[JokyMeHTM Ha Mar.dapM.XpuctuHa Buktoposa JlebaHoBa, Ad 3a yyacTve B KOHKYPC 3a AOUEeHT B obnact
Ha BucweTto obpasoBaHue ,7. 3apaBeona3BaHe M cropt” no 03.01.53 CoumanHa MeauumHa W
opraHusaumsa Ha 34paBeornasBaHeTo U dapMaumaTa KbM cekTop ,CoumanHn n dapMaueBTUYHN TPUMXN" 3a
HY>XOAWTE Ha npenojaBaHeTo B cneunanHocT ,loMowHunk-papmaueBT', cbriacHo obssa B [dbpXxaBeH
BECTHUMK, 6p.93 ot 11.11.2014 .

Pe3tomeTa Ha Hay4YHUTE TpyaoBe Ha XpMUCTMHA BUKTOpoOBa
JlebaHoBa

AsTopedepar 3a npuaobusaHe Ha OHC ,a0KTOp”

XpuctuHa JlebaHosa. ,M3cneaBaHe Ha NaLMEHTUTE KaTo M3TOYHMK Ha MHPOpMaLMA 3a cMcTemaTa 3a
npocnegABaHe Ha NeKkapcTBeHaTa 6esonacHocT B bvarapua”, uceptaumoHeH Tpya, npuaobuta OHC

»LOKTOp No dapmauma”’, HaydHa cneumnanHocT ,,dapmMakonMKOHOMMKA U GapmaLeBTUYHA
perynauma”, Codus, 2014 r.

Llenta Ha ancepTauMoHHMA TPy € Aa Ce NPOoyyYn OTHOWEHMETO M Aa Ce OLEeHM NOoTeHunana
Ha MaUMEeHTUTE KAaTO M3TOYHMK HA CUCTEMATA 33 CMOHTAHHO CbOOLLABAHE HA HEXKenaHu
NEKAPCTBEHN peakuMm M Aa ce NpPennoXu MPaKTUYECKM Mnoaxos 3a NnpociefAaBaHe Ha
KauyecTBOTO Ha 3A4paBHATA W JieKapcTBeHa MHPOPMALMA B MHTEPHET-CaUTOBE HA 6bArapcku
e3uk. lpoBeaeHn ca ae npoy4yBaHuA. M3nonsBaHM ca AECKPUNTUBHWU CTAaTUCTUYECKM
MeToAM, TecToBe 33 WM3c/neABaHe Ha  3aBUCMMOCTM  MEXAY ONuUCaTeNHu  OaHHW,
COUMONOTNYEeCcKM meToan. B nbpBOTO NpoyyBaHe upe3 npenBapuUTesIHO M3paboTeH W
BAa/IMANPAH BBMNPOCHUK € OLEHEHO HMBOTO Ha 3HAHWATA Ha MAUMEHTMTE 3@ CbLLHOCTTA HA
HeXXeNaHUTe NeKapCTBEHM pPEaKUUM, OCHOBHUTE GAKTOPU, KOUTO BAMAAT HA TeXHUTe
NO3HaHMA U HUBOTO MM Ha WHGOPMMPAHOCT, FOTOBHOCTTA 3a camooby4vyeHue, KaKTO U
KEeNaHNeTo U NoTeHuMana fa ce BK/IYaT B CUCTEMUTE 3a CMOHTAHHO CbobuiaBaHe Ha
HeXKeNaHW NeKapCcTBeHN peakuuu. MNonyyeHuTe pesyntatv ca M3NON3BAHM KATO OCHOBA 3a
pa3paboTBaHe Ha 0OyYMTENEH MATeEPMAn 33 HEXKENAHUTE NEKAPCTBEHM PeaKLMK U CUCTEMATA
3a CMOHTAHHOTO MM cbobLlaBaHe, NpeagHAa3HAYeHM 33 NAUMEHTU. BbB BTOPOTO nNpoy4yBaHe e
n3paboteHa M BanMAMpaHa MeTOAMKAa 3a OLEHKAa Ha KayecTBOTO Ha JieKapCTBeHaTa
MHOOPMALMA B MHTEPHET M3TOYHMUM Ha Obarapcku esuk. Ypes HeAa ca OUEHEHW Hal-
nocewiaBaHuTe caiitoBe B bbarapuma n e 0606LeHO Ka4yecTBOTO Ha MHGOpPMaUMATaA B TAX.

I. CNncbK Ha Nny6AnKauum B NnepuoanyYHU Hay4YHU U3[aHUA, KOUTO ca
CBbP3aHM C AOKTOpPCKaTa gucepraumsa

I.1. Ny6anKaumm B 4yXKaN Hay4YHU CNUCAHUA:

1. Lebanova H., Getov |., Grigorov, E. Practical tool to assess reliability of web-based
medicines information. Medicinski glasnik, 2014, 11(1):221-227.[IF 0,202]

Aim Information disseminated by medicines information systems is not always easy to apply.
Nowadays internet provides access to enormous volume and range of health information that was
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previously inaccessible both for medical specialists and consumers. The aim of this study is to assess
internet as a source of drug and health related information and to create test methodology to
evaluate the top 10 visited health-related web-sites in Bulgaria.

Methods Using existing scientific methodologies for evaluation of web sources, a new algorithm of
three-step approach consisting of score-card validation of the drug-related information in the 10
most visited Bulgarian web-sites was created.

Results In many cases the drug information in the internet sites contained errors and discrepancies.
Some of the published materials were not validated; they were out-of-date and could cause
confusion for consumers.

Conclusion The quality of the online health information is a cause for considerable information noise
and threat to patients’ safety and rational drug use. There is a need of monitoring the drugs
information available online in order to prevent patient misinformation and confusion that could
lead to medication errors and abuse.

1.2. My6bankaumum B Hay4yHU cnucaHua B bbarapums:

2. Tpwuropos, E., Hacesa, E., CToiHOBa, B., JlebaHoBa, X., leToB, . MeToaon0rMyeH noaxoa,
32 MeAUKO-COUMANIHO MNPOyYBaHe 3a HYXAUTE Ha MNOCTMApPKETUHIOBWUA JIEKAPCTBEH
MOHUTOPUHT. CoyuanHa meduyuHa, 2012, 14(2-3):70-2.

EOMH OT OCHOBHUTE M3TOYHMUM HA MHPopmauma 3a 6Oe3onacHOCTTa Ha JiekapcrTBata e
NOCTMapPKETUHIOBUA JIEKaPCTBEH MOHMTOPMHI OCHOBAaBall, Ce€ Ha CbOOLEHUs OT MeAULMHCKUTE
cneumannctn. Tolt faBa Bb3MOMKHOCT 33 MAEHTUUUMPaAHE HA PaHHW CUFHAAW 3@ HEM3BECTHWU A0
MOMEHTa He)KenaHW NeKapcTBeHn peakumn (H/IP) 1 3a onpepgensHe Ha pUCKoBUTE QaKTopu 3a
TAXHaTa nossa. JlekapcTBeHaTa 6e30nacHOCT TpabBa Aa 6bAaT edeKTUBHA YacT OT MpaKTUKaTa Ha
BCMYKM [0CTAaBYMLM HA 34paBHM M dapMaLLeBTUYHM YCAyrWM, C Len Aa ce u3berHe nossata Ha
He)KenaHU NIeKapCTBEHM peakumu. LlenTta Ha ctatuaTa e ga npeactaBu NpumMepeH MeToZo/IornYeH
nogxon 3a ¢opmmpaHe Ha NpeacTaBMTE/IHA M3BaJKa OT JIeKapu M afiropuUTbMm 3a NpoBeXKAaHe Ha
TEPEHHO MEAMKO-COLUMANHO NPOy4YBaHE 33 HYXAUTE HA MNOCTMAPKETUHIOBUA JIEKApCTBEH
MOHUTOPUHT. OcobeHoCTUTe Ha HayyHaTa XuMNoTesa, KoATO € cuTyupaHa B ob6sactta Ha
NekapctBeHaTa 6e3onacHocT M GapMaKOBMMUAAHC, Hanara M3non3BaHeTo Ha cneumduyeH
MmeTogo/0rM4eH noaxoA. MNpu paspelaBaHeTo Ha M3cnepoBaTesickma npobnem, H6ewe M3nNoa3BaH
METO/, Ha NpsAKa aHOHMMHA MHAMBMAYaNHA aHKeTa Ha XapTueH Hocuten. OBeKTU Ha Npoy4YyBaHETO
6Axa MeOULMHCKM CneumMannctu — nekapu oT gobosHMYHaTa nomoll. MNpoBegeHaTa aHKeTa e Ha
MACTO, B cpedaTa Ha NpodecMoHasHa peanmsauma Ha aHKeTUpPaHuTe, C Len cbOupaHeTo Ha
MaKCMManHo 06eKTMBHaA 1 U3YepnaTesiHa MHPopmaums.

3. Hacesa, E., Tpuropos, E., JlebaHoBa, X., [eToB, U. MpunoxKeHne Ha moanduLmpaH meTo,
,TaéH KAWEHT” 3a npoBexgaHe Ha MeAMKO-COUMASHO MPOoy4YyBaHe 3a HyXKAUTE Ha
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npocseasBaHeTO Ha NekapcTBeHaTa 6esonacHocT. CoyuanHa meduyuHa, 2013, 21(3):32-
34.

HuBoTo Ha cboblllaBaHe Ha HexKenaHu nekapcTeeHu peakummn (H/IP) oT dapmaleBTH y Hac € HUCKO.
YacT oT npuMuMHUTE 3a TOBa Ce Ab/XKAT Ha crnoJesieHaTta OTrOBOPHOCT 3a 34paBeTo Ha nauueHTute
MeXay nekapute u dapmaLeBTUTE, KaKTO U HAa HeOCb3HaTaTa Po/a Ha dpapmaueBTUTe B TO3M NpoLec.
Uenta Ha npoyyBaHeTo e Aa ce TecTBa moauduumpaH MeTogoN0rMYeH Mnoaxod ,MUCTEPUMO3EH
KIMEHT” 3a oueHKa Ha 3HaHMATa U ymeHuATa B 0bnacTTa Ha Npoc/iedsBaHETO Ha JieKapcTBeHaTa
6€30MacHOCT M KOMYHMKALUMATA Ha pUCKa cpea NpeacTaBuTesiHa M3BaZKa OT Maructbp dapmauesTu
Ha TepuTopuATa Ha rpag Codusa M nposexgaHe Ha MeAMKO-COLMANHO MPOoy4YBaHE 3a HyXAuTe Ha
NOCTMapPKETUHIOBUS NEKAPCTBEH MOHUTOPUHT, Ype3 moandpuumMpaH meToa , TaeH KAMeHT”.

O6eKT Ha npoyyBaHeTo baxa 60 anTekM Ha TeputopuaATa Ha rpag Codua. Te 6axa noceteHu ot
npeaBapuTeNHO 06yYeHU “TalHM KAMEeHTU” C Len Aa Ce OUEHST HMBOTO Ha NO3HaHMUATa U YMeHUATa
Ha papmaueBTuTe, paboTelm B TaX, B 06/1acTTa Ha IeKapcTBeHaTa 6e3onacHoCT.

MoaxoAbT ,TaeH KAMEHT' e HadeXAeH MeTof 3a OLEeHKa Ha Mo3HaHMATa Ha dapmauesBTUTe U
nposexaaHe Ha HabnogaTeNnHo NpoyyBaHe.

4. Jle6aHoBa, X., letoB, W. ApgantMpaHa MeToAMKa 3a wu3paboTBaHE W OLEHKa Ha
obyuyntenHn martepuanM 3a NaUUEHTUTE 3a UeauMTe Ha npoc/ieAsaBaHETO Ha
NneKapcreeHaTta 6e3onacHocT. CoyuanHa meduyuHa, 2013, 21(3):35-37.

MauneHtTMTe B Bbarapua ca aKTUBHM WM MpPEKM y4vyaCTHULM B CUCTEemaTa 3a npocnefsBaHe Ha
NeKapcTBeHaTa 6guTenHocT ot toam 2012 r., ¢ BAU3AHETO B CMNA Ha NPOMEHUTE B €BPONENCKOTO
bapmaLeBTMYHO 3aKoHoAaTencTso. [lauMeHTMTe MMAT nNpaBo Aa CbobuwaBaT AMPEKTHO Ha
N3nbaHMTeNHATa areHUua No SIeKapcTBaTa 3a HAaCTbNWAN HEXeNaHW IeKapcTBeHU peakumm. Llenta Ha
HaCTOALLETO NPOyYBaHe e Aa ce afantTupa moaumduuMpaH MeTOLO0NOINMYEH NOAXOSA 3a TecTBaHe Ha
0byuynTENHM MaATEpPMAnM 3a CHLLHOCTTA Ha HeXXenaHuTe JNIeKApCTBEHM PeaKkUMM M HauyMHUTE Ha
TAXHOTO AO0KNafABaHe, npegHa3HadeHM 3a naumeHtTn. OBeKT Ha npoyuyBaHeTo € Cb3fajeHaTa
H6poLuypa 3a CbLHOCTTA U HAYMHUTE HA AOKNAZABAHE HA HEXeNaHU IeKapCcTBeHU peakumn. OueHeHo e
HEeMHOTO HMBO Ha 4eTMMOCT Ype3 SMOG-TeCT M NONE3HOCTTa 3a MauMeHTUTe Ype3 uenesa GOKyc-
rpyna. MonyyeHute pesyntaTv NOKa3BaT, Ye e HeobxoAnmMo obyunTenHUTEe MaTepuanm 3a NaumeHTH
[a OTrOBapAT HA onpeaeneHn KPUTEPUU C LLeSl MaKCMMaJIHa NoIe3HOCT.

5. Lebanova, H., Getov, |. Patient reporting of adverse drug events — a narrative review.
Scripta Scientifica Pharmaceutica, 2014, 1(1):14-19.

PURPOSE: The aim of this review is to examine the role and experience with direct patient adverse
drug reactions reports in the spontaneous reporting systems.

MATERIAL AND METHODS: A computerized literature search or relevant English publications regard-
ing the role and characteristics of direct patient reporting from 1996 to 2012 was completed in
January 2013. The latest update in the search was performed from September to October 2013.
RESULTS: The results show that direct patient reports could contribute to the pharmacovigilance
system qualitatively as well as quantitatively. There are a lot of factors that influence patient
participation such as personal characteristics, disease perception, and previous experience. Critical
issue in the process is considered to be the noise effect on the signal generation.
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CONCLUSION: Inclusion of patients as a source of information will help to change the perspective of
pharmacovigilance. The factors that affect the decision of the patient’s report of an adverse drug
reaction and possible external influences that would shape their opinion and could affect the quality
of reports are not well studied.

Il. CnucbK Ha ny6anKauuuTe B NepUOANYHM HayYHU U3[aHUA, KOUTO He ca
CBbpP3aHM C AOKTOPCKaTa auceprayma

II.1. Ny6bAankauum B 4y>KAM Hay4yHU CNUCAHUA

6. Lebanova, H., Manolov, D., Getov, I. Patients’ attitude about generics — Bulgarian
perspective. Marmara Pharmaceutical Journal, 2012, 16(1):36-40.

OBIJECTIVE: The aim of the present study is to investigate (1) what is the patients’ attitude towards
and (2) preferences to use generic medicines in Bulgaria and (3) which are the main factors
influencing their opinion.

METHODS: Using pseudo-randomization we select a sample of 225 participants, men and women
from general population, patients in community pharmacies. For our survey we used a standardized
self-questionnaire of ten points. The influence of sex, age, education, medical history, knowledge of
generic drugs and experience with generic substitution and medicines was examined through Chi-
square tests.

RESULTS: The results show that 74% of the participants seemed not to be informed on generic drugs
and 26% received valuable and relevant information from their general practitioner or pharmacist.
94% believed that generic medicines are inferior to brand medicines on quality, safety and efficacy.
CONCLUSIONS: The main reason for almost all the participants (94%) to prefer original medicines,
over generics is the insufficient information, they have. The core factors forming patients’ opinion
and expectations for generic drugs are medical professionals’ recommendation and previous
experience. The main advantages of the generics according to the participants in the study are the
lower price and better accessibility. The results raise the issue of the awareness and level knowledge
about generic medicines and the rational drug use in the general population.

7. Getov, |, Hristova, T., Lebanova, H., Grigorov, E. Study of obligations defined in
agreements between parties involved in clinical trials of medicinal products in Bulgaria.
Medicinski Glasnik, 2012,9(2):383-7. [IF 0,202]

The aim is to analyse and assess the legislative and contractual obligations of the parties involved in
the conduct of clinical trials, with identification of the needs for comprehensive contractual
regulation of their rights and responsibilities. This survey has been carried out by means of review,
analysis of comprehensiveness, comparative legislative analysis and assessment of compliance with
the legislation of sample of investigator and site agreements governing the process of conducting
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clinical trials. The survey comprises analyses of contractual relations between the sponsor of the
study and the investigator, and between the sponsor of the study and the trial site, respectively,
relevant to clinical trials which are actually conducted in Bulgaria at the time of and following the
survey. Comparative method based on pre-defined structured indices was employed to outline the
major variances in the volume of responsibilities and obligations of the said parties to the clinical
trial, as regulated by the investigator and site agreements. The analysis of comprehensiveness
showed evident omissions in the regulation of relations and interactions between the parties to the
agreements. The detailed contractual regulation providing for the statutory obligations and
responsibilities of the parties involved in the conduct of clinical trials is a good guarantee for proper
understanding of the obligations of each party and for compliance with their relevant responsibilities
in view of protecting the rights of the participants in the clinical trials — patients or healthy
volunteers.

8. Grigorov, E., Naseva, E., Lebanova, H., Getov, |. Testing willingness to pay for
blood pressure measurement in community pharmacy. African Journal of
Pharmacy and Pharmacology, 2012, 6 (13):1005-1010. [IF 0,839]

The Bulgarian primary healthcare service is faced by a number of challenges: the demands of an
aging population, the growing strain on the primary healthcare services and a change in the daily
activities of pharmacy and other primary healthcare professionals. This change for community
pharmacist is reflected in more generally contributing to accessible and efficient primary healthcare
services, known as value-added pharmacy services. The aim of our study was to assess what is the
amount of money, the visitors and patients in community pharmacy in Bulgaria are willing to pay
(WTP) for a measurement of their blood pressure. A direct face-to-face interview was conducted
during two months in 2011. WTP for value-added service — measuring of the blood pressure was
assessed in 100 visitors and patients of community pharmacies. Collected data were then processed
to statistical analysis. The results show that respondents are willing to pay a small rate of 2 (two)
BGN equivalent to near 1 EUR for this service. In general, our study of WTP for measuring blood
pressure in community pharmacy showed that the service is not acceptable as VAPS and WTP rate is
modest.

9. Lebanova, H., Getov, |., Grigorov, E. Descriptive study for look-alike and sound-alike
medicines based on local language peculiarities. African Journal of Pharmacy and
Pharmacology, 2012,6(28):2161-2165. [IF 0,839]

The existence of confusing drug names was considered one of the leading causes of medication
errors. The aim of the study was to summarize the potential sources for errors associated with look-
alike and sound-alike medicines, to provide overview of the most common patterns and offer
recommendations of safety strategies to help mitigate the problem. A standardized questionnaire
was conducted during one month in 2011. The collected data was statistically analyzed with
Microsoft Excel 2007 and SPSS v17.0. The total of 93 questionnaires was obtained. 223 unique look-
alike and sound-alike drug pairs were identified with prevalence to brand names. The modal
Bulgarian brand medicine name had 7 letters, 3 syllables and one word. The average generic drug
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name had 10 letters, 4 syllables and one word. The top 15 highest risk-potential pairs from both
groups were classified by the values of the Dice coefficient and analysed by possible impact on
prescription and pharmacy practice. The results of the study showed that look-alike medicine names
were a possible source of medication errors and thread to patient safety in every-day practice. Safety
strategies were needed to reduce the risk of medication errors in community and hospital
pharmacies related to look-alike and sound-alike drugs.

10. Kozuharova, E., Lebanova, H., Getov, |., Benbassat, N., Napier, J. Descriptive study of
contemporary status of the traditional knowledge on medicinal plants in Bulgaria.
African Journal of Pharmacy and Pharmacology, 2013, 7(5):185-198. [IF 0,839]

In the contemporary reality of globalization and urbanization in Bulgaria, traditional empiric
ethnobotanical knowledge is disappearing. The aim of our study was to check the attitude of a
random sample of people to the herbs and the traditional way of healing: 1) to find out which herbs
are the most popular in Bulgaria; 2) what is their most popular application; 3) to study the
distribution of negative or positive attitudes to the traditional use of medicinal plants according to
age and gender of Bulgarian people. In total, 77 plant species (including the ones in the formula
combinations) were mentioned during the study. They belong to 38 families. The most important
families are Lamiaceae, Rosaceae, Asteraceae and the plants which most commonly referred to as
“Granny’s cure” were Hypericum perforatum, Cotinus coggigria, Plantago major, Sempervivum sp.
div., Calendula officinalis, Melissa officinalis, Allium sativum, Aesculus hippocastanum, Matricaria
chamomilla and Cornus mass. The greatest number of herbs were the ones used to treat disorders of
central nervous system (CNS), bones, skin, gastro-intestinal and respiratory system.

11. Stoyneva, V., Getov, |., Naseva, E., Lebanova, H., Grigorov, E. Physicians’ Knowledge and
Attitude towards Adverse Event Reporting System and Result to Intervention -
Randomized Nested Trial among Bulgarian Physicians. Medicinski Glasnik, 2013,
10(2):268-75. [IF 0,202]

Aim To identify the factors that influence physicians’ under-reporting in Bulgaria and their attitude
towards adverse event reporting system and to estimate the role of self-education by providing
educational materials.

Methods A randomized nested trial among physicians—general practitioners and specialists in
Bulgaria was conducted by a validated questionnaire in order to evaluate their knowledge and
attitude towards adverse event reporting system. One month after the intervention the participants
were re-visited and were asked to answer the same questions again in order to estimate the change
in their knowledge and attitude towards pharmacovigilance system and to obtain their evaluation for
the materials provided.

Results The response rate was 91. Fifty seven (46.3%) physicians were not familiar with the
pharmacovigilance system. The most common reason for non-reporting adverse drug reactions
(ADRs) was uncertainty concerning the relationship between the suspected drug and ADRs, the ADRs
were already known and the fact that the physician was not aware where they should report.
Although 103 (83.7%) respondents in the entry survey and by 102 (82.9%) of those participating in
the exit survey consider ADRs reporting as their obligation (p>0.05), only 50 (40.7%) and 31 (25.2%),
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respectively answered that they had ever reported ADRs; 109 (88.6%) of the surveyed physicians
assessed the provided educational materials as useful for them.

Conclusion The physicians in Bulgaria have poor knowledge for the pharmacovigilance system;
however self-education leads to a better knowledge and positive attitude towards ADRs reporting
system. National drug regulatory authority should play a more active role in improving physicians’
adherence to the ADRs reporting systems and the developed educational pack can be used in
nationwide campaign.

12. Kozuharova, E., Lebanova, H., Getov, I., Benbassat, N., Kochmarov, V. Ailanthus altissima
(Mill.) Swingle — a terrible invasive pest in Bulgaria or potential useful medicinal plant?
Bothalia, 2014, 44(3):213-230. [IF 0,412]

According to DAISIE, (2009) Ailanthus altissima is one of the three taxa together with Ambrosia
artemisiifolia and Robinia pseudacacia which are considered among the 100 most invasive alien
species in Europe. It is a major threat for many endemic, rare or endangered plants and animals and
their habitats in Bulgaria. The aim of this paper is to review the scientific studies on secondary
compounds and pharmacological activity of this invasive plant species. Being so invasive and mass
spread all over the country Ailanthus altissima could be regarded as a rich and cheap resource to
utilize. The knowledge about its medicinal properties is a potential background for a possible
approach to restrict its populations.

Il. 2. Ny6anKaumum B Hay4yHU cnucaHua B bbarapua

13. MaHonos, [., JlebaHoBa, X., leToB, U. MNpsaKko nHausmnayanHo TenedoHHO Npoy4ysaHe 3a
3HAYEHMEeTO Ha ueHaTa M U3TOYHULMTE Ha WHbopmaumsa 3a dapmauesTuTe. 30pasHa
UKOHOMUKQ U MeHUOXmvHm, 2009, (9)4:25-30.

ExxegHeBHO ¢dapmaLeBTMTe B anTekaTa MpPenopbyBaT WM CbBETBAT CBOMTE MALMEHTU Mpu
M3MO0/1I3BaHETO HA JIEKApCTBaTa NO JIEKapCcKo npeanucaHne u usbopa Ha sekapcTeaTta b6es peuenTa,
XpaHuTeNnHUTe [06aBKMU, KO3METUYHUTE MPOAYKTM U  MEAUUMHCKM usgenua. PaswupeHata
HOMEHK/IATYPa, C KOATO paboTaT GpapmaLieBTUTE M3UCKBA HOBA, HaBPEMeHHa M ToYHa MHopMauums.
Bce noseye ot "HoBMTE" NIeKapCcTBa Ha Na3apa ca reHepUYHU BapMaHTU Ha BeYe NO3HATK NPOLYKTU.
Bbnpekn ToBa MNO3HAaBaHETO M pauMoHanHaTta ynotpeba Ha Beye NO3HATUTE NEeKapcTBa e cpes
NPUOPUTETHUTE 3343a4M Ha dapmaLLeBTUTE B anTeKaTa.

Mpoy4yBaHeTO MOTBbPKAABA 3HAYEHMETO HA LieHaTa, KaTo GakTop 3a npenopbKata Ha papmaLesTa.
MoYTM HesHauMTeNHM ca BapuauMuTe NO MO/, MECTOMO/IOKEHWE HA anTeKaTa M KBaandukauma Ha
nepcoHana. To3nm ¢aKT MoOXe Aa MMa CbLECTBEHO 3HayeHue Mpu OBSCHEeHMEeTO Ha Temna Ha
HapacTBaHe Ha reHepuyHWA Masap M uM3bopa Ha fiekapcTBa. PesynTaTute NoAKpenaT 3HaYeHUEeTo U
NnoTBbp)KAaBaT Yycnexa Ha LEHOBUTE MapPKeTMHTOBM CTpaTerMM OT MOBEYETO reHepuyHu
NPOV3BOAMTENIN N OPUEHTALMATA HA KOMNAHMUTE KbM NOAX0AM M GOPMM 32 HaMasleHUe Ha LieHaTa
Ha /leKapcTBaTa 3a KpPaeH KOHCYyMaTop.
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14. Ne6aHoBa, X., puropos, E., NetoB, . MaTepuoBUMKMAAGHC — OCHOBHW MOHATUS U
3aKoHoZaTeNnHa pamka. ®apmauyus, 2011, 58(1-4):98-103.

TEPMUHBT ,MEANLMHCKO U3aenve” BKAOUYBA BCMYKO OT BMCOKO KOMMIOTbPU3UPAHO MEAMLMHCKM
obopyasaHe A0 OBMKHOBEHM AbPBEHW LINATYAMN 33 €3UK. TbPCEHOTO Bb3AENCTBME BbPXY YOBELLKMSA
OpraHn3bM, 3a pas/iMKa OT TOBa Ha JIEKapCTBEHUTE MPOAYKTU, He e MeTabo/IMTHO, UMYHO/IOrMYHO
Unn bapmakonormyHo. CbLLecTBYBaT HAKOJKO MeXAYHapOoAHW CUCTEMM 3a KaacMpuKauma Ha
MeAMLMHCKUTE u3aenua. Perynaumata Ha meaMUMHCKMTE M3aenus e ob6xeaTtHa n 6bp30 pasBuBalLa
ce obnact, 4Yecto obpemeHaBaHa OT OPUANYECKM NOAPOBHOCTU. Bbnpekn 3aKOHOBUTE Pa3ivuvA B
peauua ctpaHu, Tpabsa Aa ce uma npeasua, vye 6e3onmacHOCTTa Ha MeAMUMHCKOTO usaenue:
HeBMHarM Mmoxe ga 6bae HambAHO rapaHTMpaHa; CBbp3aHa e C edpeKTMBHOCTTa M ynotpebaTa Ha
MeAMLUMHCKOTO u3genue; Tpabea Aa 6blAe npocnedsBaHa Mpes3 UEAUA KU3HEH UMKbA; U3UCKBA
cnogenieHa OTrOBOPHOCT MeXAy 3auHTepecoBaHuUTe cTpaHu. Llenta Ha HacToAleTo npoyyBaHe e aa
npeAcTaBy OCHOBHUTE MOHATMA UM 3aKoHOAATe IHaTa pamKa B 061acTTa Ha MeAUUMHCKUTE U3aenna B
EC/EMNT  wn pa oueHW 3HAYMMOCTTa Ha MaTepuoBMMKMAaAHC 3a 6e3onacHata um ynotpeba u
BbBEXJAAaHETO MM B nNpaKTMKata M obydyeHueTo. M3KNUUTENHO BaxHO e 6e3onacHocTTa U
bYHKUMOHMPAHETO Ha MeAMUMHCKMTE M3aenusa Aa 6baaT oueHABaHW, Korato Te ca B ynotpeba. B
W3NUTBaHWATa NPean NyCKaHeTo Ha nasapa morat Aa 6baaT uscneasaHy n npeasuaeHN camo OHesu
noteHumanHu npobnemm c 6esonacHoOCTTa, CBbP3aHM C HenpaBuaHaTa ynotpeba Ha MeAULMHCKUTE
nsgenna. Hapacreawma um AAN0 B exeAHeBHaTa NPaKTUKa U PerMcTpupaHeTo Ha Bce no-ronam 6poi
WMHUMAOEHTU, CBbP3aHM ¢ MU, noBexaa 0 BbBEXKAaHETO Ha peauLa No BUA Kopurnpaliy AeicTemna u
MEpPKU.

15. CroliHoBa, B., Jle6aHoBa, X., Mpuropos, E. XapakTepuctuka Ha dakTopute, obycnasawm
HUCKaTa CTeneH Ha [AOKNagBaHe Ha HeXenaHW fNeKkapCTBeHW peakuum B bbarapus.
30pasHa noaumMuKa u meHUO#MvHm,2011, 11(4):97-102.

Pestome: dapmaueBTUYHA WHAYCTPMA TMOCTUra BCe MO-rofieMy ycrnexu npu paspaboTkata u
BbBEXAAHETO HAa BUCOKOEPEKTUBHU OT TeparneBTUYHA U MKOHOMMYECKA FNefHa TOYKa JIeKapCcTBEHU
npoAyKkTu. CblueBpeMeHHO ynotTpebaTa Ha KOETO M [a e IeKAPCTBO MOXKE Ja A0oBese A0 PasBUTME Ha
He)enaHu nekapcteeHu peakuuun (HJ/IP), KouTo BapupaT no cBoATa TexecT. [eilHocTuTe 3a
NMOCTMapKETUHIOBO HabnlogeHMe Ha JIeKapCTBaTa He ca AO0CTaTbyHO nobpe pasBuTM B HalwaTta
CTpaHa, HEe3aBMCMMO OT CbLLECTBYBalLaTa 3aKOHOZATE/HA OCHOBa, MOPaAW HWCKOTO HMBO Ha
cbobuiaBaHe Ha HeKefaHW JIeKapCTBEHM peaKkuMM WM HeocCb3HaTaTa poas Ha MeAULMHCKUTE
cneunanncTu B IekapcTeeHaTa 6e3onacHocT. PasbrpaHeTo Ha ¢akTopuTe, KOUTO 0OYyCNaBAT HUBOTO
Ha AoKnagBaHe Ha HJ/IP e oT K/No40BO 3HAaYeHUE 32 FeHePUPaAHETO Ha BaIMOHN CUTHANW 33 HEXKeNaHu
NeKapcTBEHM peaKkLMMn M BKAIOYBAHETO Ha NoBeve caydau oT bbarapusa B EBponeiickata 6asa gaHHu
3a flekapcTBeHa 6e30MacHOCT M NOCTMapKeTUHroBo HabatoaeHue EudraVigilance.

16. Mpuropos, E., lebaHoBa, X., Hacesa, E., letos, WU. MNpoy4ysaHe Ha Harnacute 3a
M3MepBaHe Ha KPbBHO HasAraHe cpes nocetutenute B antekn B Codua. CopodeyHo-
cvoosu 3abonasaHusa, 2012, 43(2):43-7.
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CbpaevHo-cbaosute 3abonsasaHma (CC3) ca npuMumnHa 3a egHa TpeTa OT rnobanHaTa CMbPTHOCT M 3a
egHa geceta oT rnobanHoto H6peme Ha H6onectute. AKOo 6bae HamaseHO Pas3nNPOCTPAHEHMETO Ha
XUNEepPTOHUATA, €AWH OCHOBEH CbpAeYHO-CbAO0B pPUCKOB (aKTop, BeAdHara Lwe nocaegsa W
HamMa/siABaHe Ha obuwaTta MKoOHOMMYecKa TexecT Ha CC3. Mpe3 nocnegHOTO AeceTuneTme possTa Ha
dbapmaLeBTUTe B anTeKMTe 3a 06CNyKBaHE Ha HAace/IeHNETO HEMPECTAaHHO Ce NPOMEHSA, KAaTo Te BCe
No-aKTMBHO B3MMaT y4acTue Npu NPOBEKAAHETO Ha PA3IMYHM 34PaBHN KaMNaHUM 33 NPOPUIAKTUKA
Ha peauua 3abonABaHuA. M3mepBaHETO Ha KPbBHOTO HaNATaHe B aNTEKA MOXKe [a Urpae BaXKHa pons
B npodunaktukata Ha CC3 M 3a HamanABaHe Ha puUCKa OT passuTue Ha MBC. B TO3M cmucobn,
dapmaueBTMTe, KaTo 34paBHMU CNeuManmcTi, MoraT 4a B3emMaT aKTUBHO y4acTMe B NPefoCTaBAHETO
Ha Ta3u npoduaakTnYHa ycayra. Lenta Ha HaweTo Npoy4YBaHe e Aa YCTaHOBW KaKbB € OTHOCUTENHUAT
Aan n npoduna Ha nauyneHTUTe/MOCETUTENNTE B anTeKa 3a 06CAyKBaHe Ha Hace/leHMEeTO, KOUTO
WCKaT ga um 6bae HanpaBeHO M3MepPBaHE Ha KPbBHOTO HanAraHe.

17. benuesa, B., JlebaHoBa, X., [puropos, E., letos, . MapKeTUHIoB aHann3 Ha 6ONHUYHMUA
nasap Ha aHTUKoarynaHtTu B bbarapua 3a nepuoaa 2009-2011 r. CoyuanHa meduyuHa,
2012, 14(2-3):73-5.

dapMaueBTUYHMAT CEeKTOp € eauMH OT HaW-gMHaMWYHWUTE B CbBPEMEHHATa MKOHOMMKa M
34paBeonasBaHe W NPoBeXKaa MHTEH3MBHA M3CieLoBaTeNCcKa AeWHOCT, KOATO € OCHOBHO MOB/AMAHA
OT MpaBuaaTa 3a KOHTPON BbPXY UeHuTe. Llenta Ha perynatopHUTE OpraHW € Aa MoCTUrHaT Han-
€BTMHATa LLeHa 3a JAJEH /IeKapCTBEH MPOAYKT M CTOMHOCT Ha TepanuATa C Hero, NoHAKora gopu B
KOHQ/IMKT C WMHTepecuTe Ha dapmaueBTMYHMTE KOMMaHuW. Haii-yecTo HabnalogaBaHus edpeKT e
oTTerfiAHe Ha NpPou3BoAMTENINTE U 3aryba Ha MHTEPeC KbM AafeHa TepanesBTMYHa rpyna NeKkapcTea.
Llenta Ha npoyyBaHeTo 6elle KPUTUYEH aHaAM3 HA HAKOM OT eleMEHTUTE Ha MapKeTUHr-MMUKCa No
OTHOLWLEHMEe Ha ynoTpebaTa Ha aHTMKOArynaHTU B neyebHUTe 3aBeAeHMA 3a 60/HMYHA NomoLl, Ha
TepuTOpUATa Ha Bbarapus.

18. puropos, E., Fetos, W., lebaHoBa, X., HAceBa, E. CpaBHUTENHO hapMaKOMKOHOMUYECKO
nscnenBaHe Ha Ticagrelor 3a neyeHne Ha 6GOMHM C OCTbP KOPOHAPEH CUHAPOM B
Bbnrapua. MeouyuHcku npeaned, 2012, 48(3):63-6.

LlentTa Ha HacToAWOTO M3cneaBaHe e aa 6bae HanpaBeH cpaBHWUTENEH (GapMaKOMKOHOMWUYECKU
aHanM3 no moanduLMpaH MeTos ,pasxosn-ePpeKTMBHOCT” Ha ABe PasnyHM papmaKoTepaneBTUYHMU
cTpaTernu 3a NpoduaaKkTMKa Ha aTepPOTPOMBOTUYHN UHUMAEHTM NPU IEYEHNE HA OCTPUA KOPOHApPEH
cuHapom (OKC) 3a Bcuukm rpynu naumeHt™m (MU cbec n 6e3 ST enesauusa, KakTo M HecTabuiHa
aHrMHa), /IeKyBaHM WHBA3MBHO WM HEUHBa3MBHO. [pu ¢GapMaKOMKOHOMMYECKUAT aHaNM3 Ha
aHTUTPOMBOTMYHATA nNpodunakTnka Ha OKC 33 BCMYKKM Fpynv NaLMEHTU, CPaBHABAXMe Tepanusa ¢
ticagrelor no oTHOWeHMe Ha HaW-4ecTo M3MOs3BaHaTa B MOMEHTa anTepHaTMBHA CTpaTerna Ha
NeyeHue — Kaonugorpen. HabopsT oT 60/HM cnepBa M3BagKaTa OT HOHW, BKAKOYEHU B KIMHUYHOTO
npoyysaHe PLATO. U3cnegBaHeTo e M3roTBEHO OT I/ie4Ha TOYKa Ha niaTeua (34paBHO-OCUTYpUTENIEH
¢oHa). B m3cnepBaHeTo M3non3Baxme KaTo pesynTaTt 3a edpeKTMBHOCTTA, U3UYNCAEHUTE CyMapHU
CTOMHOCTM Ha PasxoauTe 3a PasIMYHUTE NEKAPCTBEHWN NOAXOAM 3@ aHTUTPOMBOTMYHA NpoduIaKTMKa
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Ha OKC 3a cpok ot 12 meceua. C orneq Bb3HMKBAHETO HAa rosamaTa 4acT OT pa3xoamTe B KpaTbK
MHTEpPBan oT BpeMe, B U3C/Ie4BAHETO HE CME M3M0A3BaIN ANCKOHTUPAHE.

19. Mpuropos, E., Hacesa, E., Jle6baHoBa, X., leTtoB, W. Mpernes Ha Bb3MOMXKHOCTTa 33
npuaoxeHue Ha ,MeToa Ha BepoOATHOCTHaTa OLEHKA” B 3apaBeonasBaHeTo, 30pasHa
UKOHOMUKQ U MeHUO¥movHm. 2012, 12(3):28-31.

MeToabT Ha BEPOATHOCTHATA OLLEHKA € AMPEKTEH METOoA Ha NpoyYBaHe, CYKeL, 3a onpeaensHe Ha
Bb3AENCTBMETO Ha 34paBHUTE TEXHO/OIMMU U NIEKAPCTBEHU TepaneBTUYHU Bb3MOXKHOCTU. Mpu Hero
MMaMe M3rpaxgaHe Ha XMMoTEeTUYEH Masap Ha AafeHa ycayra uau neyveHue, Bb3 OCHOBA HA KOWTO
pecnoHAeHTMTe faBaT CBOMTE IMYHWN OLLEHKM 3@ MapUYHaATa CTOMHOCT Ha aHa/IM3MpaHaTa TeEXHONOrms.
Lenta Ha cratmaTa e pga 6bae HanpaBeH npernes Ha /MTepaTypa, pasriexgalia HsKkou
METOA0/I0MMYHN U KOHLLENTYaNHU BbNPOCKU, CBBbP3aHN C MEXaHM3MA HA NPUIOXKEHWE M NpPoBepKaTa
Ha TEexXHWKaTa ,FOTOBHOCT 3a 3an/jawaHe”, KOATO Ce M3MoNn3Ba 3a OLEHKA Ha 34paBHUTE
TexHosioruuTe. M3BbplueH e npernes Ha aMTepaTtypaTa U CbOTBETHUTE MPOYYBaHMA, Ype3 TbpCceHe B
KOMMIOTbpU3npaHn 6asmn-gaHHmu (MEDLINE, PubMed, ScienceDirect). Mpu TbpceHeTo B Te3n 6asu
AaHHW 6AXa WAEHTUOULMPAHM BCUYKM MPOYYBAHUA C KAOYOBU AyMWU "BEPOATHOCTHA OUEHKA",
"3apaBeona3BaHe" M "roToBHOCT 3a 3annaulaHe". MeToabT Ha BepoOATHOCTHATa OLEHKa obxBalla
pas/IM4YHM METOAM 33 M3pas3sBaHe Ha MpPesnoyYMTaHus, BCEKM CbC CBOUTE CUAHU W cnabu CTpaHu,
NnpeavmCcTBa U OrPaHUYeHUs, KOETO MOXKe A3 A0Bede A0 Pa3/IMYHU Pe3yaTaTh B PpamKUTE Ha egHo
npoy4yBaHe. BaxkHW TeMu 3a Hay4yHUTE M3C/NEeABaHMA Ca BPb3KaTa, KAaKTO M OLLEHKa Ha Pas/inyHUTe
MeTOAM 33 pasKpMBaHe Ha NPeArnoYUTAHUATA, TEXHUTE KPUTEPUM HA BANMAHOCT M TECTOBE MM 3a
HaAEeXOHOCT B CbOTBETCTBME C METOAO0/I0TMYHUTE BbNPOCU. M3non3BaHETO Ha METoAbT MOKasBa
HerosaTa MNPUIOXKMMOCT 33 OLEHKA Ha LWWPOK CNEKTbP OT Pas/IMYHU 34PaBHU TEXHONOTUWU U
NeKapCTBEHM Tepanuu, Kato ce HabatogasaT rosieMu pasanuMsa B gusaliHa Ha UscneagBaHuaTa no
OTHOLUEHME HAa METOL0/I0TUATA U KOHUENTYaNHUTE UM acneKTu.

20. F'puropos, E., Koctos, E., JlebaHoBa, X., letoB, W. lpoyyBaHe Ha Harnacute 3a
M3MepBaHe Ha KpbBHa 3axap cpef nocetutenute B antekn B Codua. Obwa meduyuHa,
2012, 14(2):12-6.

MoHacTosWweM 3axapHUAT aAnabeT 3aema TPeTO MACTO MO Pasxoau cpes BCUMYKM  OCTaHau
3abonABaHMA, cnes PakoBUTE M CbpAEYHO-CbAoBUTE 3abonaBaHMA. PUHAHCOBMTE MPOrHO3W Ca, Ye
AnabeTHUTe pasxoau B cBeToBeH Malab we HaaxebpnaT 370 mapa. gonapa npes 2030 r.
MpoBeX4aHEeTO Ha pefoBEH CKPUHWHI cpef, HAaceNeHWeTo e eauH OT OCHOBHUTE MeToAM 3a
HaMa/sIABaHETO Ha WKOHOMMYECKaTa TeXKecT Ha 3axapHua amaber. PonAta Ha CbBpemMeHwUs
dapmaueBT, paboTely B anTeka 3a 06CnyKBaHe Ha Hace/IeHMEeTo, HeNpPeKbCHATOo ce paslumMpaBa U ToM
B3MMa BCE MO-aKTWMBHO Y4YacTMe B MOMNyAAPU3MPAHETO HA 34paBOC/AOBHUA HauMH Ha XuBOT. Bce no-
aKTUBHOTO MpeA/siaraHe Ha Pas/IMYHWU AOMbAHUTENHM YCAYyrK B anTeKkaTa Bogu cnepn cebe cu oo
NpPMNO3HABaAHETO Ha 34PaBHOTO 3aBeAeHMEe — anTeKa, KaTo MACTO, KbAETO NaLUMeHTa MOXKe Aa NoJsy4un
CbBET OTHOCHO Hal-TOYHUTE NPOPUNAKTUUYHU MEPKM 3a AafeHO 3abonsasaHe. LlenTta Ha npoyyBaHeTo
€ [a YCTaHOBM KaKbB € OTHOCUTE/NIHUAT AAA U npoduna Ha naumeHtTute/noceTuTennTe B anteka 3a
obcnyKBaHe Ha HaceNeHWeTo, KOUTO MMAaT KejlaHWe [a ce Bb3No/3BaT OT AOMbAHUTENHA YCayra,
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npegocraBAHa OT MaI'MCT'bp-(bapMaLl,eBT 1M ga nm 6'b,£l,e HanpaBeHO N3mMmepBaHE Ha KPbBHATA 3axap B
anTeKa.

21. M'puropos, E., NebaHos.a, X., Hacesa, E., leToB, U. MMnN10THO NpoyyBaHe 3a M3MepBaHe Ha
obuw, xonectepon cpea naumeHtn ¢ UBC B antekm B Codusa. CovpoeyHo-cbOosuU
3a6onssaHus, 2012, 43(3):36-40.

ABHOPMANHOTO HUBO Ha XO/IECTEPOJI € Cpef, OCHOBHWUTE PUCKOBM (aKTOpM 33 CbpAeYHO-CbAOBU
3abonsBaHuA. EgHa OT rnaBHUTE NPUYMHK 33 Pa3BUTME HA UCXeMMUYHaTa bonecT Ha cbpueTto (MBC) e
HaTpPynBaHETO Ha MOJIEKY/IM XONeCcTepos B KPbBTa M MOCAEABALLOTO MM OT/araHe Mo CTeHUTe Ha
KOpOoHapHuTe apTepun. ObpasyBaHMUTe NAaKM CTECHABAT OTBOPA Ha apTepumTte U morat ga baokunpat
KpbBOTOKa. ToBa goBe)Aa A0 HamanABaHe Ha [O0CTaBEeHMA C KPbBTA KUCAOPOA A0 CbpUETO U
NOBULLEH PUCK OT CbPAEYHO-CbA0BU MHUNAEHTU. PefOBHOTO M3MepBaHe Ha HMBOTO Ha X0/1eCcTepon B
KPbBTa € HaW-BaXXHO 3a NaUMeHTUTe C Beye AMArHOCTULMPAHO CbpAeyHO-CbA0BO 3abonAsaHe.
MpeaxoAHW NpPoy4YBaHUA MOKa3BaT, Ye U3BLPLUBAHETO HA TaKbB BMA YCAyra B anTeka oT papmalesT
ce nNpuema MHOTO MOJIOKUTENIHO U 3aTBbpKAaBa PoaATa Ha Te3n MeAWMUMHCKM CMeuuasnctu B
MOHUTOPUHIA Ha XPOHMYHUTE 3abonsasaHmA. [poyYyBaHETO NOTBbPXKAABA HArAacuTe Ha NaUMeHTUTe,
cTpagawm ot MBC 1 nocelwaBally anTeka 3a U3MepBaHe Ha HUBOTO Ha 06LWMA X01ecTepo.

22. Tpuropos, E., Koctos, E., lebaHoBa, X., [eToB, W. XapakTepUCTUKM Ha papmaLleBTUYHUTE
ycayrmn ¢ nobaseHa CTOMHOCT B anTeka. CoyuanHa meduyuHa, 2012, 14(4):38-9.

Ponata Ha dapmaueBTUTE Ce pa3BM 3HAYUTENIHO Mpe3 MOoCAeAHOTO AecetTunetve. TpaaUUUOHHUAT
06/IMK Ha TO3U MeAUUMHCKN NPOoPecnoHaNUCT, CTEPEOTUNHO M30b6pa3ABaH KaTto simue, obievyeHo B
6san1a NpecTuaKka CbCPegoTOYEHO B NPUrOTBAHETO M OTMYCKAHETO Ha JIeKapCTBEHW MPOAYKTM, Beue
3HauMUTeNHO ce e pa3Bui. Habniopgaea ce HapacTBaHe B NPeAOCTaBAHETO Ha T.Hap. papmMaleBTUYHK
ycayrm ¢ pobaseHa cToMHOCT. ToBa BOAM A0 aHra*KMpaHeTo Ha papmaueBTUTe B 4eMHOCTU, KOUTO
focera ca 6Mnn M3BbH TexHMA GOKyC M NpodecMoHanHW KomneTeHumMn. B HacToAwaTa cratus e
HanpaBeHO 0606LeHNE HA OCHOBHUTE XapPaKTEPUCTUKM, KOMTO Ca B OCHOBaTa Ha no-gobpoTo
pa3bupaHe Ha HoBaTa KOHLeNUMA 3a GapMaLeBTUYHN YCAYTM ¢ 4obaBeHa CTOMHOCT.

23. I'puropos, E., JlebaHoBa, X., letoB, W. TpoliHUTE GUKCUMPAHU AHTUXMMEPTEH3MBHMU
KOMbUHaumn — yaobcTBO 3a NaumeHTUTe U ePeKTUBHOCT 3a fekapuTe. O6wWa meduyuHa,
2012, 14(4):45-47.

Pestome: fleyeHuneTo Ha ApTepunanHaTa xuneptoHusa(AX) B nocnegHUTe roguHu, A0 ronsama cTeneH ce
pa3BK OT eAMHUYHA IeKapCTBEHA Tepanua KbM GUKCMPAHU KOMBUHALMM OT IeKapCTBEHWN NPOAYKTU C
pPas3NIMYHU MexaHW3MK Ha aelictBue. OCHOBHaTa Le/ 33 BbBEKAAHETO Ha TakuBa “egHoTabnetHu”
Tepanuu e ga ce HamanaT ePpeKTMBHO HMBATA HA CUCTONIHOTO W AMACTONIHOTO apTepMasHO HanaraHe,
Tbli KaTo TOBa BOAM A0 PeAyKUMSA Ha CMbPTHOCTTa M 3a60/1eBaeMoCTTa, CBbP3aHW C UHCYAT U
ncxeMmyHa 6onect Ha cbpueto. OcobeHo NpuU NaLMeHTUTe CbC CbNbTCTBALLM PUCKOBU HaKTOPU KaTo
AnabeTt, onTMManHu ctoiiHocT 3a AH ca Heo6XxoAMMM BbB BCEKM Yac OT AE€HOHOLLMETO.
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B nocneaHuTe roguHU Bce MO-MPENOPbBYBAHU Ca CXEMUTE Ha NEeYEHUE, KOUTO M3UCKBAT MO-MasKo
[030BU egMHMLM U NO-PAAKO NPUemaHe Ha JIeKapCTBEHM MPOAyKTWM OT nauueHTa. Lenta e ga ce
HaManu CNOXKHOCTTA Ha TepanuATa U Aa ce peayuupaT pasxoguTe 3a 34paBHU U papmMaueBTUYHU
FPVXKK NPV NpUAaraHeTo Ha aHTMXMMNepTeH3UBHA Tepanua. ONPOCTABAHETO Ha TepanuATa MoXe Aa
6bae ocobeHO Ba)KHO 3a NAUMEHTM B HanpeAHana Bb3PACT, KOUTO € MO-BepOoATHO Aa MmaT
CbMbTCTBALLM 32601ABaHNA U Aa NPMeMaT MHOXECTBO IeKapcTBa.

24. T'puropos, E., Koctos, E., JlebaHoBa, X., leToB, WU. Mperneg Ha noaxoaute 3a niaaHuMpaHe
Ha ycayru c pobaBeHa CTOMHOCT B anTeka B bbarapusa. 30pasHa noaumuka u
MeHUOHMMbHmM, 2013, 13(1):48-52.

Pestome: Llenn n 3agaum: Llenta Ha HacToAlaTa CTaTUs e A3 NPOoydYn Kak MorKe aa b6bae naaHMpaHo
M3MbAHEHUETO Ha GapMaLEeBTUYHM yCayrn ¢ AobaBeHa CTOMHOCT B anTeKka B bbarapus.

MaTepuann n metoau: belle nNpunoXKeH MeToAbT 3a CMCTEMATMYEH Mpernes Ha nAutepaTtypa no
M3yyaBaHMA npobnem, KaTo ca 0600uWeHM pesyntaTute u msBogute OT 48 nybavkauum wu
MOHorpadum mnsgageHn B nepuoaa 2002-2011 r. MHPopmauusaTa e HabupaHa oOT pas3nMyHM 6asu
AaHHM PubMed, ScienceDirect, Scopus 1 Google Scholar. MNpeasapuTenHo 3agageHn KAKY0BU AyMU
bsaxa: ,dpapmaueBTMyHM ycayru ¢ aobaseHa crtoiiHocT” (value added pharmacy services),
,NnaHupane” (planning), ,antekn” (pharmacies) u ,papmauestn” (pharmacists).

Pesyntatn: baAxa aeduHMpaHU M CUCTEMATU3UPAHMU CEAEM [N1TAaBHU CTBLMKU MNPU MAAHUPAHETO U
npoBeXxJaaHeTo Ha ¢apmaleBTUYHA ycayra ¢ gobaBeHa CTOMHOCT B anteka B bbarapua. Cnopepg
npoy4yeHaTa AnTepaTypa, CTbNKUTE 3a MPOBEXKAAHETO Ha KayecTBeHa ycayra ¢ gobaBeHa CTOMHOCT
TpabBa ga 6bAaT B cnegHata nocnegoBaTtenHocT: 1) OnpepensHe Ha noaxoAswata ycayra; 2)
JeduHnpaHe Ha ycayrata, 3) MNoarotoBka 3a M3MbJAHEHWETO Ha Yycayrata, 4) lNpepnaraHe U
npoBexKAaHe Ha ycayrata 5) AHanusupaHe U UHTepnpeTMpaHe Ha pesynTatuTe 6) UHdopmupaHe u
obyyeHMe Ha naumeHTUTe 7) HabnogeHne 1 oLeHKa Ha epeKTa U U3MbJHEHMETO Ha yc/yraTa.

25. I'puropos, E., Nle6aHoB.a, X., HaceBa, E., leToB, WN. CpaBHUTEeNEH papMaKOMKOHOMMUYECKU
aHanM3 Ha NekapctBeHua npogykT Vimovo (Naproxen + Esomeprasole) 3a
CMMNTOMATMYHO JieyeHMe Ha 6OSIHK C OCTeoapTpUT, aganTupaH 3a bbarapus. CoyuanHa
meduyuHa, 2013, 15(1):38-42.

Pestome: LLUMPOKOTO pasnpocTpaHeHWe Ha ocCTeoapTpuTa M TEKKUTE MOCNeACTBMA, A0 KOMTO TOU
BOAM B AbArOCPOYEH MNaH, OTAaBHA ca NPUHYAUAU MEAMLMHCKUTE CNeuManuctu Aa TbpcaT
Pas/IMyHM peLleHnn, KOUTO Aa HaManAT HeraTMBHWUTE Nocaeamum M Aa noAobpaT KavecTBOTO Ha
KMBOT NpW naumeHTMTe ¢ ToBa 3abonasaHe. Hali-xapakTepHuTe NpU3HaUM 33 pasBUTUE Ha
ocTeoapTpuT ca 60/Ka, CKOBAHOCT, HaMasieH 06em Ha ABWMMKeHWe WM nocTeneHHa gedopmauma Ha
3acerHaTara cTaBa.

BONKOBMAT CUHOPOM MPU OCTEOAPTPUT Ce Ab/KM Ha Bb3MasieHWe, MOBUILEHO WHTpPamMesynapHo
HanaraHe, cybxoHApPanHU MWUKPOODPAKTYpU, OCTEODUTM, MYCKYJHM CnasmMu U GAEKCUOHHMU
KOHTPaKTypu. OCHOBHATa rpyna JIeKapCTBEHN NPOAYKTU, U3MON3BAHN MNPU IeYeHMEe HA OCTe0apTPUT,
ca T.Hap. HecTepouaHu NpoTMBOBB3NAnUTeNnHu cpegctea (HMBC). B HacToAwoOTO npoyyBaHe e
HanpaseH cpaBHUTeNeH GapMaKOMKOHOMMYECKM aHaAn3 Mo MeToAaa ,pasxoa-edeKkTuBHOCT’ Ha age
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pasMuyHM  papmaKoTepaneBTUYHW CTpaTerMM 3a CUMMNTOMATUYHO JleYeHWe Ha nauueHTu c
OCTE0apTPUT, aganTMpaH 3a bbarapus.

26. letos, WU., Koctos, E., JlebaHoBa, X.,[puropos, E. KnvHuyHa dapmaums — CbLIHOCT,
pa3BuTUE U Npean3BUKATENCTBA 3a NpaKTMKaTa. MeduuuHcKu npeaned, 2013, 49(3):30-
36.

Pestome: KnanHWyHaTa dapmaums uma 3a 3afavya Aa pPasfeny AenHOCTUTe, M3MbAHABAHU OT
dbapmaueBTUTe B NeyebHUTe 3aBegeHMs 3a 60/HMYHA MOMOLYL Ha ABE OCHOBHW rpynu. B nbpsaTta
B/IM3aT TPaauLMOHHUTE GYHKUMKM Mo cHabasBaHe, CbXpaHeHMe W OTNyCKaHe Ha JfieKapcTeaTa 3a
HY)XOMTE Ha fieXKalwo 60/HUTe, a BTOpaTa ro/sisma rpyna akTMBHOCTM Ce CBbP3BaT C KOHCY/AITAHTCKA U
eKcnepTHa AeMHOCT BbB U 3@ BONIHUYHUTE OTAENEHUS MO OTHOLWEHWE HAa SIeKapCcTBEHaTa Tepanua Ha
BCEKM KOHKpeTeH nauueHT. CneumanHo obyyeHu ¢apmaleBTV M3BBPLUBAT AENHOCTM, KOUTO ca
HACOYEHN KbM ONTUMM3MPAHETO HA JSIeKapCTBEHaTa Tepanua M HAacbpyYaBaHETO HA 34PaBOCNOBHMUA
HauMH Ha XKMBOT, Onarononyuneto UM npodwunakTUKata Ha 3abonaBaHuATa. [MpaKTUKaTa Ha
K/IMHUYHUTE PapMaLeBTU BKAOYBA ¢uiocodmAaTa Ha 34paBHUTE FPUXKM, CbUYeTaHa CbC cneumdpuyHa
OpUEHTaLUMs KbM MaUUEHTUTE C LN OCUTYPsiBAHE Ha ONTUMAJIHWM Pe3yaTaTM OT MpoBeXKAaHaTa
dapmaKoTepanua. KaTto HayyHa AUCUMNIMHA, KAMHMYHATA dapmauma Mma 3aab/KeHueTo aa
JOnpuUHece 3a reHepupaHe Ha HOBM 3HaHMA, BOAELLM A0 NO-BUCOKO KAa4yeCTBO Ha KMBOT M NO-MajKo
pa3xoam 3a NocTUraHe Ha ePpeKTUBHO NIeYeEHUE.

27. T'puropos, E., Koctos, E., Jle6aHoBa, X., leToB, WU. MNa3apHo npoy4yBaHe Ha MeAULIMHCKU
nu3aenus, npunaraHu 3a aeposonortepanua. Obwa meduyuHa, 2013, 15(2):36-39.

Pestome: Lienta Ha npoyyBaHeTo €, Aa ObAe HanpaBeH aHa/IM3 HA Na3apa Ha aKTUBHUTE MeAULMHCKU
usgenna 3a aepososotepanusa (MHxanatopu), B anTekn B rp.Codua M CbNOCTaBAHETO MM MO
npeaBapuTesIHO 3a3a4EHN KPUTEPUM: TUM Ha MHXasaTopa (KOMMpPecopeH UK yATPasBYKoB), dupma-
NPOU3BOAMTE/, LLEHA Ha MHXANATOPA, OCUIYPEH CTaHAAPTEH MPOLLEHT OT YacTUUM ¢ pasmep 1-5 um u
rapaHuums.

MeToao0rMATa Ha NPOYYBAHETO BKJOYBALLE: Mperies U cbbupaHe Ha MHPOPMALUA 33 HaZIMYHUTE
Ha 6B/IrapCKMA Nasap MeaUUMHCKU M34eNnNA U3N0A3BAHU 33 aepo30/10TepPanus, TEPEHHO NPoy4YBaHe
nposegeHo B 100 cayyaHo nogbpaHW anTekn Ha TepuTopuATa Ha rpag Codwus, aHanusmpaw,o
npegnaraHMTe OT TAX 3a npoga)kba uHxanatopu. Bb3 ocHoBa Ha cbbpaHuMTe pJaHHM bGewe
CTPYKTypUpaHa Tabanua ¢ OCHOBHUTE XapaKTEPUCTUKMN Ha OTKPUTUTE HAJIMYHW B NPOYYBAHUTE anTeku
WHXaNaTopw.

AHanM3bT Ha S@aHHUTE MOKA3Ba, Ye Na3apbT HA aKTUBHU MEAMLIMHCKU U3AEeNA 3a aepo3osioTepanus
B Bbarapma, B 4aCTHOCT Ha WMHXaNaTopuTe, NPenOCTaBs AOCTAaTbYHO MPOAYKTU 33 HyXKAMTE Ha
nauyeHTuTe. MMpeanoynTaHn 3a npojaxkba OT CTpaHa Ha anTekuTe Cca  YATPa3BYKOBUTE
WHxanatopu(70%), KaTo cpesHaTa NpeTersieHa UeHa Ha BKOYEHUTE B HALIETO NMPOy4YBaHe MOAENN U
Mmapkm b6e 169,05 nB. TlapaHUMATA, KOATO AABAT NPOM3BOAUTENIMTE HA WMHXANATOPMW, HA/IMYHM Ha
6bArapckus nasap, Hai-yecto e 2(ase) rogmHu.

28. l'puropos, E., Kupskos, b., JlebaHoBa, X., Hacesa, E., Ct. Teoprues. MpoyyBaHe Ha
roTOBHOCTTa 3a 3an/alaHe 3a AOMb/JHUTENIHN YCAYTW B anTeKaTa (M3mepBaHe HUBOTO Ha
obuusa xonectepon). CbpoeyHo-cboo8uU 3abonasaHus, 2013, 44(2):32-38.
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Pestome: BUCOKOTO HMBO Ha XO/JECTEPO/ B KPbBTA KPUE PUCK OT PA3BMTUETO HA CbpPLEYHO-CHAOBM
3abonABaHMA, KOMTO MoraT fga MMaAT HebnaronpuaTeH wu3xon. M3mepBaHeTO Ha HMBOTO Ha
XoJsiectepona TpabBa Aa ce M3BbPLIBA NOHE BEAHBXK Ha 5 roAMHU Npu BCEKM YoBeEK HaBbpluima 20 -
roAuHa Bb3pacT. EAMH OT HaYMHMTE 33 OCHLLECTBABA HA TaKbB TECT B aNTeKa, € Ype3 B3eMaHe Ha
npob6a KanuaAapHa KPbB OT NPbCTa Ha NauMeHTa M NoCAeABaLl0 M3N0A3BaAHE HAa CNeuyManHoO UH BUTPO
ANArHOCTUYHO MeaMLUMHCKOTO u3genune — anapata Accutrend® Plus.

Mog ycnyrm ¢ pobaBeHa CTOMHOCT B anTeKkaTa ce pa3bupaTt TakMBa YCAyrM, KOUTO NpeacTaBaAsaT
OOMbAHUTENIHA [eMHOCT KbM paboTaTa Ha anTekaTa M He BKAOYBAT YCAYIUTE, CBBbP3aHU C
OTMNYCKAHETO HA JIEKAPCTBEHW MPOAYKTM U JIeKapCTBeHaTa KOHcynTaums. MocpeacTBOM TaKbB TUM
OENHOCT, M3BbpLUIBaHA B anTeKaTa Ce MecTAT pPasxoau Ha 34pasBeonasHata cuctema u ce pobaea
AOMbAHUTE/IHA CTOMHOCT KbM paboTaTa Ha dapmaueBTUTE KaTo 34PaBHU CneumanmnucTu.

UenTta Ha HaweTo npoy4yBaHe, b6e Aa ce Npoyyn roTOBHOCTTA 3a 3an/allaHe oT NauMeHTUN 33 YCAYIK C
nobaseHa CTOMHOCT B anTeKa , CBbpP3aHu C NpoduaakTUKa n/mam rpuxa 3a 34paBeTo — MU3MepBaHe Ha
HMBOTO Ha 0bWMA Xonecteposn U onpeaensHe Ha PUCKOBM aKTOpW 3a 34paBETO, CBbP3aHU CbC
3aBMLUEHUTE MY CTOMHOCTH.

29. Mpuropos, E., JlebaHoBa, X., Koctos, E. BenueBa, B. Pa3xoau 3a 3aAb/XKUTENHO U
npenopbYMTENHO BaKCMHUPaHe B bbarapua. CoyuanHa meduyuHa, 2013, 21(3):29-31.

Pestome: BaKCMHMTE 3aemMaT MHOIMO Ba)KHO MACTO B MeauumHata. UmyHusaummTe Mmorat Aa
npeanasAT xopata OT HAKOWM CMbPTOHOCHU BONeCTM M Aa CNecTAT OrPOMHM Pa3Xxoau 3a NeYeHUEeTo
M.

Lenta Ha npoBeAeHOTO Mpoy4YBaHe € Aa Ce NPUAoXKAT MOAENN Ha UAeasHO BaKCMHMPAHWU Xopa OT
MDBKKU U OT KEHCKM MO/, KOUTO Aa BKAKOYUBAT an/IMKMPAHE HA BCUYKUTE PETUCTPUPAHU U HA/IMYHU B
Bbarapua nekapcreBa- BaKCMHU, Kbm mecel, aBryct 2012 r.,KakTo U Aa ce M3YUCAAT pasxoguTte no
3aKynyBaHe Ha HEOBXoAMMUTE KOJIMYEeCcTBa NPOAYKTU 3a PeaNn3npaHeTo UM.

HanpaseH 6elwe nperneg v cMCTeEMaTU3MpaHe Ha BaKCUHUTE, KOMTO Ca pernctpupaHun B P.Bbarapums.
Bsxa aHanM3MpaHu M 0606LEHN CXEMM HA NpUAaraHe Ha Pas/IMYHUTE NEKAPCTBEHU MPOAYKTU CbC
CTaTyT Ha BaKcuHKU. Cnen ToBa 6sxa peanunsmpaHu pasnnyHU GapMaKOMKOHOMUYECKU MOAENM Ha
WAEeaNnHO BaKCUHUPAHU MHAUBUAM OT MBXKKU OT MKEHCKU Mo U 6e HanpaBeHa Kankynauusa Ha
pasxoaute n Heobxoaummute PUHAHCOBM CPEACTBA 3@ OCHLLECTBABAHETO HA MOLENUTE.

PesyntaTute nokaseaT, u4e cpeacTBaTa HeobxoAuMMM 3a uMAeanHO BaKCMHMpPaHa »KeHa ¢
NPenopbYMUTENHUTE BAaKCMHM Ha/IMYHW HA Bbarapckma nasap e no-rosisma oT CTOMHOCTTa Hy)KHa 3a
MAEANIHO BAaKCMHMPAH MbXK. Han-ronama abcontoTHa CTOMHOCT B Napw, MOKas3Ba Ka/jikynaumaTa Ha
pasxoamuTe 3a MAeanHO BaKCUMHMPAHa *KeHa C BCUMYKU HaZIMYHM Ha ObATapCcKMs nasap BaKCUHU -
5438,97 nesa.

30. T'puropos, E., KocTos, E., Jle6baHoBa, X., benuesa, B. BakcuHUTe B Bbarapus — npoyysaHe
Ha Bb3MOKHOCTUTE 33 NPUAOKEHNETO MM B PA3/IMYHK Bb3pacTu. 06wa meduyuHa, 2013,
15(4):26-31.

Pestome: Llenta Ha npoyysBaHeTo e, Aa 6bAe HaMpaBeH aHa/M3 Ha Masapa Ha PerucTpupaHuTe u
HaM4YHK B Bbarapma BakcMHM, Kbm mecel, aekemspn 2012 r. 1 Te ga 6b4aT rpynMpaHm B 3aBUCUMOCT
OT Bb3pacTTa Ha UHAMBUAUTE, HA KOMTO MoraT Aa 6baat npunaraHu. JONbAHUTENHWN 33434M, KOUTO
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65xa NOCTaBEHM U U3MbBAHEHWU , BAXa: Pa3feNAHETO HA BAKCMHWUTE B 3aBMCMMOCT OT TOBA [a/M Ca
334b/KUTENHU UKW MPENOPDBUUTENIHM, KAKTO M CUCTEMATU3MPAHETO MM KOA BAKCMHA 3a Koe
3abonnBaHe e MHAMKMPAHA.

O6eKTn Ha HaleTo M3c/nefBaHe Ca /IeKAPCTBEHM MPOAYKTU CbC CTaTyT HA BAKCMHMW, PaspelleHn 3a
ynoTtpeba B bbarapus.

MeTofonorusaTa BKAlOYBAWeE: npernes, cbbupaHe M aHanu3 Ha MHGOPMaLMA 33 HaAMYHUTE Ha
6bArapckus nasap BaKCMHW. Bb3 ocHOBa Ha cbbpaHuTe AaHHKM B6Axa 0606LWEHM U CTPYKTYpPUpPaHU
Tabanum c n3cnepBaHUTE XapaKTEPUCTUKM.

Pesyntatute nokaseaT, Yye obwusa 6poin Ha NeKAaPCTBEHMTE NPOAYKTU-BAKCUHU, KOUTO Ca HAJIMYHU B
Bbarapma, e 38 M BCMYKKM Te ca CbC COBCTBEHM THProBCKM HammMeHoBaHus. Cnopes, aHanuM3a Ha
OaHHUTEe Hali-ronam 6pont — 30 pas3/IMyHM NIeKapCTBEHU NPOJAYKTa, ca MoKasaHW M moraTt ga 6baat
npunaraun B ,[eTcka Bb3pacT”’. Ha xopaTta, Kouto ca mexay 15 u 59 roguHu, morat ga 6baat
NocTaBAHW 24 NeKapcTBEHU MPOAYKTa— BAaKCMHMU C Pas/IMYHM TbProBCKM MMeHa. Hal-manbk (19) e
6posA Ha onumMuTe 33 BAaKCMHMpPaHe npeg xopaTa Hag 60 rogmMHu. Ha 6bArapckuAT nasap ca HaJM4yHU
BAKCUHM 33 NpoduaakTMKa Ha 17 pasnuyHu 6onectu.

Bb3 0CHOBA Ha pe3ynTaTuTe MOXe fa bbae HanpaBeH U3BOAA, Y€ MHANBUANTE HA Bb3pacT mexay 0 u
14 roguHW, Umat Hal-ronam nsbop, a MmeHHO 30 SeKapCTBEHU MPOAYKTA — BAKCUHU C PA3/IUYHM
TbProBCKM WMMEHA, KOMUTO Aa Morat ga 6baat u3nonssaHW 3a npodunakInka Ha obwo 16
3abonasaHuA.

31. T'puropos, E., KocTos, E., JlebaHoBa, X. MpoyyBaHe Ha 6ONHUYHUTE anTeKkn B Bbarapua u
MHGOPMaUMA B MHTEPHET 3a TAXHATa AENHOCT. MeOuyUHCKU MeHUOHMMBbHM U 30pasHa
noaumuka, 2014, 45(1): 41-46.

Pestome: Llen Ha paspaboTkaTta e aa 6bae HanpaBeH aHaAM3 Ha Ha/IMYHATa MHOOPMALMA B MHTEPHET
OTHOCHO BOJIHUYHUTE ANTEKU KbM rosiemuTe fiedebHN 3aBesieHns B 061acTHUTeE rpasoBe B Bbarapws.
Mpunoxmxme MeToga Ha cucTemaTMyeH npernes Ha oPUUMANHUTE MHTEPHET caliToBe Ha Hal-
rofiemurte fie4yebHU 3aBeeHns 3a 60IHMYHA NOMOLL, PA3MNOJIOKEHN B rpaoBe-06/1aCcTHU LEHTPOBE B
Bbnrapus.Ypes uesneHacoyeHo TbpceHe B 6asnTe UM C JaHHU HUE CeIeKTMpaxme camo MHOOPMALMSA,
Kacaella ce Ao 6ONHWYHUTE anTeKU, KoUTo rm obcaykeat. Mpu obcneasaHeTo B Te3n H6asn AaHHM
b6Axa MAEHTUPULMPAHM BCUYKM HANMYHM LaHHM CBBP3aHM C KA4YOBM aymu “dapmaumna” u
“Maructbp dapmareBTt”.

Pesyntatute OT NpoyyBaHeTO MOKasaxa, Yye BONHMYHATA anTeKka e MPMNOo3HaTa KaTo OCHOBHO
CTPYKTYPHO 3BEHO Ha /ie4ebHOTO 3aBefeHue M UHPOpPMaLMsa 3a Hes MPUCHCTBA Ha WMHTEpPHET
CaNTOBETE Ha BCUYKM BONHMLN. Heobxoanmo e obaye B AMpeKTOpMATa Ha camaTa anTeka ga 6vaat
npefocTaBeHN NoBeYve AaHHWU 33 HEMHUTE GYHKLMU U M3BBPLUBAHM AEWHOCTU. TOBa HECbMHEHO 61
NOBULIMAO MHOOPMMPAHOCTTA Ha OBLLECTBOTO 33 BaXHOCTTA Ha TO3W K/JAOH OT papmaleBTMYHaTa
npodecus.

32. Outosa, M., Kanaigxues, K., Ctoes, C., JlebaHoBa, X., [puropos, E., letos, U. Mpernes,
Ha perynaTtopHUTEe M3UCKBaHMA 3a NpocneasBaHe Ha 6e30MacHOCTTa Ha JieKapcTea U
XpaHuUTeNHu AobaBKM OT pacTuTeneH npousxoa. CoyuanaHa meouyuHa, 2013, 21(4):39-42.
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Pestome: B cBeToBeH malab Bce noBeve ce NonyaapusMpa M ycTomMumBo HapacTBa ynotpebaTa Ha
pacTUTENHU NPOAYKTU, KOUTO MoraT Aa 6bAaT XpaHUTeNHM A06aBKM UAKM NeKAPCTBEHU NPOAYKTU NO
n 6e3 nekapcko npegnucaHue. MNpobnemnte Ha CblLLECTBYBAWATAa CMCTEeMa 3a npocnegfBaHe Ha
6e30nacHOCTTa ca CBbpP3aHU ¢ 0cObeHOCTUTE Ha PacTUTE/IHUTE NPOAYKTU, @ UMEHHO Pa3/IMYHUAT UM
perynaTtopeH CTaTyT B OTAE/IHUTE CTPAHM, OT KOETO MPOM3XOXKAAT MU Pa3/IMYHM U3UCKBAHUA KbM TAX,
CNOXKEH M Pa3sHOPOAEH B XMMUYHO OTHOLLEHME CbCTaB, NPob6AEeMM CBBbP3aHW C HOMEHKNaTypaTa U
onpegensiHe Ha 6oTaHMYecKaTa NPUHAAEIKHOCT HA PACTEHUATA, CKIOHHOCT Ha MauWeHTUTe ada ce
CaMO1IeKyBaT C pPacTUTENHN NPOAYKTU, KAKTO MU MHOTO HMUCKa CcTeneH Ha AoKknagsaHe Ha HJIP. Cpeg,
aKTyanHuTe nNpeaM3BUKATENICTBA Npes cucTemaTa 3a npocseanBaHe 6e30nacHOCTTA Ha IeKapCTBEHMU
NPOAYKTU W XpaHUTeNHW p[00aBKM, CbAbPMKAWM PACTUTE/IHM EKCTPaKTU Ca pellaBaHeTo Ha
npobnemnte CBbP3aHM C HOMEHKAaTypaTa MpW  M3MOA3BaHUTE PACTUTENHM CcybCTaHUuUK,
OCUTYpPABAHETO Ha KayecTBO WM KOHTPo/, npobiemute, cBbp3aHM C noTpebutenute, npobremu,
CBbp3aHu ¢ naeHtTuduumpaHeto Ha H/1P n gp.

Wupokata ynoTpeba, KakTo WM TeHAeHLUMUTE 33 ONTMMM3MpPaAHe Ha cucTemMaTta 3a JIeKapcTBEeHa
6e30MacHOCT HEMUHYEMO LLEe A0Bede A0 HY)KAATa OT OlLe NO-ACHA Perynauusa U CTPUKTHO npuaaraHe
Ha Hay4YHa MEeTOA0/10TU1A, KaKTO M Ha MEPKM 33 HamansaBaHe Ha pucka npwu ynotpebarta, HE3aBUCMMO
OT CTaTyTa - IEKAPCTBEHWN NPOAYKTU UAN XPaHUTENHM A06aBKM.

33. T'puropos, E., JlebaHoBa, X., benyesa, B. Cb3gaBaHe Ha MeAuKO-couManeH MoOAen Ha
MAeasiHO BaKCUMHMPaAH YOBeK B bbarapusa. 30pasHa UKOHOMUKA U MeHUOMMbHmM, 2014,
51(1):64-68.

Pestome: YBoa: B nocnegHuTe roamHu, B CBETOBEH Mallab ce yBesiMyaBaT nscaeaBaHUATa npuaaram
MeOMKO-COLMaNHU MOALENN Ha Bb3AeNCcTBME Ha (apMaueBTUYHM NPOAYKTU WAM  yCayrM 3a
onpeaeneHa 4acT OT HacesneHneTo. Te3n NpoyyBaHUA M3N03BAT CbLLECTBYBALLNUTE KAMHUYHW U / uan
enuaemMmonorMyHn AaHHM 3a b6baewo npeaBuKAaHeHal-Bede Ha pasxoguTe U U3YUC/IeHMe Ha
HeobxoammmTe GMHAHCOBU CPeACTBA 3a TAXHOTO NOKPUBAHE.

Uen: Uenta Ha npoBefeHOTO Mpoy4YBaHe e ga ce Cb3dafe MOAeN Ha MAeaslHO BaKCMHMPAH YOBEK,
KOWTO Aa BK/IOYBA NpUaaraHe Ha BCUYKUTE pe3peLleHn 3a ynoTpeba U HananyHu B Bbarapma BakCUHM
N peumbypcmpaHeTo UM, KbM mecel, aekemspu 2012 r.

Matepuan n metoa; M3sbplieH be npernes Ha BCUYKKU HANIMYHWU NEKAPCTBEHM MPOAYKTU CbC CTaTyT
Ha ,,BaKCUMHMK", KOUTO ca paspelleHn 3a ynotpeba B Bbarapua n nmaT yTBbpAEHA NpeaesHa LeHa 3a
CTpaHaTa. Bnocneacteme 6sxa pasrnegaHn U aHanM3MpPaHW KPaTKUTE XapaKTEPUCTUKM Ha NPOAYKTa
(KXM) 3a BaKCWMHUTE, KOUTO OTFOBApPAT HA KPUTEPUUTE 3a BK/AOYBAHE B MNPOYYBAHETO M
UMYHU3AUMOHHUAT KaneHaap Ha Penybnuka bvarapua, 3a ga ce nonyuym mHpopmauma OTHOCHO
CXeMUTEe Ha NpuaaraHen Bb3pacTTa Ha NPUIOKEHME Ha BCAKA BaKCUHA.

Pesyntatn: Cb3gaBaHeTO HA MOZENA BKIOYBA M3MbBAHEHWETO Ha 6 NMOC/AeLOBATENHN CTbMKKU, KOUTO
moraTt aa ce 0606wWwAT B 4 eTana. PMHANHMAT pe3ynTaT OT NPOYYBaAHETO Oe U3rparKAaHETO Ha MoAen
Ha ,MaeanHo BaKCUHUPaHMA YOBEK B bbarapus”.

3akntoyeHune: M3rpaxkaaHeTo M M3N0A3BAHETO Ha TakMBa Mogenn e oT ronama nonsa 3a H30K u
apyrute ny6AnMYHM M YacTHU 3apaBHUM GOHAOBE U GUPMM, KOUTO Pa3BMBAT MONMTUKA Ha aKTUBHA
npodunakTMka cpewly 3apasHu 6onectn. C NomolLTa Ha TAaKMBA MOZLENN, CbLO MoraT da 6baat
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HanpaBeHWn n peauua d)apMaKOVIKOHOMVI‘-IECKM N34yncneHnAa, KoOUto Ada nocayxKat 3a OCHOBA Ha
B3MMaHE Ha €KCNEPTHU peELUEHNA B cd)epaTa Ha npeBeHUUNATA.

11.3. Ny6aukauum (pasnrucaHu B Nb/I€H TEKCT C KHUTONUC U pe3tome) B
peueH3nMpaHu c60pHULM HA HayYHU 3BeHa UaKu B C6OpHULM OT NpoBeAeH!U
Hay4YHU popymm

34. Getov, l., Grigorov E., Lebanova H. Food supplements — marketing and health claims
analysis. Archives of the Balkan Medical Union, 2011, 46(4) Supplement 1, pp. 26-9.

Food supplements are products with great importance to health, which are presented and labeled as
foods. However, health claims of food supplements are their main marketing messages and they are
governed by the requirements of EU Community law. A regulation on nutrition and health claims
made on foods was introduced in the European Union in 2007. This Regulation provides
opportunities for the use of health claims on foods in Europe, including reduction of disease risk
claims. Provided that they are scientifically substantiated, nutrition and health claims linked to food
products can help consumers make well-informed food supplement choices. The majority of the
products presented on the market contain herbal substances; such requirements are subject to
national jurisdiction/approval. In 2010 the European Commission announced a review of the
approval process for health claims on food additives. The list is expected to be completed in two
stages: first to be adopted list of permitted health claims for all substances other than plant and the
second stage includes discussion of health claims associated with herbal substances. The materials
used in the study are public data from European food safety authority (EFSA) and non-standardized
random sample of print promotional materials for food supplements distributed in Bulgaria. Methods
applied are analysis of regulatory documents, working with databases, analysis and verification of the
level of compliance of health claims and marketing messages about food supplements. We
performed an analysis of the health claims for 198 substances, according to the database of the
EFSA. A total number of 634 health claims were inquired, which make an average number of 3 claims
per substance. Approved health claims are only 171 (27%), indicating that most of them are
unfounded and unsupported by solid scientific evidence and/or data from clinical trials. It is
noteworthy that a largest group of approved indications are for the general population. 7 statements
are approved only for adults, 8 claims are approved only for specific conditions such as obesity,
women or people undergoing physical exertion, etc. The results can be used to assess the
approaches for making accurate claims on food as the amount of the nutrient or food component in
guestion must be defined. It is also important that the composition of a particular food or food
category has to be sufficiently defined in order for a health claim pertaining to this to be approved.
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lll. CnucobK Ha rnaBm oT yuebHULKU

35. TeTtos, WU., lebaHoBa, X. be3zonacHOCT 1 He)enaHu NeKapCcTBEeHU peakLMn B eTanuTe Ha
npoyysaHe Ha nekapcreata. Tema Ne2 ot MEDM611 CraHgapTn 3a NOCTMapKeTUHroB
JIeKapCTBEH KOHTPOJ, MarucTbpcka nporpama ,PernameHtM wn cTaHgapm B
meanumHaTa”, enekTpoHeH yuebHuk, HBY, 2013, ISBN 978-954-535-752-7.

PasrnefaHyn ca OCHOBHMTE €Tanu Ha KAUMHWYHWUTE WM3MUTBAHUA W Pa3NNYHUTE MEPKMU, KOUTO ce
npeanpuemar 3a ocurypsiBaHe Ha 6esonacHoCTTa Ha naumveHTute. M336poeHn 1 aHanu3upaHu ca u
OCHOBHWTE 3aKOHOBM 3a4b/IKEHMA OT CTPaHa Ha CnoHcopuTe.

36. letoB, W., JlebaHoBa, X. WM3UCKBAHMA W POAA Ha pPerynatopHUTe areHumu no
dbapmakoBuKMnaHc. MHPOBMMKMNAHC — NIeKapcTBeHA MHDOPMALMA, MHTEPHET U peKlama.
Tema Ne6 ot MEDM611 CraHpapTM 3@ MNOCTMApPKETUHIOB NEKAapCTBEH KOHTPOA,
MarmcTbpcka nporpama ,PernameHTM M CTaHZaApTM B MeAMUMHATA”, eNeKTPOHeH
y4ebHuK, HBY, 2013, ISBN 978-954-535-752-7.

MNpeacrtaBeHM ca OCHOBHUTE 3a4b/IKEHUSA HA KOMMETEHTHUTE areHUMKn No fIekapcTBeHa 6e3onacHocCT.
PasrnegaHn ca W pasnMyHUTE CBETOBHW 6a3n-JaHHU 33 HeXeflaHW JIeKapCTBEeHU peaKkumn
0cobeHOCTUTE NPU TAX U APYTY U3TOYHULM Ha MHGOPMaLLMA 3a IeKapcTBeHaTa 6e30nacHoCT.

37. TetoB, W., Ne6baHoBa, X. OCHOBHW MNOHATUS Ha KAMHWYHATA EnNUAEMMUOJIOTUA U
dapmakoennaemmonorua. Tema Ne7 ot MEDM611 CraHaapTM 3a NOCTMapKETUHIOB
NIeKapCTBEH KOHTPOJ, MarucTbpcka nporpama ,PernameHtn UM cTaHgaptM B
meguumnHaTa”, enekTpoHeH yuebHuk, HBY, 2013, ISBN 978-954-535-752-7.

MpeactaBeHN M 06ACHEHN Ca OCHOBHM MOHATUA Ha KNAMHWYHATA eNUAEMMOIOTUA KaTo 3abonsemocT,
60NEeCTHOCT, PUCK U PUCKOBU DaKTOPW.

38. lTetos, U., NlebaHoBa, X. AHaIMTUYHM NpOy4YBaHUA BbB dapmakonmaemmosioruaTa. Tema
Ne10 ot MEDM611 CraHAapTK 32 NOCTMAPKETUHIOB IeKapCTBEH KOHTPO/, MarMcTbpcKa
nporpama ,,PernameHTn 1 cTaHZApPTU B MegMUMHATA”, enekTpoHeH yuyebHuK, HBY, 2013,
ISBN 978-954-535-752-7.

PasrnepaHn ca BuaoBeTe aHANUTUYHWU MPOYYBAHUA BbHB d)apMaKOEI'IMAEMMOﬂOFMﬂTa N TAXHOTO
NPpUAoXKeHne B NPakKTUKaTa.

39. Tetos, W., NlebaHoBa, X. KOMyHMKALMNA — CbLLHOCT, €/1EMEHTU U 3HayeHne. CbBpeMeHHHU
moaenn Ha KOMyHuKaumAta. Tema Nel or MEDMG623 CraHaapTM 3a /eKapCTBeEHaA
KOMYHMKALMA, MArncTbpcka nporpama ,PernameHtTM v CTaHgapTM B mMeauumHaTta”,
eNeKTpoHeH y4yebHuk, HBY, 2013, ISBN 978-954-535-752-7.

CtpaHnua 18 o7 34




[JokyMeHTM Ha Mar.dapM.XpuctuHa Buktoposa JlebaHoBa, Ad 3a yyacTve B KOHKYPC 3a AOUEeHT B obnact
Ha BucweTto obpasoBaHue ,7. 3apaBeona3BaHe M cropt” no 03.01.53 CoumanHa MeauumHa W
opraHusaumsa Ha 34paBeornasBaHeTo U dapMaumaTa KbM cekTop ,CoumanHn n dapMaueBTUYHN TPUMXN" 3a
HY>XOAWTE Ha npenojaBaHeTo B cneunanHocT ,loMowHunk-papmaueBT', cbriacHo obssa B [dbpXxaBeH
BECTHUK, 6p.93 ot 11.11.2014 .

BbBeaeHW ca OCHOBHM MOHATUS CBbP3aHU C KOMYHMKAUMATA — M3TOYHMK, CbobLlieHWe, aapecarT.
AHanM3npaHM ca OCHOBHUTE MOAENIN Ha KOMYHUKaLMA U TAXHOTO NPUIOKEHUE B MPaKTUKaTA.

40. letos, W., NNe6aHoBa, X. bapuepn 1 noolpsaBaHe Ha KOMyHUKAUMOHHUA npouec. Tema
Ne2 ot MEDMG623 CraHAapTV 32 NIeKapCTBEHA KOMYHMKAUMA, MArMCTbpCcKa nporpama
,PernameHTV 1 CTaHOApPTM B MeamumnHaTa”, enektpoHeH yyebHuk, HBY, 2013, ISBN 978-
954-535-752-7.

N3bpoeHn u pasrnedaHu ca pasanyHuTe Buaose bHapuepu npes KOMYHUKaLMOHHMA npouec u
HaUYMHKUTE 3a TAXHOTO NpeoaoABaHe.

41. TetoB, W., JlebaHoBa, X. BepbanHa u HeBepbanHa KomyHuKauusa. EnemeHTn Ha
BepbanHata M HeBepbanHa KomyHMKauua. Tema Ne3 ot MEDM623 CraHgaptu 3a
JIeKapcTBeHa KOMYHMKAUMA, MarncTbpcka nporpama ,PernameHtM W CcTaHgaptM B
meanumHaTa”, enekTpoHeH yyebHuk, HBY, 2013, ISBN 978-954-535-752-7.

MpeacraBeHn ca enemeHTUTe Ha BepbanHaTa n HesepbasnHa KOMyHUKauma. PasrnesaHo e TAXHOTO
BAMAHME N Pa3NIMYHU CTpaTerMmn 3a noaobpasaHe Ha KOMYHMKaLMOHHUA NpoLec.

42. letos, W., NNebaHoBa, X. Tunose aMUa, y4acCTBaLLX B KOMYHUKAUMOHHKUA npouec. Tema
Ne6 ot MEDM623 CraHaapTM 3a /IeKApCTBEHA KOMYHMKaAUMA, MAarmcTbpCcKa nporpama
,PernameHTV n cTaHAApTN B MeauLMHaTa”, enekTpoHeH y4yebHuK, HBY, 2013, ISBN 978-
954-535-752-7.

Pa3srnepaHu ca OCHOBHUTE TUMNOBE ML OT NCUXONOTUYHA rNeHa TOYKa.

43. Nle6aHoBa, X. HexenaHM NeKApCTBEHW peaKkLMM W NEeKapcTBO-CBbP3aHM Npobaemu.
MN3non3saHe Ha AaHHW 3a nekapcTBeHaTa ynotpeba BbB dapmakoenugemuonorusta. B:
OcHoBM Ha dapmakoenungemuonornaTta, nos pen. Ha WMnko H. letos, cTp. 70-81,
EkolMpuHT, Codusa, 2013, ISBN 978-954-92284-9-6

HexenaHute nekapctseHn peakumm (H/IP) ca esHa OT OCHOBHWUTE MPUYMHM 338 CMBPTHOCT B
obuectBoTo. Te ca OTFOBOPHMU 3a A0 5% OT BCUYKM XOCMWUTAN3aLMM B CBETOBEH MaLab M MHoOro
yecto moraT ga 6baat datanHu. MNpoyysaHua, nposefeHU B CbeAMHEHWTE aMepMKaHCKW LAaTw,
nokassart, ye HJ/IP ca mexay yeTBbpTaTa WM LIeCTaTa NPUYMHA 338 CMBPT NPU XOCAUTANU3UPAHUTE
nauueHTu.

HexenaHute nekapcTBeHM peaKkuMyM Ca MHOFO TPYAHW 3a OTKPMBAHe M pasrpaHuyaBaHe oOT
HenekapcTBo CBbp3aHWTe 3abonABaHMA M cMmMNTOMaTUKa. MHOro ¢aKTopu, KaTto CbMbTCTBALLO
NeyeHne U NpUAPYKBaWy 3abonaBaHMA, MoraT Aa 3aTPyAHAT TAXHOTO OTKPUBAHE, KaTo ChlUecTByBaT
MasIKko 1abopaTopHM U KAMHUYHM MeTOAM 33 NOoTBbPKAaBaHe Ha H/IP. B KnMHMYHaATa NpaKTUKa YecTo
e TPYAHO Aa Ce pas3/vyaT HexenaHuTe cbOWUTUA OT HeXkenaHuTe NeKapCTBEHW peaKkuuun, ocobeHo
KOraTo CTaBa BbMNpPOC 32 HOBM M Heno3HaTh HJIP, HeonucaHn B MHPOpMaUMATA M NPOTOKOIUTE OT
KAUHUYHU U3NUTBAHUA.

CtpaHnua 19 ot 34




[JokyMeHTM Ha Mar.dapM.XpuctuHa Buktoposa JlebaHoBa, Ad 3a yyacTve B KOHKYPC 3a AOUEeHT B obnact
Ha BucweTto obpasoBaHue ,7. 3apaBeona3BaHe M cropt” no 03.01.53 CoumanHa MeauumHa W
opraHusaumsa Ha 34paBeornasBaHeTo U dapMaumaTa KbM cekTop ,CoumanHn n dapMaueBTUYHN TPUMXN" 3a
HY>XOAWTE Ha npenojaBaHeTo B cneunanHocT ,loMowHunk-papmaueBT', cbriacHo obssa B [dbpXxaBeH
BECTHUMK, 6p.93 ot 11.11.2014 .

44. Ne6aHoBa, X., Hacesa, E. Anroputmu 3a OLEHKA Ha NPUYNHHO-CNeACTBEHaTa BPpb3Ka M
M34yncnaBaHe Ha pucka. B: OcHoBM Ha papmakoennaemmosiornaTa, nog pea. Ha Unko H.
letos, cTp. 131-142, EKolMpuHT, Codus, 2013, ISBN 978-954-92284-9-6

BaXXeH KOMMOHEHT B OLUEeHKaTa Ha AOKNnaaute 3a NoAo3MpPaHU HeXXelaHW NeKapCTBeHn peaKunn B
KINMHUYHWU yCcnhoBuA AW NO BpemMme Ha KIMHUYHO U3NUTBaHE € NnpeueHKaTa 3a CTeneHTa, A0 KOATO
n3cnenBaHoOTO CbOUTUE MMa NPUUMHHO-CNeACTBEHa BPb3Ka C yNoTpebsaBaHMA NeKapcTBeH NpoayKT. B
LI,GVICTBVITGI'IHOCT, KOHKPETHOTO cbbutne uam e NPpUYNHEHO, MAnM He e NpUuYnHeHo OoT AaaeHo
NeKapctBo, HO KO/MYeCTBOTO HaJ/IMYHa VIHd)OpmaLI,VIFI NOYTU HUKOra He [JdaBa Bb3IMOXHOCT 3a
OKOHYaTe/IHO onpeaensHe Ha ToBa. Peanua noaxoam 3a onpegensHe Ha BEPOATHOCTTA 33 NPUYUHHO-
CneacTBeEHa BPb3Ka ca ce Pa3BUAKM Npes3 NociefHUTE HAKOMKO roAMHU. B Tasu rnaBa HaKpaTKo Lie
6bAaT pasraenaHn HAKOM OT CerallHUTe NOAX0AN M anrTOPUTMM, KaKTO U TEXHUAT Npousxoa,.
OtanuuteneH 6ener Ha GdapmakoenuaeMmoNorMYHUTE NPOYYBaHUA € CPaBHEHMeTO Ha
HabnlogaBaHMA U o4YakBaHMA edeKT. Te3n cpaBHEHUs moraT da 6baaT onpeaeneHn KoJIMYeCcTBEHO
ypes M3NON3BAHETO Ha Pa3/IMYHK MOKasaTeNn 3a U3MepBaHe Ha PUCKa U PasNUYHUTE BUAOBE PUCK.
MonyyeHUTe NoKasaTenM NPeaoCTaBAT AOKa3aTe/CcTBa NO OTHOLIEHWEe Ha MPUYUHHO-CAeACTBeHaTa
BPb3Ka MeXay eKcnosuuuaTta u pesynTaTta.

45. NlebaHoBa, X. pewkn 1 3ambrasBaHe BbB dapmakoenmagemumonormaTa. B: OcHOBM Ha
dapmakoenmnagemuosiornsaTa, noa pen. Ha Mnko H. letos, ctp. 144-155, EkollpuHT,
Codwusn, 2013, ISBN 978-954-92284-9-6

3aabnbouyeHoTO pasbupaHe Ha NOTEHLMANHUTE U3TOYHMLM Ha FPEWKN U 3amMblABaLLM daKTopK 3a
bapmaKkoennaemMmmoorMyH1TE NPoy4YBaHNA e NPeanocTaBka 3a N1aHNPaHe Ha TakMBa U3C/ieaBaHusA,
B KOUTO € CBEAEHO A0 MUHMMYM TAXHOTO BAMAHME BbPXY NOJyYeHuTe pesyntatv. EqHa oT ocHOBHUTE
330a4n Ha dapmMaKkoenuaemmnonoraTa e Aa m3yuym NoBeAeHMETO U edeKTUTE Ha JIeKapCTBeHUTe
NPOAYKTM B NOMynauuaTa, cnef Mojyd4yaBaHETO Ha paspelleHue 3a ynotpeba. MpobnembT npu
M3MbJAHEHMETO Ha Tasu LN e, Ye fIeKapcTBeHaTa eKCnosmums € HeMoCTOAHHO ABJIEHME M MOXe Aa
6bae acouumpaHo ¢ GakTopu, CBbP3aHM C WMHTEpPEecyBallMA HM pe3yaTaT, KaTto WHAMKauumute
(nokasaHuATa) Npy NpeanMcBaHe Ha NeKapcTBoTo. EAHO OT Hall-ronemuTe NpeaM3BMKaTeNCTBa Npes
bapmaKkoennaemmonornaTa e TOYHOTO U3MEpPBaHE Ha BPb3KaTa M BAMAHMETO MEXKAY eKCno3uumaTa u
34paBHMA cTaTyc. Mma ABa BMAA FPelKku — C/ydaiHa rpellka, KOATo e CBbp3aHa C TOYHOCTTa M
HaAeKAHOCTTa Ha pe3ynTaTuTe, U CUCTEMATMUYHATA MPeLLKa, CBbP3aHa C Ba/JIMAHOCTTA U eBEHTYaIHO
OTK/JIOHEeHMe Ha pesyntatute. CnyyailHaTta rpellka Moxe fa 6ble HamaneHa upes yBenuyaBaHe
obema Ha u3BagKaTa. TOYHOCTTA Ha pe3ynTaTUTe ce onpedens OT JMMNcaTa Ha cAaydaliHa U
cMcTeMaTMYHa rpeLUka.

46. Nle6aHoBa, X. MeTa-aHanu3 BbB ¢dapmaKkoenuaemuonorvata. B: OcHoBM Ha
dapmaKkoenuaemumonormata, nog pes. Ha WMnko H. Tetos, ctp. 163-170, EkollpuHT,
Coodwus, 2013, ISBN 978-954-92284-9-6

MeTta-aHanu3bT npeacrasnAaBa CTatTUCTU4ECKO O606LLI,€HME Ha pe3yaTatute OT HAKOJZIKO Npoy4yBaHUA
no eaH " Cbln np06neN\, KOUTO Ca CbC CXO4€eH ILl,l/l3al‘/JIH. Cratuctnyeckmte metogm, npwunaraHn B
MeTa-aHa/n3a, morat Aa 6'bp,aT NPUNOXKEeHN KbM BCAKaKbB BWUA AaHHW, HO CTAaTUCTUYECKOTO
0606LIJ,€HM€ we mma CMUCBbS CaMO aKo I/I36paHVITe npoy4yBaHuA Ca C'b6MpaHM CNCTeMaTUYHO.
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CuctematmyHmuAT nperneg € CcBbp3aH CbC CUCTEMATUHHOTO HaMMPaHE, OUEHKA U o6o6u.|,aBaHe Ha
OAHHUTE OT MHOrO M3TOYHMUKM. TO3M BMA NPOYyYBaHMA Ce U3MNO0/A3BAT, 33 A Ce HanpaBu CUMHTE3 Ha
Bb3MOHO Hali-ronama 4acT OT Ha/u4yHaTa MHq)OpMaLI,MFl no gageH ﬂpOﬁﬂEM C uen B3nMMaHe Ha
peweHna, npomAaHa Ha BoAeHaTa NOJINTUKA, N1IaHUPaHE Ha HOBU NPOy4YBaHUA.

47. Neb6aHoBa, X. CpaBHUTENHM npoy4YyBaHMA Ha edeKTMBHOCTTa. B: OcHOBM Ha
dapmakoenmngemuonornaTta, noa peg. Ha Mnko H. Fetos, cTtp. 181-186, EkolpwuHT,
Codwua, 2013, ISBN 978-954-92284-9-6

CpaBHUTENHUTE MNpOy4YBaHUA Ha edeKTMBHOCTTa ca eaHa OT Hal-akTyalHuTe 3ajayn  BbB
dbapmaKkoenmaemmonorvata. Te CpaBHABAT MOJIYYEHUTE pPe3ynTaTM NpPW  peanHaTa KAMHUYHA
yr|0Tpe6a Ha NneKapcrtBeHUTe NMPOoAYKTU C aNTePHATUBHUTE Bb3MOXHOCTU 3a Jie4eHNne, KOUTO Ca Ha
pa3nonoxeHne 3a gageHo 6o0nectHo cbcToAHMe. OCHOBHUTE eNleMeHTU Ha Te3u Mpoy4yBaHus
BK/IIOYBAT Hab/l0A4aBaHETO Ha ePeKTUBHOCTTA (KANHUYEH edeKT/pesynTaT npu peasHa ynoTtpeba), a
He Ha edmKacHocTTa (MgeaneH edekT) M A CPaBHABAT C Ha/NMYHW aANTEPHATUBHMU CTpaTeruu.
CpaBHUTENHUTE NpPOy4YBaHUA Ha ePeKTUBHOCTTA BKAOYBAT TPU OCHOBHM efleMeHTa: CUMHTe3 Ha
cbllecTByBaWmMTe AoKasatenctsa (1), HamupaHe Ha AoKasatenctsa (2) u pasnpocTpaHABaHe Ha
HaNMYyHUTE JaHHM (3) C uen NpomsaHa Ha CbLLeCTByBaWwmMTe moaenu 3a Tepanusa. OcHOBHaTa Len Ha
CPaBHUTENHUTE NPOY4YBaHUA Ha ePeKTUBHOCTTA € [a Ce yBe/NWYM WM3MON3BAHEeTO Ha M3BeCTHUTe
Hay4YHW [0Ka3aTe/ICTBa 33 B3MMAHETO Ha MHPOPMUPAHN KIMHUYHW pelleHns n 3a nogobpsasaHe Ha
FPUXNTE KbM NMaumneHTuTe.

OyvaKBaHMATA ca, Yye TOBa Lle MO3BOIM PaLMOHANU3MPAHETO Ha NpouecuMTe Ha npeanucBaHe M
OTMYCKaHe Ha JieKapcTBaTa WM LWe Hama/nuM B 3HayuMTeNnHa CcTeneH pasxogute 3a MeauUMHCKO
obcnykBaHe.

IV. CnucobK Ha pe3tomeTta OT Hay4yHU popymu B UyK6UHa, (CBbp3aHu m
HeCcBbp3aHM C AOKTOPCKATa AucepTauua), nybanKyBaHu B CbOTBETHUTE
c6bopHULM C pe3tomeTa

1. Getov, |, Manolov, D., Lebanova, H. Pre-approval of medicines advertising materials —
Bulgarian perspective, 9™ International Symposium on Pharmaceutical Sciences /ISOPS-
9/, Ankara, Turkey,2009, Proceedings, P-242

The aim of this study was to investigate the current regulations and some characteristics of pre-
approval process of medicines advertising materials in Bulgaria. In the process of joining the EU,
there are some legislative changes concerning regulatory practice on drugs promotion. Following
effective EU membership 2 years ago the procedure was changed and we study and analyse the
compliance and main influencing factors.

The applied methods were:-document analysis of legislation-EU, member countries and local ones;-
retrospective survey of the approved advertising materials both for medical specialists and general
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population for one year period;-expert interviewing and opinion collection of different aspects of
everyday practice with pharmaceutical industry managers, senior pharmacists, medical doctors, and
agency experts.

During the survey we analyse the current legislation on medicines promotion in some member
countries, Bulgaria and the correspondence to industry ethical codes — innovative and generic.
Totally 294 applications for pre approval assessment of medicines advertising draft materials was
studied and we found that great part of them (94%) was approved. After validation, 18 advertising
materials were checked as not applicable and contain incorrect information.

To take part in our investigation, the key opinion leaders on medicines advertising have to answer on
main limitations and problems in this area as a free one-page expertise.

The main reason for refusal of advertisements was inconformity with SCP, ongoing renewal
procedure, and the lack of relevant references, poor quality and misleading and unethical
statements. The data shows that applicants have great problems with print materials (11%) both for
medical specialists and direct to consumer advertising and 9% for TV.

2. Lebanova, H., I. Getov, E. Grigorov. Sound-alike medicines in Bulgaria- evaluation of
possible medication errors and potential risks for patients’ safety. 15th Panhellenic
pharmaceutical congress, Greece, 2011, Congress catalogue ”Medicine’s quality &
safety”, p. 26

Scope: The names of medicines that sound familiar often cause confusion among healthcare
professionals and patients. Large number of medicines currently placed on the market is potential
for errors due to confusing names. This is significant source for misleading and irrational prescribing
and dispensing. Sound alike (SA) medicines also present an issue from patients’ safety point of view.
The aim of the study is to summarize the possible errors associated with sound-alike medicines. We
investigate the most common patterns observed in Bulgaria and offer recommendations of
regulatory strategies to help mitigate the problem.

Materials and methods: For our survey a standardized questionnaire was distributed among
pharmacists to set the most common sound alike medicines pairs on the market.

Results — discussion: The preliminary results show that pharmacists indicate wide range of medicines
with sound-alike names. The responders point medicines pairs with sound-alike both international
non-proprietary names (INNs) and invented or brand names as possible sources of confusion and
source for errors in the practice. The obtained pairs were analyzed by length, number of syllables and
string similarity to assess the risk for HCPs confusion and patients’ safety.

Conclusion: The results of the study led us to propose possible regulatory and safety strategies to
reduce the risk of medication errors related to sound-alike medicines.

3. Lebanova, H,, Bileva, M., Getov, I. Study of reliability of medicines-related information in
internet-based health sources. 1SoP annual conference, “Next stop: Istanbul — Bridging the
continents”, OP32. Drug Safety 2011, 34(10):899-890. [IF 2,62]

Background: The theoretical definition of infovigilance is: ““activity of error or inaccuracy notification
in information sources which could be responsible for medication errors”. Information disseminated
by medicines information systems is not always easy to apply. Sometimes there is conflicting
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information in reference books, in journals, or in official sources like regulatory sites. Nowadays
internet provides access to enormous volume and range of information that was previously
inaccessible or too poorly organized to be searched easily and friendly.

Objectives: The aim of the study is to assess internet as a source of medicines related information
and to create test methodology to evaluate the top 10 visited health-related web-sites in Bulgaria,
according to Gemius.

Methods: Using existing methodologies for evaluation of web sources, a new algorithm of three-step
approach consisting of score-card validation to assess the drug-related information in the 10 most
visited Bulgarian web-sites was created. Results: The preliminary results show that in many cases the
medicines information in the internet sites contains errors and discrepancies.

Conclusions: There is a need of monitoring the medicines information available online in order to
prevent patient misinformation and confusion that could lead to medication errors. Strict regulatory
measures concerning information in global web and its reliability are indispensable.

Discussion: The web-based medicines information sources give the patients a rapid access to drug
information. No one edits the vast amount of medicine information on the internet to ensure its
quality and accuracy. Some web sites may be accurate while others offer information that only may
be advertising, medicine e-marketing or worse harmful. There are obvious disadvantages to the
plethora of unregulated web-information. There is a large volume of incorrect and out-of-date data
that causes considerable information noise and it is a threat to patients’ safety and rational drug use.

4. Lebanova, H., Manolov, D., Getov, |. E-marketing — new routes to approach physicians
and patients. 5™ Congress of Pharmacy of Macedonia, Macedonia,2011.

In 2001 Bill Gates called this new decade "The Digital Decade" and this is a fact now. Online
technologies and applications have enabled consumers to communicate their personal experiences
with companies’ products and services to other consumers. Increased internet usage over the last
years is clear sign that Pharma industry has to evolve. Improving public perception and exploring
other communication avenues is necessary if Pharma is to keep in touch with its customer base.

The purpose of this study is to outline trends and the new routes to approach doctors and patients
by the pharmaceutical industry.

The data is Delphi method to evaluate publications for the period 2005-2011 on the topic of
"Internet pharmaceutical market” and “e-Marketing”. We also reviewed available related articles in
Internet and analyzed more than 70 studies, articles and scientific publication.

The data and conclusions are included in the study.

Over the last 15 years Internet users has grown from 16 million (0.4% of the population) to 1.966
billion (29% of the total population).In 2009 consumers spend 34% of their media time online. As a
result, digital marketing spending has gone from $6.2 billion in 1999 t0525.6 billion, or 12% of all
marketing costs in 2009.As health is one of the most searched topics in Internet, physicians have to
keep up with the ever more informed patients. In US 86% of physicians use the Internet to gather
health, medical or prescription drug information. The share of physicians who use the Internet for
health information is 92%. Main part of medical doctors access Internet from their office. Another
popular way of collecting professional information is by online videos. Nearly half of online active
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physicians in Western Europe watch online video for professional purposes, jumping from only 28%
in 2006 to 46% in 2009.

Physician’s use of the Internet continues to surge. The Internet is reinventing medicine, healthcare
delivery and physician communication. This trend is a clear sign that Internet should be a major pillar
in the future marketing campaigns of any pharmaceutical company. The target audience — physicians
and patients are already there, searching for information and ensure additional promotional channel
for the marketers. Most of the pharmaceutical companies came relatively late on the internet, but
the last few years, show that this is changing, although not as fast as in other industries. A
Washington Post article of June 16, 2009 reported that an increasing number of pharmaceutical
companies are turning to social media tools, such as Facebook, YouTube, Twitter and MySpace, to
market their products. The pharmaceutical industry spent more than S1 billion on Internet ads in
2008 and is projected to spend $1.7 billion on such marketing efforts in 2012, according to the Direct
Marketing Association. The top 10 drug companies using social media are Pfizer, Johnson and
Johnson, Novartis, Boehringer Ingelheim, AstraZeneca US, Bayer, GlaxoSmithKline, Sanofi-Aventis,
Roche and Merck.

The online marketing is becoming an integral component of marketing strategies for most big
Pharma companies. Knowledge and insights gained from on-line communication with physicians and
patients could be valuable for feedback and customer loyalty assessment. E-Marketing for
pharmaceuticals is an area where national regulators are a few steps behind. The actual legislation
and requirements are still to be defined.

5. Lebanova, H., Getov, |, Grigorov, E, Stoyneva, V., Manolov, D., Naseva, E. Look-alike
medicines in Bulgaria-source of medication errors and potential risks in clinical pharmacy
practice. 40™ ESCP Symposium on Clinical pharmacy, Ireland, 2011, IDMD-023 poster
presentation. International Journal of Clinical Pharmacy 02/2012; 34(1):165. [IF 1,25]

Introduction Drug names that sound and look familiar often cause confusion among health
professionals and patients. With the large number of drugs currently on the market the potential for
error due to confusing drug names is significant. Look-alike (LA) drugs also present an issue for
patients’ safety. The main objective of the study was to summarize the potential sources for errors
associated with look-alike medicines, to provide overview of the most common patterns observed in
Bulgaria and offer recommendations of safety strategies to help mitigate the problem.

Materials & Methods The design of the study consisted of literature review; standardized
guestionnaire, databases search. The questionnaire was distributed among community and hospital
pharmacists in Bulgaria. The main outcome measures are lengths of drug names, number of syllables,
string similarity (Dice coefficient), edit distance. Statistical analysis was done with Microsoft Excel
2007 and SPSS v17.0.

Results The total of 93 questionnaires was obtained. Pharmacists indicated not only international
non-proprietary names (INNs) but also brand names as possible sources of medication errors. 243
unique look-alike drug pairs were identified in the questionnaires with prevalence to brand names.
The modal Bulgarian brand medicine name has 7 letters, 3 syllables and one word. The average
generic drug name has 10 letters, 4 syllables and one word. The top 15 highest risk-potential pairs
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from both groups were classified by the values of the Dice coefficient and analysed by ATC code and
possible impact on pharmacy practice.

Discussions, Conclusion The results of the study show that look-alike medicine names are a possible
source of medication errors and thread to patients’ safety in every-day pharmacy practice. This led us
to propose possible safety strategies to reduce the risk of medication errors in community and
clinical pharmacy practice related to lookalike drugs.

6. Lebanova, H., Naseva, E, Grigorov, E, Stoyneva, V., Getov, |. In-Site Measuring of the Role
of Educational Package To Increase GPs’ Awareness of ADR Reporting System. ICPE &
Therapeutic Risk Measurement, Spain, 2012. Pharmacoepidemiology and Drug Safety
08/2012; 21(suppl.3):211. [IF 3,172]

Background: The reporting of adverse drug reactions (ADRs) is fundamental to the safety surveillance
of medicines. The leading role in the process of discovery and reporting an ADR belongs to
physicians. Our study hypothesis was based on literature research that doctors’ attitudes and
knowledge of ADR reporting schemes are determinants of reporting rates.

Objectives: The main objective of the study is to assess the knowledge of general practitioners (GPs)
of the pharmacovigilance system and determine the influence of education for improving their
willingness to participate in the “yellow card” scheme.

Methods: A representative sample of 63 GPs from the registered practices on the territory
participated in the study. An initial in-site interview was conducted assessing their attitude and
knowledge of the pharmacovigilance system. A package of preliminary prepared educational
materials (leaflet, standing reminder card, brochure translated in Bulgarian -
WHO/EDM/QSM/2002.2 and CD with legislative documents and presentations) concerning the
reporting of ADRs was distributed to each physician. After one month, an outgoing interview was
carried out to evaluate the impact of the educational materials. A statistical analysis including
descriptive statistics and nonparametric tests was used.

Results: The results of the intial interviews show that 34.9% of the GPs are acknowledged with the
ADR reporting system while this percentage in the outgoing interview is 51.2% (32% alteration). The
whole share of the respondents who consider having any knowledge of the “yellow card” system
rises from 55.5% to 80.6% (p < 0.05). The number of GPs who consider the reporting of ADRs as their
basic responsibility has not significantly changed — from 46% to 61.3% (p > 0.05). 87.1% of the
participants consider the provided educational package useful for their everyday practice.
Conclusions: The GPs’ level of awareness of the Bulgarian ADR reporting system is not sufficient. A
significant share of the responders does not consider ADRs reporting their responsibility. Conducting
education activities and distributing promotional materials is a possible intervention toimprove the
reporting rates.

7. Lebanova, H., Getov, |. Review of opportunities and evaluation of factors influencing
reporting of adverse drug reactions by patients. 2nd Symposium of the University of
Belgrade — Faculty of Pharmacy “Health Outcomes & Social Pharmacy”, 2012, Belgrade,
Proceedings, P17
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Introduction. The new European legislation and the changes in Directive 2001/83/EC state that the
Member states shall record all suspected adverse drug events (ADRs) occurring within their territory
including reports submitted directly by patients effective from July 2012. Their potential for active
participation in the pharmacovigilance system should be explored as the spontaneous increase of
reports with low quality could create noise in the system and prevent the generation and detection
of signals.

Aim. The aim of the review is to identify the countries with well-established patient reporting
systems and explore the factors influencing the quality of patients’ reports.

Methods. A review of the published literature covering the period January 1990 — January 2012
inclusive using Scopus, Science direct and the Cochrane databases was performed . Online searching
of the gray literature was also carried out. Standard methods of assessing quality were employed.
Results. The studies identified showed that the quality of patients’ reports appear to be similar of
that of health professionals’ reports. There is some evidence that spontaneous reporting of ADRs by
patients favors more active participation in their therapy, better communication with health
professionals and allows better assessment of seriousness of ADRs with regard to everyday patient’s
life.

Conclusion. There is strong evidence that patient reporting of suspected ADRs has a strong role in
improving the quality and functioning of the national pharmacovigilance systems. More throughout
evaluation of the factors influencing the process is needed.

8. Grigorov, E., Lebanova, H., Getov, |. Impact of value-added pharmacy services on
prophylaxis of Ischemic heart disease. 2nd Symposium of the University of Belgrade —
Faculty of Pharmacy “Health Outcomes & Social Pharmacy”, 2012, Belgrade, Proceedings,
P16

Introduction. Pharmacists play a key role in providing quality healthcare to patients. Working in the
community pharmacies and hospitals, pharmacists use their clinical expertise together with their
practical knowledge to ensure the safe supply and use of medicines by patients and the public. In the
last decade this traditional role is changing and enlarging with the provision of different value-added
pharmacy services (VAPs) focused mainly on control of risk factors and prophylaxis of socially-
significant diseases, such as cardiovascular diseases. Aim. The aim of the study is to analyze the role
of the community pharmacists in providing VAPs to the patients and to point out their role in the
prophylaxis of Ischemic heart disease (IHD). Methods. A review of four different VAPs directly
connected with the risk factors for IHD were performed in community pharmacies in Sofia, Bulgaria.
Standardized questionnaire was used to elicit the opinion of the respondents about performing
diagnostic measurements of different risk factors associated with IHD. Results. The four studies
which have been analyzed were: blood pressure, total cholesterol, blood glucose and body mass
index measurements. This value-added pharmacy services were offered to 5221 patients and visitors
during a period of 5 days each of them. For 7,6 percent of the people, the performed free of charge
services were attractive and they participate in them. The results from the measurements showed
that 14,4 percent of them are abnormal and can be treated as a risk factors for IHD. The knowledge
of the pharmacists in using different medical devices helped them in realizing the services and
obtains accurate results. Interpreting the values of the performed measurements is important to the
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patients and can play an important role in the prevention of different socially-significant diseases,
such as IHD. Conclusion. Community pharmacists are first line providers of value-added services.
There is strong evidence that they can play important role in the prevention of IHD, as performing
VAPs for screening and control of the risk factors associated with the disease. Key words: community
pharmacy, VAPs, IHD, prevention, risk factors.

9. Ditova, M., Lebanova, H., Getov, |. Herbal pharmacovigilance and safety of products
containing St. John’s Wort, 32" Balkan Medical Week, Serbia, 2012, P78;

Due to worldwide growing consumption of herbal medicines and herb-containing food supplements,
it is essential to identify the possible risks and adverse events associated with their use. WHO
recommends modifications of the existing pharmacovigilance systems in order to meet the
challenges associated with peculiarities of herbal products such as quality assurance and control,
need of common international nomenclature, appropriate use and prescription, problems with
identification of adverse reactions and underreporting. Specific problem of herbal pharmacovigilance
is difference in legal status of herbal products due to national specific regulations.

The objective of the study is to assess safety profile of herbal products containing St. John’s Wort
(Hypericum sp.) on Bulgarian Market.

Data collection and analysis of the herbal products authorized for sale on Bulgarian market was
performed. Products were classified according to trade name, quantity of active substance, type of
the extract, presence of other active substances and legal status. Second phase was to analyse and
compare safety data in Summary of Product Characteristics and/or product labelling with literature
sources. Adverse reactions were assessed by frequency and seriousness according to World Health
Organization and Benichou.

The study shows that the most frequent adverse effects related to the use of St. John’s Wort-
containing products are photosensitivity, skin reactions, gastro-intestinal disorders, allergic reactions,
tiredness, anxiety.

Classification and assessment of adverse reactions related to the use of Hypericum-containing
products could support daily practice, encourage reporting of suspected adverse reactions and would
have positive impact on herbal pharmacovigilance.

10. Lebanova, H., Getov, |. Direct patients’ ADR reports — advantages and disadvantages
overview. 32" Balkan Medical Week, Serbia, 2012, P94

Introduction. According to the recent changes in the European pharmacovigilance legislation patients
shall be able to report adverse drug reactions and side effects without the participation and
supervision of medical professionals. There are some countries which have introduced direct
reporting before the changes took place and experienced different positive and negative impacts on
the local pharmacovigilance systems.

Aim. The aim of the study is to identify the potential advantages and disadvantages of direct patient
reporting of ADRs to the current post-marketing surveillance and national systems.
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Method. A structured review of 5 years published literature sources inclusive Scopus, Science direct
and Google Scholar was performed. Standard methods with predefining criteria of assessing quality
were employed.

Results and discussion. The studies identified showed that the potential advantages outweigh the
disadvantages. Patients report different ADRs from their physicians, often new ones faster and the
reports are of similar quality. One of the main assets of patients’ reports is that they succeed to
described better the personal impact of the ADR. However these reports take more time to process
that the health professionals’ ones. There is no clear evidence of “noise” in the system.

Conclusion. The involvement of patients/consumers in the yellow card system will contribute to the
improvement of quality and functioning of national pharmacovigilance systems. Due to the specifics
of patients’ reports a special approach for their evaluation is needed to be introduced to the
practice.

11. Lebanova, H., Getov, |. Patients’ Knowledge of ADR in the Eve of the New European
Pharmacovigilance Legislation. 1SoP Annual Conference, “New Landscapes for
Pharmacovigilance”, Mexico, 2012. Drug Safety 10/2012; 35(10):894. [IF 2,62]

Background: According to recent changes in Directive 2001/83/EC, Member States shall record all
suspected adverse drug reactions (ADR) occurring within their territory which are brought to their
attention by health professionals.[1] In connection with the alleged adverse effects reported by
patients, Member States may decide whether they shall report directly or through health
professionals. This change in European legislation is to be soon introduced in Bulgarian
pharmaceutical legislation. Due to lack of experience there is a need to explore the possibilities and
examine the patients’ potential for adverse drug events reporting.

Aim: The aim of this study was to investigate patients’ knowledge about ADRs and preferable contact
point for their reporting.

Methods: The study was conducted in Bulgaria. A direct voluntary anonymous standardized
guestionnaire was conducted with patients in community pharmacies in three cities — the capital
Sofia, a major regional city — Blagoevgrad and a small town — Kyustendil. The sample was pseudo-
randomized by choosing every third visitor with personal prescription in the pharmacy for a period of
10 days during the winter season in 2011 (end of November). Descriptive statistics and chi-square
tests were used for the purposes of the analysis.

Results: 153 people agreed to be interviewed with prevalence to females (60.9%). More than 40%
had university education. Chronically ill were 46.4% of the participants. The majority of them claimed
to know what an ADR is (86.1%). However, only 12.6% considered that they might have had
experienced an ADR. More than half of the patients would like to discuss their pharmacotherapy and
eventual ADRs with their physician, followed by pharmacist with 43, 7%. The preferred contact

point for ADR reporting were physicians (48.3%) and pharmacists (40.4%). There was no observed
statistical significance between the knowledge of ADRs, education and health status of the
interviewed. Discussion: Based on the results, the interviewed patients paradoxically considered
themselves well aware of the problem of ADRs. The small percent who claimed to might have had
ever experienced an ADR suggests the need of educational and awareness campaigns regarding
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the spontaneous reporting. The factors that would affect the quality of the reports need to be
further investigated.

Conclusion: The introduction of direct patient reporting in Bulgaria is a challenge because of possible
low quality of patients’ reports and significant noise in the system.

12. Lebanova, H., Getov, |., Grigorov, E. Comparison of ATC/DDD utilization data of nervous
system medications with potential for abuse and/or dependence in Bulgaria. ICPE &
Therapeutic Risk Measurement, Canada, 2012. Pharmacoepidemiology and Drug Safety
08/2013; 22: (Suppl. 1):435-426. [IF 3,172]

Background: European studies on drug utilization have showed that medicines consumption levels
can vary significantly between countries. Different factors affect drug consumption across countries.
Objectives: To investigate the consumption of selected medicines with potential for abuse and/or
dependence in Bulgaria over 8 years time-period and to analyze these estimations with regard to
clarify tendencies in drug utilization.

Methods: Observational retrospective study of the Bulgarian Ministry of Health database of
medicines with potential for abuse and/or dependence from 2002 to 2009 in DDDs/1000 inh/day and
analysis of these estimations were performed.

Results: The decrease in ATC code N for an 8-year period is 93%. The most prescribed products on
ATC level 2 are psycholeptics. The most prescribed medicinal products on level 2 are psycholeptics
(NO5) and analgesics (N0O2), on level 3 — hypnotics and sedatives (NO5C) and opioids (NO2A), on level
4 — barbiturates, plain (NO5CA) and other opioids (NO2AX). There is a significant increase in the
DDDs/1000inh/day for the benzodiazepine derivates (NO3AE) — from 0.054 in 2002 to 0.93 in 2009
and for drugs used in opioid dependence (NO7BC) — from 0.1 in 2002 to 1.25 in 2009. The overall
decrease is due to reduced consumption in ATC code NO5B by 42%, i.e. 7.08 DDDs/ 1000 inh/day in
2002 to 4.55 DDDs/1000 inh/day in 2007 and NO5C by 99% — from 222.79 DDDs/ 1000 inh/day in
2002 to 0.15 DDDs/1000 inh/day in 2009. The comparison between and within the levels showed
major discrepancies and fluctuations throughout the years.

Conclusions: Our findings provoke necessity to investigate key factors influencing drug use,
strengthening data-base and regional and international comparisons. They should be an object to
future studies.

13. Lebanova, H., Getov, |., Grigorov, E. Evaluation of Safety Information in Drug Labelling in
Products Containing St. John’s Wort. ISoP Annual Meeting “The Renaissance of
Pharmacovigilance”, Italy, 2013. Drug Safety 10/2013; 36(9):839-840. [IF 2,62]

Background: Depression affects people from all ages and backgrounds. Accessing the frequency
varies widely but in most countries 8-12 % (mainly women) of the population suffers from
depression at some point in their lives . There are a lot of herbal medicines and dietary supplements
indicated for treatment of depression. Most popular ones contain St. John’s Wart and are widely
available. Due to the different regulatory status of the products extended assessment of the safety
profile is needed. One of the valuable sources for safety information is labeling.

Objective: The aim of the study is to assess the safety information in outer and inner labelling of
different products containing St. John’s Wart (Hypericum sp).
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Methods: Data collection and analysis of the herbal products authorized for sale on Bulgarian market
was performed. Products were classified according to trade name, quantity of active substance, type
of the extract, presence of other active substances and legal status. Second phase was to analyze and
compare safety data in Summary of Product Characteristics and/or product labelling with literature
sources. Adverse reactions were assessed by frequency and seriousness according WHO and
Benichou.

Results: The study shows that the most frequent adverse effects related to the use of St. John’s
Wort-containing products are photosensitivity, skin reactions, gastro-intestinal disorders, allergic
reactions, tiredness, anxiety. However there are discrepancies and missing information among the
labels of products with different legal status.

Conclusion: Classification and assessment of adverse reactions related to the use of Hypericum-
containing products and enhanced control on the safety information in the labelling could support
daily practice, encourage reporting of suspected cases and would have positive impact on herbal
pharmacovigilance.

Discussion: The missing and sometimes contradictory information could be a thread to patients’
safety and lead to the occurrence of serious adverse drug events.

14. Lebanova, H., Getov, |., Tsankova, V., Momekov, G., Grigorov, E., Naseva, E. “Mystery
Consumer” Approach as Evaluation of Risk Communication Skills of Community
Pharmacists. 1SoP Annual Meeting “The Renaissance of Pharmacovigilance”, Italy, 2013.
Drug Safety 10/2013; 36(9):894-895. [IF 2,62]

Background: Community pharmacies are the primary point of care for patients seeking advice for
their therapies and adverse drug events. The “mystery consumer’” approach gives the chance of
monitoring the competence, self-responsibility and empathy in the community pharmacists and in
the same time provides feedback for their expertise and skills in risk communication for medicines.
Aim: The aim of the study is to assess the community pharmacists’ professional competences in risk
communication for medicines.

Methods: The study was conducted using the “mystery consumer’” approach. 120 community
pharmacies were visited for a 1 month period by trained students in pharmacy. Each field interviewer
presented in real life conditions a rehearsed pre-selected case and assessed the pharmacist’s
reaction and behavior caused from it. A standardized score-card validated by a physician and a
clinical pharmacologist was used in the survey. Three sections with 11 questions each were included
evaluating the pharmacist’s behavior, expertise and willingness-to-report an adverse drug event
(ADR).

Results: The results show that the majority of pharmacists did not reacted according to the accepted
guidelines. Few of them recognized the drug induced adverse reactions and suggested consultation
with a physician or change in therapy and no one expressed will to report an ADR.

Conclusion: The “mystery consumer” approach proved to be reliablemethod for assessment and
conducting a study based on observational research technique.Mystery consumers can give
researchers  objective and quantifiable data  thatmeasures specific  skills  and
deportment.ReportingADRs is essential responsibility of community pharmacists and they must to be
more active in the pharmacovigilance system.
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Discussion: The results of the survey raise the awareness of the pharmacists’ role in the
pharmacovigilance system in Bulgaria and should be a subject to further research.

15. Lebanova, H., Getov, |. Study of Patients’ Potential as a Source for Spontaneous
Reporting Systems in Bulgaria. ICPE & Therapeutic Risk Measurement, Taiwan, 2014.
Pharmacoepidemiology and Drug Safety 09/2014; 23(S1):295. [IF 3,172]

Background: Direct patient reporting of adverse drug reactions (ADR) was introduced in Bulgaria in
July 2012. Due to high rate of under reporting by health professionals and lack of previous
experience with patient reports there is need to examine their potential for participation.

Objectives: The aim of the study is to investigate the knowledge and to assess patients’s potential as
a source of information for ADR spontaneous reporting system in Bulgaria.

Methods: A sample of 254 patients were asked to participate in the study by filling in a direct
anonymous standardized questionnaire consisting of questions for social and health status, previous
experience with an adverse drug reaction and knowledge of pharmacovigilance system. Descriptive
statistics and non-parametric tests were used for the purposes of the analysis.

Results: 211 patients participated in the study with an overall response rate of 83%. 14 of the
guestionnaires were removed from further analysis during the validation process. 3% of the
respondents have children with chronic disease, 28% suffer from some chronic disease themselves
and 21% are caregivers for chronically ill relatives. 77% of the participants claim to know what an
ADR is and the majority of them (64,5%) have learned it from the patient leaflet followed by
physicians and internet. More than half of the interviewed (57,3%) have previous experience with
ADRs. All of them have ported the ADR to their family physician and in 73,9% of the cases treatment
was changed following no report to the national pharmacovigilance center. 70,9% claim to need
additional information for ADRs and prefer to ask it from their physician or search for it in internet.
Only 21,3% know that they can report ADRs directly to the national pharmacovigilance center.

The observed level of knowledge is higher in chronically ill patients and parents with small children.
Conclusions: Patients in Bulgaria are not familiar with the spontaneous reporting system and their
role in it. There is need of educational campaigns among patients and health professionals to raise
awareness in direct patient reporting of ADRs.

CnUCHK Ha pe3tomeTa OT HayuHu popymu B Bbarapusa, nybankysaHm B

CbOTBeTHUTe cbopHULM C pe3tomeTa.
1. Lebanova, H., E. Grigorov, |. Getov. Materiovigilance — basic concepts and legislative
framework. Fifth national pharmaceutical congress with international participation,
Hysarya, Bulgaria, April 2011, Pharmacia, Vol. LVIlI, suppl.2011, p. 116.

Medical devices (MD) safety for patients and medical specialists in the handling and use of medical
devices is a serious problem in the European Union (EU), which takes more and more attention.
Recent studies indicate the growing number of incidents associated with MD, which are reported by
health professionals and manufacturers and which resulted in different types of corrective actions.
Safety is defined as an act to avoid unnecessary or potential harm to patients and medical
professionals associated with health in the use of different classes of medical devices.
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EU/ European Economic Area cooperation is necessary from legislative point of view to improve the
unified system of vigilance and stimulate greater activity by medical professionals. Efforts to improve
patient safety depend on establishing effective and consistent policies, legislative framework and
programs across Europe.

The aim of the present study is to assess the importance of materiovigilance for the safe use of
medical devices and its implementing into practice and education.

Patient safety is an important part of the EU policy agenda. That is why in many documents are
spelled out the obligations of all participants in the processes of production, distribution and use of
medical devices. European Commission aims to facilitate and support the work and activities of
Member States through pro-active work with different stakeholders: the World Health Organization,
Council of Europe and European associations of patients, pharmacists, physicians, nurses, dentists,
manufacturers and hospitals as active members in this overall process of ensuring the safe use of
medical devices .

2. Kirilov, B., E. Grigorov, H. Lebanova, |. Getov. Analysis of willingness to pay for value-added
pharmacy service for Body mass index measurement. 9" International symposium on
obesity and related diseases, Albena, Bulgaria, May 2011. BASORD congress book. p. 32

Introduction: The aim of our study was to determine the willingness to pay (WTP) for value-added
pharmacy service (VAPS) in community pharmacy practice in Sofia. Our task was to demonstrate that
a structured VAPS programs can have a positive impact on pharmacy business income.

Objective: To measure the WTP of visitors (consumers) in a community pharmacy for VAPSs related
to prevention and/or improvement of health and wellbeing.

Materials and methods: A direct face-to-face interview was conducted during two months in 2010.
WTP for value-added services was assessed in 100 visitors in community pharmacies.

The respondents were divided into two equal groups and receive free of charge additional services.
First group obtained determination of body mass index (BMI) and health risks” assessment connected
with body weight. The blood pressure measurement and evaluation were presented to the second
group. At the end responders were asked about their WTP for these VAPSs if they were not for free.
Demographic characteristics and household income were also elicited using a standardized
questionnaire modified by Nocera et al.

Results: The WTP study for health preventive services — BMI and risk factors associated with obesity
showed that the service is well accepted and the respondents would pay extra 2.50-3.50 €. This
result is not influenced by other factors.

The second study of measuring blood pressure and offering anti-hypertension consultation by
pharmacist showed that the service is not acceptable as VAPS and WTP rate is modest.

Conclusions: The interviewed visitors in community pharmacies are willing to pay for value-added
services. The level of payment for more complex and intricate VAPSs is higher and this fact is related
to the need of additional training of pharmacists. The VAPS influence and other factors improving
WTP are under study.
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3. TetoB, U., NlebaHoBa, X. MpaKTNYECKM NOAXOA 33 OLEHKa Ha NekapcTBeHaTa nHdpopmauma
B WHTepHeT, goknag Ha Xlll-ta HauyuoHanHa KoHdepeHuma 3a OMJT u neguatpm ¢
MeXKAyHapoaHo yyactme, CabHYeB 6par, 24-26 man 2012

NHPOBMMKMNAHC € UEeNeHaCoYeHOTO TbPCEeHE Ha TPelKU WAU HETOYHOCTUM B WMHPOPMALMOHHM
M3TOYHMLM, KOETO MOMKe O3 AOBefe [0 HepauMoHasHA NeKapCTBEHA ynoTpeba WMAM rpewku npu
Tepanuata. WMHdbopmaumsaTa 3a /ieKapCTBa, pPasnpocTpaHABaHa B MHPOPMALMOHHUTE KaHanu,
W3M0/I3BaHN OT MEANLMHCKAUTE CMEeLnanncTM HeBMHarM e 1eCHO NPUAoXKMMa M afeKBaTHa. MNoHaKora
MMa NPOTMBOPEYUA B CNELNann3npaHn MeaAULUMHCKU M3aaHna v/ mam opuumnanHn U3TOYHULM KaTo
perynaTopHu caitoBe. [JHEC WHTepHEeT npeaocTaBs AOCTbM A0 OrpoMHa no obem M obxBaTt
MHbOPMaUMSA, OCKOPO HEAOCTBIHA 33 MEANUMHCKUTE CNELNanncTi n notpebutenn.

OcHOBHaTa Lien Ha HalWeTo NPoy4YBaHe € A3 Ce OLEHW YacT OT HaMYyHaTa B MHTEPHET JieKapcTBeHa
nHbopmauusa. U3paboTeH e TpucTeneHeH Noaxod 3a OLEHKA M Knacauua Ha HaW-noceliaBaHuTe
WHTEPHeT caliToBe C JieKapcTBeHa WHbopmaums B Bbarapus. MpunoxeHu ca cneymuduyHn rpynu
KPUTEPUM N KOEPULMEHTU 3a TEXKECT, KOUTO MOraT Za ce npuaaraT B NpakTMKaTa oT MeAULMHCKUTE
cneyuanmucTu.

Pe3syntaTute NoKasBsaT, Ye B MHOTO C/ly4an yeb-M3TOUHULUTE CbAbPKAT FPELlKM U HETOYHOCTU. HAKoM
OT NyB6AUKYBaAHUTE MaTepuanu He ca BaIMAUPAHN UAK CbAbPXKAT ocTapana MHpopmauma. Hain-yecto
CpellaHuMTe NPONYCKM ca CBbP3aHM C InMcaTa Ha akTyasinsnpaHa nHGopmauus, JaHHM 3a aBTOpUTE U,
KOHTaKTK 3a 0bpaTHa Bpb3Ka, CKpMTa peKknama U npogaxkba Ha NekapcTBEHM NPOAYKTU MO SIeKapCKo
npeanucaHne B UHTEPHET, KoeTo e 3abpaHeHo B EC.

HanpaBeHuUTe npoyyBaHUsA MOKa3BaT, 4e e HeobXoAMM CTPUKTEH U TeKyl, KOHTPO/A BbpXy
JNlekapcTBeHaTa WHbopmauMs [0CTbNHA OHAaMH. Lenta e npegotsBpatABaHe Ha 3abayau u
noasexKAaHe Ha MeAULMHCKU CNeunanmcTn 1 naumeHTn, KOeTo MoXe Aa A0Befe A0 /IeKapCTBeHU
rpewkn un 3noynotpeba. HeobxoanMmo BbBEXKAAHETO HA CTPUKTHU U Hay4YHO-0BOCHOBAHU KPUTEPUU U
3aKOHOAATE/IHW MEPKM 33 OCUTypsiBaHe Ha HaAeXAHOCTTa WM [AO0CTOBEPHOCT Ha JleKapcTBeHaTa
MHbOPMaLUA B UHTEPHET.

4. DNe6aHosa, X., letoB, M. Kak aa nogobpum cbobuiaBaHeTo Ha HJIP, cbrnacHo HoBuTe
perynatopHu mnsnckeanua B EC?, noctep Ha Xlll-ta HaumoHanHa KoHdpepeHuma 3a ONJ u
neamnaTpu c mexayHapogHo yyactme, CabHuYeB 6psar, 24-26 main 2012

[JeliHocTTe Ha MNOCTMApPKETUHIOBOTO JIEKAPCTBEHO HabnogeHMe ca CBbP3aHM C OTKPMBAHETO,
OMWCBAHETO W OLEHKaTa Ha HexenaHuTe NeKkacTBeHW edeKkTu npu ynotpebaTa Ha JIEKAPCTBEHU
npoayktTn. Tesn perHocTM B Bbarapusa He ca pocTaTbyHO Jobpe pasBUTM, HE3aBUCMMO OT
CblUeCcTBYBalllaTa 3aKoHOAATe/IHA OCHOBA, NOPaAM HUCKOTO HMBO Ha CbObLLABaHE Ha HeXKenaHwu
JIeKapCTBEHM pPeakUMM U Heocb3HaTaTa pPoNA Ha MegUUMHCKUTE CMeumannuctu M nauueHtTn B
NleKapcTBeHaTa 6e30nacHoCT.

OcHOoBEeH HeAOoCTaTbK Ha cMCTemaTa 3a CMOHTAaHHO cbobuaBaHe Ha HJIP e, ye HelHaTa epeKTUBHOCT
NPsAKO 3aBUCK OT HMBOTO Ha AOKAaABaHe. B Bb/irapusa HUBOTO Ha JOK/IaABaHE € CPABHUTENHO HUCKO.
CoblyecTByBaT pegmua $akTopu, KOUTO 0BYyCNaBAT HUCKOTO HMBO Ha AOKnazBaHe Ha HJ/IP, kouTto ca
0606u1eHN OT INnman U HapeyeHu ,,ceiemTe CMbPTHM rpsaxa”.

Llenta Ha HACTOALWLOTO NpPoyYBaHe e A3 M3c/eaBa BAMSHMETO Ha dakTopa obyyeHue 3a nogobpsasaHe
Ha y4YacTMETO MeAMUMHCKMTE Cneuasmctu B NOCTMApKeTUHroBOTO HabalogeHMe Ha NekapcTeaTa.
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MN36paHMAT meToZ e camoobyyeHure, Ypes TECTBAHETO Ha NaKeT OT CrneuuanHo paspaboTeHu 3a uen
MHpOpPMaLMOHHM 1 0bpa3oBaTenHM maTepuanu. TepeHHaTa ¢pasa ce nposese cpes npeactaBuTenHa
M3BaZKa OT O6LLONPaAKTMKYBaWM JIeKapy U CNeuManucTiu B LIEeCT rpaga Ha cTpaHaTa npes 2011
roguHa.

MonyyeHWTe pe3ynTaTv NOKasBeaT, Ye AOMbJAHUTENHOTO 0byYyeHne Ha MeaULMHCKMTE CleunanncTm ca
€4MH OT Bb3MOKHUTE NOAXOAM 33 NOBMLWIABAHE HMBOTO HA OOK/AaJABaHE Ha HeXKeNaHW NIeKapCcTBEeHU
peakumn u noaobpssaHe edeKTUBHOCTTA Ha CMCTEMATa 3a MOCTMApPKETUHrOBO HabnlogeHue Ha
NeKapcTeaTa B bbarapus.

5. Kupskos, B., X. Jle6aHoBa, E. Ipuropos. MpoyyBaHe Ha Harnacute 3a M3mepBaHe Ha
cepyMeH XO/ecTepos cpej, nocetutenute Ha anteku B rpag Codwua. XN HaumoHaneH
KOHrpec No Kapamonorma ¢ MexagyHapogHo ydactme, Codpua, bbvarapua, Oktomspu 2012.
bwvreapcka kapouonoazus, Tom 18, MpunoxeHue 2, c. 36

BvBeneHue: T[pe3 nocnegHuTe pecetunetvda, dapmaueBTUTe BCe MO-aKTMBHO y4yacTBaT B
npoduaakTMKaTa Ha CoumManHo-3HaYMMMUTE 3a60NABaHUA, Ype3 Bb3MOXKHOCTTA 33 U3BbPLUBAHE Ha
NPeBaHTUBHU U3MepBaHWUA B anTekuTe. M3non3BaHETO Ha Pas/MYyHU MeauuMHCKU usgenusa (MU),
pa3paboTeHM Aa ce npuaaraT OT MeAMUMHCKM Creumanncti, Morat fga Mrpaat Bce NO-rofgsmo
3HaYeHue B NbpBUYHATA NPodMNaKkTMKa Ha CC3. BUCOKOTO HMBO Ha CEPYMHUA XONECTEPO € eAnNH OT
OCHOBHUTE PUCKOBU (aKTOpM 3a pasBUTME Ha CbPAEYHO-CbAO0BM 3abBONABAHUA M PAHHOTO My
OTKpMBaHE MMa KJIlOYOBO 3HAYeHWe 3a B3MMaAHETO Ha NpPeBaHTMBHW Mmepku. Uen: Lenta Ha
HaCTOALOTO MPOYyYBaHe e Aa Oonpeaenn OTHOCUTENHUA AAn M npoduaa Ha NOCeTUTENU B anTekKa,
KOMTO MMAT }KeflaHWe Aa ce Bb3No/a3BaT OT ycayra ¢ AobaBeHa CTOMHOCT, CBbp3aHa ¢ NpodurNaKTUKa
n/VAn rpuska 3a 34paBeTo — U3MepPBaHe Ha CEPYMEH XOIeCTEPO M onpeaensHe Ha PUCKOBU daKkTopu
3a 3apaBeto. MeTtogu: Ha nocetutenute B aBe anTekute B rp.Codus b6e npepgnaraHo 6e3nnaTHo
n3mepBaHe Ha HWMBOTO Ha CEPYMHMA XONeCTepos C NOMOLLTA HAa WUH BUTPO MEOULMHCKO M3aesnue,
nvnuaometbp Accutrend® plus (ARyTpeHa natoc). Ha noxkenanute ga cv HanpaeaT U3MepBaHeTo, be
nposeAeHa NpsAKa aHOHMMHA CTAaHAAPTU3MPAHA AHKETA C aHKETHA KapTa Ha XapTUeH HocuTen.
Pesyntatn: O6WMAT OPOM Ha NaUMEHTUTE M MNOCETUTEINTE B ABETe anTekM 3a nepuosa Ha
nposexaaHe Ha npoyysaHeTo 6e 1554. OT Tax Ha nbpeuTe 100 NoXenanu e HanpaBeHO U3MepPBaHe
Ha HMBOTO HAa CEPyMHMA xoJsiecTepon. [ensbT Ha xKenaewmTe a B3emaT yvyactue B U3cieaBaHeTo e
nog 8%. CpeaHOTO M3MepeHO HWMBO Bapupa B rpaHuumTe 3,3 — 7,39 mg/dL. M3soau: MNMpoyyBaHeTo
[OKa3a, 4Ye OTHOCUTENHO MalbK AAN OT MOCEeTUTENNTE MMAT Harjlaca 3a MnpoBeXAaHe Ha
NPoduAaKTUYHN ycayrn B anTekuTe. ToBa MoKe fAa 6bae HAcoKa 33 CEpPUO3HU yCcuAMA Mo
paswupsaBaHe U 3agbiboyaBaHe Ha 34paBHO 06yYeHMe U NPOPUNAKTMKAE.
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