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BBEAEHWNE

IIpumeHeHre 000OpPYOOBaHUS MPU OKa3aHUU Me-
JULMHCKOW TTOMOIIM COINPSIKEHO C PUCKAMU IpU-
YUHEHUS Bpela 3J0POBbI0 U XU3HU C BEPOSITHO-
CTbIO HACTYIUIEHUS HEOJAronpuUsTHBIX COOBITHUIA.
I1o oTOit MpUYMHE PUCK-OPUEHTUPOBAHHBIN MOIXO/I
SBJISIETCS 00S13aTEJIbHBIM YCJIOBUEM B COBPEMEHHBIX
peanusix.

LESb NCCNIEAOBAHUA

MaeHtuduxkaums puckKoB BKCIIyaTalluu Meav-
LHUHCKOTro obopynoBaHus (MO) B Kapauoxupypru-
YECKOUW KJIMHUKE.

MATEPUWANT N METO[bI

B ®I'bBHY «HayuyHo-uccienoBaTeIbCKUii MH-
CTUTYT KOMILJIEKCHBIX MPOOJEM CEPIEeUYHO-COCYAU-
cteix 3aboneBanuit» (HUM KIICC3) pns uaeHTU-
¢dukanmy pUCKOB MpPUMMEHEHa METOAMKa aHaiu3a
npuurH U nociaeactBuii otkazoB (FMEA, Failure
Modes and Effects Analysis). 1o koauyecTBy 0a-
JIOB 0000I11IEHHOW KOJUYECTBEHHON XapaKTepUCTUKHU
pHCKa HECOOTBETCTBUS (ITPUOPUTETHOE YHCIIO PUCKA
(ITYP)) Bce pucku pasaeiaeHbl Ha YPOBHU: HU3KUIA,
CpelHUii, BbICOKMU M kartactpoduueckuii. [Toay-
YeHHBbIe TaHHbIe ObLIM CHUCTeMaTU3upoBaHbI B «Ila-
CHOPT pUCKa», BKJIIOUAIOLIWI OMNpeaeeHe pucKa,
ero MHAWKATOp, MOKa3aTeldb, YPOBEHb, MCTOYHUK.
O06o03HaYeHHbI IIPUYKMHA U TTOCIEACTBUS pUCKa, a TaK-
e Mephl yrpapiaeHUus1 uMu. Bech mpouecc popma-
JIN30BaH B pamMKax PyKoBoaCTBa Mo KadyecTBY U J0O-
KYMEHTHPOBAHHBIX MPOLIETYP CUCTEMbI MEHEIKMEH-
Ta KayecTna.

PE3YJIbTATbI

ITokazarenu ocHaiéHHocTM MO U pe3ybTaTuB-
HOCTU paboThl MHXKeHepHoM ciyx061 HUN KITCC3

3a nepuoa ¢ 2012 mo 2022 r. CBUIAETEJbCTBYIOT
0 BBICOKOI Harpyske Ha cuctemy yrnpasieHus MO,
B YaCTHOCTU, OO0 YBEJIMYEHUU KOJMUYECTBA €AMHMUIL
MO (c 976 no 2520 en., cpeaHUil eXeroaHbIi (1el-
HOI1) TeMIT TipupocTa coctasisul 13 %), nmpoBeaéH-
HOTrO TeXHMYECKOro obciayxkuBanus (¢ 555 mo 2361)
u pemoHTa MO (¢ 335 10 897). B nipoliiecce Bbiaesne-
HO 8 PUCKOB, B TOM YHCJIe IBA — BBICOKOTO YPOBHS
(3aKymka HeKayeCTBEHHBIX 3allaCHBIX YacTeif, pac-
XOIIHBIX MaTepuajoB W HEHajuiexallass 3Kcryara-
g MO). K nocieacTBusiMm BBICOKMX pUCKOB OTHE-
CEeHbI: HapyllueHUs B pabote MQO; cHIUXeHUE pecyp-
ca; yXyJlIeHWE XapaKTEPUCTUK; MPOCTOU; BHEILIa-
HOBbI€ OOCIYXXMBaHUS; PEMOHTBI U PUCK MOJTYYEHUS
OLLIMOOYHBIX AUATHOCTMYECKUX PE3YJbTaTOB; TpaB-
MOOIIACHOCTb [IJISI TIepCOoHaJIa U MallMeHTOB. YIpaB-
JIEHUE MOCEACTBUSIMU BKJIIOUAIOT: COOJIIOEHUE MO~
psinka TIpUEMKU PacXOTHBIX MaTepUalOB U 3arac-
HBIX YacTeil; opraHu3aluio NpeTeH3MOHHO paboThI;
MPOBeIeHNE CBOEBPEMEHHOIO PEMOHTA; TIPOBEACHME
BHYTPEHHETO pacciielIoBaHUs CJlyyaeB HapylIEHU.
K cpenHeMy ypoBHIO priCKa OTHECEHO «HEHaJIexKa-
mee oocayxuBaHue MO mepcoHalloM ayTcopcepas,
MOCJEACTBUSIMU KOTOPOrO MOTYT CTaTh TakKXKe CHU-
KEeHUe pecypca U yXyIlIeHWe XapaKTepUCTUK, TPO-
CTOU Ha PEMOHTHI. MepamMu yripaBjieHUs] MPUIMHAMU
JIAHHOTO pUCKa SBJsJach NMpopaboTKa TEXHUUECKUX
3aJaHMi Ha 3aKJII0OYEeHHWE KOHTpaKTa ¢ KBajauduka-
LIMOHHBIMU TpeboBaHUsIMU. K HU3KOMY YPOBHIO pU-
CKa OTHECEHBI: 3aTSITMBaHKE TPOLEAYPHI TTOATOTOB-
KU JOKYMEHTOB Ha CIIMCaHue, TPUINHAMU KOTOPOTO
SIBJISIIOTCS CXKaTble CPOKHU BBITTOJTHEHMUS 3a1a4M, Orpa-
HUYEHHOCTb TOPU30HTAIbHbBIX CBA3EM CO CMEXHBIMU
clyk6amMu, TPYAHOCTH NPU UAEHTUDUKALIMU CO CTO-
POHBI BEIOMCTB, pa3pellaloliux CIICcaHne; Hapylie-
HUe TpeboBaHUM K ycoBUSIM ITocTaBku MO (rpuyun-
Ha — HapylleHue TOCTaBIIMKOM TpeOOBaHMIA N3rOTO-
BUTEJS K YCJIOBUSIM XpaHEHUS U TPAHCHOPTUPOBKHU,
HapyllleHue CPOKOB ITOCTABKM); OTCYTCTBUE YCIOBUIA
IJ1s 3anycka B padboty HoBoro MO (rpuuuHa — Heco-
Os1r0JIeHMEe MOPSKa OpraHU3alUK 3aKyIK1U 000pyn0-
BaHUs); TpeOyrollee moBepku MO MOXET He MOoIacTh
B CIIMCKH, a YaCTh YK€ IMOBEPEHHOI0 000PYyI0BaHUS
MOXET OIIMOOYHO TOMACTh B CIMCKU ITOBEPSIEMBIX
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CpPeICTB U3MEPEHUIl (IMIpUYKMHA — OLIMOKHU, JOIYIIEH-
HbIE MPU COCTABJIIEHUN U COIJIaCOBAHMUU BEIOMOCTEN
mo ®3.5-15, ®3.5-17); oTKa3 LIEeHTpa CTaHAAPTU3a-
LMY 1 MeTpoJjioruu B mosepke MO mo npuyuHe He-
WUCIIPABHOCTU WJIM HEKOMILJIEKTa (MpUUMHA — Hapy-
LLIEHME MOopsI/IKa MOArOTOBKM 000PYA0BaHUS K ITOBEP-
K€ CpeICTB U3MEPEHMUI) — MEpOMl yrpaBieHUs SB-
JIsieTCsl BBEIEHUE TPEANOBEPOUYHOIO KOHTPOJISI TeX-
HUYECKOIO0 COCTOSIHUS.

3AKJTHOYEHUE

Puck-opueHTUpOBaHHBIII MOIXOH Hpu paboTe
¢ MO no3BoJisieT MEAMLIMHCKUM OpraHu3alusM Mpe-
yIpeX/aaTh, BHISIBISATD U NTPEAOTBpallaTh PUCKU, CO3-
JAIoIIMe yIrpo3y KU3HU U 3M0POBBIO KaK MalleHTOB,
TakK W TepcoHaja, MUHUMM3UPOBATH MOCIEACTBUS
WX HACTYIUIEHUS MYyTEM COBEPILIEHCTBOBAHUS TTOAX0-
JIOB K OCYIIECTBJICHUIO MEAULIMHCKON AESATEJIbHOCTHU.

RISK-BASED APPROACH TO THE MANAGEMENT OF MEDICAL EQUIPMENT
IN PROVIDING CARE FOR CIRCULATORY DISEASES

Milinevskiy N.l., Kushch O.V., Artamonova G.V.

Research Institute for Complex Issues of Cardiovascular Diseases, Kemerovo, Russia

BACKGROUND

The use of equipment in the provision of medical
care is associated with risks of harm to health and life
with the likelihood of adverse events, for this reason,
a risk-based approach is a prerequisite in modern re-
alities.

THE AIM

To identify the risks of operating medical equip-
ment (ME) in a cardiac surgery clinic.

MATERIAL AND METHODS

The Research Institute for Complex Issues of Car-
diovascular Diseases used the technique of failure
cause and effect analysis (Failure Modes and Effects
Analysis, FMEA) to identify risks. By the number
of points of the generalized quantitative characteris-
tic of the risk of non-compliance (priority risk num-
ber), all risks are divided into levels: low, medium,
high and catastrophic. The obtained data were system-
atized in the “Risk Passport”, including: the definition
of risk, its indicator, level, source. The cause and con-
sequences of the risk, as well as measures to manage
them are indicated. The whole process is formalized
within the framework of the Quality Manual and doc-
umented QMS procedures.

RESULTS

Indicators of the equipment of ME and the
performance of the engineering service of the Re-
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search Institute for Complex Issues of Cardiovascu-
lar Diseases for the period from 2012 to 2022 indi-
cate a high load on the management system of ME,
in particular, an increase in the number of units
of ME (from 976 to 2520 units, the average annu-
al (chain) growth rate was 13 %), carried out main-
tenance (from 555 to 2361) and repair of ME (from
335 to 897). In the process, 8 risks were identified,
including two high levels (purchase of low-quali-
ty spare parts, consumables and improper opera-
tion of ME). The consequences of high risks in-
clude: violations in the operation of medical equip-
ment, reduction of service life, deterioration of per-
formance, downtime, unscheduled maintenance,
repairs and the risk of obtaining erroneous diag-
nostic results, injury hazard for personnel and pa-
tients. Consequence management includes: compli-
ance with the procedure for acceptance of consum-
ables and spare parts, organization of claims work,
timely repairs, internal investigation of cases of vio-
lations. The medium level of risk includes “improper
maintenance of ME by the outsourcer’s personnel”,
the consequences of which may also be a decrease
in the resource and deterioration in performance,
downtime for repairs. Measures to manage the causes
of this risk were the development of technical speci-
fications for the conclusion of a contract with quali-
fication requirements. The low level of risk includes:
delay in the procedure for preparing documents
for write-off, the reasons for which are the short
deadlines for completing the task, the limited hori-
zontal links with related services, difficulties in iden-
tifying by the departments allowing the write-off; vi-
olation of the requirements for the terms of delivery
of ME (the reason is the violation by the supplier
of the manufacturer’s requirements for the conditions
of storage and transportation, violation of the deliv-



Bankansckunin megnumHekmi xxypHan, 2023, Tom 2, Ne3

Baikal Medical Journal, 2023, Vol. 2, No 3

ery time); lack of conditions for launching new ME
(the reason is non-compliance with the procedure
for organizing the purchase of equipment); ME re-
quiring verification may not be included in the lists,
and some of the already verified equipment may mis-
takenly be included in the lists of verified measuring
instruments (the reason is errors made in the prepa-
ration and approval of statements according to F3.5-
15, F3.5-17); refusal of the CMS to verify the ME
due to a malfunction or incompleteness (the reason
is a violation of the procedure for preparing equip-
ment for verification of the measuring instruments) —

the control measure is the introduction of a pre-ver-
ification control of the technical condition.

CONCLUSION

A risk-based approach when working with medi-
cal equipment allows medical organizations to prevent,
identify and prevent risks that pose a threat to the life
and health of both patients and staff, to minimize
the consequences of their occurrence by improving ap-
proaches to the implementation of medical activities.

Onsa untupoBaHna: MunnHesckuii H.., Ky O.B., AptamoHoBa I.B. PUck-0preHTUpOBaHHbIN NOAXo[, B ynpasne-
HUW MeOVLIMHCKMM 060pyA0BaHNEM B OKa3aHUM MOMOLLY MY 60NIE3HAX CUCTEMbI KPOBOOBPpAaLLEHWS. balika/lbCKui
meauumHekuii xypHas. 2023; 2(3): 68-70. doi: 10.57256/2949-0715-2023-2-3-68-70

For citation: Milinevskiy N.l., Kushch O.V., Artamonova G.V. Risk-based approach to the management
of medical equipment in providing care for circulatory diseases. Baikal Medical Journal. 2023; 2(3): 68-70.
doi: 10.57256/2949-0715-2023-2-3-68-70

Teaucol
Proceedings



	С
	Пустая страница


