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1. Incepraujiiina po60Ta IpUCBIY€HA BUBYEHHIO TEOPETUYHUX, HAYKOBOIIPAKTUYHUX Ta OpraHi3aliiiHuX MifxomiB 1o
aHasizy kapT-nosigomiens (KIT) npo no6iuni peakuii (TIP) sikapcbkux 3aco6iB (J13) y nauieHTiB IOXUI0ro Biky 3
METOIO0 CTBOPEHHS HAyKOBO-METO0JIOTIYHOTO MiAIPYHTS AJ1s1 oNTUMi3auii cuctremu gpapmaxkonaryasany (COH)
BJIACHUKA peecTpaniitHoro nocsiguenHs. ®apmakonaryss (PH) — e HaykoBa ranysb Ta NPaKTUYHA HisIbHICTD, IO
IIOB'sI3aHA 3 BUSIBJIEHHSIM, OLiHKOIO, PO3YMIHHSIM Ta NPOQiNakTUKOIO HECITPUSTIMBUAX HETaTUBHUX HACJIIIKIB 260
Oy[b-sIKMX iHIINX NIPOOJIEM, TIOB'SI3aHUX i3 3aCTOCYBaHHAM JI3, € HEBiJl€MHOIO YaCTUHOIO )KUTTEBOIO LIUKITY OyIb-
skoro JI3. OcHoBHuMHU 06'ekTamu crioctepesxkxerHs: COH e TP JI3 ta Bunaaku BigcyTHocTi epexktuBHOCTi (BE) mikiB

npu ix meguyHOMY 3acTocyBaHHi. B Ykpaini COH, sk Ha piBHi fepskaBy, Tak i Ha piBHI papMalLieBTUUHUX KOMITaHii



PETYJIOETbCA HU3KOI0 HOPMATUBHO-TIPABOBUX aKTiB, cepef aKuX 3akoH YKpainu N22469IX Bin 28.07.2022 p. «I1po
JlikapchbKi 3acobmu», Hakas MiHicTepcTBa oxopoHu 3n0poB’s (MO3) Ykpainu N2 898 Bix 27.12.2006 p. «I1po
3aTBepaKkeHHs [lopsaaky 3nificHeHHs papmaxkoHarsisny» Ta HactaHosa «Jlikapceki 3aco6u. HanesxHi npakTuku
¢dapmakoHarsany», 3arsepaskeHa Hakazom MO3 Vkpainu N2 620 Biz 05.04.2018 p. KoxkeH BIaCHUK PeeCTPaLifiHOTO
IIOCBiJJ4€HHSI [IOBMHEH CTBOPUTHU Ta MiATPUMYBATHU B aKTyasbHOMY cTaHi COH, ofiHi€l0 3 OCHOBHUX CKJIQ[IOBUX SIKOi
€ po3po0OKa 3ax0fiB [J1s1 3a106iraHHs abo MiHiMi3alii pu3uKiB, NOB'I3aHUX i3 3acTOCYBaHHAM JI3, sKi peasnidye naHa
(dapmaneBTUYHa KOMIIaHis. Pa3oM 3 TUM, NallieHTY repiaTpUYHOrO BiKy CKJIa[Jal0Th OCHOBHUI KOHTUHIE€HT XBOPHUX,
IO NOTPEOYIOTh MEAUKAMEHTO3HOTO JIiKYBaHHS. [lJ1s1 TAKUX MALIi€HTIB BiKOBi 3MiHM OpPraHismy MOSICHIOIOTh
BigMmiHHOCTI y papmakokineTuli ta papmakoarHamini JikiB IOpiBHSAHO 3 NallieHTaMU MOJIOIIINX BiKOBUX
KaTeropii, o ycKIaJHI0e KOPEKTHE 03yBaHHs JI3 Ta CBijuMTh PO MiIBULIEHUI PU3KK HETUITOBUX, HEAJ,EKBATHUX
KiJIbKOCTi 3aCTOCOBAHOTO NIpenapary i HaBiTh apafoKcaabHUX peakUiil. OKpeMuM (HaKTOpPOM, 110 BIVIUBAE HA
6esmneky Teparii € To (akT, o repiaTpruyHi nanieHTH MOXyTh IOTPEOYBATU OLHOYACHOTO IIPU3HAYEHHS 6i/IbIIO]
KisibKocTi JI3. BpaxyBaHHS BCiX HaBeJleHUX (PaKTOPIB € KJII0YOBUM Y 3abe3neyeHHi 6e3neku JI3 B repoHTONIOTI. Y
3B'S13Ky 3 BUIlleBKazaHuM, ontumizauis COH mopo JI3, mo npr3HavaioThCs B repiarpii, BUrILnae K akTyalbHe
3aBIaHHS Cy4acHOi (papmallii Ta MeJULVHYA, IOKJIMKaHe 3pOOUTH 3aCTOCYBAHH JIKiB y Nalli€HTiB IOXWJIOTO BiKy
6esneyHimuM. Ha nepmomy eramni 6yso nposezneHe nociimxkeHHs KIT mpo ITP JI3 y repoHTos0TiYHUX NaLieHTiB (60
Ta 6inblie pokiB) 3a 2024 pik, HajaHuX JepskaBHUM MiAITPUEMCTBOM «Jlep>kaBHUM eKCriepTHUM LieHTp MiHicTepcTBa
oxopoHu 310poB’s Ykpainu» (JELI). 3aranpHa kinbkicts KIT ctanoBuia 5159. CepenHiil noka3Huk HaaxoakeHHs KI1
3a Micsip cranoBuB 415 KII, Haryacrime KIT Hagxoaunu 3 XMespHULBKOI 061acTi (14,3%), HallakTUBHIIINMU
noBimoMHUKamu Oy jikapi (96,3%), nepeBaskHa KiJbKiCTb NOBifloMyIeHb 6yu po HecepiiosHi I1P (95,5%), a
yacTKa cepro3Hux [1P 3MeHmyBasnacs 3 BikOM re pOHTOJIOTYHUX nauieHTiB. [1P JI3 yacrime peecTpyBanu y KiHOK
(62,3%) Ta npu eHTepanbHOMY HLISIXY BBeAeHHs JI3 (69,8%), y mepeBakHOI KilbKOCTI NalieHTiB BUHMKaa ofgHa [1P
(66,5%). ITpo Haubinbuly KinbkicTs Bunagnkis [P nosimomisnu npu 3actocysanHi JI3 ykpaincekoro (53,3%) Ta
ingiricekoro (17,2%) BUpOGHULITBA, OCKINIbKY aHi KpaiHy HaNOiIbIl IIMPOKO IIpeicTaByleHi Ha ¢papMaleBTUYHOTIO
PUHKY YKpaiHu. B pe3ysbTarti oninku posnoginy ITP JI3 B 3an1€XXHOCTI Bif, kjacy xBopob 3a MibXkHapogHOO
CTaTUCTUYHOIO K1acudikaliiero XBOpob Ta CIIOPiHEHUX IIPO6IeM OXOPOHHU 3110poB’st Jlecsitoro neperiasgy (MKX-10)
BCTaHOBJIEHO, 1110 HaltyacTille oBigomiIsiiu rnpo sunaaxu I1P JI3, 1o BUKOpHUCTOBYIOTHCS NPHU JIIKYBaHHI XBOPOO
cepueso-cyauHHoi cucremu (CCC) (38,7%), iHpeKuiHuX Ta napa3uTapHux xBopoo (12,9%) Ta xBOpoO AMXaIbHO]
cuctemu (10,4%). [Tpu oMy HaiibinbIla KijbKiCTh cepiio3HuX [1P BUHMKAasa NpU JIiKyBaHH] Malli€HTIB 3
iHpekuiiHIMY Ta Tapa3uTapHUMH XBopobamu (16,2%). 3rinHo 3 aHAaTOMO-TepaneBTUYHO-XiMiuHOI0 (ATX)
xiacudikauieto JI3, Hanbinba yacTka Bunaakis [1P npunanasna Ha Taki rpynu neporo pisas JI3: rpyna C
CepuesocynunHa cucrema (33,2%), rpyna J IIpoTumikpo6Hi 3acobu 11 CUCTEMHOTO 3acToCyBaHHS (24,4%) Ta rpyna
A TpaBHa cuctema Ta 06MiH pedoBuH (9,6%). TTopanpimmii anania KI1 3ocepenunu Ha ouinni npossis I1P. Tak, B
O/IHOMY I1OBiZJOMJIEHHI MorJIa MicTUTHCS iHPOpMallis Tpo ofuH abo AeKinbka npossis 1P, a 3aranbHa KilbKicTb
npossiB [1P cranoBusa 7672. AHani3 posnoginy npossis I1P JI3 3a knacamu cucreM i opratis (SOC) MegudHoro
CJIOBHUKA JJ1s1 PETYJISITOPHOI AistnbHOCTI (MedDRA) npogeMOHCTPYBaB, 110 Hal4yacTille MOBiTOMIISIIIU IIPO
NOpYyIEeHHs 3 60Ky WIKipy Ta MiamkipHOi KIiTKoBUHM (21,6%), mayHKoBo-Kumkosoro TpakTy (LIKT) (21,4%), 3aranbHi
NOpYyILIEHHs Ta peakuii B Miclli BBegeHHs (15,1%) Ta nopyueHHs 3 60Ky HepBoBoi cuctemH (12,9%) Ta guxaabHoi
CHACTEMHU, OPTaHiB IPyAHOI KJIITKU Ta cepefocTiHH (9,2%).

2. The thesis is dedicated to the study of theoretical, scientific-practical and organizational approaches to the
analysis of individual case safety reports (ICSR) on adverse reactions (AR) of medicinal products (MP) in elderly
patients with the aim of creating a scientific and methodological basis for optimization of the pharmacovigilance
system (PVS) of the marketing authorization holder. Pharmacovigilance (PV) is a scientific field and practical
activity related to the detection, assessment, understanding and prevention of adverse negative consequences or
any other problems related to the use of MP and is an integral part of the life cycle of any MP. The main objects of
observation of the PVS are AR of MP and cases of lack of efficacy (LOE) of medicines during their medical use. In
Ukraine, the PVS, both at the state level and at the level of pharmaceutical companies, is regulated by a number of
normative legal acts, including the Law of Ukraine No. 2469-IX dated 28.07.2022 "On Medicinal Products”, Order of



the Ministry of Health (MOH) of Ukraine No. 898 dated 27.12.2006 "On Approval of the Procedure for
Pharmacovigilance" and the Guideline "Medicinal Products. Good Pharmacovigilance Practices", approved by
Order of the MOH of Ukraine No. 620 dated 05.04.2018. Each marketing authorization holder must create and
maintain an up-to-date PVS, one of the main components of which is the development of measures to prevent or
minimize risks associated with the use of MP which this pharmaceutical company holds. At the same time, geriatric
patients constitute the main contingent of patients requiring drug treatment. For such patients, age-related
changes in the body explain differences in pharmacokinetics and pharmacodynamics of medicines compared to
patients of younger age categories, which complicates correct dosing of MP and indicates an increased risk of
atypical, inadequate, and even paradoxical reactions. A separate factor affecting the safety of therapy is the fact
that geriatric patients may require the simultaneous prescription of a larger number of MP. Taking all these factors
into account is key in ensuring the safety of MP in gerontology. Considering this, optimization of the PVS regarding
MP prescribed in geriatrics appears as a relevant task of modern pharmacy and medicine, designed to make the
use of medicines in elderly patients safer. At the first stage, a study of ICSR on AR of MP in gerontological patients
(60 years and older) for 2024, provided by the State Enterprise "State Expert Center of Ministry of Health of
Ukraine" (SECMOH), was conducted. The total number of ICSR was 5159. The average monthly rate of ICSR
submission was 415 ICSR, most often ICSR came from the Khmelnytskyi region (14.3%), the most active reporters
were physicians (96.3%), the overwhelming number of reports were about non-serious ARs (95.5%), and the share
of serious ARs decreased with the age of gerontological patients. ARs of MP were more often registered in women
(62.3%) and with the enteral route of MP administration (69.8%), in most patients one AR occurred (66.5%). The
largest number of AR cases was reported with the use of MP of Ukrainian (53.3%) and Indian (17.2%) production, as
these countries are most widely represented on the pharmaceutical market of Ukraine. As a result of the
assessment of the distribution of AR of MP depending on disease classes according to the International Statistical
Classification of Diseases and Related Health Problems 10th Revision (ICD-10), it was established that cases of AR of
MP used in the treatment of diseases of the circulatory system (38.7%), certain infectious and parasitic diseases
(12.9%), and diseases of the respiratory system (10.4%) were most often reported. At the same time, the largest
number of serious ARs occurred during the treatment of patients with certain infectious and parasitic diseases
(16.2%). According to the Anatomical Therapeutic Chemical (ATC) classification of MP, the largest share of AR cases
fell on the following first level groups of MP: group C Cardiovascular system (33.2%), group J Antiinfectives for
systemic use (24.4%), and group A Alimentary tract and metabolism (9.6%). Further analysis of ICSR was focused on
the assessment of AR manifestations. One report could contain information about one or several AR
manifestations, and the total number of AR manifestations was 7672. Analysis of the distribution of AR
manifestations of MP by Medical Dictionary for Regulatory Activities (MedDRA) System Organ Classes (SOC)
demonstrated that skin and subcutaneous tissue disorders (21.6%), gastrointestinal disorders (21.4%), general
disorders and administration site conditions (15.1%), nervous system disorders (12.9%), and respiratory, thoracic
and mediastinal disorders (9.2%) were most often reported.
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