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3a mucepTanuoHeH TpyA Ha a-p Cramen I'eoprues Bankoscku
Ha Tema: ,,JIOCTBII 10 FeHHH U KIETHYHU TEpaNuu KATO MHOBATHBHY 3PABHY TEXHOIOTHH
B beirapus”
3a mpunobuBaHe Ha 06Pa30BaTENHA M HAYUYHA CTEMEH »TIIOKTOP

I10 Hay4YHATa CIICHUAJIHOCT ,,COLII/IaJIHa MEIMIMHA U 3ApaBEH MEHUKMBHT

I'eHHHTE M KII€THYHY TEpANUy Ca PEBOIOLMOHHYE METOIH B CbBpEMEHHATa MEAULIUHA,
KOUTO NOSBOJIABAT JICUCHUE HA TEXKKH M JOCKOPO HEM3NIEUNMH 3a00ISBaHUS Upe3 IPOMSIHA Ha
TEHETAIHUA MATCPHaJl WM U3MON3BAHE HA JKUBM KJIETKH. Te UMAT OrpOMHO 3HA4YeHHe 3a
ObreInero Ha NepCoHaNTU3MpPaHATA MEIMIUHA H Bopbara ¢ HaciencTeeHy, OHKOJIOTHYHH H
ABTOUMYHHH 0OJIECTH.

HucepTanOHHUST Tpyn € 0GOPMEH CHITTACHO M3MCKBAHUSTA HA 3PACPB. TekctsT e
MpPEACTaBeH Ha 133 cTp. m cbaspika: BbBENEHUE, JTUTEPATYpeH 0030p, uen u 3amaum,
MATCpaii M METONM, aHalu3 Ha Pe3yNTaTuTe, OOCHKHAHE HA DE3yNTATHTE, W3BOMM,
npenopbxpf, 6ubmnuorpadus or 201 nUTEPATYPHH H3TOUHHUITH.

B smteparypuus 0630p e mampaseHo CHCTEeMAaTU3MPaHO 06oOLIeHre Ha HaydyHATA
JINTEPaTypa, CBBp3aHa C PA3BUTHETO, DETYNAlUsTa, OLEHKATA M AOCTBNA N0 TeHHH H
KICTPIHN TEPANMM, DASTIEXTAHM B DAMKATa HA JIEKAPCTBEHHTE NPONYKTH 32 MOJZIepHa
Tepanus (Advanced Therapy Medicinal Products — ATMP). OcHOBHATa e HA TO3M Pa3ZeN €
7id USSICHHI TCOPETUIHUTE, PETyIaTOPHUTE ¥ UKOHOMHUYECKHTE TIPEIIOCTABKH 32 BbBEKIAHETO
¥ (DUHAHCHDAHETO HA TE3W WHOBATHBHH TEDAITHH B 3IPABHUTE CUCTEMH. AHAJIM3UPAH e
MEKIYHAPOAHHUS OMUT M OCHOBHHUTE MEXaHM3MH 32 TAXHATA OLEHKA U (PMHAHCHpAHE.

ITonuepraBa ce ponsTa HA HHOBATHBHM MEXAHH3MHU 34 3aIUlallane, KaTo AOrOBOPH 3a
ynpasnsem nocten (Managed Entry Agreements) u momemn 3a IIamane, oOBBpP3aHU C
KIMHMYHATE pe3yntatd. OTmenHa YacT OT aHaiM3a € MOCBeTeHA Ha eBpoIencKara
perynaTopHa pamka 3a ATMP. Pasrnenanu ca OCHOBHHTE HOPDMAaTHUBHH aKTOBE M NPOLENYPH
Ha Esponeiickus cwios. Ilpencrasenu ca HoBH €BPONEHCKH IOJIMTHKM B 006JacTTa Ha
OLleHKaTa Ha SAPABHUTE T€XHOJIOTUH, BKIFOYHUTEIHO BBBEKIAHETO HA CHBMECTHH KJIMHMUHY

ounerku (Joint Clinical Assessments). B mocnemsara wact ua JauTepaTypHus 0630p ca




aHAJIN3UPpaHN HALMOHANHATA HOPMATHBHA DPaMKa, MEXaHH3MHTE 32 LEHOOOpasyBaHe u
penmOypcupane Ha JIeKaPCTBEHHTE MPOAYKTH, KAKTO K pojATa Ha WHCTUTYLUHTE
Hanmonamaus ceBer no memum u peumGypcupane ma JIEKAPCTBEHUTE MPOOYKTH U
Hauwnonansara snpaBHOOCHTypHTENIHA Kaca.

AHanmu3eT MI0KA3Ba, Y€ BBIPEKH 3HAUNUTETHUS KJIMHUYEH IIOTEHIHAN Ha Te3H Tepalluy,
TAXHOTO BHCAPABAHE NOCTaBS CEPHO3HM PEryJaTOPHH, HKOHOMHMYECKM H OPraHH3alHOHHHU
TIPENMSBUKATE/ICTBA NPEN 3IPABHHTE CHCTEMH, KOETO Hajara pa3pabOTBaHETO HA HOBH
MOJIeJIU 32 OlleHKa, ((MHAHCUPAHE U YIPABJEHNE HA TEPANCBTUYHHUS TOCTBIL,

IlenTa Ha IPOYYBAHETO € /14 C& M3BBPLIN KOMILIEKCEH aHAIN3 Ha IOCTBIIA IO TE€HHH U
IJIETHYHA  TEpaNMM KaTO WHOBATHBHM 3/IDaBHU TEXHOJIOTMH B BBIrapus, OHeHSBaHKH
PETYJIATOPHUAT, OPraHU3ALUOHHUAT ¥ (QUHAHCOBHAT BT OT MOJIYYABAHE HA PaspELICHHE 33
ynotpeba M0 peasHO NPHUIONKEHHE NPH MAIUEHTH. Bropuuna men e ma ce paspaGoru
TIPUJIOKHM. MOZeN(1) 32 YCTONUMBO uHAHCHpaHE, aJianTUPaH KbM OBIArapckus KOHTEKCT W
CBBMECTUM ¢ eBponenckute perynatopud u O3T pamkm. @opmynupanu ca 7 3amaum,
JIOTHYHO IIPOU3THYAINM OT Hesl.

Hsnonssanu ca cremuute mertomu: HUCTOPUYECKH, OMMCATEICH aHAJM3, CPAaBHUTENIEH
aHaJiu3, TPEH/IOB aHAJIM3, aHAIN3 HA IOJUTHKM U HOPMAaTHBHA paMKa. YIa4uHo ca IPUIIOKEHH
¥ HSKOJIKO (papMaKOMKOHOMHYECKH OXO0/A.

AHaNM3BT Ha pe3yTATHTE IPENCTABS KOMILIEKCHO U3CJIeIBaHEe HA AOCTbHIIA 0 F€HHH U
knerpuHu Teparmuu (Advanced Therapy Medicinal Products — ATMP) B eBponeiicku u
HAllMOHAJICH KOHTEKCT, KaTO aHAIU3BT € CTPYKTYPHPAH B HAKONKO OCHOBHH HaNpPaBJICHHUS:
€BPONEHCKU TEHICHUUH B PAa3BUTHETO HA TE3H TEPaNyy, MOLENHU 33 TAXHOTO (UHAHCHPAHE,
0COOEHOCTHTE Ha PErynaToOpHaTa PaMKa B Boarapus u cuenapen aHamus 3a BE3MONKHOCTHTE
3a mono6psiBaHE Ha AOCTBIA. IIpocnenena e mmuHamuxara Ha Gpos Ha paspelneHuTe 3a
ymoTpeba Tepamuu U TAXHOTO PasNpenesieHue mo KaTeTOpUH — N'€HHHU TEPANMM, COMATHYHU
KJICTPIHU TEPANUU M THKAHHO-MHKCHEPHH MPOIYKTH. Kaprorpadupanu ca momemure 3a
¢unancupane na ATMP B gspxaBute or Esponelickus crio3. Pasrienana e u OBarapckara
HOPMAaTHBHA ¥ MHCTUTYLHOHAIHA PaMKa 33 JOCTHI 4O WHOBATHBHU Tepanuy. YCTaHOBEHO e,
1€ B CDaBHEHHE C MHOT'O IPYIU AbPKaBH OT EBpomeiickus chio3 Brirapus ce xapaxrepusupa
C IO-ABLJITH CPOKOBE IO PeajiHa HAMYHOCT HA MHOBATHBHHUTE TEPAIIHH, KOETO CE IOBIDKU KaKTO
Ha PEryIaTOPHA ¥ aIMUHUCTPATUBHY NIPOLENYPH, TAKA U HA OTPaHUYEHHUS ny6nnt}én pecypc.
OcobeHo BHHMaHHE € OTHENEHO HA MKOHOMHUECKHTE U OpraHU3auMOHHHUTE Oapuepu mpen

BHEPSABAHETO HA FT€HHU U KJIETHUHH TEpanuu.




Cpe)1 OCHOBHHUTE MNPEAU3BUKATEIICTBA CE€ OTKpPOSABAT BHCOKATa €OUHHUYHA II€HA HA
TEPaNUUTe, HECHUI'YPHOCTTA OTHOCHO ABbJTOCPOYHMS TEPANEBTHYEH €(EKT, OrpaHHYEHHTE
(buHAaHCOBM pecypcH Ha 3OpaBHATA CHCTEMa M HEOOXOOMMOCTTA OT CHelyaIM3nupana
MH(PACTPYKTypa U €KCHepTH3a 33 TIXHOTO Ipuiarane. Pa3spaGoTeH e cueHapen u MOJIeJIEH
aHanu3 32 beirapus, ko#T0 ONEHsBAa BE3MOKHNTE MOOXOMH 33 MOHOOPSBAHE HA HOCTHIIA 10
ATMP.

B o6cbxmaneTo Ha pesynratuTe MOKTOPAaHTHT MOKA3Ba, Y€ AOCTHIBT N0 TEHHH H
KJIETHYHY TEPAaNuy U3MCKBA HHTEIPUPAH MOAXOJ, KOMTO ChUeTaBa PEryJaTOPHH MEXaHH3MH,
(hapMaKOMKOHOMHMYECKA ONEHKA ¥ MHOBATHBHA MOIENH HA bunancupane. Pesynrature
IOQYEPTaBaT HEOOXOOMMOCTTa OT ajaNTUpaHe Ha HANWOHAIHATA MONUTHKA KbM
HapacTBAIOTO 3HAYEHHE HA TE3W BHUCOKOTEXHOJIOMYHH TEPAadM H OT Ch3NaBaHE HA
YCTOHYNBY MEXAHU3MH 33 OCUT'YPSIBaHE HA CIIPABEIJIUB U HABPEMEHEH JOCTHII HA MALUEHTHTE

A0 TAX.

HamnpaBeHu ca n3BO/M U MPEIOPHKH KbM PA3TMYHU MHCTUTYIHH i OPraHH3ALHAH.

3akmoyenne:

Temara Ha nWCepTaNMOHHMS TPYH € GE3CMOPHO aKTyallHa M IPHTEXkABA CHIIECTBEHA
Hay4YHa H .npaKTI»mecxa 3Ha9MMOCT. PaspaboTkaTta mpencraBisBa CaMOCTOSTENHO HAYYHO
M3CIIeNBaHe Ha MUCEPTAHTA M Ce OTIMYaBa C BUCOKA CTENeH Ha AOOPOCHBECTHOCT HpPH
aHamM3a W MHTEPIPETAUUATa Ha U3MOI3BAHUTE U3TOYHUIM U JaHHU. IlosrydenuTe pesynraTu
Ca apryMeHTHpaHu U 6a3upaHU HA CHBPEMEHHHU HAyYHHU HOKA3aTEJICTBA.

HMCEPTAMOHHUAT TPYL HAIIBJIHO OTTOBaps HA M3HUCKBAHMATA HA 3aKOHA 32 pasBuTHE
Ha aKaJieMUHUs CbCTaB B Brirapus, [IpasuiHuka 3a NPHIIOKEHHE HA 33KOHA 33 PA3BHTHE HA
aKaZieMHU4HUs CbCTaB B Buirapus u Ipasunnnka 3a ycnosusaTa um pena 3a npunobusane Ha
HayqHH CTCICHH M 3aeéMaHe Ha akaaeMudnu miexHocTH B HITO3A 3a mpuchkxnane Ha
o6pa3soBaTeHa U HAYYHA CTEINEH ,, JOKTOP” IO HAYYHATA CTIEIUAIHOCT ,»Colanza MenuIHa
Y 3[pAaBEH MEHHIKMBHT .

HsnoxennTe 1mo-rope choOpaKeHHUSI MU NaBaT OCHOBAHUE ybeneHo nma mpennoxa Ha
JICHOBETE Ha yBAXXAEMOTO HAYYHO XXKYPHU 1a TJIaCyBaT MOJOKMTENHO 33 NMPUCHXKIAHE HA
obpasoBarenHara U Hay4YHa CTEIEH »Joktop" Ha n-p Cramen I'eoprues Baukosckw.
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