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l. OBIIA XAPAKTEPUCTHUKA HA TUCEPTAIIMOHHUSA TPY ]

§ 1. AKTyaJIHOCT Ha M3CJIeIBAHETO

KimHn4yHMTE M3NUTBAHMA HA JIEKAPCTBEHM NPOMYKTH, YMATO OCHOBHA 3aJada € Ja ce
OTKPUSAT WM MOTBBPIAT KIMHUYHUTE, (DapMaKOJIOTMYHHUTE W/WIK APYrH (hapMaKOAMHAMUYHU
eeKTH Ha eIWH WU MOBeYe M3NMUTBAHU, HEPA3pEIICHU 3a ymoTpeda JIEKapCTBEHU NPOAYKTH
W/WIIN J1a ce ONpPENEeNsIT HeXKeIaHUTE JIEKAPCTBEHU PEAKLMU KbM €IUH WIU N0BeYe JIEKApCTBEHU
IIPOAYKTH W/WIIN J1a ce u3ciieaBar abcopOuusTa, pa3lpe1eIeHUeT0, MeTa00IU3MbT U €KCKPELUATA
Ha €IWH WM [0BEY€ HW3NMTBAHU JICKAPCTBEHU MNPOAYKTH C L€ Ja CE YCTAaHOBU TsXHATa
0€30MmacHOCT 1 e(pUKACHOCT, JONPHHACAT 3HAYUTEIHO 3@ HAlPeAbKa B MEAUIIMHCKOTO JICUCHHUE U
ca KpalbI'bJICH KaMbK IIpU IIPAKTUKYBAaHETO HA MEIMIIMHA,a OCHOBAaHA Ha JOKa3areicraara. Te
o0aue HECbMHEHO IIPE/CTABISIBAT BUCOKOPUCKOBA JICHHOCT, IPU YIPaKHABAHETO HA KOSATO MOrar
7la BB3HUKHAT BPEIU OT HAal-Pa3InYHO €CTECTBO, BKIIOUUTEIHO cMBPT. [IpaBara, 6e30macHoCTTa
1 OJIaromnoy4neTo Ha YYaCTHUIIUTE B KIIMHUYHOTO M3MHUTBAHE Ca OT IbPBOCTENICHHO 3HAUYCHHE U
CTOSIT HaJ| MHTEpecUTe Ha HaykaTta M oOuiecTBOTO. BbB BCHYKM eTanmy Ha M3MMTBAHETO ca
NPEABUACHU 3aJbJDKCHUS U OTTOBOPHOCTH HAa BB3JIOKUTEIA, U3CIECIOBATENS U MEIULIMHCKUSA

LHCHTDHP MO IPOYUYBAHCTO, OCUTYPSBAIH 3allMTa HA YHAaCTHUIUTC B KIIMHUYHOTO U3IIHUTBAHEC.

Enun oT Hali-Ba)XHHTE MEXaHHM3MHU 3a OCBILECTBSBAaHE HA IPOIVIACEHATAa 3alllUTa Ha
YYaCTHULIIUTE HECBMHEHO € [JbpPXKAaBHUAT IOPUAUYECKH KOHTPOJ, OCBILECTBSIBAH OT
KOMIIETEHTHUTE OpPraHu, KOWTO CIIOpPE] MOMEHTAa Ha OCBIIECTBABAHETO CU € IPEIBAPUTEIICH,
TEKyIl W IocienBaml. Bbpxy [OeHHOCTTAa IO MPOBEXKAAHE HA KIMHUYHM M3IUTBAHMUS CE
OCBIIECTBABA CIECHUAIU3UPAH aJIMHUHUCTPATUBEH KOHTPOJ, KOWTO HAaMHUpa CBOETO IIPAaBHO

OCHOBaHUE B pasnopendara Ha wi. 52, an. 3 ot Konctutyuusrta Ha Peny6nuka boarapus /KPB/.

[Ipu mpoBexgaHeTo Ha €AHO KIMHUYHO M3MUTBAHE, B3€MaT ydyacTue paziIuyHU CyOeKTH,
KOUTO BJIN3AT MOMEXY CH B pa3JIMYHU PABOOTHOIIEHUE U BCEKU €UH OT KOUTO UMa pa3IudHU
npaBomonus. M3gcHsABaHETO Ha MpaBaTa M 3aIbJDKEHHUATA HAa OTICIHUTE CyOeKTH M IIOo-
CHEIMAIHO Ha TE€3W OT TIX, KOUTO OCBHIIECTBSIBAT KOHTPOJIHHA NPABOMOIIMS, III€ MOJIOMOTHE
KakTO MpaBolpWjaramara, Taka M IpaBopasjgaBarenHara jgeiiHoct. OT gpyra cTpaHa,

pasricaaHara Bb3MOKHOCT 3a IIPETCHAUPAHC Ha 0663H_IGTCHI/IG Ha BpCIu, MPCTHPIICHU B XOZd HA
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KIMHUYHHA U3NHUTBAaHUA, IIE OOIIPHUHECE 3a OCUTYPABAHCTO HaA 3allMTaTa Ha OCHOBHHUTC YOBCIIKHU

IIpaBa Ha )XMBOT U 3JpaBC€ HA YHACTHUIIUTEC B TAX.

§ 2. PazpabGoTeHocT Ha TeMaTa B IPABHATA JIMTEPaTypa

[IpaBHUAT pexUM Ha KOHTPOJA BBPXY KIMHUYHUTE W3IMTBAHUS HA JIEKAPCTBEHU
NPOAYKTH, MOJOOHO Ha peAMua Ipyrd mpoOieMu Ha MpaBHAaTa ypeada Ha JieKapcTBEHaTa
perynanus, He € Omin OO0eKT Ha CaMOCTOSITENHO IOPUJIUYECKO H3cielBaHe y Hac. Tosa

00CTOATENICTBO Hajlara Tasu IIpa3HruHa aa 6’5,[[6 3allbJIHCHA.

Penno e na ce orOenexu, Ye IO OTHOILIEHHE HAa yTBBP)KJABAaHETO M PA3BUTUETO Ha
MEIULMHCKOTO NpaBo B bbiarapus mpaBHaTa HU JOKTPUHA JBJDKM MHOro Ha mpo¢. lapuna
3uHoBHeBa. HelHMAT yueOHMK 1o MeTUIIMHCKO IpPaBO € OTIpaBHA TOYKAa 3a BCAKO IPaBHO
u3cienBaHe B Ta3u obsact. ToBa ce ABDKM HE caMO Ha OOraTusl CpaBHHUTENIEH aHAIU3 ChC
3aKOHOAATEJICTBOTO Ha JAPYrd AbpKaBU, HO W NOpaiu (akra, 4e ChAbpKa PEeTpPOCHEKLUs Ha
pPa3BUTHETO Ha HAIMOHAJHATa HOpMAaTHBHAa ypeada M OTpa3siBa JUCKYCHUTE MO KOHKPETHH
BBIpOCcH. JIumcara Ha HayyHH U3CIIEeBAaHM B Ta3U 00JIaCT Ha IPABOTO € JIOTUYHA NpeBU/ (hakTa,
ye ypendara € HaCUTEHa ¢ MEAMLIMHCKA TEPMUHOJIOTHS, KOATO YECTO € TPYAHO pasOupaema,  C
M0-BHCOKA CTENEH Ha KOHKpeTu3alus Ha crneunduyHu BeIpocu. OcobeHocTTa Ha MpeaMeT Ha
MEIMIMHCKO NPaBO, KOWTO BKJIKOYa BBIPOCH HE CaMO OT aJMHHHMCTPAaTHUBHOIIPaBHA, HO U OT
IpaXkJIaHCKOIIpaBHa U HaKa3aTeIHOIIpaBHA MAaTEPHs, IPEBPBIIA HACTOSIIINS AUCEPTALIMOHEH TPY 1T
B MHTEPAMCLUUIIMHAPHO MpPeIu3BUKaTeNCcTBO. He Ha mocineHo MACTO, KITMHUYHUTE U3IUTBAHUS

Ha JIEKapCTBEHU MPOAYKTH PSAIKO ca MPEAMET Ha ChJeOHa TIPAKTUKA.

W3cnenBanusi, MOCBETEHN Ha KIMHUYHHUTE W3MUTBAHMS HA JIEKAPCTBEHU MPOIYKTH 10
MOMEHTa C€ U3BbpPIIBAT MHOIO [0-4Y€CTO B MEIUIMHCKUTE M IO-CIEIUAIHO BbB
(bapManeBTUUHHUTE cpeau. MeauuuHckaTa Teopust o0ade He CH IOCTaBs 3a Lell, a U He Ou Moruia
Jla ajie OTrOBOp Ha IOpHAMYEcKH BbIpocH. Ilpean Bcuuko T ce (oKycupa BbpXY €TamuTe U
J3aifHa Ha KIMHUYHUTE W3MUTBAHMSA, POJISATa U yYacTHETO Ha (papmalieBTa, YIpaBICHHETO Ha

MMpOoUECCUTE HA KIIMHUYHU U3IMUTBAHUA U JIP.

Hsxou ot Hall 3HAUUMUTE TPYAOBEC B 00J1acTTa Ha KIIMHUYHUTE U3IIUTBAHUS Ca: 314H081/l€6(l,

., ,, Meouyuncko npaso*, C. 2016 e.; Ilemposa I'., 'emos Un. u op., ,,Coyuanrna ¢apmayus u
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Gpapmayesmuuno 3axonooamencmeo , C. 2017 2.; Cepbeszosa A., Madaicapos B., I'eopeues Cm.,
,, Pecynamopnu nooxoou 3a paspewasane na rexapcmeama 3a ynompeoa “, C. 2021 2., Cepbezosa,

A. u Anaxuesa, A., ,, Cvepemenna peeynayus na kiunuunume uznumeanus‘’, C 2021 a.

§ 3. O0eKkT M peaAMeT HA U3CJIeIBAHETO

OOeKT Ha JMCEePTAIMOHHOTO H3CJICABAaHE € MyOIMYHONPABHUAT PEKUM, CH3IAACH 1A
rapaHTupa )KMUBOTA U 3/IPAaBETO Ha FPa)JIaHUTE, Ype3 IOMYCKAHEeTO /10 ITa3apa caMo Ha 0e30macHH,
e(UKaCHU U Ka4eCTBEHHU JIEKAPCTBEHU MPOIYKTH, KOETO C€ MOCTUTa Ype3 YCTAHOBEHUS KOHTPOI
BBPXY KIMHUYHHUTE WM3MUTBAHMS HA JICKAPCTBEHU MPOAyKTHU. [IpeamMeTsT Ha AMCEepTallMOHHUS
TPy BKJIIOUBA CJICTHUTE HAMPaBIICHUs: 1) KaKbB BUJI KOHTPOJI IO BPEME CE€ OCHILECTBIBA BHPXY
KIMHUYHUTE WM3MUTBAHUS HA JICKAPCTBEHU MNPOAYKTH; 2) HMHCIEKIMHUTE BBPXY KIUHUYHUTE
W3MUTBAHUSA KaTO BUJ IOPUAMYECKH KOHTPOI; 3) OAMTa M MOHHMTOPHUHTA BHPXY KIMHUYHHUTE
M3NUTBAHUSA KaTO OCOOEH BHJI HEIOPUAMYECKO KOHTPOJ; 4) KOHTPOJHO IMPABOOTHOIIECHUE U

IMPONU3BOJACTBO.

§ 4. Lles1 1 MeTOIM HA U3CJIEABAHETO

Ilenta Ha HACTOSAIIOTO HAYYHO M3CJIEIBAHE € Ja Jale OTrOBOP Ha BBIIPOCUTE KAKbB BUJ
KOHTpOJI C€ OCBIIECTBSABA IIPU IPOBEKIAHETO HA KIMHWYHU HU3IUTBAHUSA Ha JICKAPCTBEHU
MIPONYKTH, KAKBU Ca IIPEIAU3BUKATEIICTBATA, IIPE] KOUTO Ca U3IPABEHU KOMIICTCHTHUTE OPIraHH,
OCBILECTBSBAILM KOHTpOJIHATa JeHHOoCT. Ta3u 1en ce moctura OnarojapeHue Ha JOCTHKEHUATA
Ha aJMUHUCTPATHBHONpPABHATAa JOKTPUHA U YTBBPACHOTO pa3dMpaHe 3a CBHIIHOCTTa Ha

KOHTpOJIHaTa QYHKIUA, KOSITO 00UYaifHO € 00EKT Ha 3aCUJIEH MHTEpPEC.

JIucepTauMoOHHMUAT TPyJA CTBHIIBA HAa HCTOPHUYECKHS, CPAaBHUTEIHMS, HOPMATHUBHUS,
OTpacjIOBONPAaBHUSA M CHUCTEMHHUSA NOAXOA. Ype3 HCTOPUYECKUS METON C€ IIpOcieasBa
BB3HUKBAHETO W pa3BUTHETO Ha HOPMaTHBHaTa ypeada, peryiupania HpOBEKIaHETO Ha
KJIMHWUYHU W3IUATBAaHUS M KOHTPOJHUTE IPAaBOMOLIUSA Ha JbpkaBHUTE opraHu. lLlenra Ha
CPaBHUTENHMS MOAXOJ € Ja ce pasriela ypeadara TsaxHaTa ypeada B 3aKOHOAATENICTBaTa Ha
BOJICLIUTE JIUJepy BbB (apmaneBTUyHUs cextop — EBponelickusr cpio3 u CAIlLl, u ce usBenar
pasziuyHuTe BB3rIeAU. HOpMATUBUCTUYHUAT NOAXOA pa3KpvBa KOHTPOJIHUTE IPABOMOLIUS Ha

KOMIICTCHTHUTC OpPraHu 4Ype3 aHaJIN3 Ha JieiicTBalaTa HOpMAaTUBHA ypeﬂ6a. KOHTpOJ'IHaTa
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HefIHOCT € pasriicaHa KaTo IIPpaBOMOINME Ha KOMIICTCHTCH AaAMHUHUCTPATUBCH OpPraH. qpes
OTPACJIOBOIIPABHHUA IIOAXOJ IIOHATHATA Ca pPas3rjiciaHhu BbB OCHOBAa Ha TiAXHATAa OTpacCiIoBa
MPUHAJICIKHOCT U € 000CHOBaH HU3BOABT, Y€ KOHTPOIBT BBHPXY KIMHUYHHUTC H3INUTBAHUA Ha
JICKApCTBCHU TIPOAYKTHU € BUA CHCHHUAIM3UPAH AJMUHHCTPATUBCH KOHTPOJI BBPXY CTOIIAHCKA

,Z[GI>'IHOCT, KaKBaTo ,HeleOCT HUMCHHO Ca KIIMHUYHUTC U3IIUTBAHUA.

§ 5. CtpykTypa Ha u3c/IeiBaHeTO

HacrosamusaT aucepraiioHeH TpyJ pas3riexiia JeTalaHo Qurypara Ha KOHTPOJIa BbPXY
KJIMHUYHU U3MHUTBaHUS Ha JIEKAPCTBEHM MPOoAyKTU. Ha aHanu3 3a mojjioKeHu penuiia BhIIPOCH,
KOUTO KOHTPOJIHATA IEUHOCT MOPaK/Ia U MO KOUTO JI0 TO3W MOMEHT aIMUHHCTPAaTUBHOIIPABHATA
Teopus He € B3ella OTHOlIeHHe. V3cnenBaneTo ce CbCTOM OT YETHUPH TJIaBU, KaTo BCAKa OT THX €

pazneneHa Ha oTAenHu naparpadu. Hsakou ot naparpadure umaT u cBOsi HOJICTPYKTYpA.

H"praTa rjiaBa Ha aucepranusaTa € O3arjiaBcHa ,, C‘bM/;HOCWl HA KJIUHUYHUmMe Usnumeanus

¢

Ha Jexapcmeenu npoodykmu ' M € CTPYKTypupaHa B 4YeTUPH OTHedHH mnaparpada. B mbpBus

naparpad ce pasriexjaar JeralHuTe ASQUHHUINUA HA TOHATHUATA ,, JeKAPCMEeHU NpooyKmu " |
,, Knunuuyny uznumeanus ‘. TlocouBat ce 00EKTHT W (PyHKIUATa HA KIMHUYHUTE WU3MUTBAHHUSL.
Bropusr naparpad pasriexna u neduHrpa OCHOBHUTE CYOEKTH MPH MPOBEXKIaHE HA KIMHUYHU
U3NUTBAHUA. TPETUAT MpeICTaBIsIBa KPATKO U3JI0KEHHUE HAa €TAalIUTE HA KIIMHUYHUTE U3IUTAHNUSA,
KOUTO YCJIOBHO c€ pa3feiiaT Ha ueThpu (asu. Cien KaTo ce U3ACHSABAT OCHOBHHUTE IOHSATHS,

cyOexTuTe M (a3 Ipu MPOBEXKIaHE HAa KIMHUYHWUTE M3IUTBAaHUS, B YETBBPTHUS maparpad ce

pasricxkaa TAXHOTO Bb3HUKBAHCTO U €BOJIOLMOHHOTO Pa3BUTHUC.

Bropara rinaBa Ha aucepranusaTa € o3arylaBeHa ,, Mcmopuuecko pazeumue Ha KOHmpo.na
8bPXY KIUHUYHUME UBHUMEAHUS HA JeKapcmeeHu npooykmu'® U € CTPyKTypHpaHa B YETHUPH
naparpada. [IspBUsT € TOCBETEH Ha €THYHATA PEryjanus Ha KIMHUYHUTE U3NUTBaHus. Bropusr
naparpag € MOCBETeH Ha Pa3BUTHUETO HAa KOHTPOJA BBPXY KIMHWYHMTE m3nuTBaHus B CAILL.
Hcropuueckusat npernen 3anousa uMeHHO oT CAILl kato nvoHep B IbpikaBHATa peryiamus Ha
KIMHUYHUTE W3OUTBaHUSA. TperusT mnaparpad pasriexnaa peryjanusara Ha KIMHUYHHUTE
u3nuTBaHus B EBpona, kosiTo Bb3HUKBA Ha O-KbeeH eTarl. [loctenenno B EBpona 3amousa npoiiec

Ha XapMOHM3alHWsd Ha 3aKOHOAATCJICTBATA HA AbPKABUTC-UHJIICHKH Ha EBpOHCﬁCKHH CbIO3 B
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obyacTTa Ha JIeKapcTBeHara perynauus. YeTBbpTuAT mnaparpad IpeAcTaBisBa MCTOPUYECKU
Iperyie[l Ha HallMOHAaJHaTa IpaBHa ypenda B o0lacTTa Ha JieKapCcTBEHAaTa perysanus, KOHTO
3armouBa ¢ uspaborenute ot A-p Jumursp Moo ,.BpemenHu mpaBuia 3a yCTpOWCTBO Ha
MEIULIMHCKOTO ynpasieHue B boarapus® or 01.02.1879 r., ¢ xouto opuMaiHO € BbBEACHA
benrapckara dakmakones U cTura o cera JeHCTBalUs 3aKOH 3a JIEKapCTBEHUTE MPOAYKTH B

xymaHHaTa meaunuHa /3JITTXM/.

Tperara rnaBa e o3arnaBeHa ,, Hopmamuena ypeoba Ha KOHMPOIA 6bpXy KIUHUYHUME
UBNUMBAHUsL HA JleKapcmeeHy npodykmu ' W € CTPYKTypupaHa B ImecT naparpada. [IepBust
H3CJIcBa MpaBHO OCHOBAHWEC HA KOHTPOJIa BHPXY KIIMHUYHUTC HU3INMHUTBAHUA KATO € 3alllUTCHA
Te3ara, Y€ CHIIOTO ce KOPSHH B pasmopendara Ha wi. 52, ait. 3 ot Koncrurynusrta va PemyOnmka
Bbwirapusi, chriiacHO KOSITO JbpikaBaTa 3aKpWIIs 3paBETO Ha rpaxaaHute. Bropusrt maparpad e
MOCBETEH HA YCTAHOBCHHS PA3PEIIUTEIICH PEXKUM 32 MPOBEXKIAHEe HA KIIMHUYHU U3NUTBaHM. B
HEro C€ OTJENsl CAMOCTOSITCTHO BHUMAaHHE Ha CIHCIHMATH3UPAHUs aIMUHHCTPATUBEH KOHTPOI
BBPXY CTONAHCKATa JICHHOCT Ha TPaKIaHUTE M OpraHU3aluuTe, YusATO 00IIa ypenda ce HaMupa B
3akoHa 3a OrpaHHYaBaHE Ha aJIMUHUCTPATUBHOTO PETYJUPAHE U aIMUHUCTPATUBHUS KOHTPOII
BBPXY CTOIAHCKATA JACWHOCT, Thil KATO € 00OOCHOBAH U3BOJBT, Y€ 3aKOHOJATEIICTBOTO M3TPaXKIa
KOHTPOJBT BBPXY KIMHUYHUTE U3MUTBAHUS Ha JIEKAPCTBEHU MPOJAYKTH KaTO BHI0BO MPOSIBICHUE
Ha TOBa M0-00110 oHATHE. TpeTusr maparpad kacae craryca M IpaBoOMOIIHTA Ha V3mbIHATETHA
areHIus 1o JekapcrBaTa. UeTBbpTUAT maparpad € mocBeTeH Ha MPOM3BOJICTBO 10 pa3pelraBaHe
MPOBEKIAHETO HA KIMHUYHO HW3MUTBaHE Karo ¢opMa Ha MpeaBapuTelieH KOHTpoid. [lerusar
pasriexaa Mpou3BOACTBO IO pa3peliaBaHe Ha MPOMEHH B KIIMHUYHUTE W3MUTBAHUA KaTo Gopma
Ha Tekynl koHTpo. lllectust maparpad numa 3a npeagMeT MHCIEKIIUUTE Ha KITMHUYHU U3MTUTBAHUS
KaToO €aAuH OT Hal-Ba)KHUTE HHCTPYMCHTHU 3a OCBUICCTBABAHC HA IOPUINYCCKH KOHTPOJI BBPXY

MPOBEIKAAHCTO HA KIIMHUYHU U3NUTBAHUS HA JICKAPCTBCHU IMTPOAYKTHU.

YerBbpTaTa IN1aBa € IMOCBETEHA Ha ,, Jawumama Ha npasama HA Y4acmuuyume 8
KAUHUYHUME USNUMBAHUS HA 1eKapCmeeHUu npooykmu *“ U € CTpyKTyprpaHa B YeTHpH naparpada.
B mepBust naparpad ce u3sICHABAT MOHATUATA ,, HEXHCEIAHA JeKaAPCMEeHa peakyus “ 1 ,, cepuo3na
HediceNlana ekapecmeena peakyus ‘. Bropuar naparpad pasriexkia aAMIHUCTPATHBHONPABEH PeJl
3a 3alllMTa Ha TIpaBaTa Ha YYACTHUIIUTE B KIIMHUYHH W3NUTBaHus. OCHOBHO BHUMAaHHE c€ O0pbINa

Ha 3aJbJDKCHUCTO 3a AJOKJIAaJABAHC Ha HEXKCIaHW JICKAPCTBCHU PCAKIHWH KW 3a H3TOTBAHCTO Ha
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TOJIMIITHYU JTOKJIAU 3a Oe3omacHOCT. TpeTusaT maparpad uscieaBa Bb3MOXHOCTHTE 3a 3alllUTa Ha
rpaBaTa Ha YYacTHUIIUTE MO TrpakaaHcku pen. OOocHOBaBa ce Te3ara, Y€ OTTOBOPHH IO
MPEISIBEHHUs] UCK 32 OOE3IIETCHHE 3a BPEeIM MoraT Ja ObJaT KaKTO TJIaBHHUS HM3CIIEOBaTe] Ha
ocHoBaHUE WI. 45 0T 3aKoHa 3a 3aIbJDKEHUATA U oroBopute /33/1/ KaTo mpsSK NPUUMHUTEIN HA
BpejaTa, Taka € Bb3JIOKHUTENsI Ha ocHOoBaHHE Wwi. 49 ot 33/ kaTto BB3I0KHUTEN HA paboTaTa Uik Ha
ocHoBanue wi. 50 ot 33]] karo COOCTBEHHWK Ha BEIIHUTE, OT KOWTO Ca MPOHU3JIE3NIH BPEIUTE.
UerBbpTusaT maparpad € TOCBETEH Ha peXHMa Ha 3acTPaxOBAaHETO HA OTTOBOPHOCTTA Ha

BB3JIOKUTCIIA U TTIaBHUA U3CJICA0BATCII.

B 3akioueHuneTo Ha JUcepTalMOHHUS TPY/ C€ PE3IOMUpPAT OCHOBHUTE U3BOIU U PE3YJITaTU

OT M3CJICIBAHETO U Ca aJIcHH KOHKpEeTHU npepioxkenue de lege ferenda.
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I1l.  KPATKO M3JIOKEHUE HA CHIBP)KAHUETO HA TUCEPTAIIMOHHUSA
TPY]

YBO/J
VYBoABT Ha AucepTanuiaTa 00OCHOBaBa aKTyalHOCTTa M HEOOXOJMMOCTTA OT aHajlHW3 Ha
KOHTpOJIa BbPXY KIMHUYHHUTE U3NHUTBAHUS OT MO3UIMATA HA a]IMUHUCTPATUBHOIIpaBHATA HAayKa.
[IpaBu ce npernen Ha CbCTOSHUETO Ha MpaBHATA JUTEpaTypa I0 IocraBeHara temMa. Onpeaensirt

CcC O6€KTa, nmpeamMeTa, HeIuTe, 3a1a4YuTC U MCTOJO0JIOTHATA HAa U3CIICABAHETO.

I'JTIABA |
ITvpBara rnaBa Ha qucepranusiTa € o3ariaseHa ,, CouHocm Ha KIUHUYHUME USRUMEAHUSL

‘

Ha Jekapcmeenu npooykmu“ W € CTPyKTypHpaHa B 4YeTHpH pa3zena. B mbpBusi paspgea ce
pasraexiar JerajlHuTe NePUHULUU HA IMOHATUATA ,,1eKApCmEeHUu HpoOyKmu ' W ,, KIUHUYHU
uznumeanus *‘, JOKOJIKOTO CHIIUTE HE ca ¢ Oe3CIOpHO 3HAUCHHUE 3a MHUpOoKaTa ayauropus. [Ipasu
C€ Pa3srpaHUYCHUE MEXKY CXOJHUTE MOHATUSA ,,KIMHUYHO U3IUTBAaHE U ,,KIMHUYHO IIPOYyYBaHE
ITocouBa ce 00EKTHT Ha KIMHUYHUTE M3MMBAHUS — HEpa3pelIeHu 3a ynorpeda JIeKapCTBEHH
IPOAYKTH WM C pa3pelleHd 3a ynorpeda JIEKapCTBEHU HPOAYKTH, KOraTo ce HM3IUTBAT 3a
HepaspelleHo N0Ka3aHue, 3a JIeKapcTBeHa (opMa pas3iinyHa OT pa3pelleHaTa, B HEU3CIEABaHa 10
MOMEHTa Trpyla OT MalMeHTH WM 3a IOJIydaBaHE Ha JOMbJIHUTENHa HH(opmauus. He nHa
MOCJIeTHO MSICTO, U3BEICHA € U TAXHaTa (DyHKIIHS, a UMEHHO — Ja OTIpeJIeNId OTHOCUTENHATA IIerna
OTKPHUTHS, KOUTO OKa3BaT MCTHHCKHU HAINPEIbK B TEPAINUATA, OT JIETUOH OT (halIIUBHU CIEAU U

HCIIPOBCPUMHU KIMHUYHU BIICUATICHUA 1 Aa 0UCPTAC 10 HAYYCH HAYUH oOxBaTau OrpaHU4YCHHATA,

KOHUTO CBhIIBTCTBAT e(i)CKTI/IBHOCTTa Ha JICKapCTBaTa.

BropusT pa3aes pasriexaa u 1euHIpa OCHOBHUTE CyOEKTH, KOUTO B3eMaT y4acTHE TIPH
NPOBEX/IaHE HAa €IHO KIMHWYHM w3nuTBanue. Cnoucop (Bwsnooscumen) e pusnyecko Win
FOPUJIMYECKO JIMLE, MHCTUTYLIMS WIM OpraHU3alMsi, OTTOBApsIIA 3a 3allI0YBAHETO, YIIPABIECHUETO
u/un GUHAHCHPAHETO Ha KIMHUYHOTO W3nuTBaHe. Koraro ruraHupa KIMHMYHO H3MHUTBaHE,
BB3JIOKUTENSAT CJIE[BA [1a FApaHTUPA, Y€ ca HATMYHU I0CTaThYHO JIaHHH, JOKa3Balll 0€3011acHOCT
)51 erI/IKaCHOCT OT HEKIWHWUYHU W/WIA KINHWYHA W3NATBAaHUS Ha npoayKTa B IIOAKpPCIIa Ha
MpPUJIATaHETO MYy BBPXY Xopa. Mzcredosamen (usnvinumen) € KBaTUPUIUPAH U ONUTEH
MEIUIIMHCKYU CTIEIMATUCT — JIEKap WIH JIeKap 10 IeHTaIHAa MEAUIINHA, KOUTO € 00yueH /a cra3Ba

BCHYKH M3WCKBAHMS Ha MPOTOKOJIA, Ha J[oOpaTa KIMHWYHA MPaKTHKA, Ha PEryJIaTOPHUTE OPTaHH
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M Ha ChOTBEHUTE €TUYHHU KOMHUCHM. [ 1asen uzciedosamen € PBKOBOAUTEIIAT OPIroBaTAIL 3a CKUIIA
covuszcnedosament — BCIKO JIMII€ YICH Ha KIMHHUYHU H3CICAO0BATCICKH CKUII, HAa3HAYCHO H
PBKOBOACHO OT TJIaBHUA U3CIICAOBATCII. ﬂOZOGOpHCl uscnedosamesicka opeaHuzayus € (I)I/I3I/I‘-IGCKO
WM HOPpUAUYCCKO JIMIOEC WKW HAyYHa OpraHu3aluvs CKIYWIa AOOTrOBOP C BB3JIOXKUTCIIA 3a
HU3IBJIHCHUE HA €aHA WJIM IIOBCYE OT CBBHP3aHUTC C U3IIUTBAHCTO CPYHKHI/II/I 1 3aaABbJDKCHHUA Ha
BB3IOKATEIA. Yuacmuuk € JIMIEC, Y4aCTBAIlO B KIIMHWUYHO HU3IIMTBAHC KATO IMOJy4YaBa U3IIUTBAH
JICKApPCTBCH ITPOAYKT HUJIM BKIIFOYCHO KaTO KOHTPOJIA. OO0ocHOBaH € HU3BOABT, HC TCPMUHOJIOTUIHO
KOPCKTHO € HM3IIOJI3BAHCTO MMCHHO Ha IMOHATUCTO YYAaCTHHUK B KIIMHUYHO H3NWUTBAHC, BMCCTO
IIOCOYCHUTC B HpaBHnaTa 3a z[06pa KIIMHUYHA IIpaKTHUKa zlo6p0130neu HJIN IMAallMCHT. Coriacuo
6’[>J'II‘apCKOTO 3aKOHOAATCJICTBO, KIIMHUYHO H3IIUMTBAHC MOXC Ja CC IIPOBCXKIa B JIeueOHU
3aBCACHHUA 3a OonHHUYHA ImoMoI, OCHTPOBEC 3a IICUXHUYHO 3paBC, LCHTPOBC 3a KOXHO-
BCHCPHUYCCKHU 3a6OJI$IBaHI/I$[, KOMIIJICKCHM  OHKOJIOTMYHM  LOCHTPOBEC W JUArHOCTHYHO-
KOHCYJITaTUBHU LCHTPOBE, IMOJYUYWJIN IIOJIOXKUTCIIHA AKPCAUTALIMOHHA OHLCHKA 3a MIAJIOCTHA
,HeﬁHOCT H3a HeﬁHOCTHTC, HN3BbpPHIBAHH BHB (1)yHKI_II/IOHaJ'IHO 000cobeHn CTPYKTYpH Ha JIe4e0HOTO

3aBCACHUC, CBbP3aHU C KIIMHUYHOTO U3IUTBAHC, ChITIACHO 3akoHa 3a JeucOHUTe 3aBCACHHUA.

Tperusit pasgen mpeacTaBisiBa KpaTKO H3JI0KEHUWE HA €TaNuTe Ha KIMHUYHUTE
msnutanud. Te ycinoBHO ce pazaernsir Ha 4 da3u. KnuanyHoTo M3nUTBaHe OT ¢haza [ € WbpBOTO
npujaraHe Ha OMOJIOTMYHO aKTHMBHOTO BEIIECTBO NMpH Xopa. To ce U3BBbpIIBAa OOMKHOBEHO C
y4yacTHETO Ha MaibK Opod yyacTHHUIM B OOJHMYHHM 3aBEJCHMs, KOMTO paslojlaraT c
HeoOXoauMOTO 00Opy/ABaHE 3a MPOBEXKIAHETO HUM. l3nuTBaHeTo wLEnM ompenensHe Ha
(hapmakokmHeTHKaTa (T.€. pe30pOIusATa, pa3mpeneeHueTo, MeTaboau3Ma U eKCKpeuusTa) Ha
MIPOYYBAHOTO ChEAMHEHHE, KaKTO M MOHocuMocTTa My. KnuHuuHOTO M3nutBaHe oT ¢haza I
IIPEJCTaBIsABA IBPBOTO NMPHIIOKEHHE HAa OMOJIOTUYHO aKTUBHOTO ChEIMHEHHE NMPH YUACTHHUIIU C
olpeJiesieH! Moka3zaHus. To 1enu omnpejaensHe Ha HeroBara e€(EeKTHUBHOCT, ONTHUMAalIHA 034 U
MIpe/IBApUTENIHN JaHHU 3a Oe3BpeAHocT. B Tasum ¢aza ce BKIIOYBAT HIKOJKOCTOTHH OOJHHU.
Knmuananoro m3nuTBane ot ¢hasa Il nienn na ce MpoOydyd TepareBTHYHATA MPHIOKUMOCT, T.€.
0e3BpeAHOCTTAa U CPaBHUTENIHATA e(PEKTUBHOCT Ha MPOyKTa. B Ta3u (haza B3emat yyacTtue royisim
Opoii (10 HAKOJKO XWIAAM) ydyacTHULU. ChIIECTBYBAaT MHOKECTBO HAUMHU 32 OpTraHU3alMs Ha
KJIMHUYHUTE U3NUTBaHus BB (pasa [1I. O6uKHOBEHO perynatopHUTe BIACTH U3UCKBAT Te 1a ObAaT
MIPOBEJICHNU CPaBHUTEIHO W paHAOMHU3HMpPAHO. 3a PErucTpUpaHeTo Ha €IuH MPOIYKT ca

HeoOxoauMu Hai-uecto Mexay 10 u 80 oTnenHn KIMHWYHM M3NUTBaHus ¢asza I, BkatrouBamm
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okosio 3000 mymm. KnuHUYHOTO M3nMUTBaHE OT (haza IV ce W3BBpIIBa Ciea MOJy4aBaHE Ha
paszpeleHue 3a ynorpeda Ha mpoaykTa. ToBa e T.Hap. MOCTMapKEeTUHIOB eTaln. Tyk, 3a pa3jiuka oT
¢dasu II u III ce mpoyuBa MPOIBIDKUTEIIHOTO M3MOJ3BAHE HA MPOJYKTA, KATO CE MPOCIEAIBAT
HEeXKEJIaHUTEe ChOUTHS, KOUTO MOTaT Ja ChITBTCTBAT Herosara ynorpeba. [Ipe3 ¢asza IV morar na
ObJaT MPOyYEHU U HOBU WMHIUKAIMU U TO30BH PEXKUMH Ha JEKApPCTBEHOTO CPEICTBA, KaKTO U

MEXaHU3MH Ha HeﬁCTBHC Ha IMpOAYKTa.

Crnen xaTo ce M3SACHSABAT OCHOBHHUTE MOHATHUS, YYaCTHUIM U (Da3u mpu MpPOBEXKJAHE Ha
KIMHUYHTHE W3MHUTBAHUSA, B YeTBBPTHA Ppa3jies Ce pasliekia TIXHOTO BB3HUKBAHETO MU
€BOJIFOLIMOHHOTO pa3BuTHE. Tazu cBoeoOpa3Ha pa3xoAKa BbB BPEMETO 3alo4Ba C XpaHUTEIHUS
pexxuM Ha J[aHUWI U IPUSTENTUTE My olrcaH B bubnusara, u3BOABT OT KOMTO €, Ue KOHCYyMaIusTa
Ha MECO M YEPBEHO BHMHO HE MOJ00psiBa Gpu3ndyeckoTo cherosiHue. [IpemuHaBa npe3 oCHOBHUTE
MocTynaTH Ha XWIOKpaT U ABHIIEHA KaTo KaTeropuyHara 3a0paHaTta Ja ce BpeIu Ha MalMeHTa,
IIpU KJIMHUYHO MU3IHUTBAHE JIEKAPCTBOTO Jla CE€ M3IOJI3BA B €CTECTBEHOTO CU CHCTOSIHME U Jp.,
3amucanu cboTBeTHO B Corpus Hippocraticum u Kanon Ha wmemunmuata. IIpogbiokaBa c
excriepuMenTa Ha AOpoa3 Ilape, mpu KOWTO BOSHHUSAT Ji€Kap YCHENIHO 3aMEHs MaclloTO KaTo
KOHBEHLIMOHAJIHOTO CPE/ICTBO 3@ TPETUPAHE HA OTHECTPEIIHU PAHU C ,,00CUIHCECMUE, HANPABEH OM
AUYEHU HCOAMBYU, MACIO OM po3u u mepnenmun 1 onuta Ha [xeriMmc JInHa, KOUTO ce cMATa 3a
I'bPBUSA JIEKap, TPOBEJI KOHTPOJIUPAHO KIMHUYHO U3MUTBAHE B CbBPEMEHHATA €pa KaTo pa3/ienni
MOPSAILIUTE CTpajally OT CKOpOYT Ha 6 TpyHH U MpUarail pa3inyHO JICYeHHE Ha BCsAKa TpyIa.
Crura u 70 NMOCJIEIHUTE YCHBBPIICHCTBAHUS KaTO MPOBEKIAHETO HAa KPHCTOCAHO KIMHUYHO
m3nuTBane ot Keitns6 [lapu, BpBexkaaHeTo Ha mianedoTo ot a-p JkbeTuH OIMHT, KOWTO mpe3
1812 r. mpoBexkaa MBPBOTO KIMHUYHO MPOYUYBAHE, CPABHABANKY MIIAI[e00 C aKTUBHOTO JICYCHHE.
Toii nexyBa 13 manuenTu, cTpajaniy OT peBMaTU3bM C OMIIKOB €KCTPAKT, KOWTO Ce MpernopbhyBa
BMECTO YCTAaHOBEHOTO IO TOBa BpeMe JiekapcTBO. llocnenHara cThIKa OT €BOJIOLHUOHHOTO
pa3BUTHE Ha KIMHUYHUTE W3NMUTBaHMS € paHnomuzanusaTa. [Ipes 1946 r. e nmposeneHo MbpBOTO
PaHIOMU3HPAHO KOHTPOJIUPAHO M3MHUTBAHE HA CTPENTOMHIIMH IPU JIeYeHHE Ha 0enoApoOHOTO

3aboJsiBaHe TyOepKyo3a.

T'JIABA |1
BTopaTa rji1aBa Ha guce€pranusaTa € o3ariiaB€Ha ,,HCWZOPMH@CKO paseumue Ha KormpoJaa

8bPXY KIUHUYHUME USRUMEAHUS HA JeKapcmeeHu npodykmu ' U € CTPYKTypUpaHa B YETHPH
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pazznena. IIbpBHAT pa3jes € MOCBETEH HAa €TUYHATa peryjianus Ha KIMHUYHUTE U3IUTBAHUS.
ETtnunara pamka 3a 3a1iura Ha YOBEHIKUTE CyOEeKTH BOIM HA4aJI0TO CH OT JpeBHAaTa XHUIIOKPAaTOBa
KJIETBa, KOSATO OMpEZIEss OCHOBHOTO 3aJbJDKEHHE Ha Jiekaps — Primum non nocere! (Ilpeam
BCHUYKHU He Bpeau!). Berpeku ToBa Ta3u KJI€TBa € HapylllaBaHa MHOIOKPATHO IPHU MPOBEX1aHE HA
HAy4YHU EKCIIEpUMEHTH ¢ Xopa. Bcuuku HeeTMYHU H3CNeABaHMs C Xopa ChAbpKAT elHa o0Ila
yepTa — Ha MOJOOHU EKCIIEPUMEHTH ca IMOJAJaraHu IpyIu, OMPEIeNIIHA JHEC KaTo YS3BUMH U
IIOHACTOSIIEM 3AIMTEHU C MEKIYHApOJIHU JOKYMEHTU U HallMOHAJIHA HOpMaTuUBHaA ypenda. B
JTUCEPTAIMOHHHUS TPY/I Ca Pa3rJIeaHy CIIydasT B 3aTBopa bunnoua B Manwia, mpu Koito 24 aymm
ca 3apa3eHu C XO0Jiepa, eKCIEPUMEHTUTE HAa HALUCTKUTE JIEKapU B KOHIUIArEpUTE IO BpeME Ha
Bropara cBeroBHa BoOiiHa, ,,ciydasat oT Tuskegee®, mpu KoiTO OKOJI0 28 MAllMEHTH ca TOYUHAIH
ot cudunuc, nokato Apyru 100 ca 3aryOusu )KuBoTa CU 3apaju pyrd MEAUIIMHCKH YCII0KHEHUS.
B nucepranusirta ce oT/€as BHUMaHUE U Ha HAKOU OT Haill-Ba)KHUTE €TUYHU MPaBUJIa U KOJEKCH —
Hropubeprckus xoaekc; [lexnapanusara ot Xen3UHKU, KOSTO BbBEX/Ia OCHOBHU CTaHIIAPTH MPH
MPOBEXKIaHE Ha KIMHUYHY U3NUTBAHUS KaTo HH(GOPMHUPAHOTO chriacue, 3a0paHa 3a npobexaane
Ha KJIMHUYHO M3MHMTBaHE MPH HETaTHBHA OLEHKA IMOJI3a/pPHCK, ChCTABSHE HA M3CIIEIOBATEICKH
MIPOTOKOJIH, 33ITbJDKCHHE 32 IyOJMKyBaHe Ha pe3ynTaTute u ap.; Joxmaast benmont; [IpaBunara
3a JloOpa kIMHUYHA MPAKTHKA, 0A00peHn oT MexayHapoaHaTa KOH(GEPEeHIIHs 10 XapMOHU3AIH
n KonBeHuusTa 3a npaBaTa Ha 4oBeka U OuomenuimHara. [logabpxka ce Te3aTa, ye cuiara Ha
n30pOEHUTE JTIOKYMEHTH C€ KpHE€ B TEXHUTE OCHOBHM INPHUHIMIM, KOUTO Ca MOpaJieH KoMmIac,
HAJXBBPJIALL IPOLEAYPHHUTE MpaBuia 1 peBu3nn. OCBEH TOBa KbM JIHEIIHA J1aTa rojsmMa 4acT OT
€TUYHHTE NPaBUIa 32 UMIUIEMEHTUPAHU B HALIMOHAIHUTE NPaBHU ypeaou.

BropusiT pasmen € NOCBETEH Ha HCTOPUYECKOTO PAa3BUTHE HA KOHTPOJIA BBPXY
kinanuHuTe m3nuTBanusa B CALLl. Mcropuueckusar mperien Ha HOpMaTUBHATa ypeada 3amouBa
uMeHHo oT CAILl xaTo nmuoHep B Ibp’KaBHATA peryJalus Ha KIMHUYHUTE U3NUTBaHus. [IbpBusT
HOpPMATHBEH aKT B Ta3u o0jacT € 3aKOHBT 3a XpaHUTe U jekapcrBara oT 1906 r. Pasrnenan e u
3akOoHa 3a XpaHWTE, JIeKapcTBaTa M Ko3MeTukara npe3 1938 r., KoWToO BBBEXKIa H3HUCKBaHE
CIIOHCOpUTE Ha JeKapcTBa Ja IMpeACTaBAT JaHHU 3a O€30IacHOCT Ha CIIyXHUTEJIUTe Ha
AnMunKcTparmsaTa o xpanute u JekapcrBata Ha CAIL] /FDA/ 3a oueHka mpenu myckaHe Ha
nazapa. O0bpHATO € BHUMaHME U Ha U3KJIIOUMTENIHO BasKHATA MOMPaBKa Ha 3akoHa oT 1962 r. kato
peakiys Ha Tpareusara ¢ TAIUIOMHUAA, ChITIACHO KOSTO ce 3a0paHsiBa TECTBAHETO Ha JIEKapCTBa

BBPXY X0pa, Ipeu OT IPEIKINHUYHUTE IPOYUBAHMSI Ja Ce MOTy4Yrd 0O0CHOBAHO MPEIOI0KEHHE,
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4e JIEKapCTBOTO MOXKE Jia ce IpueMa oT Xopa 06e30macHo. AHAIM3UPaHU ca IeHHOCTTA U 3aCITyTHTe
Ha FDA.

Tperusit pazaen pasriexia HCTOPUIECKOTO Pa3BUTHE HA KOHTPOJIA BbPXY KIMHUYHUTE
n3nuTBaHuA B EBporia, KOMTO Bb3HUKBA Ha 0-KbCeH eTtarl. [locrennenHo B EBpomna 3anousa rpouec
Ha XapMOHM3AIlMs HAa 3aKOHOJATENICTBaTa Ha AbpKaBUTE-UWICHKU B 00JIacTTa Ha JIeKapCcTBEHATa
perynauus. Ilpenn npuemaneTo Ha €BpONEHCKUTE AUPEKTUBU, PEryJIMpaIlM ITPOBEXKIAHETO HA
KJIMHUYHYU W3NUTBAHMUS, CHIIECTBYBAlllaTa MPAaKTUKA HA JbpPXKABUTE-UJICHKU CE € pa3jihyaBaia
YyBCTBUTEIHO, 1110 CE€ OTHACS JI0 YCJIOBUATA U PEJla 32 HAYAJIOTO U NPOBEKJIAHETO HA KIIMHUYHUTE
U3MUTBAHUSA U 10 HEOOXOJMMHUTE M3UCKBAHMS 3a YCIEUIHOTO UM MpoBexnaHe. Pasrmemanu ca
II'BPBUTE CTHIIKUTE 32 IOCTUTaHEe Ha Ta3u 1en — Jupextuna 65/65/EMO u Ha ChBeta o1 26.01.1965
T. 3a COMIKaBaHe Ha pas3nope0uTe, yCTAaHOBEHU B 3aKOHHM, TI0J[3aKOHOBHU HITM aIMHUHHUCTPATUBHH
aKTOBE, CBbP3aHM C NIATEHTOBAHU JieKapcTBeHH NpoaykTH; dupextusa 75/318/EVO n na CoBer
ot 20.05.1975 r. 3a cOnmxaBaHe Ha 3aKOHOJATENICTBATA HA JbPKABUTE-WICHKH 110 OTHOIICHUE HA
aQHATUTUYHUTE, (APMAKOTOKCUKOIOTHUHUTE M KIWHUYHUTE CTaHAAPTH W MPOTOKOIU IO
OTHOIIIEHHE Ha U3IMTBAHETO HA NATEHTOBAHU JIEKAPCTBEHU MPOJYKTH, KOSTO LIEIH J1a FapaHTUpa
€IMHHHU CTaHJapTH U IPOTOKOJIM 3a U3BBPILBAHE HA TECTOBE U KJIMHUYHU U3NUTBAHUS; J{upekTiBa
75/319/EVIO n na CwBet o1 20.05.1975 r. 3a cOmmkaBane Ha pa3nopeaduTe, ycTaHOBEHH B 3aKOHH,
MOA3aKOHOBU WJIM aIMUHUCTPATUBHU aKTOBE, CBbP3aHU C TATEHTOBAHU JIEKAPCTBEHU MPOAYKTH U
HupextuBa 75/320/EMO u na CwBer ot 20.05.1975 r. 3a cp3maBeHe Ha DapmarieBTUUHUS
KOMUTET, B KOUTO WICHYBAaT BCUUKH AbP:KABU-YIEHKU U KOMTO ChBeTBAa EBponelickata KOMUCHS
B o0OjacTTa Ha JIeKapcTBEeHaTa MOJWTUKAa Ha EBpomnelickus cbro3, JOKaTo ce CTUTHE JO Cera
neiictBaimus Pernmament (EC) Ne 536/2014 na EBporneiickus napaameHnT 1 Ha CbhBeTa oT 16 anpun
2014 roguHa OTHOCHO KJIMHUYHUTE U3NUTBAHUS HA JIEKAPCTBEHH MTPOIYKTH 3a XyMaHHa ynoTpeoa,
u 3a otMsiHa Ha Jlupextua 2001/20/EO.

YeTbpTUAT pa3ies MPEACTABISIBA MCTOPUYECKM IMpPErjie] Ha HalMOHAJHATa IpaBHA
ypenba B o01acTTa Ha JIeKapCcTBEHATa peryJalys, KOWTO 3a1mouBa ¢ u3paboTeHuTe oT A-p JAuMUTHp
MomnoB ,,BpeMeHHU MpaBHiia 3a YCTPOMCTBO Ha MEAMIMHCKOTO ympasieHue B bbirapua® or
01.02.1879 r., ¢ kouto odUIMAIHO € BBBeJAcHA bwiarapckara (akmakomes. Pasriexnga ce
IbpXKaBHaTa perynanus B nepuoaa ot 1945 r. go 1989 r. u ce ananusupa posisTa Ha pa3IndHU
MHCTPUTYIIMM UMAlId KOHTPOJIHM IMPABOMOIIMS B pasriexaaHus nepuoj kato OTAenbT Mo

KOHTpPOJI Ha JIEKapCTBEHU cpeacTBa KbM LleHTpamHus gapmaneBTHYeH MHCTUTYT; JlbprkaBHUS
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KOHTpPOJIEH OaKTepHOJOTHYEH WHCTUTYT; /IbpikaBeH MHCTUTYT 3a KOHTPOJI Ha JIEKaPCTBEHUTE
cpenctBa; HamuonaneH WHCTUTYT 1o JiedeOHuUTe cpenctBa. OTIENeHO € BHHUMaHHWE U Ha
HopaTHuBHaTa ypenda ciex 1989 r. u mo-cnenuaiHo HAa aKTyadHHS KbM MOMEHTA Ha MUCAHE Ha
JTUCEPTAIMOHHUS TPy 3aKOH 3a JICKQpCTBEHUTE MPOAYKTH B XymanHara meaunuHa /3JITTXM/ u
MIOA3aKOHOBUTE aKTOBE, IIPUETU BbB Bpb3Ka C MpujaraHe Ha 3akoHa. [logabpika ce Te3ara, ue
JbP’KaBHOTO PEryJIMpaHe HAa CTOMAHCKATa AEMHOCT IPH MPOBEXKIAHE HA KITMHUYHUTE U3IUTBAHUS
Ha JICKAPCTBEHU MPOAYKTH, BbBeaeHa B 3JI[IXM, choTBETCTBa Ha OOIIUTE MTPABUIIA, PA3MHCAHU B
3akoHa 3a OorpaHMYaBaHE Ha aJMUHHCTPATUBHOTO PEryJIMpaHE M aJIMUHUCTPATUBHUSI KOHTPOJI
Bbpxy cromanckata geinoct /30APAKCJI/ u Ha ayxa Ha 3akoHa. BBBEKIaHETO Ha
pa3pelIuTeeH PEeXHUM 3a HU3BBPIIBAHE HA OTHCIHHM CHEJIKUM WM JIEUCTBUS € JIOIyCTHUMO
€IMHCTBEHO B OIpaHUYEH OpOii Cllydyau, CBbp3aHU C MOBUIIEH PUCK 3a HAIIMOHAIHATA CUTYPHOCT
Wi obOmecTBeHus: pen B PermyOnuka beiarapus wim JTUYHATE WIM WMYIIECTBEHUTE MpaBa Ha
rpaxaaHuTe Wi Ha ropuanydeckute nuna (wi. 24, an. 1 ot 30APAKC/I), kakBUTO HECHbMHEHO

MMpeACTaBIABAT KIIMHUYHUTE U3BIIUTBAHUA HA JICKAPCTBCHU IIPOAYKTH.

I'JIABA 111
Tperata rnaBa e o3zarnaBeHa ,, Homamusna ypedba Ha KOHmMpONA GbpXy KIUHUYHUME

U3NUMBAHUs HA NeKapcmeeHu npodykmu “ U € CTPYKTypHpaHa B ILIECT pasjena.

ITbpBuAT pa3aen u3cienBa NPaBHOTO OCHOBAaHHE Ha KOHTpPOJIA. 3allUTEHA € Te3ara, 4e
OCBIIECTBSIBAHETO HA CIIEIMATIU3UPAaH aAMUHUCTPATUBEH KOHTPOJI 10 OTHOUIEHHE Ha KITMHUYHUTE
U3MUTBaHUS MOXe J1a Ob/ie 000CHOBaHO ¢ pasnopendaTta Ha wi. 52, an. 3 or KoHctutynusra Ha
PenyGnuka bbarapus, cbrilacCHO KOATO Ibp)kaBaTa 3aKpuis 37paBeTo Ha rpaxaanute. Ha
CJIEJIBAIIIO MSICTO, FOPUIMYECKO OCHOBAHHUE 3a [TO/JIaraHe Ha IEHHOCTTA M0 KIMHUYHY U3NIUTBAHUS
Ha JIEKAPCTBEHU MPOJIYKTH MO CHEIUAIN3UPaH aIMUHUCTPATUBEH PEXUM MOXKE Ja HaMEpUM B
yi1. 52, an. 5 ot Koncturyuusra. CbriiacHO mocoyeHara npaBHa HOpMa, Ibp)KaBaTa OChILIECTBSABA
KOHTPOJI BbPXY BCHUYKH 3JIpaBHH 3aBEJICHUS, KAKTO M BBPXY MPOM3BOACTBOTO Ha JIEKApPCTBEHU
CpeacTBa, Ouonpenapatu U MeIMLIUHCKA TEXHUKA U BbPXY ThproBusita ¢ Tax. C oryes 3ammra Ha
OOIIECTBEHUsSI MHTEpEC MOXKE Ja CH I03BOJIMM pA3IIUPUTENHO TBIKYBAaHE Ha IOCOYEHaTa
pasnopenda 1 1a IpueMeM KIMHUYHUTE U3MUTBAHU 32 HEOOXOIUM eTarl OT MPOU3BOICTBOTO Ha

JICKApCTBCHU CPCACTBA U 3aABJKHUTCIIHA ITPECATIOCTABKA 3a pa3pCllaBaHC HA ThbProBUsTa C TAX.
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BbB BTOpMSA pa3ies € aHaIU3UpaH YCTAHOBEHUST B CTpPaHATa pa3pelleTUICH PeKUM Ha
MPOBEXKIaHEe HA KIMHUYHU M3MUTBAHUS HA JIEKApCTBEHU MPOAYKTH. ChIIIACHO MpUIIOKUMATa
HOpMaTUBHA ypen0a, KIIMHUYHO U3MKUTBaHE Ha Teputopusrta Ha PemyOnuka beiarapust Moxe na ce
IIPOBEXKa Clie/] II0Jy4YyaBaHe Ha paspelleHue, U34aeHO MpU yCIoBUATa U 10 peaa Ha PernameHt
(EC) Ne 536/2014 na Emponeiickus mapiameHT U Ha CwbBera oT 16 ampun 2014 r. oTHOCHO
KIMHUYHUTE W3MUTBAHUA Ha JICKAPCTBEHM IMPOJYKTH 3a XyMaHHa ymnoTpeba, ¥ 3a OTMsSHA Ha
HupexktuBa 2001/20/EO (OB, L 158/1 ot 27 wmaii 2014 r.). IIpod. JdumutpoB ompenens
pa3pelIUuTeIHUS U yJAOCTOBEPUTEIIHUSI PEKUM KaTO CHUMETPUYHU HOPMATHUBHO-PETYJIATUBHU
aHaJIo3d CHOTBETHO HA JIMIIEH3HMOHHUS M Ha PETUCTPALMOHHUS PEXHM, YCTAHOBEHU B
30APAKC/I. Ilpu pa3pemiMTesnHus peKUM C€ YIpaxKHSABA IUCKPELIMOHHA KOMIIETEHTHOCT.
Pazpemiennero wuma xapakTep Ha KOHCTUTYTHUBEH, OOJarompusiTCTBAaIll, WHIWBUyaJICH
aJIMHHHUCTPATHBEH aKT, C BBHIIHO JICWCTBHE, KOWTO MOpaxJaa CyOCKTHBHOTO IpaBO Ja ce

HU3BbpHIBA CbOTBCTHA CACIIKA WU HeﬁCTBHe.

Tperusit pa3gen e nmocBeTeH Ha M3MIBbIHHUTENHA areHIMs 110 JeKapcTBaTta. Pasrienan e
HEWHHMAT CTaTyC W Ca AaHAJIM3UPAHW [PABOMOINMAT Ha KOMIIETEHHAT OpraH, a HMEHO
M3BJIHUTEHIS aupekTop. lanenu ca penuna npeaoxenus de lege ferenda 3a ycbrBbpiieHcTasa

Ha Ilel\/JIHOCTTa I>I, B HaCTHOCT HAa KOHTPOJIHUTC IIPAaBOMOIINA 3a U3ITBJIHUTCIHUA JUPCKTOP.

B 4eTBBPTHAT pa3jie € pa3riiejaHo MPOU3BOICTBOTO IO pa3peniaBaHe MPOBEXKIaHETO Ha
KIIMHAYHO HM3NUTBaHE. ATMHHHCTPATUBHOTO IMPOM3BOJICTBO MO HW3J[aBaHE HA pa3pelicHue 3a
MPOBEXJaHe Ha KJIMHUYHO M3MMTBAHE 3all0YBAa BHMHArM MO MHUIMATHBA HA 3aUHTEPECOBAHOTO
JMIle, KOETO B HACTOSIIUSA Cclydyail € crmoHCOpbT. ChIVIaCHO MPaBUIIOTO, 3aKPENEHO B WIEH 5 OT
Pernamenra, abCOMIOTHO HEOOXOAUMO YCIIOBHE 32 TOTyYaBaHEe Ha pa3pelieHne € Mo1aBaHeTo Ha
JIOCHE Ha 3asiBIIEHUETO 0 TOTEHIMAIHO 3aCeTHAaTHTE JbP)KaBU WICHKH upe3 mopTana Ha EC.

3aerneHa € T€3aTa, 4Y€ pa3pCHIUTCIIHOTO ITPOU3BOACTBO € (bopMa Ha IpeABapUTCIICH KOHTPOJI.

IleTusr pa3ael Ha Ta3u rjiaBa C€ CItMpa Ha IIPOMU3BOJCTBOTO 110 paspeiiaBaHEC Ha IPOMEHU
B XO0Ja Ha €JHO KIMHHUYHO HU3IIUTBAHC. Or rjielHa TOYKa Ha TOYKa Ha BbB3NPHULCTATa B
AAMHUHUCTpAaTUBHOIIPABHATA TCOPUS KJ'IaCI/ICbI/IKaHI/ISI Ha KOHTpPOJIa Ha NPEABAPUTCIICH, TCKYLl U
mnmociacaBsail, CrIpsAMO MOMCHTA, B KOHUTO ce OCBIICCTBsABA KOHTPOJIHATA )IefIHOCT, MOXKEM J1a
MPUYIUCIIUM PA3PCIICHUCTO 3a ChbIICCTBCHA ITPOMsHA Ha KIIMHUYHOTO U3NNUTBAHC KbM TUIIMYHUTC

q)OpMI/I Ha TCKYUI KOHTPOJIL. I/I3BO,Z[’BT, JI0 KOMTO Cce JOCTHTra IIpU aHaJIn3 Ha TOBA NPOU3BOACTBO €,
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4ye 3aKOHOJAATENAT, BOJACUKH C€ OT 3alllTa Ha YYaCTHULIUTE B KIIMHUYHU U3MUTBAHUS U TAXHATA
0€30IMacHOCT, € YCTAaHOBUJI TEXbK Pa3peUIUTeNIeH PeKUM 3a IPOMEHU B KIMHUYHO U3MHUTBAHE,
KOWTO B HAKOW CITydad MHOTO HaIoJ00sBa MPOU3BOJICTBOTO 0 pa3peliaBaHe MPOBEKIAHETO HA

KIIMHUYHO U3IIUTBAHC.

B mecTusiT pa3jen ca u3cieBaHN MHCIEKIIMUTE HA KJIMHYHHU M3MUTBaHUA KaTo dopma
Ha opuanYecku KoHTpos. ChIUlacHO JieraiHaTta AeuHUIMS AajeHa B Pernamenra ,,uHcneKkuus
O3HauaBa JEWCTBHE Ha KOMIIETEHTEH OpraH 3a H3BBpPIIBaHE HAa OQUIMalieH Mperiea Ha
JOKYMEHTH, ChOPBKEHUS, 3allUCU M CUCTEMM 3a OCHUIYpsIBAHE Ha KaueCTBOTO, KAKTO U Ha
BCAKAKBU JIPYT'M PECYpCH, KOUTO KOMIIETEHTHHUSAT OpraH CUMTa, Y€ CE€ OTHACST /10 KIMHUYHOTO
M3MHUTBAHE U KOUTO MOXKE Jia C€ HaMUpPAT B LIEHTHPA 3a MPOBEKJAHE HA KIMHUYHOTO U3MUTBAHE,
B [TIOMEIIIEHUATA Ha CIIOHCOPA W/WJIM Ha U3CIIeI0BaTeNICKaTa OpraHu3alus MoAU3IbIHUTEN, WU B
JIPYTH CBHOPBKEHUS, KOMTO KOMIIETEHTHHUSAT OpraH CuMTa 3a HEOOXOAMMO Ja UHCIEKTHUpA.
WHcneknuara B KOHTEKCTa Ha KIMHUYHUTE U3MUTBAHUSA MOXe Ja oOxBama ao00pu
MIPOU3BOJICTBEHH MPAKTUKH BbB BPH3Ka C MPOU3BOICTBOTO HA U3MUTBAHH JICKAPCTBEHU MPOAYKTH
win no0pa KIMHUYHA TPAKTUKa BBB BPb3Ka C MPOBEKIAHETO HA KIWHUYHHU HW3MUTBAHUA.
B3aBucumoct ot 06ekTa Ha KOHTPOJIHATA IEHHOCT MPUIIOKUMU €A Pa3IMYHU HOPMATHUBHU aKTOBE.
Koraro nposepkara o0xBaia 100py IpoU3BOACTBEHH IIPAKTUKU BbB BPb3Ka C MPOU3BOICTBOTO
Ha W3MUTBaHM JIEKapCTBEHU NMpoayKTu [lenerupan pernament (ec) 2017/1569 na Komucusara ot
23 maii 2017 roguna 3a gonsiaHenue Ha Permament (EC) Ne 536/2014 na EBpornelickust mapiamMeHT
u Ha CbBeTa upe3 onpezesssHe Ha NPUHIIMIINA U HACOKU 3a J100pa MpOM3BOACTBEHA MPAKTHUKA IpU
M3MUTBAHU JIEKApCTBEHU MPOJYKTH 3a XyMaHHa ynoTpela M Ha pa3nopendu 3a MpoBeXKIAaHEe Ha
MHCIEKIIMY, a KOTaTO € ChCPEJOTOYeHA BBPXY AoOpaTa KIMHMYHA NMpakTHKa — PerizaMmeHT 3a
m3neiaHeHne (EC) 2017/556 na Kommucusta ot 24 mapt 2017 roawmHa OTHOCHO MOAPOOHU
pasnopeiom 3a MpoueaypuTe 1Mo WHCHEKIHs Ha Jo0paTa KIMHUYHA MPAKTUKA B ChOTBETCTBHE C

Pernament (EC) Ne 536/2014 na EBponelickus napaameHT u Ha CbBera.

JIbpkaBUTE YJICHKM Ha3HA4aBaT MHCIEKTOPH, KOWTO Ja M3BBPIIBAT WHCIEKINH, 3a Ja
KOHTPOJIUpAT CIa3BaHETO Ha pasnopendurte Ha PernamenTa. [IbpikaBUTe WICHKH TapaHTUPAT, Y€
TE3W WHCIIEKTOPU B CHCTOSHUE /1a OCUTYPST Ha MpakTUKa e(PEeKTUBHOCTTA HA pa3mopeaduTe 3a

;[06pa KIIMHUYHA IIpaKTHUKa. Ta3u nen cienpa ga 6’bI[e OTpa3€Ha B MUHUMAJIHUTC U3UCKBAHUS 3a
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KBaJ'II/I(bI/IKaHI/IHTa Ha HHCIICKTOPUTEC, IMO-CIICHUAIIHO IO OTHOIICHHUE HAa TAXHOTO O6p330BaHI/Ie u

oOydeHwue.

ITonpoOHM U3MCKBaHUS 110 OTHOLLICHHE HAa HHCIIEKTOPUTE Ca PA3MMCAaHU B FOPETIOCOYECHUTE
persiamenTH. MHCIekTOpuUTE ClleAiBa 1a MMaT 3aBbPILICHO BUCIIE 0Opa30BaHME WM PABHOCTOEH
OIUT O MeIuIMHA, (papmanus, HapMaKkoIoTus, TOKCUKOJIOTHS MM JPyTU 00JacTH, CBBP3aHU C
IPUHLIUINTE Ha Jo0paTa KIMHMYHA NpakTuKa. Te 3aqb/DKUTENHO TpsiOBa Ja ca IMOJIy4WIH
HOJIXOASI0 00yueHHe BKJIKOYBAIIO y4acTue B MHcnekuuu. Ha cinenBaiio mMscro, HHCIIEKTOPUTE
cle/iBa Ja ca 3all03HATH C MPUHIUIINTE U MPOLECUTE, KOUTO CE Mpuiarar 3a pa3paboTBaHETO Ha
JIEKAPCTBEHU NPOAYKTH U 32 KIMHUYHHUTE U3CIIEIBAHMS, C IPOLELYPUTE U TEXHUYECKUTE METOIH
3a 3alliC U YNPABJICHUE HA KIMHUYHU JAaHHU, KAKTO U C OPraHU3aluATa U perilaMeHTUPAaHETO Ha
CHCTEMHTE Ha 3/IpaBeONa3BaHETO B ChOTBETHUTE AbPKAaBU WIEHKU U, aKO € HE00X0IMMO, B TPETH
nbpxkaBu. Te TpsOBa Ja ca B CbCTOSHUE Ja OLEHSABAT CTENEHTa HAa PUCK [0 OTHOIIEHHE Ha
0€30MacHOCTTa Ha YYaCTHUIIMTE B KJIMHUYHOTO M3MHUTBAaHE, KAKTO U MHTETPUTETA HA JAHHUTE U
Jla ca 3all03HATU C MPWIOKUMUTE IIPaBUjIa OTHOCHO IIOBEPUTEIHOCTTA U 3AILUTATA HA JIUYHUTE
naHHd. KOHTponbT BBpPXY KIMHUYHUTE U3NUTBAaHUSA, NMpoBexaaHu B PemyOnuka bovarapus, ce
OCBILECTBSBA OT JbPKABHUTE MHCIIEKTOPU Ha VM3MbJIHUTENHA areHnys 10 JIEKapcTBaTa, KakTo U
OT JUITBKHOCTHUTE JIMIA HA JABPKABUTE-WICHKM Ha EBPOINEHCKHUS CBIO3, U OINPEIEICHO OT

EBpOHeﬁCKaTa arcHuus 10 JICKapCTBaTa U HAyYHUTE M KOMHUTETH.

B PernamenTtute ce chIbpKaT M M3UCKBAHUS 3a OE3NMPUCTPACTHOCT HA WHCIEKTOPHUTE.
MHcnekTopuTe ca HE3aBUCUMHU OT BCSAKO BIIMSIHUE, KOETO OM MOIJIO J1a MOBJIMsE BbPXY TAXHATa
0e3MpUCTPACTHOCT WJIM TEXHUTE pelleHus. Bcekn MHCTIEKTOp M3roTBs FOJUINIHA JIeKIapaius 3a
(bMHAHCOBHUTE CU MHTEPECH U 32 JAPYTU BPB3KHU ChC CTPAHUTE, KOUTO MOXKeE /2 OBbAAT MOAJI0KEHU
Ha nHcnekuus. Ta3u Ieknapalys ce B3eMa 1101 BHUMaHHe, KOraTo Ha /1aJIeH MHCIIEKTOp ce Bb3Jlara

KOHKPCTHA MHCIICKIMOHHA 3a1a4a.

WNucnekropure MMarT TpaBoO Jla MPOBEPSBAT MECTaTa Ha MPOBEXKIAaHE Ha KIMHUYHU
M3NUTBaHUA, TOKYMEHTUTE, ChbOPBKEHUSTA, TOCUETATa, BKIIOYUTEIHO OTACIHUTE MEAUIIUHCKU
JIOCHETa, JJOTOBOPEHOCTUTE 10 KA4€CTBOTO, JAHHUTE U JIPYTUTE PECYPCH, KAKTO U CyOCKTHUTE, 3a
KOHUTO KOMIIETEHTHHUAT OPTaH CUMTA, UY€ Ca CBhP3aHU C KIIMHUYHOTO M3nuTBaHe. [Ipu n3BwpiiBane
Ha MHCIIEKIUS HHCIIEKTOPUTE UMaT MPaBO Ha JIOCTHII 0 MECTaTa, IPYTUTE CBbP3aHU MOMEIEHUS

n 10 AJAHHUTEC, BKIIIOYUTCIHO OTACIHUTC MCIUIMHCKH JOCHCTA. I/IHCHeKTopI/ITC HMaT 1IpaBo Ja
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HaIIpaBAT KOIIUA OT 3allMCH, KOIIKA Ha XapTus, pa3liCdyaTKu Ha CJICKTPOHHU 3aIllMCHU U CHUMKH Ha
IIOMCIICHUA U o6opyz[BaHe; Ja U3UCKBAT OT KOHTO U Ja € IMpEACTAaBUTEC UM YJICH Ha IICPCOHAJIa
Ha HWHCICKTUPAHUA Cy6eKT U OT KOATO U Ja € CTpaHa, ydacTBallda B KIMHUYHOTO HM3IIUTBAHC,
00sICHEHHS BB BPB3Ka C MPEAMCTAa U LCJITa HAa MHCIICKIMATA U a 3allMCBAT JaJCHUTC OTTOBOPU;
Ja BJIM3aT B IIPSAK KOHTAKT C YYAaCTHHLOWUTC B M3IHWUTBAHUATA, IMO-CIICHHUAIHO B cnyqaﬁ Ha
OCHOBATCJIHO ITOAO3PEHHUE, UE HE Ca oun I/IH(bOpMI/IpaHI/I I10 IOAXO A1l Ha4YWH 3a Yy4aCTHETO CU B

KIIMHUYHOTO U3IIMTBAHC.

CHGL[I/I(bI/IKa Ha KOHTPOJIa BbPXY KIIMHUYHUTC U3IMUTBAHUA € IPCABMIKIAHCTO HA Pa3JIMYHU
dbopMHu 3a HEIOPUAWYECKO KOHTpOJ. Ha mbpBO MsICTO, TakaBa € MOHHUTOPWHTA Ha KIMHUYHU
M3NUTBaHUS. MOHHTOPHHI'BT HaJl NPOBEXKIAHETO Ha KIMHUYHO H3MUTBaHEe TpsiOBa ga ce
M3BBPIIIBA 10 ITOIXO/IAIII HAYMH OT CIIOHCOPA, 32 JIa CE FTapaHTUpa HaJISKAHOCTTAa H YCTOMYMBOCTTA
Ha pe3yiTaTuTe. MOHUTOPUHIBT CIIE/Ba Ja JOMpHUHACS 3a 0€30MaCHOCTTAa HA YYaCTHUIUTE, KaTo
CC B3CMaT MpCABU XapPaKTCPUCTUKHUTC HA KIMHUYIHOTO U3MNUTBAHC U 3aYUTAHCTO HAa OCHOBHHUTC
npaBa Ha y4YacTHHLIUTE. MOHHMTOPHHI'BT Ha KIMHUYHUTE W3NHUTBAHHA € CHOJIOJaBaHE Ha
M3IBJIHEHUETO Ha KIMHUYHOTO M3MUTBAHE CBIJIACHO IOCJIEAHATa BEpCUS HAa OJOOPEHUS OT
perynaropa ¥ CbOTBETHAaTa €ETUYHA KOMUCHS IPOTOKOJ. ChINIACHO MPaBUIIOTO 3aKPEIEHO B Wil. 48
oT Periamenra cTeneHTa U €CTeCTBOTO HA MOHUTOPHHIA C€ OIPEIEIIAT OT CIIOHCOPa Bb3 OCHOBA
Ha OIIEHKA, KOSTO B3eMa IMpEABHUJ BCHUYKH XapaKTEPUCTHKU Ha KIMHUYHOTO W3IUTBaHE,
BKJIFOYUTEIHO JajdM KIMHUYHOTO M3MMTBAaHE € KIMHUYHO M3MUTBAHE C HUCKA CTENEH Ha
HWHTCPBCHIUA, LICJITA U MCTOAOJIOIUATA HAa KIMHUYHOTO U3MHUTBAHE,; CTCIICHTA HA OTKJIIOHCHHEC Ha

HHTCPBCHLUATA OT HOPpMAJIHATA KIMHWYHA ITPaKTUKa.

Crnenpamia ¢popMa Ha HEIOPUIUIECKH KOHTPOJ 3a T.HAP. OJJUTH HA KIMHUYHUA W3 TBAHUSA.
Ha npaktuka B PersiamenTa He ce NMpeaBHXAaT HUKAKBU MPABUJIA [0 OTHOUIEHHUE MPOBEXKIAHETO
Ha OJIUTH, & € BMEHEHO €MHCTBEHO 3abJDKECHUE HA CIIOHCOPA 3a NOANMCBAaHE HA JCKIapaluus B
KOSITO C€ IOTBBP)KJaBa, Y€ M3CJIEAOBATEINTE W WHCTUTYLHMHUTE, Y4acTBAIUW B KIMHUYHOTO
W3IUTBAaHE, MO3BOJISIBAT MOHUTOPHUHT, OJJUTH U PETYJIATOPHU HHCIIEKIIUU, CBBP3aHU C KIIMHUYHOTO
W3IMUATBAaHE, BKIIOYUTEIHO MPEIOCTAaBSIHE HAa MPAK JOCTHI JO WU3XOJHU JAaHHU U JTOKYMEHTH.
[IpoBexxaaHeTo Ha OAUTH 00aYe € U3KIIFOUUTETHO BaXKHO 32 OCUTYPSIBaHE Ha BICOKO Ka4eCTBO BHB
BCUYKH aCIEKTH OT IUIAHUPAHETO, ITPOBEKIAHETO W JOKYMEHTHUPAHETO Ha KIWHUYHHUTE

U3IINTBAHUS. OHHTI/I Morar aga cC¢€ ImnpeanpueMar 1o BpEME Ha IMPOBCKIAAHC Ha KIMHUYHOTO
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HM3MHUTBAHE W/WIN IIpru IMPUKIOYBAHCTO MY. OcHoBHaTa OTIrOBOPHOCT 3a OCUT'YPSIBAHCTO Ha
Ka4€CTBOTO MU MPOBCKAAHETO HA OAWTH € HAa CIIOHCOpA. ]_IeJ'ITa Ha TE3U IMpoucAypH 3a YIIPABJIICHUC
Ha KadeCTBOTO € Oa C€ TrapaHTupa, Y€ IIpaBarta, 0e30macHoCTTa M OJIArOCHCTOSTHHETO Ha
YYaCHUIHUTC B U3IIUTBAHUATA CA 3aAllIUTCHU, KAKTO U YC PE3YJITATUTC OT KIMHUYHUTC U3IIUTBAHUSA

ca 1O0CTOBEpHU

I'JIABA IV
YerppraTa I71aBa € oO3arjaBeHa ,, 3awuma npasama Ha Y4acmHuyume 6 KIUHUYHU

UBNUMBAHUsL HA leKapCcmeeHy npooyKmu *“ U € CTpPYKTypupaHa B YSTHPH pa3zena.

IIbpBUAT pa3men € MOCBETEH HAa M3ACHSIBAHE 3HAYCHHETO HA TOHSATHATA HEXelaHa
JIEKapCTBEHA PEaKIM U CEPUO3HA HEXeJlaHa JIeKapcTBeHa peakius. OnpeneneHneTo Ha He)KeaHa
JeKapcTBeHa peakuus € nocoueHo B [Ipunoxxkenue Ne 1 koM ui. 1, an. 1 ot Hapen6a Ne 31 ot 12
asryct 2007 r. 3a ompeneinsHe Ha MpaBuiara 3a a00pa kiIMHUYKa mpaktuka. CerimacHo T. 1.1
., Hedxcenana nexapcmeena peakyus e 6CeKu Hedicelan U Henpeo8uoeH omao8op KoM USNUMBAHUS
JleKapcmeen npudyKm, He3asucumo om npuioxcenama 003a. Msnonzeanusm uspas ,,0meo8op Kvm
eouH iekapcmeer npooyKkm “ Hagexcoa KoM 3aK04eHuemo, ye NPULUHHO-C1e0CmeeHama 6pb3Ka
MedicOy NleKapcmeenus nNpoOYKm U HedHCAlaHama peaxkyusi e noHe pa3yMHa 8b3MONCHOCH, M. e.
8pwv3kama He modice 0a ce omxewvpau ‘. Hapenna Ne 31 naBat neranHa AeUHUIIMS U Ha TIOHATUETO
cepro3Ha HeXelnaHa JiekapcTBeHa peakuus. Cropen ornpesesieHHeTo 3akpeneHo B T. 1.47
,, Cepuo3na Hexcenana nekapcmeena peakyus e 8cexKu Hed.1a2onpusmen eghekm 6 30pasociogHOMO
cbecmostue, KOUmMo e CMAHAl NPUYUHA 34 CMbPMEH U3X00, HenocpeoCcmeeHd ONACHOCm 3a
AHCUBOMA, XOCNUMATUZAYUS UTU VYOBINHCABAHE HA CPOKA HA XOCNUMANUIAYUSA, ZHAYUMETHU UTU

I3

MPAtiHy y8pedcoOanusl, UHBATUOUZAYUSL UTU BPOOEHU AHOMATUU. *

BTOpI/IﬂT pa3ael € IOCBCTCH Ha aAMHUHUCTPATUBHOIIABHUA PCJl 3a 3alllMTa Ha IIpaBaTa Ha
YHaCTHULIUTEC B KIIMHUYHU H3IMUTBAHUA. W3cnenpanu ca 3aABJDKCHUATA HAa U3CJICA0BATCINTE U
CIIOHCOpa 3a MOOKJIaABAHC Ha HCKCIIAHUTC JICKAPCTBCHHU PCAKIMU W CCPHUO3HU HCKCIAHU
JICKApCTBCHU PCAKIMU, KAKTO U 3a U3IOTBAHC U NPCACTABAHC IIPCH EBpOHeﬁCKaTa arcHus 1o
JICKapCTBaTa HAa I'OAWIICH MJOKJIaJd OTHOCHO 0e30ImacHOCTTa HA BCEKH W3IUTBAaH JICKApCTBECH

MPOJIYKT.
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Tperust pasgen pasruexina TIpakIaHCKONPAaBHHUS peEI 3a 3alldTa IpaBaTa Ha
YYaCTHHMLIUTE, Upe3 MPETeHpaHe Ha 00e31EeTeHUe 3a BpeIUTe PEThPIEHU B X0/a Ha KIMHYHU
U3NUTBaHUA. AHAJIM3UPAHO € IPAaBHOTO OCHOBAHKE 33 pEalM3UPaHe HAa OTTOBOPHOCTTA 3a Bpeau
OT KJIMHUYHM u3nuTBaHuA. Ilogabpika ce Te3aTa, 4e ChITIACHO MPHIIOKUMATa IpaBHa ypeada B
Peny6nuka bbirapus, rpaxaHckata OTTOBOPHOCT Ha MEUIIMHCKUS CIIELUAIUCT CE Perysiupa ot
T.Hap. OOIl pEXUM Ha TpaxJaHCKaTa OTroBOPHOCT. I[IpMHIMIIHO B OBJIrapckoOTO NPaBoO
rpaxJaHcKaTa OTTOBOPHOCT € JiBa BHMJIa — JOTOBOpPHA M JeNUKTHA. W mipu aBaTa BUJA C€ ThPCH
o0e3IeTeHNe 3a yBpeaaTa Ha 3[JpaBeTo KbM INPUUHHUTENS Ha BpeaaTta . C U3KII0YEHUE Ha HAKOU
CJIy4ad Ha MIOCTaBsSHE Ha UMILIAHTH OT JIEKApH 110 IEHTaJIHA MEIULIMHA, IPU KOUTO OTTOBOPHOCTTA
€ KBaIM(uIupaHa KaTo J10roBOpHa, JOKTPUHATA U ChJleOHATa IPAKTUKA y HAC € KATeropuYHa, 4e
JIEKapuTe U JEYeOHUTE 3aBEICHUs CIe/Ba J1a OTTOBAPAT Ha JEIUKTHO OCHOBaHHE. J[OKOIKOTO
KJIMHUYHUTE U3MUTBAHUS CE€ W3BBPUIBAT [10J PHKOBOJCTBOTO Ha JEKap WM JIEKap IO JIEHTaJIHa
Me/MLMHA C MPU3HATA MEAMLMHCKA CHEIMAIHOCT B ChOTBETHATAa 00JIACT, KOMTO € 3aro3Har C
HINYHUTE NPEAKIMHUYHYI W/WIM KIMHUYHY JJAHHU 32 MPOJYKTa U PUCKOBETE U MIPOLETYPUTE I10
IIPOYYBAHETO, ChITIACHO pa3nopendarta Ha wi. 86, an. 2 ot 3JIIIXM, BCMUKO OCOYEHO MO-TOpe
OTHOCHO BH/JIa HA OTTOBOPHOCTTA 3@ BPEU IIPU U3BBPIIBAHETO HA METUIIMHCKA AEHHOCT, BaXKU U
3a OTTOBOPHOCTTA 3a BPEU, Bb3HUKHAJIM NIPU KIMHUYHO U3IIUTBAHE HA JIEKAPCTBEH NpoAyKT. Ha
CJIeIBAILI0 MSCTO, NMMOCOYEHU ca CyOeKTHUTEe OTTOBOPHM MO HCKa 3a 00e3leTeHue 3a Bpenu OT
KJIIMHUYHU NIPOYYBaHUs Ha JiekapcTBeHU npoaykTu. 3JIIIXM cnenunanHo ypexaa OTTOBOPHOCTTA
Ha MEAUIMHCKUTE CIEUAIUCTH MPU MPOBEKIAHETO HA KIIMHUYHUTE U3NUTBaHUS. ChIIIacHO Il
92 BB3IOKUTENST HOCH OTTOBOPHOCT B CiIy4aill HAa YBpPEXKJaHUS Ha 3paBETO WIH Ha CMBPT,
IIPUYMHEHU TIPU WIIH 110 TTIOBOJI IPOBEXIAHETO HA KIIMHUYHOTO U3IUTBAHE, KOraTO U3IUTBAHETO €
MIPOBEXKIAHO CHIIIACHO U3UCKBAHUATA U MPOLIETypUTE HA OA00PEHNS IPOTOKOJ. AJl. 2 yTOUHSBA,
4e TJIaBHUAT MU3CIIEJI0BATE] HOCH OTTOBOPHOCT B CIIy4ail Ha yBpPEXJaHMs Ha 3/IpaBeTO WM Ha
CMBPT, IPUUMHEHU IIPU WU 10 IOBOJ HA MTPOBEKIAHETO HA KIIMHUYHOTO M3MUTBAHE, KOraTo HE
ca CMa3eHHd M3MCKBaHMATA U MPOLEAYPUTE Ha OJ0OpEeHHUs: MpoToKoid. PasrpaHndyeHneTo, KoeTo
IIPaBU MOCOYEHATA pa3nopenda € Bb3 OCHOBAaHA HA 0OCTOSITEICTBOTO JalM IPU U3BBPIIBAHE HA
CbOTBETHATa MHTEPBEHIIMS ca CMa3eHU M3UCKBAHUATA M IMPOLEIYypUTE, ONMUCAHU B 0J00peHus
IpOTOKOJI OT ETnMyHara KOMHUCHS 3a KIMHUYHM W3MWTBAaHHWA WM HE. B mepBusT ciydait
o0e3IIeTeHNe 111e MOXKE J1a Ce MCKa OT BB3JIOXKUTENS, a BbB BTOPHS, OT IJIaBHUS M3CIIEA0BATEN .

[IpaBunoTo 3akpeneno B wi. 92 ot 3JIIIXM OGe3cropHO yJecHsBa YYaCTHULIUTE B KIWHUYHH
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M3MUTBAHMS J]a C€ OPUEHTHUPAT KbM KOTO JIa HACOYAT CBOSATA HCKOBA MPETEHIM 3a 00e3IIeTeHNne
3a Bpe/u, HO CUUTaM, Y€ JIOpH U J1a He CHIIECTBYBAIIE Ta3M CIICHHATIHA pa3nopenda 3a 3aKoHa,
OTrOBOPHOCTTA Ha BB3JIOXKUTEINS U TJIABHUS M3CIIEAOBaTelNl, MOXelle na ce audepeHuupa Bb3
OCHOBA Ha OOIIMTE MPABWIKA HA HETO3BOJICHOTO yBpexkaane (wi. 45 - un. 54 ot 33/1). B ciyyai,
Ye TIIaBHUST M3CIIeI0BaTeNl BHHOBHO HE ChOOPA3U CBOETO IMOBEICHNUETO ITPOTOKOJIA U B CIIECICTBUE
Ha TOBa BB3HMKHAT BPEAM 32 YYAaCTHUK B KIMHUYHOTO W3IUTBAHE, MOCIEAHUAT II€ MOXE 1a
aHra)kupa HEroBaTa OTTOBOPHOCT Ha OCHOBaHME OOIIOTO mpaBwio Ha wi. 45 ot 33/]. bes
3HaeueHue ¢ opmara Ha BuHaTa. Koraro riaBHHUAT M3CIEIOBATEN W3LSJIO CIEBA PA3NIMCAHUS
MPOTOKOJ, PECI. HE MpPOsIBSIBA BHHA, OTTOBOPHOCTTA CIIEABA J1a C€ THPCH OT BB3JIOXKUTENS Ha
ocHoBaHue wi. 50 ot 33/[, B KauecTBOTO My Ha COOCTBEHUK Ha BELIUTE — HM3MMTBAHUTE
nexapcTBeHH nmpoaykTu. CienBa na Objae oTOENsA3aHO, Y€ ChITIACHO KOHCTAaHTHATA MPAKTUKA Ha
BKC Bpenute no uit. 50 ot 33/] He TpsiOBa Jja ca HACTHIIMIIM KaTO CJIEACTBUE HA BUHOBHO YOBEIIKO
MOBE/ICHUE, a OT camara Belll — IOpajd HEHHHUTE CBOIMCTBA, HEJOCTATHLIM U T. H. B mpoTuBeH
cllyyail OTTOBOPHOCTTA 11I€ C€ OCHOBaBa, Harpumep 1o wi. 45 33/ u 1me otroBaps JIMLETO, YUETO
MOBEJICHHE € YBPEIMIIO APYTHUMY Upe3 BeuIra, a He junata o wi. 50 33 1. Koraro imrncBa BUHOBHO
JIMIIE, KOETO € M3MOJI3BAJIO BEIITa 110 HAYHMH, Y€ HETOBOTO MOBEACHUE JIa € PUYMHUIIO BPEAH C
MIOMOIITa Ha BEIITa, TOTaBa BeYe OTTOBOPHOCT IIE€ HOCSAT COJUAAPHO COOCTBEHHKBT M JIHIETO,
KOETO € YIPaXHsIBaJIO0 Ha[30p. 3aToOBa OTTOBOPHOCTTA IO 4. 50 uMa cyOcumapeH xapakrep — 1e

€ HaJIMIIe, KOTaTo JIUTICBA BUHA U HE ce oTroBaps 1mo wi. 45 ot 33/]

YeTBbpTUHAT pa3aei pasriekIa pekKHMMa Ha 3aCTPXOBAHETO TPH TPOBESKIAHE HA
KIMHWYHYE u3nuTBanusa. OTbenssano e, ue pasnopendara Ha 4wi. 189 ot 3akoHa 3a 3apaseto /33/
M3HMCKBA 33BDKUTEIHO 3acTpaxoBaHe Ha Mpod)eCHOHaTHaTa OTTOBOPHOCT HAa JIMIATa, KOUTO
yOpaxHsIBAaT MEIUIIMHCKA Mpodecus, 3a BpeauTe, KOUTO MOTaT Ja HACTBIAT BCJIEICTBHE Ha
BUHOBHO HEU3MBIHEHHE HAa MPOQPECHOHATHUTE UM 3aAbJKkeHus. [IpodecuonamHara OTTOBOPHOCT
Ha Je4eOHUTE 3aBECEHUS U MPAKTUKYBAaHUIIIHN B TAX JICKAPH € BUJ I'pa’)kKIaHCKa OTTOBOPHOCT. Taszn
3acTpaxoBKa 00aue He BKIIFOUBA BPEIH MPOM3IIC3IIH OT ICHCTBHUSATA Ha JIEKaps B KAYECTBOTO My Ha

TJIaBCH U3CIICAO0BATCII, PCCII. U3CIICAO0BATCII B KIIMHUYHU U3IIUTBAHUA.

B o0nacrra Ha KIMHMYHMTE W3NUTBAHUE, B MPaBOTO Ha EBpomeiickus cbio3 1momodHO
M3HCKBaHE € BbBeJeHO 3a mbpBH 1bT ¢ upektuna 2001/20/EO. [IpensuaenaTa B To31 BTOPUUEH

HU3TOYHUK Ha ITPaBOTO Ha EBpOHefICKI/ISI CBhIO3 3aBJDKUTCIHA 3aCTpaxoBKa JOBEAC 10 3HAYUTCIIHO
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yBeIMYaBaHE Ha Pa3XOAUTe M aJIMUHUCTPATUBHATA TEXKECT IMPH MPOBEXKJaHE HAa KIMHUYHU
W3MUTBAHUA, HO HSIMA JJ0KA3aTeJICTBA, Ye OPOSIT HA CITydyauTe, B KOUTO ca MPUCHACHU 00€31IeTeHUs
3a Bpeau, WK pa3MephbT Ha 00E3IIECTCHUATA CE € YBEIUYMII C BIM3aHETO B CUJIa HA JUPEKTUBATA,
pecr. ¢ HEeHHOTO MMILJIEMEHTHPAHE B HAIIMOHAJHUTE 3aKOHOAATEJICTBA Ha JIbPIKaBUTE-WICHKHU.
Bnocnenceue momo6Ho m3uckBaHe ce cpemia U B wi. 76 ot Permament (EC) Ne 536/2014 na
€BpOICUCKUS TapjJaMeHT W Ha cbBeTa OT 16 ampun 2014 roguHa OTHOCHO KJIMHUYHHTE

M3MUTBAaHMUA Ha JIGKAPCTBEHU MPOIYKTU 3a XyMaHHa ymorpeba, M 3a OoTMsHa Ha JlupekTuBa

2001/20/EQ.

3AK/IIOYEHUE
B 3aknrouenmneTo Ha AUCCPTAIUOHHUS TPYJ C€ PE3IOMUPAT OCHOBHUTEC U3BOAH U PEIYJITATU
OT MU3CJICABAHCTO, a IIPCAJIOKCHUATA de Iege ferenda ca pasnnucaHu KaTO KOHTPETHU TCKCTOBC OT

CbOTBCTHHUSA HOPMATHUBCH aKT.

Crpannna | 23



IV. OCHOBHMU HAYYHMU ITPUHOCHU HA JTUCEPTALHUOHHUS TPY ]

Temara 3a KJIMHUYHUTE UMUTBAHUS HA JICKAPCTBEHU MPOAYKTH, KOATO CJIE] aHIEMUSITA
ot Covid-19 nmpuaobu ocobcHa aKTyaaHOCT, OT €Ha CTpaHa, MMa HKOHOMHYECKa M CTOIAaHCKa
nobaBeHa CTOMHOCT, a OT Apyra — € NPSKO CBbp3aHa C JKUBOTA W 3IPAaBETO Ha T'Pa)KITaHUTE.

N3105xeHOTO 000CHOBaBa U3BOJIA 38 HEMHATA aKTYAJTHOCT U IMCEPTAOMITHOCT.

Hacrosamusar nucepTaiioHeH TPy IPeACTaBIIsABa 3a1bJI00UEHO IOPUANIECKO U3CIIEIBAHE
Ha BBIIPOCUTE 32 KOHTPOJIA BbPXY KIMHUYHUTE W3NUTBAHMS HA JIGKAPCTBEHU MPOIYKTH, YUHUTO

OCHOBHHU HAYYHHU IIPUHOCH Ca:

e JlpocreneHo € HMCTOPHYECKOTO pa3BUTHE Ha  Ha ypendara Ha KOHTPOJIA BBPXY
npoBeXxaaHeTo Ha knuHn4HU m3nuTBanus B CALL| u EBpoma.

e JI3cnenBaHo € pa3BUTHETO Ha 3aKOHOJATENICTBOTO B PenmyOmnuka bearapus B obnactra Ha
KOHTpOJIa BbPXY KJIMHUYHHUTE H3IIUTBAHMUS.

e ll3cnenBaHa e eTUYHATA paMKa 3a IMPOBEXKIAHE HAa KIMHUYHU M3IUTBAHUS, KOSATO CIYXU
3a OCHOBA Ha Bb3HMKHATa HA TI0-KbCEH eTall AbpXKaBHA peryJsanusi.

e (OOocHOBaTa € Te3aTa, Y€ OCHIIECTBABAHETO HA CIEUUATU3UPAH aJMHHUCTPATHBECH
KOHTPOJI 0 OTHOIIEHHE Ha KIMHUYHUTE H3MUTBAHUS HAMUpPA CBOETO IOPHUIUYECKO
OCHOBaHue B pasnopezadara Ha ui. 52, an. 3 ot Koncruryuusra Ha Penyonuka bearapus,
CBITIACHO KOSITO AbpPrKaBaTa 3aKpHJIS 3[paBETO HA IPXJaHNUTE U B Ta3W HA WI. 52, an. 5 ot
Konctutynusra, criopes KoaTo, IbpkKapara OChIIECTBSIBAa KOHTPOJ BbPXY BCUUKH 37paBHU
3aBeJICHNs, KaKTO U BbpPXY MPOU3BOJICTBOTO Ha JIEKAPCTBEHU CPEJNICTBA, OMoNpenapaT 1
MCIUIMHCKA TEXHUKA U BbPXY ThbProBusiTa C TAX.

° AHaJ'II/I3I/IpaHI/I ca BB3MOXHOCTUTC 3a 3aluTa IIpaBaTa Ha Y4YaCTHUIUTE I10
aJIMUHVCTPATUBHOIIPABEH PENl.

° AHaJ'II/I3I/IpaHI/I Ca Bb3MOXHOCTHUTC 3a 3alllWTa IIpaBaTa Ha YUYACTHULUTE 110 I'PaXXJaHCKO
IpaBeH Pel, KaTo € 3aKpereHa Te3ara, 4e MPIIOKHM € OOIIUAT pel Ha pean3upaHe Ha

ACJIMKTHA OTTOBOPHOCT.
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xommiekc — YHCC, C. 2022 1.
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l. GENERAL CHARACTERISTICS OF THE DISSERTATION THESIS
§ 1. Relevance of the study

The clinical trials of medicinal products, the main task of which is to detect or confirm the
clinical, pharmacological and/or other pharmacodynamic effects of one or more investigational,
unlicensed medicinal products and/or to determine adverse drug reactions to one or more medicinal
products and/or to study the absorption, distribution, metabolism and excretion of one or more
investigational medicinal products in order to establish their safety and efficacy, contribute
significantly to the advancement of medical treatment and are a cornerstone in the practice of
evidence-based medicine. However, they undoubtedly represent a high-risk activity, the exercise
of which can result in harm of a different nature, including death. The rights, safety and well-being
of clinical trial participants are paramount and come before the interests of science and society. At
all stages of the trial, obligations and responsibilities of the sponsor, the investigator and the
medical center of the trial are provided, ensuring the protection of the participants of the clinical

trial.

One of the most important mechanisms for implementing the declared protection of the
participants is undoubtedly the state legal control, carried out by the competent authorities, which,
according to the moment of its implementation, is preliminary, current and subsequent. The
activity of conducting clinical trials is subject to specialized administrative control, which finds its

legal basis in the provision of Art. 52, para. 3 of the Constitution of the Republic of Bulgaria.

During the conduct of a clinical trial, different entities take part, which enter into different
legal relationships with each other and each of which has different powers. Clarification of the
rights and obligations of individual entities, and in particular those exercising control powers, will
assist both law enforcement and law enforcement. On the other hand, the considered possibility of
claiming compensation for damages suffered in the course of clinical trials will contribute to

ensuring the protection of the basic human rights to life and health of their participants.

8§ 2. Development of the topic in the legal literature
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The legal regime of control over clinical trials of medicinal products, like a number of other
problems of the legal framework of medicinal regulation, has not been the subject of independent

legal research in our country. This circumstance necessitates that this gap be filled.

It should be noted that in terms of the establishment and development of medical law in
Bulgaria, our legal doctrine owes a lot to Prof. Darina Zinovieva. Her textbook on Medical Law is
the starting point for any legal research in this field. This is due not only to the rich comparative
analysis with the legislation of other countries, but also due to the fact that it contains a
retrospective of the development of the national regulatory framework and reflects the discussions
on specific issues. The lack of scientific research in this area of law is logical given the fact that
the regulation is saturated with medical terminology that is often difficult to understand and with
a higher degree of concretization of specific issues. The peculiarity of the subject of medical law,
which includes issues not only of administrative law, but also of civil law and criminal law, turns
the present dissertation work into an interdisciplinary challenge. Last but not least, clinical trials

of medicinal products are rarely the subject of case law.

Research dedicated to the clinical trials of medicinal products has so far been carried out
much more often in the medical and especially in the pharmaceutical environments. Medical
theory, however, does not aim to, and could not, provide answers to legal questions. Above all, it
focuses on the stages and design of clinical trials, the role and involvement of the pharmacist, the

management of clinical trial processes, etc.

Some of the most significant works in the field of clinical trials are: Zinovieva, D., "Medical
Law", S. 2016; Petrova G., Getov Il. et al., "Social Pharmacy and Pharmaceutical Legislation",
S. 2017; Serbezova A., Madzharov V., Georgiev St., "Regulatory approaches for authorizing
medicines for use"”, S. 2021, Serbezova, A. and Yanakieva, A., "Modern Regulation of Clinical
Trials,” S. 2021.

§ 3. Object and subject of research

The subject of the dissertation research is the public law regime created to guarantee the
life and health of citizens by allowing only safe, effective and quality medicinal products to the
market, which is achieved through the established control over clinical trials of medicinal products.

The subject of the dissertation work includes the following areas: 1) what kind of time control is
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carried out on clinical trials of medicinal products; 2) inspections of clinical trials as a type of legal
control; 3) the audit and monitoring of clinical trials as a special type of non-legal control; 4)

controlling legal relationship and proceedings.
8 4. Purpose and methods of research

The aim of the present scientific research is to answer the questions of what kind of control
is carried out when conducting clinical trials of medicinal products, what are the challenges faced
by the competent authorities carrying out the control activity. This goal is achieved thanks to the
achievements of the administrative law doctrine and the established understanding of the essence

of the control function, which is usually the object of increased interest.

The dissertation follows the historical, comparative, normative, sectoral and systemic
approach. Through the historical method, the emergence and development of the regulatory
framework regulating the conduct of clinical trials and the control powers of state authorities is
traced. The purpose of the comparative approach is to examine the regulation of their regulation
in the legislation of the leading leaders in the pharmaceutical sector - the European Union and the
USA, and to bring out the different views. The normative approach reveals the control powers of
the competent authorities through an analysis of the current regulations. The control activity is
considered as a competence of a competent administrative body. By means of the sectoral legal
approach, the concepts are examined on the basis of their sectoral affiliation and the conclusion is
substantiated that control over clinical trials of medicinal products is a type of specialized

administrative control over economic activity, such as clinical trials.
§ 5. Structure of the research

This dissertation thesis examines in detail the figure of control over clinical trials of
medicinal products. An analysis of a number of issues that the control activity gives rise to and on
which the administrative law theory has not taken a stance until now. The study consists of four
chapters, each of which is divided into separate paragraphs. Some of the paragraphs also have their

own substructure.

The first chapter of the dissertation is entitled “The Nature of Clinical Trials of Medicinal

Products ” and is structured into four separate paragraphs. The first paragraph deals with the legal
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definitions of the terms “medicinal products” and “clinical trials”. The object and function of
clinical trials are indicated. The second paragraph examines and defines the main subjects in
conducting clinical trials. The third is a brief presentation of the stages of clinical trials, which are
tentatively divided into four phases. After clarifying the basic concepts, subjects and phases in
conducting clinical trials, the fourth paragraph examines their emergence and evolutionary

development.

The second chapter of the dissertation is entitled “Historical Development of the Control
of Clinical Trials of Medicinal Products” and is structured in four paragraphs. The first is
dedicated to the ethical regulation of clinical trials. The second paragraph is devoted to the
development of the control of clinical trials in the USA. The historical review begins precisely
with the USA as a pioneer in the state regulation of clinical trials. The third paragraph examines
the regulation of clinical trials in Europe, which arose at a later stage. Gradually, a process of
harmonization of the legislation of the member states of the European Union in the field of drug
regulation begins in Europe. The fourth paragraph is a historical review of the national legal
framework in the field of drug regulation, which begins with the "Temporary Rules for the
Organization of the Medical Administration in Bulgaria" drafted by Dr. Dimitar Mollov from
02.01.1879, which officially introduced the Bulgarian Pharmacopoeia and reaches the current Act

on Medicinal Products in Human Medicine.

The third chapter is entitled “Regulatory framework of the regulation of clinical trials of
medicinal products ” and is structured in six paragraphs. The first examines the legal basis of the
control over clinical trials, defending the thesis that the same is rooted in the provision of Art. 52,
para. 3 of the Constitution of the Republic of Bulgaria, according to which the state protects the
health of citizens. The second paragraph is dedicated to the established authorization regime for
conducting clinical trials. It pays independent attention to the specialized administrative control
over the economic activity of citizens and organizations, the general regulation of which is found
in the Law on Limitation of Administrative Regulation and Administrative Control over Economic
Activity, since the conclusion that the legislation builds control over clinical trials is justified of
medicinal products as a specific manifestation of this more general concept. The third paragraph
concerns the status and powers of the Medicines Executive Agency. The fourth paragraph is

dedicated to the procedure for authorizing the conduct of a clinical trial as a form of preliminary
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control. The fifth considers clinical trial change authorization proceedings as a form of ongoing
control. The sixth paragraph deals with inspections of clinical trials as one of the most important

tools for implementing legal control over the conduct of clinical trials of medicinal products .

The fourth chapter is devoted to “Protecting the rights of participants in clinical trials of
medicinal products” and is structured in four paragraphs. The first paragraph clarifies the terms
“adverse drug reaction” and ‘“serious adverse drug reaction ”. The second paragraph deals with
an administrative legal order to protect the rights of participants in clinical trials. The main focus
is on the obligation to report adverse drug reactions and to prepare annual safety reports. The third
paragraph explores the possibilities of protecting the rights of the participants under civil law. The
thesis is substantiated that the main researcher can be responsible for the claim for compensation
for damages on the basis of Art. 45 of the Law on Obligations and Contracts as the direct cause of
the damage, so is the contracting party on the basis of Art. 49 of the Law on Obligations and
Contracts as the contractor of the work or on the basis of Art. 50 of the Law on Obligations and
Contracts as the owner of the items from which the damages originated. The fourth paragraph is

devoted to the liability insurance regime of the contracting authority and the principal investigator.

In the conclusion of the dissertation, the main conclusions and results of the research are

summarized and a specific proposal de lege ferenda is given.
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I11. ABRIEF DESCRIPTION OF THE CONTENTS OF THE DISSERTATION
THESIS

INTRODUCTION

The introduction of the dissertation thesis substantiates the relevance and necessity of the
analysis of control over clinical trials from the position of administrative legal science. The state
of the legal literature on the given topic is reviewed. The object, subject, goals, tasks and

methodology of the research are determined.
CHAPTERI

The first chapter of the dissertation is entitled “The Nature of Clinical Trials of Medicinal
Products ” and is structured in four sections. The first section examines the legal definitions of
the terms “medicinal products” and “clinical trials”, insofar as they are not of undisputed
importance to the general audience. A distinction is made between the similar concepts “clinical
trial ” and “clinical study”. The object of clinical trials is indicated - medicinal products not
authorized for use or with medicinal products authorized for use when they are tested for an
unauthorized indication, for a medicinal form other than the authorized one, in hitherto unstudied
group of patients or to obtain additional information as well as their function, namely to determine
the relative handful of discoveries that make real advances in therapy out of a legion of false leads
and unverifiable clinical impressions and to delineate in a scientific way the scope and limitations

that accompany the effectiveness of medicines.

The second section examines and defines the main subjects involved in conducting a
clinical trial. Sponsor (Purchaser) is a natural or legal person, institution or organization
responsible for the initiation, management and/or financing of the clinical trial. When planning a
clinical trial, the sponsor should ensure that sufficient data demonstrating safety and efficacy from
non-clinical and/or clinical trials of the product are available to support its human application. A
researcher (executor) is a qualified and experienced medical professional - a doctor or dentist who
has been trained to comply with all the requirements of the protocol, of Good Clinical Practice, of
the regulatory bodies and of the relevant ethics committees. The principal investigator is the
supervisor of the team of co-investigators — any individual member of a clinical research team

appointed and directed by the principal investigator. A contract research organization is a natural
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or legal person or a scientific organization that has entered into a contract with the contracting
authority to perform one or more of the testing-related functions and obligations of the contracting
authority. A participant is a person participating in a clinical trial by receiving a test medicinal
product or included as a control. The conclusion is substantiated that it is terminologically correct
to use the term participant in a clinical trial, instead of volunteer or patient specified in the Rules
of Good Clinical Practice. According to the Bulgarian legislation, a clinical trial can be conducted
in medical facilities for inpatient care, mental health centers, centers for skin-venereal diseases,
complex oncology centers and diagnostic-consultative centers that have received a positive
accreditation assessment for overall activity and for the activities performed in functionally
separated structures of the medical facility related to the clinical trial, according to the Law on

Medical Facilities.

The third section is a summary of the stages of the clinical trials. They are conditionally
divided into 4 phases. The phase | clinical trial is the first application of the biologically active
substance in humans. It is usually carried out with the participation of a small number of
participants in hospital facilities that have the necessary equipment for their implementation. The
trial aims to determine the pharmacokinetics (ie absorption, distribution, metabolism and
excretion) of the study compound, as well as its tolerability. The Phase Il clinical trial represents
the first administration of the biologically active compound in participants with specific
indications. It aims to determine its effectiveness, optimal dose and preliminary safety data.
Several hundred patients are included in this phase. The phase 11 clinical trial aims to investigate
the therapeutic feasibility, i.e. the harmlessness and comparative effectiveness of the product. A
large number (up to several thousand) of Uyastniks take part in this phase. There are many ways
to organize phase Il clinical trials. Typically, regulatory authorities require that they be conducted
comparatively and randomized. Registration of a product usually requires between 10 and 80
separate phase Il clinical trials involving about 3,000 people. The Phase IV clinical trial is
conducted after the product has received marketing authorization. This is the so-called post-
marketing stage. Here, in contrast to phases Il and 111, the long-term use of the product is studied,
tracking the adverse events that may accompany its use. During phase IV, new indications and

dosage regimens of the drug, as well as mechanisms of action of the product, can be studied.
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After clarifying the main concepts, participants and phases in conducting clinical trials, the
fourth section examines their emergence and evolutionary development. This peculiar time walk
begins with the diet of Daniel and his friends described in the Bible, the conclusion of which is
that the consumption of meat and red wine does not improve the physical condition. It goes through
the main postulates of Hippocrates and Avicenna, such as the categorical prohibition to harm the
patient, in clinical trials to use the drug in its natural state, etc., recorded respectively in the Corpus
Hippocraticum and Canon of Medicine. Continued with Abroise Pare's experiment in which the
military doctor successfully replaced oil as the conventional treatment for gunshot wounds with a
" juicing agent made from eggs egg yolks , butter from roses and turpentine ” and the experience
of James Lind, who is believed to be the first physician to conduct a controlled clinical trial in the
modern era by dividing sailors suffering from scurvy into 6 groups and giving each group a
different treatment. It goes as far as recent improvements such as the cross-over clinical trial by
Caleb Parry, the introduction of the placebo by Dr. Justin Flint, who in 1812 conducted the first
clinical trial comparing placebo with active treatment. He treated 13 patients suffering from
rheumatism with an herbal extract that was recommended instead of the then established medicine.
The final step in the evolutionary development of clinical trials is randomization. In 1946 The first
randomized controlled trial of streptomycin in the treatment of pulmonary tuberculosis was

conducted.
CHAPTER I

The second chapter of the dissertation is entitled “Historical development of the control
of clinical trials of medicinal products” and is structured in four sections. The first section is
devoted to the ethical regulation of clinical trials. The ethical framework for the protection of
human subjects originates from the ancient Hippocratic Oath, which defines the primary duty of
the doctor - Primum non nocere! (First of all, it doesn't hurt!). However, this oath has been violated
many times when conducting scientific experiments on humans. All unethical human research has
one thing in common — such experiments are carried out on groups that are today defined as
vulnerable and are currently protected by international documents and national regulations. The
thesis examines the Bilibid prison case in Manila, where 24 people were infected with cholera, the
experiments of Nazi doctors in the concentration camps during World War 11, the "Tuskegee case"

where about 28 patients died of syphilis, while another 100 have lost their lives to other medical
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complications. The dissertation pays attention to some of the most important ethical rules and
codes - the Nuremberg Code, the Declaration of Helsinki, which introduces basic standards in
conducting clinical trials such as informed consent, a ban on running a clinical trial in the event of
a negative benefit/risk assessment, drafting of research protocols, obligation to publish results,
etc., the Belmont Report, the Rules of Good Clinical Practice approved by the International
Conference on Harmonization. It is argued that the strength of the listed documents lies in their
underlying principles, which are a moral compass that transcends procedural rules and revisions.

Moreover, to date, a large part of the ethical rules have been implemented in national legal systems.

The second section is devoted to the historical development of the control of clinical trials
in the USA. The historical review of the regulatory framework begins precisely with the USA as
a pioneer in the state regulation of clinical trials. The first piece of legislation in this area was the
Food and Drug Act of 1906. Also reviewed was the Food, Drug, and Cosmetic Act of 1938, which
required drug sponsors to submit safety data to US Food and Drug Administration (FDA) officials
for evaluation before marketing. Attention is also drawn to the extremely important amendment to
the 1962 Act . as a reaction to the thalidomide tragedy, which prohibits drug testing on humans
before preclinical studies give a reasoned assumption that the drug can be taken by humans safely.
The activities and merits of the FDA are analyzed.

The third section examines the historical development of the control of clinical trials in
Europe, which arose at a later stage. Gradually, a process of harmonization of the legislation of
the member states in the field of drug regulation begins in Europe. Before the adoption of the
European directives regulating the conduct of clinical trials, the existing practice of the Member
States differed significantly as regards the conditions and procedures for the initiation and conduct
of clinical trials and the necessary requirements for their successful conduct. The first steps to
achieve this goal are examined - Directive 65/65/EEC and of the Council of 26.01.1965. to
approximate the provisions established in laws, by-laws or administrative acts related to patented
medicinal products; Directive 75/318/EEC and of the Council of 20.05.1975 for the approximation
of the laws of the Member States in relation to analytical, pharmacotoxicological and clinical
standards and protocols in relation to the testing of patented medicinal products, which aims to
ensure uniform standards and protocols for carrying out tests and clinical trials; Directive
75/319/EEC and of the Council of 20.05.1975 for approximation of the provisions established in
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laws, by-laws or administrative acts related to patented medicinal products and Directive
75/320/EEC and of the Council of 20.05.1975. for the establishment of the Pharmaceutical
Committee, in which all Member States are members and which advises the European Commission
in the field of the medicinal policy of the European Union, until the current Regulation (EU) No.
536/2014 of the European Parliament and of the Council of 16 April is reached 2014 on clinical

trials of medicinal products for human use and repealing Directive 2001/20/EC.

The fourth section is a historical overview of the national legal framework in the field of
drug regulation, which begins with the "Temporary Rules for the Organization of the Medical
Administration in Bulgaria" drafted by Dr. Dimitar Mollov from 01.02.1879, with which the
Bulgarian Pharmacopoeia was officially introduced . State regulation in the period from 1945 is
considered . until 1989 and the role of various institutions having control powers in the considered
period, such as the Medicines Control Department at the Central Pharmaceutical Institute, is
analysed ; State Control Bacteriological Institute; State Institute for Drug Control; National
Institute of Medicinal Products. Attention is also paid to the narrative regulation after 1989. and in
particular the current at the time of writing the Law on Medicinal Products in Human Medicine
[ZLPHM/ and the by-laws adopted in connection with the implementation of the law. The state
regulation of economic activity in the conduct of clinical trials of medicinal products, introduced
in the ZLPHM, corresponds to the general rules laid down in the Law on the Limitation of
Administrative Regulation and Administrative Control over Economic Activity /ZOARAKSD/
and the spirit of the law. The introduction of a permit regime for carrying out individual
transactions or actions is permissible only in a limited number of cases related to an increased risk
to national security or public order in the Republic of Bulgaria or the personal or property rights
of citizens or legal entities (Art. 24, Para. 1 of ZOARAKSD), which undoubtedly represent the

clinical trials of medicinal products.
CHAPTER Il

The third chapter is entitled “Nomative Regulation of the Control of Clinical Trials of

Medicinal Products ” and is structured in six sections .

The first section explores the legal basis of control. The thesis is defended that the

implementation of specialized administrative control in relation to clinical trials can be justified
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by the provision of Art. 52, para. 3 of the Constitution of the Republic of Bulgaria, according to
which the state protects the health of citizens. Next, the legal basis for subjecting the activity of
clinical trials of medicinal products to a specialized administrative regime can be found in Art. 52,
para. 5 of the Constitution. According to the mentioned legal norm, the state exercises control over
all health facilities, as well as over the production of medicines, biological preparations and
medical equipment and over their trade. In order to protect the public interest, we can allow
ourselves a broad interpretation of the mentioned provision and accept clinical trials as a necessary
stage of the production of medicinal products and a mandatory prerequisite for allowing their trade.

In the second section, the country's approved regime for conducting clinical trials of
medicinal products is analysed. According to the applicable regulations, a clinical trial on the
territory of the Republic of Bulgaria may be conducted after obtaining a permit issued under the
conditions and in accordance with Regulation (EU) No. 536/2014 of the European Parliament and
of the Council of April 16, 2014. on clinical trials of medicinal products for human use, and
repealing Directive 2001/20/EC (OJ, L 158/1 of 27 May 2014). Prof. Dimitrov defines the permit
and certification regime as symmetrical normative-regulatory analogues of the license and
registration regime, respectively, established in Law on Restriction of Administrative Regulation
and Administrative Control over Economic Activity. Under the permit regime, discretionary
competence is exercised. The permit has the character of a constitutive, beneficial, individual
administrative act, with external effect, which gives rise to the subjective right to carry out a

relevant transaction or action.

The conclusion is substantiated that the state regulation of economic activity in the conduct
of clinical trials of medicinal products, introduced in the Law on Medicinal Products in Human
Medicine, fully corresponds to the general rules laid down in the Law on Restriction of
Administrative Regulation and Administrative Control over Economic Activity and the spirit of
the law. The introduction of a permit regime for carrying out individual transactions or actions is
permissible only in a limited number of cases related to an increased risk to national security or
public order in the Republic of Bulgaria or the personal or property rights of citizens or legal
entities (Art. 24, Para. 1 of Law on Restriction of Administrative Regulation and Administrative
Control over Economic Activity), which undoubtedly represent the clinical trials of medicinal

products.

Crpanuna | 42



The third section is dedicated to the Medicines Executive Agency. Its status was examined
and the powers of the competent authority, namely the executive director, were analyzed. Given a
number of prepositions de lege ferenda for the improvement of its activity, in particular the control

powers for the executive director.

The fourth section examines the procedure for authorizing the conduct of a clinical trial.
The administrative procedure for issuing a permit to conduct a clinical trial always begins at the
initiative of the interested party, which in this case is the sponsor. According to the rule enshrined
in Article 5 of the Regulation, an absolutely necessary condition for obtaining a permit is the
submission of the application file to the potentially affected Member States through the EU portal.

The thesis that the permitting process is a form of preliminary control is firmly established.

The fifth section of this chapter focuses on the procedure for authorizing changes in the
course of a clinical trial. From the point of view of the classification of control adopted in the
administrative legal theory into preliminary, current and subsequent, relative to the moment in
which the control activity is carried out, we can attribute the authorization for a significant change
of the clinical trial to the typical forms of current control. The conclusion reached by analyzing
this proceeding is that the legislator, guided by the protection of participants in clinical trials and
their safety, has established a heavy permit regime for changes in a clinical trial, which in some

cases closely resembles the permit proceeding of a clinical trial.

The sixth section explores clinical trial inspections as a form of legal control. According
to the legal definition given in the Regulation, "inspection” means an action by a competent
authority to carry out a formal review of documents, facilities, records and quality assurance
systems, as well as any other resources that the competent authority considers to be relevant to the
clinical trial and which may be located at the clinical trial site, on the premises of the sponsor
and/or subcontractor research organization, or in other facilities that the competent authority deems
necessary to inspect. Inspection in the context of clinical trials may cover good manufacturing
practice in relation to the manufacture of investigational medicinal products or good clinical
practice in relation to the conduct of clinical trials. Depending on the object of the control activity,
different normative acts are applicable. When the inspection covers good manufacturing practices
in relation to the production of tested medicinal products Commission Delegated Regulation (EU)
2017/1569 of 23 May 2017 supplementing Regulation (EU) No. 536/2014 of the European
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Parliament and of the Council by laying down principles and guidelines for good manufacturing
practice for investigational medicinal products for human use and for inspection regulations, and
when focused on good clinical practice - Regulation for implementation (EU) 2017/556 of the
Commission of 24 March 2017 concerning detailed provisions for the inspection procedures of
good clinical practice in accordance with Regulation (EU) No. 536/2014 of the European

Parliament and of the Council.

Member States shall appoint inspectors to carry out inspections to monitor compliance with
the provisions of the Regulation. Member States shall ensure that these inspectors are able to
ensure in practice the effectiveness of the provisions on good clinical practice. This objective
should be reflected in the minimum qualification requirements for inspectors, in particular with

regard to their education and training.

Detailed requirements regarding inspectors are listed in the above regulations. Inspectors
should have a university degree or equivalent experience in medicine, pharmacy, pharmacology,
toxicology or other fields related to the principles of good clinical practice. They must have
received appropriate training including participation in inspections. Next, inspectors should be
familiar with the principles and processes that apply to drug development and clinical research,
the procedures and technical methods for recording and managing clinical data, and the
organization and regulation of healthcare systems. in the relevant Member States and, if necessary,
in third countries. They must be able to assess the degree of risk to the safety of the clinical trial
participants as well as the integrity of the data and be familiar with the applicable rules regarding
confidentiality and protection of personal data. Control over clinical trials conducted in the
Republic of Bulgaria is carried out by the state inspectors of the Medicines Executive Agency, as
well as by the officials of the member states of the European Union, and determined by the

European Medicines Agency and its scientific committees.

The Regulations also contain requirements for the impartiality of inspectors. Inspectors are
independent from any influence that could affect their impartiality or their decisions. Each
inspector prepares an annual declaration of his financial interests and other relationships with the
parties that may be subject to inspection. This declaration is taken into account when an inspector

is assigned a specific inspection task.
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Inspectors have the right to inspect clinical trial sites, documents, facilities, files, including
individual medical records, quality agreements, data and other resources, as well as subjects
deemed by the competent authority to be related to the clinical trial. When carrying out an
inspection, inspectors have the right of access to the premises, other related premises and to the
data, including individual medical files. Inspectors have the right to make copies of records, paper
copies, printouts of electronic records and photographs of premises and equipment; require from
any representative or member of staff of the inspected entity and from any party involved in the
clinical trial, explanations regarding the subject matter and purpose of the inspection and record
the answers given; to come into direct contact with trial participants, in particular in case of
reasonable suspicion that they have not been adequately informed about their participation in the

clinical trial.

A specific feature of clinical trial control is the provision of various forms of non-judicial
control. First of all, such is the monitoring of clinical trials. Monitoring of the conduct of a clinical
trial should be carried out appropriately by the sponsor to ensure the reliability and sustainability
of the results. Monitoring should contribute to the safety of the participants, taking into account
the characteristics of the clinical trial and respecting the fundamental rights of the participants.
Monitoring of clinical trials is compliance with the execution of the clinical trial according to the
latest version of the protocol approved by the regulator and the relevant ethics committee.
According to the rule laid down in Art. 48 of the Regulation, the degree and nature of monitoring
is determined by the sponsor based on an assessment that takes into account all the characteristics
of the clinical trial, including whether the clinical trial is a low-intervention clinical trial ; the
purpose and methodology of the clinical trial; the degree of deviation of the intervention from

normal clinical practice.

Another form of non-legal control for the so-called clinical trial audits. In practice, the
Regulation does not provide any rights regarding the conduct of audits, but only an imputed
obligation of the sponsor to sign a declaration confirming that the researchers and institutions
participating in the clinical trial allow monitoring, audits and regulatory inspections related to the
clinical trial, including providing direct access to source data and documents. However, conducting
audits is extremely important to ensure high quality in all aspects of planning, conducting and

documenting clinical trials. Audits may be undertaken during the conduct of the clinical trial and/or
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at its conclusion. Primary responsibility for quality assurance and conducting audits rests with the
sponsor. The purpose of these quality management procedures is to ensure that the rights, safety

and well-being of trial participants are protected, and that the results of clinical trials are credible
CHAPTER IV

The fourth chapter is entitled “Protecting the rights of participants in clinical trials of

medicinal products” and is structured in four sections.

The first section is dedicated to clarifying the meaning of the terms adverse drug reaction
and serious adverse drug reaction. The definition of an adverse drug reaction is specified in
Appendix No. 1 to Art. 1, para. 1 of Ordinance No. 31 of August 12, 2007 to define the rules of
good clinical practice. According to item 1.1 “Adverse drug reaction is any unwanted and
unanticipated response to the tested medicinal product, regardless of the administered dose. The
expression used "response to a medicinal product" leads to the conclusion that a causal
relationship between the medicinal product and the adverse reaction is at least a reasonable
possibility, i.e. is. the link cannot be rejected ”. Ordinance No. 31 also gives a legal definition to
the concept of a serious adverse drug reaction. According to the definition laid down in item 1.47
“Serious adverse drug reaction is any adverse health effect that has resulted in death, imminent
danger to life, hospitalization or prolonged hospitalization, significant or permanent disability,

disability, or congenital anomalies .

The second section is devoted to the administrative procedure for the protection of the
rights of participants in clinical trials. The obligations of the investigators and the sponsor to report
adverse drug reactions and serious adverse drug reactions, as well as to prepare and submit to the
European Medicines Agency an annual report regarding safety on everyone expe-rienced

medicinal product.

The third section examines the civil law procedure for protecting the rights of the
participants, by claiming compensation for the damages suffered in the course of clinical trials.
The legal basis for realization of liability for damages from clinical trials is analyzed. The thesis
is supported that according to the applicable legal regulations in the Republic of Bulgaria, the civil
liability of the medical specialist is regulated by the so-called general regime of civil liability. In

principle, in Bulgarian law, civil liability is of two types - contractual and tortious. In both types,
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compensation is sought for the health damage to the cause of the damage. With the exception of
some cases of implant placement by dentists, where the liability is qualified as contractual, the
doctrine and judicial practice in our country is categorical that doctors and medical facilities should
be liable on a tort basis. To the extent that the clinical trials are carried out under the supervision
of a doctor or dentist with a recognized medical specialty in the relevant field, who is familiar with
the available preclinical and/or clinical data on the product and the risks and procedures of the
study, according to the provision of Art. 86, para. 2 of the Law on Medicinal Products in Human
Medicine, everything stated above regarding the type of liability for damages in the performance
of medical activity also applies to liability for damages incurred during clinical testing of a
medicinal product. Next, the entities responsible for the claim for compensation for damages from
clinical trials of medicinal products are indicated. Law on Medicinal Products in Human Medicine
specifically regulates the responsibility of medical specialists in the conduct of clinical trials.
According to Art. 92, the sponsor is liable in case of health damage or death caused during or in
connection with the conduct of the clinical trial, when the trial was conducted according to the
requirements and procedures of the approved protocol. Al. 2 specifies that the principal
investigator is liable in the event of health damage or death caused during or on the occasion of
the conduct of the clinical trial, when the requirements and procedures of the approved protocol
are not followed. The distinction made by the mentioned provision is based on the circumstance
whether, when performing the relevant intervention, the requirements and procedures described in
the protocol approved by the Ethical Commission for Clinical Trials were followed or not. In the
first case, compensation can be requested from the contracting authority, and in the second, from
the principal investigator. The rule enshrined in Art. 92 of the Law on Medicinal Products in
Human Medicine undoubtedly makes it easier for participants in clinical trials to orient themselves
to whom to direct their claim for damages, but | consider that even if this special provision of the
law did not exist, the responsibility of the sponsor and the principal investigator could have been
differentiated on the basis of the general rules of tort (art. 45 - art. 54 of the Law on Obligations
and Contracts). In the event that the principal investigator culpably fails to comply with the
protocol and, as a result, damages arise for a participant in the clinical trial, the latter will be able
to engage his liability on the basis of the general rule of Art. 45 of the Law on Obligations and
Contracts. Ignorance is the form of guilt. When the principal investigator fully follows the

scheduled protocol, resp. does not show guilt, the responsibility should be sought from the
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contracting authority on the basis of Art. 50 of the Law on Obligations and Contracts, in his
capacity as the owner of the items - the tested medicinal products. It should be noted that according
to the constant practice of the Supreme Court, the damages under Art. 50 of the Law on Obligations
and Contracts must not have occurred as a consequence of culpable human behavior, but from the
thing itself - due to its properties, defects, etc. n. Otherwise, liability will be based, for example,
on Art. 45 of the Law on Obligations and Contracts and the person whose behavior caused damage
to the other through the object will be responsible, not the persons under Art. 50 Law on
Obligations and Contracts. When there is no culpable person who used the thing in such a way that
his behavior caused damage with the help of the thing, then the owner and the person who
exercised supervision will now be jointly and severally liable. Therefore, the responsibility under
Art. 50 has a subsidiary character - it will be present when there is no fault and no answer is given
under Art. 45 of the Law on Obligations and Contracts.

The fourth section examines the screening regime for conducting clinical trials. It is noted
that the provision of Art. 189 of the Law on Health requires mandatory professional liability
insurance for persons practicing the medical profession for damages that may occur as a result of
culpable failure to fulfill their professional duties. The professional liability of medical
establishments and doctors practicing in them is a type of civil liability. However, this insurance
does not include damages arising from the actions of the doctor in his capacity as the principal

investigator, resp. clinical trial investigator.

In the field of clinical trials, in the law of the European Union, a similar requirement was
introduced for the first time with Directive 2001/20/EC. The compulsory insurance provided for
in this secondary source of European Union law has led to a significant increase in the costs and
administrative burden of conducting clinical trials, but there is no evidence that the number of
cases in which compensation has been awarded or the amount of compensation has increased.
increased with the entry into force of the directive, resp. with its implementation in the national
legislations of the member states. Subsequently, a similar requirement is also found in Art. 76 of
Regulation (EU) No. 536/2014 of the European Parliament and of the Council of April 16, 2014

on clinical trials of medicinal products for human use and repealing Directive 2001/20/EC.
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CONCLUSION

In the conclusion of the dissertation work, the main conclusions and results of the research
are summarized, and the propositions de lege ferenda are listed as counter texts of the relevant

normative act.
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IV.  MAIN SCIENTIFIC CONTRIBUTIONS OF THE DISSERTATION THESIS

The subject of clinical trials of medicinal products, which after the Covid-19 pandemic has
gained special relevance, on the one hand, has economic and economic added value, and on the
other hand, is directly related to the life and health of citizens. The above justifies the conclusions
about its relevance and dissertability.

This dissertation is an in-depth legal study of the issues of control over clinical trials of

medicinal products, whose main scientific contributions are:

e The historical development of the regulation of control over the conduct of clinical trials
in the USA and Europe has been traced.

e The development of legislation in the Republic of Bulgaria in the field of control over
clinical trials has been studied.

e The ethical framework for conducting clinical trials, which served as the basis for the state

regulation that arose at a later stage, was investigated.

e The rationale is the thesis that the implementation of specialized administrative control in
relation to clinical trials finds its legal basis in the provision of Art. 52, para. 3 of the
Constitution of the Republic of Bulgaria, according to which the state protects the health
of citizens and in that of Art. 52, para. 5 of the Constitution, according to which the state
exercises control over all health facilities, as well as over the production of medicines,
biological preparations and medical equipment and over their trade.

e The possibilities for protecting the rights of the participants under administrative law have
been analyzed.

e The possibilities for protecting the rights of the participants under the civil legal order have
been analyzed, and the thesis that the general order of realization of tort liability is

applicable is confirmed.
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