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CTPYKTYPHUX CKJIQJIOBUX CBITOTJISIIY Ta IJEHTUYHOCTI, CIIBIIQJA0OYU 32 CBOEIO CYTHICTIO,
TpaHC()OPMYETHCS Y BIIMOBITHOCTI 3 1HIUBIAYaIbHUM JOCBIIOM.

I3 ananizy onocepenkoBy0U0i (PyHKIIT UyTTEBOCTI Y BIIHOMICHH] JIOJAWHU JI0 CBITY BUILTUBAE,
110 3MICTOBI XapaKTEPUCTUKU 1IEHTUYHOCTI OCOOMCTOCTI € MPOEKITI€I0 i1 CBIAOMOCTI Ha Pi3HHUX
piBHSAX uyTT€BOCTI. [l XapaKTepHCTUKU IHIMBIAYaJbHOTO BHUMIpPY Ta YYTTEBO-EMOIIHHOT
3a0apBIEHOCTI CBITOIVISIAY JIIOJMHU ICHYE KaTeropis «CTaBJICHHs», SK TMPOEKIis Kareropii
«cBitoBinHomeHHs» (B. IlluHKapyk) Ha XapakTepUCTHKY 1IEHTHYHOCTI OCOOMCTOCTI, B AKii
MIJKPECIIOEThCA 11 JYXOBHO-UYTTEBA CTOpOHA. B yKkpaiHChKiil MOBI MOHSTTS «CTaBJICHHS» Mae
aKCEOJIOT1YHUI BiITIHOK, TOOTO BMillye B cOOi LIHHICHE BiTHOLICHHS, SIKE BKJIIOYAE TYXOBHI
iHHOCTI JFoAuHU. OTKE CBITOTJISA, SIK CBITOBIIHOIIEHHS (BIJHOIICHHS Y MapaaurMi «JII0IMHA-
CBIT») MPOEKTYETHCS B 1IEHTUYHOCTI OCOOMCTOCTI, SIK ii CTAaBJICHHS A0 CBIiTy. [[s BU3HAYCHHS
0COOJIMBOCTEH CTPYKTYPHUX CKJIQJIOBHUX CBITOIVISY JIIOAMHU iX 3a0apBJICHICTIO YYTTEBICTIO
BUKOPDHUCTAaHO TaKy CHCTEMY KaTeropii, Mo po3poOJeHO KHIBCBKMMH HayKOBISIMHU
(«CBITOCTIpUHHATTSA», «CBITOPO3YMIHHS», «CBITOBIAYYTTSA» Ta «CBITONMEPETBOPEHHS»), SKi
BiJIIIOBIJAIOTh TPUKOMITOHEHTHIM CTPYKTYPi CBIJOMOCTI 0COOMCTOCTI (KOTHITUBHA, aheKTUBHA Ta
KOHATUBHA CKJIa/0Bl). UyTTEBICTb, SK MPOEKIis CKIAAOBUX CBITOIVISIIY Ha PI3HUX PIBHSX
CTPYKTYPHHUX CKJIQJIOBHX 1IEHTHYHOCTI OCOOMCTOCTI BUSBIAETHCS y ocobmuBux ¢opmax. Tak,
OCOOJIMBICTIO TPOEKIII «CBITOCIPUIHATTS» Ta «CBITOPO3YMIHHS» Ha KOTHITUBHY CKJIQJOBY
IZIGHTUYHOCTI OCOOMCTOCTI € T€, M0 YYTTEBICTh TpaHCPOPMYETHCS B HIH y (Popmi «kapTHHU
CBITY», a y CBITOpO3yMiHHI - Yy opmi «oOpa3y cBiTy». UyTTeBICTh y «CBITONEPETBOPEHHI»
TPaHCPOPMYETHCS Y KOHATHBHOMY KOMITOHEHTI 1JICHTHYHOCTI OCOOHMCTOCTI y (popMi BHIIUX
MOYYTTiB [MOpaib, i1eal, Bipa, Halis, JJI0OOB, T1IHICTh, yecTh Tomlo (B. [lnnkapyk)].

Ha ocHOBi 3acTOCyBaHHSI METOJOJIOTIi iCTOPHUKO-TICHXOJOTiUHOI iHTepHpeTamii HayKOBUX
JDKepen, 1o Hanmexarb A0 crnagmuHd KuiBcekoi mikonu Qinocodii KynbTypu BH3HAUEHO
IICHTHYHICTh OCOOMCTOCTI SIK MPOEKIIIT 11 CB1IOMOCTI.

[lepcnekTHBOIO MOAANBIIOTO JOCHIDKEHHS € PO3KPUTTS 3MICTy Ta CYTHOCTI CBITOIJIAAY
0COOMCTOCTI, SIK BUSBJICHHS 11 1/IEGHTUYHOCT] B CY4aCHUX YMOBaXx.

UDC 389.14:006.354
Sydorko L.1., senior researcher
State enterprise "Lviv Research and Production Center of standardization, metrology and
certification”, Lviv sydorko-i@ukr.net
Baitsar R.l., Doctor of Technical Sciences, Professor,
Lviv Polytechnic National University, baitsar@ukr.net

MANAGEMENT OF THE QUALITY OF SERVICES IN CLINICAL DIAGNOSTICS

Laboratory medicine is the most important component of the field of health care because it is
the clinical diagnostics (CD) of medical institutions that provide the basic information that allows
you to assess the patient's health, monitor the dynamics of treatment, and predict the future state.
Based on this, the results of laboratory diagnostics are of national importance as a tool for
monitoring the state of citizens' health. The main criteria for the advantages of CD at the current
stage of the development of the medical field are the quality, accuracy, and timeliness of the
obtained research results. The quality of laboratory services must be formed and ensured at all
stages: from the moment of determining their need and the collection of biological material
throughout the entire period of research and until the results are issued.

The strategy of reforming CD in Ukraine is focused on the international requirements of this
industry, in particular on the implementation of international quality standards of the ISO 9001
series [1] and the creation of effective quality management systems (QMS). The QMS provides
coordinated actions that direct and control the organization's activities related to quality. In the
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system, all aspects of laboratory activity, including organizational structure, processes, and
procedures, are considered from the point of view of quality assurance and improvement.

The problem of ensuring the quality of laboratory research is one of the central problems of
modern laboratory medicine. Only with the help of clear organization and quality laboratory tests
can it be expected that each result provided in the authorized report can be used by the doctor to
make diagnostic decisions and appropriate treatment. The report examines topical issues of quality
management of medical services and their implementation in practical activities. To ensure the
proper quality of research results, serious problems are created by many objective and subjective
factors. To eliminate the influence of these factors, a course was taken to develop national
standards in the field of laboratory medicine, using international experience in developing
standards that regulate requirements for the organization of clinical diagnostic laboratories (CDL)
and laboratory analysis tools.

Today, prevention, as management of the quality of the patient's health, has become the
dominant branch of medicine, whereas laboratory diagnostics, which can detect the risks of many
diseases, occupy the last place. The presence in the health care system of only certain fragments
of the risk of activity necessitates the formation of an effective complex risk management system
for the vast majority of them, which must be formed in compliance with certain requirements and
principles: determination of the features of the formation of the system; optimization of the risk
management model of medical structures; substantiating the prerequisites for implementing a
comprehensive medical risk management system and evaluating the effectiveness of its
functioning [2].

In many countries of the world, in order to improve the safety of medical care, reduce costs for
its provision, and increase the satisfaction of the population with medical services, issues of
managing the quality of medical care are actively developed and implemented in practical
activities. CDLs that have implemented the QMS work practice confirm their organizational
competence by accrediting the laboratory for compliance with the requirements of this standard.
Laboratory quality can be defined as the accuracy, reliability, and timeliness of providing the most
accurate results. All aspects of laboratory activity must be reliable, and research results must be
issued in a timely manner for effective use in medical and diagnostic purposes. Technical
competence is ensured by the implementation of the DSTU standard ISO/IEC 17025:2017 [3].

DSTU EN ISO 15189 was developed and intended for use only by medical laboratories and to
ensure professional competence. This standard establishes special requirements for the quality and
competence of medical laboratories. It is an instruction on quality management in the CDL and
the organization of technological processes to ensure the quality of medical laboratory research
[4]. The standard applies to all currently recognized types of medical laboratory services. It is used
by CDL in combination with other standards that regulate the activity of the laboratory.

The main requirement for laboratory research is to provide reliable information to clinicians.
This, first of all, determines the requirement for the quality of clinical laboratory research, which
ensures the correct and timely appointment of the analysis for the patient, performed at a
sufficiently high analytical level with the necessary information for its interpretation. Only with
clear organization and high-quality conduct of laboratory research, it is possible to expect that each
result can be used by the doctor to make decisions that change the treatment regimen. One of the
ways to determine the competence of CDL and the quality of their research is to conduct an
independent quality assessment. Analyzes cannot be considered true without proper quality
control.

In general, the management of the field of clinical laboratory research should take place in the
conditions of optimization of state programs for improving the quality of laboratory research, the
ultimate goal of which is a minimal or zero level of errors in the work of laboratories. This, in turn,
will improve the overall level of medical services.
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Of course, the implementation of standards of organizational, technical, and medical
competence cannot guarantee the error-free operation of medical laboratories, but they allow the
achievement of stable and repeatable results of the activity.

If a medical institution is really interested in providing high-quality patient care, it will never
lose the opportunity to check the accuracy of its diagnostic and treatment medical equipment once
again. Methodological aspects of organizing the quality system and improving the efficiency of
medical care are also important.
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CYUYACHE BUPOBHULITBO MPOYKIII

B ymoBax puHKOBOI €KOHOMiKM 1 riobanizamii TOJOBHUMH MpoOJieMaMu € SKICTh Ta
KOHKYPEHTOCIIPOMO>KHICTh MPOAYKILIi Ta epeKTHUBHE BUPOOHULITBO, € BOHA BUTOTOBIAEThCA. Lle
CKJIa/iHa OaraToruiaHoBa npo0Jjema, 3aekHa Bijl 0ararbox YMHHUKIB. [1iBUIIIeHHS e()eKTUBHOCTI
BUPOOHMIITBA HEMOXKJIMBE 0€3 3HaHHS HOro CyTi Ta Cy4acHUX ocobinuBocTell. Bumyck sikicHoi Ta
KOHKYPEHTOCIPOMOYKHOI MPOIYKIl BKJIIOYAE IIUPOKUN Kpyr HpoOsieM BiJ MPOEKTYBaHHS
MPOAYyKIlii, BUOOPY HEOOXIMHMX JCIHICBUX, aje SIKICHUX MaTepialiB 1 CUPOBHHH, HEOOX1IHOI
JeleBoi eHeprii, X TrapaHTOBAaHOTO IOCTA4aHHS, TEXHOJIOTIi BUTOTOBJEHHS NPOIYKIIi, 10
CTBOPEHHS MOTPIOHOT MaTepiaabHO-TEXHIYHOI 0a3u BUPOOHMIITBA, 3a0€3MEeUEHHsT MIHIMAJIbHUX
BUTPAaT BUTOTOBJEHHS Ta JOCTaTHbOI KBadiikaliii BHPOOHMYOro TMepcoHaly, OpraHizarii
BUPOOHUYMX TPOIIECIB, MOCTaYaHHs Ta 30yTy MPOAYKIIIi.

O06'exTHBHA HEOOX1AHICTh MIIBUILIICHHS PIBHS BUPOOHUIITBA MOJISATaEe B HOTr0 3/€MIEBICHH] IPU
3a0e3neyeHH1 SKOCTI Ta KOHKYPEHTOCIIPOMOKHOCTI POAYKIi, 1110 Bunyckaerbes. Llst mpobiema
Ha BUPOOHMIITBI BUPILIYETHCS B TICHOMY B3a€MO3B'SI3KY 3 IHIIMMHU 3aralbHUMU (QYHKIISMHU
MIJIPUEMCTBA, TAKUMU SIK MAPKETHHT, 1HKEHEPHUM CYIpPOBiJ, KBaji(iKallis nepcoHaly 1 TOMy
nonioue. [Ipobiema mo cBoiil CyTi B mepiry 4epry € TeXHIUHO-OpraHi3aliiHo Ta (iHaHCOBOIO,
sIKa TIOBUHHA BUPIIIYBAaTUCS 1H)KEHEPHUMH MeTo1aMu. YiTKO BU3HAYAE€ThCA CXeMa palliloHaJIbHUX
BUpIilLIEHb TPOOJIEM OCHOB CY4acCHOTO BUPOOHHUIITBA - BXXKMBAHHA €KOHOMHOTO MiANPHEMHUIITBA,
e(eKTUBHOr0 BUPOOHUIITBA MPOAYKLII 3a PI3HUX yYMOB BHUITYCKY, OpraHi3allii, TEXHOJOTTYHUX
MPOLIECiB BUTOTOBJICHHS, 1HHOBAIlli Ta I1HBECTHUIIA, €KOHOMIKH, OpTraHi3aiii BIPOBAIKEHHS
BITYM3HAHOTO A0cBiny nignpueMctB BIIK, Mi>kHapoaHoro 10cBily Ta 6araTboX 1HIIMX.

[TIpu ynockoHaneHHI BUPOOHMIITBA Ha TepIle Miclle NMOBUHHE BHMCYBATHUCS BIPOBAJKEHHS
oepexxnuBoro BupoOHuiTBa (Lean Production), sike 3abe3medye BHUTOTOBICHHS SKICHOT Ta
KOHKYPEHTHOI MpOAYKLIi Mpu MiHIMaIbHUX BHUTparax. ChorojaHi OepexinBe BHUPOOHHUIITBO
IIUPOKO 3aCTOCOBYIOTHCS Ha 3axoxi Ta Cxofi, a B YKpaiHi BHKOPHCTOBYETHCS JIUIIE OKPEMHMU
KOMIaHISIMH, IO CBIAYUTH Npo OailyXiCThb 0 HOBOBBEAEHb 1 Hepo3ymiHHA ix cyti. Lle
VKJIAJJA€THCS B MITICHY KOMIUIEKCHY CUCTEMY: SIKICTh MTPOAYKITiT — ii KOHKYPEHTOCTIPOMOKHICTh —
MiHIMaJlbHAa BHUTPATHICTh — cydacHe e(dekTuBHe BUpOOHUITBO. IIpobiemMa BUTpaTHOCTI Ta
3a0e3neYeHHsT BUCOKOI SIKOCTI MPOAYKIIIT BUPIIIYETHCSA B TICHOMY 3B'SI3KY 3 IHIIUMH (QYHKIIISIMHA

325


mailto:vik_shabajkin@ukr.net

