EKCIIEPTHUTE NEHTPOBE 110 PEJIKH BOJIECTHU - ®YHKIIMOHUPAHE U
YCBBBPIIEHCTBAHE
Hursap JQ:xadep, Mapuana I'ocnogunoBa

THE EXPERT CENTERS ON RARE DISEASES - FUNCTIONING AND
IMPROVEMENT
Nigyar Dzhafer, Mariana Gospodinova

Pestome:  Excnepmuume yewmpoge no peoku Oonecmu ca BUCOKOCHEYUATUSUPAHU
yenmpoge, KOumo 0asam 6vb3MONCHOCM 04 Ce NPUIAeam Hall-Cb8PEeMeHHUme Memoou Ha
OUACHOCUKA, JleueHue U pexaburumayusi no OmHOuleHue Ha peoxkume Oonecmu. Taxnama
OCHOBHA (PYHKYUsL e 0a OCU2YpsA8am HAl-6UCOK CIMAHOAPM HA cpUdCcd 3 NAYUeHmMuU ¢ KOHKPEMHO
paoKo 3abonasame unu epyna sabonssamus. Koecamo ce xacae 3a cucmemnu 3abonsiganus om
pybopukama ,,pedxku 6onecmu‘’ ¢ ceHemuuHa OUCNO3UYUS, NAYUeHmume u mextHume ONU3KU ce
Jymam mexcoy pasiudHu CHeYuaIucmuy, pasiuyHu OOIHUYY U KIUHUKY U OUAeHO3ama ce NOCMaest ¢
20sIMO  3aKbCHenue. Hacmosiwama paboma npasu npeened u amaius3 Ha HeobOxooumocmmad,
Cb30asanemo, (QYHKYUOHUPAHEMO U HYICOAma oOm YCb8bPUIEHCMEAHe HA pabomama Ha
excnepmuume YyeHmpose, n03068A6aliKu ce Ha ONUma 6 No00OeH YeHMvP 3a PeOKU KapOUuoi0SUdHu
bonecmu.

Knwuoeu dymu: excnepmuu yenmpose, peoku boiecmu

Summary: The centers of expertise in rare diseases are highly specialized centers that
provide the opportunity to apply the most modern methods of diagnosis, treatment and
rehabilitation for rare diseases. Their main function is to provide the highest standard of care for
patients with a specific rare disease or group of diseases. When it comes to systemic diseases under
the heading "rare diseases" with a genetic disposition, patients and their relatives wander between
different specialists, different hospitals and clinics and the diagnosis is made with a long delay. The
present paper reviews and analyzes the need, establishment, operation and need to improve the
work of the centers of expertise, referring to the experience in such a center for rare cardiac
diseases.

Key words: expert centers; rare diseases



KJIIMHUYHU PETICTPHU 110 HTHBASUBHA KAPANOJIOI' U - CUCTEMATHYHA OHEHKA
Xpucro Marees

INTERVENTIONAL CARDIOLOGY CLINICAL REGISTRIES —
SYSTEMATIC OVERVIEW
Hristo Mateev

Pe3rome: Knunuunume pecucmpu umam ece no-20sma pois 3a Onpeoensne Ha 30pasHama
HOIUMUKA HA Obvbpoicasume, 3a onpeoeisine HA e@eKmueHOCmma HA 30PAGHOOCUSYPUMETHUME
cucmemu, 3a 2enepupane Ha Hayunu xunomesu. l{enma na nacmoswama cmamusi e 0a NPeocmasu
Op2aHU3AYUSMA HA pe2ucmpume No UHBAUBHAMA KAPOUOLO2Us (KAmo Ucmopus, CmpyKmypa u
KIIOU08U eleMEHMU) HA PAIUdHU e8PONELCKU ObpiHCcaAsu Om yeauss CHeKmvp HA COYUATHO-
UKOHOMUYECKO CbCMOsSIHUE, PA3IUYHU 30PAGHOOCUSYPUMENHU CUCTEMU U PA3TUYHU CIPYKMYPU HA
ynpasnenue. Bxmouenu ca oannu 3a obwo 10 esponeiicku Owpoicasu, Kamo 3d CpasHeHue ca
npeocmasenu oannu u 3a CAII]. Memoouxama na u3ciedsanemo 6KIOY8A AHATUUPAHE HA
nyonuKayuu, cevbp3anu ¢ Hayuonannume pecucmpu, 6 PubMed, Medline, Google advanced search,
uscneosane U AHAIUZUPAHE HA OOKYMEHMU 6 OQUUUAIHUme CMmpaHuyu Ha CbOMEenmHUume
UHMEPBEHYUOHATHU OPYHCECMBA U UHCIMUMYYUU.

Ilpeocmasenume 6 cmamusima OaHHU NO360J516aM 04 Ce HANPAsU U3600, Ye He CbUleCmeysd
eOuHen u obuonpuem Mooel 3a Cb30aéaHe U NOOObPICAHE HA QYHKYUOHUPAW HAYUOHAEH
peaucmsp no uMeazueHa kapouonocusi 6 Eeponeilickus pecuown, xamo onumvm Ha paziuyHume
CMPAaHU 8apupa 3HAYUMENTHO.

Knwuoseu oymu: Knunuuen pecucmuvp, uHeasusHa kapouonocus, NepKymaHHa KOPOHAPHA
UHMeEPBEHYUS, OCMbD KOPOHAPEH CUHOPOM

Summary: Clinical registries has growing role in determining healthcare politics, efficacy
of healthcare systems in different countries, as well as scientific hypotheses generation. The
objective of this article is to present the organization of different interventional cardiology clinical
registries (history, structure and key elements) in different European countries, which have
different socioeconomic characteristics, different healthcare systems and different structure. Data
from 10 European countries was represented as well as USA. Following searching modalities were
used. searching articles in PubMed, Medline, Google advanced search, national interventional
cardiology societies and organizations official sites (in English).

Conclusion: Universal model of interventional registry in our region doesn’t exist as
European practices largely vary.

Key words: clinical registry, invasive cardiology, PCI, acute coronary syndrome



IMPABEH PEXHWM HA K/IWMHUYHUTE WUW3IUTBAHUSA HA JIEKAPCTBEHHA
MPOJAYKTH B EBPONIEMCKHUA CHIO3 B IEPUOJA 1965-2021T.
Becka I'eprosa
LEGAL REGIME OF CLINICAL TRIALS OF MEDICINAL PRODUCTS IN THE
EUROPEAN UNION IN THE PERIOD OF 1965-2021
Veska Gergova

Peztome: B cmamusma ce ananuzupa 3axonooamencmeomo na EC 6 nepuooa 1965-2021 e.
om 2nedHa MmoyKka Ha npasHama ypeoba 6 obracmma Ha KIUHUYHUME USNUMBAHUS HA 1IeKAPCMEEHU
npoOyKmu. YcmanoeHu ca Kakmo OOCMUNICeHUMa, maxka u npasHomume b8 6CsKd HO8A NPAGHA
ypeoba. 3a yerume Ha AHAIU3A € HANPABEHO YCI0BHO pA30esieHue 8 mpu 4acmu — npasHa ypeooa 6
nepuooa om 1965 0o 2001 2.; noé nooxoo cied 2001 2. u cv3dasane na edunna ypeoda npes 2014 e.

Knwuoeu oymu: knunuunu uznumeanus, 3akoHooameincmeo, Eeponeiicku cvio3, oupekmusu,
PBKOBOOCMEA

Summary: The article analyzes the legislation of the European Union in the period 1965-
2021 regarding the legal framework in the field of clinical trials of medicinal products. The
achievements and gaps in each new legal framework are identified. For the purposes of the
analysis, a conditional separation into three parts is made — legal framework in the period 19635-
2021; new approach after 2001 and establishment of a unified legal framework in 2014.

Key words: clinical trials, legislation, European Union, directives, guidelines

AHAJIN3 HA IEHETPAILIMSATA HA KPUIITOBAJIYTUTE B 3JIPABEOIIA3ZBAHETO
Hocud Mocndon
ANALYSIS OF THE CRYPTOCURRENCIES’ PENETRATION IN HEALTHCARE
Yosif Yosifov

Pestome: [lpoyusanemo uszcrnedsa u aHamu3upa NEeHemMpayusima HA KPURMoSALymume 6
cghepama na 30paseonazeanemo. IIpoyuenu ca 8 631 ,,6enu kHueu ' Ha Kpunmogaiymu, 3a 0a ce
udenmuguyupam obwo 16 om msx, KOUmMo ca c6vp3aHu CvbC 30pageonazsaremo. Anarusupanu ca
mexHume NA3ApHU KANUMAIU3ayuy U ca Cbo0meemHo kuacuguyupanu. Paseneoanu ca 5 konkpemuu
Kpunmonpoexkma, koumo omeosapam 3a 98.4% om ysanama nazapua Kanumaiusayus Ha
ananusupanus cekmop. Pezyimamume nokaseam, ue cvyemanuemo HA U3KYCMGEH UHMENEKM,
OIOKYEUH MEXHON02USL U KPUNMOBATYMU MOJCe 0a Ce U3NO0A36A 3d 6HeOPABAHEMO HA 30PABOCI0GHU
Hasuyu u MOMUBUPAHemo Ha 30pasoCcio8HO NogedeHue, Kamo no mosu Ha4uH 8 Ovoewe mo2am 0a
ce u3epaosim HAYUOHAIHU cmpameuu 8 00IACMMA HA NPeGeHyusma u npo@duIaKmuKama Ha
3a00158aHUSL.

Knwuoeu oymu: 6umxotin, 610K4eliH, KpUnmosaiymu, mokeHu, 30paseonaseane.

Summary: The study examines and analyzes the penetration of cryptocurrencies in the field
of healthcare. Particularly, 8 631 “white papers” on cryptocurrencies were examined to identify a
total of 16 health-related ones. Their market capitalizations are analyzed and classified
accordingly. Consequently, 5 specific crypto projects are considered, which are responsible for
98.4% of the total market capitalization of the analyzed sector. The results show that the
combination of artificial intelligence, blockchain technology and cryptocurrencies can be used to
implement healthy habits and motivate healthy behavior, and thus in the future some national
strategies in the field of health promotion and disease prevention can be developed.

Key words: bitcoin, blockchain, cryptocurrencies, tokens, healthcare.



MNPOI'PAMA 110 ITPOMOIIUA HA OPTOAJOHTCKOTO 3IPABE CPEJl IEIIATA B
JETCKUTE I'PAJIUHA
Beceaa CtonukoBa

PROGRAM FOR PROMOTION OF THE ORTHODONTIC HEALTH OF PRESCHOOL
CHILDREN
Vesela Stoichkova

Pe3ztome: Cnopeo Konsenyuama na OOH 3a npasama na dememo, 8CAKa Obpaicasa ieHKa
mpsbsa “0a ocucypu Ha 8CUUKU deyd HeodXOoouMama MeOuyuHcka nomows u 30pasnu epudxcu”’ (4.
24, 26). Cmomamonocuunomo 30pase e yacm om oowomo 30page Ha uoseka. Heobxooumocmma
om opmoOomcKo jeyeHue cped deyama 8 demckume cpaounu 6 2pad Cogusa cvcmasnasa 71,1%.
3v60-uentocmuume degpopmayuu ce ompasaeam 6vpxy GU3UYECKOMO U eMOYUOHATHOMO PA36Umue
Ha dememo u mo2am 0d 10Uam Kayecmeomo Ha xueom Ha unousuoa. Credosamenno, ocmpa e
HeoOxooumocmma om paspabomeare U BHeOPsBAHe HA NpPoOcpaAMa NO  NPOMOYUs Ha
OpMOOOHMCKOMO 30pase cped deyama 8 demckume 2paouru 8 bvneapus.

Knrwouoseu oymu: opmooonmcko 30pase, 3v00-uenrocmua oOegopmayus, npoepama no
npomoyusl, deya, 0emcKu cpaouHu

Summary: According to the Convention of the United Nations on the Rights of the Child
“States Parties should take appropriate measures to ensure the provision of necessary medical
assistance and health care to all children with emphasis on the development of primary health
care.” (Art 24, 2b). The demand for orthodontic treatment in the preschool children in Sofia,
Bulgaria is 71,1% according to our investigation. The dental diseases reflect the general health of
the organism and may lead to psychosocial problems and hence low quality of life. Therefore, there
is a great need for the development and implementation of a Program for promotion the
orthodontic health of preschool children in Bulgaria.

Key words: orthodontic health, malocclusion, program for promotion, preschool children

BE3OITACHOCT U E@UKACHOCT HA COVID-19 BAKCUHUTE
Buau TomanoBa, Atanac TomaioB
SAFETY AND EFFICACY OF COVID-19 VACCINES
Vili Topalova, Atanas Topalov
Pestome: B nacmoswama cmamus ce AHATUBUPAM  PA3IUYHU  MEMOOO0NIO02UU  3a
yemanoesgane Ha besonacnocm u eguxachocm na COVID-19 saxcunume. Eounusm memoo e Ha
uzpaeicko noneo npoyuygate - Heobxooumusam 6poil akcunayuu, 3a npedomsepamseane Ha eOuH
emvpmen cayyati (NNTV). [pyeu 6asu oannu 3a nexcenranu nekapemeenu peakyuu (HJIP), meoicku
cmpanuunu egexmu, u cayvau wa HJIP ¢ ¢amanen uszxo0 ca na Eseponetickama acenyusi no
Jnekapcmeama u Ha Xonanockus Hayuouanen pecucmup (lareb.nl).
Knrwouoseu oymu: COVID-19 saxcunume, 6bezonacHocm u epukacrocm
Summary: This paper analyzes various methodologies for establishing the safety and
efficacy of COVID-19 vaccines. One method is an Israeli field study - The number of vaccinations
required to prevent one death (NNTV). Other databases of adverse reactions (ADRs), severe side
effects, and fatal ADRs are from the European Medicines Agency and the Dutch National Registry
(lareb.nl).
Key words: COVID-19 vaccines, safety and efficacy



ETUYHU ACIIEKTU HA UH®OPMUPAHUSA OTKA3
Harauaus IllepeBa-HukonoBa, Pagka I'opanoBa-CnacoBa

ETHICAL ASPECTS OF INFORMED REFUSAL
Natalia Shtereva-Nikolova, Radka Goranova-Spasova

Pe3rwome: Hngopmupanuam omraz 6 MeOUYUHCKAmMa NpaKmuka ce onpeoesisi Kamo npoyec
HA KOMYHUKAYUSL, 8 KOSIMO NAYUEHMbIM UHGOPMUPAHO, 00OPOBOIHO U b3 8bHUIHA HaMecd OMKA36d
u3BvLpUIBAHE HA ONpedeieHd OUASHOCMUYHA UTU Mepanesmuina npoyeoypa.

Paszenedanu ca emuunume npunyunu, npuyvuHume u HIAKOU HECMAHOAPMHU Memoou Ha
KOMYHUKAYUS, C8bP3AHU C UHDOPMUPAHUS OKA3.

Kamo wacm om xonyenyusma 3a ungpopmupano cvenacue, mot no3e0.116a Ha nayuenma od
83eMe AKMUBHO yduacmue 8 CUCIeMama Ha MeOUYUHCKUMe 2pudicu U jledeHue U 0a peulu Koe e Hali-
NPABUIHO U NOOX0O0AWO 34 HEe2080MO COOCMBEHO 30pase, 8 CbOmEemcmaue ¢ UHOUBUOYATHUME
YeHHOCmU, yenu u npuopumemu 3a 6v0euwemo my.

Knrouoeu oymu: emuyunu npunyunu, omkas om iedenue, npudunl 3a UHGOPMUpan omras

Summary: Informed refusal in medical practice is defined as a process of communication in
which the patient makes an informed, voluntary and without an external interference denial to take
part in a particular diagnostic or therapeutic procedure.

The ethical principles, the factors and some non-standard methods of communication
related to the informed refusal are considered.

As a part of the concept of informed consent, it allows the patient to actively participate in
healthcare and treatment and to decide what is the most appropriate for his/her own health, in
accordance with individual values, goals and priorities for the future.

Key words: Ethical principles, refusal of treatment, factors of informed refusal



