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1. OB BENEXKU

HasHauyeHa CbM 3a YfieH Ha Hay4YHOTO XXypu cbC 3anoBeq Ne
3487/26.11.2024 r. Ha Pektopa Ha YHCC. Ha nbpBO 3acegaHue Ha

Hay4YHOTO >Kypu CbM U3bpaHa 3a peLeH3eHT Ha aucepTaLMoHHUS Tpya.

[loktopaHTbT Pagocnas iBaHOB € 3aBbplumnn npaso npes 2015r. B OO
Ha CY . Vma gBe cneggmnnomMHm cneymanmnsaunm, CBbp3aHun ¢
NpaBHOTO perynupaHe Ha 3gpaBeonasBaHeTo. AgsokaT e ot 2016r oo
cera. OT 2022 e XOHOpYBaH aCUCTEHT MO agMUHUCTPATUBHO NpaBo B
KO® Ha YHCC po cera.

[Mpe3 2021r. e 3a4McrieH KaToO OOKTOPAHT B pefoBHa opma Ha
obyyeHune B kategpata no NybnuyHonpasHn Haykn B K0P Ha YHCC.
Papnocnas MiBaHOB oTroBaps Ha MUHUManNHUTE HaUMOHaNHN U3NCKBaHUSA
no un. 26, an. 2 n 3 ot 3PACPB, koeTo e oTpaseHo 1 B NpoTokos Ne
87/24r oT NbpBOTO 3acedaHne Ha Hay4YHOTO XypuU. ABTOP € Ha YeTnpu
cTaTum, KOUTO UMAT Bpb3Ka C Temarta Ha Tpyga. AsTopedepatsbT

oTpa3daBa KOPEKTHO CbAbpPXaHNEeTO Ha AncepTtaundatra n rnpmHocuTe.

2. AHANN3 N TIPUHOCK HA ONCEPTAUNOHHUA TPY[

[MpencraBeHNAT gucepTaunoHEH Tpya € ¢ MHoro gobpa cuctematmnyHa
CTpyKTypa. CbabpXXaHNETO € pasnpeneneHo B YeTUpK rnasu 1
3aknoyeHue. Besaka rmaBa cbabpka oTaenHu naparpadu, Koeto
pasrpblia B 4eTaufTHOCT Hay4YHOTO n3cneaBaHe.

AKTyanHocTTa Ha Tpyaa € 6e3cnopHa, Tbih KaTo B NpaBHaTa AOKTPUHA
nurncea eQMHHO USANIOCTHO M3cnedBaHe no tasv tema. B cbLoTO Bpeme

aKTyaliHOCTTa € o6ycn0|3eHa n OoT counasniHo-MKOHOMHN4YeCKnUTe yCrioBuA,



NPU KOUTO KITMHUYHUTE U3NUTBAHUS Ha HOBU NIEKApPCTBEHU NPOAYKTU €
BCE MO-MHTEH3MBHA OENHOCT. ToBa N3MCKBA KOHTPONBLT BbPXY TSX Aa €
HaBpPEMEHEH N 3aKOHOCBHObpa3eH. 3akoHOo4aTeNCTBOTO NMa peanua
HECBHBBLPLUEHCTBA, KOUTO CreaBa Aa ce npeoaonisiBaT Ypes aHanmsa Ha
Kasynctmkata u onTumMm3npaHe Ha npasHaTa perynagusi.

[MbpBaTa rmaea Ha aucepTtaumata ,,CbLHOCT Ha KIMMHUYHUTE
N3NUTBaAHNA Ha NeKapCTBEHU NPOAYKTN® NpeacTaBngBa OCHOBa H Tpyada,
B KOAITO Ce NOSICHABAT BLNPOCKU, CBbP3aHM C OCHOBHUTE NOHATUSA, KaTo
Hanp. neranHuTe geUHNLMN Ha ,JIEKAPCTBEHN NPOAYKTU" U ,,KIMNHUYHU
n3nuTBaHnA®. AHannampart ce cybekTuTe n oCobeHoCTUTEe, CBbpP3aHu C
TAX, KOUTO yyYacTBaT Npu NpoBeEXAaHe Ha KITMHUYHU U3MUTBaHUS.
[MosicHaBaT ce YeTupuTe eTana, KouTO creaBa ga cbabpka eaHo
LSANTOCTHO KITMHMYHO NpoyYBaHe Ha fiekapcTaa.

ABTOPBT NpaBu 1 PETPOCNEKTUBEH aHanNu3, pasrnexgankn
Bb3HUKBAHETO N Pa3BUTUETO HA KNUHUYHUTE U3NUTBAHUS a NekapcTea B
nctopusita Ha papmaueBsTukaTa. B Tasm rmasa Pagocnas ViBaHoB
NMCTPUpPa aHanmsa cM C MHOXECTBO NPUMeEPU OT UCTOPUSATa Ha
KNMUHUYHUTE U3NUTBaHUS, KOETO NOKa3Ba MHTepeca My KbM TemaTa U

BHMKBaAHETO B AeTaunuTte Ha Ka3yncTtukarTa.

BtopaTta rnaea Ha auceptauusta ,ictopuyecko pasBmMTue Ha KOHTpona
BbPXY KNMMHUYHUTE U3NUTBAHWUS HA NEKapPCTBEHN NPOAYKTU Cbabpka
aHanu3 Ha pasBUTMETO Ha Haa3opHaTa AEVHOCT Ny NPOoBeXaaHe Ha
KMMHUYHO M3NUTBaHe. AKLUEHTMPaHO € BbpXy eTUKaTa U HelHuUTe
NPOSIBNEHNs NpY U3BBbPLLBAHE Ha NpoyyYBaHeTo. HanpaseH e
CpaBHUTENEH aHanNM3 Ha PasBUTMETO Ha KOHTPOSa BbPXY KMUHUYHUTE
nanuteanus B CALL, c ornea Ha reHeanca UM MMEHHO B Tasu AbpkaBsa.

MpuHOCEH XxapakTep MMaT aHanMa3a Ha crneuuannampaHns KOHTPon Ha



FDA. lNocnepoBaTtenHo aBTopbT pasrnexaa n passuTueTo B
AbpXKaBUTE-YNEeHKN Ha EBponenckus cbtos, KaTo CUCTEMATUYHO
aHanuanpa ocHoBHUTE aupekTnen Ha EC. Hakpas aBTopbT aHanmsmnpa
pa3sutneTo B bbnrapus. MNpuHoceH xapaktep MmaT n3BoguMTe OTHOCHO
npunaraHeTo Ha eTUYHUTE NpaBuna OT MeXAyHapOaHM akTOBE KaTo
Hanp. HiopHBeprckua kogekce; [eknapaunara oT Xen3uHku,
KoHBeHUMATa 3a NpaBaTta Ha 4YoBeka n buomeguumHata. MI3aBoabT Ha
aBTOpa OTHOCHO NMpaBHaTa UM POSist KaTO NPUHLMMN, Bb3 OCHOBA Ha
KOUTO Ce mnarpaxkgart npaBHUTE HOpMU, nogkpensme. Npun aHanmsa Ha
KOHTpona B bbnrapus, aBTopbT BKtOYBa 1 Npobrema OTHOCHO
AbPXKaBHOTO perynmpaHe Ha cTonaHckaTa 4eVHOCT Npu npoBexaaHe Ha
KNMUHWYHUTE M3NUTBAHUS Ha NeKapCcTBEHM NpoayKkTu. 3a uenrta Ton
nacnegsa cboreTcTBMeTo Ha 3J1NXM cbc 3akoHa 3a orpaHn4yaBaHe Ha
aAMWHUCTPATUBHOTO perynmpaHe n agMMHUCTPATUBHUA KOHTPOI BbpXY
ctonaHckaTta genHoct /BOAPAKC[/. NonoxuntenHo cneasa ga ce oueHn
TO31 NOAXOA, KaKTO 1 n3Boda 3a CbOTBETCTBMETO Ha CreumnanHns 3akoH

CnpAmMo U3NCKBaAHUATA Ha obLwusa n aprymeHTuTe 3a ToBa.

B TpeTaTa rmaBa ,HopmaTtuBHa ypenba Ha KOHTpona BbpXy KIUHUYHUTE
N3NUTBaHNA Ha NekapcTBeHu npoaykTn“ Pagocnas MBaHOB nscneasa
npunaraHeTo Ha 3aKOHO4ATESNICTBOTO, KOETO BbBEXAa paspeLlunTeneH
PEeXMM 3a NPoBEXAaHe Ha KITMHUYHU U3NUTBaHus. B Ta3n Bpb3ka Ton
OTHOBO Ce (OoKycupa Bbpxy Taka Hap. creumnanmampaH
aAMWUHUCTPATUBEH KOHTPOS BbpXy CTONAHCKaTa AENHOCT Ha rpaXkaaHuTe
N opraHM3aunmnTe 1 npunaraHeTo Ha 3akoHa 3a orpaHuyaBaHe Ha
aAMWUHUCTPATUBHOTO perynmpaHe n agMMHUCTPATUBHUA KOHTPOST BbPXY
cTonaHckaTa genHocT. Tyk, obade, akUeHTHT Ha aBTopa € BbpXy
npeaBapuUTEenHUS KOHTPOS, KOUTO Ce peanuanpa yYpes paspeLlumTenHus

aKT.



[MonoxuntenHo TpsibBa Aa ce OUeHU aHanu3a Ha BUOOBETE KOHTPOSTHN
NPaBHN PEXUMMU- PETUCTPALMOHHN U pa3peLunTerniHA U N3BOAUTE 3a
NpaBHUTE 0COBEHOCTU Ha paspeLLUNTESTHUSA PEXNM NpKU NpoBeXaaHe Ha
KITUHUYHW U3NUTBAHMUA.

B Tasn yacTt aBTOpbT aHanM3npa CbLlO U OCHOBHUAT agMUHUCTPATUBEH
opraH, n3BbpLUBaLL cneunannampaH KOHTpPos- M3nbfHUTENHa areHuus
no nekapcrteara. [pegoxeHusta de lege ferenda 3a ycbBbpLleHCTaBa
Ha genHoctTa Ha VAJl ca ymecTHn. AOMUHUCTPATMBHOTO NPOM3BOACTBO
3a u3gaBaHe Ha paspeLunTenHUS akT U NPon3BOACTBOTO 3a
N3MEHEHMETO MY CbLLO CTPYKTYPHO e fobpe cuTyupaH B Ta3u 4acrT.
MonoxuntenHo cneasa ga ce oueHn n3soda Ha Pagocnas VBaHoOB 3a
N3MULLHO YTEXHsIBAHE Ha NPON3BOACTBOTO 3a NPOMEHN B
paspeLLunTesTHNA akT NPU KNMHUYHO N3NUTBaHE N apryMeHTUTe My 3a
TO3u n3BoA. B Tasm rnaea nHTepec npeacraBnsaBa aHanmMsa Ha NpaBHUS
CTaTyT M NPaBOMOLLNS Ha MHCMEKTOPUTE N aHanMs3a Ha npasHaTa UM
perynaumsa Ha EC. Cbwo nHTepec npeactasnsasa naesaTta Ha aBTopa ga
pasrnega ,Helopuandeckna“ KOHTpon, kaTo ob6Bbp3Ba NpMHOCUTE My 3a

peann3npaHe N3aNCKBaHeTo 3a 6e3onacHoOCT Ha rpaxxgaHuTe.

B nocnegHata YeTtBbpTaTa rnasa ,3allutarta Ha npaBaTa Ha
YyYaCTHULUMTE B KNUHUYHUTE U3MUTBAHUSA Ha JIEKAapCTBEHM NPOAYKTU"
Papgocnas ViBaHOB aHanusupa npaBHaTa CbLUHOCT HA ,HexernaHa
nekapcTBEHa peakumsa“ n ,cepmosHa HexernaHa fiekapcTBeHa peakums”,
KaTO OCHOBaHWS 3a NpaBHa 3aluuTa Ha nauymeHTuTte. [etansHo Toun
nacrnensa agMMHUCTPATUBHO-NPaBHMA pej 3a 3almMTa Ha npaBaTa Ha
YYaCTHUUMTE B KNUHUYHN U3NUTBAHNSA, KaKTO U 3a4b/PKeHNATa 3a
AoKragBaHe Ha HeXenaHu NekapCcTBEHU peakuum OT CyDekTuTe, KouTo
N3BbPLUBAT KIMNHUYHOTO N3NUTBaHE. ABTOPBT NpaBu MHOro Aoobp

aHalin3 Ha 3aluTaTa Ha npasaTa Ha y4acTHuUuuTe o



rpaxkgaHckonpaseH pea. [NonoxuTenHo crnensa aa ce oueHW Tesara,
Ye OTroBOPHM MO NpeasiBeHns UCK 3a obesleTeHne 3a Bpeau morart aa
ObaaT KakTo rmaBHUA U3cnegoBaTesn Ha ocHoBaHWe Yn. 45 ot 3akoHa 3a
3agbimkeHusiTa n gorosopute /33[/ kaTo Npsik NpUYNHATEN Ha BpeaaTa,
Taka e Bb3oXX1UTens Ha ocHoBaHme un. 49 ot 33[] kaTo Bb3NOXUTEN Ha
paboTtaTa nnu Ha ocHoBaHue 4n. 50 ot 33[] kato COBCTBEHUK Ha
BeELLUUTE, OT KOUTO Ca NPoun3nesnu BpeauTe.

ABTOpPbBT 3aBbpLLBA M3CeABaHETO CU, kKaTo ob6ocobsaBa B oTaeneHa
4yacT, NPaBHUA PEXMM Ha 3acTpaxOBaHETO Ha OTrOBOPHOCTTA Ha
Bb3NoXutensa u rnaBHus nacnegosaren. C orneq Ha To3u cneumdunyeH
MHCTUTYT B NPOM3BOACTBATA MO KIIMHWYHO U3NUTBaHE Ha NekapcTBa,
3acnyxasaTt NofioXknTenHa oueHka n3BoauTe Ha aBTopa, KOUTo umart
NPUHOCEH XapakTep.

B 3akntoyeHneTo Ha gucepTaumMoHHNA TPpya ce pe3toMmpaT OCHOBHUTE

N3BOAOUN N pe3ynTaTn OT n3cneaBaHeTO.

3. KputunyHm 6enexku:

Mo OTHOLLEHNE Ha eTUYHUTE NpaBura aBTOPbT MOXe Aa 3a4bnooun
n3cnenBaHusita cM OTHOCHO MPUIOXMMOCTTa Ha eTUYHUTE KOAEKCU Npu
BbTPELUHOCHCIOBHMSA KOHTPOM. BbNpochT e akTyaneH, ¢ ornea
npeaABUAEeHUTE HakasaHus, HanaraHy OT CbCrioBHaTa opraHu3aUuns u
HesicHoTaTa OTHOCHO NPaBHMS UM XapakTep.

MNpenopbyBaM aBTOpPbLT Aa U3gaae AucepTauusaTa cu, ¢ KoeTo Lie
[IONpUHEecCe 3a Hay4yHaTa 1 NpunoXHaTa nuTepaTtypa BbB BCe MNo-
pasBMBaLlaTa ce cneuuanHa 4yacTt Ha aMUHUCTPaATUBHOTO NPaBo-

NpaBHO perynvpaHe Ha 3gpaBeona3BaHeTo.



O600LLUeHO, cunTam, Ye TPyabT MMa BUCOKA HAay4YHO-MPUITOXKHA
CTOMHOCT. ABTOPBT NoKa3Ba 3aablbo4YeHn NO3HaAHMA KakTo B
cneunanHaTta TemaTuka, Taka U B adMUHUCTpaTUBHOMNPaBHaTa MaTepusi.
BnevyatnasaTt getannHocTTa U AbndoymnHaTa, B Konto Pagocnas /BaHOB

e uscneasan Temarta Ha Tpyaa.

3AKITKOYEHUE:

C orneg n3noXeHoTo No-rope U 3aKkOHOBUTE U3NCKBAHWUS, JaBaM CBOSITA
NONOXWUTErIHa OLleHKa W npenopbyBaM Ha HAy4YHOTO XypW Aa rnacysa
MNONOXUTENHO 3a NPUCHXOAHE Ha Hay4YHaTa CTeneH ,JoKTop” Ha
Papocnas UBaHoB UBaHOB no npocgecuoHanHo HanpasneHue 3.6.
MNMpaBo, Hay4Ha cneynanHocT ,,AGMUHUCTPATUBHO NPaBo U

agMUHUCTpaTUBEH npouec*

HekemBpun 2024r. npod. a-p JapuHa 3nHoBnesa
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1. GENERAL NOTES

| have been appointed as a member of the Scientific Jury by Order No.
3487/26.11.2024 of the Rector of UNWE. At the first meeting of the

scientific jury | was selected as a reviewer of the dissertation.



The PhD student Radoslav Ivanov graduated in law in 2015 at the
Faculty of Law of Sofia University. There are two postgraduate
specializations related to the legal regulation of healthcare. He has been
attorney at law since 2016 until now.

Since 2022 he has been an Assistant Professor of Administrative Law at

the University of National and World Economy until now.

In 2021 he was enrolled as a full-time doctoral student in the Department
of Public Law at the University of National and World Economy.
Radoslav Ivanov meets the minimum national requirements under Article
2b(2) and (3) of the ZRASRB, which is also content in  Protocol No
87/24d of the first meeting of the scientific jury. He is the author of four
articles related to the topic of work. The autoreferate correctly reflects

the content of the dissertation and the contributions.

2. ANALYSIS AND CONTRIBUTIONS OF DISPERTATIONAL
LABOUR

The dissertation presented has a very good systematic structure. The
content is divided into four chapters and a conclusion. Each chapter
contains separate paragraphs, which expands scientific research in
detail.

The timeliness of the work is indisputable, as the legal doctrine lacks a
single comprehensive study on this topic. At the same time, relevance is
also conditioned by the socio-economic conditions under which clinical
trials on new medicinal products are an increasingly intensive activity.

This requires their control to be timely and lawful. Legislation has a



number of imperfections that should be overcome through the analysis of
casuistics and the optimization of legal retaliation.

The first chapter of the dissertation ‘Essence of clinical trials on
medicinal products’ is a basis of work that clarifies issues related to basic
concepts, such as the legal definitions of ‘medicinal products’ and
‘clinical trials’. Subjects and their specificities involved in conducting
clinical trials are analyzed. It clarifies the four stages that a
comprehensive clinical trial of medicines should contain.

The author also makes a retrospective analysis, looking at the
emergence and development of clinical trials and drugs in the history of
pharmaceuticals. In this chapter Radoslav Ivanov illustrates his analysis
with numerous examples from the history of clinical trials, which shows

his interest in the topic and insight into the details of case studies.

The second chapter of the dissertation ‘Historical development of control
over clinical trials of medicinal products’ contains an analysis of the
development of the supervisory activity of conducting a clinical trial.
Emphasis is placed on ethics and its manifestations when carrying out
the study. A comparative analysis is made of the development of control
over clinical trials in the United States, in view of their genesis in this
country. An analysis of the FDA's specialized controls is of a beneficial
nature. Consistently, the author examines the developments in the
Member States of the European Union by systematically analyzing the
main EU directives. Finally, the author analyzes the developments in
Bulgaria. Conclusions on the application of ethical rules from
international instruments such as the Nuremberg Code are of a
beneficial nature; Helsinki Declaration, Convention on Human Rights and

Biomedicine. We support the author's conclusion regarding their legal



role as principles on the basis of which legal norms are built. In the
analysis of control in Bulgaria, the author also includes the problem of
state regulation of economic activity in the conduct of clinical trials of
medicinal products. To this end, it examines the compliance of the
ZLPHM with the Law on Restriction of Administrative Regulation and
Administrative Control of Economic Activity (ZOARAKSD). This approach
should be assessed positively, as well as the conclusion of the
compliance of the special law with the requirements of the general law

and the arguments for this.

In the third chapter, ‘Legal framework for the control of clinical trials on
medicinal products’, Radoslav Ivanov examines the application of the
legislation that introduces an authorisation regime for conducting clinical
trials. In this regard, he again focused on the so-called specialized
administrative control over the economic activity of citizens and
organizations and the implementation of the Law on Restriction of
Administrative Regulation and Administrative Control over Economic
Activity. Here, however, the author's emphasis is on the preliminary
control, which is realized through the permit act.

The analysis of the types of control legal regimes - registration and
authorisations and the conclusions on the legal specifics of the
authorisation regime when conducting clinical trials should be positively
assessed.

In this part, the author also analyzes the main administrative body
performing specialized control - the Drugs Executive Agency. The de
lege ferenda proposals for improving the activities of the DEA are
appropriate. The administrative procedure for issuing the permit and the
procedure for amending it are also structurally well-situated in this part.

Radoslav Ivanov'srank should also be positively assessed for



unnecessarily burdensome production for changes in the authorisation
act in a clinical trial and his arguments for this conclusion. In this
chapter, an analysis of the legal status and powers of inspectors and an
analysis of their EU legal regulation is of interest. Also of interest is the
idea of the author to consider "non-legal” control, linking his contributions

to the realization of the requirement for the safety of citizens.

In the last Chapter 4 “Protection of the rights of participants in clinical
trials of medicinal products”, Radoslav lvanov analyses the legal nature
of “adverse drug reaction” and “serious adverse drug reaction” as
grounds for legal protection of patients. It examines in detail the
administrative and legal order for the protection of the rights of
participants in clinical trials, as well as the obligations for reporting
adverse drug reactions by the subjects who conduct the clinical trial. The
author makes a very good analysis of the protection of the rights of
participants under civil law. It should be positively assessed that both the
principal investigator on the basis of Article 45 of the Obligations and
Contracts Act (ZZD) as the direct cause of the damage can be
responsible for the claim for damages, and the contracting authority on
the basis of Article 49 of the ZZD as the assignor of the work or on the
basis of Article 50 of the ZZD as the owner of the items from which the
damage arose.

The author completes his research by separating in a separate part the
legal regime of insurance under the responsibility of the contracting
authority and the principal investigator. In view of this specific institute in
clinical drug trial proceedings, the author’s conclusions, which are of a
significant nature, merit a positive assessment.

The conclusion of the dissertation summarizes the main conclusions and

results of the study.



3. Critical remarks:

With regard to ethical rules, the author can deepen his research on the
applicability of codes of ethics in internal control. The question is relevant
in view of the penalties imposed by the professional association and the
uncertainty as to their legal nature.

| recommend the author to publish his dissertation, which will contribute
to the scientific and applied literature in the increasingly developing

special part of administrative law - legal regulation of healthcare.

In summary, | seem that the work has a high scientific and applied value.
The author shows in-depth knowledge in both the special topic in the
administrative law matter. It impresses the detail and depth in which

Radoslav Ivanov has explored the topic of work.

CONCLUSION:

In view of the above and the legal requirements, | give my positive
assessment and recommend to the scientific jury to vote positively for
the award of the scientific degree "Doctor" to Radoslav lvanov Ivanov

in the professional field 3.6. Law, scientific specialty

"Administrative law and administrative process"

December 2024 Prof. Darina Zinovieva, PhD



