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CucteMa MeHe)KMEHTa Ka4ecTBa: iy
WHCTPYMEHT Pa3BUTUA OpraHM3aLum
WNU AONOJIHUTEIbHAA HarpysKa?

C.10. 3atoHukoBckun, C.A. KoHosanos, B.B. 3unyenko, [.E. LLaposa,
E.C. Axmap, A.B. BnagsuMupckun

Hay4Ho-npaKTUYeCcKMiA KIMHUYECKMIA LIEHTP AMArHOCTUKM U TeNleMeAULMHCKUX TexHonoruii, MockBa, Poccuiickas Qepepauus

AHHOTALMA

CucTeMa MeHe[XKMeHTa KayecTBa NpefiCcTaBisieT COb0i 0CHOBHYIO CUCTEMY YNIpaBieHNs OpraHu3aumeit, KoTopasi HanpasJieHa
Ha obecreyeHue rnaBHOro CBOICTBA BbIMYCKaeMoi NpoAyKLUMM — KayecTsa. OCHOBY MoAAEpIKKM KayecTBa Ha NpoM3BOACTBE
BbINOJHAET CUCTEMA MeHe[XXMeHTa KauyecTBa C NaBHOM Liefblo — BbiTb FOTOBBIMM K YA0BETBOPEHUIO MEHSIOLLENCS MOo-
TpebUTeNbCKOI LIEHHOCTH, a TaKKe BCErfa yuuTbiBaTb Y/AOBNETBOPEHHOCTb CaMUX NoTpebuteneil. [oBops o Mpou3BoAcTBe
MELMULIMHCKUX U3LENNA, CUCTEMY MEHEe[XXMEHTa KayecTBa B AaHHOM OTPAc/M MOXHO OMpeAeNuTb KaK OpraHU3aLMOHHYi0
CTPYKTYpY, e€ (yHKLMKM, NpoLeaypbl, NPOLECChl U Pecypcbl, He0OX0AMMbIe [/ PYKOBOACTBA W YNpPaBEHUSI OTHOCUTESbHO
KauecTBa MeAULMHCKOMN NPOAYKLMM.

B cTaTbe oTpaxkeHbl MPUHLMMbI CUCTEMBI MEHEAXKMEHTA KayecTBa W npouecchl yrpaenexns. OCHOBHOE BHUMaHWe YAEeNeHo
0C0BEHHOCTAM CUCTEMbI MEHEPKMEHTA KauecTBa MeaULMHCKUX U3JIeNUi, B TOM YUCTIE 0COBEHHOCTAM CUCTEMbI MEHEIKMEH-
Ta KayecTBa NPorpaMMHOro obecrneyeHus, ABNSAIOLIET0 MeAULMHCKUM n3aenmeM. OTMeuyeHbl YCIoBUSA, NpU KOTOPbIX cUCTe-
Ma MeHe[)KMEeHTa KauyecTBa CTAHOBUTCA MHCTPYMEHTOM [1sl 06ecreyeHns yYCTOMYMBOrO pasBUTUA OpraHM3aumu U He npea-
CTaBAETCS LOMOSHUTENbHOM Harpy3Koid, He UMeloLLel HeobxoauMocTu. MpeAcTaBreHbl pe3ynbTaTbl 0Npoca OpraHuU3aLmii,
BbIMYCKAMLLMX MeAULMHCKUE NPOTpaMMHbIE W3NS, CBA3aHHbIE C OMbITOM BHELPEHUS CUCTEMbl MEHeXKMEHTa KauecTsa,
a TaK)Ke rOTOBHOCTU K M3MEHEHWUSIM B OpraHu3aLuu.

KnioueBble cyioBa: ccTEMa MeHeKMeHTa KaueCTBa; MeAULIMHCKOE U3AENNE; nporpaMMmHoe obecneyeHue; MCKYCCTBEHHbIVI
MHTEJITEKT.
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Quality management system:
A tool for the development of the organization
or an additional burden?

Sergey Yu. Zayunchkovsky, Sergey A. Konovalov, Viktoria V. Zinchenko,
Daria E. Sharova, Ekaterina S. Akhmad, Anton V. Vladzymyrskyy

Moscow Center for Diagnostics and Telemedicine, Moscow, Russian Federation

ABSTRACT

A quality management system constitutes one of the organization’s management systems that provides for the selection of a
set of processes in the organization’s activities designed to ensure the stable quality of products and services provided.

The growth of global industrial production has underscored the need for the creation of such production and management
systems. These systems are designed to ensure that enterprises remains prepared to meet the constantly changing consumer
value of manufactured products inaccordance with consumer requirements, as well as the satisfaction of consumers themselves.
As aresult, attention began to focus on the production processes implemented within the organization when creating products.
Regarding the production of medical devices, a quality management system can be defined as an organizational structure
encompassing its functions, procedures, processes, and resources necessary for the coordinated direction and management
of a manufacturing organization with respect to the quality of medical products.

The article reflects the principles of the quality management system and management processes. Noteworthy emphasis is
placed on the features of quality management systems for medical devices, including the features of the quality management
system for software that is a medical device. Furthermore, the conditions under which the quality management system
becomes a tool for ensuring the sustainable development of the organization are noted.
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