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Pegepar

Mera. IlpoBectn aHami3 MOBIJOMIJIEHb MpPO MOOIYHI peakilii Ta BIACYTHICTh e(EeKTUBHOCTI
JKapChKUX 3ac001B, 3apeecTpoBaHUX JIiKapsMU MicTa JIbBoBa Ta o6macti 'y 2020 pori.

Marepiamn i meroau. OO'eKTOM HAmIOro MOCHDKEHHS OYylMM TMOBIMOMIIEHS, IIO0 HAIIIIIU Yy
HepxxaBuuit Excnieptuuii Llentp MinictepctBa OxopoHH 310poB»st YKpaiHU Bif JikapiB MicTa
JIbBOBa, paifony Ta oGsacti BopoaoBxk 2018-2020 pokiB uepe3 aBTOMAaTH30BaHy iH(opMaLiiiHy
cucreMy (apMakoHarjasay Ta KapTu mnoBinomiieHHS (¢opma 137/0) mpo moOiuHi peakuii Ta
BIJICYTHICTh €(EeKTHUBHOCTI JIIKapChbKUX 3aco0iB. 3aCTOCOBAHO METOJIM CHCTEMHOTO, KIIHIKO-

(hapMaKoJIOTIYHOTO Ta CTATUCTUYHOTO IIIXOY.



PesyabTatn ii o6roBopenns. Y 2020 poui y JIpBiBchbKiii 0o0macTi 0y0 3apeecTpoBaHO Ta MOJAHO
no Llentpy 323 moBimomieHHs mpo MoOIiYHI peakuii Ta BiACYTHICTh €(PEKTUBHOCTI JIIKAPCHKHUX
3aco0iB. [IpoBeneHuii aHami3 MOBIIOMIIEHB IOKa3aB, IO MOOIYHI peakilii Ha JIKapchKi 3acoou
HalJacrine BUHUKAIH y )KIHOK (59%), HiX y 9omoBikiB (41%). HaiiOinbina KUTbKICTh BUSBICHUX
noOIUHUX peakiiii Ha JKapchKi 3acO0M crocrepiraiach y mamieHTiB 3putoro (44-60 poxiB) —
28,2% ta moxuioro (60-75 poki) Biky — 23,5%.

Cepen nmikapChbKUX 3aC00IB 3 JIOBEJICHUM MPUYMHO-HACTIIKOBUM 3B'I3KOM IEpIIe MicIle 3a
4acTOTO BUHMKHEHHsI MOOIYHMX peakiiil mocuid xiMioTepaneBTuyHi 3acodu (40,3%), cepen axux
niaMpyro4l no3uiii, sk 1 B Munyni 2018 ta 2019 poku 3aiimanu antubakrepiaibHi 3acodu (32,2%),
a cepel octaHHIX y 12,7% BumnaaxiB moOiyH1 peakiii Oylyu BUKIMKaHI IPOTUTYOEPKYIbO3HUMHU
JIKapChKUMHU 3aco0aMu. XOTUIOCh OW BIAMITUTH, IO TPYHNU-TIFAEPU JIKAPCHKUX 3aco0iB, IO
BUKJIMKaNM MOO1UHI peakuii y namieHTtiB JIbBiBchbkoro periony Bopoosxk 2018-2020 poxiB Oynu
He3MIHHUMHU. Tak, JApyre Miclie 3a 4acTOTOK) BHMHMKHEHHS TMOOIYHMX PEaKI[id MOCUTH JIIKapChKI
3aco0M, MO0 BIUIMBAIOTh Ha CEPIEBO-CYAWHHY CHUCTeMY. AHaT3yIOUd IWHAMIKY BUHHKHEHHS
MOOIYHUX PeaKIliif Ha TJIi i€l TPYNU JTIKapChKUX 3ac00iB, CI11 BIAMITUTH, CTATUCTUYHO 3HAUYILE
30UTbILIEHHS YacTOTH NMOOIHUX peakuii 3 12,4% no 19,2% (p<0,05) y 2018 Ta 2020pp. BiAnosigHoO,
110 CBITYMTH MPO 3POCTAHHS CEPIIEBO-CYAMHHOI maTosorii y JIbBoBi Ta ob6macTi. TpeTio mo3wuiriro 3a
YaCTOTOI0 BUHUKHEHHS MOOIYHHMX pPEakKIilii y BKa3aHOMY PIYHOMY Jiama3oHi HE3MIHHO 3aiiMaloTh
HECTepOinHI MPOTU3aNaIbHI 3aCO0H.

BaxxnuBo BiIMITUTH MPO CTATUCTHYHO 3HAYYIIE 3MEHILICHHS JIOMIHYIOYOTO THITY MOOIYHHUX
peaxiiii y BUTIIA/II aIepriuHuX peakiii HeraitHoro tumy 3 43% 10 22,9% (p<0,05) y naiienris, siki
nikyBanuch y 2018 Ta 2020pp. BianosinHo. IloGiunHi peakiiii 3 00Ky MUTYHKOBO-KHIITKOBOTO TPAKTY
y 2018-2020 pokax BHUHHMKaId Mai’ke 3 OJIHAKOBOIO 4acToTor, a came - 19,2; 16,5 ta 18%
BINOBIAHO 1 3aiiManu apyre Micie. TpeTio MO3MIl0 332 4acTOTOK BHUHMKHEHHS MOCUTH MOOIYHI
peakiii 3 OOKy IIEHTpalIbHOI HEPBOBOI CHUCTEMH, SKI TaKOXX MaikKe PIBHOMIPHO BHHHKAIU
Brpo1oBxk 2018-2020pp.

TakuM YWMHOM, 3riTHO pO3TAllyBaHHS JIKApCbKUX 3ac00iB 32 YacTOTOIO BUHUKHEHHS
NoOIUHUX peakiliii MOKHa 3poOUTH BUCHOBOK, PO BUCOKY YacTOTY IPU3HAYeHb JikapsiMu JIbBoBa
Ta o0sacTi aHTHOAKTepiabHUX JIKApChKUX 3ac00iB Ta MpemnapariB, sKi BIUIMBAIOTh Ha CEpPLEBO-
CYIMHHY CHCTEMY, a TaKOXX IpO 3HAYHYy MOIIMPEHICTb Ha TepeHax JIbBIBIIMHM 1HEKIIIHNX
3aXBOPIOBaHb Ta TYOEPKYJIbO3Y, a TAKOK PO BUCOKY MUTOMY Bary KapAioBacKyJsIpHOT MaTOJIOTI.

IIpoBeneHHsT aHaNi3y BUSBICHUX MOOIUHUX peakiidl JikapchbKux 3aco0iB y JIbBIBCBKOMY
perioni y 2020 pormi mokaszano, mo HeMae abCONIOTHO Oe3meuHux JiKapchkux 3aco0iB. Tomy,
NpU3HAYaroun Oynb-SKUH JIIKapChbKUM 3acid, KOXKEH JIKap MOBUHEH 3aBXAU OyTH TOTOBUM 0

BUHUKHEHHS MOOIYHOT peakIlii, sKka MOKe CIIPUUMHHUTHU 3arpo3y KUTTIO MalliEHTA.
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BucnoBkmu: 1. 3a dYacToTOH BHHHKHEHHS MOOIYHUX peakiid mpemapaTamMu-iigepamMu Oymu
ximiorepameBTruHi  3acobu (40,3%), 3aco0u, MO BIUIMBAIOTh HAa CEPILEBO-CYIUHHY CUCTEMY
(19,2%) Ta Hectepoinni mpoTuzananbHi 3acodu (9,9%).

2. Cepen moOIYHMX peakilii Ha JIKapchKi 3aCO0M TOMIHYIOUI MO3HIIT 3aiHsIIN anepriuydi peaxiii
HeraiiHoro Tuity (22,9%), peakiii 3 00Ky IUTYHKOBO-KUIIKOBOTO TpakTy (18%), a Takox peakuii 3

00Ky neHTpanbHo1 HepBoBOi cuctemu (10,2%).
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Abstract

Research aim. Analysis of reportings about adverse drug reactions and the lack of drug

efficacy registered by medical staff in the city of Lviv and the region in 2020.
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Materials and methods of research. The object of our study was the reports about adverse
drug reactions and the lack of drug efficacy received by the State Expert Center of the Ministry of
Health of Ukraine from the medical staffof health care institutions in Lviv, district and the region
during 2018-2020 via the automated information system of pharmacovigilance and notification
cards (form 137/0). Methods of systematic, clinical-pharmacological and statistical approach were

usedto achieve the main goal of study.

Results and discussion. In 2020, 323 notifications on the risk of adverse drug reactions or
lack of drug eficacy were registered and submitted to the Center in Lviv region. Reportanalysis
showed that the risk of adverse drug reactions occurred more often in women (59%) than in men
(41%). The largest number of detected the risk of adverse drug reactions was observed in older
patients(aged 44-60) - 28.2% and the elderly ones (aged 60-75) - 23.5%.

Among drugs with a proven cause-and-effect relationship, the medicines characterised by
the highest frequency of their risk of adverse drug reactions have appeared to be chemotherapeutic
drugs (40.3%).Within this group the antibacterial drugs resulted in the largest number of the risk of
adverse drug reactions (32.2%)as in 2018 and 2019. Among the last ones most frequently caused
the risk of adverse drug reactions have been reported to occur after the use of anti-tuberculosis
medicines (12.7%). It is to be emphasized that the top groups of drugs that caused most the risk of
adverse drug reactions in patients of Lviv region during 2018-2020 has remained unchanged. Thus,
the second place on the list of medicines with the highest frequency of the risk of adverse drug
reactions has been occupied by drugs that affect the cardiovascular system. Having analyzed the
dynamics of the risk of adverse drug reactions caused by such group of drugs, we claim about
statistically significant increase in the frequency of the risk of adverse drug reactions rising from
12.4% in 2018 to 19.2% in 2020 (p<0.05), which may indicate the tendency of increase in
cardiovascular pathology in Lviv and the region. The third position in the risk of adverse drug
reactions frequency medicines is occupied by nonsteroidal anti-inflammatory drugs. The number of
the risk of adverse drug reactions due to their use was almost equal and did not alter during 2018-
2020. It amounted to 11.5; 10.2 and 9.9%, respectively.

Alongside this, it is important to note a statistically significant decrease in the risk of
adverse drug reactions revealed in the form of immediate allergic reactionsfalling down from 43%
to 22.9% in patients treated in 2018 and 2020 respectively (p<0.05).

The given study analysis showed that adverse reactions in the gastrointestinal tract in 2018-

2020 occurred with almost the same frequency, namely - 19.2; 16.5 and 18%, respectively,which



claims about them occupying the second place on the list of most frequent the risk of adverse drug
reactions. The third position on the list of side effect occurrence frequency of occurrence was taken
by the risk of adverse drug reactions in central nervous system , which also occurred almost evenly
during 2018-2020

Therefore, the analysis of detected the risk of adverse drug reactions and lack of drug
efficacy cases in Lviv region in 2020 showed that it is impossible to claim about the existence of
medicines that are absolutely safe. In prescribing any drug, the doctor must always be prepared to
deal with the risk of adverse drug reactions occurrence and to be ready for qualified medical care
provision.
Conclusions:1. In terms of the frequency of adverse reactions, the leading drugs were
chemotherapeutic agents (40.3%), agents that affect the cardiovascular system (19.2%) and
nonsteroidal anti-inflammatory drugs (9.9%). 2. Among adverse reactions to drugs, allergic
reactions of the immediate type (22,9%), gastrointestinal reactions (18%) and as well as reactions
from the central nervous system (10.2%).

Beryn. TlpoGmema Oesmeku mikapcbkux 3aco0iB (JI3) 3amummaeTbesi OMHIEID 13 aKTyalbHHUX
npobeM OXOpoHH 370poB'ss y cBiti [1]. BimomMo, 1m0 OCHOBHMM OI[IHOYHHM KPHTEPiEM
nepeOyBanHs JI3 Ha ¢apmarieBTHYHOMY PUHKY - € CIIBBITHOIICHHS KOPUCTH/PU3UK, 2 OCHOBHUM
3aBAaHHAM pamioHanbHO1 ¢dapmakorepanii (PT) mnamieHTIB - € 3MEHIICHHS CMEpPTHOCTI Ta
MOKPAIICHHS SKOCTI IXHBOTO XHUTTS. Tak, /Uis JFOUHH, sIKa 3acTocoBye JI3 /Is JIIKyBaHHS TOTO, YU
HIIIOTO 3aXBOPIOBAHHS MOXKYTh BHHUKATH HACTYITHI PU3WKH: PU3UK BUHUKHEHHS MOOIYHOT peaKiii
(ITP), pu3uk HecnpusATIMBOI Mii Ha mpemnapaT (BTpara Ipale3laTHOCTI, BHUHUKHEHHS HOBOI
MaToJIOTIi, IHBaNiAHICT, a00 cMepTh), a Takoxk BiACYTHICTH edektuBHOCTI (BE) JI3. Ilomo
HecnpusTIuBUX HachinkiB npoBeneHHs OT, nop's3anux 13 3actocyBaHHsIM JI3, TO iX BUHUKHEHHS
MOXE 3aJeKaTh  BiJl BJIACTMBOCTEH Mit04oi pedoBuHU JI3, ab0 IHIMIMX HOro KOMITOHEHTIB,
IHAMBiAyaJIbHUX BIANOBiZEeW opraHisMy Ha 3aCTOCYBaHHS MEIMKAaMEHTO3HOTrO 3aco0y,
HEBIAMOBIAHOIO siKicTio JI3. HeBianoBinHa SKICTh JIIKIB 3HAYHO MEHILE CIPUYMHIOE HECHIPUSATINBI
Hacniaky AT Ha Bigminy Bia [1P JI3, 3ymoBnenux dpapmakonHaMIiYHUMHU Ta papMaKOKIHETUYHUMU
BIACTUBOCTAMH MoJiekynu JI3 uu IHAUBIAyalbHOIO BIAMOBIAAI0 OpraHi3My Ha BBEICHHS
mequkameHTiB [2]. Ile BukiIMkaHo MNOsBOK Oe3iidi mpemapariB 3 BHCOKOK 0i0JOTTYHOO
AKTUBHICTIO, 3aCTOCYBaHHS SKHX MOXE CYIpPOBOKyBaTucs BUHUKHeHHsM [IP, mposiBom Ta
CTYNEHEM TSDKKOCTi, 3pOCTaHHSM CEHCUOUTi3amii Mrojell A0 XIMIYHHUX 1 O10JIOTIYHUX PEYOBUH,
HepalioOHaJIbHUM 3aCTOCYBAaHHSM JIIKiB, 3 BUKOPUCTAHHSAM HeJI0OpOsSKICHUX MpenapatiB. Sk Biomo,

cucreMma (bapMaKOJIOFi‘-IHOFO Harisigy — 0e ACpKaBHa CUCTEMaA 360py JaHHUX, sKa Ha HiI[CTaBi



orpumanoi iHpopmanii mpo I[P ma JI3 B ymoBax iX 3BHYAHOrO 3acTOCyBaHHA 3ale3redye
NPUAHSTTS BIAMOBIIHUX PETYISTOPHUX PillieHb MO0 JIIIEH30BaHUX JIIKapChKUX 3ac00iB [3].

Mera pobotu. [IpoBectn anani3 MOBiIOMIIEHb MpO MOOIYHI peakiii Ta BIICYTHICTh
edextuBHOCTI JI3, 3apeecTpoBanux iikapsmu micta JIbBoBa Ta o6macti y 2020 porri.

Martepianu i Metoaun aocaimkeHnsi. O0'€KTOM HAIIOTO AOCHIIKEHHS Oyl MOBIIOMIICHS,
mo Haginum y JepxaBuuii excneptauit nentp (AEL]) MO3 VYkpainu Bix mikapiB micta JIbBOBa,
paitony Ta obmacti BupomoBx 2018-2020 poxiB dyepe3 aBTOMaTH30BaHY iH(pOpPMAIiifHy CHCTEMY
dapmakonarsity (AISF) Ta kaptu nosigomienns (popma 137/0) nipo TTP/BE JI3. [{ns mocsarHeHHs
MOCTaBJI€HOI MeTH OyJa0 3acTOCOBAHO METOJM CHUCTEMHOIO, KIIHIKO-()apMaKoJOTTYHOTO Ta

CTaTUCTHUYHOI'O Hi}lXOI[y.

PesyabTaTh ii o6roBopenHs. OJHUM 13 TOJOBHUX KpuUTepiiB epexktuBHOi podotn ®H y
perioHax € KulbKicTh moBimomuieHb, siki Haminum y JEIl MO3 Vkpainu [4]. ¥V 2020 pomui y
JIpBiBCBKIM 00macTi Oyio 3apeecTpoBano Ta nmofano 10 Lentpy 323 nmosinomitenns mpo [TP/BE JI3.
[TpoBeaeHuii anami3 MOBIIOMIICHD MMOKa3aB, o [P Ha JI3 Haiuacrine BUHHKAIN Y KiHOK (59%),
HDK Yy 4oJIoBIKIB (41%). HaiiOuibma xutbkicTsh BusBieHux [1P Ha JI3 cmoctepiranach y nmamieHTiB

3putoro (44-60 poxi) — 28,2% Ta noxusoro (60-75 pokiB) Biky — 23,5%.

Cepen JI3 3 nmoBeneHMM NPUYMHO-HACIIIKOBHM 3B'SI3KOM TEpIIe MICIE 3a YacTOTOIO
BuHuKHeHHs [IP 3aiimanu ximioTepaneBtuuHi 3acobu (XT3) (40,3%), cepen SKUX JiAUPYOUi
nmo3uii, sk i B muHym 2018 Ta 2019 pokm mocinm antmbakTepianbHi 3acodu (32,2%). Cepen

ocrauuix TP Oyiu BuKIHMKaHi mpoTuTyoepKynso3uumu JI3 (12,7%) (puc. 1).
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Puc.1 INopiBHsmpHUE aHami3 rpym-iigaepis JI3, ski Bupogosxk 2018-2020pp. BUKIMKAIH HAHKOLIBIIE

MOOIYHUX PEaKIii.

[Mpumitka: * - p<0,05, BigHOCHO TIpymnu mNaIieHTiB, ski y 2018p. JiKyBamuCh JIKAPCHKUMU

3aco0amu, 10 BIUTMBAIOTH Ha CEPLEBO-CYIMHHY CUCTEMY

BinnoBigHo HaBeAeHUX JaHUX Ha pHC.l, XOTUIOCH OM BIAMITHTH, IO Tpynu-iinepu JI3, mo
Bukiukanu 1P y nauientiB JIpBiBcbkoro periony Bnpojosx 2018-2020 pokiB Oynu HE3MIHHUMM.
Taxk, gpyre wmicie 3a yactoToro BUHUKHEHHs [1P mocinu JI3, 1m0 BIIIMBaIOTh HA CEPLIEBO-CYIUHHY
cucremy (CCC). AHanidyroun quHaMiky BUHMKHEeHHs [IP Ha Tmi wiei rpynu JI3, chin BigmiTuTH,
CTaTUCTUYHO 3HauyIe 30iunbmenHs yactotu [1P 3 12,4% y 2018 mo 19,2% y 2020 poxkax (p<0,05),
10 MOXX€ CBITUUTH IPO 3POCTAaHHS CepLEBO-CyIMHHOI matojorii y JIpBoBi Ta obmacti. Tpetio
MO3MIII0 3a YacToTor BUHMKHEHHs IIP 3aiimators HectepoinHi mpoTusananbHi 3acobu (HII33).
Kinbkicts I1IP Ha ix 11 Oyna npaktudHo He3MiHHOO 3 2018 mo 2020 poku i cranosuna 11,5; 10,2

Ta 9,9% BIAIOBIAHO.

VY nBox manienTiB y 2020 pori cnocrepiranach BiCYTHICTh eexkTuBHOCTI JI3, 30KkpemMa, Ha

amioJIapOH Ta AMOKCHIIUTIIH.



Taxum ynHOM, 3rinmHO po3tanryBaHHs JI3 3a wactororo BunukHeHHs [IP MmoskHa 3pobutn
BUCHOBOK, TIPO BHCOKY 4YacTOTy IpH3HaueHb JikapimMu JIpBoBa Ta oOmacti came X
¢dapmakosoriunux Tpyn JI3, a Takox Mpo 3HAYHY NOLIMpPEHiCTh Ha TepeHax JIbBIBIIMHU
PI3HOMAaHITHUX 1H(QEKUIHHINX 3aXBOPIOBAHb Ta TYOEPKYIbhO3y, a TAKOXK MPO BUCOKY IMMHUTOMY Bary

Kap1i0BacKyJISIpHOT MATOJIOT 1.

Pazom 3 1uM, BaXXJIMBO BIIMITUTH NP0 CTATHCTUYHO 3Hadymie 3MeHmeHHs [IP y Burmsini
aJllepriyHuX peakiii HeraiiHoro tumy 3 43% no 22,9% y nauieHTiB, ki jdikyBanuch y 2018 ta

2020pp. Bignosiaxo (p<0,05) (puc.2).

29,8
22 9% O AnepriuHi peakuii
O Peakuii 3 60Ky LLKT
16,5 L
20 Pekuii 3 6oky LIHC
9,9 86 110,2
10
0 =T T T T
2018 2019 2020

Puc.2. TlopiBHsJbHA XapaKTepPUCTHKA IMOOIYHUX peakilid, SKi BUKIUKAIM JIKapChbKi 3acobu y

nanienTiB JIbBiBchKoTO periony y 2018-2020pp.

[Ipumirka: *- p<0,05, BigHOCHO Tpynu mNauieHTiB, Aki manu [IP y Burmsal anepriyHux peaxiiii

HeraiiHoro tuny y 2018p.

IIpoBenenuit aHami3 mokaszas, 110 MOOIYHI peakiii 3 00Ky HUTYHKOBO-KHIIKOBOTO TPakTy
(IIKT) y 2018-2020pp. BUHUKAIKW Maifke 3 OJIHAKOBOIO 4acTOTOo, a came - 19,2; 16,5 ta 18%
BIJIMOBIJHO 1 3aliManu apyre micue. TpeTio Mo3uiiro 3a 4acTOTO0 BUHUKHEHHs nocinu [IP 3 Goky
neHtpanbHoi HepBoBoi cuctemu (LIHC), siki Takox Maiixke piBHOMIPHO BUHUKAIHM BIpo1oBx 2018-

2020pp. (muB. puc.2).
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Cepen anepriunux peakmid HeradHoro tumy y 2020 poui Haiyacrtimie BHHHMKAIa
kpornuBy»siaka (20,4,%), anrioneBpoTruHmii HaOpsik KBinke crocrepirascst y 1,9% XBopux Ta JuIie
y nBox mamientis (0,6%) - anadimakTHYHMIA HIOK.

Takum ymHOM, ipoBeneHHs aHamizy Busisnenux [1P/BE JI3 y JIsBiBchKkOMY perioni y 2020
poui nokasaio, mo Hemae adbcomorHo Oe3neunux JI3. Tomy, npusnavatoun Oynab-skuit JI3, mikap
MOBMHEH 3aBXJM OyTW roTOBUM a0 BUHUKHEHHs [IP Ta BMiHHS HajaTH KBali(iKOBaHYy MEIUYHY

JIOTIOMOTY.

BucHoBku:

1. 3a yacroTor0 BMHHMKHEHHs MOOMHMX peakmiii y 2020 pori mnpenaparamu-iiepamu Oyiau
ximioTepaneBTu4yHl  3acobu (40,3%), 3acoOu, 10 BIUIMBAIOTH HA CEPIEBO-CYAUHHY CHCTEMY
(19,2%) Ta HectepoinHi npoTu3anaibHi 3acodu (9,9%).

2. Cepen moOiuHUX peaklid Ha Jikapchki 3acoOu goMiHyroui nmo3umii y 2020 pomi 3aiiHsuIH
asiepriuHi peakiii HeraitHoro Ty (22,9%), peakuii 3 00Ky IITyHKOBO-KHUIIIKOBOTO TpakTy (18%), a

TaKOX peaxirii 3 00Ky neHTpanbHo1 HepBOoBOi cuctemu (10,2%).

Introduction. The issue of drug safety (DS) has been one of the most pressing health problems
worldwide [1]. The main evaluation criterion for drug distribution in the pharmaceutical market is
known to be the benefit/risk ratio, whereas the main objective of rational pharmacotherapy (FT) of
patients lies in mortality reduction and their life quality improvement.Thus, people who use
medicinesin their disease treatment may face the following risks: the risk of adverse drug reactions
(ADR), the risk of adverse consequent effects following the clinical drug use (disability, new
pathology emergence or death) and the lack of drug eficacy. In terms of pharmacotherapyadverse
effects associated with drug use, their occurrence may depend on the properties of drug active
substance or its components, individual responses to drug use or inadequate drug quality.Inadequate
drug quality causes much fewer adverse effects of pharmacotherapyin contrast to adverse drug
reactions due to pharmacodynamic and pharmacokinetic properties of the drug molecule or
individual body responseto drug administration [2]. This is caused by the emergence of many drugs
with high biological activity, the use of which may be accompanied by side effects, various degrees
of their manifestation and severity, increased sensitization of people to chemicals and biological
substances, irrational use of medicines or using substandard drugs.Pharmacovigilance systemor the
system of pharmacological controlis known to be a state system of data collection, which monitors

reporting information about adverse drug reactions in the conditions of their usual application and
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processess such data as evidence to provide affirmation of relevant regulatory decisions on licensed
medicines [3].

Research aim. Analysis of reportings about adverse drug reactions and the lack of drug
efficacy registered by medical staff in the city of Lviv and the region in 2020.

Materials and methods of research. The object of our study was the reports about adverse
drug reactions and the lack of drug efficacy received by the State Expert Center (SEC) of the
Ministry of Health of Ukraine from the medical staffof health care institutions in Lviv, district and
the region during 2018-2020 via the automated information system of pharmacovigilance (AISF)
and notification cards (form 137/0). Methods of systematic, clinical-pharmacological and statistical
approach were usedto achieve the main goal of study.

Results and discussion. One of the main criteria for pharmacovigilance system effective
regional performance is the number of reports received by the SEC of the Ministry of Health of
Ukraine [4]. In 2020, 323 notifications on ADRs or lack of drug eficacy were registered and
submitted to the Center in Lviv region. Reportanalysis showed that ADRs occurred more often in
women (59%) than in men (41%). The largest number of detected ADRs was observed in older
patients(aged 44-60) - 28.2% and the elderly ones (aged 60-75) - 23.5%.

Among drugs with a proven cause-and-effect relationship, the medicines characterised by
the highest frequency of their ADRs have appeared to be chemotherapeutic drugs (40.3%).Within
this group the antibacterial drugs resulted in the largest number of ADRs (32.2%)as in 2018 and
2019. Among the last ones most frequently caused ADRs have been reported to occur after the use

of anti-tuberculosis medicines (12.7%) (Fig. 1).
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Fig.1 Comparative analysis of drug group leaders which lead to the largest number of ADRs in
2018-2020.

Note: * - p<0.05 is relevant for the group of patients treated in 2018with drugs that affect

cardiovascular system

According to the data shown in Fig. 1, it is to be emphasized that the top groupsof drugs that
caused most ADRs in patients of Lviv region during 2018-2020 has remained unchanged. Thus, the
second place on the list of medicines with the highest frequency of ADRshas been occupied by
drugs that affect the cardiovascular system (CVS). Having analyzed the dynamics of ADRs caused
by such group of drugs, we claim about statistically significant increase in the frequency of ADRs
rising from 12.4% in 2018 to 19.2% in 2020 (p<0.05), which may indicate the tendency of increase
in cardiovascular pathology in Lviv and the region. The third position in ADRs frequency
medicines is occupied by nonsteroidal anti-inflammatory drugs (NSAIDs). The number of ADRs
due to their use was almost equal and did not alter during 2018-2020. It amounted to 11.5; 10.2 and
9.9%, respectively.
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In the data of 2020 two patients showed no efficacy of the drug, in particular, that of

amiodarone and amoxicillin.

Therefore, according to data on the range of ADRs frequency following the use of particular
medicines, we can conclude that the highest frequency number of prescriptions by doctors in Lviv
and the region included such pharmacological groups of drugs. Such data prove evidence of the
significant prevalence of various infectious diseases and tuberculosis in Lviv and demonstrate high
proportion of cardiovascular pathology.

Alongside this, it is important to note a statistically significant decrease in ADRs revealed in
the form of immediate allergic reactionsfalling down from 43% to 22.9% in patients treated in 2018
and 2020 respectively (p<0.05) (Fig.2).

%
>0 43
o ——d
40
29,8

20 — 22.0* D Allergic reactions

19,2 == D ADRs in GIT

16,5 18
20 99 ADRs inCNS
: 8,6 02—
10 1 l I
0 1 T T 1
2018 2019 2020

Fig.2. Comparative quantitative analysis of ADRs in patients of Lviv region in 2018-2020.

Note: * - p<0.05 is relevant for the group of patients with ADRs as allergic reactions of immediate
type in 2018

The given study analysis showed that adverse reactions in the gastrointestinal tract in 2018-
2020 occurred with almost the same frequency, namely - 19.2; 16.5 and 18%, respectively,which
claims about them occupying the second place on the list of most frequent ADRs. The third position
on the list of side effect occurrence frequency of occurrence was taken by ADRs in central nervous

system (CNS), which also occurred almost evenly during 2018-2020 (see Fig. 2).
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Among the allergic reactions of immediate type in 2020, it was urticaria that most often
occurred (20.4%), Quincke's angioneurotic edema was observed in 1.9% of patients whereas

anaphylactic shock was reported to occur in only two patients (0.6%).

Therefore, the analysis of detected ADRs and lack of drug efficacy cases in Lviv region in
2020 showed that it is impossible to claim about the existence of medicines that are absolutely safe.
In prescribing any drug, the doctor must always be prepared to deal with ADRs occurrence and to

be ready for qualified medical care provision.

Conclusions:

1. In terms of ADRs frequency in 2020, the leading ADRs causing medicines were
chemotherapeutic drugs (40.3%), drugs that affect the cardiovascular system (19.2%) and
nonsteroidal anti-inflammatory drugs (9.9%).

2. Of all the reported adverse drug reactions, the dominant position in 2020 was occupied by
allergic reactions of the immediate type (22.9%), reactions in the gastrointestinal tract (18%), as

well as reactions in the central nervous system (10.2%).
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