYUHCKU u30enus, 3a W3BBHOOTHUYHA MOMOII KBAETO C€ HM3IMOJI3Ba APYT
WH(OPMAIMOHEH MPOIYKT CHINO PphYHO. TOBa 3HAYMTENTHO yBEJIMYaBa PUCKA OT TPEIIKA U
HaTOBapBa, 3a0aBsi paboTaTta Ha MAJIKOTO Ha OpOW CIY>KUTENH, KOUTO MOTaT ja OopaBsT C
JAaHHUTE B ChOTBETHUS OTJIEN 3a Meouyurcku uzdeauss kbM H30K.

Umaiiku npeosuo, ue c me3u OaHHU 3a MEOUYUHCKU U30eausi pabomsam 6CUYKY anmeKu
u cuuku bornuyu 6 bvneapus, cvsoasanemo na K0008e U ABMOMAMUYHOMO UM 2eHepUupaHe

nocpeocmeom Hau-Hogume yupposu Mmemoou, oueumanuzayus u yugposuzayus e
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NBbPEOCMENEeHHA 3a0ayd 3a U32paxcoane Ha O0vp3a, MOYHA U HAOEHCOHA UHDOPMAYUOHHA
cucmema.

Ot cuctemara ce ¢opMupa W aKTyalu3alMOHHUA (aill 3a OTYMTAaHE, KOWTO ce
npenocraBs Ha JieueOHUTE 3aBeneHuss B bbarapus. B gombiaHeHue ce U3roTtBs U
HOMEHKJIATypa 3a ChUeTaHUATAa Ha MEAWIMHCKU u3fenus no Cnenudukanus ¢ KIMHAYHU
IBTEKU M aMOyJIaTOPHU TPOIEAYPH, KOETO O3HauaBa 4e npu BbBexaanero Ha JICI, TpsoBa
na ce TpaHchopMupa U HOMEHKIIaTypaTa. le3u OelHocmu ce U38bpuiam camo om 21a6eH
eKcnepm 8 CbOmeemHuusi omoesl MeOUYUHCKU U30eTUsl.

Pasenesxcoaiixu uncmpymenmume 3a peousaiin 6 OUCEPMAYUOHHUL Mpyo onpeoensime
oyenxama Ha 30paenume mexnonocuu (O3T), kamo ocnoéa u cucmemamuyHa OYeHKd HA
ceoticmeama, eghekmume u/unu 8b30eUCMBUAMA HA MeXHoIo2uume 3a 30paseonassane. 13
mpsaoea 0a 6KIY8Ad MeOUYUHCKU, COYUATHU, eMUYHU U UKOHOMUYECKU U3MepeHus, a
OCHOBHama u yen e 0a uHpopmupa u npeocmass OAHHU U Hakmu om pe3yimamu U
ycneeaemocm u no3u 3a 83eManemo Ha peueHus 8 001acmma Ha peumoypcHume nOAUMUKU.

IIpecneovm na O3T om enedona mouxa na uncmumyma NICE 0asa npumepu u npunaea
HOBU MemOOON0CUYHU NOOXO0U, BKIOUUMENHO KPUBU HA NPUEMIAUBOCM HA pPA3XOOHAMA
epekmuenocm, U3NON36AHEMO HA UKOHOMUYECKA OYeHKd, npazoseme HA pPa3xooHa

egpexmugnocm, cvbobpadtCeHUamMa 3a CRPABeOIUEOCH U CIOUHOCHI.

Karo ce uma OpeaBua mrupokKara ramMa OT MCEAWLIUHCKHW HU3ACIIHA, MOXKC Oa HMMa
Pa3 MK MCXKAY TIPYNUTEC M3ACIINA, KOUTO BJIMAAT KAaKTO Ha H€O6XO}II/IMOCTTa, TaKka W Ha
METOJHUTE 3a TAXHaATa OICHKA. Pa3pa60m6aHem0 HA MAakCOHOMUA, KOATO IPEAOCTaBsA Ha
H3CIICOAOBATCINUTC U IOJIMTUIIUTE HHCTPYMCHT 34 OpUCHTAHA KaK [d NOAXOIAT KbM OLICHKATa
Ha pa3JIMYHU BUAOBC MCAUINUHCKU HU3JACIHA € OT CHIICCTBCHA BaKHOCT. TakcoHomusTa ce
OCHOBaBa Ha CBOTBCTHUTC ACICKTH Ha CBUICCTBYBAIIUTC KHaCHq)HKaHHOHHH CXEMU,

BKJTFOYBAIIHM €JIEMEHTH Ha PUCK U (DYHKITMOHAIIHOCT.

111.2.MEXAHU3BM, CHUCHK HA PEUMBYPCUPAHE HA
MEJMIIUHCKY U3JEJUS U JEWHOCT HA H30K

B AUCCPTAIUOHHUA TPYA € MPCATIOKCH MeXﬂHI/IS’BM, KOMTO JAa JOIIPHUHECC 3a B3EMAHC
Ha TIO-HATaThIOHU PCIICHHA 3a IIPOrHO3HUPAHC W IINIAHUPAHC Ha HeﬁHOCTHTC n Kato
Kopurupamnl MEXaHu3bM 3a IPOCJICAIBaHC HA obeMu u HOTp€6J'IeHI/Ie Ha MCAUIIMHCKH HU3ACITUA

Y TUTAIIAaHKS KM JOTOBOPHHU MAPTHHOPH Upe3 K0y OCK KIay3u.
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[IpennaraHusT MEXaHU3bM, FapaHTUpa MPEABUANMOCT U YCTOMYMUBOCT Ha OIOJKETA,
MpUJIaraH Mpy HATMYHE Ha OTpeesIeH! yCIOBHsI 1 u3UcKBan npefaocraBsue Ha O3T gokmaan
U JIAaHHU 32 MapKETUHTOBU Pa3XxoAu. MexaHu3MbT I € MPUIOKUM 33 BCHUKU ThPrOBLHU Ha
eApo TpHU HAJIMYKE HA YCIOBUSATA, IPEABUACHU B ChILKA, KOUTO 1Ie OBbAAT periaMeHTHpaHu B
JIOTOBOpA ¥ MPUJIOKEHUATA KbM JIOTOBOPA. 32 YACTUYHO TUIATEHUTE MEIUIIMHCKH M3/ 1I1e
ce MPHJIOKU METOJT Ha JUCKOHTHPAHE CIopes 00eMHUTe.

CpeacrtBara 3a IutamaHus, IpeIBUICHHU M0 KOHKPETEH ThProBell Ha €Ipo 3a ToANHAaTa
3a ChOTBETHATa OCHOBHA Tpyma GopMupaHu Ha 0aza peasieH 00eM 3a MpeAaxoAHaTa roJiMHa 3a
Ta3W OCHOBHA IpyTa ChC 3aJI0KEH ChOTBETEH PBCT 1o Tpumeceuns. H3OK norosapst ¢ Bceku
Thproeer Ha eapo obemu mo oraenan H30K komoBe B mpuiIokKeHNEe U ChOTBETHUTE OCHOBHU
rpynu Ha 6a3a o6emu OT mpeaxoaHa roauHa. COOpbT Ha BCHUKH 00€MH, KOJMYECTBA 32 BCSKA
OCHOBHA Ipyma clie[iBa Ja He HaaxBwpisa Cneuudukanusita, 3a Ta3u rpyna. Om Ceos cmpana
cneyugpuxayuama u obemume no 2cpynu mpabea 0a CbOMEemcmeam Ha obemume Om
npeoxooHama 200UHA CbC 3ANONCEH PbCM, C 0271e0 NPedsUOUMOCH, NPOSHO3IUPYEMOCH U
KOPEKMHOCM Ha 002080pume, 6MeCcmo aHeKCupaHe Ha 002080pume HA Mbp2osyume Ha eopo
U cv30asane Ha MHO20 HA OPOUL anekcu Kvm 1 002080p Ha mvpeosey Ha eopo.

Bceexku mecen ¢upmara ckmouwia goropop ¢ H30K nonywaBa miamiane Ha 0asa
CTOMHOCTH OT IPEIXOJEH MeCell WM CPeIHONpeTeriieHa cymMa Ha obopora 0a3upaHo Ha
TOJIUIIHA CTATUCTHKA OT MpeaxoAHu roauHu. Ciel MpUKIIOUYBaHE HA BCAKO TpUMeEcCEUHe, ce
0000111aBaT TaHHUTE 32 OTYETCHUTE KOJIUYECTBA, 0OEMU B OCHOBHATA I'pyIia 3a BCEKH Mecell.
OT 00IOTO TOTOBOPEHO KOJWYECTBO U PEMMOYpCHA CyMa 3a ChbOTBETHOTO TPUMECEUHE, Ce
MPHUCIIAaT JOTOBOPCHHUTE M ABJDKHMH OTCTBIIKU MPU MpEBUIICHHE Ha oOemu. B pe3ynrar Ha
npucnagaHetro ce Qopmupar miramanusta Ha H30K 3a chOTBETHOTO TpuMecedne 3a
OCHOBHATa TpyIa, U34YUCIABA C€ Jalld € HaJIUIle OOIIO0 MPEBUIICHUE 32 1aJJIEHOTO TPUMECeUHe
3a OCHOBHATA rpyma crpsMo GopMupaHus OI0KET 3a TpUMEceuune 3a Ta3u rpyna. Hannuamnero
Ha TIPEBUINICHUE € YCIOBHE 3a MPHJIaraHe Ha HACTOSIIUS MEXaHU3bM 33 peuMOypcHupaHe Ha
OCHOBHaTa Tpyma. [lpw Hamu4ue Ha MPEBUIICHUE CE YCTAHOBSBAT KOJOBETE C YBEIHUYCHUE.
YBenuueHue 3a AajieH KOJ € HalWile, KOoraro cOOpPbT OT JOTOBOPEHHTE OOEMH CHpPSIMO
JIOTOBOpa U CHelH(pHUKAIUATa B ChOTBETHATA TOJMHA U TPYyMa € HaJaBUIICH. B paMkute Ha
BCEKH KOJI C YBEIIMYCHHE, CE YCTAHOBSIBA TOBA YBEIMYCHUE. ThProBebT, KOUTO € MPEBUIIIHI
MPOTHO3HUTE 00eMH € JThKeH na Bbh3cTaHoBH Ha H3OK ycTranHoBEeHOTO HajgBHINIEHHE 3a
CHOTBETHOTO TpHMeceune ype3 npsko mianane Ha H30K unu kinoy Oek kiaaysa ¢ onpeaeneH

MPOLICHT.
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CBhOTBETHO TeHEpUpaKu MmoBeue 00eM KbM JIOCTaBYMKA CH, Pa3IMYeH OT TO3U IO
JIOTOBOP THProBella Ha €apo € J00pe, a M BEPOSTHO JOTOoBaps W MO-JA00pa I[eHa WIn
JOIBJIHUTENIEH O0OHYC 000POT, KOMTO Clie]] KaTo MOIYYH, YacT OT Hero Aa pasmpeaens kM JI3
3a mapketuHroBu pasxoan u 3a H3OK karo kimoy-Oek, KOHTO Ja ce€ H3MoJ3Ba IO
1EJIeChOOPA3HOCT 32 AHTAKUPAHUTE C TA3H JIEUHOCT EKCIIEPTH.

3a nosu meduyuncku usdenus, Koumo He ca 6ce exawoyeHu 6 Chnucvka, a ca
npereHaeHTH U uma npeacrasenu O3T noknaau U 3asBieHHE OU CleqBaio J1a ce mpoleanpa
no cienHus HauvH. Ha 0a3za Ha uspbpuieHa O3T knacudukaius ce U3BbpLIBA TPYyIUpaHEe
Criope MpU3HaKa BaXKHOCT, epukacHOCT U eeKTUBHOCT. Ha 6asa mpepocTaBeHH JaHHU Ja ce
M3BBPIIIBA IPOrHO3EH ILJIaH 32 pa3XxoJauTe U OI0JDKETHO Bb3jelcTBUE. B nombiHeHue ce nenu
U J]a C€ OCBUIECTBH BPbB3Ka C HAIIMOHAIHUTE EKCIEPTH 3a MPEAOCTaBSHE HA MOTHBHPAHO
CTaHOBHMILIE C oriie[ BKIoyBaHe B CHUCHKA, J1a C€ HaNpaBU Bpb3Ka ChC CHOTBETHATA
MalKdeHTCKaTa OpraHu3allys, UMalla OTHOIIEHUE KaTo Ce MPaBU MPOTHO3a Ha Opos MaleHTH,
KOUTO IE CE€ HYXIasAT OT ToBa meduyuncko uzdenue. H30K e myOmmkysana IIpaBumia Ha
KoMmucHs OTHOCHO HOBM HpejuloskeHus 3a MU

B nuceprannoHHUs TpyA € MPEIIOKEHO U U3TOTBSIHE HA IMPOTHO3HU 00eMu U3/emnus,
noTpedJieHue U CTOMHOCTH 10 KOMTO Ja ce peuMmOypcupa Ha 0Oa3a creuuduxa, HyxKAU U
3HAYMMOCT, Jia C€ U3BBPIIN CPABHUTEIICH aHAJU3 Ha IICHUTE 3a PETUCTPUPAHUTE CHC CXOTHHU
XapaKTePUCTUKH, KOUTO U3MBIHSABAT CHIIUTE (QYHKIINH, 1a C€ U3BBPIIU CPABHUTEICH aHAIN3
Ha GUPMHUTE-BHOCUTEIH 32 PETUCTPUPAHUTE CHC CXOIHH XapAKTEPUCTUKH, KOUTO U3IIBIHSIBAT
chiMTe (QYHKIMM W C€ HANpaBH 3alMTBaHE 1O TAX. 3a BKIIOYBAHE HA HOBO MEOUYUHCKU
uzdenus B Criuchbka ce U3BHPIIBA CPABHEHUE HA TIOHE 3 TIPEIJIOKECHHUS.

3a HOBM MeouyuHcKu u3oenus, KOUTO He ca Bce ole BKIoueHn B Crnucbka, 6 H30K
0a ce npasu aHaiu3 Ha peumodypcupanume MeOUuyuHcKu uzoenus 8 onpedenenu Eeponeticku
cmpanu — pasenexcoam ce noHe 3), ¢ Oriie]l yCTAHOBSIBAHE Al AaJICHO MeOUYUHCKO Uoeue
e BKiIoueHo B Cnucbka M. TpsOBa Aa ce M3BBPIIM 3allUTBaHE 0 oOIIecTBeHUs (OHI HA
KOHKpETHAaTa CTpaHa 3a TMPEJOCTaBsSHE Ha JaHHU OTHOCHO PEMMOYpCHAa CTOWHOCT H
KOJIMYECTBA MOTPEOCHM HA ToIUIITHA 6a3a Meduyunckuy uzoenuss U TOTBbPKICHUE, KaKTO U Ja
ce crOepaT paHAOMHU3HpPAHU MPOYYBAHHS OT (GUPMHUTE-TOCTAaBUUIM B bbirapus u na ce
MpaBy CPABHUTEJICH aHAIW3 IO MPOU3BOAWTENN 33 HOBU TPYIH, MOATPYIMH, KOWTO Ja CE€

BKr0oYaT B CrienudukanmsTa.

% Wwurepuer crtpamuna na Hamuwonannata 3jpasHoocuryputenna Kaca - PyOpuka HopmaTtuBHa 6asa-
https://www.nhif.bg/page/68
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CpI110 BaKEH MOMEHT € Jla C€ aHAIM3UpaT HAIMYHUTE 0a3d JIaHHU CbC CHOTBETHUTE
neHn B bearapus m na ce ompexens mpoueaypa 3a JAOroBapsiHe, B KOATO B3eMaT ydyacTHe
IpeJCTaBUTeN Ha (hupMaTa MpOU3BOAUTEN, MPEIACTABUTENN HA GUpMaTa BHOCUTEI, MTOHE 3-Ma
rpyna eKkcHepTd, pPbhKOBOJACUIM JoroBapsiHeTo. TpsOBa na ce MpeicTaBAT [JaHHUTE 3a
JaICHOTO M3/EHe 4pe3 IMPeIBapUTEIHO M3rOTBEH Qailm ¢ 0000IIeHH JaHHU, YTBBPACH
TEMIUICHT ¢ IPOTHO3H, IIEH!, CTOMHOCTH U pa3dyeTy 3a FOJUIIHO MOTPEOICHNE U YEK-JIUCTA.

B cnyuaii, ye ¢upmara pasnonara ¢ Hy)KHUTE CepTU(UKATH, BB3MOXKHOCT J1a JOCTABU
KOJIMUECTBaTa 3aJI0KEHUW B IMPOTHO3aTa W Jla YAOBIETBOpHU IeHATa, T.e. Jla ce Kiachpa B
peuMOypcHaTa CTOWHOCT - CE€ BKJIIOYBA B JOTOBapsiHeTO. Ha 6csika ¢upma oa ce cwvzoale
akmueen nompeoumencku npour u msa 0d O0CbUWeCcmessa Kausawe UlU BHIOYO U
nyoOnuUKy8aHe HaA 6CUYKU OOKYMeHmU, OaHHU upe3 unmepaxmueer unmepgetic. Cien kato
dbupmara npencTaBu BCUUKU JTOKYMEHTH C€ CTapTUPA npoyedypa no 00208apsHe.

HoBara wmeromonoruss Ha [oroBapsHe H PEUMOYPCHH TMOJUTHKH KAaKTO |
NPEUIOKEHUAT MEXAHU3bM We ocucypsam Oaniancupane uHmepecume Ha 3auHmMepecosanume
CMpaHu upe3 npo3pavHoCm U nped8UOUMOCH NPU HeoOXo0uMama cmenex Ha OULUMAIU3ayUs
KaTO CTaHAT YacT OT KOHIEMNIHATA 32 peAn3aiiH Ha peUMOYpPCHUTE MOJTUTHKH.

HNucTpymenTuTe 3a peau3aiH M3UCKBAT W SICHOTA M IIPO3PAYHOCT OTHOCHO
oTIpeneNsTHeTO Ha mark-up HaJIeHKa /32 MapeKeTHHIOBU Pa3XOAH 338 MEIUIIMHCKU H3/EHs/,
Mapxa 3a TUCTpUOYTOPUTE, 32 PA3IPOCTPAHEHHE KOETO € U HO8 NOOX00 C 8AXCHO 3HAUEHUE 3d
nooobpseanemo Ha Mmemooume HaA QopmupaHe HA CMOUHOCH 00 KOSAMO ce 3aniauja u
sACHOMa OTHOCHO peuMOypcHHTE TIeHH. 110 To3u HauWH 1Ie ce HachbpyaT GUPMUTE BHOCUTEIN
Jla M3UCKBAT TIOBEYE MOJKpena OT BHOCHTEIHTE MoJ (hopMaTa Ha OIOKETH, KOUTO JIa BbpHAT
u TpanchopmupaT B noisu 3a nanuenrta, 30JI, JI3 u B noBedye kammaHuu 3a oOydeHHE Ha
CHEeLHATUCTUTE U UHPOPMUPAHOCT Ha MAIUEHTUTE, KAKTO U M0-e()eKTUBHO a/IMUHUCTPUPAHE.

3a meouyuncku uzoenus, koumo ca 8 Cnucvka u ce 3aniawam om H30K uacmuuno
ce onpedensi peumbOypchama cyma u oonaawanemo om nayuenma ¢ Cnucvka Ha H30K 3a
6csaiko JI3 BMII. ToBa mMoxe 1a ce OChIIECTBH Ha 0a3a aHaJ M3 Ha BIOKEHHUTE CPEICTBA IO
roguHu U ¢aktypupanara ueHa. Ilo To3u HauMH we ce peeyrupam kapmenume W BUCOKHS
NPOLIEHT Ha JIOIUIAIaHEe B MOMEHTA M IIIe Ce M3SCHAT pa3MepuTe Ha Mark-ups B moakpena Ha
KOHIICTIITUSATA 33 PeIU3aiiH Ha peUMOYpPCHHUTE TIOJTUTHKH.

TepMuHbT markup wiu pasnpeneieHHeTo Ha IIeHaTa € pa3iiKaTta MEeXI1y MpoaKHaTa
IIeHa U ce0eCTOMHOCTTA WM JOCTaBHATa 1ieHa. [IpoleHThT Ou creaBaio fa e GopMHUpaH Taka,
ye 7a ocurypu nevanoa. Jlepunupanero Ha HUBa, TPYIH ¢ pa3nudeH markup e Obs1e crnopen

aHajln3a Ha IOCHU Ha €ApPO Ha KOUTO CE€ AOCTABAT Ha 6OJ'IHI/IHI/IT€ n 066MI/IT€, BaXHOCTTAa U
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noTpebieHneTo u qucTpudynusaTa. OnpenensHe Ha MpaBWiia U HUBA 3a JIOIUIAIIAHE WU CO-
payment, ciopea Buga Ha MU u Jlucra nHa RRP e HeoOxoauma CThIIKa B TO3U MEXaHU3ZBM.
[IpenopbunTETHN 1IEHU, HA KOUTO JIOCTABYHMKA JIa TIPOJiaBa Ha OOJHUIMTE. /IO MpUMepa Ha
MHOro ctpanu or EBpona-I'epmanus/. M3uckBaT ce 1ieHHTE Ha KOUTO JIOCTAaBYMKBT MPOIaBa
Ha OOJIHMIIATA, TIPaBH CE€ CPAaBHEHUE HA LIEHOBUTE HUBA U ce hopmupa Jlucma na ooniawamne
Om nayueHma, KOAMo e Cnopeo mosd, 0aiu ce Kacae 3a Nbpeu Ciyyat, 3a peumMnianmayus
U 3a n0OOvpIICcane.

3a pedepeHnus e HeoOX0AUMO JIa Ce HalpaBH Mperje] Ha IICHUTE Ha eIpo Ha Ha Haii-
ronemute 10 jeueOHM 3aBeICHUS B CTpaHATa, KOETO CE€ CUHMTA 33 PENPE3CHTATUBHA M3BAJIKA,
KOSITO JIa TIOCIIYXKH U 3a ompejelisiHe Ha cebecroitHoct u Mark-ups /Handaska/. Kamo ysino
8bBEAHCOAHEMO HA 0A0eHA MemoOuKa U MeXanusvbm mpsaoea 0a npeoiaea HO80CM, 0d 0as8d
ocmpoma Ha OanHume u 0a NOOYepmasa HeoOXOOUMOCmMmMA Om AHAAU3, NPOCIEOABAHE U
63emane Ha peutenusi npu oevicmeawo O3T, 0a Oelicmea Kamo KOpeKkmus npu Hapacmeauu
obemu u nomponenus Ul Kamo KOpeKmue npu 0OnIawane om nayueHmd.

Mma BakHU pe3yJiTaTH B HAUWHA, 10 KOMTO B3EMAIIUTE PEIICHUS MUCIAT 3a 3]JpaBETO
npu pa3pabdOTBAHETO HA MOJUTHKH, MO HAYMHHUTE, 10 KOMTO HHCTUTYIIMMTE WHTETpUpAT
3paBETO TIpPH Pa3pabOTBAaHETO HA TIOJUTHKH M BBB B3aWUMOOTHOIICHUSTA MEXKIY
OOIIECTBCHOTO 3/jpaBe W WHCTUTYIUUTE M3BBH 3APaBHUS CEKTOP. MEIWIIMHCKUTE H3ICTHUS
Cle[IBa Ja Ca MpeyusHo U GHUMAMENHO pelylupaHu, 3a Ja ce TrapaHtupa 0e30macHoCTTa U
e(pMKaCHOCTTa Ha MPOJYKTHTE U PHUCKA OT YBpPEXKJIaHE Ha MOTPEOUTENUTE U MAIMEHTHUTE,
KaKTO U HeperJlaMeHTHUPAHU TUTANIAHUSI.

Ta3u MeETOAOJIOTHSl pasriiekIa Bph3KaTa MEXIy paslopeOuTe 3a MEIUIIMHCKH
U3JIeNHsl M BB3JICHCTBUETO Ha M3JAENUSATAa BHPXY OKONHATA cpela Mpe3 LEeNHs UM KU3HEH
uKbI1. HampaBeH e o0XBaTeH Mperjen Ha akaJieMUYHaTa JUTepaTypa 1mo TemMarta, mocjieJBaHo
OT KPUTHYEH TIperJie]] Ha HACTOAIIUTE pa3nopedn 3a MEAUIIMHCKH U3JIEIHs U CBBP3aHUTE C
TAX Hacoku B OGEMHEHOTO KpancTBo.

Jlpyr WHCTPYMEHT NMPEIOKEH B JUCEPTAIMOHHUS TPYJI 32 PEIU3AMH U TO00psIBaHE
Ha peMMOYpPCHHTE MOJUTUKU B bouarapus ca naxemuume niawanus. Te ca ChIIO 8b3MOMCEH
Memoo 3a npusedxcoane 6 CbOmMEemcmeue cmumyiume 3a peumbypcupame, KOUTO
MaKCHUMAaJTHO Ja CH3/AaBaT YEeHHOCM, OpueHmupauna Kvm nayuenma. Ilakemuusm mooden Ha

niawjane e Memoo 3a evb3cmanosssane/ peuM6ypcupaHe npu Kotimo ce ocvugecmesea

46 Regulating Environmental Impact of Medical Devices in the United Kingdom—A Scoping Review-

https://doi.org/10.3390/prosthesis3040033
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€OHOKPAMHO YSNOCMHO Nlawane 3a npuem. 3aruiama ce Ha MHOXECTBO JIOCTABYHIIU,
MPEIOCTABSIIN YCIYTH MO BpeMe Ha TO3U MPHUEM €HA eTHOKpPaTHA CyMa, KAaKTO U U3BBPIICHO
IUIanaHe KbM OOJIHHIIATA/3aBEICHUETO.

[TakeTHUAT MOJIE/ HA IUIAIIAHE € IIPEIHA3HAYCH J1a HAChPYH TO-ToJisiMa e()EKTUBHOCT
IpH HANOCTHOTO ympasieHue Ha marumentute.’ Ilpes 2011 r. Ilentposere 3a Medicare
npe/cTaBuxa MMaKeTHUTE IUIalaHus 3a VHunuatuBa 3a momoOpsiBaHE Ha TPUXKHTE 3a
HachpYaBaHe Ha JIOCTABYMIINTE U CHOPHKCHHATA Ja MOJ00PAT KOOPIAMHALMATA HAa TPHIKUTE
3a manueHtu. Ochosnama yen e 0a 0bedunu oocmasuuyume u OOIHUYUME 8 eOHAd 00wda
HOCOKA -KOOPOUHUPAHOMO YNpasieHue Ha nayueHmume W BeYe Ja HE ce HaOisara Ha

IUIaIaHeTo, 0a3upaHo SIMHCTBCHO HAa 0OeMa Ha yciyrara.

111.3. HPEITIOPBKU U NPEVIOKEHUS 3A EJIUTE HA IOJAOBPSIBAHE
PEMUMBYPCHUTE IIOJIMTUKHU 3A MU

B 6’LJ'IFapCKOTO 3aKOHOAATCICTBO OLCHKAaTa Ha B’LS,HGI;'ICTBHCTO € HUHCTPYMCHT 34
MNOBHUIIABAHC Ha KAa4YC€CTBOTO HAa HOPMATHBHUTC AKTOBC YPC3 H3CJICABAHC Ha COLUAIHHUTE,
HKOHOMHUYCCKUTEC, CKOJIOTMYHUTC U APYIr'nu e(beKTI/I OT TAXHOTO IIpUJIaraHe, BKJIIOYUTCIIHO

BBPXY MAJIKUTEC U CPCAHUTC MMPCANIPUATUA, HCIIPABUTCICTBCHUTC OPraHu3ali U rpakKaaHuTeC.

HpOHGC’I)T M0 M3BHPIIBAHC Ha OICHKA Ha BB3ACUCTBUETO BKIIIOYBA IMPOBCKIAHC Ha
KOHCYJITalUK CHC 3aMHTCPCCOBAHUTC CTpPaHU B MPCABUICHHUTC B Hapez[6a. OHCHKaTa Ha
BB3ACUCTBUETO CE N3BBHPIIBA Bb3 OCHOBA HA KOMIIJICKCEH CKCIICPTCH aHAJIN3 U CC OCHOBABA Ha
JaHHH. HpOI_[eC’BT 110 U3BBPHIBAHC HA OICHKA Ha BB3JACUCTBHETO BKIIOYBA IMPOBCIKAAHC Ha

KOHCYJITaAallUX CHC 3AMHTCPECCOBAHUTE CTPAHU B IPCABUACHUTE CIIydau.

Hapenbata ompenens Tpu Buaa ¢opmynsipu - OOpaszen; 3a yacTUYHa OLCHKA Ha
BB3JIEHCTBUETO, PE3IOME Ha IJIOCTHATA NPEABAPUTEIIHA OLIEHKA HA BB3JEHCTBUETO, JOKJIAL
3a IUIOCTHA MpeJBapuUTElIHA OLEHKAa Ha Bb3JeiicTBueTo, 0100peH or CbBera 3a
aaMuHHMCTpaTHBHaTa pedopma Ha 03 centemBpu 2020 r., JOKJIa] 3a MOCieaBaIla OI[EHKA Ha
BB3/IeiicTBUETO, 0/100peH oT ChBeTa 3a aAMUHUCTpaTUBHATa peopma Ha 28 sHyapu 2021 r.,
obOpazerr 3a KoHcynTanmoHeH JOKyMeHT, yTBbpaeH ¢ Hapenbara 3a ob6xBata u
METO/0JIOTHATA 32 U3BBPIIBAHE HA OLICHKA Ha BB3/ECHCTBHETO, 3aKOHOJATEIHA IIporpamMa Ha

MuHncTepcKkHs CbBET M Y CTPOWCTBEHUS NMPABUIIHUK HA MHUHHUCTEPCKUS ChBET U Ha HEroBaTa

47 Bundled Payment Models, Access to Care Bundled Payment Tool Kit- https://innovation.cms.gov/files/x/bpci-toolkit.pdf
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aJMUHUCTpanus, OllepaTUBHA IporpaMa Ha MUHHUCTEPCKHs CHBET U IIPUMED 3a IIPUJIaraHe Ha

Amnanusa Ha Pa3xXoauTe U IOJISUTE.

C ornen M3MBJIHEHHE HA MEXAHUZBM U MemoOuKa € Heo0X0IUMO Jia ce IyOJInKyBa Ha
odurmanHata cu uaTepHeT crpanuna Ha H30K mHbopMarus 3a MEIUIIMHCKATE U3CTUS U
3alIaTeHUTE 3a TIX CpeacTBa cwriacHo Mertoaukara, 3a 100% peumOypcupanute
meouyuncku uzoenus. 110 TO31M HAUMH ce IETH OCUTYPsIBAHE HA MYOJIUYHOCT, IIPO3PAYHOCT U
UHQOPMHUPAHOCT Ha OBJTapCKUTE TpaXJaHW 3a 3aIUIAIIAHUTE MEAWLIUHCKUA H3/eNnus,

BUCOKOCTICIMATM3UPAHHUTE arapaTu/ypean 3a HHIUBUAyallHa yroTpeoa.

TakuBa 1aHHM 3a M3IUIATEHHU CPEICTBA KbM MOMEHTa He ca MyOJIMKYBaHU U HsIMa
aHamu3 Ha edekra or BbBeneHaTa Metoaukara/ MexaHW3bM, KOETO MpPaBH HEHHOTO
BbBEXKJAHE U IPOBEKIAHE BBIIPOCUTEIHO M II0 CKOPO C OIJEeA  Ja perinamMeHTHpa U
dopmManu3upar ciaydBally ce MPOLECH MO IJIAaHETO Ha ThPrOBLUMU HAa €ApO OTKOJIKOTO Ja

rapaHTvupa npcaABUIAUMOCT U YCTOIZQHBOCT Ha 6IO,Z[)KCTa WA ITPO3PAavYHOCT Ha ITPOLCCHUTC.

111.4. MHIO3UTUBEH UKOHOMMNYECKHU AHAJIN3 HA TIJIAIIAHUATA

HA MEJULMHCKHU U3JEJUS OT H30K

C men ocurypsiBaHe ¥ HOPMAITHO MPOTHYAHE HA paOOTHHUTE MPOILECH B CHCTEMaTa Ha
H30K e HeoOxomumo na Obae pazpaboTeHa cpelHOCPOYHA IporpaMa 3a pa3BUTHE Ha
uHpOpMalMOHHATa HHPPACTPYKTYpa Ha MHCTUTYLUATA. [lo TO3M HauuH e O6bae ocurypeHa
BB3MOKHOCTTa 32 HW3TPAXIAHETO W HAATPAXAAHETO HAa MOJIEpHA W  HaJCKIHA
UHPPACTPYKTYpa, KAKTO Ha XapyepHO, Taka U Ha coTyepHO HUBO. TOBa OT CBOs CTpaHa Ie
Jajie peajHa BBb3MOXKHOCT 3a Obp3a M ajJieKBaTHAa pealu3alis Ha NPOMEHUTE B OHM3HEC
U3MCKBAaHUATA, 1€ MOBMIIM B 3HAYUTENHA CTENeH e()EeKTHBHOCTTA MpPU HM3MBIHEHUETO Ha
tekymara oneparuBHa jaeiHoct B H30K/P3OK u mie ocurypu KOpeKTHO HM3IBbJIHEHUE Ha
aQHTQ)XHMEHTHTE Ha TOTOBOPHUTE MapPTHHOPH.

ITpe3 2019 r. ce mpoene mpoueaypa o OnpeneisHe Ha CTOHHOCTTa, 10 Kosito H30K
3amjama  3a  MEIUIMHCKUTE M3JeiMs, NpWiIaraHd B YCJIOBUATA Ha OOJHUYHATA H
M3BBHOOTHUYHATA MEAMIIMHCKA MOMOII 1o peda Ha Hapeobama 3a ycnosusma u peda 3a
cvbCmaegaHe Ha CRUCHLK HA MeOuyuHcku uzdenus no ui. 30a om 3axona 3a meouyunckume
uzoenus u 3a onpeoeisiHe HA CMOUHOCMMA, 00 KoAmo me ce saniawjam. V3rotBeHu Osixa

CIuCb C MCOULNUHCKUTC M3ACIIHA, TIMpHJIaraHu B YCJIOBHUATA HaA OoJHHMYHATA U
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n3BbHOOTHUYHATA MeauIHcka oMo, Ot 01 rorm 2019 r. H30K ¢ 3amnamana o6mro 2 839
Opost MeaUIMHCKY u3Aenus Ha 197 Opost mpor3BOIUTENH, IPEICTABISABAHN B IIPOLIEypaTa OT
200 ropuguaecku/pusnyecku auna. OT Tax 647 Opost MEIUIIMHCKU W3JETUS ca BKIIOUYEHU B
CIIMCHhKA Ha MEIUITMHCKH W3JCNUs, IPHIaraHd B U3BbHOOTHMYHATA MEIUITMHCKA ITOMOII U 2
192 6post, mpunaranu B OoJHMYHATa MenuiuHcka rmomoml. Ha ocHoBanme Hapenba 10 ot
2009 1. ca ckmoueHH 45 JUPEKTHU AOTOBOpA C MPOU3BOIUTENH/THPTOBIM HAa €IpO C
MeTUIMHCKN wusnenus. [llpez 2019 2coouna e npomeHen HauuHa HA 3aniauaHe Ha
MeOuyuHcKume u3z0enusi, Npuldearu 8 YCI08Usima Ha OOIHUYHAMA MeOUYUHCKA NOMOU.
Cwenacno Hapeooa NelO cvwume ce sannawam om LY na H3OK cwenacno cknrouenu
002080pU ¢ MbP2osYUmMe HA eOpo Ul MEXHU YNBIHOMOWEHU NPedCcmasumeu.

[TonsikoKa 1eHaTa Ha Pa3NpPOCTPAHCHHE Ha MEIUITMHCKH M3C/IU € MHOTO BHCOKa. B
3aBHCHUMOCT OT MoOJiella Ha JUCTpUOyIusl JeCHO Moxe Aa HaaxBbpiu 50 % mapxk 3a
MapKeTUHI M TpojaxoOu. 3aroBa € no0pe da e sAcHa cucmemama 3a onpeoensiHe Hd
cebecmounocm naoc mapac 3a npospaunocm. OnpenensHeTo Ha aoOaBeHaTa CTOHHOCT,
KOSITO TMAllMeHTHT MOJyyaBa, Ype3 M3MOJI3BAaHETO Ha JaJCHOTO M3JETHE, BKI. MOIAPHKKA,
JTOMBIHUTENIHU YCIYT'H, MOHUTOPUHI-OCUTYpsiBaHE Ha Pesome ce ocurypsiBa upe3
eleKmpoHHa Opoulypa ¢ 0b60bwena ungopmayus 3a noazume, 3a Xapakmepucmukume u
CeNeKMUBHO 34 HAMANABAHE HA pA3Xoo0ume, NOBUULABAHE HA MAPIHCOBEme.

3a ga ce W3BBPIIM TpyNUpaHe Ha TE3W U3JENHs B KIBCTEPH, TE C€ 3apekiaaT Ha
ungopmayuonen nopman, Kvoemo e ChRuUcvka u 6ceku Modce 0a npoeepu OaHunume u 0da
63eme uH@popmuparo pewerue. IIpo3pauHocTTa 03Ha4aBa, Y€ BCUYKUA KPUTEPUHU U CTHIIKH 32
B3€MaHE Ha pEIICHHE TPH OILIEHKaTa Ha MeOuyuHcKu u3oenus W HeroBara go0aBeHaTa
CTOMHOCT ca B Hal-100pus ciydail OOEKTHBHM M TMPOBEPUMHU KAKTO W JIOCTHIIHU 3a
oOmiectBeHocTTa. ToBa € Ba)KHO, 3aI[OTO PEHICHUSATA YeCTO TPsSOBa Ja MOCTHTHAT OallaHC
MEXIy TpPOTHUBOpEYAlld LI Ha YYacCTHHUIIMTE, KaTo YCTOMYMBOCT Ha OHOKET,
CIIPaBEUIMBOCT W OYaKBAaHUs Ha MAIlMEHTHUTE KbM KA4eCTBO W TpsiOBa na ObIaT 4acT OT
mporieca Ha B3€MaHe Ha pelIeHus U J1a ObaaT HPOPMUPAHU OTHOCHO KPUTEPHUTE, TI0O KOUTO
B3€MaT Ce peLICHUSI.

['opernocoueHUsIT MeXaHM3bM M HOBa METOJONIOTHUS 3a peuMOypcupane Ouxa
OTrOBOPWJIM B MAaKCHMaJIHA CTEINEH Ha Ma3apa, KOHKypeHIusaTa, nocturane neaute Ha 30JI,
KOUTO Jia ca nHGOPMHPAHH U TIOIyJaT sSICHOTA, Ha JI3 OT riiemHa Touka Ha SICHO JeDUHUpPAHH
JTOMBIHUTEIHU YCIYTH, KOUTO IIIe TIoNy4daT oT upmata 3a meduyuncku uzdenus. 3a GupMurte
O OCUTYpUIIO 3arma3BaHe HUBAaTa Ha Medanda U yBeNWYeHHE 32 CMeTKa Ha OOHYC 000pOT OT

yyxaectpanuus goctaBuuk. B H30K nma MexaHu3bM U METOJIMKA 38 MEOUYUHCKU U30enus 1

60



nporeaypa mo npomsina Ha poroopure ¢ H30K u undopmanmsita, KOSITO ce MpeocTaBs 3a
100% 3amyamaHuTe OT WHCTUTYLUATA MeOUYUHCKY u3oenus. ToBa e CThIIKa Halpe., KOsTO €
HY)KHO Jla Ce HaArpagud M OT4eTe M M3Mepu HelHaTa e(PEeKTUBHOCT M TOBAa KaK M JajiH
JOTIpUHACS 3a MpeIBUIMMOCT Ha Oropkera. Heo0xoaumo e fa ce HarpaBu OLIeHKa U JIOIbIIHU
¥ HaArpagu Ta3u Meroauka ¢ KoHmenus 3a peau3aiiH Ha peuMOYpCHHUTE MOJUTHKU 4pe3
00o0m1aBane 1 HOB MexXaHn3bM ChC ChOTBETHATA OTYETHOCT.

[Ipennara ce na ce MPUIIOKU cucmema om UHOUKAMOPU, C KOUMO Od ce U38bPUU
MOHUMOPUHZ U OYeHKA HA 30PAasHU pe3yImamu U MOHUMOpUHZ Ha obemume. 3a LIETUTE HA
penuzaiiHa € HeoOXOAMMO Ch3JaBaHE HA eleKMPOHHA Naamgopma 3a mvpe, 00208apsane Ha
meouyuncku uzoenus. OTHOCHO JOTOBApSHETO HA MEAMIIMHCKHU M3/ETH € TIPeACcTaBeHa cXxema
3a OMMMH3MpaHe Ha OM3HEC MPOIECUTE W BBHBEXKAAaHE Ha EJIEKTPOHHA Iardopma c orien
JTUTUTATIH3AIMS.

C ornen mopoOpsiBaHe Ha PEUMOYPCHUTE TMOJUTHKU 32 JIOTOBOPEHUTE MEAUIIMHCKHU
U3JIeNsl HAIBIHO M YacTHYHO 3alyIaTeHH € HeoOXoauma To-7o0pa IpocieaseMocT U
MPOTHO3UPYEMOCT MO BUAOBE MEIUIIMHCKU U3/ETHS U CKIIIOUEHU JOTOBOPH U hopmupare Ha

eouner Cnucwok.
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OCHOBHMU U3BOJIU OT TPETA T'JIABA

1. Kasycure pasrienaHd B JIUCEPTAllMOHHUS TPyd IOA4YEpTaBaT 3HAYEHUETO Ha
moHutopunra Ha mnpexojga kbM JCI', O3T 3a menuuuncku uzngenuss B bobirapus u
dbopMupaHeTO Ha YCHBBPUICHCTBAHO HAOIIOJIEHUE HA MEXaHU3bM. 103U MOHUTOPHHI €
HAUMH J]a ce ocucypu egheKmugHOCm U NPSHO3UPYeMocm npu MPo3pavyHOCT U ydyacThe Ha

3aNHTCPCCOBAHUTEC CTpPAHU.

2. [Ipo3payHOCTTa U YyYaCTHETO Ha BCUYKU 3aMHTEPECOBAHM CTPAHU B IPOLECa HA MPEXO]T
KbM NOJOOpeHH peuMOYpCHU TOJUTHKU HM3UCKBA e(PEeKTMBHA KOMYHHKAIUS MEXIY
MNOJMUTUIUTE, MEIUIUHCKUTE  acOollMallid, OpraHM3allMiTe Ha KyIyBauuTe U
nocrapuuiuTe. Te3u mpuMmepu ca JaJeHU 3a MOAYEPTasAT Bb3MOKHOCTTA M 3HAYMMOCTA,
KaKTO W Jla IpeIOCTaBsIT HACOKM 3a IpUJaraHe Ha Te3dW PEeUMOYpPCHM IOJMTUKHU B
bearapus. Tpu HeoOXoauMu CHIBTCTBAIIM (PAKTOPU Ca HYKHHU, 332 J1a C€ OCUTYpH
MOCTUraHe Ha IenTa 3a YCTOWYMBOCT, Ja C€ aHalu3upaT BB3IACHCTBUATA W
(YHKIMOHMPAHETO Ha BCSAKAa OT IOJUTHKUTE, Ja ce chOepaT B OKOHYATEJIEH IaKeT
peuMOypCHUTE TOJIMTUKHA, KOUTO BOJAT 10 MHTETPHpPAHA W XOJMCTHYHA Tporpama H
pa3BuTHE Ha UHGOPMAITMOHHUTE CUCTEMU 3a YIPAaBIECHUE, 32 /1a C€ OCHIIECTBU peau3aiiH

" J1a €€ ylpaBJigBaT, CJICAAT U OLCHABAT peI/IM6prHI/ITC IIOJIMTHUKH.

3. Konyenyuama 3a peousaiin na peumbypcuume noaumuku 6 bvieapusa u ¢popmupanemo
Mma edunen Cnucvk pazeuma 6 OUCepmayuoHHus mpyo 4epnu 60bXHOBeHUEe U Npumep om
me3u espoOneucKU ObpHCABU, 20PENOCOYEeHU U OCHUeCmEasawu U npeorazawu Hai-
00bpomo na ceoume epadxcoanu. 3adaua Homep 1 e npegokycupane om pewiasame Ha
npobaemu, 6 npeonazane Ha pewenus - Op2anu3ayus, Cmpykmypa, Ha2naca, MOmueUposKa
u pezyimam 6 ObA20CPOYEH NAAH C Yelu U CMpPeMediCu, GAP8AHUs U HenpeKbCHAMO
uscneosamne, HOB808bBeOCHUs, OOyueHue U papabomeare HA NO-000pU Memoou u

MEXAHUIMU 3A 83€MAHe Ha peuleHUue U Oeticmeue.
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4. CIIPABKA 3A IPUHOCHUTE B JIUCEPTAIIMOHHUSA TPY J{

1. C memooonocuyno 3Hauenue: pazpadboreHa ¢ Konmenmus 3a peausailH Ha
peuMOypcHuTe nonuTrky 3a MU B bearapus u ca npeacraBenu ocHoBuu (O3T, JICI', onenka
HAa BB3JICHCTBUETO, IMAKETHU IUIAIIAHUS) W HWHOBATUBHMU (M3KYCTBEH HHTEJICKT U
€JIEKTPOHU3aIMs Ha JOTOBapSHETO U 3aruiaiianero Ha M) uHCTpyMeHTH 3a peu3aiiH KOuTo
CIIy’Kat 3a mojoOpsiBaHe Ha peuMOypcHHUTEe TonuTuku Ha MU. UnenTudunupanu ca ycioBus
3a agantupane Ha JICI" u O3T 3a crpaHnara, 3a ch3naBane Ha Jupexkuus MU u O3T B H30K;

2. C npakmuxo-npunosxicHo 3HaveHue:

A) CpaBHHTEJICH aHAIM3 HA HOpMAaTHBHATa 0a3a, perinamMeHTd u kiacupukanuu B EC
U JIPYTH €BPOIICHCKU CTPaHH OT €]lHA CTpaHa U bwirapus, ot Jpyra cTpaHa KOETO IMO3BOJISBA

Ja C€ U3B€AaT OCHOBHH ciaabocTy U Hp06.]'IeMI/I B p€rilaMCHTalNusATa B ET)J'IFapI/IH.

b) UsBbpieno e 06cToitHO npoyuBaHe U OlleHKa Ha peuMOypcHuTe nonutuku B EC u
Benukobputanus, ¢ pokyc kbM O3T u JICI', kakTO ¥ NMPOBENEHOTO EMIUPUYHO MPOYUBAHE
Ha BojemM (UPMU TEHEepHpaT MHOTO H3BOJAM KOHUTO Jla C€ MPUIOKAT 3a MOAO0OpsiBaHe

peuMOYpCHHUTE TIOJIUTUKU B bhirapwsi.

B) Ilpemnoxeno e pa3paboTBaHe Ha AWTUTAIHA eNeKMPOHHA HNAam@popma 3a
0ocosapsine, cOPTyep 3a CbCTaBSHE Ha CHHMCBHK-clienuukanus U HOMeHkinarypa 3a MU,
KaKTO U NpoMsiHa/ asmomamusupano 3annawjane na MU no docoeéopnu napmmuvopu upe3
KOHBEPTHpPAHE Ha EJIEKTPOHHUTE (pakTypu B KOHTposieH juct 1b u mpm HeoOXxoaumocT oT

aHEKCHpaHe Ha KonuyecTBa lA.

I') Yuactue npu pazpaboTtkata Ha MexaHu3bpM 3a peumOypcupane Ha MU kakTo u
ydyacTHe B JOroBapsiHE, CbCTaBSHE Ha CHHMCBHK-CHeUM(UKALuUs, OTYMTAHE, KOHTPOI H

3aruramade Ha MEAUIUHCKN U3ACTIUA 1 TIOMOIIHA CPEACTBA.

5. IYBJIMKALIUU, CBBP3AHU C JUCEPTALIMOHHUA TPY |

1. bennuenosa, U. & Jenuesa, E. — [TonoOpsiBane Ha peMMOypCHUTE MOJIUTUKU
3a MCAUIHWUHCKU HU3JCIIHA YpC3 OLUCHKA Ha 3APaBHUTC TCXHOJIOI'UH, CII. COI_II/IaJ'IHa MEOUIIMHA,
opoit 1, 2020, MkxoHomuka Ha 3apaBeomasBanero, (5), Improvement of Reimbursement
Policies for Medical Products Through Health Technology Assessment published in Scientific

online resource system- https://journals.mu-varna.bg/index.php/sm/article/view/7849
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I GENERAL CHARACTERISTICS OF THE DISSERTATION

1. Relevance and significance of the improvement of reimbursement policies for

medical devices in Bulgaria

Reimbursement policies for medical devices and the need for their research and
improvement are important, given their significance in providing quality medical devices,
treating and maintaining good health of health insured persons, measuring their effect,
efficiency and effectiveness. The application of European reimbursement policies is a starting
point for Bulgaria and for the health care system, bearing in mind the trends of population
aging and the need for improved health service and protection. The NHIF budget for 2022 is
BGN 6 050 750 billion, of which health insurance payments for medical devices used in
hospital care, which the NHIF pays beyond the cost of medical services provided, is BGN 115
982 million;

The importance of the topic can be assessed by considering it in two different aspects.

First - this important category requires additional and special attention and resources,
clarity in terms of how much the total budget for medical devices is and the combination of
many interested parties and the need for correct and justified decisions, structure and
resourcing. The aspiration is to form an improved architecture of reimbursement policies and
business processes and to achieve greater business process efficiency and transparency.

Second - the basis for implementing improved reimbursement policies for medical devices
is computerization. Currently, many of the electronification activities are projects or need
continuous updating and refinement of functionalities to underpin further processes to
improve reimbursement policies in Bulgaria. An integral part is also the application of up-to-
date integrated information systems to provide fast, accurate and reliable information in line
with the e-government strategy and architecture. The research in the dissertation is based on
European experience and reimbursement policies in view of the forthcoming implementation
of European regulations. The role of diagnostic-linked groups and HTA in public funds
management and as a tool for redesigning reimbursement policies is also examined. A
growing number of European countries have increased their focus on this issue and are
increasingly committed to integrating them into all their government programmes and

strategies. Many countries are also implementing health technology assessment, they are well
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advanced in the use of diagnostic-related groupers and highly innovative on electronic
tendering applications for patient care questions, liaison and service to health insured persons.

This development is assured through a host of consistent policies and rules legislated in
national health systems and new projects and investments in artificial intelligence.
Reimbursement policies in Bulgaria are becoming increasingly interlinked with international
policies and institutes, established EU models, EUDAMED database, a lot of specialized

information, analyses and studies, comparisons.

2. Degree of research of the problem in the scientific literature

Evidence for the relevance and importance of the topic for the improvement of
reimbursement policies for medical devices in Bulgaria are the many foreign materials and
sources cited in the paper, at the same time the lack of materials and low awareness of the
topic in Bulgaria. Since the entry into force of the New EU Medical Device Regulation, the
topic has not been explored in Bulgarian scientific circles and the healthcare community. This
motivated the dissertator to do her own research and prepare a dissertation proposing a review
of European practices, HTA and Redesign Concept.

There is also scientific interest in the topic at the Technical University, where European
requirements and norms for medical safety have been studied by doctoral student Victor
Arsov, who obtained his PhD in 2021.

3. Object and subject of the study

The object of study of the dissertation is the existing reimbursement policies as well as
contracting and business processes of medical devices in Bulgaria.

The subject of the dissertation research is the concept of redesign and compilation of a
Reimbursement List and Mechanism, the application of which in aggregate, and under the

necessary conditions will help to improve reimbursement policies for medical devices.

4. Main thesis and working hypotheses

The main thesis defended in the dissertation is: the existing reimbursement policies for
medical devices in Bulgaria are ineffective and need a comprehensive view and Concept for

improvement through redesign, as a comprehensive solution on the current business processes
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of contracting and payment, structure, organization and administration, as well as the creation
of a mechanism of payment for medical devices and the formation of a single List.

The proof of the main thesis is carried out by confirming the following working
hypotheses:
PX1: The medical devices sector occupies a very important place in the economy of
developed countries and is a focus of their reimbursement policies, and this should also be
achieved in Bulgaria.
PX2: A number of European countries apply good practices and are a good example for
reimbursement policies for medical devices - e.g., UK, France, Germany, the Netherlands.
The dissertation researches, analyses and summarizes benchmarks for successfully
implemented HTA and DRG in the context of medical devices.
PX3: The national regulatory framework and practice of medical device reimbursement in
Bulgaria is characterized by incompleteness and needs to be changed by examining and
analyzing the latest and most relevant regulations, strategies and plans by adapting and
integrating them into Bulgarian legislation and reimbursement policies.
PX4: The introduction of an improved Reimbursement Mechanism combined with a new
structure and architecture and a single List will improve the process, reimbursement policies
and their results as well as further develop and adapt reimbursement policies in Bulgaria to

European best practices.

5. Aim of the study

The main objective of the dissertation is to propose guidelines for improving
reimbursement policies for medical devices in Bulgaria with the implementation of redesign.
The term “redesign” is understood as a complex solution (in institutional/regulatory,
managerial/economic and organizational/in the structure of the NHIF) to the conditions and
consequences and results, effect of the proposed changes. At the same time, the Redesign
Concept is the reformulation, reformatting and redefinition of reimbursement policies through
the digitization of existing models and policies, using redesign tools. The redesign tools are
basic and innovative. The basic ones are HTA, DRG, impact assessment. The innovative ones
are bundled payment elements, and the innovative ones are introduction of digitization in
medical device contracting, medical device contracting platform, and artificial intelligence,
transparency in mark-up determination /for medical device marketing costs/, formation of a

single reimbursement list and digitalization in coding and payments. The dissertation
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proposes claw-back clauses in an improved Medical Device Reimbursement Mechanism as
innovative tools and electronic platform for negotiation of MD.

6. Objectives of the study

» To summarize and define the categorical apparatus, classifications and regulations for
medical devices as health technologies.

* To highlight the characteristics of the global and European medical device markets with a
presentation of the top 10 largest manufacturers.

» On the basis of a comparative analysis, review European best practices in medical device
reimbursement.

» To draw a parallel between the national regulations in Bulgaria and those in Europe and to
highlight the main problems and inconsistencies.

* To develop a Concept for the redesign of medical device reimbursement policies.

e To identify the necessary conditions for improving reimbursement policies, namely
resourcing and digitalization.

» To propose a reimbursement mechanism and guidelines/recommendations for improving

reimbursement policies for medical devices in Bulgaria.

7. Research methodology

The dissertation research plan shows the relationship between the research tasks, the
confirmation of the working hypotheses and the proof of the main thesis.

Chapter One of the dissertation clarifies the state policy, characteristics and features as
well as definitions of medical devices as health technologies, their classifications and
European regulations. An analysis of the global and European markets for MD is also
presented by focusing on the top 10 manufacturers of MD in the world and the top healthcare
systems. At the end of the first chapter, promising directions for the development of MD
based on digitalization, digitalization and artificial intelligence are also announced. In Chapter
One, a documentary analysis and synthesis of a number of EU regulations and statutes is
made, these are compared with the current Medical Devices Act and sub-regulations -
Regulation 7 and Regulation 10, MD safety regulations, definitions, classifications and

quality standards for MD.
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In the second stage, in Chapter Two the reimbursement policies of the MD in selected
European countries - France, Germany, Great Britain, the Netherlands, as well as in Bulgaria,
are analyzed and compared. The development makes a comparative analysis of medical
device reimbursement policies in the EU member states, as well as in Great Britain-England,
Scotland, Wales as an important example in the field of HTA for MD. Good practices of
reimbursing MD in the discussed countries are derived based on basic criteria and deep
investigation and working process. As part of this stage, two of MD reimbursement policies
were investigated — the practices of applying the DRG methodology in different European
countries, as well as the practices and policies of using the HTA approach to MD. The periods
in which the DSG was implemented in different countries in Europe were examined, which is
systematized in a table. The volume and dynamics of MD reimbursement since 2009 have
been studied until 2022 on the basis of the data from the reports of the NHIF posted on the
institution's official website. At the end of the second chapter, the normative base, policies
and practices of reimbursement of MD by the NHIF in Bulgaria are analyzed. On the basis of
a desk (documentary) analysis and an empirical study of the largest suppliers of MD in
Bulgaria in terms of speed of negotiation, documents, requirements for HTA, opinion on the
new Regulations and ways of forming a List and payment of MD are derived the problems of
reimbursing MD in Bulgaria. There is a parallel with the existing reimbursement policies in
Bulgaria, applying a complex approach in the formation of a set and concept of public
policies for redesign. A SWOT analysis was also applied for strengths and weaknesses of the
internal environment, opportunities, threats of the external environment, structure of the
NHIF, administration, management, organization - from the point of view of methods and
good practices in the field of HTA and DRG of Great Britain, France, the Netherlands and
Germany.

In the third stage of the dissertation, Chapter Three presents a Concept for the redesign
of the MD reimbursement policies and conditions for their implementation in Bulgaria. The
most recent European regulations on HTA of MD are examined, and some of the texts are
included in Regulation 7. The establishment of a new structure and a Medical Devices
Directorate and a Medical Devices HTA is proposed. There is a need to define the
involvement of internal experts, allocation of roles, functions, format for building an HTA

report, Rules and Procedures for HTA of medical devices.

8. Methods of the study
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For the purpose of this dissertation the following main analytical methods were used:
> documentary analysis - used in chapters one, two and three of the dissertation, to
solve the tasks of researching the definitions of MD, their classification and regulations,
analysis of the reimbursement policies of MD in European countries and Bulgaria, as well as
the regulatory framework and practices in Bulgaria. The dissertation analyses the MD market
in Europe and worldwide with a focus on the leading companies. Chapter two documents the
analysis of MD reimbursement policies in selected countries with extensive experience in this
field. Chapter three documents the MD reimbursement mechanism with the active
participation of the thesis.
> comparative analysis - used mainly in the first and second chapters of the
dissertation, in the analysis of the reimbursement policies of medical devices in leading
European countries - Germany, France, the Netherlands and the UK with long experience in
the implementation of the DRG and HTA. A comparative analysis with the current Medical
Devices Act and sub-regulations in the dissertation - Regulation 7 and Regulation 10, medical
devices safety regulations, definitions, classifications and quality standards of medical devices
and EU Regulations has been performed.
> Survey - the dissertation also includes a survey among the top 10 medical devices
providers in Bulgaria (chapter two) on the current reimbursement policies with parameters -
speed of contracting, documents, requirements for HTA, opinion on the new Regulations and
ways of forming the list and payment of medical devices.
> SWOT analysis - in the second chapter of the dissertation are also analyzed
strengths-weaknesses of the internal environment, structure of the NHIF, administration,
management, organization; opportunities and threats - from the point of view of practices and
experiences of reference European countries
> Normative and positive economic analysis - mainly applied in the second and third
chapters of the dissertation in the analysis of the activities and payment of medical devices by
the NHIF in the reimbursement of medical devices in a longer period - from 2009 to the last
available year.
> Synthesis - the focus of chapter three of the dissertation is on Redesign Concept,
methods and software that are conducive to improving reimbursement policies. Claw-back
clauses in improved Reimbursement Mechanism, mark-up definition, mark-up on price, in
combination of conditions such as leadership, strategic planning and analysis in pricing, and

sustainability are also launched.
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9. Limitations of the study

The following limitations are allowed in the dissertation - regarding the object of study,
the information used, the time scope, the countries selected as reference in the field of MD
reimbursement, the empirical study.

The object of study of this dissertation includes only public reimbursement policies
towards medical devices of major public institutions such as NHIF. The object does not
include reimbursement policies of other institutions and organizations.

The dissertation is based on a five-year period, taking into account data from 2009 and
the official data at the start of reimbursement of medical devices in the NHIF web-page -
starting from 2013 with a List, the analysis of which is considered to have revealed many
gaps and proposed possible solutions. The analysis of medical devices started in 2017 and the
reimbursement of medical devices in Bulgaria is from 2013, when the first reimbursement list
was created. However, it is considered that the period was correctly chosen as there were few
groups of devices at launch.

The countries that are being studied for best practices are the UK, Germany, France, and
the Netherlands, due to the fact that these countries are leading the way in the development of
health care systems, the dissertator has long term experience with investigation on that topic
and due to the long experience of the dissertator in the field of HTA, DRG, and indications
for the use of medical devices. The Netherlands is given as an example as it is ranked first in a
study comparing health systems worldwide. They are a benchmark for best practice and
generally recognized as a reference by the European Commission as well. The UK is chosen
as an example in HTA due to having an HTA Institute with a 20 years history. HTA for
medical devices in England, Scotland and Wales, the Netherlands, HTA institutions, and the
technology of approving and making recommendations for MD are studied.

The dissertation develops a Redesign Concept, which is explored in detail in Chapter
Three in combination with a reimbursement Mechanism and new business processes for
contracting and payment of medical devices under electronification, paper reduction and fully
online medical devices contracting.

The limitations of the scope of the dissertation include the survey — 10 largest medical
devices companies in Bulgaria are covered. The survey was conducted at different times for
each of the companies, in some cases employees directly involved in this activity at

operational level were surveyed, in other cases the opinion of the owner of the company, who
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is also the manager, in others the authorized person. Opinions, responses to questions are
reflected objectively and impartially. There is a paucity of data on DRG projects in Bulgaria.
There are certain basic guidelines developed by the NHIF on DRG such as history, nature,
projects and regulations. However, these data have not been updated since 2003.

There is a lack of data and transparency on reference prices for medical devices in
Europe. There is also a lack of an institution that currently carries out HTA for medical

devices in Bulgaria.

1. STRUCTURE AND CONTENT OF THE DISSERTATION

The dissertation has a volume of 236 pages and consists of an introduction, an exposition
in three chapters, a conclusion, references and appendices. The main text and appendices
include 7 tables and 13 figures. The bibliography contains 103 sources. The content is as

follows:

ABBREVIATIONS USED IN BULGARIAN
ABBREVIATIONS USED IN ENGLISH
LIST OF TABLES

LIST OF FIGURES

LIST OF ANNEXES

INTRODUCTION

l. GOVERNMENT POLICY AND THE MEDICAL DEVICE MARKET

1.1. DEFINITIONS, STANDARDS AND REGULATIONS FOR MEDICAL DEVICES

1.2. CLASSIFICATIONS, CE CERTIFICATIONS OF MEDICAL DEVICES

1.3. MEDICAL DEVICE MARKET

1.4. DIGITAL TECHNOLOGIES AND PERSPECTIVES

INFERENCES

1. REIMBURSEMENT POLICIES FOR MEDICAL DEVICES IN EUROPE AND
BULGARIA

11.1. EXPERIENCES AND GOOD PRACTICES ON REIMBURSEMENT FOR MEDICAL
DEVICES IN EUROPE

11.1.1. General principles

11.1.2. Reimbursement policies in Germany
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11.1.3. Reimbursement policies in France

11.1.4. Reimbursement policies in the United Kingdom

11.1.5. Reimbursement policies in the Netherlands

11.1.6. Summary of reimbursement policies

I.2. REIMBURSEMENT IN THE USE OF DRG AND HEALTH TECHNOLOGY
ASSESSMENT

11.2.1. Diagnostically related groups

11.2.2. Health technology assessment

11.3. REIMBURSEMENT OF MEDICAL DEVICES IN BULGARIA - PRACTICES AND
PROBLEMS

INFERENCES

I, REDESIGN OF REIMBURSEMENT POLICIES FOR MEDICAL DEVICES IN
BULGARIA

I1.1. CONCEPT FOR THE REDESIGN OF REIMBURSEMENT POLICIES FOR
MEDICAL DEVICES

I11.1.1. Adaptation of the DRG and the HTA for Bulgaria

I11.1.2. Character and application of impact assessment, bundled payments and Al

I11.2. MECHANISM, REIMBURSEMENT LIST FOR MEDICAL DEVICES AND
ACTIVITIES OF THE NHIF

111.3.  RECOMMENDATIONS AND PROPOSALS FOR THE PURPOSE OF IMPROVING
REIMBURSEMENT POLICIES FOR MEDICAL DEVICES

I11.4. POSITIVE ECONOMIC ANALYSIS OF MEDICAL DEVICE PAYMENTS BY THE
NHIF

111.5. INFERENCES

\VA CONCLUSION

DISSERTATION CONTRIBUTIONS REFERENCE

PUBLICATIONS

REFERENCES

APPENDIX

1. SYNTHESIZED PRESENTATION OF THE DISSERTATION
FIRST CHAPTER

STATE POLICY AND THE MEDICAL DEVICES MARKET

The purpose of the presentation in this chapter is to clarify the government policy,

the characteristics and features as well as the definitions of medical devices as health
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technologies, their classifications and European regulations. An analysis of the global and
European medical device markets is also presented by focusing on the top 10 medical device
manufacturers.

At the end of chapter one, the future directions of medical device development based
on digitization, electronification and artificial intelligence are also announced. In Chapter
One, a documentary analysis and synthesis of a number of EU regulations is made, these are
compared with the current Medical Devices Act and sub-regulations - Regulation 7 and
Regulation 10, regulations on medical device safety, definitions, classifications and quality
standards for medical devices and the role of public administration is also considered, which
should actively participate in public policy-making processes, reimbursement policies
together with European institutions and programmes, adapting the functions and activities

against the requirements of European regulations as part of the dissertation.

.L1.  DEFINITIONS, STANDARDS AND REGULATIONS FOR MEDICAL
DEVICES

"Medical device" is defined as any instrument, apparatus, device, equipment, implant,
reagent or calibrator, software, material or other similar or related products intended by the
manufacturer for individual or combined use or several specific medical purposes: diagnosis,

prevention, monitoring, treatment of diseases; diagnosis, monitoring, treatment.*®

According to the European Commission, medical devices and in vitro diagnostic
medical devices play a major role in saving human lives by providing innovative health
solutions for the diagnosis, prevention, monitoring, prediction, prognosis, treatment or

alleviation of diseases.

In Bulgaria, these medical devices, due to culture and lifestyle, are not actively used for
prevention and monitoring, but resort to them in case of complex manipulations and already

diagnosed problem.

The EU has a competitive and innovative medical device sector, which is characterized
by the active role of small and medium-sized enterprises. It is supported by relevant
regulatory documents that aim to ensure the smooth functioning of the internal market, aiming

at a high level of health protection for patients and consumers.

48 Official Journal of the European Union, REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL- https://eur-lex.europa.eu/eli/req/2017/745/0j.

76


https://eur-lex.europa.eu/eli/reg/2017/745/oj

There are over 500,000 types of medical devices on the EU market. Examples of
medical devices are pacemakers, heart valves, stents, software applications, neurosurgery
implants, hip joints, and more. Each country determines the scope and types of medical

devices it will reimburse, usually drawing up a List for this purpose.

The medical devices sector is essential to the provision of healthcare to citizens and is

an important player in both the European and global economy.

As of 26 May 2021, the new EU Medical Device Regulation 2017/745 is in force. It
was developed and adopted in May 2017 and comes into force after a transitional period of 4
years, on 26 May 2020, formally extended by the European Commission until 26 May 2021.
The Regulation replaces the existing Directives: Directive 98/79/EC of the European
Parliament and of the Council, on in vitro diagnostic medical devices 93/42/EEC on medical
devices, Directive 90/385/EEC on active implantable medical devices*. The aforementioned
medical device directives have been repealed and replaced by EU Regulation 2017/746 and
EU Regulation 2017/745 respectively. The aim is to enhance safety for patients and ensure
transparency and traceability of the life cycle of medical devices placed on the market in all
EU Member States. This approach is essential to sustainably ensure high standards of quality

and protection.

The Medical Devices Regulation - EU 2017/746 adopted on April 5, 2017 is to ensure
the safety and performance of medical devices for in vitro diagnostics. It covers medical
devices for in vitro diagnostics and their accessories. However, products manufactured and
used in the same medical establishment are excluded from the rules laid down by this
Regulation, except for the applicable general safety and performance requirements, as long as

certain conditions are met.

It aims to improve patient safety by introducing more stringent conformity assessment
procedures to ensure that unsafe or non-compliant devices do not end up on the market and

there will be post-market controls on containing nanoparticles.

According to this regulation, special attention must be paid to nanomaterials in the

design and manufacture of medical devices. It includes a requirement to reduce as much as

4% European Commission-Directives-https://health.ec.europa.eu/medical-devices-sector/directives_bg.
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possible all risks related to the size and properties of nanoparticles that are released or may be

released into the body of the user.

In December 2021, Regulation 2021/2226 was adopted to determine rules for the
implementation of Regulation 2017/745 of the European Parliament and of the Council
regarding electronic instructions for use of medical devices. It describes the possibility of
providing instructions for use in electronic form instead of paper. Effective systems and
procedures are in place to ensure that product users who have downloaded the instructions for
use from the website can be notified in the event of updates or corrective actions to these
instructions for use. All previously issued electronic versions of the instructions for use are

available on the site.°

The information on how to access the instructions for use in electronic form also
contains: the basic UDI-DI of the device, as well as any additional information that allows the
identification of the device, including its name and, if applicable - a model. This information
and regulation are also applicable to Bulgarian manufacturers of medical devices, which
should provide for the development of web-based applications with instructions for use, in
electronic form and may contain symbols and graphics, video or audio files.

In order to implement EU requirements, EUDAMED has been set up as a secure web-
based portal acting as a database for the exchange of information between national

competent authorities and the Commission in accordance with the regulations.

The establishment of a European database for medical devices (EUDAMED) is one of
the key aspects of the new rules on medical devices (Regulation (EU) 2017/745) and in vitro
diagnostic medical devices (Regulation (EU) 2017/746). It aims to provide a live picture of
the life cycle of medical devices available in the European Union (EU). It will integrate
various electronic systems to collect and process information about medical devices and
related companies (e.g., manufacturers). In this way, it aims to improve overall transparency,
including through better access to information for the public and health professionals, and to

improve coordination between different EU Member States. >

50 REGULATION (EU) No 207/2012 of 9 March 2012 concerning electronic instructions for use for medical devices - Web
site of Publications Office of the European Union https://op.europa.eu/bg/publication-detail/-/publication/4e4adbfb-410f-
4ed9-b3al-462e0d1cf276

51 EUDAMED - European Database on Medical Devices - https://ec.europa.eu/tools/eudamed/#/screen/home,
www.softgroup.eu/bg/2021/06/03/blog-eudamed-the-key-role-of-each-module/
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The International Forum of Medical Device Regulators from around the world is a
voluntary group of medical device regulators from around the world who come together to
build on the strong foundational work of the Working Group on global harmonization of
medical devices and aims to accelerate international regulatory harmonization and

rapprochement.

The forum was established in October 2011 when representatives of the medical
device regulatory authorities of Australia, Brazil, Canada, China, the European Union, Japan
and the United States, as well as the World Health Organization, met in Ottawa to address the
establishment and the work of this new forum.

The Forum seeks to maintain working relationships with other international entities,
regional organizations, or "Partner Organizations” that have a mutual interest in medical
device regulatory activities that are directly related to the common goals of promoting global
convergence, mobilizing resources, and delivering safe and effective medical devices

worldwide.>?

ISO 13485 is applicable to all organizations that design, develop, manufacture and
trade medical devices, as well as to companies engaged in the design, manufacture, supply,
installation and maintenance of medical equipment. Although ISO 13485 is a stand-alone
standard, it is similar in scope and focus to ISO 9001 Quality Management System. It
contains additional requirements specific to organizations involved in the life cycle of medical
devices, while excluding some of the ISO 9001 requirements that are not suitable as
regulatory requirements. Like all ISO quality management standards, it is intended to be

integrated into an organization's existing quality management systems.

Quality Management Systems are important for medical devices, which are required
by regulations in most of the legislations, for complete control of the product life cycle.
Updating is therefore necessary to reflect the latest advances in technology as well as the

expectations of manufacturers and regulatory authorities.

Following the improvements in the new edition of the standard, it is evident that the
scope has been extended to all organizations involved in the product life cycle - from the

52 International Medical Device Regulators Forum (IMDRF) website - https://www.imdrf.org/
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design stage to final decommissioning - better harmonization of regulatory requirements and

greater emphasis on post-market surveillance.

By implementing this type of management system, the organization ensures that
patient requirements and applicable regulatory requirements regarding medical devices and
related services are implemented. Compliance of medical devices and related services with
applicable requirements is ensured. The main benefits of the ISO 13485 standard are access to
international markets. It helps to define the mechanisms for observations and how to improve
processes to ensure safe and quality medical devices in compliance with all applicable

requirements.
1.2. CLASSIFICATIONS, CE CERTIFICATES OF MEDICAL DEVICES

Two systems are recognized worldwide for classifying medical devices as health
technology - the "Universal Medical Device Nomenclature System" and the "Global Medical

Device Nomenclature". Each country decides for itself which classification to use.

The terms of the Universal Medical Device Nomenclature System are harmonized
with the classification system used in the United States. They are supported by the US
Emergency Medical Services Research Institute. The system uses a unique 5-digit code to
describe certain devices and exists in ten languages. The Asian System of Medical Device
Nomenclature, used in a limited number of Asian countries, is a derivative of the Universal

System of Medical Device Nomenclature' and is fully compatible and interchangeable.

In the EU, the "Global Nomenclature of Medical Devices" is used, which has been
applied since 01.11.2001. It was developed on the basis of six nomenclature widely
distributed in the world until now and establishes 16 categories of medical devices. At the

European level, all EU member states use the "Global Medical Device Nomenclature".

Global Medical Device Nomenclature is managed by the Global Medical Device
Nomenclature Agency, which is a not-for-profit organization and registered charity that

reports to its Board of Trustees, who represent medical device regulators and industry.

The use of the UDI system should also improve purchasing and reimbursement policies for

inventory management by healthcare institutions. The new system will apply to all medical devices

80



except for custom-made and investigational devices and is mainly based on internationally

recognized principles, in particular using definitions from major trading partners.

According to the MDA, the CE marking with a graphic image is applied to the medical device
before it is placed on the market and/or put into service, must be easily legible and cannot be erased
without traces. "The CE marking shall be affixed in a conspicuous position on the device, in the
instructions for use and on its sterile packaging, if any. Where possible, it shall also be affixed to the
consumer packaging. It shall be at least 5 mm high, unless otherwise provided for in the relevant
regulation under Article 18. When reducing or increasing the size of the 'CE' marking, the proportions
of the graphic grid shall be respected. This is a basic requirement which also needs to be updated on
timing and renewal. Devices, other than custom-made devices or clinical trial devices, are considered
to comply with the requirements of this Regulation when they bear the CE conformity marking

described in Annex V.

The general principles defined in Article 30 of Regulation 765/2008 apply to the CE marking.
The marking is also available in the instructions for use and on the commercial packaging. The
marking is applied before the product is placed on the market. It may be followed by a pictogram or
some other sign indicating a special hazard or use. Where applicable, it is followed by the
identification number responsible for the conformity assessment procedures under Article 52. The
identification number shall also appear on any advertising material indicating that the article meets
the marking requirements. Where products are subject to other Union legislation that also provides
for marking, the CE marking indicates that the products meet the requirements of the other

legislation as well.>

1.3. MEDICAL DEVICES MARKET

There is a huge variety of types of medical devices. According to EC data, there are
over 500 000 different types of medical devices on the European market, which can be
covered by 16 types and over 10 000 generic groups and a huge overall volume and high
growth of production worldwide. The total volume of medical device production worldwide is
estimated at around USD 315 billion. The annual production of medical devices in the EU is
estimated at about EUR 96 billion. The global medical devices market is expected to reach

USD 445.1 billion by 2026.%* The medical device industry is a fast-growing market driven by

5  REGULATION (EC) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL -
https://vdocuments.pub/oe-2017-745-o0e.html?page=1

54 News website- https://www.prnewswire.com/news-releases/the-global-medical-device-market-is-expected-to-reach-445-1-
billion-by-2026--301450240. html
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patient needs, encouraging life science companies to develop innovative therapies to improve
health and quality of life. In 2019, the global medical device market was $456.9 billion.
Growth is the result of an increase in the number of healthcare facilities, healthcare costs,
technological advancements. The list shows the top 10 largest medical device companies in
the world in 2020. There are almost 27,000 medical technologies companies in Europe. Most
of them are based in Germany, followed by the UK, Italy, Switzerland, Spain and France.

The European medical technology market is estimated to be around €140 billion in
2020. Prominent players in the global European medical device market are Siemens
Healthineers, Germany, GE Healthcare, USA, Philips Netherlands, Abbott, USA, Medtronic,
Ireland, Stryker, USA) Boston Scientific, USA, Asahi Kasei Medical, Japan, B. Braun,
Germany, Baxter International, Inc., USA, ResMed, USA, Masimo, USA and KARL STORZ,
Germany.* One of the most used medical devices for hospital care in Bulgaria is drug-eluting
(drug-emitting) stents, the value of which is paid by the NHIF and is BGN 448. There is a
significant decrease in the value that the NHIF pays in 2022 compared to the value of 910
BGN in 2017.%

According to information on the List of subdistributors indicated by contractors under
contract with the NHIF for payment of medical devices, there are 45 companies published on
the NHIF official website, which shows both which are the main wholesalers of medical

devices and their subdistributors.®’

1.4. DIGITAL TECHNOLOGIES AND PERSPECTIVES

It is generally accepted that reimbursement policies are important from the R&D
perspective of potential health technology innovators and investors in Bulgaria. The need to
create an electronic application for conducting tenders for medical devices and to change the

administration structure was emphasized.

55 Website Markets-European Medical Devices Market -
https://www.marketsandmarkets.com/pdfdownloadNew.asp?id=241277169
5 Website of the NHIF - https://www.nhif.bg/page/1467
57 Website of the NHIF -https://www.nhif.bg/page/2345
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Reimbursement policies for medical devices in Bulgaria are in the process of being
harmonized with European standards for electronization and legal regulations. However, this
requires further harmonization with regard to the transparency of mechanisms regulating
pricing and the Transparency Directive, which stipulate that these mechanisms must be based
on objective and verifiable criteria. Despite the lack of harmonized EU legislation on the
pricing and reimbursement of medical devices, there is cooperation at EU level on health
technology assessment between national organizations. Developing reimbursement policies
for medical devices requires knowledge in many areas and implies knowledge of current EU
policies. The more there is an understanding of the different mechanisms that exist in each
individual country and the more actively the actors are engaged in their key roles of
responsibility, the more likely it is that certainty will be achieved for companies, the
reimbursing institution and the health of citizens. Applications that are industry "constructive
blocks" are emerging, attracting investment and innovation from other companies for
complementary products or services. To compete and win in these ecosystems, companies

must learn new strategies.>®

Surveillance systems are designed to provide public health personnel with the necessary
skills for prediction, detection, management, evaluation information and decision-makers.
Public health systems have embraced health informatics and information technology as a
potential transformational tool to improve real-time surveillance systems, communication,
and information sharing across agencies. However, there is a need for even more robust
technology to improve adequate forecasting, data sharing and effective communication, the

use of informatics and information technology and their impact on public health delivery.*®

Recognizing the important role of health and technology, the 60th World Health
Assembly emphasizes the need to establish priorities in the selection and management of
health technologies - where it is recommended that for medical devices, ministries develop
national strategies, including the development of systems for evaluation, planning, health

technology procurement and management.®

This resolution includes: To collect, verify, update and exchange information on health

technologies, in particular medical devices, as an aid to their prioritization of needs and

58 Platforms, markets and innovation, Anabel Gawer, DOI:10.4337/9781849803311

59 National Library of medicine-Public health delivery in the information age: the role of informatics and technology- Public
health delivery in the information age: the role of informatics and technology, February 2019, Perspectives in Public Health
139(6):175791391880230 - DOI:10.1177/1757913918802308

60 World health organization Global Atlas of medical devices- https://www.who.int/publications/i/item/9789241512312
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allocation of resources. To formulate, as appropriate, national strategies and plans for the
establishment of systems for the assessment, planning, procurement and management of
health technologies, in particular medical devices, in collaboration with personnel involved in

health technology assessment and biomedical engineering.

To prepare national or regional guidelines for good manufacturing and regulation and
practices to establish surveillance systems and other measures to ensure the quality, safety and
efficacy of medical devices and, where appropriate, participate in international harmonization.
To establish regional and national health technology institutions as needed, and to collaborate
and build partnerships with health care providers, industry, patient associations and
professional, scientific and technical organizations; to collect information that links medical
devices that address priority public health conditions at different levels of care and in different

settings and environments to the necessary infrastructure, procedures and policies.5*

On the basis of the above-mentioned examples, documents and facts, a Concept for the
redesign of medical device reimbursement policies in Bulgaria is formulated in this
dissertation, analyzing the current system and reimbursement policies. Bulgaria ranks 28th
out of 28 EU Member States in the European Commission's Digital Economy and Society
Index (DESI) for 2020.%2

Digitalization is a complex multifaceted and continuous process with a scale of impact
and complexity of interactions. It, and the digital transformation of health services, is seen as
an important and influential process that has already had a significant impact on current
healthcare, reimbursement policies and health systems, and is expected to have even more
fundamental impacts on healthcare provision in the future. Digitalization refers to the use of
digital technologies in the context of the production and provision of a product or service.
Such digital technologies enable health services to be organized, produced and provided in
new ways. Governments need to play a more active role in further optimizing both the
decision-making process and the associated results. They need to find a balance between
centralized and decentralized activity. In addition, broader preparation of the health system to
cope with digitalization, from education, through regulatory prerequisites, to the

implementation of monitoring systems to monitor the effects on the performance of the health

61 website of the Ministry of Health - NATIONAL HEALTH STRATEGY 2021-2030:
https://www.mh.government.bg/media/filer_public/2020/12/29/proekt_na_natsionalna_zdravna_strategiia_2021-_2030.pdf,
https://www.mh.government.bg/media/filer_public/2022/07/26/proekt_nzs_2030_.pdf

62 European Commission website-https://digital-strategy.ec.europa.eu/en/library/digital-economy-and-society-index-desi-
2020
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system. Digitalization is therefore also less a "technical” process, but an organizational and

cultural process.®?
MAIN CONCLUSIONS OF CHAPTER ONE

Medical device definitions, standards and regulations provide an important and
comprehensive basis for the development of reimbursement policies, the improvement of

which is the basis and aim of this dissertation.

Continuous updating and refinement of regulatory documents, strategies and
programmes is essential in order to better implement them and to form a range of actors and
partners in the latest activities and requirements regarding the production, application, use and

reimbursement of medical devices.

The main elements covered in Chapter 1 are medical device definitions, ISO quality
certificates, accepted nomenclature, markets, the latest trends in European UDI, the European

EUDAMED database, digitalization and artificial intelligence.

Classifications and CE certifications are a must-have topic given the increasing
importance and need for quality and origin of medical devices to be safe and reliable in the
medical device market. Continuous monitoring and availability of up-to-date and timely
documents/certifications of medical devices is the number one factor to protect and ensure

their safety and health utility.

The implementation of the programmatic approach and market-based mechanisms in all
aspects of health management, project development at regional, national and international
levels necessarily requires the application of modern and universally accepted methods of
economic evaluation. The use of digital technologies and artificial intelligence in the process
of managing large bodies of information is a factor of significant importance to be applied to
redesign, reformat and redefine a system that is more transparent, more sustainable and more

advanced.

83 Web-site of Oxford academic - European Journal of Public Health, Volume 29, Issue Supplement_3, October 2019, Pages
7-12, https://doi.org/10.1093/eurpub/ckz165. How to govern the digital transformation of health services-
https://academic.oup.com/eurpub/article/29/Supplement_3/7/5628049
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CHAPTER II. REIMBURSEMENT POLICIES FOR MEDICAL
DEVICES IN EUROPE AND BULGARIA

Germany, France, Great Britain and the Netherlands are examined. The DRG systems
under different countries and the types of DRG are discussed separately, and a tabular
summary is presented. The nature of HTA and the examples of different international
institutes in Europe are discussed, providing their own guidance on what constitutes a good
level of clinical evidence as important components for redesigning reimbursement policies in

Bulgaria, considering lists, regulations, practices and issues.

At the end of Chapter 2, the Bulgarian regulatory framework and reimbursement
policies implemented by the NHIF are analyzed and compared, highlighting problematic areas

requiring steps towards improvement.

. EXPERIENCE AND GOOD PRACTICES ON REIMBURSEMENT OF MEDICAL
DEVICES IN EUROPE

11.1.1. General principles

The UK has been chosen as an example in HTA due to the existence of an HTA Institute with
a 20 years history and the experience of dissertator there. A survey of HTA activities from a
medical device perspective is undertaken and an elaboration and empirical study based on and
experiences from the Great Britain® is presented. It examines HTA for medical devices in
England, Scotland® and Wales®®, HTA institutions, and the technology of approval and

recommendation for HTA of medical devices.

The survey also included the prices of medical devices in EU countries, and it turns
out that some of them do not have lists, prices are set by hospitals through tenders for medical
devices or are included in the DRG as is the case with Germany®’. Germany's DRG system

has also been studied.58

64 Web-page of NICE- https://www.nice.org.uk/about/what-we-do/our-programmes/nice-guidance/nice-technology-

appraisal-guidance

65 Web-page of Healthcare improvement Scotland SHTG- https://shtg.scot/about-us/why-we-provide-advice/

% \Web-page of Health technology Wales- https://healthtechnology.wales/categories/all-reports/

67 DRG-type hospital payment in Germany: The

G-DRG system - https://eurodrg.projects.tu-berlin.de/publications/DRG-
type%20hospital%20payment%20in%20Germany.pdf

8 \Web-page of Med tech reimbursement consulting,- INEK opened DRG proposal procedure for 2019 in Germany
https://mtrconsult.com/news/inek-opened-drg-proposal-procedure-2019-germany
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The prices of important medical devices in Germany under the DRG system® have
been studied. It was found that there is a separate price for an activity or manipulation and a
price for medical devices in the Fallpauschalen-Katalog for 2017.7° For example, when
paying for 1 piece of drug-eluting coronary stent in Bulgaria in 2017 for BGN 910, in
Germany the price of a coronary stent is respectively € 100,31 per piece, 2- € 200,62, 3-€
300,93, 4-€ 401,24, 5-€ 501,55, 6-€ 601,86.

France has been considered as an example and a comprehensive review and analysis
of reimbursement policies has been carried out on the basis of a comprehensive material
available on the website of the Ministry of Health and containing both prices and indications
differentiated in a reimbursement list per producer, which have a solid volume both in

inpatient and outpatient care and they are updated annually.’* 72

The Netherlands is given as an example in the dissertation as it is ranked first in a
study comparing health systems around the world. These countries were chosen due to the
fact that they have a long-standing tradition and highly developed and experienced in the field
of DRG, HTA. They are a benchmark for good practice and generally recognized as a

reference also by the EC.”

Digitalization is playing an increasingly important role in healthcare organization. By
digital services, the Dutch health authorities consider the application of both digital
information and digital communication to support and/or improve healthcare. The same
definition is also applicable to the term electronic healthcare, introduced by the Centre of

Expertise for Standardization and Electronic Healthcare.

The following classification of digital technologies has been developed by the Council
for Public Health and Society: Electronic care: e-diagnosis, e-consultation, e-care such as
monitoring, e-preventive intervention; Electronic support: electronic access to patient records,
e-management such as online appointment booking; Electronic public health: e-health

education, e-prevention such as detection of certain risk groups.

Only digital services that meet the so-called "package criteria” can be declared by

providers under the Health Insurance Act. The main criterion is that they are safe and proven

69 Web-page of INEK- https://www.g-drg.de/G-DRG Vorschlagsverfahren/Veroeffentlichung DRG_Vorschlaege
70 Fallpauschalen-Katalog 3a 2017 - http://www.micado-
online.de/Portals/0/Dateien/Downloads/Dokumente/PUBLIK/DRG_2017.pdf

"L LISTE DES PRODUITS ET PRESTATIONS REMBOURSABLES-
https://www.ameli.fr/sites/default/files/Documents/L PP-29082022.pdf

2 CPS website - http://www.cps.pf/espace-professionnel-de-sante/medecin/exercer-au-quotidien/nomenclature-et-
codage/liste-des-produits-et-prestations

S MEDICLEVER website https://mediclever.com/medical-device-reimbursement-netherlands.php
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effective. It describes which medical devices (such as e-health technology) are eligible for
reimbursement from the basic package. Some medical aids are part of the specialized medical
aid and are paid by the hospital /DRG/ Others fall under the scope of medical devices and are

reimbursed separately by the health insurer.

Evidence is also used — emphasizing that transparent processes are used to synthesize
and interpret evidence, that the best available evidence from different disciplines and
methodologies is used, that all evidence is assessed and recommendations are developed

impartially. Medical devices should be strictly regulated to ensure safety and efficacy.

In Europe, they have limited the available reimbursement for expensive medical
devices. Consideration from the reimbursing institution's point of view aims to ensure
maximum population coverage while keeping healthcare costs as low as possible. As a result,
reimbursing institutions are very selective when deciding which devices will receive 100%

reimbursement.
11. 1.2. Reimbursement policies in Germany

Reimbursement policies for medical devices in Germany apply a list of medical
technical devices for inpatient care and a list for outpatient care. In the reimbursement of
medical devices used for hospital care, they are sold directly to hospitals. Their costs are
covered by lump sums for medical devices related to a diagnostically related group and the
Tariff. End-user medical devices are typically sold by manufacturers to wholesalers or

directly to pharmacies, medical supply stores or suppliers that use and administer the devices.

As mentioned above, G-BA has discretion in the application and reimbursement of
new diagnostics or therapeutic methods. In outpatient care, the application of a new
diagnostic or treatment method may be applied and reimbursed only if G-BA specifically

approves the new method.

Inpatient treatment for the new method can be administered and reimbursed until the
G-BA specifically excludes this device from reimbursement. There may be a situation where
G-BA does not yet have sufficient data to make a decision on whether a new method/device is
effective, safe, necessary and commercially viable and thus are not in a position to make a

reimbursement decision.

In this situation, a rather novel testing procedure for reimbursement has been
implemented: under this procedure, GBA can allow the new method to be implemented in

hospitals and/or go out into the field for a testing phase. Each medical device must be
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medically verified to ensure success. Medical devices that do not serve one of these purposes

cannot be reimbursed.’

The Institute for Quality and Transparency IQTiG is responsible for developing
policies for interconnection and cross-sectoral quality assurance on behalf of the Federal Joint
Committee. In addition, the institute develops certification evaluation criteria and quality
objectives and ensures that published results are comprehensible to the public. All hospitals
are required to publish findings on selected indicators defined by IQTiIG to enable

comparisons between hospitals.

Volume thresholds are in place for a number of complex procedures that require
hospitals to perform a minimum number of such procedures to be reimbursed. The process
and, in part, the quality of the results are examined through the mandatory quality reporting
system for approximately 2,000 hospitals. The Federal Joint Committee is the highest
decision-making organization of the joint self-governance in the German healthcare system.
In the form of guidelines, it determines what medical services the approximately 73 million
insured persons can request. It also makes decisions about quality assurance measures for

practices and hospitals.”
11. 1.3. Reimbursement policies in France

Public health insurance in France levies health insurance contributions on the wages of
employers and employees - a national earmarked tax and state subsidies. Coverage is
universal and compulsory, provided to all residents. Eligibility for social health insurance is
provided generally under the law or universal health insurance. Citizens can opt out of social
health insurance only in rare cases - for example, persons employed by foreign companies.

Private companies offer supplementary health insurance, but only for a limited list of
services. Voluntary funds cover 13.5% of total health care costs. The extent of their coverage
varies considerably, but all contracts cover the difference between the social health insurance

reimbursement rate and the fee for service according to the official fee schedule.

The lists of procedures and medical devices covered by social health insurance are set
at national level and apply to all regions of the country. Social health insurance covers

hospital care and treatment in public or private rehabilitation or physiotherapy institutions.

4 Reimbursement of Medical Devices in Germany - https://aim.iges.com/sites/igesgroup/aim-
germany.com/myzms/content/e207/citemtext/AiM_Reimbursement of Medical Devices_in_Germany 2020 21 eng.pdf
75 Web-page of IQTIG https://iqtig.org/das-igtig/organisation/

76 Web-page of The Federal Joint Committee- https://www.g-ba.de/ueber-den-gba/wer-wir-sind/
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Outpatient care provided by general practitioners, specialists and diagnostic services
prescribed by physicians and performed by laboratories that are approved for reimbursement
and prescribed to the patient. The evaluation of medical devices is carried out by the HAS
committee, which considers any issue related to reimbursement by health insurance and to the
good use of medical devices and health care technology. The price is negotiated with a
leading think tank and forum for debate on EU issues, with an extremely strong in-house
research capacity and an extensive network of partner institutes around the world. If the
medical device company and the lead think tank fail to reach agreement, the price can be set
unilaterally. A lead think tank may also enter into agreements for medical devices for which
sales volumes, corresponding prices and specific discounts for turnover made in France can
be secured. Within this framework, medical device companies can provide offers and benefit

from discounts.

It provides information on reimbursement decisions and contributes to improving the
quality of professional practice and patient care, formulates science-based recommendations,
and provides advice on medical device reimbursement. Medical devices for personal use or
other diagnostic, therapeutic and related services are available at the request of manufacturers
or in response to an inquiry. Some categories are evaluated and an opinion is given regarding
the conditions for registration of acts and their registration. Information documents for
healthcare professionals are also being developed. Any medical device that provides
insufficient medical care and benefit compared to existing therapies and that does not result in

a reduction in social health insurance costs cannot be reimbursed.

A contract scheme was established and a system was created to increase the
participation of health professionals in the control of health costs. First, a national framework
agreement has been signed between social health insurance and health professionals and
unions, similar to the BMA, dealing with common issues such as better coordination of health
care. Secondly, agreements have been signed between the social health insurance and specific
categories of health professionals, defining the relationship between the social health
insurance and the relevant health professionals. Thirdly, medical costs are controlled through
contributions. Medical device companies selling medical devices to hospitals have certain
obligations as a return mechanism. Medical device companies are subject to a claw-back
mechanism or refund if their turnover increases faster than a predetermined forecast growth.
Depending on this, different mechanisms apply to whether the medical device company has

commitments regarding its turnover. Another method is contribution based on promotional
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costs. Medical device companies must pay a contribution based on the costs incurred to

promote medical devices after deducting an allowance.

11.1.3. Reimbursement policies in the United Kingdom

The UK healthcare system is a single reimbursing institution and is predominantly
public. As a public health system, the NHS provides health services to all its permanent
residents. There are currently 207 NGOs in England supported by clinical care units, which
account for approximately % of the total budget. The British health care system is known to
provide very high quality to its citizens, but it is one of the most expensive systems in the
world. The large and complex healthcare system in the UK is constantly in need of products

and is very receptive to new and innovative products.

Most medical devices require CE marking to be sold in the UK. All are interested in
maintaining the harmonization of regulations as a large number of US companies have
representative offices and sales offices there. Companies that comply with EU regulatory

requirements can apply to register in the online registration system to sell.

The largest segment of the public health sector, which serves 83% of the population, consists
of about 207 clinical groups led by general practitioners who plan and commission services
such as hospital care or community health services; They have the option of purchasing
through centralized organizations such as supplies that maintain a product catalog of approved

medical products and services.

Purchasing individually and forming consortia with other trusts or through joint
procurement centres. Providers can also approach the NHS through their respective agencies.
Companies selling medical devices have the right to set the price of their products as there
are no specific product codes. However, as already noted, agencies are under intense pressure

to reduce costs so pricing is likely to be subject to negotiation.

Under reimbursement policies in England, known as the National Tariff Payment
System, clinical groups pay healthcare providers for procedures for a patient consultation.
Charges are calculated using predetermined rates and codes for treatments and conditions.

Other agencies have similar reimbursement systems. A new scheme allows hospitals to
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deliver orders for expensive medical devices through the centralized procurement agency
NHS Supplies.

In Great Britain, manufacturers can set the prices of medical devices bearing the CE
mark depending on whether the device in question is included in Part IX of the tariff. When
the item is listed, the reimbursement amount is specified in the Tariff. Otherwise, the
manufacturer is free to set the price at its discretion. For some medical devices covered by
the Tariff, reimbursement amounts will be determined by the National Health Service. The
NHS is taking responsibility for development and pricing as part of changes introduced by the
Health and Social Care Act 2012.

Great Britain has operated a tariff system for several years. It currently focuses on the
English system of active care, although it is broader than the German system, covering
inpatient, outpatient and emergency care. It includes inpatient and outpatient procedures - and
visits to outpatient clinics. However, as the UK population continues to grow to an expected
71 million by 2030, and with the average age expected to rise to 42.8 by 2037, the NHS faces
serious pressures and challenges - which, of course, it has a direct impact on the pricing and

reimbursement of medical devices.

Great Britain also has one of the largest medical device markets in the world and is the
third largest in Europe after Germany and France, but introducing new technologies and
devices has always been a challenge. To fully understand the UK reimbursement market, we

will identify the key decision makers and players relevant to national or local reimbursement.

After receiving the CE mark, the new medical device is reviewed by NICE. This
organization assesses outcome impact on health benefits, government policies and NHS
resources to issue national guidelines for medical devices. New technologies or medical

devices are assessed by NICE in three ways:

« by evaluating multiple technologies, data that examines and contains new evidence

collected post-marketing;
« by evaluating the single technology, which includes economic modelling;

* rapid evaluation or approval - this form covers a single technology used in a single
indication, but usually for a shorter process time, so that it can speed up access to new cost-

effective treatments.
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Each process examines evidence on the health effects, costs and cost-effectiveness of a
health technology. Once approved by NICE, the product can be listed to be reimbursed.
Gradually, larger regional groups are formed to evaluate devices that are used in both hospital

and outpatient settings, making joint decisions.

Clinical Commissioning Steering Groups are tasked with planning and commissioning
health services locally. They influence prescribing and reimbursement, often aided by
regional competitive bidding. In summary, if a product is registered it can be refunded in full,
this is more likely to happen if it is an equivalent product. NICE also presented its 5-year
strategic plan for 2021-2026.

It is designed to provide superiority and maintain distinction. This strategy ambitiously
sets out the vision and a roadmap to achieve it, building on the hard work and achievements
of the 22 years since launch. Successful organizations learn from the environment in which
they operate and adapt to the challenges they face. The 5-year plan sets out the ambition to
continue to improve health and wellbeing by putting science and evidence at the heart of
health.”’

The NHS reimbursement system works by following the patient's diagnosis by 1CD-
code. All information is entered into a computer system, resulting in a code that has a value or
rate. The hospital will then request the amount for the procedure through a payment system.
Other factors that affect what a hospital charges for a procedure include emergencies, which
often pay more, and specialty services to complement such pediatric procedures, which have a
significant increase. There are also incentive rewards for therapeutic procedures during

longer stays to reward performance, known as the best practice tariff.

The best practice tariff is a national price paid to providers and is designed to
incentivize high quality and cost-effective services. The aim is to reduce unexplained variation
in clinical quality and encourage best practice. The difference in price between best practice
and usual practice is calculated to ensure that the expected costs of undertaking best practice

are reflected and to create an incentive for providers towards best practice.®

11.1.4. Reimbursement policies in the Netherlands

” Web-page of NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE STRATEGY - Dynamic,
collaborative, Excellent-https://static.nice.org.uk/NICE%?20strateqy%202021%20t0%202026%20-
%20Dynamic,%20Collaborative,%20Excellent.pdf

78 Web-page of Best Practice Tariff - Consultation on 2021/22 National Tariff Payment System Annex DtC: Guidance on
best practice tariffs- https://www.england.nhs.uk/wp-content/uploads/2021/03/21-22NT_Annex-DtC-Best-practice-tariffs.pdf
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The Netherlands retains the top position on the annual European Healthcare
Consumer Index, which compares healthcare systems across Europe.

The Netherlands scores 916 points out of a maximum of 1000 points and is the only
country to rank in the top three in every European Health Index published since 2005. On 48
indicators, such as patient rights and information, accessibility, prevention and outcomes, the
Netherlands topped 37 European countries for the fifth year in a row and was ranked first in a
study comparing the health systems of the United States, Australia, Canada, Germany and
New Zealand. Ever since the major reform of the health care system, the Dutch system has

received more points in the index every year.

Politicians and bureaucrats are relatively far from operational decisions about Dutch
health service delivery. Most packages allow patients to choose where they want to be treated.
To help patients choose, the Dutch government has set up websites where information is
collected and disclosed about provider performance. Patients dissatisfied with their health
insurance can choose a different package at the end of each year, with a few exceptions.

Il. 2. REIMBURSEMENT WHEN USING DIAGNOSTIC-RELATED GROUPS
AND HEALTH TECHNOLOGY ASSESSMENT

I1. 2.1. Diagnostically related groups

A diagnostically related group is most generally defined as a defined group of patients
who have similar clinical characteristics and whose medical costs are approximately the
same - that is, DRGs are mathematical formulas for calculating and relating national average
hospital case costs to hospital-specific costs.

Design and development began in the late 1960s at Yale University. The initial
motivation for the development was to create an effective framework for monitoring the
quality of care and utilization of services in the hospital. The first large-scale application was
in the late seventies in the state of New Jersey. The New Jersey State Department of Health
used DSG as the basis of a prospective payment system in which hospitals are reimbursed a

fixed specific amount for each patient treated.”

Diagnostically related groups are intended to cover all costs arising from a particular

medical procedure - apart from investment costs. The base rate is regionally negotiated and

79 Design and development of the Diagnosis Related Group (DRG) - https://www.cms.gov/icd10m/version37-fullcode-
cms/fullcode_cms/Design_and_development_of the Diagnosis_Related Group (DRGS).pdf

94


https://www.cms.gov/icd10m/version37-fullcode-cms/fullcode_cms/Design_and_development_of_the_Diagnosis_Related_Group_(DRGs).pdf
https://www.cms.gov/icd10m/version37-fullcode-cms/fullcode_cms/Design_and_development_of_the_Diagnosis_Related_Group_(DRGs).pdf

updated annually. For some procedures hospitals make a profit and for other procedures they
incur a loss, but on average they should be sufficiently reimbursed.

INEK originally created the bundling software, but now software companies can
certify. It also defines the costing method that leads to cost orientation and controls hospital
activity and patient cost data, some of which are from all hospitals. These cost data are used
to set tariff prices that apply to all inpatient hospital activity. The German system is widely
regarded as a leading example of a large-scale costing/pricing system for DRG in the

framework of international healthcare.

Reimbursement policies in France are mainly organized at the national level with a
focus on clinical effectiveness. In France, pricing is based on activities or a method used in
French health facilities stemming from the 2007 hospital plan reform and, according to its
initiators, aims to balance resource allocation by empowering health actors. The system is
activity-based, which is similar to other DRGs. The eligibility criteria for inclusion are mainly
statistical criteria, medical criteria, economic criteria. The study should be done on expected

benefit - improving or adding clinical value.

Table 1. DRG systems in European countries

Countries with a

. Data collection time for Classification system Coding system for Application of collected data
DRG project .
DRG diagnoses and procedures
) ICD-10- for diagnoses Management and
Austrian DRG system, . )
Austria* Since 1989 LDF Austrian procedures remuneration (total DRG
Catalog -LKF adjusted budget)

For hospital stays -

Belgium * since 1990 . Management and
. APR DRG, ICD -9 CM for diagnoses .
For day surgery - since remuneration (total DRG
V 15.0 and procedures .
1995 adjusted budget

ICD-10- for diagnoses

. . Scandinavian Classification
For hospital care - since .
of surgical procedures and

1977 o Management and
Classification for )
Denmark* DKDRG . . remuneration (total DRG
. . interventions related to .
For outpatient care - since . . adjusted budget)
imaging, clinical
1994 .
laboratory, nursing care,
etc..
Estonia* ICD-10- for diagnoses
since 2000 r. NordDRG NCSP, version 1.6 for Management
procedures
France* since 1982 GHM ICD -9 CM for diagnoses Management and
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and
CdAM for procedures

remuneration (total DRG
adjusted budget)

Hungary* ICD -9 CM for diagnoses
. and Management and
since 1986 r HBCs 4.3 . . .
National Coding System remuneration
for procedures
Sweden* In some regions - since
. Management and
1964 ICD-10- for diagnoses
. . NordDRG remuneration (total DRG
At the national level - since NCSP - for procedures .
adjusted budget
1987
Finland Management and
since 1996 NordDRG 9 .
remuneration per case
Switzerland* ICD-10- for diagnoses Management and
since 1996 AP-DRG CH 9 g .
CHOP - for procedures remuneration
Spain Management and
since 1996 AP-DRG remuneration (total DRG
adjusted budget
Great Britain* ICD-10/ ICD-O, READ2
. Management and
) for diagnoses .
since 1970 HRG remuneration (total DRG
OPCS4,READ2 for ]
adjusted budget
procedures
Italy Management and
since 1994 HCFA DRGs remuneration (total DRG
adjusted budget
Ireland Management and
since 1992 HCFA DRGs remuneration (total DRG
adjusted budget
The Netherlands DBC
Norway Management and
since 1991 NordDRG remuneration (total DRG
adjusted budget)
Portugal Management and
since 1989 HCFA DRG remuneration (total DRG
adjusted budget
Germany ICD-10-SGB-V for Management and
1999 G-DRG (AR-DRG) diagnoses OPS-301 for remuneration (total DRG

procedures

adjusted budget

Countries with a

Data collection time for

Classification system

Coding system for

Application of the collected

DRG project DRG diagnoses and procedures data
Bulgaria* ICD-10- for diagnoses
g since 1995 IR - DRG 9 Management
CD -9 CM for procedures
Czech Republic* ICD -10 for diagnoses and
. . Management and
since 2001 IR-DRG (3M) Czech procedural list for L
remuneration in 2004
procedures
Romania . CIM-10 for diagnoses u Management and
since 2003 AP-DRG

CCSSDM for procedures

remuneration

Source: DRG-based hospital payment systems and technological innovation in 12 European countries. Value Health. 2011
Dec;14(8):1166-72. doi: 10.1016/j.jval.2011.07.001. Epub 2011 Sep 9. PMID: 22152189
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Although there is no "best" reporting system, cross-country comparison provides
insight into international differences and can help regulators and hospital managers identify
and improve areas of weakness in their reporting systems. The ability of DRGs to link clinical
characteristics to resource requirements has facilitated their increasing use internationally as a
currency for hospital reimbursement and as a tool for comparative performance analysis.
When restoring the base of the DRG, fair remuneration and comparison is dependent on the
degree of patient complexity and resource use adequately incorporated into the system.
Inadequate severity adjustment, e.g., may encourage selection of less complex cases. All
national DRG systems therefore seek to improve their specificities and incorporate advances
in medical knowledge and technology.

Yet there are differences between countries in how and to what extent these goals are
set and implemented, leading to a divergence in DRG systems internationally. In drawing
meaningful conclusions from this research particularly in relation to the ability to make direct
cross-country comparisons. In the absence of a common classification system for procedures,
there is considerable variation between countries and applied schemes. There is variation in
depth of coding: the maximum number of diagnoses used for DRG is ten in Finland but 120
in Germany. Despite the difficulties, DRG can help health policy makers to support the

development of a reporting and reimbursement system.8°

The NHIF attempts to introduce the DRG by presenting information on history, nature,

projects and regulations.®
11.2.2. Health technology assessment

HTA is a systematic process that examines health technologies and may include a
review of clinical research compared to existing models, cost-effectiveness, social and ethical
impacts on the system. Based on the different types of research and analysis in the EU,
objective information is provided to health policy makers and institutions so that they can
reformulate regulations and reimbursement policies that are safe, effective, cost-effective and

above all patient-centred.

A new HTA program was first launched in the US in 1965, operating within the

established Technology Assessment Agency. In Great Britain, one of the most developed

80 OXFORD ADADEMIC- DRG systems in Europe: variations in cost accounting systems among 12 countries- RG systems in
Europe: Variations in cost accounting systems among 12 countries, March 2014, The European Journal of Public Health
24(6), DOI:10.1093/eurpub/cku025

81 NHIF website, for Hospitals, Diagnostic related groups - https://www.nhif.bg/page/44.
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countries with more than 20 years of experience and tradition in this field, evidence is
presented to contribute to the economic rationale for the approach to evaluating the
effectiveness of medical devices and to strengthen the role and importance of medical devices
HTA in this Bulgaria.

These examples and possible solutions are intended to give a comprehensive and
complete picture of the direction in which reimbursement policies should move, as well as its
possibilities and prospects. In most countries in Europe, the reimbursing institution pays for
the clinical intervention, including all necessary devices and products. Product pricing is

determined by negotiation between the hospital and the medical device company.

In Bulgaria, the value of medical devices is determined by the NHIF, after approval by
the Supervisory Board. In most EU countries, different patterns of HTA application are
identified as well as in legislation. In some countries it is at the national level, and in others at
the local level /hospital or networks of hospital facilities/. In Great Britain there is a National
Institute of Health - NICE, in France - the French Health Agency (HAS) carries out the HTA
of medical devices. In Germany - Institute for Quality and Efficiency in Healthcare - IQWIG.
Economic guidelines such as therapeutic efficacy, economic efficiency, availability of other

alternatives, impact on the budget are also developed.

In the Great Britain, NICE sets the guidelines and is fast becoming a major contributor
to the globalization of the HTA process. In Bulgaria, data and documents are obtained from
other countries by importing companies, some of which provide them when a new device is
available for inclusion on a reimbursement list. In the Great Britain, HTA is also done at the
level of the hospital or network of hospitals that make decisions on the use of a particular type
of health technology. In order to exercise patients' rights in cross-border healthcare, the
establishment of a European HTA network is regulated on a voluntary basis, linking the

Member States' designated or institutions responsible for health technology assessment.

There is an adopted EU Strategy for cooperation in this area and a discussion paper on
the re-use of HTA work in national activities was adopted in 2015. The European
Commission is working on an initiative to strengthen EU cooperation in health technology

assessment to address the low uptake of HTA in national processes.

HTA is also a form of research policy that examines the short- and long-term
outcomes of the implementation of a health technology and aims to provide information on

alternative health strategies.
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Health technology assessment is a science-based methodology that guides evidence-
based decision-making regarding the pricing and reimbursement of health technologies. The
aim is to identify those health programs that offer the greatest value per unit of expenditure,
and for policy makers and experts to make informed decisions about their implementation in
practice. In the Ordinance amending and supplementing Ordinance 7, texts on Investments

and organization are also included.

Information should be provided on the investment that is required to use the
technology and the additional resources that will be needed as the health technology is
introduced. This should include a description of the additional skills, training and
qualifications that health professionals will need to be able to administer the medical device.
The additional human resources that are expected to be available when implementing the
health technology should also be presented. The sources of information for the clinical studies

shall be presented.

HTA is a process that begins by identifying the information needs of decision makers
and framing this question in a rigorous scientific manner that allows the necessary research to
be conducted. The final stage is the production of an evaluation report containing a
comprehensive analysis of the data obtained and presented in a form suitable for the target
audience - policy and health care decision-makers.

The introduction of a health technology assessment aims to provide an objective
scientific analysis of the economic impact of implementing a health technology, the
alternative that will be substituted by its introduction, and an assessment of the impact on
public spending of implementing that technology. This allows regulators to make informed
decisions on the inclusion of a medical device on the List, as well as in setting its
reimbursement price/value. As a result of the implementation of the health technology
assessment, the quality of treatment of Bulgarian citizens will be improved, which will lead to
optimization of public spending.8? Most countries with good economic indicators have their
own agencies, but there are some exceptions. There are countries with high levels of
economic development that have not yet adopted the process. Studies can be prospective and
retrospective pragmatic randomized clinical trials, observational studies and databases,
including patient registries, databases of the MH/NHIF and other institutions, medical
research. All decisions of government institutions should be appended with the appropriate

82 Opinion by prof. Petko Salchev, PhD - National Consultant on Health Technology Assessment-
https://parliament.bg/pub/cW/20181113051821%D0%9A%D0%97-853-10-49%20%D0%9F%D0%AL.docx
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references and the document containing the final assessment and conclusion should be
attached.

Capacity building and institutionalization of an organization in Bulgaria for medical
device HTA should be planned in a forward-looking manner, with a long-term commitment
from decision makers in key positions in the health system, as a means to redesign
reimbursement policies for medical devices. Recognizing the need for coherence in public
medical device policies, targeting new solutions through a new structure is a new strategic
targeting of resources and potential for improving reimbursement policies that is important

and necessary.

Capacity building and institutionalization of the structure is needed to be able to focus
on analysis and identification of information and data needed for future decision making.
Capacity can be expanded through gradual continuous training and professional development

activities.

11.3. REIMBURSEMENT OF MEDICAL DEVICES IN BULGARIA -
PRACTICES AND PROBLEMS

The regulatory basis, pricing and reimbursement policies for medical devices in
Bulgaria are in the process of harmonization with the EU. As a result, different legal
provisions exist. In Bulgaria, the reimbursed medical devices covered by the NHIF cover a
wide spectrum - from mechanical circulatory support device artificial heart, deep brain
stimulation devices, through coronary and peripheral stents, cardiovascular valve implants,
implants in neurosurgery for the treatment of cerebrovascular diseases, for spinal surgery,
implants in orthopedics, cochlear implants, neurostimulation implants, pacemakers,

cardioverter-defibrillators, transcatheter valve prostheses and others.

In Bulgaria, the medical devices market is also subject to research, analysis and
clustering. Research on the costs and associated health benefits is an essential part of the
healthcare management process. Interest in this type of analysis is primarily related to
concerns about rising costs and pressure on health institutions to allocate resources to the
efficient use of innovative health technologies. The reliability of the results obtained from
these analyses depends largely on the correct application of the different approaches and an
understanding of their specificities. Impact assessment has become an essential tool for

policy, programmes and project design.
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The development of impact assessment stems from the growing concern to achieve
sustainable development.8® The general policy review began in 1993 in Canada, in 1997 in
the United Kingdom and in 2007 in France. This ambitious approach helps to achieve an
increase in the effectiveness of public policies in a short timeframe. Traditional forms of
evaluation continue to be extremely useful. Medical device companies are subject to a
reimbursement mechanism if their turnover grows faster than a predetermined rate, and the

company has commitments on its turnover.8*

In Bulgaria, specifications are approved annually by the NHIF for medical devices -
"Specification with defined and grouped medical devices used in the conditions of hospital
medical care” and "Specification with defined and grouped medical devices used in the
conditions of out-of-hospital medical care”, The specifications are prepared in accordance

with Regulation 7.

These medical devices are partially or fully reimbursed and published in Lists that are
updated. Every year, a negotiation procedure is announced with manufacturers and importers
of medical devices. The procedure begins with an invitation to manufacturers and importers
of medical devices, who fill out an application, declarations of conformity and others, as well
as a price offer for medical devices by manufacturers who provide quality certificates. On the
basis of these documents, negotiations are carried out - Medicines section, For the partners of

the NHIF, For manufacturers and importers of medical devices.®

As of April 1, 2017, the NHIF paid a total of 3,016 medical devices to 180
manufacturers, represented in the procedure by 103 legal/natural persons. Of these, 564
medical devices are included in the list of medical devices used in outpatient medical care
(IMC) and 2,452 medical devices used in hospital medical care (HMC). Main groups of
medical devices paid outside the value of clinical pathways/procedures in 2017 are 19. The
number of medical devices is 2,452, the number of manufacturers — 153 and the number of
applicants — 72. With comparable values paid by the NHIF, for those existing during the two
consecutive calendar years main groups, the total expense reported as of the date of the

medical activity has increased by 22% and amounts to BGN 98,145,085. According to the

8 Internet page of the Council of Ministers, public consultations - Public strategic management, page 9, TWINNING
PROJECT - https://www.strategy.bg/Publications/View.aspx?lang=bg-BG&Id=110

84 Web-site of HOGANLOVELLS- EU Pricing & Reimbursement Pricing & reimbursement schemes in major European
countries- www.hoganlovells.com/~/media/hogan-lovells/pdf/publication/eu-pricing--reimbursement-newsletter--november-
2014 pdf.pdf

8 Website of the NHIF - For the partners of the NHIF, For manufacturers and importers of medical devices -
https://iwww.nhif.bg/page/221.
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2017 Budget Law, the amount set for medical devices used in hospital medical care is BGN
80 000 000. According to the Budget Implementation Report as of 31.12.2017, the
expenditure for medical devices used in hospital medical care is BGN 98 145 085. Table No.
76 of the annual report of the NHIF for 2017 shows the Reported and paid funds for medical
devices and their Components Administered in the Hospitals by Groups and Years. Table No.
77 also presents the Number of medical devices and their components administered in the
HMC by group and year. Table No 78 of the report also presents Reported and Paid VVolumes
and Values in 2016 and 2017 by Type of medical devices Administered at HMC. Table No 79
presents the number of medical devices and their components administered at BMP by group
and year. Group 4 "Stents" accounted for the largest share of expenditure (nearly 50%).%¢

In the Annual Report on the activities of the NHIF for 2018 it is stated that a
procedure was carried out to determine the value that the NHIF pays for medical devices in
the conditions of inpatient and outpatient medical care in accordance with the "Ordinance on
the conditions and procedure for drawing up a list of medical devices under Article 30a of the
Medical devices act and for determining the value up to which they are paid. Lists of medical
devices in hospital and outpatient medical care and guidelines and requirements for their
implementation have been drawn up. As of 1 April 2018, the NHIF has paid for a total of
3,693 medical devices requested and contracted with 208 manufacturers. Of these, 590
medical devices are included in the list of medical devices administered in outpatient medical
care and 3103 medical devices administered in inpatient medical care.®” In 2019, a procedure
was conducted to determine the value up to which the NHIF pays for medical devices
administered in inpatient and outpatient medical care in accordance with the Ordinance on the
conditions and procedure for drawing up a list of medical devices under Article 30a of the
Law on Medical devices and for determining the value up to which they are paid. Lists of
medical devices used in hospital and outpatient medical care were drawn up. As of 01 June
2019, the NHIF has paid for a total of 2 839 medical devices to 197 manufacturers
represented in the procedure by 200 legal/physical entities. Of these, 647 pieces of medical

devices are included in the list of medical devices administered in outpatient medical care and

8 Internet page of the NHIF - Annual reports of the NHIF, Annual report on the activities of the NHIF for 2017 -
https://www.nhif.bg/page/2035.

8 Internet page of the NHIF - Home, About the NHIF, Annual reports of the NHIF, Annual report on the
activities of the NHIF for 2018 - https://www.nhif.bg/page/2035
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2,192 pieces administered in inpatient medical care. On the basis of Regulation 10 of 2009, 45

direct contracts were concluded with manufacturers/wholesalers of medical devices.®8

MAIN CONCLUSIONS OF CHAPTER TWO

From the analysis of the reimbursement policies in Europe and the example of leading
countries the following conclusions can be summarized on the best practices that can be

applied in our country:

1. Limit reimbursement of expensive medical devices, claw-back clause,
2. Selectivity in deciding which devices will receive 100% reimbursement.
3. The attempt of European countries to create different institutes for Health

Technology Assessment and to announce their own guidelines for a good level of clinical

evidence raises the question which institute in Bulgaria will implement this.

4. Clearer rights and obligations for manufacturers, importers and distributors,
this also includes diagnostic services and internet sales, an expanded medical device database
with comprehensive and publicly available information regarding products on the market,
better traceability of devices upon delivery with the ability to respond quickly and effectively

when safety concerns arise.

5. Other good practices concern quality assurance of health services and medical
devices. The IQTIG Institute for Quality and Transparency in Germany is responsible for
developing policies and activities for interconnectivity and cross-sector quality assurance on
behalf of the Federal Joint Committee and all hospitals are required to publish findings for
selected indicators identified to enable comparisons between hospitals.

For example, all new diagnostic and therapeutic procedures must receive a positive
assessment of benefit and effectiveness before they can be reimbursed by health funds.
Doctors must observe strict economic limits compatible with the quality, safety and
effectiveness provided to patients, i.e., there must be measurability. Charges are calculated

using predetermined rates and codes.

The DRG and the HTA are fundamental for the further development and improvement
of reimbursement policies for medical devices in Bulgaria. The paper focuses on the Great

Britain public health system, which is relatively complex, with different trusts and

8 Website of the NHIF - Annual report on the activities of the NHIF for 2019 https://www.nhif.bg/page/2035.

103



organizations delivering and influencing the process of health service provision and HTA.
NICE and the National Co-ordinating Centre for HTA are key national organizations in
England, Scotland, Wales and Northern Ireland. NICE as an institute produces technical
assessments and develops recommendations and is responsible for providing national

guidance and recommendations on good health promotion and prevention and treatment.

It was founded to produce national guidance on specific health technologies. In
contrast to the methods of healthcare in this country and other EU countries, NICE does not
evaluate all interventions when they reach the market, it publishes criteria and guidance on
how it will select interventions, medical devices and therapies for review, which includes: an
answer to whether the technology is likely to result in a significant health benefit that would
spread throughout the NHS system if given and applied to all the patients for whom it is
intended. Whether the technology is likely to lead to a significant impact on other health-
related government policies. Whether the technology is likely to have a significant impact on
NHS resources. Whether the Institute is likely to add value by issuing national guidance.

For example, in the absence of such guidance, is there likely to be significant
controversy and controversy about the interpretation or significance of the available evidence

on clinical and cost effectiveness.

This process has a marked role on a manufacturer and the efficacy of the therapy, by
informing the Evaluation Committee. There are two main methods of evaluation of health
technologies and medical devices, which contain the evidence of health effect, costs and cost-
effectiveness of the health technology. The MTA process is based on evidence from a wide
range of registered consultants, manufacturers, health professionals and patients. NICE uses a
mathematical formula to work out whether it is worth buying NHS products when their cost is
weighed against their potential benefits. NICE uses a quality-of-life indicator (QALY).
Performance analysis includes a more detailed overview of value. The efficiency analysis is

assessed by choosing that alternative which has a lower cost.

Members of this committee consider a wide range of evidence to decide which
therapies should be adopted by NHS Scotland. Most of the clinicians have a direct role in
patient care, while the three voluntary public partners ensure that the views of the Scottish
public are taken into account during decision making. This broad mix of views is drawn from
a wide perspective. NHS Scotland also uses the QALY indicator to determine whether a

technology offers good value for money.
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The QALY is a widely used unit of quality and helps those evaluating healthcare to
take a consistent approach to comparing the value of different therapies, and can also be used
in medical devices. Although it is a key part of the decision-making process, other important
factors are also considered. The QALY value indicates how many quality-adjusted life years
the new technology gives and how much extra it costs compared to the current treatment. This
allows an assessment of whether the new technology has good value of money.

In assessing clinical and cost-effectiveness, cost comparisons can be made. Some may
have a low cost per QALY and we would say they offer good value for money. Technologies
with a high cost per QALY would not be considered good value for money. QALY costs
below £20,000 are generally considered acceptable value for money by OST organizations.
For a technology whose QALY cost is between £20,000 and £30,000, it may be accepted this

gives significant advantages over existing treatments.

CHAPTER THREE. REDESIGN OF REIMBURSEMENT POLICIES FOR
MEDICAL DEVICES IN BULGARIA

Chapter Three develops a Redesign Concept for medical device reimbursement
policies, discussing the main redesign tools and innovative - new and demanding ones in
terms of HTA.

It is in this perspective that the Redesign Concept presented here which, in addition to
addressing and solving previous problems in terms of structure, approach and business
processes, offers a larger thinking on selection and reimbursement policies for medical

devices.

To improve reimbursement policies, methods are also needed to introduce impact
evaluation, HTA, DRGs, bundled payments, elements of Al, and build and develop the
necessary staff and administrative capacity. Policies and strategies, action and management
plans for mainstreaming HTA and implementing them more proactively are summarized, in
particular for medical devices that are reimbursed in Bulgaria. The process of data processing
is also vulnerable; it is often late, far from always complete, have an excessively generalized
nature. Therefore, managers who rely on formalized information are often unable to propose

an effective strategy.
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Guidelines are presented that aim to raise awareness of the development and
implementation of reimbursement policies for medical devices - consisting of regulatory

actions, health technology governance, and health technology assessment components.

Tools are needed for medical device reimbursement redesign, improved and structured
medical device nomenclature, medical device innovation, medical device selection and
prioritization, additional human resources for medical devices, and Medical Device structure
and Health Technology Assessment Directorate. It also proposes a Mechanism for
reimbursement, reporting, payment, and control of 100% paid medical devices by
recommending guiding principles, additional harmonized definitions, and defining the
attributes of effective and efficient regulation to be embodied in binding and enforceable law

and methodology under the HTA.

Artificial intelligence techniques and methods are the most innovative redesign tool

and elements of it.

1. 1. CONCEPT AND TOOLS FOR REDESIGN OF REIMBURSEMENT
POLICIES FOR MEDICAL DEVICES

The concept of redesigning reimbursement policies is essential for the activity of
providing the necessary innovative medical devices for patients and insured persons in
Bulgaria, as well as for providing a reliable basis for the activities of medical institutions.
This concept of redesign should include proper reimbursement policies and specifically HTA

for medical devices before approval for reimbursement or inclusion of a new medical device.

Secondly, application of a selected and adapted system for DRG in coding and
grouping of diagnoses and corresponding manipulations with medical devices in the hospital
and development by the IT Directorate and the Hospital Assistance Directorate of mechanics.
This requires reformatting of the Nomenclature, namely - Nomenclature of Medical Devices
that are paid for outside the cost of the CP, including the CPs that can be accounted for and
the ICD-9CM medical procedures that are assigned to the DRG coding.

Innovative redesign tool is a tool that combines digitalization, artificial intelligence to
improve processes and build an Electronic application for contracting that contributes to
improving the activity and contains the following modules - a module to generate a unique
code of the medical device, a module in which each applicant company uploads its prices with

which it competes, a module for qualified, a module in which each applicant company
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uploads the information. It would be appropriate to have all incoming information
computerized in approved standard documents and formats.

In fourth place, a complete digitization and concept of redesign and reformatting of
the architecture of business processes requires restructuring and realignment. In fifth place -
evaluation of the attached Mechanism and methodology with a view to reimbursement and
payment in relation to 100% of the medical devices paid for by the NHIF after the entry into
force of the Mechanism and methodology for 2021 and 2022 below:

- Mechanism guaranteeing predictability and sustainability of the NHIF budget, applicable for
2022 for medical devices fully paid under the conditions of hospital medical care - 23.03.2022
and Methodology for implementing the mechanism guaranteeing predictability and
sustainability of the NHIF budget, applicable for 2022 for the medical devices paid in full
under the terms of hospital medical care, adopted by decision No. RD-NS-04-25 of
03/09/2022 - 03/23/2022.8°

As part of the dissertation, there is also the proposal to measure the effect of the
current Mechanism guaranteeing predictability and sustainability of the NHIF budget,
applicable for 2021 for medical devices fully paid for in the conditions of hospital medical
care and the Methodology for implementing the Mechanism guaranteeing predictability and
sustainability of the NHIF budget applicable for 2021 for medical devices paid in full under
the conditions of hospital medical care.?® The redesign concept envisages the automation of
the processes of contracting, reporting and payment of medical devices, electronification of
the contracting process and assessment of the coefficients of reporting the activities of
experts.

The redesign concept calls for the complete automation of payment to wholesalers,
fully automatically, quickly and transparently by a program comparing electronic invoices
provided with the report, comparing prices and volumes, catalogue and batch numbers and
automatically entering and generating a checklist of the relevant company for payment,
importing all invoice data with their respective amounts into the checklist.

The main tool for redesigning medical device reimbursement policies is the one that has a

basic role for the negotiation, payment processes such as the well-known HTA and DRG. An

8 NHIF website - For NHIF partners, For manufacturers and importers of medical devices
https://www.nhif.bg/page/221

% NHIF website - For NHIF partners, For manufacturers and importers of medical devices Archive-
https://www.nhif.bg/page/2344
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innovative redesign tool is a tool that combines digitalization, artificial intelligence to

improve the processes and building an Electronic application for contracting and DRG.

111.1.1. Adaptation of the DRG and HTA for Bulgaria

In November 2021, the Ministry of Health proposed the introduction of a new
classification system of medical procedures through a change in Regulation No. 9 of 2019 on
the determination of the package of health activities guaranteed by the budget of the National
Health Insurance Fund. It was developed on the basis of the Australian Classification of

Medical Procedures. The system refers to the steps for the introduction of LTC in HF.

In order to improve reimbursement policies, it is recommended and necessary to
implement a modified version of the DRG, which should also be combined with the
nomenclature of medical devices, and the Hospital Directorate should modify the coding for
this purpose. To compile diagnostically related groups, medico-statistical information is
needed, i.e., the activities performed need to be translated into well-defined code units. This
will allow data to be stored, analyzed and grouped. Economic information is also needed,
since the treatment of a patient is a set of multiple activities provided to him in the hospital
units, there are also certain costs. There is a need for step-wise cost allocation and software

for reporting (collection) of hospital activity, as well as hardware equipment.

The idea is to replace ICD medical procedure codes with the new Australian
Classification System codes. This should include the medical procedures performed on
clinical paths, clinical and outpatient procedures included in the annexes of the regulation,

thus the medical activities will be reported in a unified, normatively regulated manner.

The new system has been adapted to the Bulgarian medical practice, reflecting the
possibility of coding all medical procedures performed by medical institutions. The
introduction into practice of the new classification system aims at transparency regarding the
medical activities performed by the health facilities. This is a prerequisite, on the one hand,
for a more efficient use of public resources, and on the other hand, for improving the control

over the activity and quality of the offered medical services and reimbursement policies.

Regarding the nomenclature of medical devices, the NHIF has a software product for
manual code generation - the HOSP system, this software enables any medical device to be
entered into the system. In it, the trade name of the medical device is entered manually, the

class, the applicant and accordingly the price offered by the company are set, this process
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should be done by importing a table or using another information system enabling this called
ACCESS.

After approval by the NC of the NHIF, the group values are added manually by a

coder for about 3000 medical devices, which is unacceptable in the era of digitalization.

The overall process of creating codes in the NHIF must be done by importing the contract
data to the reporting software or connecting the electronic platform and the contract data to
the reporting and payment module respectively. From 2013 to the present 2022, this data is
processed manually. For medical devices, for hospital care the creation of codes is done
manually and for medical devices, for outpatient care where another information product is
used also manually. This significantly increases the risk of errors and burdens, slows down
the work of the few employees who can handle the data in the relevant medical devices
department of the NHIF.

Considering that all pharmacies and all hospitals in Bulgaria work with this medical
device data, the creation of codes and their automatic generation using the latest digital
methods, digitalization and digitization is a paramount task to build a fast, accurate and

reliable information system.

From the system, the update reporting file is also generated and provided to the health
facilities. In addition, a nomenclature for the combinations of medical devices according to
the Specification with clinical pathways and outpatient procedures is being prepared, which

means that when the DRG is introduced, the nomenclature has to be transformed.

Considering the redesign tools in this dissertation, we define health technology
assessment (HTA) as the basis and systematic evaluation of the properties, effects and/or
impacts of health technologies. It should include medical, social, ethical and economic
dimensions, and its main purpose is to inform and present data and evidence of outcomes and

success and benefits for reimbursement policy decision-making.

The NICE Institute’'s review of HTA applies new methodological approaches,
including cost-effectiveness acceptability curves, the use of economic evaluation, cost-

effectiveness thresholds, equity and value considerations.

Given the wide range of medical devices, there may be differences between groups of
devices that affect both the need for and the methods for their evaluation. Developing a
taxonomy that provides researchers and policy makers with a tool to guide how to approach

the evaluation of different types of medical devices is essential. The taxonomy is based on
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relevant aspects of existing classification schemes, including elements of risk and
functionality. The appropriateness of different categories of devices in terms of HTA is
thought to be highly variable, ranging from high to low, as there is also the involvement of a

physician who handles, places or operates medical devices.

111.2. MECHANISM, LIST OF MEDICAL DEVICE REIMBURSEMENT AND
ACTIVITY OF THE NHIF

The dissertation proposed a Mechanism to contribute to further decision-making for
forecasting and planning of activities and as a corrective mechanism for tracking volumes and
consumption of medical devices and payments to contractual partners through claw back
clauses. The proposed mechanism guarantees predictability and sustainability of the budget,
applied in the presence of certain conditions and requiring the provision of reports and data on

marketing costs, requires HTA reports.

The mechanism will be applicable to all wholesalers subject to the conditions
stipulated therein, which will be regulated in the contract and the annexes to the contract. For
partially paid medical devices, a volume discounting method will be applied.

The funds for payments provided for a specific wholesaler for the year for the relevant
main group are formed on the basis of real volume for the previous year for this main group
with a corresponding quarterly growth. The NHIF negotiates with each wholesaler volumes
according to individual NHIF codes in the appendix and the corresponding main groups based
on volumes from the previous year. The sum of all volumes, quantities for each main group
should not exceed the Specification for that group.

On the other hand, the specification and volumes by groups should correspond to the
volumes of the previous year with an assumed growth, in view of predictability, predictability
and correctness of the contracts, instead of annexing the contracts of the wholesalers and
creating many annexes to 1 contract per trader Wholesale.

Every month, the company that has signed a contract with the National Health
Insurance Fund receives a payment based on values from the previous month or a weighted
average amount of turnover based on annual statistics from previous years. After the end of
each quarter, the data on the reported quantities, volumes in the main group for each month
are summarized. From the total agreed quantity and reimbursement amount for the respective

quarter, the agreed and payable discounts in case of excess volumes are deducted.
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As a result of the deduction, the payments of the NHIF for the relevant quarter for the
main group are formed, it is calculated whether there is a total excess for the given quarter for
the main group compared to the formed budget for the quarter for this group. The existence of
an excess is a condition for applying the current main group reimbursement mechanism. In
the presence of an excess, the codes with an increase are established.

An increase for a given code is available when the sum of the contracted volumes
against the contract and the specification in the relevant year and group is exceeded. Within
each increment code, that increment is established. The trader who has exceeded the estimated
volumes is obliged to reimburse the NHIF for the established excess for the relevant quarter
by direct payment to the NHIF or a claw back clause with a certain percentage.

Accordingly, generating more volume to its supplier, other than the one under
contract, the wholesaler is fine, and probably also negotiates a better price or additional bonus
turnover, which, after receiving, distributes a part of it to hospitals for marketing expenses
and for NHIF as a clawback to be used as appropriate for the experts involved in this activity.

For new medical devices, which are not all included in the List, but are contenders
and have submitted OCT reports and an application, the procedure should be as follows. On
the basis of the performed OST classification, grouping is carried out according to the sign of
importance, efficacy and effectiveness. On the basis of the data provided, an estimated cost
plan and budgetary impact should be carried out.

In addition, it is also aimed to contact the national experts to provide a motivated
opinion with a view to inclusion in the List, to contact the relevant patient organization
concerned by making a forecast of the number of patients who will need this medical device .
The NHIF has published Commission Rules regarding new proposals for MD%!

In the dissertation, it is also proposed to prepare estimated volumes of products,
consumption and values up to which to be reimbursed based on specificity, needs and
importance, to carry out a comparative analysis of prices for those registered with similar
characteristics that perform the same functions, to carry out a comparative analysis of the
importing companies for those registered with similar characteristics that perform the same
functions and an inquiry was made to them. In order to include a new medical device in the

List, a comparison of at least 3 proposals is made.

%1 Uurepuer crtpanuna na Hammonannara 3jpasHoocuryputenna Kaca - PyOpuka HopmaTtuBHa 6asa-

https://www.nhif.bg/page/68
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For new medical devices that are not yet included in the List, the NHIF should analyze
the reimbursed medical devices in certain European countries - at least 3) are considered, with
a view to establishing whether a given medical device is included in their List. An inquiry
should be made to the public fund of the specific country to provide data on the
reimbursement value and quantities consumed on an annual basis of medical devices and
confirmation, as well as to collect randomized studies from the supplier companies in
Bulgaria and to make a comparative analysis by manufacturers for new groups, subgroups to
be included in the Specification.

It is also an important point to analyze the available databases with the relevant prices
in Bulgaria and to determine a negotiation procedure in which a representative of the producer
company, representatives of the importing company, at least 3 groups of experts leading the
negotiation take part. Product data must be submitted through a pre-prepared summary file, a
validated template with forecasts, prices, values and annual consumption estimates and
checklists.

In the event that the company has the necessary certificates, an opportunity to deliver
the quantities set in the forecast and satisfy the price, i.e. to rank in the reimbursement value -
is included in the negotiation. Each company should create an active user profile and upload
and publish all documents and data through an interactive interface.

After the company has submitted all the documents, a negotiation procedure is started.

The new methodology of negotiation and reimbursement policies as well as the
proposed mechanism will ensure balancing the interests of the interested parties through
transparency and predictability with the necessary degree of digitalization, becoming part of
the concept of redesigning the reimbursement policies.

Redesign tools also require clarity and transparency regarding the determination of
mark-up, margin for distributors, distribution, which is also a new approach with significant
importance for the improvement of the methods of formation of value to be paid and clarity
on reimbursement rates. In this way, importing companies will be encouraged to request more
support from importers in the form of budgets to give back and transform into patient
benefits, and more professional training and patient awareness campaigns, as well as more
effectively administration.

For medical devices that are on the List and are paid for by the NHIF, the
reimbursement amount and the patient's co-payment are partially determined in the NHIF
List for each Hospital. This can be done based on an analysis of the invested funds by years

and the invoiced price. In this way, the cartels and the currently high co-payment rate will be
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regulated and the mark-ups will be clarified to support the concept of redesigning the
reimbursement policies.

The term markup or price spread is the difference between the selling price and the
cost or delivery price. The percentage should be designed to make a profit. The definition of
levels, groups with different markup will be according to the analysis of wholesale prices at
which they are supplied to hospitals and volumes, importance and consumption and
distribution.

Determining rules and levels for co-payment, according to the type of MD and the
RRP List, is a necessary step in this mechanism. Recommended prices for the supplier to sell
to hospitals. /following the example of many European countries - Germany/. The prices at
which the supplier sells to the hospital are required, the price levels are compared and the
patient copayment sheet is formed, which is according to whether it concerns the first case,
for reimplantation or for maintenance.

For reference, it is necessary to review the wholesale prices of the 10 largest medical
facilities in the country, which is considered a representative sample, which will also serve to
determine cost prices and mark-ups. In general, the introduction of a given methodology and
mechanism should offer novelty, provide data sharpness and highlight the need for analysis,
tracking and decision-making in active HTA act as a corrective to increasing volumes and
attrition, or as a corrective to patient co-payment .

There are important implications for the way decision makers think about health in
policy development, the ways institutions integrate health into policy development, and the
relationships between public health and institutions outside the health sector. Medical devices
should be precisely and carefully regulated to ensure the safety and efficacy of the products
and the risk of harm to consumers and patients, as well as unregulated payments.

This methodology examines the relationship between medical device regulations and
the environmental impact of devices throughout their life cycle. A comprehensive review of
the academic literature on the topic is undertaken, followed by a critical review of current
medical device regulations and associated guidance in the UK. %?

Another tool proposed in the dissertation for the redesign and improvement of
reimbursement policies in Bulgaria is package payments. They are also a possible method of

aligning reimbursement incentives to maximize patient-centered value creation. The bundled

%2 Regulating Environmental Impact of Medical Devices in the United Kingdom—A Scoping Review-

https://doi.org/10.3390/prosthesis3040033
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payment model is a refund/reimbursement method where a one-time lump sum payment is
made for admission. A lump sum is paid to multiple providers providing services during this

appointment, and a payment made to the hospital/facility.

The bundled payment model is designed to promote greater efficiency in overall
patient management. In 2011, the Centers for Medicare introduced the Packaged Payments for
Care Improvement Initiative to encourage providers and facilities to improve coordination of
patient care. The main goal is to bring providers and hospitals together in one common
direction—coordinated patient management and no longer emphasizing payment based solely

on volume of service.

111.3. RECOMMENDATIONS AND SUGGESTIONS FOR IMPROVEMENT
REIMBURSEMENT POLICIES FOR MEDICAL DEVICES

In Bulgarian legislation, impact assessment is a tool for increasing the quality of
normative acts by examining the social, economic, environmental and other effects of their
implementation, including on small and medium-sized enterprises, non-governmental

organizations and citizens.

The impact assessment process includes conducting consultations with the interested
parties as provided in the regulation. The impact assessment is based on complex expert
analysis and is data-driven. The process of carrying out an impact assessment includes

conducting consultations with the interested parties in the foreseen cases.

The Ordinance defines three types of forms - Template for partial impact assessment,
summary of the comprehensive preliminary impact assessment, comprehensive preliminary
impact assessment report approved by the Administrative Reform Council on 03 September
2020, ex post impact assessment report approved by the Administrative Reform Council on
28 January 2021, model for a Consultation Document endorsed by the Ordinance on the
Scope and Methodology for Carrying Out Impact Assessment, Legislative Program of the
Council of Ministers and Organizational Regulations of the Council of Ministers and its
Administration, Operational Program of the Council of Ministers and an Example of
Application of the Cost-Benefit Analysis.

In order to implement the mechanism and methodology, it is necessary to publish on

the official website of the NHIF information about the medical devices and the funds paid for
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them according to the Methodology, for the 100% reimbursed medical devices. In this way,
the aim is to ensure publicity, transparency and awareness of Bulgarian citizens about paid

medical devices, highly specialized apparatus/devices for individual use.

Such data on disbursed funds have not been published at the moment and there is no
analysis of the effect of the introduced Methodology/Mechanism, which makes its
introduction and implementation questionable and rather with a view to regulating and
formalizing ongoing processes in the payment of wholesalers rather than guaranteeing

predictability and budget sustainability or process transparency.
111.4. POSITIVE ECONOMIC ANALYSIS OF PAYMENTS
OF MEDICAL DEVICES FROM THE NHIF

In order to ensure the normal functioning of the work processes in the NHIF system, it
is necessary to develop a medium-term program for the development of the institution's
information infrastructure. In this way, the possibility of building and upgrading a modern
and reliable infrastructure will be ensured, both at the hardware and software level. This, in
turn, will provide a real opportunity for a quick and adequate implementation of changes in
business requirements, will significantly increase the efficiency in the implementation of
current operational activities in the NHIF and will ensure the correct implementation of the
contractual partners' commitments.

In 2019, a procedure was held to determine the value up to which the NHIF pays for
the medical devices used in the conditions of hospital and outpatient medical care in
accordance with the Ordinance on the conditions and procedures for compiling a list of
medical devices under Art. 30a of the Law on medical devices and to determine the value up
to which they are paid. Lists of the medical devices applied in the conditions of hospital and
outpatient medical care were prepared.

Since June 1, 2019, the NHIF has paid a total of 2,839 medical devices to 197
manufacturers, represented in the procedure by 200 legal/individuals. Of these, 647 pieces of
medical devices are included in the list of medical devices applied in outpatient medical care
and 2,192 pieces applied in hospital medical care. On the basis of Ordinance 10 of 2009, 45
direct contracts were concluded with manufacturers/wholesalers of medical devices.

In 2019, the method of payment for medical devices used in the conditions of hospital

medical care was changed. Pursuant to Ordinance No. 10, the same are paid by the National
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Health Insurance Agency according to concluded contracts with the wholesalers or their
authorized representatives.

Sometimes the cost of distribution of medical devices is very high. Depending on the
distribution model easily may exceed 50% margin for marketing and sales. Therefore, it is
good to be clear about the system for determining cost plus margin for transparency. The
determination of the added value that the patient receives through the use of the given
product, incl. support, additional services, monitoring-provision of a Summary is provided
through an electronic brochure with summary information about the benefits, about the
features and selectively to reduce costs, increase margins.

In order to group these products into clusters, they are uploaded to an information
portal where the List is and anyone can check the data and make an informed decision.
Transparency means that all criteria and decision-making steps in the evaluation of medical
devices and their added value are at best objective and verifiable as well as publicly available.
This is important because decisions often have to strike a balance between conflicting goals of
stakeholders, such as budget sustainability, equity, and patient expectations for quality and
should be part of the decision-making process and be informed about the criteria by which
decisions are made.

The above mechanism and a new reimbursement methodology would respond to the
maximum extent to the market, competition, achieving the goals to be informed and gain
clarity, in terms of clearly defined additional services that they will receive from the medical
device company. For companies, it would ensure the preservation of profit levels and an
increase due to bonus turnover from the foreign supplier. The NHIF has a mechanism and
methodology for medical devices and a procedure for changing contracts with the NHIF and
the information that is provided for medical devices 100% paid for by the institution. This is a
step forward that needs to be built upon and accounted for and measured for its effectiveness
and how and whether it contributes to budget predictability.

It is necessary to evaluate and supplement and upgrade this methodology with a
Concept for the redesign of reimbursement policies through generalization and a new
Mechanism with the corresponding accountability.

It is proposed to implement a system of indicators to monitor and evaluate health
outcomes and monitor volumes. For the purposes of the redesign, it is necessary to create an

electronic platform for auction, negotiation of medical devices.
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Regarding the contracting of medical devices, a scheme for optimizing business
processes and introducing an electronic platform with a view to digitization is presented.

In order to improve the reimbursement policies for contracted medical devices fully
and partially paid, better traceability and predictability by types of medical devices and
concluded contracts and formation of a single List is needed.

MAIN CONCLUSIONS OF CHAPTER THREE

1. The case studies reviewed in this dissertation highlight the importance of
establishing a Directorate within the NHIS to monitor the transition to the DRG, the HTA for
medical devices in Bulgaria and the formation of an advanced monitoring mechanism. This
monitoring is also a way to ensure administrative capacity training for transparency and

interested parties' participation.

2. Transparency and participation of all interested parties in the process of
transition to improved reimbursement policies requires effective communication between
policy makers, medical associations, purchaser organizations and providers. These examples
are provided to highlight the opportunity and importance, as well as to provide guidance for
implementing these reimbursement policies in Bulgaria. Three necessary co-factors are
needed to ensure that the goal of sustainability is achieved, to analyze the impacts and
functioning of each policy, to bring together the reimbursement policies into a definitive
package that leads to an integrated and holistic program, and the development of information
systems for management to effect redesign and manage, monitor and evaluate reimbursement

policies.

3. The concept for the redesign of the reimbursement policies in Bulgaria
developed in the dissertation draws inspiration and example from these European countries,
mentioned above and implementing and offering the best to their citizens. Task number 1 is a
refocusing from problem solving, to proposing a Redesign Concept, to organization,
structure, attitude, motivation and long-term outcome with goals and aspirations, beliefs and
continuous research, innovation, learning and development of better methods and decision

and action mechanisms.
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4. DISSERTATION CONTRIBUTIONS REFERENCE

1. With methodological significance: a Concept for the redesign of the reimbursement
policies for Ml in Bulgaria has been developed and basic (HTA, DRG, impact assessment,
package payments) and innovative (artificial intelligence and electronization of MD
contracting and payment) tools have been presented for redesigns that serve to improve Ml's
reimbursement policies. Conditions have been identified for the adaptation of DRG and HTA
for the country, for the creation of the Directorate of MD and HTA in the NHIF;

2. With practical meaning:

A) Comparative analysis of the legal base, regulations and classifications in the EU and other
European countries on the one hand and Bulgaria, on the other hand, which allows to bring

out the main weaknesses and problems in the regulation in Bulgaria.

B) A thorough study and evaluation of the reimbursement policies in the EU and Great
Britain was carried out, with a focus on HTA and DRG, as well as the conducted empirical
study of leading companies generated many conclusions to be applied to improve the

reimbursement policies in Bulgaria.

C. It is proposed to develop a digital electronic platform for contracting, software for
compiling a list-specification and nomenclature for medical devices, as well as
changing/automated payment of Medical devices under contracts by converting electronic

invoices into control sheet 1B and, if necessary, annexing of quantities 1A.

D. Participation in the development of the MD Reimbursement Mechanism, as well as
participation in the negotiation, compilation of the list-specification, reporting, control and

payment of medical devices and aids.
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