AHAJIN3 HA PETJIAMEHT (EC) 536/2014 B OBJIACTTA HA KIIMHUYHUTE
N3INTBAHUS U ITIPUJTATAHETO MY B BbJITAPUSA
HBaiino UBanos

ANALYSIS OF REGULATION (EC) 536/2014 IN THE CLINICAL TRIAL FIELD AND ITS
IMPLEMENTATION IN BULGARIA
Ivaylo Ivanov

Pezrome: Knunuunume usnumeanus 6 bvaeapus ne ce bazupam na 6va2apcku npaguid, a Ha
npasuna om EC u ma ceemosnu npasuna na ICH. Tosa ca pamku om MHOMCECm8o npasu.a,
peayaayuu u pvkosoocmea. OCHOBHUAM 3aKOHOOameneH OOKYMEHM 34 KIUHUYHUME USNUMBAHUSL 8
EC xom nacmoswus momenm e [upexmusa 2001/20/EO, a 6 bBvreapus — 3axonvm 3a
JlekapcmeenHume npooyKmu 6 Xymauwama meouyuna cired 2007 e. B nacmoswama cmamus
noopobHo e pazenedan npoyeca Ha pesusupare na Jupexmusa 2001/20/EO, kakmo u npuuurume,
Koumo ca oogeau 00 Hyxcoama om axkmyanusupaume Ha Eeponeiickomo 3axoHoOdamencmeo 6
obracmma Ha KIuHWYHUMe usnumeanus. Kamo pezynimam om masu pesusus e npuem HoBUs.
Hopmamugeen OOKYMeHm, pelyiupawy KIuHuyHume usnumeauus 6 Eeponetickusa cvio3, a umeHHO
Pezcnamenm (EC) 536/2014. Kamo naozaxonos uncmpymenm, Hogusi Pecnamenm usxknouea uiu 0o
201AMA CMeneH 02paHuyasd 8b3MONCHOCMMA 3a HAYUOHAIHO UHmMepnpemupane Ha paznopeooume
My. B cmamuama ca maprupanu u OcHoO8HUMeE NPUHYUNU U AKMYATU3AYUU 6bBEOEHU C HOBUS
Pecnamenm (EC) 536/2014. Ananusupano e npunazanemo my HA MECMHO HUBO, 0CODEHO 6
obracmma Ha HAYUOHATHUME USUCKEAHUS KbM 00CUemama 3a OYeHKd..

Knrouoeu oymu: Pecramenm, KIUHUYHU UNUMBAHUS, OBI2APCKO 3AKOHO0AMENICE0

Summary: Clinical studies in Bulgaria are performed according to EU and world (ICH)
rules introduced in the Bulgarian pharmaceutical legislation in 2007. These are multiple rules,
regulations and guidelines. The main legislative document for clinical studies in the EU currently is
the Directive 2001/20/EC, and in Bulgaria - Law of Medicinal Products for Human use since 2007.
The article follows the revision of the Directive 2001/20/EC, and analyzes the reasons leading to
the EU legislation update in the field of clinical studies. As a result a new legislative document -
Regulation (EC) 536/2014 was endorsed in the EU in April 2014. Regulation (EC) 536/2014 should
be applied directly in the EU member states, which exclude or limit the national interpretation of
the Regulation’s provisions. The main principles and updates of the new Regulation (EC) 536/2014
has been reviewed in this article. The article analyzes the implementation of the new EU clinical
trials requirements at local level, especially the national provisions of the assessment dossiers.

Key words: Regulation, clinical studies, Bulgarian legislation



KIMHUYHU N3IIUTBAHUSA HA JIEKAPCTBEHU TPOAYKTH —
BUOETUYHU ACIIEKTHU
Becka I'eprosa

CLINICAL TRIALS ON MEDICINAL PRODUCTS - BIOETICAL ASPECTS
Veska Gergova

Pe3ome: Bceako knunuumo uznumeane ciredga 0a ce OCHO8ABA HA HAVUYHA, MEOUYUHCKA,
emuuna u npasua oyenka. Ilpasama, bezonacnocmma, 00CMOUHCMEOMO U O1A20CHCMOAHUEMO HA
yuacmHuyume 8 KIUHUYHO U3numeaHe ciedgea oa 6voam 3awumenu, a unmepecume UM - UHa2U 0d
umam npesec Ha0 OCMAHAIUMe UHMepec.

Ilpe3 nocrneonume 200uHU, NPeosUd UHOUBUIYATUIUPAHE HA NOMPeOHOCMUme OMm JleueHue, ce
3acunea aKyeHmwvm GbpxXy mesu USNUMEAHUS NpU HeoOXo0uMa 6ce NO-NpeyusHa OyeHKd Ha
emuyHume Cv00pad€CeHUss NO NPOGEHCOAHemo UM U eOHOBPEMEHHO ONMUMUSUpAHe Ha
npoyedypume. Hyscno e komnaexcno npeocmucisine na yeaus npoyec. Ha esponeticko pasnuwye
nposiea Ha mosa e npuemaremo na Peenamenm (EC) Ne 536/2014 na Esponetickusi napaiamenm u
Ha Cveema om 16 anpun 2014 2. 0mHOCHO KIUHUYHUME USNUMBAHUS HA 1EKAPCMEEHU NPOOYVKMU 34
xymauna ynompeba, u 3a ommana na Jupexmusa 2001/20/EQ.

Emuunume usucxkeanuss onpedenam nayuenma Kamo NbIHONPAGeH YUacCmHUK 6 mo3u npoyec,
a uHGopmMupanocmma — Kuoua KoM He2080MoO NO3HAHUE U CaMOOnpeoeisiHe.

Knwuoeu Oymu: KiunuuHu USNUMBAHUA, OUOEMUYHU NPUHYUNY, 3AKOHOOAMENCHEO,
uHghopmuparocm

Summary: Clinical trials should be based on scientific, medical, ethical and legal
assessment. In a clinical trial, the rights, safety, dignity and well-being of the participants should be
protected and their interests should always take priority over all other interests.

There is a clear trend of individualising patient ‘ needs and treatment which requires more
precise assessment of the ethical conduct in the clinical trial while simultaneously optimising the
procedures. At European level, the demand of a complex re-thinking of the whole process resulted
in the adoption of Regulation (EU) No 536/2014 of the European Parliament and of the Council of
16 April 2014 on clinical trials on medicinal products for human use, and repealing Directive
2001/20/EC.

In the terms of ethical requirements, patients are defined as fully participating in the process
and their cognizance is considered the key to their knowledge and self-determination.

Key words: clinical trials, bioethical principles, legislation, cognizance



HPOYYBAHE 3A HWH®OPMUPAHOCTTA HA TIHNAILNUEHTUTE B BbJITAPUA 110
OTHOHIEHHUE ITPOLHECA HA NPEKJTACH®UKAIINA HA JIEKAPCTBATA OT TIJVIEAHA
TOUYKA HA BE3OITACHOCT U EOEKTUBHOCT /ITbPBA YACT/

Basentuna beaueB, EMuiusa HaceBa, EBrenu I'puropos, Tuxomupa 3naranosa

STUDY OF BULGARIAN PATIENTS’ AWARENESS ON THE PROCESS OF MEDICINES
RECLASSIFICATION IN TERMS OF DRUG SAFETY AND EFFECTIVENESS
Valentina Belcheva, Emilia Naseva, Evgeni Grigorov, Tihomira Zlatanova

Pestome: [pexnacugpurayusama nHa 1ekapcmeama e Co8PeMenna meHOeHYust, NPU KOsimo JIeKapcmed
nO JeKapCcKo npeonucanue npemugagam ¢ cmamym ,,0e3 peyenma“’. To3u npoyec ce c6vp36a ¢ MHOIHCECNBO
noN3U 34 KpauHus nompeoumen/nayueHm, Haii-eeue C O0GIACABAHEMO My NO OMHOUIEHUE 2PUdCama 3a
cobcmeernomo my 30page. Cougecmgysam obave 1 puckoge, Cbp3aHu ¢ yiechenus 00Cmvi 00 camoiedeHue.
Jlexapcmeama 6e3 peyenma ca armepHamuga, KOsimo 0C6eH 8 NOMOW HA NAYUEHMUMe, CbUo MaKa e1use u
HA Opyeu aHeadCupawu cmpanu 8 30pageondasuus npoyec - 30paguume cneyuanucmu (gapmayesmu u
JleKapu), 30pasHOOCUSYPUMENHU OPYAHCECMEA, A CHUWO U ObPICABAMA, NPEOCMABISABAHA OM CHOMEEMHUME
VAPABILEHCKU OP2AHU.

Ocnosnama yen HA HACMOAWOMO HPOYYEAHe e 0a Ce HANpAsU aHaIu3 Ha UH@oOpMupanocmma Ha
nayuenmume nO OMHOWEHUe HA Npoyeca no npeKiacugukayus Ha Jekapcmeama. Baowen acnexm 6
npoyusanemo e u da ce pazbepe MHeHUemo Ha nayueHmume OmHOCHO 6E30NACHOCIMA U epeKmueHoCmma
HA IeKapcmeama, KOUmo npemMuHasam npes3 npekiacugurayus.

B nopeouya om 3ameoperu 6bnpocu nayuenmu ca 0anu c60emo MHeHue OMHOCHO UHMOPMAYUIma, ¢ KOsmo
paznonazam 3a paziuyHume 8U008e IeKaApPCmed, 6b3MONCHOCMA 30 NPEKIACUDUKAYUIMA UM, KAKMO U 00
KOJIKO UHGhopmayusi 3a npexnacupurayusma na iexapmeama ou eu unmepecysana. Cneyuanino 6HUMAanue ce
omoens Ha 6e30NACHOCMMA U eheKMUSHOCMMA HA IeKApCmeamad, KOUmo npeMuHagam npexkiacuguxayust u
MHEHUemo Ha nayueHmume cewvp3aro ¢ mosa. Hanpaeen e u demoepagcku ananus Ha OaHnume.
Ilposedenomo npoyusarne 0oxkazea HeoOX0OUMOCMMA OM UHPOPMAYUOHHO 0De3neuasane Ha NayueHmume 6
cayuaume HA NPoMsAHA 8 cmamyca Ha dadeno nexapcmeo. Heobxooumo e u da ce nosuwsm 6azogume
NO3HAHUAMA UM NO OMHOUleHue bezonachocm u eexmusnocm Ha aexapcmeama. Toea 6u cnomocnano 3a
NO-KAYeCmeeHa 2puica 3a 30pasemo npu npogescoane Ha camonedeHue.

Knwuoseu oymu: npexnacugpuxayus, Jnekapcmeo 0Oe3 peyenma, camoneyeHue, 6e30nACHOCH,
ehexmusHoCm

Summary: The reclassification of medicines is a modern trend of switch of prescription medicines to
drugs "without a prescription”. This process is associated with lot of benefits to the end user / patient,
especially to be able to manage his own health. However, there are risks associated with easy access to
treatment. Unless patients, OTS drugs are alternative, which also affects the other parties involved in the
healthcare process - health professionals (pharmacists and doctors), health insurance companies, and the
state, represented by the relevant governing bodies.

The main objective of this study was to analyze the awareness of patients in the process of reclassification of
drugs. An important aspect of the study is to understand the views of the patients on the safety and
effectiveness of drugs that pass through reclassification.

In a series of closed questions patients have given their opinion on the information available to the different
drug types, possibility of reclassification, as well as if specific information about the drug reclassification
would help them. Special attention is paid to the safety and effectiveness of drugs that pass reclassification
and the views of patients associated with it. A demographic analysis of the data is done as well.

This survey demonstrates the need for information provision to patients in cases of change in the status of a
drug. It is necessary to increase the patients’ basic knowledge about safety and efficacy of medicines. This
would help to better quality when conducting self-medication.

Key words: reclassification, medicine without a prescription/OTC, self-medication, safety,
effectiveness



HEOBXOJIUMOCT OT ETHUYHH HOPMHM B JIEMHOCTTA HA 3JIPABHUA
MEHUIKMBHT
Auexkcanapuna Boagennuaposa, Panuna 3inaranoa-BeankoBa, AHTOHUS SIHakueBa

THE NEED OF ETHICAL NORMS WITHIN THE HEALTHCARE MANAGEMENT
ACTIVITY
Alexandrina Vodenicharova, Ralica Zlatanova-Velikova, Antoniya Yanakieva

Pe3ztome: [[nec nogeue om 8caxoea e HA3PANA HEOOXOOUMOCMMA OM SICHO ONpeoeisiHe Ha
emuuHume HOpMuU 6 OelUHOCMMA HA 30pAasHUMe MEHUONCLPU U MBIKYBAHEMO HA emuyHume
npobnemu 6 30pageonazearemo. Hacmoswama cmamus npedcmass u aHAIU3Upa APUHYUnNUmMe,
AHATUMUYHUME YMEHUsL U TUYHOCIHU 000pOoOemenu, 3alecHalU 8 MUCIEHEeMO HA Cb8PeMeHHUme
30pasHu mMeHuddicopu. Ilpedcmasenu ca emuyHama pamKa Ha Cb8PeMeHHAmMa 30paeHA NOJUMUKA,
emuyHume HOpMuU 8 OeUHOCMMA HA 30PABHUL MEHUOIICHLD U hakmopume, lusewu 8bPXy emuKama
HA MEeHUOHCBDA.

Knwuosu oymu: emuxa, emuunu HOpmu, Cmanoapmu, 30paéeH MeHUONCMbHN

Summary: Now, more than ever, there is a pressing need for a clear definition of ethical
norms in the activities undertaken by health managers in the healthcare sector. There is an urge for
an ethical interpretation of the problems in this sector. This article presents and analyzes the
principles, analytical skills and personal values embedded in the health managers’ perception.
Presented are the ethical framework of modern healthcare policies, ethical norms implemented as
an inseparable part of the work of a healthcare manager and the factors influencing their skills will
also be presented in this work.

Key words: ethics, ethical norms, standards, health management



NHO®OPMUPAHOTO CBI'JIACHE KATO EJIEMEHT 3A TAPAHTUPAHE ITPABATA U
ABTOHOMHOCTTA HA ITAIIMEHTA
Mapus CrosinoBa, MunociaaBa Uiuesa

INFORMED CONSENT AS AN ELEMENT OF THE GUARANTEES FOR PATIENTS’
RIGHTS AND AUTONOMY
Maria Stoyanova, Miloslava Ilieva

Pesziome: B 3a0vndicenuama Ha MEOUYUHCKUS eKUN OCEEH YUCTO NPOPeCUOHATHU OeUHOCmU
NPUCLCMBA U 3A0BINCEHUEMO 3a 3aNnd36aHe HA YO0BEUKOMO OOCMOUHCME0, NPABOMO HA U300p u
aemonomnocm Ha nayuenma. Ilenma na Hnacmoswemo u3creoéane e oa ce 0a Npoyuu
npeoocmasena iu € 8b3IMONCHOC 34 U3PA3A6AHE HA UHDOPMUPAHO Cb2lacue om nayueHmume no
epeme Ha OUA2HOCMUKama u 6OTHUYHOMO UM JedeHue, Kamo eleMeHm 3a 2apaHmupane npasama
um. 3a yeaume Ha npoyueanemo e npogeoena npska aHanomua ankema cpeo 100 nayuenmu 6 Oens
HA UBNUCBAHEMO Om KIUHUKAMA no o00wa, KopemHa u cvb008a xupypeus Ha Meouyuncku
uncmumym Ha MBP.

Peszynmamume noxazeam, ue 6 neuebHOMO 3a6edeHue 8 KOemo e Npo8edeHo U3CIEO08AHEmO ce
cnazeam npaseama Ha nayuenma. I apanmupa ce npagomo um Ha A6MOHOMHOCH NpU G3eMAaHe Ha
Pewenus C8bP3aHU CbC 30pasemo UM.

Kntouonu oymu: Meouyuncku exun, nekapu, nayueHmu, asmoHOMHOCH, NPaso Ha u3oop,

ungopmupano cvenacue

Summary: The duties of a medical team include purely medical responsibilities but also,
importantly, the duty to respect and preserve the patient’s dignity, right to choose and autonomy as
an individual. The aim of this study is to examine whether patients have been given the opportunity
to express an informed consent while being diagnosed and during hospital treatment, as an element
that safeguards their rights. For the purpose of the study, a direct anonymous survey was conducted
with 100 patients on the day of discharge from the Clinic of General Abdominal and Vascular
Surgery of the Medical Institute of the Ministry of Internal Affairs.

The results of the survey conclusively show consistent respect for patients’ rights at the medical
establishment where the survey was conducted. Patients are able to autonomously make decisions
on matters relating to their health.

Key words: medical team, physicians, patients, autonomy, right to choose, informed consent



POJISITA HA MEJIUIIMHCKATA CECTPA 3A AJATITALHUSATA HA MTAIDUEHTUTE C
JAUABET HA UHCYJIMHOJIEYEHHUE
Eaxa Biaagumuposa

ROLE OF NURSE FOR ADAPTATION OF PATIENTS WITH DIABETES OF INSULIN
THERAPY
Elka Vladimirova

Pe3tome: Omuowenuemo Ha MeOUYUHCKAMA cecmpa KoM HAYUEHMA 61usle 8 3HAYUMENHA
cmenen Ha He2080Mmo NPUOOWABAHEe KbM CoMPYOHUYECME0 8 1e4eOHUs npoyec U a0anmayusmd.

Meouyunckama cecmpa 3a nayueHma e asmopument, CbC cb8emume i U NOMowd, Kosimo
0Ka38a Mol ce 4y8cmed CNOKOeH U CUSYPeH 3d Ka4eCmeEomo HA NOJIONCEHUNe CECMPUHCKU 2PUNCU.

Ponsma na meouyunckama cecmpa e kmovoea 6 npoyeca Ha adanmayus u npuemane Ha
3a60/116a1emo om nayuenmume ¢ Ouabem Ha UHCYIUHOICYEHUE.

Knrwouoeu oymu: ouabem, nayuenm, adanmayus, MeOUYUHCKA cecmpa

Summary: The ratio of nurse to patient strongly influenced his adherence to cooperation in
the healing process and adaptation.

Nurse patient's authority with her advice and help that he has a feel calm and sure about the
quality of nursing care efforts.

The role of the nurse is key in the process of adaptation and acceptance of the condition of
patients with diabetes on insulin therapy.

Key words: diabetes patient adaptation, nurse



ACHHEKTH HA MHH®OPMHUPAHOTO CBIJIACUE MU JOBPA TIIPAKTHKA HA
N3ITBJIHUTEJIHA ATEHIIUSA 3A MEJULHUHCKHA OAUT
Eancasera IlerpoBa-/Ixeperro, I'eprana IlerpoBa, 3iaTnna Ilerposa

INFORMED CONSENT ASPECTS AND EXECUTIVE AGENCY MEDICAL AUDIT BEST
PRACTICE
Elisaveta Petrova-Geretto, Gergana Petrova, Zlatitsa Petrova

Pestome: B cmamusma ce pazenexicoa 6bNpoCvbM 3a COWHOCMMA U 3HAYEHUEmO Ha
., Ungpopmupanomo cvenacue* 6 meouyunckama npakmuxa. Ilocouenu ca ocHogHume acnekmu Ha
uspaseHama 60711 om nayueHma npu oKa3eane Ha MeOUYUHCKA NOMOW, Kamo e noCmageH aKyeHm
BbPXY BHAUUMOCIMA HA UHGDOPMUPAHOMO CbeACUe U YEHMPATHOMO MY 3HAUEHUE CPEO 8bNPOCUme
3a Kauecmeomo u 0obpama meouyurcka npakmuxa. [locouenu ca HopmamusHume U3UCKEAHUS U
3AKOHOBU XUNOME3U, PelaMeHMupawu Gopmama Ha 6aIUOHOCH NPU U3PA3SEAHe HA Cbalacue,
PECneKmu6HoO OMKA3 Om JieyeHue.

Aemopume npaeéam 0030p Ha CLOLPIUCAHUEMO, NPEONOCMAKumMe, YCI08UAMA U
enremenmume Ha ,, MUugopmupanomo cwvenracue”, Kamo nocoygam KOHKPEMHU pe3yIimamu u
npakmuxu wa UA ,, Meouyuncku ooum ", npuoooumu u aHamu3upanu npu u3ebpuleHu KOHMpOIHU
npouU3B00CMeEa 8 pa3iudtu 1eyeOHU 3a6e0eHUs..

Om npeocmaseHume OAHHU ce YMBbPHCOABA U3600d, Ye 6cCe ouje 8 MeOUYUHCKama
NPAKMuKa IuUncéa pazoupanemo, 4e UPA3eHOMO OM NAYUEHMA Cvbeldcue Uil Hecveldacue 3d
Jleyenue, Kakmo om IOpuouyeckKo, maka u om emudHo 2neduiuje CIyHCU 34 3auuma Ha JeKaps,
0C0OEHO 6 cyuaume Ha HACMBRULU HEDIALONPUSMHU NOCAEOUYU 6 X00d HA U3BLPUEHOMO JledeHUe.

Knwuoeu oymu: npasa na nayuenmume, Ka4ecmeo HA MeOUYUHCKAMA NOMOW, ObJIHCUMA
JIeKapcKa  2pudca, MeOUYUHCKa OeoHmOoo2us, Npoecuonarna emukd, 000pa MeOUYUHcKa
NPAKmMuKa, MeOUYUHCKU OO0Um, MeOUYUuHa HaA OO0KA3aMeNCmeamad, CbWHOCM U 3HAYUMOCH HA
UHpOPpMUPAHOMO  Cbelacue, OMe08OPHOCH HA MeOUYUHCKume Juyd, 3awuma Ha Jexkapume,

I3

M3nvanumenna acenyus ,, Meouyuncxku ooum *.

Summary: The article discusses the role and significance of “Informed consent” in medical
practice. Some main aspects of patient’s will when receiving medical care are indicated, while the
role and significance of informed consent are discussed in light of quality health care and good
medical practice. Legal requirements and practice are pointed out in particular with regards to
consent, and refusal of treatment.

The authors overview the content, preconditions, requirements and other elements of
“informed consent” while presenting concrete results and practice of the Executive Agency
“Medical audit”, which have been acquired and analyzed during its work on-site in various
medical establishments.

The data discussed confirms the conclusion that there is still lack of understanding in
medical practice that patient’s will: consent or refusal of treatment, from both a juridical and
ethical point of view is in fact in physician’s best interest particularly in cases of unfavorable
medical treatment outcomes.

Key words: patients’ rights, quality of medical care, medical audit, evidence-based
medicine, role and significance of informed consent, responsibility of medical professionals,
protection of physicians, Executive Agency “Medical Audit”.



YOBEIIKHAUTE INPABA HA ITAHIMEHTHUTE C PEJIKU 3ABOJISABAHUS
Csetiiun I'eoprueB, Antonus SlnakueBa, Hukosera Jlesentu, Pocunna Mapkosa, Ctamatuoc
Hpudpruc

HUMAN RIGHTS OF PATIENTS WITH RARE DISASES
Svetlin Georgiev, Antoniya Yanakieva, Nikoleta Leventi, Rositsa Markova, Stamatios Priftis

Pestome: Hanuye ca om 6 0o 8 xun. paziuunu pedku 3a00186anus, pasnpocmpaHeHu no
yenus ceam. Paoxocmma na meszu 3ab601168anus modice 0a 0ogede 00 cneyupuunu npoodiemu,
3acseaw  NONYIAYUAMA KAMo JUNca Ha UHGOpMayus, CKbnOCmMpysawju Je4yeHus, emudHu
npobiemMu U O02PAHUYEHO KOIUYeCmeo Ha ekcnepmume 6 obaacmma. Tozu mun 3a001716aHU
npeocmasnasam 3Ha4uM npobaem 8 obracmma Ha 00wWecmeeHomo 30pase u e HeobdXoouM
MYTMUOUCYUNTUHAPEH NOOX00 3a peuieHue. B nacmoswama paspabomka e npeonodicen niam 3a
oeticmeue ¢ yeil CNpassHe CbC CneyupuuHume 3ampyOeHeHus:, C8bP3aHU ¢ peOKUume 3a0016aHUs.

Knrwuosu oymu: Peoxu 3abona6anus; buoemuxa, npasa Ha 408eKd, pasHONOCMABEHOCH

Summary: There are more than 6000 and perhaps as many as 8000 different rare diseases
all over the world. The rarity of these diseases can create special problems for affected populations
like lack of information, expensive treatment, ethical issues, and limited experts. These diseases are
a significant public health issue and we need a comprehensive approach. In this article we offer
action plan for managing specific rare disease problems.

Key words: rare diseases, bioethics, human rights



YOBEUWIKOTO JOCTOMHCTBO U CAMOYBAXKEHHUE KATO COIIMAJTHO-ETUYEH
NPOBJEM
bopsina bopucosa, Kpucruna Ilonosa

HUMAN DIGNITY AND SELF-RESPECT AS SOCIO-ETHICAL ISSUES
Boryana Borisova, Kristina Popova

Pezrome: Yoseuikomo 0ocmoncmeo e 6bMpEeWHOMO U 6 CbUOMO 6peme COUualIHo npaso
HA YEeHHoCcm u 3adumaHe, Koemo npuHa()Jzeofcu Ha 4oeekda 3apa0u Heco camus. Yoseuixomo
00CMOUHCMBO ce Hamupa 6 cneyuajlHu OMmHOWEHUsA Ha 3aeucumocm, Koumo ca om ocobeno
3HA4YeHue npu pa32ﬂe:)fc0aﬁem0 Ha I’lpO6JZ€M6l Om emuy4Ha eneoHd MoyKd.

Knwuosu Oymu: camoyeasicenue, CamMoCvb3Harnue, aOCI’I’lOIZHCI’I’l60, CamMooOyeHKda.

Summary: Human dignity is internal and at the same time social right of value and respect
that belongs to the human for his own sake. Human dignity is in the special relationship of
dependence, which are of particular importance when considering the issue from an ethical point of
view.

Key words: self-esteem, self-awareness, dignity, self-evaluation



OTHOCHO KHMBOTO JOHOPCTBO Y YOBEHIKOTO JOCTOMHCTBO
Panka I'opanoBa-CnacoBa, I'opan I'opanoB, EMuinan Pages, Buxpen IleTrkoB

ON LIVING DONATION AND HUMAN DIGNITY
Radka Goranova- Spasova, Goran Goranov, Emilian Radev, Vihren Petkov

Pe3ztome: Bvnpexu conemume nonzu 3a peyunueHma, mpaHCHAAHMAYUsmMa npu HCueo
OOHOPCMBO HOCU CEPUO3HU PUCKOBe 3d OOHOPA, KOUMO a4 C8bP3AHU CbC 30pasemo u 0opu C
Jcueoma my. 3a He2o UHMEPBEHYUAMA He e MepanesmuyHa U puckogeme He ca OANIAHCUPAHU C
oupekmna  noaza. Cmamuama  pasenedcoa  npobrema 3a  mpaguka HA  OpeaHu,
MPAHCNIAHMAYUOHHUS MYPU3LM U KPBCIMOCAHOMO OOHOPCMBO U MBPCU OM2080p HA 6bNPOCA
cmpysa au cu 0a ce dcepmea 30pagemo, 6 cayuai ye OeOHOCmma KOMAPOMemupa 408euKomo
00CMOUHCMEO.

Kniwouosu oymu: 40BEUIKO 00CMOUHCMEO, opeanHa MpancniaHmayus,
MPAHCNIAHAMAYUOHEH MYPU3bM, MPAQUK HA OpeaHu

Summary: Although it brings great benefits to the recipient, living donation carries serious
risks to the donor that are related to his/her health and even life. To the donor, the intervention is
not therapeutic and risks are not balanced with direct benefit. This article examines the problems of
organ trade, transplant tourism and paired donation and is addressing the question is it worth
sacrificing health in case that poverty compromise human dignity.

Key words: human dignity, organ transplantation, transplant tourism, organ trafficking



ETUYHU U ITIPABHU ACIIEKTH IIPU U3INIOJI3BBAHE HA BUOMETPUYHU JAHHH
IMPU NPEJOCTABSAHE HA MEJUIIMHCKHA YCJIYI'
Mapueia Jle1uBepcka

ETHIDCAL AND LEGAL ASPECT IN USING BIOETHICAL DATA IN USAGE
Mariela Deliverska

Pe3tome: 30pasemo e ocHosama Ha YOBEUIKUSL JHCUBOM U 3amM08a mMpsO6a 0a 6voe 0beKm Ha
3awuma upe3 npeonpuemane Ha eqpuUKACHU Oelicmsus 8 cgemoger mawab. Xapmama 3a OCHOGHUME
npasa na EC npusnasa npasomo Ha epadicoanume HA OOCMBN 00 30PABHA NPOPUIAKMUKA U
npasomo Ha NON36aHe HA MEOUYUHCKU epudicu, Kamo eonospemeHno ¢ mosea Eeponeiickama
KOHBEHYUSL 3d 3auuma npaeama HA 4Y08eKd U OCHOBHUMmeE C80000U NPOKIAMUPA NPABOMO HA
3awuma cpewy cvbOUpamemo u U3NOI36AHEMO HA JUYHU OAHHU, KAMO YACM Om NpAsomo Ha
3auumare Ha JTUYHUSL HCUBOM.

buomempuunume oannu ca 6uo nuunu dannu. Te npedcmasnsisam uU300padiceHuUemo Ha
JUYEMmo HA YOBeK UWUIU NPbCmogume My OMNeYamvyu, KAKmo u opye 6ud Ccneyupuunu
UOESHMUDUKAYUOHHU XAPAKMEPUCTIUKU, KOUMO HAU-YeCmo ce U3NO0N36am 3d pPA3No3HABAHE U
npoGepKa HA CAMOTUYHOCH.

Om npaxmuuecka ene0Ha MOYKA ce NOCMAss 8bHPOCHM, 8 KOU CAYYaAU € OONYCHMUMO
obpabomeane Ha AUYHU OAHHU Ype3 CKAHUPAHe HA NPOU3BOJHU MOUKU OM NPBLCMOE OMNEYambK.
Omeosopvm Ha MoO3U 6bNPOC € NPSIKO C8bP3AH C NPEeOOCMABSIHEeMO HA Cbelacue Om CMmpaHa Ha
auyemo, yuume IUdHU OAHHU e ObOam 0opabomeaHu.

Cneyuannu kameeopuu JUYHU OAHHU, KOUMO Ce HYICOAsm Om No-20JAMA 3auumad, MO2am
da 6voam obpabomeanu eOUHCMEEHO 3a 30PABHU Yelu, Ko2amo e HeobXooumo mesu yeau od
O6v0am nocmueHamu 8 nO13a Ha OMOEIHY uU3UYECKU TUYA U HA 0OUeCm8omo Kamo Ysijo.

Knrwouoeu oymu: 30paseonazeane, buoemuka, MeOUYyuHCKU yciy2u.

Summary: Health is the foundation of human life and should therefore be subject to
protection by taking effective action worldwide. Charter of Fundamental Rights recognizes citizens'
right of access to preventive health care and the right to benefit from medical treatment, while
European Convention on Human Rights proclaims the right to protection against collection and use
of personal data part of the right to respect for private life.

Biometrical data is biometrics are a type of personal data. They represent the image of a
person's face and / or his fingerprints, and other types of specific identification features, which are
most commonly used for identification and verification of identity.

In practical terms, the question arises, in which case it is permissible processing of personal
data by scanning random points fingerprint. The answer to this question is directly linked to the
provision of consent of the person whose personal data will be processed.

Special categories of personal data that need more protection may be processed only for
health purposes when needed for these goals to be achieved for the benefit of private individuals
and society as a whole.

Key words: Healthcare, Bioethics, Medical services.



HEOBXO/IMUMOCT OT ETUYHU HOPMMU B TEHHOCTTA HA 3/IPABHUS
MEHUIKMBHT
Anexkcanapuna Bogennuaposa, Paiuna 3inaranoBa- BesmkoBa, AHTOHUA SIHakneBa

THE NEED OF ETHICAL NORMS WITHIN THE HEALTHCARE
MANAGEMENT ACTIVITY
Alexandrina Vodenicharova, Ralica Zlatanova-Velikova, Antoniya Yanakieva

Pesztome: /[nec noseue om écaxoza e HA3PAIA HEOOXOOUMOCMMA OM ACHO OnpeoeiaHe Ha
emuyHume HOpMU 8 OeUHOCMMA HA 30PAGHUME MEHUONCLPU U MBIKYGAHEMO HA emudHume
npobremu 6 30paseonazeanemo. Hacmosawama cmamusi npedcmaes u anaiu3upa npuHyunume,
AHAIUMUYHUMe YMeHUsl U JUYHOCIMHU 006podement, 3a1ecHalu 6 MUCTEHemO HA Cb8PEMEHHUMe
30pasnu meHuddcwvpu. Ilpedcmasenu ca emuunama pamka Ha Cb8PEMEHHAMA 30pA6HA NOJUMUKA,
emuyHume HOpMU 6 OeUHOCMMA HA 30PAGHUSL MEHUOICHD U hakmopume, 61usewu 6bpPXy emukama
Ha MEHUOIHCBPA.

Kniouoeu oymu: emuka, emuynu Hopmu, cmanoapmu, 30pagern MeHUONCMbHM

Summary: Now, more than ever, there is a pressing need for a clear definition of ethical
norms in the activities undertaken by health managers in the healthcare sector. There is an urge for
an ethical interpretation of the problems in this sector. This article presents and analyzes the
principles, analytical skills and personal values embedded in the health managers’ perception.
Presented are the ethical framework of modern healthcare policies, ethical norms implemented as
an inseparable part of the work of a healthcare manager and the factors influencing their skills will
also be presented in this work.

Key words: ethics, ethical norms, standards, health management



CHPABEIJIUBOCTTA IIPU PABIIPEAEJIEHUETO HA 3/IPABHU PECYPCH —
ETUYEH ITPOBJIEM 3A JIMIIATA B CTAPUYECKA Bb3PACT
IaBaunka loopuiaoBa, Kainna Credanona, liBeranka /[xkurancka

FAIRNESS IN THE ALLOCATION OF HEALTH RESOURCES -
ETHICAL PROBLEM FOR THE ELDERLY
Pavlinka Dobrilova, Kalina Stefanova, Tsvetanka Dzhiganska

Peztome: Cucmemnusam ananiuz Ha pearHocmume 8 ObI2APCKOMO 30paAeona3eane nokased,
ye 30pasHume NOMPEOHOCMU BUHASU NPEeSULABAM HATUYHUME pecypcu 3d MAXHOMO NBIHO
yoosnemsopsgane. C Hanpeosanemo Ha 6v3pacmma 3ayecmsaéam mpatHume 30pPagoCcilo8HU
npobnemu u XpoHuuHume 3abonasanus. Baosicno oecpanuuasame 6 yeHmocmume Ha 8v3pacmuume
nayueHmu e cnpageoiusocmma npu O0oCmvbna 00 30pAeeondséaHe U pasnpeoeieHuemo Ha
pecypcume. Toea, Kakmo U HEYMOIUMOMO O2PAHUYABAHE HA pasxooume  B8cle0Ccmaue
pazepvujanemo Ha 2100AIHAMA UKOHOMUYECKA KpU3a HANa2am 6 Kpamku Cpokoge 0a ce niaHupa u
oCcvUecmey OCHOBHOMO NpecmpyKmypupamne u epekmusHo ynpasieHue Ha 30pasHama cucmemd.
Hyxcnu ca uempaouyuoHnu u HecmaHoapmuu NOOX00U 34 emuyHo pe2yiupame Ha
UKOHOMUYECKOMO NnogedeHue, Cb4yemanl ¢ UKOHOMUYECKO pe2yupane Ha emuyHomo nogeoeHue.

Knwuosu dymu: cnpaseonusocm, 30pasHu pecypcu, cmapiecka 6b3pacm

Summary: The systematic analysis of the realities in the Bulgarian health shows that health
needs always exceed the available resources for their complete satisfaction. With aging, frequent
persistent health problems and chronic diseases. An important limitation in the values of older
patients is fairness in access to health care and resource allocation. This and relentless cost-cutting
due to the unfolding global economic crisis imposed at short notice to plan and implement the
major restructuring and effective management of health sistema. Nuzhni are non-traditional and
unconventional approaches to ethical regulation of economic behavior, combined with economic
regulation ethical behavior.

Key words: justice, health resources, elderly



ETUYHU UBMEPEHUS HA KIMHUYHUTE I'PU’)KU B
CBbBPEMEHHMUTE BBJII'APCKH YCJIOBUSA
ITerss AcnmapyxoBa

ETHICAL ASPECTS OF CLINICAL CARE
IN MODERN BULGARIAN CONDITIONS
Petya Asparuhova

Pezrome: Cmamusama nonemuzupa emuyHume usMepeHus: Ha KIUHUYHUMe 2pudicu 6
cv8pemeHHume OvbaeapcKu ycnosus. AKyeHmupa ce 8bpXy HenpeKbCHAmomo Hapacmeame Ha
Xponuunume 3a007A6AHUAL U CBbP3AHAMA C MAX YA3BUMOCH HA XOPAama, KOUmo nocmaegsam 6bnpoca
He camo Kak 0a ce ocuzypu HeobXo0umMomo jieyeHue, Ho U — Kak mo 0a ce cvbiemae ¢ 2pudxcama 3a
nayueHmume, upe3 aoanmMupame Ha UYOBEWKU pecypcu 6 30pageondssanemo KbM HOGUME
npogecuoHantu U3UCKEAHUSL.

Knwuoeu oymu: emuka, 30pagna zpudica, nayueHmu.

Summary.: The article enters into polemics on ethical aspects of clinical care in modern
Bulgarian conditions. The Emphasis is placed on continued growth of chronical diseases and
related vulnerability of people who raise the question not only how to provide the necessary
treatment, but - how it can be combined with patient care, by adapting human resources in
healthcare to new professional requirements.

Key words: ethics, health care, patients.



JTOCTOMHCTBO U ITIPABA HA XOPATA,
MNMOJI3BBAIIA IICUXNUYHO-3/IPABHUA YCJIIYT
Kamenus bornanoBa, Tans [lonoBa, /lumutpuna baaroesa

DIGNITY AND RIGHTS OF THE PEOPLE
BENEFITING MENTAL HEALTH SERVICES
Kameliya Bogdanova, Tanya Popova, Dimitrina Blagoeva

Peztome: Xopama ¢ ncuxuyHu pasmpoucmea umam 6CudKu npasa u c80000U He3ABUCUMO
OMm MexHUsi NoJ, pacosa U perucuo3Ha NPUHAOIEHCHOCT, eMHUYECKU NPOU3X00, e3uK, Cmamym 8
obwecmeomo unu opye kpumeputl. Toea ce capanmupa upes peouya MexncOyHapooHu akmose. B
MO3U KOHMEKCM, NpedideaHemo HA NCUXUYHO-30PABHU YCIVeU € OCHOBAHO HA CHA36AHEMO Hd
npasama Ha nayueHmume, OYeHKa Ha mexHume UHOUBUOYANHU HYHCOU U OCUSYPABAHE NPABOMO UM
Ha u3oop.

THayuenmume ¢ ncuxuyHu pazcmpoucmea UMam npaso Ha HA-000pama 6b3MONCHA
ACUXUAMPUYHA NOMOW|, NPABO HA CHA NPOYedypa No HACMAHABAHe HA NPUHYOUMENHO JedeHue,
APAaso HA 3aWuma Ha TUYHUMe OaHHU, NPAso 0d HCugesm u pabomsm 6 00uecmeomo.

Knrwuosu oymu: ncuxuyno 601U, 00CMoUHCmM80, Npasa, NCUXUYHO 30PAGHU YCIY2U.

Summary: People with mental disorders have all rights and freedoms regardless of their
gender, racial and religious affiliation, ethnic origin, language, status in society or any other
criterion. This is guaranteed by numerous international instruments. In this context, the supply of
mental health services is based on respect of the human rights of the patients assess their individual
needs and ensuring their right to choose.

Patients with mental disorders are entitled to the best possible mental health care, the right
to a clear procedure for placement of forced treatment, the right to protection of personal data, the
right to live and work in the society.

Key words: mentally ill, dignity, rights, mental health services



YKOMIIVIEKCHO JJEYEHHUE” U IICUXUATPUYHA I'PUXKA: EOUKACHOCT HA
NCUXUATPUYHATA KOHCYJITAIIUS B MHOTI'OITPO®PUJIIHATA BOJTHUIIA
HBo Hamos, CBets1aHa BeaukoBa

"COMPREHENSIVE TREATMENT” AND PSYCHIATRIC CARE: EFFICACY OF
PSYCHIATRIC CONSULTATION IN GENERAL HOSPITAL
Ivo Natsov, Svetlana Velikova

Pezome: Cmamusma nocmaes npobrema 3a pe2iameHmupane Ha HeoOXo0uMocmma om
ocvluyecmessane Ha KOHCYIMAMUBHA NCUXUAMPUYHA 2pudica 6 obwume U YHUGepcumemckume
bonHuyu. 3acmvnea ce mesama, ue He € Gb3MONCHO ,, KOMNIEKCHO JleyeHue ' Ha nayuenma, 6e3
Pe2NaMeHMUpaHomo yuacmue Ha MeOUYUHCKAMA CNeyuarHocm, KOSMO 6 HaU-207AMa CmeneH
nomaza Ha nayuenma 6 Omcmossane Ha He2o8ama Yaiocm, Hecoeama uoenmuunocm. Ilpeocmagsam
ce OamHu 3a eurachocmma HA NCUXUAMPUYHAMA KOHCYIMAyus U OUMEeHCuume HA HeuHama
nONe3HOC.

Knwuoeu oymu: I[lcuxuampuuna KOHCYImMayus, eqQuKacHocm, KOHCYIMAMUHa U JUe30H
ncuxuampus

Summary: the article places the problem of regulating the necessity of an implementation of
advisory psychiatric care in general and university hospitals. Advocates the thesis, that it is not
possible "comprehensive treatment" of a patient without the regulated participation of psychiatry-
medical specialty that to the greatest degree helps the patient in defending its integrity, its identity.
Details of the efficacy of psychiatric consultation and dimensions of its usefulness are presented.

Key words: psychiatric consultation, efficacy, consultation-liaison psychiatry



CIHEHU®UYHU MTOAXOIHN B PABOTATA HA MEJUIIMHCKATA CECTPA,
PABOTELIA B ITbPBUYHATA MEJIULIMHCKA ITIOMOIL]
Kanuna Credanosa, Ilapaunka /loopuniosa, liBeranka /[xurancka

SPECIFIC APPROACHES IN THE WORK OF NURSES WORKING IN PRIMARY CARE
Kalina Stefanova, Pavlinka Dobrilova, Tsvetanka Dzhiganska

Pe3ome: bescnopua e Heobxooumocmma om NCUXONOSUHHU NO3HAHUS U YMEHUs 8
pabomama Ha MeOUYUHCKAMA cecmpa 8 NvbpeuuHama meouyurcka nomowy. Ilpunacanemo Ha
ACUXONI02UYHUSL NOOX00 KAMO HeOMMEHEH elleMeHm Om XOIUCMUYHUS N0O0X00 Npu peuasane Ha
30paenume npobiemMu HaA NAyueHma U3UCKea Oom MeduyuHckama cecmpa 0d NO3HABA
NCUXONO2UYHUME ACNeKMU Ha Doslecmma u 0a npuiaza UHOUBUOYaieH no0Xo0 Npu peuasanemo Ha
30pasnume npodiemu cvb0OpA3Ho TUYHOCMHUmMe 0cobeHocmu Ha nayuenma. [losnasanemo na mesu
cneyuguuru noOXo0u 8bOPBIHCABA MEOUYUHCKAMA CECMPA C 8b3MONCHOCIMMA 0a UdeHmuduyupa
PasauyHume NCUXO-COYUATHU (AKMopU HA OKOJAHAMA cpedd U 0a Npuided CbOmeemuume
CECMPUHCKU UHMEPBEeHYULL.

Knwuosu oymu: meouyuncka cecmpa, N"bp8UUHa MeOUYUHCKA NOMOW, XOTUCTNUYEH NOOXO00,
ACUXOTI02UYHU NO3HANUSL

Summary: The necessity of psychological knowledge and skills in the work of nurses in
primary care. Applying psychological approach as an indispensable element of a holistic approach
to solving the health problems of the patient requires the nurse to know the psychological aspects of
the disease and individual approach in solving health problems according to personal
characteristics of the patient. Knowing these specific approaches arming nurse with the ability to
identify various psychosocial environmental factors and apply appropriate nursing interventions.

Key words: nurse, primary care, holistic, psychological knowledge



IMPOBJIEMU U ITPEAN3BUKATEJ/ICTBA ITPE/l BHUOETHUKATA.
ABOPT U EBTAHA3UA
Pocuna MapkoBa

BIOETHICAL PROBLEMS AND CHALLENGES - ABORTION AND EUTHANASIA
Rositza Markova

Pe3wome: B cmamusama ca 3acecnamu 08a om HAl-8adCHUNME CbBPEMeHHU Npooaemu npeo
buoemuxama ,a umenno abopma u esmanaszusma. Tesu npeouzsukamencmea ca Kakmo oOm
MOpANHO ,maKka u om 0yxoeHo ecmecmeo. Te cvujo maxka ca 0bexm u Ha OUCKCKYCUuu,cmpamecuu u
HOCMABAM MHONCECMBO CHOPOBE MeNHCOY CEEMCKO U PENUSUOZHO,MOPATIHO U HEMOPAIHO,eMUYHO U
HeemuuHo.

Knwuosu dymu: abopm,buoemuxa, eemanasus, Mopa

Summary: In the article are concerned two of the most important contemporary issues
facing Bioethics, namely - abortion and euthanasia. These challenges have both moral and spiritual
nature. They are also object of discussions, strategies and put many disputes between laic and
religious, moral and immoral, ethical and unethical.

Key words: abortion, bioethics, euthanasia, moral



YIIPABJIEHUE HA XOPU3OHTAJIHO UHTEI'PUPAHA CTPYKTYPA OT ®UPMHU 3A
HPEAOCTABSAHE HA MEIUIUHCKU YCJIYT'U
HeBan JlomikoB

MANAGEMENT OF HORIZONTAL INTEGRATED STRUCTURE OF COMPANIES
PROVIDING MEDICAL SERVICES
Ivan Doshkov

Pe3rome: Hzepasicoanemo u v3npuemanemo Ha 0a0eHa HAYUOHAIHA 30PA6HO-NOIUMUYECKA
KOHYEeNnyus. e pe3yiman Om npoowidCUmeslet, npomusopedus u mpyoeH npoyec Ha OCMUCTIHE Ha
30pasHama cumyayus 6 0adeHa CMmMpaHd, HA 3a0bAO0YeHU NPOSHO3U U U300p HA 6APUAHMU.
Pewasanemo na 30pasnume npobremu Ha Hayusma uzo00ujo, a He camo npobiemume HA
MeOUYUHCKOMO 00Cydiceane, Halaza eOuH 3HA4UMenHo No-wmupoK no0xXo0 8 30pasHama noJUMuKa,
0cobeno 6 nepuoda Ha NPOMSIHA 8 30PAGHAMA CUCEMA.

Vnpaenenuemo na eono 30pasHo 3asedenue e YCNEWHO CAMO, AKO € VCHEWHO U
VAPAGIEHUEmo Ha OMOeTHUme My 36eHa U me pabomsim 6 CUHXPOH 3d NOCMU2aHe Ha odwume yeiu
Ha opeanuzayusma. 3amosa paspabomeanemo Ha pabomuume npoyecu u CUCMemMama 3a OYeHKd
Ha npeocmaeaHemo mpsaO6a 0a 6KIY6A 6CUYKU 36€Hd, KAMO SACHO Oe@uHUpa mexHume
3A0BINHCEHUS U OM2OBOPHOCIU 3 NOCMU2AHE HA NIAHUPAHUME Pe3YImaniu.

Ynpaenenuemo ma xopuzommanno ummezpupanama cmpykmypa om  gupmu  3a
npeodocmassiHe Ha MeOUYUHCKU YCIyeu He Cledsa 0a e camoyel 3ad HelHume pPbKoBOOUmelu.
Kpatinama yen mpsbea oa 0v0e Hacouena KoM 3anazéaHe u noooopssamne 30pasemo Ha
00CIYHCEAHOMO HACENECHUE.

Knrwouoeu oymu: Meouyuncku yciyeu, MeOUYUHCKU YEeHMbD, CMPYKmMypd, YRpasieHue,
uHmezpupaue

Summary: The establishment and adoption of Strategy for National health policy is a result
of controversial and difficult process of rationalization of the health situation in the country, in-
depth forecasts and choice of options. Finding a solution for healthcare problems of the nation in
general, not only the problems in the healthcare sector, requires much broader approach to
healthcare policy, especially in times of changes in the healthcare system.

The management of a healthcare facility is a successful task only if it is based on successfull
management of its various parts and if they work together for the achievement of common goals of
the organization. Therefore, the development of work processes and system performance evaluation
should include all units, and should clearly define their duties and responsibilities for the
achievement of intended results.

Management of horizontally integrated structure of companies providing medical services
should not be end in itself for its leaders. The ultimate goal should be focused at maintaining and
improving the healthcare status of the population.

Key words: Medical services, medical center, structure, management, integration
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