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medical devices, quality
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I analyzed the new requirements for license applicants for the maintenance of medical
devices, including the requirements for quality management systems to comply with
the requirements of GOST ISO 13485-2017. The author compared the requirements

of GOST ISO 13485-2017 with the requirements for quality management systems
established by other documents.

Based on the results of the analysis, we can conclude that by finalizing the documented
procedures in terms of regulating the listed special requirements, the quality
management system can be considered functioning in accordance with GOST ISO

13485-2017.
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MeTponornyeckoe obecrnedyeHme B 34paBooXpaHeHnn Poccuu

XI Becepoccuitckas Hay4HO-TeXHUYecKas KoHdepeHuus «[lpo6nembl
METposioruyeckoro obecneyeHns B 34paBo0XPaHEHUHU U NPOU3BOACTBE
MEeULMHCKON TEXHUKU» NPOLUNA B KOHLE CeHTabps B Coum

Ha KoHdepeHuMn obcyxaanncs Bonpockl obecrneveHs
eanHcTBa n3MepeHnin B Poccurickon ®epepaumn B obnactm
3[paBoOOXpaHeHus, B cdhepe Npomn3BoacTea MeANUMHCKOM
TEXHWKN, 0BecneyeHns npoLuecca HeNpPepbIBHOMO
NOBbILLUEHNA KOMNEeTeHUMM crneunanmcTtoB-MeTponoros

C MCNONb30BaHNEM LIMPPOBLIX 06pasoBaTebHbIX MNNaTdopMm.
[MpUBETCTBYS Y4aCTHMKOB KOHGOEPEHLMM, 3aMECTUTENb
MWHUCTPA MNPOMBILLNEHHOCTU 1 TOProsnn POCCUNCKOM
®epgepaumm A.A. Y4eHoB OTMETUN: «YOexaeH, YTO KoHdepeH-
LM MOATBEPAUT CTaTyC APAHEKTUBHON KOMMYHUKALIVIOHHOW
nnoLlaakK, rae y4acTHUKM CMOryT He TONbKo 06CcyanTb
LUMPOKNIA KPYr BOMPOCOB, CBA3AHHbIX, B MEPBYIO oY4epeb,

C TOYHOCTbIO M3MEPEHUIA B 061aCTV 30paBOOXPaHEHMS,

HO N HAMETUTb NyTN ﬂ,aaneMLuero PasBUTUA».

HavanbHnK YnpaBneHns MeTponorumn, rocyaapcTBeHHOro
KOHTpOns 1 Hap3opa PocctaHaapTa 3.1, Ocoka B cBOeM
[okage oTMeTUs, YTO «4OCTVKEHME JOCTOBEPHbIX
pe3ynbTaToB B TAKOW CAOXHOW OTpacv HEBO3MOXHO

6e3 NpUMeEHEeHWs COBPEMEHHbIX CPEACTB N3MEPEHMIA.
CerogHsa Hanbonee akTyasnbHbl TEXHONOMMYECKNIA

CYBEPEHUTET, MMMOPTOHE3ABMCUMOCTbL, MOVUCK COBMECTHbIX
OKOHOMUYECKM BbIFOAHbIX PELUEHNA B 061acTu
METPONOrM4eCckoro 06ecne4eHma 3APaBOOXPAHEHNS».
3npaBooxpaHeHne — 0HO 13 MPUOPUTETHBIX HanpaBneHNi
pas3BUTUS OTEYECTBEHHOM CTaHAaPTM3aUMM 1 METPONOTN.
B 2020 rogy coBmecCTHbIM peLueHnem MuHnpomTopra
Poccuun, ®epepanbHoii cny6bl No Hag3opy B cdepe
3ApaBooxpaHenus 1 PoccTtaHaapTa Obina yTeepxaeHa
[TepcnekTnBHasa NnporpammMa ctaHgapTnaaumm B o6nactm
MeanumMHCKIMX napennin Ha 2020-2025 roael. B nione
2022 rofa BefyLmMe KUTarcKme 1 POCCUNCKME CrneuvanmcTbl
HaLMOHanNbHbIX METPONOMMYECKNX MHCTUTYTOB NOAENUINCH
OMbITOM METPONOrM4ECKOro 06ecneyenust USMEePEHUn B CBOMX
cucTemMax 30paBoOXpaHeHns, peadynsTataMy No paspadboTke
CTaHAApPTHbIX 00Pa3LI0B 1 NPOCNEXNBAEMOCTN USMEPEHWIN,
BbIMNOMHSAEMbIX B 1a00PaTOPHON MeanLMHe, a B aBrycTe
PoccTtaHaoapTom 6bina cdhopMrpoBaHa oTaensHas paboyas
rpynna no KoopavHaumu AeaTeNbHOCTN TEXHNHECKNX
KOMWTETOB MO CTaHAapTM3auUMmM B 061acT MeANUMHCKIMX
N30enuin, MeHeKMeHTa Ka4ecTBa MeVNLUMHCKMX N34eNui,
CcTOMaTonNorm, CUCTEM ANs TPaHCY3MONOrm 1 OLEHKM
COOTBETCTBUS.
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