Pe3romera Ha peneH3upaHu NyOoJIMKANMHA
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Pesrome. [Ipe3 nocneqnute rogHu OMOJIOTMYHUTE JIEKAPCTBEHU MPOIYKTH CTaHAXa OCHOBHU
TepaneBTUYHU CpeAcTBa. JlHeC Te mpeacTaBisgBaT OCHOBHATa 4acT OT JIeKapcTBaTa Ha
(dapmalieBTUUHATa UHAYCTPUS, KOUTO C€ HAMHUPAT B CTaAUN HA MPEIKINHUYHO I KIMHUYHO
pa3paboTBaHe. bromoruuHNTE TEKApPCTBEHH MPOAYKTH, ChABPKAIINM MOHOKJIOHATHN aHTUTETa
HaBJIM3aT MAacoBO B KIMHUYHATa MpaKTHKa B OOJACTH KaTO PEBMATOJIOTHS, OHKOJIOTHS,
racTPOCHTEPOJIOTUS M JpYrd. BUONOrMYHUTE JNeKapcTBa ca TMO-TPYJHH 32 OINMCAaHHE B
CpaBHEHHWE C XUMHUYECKHM IOJydyeHWUTe (Hamp. mojydeHu upe3 pekomOunHantHa JIHK
TEXHOJIOTHUS, KPbBHU WM IJIa3MEHU NMPOIYKTH, UMYHOJIOTHYHU MPOAYKTH, T€HHA U KJIEThUHA
Tepanmuun u Jp.). Konmenmusta 3a mogo0HM OWOJOTHYHU JICKAPCTBEHU TMPOAYKTH €
MPUIIOKMMA 32 BCEKH OMOJIOTHYEH MPOJYKT. XapaKTEPUCTUKU KaTO TPUU3MEpPHA CTPYKTYpa,
KOJMYECTBO Ha KHCETMHHO-0a3MCHU BapuaHTH WM MOCTTPAHCIAMOHHN MOAU(PUKALNN KAaTO
TJIMKO3WIMPAaH Tpoduil, MOTaT Ja ObAaT CUTHU(GHUKAHTHO pa3jIMYHHU 4Ype3 IMPOMEHHU, KOUTO
I'bPBOHAYAIIHO C€ MpUeMaT 3a MUHUMAJIHU B TNPOHU3BOACTBeHUs mpouec. [lopaau ToBa
npodmIbT Ha epUKacCHOCT/ 6e30MacHOCT HA TE3U MPOAYKTU € CHITHO 3aBUCHM OT KaueCTBOTO
Ha TPOU3BOJCTBEHUS TPOIEC M OT KAYECTBEHUTE TMPOIYKTOBH XapaKTEPUCTUKH.
JlexapcTBeHara ¢opma, KOJMYECTBOTO HAa aKTHBHOTO BEIIECTBO, PEKUM Ha JTO3UpPAHE U ITBT
Ha BBBEXJIaHE Ha OMOMOIOOHUTE JIeKapCcTBa TpsiOBa 1a OBJAT €AHU M ChIIU C pedepeHTHUS
OuoJIOTMYEH MPOAYKT. bromogoOHuTe NeKapcTBEHH MPOAYKTH MONaaaT B JePUHULUATA 3a
"HoBo akTHBHO BemIECTBO" KOETO €: OMOJIOTMYHO BEIIECTBO, KOETO € OWJIO pa3pelieHo 3a
yrnoTtpeba KaTo JeKapCTBEH MPOAYKT B EBpomelickus Cbhi03, HO € C pa3lu4yHa MOJIEKYJTHA
CTPYKTYypa, C pa3iM4yeH IMPOU3XOJl MO OTHOILIEHHE HAa U3XOAHMSI MaTepual WM € MOJYy4eHO
Yype3 pa3iMyeH INPOU3BOACTBEH Imporec. [lopaau Ta3u mpuumHa Te ce pas3pelraBar 3a
ymotpeba ot EBpomeiickara areHiust mo JekapctBata mo pema Ha Permament (EC) No
726/2004 na EBponeiickusT napaameHnT u Ha CbBeta. [logoOHHUTE OMOIOrMYHH JIEKApCTBEHU
MNPOAYKTH HU M3OPaBIT TMpel HOBH HAyYHO-PETYJIaTOPHU M KIWHUKO-TEPANeBTUYHU
npenu3BukarencTa. OT eqHa cTpaHa € BBIPOCHT 3a HABIM3aHETO UM B KIMHUYHATA
MPAKTUKA U TEPANeBTUUHUTE AITOPUTMH, BHIIPOCUTE 32 3aMEHSEMOCT U B3aMO3aMEHSAEMOCT,
M3gBaTa Ha HEXeJaHW JICKApCTBEHM pPEaKlUH, MHAWBUyalHATa BapHaOMIHOCT U T.H., & OT
Ipyra cTpaHa ca UKOHOMHMYECKUTE U (PapMaKOMKOHOMHYECKHUTE aCHEeKTH BBPXY
JIeKapCTBEHATa MOJIUTHKA KaTo ISUI0.

Abstract. In recent years, biological medicinal products become fundamental therapeutic
agents. Nowadays they are significant part of the medicines in the pharmaceutical industry,
which are in a stage of pre-clinical or clinical development. Biological medicinal products
containing monoclonal antibodies penetrate extensively in clinical practice in areas such as
rheumatology, oncology, gastroenterology and others. Biological medicinal products are more
difficult to describe in comparison with chemically synthesized (eg, obtained by recombinant
DNA technology, blood or plasma products, immunological products, gene and cell therapy,
etc.). The concept of similar biological medicinal product is applicable to any biological
product. Features such as three-dimensional structure, amount of acid- base variants or post-
translational modifications such as glycosylation profile can be significantly different by
changes initially considered as a minor in the manufacturing process. Therefore, the profile of
efficacy/safety of these products is highly dependent on the quality of the manufacturing
process and product quality characteristics. Pharmaceutical form, the strength, posology and

Pestomema na peyensupanu nyonukayuu
Jouy. 0-p Emun Xpucmos, o¢h 1



method of administration of biosimilar medicinal products must be exactly the same with the
reference biological product. Biosimilar medicinal products falling within the definition of
"new active substance™ which is a biological substance that has been authorized as a
medicinal product in the European Union but has a different molecular structure from
different backgrounds in terms of raw material or obtained by a different manufacturing
process. Therefore, they are received Marketing authorization by the European Medicines
Agency under Regulation (EC) No 726/2004 of the European Parliament and the Council.
Similar biological medicinal products confronts us with new scientific and regulatory and
clinical therapeutic challenges. The question of their entry into the clinical practice and
therapeutic algorithms, the issues of substitutability and interchangeability, the incidence of
adverse drug reactions, individual variability, etc., is on the one hand, and the economic and
pharmacoeconomic aspects of the drug policy as a whole is one the other.

2. Parvova, l., Hristov, E., Rashkov, R., Getov, I. Significance of concomitant use of
methotrexate for efficacy, safety and immunogenics of the biological treatment for
rheumatoid arthritis (2015) Revmatologiia (Bulgaria), 23 (2), pp. 42-51.

Pe3rome. HaTpynaHusT TepaneBTHYEH OMUT B MPOJIBIKEHHE HaA ToBeue OT 15 r. mpu
NAIMEeHTH C BB3NAIUTEIHH UMYHO-MEIUUpPAHU 3a00JIsBaHUs IMO3BOJISIBA Ja C€ MOCOYH, Y€
WHXUOUTOpUTE Ha Tymop-Hekposuc dakrtop anda (TNF o) mpencramsBat Haii-mo0pus
mpUMep 3a KIMHWYHA 3HAYMMOCT Ha palfioHaTHaTa ynorpeba Ha OMOIOTHYHU JIEKapCTBEHU
MPOAYKTH M KOHBEHIIMOHAJIHO JieYeHHWE ¢ UMyHOMojnynaTopu. ChIIIacHO MPENOpPbKUTE Ha
EBponeiickara sura npotus peBmaru3ma EULAR ot 2013 1., Merorpekcar (MTX) TpsioBa na
ObJlc YacT OT TepalneBTUYHATA CTpATerws Ha IMbPBH H300p NpuU OOJHUTE C AaKTUBEH
pesmarousieH aptpuT (PA). Ilpu neuenue na PA eduxacnoctra Ha antu TNF neuenuero
I'bPBOHAYAIIHO € J0Ka3aHa Kato ,,add-on” mpu MauueHTH ¢ HEe3aJ0BOJIUTENIEH OTIOBOP KbM
MTX. Penuna KIMHUYHY W3MHATBAHUS MTOKA3BAT MPEIUMCTBOTO HA KOMOMHHPAHOTO JICUCHHE
¢ uaxuouropu Ha TNF o u MTX npen monotepanusita ¢ MTX He caMo 1O OTHOIIIEHUE Ha
CUMIITOMHUTE Ha OOJecTTa, HO U IO OTHOUICHWE Ha pEHTreHorpadckure MpPOMEHH Ha
3aCeTHATUTE CTaBM M MOJ00psBaHe Ha GyHKIUOHATHHUSA Kamanmuter. MTX wu apyru
UMYHOCYTIPECOpPHU OJIOKUPAT Pa3MpOCTPAHCHUETO HA aKTHUBHPAHUTE UMYHHU KIIETKH, MOPaIn
KOEeTO KOMOMHHUpaHOTO JedyeHHe ¢ MTX ce mnpuema 3a OCHOBa 3a Cylpecus Ha
uMyHOreHHOCTTa KbM uHXuOutopute Ha TNF . Jleduenuero ¢ naxuburopn Ha TNF o Haii-
YECTO € CBBP3aHO C PAa3BUTHETO HA CEPUO3HM MH(EKINH, TyOepKyno3a, rbOMYHN WH(PEKINH,
3JI0KAY€CTBEHU 3a00JIIBaHUS, PEAKTUBUPAHE HA XEMaTUT B mHQeEKIns, XemaroTOKCHYHOCT,
ChpJieuHa JEKOMIICHCAllMs, XUIIEPCEH3UTUBHA pPEaKlMsl, JEMHUEIMHU3HUpAIIOo 3a00jsiBaHe U
lupus-like cunnmpom. IlpoBeneHM KIMHWYHM W3NUTBaHMS IIOKa3BaT, 4¢ KOMOMHHPAHOTO
neyenne ¢ MTX u TNF o e 3HauuMO CBBP3aHO C MO-BUCOKA YECTOTA HA CEPHO3HUTE
MHQEKIN B CPaBHEHHE C MOHOTEPAIHUATA ChC BCEKH €MH JICKApCTBEH MPOAYKT MOOTIACIHO
npu manueHTH ¢ PA. Tlome3sHo mie Obae ycTaHOBSBaHETO Ha OWOMapKepH, KOUTO [1a
OTIpeNIeNIAT MAlUEHTUTE, IPU KOUTO MOXeE Ja ce HaOJroJaBa Hal-OJaromnpusiTeH OTrOBOp U
OHE3M C HAW-BUCOK PHUCK OT TEXKKH HMH(EKIMH W 3J0KaueCTBEHHW HOBOOOpa3yBaHHUS OT
MpOBEXIaHe Ha KOMOMHUPAHOTO JieyeHue Ha PA.

Abstract. The therapeutic experience gained for more than 15 years in patients with immune-
mediated inflammatory diseases indicates that the tumor necrosis factor alpha (TNF o)
inhibitors are the best example of clinical significance of the rational use of biological
medicinal products and conventional treatment with immunomodulators. According to the
2013 European League against Rheumatism (EULAR) Recommendations, Methotrexate
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(MTX) should be part of the treatment strategy of first choice in patients with active
rheumatoid arthritis (RA). In RA treatment, the efficacy of anti-TNF therapy was initially
proven as "add-on" in patients with insufficient response to MTX. Several clinical trials have
demonstrated the advantage of the combination therapy with TNF a inhibitors and MTX vs.
MTX monotherapy, not only in terms of the symptoms of the disease, but also in terms of the
radiographic changes of the affected joints and improvement of the functional capacity. MTX
and other immunosuppressants block the proliferation of the activated immune cells. Thus,
the combination therapy with MTX is accepted as the basis of the suppression of
immunogenicity to TNF o inhibitors. Treatment with TNF a inhibitors is often associated
with the development of serious infections, tuberculosis, fungal infections, malignancies,
reactivation of hepatitis B infection, hepatotoxicity, cardiac decompensation, hypersensitivity
reaction, demyelinating disease and lupus-like syndrome. According to the results of the
conducted clinical trials, the combined treatment with MTX and TNF o was significantly
associated with a higher rate of serious infections compared to the monotherapy with each
medicinal product individually in patients with RA. It would be useful to establish
biomarkers, which can identify the patients, who may have the most favorable response and
those with the highest risk of serious infections and malignancies caused by the combined RA
treatment.

3. Hristov, E., Parvova, |., Dimitrova, ZI., Stoilov, R., Ognyanov, S. Health technology
assessment. Stakeholders and clinical effectiveness assessment (PART 1). (2015)
Revmatologiia (Bulgaria), 23 (3), pp. 21-47.

Pe3rome. Onenkara Ha 37ApaBHUTE TEXHOJOTHMHM € CTPYKTypupaHa (opmMa Ha OCHOBAHU Ha
JI0KA3aTeJICTBA HAYYHU HM3CIIE/IBAHUS, KOSTO TeHepupa MHMOpMALINS 32 KIMHUYHHA U Pa3Xo-
e(EeKTUBHU 3/paBHU TEXHOJIOTMU. 3JpPAaBHUTE TEXHOJIOTMHM MOTaT Ja BKJIOYBAT JIEKapCTBa,
MEAWIIMHCKA W3MENHs, JAUAarHOCTUYHH METOMM U TEXHUKU, XUPYPTUYHH TIPOIEAYPH,
Mporpamu 3a 3/[paBHa MPOMOIIMS 1 3alluTa Ha 00IIeCTBEHOTO 31paBe u npyru. HTA moxe na
pasriiexaa  COIUAIHM, eTUYHH,  MEIUIIMHCKO-TIPAaBHHU,  ChACOHO-MEIUIIMHCKH |
OpraHMU3alOHHU BBIIPOCH, CBbP3aHU C yIoTpedaTa Ha pa3iINdyHU TEXHOJIOTHH, BKIIIOUUTEIHO
pa3xo/BaHETO Ha OOIIECTBEHH PECYPCH, MOCIECIUIIUTE BBPXY OIODKETHHUTE pazXolud H
01015keTHOTO BB3aeicTBUE. OCHOBHUTE BBIIPOCH, HA KOUTO TPsiOBA J1a OTTOBOPH €/1HA OIICHKA
Ha 3J[paBHA TexHoJorus ca: Pabotu nu texHonorusta? 3a xoro padbotu 11?7 Kaksa e mon3ata
3a naauBKuaa? Ha kakBa niena? Kak ce cpaBHsiBa ¢ anTepHaTUBUTE? YYAaCTHUIIMTE, 3aCETHATH
OT €IHO pelicHue 3a (UHAHCHpaHE Ha 3[PaBHH TEXHOJOTUU C€ HapUyaT 3auHTEPECOBAHU
crpanu (Stakeholders). ITo-KOHKpeTHO, 3aHHTEPECOBAHUTE CTPAHHU Ca OTACTHH HMHIUBHIN WIIH
YACTHU JIMIIA, OPTaHM3AIHMH WIK OOUIHOCTH, KOMTO HMMAaT TpSK HHTEpPeC B TIpolieca Ha
MPOBEXKJAHE Ha OlLIEHKaTa Ha 3J[paBHAaTa TEXHOJOTUS M KOWTO Ie ObJaT 3acerHatu OT
MOJIYYEHUTE PE3YIATATH, BCIACACTBUE BHEIPSIBAHETO . AHT@XUPAHETO HA 3aMHTEPECOBAHUTE
CTpaHW MOA00psiBa KAaueCTBOTO M TOAHOCTTa 3a mpuemane Ha HTA. 3amnTepecoBaHuTE
CTpaHH’, KOUTO MOTaT Jia ObJIaT MPSKO 3acerHaTH OT BhBexaanero Ha HTA, cinenBa na 6baaT
Mpe/ICTaBEeHU B Ipolieca Ha OlleHKa. B cBeToBHaTa mpakTuKa € YyTBBPJAEHO pa3OupaHeTro, ue
OILICHKaTa Ha 3[PaBHUTE TEXHOJOTHH TpsOBa Ja ChABPKA HE MO-MAIKO OT YETUPH OCHOBHU
koMmroHeHTa: 1.0meHka Ha KJIMHWYHATa €()EKTHBHOCT Ha 3[IpaBHATa TEXHOJOTHUS, 2.
HNkoHnomuuecku aHanu3 Ha 37paBHATa TexHONOTHs, 3. OleHKa Ha OIKETHOTO BH3/ICHCTBUE
Ha 37paBHaTa TexHoyiorus; 4. OueHka Ha COIMAIHU, €TUYHU U OPTraHU3alMOHHU aCEeKTH Ha
3npaBHaTa TexHoyorus. KinumHnuHata e(heKTUBHOCT OMUCBA CIIOCOOHOCTTA Ha €lIHA 3/paBHA
TEXHOJIOTHUS J]a IOCTUTHE KIMHUYHO 3HAYUMO BIUSHUE BHPXY 37PaBOCIOBHOTO ChCTOSHHUE HA
narmenTa. OmeHkaTa Ha KIMHWYHA e(EKTHMBHOCT CE€ TPOBEXJa B JBE HAIpaBICHUS:
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M3MEpBaHE Ha PE3yNTaTUTE WM e(PEeKTUTE M ePEKTUBHOCTTA U CPABHUTEITHHU aHAJM3H, Upe3
M3I0JI3BaHETO HA BAJIMIHU METOAM 3a CPABHSABAHE WJIM METa-aHAIU3H.

Abstract. Health technology assessment is a structured form of evidence-based scientific
research, which generates information for clinical and cost-effective health technologies.
Health technologies may include medicinal products, medical devices, diagnostic methods
and techniques, surgical procedures, health promotion programs, public health protection etc.
HTA may deal with social, ethical, medical, legal, forensic and organizational issues
associated with the use of various technologies, including the spending of public funds
consequences for the budgetary expenditure and budget impact. The main questions, which
each health technology assessment should answer, are: Does the technology work? Who does
it work for? What is the benefit for the individuals? At what cost? How does it compare to the
alternatives? Participants affected by a decision of funding any health technologies are called
stakeholders. More specifically, stakeholders are individuals or natural persons, organizations
or communities, which have a direct interest in the conduct of the health technology
assessment and which will be affected by the results following its implementation. Involving
stakeholders enhances HTA quality and acceptability. Stakeholders, which may be directly
affected by HTA implementation, should be represented in the assessment process. According
to the worldwide practice, HTA should contain at least four major components: 1. Assessment
of the clinical effectiveness of the health technology; 2. Economic analysis of the health
technology; 3. Assessment of the budgetary impact of the health technology; 4. Assessment of
the social, ethical and organizational aspects of the health technology. Clinical effectiveness
describes the ability of a health technology to achieve a clinically significant effect on the
patient's health. Clinical effectiveness assessment is conducted in two ways: assessment of
results or effects and effectiveness, and comparative analyses using valid methods of
comparison or meta-analyses.

4. Hristov, E., Parvova, I., Dimitrova, ZI., Stoilov, R., Ognyanov, S. Health technology
assessment. Economic analysis, budget impact analysis and social, ethical and
organizational aspects (PART II). (2015) Revmatologiia (Bulgaria), 23 (4), pp. 16-30.

Pe3tome. OcBeH aHaIM3 Ha KIMHUYHATA €(EKTUBHOCT OICHKATa HA 3JIPAaBHHUTE TEXHOJIOTHU
TpsA0Ba 1a CHIBPIKA M UKOHOMUYECKU AaHAU3; OLEHKA Ha 0100JcemHomo 6v30elicmeue 1
OLICHKA HA COYUATHU, eMUYHU U OP2aAHU3AYUOHHU acnekmu. VIKOHOMHYECKHTE aHAJIM3W Ha
3IpaBHUTE TEXHOJOTMU, OCOOCHO KOraTro C€ JIEKapCTBEHW IPOAYKTH, C€ HU3BBPIIBAT MO
npaBwiata 3a  (apMaKOMKOHOMHYECKO MpOy4YBaHe. AHaIM3bT Ha  OKOPKETHOTO
BB3ICHCTBUETO € MHCTPYMEHT 3a MPOTHO3HMPAaHE Ha MOTCHIMATHHUTE (PUHAHCOBU €PEKTH OT
NPUEMAHETO M Pa3NpPOCTPAHCHHETO HAa HOBAa TEXHOJOIWS B CHCTEMa Ha 3/paBeola3BaHE C
OrpaHMYCHU pecypcH. J[OKaTo MKOHOMHUYECKHST aHAIM3 CE 3aHWMaBa C JONMBIHHTEIHHTE
3[paBHU TIOJI3W, TIOJy4eHH OT HMHBECTHLIUH B HOBH 3JPAaBHH TEXHOJIOTMH, AHAIM3BT Ha
OI0/DKETHOTO BB3ICUCTBHE pas3Iiiexka JOCTHIIHOCTTA HA TEXHOJIOTHUS, T.C. KaKBU Ie ObaaT
HETHUTE TOAMIIHM (DUHAHCOBH pa3XOJUTE NPH BHEIPSBAaHE HAa HOBA TEXHOJIOTHS 3a
ompezenacH Opoil TOAMHM W KaKbB OpOil MalMEHTH IIe Ce BB3MOJI3BAT OT TEXHOJOTHUSATA.
OreHKa Ha COIMAITHHUTE, CTUYHHUTE U OPTaHU3A[MOHHUTE aCIIEKTH Ha 3/]paBHATa TEXHOJIOTHUS €
CaMOCTOSITENICH aHAJIN3, YaCT OT O0IaTa OIIEHKa Ha 3JApaBHUTE TEXHOJIOTHH. Ts TpsiOBa aa ce
OCHOBaBa Ha J00pe YCTAaHOBCHUTE B IIPAKTUKATa CTUYHH MIPABHJIA B 3[]paBEONa3BaHETO H Ja €
B CHOTBETCTBUE C UYCTHPUTE OCHOBHM TNPUHIMIA HA MEAWIMHCKAaTa CTHKA:
0J1arOTBOPHUTEITHOCT, TPEM BCHUYKO Ja HE BPEIHUM, 3a4NTaHEe Ha aBTOHOMHOCTTA Ha MallMeHTa
(He3aBHCUMOCTTa) M MTPABOCHANETO (BHPXOBEHCTBO HA 3aKOHA). BbpocHukbsT Ha X0o(hMaH ce
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cyuTa 3a OTHpaBHAa TOYKa 3a CUCTCMHOTO MHTCIPUPAHC HA CTHKATA B OLICHKATA HA 3/]pABHUTC
TEXHOJIOTHU U CITY>KH 3a OCHOBA 3a pa3pa60TBaHe Ha CTUYHU PBHKOBOJCTBA B MHOI'O IbprKaBH.

Abstract. Apart from clinical effectiveness analysis, health technology assessment must also
contain economic analysis; assessment of budget impact and assessment of social, ethical and
organizational aspects. Economic analyses of health technologies, especially when they are
medicinal products, are conducted following the rules of the pharmacoeconomic study. The
budget impact analysis is a tool of forecasting the potential financial effects of the adoption
and implementation of a new technology in the healthcare system with limited resources.
Whereas the economic analysis deals with the additional health benefits derived from
investments in new health technologies, the budgetary impact analysis studies the
affordability of the technology, i.e. what the net annual financial cost of the implementation of
a new technology for certain number of years will be and how many patients will benefit from
the technology. The assessment of the social, ethical and organizational aspects of the health
technology is an independent analysis, which is part of the overall health technology
assessment. It should be based on the well-established ethical rules in healthcare and be in
accordance with the four fundamental principles of medical ethics: beneficence non-
maleficence, respect of the autonomy of the patient (independence) and justice (the rule of
law). Hoffman's questionnaire is considered the starting point for systematic integration of
ethics in health technology assessment and serves as the basis for the development of ethical
guidelines in many countries.

5. Parvova |, Hristov E, Rashkov R, Getov I. Retrospective study of adverse drug
reaction in Bulgarian population of patient with inflammatory joint diseases treated
with biological medicinal products. // (2016) Revmatologiia (Bulgaria), 24 (1) pp. 17-
18.

Pestome. [lupokoTo HaBiu3aHe Ha OWMOJIOTMUYHHUTE JIEKAPCTBEHH MPOAYKTH 3a JIEYCHHE Ha
BB3MAINUTEIIHA CTaBHU 3a00JsIBAaHUSA JOBEAE 10 3HAYMM KJIMHUYEH HMHTEPEC, KAaKTO IO
OTHOIIICHHE M3y4aBaHETO Ha CJIOXKHUTE W HE HAIbJIHO U3SICHEHU €THOJIOTHS U MaToreHe3a Ha
BB3MAINUTEIIHUTE CTAaBHHU 3a00JISBaHMS, Taka ChINO U KbM M3SICHSABAHE HAa MEXaHU3MHUTE Ha
NeiicTBUEe Ha OWOJOTUYHUTE JICKAPCTBEHHM MPOAYKTH M TsXHarta Oe3omacHa ymoTpeoa.
buonornuHuTe JEKapCTBEHM MPOIYKTH HMAaT OTHOCUTEIHO KpaTbK ‘“KU3HEH LHKBI U
TEXHUTE KpPAaTKOCPOUEH U OCOOCHO JBJITOoCpodeH mnpodua Ha Oe30macHOCT ca B
MIOCTPETUCTPALIMOHEH €Tall Ha JAONBJIHUTEIHM YTOYHsSBaHWS W wu3cienBaHus. lLlen Ha
MPOYYBAHETO € J]a HalpaBUM aHAJU3 Ha HEKEJIaHHUTE JICKAPCTBEHU PEaKIUU, YCTAHOBEHU B
KJIMHUYHAaTa npaktuka 3a nepuoga 2010 — 2013 r., npu nauMeHTH HOpeMHHAIU IIpeE3
Komucusita 3a u3gaBaHe Ha IPOTOKOJH 3a JIeYeHHE C OMOJOTHYHHU JIEKAPCTBEHH MPOAYKTH,
cb3ganeHa kpM Kinnukara o pesmarosorus npu YMBAJL ,,Ceetu WBan Puncku”-EA/], rp.
Codus. MUsnomsBanata METOAOJOTUS € PETPOCHEKTUBHO (apMaKOenuIeMHOIOTHIHO
IIPOYYBAaHE 3a YCTAaHOBSABAHE Ha BHJAA, YECTOTaTa, TEXKECTTa M CUCTEMO-OpraHHATa
JIOKaJIM3alysl Ha He)KEIaHUTE JISKaPCTBEHH peaklu, U3SABHUIIM C€ TIPU JIeYUeHHE ¢ OMOIOTUYHU
JEKapCTBEHH MPOAYKTH TMpU MalMEHTH CbC CEPONO3UTHUBEH PEBMATOUJIEH apTpHT,
aHKWJIO3Upall] CIIOHAWIUT U TIcOpHaThuyeH apTpuT. HampaBuxMe peTpocreKTHBEH aHalu3 Ha
1250 peructpallMOHHM MEAUIMHCKH 3aluCH, OTpa3siBalld JaHHU 3a 715 mnamueHTw,
npocneaenu 3a 3 roaunien nepuoaa (rouu 2010 r. - rorn 2013 1.). OneHuXMe MPUroIHOCTTA
Ha JJAaHHWUTE 3a aHalu3, JAeMOrpadCcKHuTe MOKa3aTeNld, MPOIBIDKUTEIHOCTTA Ha JICUCHHETO,
BHUJa HAa HEXKEJaHUTE JIEeKapCTBEHU pEaKIMH, TSIXHATa YeCTOTa, TEXKECT, U3XOH M [p.
3aKIro4MuTeNHaTa YacT Ha aHAJIM3UTE BKJIIOYBA CPABHMUTEIEH aHAJIN3 Ha IOJYyYEHUTE OT Hac
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MOCTPETUCTPALIMOHHU JAHHU C MPEAPETUCTPALMOHHUTE [AHHU, OMHCAHU B YTBbPJCHUTE
KpaTkure XxapakTepucTUKH Ha MPOAYKTUTE.

Abstract. The widespread use of biological medicinal products for the treatment of
inflammatory joint diseases results in significant clinical interest in the study of complex and
not fully understood etiology and pathogenesis of inflammatory joint diseases as well as to
significant efforts towards clarification of the mechanisms of action of biological products
and their safe use. Biological medicinal products have a relatively short “life cycle” and their
short-term and especially long-term safety profiles are at post-registration stage of further
clarification and research. The aim of this study was to analyze the adverse drug reactions
identified in the clinical practice during the period 2010- 2013 in patients approved for the
treatment with biological medicinal product by the Committee for prescribing Protocols,
based in the Clinic of Rheumatology at University Hospital “St. 1. Rilski”- Sofia.

The methodology used is retrospective epidemiological study to identify the type, frequency,
severity and system-organ location of the adverse drug reactions in patients with seropositive
rheumatoid arthritis, ankylosing spondylitis and psoriatic arthritis, treated with biological
products. We analyzed retrospectively 1250 medical registration records, reflecting 715
patients covering a period of more than 3 years (June 2010 — June 2013). We evaluated the
adequacy of the data for analysis, demographics, treatment duration, the type of adverse drug
reactions, their rate, severity, outcome etc. The final part of the analysis includes a
comparative analysis of our post-registration data with pre-registration data described in the
Short Product Characteristic of the biological medicinal products.

6. Hristov E., Ognianov S., Deliiski T., Andreevska K., Burgazliev X., Dimitrova Z.,
Effect of pharmacist involvement on patient reporting of adverse drug reactions in
Bulgaria. The 21st Session of the Balkan Medical Days, Sofia, Bulgaria, 06-08
October 2017. Arch Balk Med Union. Vol.52, Supplement 1:A95.

Pe3rome. CeroBHara 3xapaBHa opranmzamus (C30) nedunupa QapmakoJoruuHaTa
OMTETHOCT KaTO HayKa M JE€HHOCTH, CBbpP3aHU C OTKPHUBAHETO, OLIEHKaTa, pa3OoupaHETO U
MPEIOTBPATSABAHETO HAa HEXKeNaHW e(PEKTH WM BCIKAKBU JPYTH BB3MOXKHU MPOOIEMH,
CBBp3aHH C JiekapcTBaTa. Hexxenanure nekapcersenu peakuuu (HJIP) ca 3naunTenna npuunna
3a 3a00JIeBAEMOCT M CMBPTHOCT U JIOMPUHACST 32 YeCTOTaTa Ha HEXEJIAHUTE CHOUTHS, KOETO
BOJM J0 YBEIMYABaHE Ha pa3XxOJuTe 3a 3/paBeornas3BaHe. Jl0OCTaBUMLIMTE HA 3PAaBHU YCIYTH
TpsiOBa ma paszbepar cBoOsSITa pOJiE W OTTOBOPHOCT IMPH OTKPUBAHETO, YIPABICHUETO,
JOKYMEHTUPaAHETO U JokiIaaBaHeTo Ha HJIP, BCHUKM OCHOBHM IEMHOCTH 3a ONTUMHU3UPAHE HA
Oe3omacHocTTa Ha mamnueHture. dapmareBTUTE HUMaT BaXKHa OTTOBOPHOCT  IPHU
HaOJII0/ICHNETO Ha TeKylaTa 0e30MacHOCT Ha JekapcTBaTa. Llenra Ha u3cienBaHeTo € na
pasKpHe KakBa € KIMHUYHATa OTTOBOPHOCT Ha (hapmarieBTa Mpu paHHOTO oTKpuBane Ha HJIP.
Mertonu. [TpoBeneHO € aHOHUMHO MPOYYBaHE B TPU OT HAW-TOJIEMUTE TpajoBe B bbarapus
cpen 421 dapmanestu, padoremu B 102 oOmiecTBenn anteku U B 3 6onHNYHU. Pesynraru. B
bearapus ce nHabno1aBa Mo-HUCHK MPOLEHT Ha JOKJIaJBaHe OT apManeBTU. Mexay ssHyapu
u 1o 2017 r. camo 1,2% ot Bcuuku QapmaneBtu ca cpobumiu 3a HJIP B cpaBHeHue c
okoio 70% ot moknmanutre 3a HJIP, momamenn B mporpamara MEDWATCH B CAI ot
(dapmalieBTH, MOBEYETO OT KOUTO Ca OT MPAKTHUKYyBAIlM anTteku B OomHuma. IloBeueto or
AHKETHPAHUTE CIMHOJYIIHO CIIOJIENST, Y€ He ca choOmaBanu 3a HaomoaaBanu HJIP auto Ha
cTpaHuiiata Ha M3mbnHuTenHaTa areHuus MO JiekapcTBaTa, HUTO B JKbaTtara kapra.
3akmouenue. Hemoctarpunoto choOmiaBane Ha HJIP e decto cpemano siBieHHE B
MpOrpaMUTe 3a CIIOHTAaHHO CIIEMAPKETHMHTOBO HabOmoaeHue. HemocTaThbuyHOTO OTYHMTaHE

Pestomema na peyenzupanu nyoauxkayuu
Jou. 0-p Emun Xpucmos, ogh 6



MOXKe Ja 3a0aBM OTKpWMBAaHETO Ha CHTHAJl W Ja NPUYMHU MOMAILCHSBAHE HA pa3Mepa Ha
npobnema. EdexTuBHOCTTA Ha Mporpamara 3a HaOoeHne u aokiaasane Ha HJIP 3aBucu ot
nH()OPMHUPAHOCTTA HA BCUYKM JOCTAaBUYMIIM Ha 3[paBHU YCIyrd. BaxHo € ma ce oObpHE
BHHMaHUE Ha (QapmareBTHYHaTa mpodecusi, ye HaOmoaeHuero Ha HJIP e mpuoputer u e
npodecroHanHa OTroBOpHOCT. OT CHIIECTBEHO 3HAYCHHE € Jla Ce OpraHu3upar IoBeue
oOydeHust 3a (dapManeBTH W ca HEOOXOJAMMH IIOBEU€ NPOYYBAHUS 3a HAOIIOJCHUE U
nokiansane Ha HJIP B bearapusi.

Abstract. The World Health Organization (WHO) defines pharmacovigilance as the science
and activities relating to the detection, assessment, understanding and prevention of adverse
effects or any other possible drug-related problems. Adverse drug reactions (ADRs) are a
significant cause of morbidity and mortality and contribute to the incidence of adverse events,
resulting in increased healthcare costs. Healthcare providers need to understand their role and
responsibility in the detection, management, documentation, and reporting of ADRs, all
essential activities for optimizing patient safety. Pharmacists have an important responsibility
in monitoring the ongoing safety of medicines. Aim. The aim of the study is to reveal what is
the clinical responsibility of the pharmacist in the early detection of ADRs. Methods. It was
conducted an anonymous survey in tree of the biggest cities in Bulgaria among 421
pharmacists working in 102 community pharmacies and in 3 hospital ones. Results. Lower
reporting rates by pharmacists are observed in Bulgaria. Between January and June 2017, only
1.2% of all pharmacists have reported ADRs compared with about 70% of ADR reports
submitted to the MEDWATCH program in the US by pharmacists, most of which are from
hospital-based pharmacy practitioners. Most of respondents unanimously shared that they did
not report about observed ADRs neither on the page of the Bulgarian Drug Agency, nor
though the Yellow Card. Conclusion. Underreporting of ADRs is a common phenomenon in
spontaneous post-marketing surveillance programs. Underreporting may delay signal
detection and cause underestimation of the size of a problem. The effectiveness of an ADR
monitoring and reporting program depends on the awareness of all healthcare providers. It is
important to address within the pharmacy profession that ADR surveillance is a priority and a
professional responsibility. It is essential to be organized more educations for pharmacists and
more studies on ADR monitoring and reporting in Bulgaria are necessary.

7. Asipova N, Hristov E, Delyiski Tz, Parvova I, Yordanov E, Andreevska K, Ognianov
S, Burgazliev H. Health related quality of life — a pilot study in healthy volunteers.
(2018) Revmatologiia (Bulgaria), 26 (4), pp. 18-28.

Pesrome. lllupokoro omnpenenenue 3a 3apase, npenioxkeHo or C30 npeau noseue ot 50 r.,
riacu: ,,37paBeTo € CBhCTOSIHME Ha MBJIHO (PU3MYECKO, IICUXMYECKO U  COLHUAIHO
Onaromoiydne, a HE camo JMIica Ha 3a0onsBaHe MM Heabr. IloBeueTo M3MBJIHUTENN Ha
3IpaBHU YCIYTHM U M3CIIEAOBATEINTE Ha 3APAaBHOTO OOCIy)XBaHE aJanThpaxa TO3U LIUPOK
MOTJIE]] BBPXY 3[IPaBETO M Cera BKIIIOYBAT MEPKH 3a OOIIOTO BJIMSHHUE Ha 3a00JIIBAaHETO U
HEroBoTo JiedeHue. Hali-yecto u3non3BanusaT oom wHCTpyMeHT € Short Form-36. SF-36 ce
cbcToM OT 36 BBIPOCA 32 MHOTOIIENICBO MPOYYBaHE Ha OOLIMS 3paBEH CTAaTyC Ha MallUEHTa,
paspaborena or C30. llen Ha mpoyuBaneto. [la ch3mameM eKCIEPUMEHTATHH YCIOBUS 3a
noa00p Ha 37ApaBU JOOPOBONIM KAaTO OILGHUM 3[PAaBHOTO CHCTOSHUE HAa CTYAEHTH IIO
dapmarus, ype3 caMoolleHKa Ha chcTostHueTo uM, upe3 HRQoL wunctpymenTta SF-36, B
4eTUpU JIOMEWHA: (U3MYECKO, COLMATHO M TMOBEACHYECKO (posieBO) (YHKIIMOHUPAHE,
MICUXUYHO 3[[paBe U OOILIM BB3MpUATHUSA 3a 37ApaBe. Marepuanu u meronu. MHTepBIonpaxme
crynentd 1o ¢dapmanus ot Pakynarer nmo xumus U ¢apmanus Ha CY’Cs.Kinument
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Oxpuacku” upe3 M3IM0JI3BaHETO Ha BbIpocHUK SF-36v2. B mpoyuBaHeTo ca BKiIIOYEHHU 26
CTYJCHTH, Ha BB3PAcCT MEXAY 22 U 25 TOAWHHM, pa3NpeAeICHU IO PaBHO MbXKE U KEHH, CIIE]T
HAJJIKHO WH(DOPMHUpPAHO ChIVIACHE U 3all03HABaHE C YCIOBUSATA 3a IMOMBJIBAHE HAa
BbIIpocHUIUTE. J[aHHUTE ca 00paboTeHH CTAaTUCTUYECKH C MPOrpaMeH MpoayKT. Pesynratu u
obckxknane. [lomyueHuTe pe3yiTaTH IOKa3axa CEPUO3HU OTKIOHEHHS OT HOpPMHTE 32
(YHKIIMOHUPAHETO Ha ,,3paBUTE MOOpOBONIM B YETUPHUTE (PYHKIIMOHAIHH JOMEHHA M
MOCTABSIT MOPEANIIa OT BHIIPOCH IO KaKbB HAYMH, YCIOBUS U Pl Aa C€ MOA0UpAT KOHTPOIHU
TpyNH OT 37paBU JOOPOBOJIIIHM 332 PAaHIOMHU3UPAHU KOHTPOJIUPAHU KIMHUYHU TPOYYBaHUS.

Abstract. The broad definition of health proposed by the WHO more than 50 years ago
states: "Health is a state of complete physical, mental and social well-being and not merely
the absence of disease or infirmity.” Most healthcare providers and professionals have
adapted this broad view of health and now include measures for the overall impact of the
disease and its treatment. The most common tool used is Short Form-36. SF-36 consists of 36
questions for a multi-purpose study of the patient's overall health status developed by the
WHO. Aim of study. The aim of the study is to create experimental conditions for selection of
healthy volunteers by assessing the health status of pharmacy students through self-
assessment of their condition, refracted through the HRQoL tool SF-36, in four main
domains: physical, social and behavioral functioning, mental health, and general perceptions
of health. Materials and methods. We interviewed pharmacy students from the Faculty of
Chemistry and Pharmacy at Sofia University “Saint Kliment Ohridski” using SF-36v2
Questionnaire. The research included 26 students aged between 22 and 25, distributed equally
between men and women, after they duly signed an informed consent form and were informed
of the conditions for completing the questionnaires. Data is processed statistically with the
specified program. Results and discussion. The results obtained showed serious deviations
from the norms of the functioning of the “healthy volunteers” in the four functional domains
and posed a number of questions as to how to select control groups of healthy volunteers for
randomized controlled clinical trials.

8. Parvova I, Taneva V, Ivanova-Todorova E, Kyurkchiev D, Kolarov Z, Hristov E. A
clinical case of a patient with scleroderma-like syndrome in chronic graft-versus host
disease. (2019) Revmatologiia (Bulgaria), 27 (1), pp. 44-52.

Pe3rome. XpoHuuHa peakuusi Ha MpuUcaZKaTa cpelly Mpuemarens ce HalloJaBa OKOJIO
mepBuTe 100 nHU ciex amoreHHa XEeMONOETHMYHA CTBOJIOBA TPAHCIUIAHTAIUS U MOXE Ja
3acerHe BCUYKU ThKaHM M opraHu (B 80% oT cimyuaute ce 3acsira kokara). ChblliecTByBar
HSKOM KIMHUYHH CBHOTBETCTBUS MEXIYy XPOHUYHA PEaKIUs Ha TNpHCATKaTa Cperry
npueMareiass W ONpEJeIeHH AaBTOMMYHHHU 3a00JIIBaHMS Karo CHUCTEMHA CKJIEpOJIEPMHUS,
cuHApoM Ha CbOrpeH, aBTOUMYHHHU xenatuTu. IIpeacrassame ciydail Ha 54 I MBX C U3pa3eHu
Iudy3HH, CKIEponepMa-moJoOHN KOXKHHM MPOMEHH, MOSIBMJIM C€ OKOJIO TOMHA U TMOJIOBHHA
ClIe]] aJIOTeHHA KOCTHOMO3bYHA TPAHCIJIAHTAIMSI OT HEPOJICTBEH JOHOP BHB Bph3Ka ¢ OiacTHA
TpaHchopMmalsl Ha XpPOHMYHA MHUEIOMOHOIUTHA JieBko3a Tul 2. [lanMeHTHT e JieKyBaH B
KIMHUKA TI0 XEMAaTOJOTHSl C KOPTUKOCTEPOHUIU — JIOKaTHO U cuctemHo, 10 ¢orodopesu,
Ciclosporin, Tacrolimus, Mycophenolate mofetil, Imatinib. ITpueto e, 4ue ce Kacae 3a
XpOHMYHA peakius Ha TpHUcagKaTa Cpelly MpueMarens, PEe3UCTCHTHA Ha JICYECHUE C
KOPTUKOCTEpOUIM M € HazHaueH Methotrexate 25 mg/ceqmuyHo mpe3 Mecenr — o0mo 8
aruTMKaruu 0e3 CHIIECTBEHO MOBIMSBAHE HA CKICOJEPMA-TIOJOOHUTE MPOMEHH IO TSIIOTO U
KpaiiHuute. B nudepeHaniio quarHocTuyeH IJlaH OCTaBa OTKPUT BBIIPOCHT JajiH HE ce
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Kacae 3a TMapaHeoIlaCTHYHA CHCTEMHA CKIEpOJepMHUs — aBTOMMYHHH (EHOMEHH,
CBHIIPOBOXKIAIIH 37I0KAaYECTBEHO 3a00JIIBaHE W YECTO MPEIXOKIAIIN TO C MECEITH.

Abstract. Chronic graft versus host disease is observed within the first 100 days following
allogenic haematopoietic stem cell transplantation and can affect all tissues and organs (in
80% of the cases, it affects the skin). There are some clinical correspondences between
chronic graft versus host disease and certain autoimmune diseases, such as systemic
scleroderma, Sjogren's syndrome, autoimmune hepatitis. We present a case of a 54-year-old
man with manifested diffuse, scleroderma-like skin changes, which occurred about a year and
a half after allogenic bone marrow transplantation from an unrelated donor due to a blast
transformation of chronic myelomonocytic leucosis type 2. The patient was treated in a
haematology clinic with corticosteroids, 10 photophoresis sessions, Ciclosporin, Tacrolimus,
Mycophenolate mofetil, Imatinib. It has been assumed that this is a case of chronic graft
versus host disease resistant to corticosteroids, and Methotrexate 25 mg/weekly every other
month was prescribed with no significant clinical improvement. In terms of the differential
diagnosis, the question remains whether or not this is a case of paraneoplastic systemic
scleroderma - autoimmune phenomena accompanying malignancy and often preceding it for
months.

9. Nedelkov N, Yordanov E, Hristov E, Petkova V, Ognianov S, Andreevska K,
Delyiski Tz, Parvova |. Serialization and verification of medicinal products — a pilot
study among pharmacists in Bulgaria. (2019) Acta Medica Bulgarica, 46 (3), pp. 18-
22

Pe3tome. C 1enm mpoTHUBOACHCTBHME Ha pa3MpOCTPAHCHHETO Ha (alIIMBU JIEKApPCTBEHU
npoayktu, EC nmpue {upextuBa 2011/62/EC. Cuutano ot 9 dhepyapu 2019 r. TpsiOBa na ce
BbBEJIC YHHKAJICH HOMEpP Ha BCSKA OIAKOBKA JIEKAPCTBEH MPOIYKT, B KOMOWHAIUS ChC
3aIBJDKUTENICH MHIUKATOp 3a LENOoCTTa ¥ (CcpeAcTBO cpelly mHoBpexnaane). Jlupektupara
M3KWCKBA CH3/IaBAHETO HA HAI[MOHANIHA CHCTEMa 3a cepuanum3anus W BepudUKanus Ha
JIEKapCTBEHUTE MPOJYKTH, KOSATO LIE ChXpaHsiBa MH(GOpMalUs 32 UHAUBUIyaTHUTE Oee3u U
e TMO03BOJISBA TPOBEpPKAa B anTeKara Ha BCSIKAa OMAKOBKA, OTIMyCKaHa Ha TMAIUeHT.
Hanuonanunute cucremu Ie ca CBbp3aHU C €BpoImeiicka cuctema U 1ie (yHKIMOHHUpAT B
cuaxpon c¢ Hesa. llem: Jla ompengenum creneHTa Ha HMHPOPMHUPAHOCT HA MATUCTHP
¢dapmaleBTUTE 3a CHCTEMara 3a cepuanu3alus U BepuHUKalus W TOTOBHOCTTA Ha
OBITapCKUTE anTeKH 3a MOCPEIIaHe Ha HOBHUTE MPEAN3BUKATENCTBA. Marepuaiu U METOIH:
[IpoBenoxMe aHKETHO MUJIOTHO MpoyuBaHe cpena 25 anteku B rpan Codwus. MaTepBronpaxme
41 maructwp (hapManeBTH 1O METOJA ,,IpSKa MHIUBUAYaHA aHKeTa . 15 pbKOBOAWTENN Ha
anTekn U 26 dapmaneMTH Ha OCHOBEH noroBop. Pesynratu m obOcwxaane: Ilo3nanuero 3a
HAJIMYMe HAa HOBU PETYIaTOPHH U3HCKBAHHS € B CEPUO3€H TUCOHAHC C YCTAHOBEHO BHCOKO
HHUBO Ha HEMH(POPMHUPAHOCT MO OTHOIICHHWE Ha TMPEACTOSIIMTE HOBOBBBeaeHHs. Hax 2/3
(78%) OT pecrnoHJIEHTUTE HE 3HASAT KAKBU I1I€ Ca MPAKTUYECKUTE MPEIU3BUKATEIICTBA IMPE]
anTeYHUTE UM MPAKTUKH.

Abstract. As to counteract the spread of falsified medicinal products, the EU has adopted
Directive 2011/62/EU. From 9 February 2019, each package of medicinal product must be
given a unique number in combination with a_mandatory indicator of integrity. The Directive
requires the creation of system of serialization and verification of medicinal products. Aim:
To determine the level of awareness about the serialization and verification system among the
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masters of pharmacy and the readiness of Bulgarian pharmacies to meet the new challenges.
Materials and methods: A pilot survey among 25 pharmacies in Sofia was conducted. 41
masters of pharmacy were interviewed using the "direct individual survey" method. Results
and discussion: Knowledge of the availability of new regulatory requirements is in serious
dissonance with the established high level of non-awareness of the forthcoming iniciatives.
Over 2/3 (78%) of the respondents do not know what the practical challenges to their
pharmacy practices will be.

10. Parvova |, Hristov E, Rashkov R, Getov I, Ognianov S. Safety of biological treatment
in a Bulgarian population of patients with inflammatory joint diseases: retrospective
study of adverse drug reactions. (2019) C. R. Acad. Bulg. Sci. 72 (10), pp. 1409 -1418
DOI:10.7546/CRABS.2019.10.14

Pe3tome. Llen. /la ananm3upame peTpOCIIEKTHBHO BHIOBETE, YECTOTATA, CTEIICHTA HA TEKECT
U CHUCTEMO-OpTraHHATa JIOKAIM3allMs Ha YCTAHOBEHHUTE HEXEJTAHU JIEKapCTBEHU PEAKLUU 3a
nepuoga toHu 2010 r. — rouu 2013 r. npu Obarapcka mnomynanus OT MAlUEHTU C
BB3NAINUTEIIHA CTaBHU 3a00JIIBaHUS, MPOBEXKIAIM JICYCHHE C OHOJOTMYHHU JICKApPCTBEHH
npoayktu. Mertonu: IlpencraBsme pe3ynTtaTd oOT €JHOLIEHTPOBO, OOCEpBallMOHHO,
PETPOCHEKTUBHO, (papMaKOCUAEMUOIOTHYHO POYYBAaHE Ha KIMHUYHHU CEPUU OT CIydau Ha
HEeXKeJlaHU JIEKapCTBEHHM pPEaKIMHM MpH ObJrapcka Mnomyjianus OT MalueHTH (peBMaTOMIIEeH
apTPUT, AHKWIO3WpAL] CHOHIWJIUT W TICOPHATUYECH apTpPUT), NPOBEKAATH JIEUCHHUE C
OMOJIOTMYHU JIeKapCTBEHU MpOAyKTH. Pesynratu. B peructpure Ha KIMHUYHUSA LEHTHp CE
ChAbpXKAT JaHHU Ha 715 mauueHtH, oTpaseHd B 1250 eNeKTpOHHU MEIUIMHCKH 3alucH,
0asupanu Ha MaiikpocodTt Excen. Ha BximrouBammTe Kputepuu oTroBapsT 362 mamueHTH,
kakto cieasa: 199 (55%) ¢ ankuno3upain crionmuT, 119 (32,8%) ¢ peBMaTOUACH apTpuUT U
44 (12,2%) c ncopuaruden apTput. Jleuenue ¢ Ananumymad u Eranepcent ca nposenu 89,5
% oT HabII0JaBaHNUTE NAlMEeHTH, JieueHue ¢ Llepronmmusymad neron u ['omumymab ca mpoenu
9,2 % ot manueHTUTe, Kato nenbT Ha Putykcumab e 1,3 %. B pesynrar Ha neckpunTHUBEH
aHaJM3 yCTAaHOBUXME CpEIHA YecToTa Ha HexenaHu peakuuu 16,85 %, T.e. mpu Bceku 6-1u
Mpocie/ieH NaleHT ce YCTaHOBsIBAa NOHE | HeXenaHa jekapcTBeHa peakuus. [IpekparsBane
Ha OHOJOTMYHOTO JIEYCHHE, TOPaAM CEPUO3HHM HEXKEJNaHU JIEKapCTBEHH pPEaKIUU e
ycranoBeno npu 11 (5,5%) ciayyam ¢ aHkwimo3upain COHIWIAT, mipu 5 (4,2%) cioyyaum ¢
peBMaTtouzeH aptputr u npu 1 (2,3 %) mauueHT ¢ NCOpUATHYEH apTPUT. 3aKIIOYCHUE.
PerpocniekTUBHOTO MpoydBaHE 3a OlleHKa Ha 0e30MacHOCTTa Ha OWOJIOTUYHU MPOIYKTH B
peanHaTa KJIMHUYHA MPAKTHKa € MBbPBO IO poja CH 3a Bbbiarapus M moiaydeHuTe pe3yiTaTH
MOTBBPXK/AABAT JAaHHUTE 3a TAXHATA 0€30MaCHOCT OT MPEIPETUCTPALUOHHUS UM [IEPHO/I.

Abstract. The aim of the study is to analyse retrospectively the types, frequency, severity and
system organ localization of the identified adverse drug reactions between June 2010 and June
2013 in a Bulgarian population of patients with inflammatory joint diseases who have been
treated with biological medicinal products. We present results from a single-center,
observational, retrospective, pharmacoepidemiological study of clinical series of adverse drug
reactions in Bulgarian population of patients with rheumatoid arthritis, ankylosing spondylitis
or psoriatic arthritis. The clinical center “register” is Microsoft based and contain in-house
data base of 715 patients and 1250 electronic medical records. 362 patients meet the pre-
defined inclusion criteria, as follows: 199 (55%) with ankylosing spondylitis, 119 (32.8%)
with rheumatoid arthritis, and 44 (12.2%) with psoriatic arthritis. 90.0% of the observed
patients were treated with Adalimumab and Etanercept, 9.0% were treated with Certolizumab
pegol and Golimumab, and 1.0% was treated with Rituximab. As a result of a descriptive
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analysis, we found mean frequency of adverse reactions of 16.85%, i.e. at least one adverse
drug reaction was detected in every 6th patient. Discontinuation of biological treatment due to
serious adverse drug reactions was reported in 11 (5.5%) cases of ankylosing spondylitis, 5
(4.2%) cases of rheumatoid arthritis, and in 1 (2.3%) patient with psoriatic arthritis. The
current retrospective study to assess the safety profile of biological products in real clinical
practice is the first in Bulgaria. The results confirm the safety data gathered during clinical
trials in pre-authorization period.

11. Parvova I, Hristov E, Rangelov A. Analysis of adverse drug reactions in the treatment
of rheumatological diseases with biological medicinal products - systematic review of
scientific publications. (2019) Revmatologiia (Bulgaria), 27(4), pp.3-17. doi:
10.35465/27.4.2019.pp3-17.

Pe3tome. Llen: [la HampaBuM aHaJIM3 Ha MyOJIMKYBAaHU B HayyHATa JUTEpaTypa ChOOIIEHUS 3a
HexenaHu JiekapctBeHu peakuuu (HJIP), Bp3HMKHamM mo BpeMe W cCilejl JIEUEHHE Ha
pPEBMATOJIOTUYHU 3a00JisiBaHusl ¢ OwosiormuHu JekapctBeHn mnpoxayktu (BJIII) w  na
OIIpEAEIIUM BHJI, YECTOTA, CTENEH HAa TEXECT U Ja OLIEHUM NPUYMHHO-CIIEACTBEHATa Bpb3Ka C
MPOBEXKIAHOTO JiedeHHe. Marepuain u meroau: TbpceHeTo Oe mpoBeneHO B 0a3u JaHHU
MEDLINE u PubMed 3a mepuoma noemBpu 2002 r. — HoemBpu 2016 1. OTtkpuxme 710
nyonukaruu, 225 0sxa m30paHu 3a W3BIMYaHE Ha JaHHU. [IpoBeqoxXMe NEeCKpUNTHBEH U
BapHallMOHEH aHAJIM3M KaTO OCHOBHM CTAaTUCTHUYECKH aHanu3u. OIpeneinuxMme CperHu
CTOMHOCTH, CTAaHJIaPTHO OTKJIOHEHWE, MUHUMYM, MakCUMyM, 95% noBepuTenHu MHTEpBAIU.
Pesynratu: 3a oueHka Ha pesyiaratute usnonsBaxme uHcTpymeHta PICOS — nomymanus,
WHTEPBEHILIMS, CpaBHEHHE, pe3yaTaTH M [u3aliH. AHalu3upaHaTa TMOMyJanus BKIIOYBA
137 564 namnuenTu ¢ peBMaTONOTHYHH 3a00sBanus. Hail-ronsm fsut ot myOnukanuute — 183
(81.33%) 3aemar OpurMHAIHU CTaTUU U 0030pu. Haii-u3non3BaHuTe J€KapCTBEHH MPOTYKTH
ca MOHOKJIOHanHUTEe aHTuTena. OTkpuxme naHHM 3a 284 Buga HIJIP, xato Haii-yecto
choOIIaBaHUTE ca: MHPEKIIMU OT OOII XapakTep; pa3BUTHE (aKTUBHpaAHE) Ha TyOepKyJlo3Ha
uHbeKus; 3nokauecTBeHu 3a0onsBanus. [Ipu 12 979 nauuentu ca ycranoenu HJIP, T.e npu
9,43 % ot ob6xBaHaTa momyiaius uma mone o eana HJIP. O6cwxnane: [IpoBeneHusT oT HaC
cCHCTEMaTH4eH Mperje]l MoKa3Ba 3aCUiIeH HHTepec KbM JiekapcTBeHara 6e3zomacHocT Ha BJIIL.
B romsma wyact oT HayuyHuTe nyOnMKanuu oOade ce U3MOoJ3Ba HEeCTaHJIapTHU3MpaHa
TepMuHOJOTH 3a onucBane Ha HJIP, kosiTo HE ChOTBETCTBA Ha CHbBPEMEHHUTE pa3OupaHus 3a
JeKapcTBeHata Oe3omacHocT. Hemo3HaBaHeTo Ha MOHSATUHHATA CHCTEMa, HETOYHOTO H
HEMPaBUIIHO OOpaBeHE ¢ HAYYHO-pEryJaTOpHaTa TEPMUHOJIOTHUS U IPEIIKUTE B ChOOIIAaBAHETO
u nyonukysaHetro Ha HJIP B HayuHara nutepaTypa He M03BOJISBAT a/IeKBaTHO MPOBEXkKIAHE Ha
CHCTEMaTUYHH IMPETJIeN B Ta3u 00JIaCT.

Abstract. Aims: To analyze reports of adverse drug reactions (ADRS) occurring during and
after treatment of rheumatologic diseases with biological medicinal products (BMPs),
published in scientific literature; determine the type, frequency, grade of severity and evaluate
the causality with the ongoing treatment.

Materials and methods: The literature search was conducted in MEDLINE and PubMed
databases for the period from November 2002 to November 2016. We found 710 publications
and 225 publications were selected for data extraction. We carried out descriptive and
variational analyses as basic statistical analyses. We defined mean values, standard deviation,
minimum, maximum, 95% confidence intervals.

Results: We assessed the results using PICOS instrument — population, intervention,
comparison, results and study design. The analyzed population included 137,564 patients with

Pe3tomema na peyensupanu nyonukayuu
Jouy. 0-p Emun Xpucmos, o¢h 11



rheumatic diseases. Original articles and reviews account for the largest share of publications
- 183 (81.33%). The most frequently used medicinal products were monoclonal antibodies.
We found data of 284 types of ADRs. The most commonly reported ADRs were: common
infections; development (activation) of tuberculosis infection; malignancies. ADRs were
found in 12,979 patients, i.e. in 9,43 % of the population there was at least one ADR.
Discussion: Our systematic review has shown increased interest in the pharmacovigilance of
the biological medicinal products. The larger share of scientific publications, however, use
non-standardized terminology to describe ADRs, which is not in line with the current
pharmacovigilance concept. Ignorance of the notions, inaccurate and incorrect handling of
scientific-regulatory terminology and errors in ADRs reporting and publication in scientific
literature do not allow for systematic reviews in this field.

12. Parvova I, Rangelov A, Hristov E, Rashkov R, Getov I, Ognianov S. Prospective
study of adverse drug reactions in a Bulgarian population of patients with
inflammatory joint diseases treated with biological medicinal products. (2020)
Revmatologiia (Bulgaria), 28(1), pp. 3-19. https://doi.org/10.35465/28.1.2020.pp3-19

Pe3tome. llen: Jla ananmsupame Hexemanute jekapcTBenu peaknuu (HJIP) mpu Ovirapcka
MOMyiaust OT TAIlMeHTH C BB3MAIWTEIHH CTaBHU 3a00JIIBaHHS, KOHTO OTrOBapsT Ha
M3UCKBAHUATA Ja TMPOBEXKAAT JiedeHHWe C OwonornuHu JjekapctBeHu mnpoayktu (BJIIT).
Matepuanun u Metonu: EJHONEHTpOBO, 00CEpBAIIMOHHO, OTKPHUTO, MPOCIEKTHBHO,
HEMHTEPBEHIIMOHAIHO, (apMaKOeNUuIEeMHOJIOTHMYHO NPOyYBaHE HA KIMHUYHH CEPUU OT
ciyuyan Ha HJIP mpu Obarapcka momynamus OT HalMEHTH ¢ peBMarouzaeH apTput (RA),
ankwiiozupani cnoHauiuT (AS) u ncopuarnuen aptput (PsA), mposexxnanu neuenue ¢ bJIIT B
nepuoga mMapt 2015 r. — okromspu 2016 r. IIpoyuBaHeTo € IpoBeAEHO MO IPOTOKOI U CIEN
noanucaHo uHpopmupano cwriacue. llanmentute mnposexxaar JsedeHwe c: Etanercept,
Adalimumab, Golimumab, Certolizumab, Rituximab. 3agpmkurenHo yciaoBue € 1ga He ca
npoBexaanu npeaxoxaano jedeHue ¢ bJIII. Craructuueckure aHanM3 ca HaNpaBeHU C
naker SPSS Bepcus 16.0. Pesynraru: CkpuHupanu 53 mamueHTd, 5 HE OTroBapAT Ha
BKJIIOYBAIUTE KpUTepuu; 47 BKIIOYECHH, OT TAX 5 OTMagaT B X0jJa Ha HAOIIOJICHUETO,
aHanmusupanu 42. Pasnpenencuue no 3adomsBanus: RA-40,5%(n=17), PsA-19%(n=8), AS-
40,5%(n=17). XKenu-52%(n=22), wmwxe-48%(n=20). 76% OT NANUEHTUTE MPOBESKIAT
neuenne ¢ Adalimumab u Etanercept. Ilpu 17% ot nanumentute (n=7) OHOJIOTHYHOTO
JIeYCHHUE € CIPsIHO mopaau u3sBa Ha cepro3Hu HJIP. 3 ot Tsx ca 3-Ta cTteneH Ha TexecT, 4 — 4
creneH. Hai-romsm otHocutened msn 3aemat HJIP cbe cremen Ha Texect 1 m 2, xaro 1
creneH ca 63%. O6musar O6poit Ha cpoOmieHuTe W nmotBbpaecHU HJIP e 160. Ot tax 3 HIJIP
otrroBapsaT Ha nepunuimata 3a SUSAR; neouakBanm - 30; momosupanu — 127. Obmara
yectora Ha HJIP B mstoto mpocnekTuBHO mpoyuBaHe ce u3MmepBa Ha 4,37 HJIP/manuenT.
OOcwkgaHe: YCTaHOBSIBA c€ MHOro BHCOKa dectoTa Ha HJIP, HECHOTBETHO IO-BHCOKa B
CpaBHEHUE C MPEAPETUCTPALIMOHHUTE JaHHM 3a aHanuzupanute BJIII. Hait-uectata npuumnna
3a TMpEeyCTaHOBsIBAHE Ha OWOJOTMYHATA Tepamusi MpuU OOJTHHUTE C BB3MAIUTEITHH CTAaBHU
3abonsaBanus e uzsisara Ha HJIP.

Abstract. Aim: To analyze Adverse Drug Reactions (ADRs) in a Bulgarian population of
patients with inflammatory joint diseases who are eligible to receive treatment with biological
medicinal products (BMP). Materials and Methods: A single-center, observational, open-
label, prospective, non-interventional, pharmacoepidemiological study of clinical cases of
ADRs in a Bulgarian population of patients with rheumatoid arthritis (RA), ankylosing
spondylitis (AS) and psoriatic arthritis (PsA), treated with BMP between March 2015 and
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October 2016. The study was conducted on a protocol basis and after signed informed
consent. Patients are treated with: Etanercept, Adalimumab, Golimumab, Certolizumab,
Rituximab. It is a prerequisite not to have previous BMP treatment. The statistical analysis
was made with SPSS version 16.0. Results: 53 patients were screened, 5 did not meet the
inclusion criteria; 47 enrolled, 5 withdrawn from the study, 42 analyzed. Disease distribution:
RA-40.5%(n=17), PsA-19% (n=8), AS-40.5% (n=17). Women-52% (n=22), male-48% (n=
0). 76% of patients was treated with Adalimumab and Etanercept. 17% of patients (n=7),
biological treatment was discontinued due to serious ADRs. 3 of them were 3rd grade of
severity, 4 — 4th grade. The largest relative share occupied by ADRs with grade of severity 1
and 2, as 1 being 63%. The total number of reported and confirmed ADRs is 160. 3 ADRs
meet the definition of SUSAR; 30 was unexpected; 127 - suspected. The total incidence of
ADR was measured at 4.37 ADR / patient. Discussion: We have established a very high
incidence of ADRs that is inappropriately higher than pre-authorization data for the analyzed
BMP. The most common cause of discontinuation of biological therapy in patients with
inflammatory joint disease is the onset of ADR.

13. Yordanov E, Hristov E, Parvova I, Petkova V, Andreevska K. Diagnostic and
prognostic value of glycated hemoglobin (HbAlc) in patients with diabetes mellitus
and thalassemia. (2020) Acta Medica Bulgarica, 47 (3), pp 12 - 16

Pe3ome. 3axapuust auaber (3/]) e merabosmTHO 3a00JsBaHE, XapaKTEPU3UPAIIO Ce C
XUMEPIIMKeMHUsl, KOSTO € pe3ylTaT OT HapylleHHe Ha HWHCYJMHOBAaTa CeKpelus, Ha
MHCYJIMHOBOTO J€HCTBUE WJIM HA JBETE 3a€/IHO. Y CTAHOBEHHU Ca YETUPH yCIoKHeHus Ha 3]] —
MUKpOAHTUONaTus, Hedpomnarus, MNOJMHEBponaTHs, MakpoaHruomnarus. J[luarnosara ce
nocrass npu: 1.Hanmuume Ha XapakTepHH NpU3HAIM — MOJUYPHs, MOJUpaArus, MOIUIAUTICHS,
PEIYKIIHMS Ha TETrJIO M ClydaiiHa ria3Mena rimokosa >11,1 mmol/l. 2.13cnenBane Ha riiroko3a
Ha TaagHo >7,0 mmol/L. 3.OpaneH TirOK030-TOJIEpaHCeH TECT - KpbBHaA 3axap Hax 11,1
mmol/l ua 2-pus vac. 4.M3cnensane Ha rimkupad HbALc >6,5%. PenoBHOTO MOHUTOpHpaHE
Ha KpbBHA 3axap € pemaBamo 3a ao0pus koHTpon Ha 3/I: Hamume ca 2 meroauku - 1)
Jlomamen camokoutpos; 2) UWscmeaBane wa HbDAlc. KakBa e pamarHocTHyHara W
nporsocTuyHa ctoiiHoctT Ha HbALC npu xomopOuaHM nmarmeHTu cbe 3/ u 3abonsBanmsl, Mpu
KOUTO HWMa OTKJIOHEHHS B CTOMHOCTHTE Ha XEMOINIOOMH W epuTpouutute? B HayuHarta
JUTEepaTypa ce OTKPUBAT €AMHUYHU ChOOIICHHUS, HE OTKpUBaMe o0aue JaHHM 33 CTaHAAPTHO
MOBE/ICHHE JOPH U B PbKOBOJACTBATa Ha BOJCIIUTE HayyHH opranuzauuu. Crnopen American
Diabetes Association mpu mpoMeHeHa Bpb3ka MmMexay HDAlc u rmukemus TpsiOBa nma ce
U3MOJI3Ba CaMO KPUTEPHUSAT KpbBHA 3axap. 3apaau MbCTpHs reHo(OHJ Ha aMepuKaHCKaTa
MOTyNAIMs, PA3IMYHUTE BAPHMAHTU HA XEMOIJIOOMHA MOTraT Ja MpedaT Ha M3MEpBaHETO Ha
HbAlc, Bempeku ue tectoBere B CAIl[ ca crammaprusupanu. HeChOTBETCTBHS MEXIy
HbAlc u mna3meHaTa riroko3a TpsiOBa Ja HU MOJCKaxar, ye u3ciensaHero Ha HbAlc moxe
Jla HE € HAJEXHO 3a KOHKpeTHHs narueHT. [Ipeacrapsame KIMHUYEH cilydail Ha KoMopOuIHa
nanueHTka cbe 3J] u thalassemia minor, npu kosito koHTposT Ha 3/] ¢ rukupan HbALC e
HEHAJICK/ICH.

Abstract. Diabetes mellitus (DM) is a metabolic disease characterized by hyperglycemia
results from impaired insulin secretion, insulin action, or both. Four complications of DM
were identified - microangiopathy, nephropathy, polyneuropathy and macroangiopathy. DM
is diagnosed with: 1. The presence of typical simptoms - polyuria, polyphagia, polydipsia,
weight reduction and accidental plasma glucose >11.1 mmol/l. 2. Fasting glucose test >7,0
mmol/l. 3. Oral Glucose Tolerance Test (OGTT) - blood sugar above 11.1 mmol/l at 2 hours.
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4. Test for glycated hemoglobin HbAlc >6.5%. Regular monitoring of blood glucose is
crucial for good control: 2 methods are available - 1) Home self-control; 2) Assessment of
HbAlc. What is the diagnostic and prognostic value of HbAlc in comorbid patients with DM
and diseases where there are deviations in hemoglobin and erythrocyte values? In the
scientific literature, single reports are found, it is mentioned that anemia should be treated
individually, however we do not find data on standard behavior even in the guides of leading
scientific organizations. According to the American Diabetes Association, only the blood
glucose should be used when the relationship between HbAlc and glycemia is altered.
Because of the diverse gene pool of the US population, different variants of hemoglobin may
interfere with HbAlc measurements, although tests in the USA are standardized.
Discrepancies between HbAlc and plasma glucose should suggest that testing for HbAlc may
not be reliable for a particular patient. We present a clinical case of a comorbid patient with
DM and thalassemia minor, in whom the control with glycated hemoglobin HbAlc is
unreliable.

14. Gergov K, Burgazliev H, Hristov E, Shopov G, Ognyanov S. Study of the
employment of students from pharmaceutical specialties - pilot, retrospective-
prospective, longitudinal, questionnaire survey in two centers in Bulgaria. (2021) Acta
Medica Bulgarica, 48 (2), pp 62-71

Pe3iome. [IppBHYHA 11€)T HA TPOYYBAHETO € J]a U3CIIEABAME TPYA0OBaTa 3a€TOCT, KEJTAHUETO 3a
paboTta, TPYIOBUTE HAaBULIM U TMPEANOYUTAHHUS] Ha CTYAEHTH OT (QapMaleBTUYHHUTE
crenuanHocTi B bbirapus. BropuuHu 1enu: na aHanu3upaMe Bb3MOXKHOCTUTE 3a TPYJIOBa
3a€TOCT, Jla OLIEHMM HeWHaTa 3aKOHOCHhOOPA3HOCT, Jla aHAIW3MpaMe HaJIUYHU MOPOYHU
NPAaKTUKH, Ja YCTAaHOBHM OCHOBHHUTE NMPOOJIEMH B CHBMECTSIBAHETO Ha y4eOHHMS IPOIEC C
TpyAaoBa JeWHOcT. Marepuanu u Metoau. I[IpoBegoxme NHIOTHO, PETPOCIEKTUBHO-
MPOCIEKTUBHO, JIOHTHTYIWHATHO, aHKETHO NpOy4YBaHE B JBa IIeHTHpa. Pa3pabormxme
aHKETHA KapTa, ChIbprKaiia 28 BhIIPoca OT OTBOPEH U 3aTBopeH Tull. ChOMpaHeTo Ha JaHHU €
U3BBPUIEHO 110 METOJA ,,[Ipsika MHAUBUAYaIHa aHkeTa“. Llenesa rpyna ca 165 cTyneHTH oT
(dapMaleBTUUHN CHEIUATHOCTH — CTyAeHTH 1o ¢apmamus ot CY ,,Ceetn Knument
Oxpuncku”, @akyarer Mo XumMus U Gapmanus U OakanaBbp-(papManeBTH 0T MeTuMHCKA
KoJiex, YHuBepcurer ,,[Ipod. n-p Acen 3marapoB” rp. byprac. Jlanaute ca oOpaboTeHu che
codryepen mpoaykt SPSS. Pesynratu u oOcwmxnane: Ille mpencraBum pesynrature B ABE
yacTH: JacT | 3a 6akanaBbp-papmaneBtu u yacT Il 3a Mmaructop-papmaneBTu. Y craHOBUXME,
ye MaKOPUTAPHO CTYAECHTHUTE OT CIEHUAIHOCT (GapManus paboTAT 10 BpeMe Ha 00yYEHHUETO
cu — 86.4%. OCHOBHUSAT CTUMYJI 3a 3all04YBaHe Ha paboTta € puHaHcoB. OT BCUUKH paboTeun
56.8% ca Ha3HayeHH Ha 0azaTa Ha TPYAOB JOTOBOP, a OJIM30 e1Ha TpeTa paboTAT 6e3 KaKbBTO
u na e aorosop. [Ipu nmomourHuk-hapmanesture - 45.3% OT peciOHIEHTUTE pPabOTAT, KaTo
¢dbuHaHcoBuTe npuunHU 66.7%, OTHOBO ca BoAemu. 86.2% MMAaT CKIIIOYEH TPYAOB JIOTOBOP,
HO 67.9% ca ocurypsiBanu Ha 6a3za MUHUMalIHA paOoTa 3amuiara. [Ipeobnanasaiio cryaeHTuTe
pabotar mo Objaemiata CU CIEHUMATHOCT B amnTedyHaTa Mpexa. CTylneHTHTe NOoCOouYBaT
TPYOHOCTH B TIpolleca Ha ChBMECTSBaHE Ha TpPyAOBa ACWHOCT U OOydeHHEe, HETaTUBHO
OTHOIICHHE KBbM 3aKOHOBATAa paMKa U OTJIMYABALO CE OTPHUIATEIHO OTHOIICHHE KbM
OCHOBHaTa cdepa 3a peanusals Ipu MarucTbp GapmareBTuTe - paboTara B anTeka.

Abstract. Aims: Primary aim of the study is to investigate the employment, the desire to
work, the work habits and preferences of the students from the pharmaceutical specialties in
Bulgaria. Secondary aims: to analyze the possibilities for employment, to assess its
lawfulness, to analyze existing vicious practices, to establish the main problem in fitting
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together the academic learning process with the work activity. Materials and methods: We
conducted a pilot, retrospective-prospective, longitudinal survey in two centers. We
developed a survey questionnaire containing 28 questions of both open-ended and closed-
ended type. The data collection was done using the "Direct individual poll" method. The
target group consisted of 165 students from pharmaceutical specialties —pharmacy students
from Faculty of Chemistry and Pharmacy, Sofia University “Saint Kliment Ohridski”, and
Bachelor-pharmacists from the Medical College, University "Prof. Dr. Assen Zlatarov”,
Bourgas. The data are processed with the SPSS software. Results and discussion: We shall
present the results in two parts: part | will refer to Bachelors of Pharmacy, and part 1l - to
Masters of-Pharmacy. We established that in their majority, the pharmacy students work
during their academic studies — 86.4%. The main stimulus for beginning work is financial. Of
all students working 56.8% were hired on an employment contract, while close to one-third
work without any contract at all. In the case of assistant pharmacists - 45.3% of the
respondents work, where the financial reasons - 66.7%, once again are leading. 86.2% have a
signed employment contract, but 67.9% are insured on the basis of the minimum salary. Most
commonly the students are working in the field of their future specialty in the pharmacy
network. The students indicate difficulties in the process of fitting together the work activity
and their studies, a negative attitude to the legal framework and easily discernible negative
attitude towards the main field of fulfillment also by the Masters of Pharmacy - working in a
pharmacy.

15. Deliyski Tzv, Hristov E, Marinchev L, Parvova I, Dimitrova ZI. Health related quality
of life in patients with antineutrophil cytoplasm antibody associated vasculitis
conducting biological treatment - a systematic review of scientific publications. The
23rd Balkan Medical Days “The Balkan medicine during COVID-19 pandemic”
organized by the Romanian National Section of the Balkan Medical Union. 01-02
October 2021 Arch Balk Med Union. (2021) 56(Supplement 1): S33-34.

Pe3ome. Bueenenue: [Ipu texku ¢popmu Ha ANCA-aconmupan Backynmut (AAV), 6bp30To
Hayajio Ha UCXEMUSTA U 3aIylIBaHETO Ha KPbBOHOCHUTE Ch/I0BE MOJKE Jla IOBE/E 10 OpraHHa
HEZ0CTaThbUHOCT U CMBpPT. LlenTa Ha MpoyyBaHETO € /1a C€ OLEHU 3APABOCIOBHOTO Ka4eCTBO
Ha JKUBOT MPH MalueHTH ¢ AAV U OIIEHEHO KaTo MOJIXOASAIIO0 3a JICYEHUE B ChOTBETCTBUE C
EULAR u Obirapckute HaIlMOHAJIHU CHEHU(PUYHU KPUTEPUH 3a JCYCHHE C OHOJIOTMYHH
npoayktu ¢ INN Rituximab. Marepuanu u Mmeroau; U3BbpmmxMe cUCTEMaTHYCH TIpeTiie]] Ha
HayYHM NOyOIMKauuu B choTBeTcTBHE C Hacokute PRISMA. M3rorBuxme mnpoToKoa 3a
MPOyYBaHE C MPEIBAPUTENHO AepUHUpAHU: TeMma, JU3aiiH, CTpaTerus 3a ThPCEHE, KPUTEPUU
3a BKIIOYBAaHE W H3KIIOYBAaHE, METOIM 3a ChOWpaHe Ha [aHHU, aHAIW3 Ha JAaHHU U
CTaTUCTUYECKa orleHKa, 3akmoueHusa. MactpymernTsTr PICOS e pa3paboTeH 3a maiueHTH ¢
AAV. Pesynraru. HampaBuxme JHTEpaTypHO TbpPCEHE IO KIOYOBH JyMH: CHCTEMEH
BaCKyJUT, OrosoruyHo jiedeHue, putykcumad; HRQoL B 6a3u nanan MEDLINE u PubMed
3a mepuoga 2002 - 2020 r. Otkpuxme ob6bmo 190 nybnukamuu — 177 nmyOnukanuu B
MEDLINE u 13 B PubMed. [Ipemaxnaxme 27 cTaTuu, 3amoTo HE ca HA aHTIUHCKH. 159
CTaTuH He ChIbpkaT kimouyoBara nymMma HRQoL. Ocrananute 4 He chabpkat uHopmanms 3a
Purykcumab. 3axmtouenus. He oTkpuxme HUKaKBU HAyYHU MyOJIMKAIMK, KOUTO CE€ 3aHHMaBaT
¢ kadectBoTO Ha *UBOT (HRQoL) mpu mammentu ¢ AAV u nekyBanu ¢ Rituximab. Jlumncara
Ha JUTepaTypHU NyOJMKAlMUd B CBETOBHOM3BECTHUTE 0a3M JaHHM HU JlaBa OCHOBAaHME J1a
cMmsTaMe, 4e u30paHaTa OT Hac TeMa € OpHUIrMHajJHa He caMo 3a bbirapus, HO U B
MEXIyHApOACH ITUTaH. 3HAYECHUETO Ha pUTYKcMMad mpu JedeHuero Ha AAV Bce ome e
HEHU3ClIeBaHa HayYHa 00J1acT.
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Abstract. Introduction: In severe forms of ANCA-associated vasculitis (AAV), the rapid
onset of ischemia and blockage of blood vessels can lead to organ failure and death. The aim
of the study was to evaluate the health-related quality of life in patients with AAV and
assessed as suitable for treatment in accordance with the EULAR and Bulgarian national
specific criteria for treatment with biological products with INN Rituximab. Materials and
Methods; A systematic review of scientific publications in accordance with the PRISMA
guideline was performed. We prepared a survey protocol with predefined: topic, design,
search strategy, inclusion and exclusion criteria, data collection methods, data analysis and
statistical evaluation, conclusions. The PICOS tool has been developed for patients with
AAV. Results. We conducted a literature search by keywords: systemic vasculitis, biological
treatment, rituximab; HRQoL in MEDLINE and PubMed databases for the period 2002 -
2020. We found a total of 190 publications — 177 publications in MEDLINE and 13 in
PubMed. We removed 27 articles because they are not in English. 159 articles do not contain
the keyword HRQoL. The other 4 do not contain information about Rituximab. Conclusions.
We did not find any scientific publications that deal with quality of life (HRQoL) in patients
with AAV and treated with Rituximab. The lack of literary publications in the world-famous
databases gives us reason to believe that the topic we have chosen is original in nature, not
only for Bulgaria, but also internationally. The importance of rituximab in the treatment of
AALV is still an unexplored scientific area.

16. Mancheva M, Ognyanov S, Hristov E, Parvova |[. Clinical trials of
immunosuppressive agents for organ transplantation. The 23rd Balkan Medical Days
“The Balkan medicine during COVID-19 pandemic” organized by the Romanian
National Section of the Balkan Medical Union. 01-02 October 2021 Arch Balk Med
Union. (2021) 56(Supplement 1): S32-33.

Pe3iome. Bneenenue: TpaHcmuiaHTanusTa Ha OpraHd € OBpP30 pa3BUBaIIa Ce YacT OT
MEIUIIMHATA TpPe3 MOCIEIHUTE HSAKOJIKO JECETWJIETUs, KOATO BKJIOYBA Pa3BUTHETO Ha
XUPYprusita, UMYHOJIOTHSTA, IOSBaTa HAa HOBU JIEKapcTBa M 31paBHU Tpuxu. llenra Ha
MMYHOCYIIPECHUATA € Ja CE KOHTPOJIMPA HEXKETAHUSAT UMYHEH OTTOBOP U aKO € Bb3MOXKHO Ja
ce TPENOTBpPATAT JIEKApPCTBEHUW YCIOXKHEHHUS, KOUTO C€ TMOJydyaBaT BCIIEJCTBUE
umyHonepuut. HWMyHOocympecusita ce mocthra upe3  abjamus; mpoMmsiHAa — Ha
MECTOIOJIOKEHUETO M MUTpalus Ha TUMGOIUTH; TPOMIHA HAa QYHKIUATA HA TUM(OLUTHUTE U
JICHAPUTHUTE WK 3acsiraHe Ha TuMGOKUHUTE. Te3u WHTEepPBEHIIMH MoraT Ja ObJaT Gu3HIecKu
win  ¢apmakonsornyHu. lleara Ha wu3cnenBaHeTO € Ja ce Ipepasriefar HaydyHUTe U
peryjJaTOpHUTE U3UCKBAHUSI, KOraTo C€ MPaBsAT KIMHUYHHU U3NUTBAHUS HA UMYHOCYIIPECUBHU
CpelacTBa 3a TpaHCIUIaHTalusi Ha opraHu. Jla ce aHanM3upar OCHOBHUTE HACOKH 3a
MPOBEXKIaHEe Ha KIMHUYHHU M3MUTBAHUS MPHU MAIMEHTH C TPAHCIUIAHTALMS, BUIOBE U3AiiH,
MEpKU 3a pe3yiTaTd, aHajdu3 Ha Jl0KazarelcTBa 3a e(eKTHBHA UMYHOCYNpEcHs U [p.
Marepuanu u meroau: M3non3Baxme JOKYMEHTAJIEH aHAJIU3 U aHAU3 HAa ChIBPKAHUETO Ha
nmyoaMKyBaHU Hacoku U ctanmaptd Ha EMA, FDA u Hayynu nyOnukanuu. Pesynratu u
3aKJIIOYEHHUs: 3aKOHOBUTE OCHOBAaHUS 3a KIMHUYHU U3MUTBAaHUS C TPAHCIUIAHTUPAHU
nanueHtn ca JupexktuBa 2001/83/EO, Permament (EO) 141/2000 oTHOCHO jekapcTBaTa
cupanu u Permament (EO) 726/2004, mo-crienuaiHo YCIOBHO OJ00pEHHE Ha pa3pelieHue 3a
ynotpeba u Bcuuku ykazanus Ha CHMP. IloreHnmanauTe mpeTeHnuy 3a UMyHOCYIIPECOpH
MIpY TPaHCIUIAHTAIMS TPSOBA J1a BKIIOYBAT 3 OCHOBHHU €JIEMEHTAa: WHAYKIIMOHHA TPEBEHIINS;
HayajlHa WU MPOIBJDKUTENIHA MPOPUIIAKTHKA; JICUEHUE Ha OCTPO OTXBbpisHe. [Ipencrassime
OCHOBHUTE HM3UCKBaHS 3a MOJ0O0p Ha TOMYNIAUATa, MFPBUYHU U BTOPUYHU KPAWHHU TOYKH,
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W3HUCKBaHUS 3a JOHOpP, PEIUIUEHT U TPAHCIUIAHTALIMS, OIICHKA Ha METOJIUTE 3a €(PUKACHOCT,
n300p Ha kommaparop u ap. KiMHWYHWTE M3NUTBaHMS C MAMEHTU C TPaHCIUIAHTaLUs ca
CEPHO3HO MPEIU3BUKATEICTBO U M3UCKBAT MYJITUIUCIMILUIMHAPEH MOAXO/.

Abstract. Introduction: The organ transplantation is fast growing part of medicine during the
last few decades that includes the development of surgery, immunology, appearance of new
drugs and health care. The aim of immunosuppression is to control the unwanted immune
response and if it’s possible to prevent from drug complicate which are obtained because of
the immunodeficiency. The immunosuppression is achieved through ablation; change of
location and migration of lymphocytes; change of lymphocytes and dendrites function or
affecting the lymphokines. These interventions can be physical or pharmacological. The aim
of the study is to review scientific and regulatory requirements when clinical trials of
immunosuppressive agents for organ transplantation is made. To analyze the main guidelines
of conducting clinical trials in transplant patients, types of design, outcome measures, analyze
of evidence of effective immunosuppression ect. Materials and methods: Documentary
analysis and content analysis of published guidelines and standards of EMA, FDA and
scientific publications are used. Results and conclusions: The law bases for clinical trials with
transplant patients are Directive 2001/83/EQO, Regulation (EO) 141/2000 about orphan drugs
and Regulation (EO) 726/2004, in particular conditional approval of marketing authorization
and all the guidelines of CHMP. The potential claims of immunesupressors in transplantation
must include 3 main elements: induction prevention; initial or prolonged prevention;
treatment of acute rejection. We present the main requirement of population selection,
primary and secondary endpoints, donor, recipient and transplant requirements, evaluation of
efficacy methods, selection of comparator ect. Clinical trials with transplant patients are
serious challenge and require multidisciplinary approach.

17. Asipova N, Deliyski Tzv, Hristov E, Yordanov E, Parvova I. A single-center, open-
label, longitudinal, prospective study of health-related quality of life in pharmacy
students. The 23rd Balkan Medical Days “The Balkan medicine during COVID-19
pandemic” organized by the Romanian National Section of the Balkan Medical Union.
01-02 October 2021 Arch Balk Med Union. (2021) 56(Supplement 1): S58-59.

Pesrome. IlenTa Ha u3cneIBaHETO € J1a CE€ OLIEHU 3PABOCIOBHOTO ChCTOSTHUE HA CTYACHTUTE
o ¢apmariis 9pe3 caMOOIeHKa Ha TSIXHOTO ChCTOSTHUE, M3Mo3Baliku nHCTpymeHTa HRQoL
SF-36 v2, B derupu OCHOBHM oOjacTu: (U3NYECKO, COLMATHO M IOBEJCHUYECKO
(GbyHKIIMOHMpaHE, TICUXUYHO 3/IpaBe U 00IIM BB3MPUATHA 32 3/IpaBeTo. MaTepuail U METOIH.
Jln3aiiH - eqHOLICHTPOBO, OTBOPEHO, JIOHTUTYAUHAIHO, IPOCIIEKTUBHO ITpoyuBaHe. Ilepuon Ha
n3cneaBane: HoeMBpu 2017-suyapu 2021 r. M3non3Baxme meroxaa ,llpska wHaMBHIYyaTHA
aHkera“ KaTo aHKeTara Oemie codryepHo Oa3upaHa, JHUIIEH3MpaHA, CTaHIAApTH3UpaHA WU
BanmuaupaHa Bepcusi SF-36 Bepcus 2. PecnonnmeHTHuTe ca cTyaeHTH 1o (apmanus oT 5-Ta
roguHa Ha oOyuenue. [IpoyuBanero BkouBa 135 cTyaeHTHM Ha BB3pacT Mexay 22 u 25
TOJUHH, Clie[] KaTo HaJJeKHO ca mojanucanu Gopmyisp 3a MHGOPMHpAHO ChIVIacHE U ca
nHGOPMHUpAHH 32 YCIOBHATA 3a MOMBJIBAHE Ha BbIpocHUIUTE. Pesynratn u oOchxaane. B
MpeBapUTeNIeH Pa3roBOp HUTO €AMH OT YYaCTHUIUTE HE CHOOIIM 3a IHUAarHOCTUIUPAHU
MUHAJIM ¥ HACTOSINIM 3a00JsIBaHM, HAMA JaHHU 3a ynoTpedara Ha JEKapCTBEHH MPOIYKTH 3a
o0 1 XxpoHu4HU 3a0onsaBanud. Hax 25% ot u3cnenBaHara rpymna uMaT MO-BUCOK PHUCK OT
pa3BUTHE Ha JENpecHsi, KOETO € I0-BHCOKO B CpaBHEHHE C o0IlaTa MOMyJalus H e
HeoOWyYaitHO 3a M3cleABaHaTa Bb3pacToBa rpymna. Y4 UMaT MCUX0-eMOLIMOHAIHU MPOOJIeMH ¢
rpaHudeH xapaktep. IloBeue OT mosioBUHaTa OT AHKETUPAHHUTE HE CE€ OMNPENENAT KaTo
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abcomroTHO 3apaBu. Camo Y5 cMaTart, 4e ca B icuxo-emormonaneH kompopr. 1o mokazarenu
3a COIMAJIHO U eMOITMOHANHO ¢yHKIMoHUpaHe - Hag 50.00% oT aHKETUpaHUTE ONMPEACIIAT
CHCTOSIHMETO CH KAaTO HE3aJOBOJIUTEIHO, OCOOEHO B COLIMAJIEH acleKT. [ICMXMYHOTO
(yHKIIMOHHUpAHEe, COIMAIIHOTO, €MOIMOHATHOTO M TOBEACHYECKOTO (DYHKIIMOHHpPAHE Ca B
PSA3BK KOHTPACT € JACKIAPUPAHOTO (PHU3MUECKO (YHKIIMOHUPAHE, KU3HEHOCT U HAIMYUE HA
Oouka.

Abstract. The aim of study was to assess the health status of pharmacy students through self-
assessment of their condition, using the HRQoL tool SF-36 v2, in four main domains:
physical, social and behavioral functioning, mental health and general perceptions of health.
Materials and methods. Design - single-center, open-label, longitudinal, prospective study.
Survey period: November 2017-January 2021. We used the "Direct Individual Questionnaire”
method, the survey being software-based, licensed, standardized and validated questionnaire
SF-36 version 2. Respondents are pharmacy students of the 5th year of study. The research
included 135 students, aged between 22 and 25, after they duly signed an informed consent
form and were informed of the conditions for completing the questionnaires. Results and
conclusions. In a preliminary conversation, none of the participants reported on diagnosed
past and present diseases, there is no data on the use of medicinal products for general and
chronic diseases. Over 25% of the study group have a higher risk of developing depression,
which is higher compared to the general population and is unusual of the study age group. ¥4
have psycho-emotional problems with the character of a borderline nature. More than half of
the respondents did not describe themselves as absolutely healthy. Only 5 think that they
have psycho-emotional comfort. According to indicators of social and emotional functioning -
over 50.00% of the respondents described their condition as unsatisfactory, especially in
social aspect. The mental functioning, social, emotional and behavioral functioning are in
sharp contrast to the declared physical functioning, vitality and presence of pain.

18. Shopov G, Delyiski Tzv, Hristov E, Parvova I. New approaches in the treatment of
systemic vasculitides with biological medicinal products. The 23rd Balkan Medical
Days “The Balkan medicine during COVID-19 pandemic” organized by the Romanian
National Section of the Balkan Medical Union. 01-02 October 2021 Arch Balk Med
Union. (2021) 56(Supplement 1): S32.

Pe3ome. Boeenenne: CucteMHUTE BaCKYJIUTH Ca PEAKU U XETEPOr€HHU 3a00JIsBaHMsI, KOUTO
3acaraT pa3JIMYHU OPraHu U CUCTEMM OT OpPIaHM, C PAa3JIMYHA CTEIIEH Ha TEXKECT B 3aBUCUMOCT
OT pa3Mepa, MECTONOJOXEHMETO M 3HA4EHHWETO Ha 3acerHatute cbioBe. Etmonorusta u
[aTOreHe3aTa Ha II'bPBUYHUTE BACKYJIMTH Ca BCE OIllle Heu3BecTHU. [laroreHesara BKIIOUBa
pasIMYHM MEXaHU3MHU: OTJIaraHe Ha MMYHHHM KOMIUIEKCHM BBbpPXY CTEHUTE Ha CbHJOBETE,
aBTOAHTHTENA (HApUMEp aHTU-CHIOTEIHU M aHTU-HEYTPO(DWIHM IUTOIUIA3MEHU aHTUTENA),
KJICThYHO-MEUMPAHU U XYMOPAJIHHM HMMYHHH OTIOBOpH, OOpa3yBaHE Ha TIpaHyJIOMH H
yBpeKJaHe Ha eHjoTena. JleueHnero € ¢ TIVIFOKOKOPTUKOCTEPOUAN U HMYHOCYIIPECODPH.
CMBpPTHOCTTA NPH HIKOM BAaCKYJIUTU MOXke aa HaaxBepiu 90% 3a nepuox ot 5 rogunu. Ot
2018 r. OnomOoruUHUAT NpOoAYKT PuTykcumab ce mpeanara Kato ajJTepHATHBA P JCUYCHHETO
Ha BAacKyJUTH, CBbP3aHM C AHTMHEYTPO(QWIHM LUTOMJIA3MEHM aHTUTeNa. AHaIu3upaxme
HIMYHUTE TEPAIeBTUYHU CTPATETMH M MEXAHW3MHU Ha JICHCTBHE HA Pa3IMUHUTE TEPAlUU U
OLIEHSIBAME TEXHUTE CTPYKTYPHH M (YHKIMOHAJIHU XapaKTEPUCTHKH, C AKLEHT BBPXY
OuosiornyHuss MpoAyKT Putykcumal. Marepuanu u Metonu: M3moms3Bailku myOIMKyBaHU
PErUCTPaAlMOHHY JAaHHU U KIMHUYHHU IPOYYBAHUA U Upe3 rpaQMuHU CTaTUYHU M AUHAMUYHU
MOJIEJIH, I1Ie TIPEJCTaBUM MEXaHH3Ma Ha JelcTBUe Ha PuTykcumal nmpu jgeueHne Ha CHCTEMHH
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BacKynuTH. Pesynratu u 3axmoyenue: OOmara npexuBseMOCT MPH BaCKYJIHUTH, CBbP3aHH C
aHTUHEYTPOQWIHM LMTOIJIA3MEHM AaHTHUTENa Clell BKIYBAHE HAa pPUTYKCHMMad B
TEpaneBTUUHUTE CXEMHU C€ O4yakBa Ja HaaXxBbpiu 87% 3a S-rogumieH nepuox. Ouaksa ce
OMOJIOTMYHUTE JIEKAPCTBEHU MPOAYKTH Ja MOJOOPSAT MPOrHo3aTa 3a CUCTEMHM BACKYJIHUTH —
OT 3a00JIsIBaHE C BHCOKAa KPAaTKOCPOYHA CMBPTHOCT 10 HAbJIHO JieunMo. Ilo3HaBaHeTo Ha
[AaTOrCHETUYHUTE MEXaHU3MH Ha BacKyJIUTHIUTE M MEXaHU3MHUTE Ha JEHCTBHE Ha
OMOJIOTUYHUTE JICKAPCTBEHM NPOAYKTH OT METUIMHCKU CIEHUAINCTH € OT ChLIECTBEHO
3Ha4YeHHUE 3a yCIexa Ha TepanusTa.

Abstract. Introduction: Systemic vasculitides are rare and heterogeneous disorders that affect
different organs and organ systems, with varying degrees of severity depending on the size,
location, and significance of the affected vessels. The etiology and pathogenesis of primary
vasculitides are still unknown. The pathogenesis included different mechanisms: deposition of
immune complexes onto vessel walls, autoantibodies (e.g. anti-endothelial and anti-
neutrophilic cytoplasmic antibodies), cell-mediated and humoral immune responses,
granuloma formation and endothelial damage. Treatment is trough glucocorticosteroids and
immunosuppressants. The mortality rate for some vasculitides can exceed 90% for a 5-year
period. From 2018, the biological product Rituximab is available as an alternative in the
treatment of vasculitides associated with antineutrophil cytoplasmic antibodies. We analyze
the available therapeutic strategies and mechanisms of action of the different therapies and
evaluate their structural and functional characteristics, with an emphasis on the biological
product Rituximab. Materials and Methods: Using published registration data and clinical
trials and through graphical static and dynamic models, we will present the mechanism of
action of Rituximab in systemic vasculitides treatment. Results and Conclusion: The overall
survival rate in vasculitides, associated with antineutrophil cytoplasmic antibodies after the
inclusion of Rituximab in therapeutic regimens is expected to exceed 87% for a 5-year period.
Biological medicinal products are expected to ameliorate systemic vasculitides prognosis -
from a disease with high short-term mortality to a fully treatable one. Knowledge of the
pathogenetic mechanisms of vasculitides and the mechanisms of action of biological
medicinal products by medical professionals is essential to the success of the therapy.

19. Nedelkov N, Asipova S, Grozev Zh, Hristov E, Asipova N, Parvova l. Special
procedures for marketing authorization of medicinal products and their impact on
pharmacovigilance. The 23rd Balkan Medical Days “The Balkan medicine during
COVID-19 pandemic” organized by the Romanian National Section of the Balkan
Medical Union. 01-02 October 2021 Arch Balk Med Union. (2021) 56(Supplement 1):
S68.

Pe3ome. Ilenra Ha m3cnenBaneTo e na ce aedunupar ,,CrnenuanHuTe mpoueaypu” 3a Ha
MycKkaHe Ha [a3apa Ha JIEKapCTBEHM MPOJAYKTH KaTo 4YacT OT OOLuTe NpoueAypH 3a
paspelaBane 3a ymnorpeba: LEHTpalIM3MpaHa, JElEHTpalu3upaHa, Mpoleaypa 3a B3aHMHO
MpHU3HaBaHEe, HAllMOHAJHA MpoLeAypa M Jla ce HanpaBU KPUTHUYEH aHajdu3 Ha TIXHOTO
BB3/JICHCTBUE BBPXY CHUCTEMHTE 3a (hapMakoJIOTWYHA OUTETHOCT. BTopuuHmM 1enu: na ce
aHaAJIM3UPaT PA3IMYHU HOBU MHUIIMATHBY B peryjaTopHaTa MpakTHKa KaTo: yCKOpeHa OLEHKa,
IIPUOPUTETHH JIEKAPCTBA, aAANTUBHY IBTUILA U Jp., ¥ 1 C€ aHAIU3UPA TAXHOTO Bb3ACHCTBHE
BbpXY (apMakonoruyHara OauTenHocT. Matepuanun u Meronu: JIOKyMEeHTalleH aHallu3 U
aHaJM3 Ha ChABPKAHUETO 0s1Xa MPOBEIEHH I10 MMyOJIUKYBaHU AUPEKTUBH U periamenTu Ha EC
n Hacoku Ha EMA. Pesyntatu u 3akmodenus: [IpeqocraBsHeTo Ha paspelieHre 3a ynorpeda
Ha HOBU JiekapcTBa B EBpona TpsOBa na ce ocHOBaBa Ha CHOTHOIICHUETO MOJ3a/PUCK, CIIEH
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OOCKTHBHA OIICHKA CaMO Ha KPUTEPUMUTE 3a KayecTBO, 0€30MacHOCT M e(pUKACHOCT U Ja
M3KITIOYBA BCSKAKBH MKOHOMHYECKH OMACEHUs. Y CTaHOBHXME, Y€ TPe3 TOCICIHUTE HIKOIKO
TOAMHU B peryinaTopHara npaktuka Ha EMA yckopeHara mporeaypa, yciaoBHOTO 0J100peHue,
W3BBHPEIHUTE OOCTOSTEICTBA M IMPOIEAypaTa 3a HEMPEKbCHAT MpEriie/ ca Te3W, KOUTO Ce
M3IIONI3BAT OCHOBHO. PelieHnero 3a paHeH JOCTBII € CEPHO3HO MPEIU3BUKATEIICTBO MOPAIH
OTpaHUYCHUTE HAIMYHM KIMHUYHU JI0KA3aTeJCTBa 3a HAACKIHO 3aKIIOYCHHE OTHOCHO
CHOTHOIIIEHUETO MOJ3a/PUCK M OTHOCUTENHATa e(h)eKTUBHOCT Ha HOBHTE JekapcTBa. OT qpyra
CTpaHa, CUCTEMHUTE 3a (hapMaKoJIOTHIHa OJUTEIHOCT ca OOPEMEHEHH C HEMHTEPBEHIIMOHATHI
NpOYYBaHMS CIIEJ] PETUCTpalUs 3a JONMBJIHUTETHH JaHHM 3a Oe3omacHOCT Ha (hOHA Ha
TEKYIIUTE JOIMBJIHUTEIHW TPOYYBAHHUS 32 TPEAPETUCTpAlMsl 3a HOBH IIOKa3aHUSI.
[ToreHnamHUTEe MOJI3M 3a OOLIECTBEHOTO 3[paBE€ OT HEMOCPEACTBEHATa HAIMYHOCT Ha
JICKapCTBO HAJBUIIABAT JIM TOTCHIMAIHUTE PHCKOBE, CBBP3aHM C BHCOKOTO HHUBO Ha
HECUT'YPHOCT Ha CbOTHOIICHUETO MOI3a/pUCK?

Abstract. Introduction. Aim of the study is to define the “Special procedures” for marketing
authorization of medicinal products as part of the common procedures for marketing
authorization: centralized, decentralized, mutual recognition procedure, national procedure
and to make a critical analysis of their impact of pharmacovigilance systems. Secondary
objectives: to analyze various new initiatives in regulatory practice such as: accelerated
assessment, priority medicines, adaptive pathways, etc., and to analyze their impact on
pharmacovigilance. Materials and methods: Documentary analysis and content analysis were
conducted on published EU Directives and Regulation and EMA guidelines. Results and
conclusions: Granting of Marketing authorization of new medicines in Europe should be
based on the benefit/risk ratio, after objective assessment of criteria for quality, safety and
efficacy only and to exclude all kinds of economic concerns. We have established that in the
past few years in regulatory practice of EMA accelerated procedure, conditional approval,
exceptional circumstances and rolling review procedure are the ones mainly used. The
decision for early access is a serious challenge due to limited available clinical evidence for
reliable conclusion regarding the benefit/risk ratio and the relative effectiveness of new
medicines. On the other hand, pharmacovigilance systems are burdened with post-registration
non-interventional studies for additional safety data, against the background of ongoing
additional pre-registration studies for new indications. Are the potential benefits for public
health from the immediate availability of a medicine outweigh the potential risks, related to
the high level of uncertainty of benefit/risk ratio?

20. Parvova I, Ivan Sheytanov, Hristov E. Application of therapeutic drug monitoring to
assess the therapeutic response and safety of biological therapy in patients with
rheumatic diseases. The 23rd Balkan Medical Days “The Balkan medicine during
COVID-19 pandemic” organized by the Romanian National Section of the Balkan
Medical Union. 01-02 October 2021 Arch Balk Med Union. (2021) 56(Supplement 1):
S37-38.

Pe3ome. TepaneBTuuHuAT NekapcTBeH MOHUTOPUHT (TDM) e HaOop oT hapMakOKHHETHYHH
(®K), bapmakogunamuyunu (DJ1) u papMaKOreHETUIHH METOIA, HACOYCHH KbM OCUTYPSIBaHE
Ha edexkTuBHa U Oe3omacHa IepcoHanu3upaHa ¢apmakorepanui. TDM HamamisBa
WHAMBUyallHaTa BAapHaOMIHOCT HA TEPaNeBTUYHUSA OTIOBOP U (PAPMAKOKMHETUYHUTE
napaMeTpu B peajHaTa KJIMHUYHA MpaKTHKa 4pe3 e(EeKTHBEH KOHTPOJI Ha KPBbBHUTE W/WIH
MJIa3MEHUTE KOHIICHTPAIlMM Ha CBHOTBETHUSA JIEKapCTBeH mpoaykr. TDM momoOpsiBa
e(eKTUBHOCTTA M HaMaJsiBa PUCKa OT HeXelaHu peakuuu. buonornunure npoayktu (BMP),
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ChABpXAIIM AaHTUTENA, C€ NPEBPHIIAT B OCHOBEH BAPUAHT 3a JICUCHHE HA PEBMATUYHU
3abonsBanus. llenta Ha wm3cnmenBaHero € ga ce mpenactaBar PD edekture kato mpska
nocnenuna or ocHopuure PK mapamerpu. Marepuanu u meronu: M3BbpIIeH € IuTeparypeH
TperJies] Ha HaydyHu nmyosmkanuu. Pesynratu u 3akmodenus: @apmakokuHeTnkara Ha BMP e
CWJIHO 3aBHCHMa OT HauMHA UM Ha IPUIOKEHHUE, peXUMa Ha J103UpaHe, TEJIECHOTO TEIJIO
W/WIM  TellecHaTa MOBBPXHOCT, KIUpPbHCA M HMyHOreHHocTTa. JlokazaHa € IIMpoKara
MHTEPUHIMBUAYaIHA (hapMaKOKMHETHYHA BapuaOmiHocT Ha BMP — knupbHCHT, 00eMbT Ha
pasnpesereHue U eITMMUHAIIMOHHMST TOJMYKHBOT Ca CHUITHO TMPOMEHIUBH; Tmax, Cmax, AUC,
KAaKTO U TEXHUTE MEJMAHU €a B IIMPOK JMAIAa30H; CPEIHUAT MOILYKUBOT T1/2 € okomno 30 nHu,
B nuana3oHa oT 10 7o 90 nuu u T.H. ChIIECTBYBAT CEPUO3HU TPYIHOCTH MPU MPOTHO3UPAHE
Ha TEpamneBTHYHUS M KIWHUYECH OTrOBOpP NIpHU OTAeNHUsA mnanueHT. EdekTuBHOCTTa Ha
OMOJOTMYHOTO JIEYEHHE MOXKE Jla C€ MOBIHUSE OT HUCKU IJIa3MEHU KOHILIEHTpAIUH MOpaau
HEMpaBWIIHO W30paHa J03a M UHTEPBAJl HA JIO3UpaHe, KaKTO U MOPaaU JIUIcaTa Ha U3MEPUMU
IJ1a3MEHU KOHIEHTPALMU U 00pa3yBaHETO Ha aHTUJIEKAPCTBEHM aHTHUTENa. BbBexkIaHeTo U
npunaradeto Ha TDM e Hajiex/1eH MeTo 3a Mo00psiBaHe Ha TepaneBTUYHATa ePUKACHOCT U
MIOCTUTaHE HAa ONTUMAJIHO ChOTHOIICHUE MOJI3a/PUCK MTPU OMOJIOTUYHO JICUEHHE.

Abstract. Introduction: Therapeutic drug monitoring (TDM) is a set of pharmacokinetic (PK),
pharmacodynamic (PD) and pharmacogenetic methods aimed to providing effective and safe
personalized pharmacotherapy. TDM reduce the individual variability of the therapeutic
response and pharmacokinetic parameters in real clinical practice, by effective control of
blood and/or plasma concentrations of the respective medicinal product. TDM improves
effectivnes and reduces the risk of adverse reactions. Biological products (BMP) containing
antibodies become the main options for treatment of rheumatic diseases. The aim of study is
to present the PD effects as a direct consequence of basic PK parameters. Materials and
Methods: The literature review of scientific publication was performed. Results and
conclusions: The pharmacokinetics of BMP are highly dependent on their route of
administration, dose regimen, body weight and/or body surface, clearance and
immunogenicity. The wide interindividual pharmacokinetic variability of BMP has been
demonstrated - clearance, volume of distribution and elimination half-life are highly variable;
Tmax, Cmax, AUC, as well as their medians are in a wide range; the median half-life Ty is
about 30 days, in the range of 10 to 90 days and etc. There are serious difficulties in
predicting the therapeutic and clinical response in the individual patient. The effectiveness of
biologic treatment may be affectea by low plasma concentrations due to incorrectly selected
dose and dosing interval, and due to the lack of measurable plasma concentrations and
formation of anti-drug antibodies. The introduction and application of TDM is a reliable
method for improving therapeutic efficacy and achieving the optimal benefit/risk ratio in
biological treatment.

21. Atanasov V, Hristov E, Getov |, Violeta Getova V, Parvova . In-depth analysis of the
role and involvement of pharmacists in clinical studies, clinical trials and non-
interventional studies of medicinal products. The 23rd Balkan Medical Days “The
Balkan medicine during COVID-19 pandemic” organized by the Romanian National
Section of the Balkan Medical Union. 01-02 October 2021 Arch Balk Med Union.
(2021) 56(Supplement 1): S68-69.

Pesrome. Permament (EC) Ne 536/2014 npomenu ¢yHmameHTanHo pa3OupaHeTo 3a
KIIMHAYHUATE W3MUTBaHUS Ha jekapcTBeHu nponayktu (JIII) m dyHkmumTe Ha 3apaBHUTE
CHenuaaucTu. PernaMeHThT BbBe/Ie HOBA KOHIIENITYalHa cucTema 3a ,, KiimHu4Ho nmpoyuBaHe®,
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,,JKIIMHUYHO W3MUTBaHE, ,, JKJIMHUYHO U3IUTBaHE c HHCKa WHTEPBEHLIUS,
,HenHTtepBeHIIMoHHO TipoyuBaHe u np. [Iporneaypu 3a paspemaBane/oqobpeHue, posisiTa Ha
€TUYHUTE KOMUCHUU, MOHUTOPHUHT | JIp. Ca HAIBJIHO npoMmeHeHu. Llen — na uaetudummpame
BB3MOXHOCTHUTE 32 y4acTHE Ha (apMaleBTUTE B KIIMHUYHU U3MHUTBAHUS U 32 TPOPECHUOHATHO
pasButue. Marepuanu u metonau: [IpoBeqoxMe aHaKM3 Ha ChIBPKAHUETO HA HOPMATUBHATA
ypenba Ha €BpONEWCKO M HAIMOHAJIHO HUBO, KOSTO JaBa BBH3MOKHOCT HA MarucTpu IO
dapmanus 1a ydacTBaT B KIMHUYHHM M3NUTBaHUs. Pe3dyntatu u u3Boau: Mnentudunupaxme
neT OcHOBHM HampamieHus: 1. dapmanusara kato ¢yHIaMEHTallHa HayKa OT MPHIOKHO
ecTecTBO mpu mpoektupanero Ha JIII, yyacTBa akTMBHO B TMOATOTOBKAaTa Ha JOCHETO Ha
n3cnegoBatuiickusa JIII u Heroara omeHka; 2. Bcuuku JnekapcTBa, NpedHAa3HAYEHU 3a
KIMHUYHA W3MWATBaHUA, TpsAOBa na ObAar HaOaBeHW B OONHHYHATA anTeKa OT MAarucThbp-
¢dapmalleBT — WIEH Ha €KHUMa 3a KIMHUYHU HU3CIEeABaHMS. Y4YacTHETO Ha OOJHUYHHUTE
dapmanieBTH BOAM J0 HaMalliBaHE HA pHUCKa OT HECHOTBETCTBUE B TeEpamusta U
MpeloTBpaTsABaHe Ha HexenaHu peakuuu. [lo nannu Ha Ilpodecuonannara opranuzanus Ha
O0orHMuHUTE (hapmaineBT B brarapus 56% ot OomHUIIMTE UMaT cOOCTBeHA OOJIHUYHA anTeKa
kbM 2018 1.; 3. CnoHCcOpuTe THpCAT (hapMaleBTH KaTo 4acT OT Ipolieca Ha HaOmoAcHuE; 4.
dapMareBTUTE MOraT Jia c€ pealu3upaT KaTo MHCIEKTOPH MO J00pa KIMHWYHA MPAKTHKA B
HAI[MOHAJTHUTE KOMMETeHTHH opraHu. 5. Mma TbpceHe Ha QapmaneBTH 3a y4yacThe B
HEMHTEPBEHIIMOHAIIHA TPOy4YBaHUsA. 3akitoueHue: KIWHWYHWTE W3MUTBAaHUS ca Hai-
TUHAMHAYHATA YacT OT (papMareBTUYHHUS CEKTOpP, 3HAYCHHETO Ha mpodecusita ¢apmareBT
HEMPEeKbhCHATO HapacTBa, kKakTo W mo3HaHuATa B GCP ca romsMo mpeau3BHUKATENCTBO.
Bbrpekn mocTUrHatute pesyiaTaTH, y4acTHETO Ha (apMalleBTU B KIMHUYHHM MPOYYBAaHUS B
bwearapus Bce orie e orpaHUYEHO.

Abstract. Introduction: Regulation(EU)No 536/2014 has fundamentally changed the
understanding of clinical trials of medicinal products (MPs) and the functions of healthcare
professionals. The Regulation introduced a new conceptual system for "Clinical study",
"Clinical trial", "Low-intervention clinical trial”, "Non-interventional study", etc.
Authorization/approval procedures, the role of the Ethics committees, monitoring, etc. have
completely changed. The aim of study is to identify the opportunities of participation of
pharmacists in clinical trials and for professional development. Materials and methods: We
conducted a content analysis of the regulations at European and national level, enabling
masters of pharmacy to participate in clinical trials. Results and conclusions: We identified
five main areas: 1.Pharmacy as a fundamental science of applied nature in the design of MPs,
is actively involved in the preparation of the dossier of the investigational MP and its
evaluation; 2.All medicines intended for clinical trials must be obtained at the hospital
pharmacy by Master Pharmacist - member of the clinical research team. Involvement of
hospital pharmacists leads to a reduction in the risk of discrepancy in therapy and the
prevention of adverse reactions. According to data from the Professional Organization of
Hospital Pharmacists in Bulgaria, 56% of hospitals have their own hospital pharmacy as of
2018; 3.Sponsors are seeking for pharmacists as part of the monitoring process; 4.Pharmacists
can realize themselves as Good Clinical Practice inspectors at the national competent
authorities. 5.There is a a demand of pharmacists to participate in non-interventional studies.
Conclusion: Clinical trials are the most dynamic part of the pharmaceutical sector, importance
of the pharmacist profession is continuously growing, as well as the knowledge in GCP is a
big challenge. Despite the results achieved, pharmacist participation in clinical trials in
Bulgaria is still limited.
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22. Hristov E, Ognyanov S, Andreevska K, Dimitrova Z. The first pharmacies in some
countries in the Balkans. The 23rd Balkan Medical Days “The Balkan medicine during
COVID-19 pandemic” organized by the Romanian National Section of the Balkan
Medical Union. 01-02 October 2021 Arch Balk Med Union. (2021) 56(Supplement 1):
S9.

Pe3iome. Llenta Ha U3ciIeBaHETO € /1a C€ HANpaBU CPAaBHUTENCH aHAJIN3 Ha Bb3HHUKBAHETO Ha
I'BPBUTE anTeKku B 4 cTpaHu Ha bankaHuTe ¢ pa3ivyHO MOJIUTUYECKO MU HKOHOMHYECKO
pasButue mnpe3 CpenHoBekoBHeTo. Meroau u marepuanu. IIpuiiokeHH ca CpaBHUTENIHO-
UCTOPUYECKHUAT M CHIIOCTABUTEIEH METOJ, aHaJi3 Ha JOKYMEHTH, KaKTO M METOJUTE 3a
aHaJIM3 U CHHTE3 Ha u3cienBaHuTe mnpoOiemu. Pesynratn. B mpoyuBaHeTo ca BKIIOYEHHU
Penyonmka bwarapus, Xwpatusa, Cepous u Peny6muka Typuwms. Crpanute ce
XapaKTepu3upar OT IpEBHU BpeMeHa 10 Kpas Ha 19 Bek. Antekute B Typuus 3a mbpBU IBT CE
MOSIBSIBAT B OOJTHUIIMTE 10 BPEME Ha aHAJI0JICKaTa CENPKYKCKa TUHACTHS Mexay 11-tu u 13-
@ Bek. Karo emHa oT Haii-crapuTe OONHWIM, BKJIOYBama amnrteka, [esxep Hecube
Hapycudacu (I{ezapus) e moctpoena B rpaja Kaiicepu nipes 1206 r. [Ipe3 ocMaHCKus iepro
€ OTKpUTa IbpBarTa anrteka, HapeueHa Anteka ¢ aBe Bpatu (Iki Kapili Eczahane) B KBapran
baxuexkanmu B MctanOyn nipe3 1757 r. [IspBaTta anTeka Ha Typcku (apmaineBT B MctanOyn e
peructpupana npe3 1880 r. Ha umero Ha dapmaneBTa Axmer Xamau beil. JlokymeHt ot 29
okToMBpH 1271 r. moka3Ba ChIIECTBYBAHETO Ha anTeka B Tporup, XwvpBarus. [IbpBata
YyacTHa cpbOCKa anTeka OT chBpeMeHeH Tul € oTkpurta Ha 30 ampun 1830 r. B benrpan ot
3eMyHCKHUsl antekap Mares MBanoBud mo yka3 Ha kHaA3 Mwnom OOpenoBud. JIymoBUKO
Menanesu 3apbpuiBa ¢apmarus B [Tagya mpes3 1855 r. u e u3bpan 3a wieH Ha AKageMusaTa B
Heamon. Ilpe3 1866 r. ocHOoBaBa anteka BB BuauH 1o eBpomeiicku oOpaserl. 3akaoueHue.
[TonmuTHYeCKUTE U MKOHOMHUYECKO-COLMAIHUTE Pa3IMyuUs MEXAY H3CICABAHUTE OaTKaHCKH
CTpaHU ca MPUYHMHA 32 PAa3JIUYEH CTapT HAa OTKPUBAHETO HA MMbPBUTE alTEKU OT MOJAEPEH TUI
npe3 CpeiHOBEKOBUETO.

Abstract. The objective of the study was to perform a comparative analysis of the emergence
of the first pharmacies in 4 countries in the Balkans with different political and economic
development during the Middle Ages. Methods and materials. The comparative-historical and
comparative method, document analysis, as well as the methods of analysis and synthesis of
the studied problems were applied. Results. The study includes the Republic of Bulgaria,
Croatia, Serbia and the Republic of Turkey. The countries are characterized from ancient
times to the end of the 19th century. Pharmacies in Turkey first appeared in hospitals during
the Anatolian Seljuk dynasty between the 11th and 13th centuries. As one of the oldest
hospitals, including a pharmacy, Gevher Nesibe Darussifasi (Caesarea) was built in the city of
Kayseri in 1206. In the Ottoman period, the first pharmacy called the Two-Door Pharmacy
(Iki Kapili Eczahane) was opened in the Bahgekap: district of Istanbul in 1757 The first
pharmacy of a Turkish pharmacist in Istanbul is registered in 1880 in the name of the
pharmacist Ahmet Hamdi Bey. Document dated October 29, 1271. proves the existence of a
pharmacy in Trogir, Croatia. The first private Serbian pharmacy of the modern type was
opened on April 30, 1830 in Belgrade by Mateja lvanovic, a pharmacist from Zemun by
decree of Prince Milos Obrenovic. Ludovico Melanesi graduated in pharmacy in Padua in
1855 and was elected a member of the Academy in Naples. In 1866 he founded a pharmacy in
Vidin on a European model. Conclusion. The political and economic-social differences
between the studied Balkan countries are the reason for a different start of the opening of the
first pharmacies of modern type during the Middle Ages.
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23. Petkova V, Petkova M, Dimitrov M, Hristov E, Andreevska K. Study of the impact of
the COVID-19 pandemic on medicinal advertising. The 23rd Balkan Medical Days
“The Balkan medicine during COVID-19 pandemic” organized by the Romanian
National Section of the Balkan Medical Union. 01-02 October 2021 Arch Balk Med
Union. (2021) 56(Supplement 1): S66.

Pe3srome. Peknamara Ha JI€KapCTBEHM IPOAYKTH C€ peryjdpa OT €BpOIECHCKOTO U
OBIATapCKOTO 3aKOHOJATENICTBO M MMa OIPaHWYEHHs] OTHOCHO HAYMHA Ha Pa3MpoCTpaHEHHE,
pEeKJIIaMHUTE KaHaJH, BUJa U MOTPEOUTENNTE U peKIaMHUTe MaTepuanu. MHTepecen dakrtop e
nosiBaTa Ha HSIKakbB BUA KaTakiau3bMm ([omsiMa psizka mpomsiHa B OOIIECTBEHHS KHUBOT,
cbrpecenus1) kato nmanaemusara or COVID-19. Llenra Gemie 1a ce mpoy4yu Bb3ACHCTBUETO HA
nangemusata or COVID-19 BBpxy peknamarta Ha JiekapcTBa 0e3 perenrta. Martepuanu u
Metoau. AHammsupanu Osixa pexinamute Ha OTC npoaykTu B pexiiamHata komucust Ha MAJI
npe3 2019 u 2020 r. Pesyntaru. YcranoseHo e, uye nogsata Ha COVID-19 He oka3Ba BiusiHUE
BbpXy Opos, BHIAa M pa3IMYHUTE pEKIaMUpaHU JieKapcTBeHH mnpoAayktu mo ATC
kinacudukamms. Te3u pe3ynaTaTd ca WMHAMKANHAS 32 HEOOXOIMMOCTTa OT (apMmaimeBT MpU
OTIIyCKaHE, KaKTO Ha JIEKapCTBa, OTIIYCKaHU 110 JIEKApCKO IPEINNCaHuE, TaKa U Ha JIEKapCTBa
0e3 peuenra. 3axmoueHus. [lopanu dakra, ye hapMaleBThT € Hali-JOCTHITHUAT MEIUITMHCKH
CHEIMAINCT, a anTeKkaTra HaW-JIOCTBIIHOTO 3[paBHO 3aBEIECHUE, OKa3BaHETO Ha
(apmalleBTUYHA ITOMOII] € OT ChILECTBEHO 3HAUEHHUE 32 HACEIECHUETO.

Abstract. Advertising of medicinal products is regulated by European and Bulgarian
legislation and there are restrictions on the method of distribution, advertising channels, type
and consumers and advertising materials. An interesting factor is the appearance of some kind
of cataclysm (Great abrupt change in public life, turmoil) such as the COVID-19 pandemic.
The objective was to study the impact of the COVID-19 pandemic on the advertising of over
the counter drugs. Materials and methods. The advertisements for OTC products in the
advertising commission of BDA in 2019 and 2020 were analyzed. Results. It was established
that the appearance of COVID-19 did not affect the number, type and different advertised
medicinal products according to the ATC classification. These results are an indication of the
need to pharmacist when dispensing both prescription and OTC drugs. Conclusions. Due to
the fact that the pharmacist is the most accessible medical specialist and the pharmacy the
most accessible health institution, the provision of pharmaceutical care seems to be of great
need for the people of the population.

24. Petkova V, Petkova M, Dimitrov M, Hristov E, Andreevska K. The use of OTC
medicinal products and nutritional supplements The 23rd Balkan Medical Days “The
Balkan medicine during COVID-19 pandemic” organized by the Romanian National
Section of the Balkan Medical Union. 01-02 October 2021 Arch Balk Med Union.
(2021) 56(Supplement 1): S73.

Pe3ome. PexiiamaTta, KaTo €JIEMEHT OT MAapKETHHTOBHS MHUKC, € IpeIHa3HadeHa Ja
MPOBOKHpA, (hOpMHpa WK MOATBPKA HHTEPEC KbM X0pa, CTOKH, UJIEH, YCIIYTH U HaYMHAHUS,
Taka 4e Te Aa ObJaT peanu3upaHu. Pekimamara Ha JIEKApCTBEHW NPOAYKTH M XPAHUTEIHU
no0aBKH MMa 3a IIeNl Ja Mpeau3BHKa, GopMHUpa WM MOIIbpkKA UHTEPEC y Xopa, KOUTO ce
HYXIaAT OT KPaTKOCPOYHO JICUCHUE MU JOIBJIBAHE HA XPAHUTEIHUS CH peXUM. Marepuaiu
u Meronu. llenTa Ha HACTOAMIOTO HW3CIeABaHE Oemie Ja C€ OICHH CTEMEeHTa, JO KOSITO
pekinamMara (opmMupa THPCEHETO Ha JICKapCTBAa W XPAHUTEIHH J100aBKH 0Oe€3 pelenta u
CTUMYJHpa camojieueHue. [IpunoxkeHa e cMeceHa METOJOJIOTHSI Ha JOKYMEHTAJeH aHau3,
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AHKETCH M CTaTucTudecKku aHanu3. Pesynraru. IIpoBeneHu ca nBe OHJIAMH aHKETH Cpex
nmanueHTn u dapmarneBTu ¢ oom 6poit pecnonnentu n = 400. 3akmouenus. [laruenture ce
PBKOBOIAT OT (PaKTOPW KAaTO 3HAHMS, HATJACM W OMUT IO OTHOIICHHE Ha 3/paBeTo,
3a00JIIBAHETO U JICYEHUETO, KAKTO W JAPYrH KyATYpHH U couuanHu akrtopu. Peknamara e
HaW-TOCTHITHUAT U3TOYHHUK Ha 37paBHA WH(OpMALIKS 32 MANMEHTUTE W TOPaau TOBa TpsOBa
na OwAe cTporo peryiaupaHa. Bwrnpekwm dYe (okycupaHeTo Ha TMOTPEOUTENHTE BBHPXY
MOTEHIIMATHUS PUCK OT JaJIeH MPOAYKT MOXKE Ja MMa OTPHUIATENTHO BB3JICHCTBUE BBPXY
MPOIAKOUTE My, KOTaTO CTaBa BBIIPOC 3a JIEKAPCTBEHU MPOIYKTH, GOKYCHT TpsAOBa 1a Oble
BBPXY 3PABETO U MOJI3UTE 32 OOIIECTBOTO.

Abstract. Advertising, as an element of the Marketing Mix, is designed to provoke, form or
maintain interest in people, goods, ideas, services and endeavors so that they can be realized.
Advertising of medicinal products and food supplements aims to arouse, form or maintain
interest in people who need short-term treatment or supplementation of their diet. Material
and methods. The aim of the present study was to assess the extent to which advertising
shapes the demand for over-the-counter drugs and dietary supplements and stimulates self-
medication. A mixed methodology of documentary analysis, survey and statistical analysis
was applied. Results. Two online surveys were conducted among patients and pharmacists
with a total number of respondent n = 400. Conclusions. Patients are guided by factors such as
knowledge, attitudes and experiences regarding health, illness and treatment, as well as other
cultural and social factors. Advertising is the most accessible source of health information for
patients and therefore needs to be strictly regulated. Although focusing consumers on the
potential risk of a product could have a negative impact on its sales when it comes to
medicinal products, the focus should be on the health and benefits of society.

25. Stoyanova S, Yordanov E, Hristov E, Parvova I, Tzachev H, Petkova V. Availability,
affordability and drug utilization of biosimilar medicinal products, containing
monoclonal antibodies in Bulgaria. Journal of Generic Medicines. (2022) 18(1):42-50.
doi:10.1177/17411343211017627

Pe3rome. Hapnuzanero B KIMHUYHATA MPAKTHKA HA OMOJOTUYHHUTE JICKAPCTBEHU MPOAYKTH
(BJIIT), mpeau moBeye oT 10 rogwHM, MOBAWTHA CIOXHH PETYJATOPHH BBIPOCH, KAKTO U
3HAYUTEIHN OMaceHUs OT (hapMaKOUMKOHOMHUYECKA IJIe/HA TOUKA, Thil KATO Pa3XxOIUTe 3a Te3U
TEepanuy ca MHOTOKPATHO IO-BUCOKHM B CpPaBHEHHE C KOHBEHIIMOHAIHUTE JIEKaPCTBEHH
npoayktu. [lepuonute Ha ,,data exclusivity” na BJIIT ca B mporiec Ha U3THYAHE U HA TIa3apa ca
HanyHK T.H. 6ronono0uu npoaykTu (BILJIIT). OuakBa ce TEXHMST s MOCTCIIEHHO Ja Ce
yBeIMYaBa M Ja JIOBEAC JO0 HaMajsBaHE Ha pa3XOJUTE W YBEIMYaBaHE HA JIOCTHIIAa HA
nanueHTUTe 10 OunoruuHo neyeHue. Lles Ha mpoyyBaHeTo € 1a aHaIU3UpaMe HATMYHOCTTA U
nocteriHoctTa Ha BIUIII, chabpikaliy MOHOKJIOHAJIHM AaHTHUTENA M Ja ONPEAEIIMM TSAXHATa
n3non3BaeMocT B bbiarapus. Marepuanum u Meroam: J[M3ailH HaA NOPOYYBAHETO —
PETPOCTIEKTUBHO OOCEPBAIIMOHHO MPOYYBaHE Ha JaHHHU OT MyOiIMYHUTE peructpu Ha EMA,
Hanmonanen cbBeT 1Mo meHW W pemMOypcupaHe Ha jekapcTBeHute npoayktd u H30K B
Bbearapus 3a mepuoma 2015- 2019 r. Pesyarartute ca oOpaboTeHH 4Ype3 AECKPUNITHBHH
cratuctudecku metonu. Pesyiararu u oocwxkaane: Ha auBo EC ca paspemienn 3a ynorpeba
BITJIIT ¢ INN Adalimumab, Infliximab, Rituximab, Bevacizumab u Trastuzumab. B
MMO3UTHUBHUS JIEKAPCTBEH CcrUCHK Ha buirapus ca Bkmouenn 12 BITIIT cbe chmure INN, 6e3
Bevacizumab. O6muTe pasxoau 3a BJIII 3a nepuona ca 682 330 385 nB, or TAX AeNBT Ha
BIIJIIT B abcomtotHa croitHOCT ¢ 34 030 486 nB, mum 4,75 %. JlembT Ha OHOIOJOOHUST
Infliximab e 31 405 331 sB. wnu 92 % ot obmute pasxoau 3a BIJIII, mopaau nuncara Ha
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pedepenten Infliximab 3a mepuoma 2015-2018 Bk, OOEKTHBHO ce Hajara H3BOJ, Ye
noctbirbT Ha BITJIIT Ha Obarapckus mazap Bce omie € critHo orpannyeH. BIUIIT ca nvannunu n
BBIIPEKH, Y€ TMOMaJaT B TO-HUCHK I[IEHOBH JMAINa30H, peQepeHTHUTE NPOAYKTH ca
MPENNOYUTaHO CPEJCTBO 3a jeueHue. BeposTHa mpuunnHa Ou Moriio Aa ObJe nurcara Ha
HAllMOHAJIHU CTaHaapTu 3a B3aumo3amensemocT Ha bJIII ¢ BIUIII, romsmo 3HaueHue
BEPOSITHO MMa M HEJOBEPUETO HA NPEANMCBAIIUTE KbM T.H. 3aMECTBAIIM TEpalud U
arpecrBHaTa JieKapCTBeHa MPOMOIMS MPEe] MEAUIIMHCKUTE CIIELIUATIUCTH.

Abstract. The entry of the biological medicinal products (BMPs) in the clinical practice more
than 10 years ago raised complex regulatory issues as well as significant pharmacoeconomic
concerns, because the costs of treatment is higher than the costs of the conventional products.
The “data exclusivity” of BMPs expired and biosimilar medicinal products (BSMPs) are
available on the market. The market share of BSMPs is expected to increase gradually and
lead to cost reductions of biological treatment. Aim. To analyze the availability, affordability
and drug utilization of BSMPs containing monoclonal antibodies in Bulgaria. Materials and
methods: Retrospective study of the public data from EMA, National Council on Prices and
Reimbursement and National Health Insurance Fund for 2015-2019. Descriptive statistical
analysis was performed. Results and Discussion: On the EU level, BSMPs with Marketing
Authorization are Adalimumab, Infliximab, Rituximab, Bevacizumab and Trastuzumab. In
the Bulgarian Positive Drug List, there are 12 BSMPs with the same INN, excluding
Bevacizumab. The total cost of BMPs is 691 673 158 BGN - the share of BSMPs is 34
139 639 BGN (4.7%). The access of BSMPs in Bulgaria is still very limited. BSMPs are
available with the lower price, but the reference products are the preferred treatment. The
reason for this could be the lack of national standards for the switching/interchangeability of
BMPs with BSMPs, and the prescribers distrust of the so-called replacement therapies and
aggressive drug promotion to the healthcare professionals are also of great importance.

26. Nachev N, Stoyanova S, Rangelov A, Yordanov E, Hristov E, Parvova I, Petkova V.
Retrospective analysis of drug utilization and rational drug use in the treatment of
uncomplicated essential arterial hypertension in Bulgaria. (2022) Journal of Generic
Medicines. Vol. 0(0) 1-11. https://doi.org/10.1177/17411343211055896 online first

Pesrome. Llen: [la HanmpaBuM aHalIu3 Ha JIEKapCTBEHATa M3IIOI3BAEMOCT U PALIMOHAIIHATA
JIeKapcTBeHa YymnoTpeba MpH JeueHHWe Ha €eceHLUadHa XWIepToHus B bwarapus upes
W3MOI3BAaHETO HAa KOJUYECTBEHW W KAUECTBEHW HW3MEPUTENM Ha HAIMOHAIHO paBHUIIE.
Matepuanu u Metonu: /u3aifH - peTpOoCIIEKTUBHO NMPOYyYBaHe Ha MyOIMYHO AOCTHIIHU JAaHHU
OT peructpute Ha HarmmoHanHaTa 37paBHO-OCHUTYpPHTENHA Kaca 3a TMepuojaa sSHyapu —
nexkemBpu 2017. Anamusute ca B choTBercTBHe ¢ ATC/DDD wmeromonorusita Ha C3O0.
Jlanaute ca o0OpabOTEeHM Ype3 JECKPUNTHBHUM CTATHCTUYECKH MeTonu. Pesynraru:
AHanu3upanata nomyianus BkiIo4Ba 185 671 maumentu ¢ ecenmumanHa AX - 13.33% or
BCUYKH XunepTroHu. Pazxoaure 3a 2017 1. ca 9 796 940.12 nB. Pa3zxoasT 3a e1uH NallMEHT
Ha roguHa € 52.76 nB., MeceuHusT pazxon € 4.40 nB., a pazxoasT Ha AeH — 0.14 nB. Cymara ot
9 796 940.12 nB. ce pa3aerns Ha JABE TPYIU — Pa3X0Iu 3a MOHOMIPOAyKTH 65.88% u pa3xoau 3a
koMOuHupanu nponayktu 34.12%. Blockbusters ca INN Lercanidipine u Nebivolol.
3anenenure cpenacrtsa ca 1.22% ot obumre pasxomu. C To3u pecypc ce ocurypsia 1,6
DDD/per patient/per day. OOcwxmane: B Obnarapckata TepamneBTHYHA IpaKTHKA Hai-
MpeanucBaHuTe TPOAyKTH ca Oera Onokepure Nebivolol um Bisoprolol, kamuueBust
antaronuct Lercanidipine u IeHTpaqHO JEWCTBAIIUTE aHTHAAPEHEPTHYHH AarcHTH
Rilmenidine u Moxonidine. CapTanute ca npeacTaBeHH IpeumylnecTBeHo oT Valsartan. [Ipu
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BCHYKM CPE30BM aHAJM3HM TpaBH BICYATICHUE 3HAYMTENIHaTa ynorpeba Ha Lercanidipine.
[IpeumyimiecTBeHO ce mpeanucBar pedepeHTHH (OPUTHHATHU) JIEKapCTBEHU NPOIYKTH,
JIOKaTO Ma3apHUAT A Ha T€HEPUYHUTE MPOAYKTU U Karo cyma u karo DDD e 3naunrtenno
no-mManbK. [lonmydeHure pe3ynraTd ca B HECHOTBETCTBUE C IPENOPBKUTE Ha €BPOIEIHCKO
HUBO, a JIMIICaTa Ha HAIMOHAJIHO (papMaKOTEpaneBTUUYHO PHKOBOACTBO € CEPHO3HO
IIPEIU3BUKATEIICTBO.

Abstract. Aim: To analyze drug utilization and rational drug use in treatment of essential
arterial hypertension in Bulgaria by using quantitative and qualitative parameters at national
level. To assess generic penetration as a part of rational drug use. Materials and methods:
Design — retrospective study of publicly accessible data from registries of National health
insurance fund for the period January — December 2017. The analyses are in accordance with
ATC/DDD methodology of WHO. The data was processed via descriptive statistical methods.
Results: The analyzed population includes 185671 patients with essential arterial
hypertension — 13.33% of all hypertensive patients. The expenses for 2017 are 9 796 940.12
BGN (Bulgarian leva; 1 Euro=1.95585 BGN). The expense per patient per year is 52.76
BGN, monthly expense is 4.40 BGN, daily expense is 0.14 BGN. The sum of 9 796 940.12
BGN is divided into two groups — expenses for monoproducts 65.88% and expenses for
combined products 34.12%. Blockbusters are INNs Lercanidipine and Nebivolol. The total
expenses for uncomplicated essential arterial hypertension are 1.22% of the total expenses.
With this resource 1.6 DDD/Patient/Day is provided. Discussion: In Bulgarian therapeutic
practice the most prescribed products are beta-blockers Nebivolol and Bisoprolol, calcium
antagonist Lercanidipine and centrally acting antiadrenergic agents Rilmenidine and
Moxonidine. Sartanes are represented mainly by Valsartan. In all section analyses the
considerable use of Lercanidipine is evident. Reference (original) medicinal products are
mainly prescribed, while the market share of generic products, both in terms of costs and
DDD, is significantly lower. Obtained results are inconsistent with European
recommendation, while lack of national pharmacotherapeutic guideline poses a serious
challenge.

27.Yordanov E, Parvova I, Hristov E, Petkova V. Evaluation of the drug use of
biosimilar medicinal products containing monoclonal antibodies - systematic review.
(2022) Journal of Generic Medicines. Vol. 0(0) 1-9.
https://doi.org/10.1177/17411343221076371 online first

Pe3tome. Llen: /la ce mpoyun HaTW4YHOCTTAa M JOCTBITHOCTTAa Ha OMOINOAOOHU JIEKAPCTBEHU
MPOAYKTH, CHIBPKAIIM MOHOKJIOHAJIHU AHTUTENA, Ja CE M3MEpPU TsAXHATa JIeKapCTBEHATa
M3MOJI3BaEMOCT M JIa CE€ OLEHHU palllioHaJHaTa JieKapcTBeHa ymoTpeda B MEXIyHapoIeH
Manad upe3 aHaIU3 U CUCTEeMATHUeH IMperiie]] Ha HayYHU CTAaTUH, MyOJUKYBaHU B Hay4YHATa
nuTepatrypa. Matepuanu u Meronu: JIOKyMEHTHHMST aHaIU3 HA HAyYHH NyOnukanuu Oe
MPOBEJIEH MO 3aj7a/ieHn KiIouoBu aymu B 0a3m ganaun MEDLINE, [lentpanna mequnuHcKa
OMOIMOTEKa U HAIIMOHATHU pedepupaHr HAYyYHU CIUCaHus B bwiarapus 3a mepuoja siHyapu
2008 r. — mait 2020 r. 3a nmepuox ot 12 rogunHu ca oTkputd 100 HayyHM TyOJIMKaLUU.
[Ton6opbT Ha cratunte € B choTBeTCTBUE ¢ PRISMA. B ananusure ca BximroyeHu 17 cratum,
KOUTO HAITbJIHO OTrOBapsAT Ha 3ajajeHuTe Kputepuu. [lpoBeaeHU ca IECKpPUNTHBEH U
BapHalllOHEH aHallu3d KaTo OCHOBHM CTaTHCTUYECKH aHanu3u. OnpenesneHd ca CpeiHu
CTOMHOCTH, CTaHJIAPTHO OTKIIOHEHHWE, MUHUMYM, MakCUMyM, 95% noBepuTeaHu WHTEPBAJIU.
Pesyntatn u oOcwxmane: I[IpoyuBaHusita BBpXY TemaTa B abpkaBuTe-wieHkn Ha EC
OUYEBUHO TPEJCTABISIBAT UHTEPEC, HO MyOJIMKAIIMOHHATA aKTHBHOCT HE € BHCOKa — camo 17
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Hay4YHM nmyOnukanmu 3a 12 roxumieH nepuon. Beuuku 17 mpoydBaHusi oTpassiBaT CIECTECHH
pasxoau cieA IpeMuHaBaHe OT pedepeHTeH OMOJOTHMYeH JICKapCTBEH MPOAYKT KbM
O0uomnoJ00eH JIEKapCTBEH MPOJYKT, KAaTo HaMaJIEHUETO Ha OIO/PKETHUTE pa3Xoiu KaTo
CpemHo-TIpeTerieHa cTORHOCT € 0koyIo 30 % OT o0muTe OF0KETHU pa3Xoau 3a OUOJIOTUIHHU
Tepanuu 3a MWbpBUTE 5 ronuHU. Beumukure 17 mpoydBaHMs OTUMTAT yrnoTpedara Ha
OMOMOJOOHM JIEKApCTBEHU MPOAYKTHM KaTro TBBbPJE HHUCKAa. BbIpeku, de KadyecTBOTO,
Oe3omacHOCTTa U e(ukacHOCTTa Ha OMOMOJOOHHUTE JIEKAPCTBEHHM MPOJIYKTH ca 0e3CIOopHO
YCTaHOBEHH, BCE OIE TAXHOTO HABIM3aHE Ha [1a3apa € He3aJOBOJIUTEIHO.

Abstract. Aim: The objective is to study the availability and affordability of biosimilar
medicinal products containing monoclonal antibodies, measure their drug utilization and
evaluate the rational drug use globally through analysis and systematic review of scientific
articles published in the scientific literature. Materials and methods: The documentary
analysis of scientific publications was carried out by specific keywords in MEDLINE
database, Central Medical Library, and national peer-reviewed scientific journals in Bulgaria
for the period from January 2008 to May 2020. 100 scientific publications have been found
for a period of 12 years. Articles were selected according to PRISMA. Analyses include 17
articles that fully meet the preset criteria. Descriptive and variational analyses were carried
out as basic statistical analyses. Mean values, standard deviation, minimum, maximum, 95%
confidence intervals have been determined. Results and discussion: Studies on this topic in
EU Member States are obviously of interest, but publication activity is not high - only 17
scientific publications over a 12-year period. All 17 studies reflect cost savings after
switching from a reference biological medicinal product to a biosimilar medicinal product,
and the reduction in budgetary costs as a weighted average is about 30% of the total
budgetary costs of biological therapies for the first 5 years. All 17 studies have reported that
the use of biosimilar medicinal products is rather low. Although the quality, safety and
efficacy of biosimilar medicinal products have been unequivocally established, their
introduction to the market is still insufficient.

28. Hristov E, Dimitrova ZI, Parvova |, Kitov B. Scientific, Regulatory and Practical
Approaches to the Fight against Counterfeit Medicinal Products. Bulgarian
Experience. // Journal of US-China Medical Science 13 (2016) 1-12, doi:
10.17265/1548-6648/2016.01.001

Pe3tome. Ilpe3 mocnennute roguau B EC u B cBeTOBeH Mamad ce yCTaHOBSBAa TPEBOKHO
HapacTBaHE Ha HaBIM3aHETO Ha TMa3apa Ha T.H.“QammuBu’ JEKapCTBEHU MPOIYKTH
(counterfeit medicinal products). Te3u npoxykTn OOMKHOBEHO ChIbpKAT CyOCTaHIAPTHH(C
MO-HHUCKO Ka4eCTBO) WU (PaNIMBU ChCTaBKU, WJIM HE ChABPIKAT CbOTBETHUTE CHCTABKU WU
ChIBPKAT CBHCTABKM WM AKTUBHHM BEIIECTBA, KOUTO Ca HEMPAaBUIHO WM IOTPEIIHO
no3upanu. HarpynaHusiT onuT mokasBa, 4ye (alluBUTE JIEKAPCTBEHU MPOIYKTH HABIM3aT Ha
maszapa He caMO MO HE3aKOHHHM ITHTHINA, HO U TMOMAJaT U Ce Pa3pOCTPaHSIBAT B W/WIH upe3
JIETATHUTE KaHAJU U BEPUTH 3a pa3NpocTpaHeHue (IUCTpUOyIHs) Ha JICKAPCTBEHU MPOTYKTH-
MIPOU3BOIUTENN(BHOCUTEIH ), THPTOBIM HA €JpO U THPTOBIM Ha APEOHO (anTeKu U JPOTePUN ).
OcobeH (GeHOMEH € AWCTAaHIMOHHATa THProBHS (THPrOBUS OT Pa3CTOSIHHE) C JIEKAPCTBEHH
MPOJIYKTH, BKIIOYUTEIIHO UHTEPHET-THPTOBUATA — MOKE OU HAW-PUCKOBUAT BT 3a MOMAJIaHe
Ha ¢anuBy JeKapcTBa 0 manueHta. DanmmBUTe JIEKapcTBa ca €Ha OT Hal-3HAYMMHTE
3ariaxy 3a 37paBeTo Ha YOBEKA M HABJIM3aHETO MM Ha Iaszapa MOXKe Ja J0Bele 10 3aryda Ha
JIOBEpUETO Ha Ipa)KIaHHUTE, KaKTO B CHUCTEMHUTE 3a Pa3NpOCTpaHEHUE Ha JIEKapCTBa, Taka U
KbM CHUCTEMAaTa Ha MyOJIMYHOTO 3PaBEONa3BAHETO B IISUIOCT.
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Abstract: Over the recent years, there has been an alarming increase in the market
penetration of the so-called “counterfeit” medicinal products in the European Union and
worldwide. These products usually contain substandard (lower quality) or false ingredients,
do not contain the necessary ingredients, or contain substances or active pharmaceutical
ingredients, which are wrongly or incorrectly dosed. Bulgarian experience has shown that the
counterfeit medicinal products enter the market not only through illegal channels, but are also
distributed in and/or through lawful channels and distribution chains of medicinal products
manufacturers (importers), wholesalers and retailers (pharmacies and drugstores). A special
phenomenon is the distance selling of medicinal products, including on-line marketing
(internet trade)—perhaps the riskiest way the counterfeit medicinal products reach the
patients. Counterfeit medicinal products are one of the most significant threats to human
health and their market penetration can lead to loss of confidence in the drug distribution
systems and in the public health system as a whole.

29.T'eopruea B, Kpsctes E, JumutpoBa 31, IlerkoBa E, XpwucroB E.

®apMaKOMKOHOMUYECKH aHaiu3 ,,Pa3xomum — e(peKTUBHOCT’ Ha TEpareBTUYHUTE
aJIITepHATUBH 3a JIEYeHHE Ha MO3bYHU aHeBpHU3MU. //MenuuuHcku mepunuanu, 2016.
1:31-36

Pe3iome. Llenta Ha TOBa MpoyYBaHe € Jja c€ M3BBPIIM aHAIU3 “pazxou — e(heKTUBHOCT Ha
aJITEpHATUBHM METOAM 3a JIEUEHHE Ha MO3bYHM aHeBpu3Mu B bwarapusa. M3nomsBanu ca
nyOJIMYHM JOCTBIIHM JAaHHU 32 Pa3XOJUTe HAa HMHTEPBEHLUUTE M PE3YyITaTUTE BBPXY
KJIMHUYHYS U3X0J OT HAJIMYHUTE MyOJIMKaluy B Hamiara cTpaHa. CpeqHara 1ieHa Ha MalueHT
3a eHjpoBacKysapHo JjedeHue € 17 500 neBa, mokaro cpegHaTa IieHa Ha XUPYPrUYHOTO
neuenue € 7296 nesa. [lanueHTUTE OT €HIOBACKYyJIApHATa TPyIa ca UMAJIM MO-BUCOKH IIEHU
HA MHTEPBEHLIMATA B CPABHEHUE C NALMEHTUTE OT XUPYPru4HaTa Ipyrna, KOeTo ce AbJKHU Haii-
BEYE Ha pa3XxOAMUTE 3a KOHCYMaTHBH. MIHKpEMEHTAIHOTO OTHOLIEHHE Pa3XOoAHu-€(PEeKTUBHOCT
3a €HJI0OBaCKyJapHO U HEBPOXUPYPIUYHO JieueHHe Bb3nu3a Ha 100 047,6 neBa, koeTo € mo-
BHCOKO OT IIOBEYETO AITEPHATUBH 32 JICUEHHUE.

Abstract. The aim of this study was to perform cost — effectiveness analysis of the alternative
therapies of cerebral aneurysm traetment in Bulgaria. We defined cost-effectiveness using the
public accessible data for the costs of the interventions and the outcome from the available
publications in our country. Overall, the median intervention costs for the endovascular
treatment of the aneurysms was Iv 17 500, whereas the median cost of surgical clipping was
Iv 7 296. The patients with coiled intracranial aneurysms had higher procedure prices and
costs of consumables than patients treated by clipping. The mean estimated ICER for
endovascular treatment versus neurosurgical treatment was lv 100 047,6, which is higher than
most treatment alternatives.

30. bypraznues X, I'ero U, XpucroB E, JlumutpoBa 31., I[IpoyuBane m ananm3 3a
NPUWIOKUMOCT Ha KPUTEPUH 3a perylanmus Ha Opos Ha anTeKuTe BbHB
bapMareBTHYHOTO 3aKkoHoAaTencTBo.// Connanna meauiunaa, 2016 3/4: 69-71

Pe3rome. Kpurepunrte 3a uznaBane Ha paspelieHUs 3a ThProBUs Ha JpeOHO C JIEKapCTBEHU
IPOAYKTH B anTeKaTa Morat aa ouaar gemorpadceku u reorpadceku. IIpes 2010 r. cbabpT Ha
EBporneiickust cbi03 SICHO M3pa3y CTAHOBUILETO CH MO OTHOILIEHUE Ha MOJOXKUTEIHUTE ePEeKTH
0T perynupaneTro Ha Opos Ha antekute. [IpubnuszurenHo 98% ot rpaxxganute Ha EC morat
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Jla TOCTUTHAT 710 Hai-Onm3KaTa anrteka B pamkute Ha 30 MuH. AnTekuTe ca ¢ paboTHO Bpeme
HO-ABJAT0 OT TOBAa Ha JPYrHTe 3ApaBHU 3aBeleHHA. Upe3 yIabDKEHOTO pabOTHO Bpeme
rapaHTUpPAT HEMPEKBCHAT AOCTHI HA MALMEHTUTE 10 MEAULIIMHCKHU ycayru. PapMaineBTuTe ca
KIIIOYOBU Npo¢)eCHOHATUCTH B 00jacTTa Ha 3/paBeona3BaHETO M antekure B EBpona u
UIpasT Ba)kHA POJIs 3a NOBMILABAHE HAa HMBOTO Ha 3/IpaBEOIa3BaHETO U INPEBEHLUATA Ha
3a00JIsIBaHUATA.

Abstract. The criteria for retail licenses issuing of medicinal products in the pharmacy can be
demographic and geographic. In 2010 the Council of the European union clearly stated its
standing regarding the positive effects of pharmacy number regulation. Approximately 98%
of the EU citizens can reach the nearest pharmacy in 30 minutes' time. The pharmacies have
working hours which are longer than the other health institutions. Having such prolonged
working hours ensures the continuous access of patients to medical services. The pharmacists
are key professionals in healthcare and in the pharmacies in Europe and play an important role
in raising the quality of healthcare and in disease prevention.

31. bypraznues X, I'eroB U, XpucroB E, [lumutpoBa 31. AHaiu3 Ha TEHIEHIMHUTE B
Pa3BUTHETO HA alTEYHHs CEKTOp U JedUHUpaHE Ha HOBUTE NpeAU3BUKATEICTBA//
Coumanna MeIUINHA, 2016 3/4: 64-68. doi:
http://dx.doi.org/10.14748/sm.v1i3%2F4.2143

Pe3rome. B rogunuTe Ha mpexoja y Hac HaJlO)KeHaTa Jeperyianus B anTeyHUs CEKTOp
JIOBEJIe 10 pelnila HeTaTUBHU mocienuiy. LlenTa Ha HAaCcTOSIIIOTO MpoyYBaHe € Ha Oa3aTa Ha
aHaJlM3a Ha ChbCTOSHUETO B alTEUHHUS CEKTOp y Hac M B JIpyru crpanu- wieHku Ha EC na ce
ouepTasiT HACOKUTE 3a NPOMEHHM B aNTEYHOTO 3aKOHOJATEJICTBO, KOMTO Ja TapaHTUpaT
BHEJPSIBAHETO B OBJIrapCKUTE anTeKd HAa HOBUTE TPYNH JEHHOCTH HAa MOJIEpHATa amTedyHa
MPAKTHUKA.

Abstract. In the years of transition in our country, the imposed deregulation in the pharmacy
sector led to a number of negative consequences. The aim of this study is based on the
analysis of the situation in the pharmacy sector in Bulgaria and in other EU member states to
outline guidelines for changes in pharmacy legislation to ensure the implementation in
Bulgarian pharmacies of new groups of modern pharmacy practices.

32. Georgieva V, Krastev E, Byulbyuleva S, Nikolova D, Hristov E. Morphometric
features of ruptured and un-ruptured aneurysms in surgically treated patients with
multiple intracranial aneurysms// Journal of US-China Medical Science 14 (2017) 1-7
doi: 10.17265/1548-6648/2017.01.001

Pe3iome: Ilen: IlenTta Ha HACTOAIMIOTO HW3CNIENBAHE € Ja CE OIEHAT MOP(POMETPUYHUTE
XapaKTEepUCTHKH Ha PYNTYpPUPAHU U HEPA3KbCAHU AHEBPUIMHU IPH CEpUSl OT XUPYPrHUHO
JIEKyBaHHU MAallMeHTH ¢ MHOKECTBO MHTpaKpaHHalHU aHeBpu3Mu. Cropes KOHCTaTallMUTe ca
aHAJTM3UPAHU PA3TUKUTE MEXKAY PYNTYPUPAHU U HEPA3KbCAaHU aHEBPU3MU IPU MAIMEHTH ChC
cy0apaxHOMJIEH KpPBBOM3IMB M MHOXKECTBO HMHTpAaKpaHUAIHU aHEBpU3MHU. Mertoau:
[llectaecer u oceM mauMeHTH CbC 174 MHOXKECTBEHM aHEBPU3MHU M KIMHUYHA KapTHUHA Ha
aHeBpHU3MaJIeH cyOapaXxHOUAECH KPbBOU3IUB ca JeKyBaHH B ABe 6oiaHuIM B Codus, bearapus
mexay 1991 u 2010 r. Paskbcanata aHeBpu3Ma € HACHTH(QHIMpaHA OT HpeAONepaTHBHU
u3cienBanus (KOMMOIOThpHA Tomorpadus Ha TJlaBara, JAWTUTATHA CyOTpakIMOHHA
TomMorpadus ) U € J0Ka3aHO 0 BpeMe Ha XUpypruyHara mpouenypa. IlpemonepatuBHute
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aHTHOTpaMU ca U3IOJI3BaHM 3a HW3MEpBaHE Ha MOPHOMETPUYHHUTE XapPAaKTEPUCTUKH Ha
pYNTypUpaHd ¥ Hepa3KbCaHW MO3BYHM aHEBpU3MHU. M3mon3Baxme eIHONPOMEHIINB
JIOTUCTUYEH PErPECHMOHEH aHaju3, 3a Jia MOJYYHM CHOTHOIIEHUS Ha IIaHcoBeTe. TecThT Ha
Cochran—-Mantel-Haenszel 3a 3aBucumocT Oellie M3BBPINEH, 3a Ja C€ MOJIYYH KOPUTHPAHO
ChOTHOULIEHUE HA IIAHCOBETE U P — CTOMHOCT 3a 3aBucuMocTTa. Pesynrtatu: Ilpu 16 (23,53%)
MalUeHTH pa3KbcaHaTa aHEBpU3Ma He € Hai-roismara. M3uucnenure koehuIUMEHTH Ha
koepunmeHT ¢ 95% MOoBepUTETHN MHTEPBAIN pa3KpuxXa CHIIHA BpPB3Ka C PYNTypa 3a pa3zMep
Ha aHeBpHU3Mara > 7,5 mm, MECTONOJIOKEHNE Ha aHEeBpU3MaTa B IpeJHaTa KOMyHHUKAIlMOHHA
- KOMILJIEKC Ha MpeAHaTa MO3bYHA apTepusi, HempaBuiHa opmMa Ha aHEeBpU3MaTa M br'bJl Ha
HakjaoH. CpenHaTa CTOMHOCT Ha brbja Ha HakioHa € 153,06° £ 21,16 3a paskbcaHUTe
anespusmu u 106,78° + 29,50. Cnen u3BbplIBaHE Ha TECT 3a 3aBUCUMOCT U KOPEKIUS 3a
pa3Mepa U MECTOIOJIOKEHUETO Ha aHEeBpPH3MaTa, CbOTHOLIEHUETO Ha pa3Mepa, HelpaBuiIHaTa
dbopMa, TepMUHAIHHS TUIl aHEBpPH3Ma M BIbJla HAa HAKIOH HA aHEeBpU3Mara OsiXxa CHIIHO
CBBbpP3aHM C pyNTypara Ha aHeBpHu3Ma. 3akiroueHue: EnanHcTBeHaTa He3aBUCHMMa 3HAYMMa
JeTepMUHAHTA 3a pPYNTypa Ha aHeBpU3Ma OCBEH pa3Mepa U MECTOIOJIOKCHHETO Ha
aHeBpH3MaTa € BI'hJIbT Ha HaKJIOHA Ha aHeBpu3mMara (p<0,05).

Abstract: Objective: The purpose of the present research was to evaluate the morphometric
characteristics of ruptured and unruptured aneurysms in series of surgically treated patients
with multiple intracranial aneurysms. According to the findings the differences between
ruptured and unruptured aneurysms were analyzed in patients with subarachnoid hemorrhage
and multiple intracranial aneurysms. Methods: Sixty eight patients with 174 multiple
aneurysms and clinical presentation of aneurismal subarachnoid hemorrhage were treated in
two hospitals in Sofia, Bulgaria between 1991 and 2010. The ruptured aneurysm was
identified from preoperative studies (head computed tomography, digital subtraction
angiography, computed tomography angiography) and it was proved during the surgical
procedure. The preoperative angiograms were used to perform measurements of
morphometric characteristics of ruptured and unruptured cerebral aneurysms. We used
univariable logistic regression analysis to obtain odds ratios. Cochran—-Mantel-Haenszel test
for dependence was performed to obtain adjusted odds ratio and p — value for dependence.
Results: In 16 (23.53%) patients the ruptured aneurysm was not the largest one. The
calculated odds ratios with 95% confidence intervals revealed strong association with rupture
for the aneurysm size > 7.5 mm, aneurysm location at anterior communicating - anterior
cerebral artery complex, irregular aneurysm shape and angle of inclination. The average value
of the angle of inclination was 153.06° + 21.16 for the ruptured aneurysms and 106.78° +
29.50. After performing a test for dependence and adjustment for aneurysm size and location,
size ratio, irregular shape, terminal aneurysm type and aneurysm inclination angle were
strongly associated with aneurysm rupture. Conclusion: The only independent significant
determinant for aneurysm rupture besides aneurysm size and location was aneurysm
inclination angle (p<0.05).

33. Dimitrova ZI, Hristov E, Andreevska K, Ognianov S, Deliiski Tz, Burgazliev H. How
did pharmacy education shape the pharmacy profession and pharmacy practice in
USA./l Social medicine, 2017. 2/3: 7-9

Pe3rome. Ome ot Bpemeto Ha CpeaHOBEKOBUETO AaNTEKapuTe Cca  HU3ydaBajiu
(bapMaIieBTUYHOTO U3KYCTBO Upe3 pa3inyHu (GOpPMHU HA YMpaKyBaHE C HaAeXIaTa Ja MoIydar
MarucTepuyM M Ja CU OTKpHUAT coOcTBeHa anteka. C OypHOTO pa3BUTHE Ha HAY4YHUTE
OTKpHUTHA, 0c0OeHO B 00acTTa Ha ankanouHata Xxumus B kpast Ha X VIII u nauanoro na XIX
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BEK, HIKOM 3alaJHOEBPOICHCKN CTpaHU BBBEXKIAT O(HUIMATHO OJ0OpPEHH NporpamMu C
M3HUCKBaHUS KbM anTeKapuTe, OOMKHOBEHO ChOOpPa3eHH C MHEHUETO Ha MpernoJaBaTesIuTe 1o
MenuiuHa. [lonusHa ot Tpagunuure, 3anoxenn B Equkra Ha @punpux I, [Ipycus nspsa B
kpas Ha XVIII B. OTKpWBa 4YacTHU MHCTUTYTH 3a MOATOTOBKAa Ha alTEKapu, KBIETO CE
MpernojaBaT 3HAHUS MO OCHOBHHTE HAaydyHU OOJACTH B JOMBIHEHHE KbM NPAKTHUECKUTE
YMEHUS W OIUT, MOJYYEHU II0 BPEME Ha YMPAKyBaHETO B amnTeka. AMEPUKAHCKOTO
dapmaneBTHUYHO 00pa30BaHUE U3BBPBIBA MHOTO IBIBI U MOYYHTENCH BT OT YNPAKYBAHETO
70 TIOJIy4aBaHETO Ha oOpa3oBaTeiaHaTa cTereH aokTop mo dapmarus (Pharmacy Doctor),
KOITO € 00eKT Ha HacTosIIaTa 0030pHa MyOIUKALIKS.

Abstract. Since medieval times, apothecaries learned their art at the site of the preceptor
while serving various terms of apprenticeship in hopes of becoming a master in a European
guild and opening their own shops. With the rapid scientific advancements of the late
eighteenth and early nineteenth centuries, especially in alkaloid chemistry, several European
nations instituted formal programs instituted of instructioninstituted for apothecaries usually
in conjunction with medical educators. The German states influenced by the traditions of
Frederickl1sl, Constitutiones (c. 1240) developed private pharmaceutical teaching institutes in
the late eighteenth century that taught subjects in the basic sciences to supplement the
practical experience gained in apprenticeships. Pharmacy education in the United States has
come a long way from the old British medieval apprenticeship system to the implementation
of a six-year doctor of pharmacy degree as the entry-level degree for all pharmacists.

34.ZI1. Dimitrova, I. Getov, E. Hristov, St. Georgiev, K. Andreevska, V. Madjarov, S.
Ognianov, Hr. Burgazliev, Tz. Deliiski, K. Tzolova. Hospital pharmacy and the rise of
clinical pharmacy in the United States.// Social medicine, 2017 2/3: 8-10

Pe3ome. Mnesta 3a kinHUYHATa (apMaiys ce MOsSBsIBa C PAa3BUTHETO HA ChBPEMEHHUTE
Moaepan Oomuunm B CAII] mpe3 20-te romuam Ha XX B. B cpeAuTe Ha OOJHUYHUTE
(dapMareBTH, KOUTO ca MAILMHCTBEHA Tpyna B cBoATa mnpodecuss u paboOTAT B CSIHKATa Ha
CBOUTE MHOTOOpDOWHHM KOJIETM OT OTKpUTHTE anTeku. [IpenBokgaHM OT MpPO30pIMBH U
aKTUBHM JUAepH kato Xapsu Yaiitau, lonang ®panke, Jonang bpoau u np. GoaHUYHUTE
(dapManeBTH IbpBU (PopMyaUpaT uAeATa 3a KIMHUYHATA (phapMaiusi, KOATO ILIe JOMHHHUpPA
¢dapmaneBTuyHara npodecuss B kpas Ha XX B. C pa3BUTHETO Ha KIMHMYHATa (papmanus
Bb3HUKBAT HOBUTE KOHLEMNIMHU 3a (apMalleBTUUHM TPHXKU U 3a KOHTPOJ Ha JIEKapCTBEHATa
Tepamnus Ha MAlMEHTUTE, KOUTO Ca JABMKEIINUTE CUIIM B anTeyHara npaktuka Ha XXI B.

Abstract. Clinical pharmacy emerget out of the growth of the modern American hospital in
the 1920 s. Hospital pharmacists who were a minority in their own profession often were
marginalized by their more numerous community pharmacy colleagues. Led by visionaries
and activists, including Harvey Whitney, Donald Francke, Donald Brodie, and others, hospital
pharmacists pioneered the idea of clinical pharmacy that would come to dominate the
pharmacy profession by the end of the twentieth century. From the clinical pharmacy
movement, the concepts of pharmaceutical care and MTM are now the guiding forces of
twenty-firstcentury pharmacy practice.

35. Hristov E, Dimitrova ZI, Parvova I, Ognyanov S, Delyiski Tz. Development of the
pharmacoeconomics in Bulgaria.// Social medicine, 2017 2/3: 14-19
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Pe3rome. 32 NKOHOMUYECKH aHAIM3M HA JIEKAPCTBEHATA Tepalusl B CBETOBEH Mamiad 3amouyBa
na ce ropopu B cpenata Ha 60-te ronmuHu Ha 20 BEK, B paMKUTE€ Ha WKOHOMHUKATa Ha
3npaBeonaszBaHero. B boarapus nmo 1990 r. 3a uKoOHOMHKA Ha 3apaBeONa3BaHETO,
PECIEKTUBHO 3/]paBHa UKOHOMHUKA U (papMaKOMKOHOMHKA HE C€ TOBOPU U HE CE€ CIIOMEHaBa
HUTO B MOMNYJIIpHATa, HUTO B CHEIMalM3MpaHaTa Hay4yHa jguteparypa. Cien mpomMsiHaTa Ha
obmectBeHust mozen mpe3 1990 m B pesynraT Ha (GopMUpaHETO Ha HOBH OOIIECTBEHO
MKOHOMUYECKH OTHOIICHUS M HAaBJIM3aHETO Ha Ma3apHUTE B3aMMOOTHOUIEHUs B bwiarapus,
3aroyBa U pa3BUTHE Ha MKOHOMHUKATa Ha 3/IpaBeolla3BaHETO, BKJI. (papMakOMKOHOMHUKATA. 3a
OBpBH TBT B bhirapus mnpenogaBane Ha (apMaKOMKOHOMHKA € BKJIIOYEHO B yuyeOHara
mporpama 3a CTYACHTH M0 MeaunuHa V Kypc mpe3 ydeOnara 1992/93 r. B MenunumHCcKu
yauBepcuteT Tp.Codust, B pamkute Ha Karenpara mo kIMHUYHA (apMaKOJIOTUS U TEpArIHsl.
Crygentute oT cnenuanHocrra ,®Dapmanusa’ ce cpemiaT 32 OBPBHM  OBT C
(apMaKOMKOHOMHKATa B PAMKHTE Ha 00YYEHUETO IO JTUCHMIINHATA ,,Knnauuna dapmarus’”.
Ot yuecbnarta 2005/2006 r. ,,dapMakOMKOHOMHKA” € 3abJDKHTEIHA yueOHA AMCIUIUIMHA B
Kypca 3a o0ydenue 1o ,,dapmanus” BB Bcuuku PapmaneBTnunu ¢akyntetu B bearapus. B
nepuoaa ot 2001 r. go 2009 r. mocnegoBaTenHo ce ch3maBar DakyaTeTd Mo OOIMIECTBEHO
3npaBe B MeaunuHCckuTe yHUBepcuteTd B rpamoBete [lnmesen (2004r.), Bapna (2006 1.) u
[TnoBauB (2009 T.), B KOWUTO CBIIO € 3acCThIEHO OOyYeHHE TI0 HWKOHOMHKA Ha
3/IpaBEOIa3BaHETO, PECMEKTUBHO (apMAaKOMKOHOMHUKA. 3a WHpPBH 0BT B bbirapus
M3HUCKBaHUS 32 BbBEXKJAHE HA MKOHOMMUYECKU aHAJIM3H U OLIEHKH Ha JIEKApCTBEHU MPOAYKTH
ce BpBexaar or H30K mpu ompexnensiHe Ha HuUBaTa Ha peMMOypcHpaHe Ha 3alllalllaHUTe
JIEKapCTBa MO JIMHUS Ha 3/paBHOTO ocurypssaHe npe3 2000 r. 3a Ha4ajio Ha CHUIMHCKOTO
HaBIM3aHe Ha (apMaKOMKOHOMHKATAa B PEryjlaTopHaTa MpPaKTHKa Ce CYUTA Ch3AABAHETO Ha
cucremara ,,[I03UTUBEH JEKapCTBEH CNHMCHK , YMETO BB3HUKBAHE CTAaBa BB3MOXXHO 4pe3
M3BBPILIBAHETO HA MPOMsHA B 3aKOHA 3a JIEKApCTBaTa M alTEKUTE B XyMaHHATa MEAUIMHA
mpe3 2002 r. I'maBHata men € JIeKapcTBEHATa TMOJUTHKA Aa ce (GopMupa Ha IbpPKABHO
paBHUIIE, OCHOBaHA Ha HAYYHH TOJXOJH, Oa3upaHa Ha sICHA EKCIEepPTU3a, CTATUCTUYCCKH
NaHHY, (papMaKOenuaIeMHUOJIOTHsI, MAaKPO-UKOHOMUYECKH JaHHH, OIOJKETHO BB3JCHCTBHE U
T.H. JIekapCcTBEHUAT Mma3ap B bearapwusi, pecrieKTUBHO LIEHOBaTa U peruMOypcHaTa MOJIUTHUKA
MOKa3BaT TpailHa peryjaTopHa HECTAOMIHOCT M M3MEHYMBOCT M HAJIMYUE HA CEPUO3HU
mpo0JieMH KakTO B OCHUTYpSIBaHE HA HAJIMYHOCT HA JIEKAPCTBEHHUTE IMPOIYKTH, Taka U B
o0e3neyaBaHETO Ha JOCTHIIHOCT HA MUKPO- U MaKpO- paBHHUILIE.

Abstract. Speaking about economic analyses of drug therapy worldwide began in the mi-60s
of the 20 century within health economics. In Bulgaria, health economics, respectively health
economics and pharmacoeconomics were not spoken about until 1990 and they were not
mentioned neither in popular nor in specialized scientific literature After the change of the
social model in 1990 and as a result of the new socio-economic relations and the introduction
of market relations in Bulgaria, health economics began to develop, including
pharmacoeconomics. Teaching pharmacoeconomics was included in the curriculum for the
first time in Bulgaria for medical students in their 5th academic year in 1992/93 at the
Medical University of Sofia, within the Department of Clinical Pharmacology and
Therapeutics. Students studying pharmacy were acquainted for the first time with
pharmacoeconomics within the course of "Clinical Pharmacy"”. Since the academic year
2005/2006, "Pharmacoeconomics” has been a compulsory training course in the course of
study in pharmacy in all Departments of Pharmacy in Bulgaria. In the period from 2001 to
2009, Departments of Public Health were established in the Medical Universities in the cities
of Pleven (2004), Varna (2006) and Plovdiv (2009) including training courses in health
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economics, respectively pharmacoeconomics. In 2000, for the first time in Bulgaria, NHIF
introduced requirements for economic analysis and evaluation of medicinal products when
determining the levels for reimbursement of drugs paid under the health insurance fund. The
establishment of the Positive Drug List was considered the start of actual penetration of
pharmacoeconomics in the regulatory practice, which became possible due to the amendments
made in the Drugs and Pharmacies in Human Medicine Act in 2002. The main objective was
drug policy to be formed at state level based on scientific approaches, on clear expertise,
statistics, pharmacoepidemiology, macro-economic data, budgetary impact, etc. The drug
market in Bulgaria, respectively pricing and reimbursement policies show continuous
regulatory instability and variability and there are serious problems both in ensuring the
availability of medicinal products and in ensuring their accessibility at micro and macro level.

36. Hristov E, Ognianov S, Deliiski Tz, Andreevska K, Burgazliev H, Dimitrova ZI.
Adverse drug reaction reporting by patients in region of Plovdiv. Scientific works of
the Union of Scientists in Bulgaria-Plovdiv, series G. Medicine, Pharmacy and Dental
medicine, Vol. XXII., 2018, p.53-56. ISSN 2534-9392 (On-line).

Pe3iome. Boeeaenue: To3u npernien o0CHkIa y4acTUETO HA MAIMEHTUTE B IOKJIAABAHETO Ha
HexkenaHu JekapctBenu peakuuu (HJIP). ITanmenTuTe ce BB3MON3BAT OT JIeKapcTBaTa, HO
M3MUTBAT U TEXHUTE HeOmaronpusaTHU edextu. Thi KaTo omaceHUsATa 3a OE30MacHOCTTa Ha
JIEKapCTBaTa ca M 3arpMKEHOCT HAa MAlMEHTUTE, MAalUEHTHT ChIIO MOXE Ja Urpae pojisi B
HaMaJIIBAHETO HA PUCKOBETE OT JIeKapcTBeHara Tepanus. IlpuemaHeTo Ha IOKJIaJBaHETO Ha
NaIMeHTUTe 3a HexenaHu JsekapcrBeHu peakiuu (HJIP) xbM cuctemuTe 3a CIOHTaHHO
ChOOIIIaBaHE U TEXHUAT MPUHOC KbM (papMaKoIOruyHaTa OAUTETHOCT BCE OIE € MPeaMeT Ha
IUCKycHsi. BeIIpekn 4e B HAKOJIKO CTpaHU MAIlMEHTUTE UMAT BH3MOXKHOCT Jla ChOOIIaBaT 3a
HEeXeJlaHU JIEKapCTBEHH pPEaKIMH, CHIIECTBYBAT MAJKO MyOIMKAIMM 3a IpPUHOCA, KOHTO
JOKJIaJINTE Ha malueHTuTe umar exeaneBHo. Llen: Llenra Ha u3cienaBaHeTo € 1a ce OLEHU
JOKJIa/IBAHETO HA HEYKEJIAHU JIEKAPCTBEHU PEaKkUHUM OT mauueHTy B bearapus. Mertononorus:
W3non3Ban € JAOKYMEHTAJNlEH W CTaTUCTUYECKHM aHAJIU3 Ha IOMBJIHEHUTE BBIPOCHULIH.
[IpoyuBanero e mpoBeaeHo B IlmoBmuBcka oGnact. Pesynratu: ChriacHO TOCIETHUTE
M3MEHEHUs Ha 3aKoHa 3a JieKapcTBaTa B XyMaHHATa MEAMIIMHA, MAIMEHTUTE MoraT [a
ChOOIIIaBAT 3a HEXEJIAaHU JIEKAPCTBEHH PEAKIMHU MO BCAKO BpEeMEe Ha 3[PaBHU CHEIHATUCTH
win Harmmonannata arenuus mo JyiekapctBata (NDA). EnHOBpeMEHHO ¢ mpenopbhbYaHus IMo-
paHo MeTOoJ 3a JOKJa/JBaHE OT MEAMIIMHCKHU ClenuanucT (Jiekap, (apmanesT, akyuiepka,
MEJIUIIUHCKA CECTpa), MMa BBb3MOXKHOCT Jla C€ HalpaBHU JUPEKTEH CUTHAJ 32 CbMHEHHE 3a
HJIP xsM NDA. YcranoBuxme o6aue, 4e mo-TroJisiM IIPOILIEHT OT MAIMEHTUTE OrXa ChOOIIIN
3a HJIP riaBHO Ha jiekapy U APYTH 30paBHU CIECLUAIMCTH U HE 3HAAT 34 CHLICCTBYBAHETO HA
XKbJITaTa KapTa. 3akioueHue: Pesyiararure oT mpoydyBaHETO pa3KpuBaT HEOOXOJMMOCTTA OT
MO-TECHU BPB3KU C MAIMEHTCKUTE opranuzanuu. [Ipu ocbiiecTBsiBaHe HA AUPEKTEH KOHTAKT
ChC CaMHUTE MAI[UEHTH B ANTEKUTE € MPENOpPBUYUTENHO Te Aa ObmaT oOydenum 3a HIJIP u
TAXHOTO oTuuTane. OOy4eHHETO W OCBEIOMEHOCTTAa Ha TAIMeHTUTE ChHINO MoraT Ja
BKJIFOYBAT MEIUH.

Abstract. Introduction: This review discusses the involvement of patients in the reporting of
adverse drug reactions (ADRs). Patients benefit from drugs but also experience their adverse
effects. Since concerns about the safety of drugs are also patients' concerns, the patient could
also play a part in decreasing the risks of drug therapy. The acceptance of patient reporting of
adverse drug reactions (ADRS) to spontaneous reporting systems and their contribution to
pharmacovigilance is still a subject of discussion. Although in several countries patients have
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the possibility of reporting ADRs, few publications exist about the contribution that patients’
reports have in daily. Aim: The aim of the study is to assess the adverse drug reaction
reporting by patients in Bulgaria. Methodology: Documentary and statistical analysis of the
completed questionnaires has been used. The study was conducted in Plovdiv region. Results:
Under the latest amendments to the Law on Drugs in Human Medicine, patients may report
adverse drug reactions at any time to healthcare professionals or the National Drug
Agency(NDA). Simultaneously with the previously recommended method of reporting by a
medical specialist (physician, pharmacist, midwife, nurse), there is an opportunity to make a
direct alert for a suspected ADR to NDA. However, we have found that a larger percentage of
patients would report the ADR mainly to physicians and other healthcare professionals and
are not aware of the existence of the yellow card. Conclusion: The results of the survey reveal
the need for closer links with patient organizations. When conducting direct contact with the
patients themselves in the pharmacies, it is advisable to train them about ADRs and their
reporting. Patient education and awareness can also involve media.

37. Hristov E, Parvova |, Ognianov S, Andreevska K, Delyiski Tz. Can we use the
regulatory indicators and criteria for evaluation of pharmacovigilance? The other point
of view! Scripta Scientifica Pharmaceutica 2018; 5(1):57

Pe3rome. BbBenenue: ABTopuUTE MNPEACTaBAT pa3iiMyHa TJeqHA Touka - Moxkem M J1a
U3MOJI3BaMe PEryJaTOpHUTE IMOKa3aTeld M KPUTEpUU 3a OlleHKa Ha (apMaKoJOTrHYHaTa
onurenHocT? Marepuaii W METOAU: AHANIM3UpaxMe PETPOCHEKTHBHO paborara Ha
EBpomneiickara arenmust mo JsekapcrBata (EMA), cBbp3aHa ¢ T.Hap. IEHTpadu3upaHa
npoieaypa 3a nepuoja oT ch3gaBanero u npe3 1995 r. no 2011 r. M3non3BaxMe 1aHHU OT
roauiiHuTe nokiangu Ha EMA, eBpomnelickuar Peructhp Ha jekapcTBaTa, MOAABPKAH OT
EBpomneiickara komucus, EBpomeiicku mnyOJMYHM [MOKJIAAM 3a OIEHKA Ha pa3pelieHH
JeKapcTBa M MCTOpHUS Ha OICHKaTa Ha JIeKapCTBEHHTE MpoayKTH. Pesynratu: 3a
aHAJM3UPaHUs IEPHOJ ca TofaeHu 956 3asBieHus 3a ycKaHe Ha ma3apa 1 ca ojjo0peHu 673
paspemienus 3a ynorpebda (YP). Ot oOmus 6poii mogaaeHu 3aspienus 165 ca orreriaeHu u 46
OTXBBbpJIeHU — 211 nexapcTBEeHH NMPOAYKTa HE ca JOCTUTHAIM 70 u3aBane Ha PY. 3a pa3nuka
ot 673 onobpenu PY, 18 604 Bapuanuu (tumn I u tun 1) ca paspemenu, unu cpegno 27,6
BapHaIliy Ha JICKapCTBEH MPOAYKT. 3akimroueHus: HabmogaBame TeHACHIIUS 32 MHOTOKPaTHO
yBenu4yaBaHe Ha Oposi Ha Bapuanuute Ha PY Ha Bcekum mer romunu. Ha 16-tata romuna ot
cp3gaBanero Ha EMA ce nHaOmonasa ,.enuaemus ot Bapuanuu Ha PY. AnexkBartHa nu e
perynaropHara cpena? HMma num  gaHHM 3a  0e€30MacHOCT, OT KOUTO HHIYCTPHSITA,
perynaropure, JIeKapuTe U MAIUEHTUTE TPSOBA Ja HAMpPaBAT 3aKIIOUeHUs? YCIOBHUSTA, TIPH
KOUTO JIaJIeH JIEKApCTBEH IPOAYKT € pa3pellieH, OCTaBaT JH ChIIUTE Clie]] MyCKaHETO My Ha
nazapa? Mima TBbp/e MHOTO BBIIPOCH, HA KOUTO € TPYJIHO Ja Ce€ Jajie TOYEH OTIOBOP, a HIKOU
OT TSIX ca pUTOPUYHH!

Abstract. Introduction: The authors present a different perspective - Can we use the
regulatory indicators and criteria for evaluation of pharmacovigilance? Materials and
Methods: We have analyzed retrospectively the work of the European Medicines Agency
(EMA) related to the so-called centralized procedure for the period from its creation in 1995
to 2011. We used data from the EMA Annual Reports, the European Medicines Register
maintained by the European Commission, European Public Assessment Reports on authorized
medicines, and assessment history of medicinal products. Results: For the analyzed period,
956 marketing authorization applications were submitted and 673 marketing authorizations
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(MAs) were approved. From the total number of submitted applications 165 were withdrawn
and 46 rejected - 211 medicinal products did not reach the issuance of MA. In contrast to the
673 approved MA, 18 604 variations (type | and type Il) were authorized, or 27.6 variations
on average per medicinal product. Conclusions: We have seen a tendency for a multiple
increase in the number of variations to the MAs at every five years. On the 16th year of the
establishment of EMA, an “epidemic” of variations to MAs was observed. Is the regulatory
environment adequate? Are there safety data from which industry, regulators, doctors and
patients have to draw conclusions? Are the conditions under which a medicinal product is
authorized remain the same after its placing on the market? There are too many questions on
which it is difficult to give a precise answer, and some of them are rhetorical in nature!

38. Hristov E, Ognyanov S, Deliyski T, Andreevska K, Burgazliev H, Grekova D,
Dimitrova Z, Yordanov E, Rashkov D. Effect of Pharmacist Involvement on Patient
Reporting of Adverse Drug Reactions in Bulgaria. J Adv Res Pharm Sci Pharmacol
Interv 2018; 2(2): 1-6.

Pe3iome. CseroBHara 3mpaBHa opranusamus (C30) nepunupa dapmakosoruyHara
OIUTETHOCT KaTo ,,HayKaTa U JeHHOCTUTE, CBbP3aHU C OTKPUBAHETO, OI[CHKATa, pa30upaHeTo
U TPEeNoTBpPATABAHETO Ha HEOJIaronmpuaTHH eQEeKTH WIM BCAKAKBU JPYTrd BH3MOKHU
npoOieMu, cBbp3aHU ¢ JekapctBata“. Hexenanwre nekapctBeHu peakiuu (HJIP) ca
3HAYUTEIIHa MpHUYMHA 3a 3a00JeBa€MOCT UM CMBPTHOCT W JONPHHACAT 3a YecToTaTa Ha
HE)XETaHUTE CBOWTHS, KOETO BOIM JO YBEIMYaBaHE Ha pa3XxoAMTE 3a 3/paBeola3BaHE.
JlocTaBuniTe Ha 3ApaBHU YCIyTH TpsiOBa Aa pa3bepar cBoATa pojisi U OTTOBOPHOCT MpHU
OTKPUBAHETO, YIPABIEHUETO, JOKYMEHTUPAHETO U AoKjaaBaHeTo Ha HJIP, Bcuuku ocHOBHU
JEHHOCTH 3a ONTHMHU3HMpaHEe Ha 0e30MacHOCTTa Ha manueHTuTe. PapMaleBTUTEe UMAT BajkHA
OTTOBOPHOCT TNpU HAOIIOACHUWETO Ha TeKyllara Oe30MacHOCT Ha JekapcTBara. llenta Ha
U3CIIEIBAHETO € Ja pa3Kpue KakBa € KIIMHUYHATa OTTOBOPHOCT Ha (apMalleBTa Ipu PaHHOTO
orkpuBane Ha HJIP. M3scnensanero e HaOmromarenHo. berie M3roTBeH BBIPOCHHUK 3a
W3CIIe/IBAaHE HAa 3HAHMATA U OTHOIICHHUETO Ha (papMaIrleBTUTE OTHOCHO nokiaaBaHeTo Ha HIIP.
Bwnpocuuxst Oemte ganeH Ha 415 ¢apmarnestu. [IpoyuBanero e nposeneHo ot maii 2017 r.
no centemBpu 2017 r. B Codus, cronunara Ha bearapus. M3non3sanu cMe U TOKYMEHTaTHU
U CTAaTUCTHUYECKU METOAH. BBIIPOCHUKBT BKIIOYBA BHIPOCH OTHOCHO (PAaKTOPUTE, CBHP3aHH C
noxiaaBaneTo Ha HJIP, kouto ca Ouiam roaMHM Ha TPYAOB ONMUT KaTo (papMaiieBT, HaBHKa 3a
orkpuBane Ha HIJIP karo wact or 3ambikeHusATa Ha (papmaieBTa, NMPUTEKABAHETO Ha
OCHOBHHUTE TIO3HaHMsI, HeoOXonumu 3a nokianaBaHe Ha HJIP u Haif-uecTo mUTHpaHUTE
npuyrHHM 3a He nokiaasane Ha HJIP. 401 ot anketupanute papmaineBTH pabOTAT B anTeKa Ha
OTKpUTO, a 14 B Gonmuuyna. 58,5% OT aHKeTUpaHHUTE ca MaructTbp-apmanenty, a 41,5% ca
yrnpaBuTenu Ha anteku. B beiarapus ce HaOmonaBa Mo-HUCHK MPOIEHT HAa JIOKJIAJBAaHE OT
¢dapmaneBtu. [loBeyeTo OT aHKETUPAHUTE €IUHOIYIIHO CIOJENAT, Y€ HE ca JOKJIaaBalH 3a
HJIP nuto na MAJL, nuro Ha XKbirata kapta. Hegoctarpunoro crobmaBane Ha HJIP e uecto
CpellaHo SIBJIEHHE B TMPOTpaMHUTEe 3a CIOHTAaHHO CJIEIMapKETUHTOBO HaOIIO/ICHHUE.
HepocraTtpuHOoTO OTYMTaHe MOXe Ja 3a0aBU OTKPUBAHETO HA CHUTHAI M Ja NPUYUHU
MOJLIEHABaHE Ha pa3Mepa Ha mnpobOinema. BaxHo e ga ce oO0bpHE BHUMaHHE Ha
¢dapmaneBTuHara npodecus, ye Habmoaennero Ha HJIP e mpuoputer u e npodecnonanna
OTTOBOPHOCT.

Abstract. The World Health Organization (WHO) defines pharmacovigilance as “the science
and activities relating to the detection, assessment, understanding and prevention of adverse
affects or any other possible drug-related problems.” Adverse drug reactions (ADRS) are a
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significant cause of morbidity and mortality and contribute to the incidence of adverse events,
resulting in increased healthcare costs. Healthcare providers need to understand their role and
responsibility in the detection, management, documentation, and reporting of ADRs, all
essential activities for optimizing patient safety. Pharmacists have an important responsibility
in monitoring the ongoing safety of medicines. The aim of the study is to reveal what is the
clinical responsibility of the pharmacist in the early detection of ADRs. The study is an
observational one. A questionnaire was prepared to investigate knowledge and attitude of
pharmacists regarding ADR reporting. The questionnaire was given to 415 pharmacists. The
study was conducted from May 2017 till September 2017 in Sofia, the capital of Bulgaria.
We have used a documentary and statistic methods as well. The questionnaire includes
questions on Factors Associated with ADR Reporting, which have been years of work
experience as a pharmacist, the habit of detecting ADRs as part of pharmacists’ duties, having
the basic knowledge needed to report ADRs and the most frequently cited reasons for not
reporting ADRs. 401 of the pharmacists surveyed work in an open-air pharmacy and 14 in a
hospital pharmacy. 58.5% of the respondents are master pharmacists and 41.5% are managers
of pharmacies. Lower reporting rates by pharmacists are observed in Bulgaria. Most of the
respondents unanimously shared that they did not report on the ADRSs either on the Bulgarian
Drug Agency or the Yellow Card. Underreporting of ADRs is a common phenomenon in
spontaneous post-marketing surveillance programs. Underreporting may delay signal
detection and cause underestimation of the size of a problem. It is important to address
within the pharmacy profession that ADR surveillance is a priority and a professional
responsibility.

39. Stoyanova S, Hristov E, Andreevska K, Delyiski Tz, Ognyanov S, Dimitrova ZI,
Burgazliev H. The distance between dreams and reality is called action or what is it
like to be among the first female pharmacists in Bulgaria?// Social medicine, 2018 3/4:
86-89

Pe3tome. Criopenl CTaTUCTHYECKH MPOYYBAHMSI M JaHHU TPEIHd BEKOBe (apMareBT € Ouiia
TUMMMYHA MBXKaA MPOodecus U ¢ MAIKU M3KIIOUYCHUsI ce € TTpaKkTuKyBana ot sxeHu. Cren 80-te
roguHu Ha 20-TH BEK U Mpe3 MbPBUTE TOAWMHM Ha 21-BU Bek (hapmarusaTa cTaBa €IHa OT Hali-
MPEeNNOYUTaHUTE CHEIUATHOCTH 3a IMpodecuoHalHa peanusanus cpen >keHute. Ensa num
HSKOW C€ € 3aMHCIIST KOM ca IBbPBHUTE OBJITAPCKH TOCIOXKHIIM, KOSATO Ca yCIeTu Ja ce
nmpedopsAT 3a MpaBOTO Aa ObJaT oO0ydaBaHM KaTO aNTeKApCKU YYEHWIH, TTOMOITHUK-
dapmaineBTH U MaructThp-(hapMmareBTH BbB BpeMEHa Ha MbJCH marpuapxar. HampaBuxme
00CTOEH TIperJie]] U MPOyYBaHe Ha UCTOPUYECKH CBEJIEHUS M JJOKA3aTEeJICTBA U B HACTOSIATa
nyOJIMKanus mpeacTaBsiMe UHGOpMAaIHs 3a TpU JOCTOWHU OBITapCcKH JaMu, IIPUMEp 3a JKEHH
MpEeBbpPHAIM MEUTaTa CH B PEaTHOCT — Ja ObJaT MarucTbp (apMaleBTH M JONPUHECIH 32
Pa3BUTHUETO HA ANITEYHOTO JEIIO B PEANIIA OBITAPCKH IPAIOBE.

Abstract. Many studies and statistics show that a pharmacist has been a typical male
profession, centuries ago and with a few exceptions it has been practiced by women as well.
However, after the 1980s and the first years of the 21st century, pharmacy became one of the
most preferred specialties for women's professional development. Scarcely anyone has
thought about the first Bulgarian ladies who have managed to fight for the right to be trained
as pharmacists students, assistant pharmacists and master pharmacists in times of full
patriarchy (male domination). We have thoroughly reviewed and researched historical
background and evidence and in this publication we present information about three worthy
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Bulgarian women, an example of women turning their dream into reality - to be Master
pharmacists and have contributed to the development of pharmacy in many Bulgarian cities.

40. Hristov E, Ognyanov S, Deliyski Tz, Andreevska K, Grekova D, Burgazliev H,
Dimitrova ZI, Yordanov E, Rashkov D. Adverse drug reaction reporting by patients in
Bulgaria. //Scientific works of the Union of Scientists in Bulgaria-Plovdiv, series G.
Medicine, Pharmacy and Dental medicine, Vol. XXIIIl. ISSN 1311-9427 (Print), 2019,
p.372-379, ISSN 2534-9392 (On-line).

Pe3iome. BrBenenue: Hexenanute nekapcrBenu peaknuu (HJIP) ca cepuosen mpoOnem 3a
obmecTBeHOTO 3apaBe. Cwmsita ce, 4e 5% OT Bcuukd OOJHUYHM XOCHHUTAIW3ALUS B
EBponeiickust cvto3 (EC) ce apmwkar va HJIP m we HJIP ca merara Bomema mpuunHa 3a
6onanyHa cMbpT. ToBa mpezacrasisiBa npudnuzurenno 197 000 cMbpTHH ciaydast TOAUIIHO. |
Borpekn dye Haif-yecTuTe HEXENaHU pEaKIUU KbM JIeKapcTBa MoraT JAa Objaar
UACHTH()UIMPAHU B KIMHUYHU MPOYYBAHUS, MMO-PEAKUTE MOTAT Ja ObJIAT pa3mo3HATH Camo
KOraTo MHOTO TAallMEeHTH ca U3MOJ3BaJH JIEKAPCTBOTO B HOpMajHaTa KIMHUYHA MPAKTUKA, B
IBITOCPOYCH IUIAH WM JOPHU CIIe] Kpas Ha JICYEHHUETO - U caMmo ako ce chobmaa. Upes
cbOrMpaHe Ha JOKJIagu 3a TMpeArnojaraéMu HEeXeJlaHW JIEKapCTBEHH pPEaKIUH Cle]
MPEeIOCTaBsIHE HA JIEKapCTBA HA MAlMEHTUTE U OIICHKA HA T€3U JaHHU, PETYIaTOPHUTE OpraHu
MOraT /1a YCTaHOBAT Jajid BpeIuTEe HaJBUILIABAT MOJ3UTE U Ja MpeArnpueMaT HeoOX0AUMUTE
JEHCTBHS 3a 3alIuTa Ha 0€30MacHOCTTa Ha MalMeHTHTe. Bhrapeku (akTa, 4e COHTaHHOTO
JIOKJIaJIBaHE € OT pelaBallo 3HaueHUE 32 OTKPUBAHETO HAa CUTHAJI, HEAOCTAThYHOTO OTYUTAHE
e decto cpemano. M3uucneno e, ue ce cwpobmasar camo 1% no 10% ot cepuosHuTe
HeXXelaHu peakuuud. Meroau: bemie M3roTBeH BBIPOCHUK 3a M3CJEABAaHE Ha 3HAHUATA U
OTHOIIEHUETO Ha MalMEHTUTE OTHOCHO AokianBaneto Ha HJIP. BenpocHuksT € naaex Ha 274
nanueHtu. [IpoyuBanero e mposeneHo oT Maii 2017 1. go centemBpu 2017 r. B Codums,
cronuiiata Ha bbiarapus. W3monsBamy cMme MOKYMEHTATHH W CTAaTHCTUYECKH METOJIU.
Pesynratu: yctaHOBHXME, Y€ IMO-TOJISM IMPOICHT OT MalnueHTuTe Ouxa choOnmmm 3a HIIP
TJIABHO Ha JIEKapH M IPYTH 37PaBHU CIEIUAINCTH U HE 3HAST 3a CHIIECTBYBAHETO HA JKBJITATA
KapTa. 3akiroueHue: Pesynratute oT Mpoy4yBaHETO pa3KpUBaT HEOOXOJUMOCTTA OT MO-TECHU
BPB3KH C MAlMEHTCKUTE OpraHu3anuu. [Ipu OChIIECTBABaHE Ha IUPEKTEH KOHTAKT ChC
caMUTE TAIMCHTH B allTeKUTE € MPEMOPBYUTEIHO Te aa Obaar ooydenu 3a HJIP u tsaxHOTO
otuutane. OOy4eHHETO M OCBEJIOMEHOCTTA HA MAIIMEHTUTE CHIIIO MOTAT J]a BKIIOYBAT METUU.

Abstract. Introduction: Adverse drug reactions (ADRs) are a serious public health concern.
It is estimated that 5% of all hospital admissions in the European Union (EU) are due to an
ADR, and that ADRs are the fifth leading cause of hospital death. This represents
approximately 197,000 deaths a year.1 Although the most common adverse reactions to
medicines may be identified in clinical trials, rarer ones might only be recognised when
numerous patients have used the medicine in normal clinical practice, over the long term, or
even after the end of treatment—and only if reported. By collecting reports on suspected
adverse drug reactions after medicines are made available to patients and evaluating these
data, regulatory authorities can identify whether harms outweigh benefits and take necessary
action to protect patient safety. In spite of the fact that spontaneous reporting is crucial for
signal detection, under-reporting is common. It is estimated that only 1% to 10% of serious
adverse reactions are reported. Methods: A questionnaire was prepared to investigate
knowledge and attitude of patients regarding ADR reporting. The questionnaire was given to
274 patients. The study was conducted from May 2017 till September 2017 in Sofia, the
capital of Bulgaria. We have used a documentary and statistic methods. Results: we have
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found that a larger percentage of patients would report the ADR mainly to physicians and
other healthcare professionals and are not aware of the existence of the yellow card.
Conclusion: The results of the survey reveal the need for closer links with patient
organizations. When conducting direct contact with the patients themselves in the pharmacies,
it is advisable to train them about ADRs and their reporting. Patient education and awareness
can also involve media.

41. Georgieva N, Andreevska K, Hristov E, Dimitrova ZI. Ethical, psychological and
deontological aspects of pharmaceutical services. Scientific works of the Union of
Scientists in Bulgaria Plovdiv, series G. Medicine, Pharmacy and Dental medicine,
2020, Vol. XXIV, pp 264-268. ISSN 1311- 9427 (Print), ISSN 2534-9392 (On-line).
2020.

Pe3iome. Breenenue: [Ipodecnonannara eTuka € 1EHHOCTHO Oa3upaHa HOpMATHBHA TEOPHS
3a TOBEACHHETO Ha XopaTa BBB BCsKa mpodecus, ocodeHo Ha (apmaneBra. M3cnensa,
aHaJIM3Mpa, CPaBHSABA U CHCTEMaTH3Wpa MOpAJHHUTE LieHHOocTH B mpodecusta. Llen: [a ce
u3cienBaT eTUYHHUTE, ICHXOJOTHYECKUTE U ICOHTOJIOTHYHUTE aclieKTH Ha (hapMaleBTHUHUTE
ycayru. Meronosnorus: M3non3Baxme TOKYMEHTAJIEH aHAM3 4ype3 pasriexaaHe Ha ETuunus
Koziekc Ha bbarapckus ¢apMarieBTHUeH Chi03, 3aKOHA 3a Mpo(decHOHAIHATa OpraHU3alHs Ha
Maructep-papmaneBTuTe U godpara ¢apmaneBTuyHa npakThka B beiarapus Pesynratu u
oocpxknane: Ernunara komucus Ha BOC B3ema perieHune 3a BBIOPOCH, CBBP3aHU C
MpUJIaraHeTo Ha MpodeCHOHATHUTE, MOPAIHO-€TUYHUTE U JICOHTOJIOTMYHUTE HOPMH,
BB3HUKBAIIM TpH YIOpaXHsABaHe Ha mpodecusita ,MarucTbp-papmaner”’. OCHOBHUTE
KJIFOYOBH TOYKM ca oOxBaHatu B ETuunusa xonekc. 3akmouenue: @apmareBTute TpsiOBa na
MOCTaBAT IpUKaTa 3a MAllMEHTHTE B IICHThpa Ha CBOsTa IMpodecroHalHa MpaKTHKa, 33 Ja
OCHUTYPSIT ONITUMAJTHO ¥ €EKTHBHO (hapMarleBTUIHO 0OCITyKBaHE.

Abstract. Introduction: Professional ethics is a value-based normative theory about the
behavior of people in every profession, especially the pharmacist. It explores, analyzes,
compares and systematises moral values in the profession. Purpose: To investigate the ethical,
psychological and deontological aspects of pharmaceutical services. Methodology: We have
used a documentary analysis by examining the Ethical Code of the Bulgarian Pharmaceutical
Union, the Law on the Professional Organization of Master of Pharmacists and Good
Pharmaceutical Practice in Bulgaria Results and discussion: The Ethics committee of the
Bulgarian Pharmaceutical Union decides on the issues related to the application of the
professional, moral-ethical and deontological norms arising in the exercise of the profession
of "master of pharmacist”. The main key points are covered in the Ethical Code. Conclusion:
Pharmacists need to place patient care at the center of their professional practice to ensure
optimal and effective pharmaceutical service.
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Pe3rome. Mucusta Ha ¢apmarneBTHuHaTa npodecuss € aa JomnpuHece 3a MoxoOpsiBaHe
3I[paBeTO Ha TMaIlMeHTa TIOCPEACTBOM IMPEIOCTABIHETO HAa KayeCTBEHU JICKAPCTBEHH
MPOAYKTH, IPABUIIHOTO KOHCYJITHPAaHE OTHOCHO TAXHATa yHnorpeda, MpeBeHIHs, IPOMOLIHS 1
nmogoOpsiBaHe Ha 3/IpaBeTO, OKa3BaHETO Ha (apmaineBTHUHA Tpuxka moja Gopmara Ha
KOHCYJITAIlMM KaTo IOJANOMara MalleHTUTe W OOIIEeCTBOTO B NpaBUJIHATA M pallMOHATIHA
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nekapcTBeHa ymnorpeba. llenta Ha mpoydBaHETO € Ja YCTAaHOBM KAaKBU Ca HarjacWTe Ha
MOCETUTEINTE Ha aTeKH OTHOCHO (hapMalleBTUUHUTE YCIYTU U KaK T€ OIEHSIBAT KaueCTBOTO
uM. [IbpBUYHUTE NaHHU ca CHOpaHU Ype3 CTaHJAPTHO HMHTEPBIO. BHIIPOCHUKBT 32 MHTEPBIO
BrirouBa 20 Berpoca. O6emMbT Ha m3BaaKara ¢ 70 pecroH/IeHTa, a HEHHUAT BHUJ € ,,CIIOPET
ot3oBanute ce“. [laHHUTE ca 00pabOTEHU CTATUCTUYECKH ChC codTyepHHUS mMpoaykT SPSS.
Masko HaJ MOJOBUHATA OT PECTIOHACHTUTE OTOESI3BAT, Y€ YECTO MOCEIIaBaT alTeKa; Bojena
MPUYMHA 32 TIOCEUICHUETO € 3aKyIyBaHe Ha JIEKApCTBAa OCHOBHO 3a ce0e CH; PECTIOHIACHTUTE
MPEOYNTAT J]a c€ KOHCYITHpAT ¢ (papMmaleBT, ako UMaT AOIM'BJIHUTEIHU BIIPOCH, CBbP3aHU
¢ npuema Ha JIIL.

Abstract. The mission of the pharmaceutical profession is to contribute to improving the
health of the patient by providing quality medicines, proper counseling on their use,
prevention, promotion and improvement of health, providing pharmaceutical care in the form
of counseling by helping patients and society in the right and rational medicinal use. The aim
of the study is to find out what the attitudes of pharmacy visitors are towards pharmaceutical
services and how they assess their quality. Primary data were collected through a standard
interview. The interview questionnaire includes 20 questions. The volume of the sample is 70
respondents, and its type is "according to the respondents”. The data were statistically
processed with the software product SPSS. Just over half of respondents report that they often
visit a pharmacy; the leading reason for the visit is to buy medicines mainly for yourself;
respondents prefer to consult a pharmacist if they have additional questions related to the
intake of drug products.
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	Резюме. През последните години в ЕС и в световен мащаб се установява тревожно нарастване на навлизането на пазара на т.н.“фалшиви” лекарствени продукти (counterfeit medicinal products). Тези продукти обикновено съдържат субстандартни(с по-ниско качест...
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