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Mpeancnoeue

1 MOOIrOTOBMNEH O6wecteoM C oOrpaHudeHHon oTBeTcTBeHHocTbd «MEOWTECT» (OO0
«MEJOWTECT») Ha ocHoBe coBCTBEHHOro NepeBofa Ha PYCCKWUIA S3bIK aHIMOsA3bIYHOW BEpCUMM [OOKYMEHTa,
yKa3aHHoro B nyHkTe 4

2 BHECEH TexHu4yeckum komuTeToM no ctaHpaptusaumm TK 436 «MeHemKMeHT KadyecTsa U obliue
acnekTbl MeAULIMHCKUX U3aenuin»

3 YTBEPX/EH W BBEJEH B JEWCTBWE MMpukazom ®enepanbHOro areHTCTBA MO TEXHUYECKOMY
perynuposaHuio 1 metponoruun ot 20 maa 2025 r. Ne 436-cT

4 Hactodwmin ctaHgapT naeHTUYeH MexxgyHapogHoMmy gokymeHTy ISO/IEC Guide 63:2019 «PykoBog-
CTBO MO pa3paboTke W BKIOYEHWK acnekToB 6e30macHOCTM B MeXAyHapoAHbIe CTaHOapTbl HA MeOuUMH-
ckue mnsgenua» (ISO/IEC Guide 63:2019 «Guide to the development and inclusion of aspects of safety in
International Standards for medical devices», IDT).

MexayHapogHblii JOKYMeHT pa3paboTaH COBMeCTHOW paboyei rpynnoi TexHW4eckoro KomuTeTa
NCO/TK 210 «YnpaBneHWe Ka4ecTBOM WM COOTBETCTBYLLMe obLiMe acnekTbl ANS MegULUHCKUX W3Oenviy
n Mogkomutetom MOIK/MK 62A «OBOwume acnekTbl 3nekTpudeckoro obopydoBaHWs, WCMOMb3yemMoro B
MeOULMHCKOW NpakTuKe»

5 B3AMEH IOCT P 56033—2014/Pykosoacteo MCO/M3K 63:2012

MNpasuna npumeHeHUss Hacmosweao cmaHdapma ycmaHosneHbl 8 cmamse 26 @edepanbHO20 3aKOHa
om 29 uwHa 2015 2. Ne 162-®3 «O cmaHOapmu3zauuu e Pocculickoli ®edepayuuy». WMHpopmauyus ob
U3MeHeHUsIX K Hacmosiwemy cmaHdapmy nybnukyemcs g exe200HOM (0 COCMOSHLIO Ha 1 SHBaps MeKyuweao
2o0a) uHghopmayuoHHOM yKazamene «HayuoHanbHble cmaHlapmei», a oguyuanbHbil MeKkcm usMeHeHul
U ronpasoKk — 8 exXeMecAYyHoOM UHOPMayUOHHOM ykaszamene «HayuoHanbHbie cmaHdapmei». B ciyvyae
nepecMompa (3aMeHbl) Uu OMMeHbl Hacmosuweao cmaHlapma coomeemcemeyroujee ysedomieHue bydem
onybnukoeaHo 8 bruxaliweMm ebINyCcKe eXeMecsyHo20 UHGOPMAUUOHHO20 ykaszamens «HayuoHanbHble
cmaHOapmsi». Coomeemcmeyrowas UHpopmayus, yeedoMmeHUe U MEeKcmbl pasmMewiarmcs makie 8
uHghopMayUoHHOU cucmeme 0buiezo Nonb308aHUs — Ha oghuyuansHoM caltime @edepanbHO20 ageHmemasa
10 MexHU4YeCKOMY peayiuposaHulo U Memponozuu 8 cemu VHmepHem (www.rst.gov.ru)

© 1S0, 2019
© IEC, 2019
© Odopmnenue. OIEY «MHCTUTYT cTangapTulaumm», 2025

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

HacTtoawmi cTaHgapT COAePKUT NpaKkTUYeCcKne pekoMeHaauU MM no BKNKYEHWKD acnekTor be3onacHoCTH
B CTaHOapTbl HA MeAUUMHCKUE W3Oenus, BKNYaa cTaHOapTbl HA CBA3aHHbIE C MEOQUUMHCKUMW U30enusamm
cucTemMbl MeHemxkMmeHTa. C Lenblo yooBneTBOpeHust noTpebHocTel MegMUNHCKOM NPOMBILLNEHHOCTU HAcTos-
LWMIA CTAaHOapT OCHOBaH Ha MpPUHLKMNAax MeHempkMeHTa pucka n Pykosogctee MCO/M3K 51:2014.

KoHuenuua 6e3onacHoCTU, ONUCaHHaaA B HACTOSALLEM CTaHAapTe, TeCHO CBA3aHa C 3allMTOM NaLUeHTOB,
NUL, OKa3sblBAKLWKMX MeOULMHCKMEe YCMyrv, a TakKke OpYrix 3anHTepecoBaHHbIX nui. BesonacHocTs Takke
CBSi3aHa C NPUYMHEHWEM Bpeda MMYLLECTBY UMM OKPYXaloLLen cpeae.

OnucaHHbIM B HACTOALLEM CTaHAApTe NOAXOA HaMNpaBneH Ha CHMKEHWE BO3HUKAKLLErD B TEYEHUE KN3-
HEHHOro LUMKNa MeAWMLMHCKOTO W3Aenus pyucka, BKMKYas MpoekTUpoBaHWe, NMpOU3BOACTBO, AUCTpMOYLMIO,
MOHTaX, NPUMEHeHWe, TexHudeckoe obcnyKuBaHMe U NpeaocTaBneHne WHbIX YCIyr, a Takke YHUYTOXEeHWe
Unu ytunusauuio. PaccMatpuBaeTcs MOSHbIA XXWU3HEHHbIA LUWKT MeQWUMHCKOTo M3nenus (BKIYas Kak npe-
OYCMOTpPEHHOE NMpUMeHeHWe, Tak 1 0BOCHOBAHHO MPOrHO3MpyeMOoe HeNpaBurbHoe npumeHeHue). Llenesio aB-
nAeTcs AOCTWXKEHWe JONYCTUMOro pUcKa AN Mogen, MMYLLecTBa U OKpyXKatllen cpenbl.

Tak Kak pa3nuuyHble 06CTOATENLCTBA AUKTYHOT pasnuuHble noaxobl kK obecnedeHunio bezonacHocTu, TO
HEeBO3MOXHO NpefyCcMOTpeTh YeTkne TpeDoBaHMs M pyKOBOACTBA, KOTopble OYAyT UMeTb OTHOLIEHUE K KaX-
OOMY KOHKPETHOMY crny4al. [1pyMepoM TakvMx pasnuyuil aBnsioTca paspaboTka cTaH4apToB ANS M3rOTOBU-
Ternen MeguUMHCKUX U30enuin U cTaHaapToB ANS NOCTaBLUMKOB MeAWLIMHCKUX YCNYT U ydpexaeHuid. B 1o xe
BpeMS HaCcTOALLMIA CTAaHOAPT, OCHOBLIBAACH Ha NMPUHLUUMNE «WUCMOMNb3yN, ECNM NPUMEHUMOY», MOXET MOMOYb B
pazpaboTke cTaHOapTOB, BKMOUYAKLLIMX acnekTsl Be30nacHOCTH, KOTOpble COOTBETCTBYHOT OBLLENPU3HAHHOMY
COBPEMEHHOMY COCTOSHWUIO HayKW U TEXHUKM.

MpumevyaHne — TepMUH «CTaHAAPT», UCMOMNb3YEMbIA B HACTOALLEM CTaHAapTe, BKMOYAeT MexayHapodHble
CTaHOapTbl, TEXHUYECKNE YCMOBUSA, OBLWEOOCTYNHbIE TEXHUYECKME YCMNOBMWSA, TEXHUYECKNE OTHETHI M PYKOBOACTBA, pas-
pabotaHHble MCO nnn MBK.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

PYKOBOOCTBO INO PASPABOTKE U BKNTKOYEHWKO ACMNMEKTOB BE3OMNACHOCTHU
B MEXXAYHAPOOHbIE CTAHOAPTbI ON1A MEAUUMHCKUX U3OENUNA

Guide to the development and inclusion of aspects of safety in International.
Standards for medical devices

Data BeepeHua — 2025—09—01

1 ObnacTb NpUMeHeHns

Hactosawmn CTaHOapT yCTaHaBnuBaeT TpeﬁosaHm 1 COOEPXUT peKoMeHOauun No BKIKOYEHWKD acnek-
ToB Ge3onacHOCTM B CTaHgapTtbl Ha MedUUUHCKHUe nagennsa, OCHOBaHHbIE Ha OGLLI,eI'I]DI/I3HaHHbIX KoHUenunax n
MeToO0NorMn MeHeXXMeHTa pUCKa.

HacToawmn ctangapT NpUMEHUM K H}OGOMy acCnekTy, cBA3aHHOMY C 6e30MacHoCTbLID HeroBeka, MmyLle-
CTBa, Opr}Ka}OLI.EEI?I cpenbl Nnn nX coYeTaHua.

B HacTofaweM cTaHaapTe TEPMUH «npoaykuua» Bknw4aeT B cebs MeOVUMHCKOE u3genne nnu cUCctemy,
KOTOpasa MOXeT COCTOATb U3 OAHOIo Ui HECKOMNbKNMX MeAULUUHCKNX W3genuia, B TOM YUCIe B COYETaHWU C He-
MeOULUWNHCKUMUW U3OennsamMmn.

2 HopmaTuBHbIe CCbINKK

B HacTosawem CTaHOapTe HOPMAaTUMBHBLIE CCbhINKK OTCYTCTBYIOT.

3 TepMuHbI U onpegeneHus

B HacToslwem cTaHgapTe NPUMEHEHbI CriegyowmMe TepMUHbL C COOTBETCTBYOLLMMK ONpeaeneHusiMn.

NCO n M3K BepyT TepMmuHonorndeckne 6asbl JaHHbIX 418 UCNONb30BaHWA B cTaH4apTU3auuWM no cne-
OyHOLWWM afpecam:

- nnatcopma oHnanH-npocmotpa NCO: goctynHa Ha http://www.iso.org/obp;

- Onektponeausa M3K: goctynHa Ha http://www.electropedia.org.

3.1 Bpepg (harm): TpaBma nnu yepb 300PORLIO NM0AEN, a Takke ylepd MMYLLIECTBY UMK OKpYKatoLLen
cpene.

[Pykosogcteo MCO/M3K 51:2014, 3.1]

3.2 onacHocTb (hazard): MNoTeHuManbHbIR UCTOYHKK épeda (3.1).

[Pykoeogcteo MCO/M3K 51:2014, 3.2]

3.3 onacHasa cutyauus (hazardous situation): OBcTosiTenscTBa, NPU KOTOPLIX MOAN, UMYLLECTBO UMK
OKpyXarwLlaa cpefa NofBeprawTcs OOHOW MY HECKONbKUM onacHocmsm (3.2).

[PykoBoacteo MCO/M3K 51:2014, 3.4]

3.4 npegycMmoTpeHHoe npumMeHeHue (intended use): MNpumeHeHVe, ANA KOTOPOro NpoOYKLMs, Npo-
Lecc unu ycnyra npegycMoTpeHbl B COOTBETCTBUMU CO cneludukaunuamMm, UHCTPYKUUAMKU U MHdopMaLMen,
npenocTaensgeMbiMn uzzomogumernem (3.6).

n punMedYyaHune — anﬂyCMOTpeHHbie MedWLUMHCKKME NoKa3aHWA, KaTteropua nauymMeHToB, YacTb TeNna Ui Tun TKka-
HW, C KOTOpOIﬁ nponcxognuT B3anMMoOencTeme, HpO(bMﬂb nonb3oBaTtend, cpeda npuMeHeHuUa 1 NpuHUKMn 0EenCcTBUA ABNAT-
CA TUNUYHBIMKX ANEMEHTaMKW NpeayCMOTPEeHHOIo NpUMMeHeHnA.

MapaHune ochbuumnansHoe
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3.5 xu3HeHHbIW yukn (life-cycle): Bce ctagun cywecTBoBaHuA MeduyuHCKo20 u3denus (3.7) oT nepBo-
Ha4anbHOM KOHUENUUW 40 BbIBOAA W3 IKCMMyaTaLuun U yTUnusauuu.

3.6 usrotoBuTenb (manufacturer): Mioboe duanyeckoe Unu LPUAUYECKOE NWLO, OTBETCTBEHHOE 33
NPOEKTUPOBaHME WU NPON3BOACTBO MeduUUHCK020 u3denus (3.7) ¢ Luenbio BbINYCTUTL B obpalleHne meau-
LUMHCKOE M3enue nog ero co6CTBEHHbIM UMEHEM, HE3ABUCWMMO OT TOFO, CMPOEKTUPOBAHO W/UNK NPOM3BEAEHO
Takoe MeoWLUMHCKoe N30enve 3TUM NULOM UMW MO ero NOPYYeHWK OPYrMM nuuomM(amu).

MpumevyaHne 1 — JaHHoe «du3NYECKOE WMU KOPUAONYECKOE NWLO» HEeceT KOHEYHYH pUOMYecKY OTBeT-
CTBEHHOCTb 3a 0obecneyveHne BbIMOMHEHUS NPUMEHMUMbIX perynupytowux TpeboBaHnin cTpaH unw OpUCAUKUMA B OTHO-
LIEHW MEeQVLMHCKUX 3aenuid, Ana peanvsauuy B KOTOPbIX OHW MpefHa3HayYeHbl, ecriv TOoMNbKO WHOE He YCTaHOBMEHOo
cneuuanbHbIMK TpeboBaHUAMM PeryrnypyoLLero opraHa B npegenax ero pucaukumm.

MMpumeyvyaHune 2 — OTBETCTBEHHOCTb M3rOTOBUTENA ONMcaHa B pykoBoasawmx gokymeHtax GHTF. 3ta oTteet-
CTBEHHOCTb BKNIOMaeT B cebs Kak 0TBETCTBEHHOCTL MO BLINOMHEHWKO TpeboBaHWii A0 BeiMycka B obpalyeHve, Tak 1 no-
crnenpogaxHbix TpeboBaHWiA, TakMx Kak cooblleHns o HebnaronpuATHeIX COBBITUAX U YBEOOMMEHWUA O KOPPEKTUPYHOLLMX
OENCTBUAX.

MpumevyaHue 3 — «lpoekTUpoBaHWe W/UNKM NPOU3BOACTBO» MOTYT BKNoYaTh B cebd paspaboTky cneuuduka-
LMiA, MPOAYKUMK, NPOW3BOACTBO, M3roToBMneHve, cbopky, 0bpaboTky, yNakoBKy, NepeynakoBKy, MapKUpOBKY, MepemMapku-
POBKY, CTEPMUNN3ALMIO, MOHTAX WM BOCCTaHOBMNEHWE MedMLMHCKOro M3gennus, a Takke obbeamHeHne nagenvi, BO3MOXKHO
C Apyrov Npogykuvei, B eduHbln Habop ANa MegULWHCKOro HazHavYeHus.

MpumevaHme 4 — Jlnuo, ocywecTBAsIOWEE B COOTBETCTBUN C MHCTPYKUMEW MO NpUMeHeHuto cBopky u pe-
ryNMPOBKY MeOWMLMHCKOro M3OEnns, BbiMyLWEeHHOro B obpalleHne WHbIM NULOM WM NpegHasHa4eHHoro Ans NpUMeHeHns
KOHKPETHBIM MauWeHTOM, He SBMSETCS W3roToBWUTEnem, ecnu cbopka W perynupoBka He W3MEHST NpesycMOTPEHHOMo
npumeHeHua (3.4) MeOUUMHCKOrO M3genua.

MpumevaHmne 5 — JlMyo, n3meHsIOLLEE NPELYCMOTPEHHOE HA3Ha4YeHWe MEeOVUMHCKOro M3genus unu Moau-
dmumpyowee MeguuuHcKoe magenve Be3 cornacus W3roToBWTENSA ANA BbiNycka W3genus nog cobCTBEHHBIM MMEHEM,
criegyeTt paccMaTpuBaTh Kak U3roToBnTens MogudrumpoBaHHOro MeQULMHCKOro 3genus.

MpumeyvyaHue 6 — YNONHOMOYEHHEIN NPeACTaBUTENb, AUCTPUOLIOTOP UMM UMMOPTEP, KOTOPLIA ToNbKO Aobas-
nseT CBOW agpec M KOHTaKTHbIE AaHHble HA MEOWLUMHCKOe M34enue Unn Ha ero ynakoBky, 6es yaaneHus unu usmeHeHus
OpPUIMHANbLHOW MapKMPOBKK, HE ABMAETCS M3rOTOBUTENEM.

MpumevaHme 7 — Ecnu npuHagnexHoCTM nonagalwT nog perynvpylowme TpeboBaHWa K MeOouUMHCKO-
MY W3AEenuio, nuua, OTBETCTBEHHLIE 3@ MPOEKTUPOBaHWE W/UNKM NPOW3BOACTBO TakWX MPUHAANEXHOCTEW, ABMATCS
W3roTOBUTENAMM.

[GHTF/SG1/N055:2009, 5.1, uameHeHo — CrnoBa «O0MKHbI BKNOYaTb» B NPUMeYaHuK 3 3aMeHeHbl CNo-
BaMU «MOTYT BKITUYATEY]

3.7 meguumHckoe uzgenue (medical device): MHcTpymeHT, annapart, npubop, ycTponcteo, obopyno-
BaHWe, UMNMAHTaT, peareHT in vitro, nporpammHoe obecnedeHne, matTepuan Unn MHble NogobHbIe N cBs-
3aHHble C HUMW U3OENUs, NpegHa3HavYeHHble u3zomosumenem (3.6) ANs NPUMEHEHWA K YENOBEKY MO OTAEMNb-
HOCTM UMK B KOMOMHAUWK NS 0OHOM UMW HECKONbKMX KOHKPETHLIX MeAULMHCKUX Lienen:

- ANArHOCTUKM, NPOUNAKTUKA, MOHUTOPUHIA, NeYeHnsa unu obneryeHnsn sabonesaHuii;

- ONArHOCTUKN, MOHUTOPWHIA, NevYeHns, obrneryeHmst U KoMneHcaunn nocnengcTeuii TpaBmbl;

- UCCregoBaHus, 3aMeLLeHnsa UM M3MeHeHMs aHaTOMUYEeCKOro CTPOEHUA Unu hM3MoNorMYeckmx npo-
LIeccoB;

- Xun3Heobecne4YeHs U NOSAEPNKAHUS KU3HEHHBLIX YHKLMA,

- yrpaeneHns 3a4aTuem;

- Ae3nHheKkunn MeguUMHCKUX U3OEnNnuni;

- NonyYeHuss MHpopMaL MM NOCPeACTBOM UccrenoBaHua npob in vitro, B3ATbIX U3 Tena YenoBeka, a Tak-
€ He OoCTurawllMe CBOero NepeBMYHOro npegHasHavyeHHOoro BO3AeNCTBUA Ha OpraHM3Mm YenoBeKa 3a CYeT
hapmMaKkonorm4ecknx, UMMyHOMOrM4eckux UM metabonmyecknx cpeacTs, HO OYHKLMM KOTOPbIX MOTYT nog-
OepPXUBATbCHA TAKUMUW CpeacTBamu.

MpumevyaHune — HekoTopaa Npoaykuusa B OTAEMNbHLIX KPUCOMKUMSAX MOXET paccMaTpUBaTECA Kak MEeQULMH-
CKWe U3OEnuUs, HO He SIBNSATLCS TAaKOBOW B APYIMX HPUCOMKUUSX, Hanpumep:

- Ae3vHULMpyIoLLMe BELLECTRE,;

- BCNomoraTtenbHbie CpefcTea AN Moaei ¢ orpaHM4eHHbIMU BO3MOXHOCTSMMU;

- N30enusi, CoOAepKallMe TKaHW XUBOTHBIX W/UNK YenoBeka;

- U30enus Ana 9KCTPakopnopansHoro OnnogoTROPEHUS UMK PenpPOayKTUBHLIX TEXHOMOT WA,
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[GHTF/SG1/N071:2012, 5.1, nameHeHo, B onpeAeneHnn «O0MKHbl NOOOEpPKMBAThCA» 3aMEeHEeHO Ha
«MOTYT NOAOEPKMBATLCA», a B MPUMEYaHNN «JOMKHA paccMaTpuBaTbCA» 3aMEHEeHO Ha « MOXET paccmaTpu-
BaTbLCA»]

3.8 obocHOBaHHO NporHo3MpyemMoe HenpaBUnbLHoOe NpuMeHeHUe (reasonably foreseeable misuse):
MpuMeHeHWe NPOAYKLMN UK CUCTEMBI CNOCOBOM, He MpedyCcMOTpeHHbIM uzzomogumenem (3.6), HoO KOTOpLIN
MOXeT ObITb pe3ynbLTaTtoM Nerko NpeackasyemMoro NoBeJeH s Yenoseka.

Mpumevanue 1—Jlerko npegckazyemoe noBegeHne HYenoseka Bko4aeT B ceba noBefgeHne Bcex TUMNOoB Momb-
3o0Barenen, Kak npogeccroHanbHbIX, Tak M HenpogeccnoHarnbHbIX.

MpumedyaHue 2 — OBOCHOBAHHO MPOrHO3WPYEMOE HEMNpaBUIIbHOE MpUMEHeHUe MOXET BbiTb NpeaHaMepeH-
HbIM WK HENpPeaHaAMEPEHHBIM.

[Pykoeogcteo MCO/M3K 51:2014, 3.7, n3MeHeHO, «MOCTaBLUUK» 3aMEHEH Ha «U3rOTOBUTEMLY, NPUMEp
B NpuMMeYaHun 1 U3MeHeH, a NpMMedyaHue 2 3aMeHEHO HOBbIM NpUMeYaHuem]

3.9 octaTtouHbIn puck (residual risk): Puck (3.10), ocTarmoLlmninca nocne BbINONMHEHUA Mep No yrnpasre-
Huro puckom (3.12).

[PykoBoacteo MCO/M3K 51:2014, 3.8, U3MeHeHO, «Mepbl N0 CHUXEHUIO PUCKa» 3aMeHeHbl Ha «Mepbi
Mo ynNpaBneHno PUCKOM»]

3.10 pwmck (risk): CoueTaHue BeposaATHOCTU NpuyuHeHus epeda (3.1) u msaxecmu (3.17) atoro Bpefa.

MpuUuMeyaHne— BepoATHOCTb NPUYMHEHIMSA BKIOYAET B cebA NoABEpKEHHOCTb onacHou cumyayuu (3.3) n Bo3-
MOXHOCTb 1M30exarb UMu orpaHUYnTL Bpeq.

[Pykosogcteo MCO/M3K 51:2014, 3.9, uameHeHo, CnoBa «BO3HWKHOBEHWE OMAacHOMO CoObITUA» MCKHO-
YeHbl N3 NpMMeYaHns]

3.11 ananu3s pucka (risk analysis): Cuctematmyeckoe MCNoNb3oBaHWe umerLencs nidopmauum ons
naeHTUdUKaunn onacHocmeld (3.2) n onpegenenns pucka (3.10).

[PykoBogcteo MCO/M3K 51:2014, 3.10]

3.12 ynpaBneHue pucKoM (risk control): Mpouecc, B Xo4e KOTOPOro NPMHMMAaKT PeLleHWs W BbIMOMHSA-
K0T MepbI, TOCPEACTBOM KOTOPbIX pucky (3.10) CHMKaKTCA 40 YCTaHOBIEHHbBIX YPOBHEN UMW NOAAEPKMBAIOTCS
B rMpegenax yCTaHOBMEHHbIX YPOBHEN.

3.13 onpepeneHue pucka (risk estimation): lNpouecc, ncnonb3ayeMblid ANS MPMCBOEHWUA 3HAYEHUIA Be-
POSAATHOCTK NpUYuHeHua gpeda (3.1) u msaxecmu (3.17) atoro Bpeaa.

3.14 oueHuBaHue pucka (risk evaluation): MNpouecc cpaBHeHus pucka (3.10), koTOpLIA yxe onpede-
MeH, C YCTaHOBMEHHBIMW KPUTEPUAMMW pUCKa ANS onpedeneHns JonycTUMOCTM pucka.

3.15 meHepXMeHT pucka (risk management): Cuctematnyeckoe npUuMeHeHue NoONUTUKK, Npoueayp v
NpakTMYeCcKMX MeToO0B MEeHeKMeHTa NS PeLleHus 3aaady aHanva3a, OLeHWBaHWUSA, ynpasrieHus U MOHUTO-
puHra pucka (3.10).

3.16 BesonacHocTb (safety): OTcyTcTBMe HegonycTumoro pucka (3.10).

3.17 TaxecTb (severity): Mepa BO3MOXHBIX MOCNeACTBUI onacHocmu (3.2).

3.18 coBpeMeHHOe cOCTOAIHME HayKW U TeXHUKHM (state of the art): Ctagma TexHnyeckoro noteHyma-
na, paspaboTaHHOro Ha gaHHbIl MOMEHT BPeMeHW B OTHOLLEHWUW MPogyKuuu, MpoLEeccoB W YCNnyr Ha OCHOBa-
HUW COOTBETCTBYHLLNX KOHCONMMAMPOBAHHbIX BbIBOAOB HAYKWU, TEXHWKM U ONbITa.

M punMeyaHune — COBDEMEHHOG COCTOAHME HAYKN N TEXHUKKU BKIMHOYAET B cebsa TO, YTO B HAcTOSALLEE BpemaA no-
BCEMECTHO NPUHATO KakK nepe,qosoﬁ onkIT B 06NacTy TEXHONOMMKM U MEAWLNHBI. COBpeMEHHOE COCTOAHKE HayKN U TEXHUKU
He oBazatencHo nogpa3ymMmeBaeT Hanbonee NnepcnekTnsHOE C TEXHOMOTMYECKOW TOYKM 3PEHNA peLleHne. OnucaHHoe B
HacToAweM CTaHOapTe COBpeMeHHOe COCTOAHWE HayKM M TEXHUKM MOXHO Ha3BaTb «OﬁLLIeI'IpI/IBHaHHDe COBpeMeHHOe Co-
CTOAHWE HAYKN M TEXHUKN».

[Pykosogcteo MCO/M3K 2:2004, 1.4, nameHeHo, gobaBneHo npumedaHune]
3.19 Bepudpmkauuma (verification): MogTBEpXKAEHWE HA OCHOBE NpenocTaBneHnss 0ObeKTUBHLIX CBUAe-
TeNbLCTB TOrO, 4YTO YCTaHOBMEHHbIe TpeboBaHWA BbIMOMHEHbI.

MpumeyvyaHune 1— OBLEKTUBHOE CBMAETENLCTBO, HEOBXOAMMOE ANs BepubmrKaLnmn, MOXeET BbITb peaynsraTtom
NpOBEpPKM UNK ApYrx hOpM ONpefeneHns, Takux Kak BeiNONMHEHWE ankTepHATUBHBLIX PACYETOB UMW U3YYEHWE [OKYMEHTOB.

MpumeyaHue 2 — [eatenbHOCTb, OCYLLECTBNAEMAan B LENAX BepudMKaumm, MHOraa HasbiBaeTCs NpoLECCOM
KBanudukaumm,

MpumedaHune 3 — TepMWH «BepUULMPOBAHO» UCMONb3yeTca AN 0603Ha4eHUA COOTBETCTBYIOLLErO CTaTyca.

[MCO 9000:2015, 3.8.12]
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4 TMpumeHeHWe TEPMUHOB «6e30NacHOCTbL», «6e3onacHoe», «pe3ynbTaTUBHOE»
N «pe3ynbTaTUBHOCTb»

4.1 BezonacHocTb

TEpMI/IH «be3onacHoCTbY B CTaHAapTax Ha MedWUWUHCKMe n3genna cnegyet MCNnonb3oBaTbhb KakK Cylle-
CTBUTENbHOE, @ HE Kak onucaTternbHoe npunaratenbHoe. [NpunaratenbHoe «besonacHbIn» BEPOATHO 6yﬂ,eT
HenpaBWIlbHO NCTONMKOBAaHO KaK HEKaA rapaHTUA OTCYTCTBWMA PUCKa. PeKOMeH,D,yeMbII?I noaxon 3akn4aeTcd B
3amMeHe, NMpy BO3MOXHOCTW, TEPMUHA «Be3o0nacHOCTb» Ha yKasaHue Lenu.

Mpumep — «3awyumHbill wtemM» eMecmo «b6e3onacHbIl WTeM»; «ycmpolicmeo 3auumHo20 conpomuere-
Hus» eaMecmo «6e3onacHoz20 conpomuesieHus».

4.2 be3zonacHoe

TepmuH «Be3onacHoe» B cTaHaapTax Ha MeaWULIMHCKUE U3OEenus crieqyeT UCNomnb3oBaTh Ans o6o3Haqve-
HWSI COCTOSAIHMS, B KOTOPOM PWUCKM OT MAEHTUMULWPOBAHHbLIX OMAaCHbLIX CUTYaLMN CHYXKEHbl 40 AOMYCTUMOTO
YPOBHS.

TepmuH «BezonacHoe» criegyeT MCMONbL30BaTh TOMBKO C TEPMUHOM «pe3ynbTaTUBHOEY AN ONUCaHUS
cUTyauuu, Npy KOTOPOW AOCTUrHYT 6anaHc Mexay COCTOSIHUEM, KOr4a PUCKU OT UAEHTUULUPOBAHHbLIX onac-
HbIX CUTYaLWi CHUKEHb! [0 AOMYCTMMOrO YPOBHA U NMPOAYKLWUA OOCTUTaeT NpenycMOTPEHHOTO MpUMEeHeHWs.
Opyrve ynotpebneHus Tepmuna «6ezonacHoe» criefyeT 3aMeHWTb, NPy BO3MOXHOCTM, yKa3aHWem Lienu.

Hpumep _— «ﬂpomueocxonbsnmee HanonbHOoe MoKpbIimue» eaMecmo «6e3onacHoe HarnosnbHoe MOoKpbimMue».

4.3 PesynsTaTuBHOE

TepMuH «Pe3yrnbraTUBHOE» B CTaHOAPTaX Ha MEOMUMHCKME N3genna crnenyet NCrnomb3oBaTh O5A Xapak-
TEPUCTUKKU MeOWNLWMHCKOIo U3aennd, KOTopoe COOTBETCTBYET CBOEMY NpedyCMOTPEHHOMY NPUMEHEHWIO.

4.4 Pe3ynbLTaTUBHOCTDL

TepMI/IH «Pe3ynbraTUuBHOCTb» MOXEeT ObITb MCNONBb30BaH B CTaHOapTax Ha MeduUuWnHCKne n3gennd ongd
BblpaXeHWsl MHOXECTBa CBA3aHHbIX NMOHATUA B 3aBMUCUMOCTM OT KOHTEKCTa, B KOTOPOM OH npumeHsaeTcs. Pas-
paGOTHMI{aM CTaHOapToB HBOGXO,EIMMO TWaTtenbHO onpegerninTe 3Ha4YeHWe B KOHTEKCTEe CBOEro crtaHaapTa,
eCnn OHO OTNnn4aeTCA OT KOHTEeKCTa, YCTaHOBINEHHOro B HactoAweM CctaHgapTe, a 3ateM nocnegoBaTernbHO
ero ucnonb3oeartk. B HacTodAwem CTaHgapTe OaHHbIN TEPMWH NPUMEHAETCH B KOHTEKCTE BEpMd)HKEiLI,MVI Mep
Nno ynpaereHn puckammn.

Mpumep — B nyHkme 3.4 M3K 62366-1:2015 mepMuH «pe3ynbmamueHocCmb» onpedesisemcsi Kak «Imo4-
HOCMb U 3a8epuieHHoCMb, ¢ Komopoli Nofk308ameniu docmu2arom ycmaHoeeHHbIx yeneli». B nyHkme 2.6 MK
80001-1:2010 mepMUH «pe3ynsmamugHocmb» onpedensemcs Kak «cnocobHocme docmu2ame HaMeYeHHbIX pe-
3yAILMamos 1o OMHOWEHUIO K MayueHmy U omeemcmeeHHOU opaaHu3ayuu».

5 MpWMHUKUNbI BKITOYEHUA acnekToB 6e30NacHOCTU B CTaHAAPThI
Ha MeAWMLUWHCKMWe u3genus

5.1 O6nacTb NpUMeHeHUA CTaHOAPTOB HAa MeQULMHCKWE U3Oenns, BKNYalWMX acnekTbl
Be3onacHocTH

nﬂaHMpDBaHIﬁE 4] paspaGOTxa CTaHOapToB HA MedUUUHCKKe 3aenna, BKN4YakWwmnx acneKkTbl Bbeszonac-
HOCTH, TDEGYET rnobankHOro nogxoaa, KOTprIﬁ BKIMHOYaeT BOBNeYeHne B 3T NpouecChbl W3roTOBUTENEN, MOMb-
3oBarenen, perynupyruine opraHbl Bractin U gpyrne 3avHTepeCOBdHHbIE CTOPOHDI. Hactosawmn CTaHgapT
npu3BaH NoOMo4b KOMUTETAM (TeXHM‘-IECKVIM KOMWUTETaM Mo CTaHﬂ,apTMSaLlMVI), OTBETCTBEHHLIM 3a pas3rn4yHblie
CTaH4apTbl HA MeLUUMHCKME M30enunsa, co3naTh NocrefoBaTelbHbIN NOOX0n K TPAKTOBKE BeaonacHocTu npw
noaroToBKke aTUX CTaHOapTOB. YeTkoE onpegeneHve obnactu npMeHeHWA OaHHbIX CTaHO4apTOB O0JTKHO obe-
Crne4dyneaTb OrpaHuUYeHune Ka)Xagoro CtaHgapTta onpeneneHHbIMU acnektaMmmnm U OaBaTh CChbINKY Ha CTaHOapThl
bonee LUMPOKOTo NnpUuMeHeHWA AnAa scex OPYrnx YMeCTHbIX aCneKToB. Ha naHHOW Mepapxuy OCHOBaHbI:

- baszoBble cTaHAapThbl, cogepxXxallune CDYH‘D,BMEHTBJ'II::HI:[Q NOHATUA, NPUHLUWNbI K TpeﬁOBaHMﬂ B OTHO-
LeHun obLwmx acnekToB BezonacHocCTy, NMPpUMeHMMbIX KO BCEM BMOAM WUIK LUWNPOKOMY OKMana3oHy NpoaykKunu,
npoueccoe u ycnyr (633OBbIE CTaHOdapTbl MHOMAa Ha3blBakOT TrOPU30OHTAlNTbHBIMA CTaH,D,apTaMVI);

4
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- TpPyNnoBbie CTaHAAPTLI, codepxaluvie acnekTel 6e30MacHOCTU, MPMMEHMMbIE K HEKOTOPLIM NpoLec-
caMm, ycryram Wnu npodykuuu, KOTopble HaxoaaTcs B BeAeHun ABYX Unv 6onee TeXHWYeCkUx KOMUTETOB UMK
paBoynx rpynn U B KOTOPLIX, MO BO3MOXHOCTHW, AeNaeTcsa cebifnka Ha 6a3oBble cTaHgapThl;

- cTaHAapThbl (CeMeWCTBO CTaHAApTOB) Ha KOHKPETHYH NpoAYKUMIO W/MMKM npouecc, BKMovas
BCce HeobxoOoumble acnekTbl 6e30nacHOCTW, MPUMEHUMbIE K KOHKPETHOW WMW K OQHOPOOHOW MpOoAyKUMW,
npoueccy(am) unu ycnyre(am), KOTopble HaXoOATCS B BeAeHWUM OQHOTO TEXHUYECKOro KoMmuTeTa unu pabodei
rPynnbl M B KOTOPLIX, MO BO3MOXHOCTU, AeNaeTcs ccbika Ha 6a3oBble cTaHOapThl U TPYNnoBbLie cTaH4apThl
(cemeicTBO CTaHAApPTOB Ha NPOAYKLUMK M NPOLECC UHOTAa HA3bIBaloT BepTUKaNbHLIMKU CTaHOapTaMu);

- Apyryie cTaHAapThl, cogepkKaliue acnekTbl 6€30NacHOCTU, HO OTHOCALLMECS HE TOMbKO K AaHHbIM
acnekTam, B KOTOPbIX, MO BO3MOXHOCTHW, OeNaeTca cchiNika Ha 6a30Bble cTaHAapTLI, FPYNMNOBLIE CTaHAAPThI 1
CEeMeNCTBO CTaHAapTOR Ha NPOAYKLMIO U NPOLECC.

Takana vepapxusa nanoxeHa B MCO/M3K 51:2014, 7.1.

TpeboBaHus, 3aTparMBaloLie acnekTsl 6e30nacHOCTM MEAULWHCKIAX U30enuit, MOTyT ObiTb BKITHOYEHbI B
CcTaHapThbl pasnuMYHbIX TUNOB (CM. 5.3), KoTopbie MOryT BbITb HaldeHbl Ha NGOM COOTBETCTBYIOLLEM YPOBHE
B Mepapxuu, ONMCaHHO BhlLLE.

5.2 Lenb cTaHOapToB Ha MegULMHCKKE U3Odenua, BKNovaWnx acnekTobl 6e3onacHocTH

Llensto ctaHOoapToB Ha MeOWUMHCKME M3Oenus, BKMHYalowmx cBA3aHHble ¢ 6e30nacHoCTh0 acnek-
Tbl, fABNAeTCs nogaepxkKa paspaboTkM W NPOU3BOACTBA MEAWMUMWHCKUX W3OEenuii ¢ npeackasyembiM,
nocregoBaTtenbHLIM ypoBHeM Ge3onacHoCTH.

[nsa 0oCcTUXeHWA 3TOM Lenu 3TU CTaHaapThl OOMKHbI:

a) cCopeMcTBOBaTbL U3rOTOBMTENAM B MPOEKTUPOBaHUM U NPOU3BOACTBE Be30MnacHbIX U peaynbTaTUBHbIX
MeOULUHCKUX N3Oenuid.

MprMmedyaHune — PykoBogcTBO MO UCMOMNb30BAaHUKD TEPMUHOB «BE30NacHbIM» U «pPe3ynsTaTMBHbIA» CM. B 4.2
n4.3;

b) COOENCTBOBATEL U3rOTOBUTENAM, opraHam no CepTMCbVIKaLIMVI, uUcnbelTaTernbHbIM ﬂaGOpaTOpMHM, pery-
NMAPYHOLWWM opraHam BnacTtu B OLEeHKe COOTBETCTBUA YCTAaHOBINEHHbLIM TDEGOBBHHHM;

C) COOENCTBOBATHL NOCTaBLMKaM ycnyr 3aopaBoOXpaHeHnAa U nonb3oeatenam B OCYLLUEeCTBNeHNN MeHe[ -
XMEHTa PUCKOB, CBA3AHHbLIX C UCMOMb30BAHMEM MELULIMHCKUX U3OEeNni.

,D,J'IFI c030aHnA CTaHOapToB Ha MeguUWMHCKUe n3genua, BKN4Yakwnx acnekTbl BGesonacHocTy, KOTOpble
6y,£l,yT CcnocoBHbI OMKHbLIM 06p330M peann3oBbIBaTe NOCTaBneHHblIe 3agadu, paapa60TqM|<aM CTaHgapToB
crnenyeT MCNOMNb30BAThb CTPYKTYPY HA OCHOBE KOHUeNnunn pucka, npueBeeHHy B HacToAleM CTaHgapTe.

Ona [ocTxeHus NOCTaBNeHHOW LUenn wu obecnevyeHus npaBUIBHOTO TMpMMeHeHUA CTaHOapToB
paspaSOquKaM CTaHOapToOB Ha MeOMUMHCKWUE n3fgenna cnegyet TwarterbHO NpuaepXxX1nBartbCA onpegeneHni,
npvBedeHHbIX B pasgene 3.

5.3 Tunbl cTaHgapTOB

5.3.1 CtaHgapTbl Ha NPOAYKLUUIO

JaHHble cTaHgapTbl MOTyT ObiTh:

a) cTaHgapTamu, KOTopble ycTaHaBnuBaT De30nacHoCTb NN PYHKUMOHaNbHbLIE NapamMeTpbl/xapakTte-
PUCTHMKK, @ TAKXKE COLEPKaT CCbINKM Ha MeTOAbl UCMLITAHWIA, KOTOPbIE MOTYT OblTh UCNONb30BaHb! A48 4EMOH-
cTpauuy COOTBETCTBUA 3TUM NapameTpam, Unu

b) ctangaptamu, koTopble TpebyloT npegocTaeneHusa vHdopMauun no besonacHocTW, UNK cTangap-
Tamu Ha MeTofdbl UCMbLITAHWIA, KOrAa cTporoe cobntogeHne 3asaBneHHbIX KpUTepUes caadn-npuemMKu aeBnseTcs
HeobxoaumeiM Ons obecneveHnss 6830NacHOCTU M PYHKLMOHANBHBIX XapakTepuUcTUk.

WHcdhopmaumio © ToMm, Kak cTaHZapTbl Ha NpOAYKUMIO MOryT BHecTM BKnag B 6esonacHocTb M
pesynbTaTUBHOCTL MeQULMHCKUX n3genuid, cM. B A.1 npunoxeHus A.

5.3.2 CtaHgapTbl Ha Npouecchbl

[aHHble cTanHgapThl MOTYT ObITh!

a) cTaH4apTaMu Ha CUCTEMbI MEHEKMEHTA, HANpUMep, KacalLlMecss MeHeIXXMeHTa KadecTea unu me-
HeXXMEHTa pUcka 1 KOTOpPbIe YCTaHaBMMBAIOT CTPYKTYPY, B paMKax KOTOPOW U3rOTOBUTEMb MOXKET NPOEKTUPO-
BaTb, paspabaTbiBaTb M NPOM3BOAWTL MEOULMHCKNE U30eNusl, COOTBETCTBYHOLMNE CreLMduKaLnsam, um

b) craHgapTamu Ha NpoLUecchl, KOTOpPble YCTaHaBMMBAIOT CTPYKTYPY, B paMKax KOTOPOI M3roTOBUTENb MO-
KeT NPOeKTUPOBaThL, pa3pabaTtkiBaTh U NPOU3BOAUTL CTabuneHO Be3onacHble U pesynsTaTUBHLIE MEOULMHCKME
n3genus (Hanpumep, CTepunuaalmns, olueHMBaHne BUONOrMYecKoro 4encTens, KIIMHUYECKOE MCCNeaoBaHue).
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MHdopMaLmio o TOM, Kak CTaHOapThl HA MPOLLECChl MOTyT BHECTH BkNa B 6e3onacHoCTb U pe3ynbTaTue-
HOCTb MEAWLWMHCKUX U3gernun, cMm. B A.2 npunoxeHuns A.

HekoTopble TWnbl CTaHAApPTOB HE MOTYT BbITh OAHO3HA4YHO OTHECEHbI K OOHOW U3 AaHHbIX KaTeropuin, Tak
Kak uMerT obLlne Npu3Haky cTaH4apToOB Ha NPOAYKLUMIO U CTaH4AapToB Ha npouecchl. [pumepbl npuBeaeHsbl
B 5.3.3un534.

5.3.3 CraHgapTbl Ha YCTaHOBKY/MOHTaX M cTaHOapThbl, OTHOCHALWMECH K OKPYKaloLlen cpege

Takue cTaHOapThl ABMAATCA 00WENPUMEHUMBIMU AN CNOXHBIX, UHTETPUPOBAHHLIX CUCTEM, aKTUBHbLIX
MeaVLMHCKUX U30ennii U MegULMHCKUX 30ennin, (DYHKUMOHMPYOLWMX B cpede MHPOPMaLWOHHbLIX TEXHOMOM I
(WT). DaHHbIE cTaHOAPTLI MOTYT BbITh!

a) ctaHgapTaMy B OTHOLUEHWUWM KOHCTPYKLMW U YCTAHOBKU/MOHTaXa (Hanpumep, 3alMTHoe orpaxaeHue/
3KpaHWPOBaHWEe peHTreHa, NPOKaaka 3NeKTPoNpoBOaKHK);

b) cTaHgapTamMu Ha cUCTeMBl, KacawluMecs Haanexallux npouedyp U Mep NpefoCTOPOXHOCTU Ans
06beaMHEHWS OTOENbHbLIX U3OENWA U YCTPOWCTB B 80UHYI0 CUCTEMY;

C) cTaHOapTaMy Ha BBOA B 3KCMMyaTaLWio, KOTOpbie MOTYT ObiTh MPUMEHEHBI B OTHOLLEHUWN UCMNBITAHUNA
W MPOBEPOYHbIX Npoueayp 4Ns NPUMMEHEHUS K CTaLMOHapHO ycTaHaBnuBaemMoMy 0bopyaoBaHMKO U cUcTeMam,
[0 MX NepBOHAaYanbHOro MCNoNb30BaHUS;

d) ctaHgapTaMu, OTHOCALLMMWCS K OKpYXKatoLLel cpene, KoTopkle MOryT DbITh MPYMEHEHbI B OTHOLLEHWU
Hagnexallero NpoBeAeHUs UCNbliTaHU Ana obecnevyeHna yBEPEHHOCTHU B TOM, YTO MeOMLMHCKOE u3fenve He
OKasblBaeT OTpuULaTensLHOo BAUSHUSA Ha OKPYXXAaIOLWYIo cpefy W YTO OKpyxarwliaa cpefa He yxydlaeT Unu
Kak-nmbo nHaye HeraTUBHO HE CKa3sblBAETCA Ha (PYHKUMOHAmNbHbLIX XapakTepucTuKax MegUuLUHCKOro 13nenuvs
(HanpumMep, cTaHOapThl HA 3NEKTPOMAarHUTHYH COBMECTUMOCTL);

e) craHpaptamu WT-3almueHHoCTH unu kubep3aalleHHOCTH.

5.3.4 CraHpgapTbl, UCNOMb3yeMble B NpoLecce 3Kcnnyatayuun

[aHHble cTaHOapThl MOTYT ObITh!

a) cTaHoapTamu Ha pPyTWHHbIE LUTATHbIE UCMbITAHUA, NPOBOAMMbIE ANs obecnevyeHusl yBEPEHHOCTH B
TOM, UTO 6e30NacHOCTb W pe3ynsTaTUBHOCTE MEAMLUMHCKUX U3Aennii NogaepKuBaeTca B Te4eHUe BCEro CpoKa
akcnnyatauun obopynoBaHus, Unu

b) crangaptamn no obecnedeHno KavyecTBa W NpOBeAeHUI0 KanubpoBKM, KOTOpble MOTYT BbiTe npu-
MeHeHbl ons obecnedyenns OYHKLUMOHANbHOCTU MeOULMHCKUX U3Oenuid, a Taloke NOCTOAHHOW Haanexallein
TOYHOCTU B TEX CNyYasx, Koraa 3To MMeeT OTHOLeHUe K Be3onacHoCTy.

5.4 BOCI'IPHHTVIE NPaKTU4eCcKoro CyxgeHus o GezonacHocTH

Puck gomkeH GbiTh cbanaHcupoBaH OTHOCUTENbHO ApPYrux TpeGoBaHWin K MPOAYKUWMK, MPOUECCY WK
ycnyre. Takve TpeGoBaHUsl BKMHOYAOT MONb3y, NPWIOQHOCTE M OOCTYMHOCTL. PaspaboTynkam cTaHZapToB
CneayeT NOMHWTL, Y4TO ypOoBeHb TpebyeMblx YCUNUIA 1 3aTpaT W3roToBUTens (Hanpumep, ONns BedeHWa Tpe-
Oyemoi perynatopaMy JOKYMEHTaLUW UIW NPoBe4eHNA UCTbITaHWI) OOMmKeH BbiTh COpa3MepeH C YpOBHEM
pUCKa.

MocKonbKy HyMeBoin puck Hegocsiraem, 6e30MacHOCTb OMpPEeaensaeTcs Kak OTCYTCTBME HeOonyCTUMOro
pucka. MpaKTUYecKnin Nogxon 3aknio4yaeTcs B YCTAHOBINEHUW YPOBHSA AOMYCTUMOTO PUCKa, KOTOPLIA OCHOBbI-
BaeTCHA Ha OOCTYNHON uHopMmauuy o6 obuienprsHaHHOM COBPEMEHHOM COCTOSHUWM HAYKU U TEXHUKM U O
noTpeBHOCTAX 3aMHTEPeCOBaHHbIX CTOPOH, a TakKe CYLLECTBYHLWEM MNONOKXEHWA AeN B NOBbILEHWN YPOBHS
6e30MacHOCTM 1 3alWThl 300POBbLA.

Mpwv oueHKke Be30NacHOCTM MeOUUMHCKUX M3AENWiA HE0BX0ANMO YYUTLIBATL, YTO B CMIY CBOErO MPUHLW-
na v cnocoba AencTena, cocTaBa UK 06CTOATENBCTB NPUMEHEHUA HEKOTOPbIE M3AENUA CoAepaT NPUCYLLWIA
WM PUCK, KOTOPbIN HE MOXET BbITb YCTpaHeH 6e3 yXyALIeHUA UX Pe3ynsTaTUBHOCTH (Hanpumep, XMpyprudeckme
nasepbl, aNeKTPOXMPYPIUA, YCTPOWUCTBA ANA PEHTIeHONOrMYeckoro MCCnedoBaHua v paguoTepanumn).

B pasHblx 4acTax Mupa CYLECTBYIOT pasnuyina B MeOULMHCKON MPakTUKe W NpakTUYecKoM 34paso-
OXpaHeHWK, BKNoYas cyxaeHus o 6e3onacHOCTU MEOMLMHCKMX Madenvid. OpyrumMid cnoesamMum, To, Y4TO cunTa-
eTcs 6e3onacHbIM, MEHAETCA CO BPEMEHEM MO MEpPe U3MEHEHWUA TEXHOMOTUIA U CoLUanbHbIX LEHHOCTEN. DTU
BOMPOCHI YACTO MOXHO PELLNTb, ONPenenusB KOHKPETHbIE YCMOBMS, NPy KOTOPLIX MPMMEHSETCA TO UMK MHOE
TexHWdeckoe TpeboBaHue.

5.5 KoopavHauWs cTaHOapTOB Ha MeAWLMWHCKMe u3genus

P83D860TK8 Kax{goro HOBOro crtaHgapta Ha MeguuuHCKMe wuinenna [OOoIpKHa paccMaTpuBaTbCA B
KOHTEKCTE CyLeCTBYRLWUX MeONUNHCKUX n3genuii un CTaHOapToB, a TaKkKe B KOHTeKCTe HauWOHalnbHOro,
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pPernoHanbHOro U MexayHapoaHoro 3akoHogatenbCcTBea. Mo BO3MOXKHOCTM U rae YMEeCTHO, HOBble CTaHO4apTbl
OOJKHBI MCNONB30BaTk Kak OCHOBY CYLWECTBYUWNWEe CTaHO4apThl, cogepXaTb UX TEKCT UITKU CCbINaTbCA Ha HUX,
ncxooAa M3 y,EI,O6CTBa N3NOXEeHNA.

5.6 Bnuaxue perynmpoBaHmnAa UK 3aKOHOZJaTenbLCcTBa Npyu npuMeHeHM ctTaHgapToB

Paspabotunkam cnemyeT 3HaTb O BO3MOXHOM BIUSIHMM 3akoHOAaTeNnbCTBa W perynupoBaHusi Ha
paspabaTbiBaeMblil CTaHAAPT.

BesonacHoCcTb M pe3ynbTaTUBHOCTL MEOULMHCKUX W3denui, Bbinyck B obpalleHue W MpuMeHeHue
KOTOPbLIX PErynupyeTcsl BO MHOTMUX CTPaHax, SBNSKTCA NpegMeTOM MpUCTaNbHOrO BHUMAHWA CO CTOPOHbI
perynupytoLmMx opraHos Brnactu. OgHako MexayHapoOHble CTaHAApThl HE JOMKHbI CO30aBaThCs C YHETOM
TOMbKO KOHKPETHOTO PErynupoBaHus.

Ha ctaHgapTel MOryT ccbinaTbCs B PErynuMpylolUx OOKYMEHTax U B 3aKOHOOATenbCTBe, YTO AenaeT
LaHHble CTaHOapThl PUAMYECKN 3aKpenneHHbIMU. B TO e Bpems CYLUEeCTBYHT CXeMbl PErynupoBaHuns, npu
KOTOPbIX MEAVLMHCKOE M34enune, yA0BNeTBOPsLLee KOHKPETHOMY CTaH4apTY, «CHUTal0T COOTBETCTBYIOLWUM»
LEeACTBYOLLEeMY perynupoBaHuLo.

Pa3paboTynku cTaHOapTOB [OOMKHbI 3HATb, YTO MPUMEHeHWe CTaHOapToB MOXeT ObiTb WM3MEHEHO
PEeryrmpyLLIMMU opraHamu.

Ha craHpapTbl MoryT Tawke ccbinathCs npu cynebHbix pasbupaTtenbcTBax B crnydasx, Korga aTto
060CHOBaHHO OXuaaeTcs 00LWEeCcTBOM.

OnbIT nokasblBaeT, 4YTO cChnpaBoyHas WMHMOpPMaUWsa, HanpuMep MPUINOKEHWE WKW MPUMEYaHUs c
060CHOBaHUSMU 1 MPUMEPaMU, MOXET GbiTb HEBEPHO MCTONKOBaHa kak 06si3aTencHas. BkniodeHue cnpaBoYHbIX
MPUNOXEHUA, KPOMe MNOACHAWUX 0B0CHOBaHWUA, cnedyeT TuaTenbHO npoaymaTe M chopMynupoBaTh
COOTBETCTBYHLWUM 06pasom.

6 Xapaktep puckoB

6.1 dnemeHTbI pucka

Puck, cBsisaHHbIA C KOHKPETHOW OMacHOW cuTyauuein, npeacTtaenser cobol coveTaHWe cregyroLlnx
3NeMeHTOB (CM. PUCYHOK 1):

a) BEPOATHOCTHM BO3HWKHOBEHWUS Bpeaa, koTopas MoXeT ObiTb paccMOTpeHa Kak cocTosLas:

- U3 BEPOSAITHOCTU P, TOro, YTO OnpefeneHHas NocrnefosarensHoCTe Ui kKomGuHaums cobbiTuii npu-
BeOeT K BO3HMKHOBEHUIO OMAacHOoi cuTyauuu (T. €. K NoABEPHEHHOCTU OMAacHOCTH);
- BEPOATHOCTK P, TOro, 4TO onacHasa cuTyauus npueseaeT K speay;

b) TaxecTn Bpena, KOTOPLIN MOXKET ObiTh NMPUYMHEH B pe3yrnbTaTe OnacHoW cuTyauumn.

B 3aBMCcMMOCTM OT CMOXHOCTM MEAMLMHCKOTO M34enus, NpegycMOTPeHHOro NPUMEHEHWSA, 4acToThkl UMK
NPoOOOMKUTENBHOCTM BO3AENCTBUSA, BEPOATHOCTEL BO3HWKHOBEHWS Bpeda MOXeT ObITh BblpaXeHa Kak COBOKYI-
HOCTb OTAENbHbIX BepoaTHocTen (Py, P,) unun kak eamHas BeposTHOCTL (P). Ha pucyHke 1 nokasaHo, kak atu
aremMeHTbl CBA3aHbl ApYr C ApyroM. PasnoxeHune Ha Py u P, He HOCUT oBA3aTenbHbIi XapakTep.

3aTtem puck MoxeT BbITb OLeHEH NOCPEACTBOM COHETAHWS THXECTU Y BePOATHOCTU BO3HMKHOBEHMWSA Bpe-
[a, Npu 3TOM onpefeneHue TSHKeCTW U BEPOSITHOCTU BO3HWKHOBEHUS Bpeda A0MxHO ObiTb MpoBedeHO Hesa-
BMCMMOrO Opyr OT Apyra.

Ecnu BepoATHOCTL BO3HWKHOBEHUS Bpeda He MoxeT BbiTh onpegdeneHa, To, Kak NpaBuno, Heobxoammo
OUEHMBaTb PUCK TOMNBKO Ha OCHOBe TsKecTu Bpeda. Yem cepbe3Hee nocrefcTBUS M YeEM MeHee pesynkra-
TWUBHbI Mepbl NO YNPaBneHn0 PUCKOM, TEM Bbille TPeBoBaHWA K CTPOrOCTKU YNPaBeHWs COOTBETCTBY LM
PUCKOM.

B cutyauusix, koraa MoxHo onpepenuts nubo P, nubo P,, a Apyrylo BEpOATHOCTL OMpenenuTb He-
BO3MOXHO, MOXET ObiTb MCMONL3OBAH KOHCEPBaTMBHLIM MOAX0A MOCPeACTBOM YCTAHOBNEHWS HEeW3BEeCTHON
BEpoATHOCTM, paBHoW 1. Torga pyMcK MOXHO OLEHWTE Ha OCHOBE TSXKECTWM N KOHCEepBaTUBHOMO onpeaeneHuns
BEPOATHOCTM BO3HWKHOBEHWS Bpeda.

MpumedaHue— B npunoxeHun B npuBefeHo pyKOBOACTEO MO MCMOMB30OBAHUIO UCTOYHUKOB U METOLOB MoMy-
YyeHUa MHAOPMALIMK O PUCKE.
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6.2 CucTeMaTU4eCKMIA UMW Cy4YanHblA XapakTep PUCKOB

6.2.1 TUnNbl NPMYUH PUCKOB

Puck MoXeT BO3HWKaTb MO NpMYMHAM CMCTEMaTWYECKOro UNKU cnyyYyanHoro xapaktepa. CnegoBaTenbHo,
BEPOSITHOCTL BO3HWKHOBEHWS Bpeda MOXeT ObiTb CBA3aHa ¢ npu4rHamu nMbo cuctemaTtudeckoro, nnbo cny-
4anHOro xapakrepa.

Hanpumep, TOKCMYHOE BellecTBO MOXET MonacTe Ha MPOoAYKUWIO B pesynsTaTe CUCTEMaTUYeCcKUX He-
COOTBETCTBMIA B NPOM3BOACTBEHHOM MpoOLEcce (Hanpumep, NPOXoKAEHWE HE BCEX 3TANOB OYUCTKN, HegocTa-
TOJHas gerasauusa nocne ctepunusaumu). C opyro CTOPOHbI, CNyYalHbIe U3MEHEHWS Ka4yecTBa Chipbs UMK
cny4YaiHble OTKNOHeHWs B 00paboTke Takke MOryT NPMBECTU K HaNMMYMK TOKCUYHLIX BEWEeCTB. YBEPEHHOCTb
B AOCTOBEPHOCTY OonpedeneHns pucka NoBbIWAaeTcs, Korga KonmyecTBeHHOe onpedeneHne BepoaTHOCTN BO3-
HWKHOBEHWS Bpeda MOXeT DbiTb CAernaHO Ha OCHOBE TOYHbLIX W HaOEeXHbIX OaHHbIX, WNW KOr4a BO3MOXKHO
pasymHoe KavecTBeHHoe onpegeneHue. OgHako 3To He Bcerga gocTWxKMMo. Korga ToYHOCTh onpegeneHuns
BEPOATHOCTM BO3HUKHOBEHWSI Bpea BbI3biBAET COMHEHWUA, TOrAa 3a4acTy HeobxogMmo yCTaHOBUTL LUMPO-
KWIA InanasoH BEpPOATHOCTW BO3HUKHOBEHWS BPeAa WM ONpeaennTb, YTO OHa He XYKe HEeKOTOPOro KOHKpeT-
HOro 3Ha4YeHus.

PaspaboTynkam cTaHOapToB HEODXOAWMO YYMTbIBAThL PasHULy MeXAy Npu4MHamMum cucTemMaTuyecKkoro u
cry4YalHoro xapaktepa ANns cTaHgapTa, KoTopblii OHW paspabaTbiBaloT.

OnacHoCTE

!

BeposTHOCTL
BO3HWUKHOBEHWA Mocnenosa- ObcTonATenLCTBA,
ONacHoM TeNbHOCTL BRUAIOLLME
cutyauum (F) COBLITHA Ha Imcec-rb
OnacHan cutyaums
: I
BepoatHoCTE 06
OMacHON CHTYaLInK, CTOATENbLCTEAE,
NpUBOASLLBH K BIHUSIOLLNE
Bpeay (R} Ha TRXeCTb
- - .- - . S T - - - - ---—-1
|
|
| BepoATHOCTL
f BO3HMKHOBOHMA Bpega Bpen TaxecTL Bpega |
(P=pP-P) i
l 1
Puck |

MpumMeyaHne 1 — B 3aBUCUMOCTU OT CIIOXHOCTU MEAWLMHCKOTO U3OEnUsi ONacHOCTb MOXET MPUBECTM K He-
CKOMBKUM OMAacHBIM CUTYaLUAM, U KaXKOas onacHasa CUTyaLus MOXET NPUBECTU K HECKONbLKUM BUAAM Bpeda.
MpumedaHune 2 — BepoaTHOCTb BO3HUKHOBEHMA Bpeda (P ) MOXET COCTOATh U3 OTAEMNbHbIX 3HAYeHUA Py 1 Ps.

I punMmedvYyaHKMe 3 — ToHkne CTpenkn npeacTaBnanT coBol aneMeHTbl aHanuaa pWCKa, TONCThble CTPENKK NoKa-
3bIBaKT, KAKUM oﬁpasom ONacHOCTb MOXET NpUBeCTU K BO3HMKHOBEHWKO Bpeaa.

PucyHok 1 — MnniocTpaunsa B3aMMOCBA3M MEXY ONacHOCThLIO, NOcNeoBaTeibHOCTLI0 COBbITUIA, ONacHOW cUTyauunen
1 Bpeaom

6.2.2 Pucku, apnawLwuecs pe3ynbTatoM NPUYUH CUCTEMATU4HeCKOro Xxapakrtepa

Owwubka B nobomn OeATeNbHOCTU MOXET NMPUBECTU K BOBHUKHOBEHUIO MPUYMUHBI CUCTEMATUYECKOIo Xa-
paKTepa, KoTopad BbI3OBET cbon Nnpy¥ BO3HWKHOBEHWW ONpeneneHHOn COBOKYMHOCTKW BXOAHbIX OaHHbLIX WUITK
yCJ'IOEIVIﬁ. Takne owmnbku MOTYT BO3HUKHYTEL B nbon MOMEHT Ha NMPOTAXEeHWUU BCero XM3HeHHOIo LUKNna npo-
OYyKUWMIA. BepOFITHOCTb TOro, 4YTO BO3HUKHET CUCTeMaTuU4eCKaa npuyvnHa, TpyoHo onpedennTb.
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MpuMepbl BKNIOYAKT cnegyLlee:

a) cbow/oTkas, BbI3BaHHbLIA NporpaMmMHbiM obecneyeHnem;

b) HeagekBaTHOE NPOEKTUPOBAHWUE UMW HECOOTBETCTBUS B MHCTPYKLMSAX MO NMPUMEHEHMIO;

C) HOBble MEAULMHCKMNE HasHaYeHus.

B cnyyasx, Korga onacHasl CUTyauus NosIBMAETcs No NpMYUHEe cMCTeMaTUYecKoro xapaktepa, BeposT-
HOCTb BO3HWMKHOBEHWSA OAHHOW NPUYMHBI HE COBMaOaeT C BEPOATHOCTLI0 BO3HMKHOBEHWS Bpeda. [puunHa He
BCceraa NpWBOAUT K BO3HWUKHOBEHWIO OMAacHOW CUTYaLuK, a onacHasl cuTyaunust He BCeraa NpUBOLAUT K BO3HUK-
HOBEHMWIO Bpeaa.

MpuMepbl Mep Mo ynpaeneHuo PUCKOM, MPUMEHUMbIX K pUCKaM, BO3HUKAOLMM MO NPpUYMHAM cUcTeMa-
TWYECKOro xapaktepa, MOryT BKITo4YaTh cnegyloLlee:

- CTPOrOCTb NPUMEeHAEMbIX NPOLECCOB NPOEKTUPOBaHUS, pa3paboTKM U NpoM3BoAcTBa: 0ObIMHO Npeano-
naraeTcs, YTo YeM CTPpOXe NPOoLEeCcChl, UCNOMNbL30BaHHLIE B MPOEKTUPOBaHUM K pa3paboTKe UMM NPOU3BOACTBE,
TEM HWXKEe BEPOSATHOCTL BO3HWMKHOBEHWUS CUCTEMaTUYeCKMX OTKa30B/HEWCnpaBHOCTEN, KoTopble ByayT nin He
OyoyT oOHapyXeHbl;

- MPUMEeHeHKWe MpUHLKMNA M3ObITOYHOCTM B OTHOLIEHWM Mep MO YNpaBneHWo PUCKOM: MCMONMb30BaHue
ofHOW Unu Gonee He3aBUCUMbIX JOMNOMHUTENbHBIX MEp MO YNpPaBNeHWO PUCKOM, Kak NpaBuno, yeennineaet
06LLYI 3aWMTY OT KOHKPETHOIO pUCKa;

- COKpalleHne NpoMeXyTka BPpEMEHM, B Npeaenax KoToporo OOMKHbI NPon3oiT Aea unv Bonee Hesa-
BUCUMbIX COOBLITUS, CNOCOBCTBYHOLUX BO3ZHUKHOBEHWUIO ONACHOM CUTyauuu, NnpusoasaLLen k speay: paspaboTka
noapobHbIX LEWCTBUIA B AManazoHe OT NepuogMYecknx caMonpoBepoK 40 NepUogUHecKoro obCcnyKmBaHus;

- MPUMEHEHKE NPOLECCOB U MEXaHN3MOB ANS HENPEepbIBHOTO MOHUTOPMHIA KPUTMYECKUX NapaMeTpoB, a
TakKe NocreayrLlero OLEHMBaHMSA U KOPPEKTMPYIOLLMX OEeNCTBUNA.

6.2.3 Puckn, asnsatolimnecs pe3ynbTaToM MPUYNH Cly4YalHOro Xxapakrepa

Onsa mHormx cobbiTUid, BeAyLWMX K NOSBIEHWIO OTKa3a/HeUCNpaBHOCTM, MOXET ObiTe NpoBedeHa 4ucno-
Bas OLEHKa BepoATHOCTU. KonnyecTBeHHOE onpedeneHne MOXET ObiTb MCNOMNb30BAaHO TOMbLKO Toraa, Koraa
MMeeTcsl JocTaTo4yHasa MHopMauns 06 onacHoOCTM U 0DCTOATENBCTBAX, BIUAKOLWMNX Ha BEPOATHOCTL BO3HMK-
HOBEHMA OMacHOW CUTyauuu (MOOBEPKEHHOCTHU ONacHOCTH) (P Ha puUCcyHKe 1) 1 Ha BEPOATHOCTL TOrO, YTO
onacHas cuTyauws npusedeTt k speay (P, Ha pucyHke 1).

HekoTopble npumepbl CRyYaiHbiX OTKA30B NPUBEAEHBI HWXKE:

- CKa4OK HanpshKeHWs, NPUBOOALLMIA K OTKA3y COCTABHOM HacTW, HanpuMep WHTerparibHOM MUKPOCXEMbI
Ha ne4yaTtHoW nnaTe;

- 3arpsi3HeHWe peakTuBa Ans AUMarHocTUKK in vitro, NpUBoOAsLLEE K €€ YXYALUEHWHO;

- BHELUHEE WNW BHYTPeHHee MHEKLNOHHOE 3arpsa3HeHe MeguLMHCKOro u3aenus, npueoasiuee Kk 6uo-
NMOrMYecKon peakumm;

- BHELUHEE UMW BHYTPEHHee 3arps3HeHWe MeOMUWHCKOro W34enusi TOKCUYHLIM BeLLeCcTBOM, NPUBOAS-
LLlee K annepruyeckon peakuuu.

7 Puck-opueHTUpPOBaHHbLIN Npouecc Ana pa3paboTku ctaHpapTa
Ha MeAULUMHCKME U3aenus, BKNOYalLWun acnekTbl 6e3onacHoOCTH

7.1 O6wue nonoxeHnn

Mpwn paspaGOTKe CTaHgapToB HAa MedUUWHCKWEe U3gernna, BKNKYarLWmX acnekTbl GESOHECHDCTM, paspa-
BoTunkam CTaHOapTOB creayeT UCNoNb30BaTh CTPYKTYPY, OCHOBaHHYH Ha KOHUenuun pucka, npegycMatpu-
BawWy nnaHMpoeaHWe MeHeXMeHTa pPUCKa, KOTOpOe BKNKYaeT yCTaHOBNeHne Kputepues A0NYCTUMOCTH
pWvCKa, aHann3 pucka, oueHkMBaHWe pUCKa, ynpasneHume puUCKOM W oLeHMBaHWe O0NYyCTMMOCTWM COBOKYMHOrO
ocTaToyHoro pucka. MiHopmauus, npuBedeHHaa B JaHHOM pasferne, MOXeT ObITb npuMeHeHa Kak K ctTaHaap-
Tam Ha NPoayKUWK, Tak U K CTaHOapTaM Ha npouecchl.

B cneaywnx nogpasgenax U3noxeHbl NnpouenypHbie warn, KoTopbim HeobxoguMo cnegoBaTtk, U ONK-
CaHa CTPYKTypa MeHeXMeHTa PUCKa, KOTopas O0IKHa BbITb UCNONL30BaHa npu paapaGOTKe cCTaHpgapTa.

7.2 MopgroToBUTENbHLIE paboThl

7.2.1 OnpeneneHue Heob6xoAUMOCTH pa3pabGoTKM HOBOFO UMK NMepecMoTpa CTaHAapTa, BKRo4vas
acnekTbl 6esonacHoOCTH

Mepen Hayanom npoekTa no pazpaboTke UMK NepecMoTpy CTaH4apTa, BKMoYalowero acnektsl 6esonac-
HOCTU, NpeAnaranlMM NPOEKT NULaM HeobXogMMOo ONpeaenTh, YTO J4OMKHO BbiTh PACCMOTPEHO B cTaHaap-
Te U 4N KOro oH npeaHasHadeH. O6bIYHO 3TO fJocTUraeTcs NyTeMm OTBeTa Ha crefylolue Bonpockk:
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a) Ha kakoe meaumumnHckoe(ne) nagenve(a) unv cBaAsaHHbIA ¢ HUM(K) npoluecc ByaeT pacnpocTpaHATLCA
cTaHgapT?
b) CywecTBylT nNu yxe cTaHaapThbl?
c) Kto aBngaeTcs LeneBbiM Nonb3oBaTeneM AaHHOro ctaHgapra’?
- KTo n kak Bynet npumeHATL cTaHaapTt?
- Ha koro w/vunu Ha 4To NOBNUSET CTaHOaPT, BKNOYas BO3MOXHOE BO3OENCTBME HA OKPYKatOLLYH
cpeny?
- Uto TpebyioT oT cTaHAapTa Te, KTO ero NpUMEeHSAT U/MMNK Ha KOro OH pacnpocTpaHseTca?
- Kakne 3anHTepecoBaHHble CTOPOHbI HEOBXOOMMO NpMBeYb K pa3paboTke ctaHgapTa?
d) Kakoro Tuna gomkeH 6bITb CTaHOapT:
- ABnsieTca nu ctaHpapT 6a3oBbIM?
- flBnAeTca nu cTaHgapT rpynnoBbIM?
- CTaHgapT Ha KOHKPETHYI0 NPOAYKLMIO UMK npouecc?
e) Kakoea uenb ctaHpaprta?
- Kakne xapakTepucTuki MOryT NOBMWATL HA paccMaTpyMBaemble acnekTbl besonacHocTn?
- byget nu cTaHgapT Ucnonb30BaThbCs ANSA NMPOBEAEHUA UCMbITAHWUA?
- Bynet nu cTtaHpapT CNyWTb OCHOBOW AN OLEHKW COOTBETCTBUA?
- bBypet nu ctaH4apT Mcnonb30BaThCA ANA OLEHKN COOTBETCTBUSA NPOAYKUMMW, BbIMyCKaeMon B
obpalyeHne Ao NpUHATUA cTaHdapTa (1. e. Ana paHee paspaboTaHHoi npogykKuum)?
[anHast nHpopmaums MoxeT BbiTh BKMKOYEHA B NnaH paboT COOTBETCTBYOLLErO TEXHUYECKOTO KOMUTETA.
7.2.2 Co3pgaHue CTPYKTYpbl MEHEMKMEHTA pUcKa, B paMKax KoTopoi ByaeT paspabaTkbiBaTheA
cTaHgapT
HedATenbHOCTL NO MEHEeMXXMEHTY pucka npy pa3paboTKe cTaHgapTa Ha4uMHaeTcd ¢ onpegeneHns acnek-
TOB 6e830MacHOCTUH, KOTOpble HeOBXOAMMO OXBaTUThb. Ha gaHHOM aTane Heobxogumo cobpaTb BCH YMECTHYH
WHdopMaLWK (Hanpumep, AaHHble O NPOUCLLECTBKSAX, oTHeTkl 00 uccnegoBaHusx). [lanee HeobxogmMmo nog-
roTOBUTb AeTanbHbIA MNaH OCHOBHOTO COOEPXaHWUA cTaHaapTa, KOTOPbIA NOCMYKMT OCHOBOW ANS ero paspa-
BoTkn. B KomuTeTe JomKHEI ObiTe coODpaHbl aKCNEepPTLI, UMEKoLMe COOTBETCTBYHLWE 3HaHWA, HeobXxoduMbie
ansa pa3paboTku cTaHgapTa. Takue 3HaHWS BKITHYaKT, Hanpumep, cneayllee:
- NogpobHble NpakTUYeckne 3HaHWs 0 NPodyKUWUK UK NPOLIecce;
- TpeboBaHMsA 1 PYKOBOACTBA Pa3fMyHOro NpouCXoXaeHns, kak obLyme, Tak 1 cneunduryeckme ons pas-
pabaTbiBaeMoro ctaHgapTa;
- UccnegoBaHWs NOBEAEHNH YernoBeka N aHTPONOMETPUYECKUE AaHHbIE;
- JaHHble O TpaBMax/MHUMAEHTAaX, CBA3aHHbIX C AedeKTaMu, 1 MCTOPKS OT3bIBOB NMPOSYKUWMK;
- 3HAaHWA O MOTEHUNANbLHOM BO3AEWCTBMM NPOOYKLMM Ha 300POBbE YENOBEKA W OKPYXKaKLLYI0 cpeny;
- OT3blBbl, OCHOBAHHLIE HA OMbITE HENOCPEACTBEHHLIX Nonb3osaTenel NPoayKUWK;
- 3HaHWe NOoTeHUManbHbIX MEP MO YNPaBNeHU PUCKOM (3aLLUTHbLIX Mep);
- 3HaHWA 0 TEHAEHUWSIX M BO3MOXKHbIX DyOyLW KX paspaboTkax NpoayKumK;
- OTpacreBble CTaHOapThl U pEKOMeHAALNK;
- UMEIOLLMIACH ONbIT U Hay4HbIE peKOMEHAaunn OT COOTBETCTBYOLWMX 3aUHTEPECOBaHHbLIX CTOPOH;
- perynupyroLiMe 1 3akoHogaTenbHble TpeboBaHus.
MNMocne onpegeneHns OCHOBHOIO Coaep)XaHus cTaHgapTa Heobxodnmo paccMOTPETb CriegyoLne acnek-
Thl Be3onacHocTu (He Bce 13 HUX 06A3aTenbHO OTHOCATCA K JAaHHOMY CTaHOapTy):
- NpegycMOTPEHHOE NPUMEHEHWE N 0BOCHOBAHHO NPOrHO3MPYEMOE HEMPAaBUbHOE NPUMEHEHUE;
- CNOCOBHOCTb NPOAYKLUMM (PYHKLMOHUPOBATL B OXUOAEMbIX YCITOBUSX MPUMEHEHNS,
- COBMECTMMOCTb C OKpyXallleh cpenon (HanpyuMep, ¢ YY4eTOM 3MeKTPOMAarHUTHBLIX, MEXaHUYECKNX U
KNUMaTUYeCcKnx ABneHni);
- 3proHOMMYECKMe acnekTsbl U (PakTopbl 3KCNMNyaTaLMOHHON NPUroAHOCTY;
- CYLLECTBYKLME COOTBETCTBYLME CTaHO4aPThI;
- Hanu4ue U/UNW HaOEXHOCTb N3BECTHLIX MEP MO YNPaBNEHUID PUCKOM;
- yoobcTBo 0bCcnyKMBaHuA (BKNOYasa «cepBrcHOe obcnyKMBaHMe», Takoe Kak NpocToTa gocTyna K 00-
CNyXMBaeMbIM 3neMeHTaM 1 cnocob 3anpasku/cmaszkum);
- TeXHU4eckoe obCcnyKMBaHe 1 yxoga;
- 0ONrOBEYHOCTb U HAAEXHOCTb M3BECTHLIX Mep MO YNPaBrneHWo PUCKOM;
- BO3MOXHOCTb MOBTOPHOTO MPUMEHEHUsT U yTUnmM3auumn (BKN4Yas nibbie COOTBETCTBYHLWNE UHCTPYK-

umu);
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- ocobble NoTpebHOCTM HeNoCpeACTBEHHbIX MONMb30oBaTenen NPOayKUMN (HanpuMep, o4eBuaHbIEe, B OT-
AnYne OT HEU3BECTHBbIX);

- XapaKkTepucTUKKN O0TKaza/HencnpaBHOCTH;

- MapKMpPOBKY, NpegocTaBneHne nHdopmMauum;

- MHCTRYKLUMK No cbopke;

- MHpopmaLKo No 6e3onacHoCcTy.

7.2.3 Kputepun gonycTMMOCTHU pUcKa

7.2.3.1 YcTaHoBneHWe KpUTEpUEB pucKa

[na pazpaboT4nKoB CTaHAAPTOB Ba)KHO YCTAHOBUTE KPUTEPUK PUCKA, NMOAXOAALME AN1A MCMONb30BaHNA
npv OLEHWBaHWUW NPUMEHUMOCTH TpeboBaHWA cTaHAapTa.

PaspaboTynkam cTaHoapToB criegyeTt cHavana onpenennTb Kputepuu, Kotopsle ByayT ncnons3oBaTbes
ANS OLEHKM 3Ha4YMMOCTK prcka. KpuTepuy OOMKHbBI OTpaxaTe TEXHOMOrMHYecKMe BO3MOXHOCTH, a TaKKe LieH-
HOCTW, LEeNnM WU pecypckl CUCTeMbl 34paBooXpaHeHus. HekoTopele KpuTepun MOryT BeiTe nmpegnucaHsl Unn
BblBeAEHbI U3 3aKOHOAAaTelNbHbIX U perynupylowmx TpeboBaHuii, a Takke Apyrix TpeboBaHWi, NPUMEHUMBIX K
paccmaTpyvBaemMoin TexHornornn. [1na naunmeHToB, MegUUMHCKMX paboTHUKOB U APYIMX N1l MOTyT BbITh ycTa-
HOBMNEHBI Pa3nuyHble KpUTEepUU JOMYCTUMOCTM pucKa.

Mpu ycTaHOBNEHWW KpUTEPUEB pUCKa HEOBXOAMMO YUuTeIBaTL cneayoLme dakTopsi:

- XapakTep W TUMbl NPUYMH M NOCNEACTBMIA, KOTOPbIE MOTYT BO3HUKHYTL NMPU MCMOMNb30BaHWM TEXHOMO-
TMW, U TO, KaK OHU DyOyT N3MepsaThCs;

- kak ByayT onpenenaTbCs BEPOATHOCTH;

- BpemMeHHas (ble) paMka(M) BepossiTHOCTU u/unu Bpeda/nocneacTBusi(Mia);

- kak BydeT ycTaHaBnNuBaThbCs YPOBEHb PUCKa,

- Kak ByayT onpedensaTbCs MHEHUS 3aMHTEPEeCOBaHHbLIX CTOPOH.

7.2.3.2 YcTaHoBneHue gonycTUMOCTU pyUcKa

Wcnonb3ys kputepuu pucka, pa3paboTyvkn cTaHOaApTOB YCTAHABNWBAKT, KAKOW YPOBEHb PUCKA MOXHO
cynTaThk AonycTuMbiM. MeToAdpl yCTaHOBNEHMA JONYCTUMMOCTM PUCKA BKITOYAIOT criegyloline, He orpaHu4mBea-
ACh UMW

- UCMOMb30BaHWe NPUMEHUMbIX Da30BbIX M IPYNNOBLIX CTAHA4APTOB, MPEACTaBNAOWMX obLenpuaHaH-
HOE COBpEeMEeHHOE COCTOSIHWE HayKW M TEXHWKM 1 BKMOYaoLWwmx TpeboBaHns K AeMOHCTpaLuu AoNyCTUMOCTH
pucka, cbanaHcMpoBaHHOIO C KITMHUYECKUM COOTHOLLIEHWEM PUCKa W MOMb3bl;

- CpaBHEHWe YPOBHEN puUCKa, OYeBUAHbIX ANA yXKe HaxOo4sWwMXcsa B aKcnnyaTaun/npuMeHeHnn mean-
LMHCKWUX U3Jenui, KoTopble npedcTasnaiT coboi obwenpu3HaHHoe COBPEMEHHOE COCTOSTHME HayKu W Tex-
HUKMW,

- NCMOMb30BaHWe MHEHWS 3KCMEPTOB;

- UCMONb30BaHWe Pe3yrbTaToB HayYHbIX NCCNEAOBAHWI, BKIMOYaA KNMHUYECKUE OaHHbIE;

- 0BWwecTBEHHbBIE LEHHOCTH U CoLManbHble OXUOaHWSR;

- MPUMEHEHWEe HaunoHanbHOro UK PernoHarnbHoro perynuposaHuns.

7.2.3.3 CoBpemMeHHOe COCTOsIHUE HaYKN U TEXHUKK

MNpw ycTaHOBNEHUW KpUTEpWEB pucka paspaboTunkam cTaHOapToB criefyeT y4uTbiBaTbh 0OLLEenpU3HaH-
HOE COBPEMEHHOE COCTOSIHME HAayKv M TEeXHWKM, OTpa)aiwlee To, YTO B HAcToswee Bpems AsBnaercs ob-
LWenpuHATEIM 1 OBbIMHO pacleHUBaeTCsl Kak Haanexallas npaktuka B obnactv TEXHOMOTUM U MeOULMHbI.
CoBpemMeHHOe COCTOSIHUE HaYyKU 1 TEXHWKM He 0bsA3aTenbHO nogpa3yMmeBaeT Havbonee TeXHONOrMYeckn Npo-
OBWHYTOE peLleHue.

7.2.3.4 OblecTBeHHbIe LLIeHHOCTH

O6wenzsecTHO, 4TO CyOBEKTMBHOE BOCMPUATAE pMCKa YacTo OTNIMYaeTcst OT 3Ha4YeHUs pucka, onpege-
MeHHOro onbiTHeIM NyTeM. Mpu pelleHun Toro, Kakow puck ABNAETCs 4ONYCTUMbIM, AOMKHO ObITb MPUHATO BO
BHMMaHWe BOCMPUATME 3TOTO PUCKa LUMPOKOW 0OLeCcTBEHHOCTBH. st CormacoBaHHOCTM C OXuagaHuamm 06-
WecTBa 1 0bWecTBEHHbIM MHEHNEM HeoBX0OMMO K HEKOTOPbIM pUCKaMm CAenaTh AONOMHUTENbHbIA «3anacy.
B HekoTopbix cny4asx eOWHCTBEHHBIM BapMaHTOM MOXET ObiTb MpW3HaHWE TOro, YTO BhisIBNEHHblE 0bLue-
CTBEHHbIE LLEHHOCTWN OTpaxatoT uaearnbl o0LecTBa, U YTO 3TU LEHHOCTM ObINK YYTEHbI.

7.2.3.5 CouuManbHble oxuaaHus

BocnpusiTue pyucka MOXET OTNNYaThbCA B pa3nMyHbIX cCoLManbHbiX coobLlecTBax/nonynaumsax, 1 aTo cne-
AYeT MpUHMMAaTb BO BHMMaHue. TeM He MeHee, ANA cTaH4apTa Ha MedWUVMHCKUWEe W3[enus, BKNHYalLwero
acnekTbl 6e30NacHOCTU, MOXHO NPEANONOXUTb, YTO Pa3NUYHbIe CoLManbHble oXuaaHus ByayT yuTeHbl B Npo-
Lecce yTBepOeHUs 40 NPUHATUSA cTaHgapTa.
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7.2.3.6 OnpegeneHune pucka v ero gonycTMMOCTH, KOrda BEPOATHOCTbL He MOXEeT BbiTk onpefeneHa

[ns cuTyaunii, B KOTOPbIX HEBO3MOXKHO OMNpeaeniTb BepPOATHOCTL NocneaoBaTensHOCTU COBLITHIA, MpK-
BOASLLMX K ONacHoW cuTyauum (P,), N BEpOATHOCTb OMacHOW CUTyauuu, Npusoasdlled K speay (P,, kak
onpeneneHo B 6.1), MOXHO cAoenaTb KOHCepBaTUBHOE OMpedeneHue BeposTHOCTW BO3HWKHOBEHWS Bpena,
YCTaHOBUB HEW3BECTHYI BEPOSATHOCTL paBHoi 1. Ecnn BeposTHOCTL BO3HMKHOBEHKS Bpeaa Booblue HeBO3-
MOXHO onpefenuTb, TO AN onpedeneHus prcka U OUeHMBaHWS AOMYCTUMOCTU pycKa creayeT pacCMoTpeTb
BO3MOMHbIE MOCNEnCTBUS.

7.3 Co3gaHue npoeKkTa

7.3.1 O6wme nonoxeHus

MpaBuna v pekoMmeHaauuu, NnpueengeHHble Hke, gononHsawT Oupektussl MCO/M3K, yacTtb 2, U npume-
HAKTCA K pa3paboTKe NPOEKTOB JOKYMEHTOB, KOTOPbLIE JOIKHEI B AarNbHENLWEM CTaTbh CTaH4apTamK, BKNYa-
HOLWMMK CBAI3aHHbIE C 6E30NacCHOCTLIO acneKThl.

PaspaboTunky cTaHAapPTOB HA MEAWMUMHCKUE U3AEeNUa, BKITHOYaLWMX acnekTbl, CBA3aHHble ¢ be3zonacHo-
CTbl0, JOMKHbI XOPOLUO 3HATb OMNAaCHOCTM U ONAacHble CUTYauuu, KOTOpbIe NPUCYLLM NMPOAYKLMA UMK NpoLeccy,
ABNSAKLLMMCA NpeaMeTOM cTanaapTa. [Ana cTaHgapTa Ha Npoaykuuio paspaboTyrkam cnegyeT pacCcMoTpeTb
BO3MOXHOCTb BKITHOYEHWS CMUCKa M3BECTHbLIX OMAacHOCTEN W/WUMKM ONACHBbIX CUTYaLWA, XapakTepHbIX ONA KOH-
KPETHOro MeAULMHCKOro U34enusa unu cucteMsl (HanpumMmep, B (hopMe npunoxeHust). [ina ctaHgapTos Ha npo-
Lilecchl paspaboTyvkaMm criefyeT BKMoYaTe 060CHOBaHWE, OOBACHAKLLEE, KaK MPUMEHEHME CTaH4apTa CHU3UT
PUCK.

CraHoapT JormKeH cofepaTb, Npu BO3MOXHOCTW, TpeboBaHMA, BaKHble ANA YCTPAHEHUS ONacHOCTEN
WM MHOTO CHWXEHWA PUCKOB. [JaHHble TpeboBaHWs JOMmKHbI BbiTh Bblpa)XeHbl B TEPMUHAX Mep No ynpasne-
HWI PUCKOM (Hanpumep, 3alUTHLIX Mep), KOTOpble OMKHbI ObITe NPOBEPSAEMEI, KaK yKa3aHo B CTaHAapTe.

TpeboBaHuA kK Mepam No ynpaeneHuo PUCKOM LOMKHbI:

a) BbITb N3NOXKEHbI TOYHBIM W NMOHATHBLIM S3bIKOM;

b) BbITb TEXHWYECKU KOPPEKTHLIMMU;

c) nopgaeaTbecsi Bepuukaumnm.

CraHgapThl OOMKHbI coepXaTb YeTkMe W nonHble hopMyNUPOBKKW, onpefensiolue MetToasl Bepugu-
Kauuu cobniopeHus TpeboBaHuii.

Ecnu ctaHgapT npegnucbiBaeT Mepbl MO yrNpaBrneHuio pUCKOM, OCHOBaHHbIE HAa YHKUMOHANBHbIX Xa-
pakTepucTukax, TpeboBaHUs OOMKHbI BKMHOYATL!

- NepevyeHb PUCKOB, NoAneXallnx ynpaBneHuo;

- yeTkue TpeboBaHuA K (PYHKLMOHAMNbHLIM XapakTepUcTUKaM Ka)aon Mepbl N0 ynpaBneHW PUCKOM;

- nogpobHble MeToakbl BepuduKaLum ANs onpefeneHna COOTBETCTBUA TpeboBaHUsAM hyHKLMOHAMNbHBbIX
XapakTepUcTUK.

MpumevaHmne 1— LlenecoobpasHo BbipaxkaTe TPEOOBAHWSA MO YNPaBNEHWIO PUCKOM B TEPMWHAX, NOA4aI0oLWnX-
cA NpoBepke nokasatenei HezonacHOCTKU, MCNOMb3ysa YHKUMOHAMNbHbIE XapakTepUCTUKK (MapameTpbl) U UX 3HaYeHUs
(Hanpumep, TpebyeMblit OCTAHOBOMHbLIN NYTb X M A4S aBTOMOBWIS CO CKOPOCTLIO ABMXEHUA Y KM/Y, kak Tpebyemas doyHK-
LMOHankHas xapakTepUCTMKa TOPMO3HOIN CUCTEMBI), @ HE TONBKO NMPOEKTHbIE OnucaTenbHbIe XapaKTepUCTUKK.

MpumevyaHne 2 — PekomeHayeTcs CBECTU K MUHUMYMY WMCMNONb30BaHWe Cy6GBEKTUBHBIX TEPMUHOB MMK CHOB,
ECNW OHW He onpedeneHsl B cTaHgapTe.

PaspaboT4nkam cTaHOapToOB CledyeT pacCMOTPETb BO3MOXHOCTb CO30aHNA KpaTKon NCTopun nnn obo-
CHOBaHWUA peLUeHWr, NPUHATBIX NpK pa3paboTke cTaHgapTa.

7.3.2 WtepaTUBHLIM NpoLecc MeHeO)KMeHTa pucka

PaspaboTky acnektoB 0e30MacHOCTK CriedyeT OCHOBbiBaTb Ha WUAeHTUMMKaLUM onacHocTel. Llenbio
pa3paboTkM ABNSETCH Co3haHue CTaHZapTOB, KOTOPble UAEHTUULKMPYIOT ONAaCHOCTU M ONMUCHIBAKT Mepbl Mo
yrpaBneHUWK pucKoM Takum obpasom, yTobbl BbiN 4OCTUrHYT AONYCTUMBIA YPOBEHBL PUCKA.

Ons gocTuxXeHUs OOMYyCTUMOrO puUcKa MOOXOOWMT UTEPATUBHLINA MPOLIECC aHanM3a pucKa, OLEeHUBaHWS
pucka 1 ynpaBneHusi pUCKOM Ans OnacHbIX cuTyauunin. PaspaboTynkam cTaH4apToB criefyeT MOMHWUTb, YTO Me-
OWUMHCKOE M34enne NPoXoaWT NOMHbIN XKU3HEHHbIA LMK OT pa3paboTku 4o yTunusauny. BaxHenwnm sBonpo-
COM Ans pa3paboTyMKOB CTAHOAPTOB HAa NPOAYKUMK WNKU CTAHOAPTOB Ha MPOLECcCh! SBMAETCS onpegeneHue
Toro, Bepet nNu Ha cebs UTEepaTUBHBLIM MPOLIECC NO YNpaBNeHUD PUCKaMU:

- TEXHUYECKUA KOMUTET — ANA NPOBeAeHWs aHanuaa v oueHUBaHWuA pUcka ANA KOHKPEeTHbIX U U3BEeCT-
HbIX OMacHoOCTen (Hanpumep, CTaH4apT Ha KOHKPETHYIO MPpoayKLUKUio, KOTOPLINA NPpUMeEHsiIeTcs N9 JeMOHCTpa-
LIMM COOTBETCTBMUS perynupyoLlmum TpeboeaHmsm); unm
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- 3aMHTepecoBaHHbIe N1LAa UNKW Nonb3oBaTenu cTaHgapTa (HanpuMep, W3roToBUTENb/MOCTaBLUMK Mpo-
AyKUMW) — Ons NpoBedeHns aHanvs3a U OUeHWBaHUA pMCcKa AMS BbIABAEHHbIX MMW OMacHOCTENA M OMacHbIX
cUTyauunn.

3aTtem aTu AaHHble cnedyeT NPUMHATE BO BHUMaHWE Npy onpefeneHur COOTBETCTBYIOLWMX TpeboBaHui
ANS BKNIOYEHWSA B cTaHO4apT.

n puMedaHUe — Ecnu CTaHdapT BKNOHYaeT acCneKThbl ©e3onacHoCTU, OH MOXeT coaepxatb TpeﬁOBaHMﬂ bes-
ONacHOCTU TONbKO ANA KOHKPETHbIX OMNAaCHbIX cmyaumﬁ. 370 He CHMMAaeT C M3roToBuTens 0BA3aHHOCTM NO BbIABMNEHNID
NBbIX 4ONONMHUTENBHBLIX OMNACHbIX cmyau,mﬁ n ynpaBneHMo pnckamin, CBA3aHHbIMK C H,QEHTHCbI.v‘ILl,leOBaHHbIMH onacHbIMK
CUTYyaunAaMNA.

[nsi CHWXeHWA PUCKOB [0 AONYCTUMOro YPOBHS CrneayeT NpuaepKMBaThcs cneayoLlen npoueaypsl (py-
CYHOK 2):

a) MaeHTUUUMPOBaTL NPedyCcMOTPEHHOE NPUMEHEHNE U 060CHOBAHHO NPOrHO3MPYeMOe HenpaBuilb-
HOe NpYMeHeHWe npoaykumu (cm. 7.3.3.1);

b) MAEHTUULMPOBATL XapakTepUCTUKX MPOAYKLUM MNK NpoLecca, KOTopble MOryT NMoBNUsiTe Ha Ges-
onacHocTb (cM. 7.3.3.2);

C) YCTaHOBMWTb KPUTEPUM PUCKa M OMpPedennTb ypoBeHb 4OMNYCTUMOro pucka (cm. 7.2.3);

d) MAEHTUDMUMPOBATL KaXAYK ONacHOCTb (BKMoYasi 060CHOBAaHHO NPOrHO3MPYyeMble ONacHbLIE CUTYa-
LKK), BO3HUKAIOLLYIO B TEYEHWE XU3HEHHOIO LMKNa MeAMUMHCKOTO U34enus, HanpumMep: yCrnoBus NpuMeHeHns
NPOAYKLMU, MOHTaX, SKCNNyaTauns/NpuMeHeHNe, TEXHUYeckoe obcnyKuBaHWe, PEMOHT U YHUMTOXEHNE/YTU-
nunzauma (cm. 7.3.4);

e) onpenenvTb PUCK ANs 3aTparMBaemMoi rpynnsl NoNbL30BaTeNeR, BO3HWKANOLWUA B PE3YNbTATE UOEHTU-
bMLIMPOBaHHbIX ONACHOCTK(EM) U ONacHOM(bIX) CUTyauMn(in), UCNONb3ys KPUTEPUWN PUCKA, YCTAHOBMNEHHbIE B
nepe4yncneHnn c) (cm. 7.3.5);

f) oueHMBaTL pUCK MOCPEACTBOM CPABHEHWUS C YPOBHEM OOMYCTUMOrO PUCKa, YCTAaHOBIEHHLIM B nepe-
YWCNEHUN C) — OaHHOE OLEeHUBaHWe MOXET OblTh Takke NPOBEAEHO NYTEM CPaBHEHWSA C aHANOrMYHbIMU Me-
OULUHCKUMUK u3genuamu (cM. 7.3.6);

g) ecnv puck HegoNnycTUM, MOEHTUULMPOBATL MEPb! MO YNPaBNEHUIO PUCKOM ANS CHUXKEHWUS Kaxa0ro
pycKa No Mepe HeoBXoAMMOCTH, YTOBbI COOTBETCTBOBATL KPUTEPUAM OOMYCTUMOCTM pucka (cm. 7.3.7);

h) BepurumpoBaTh pe3ynsTaTMBHOCTE BbIGPaHHbLIX MeP MO yNpaBneHuo puckom (cum. 7.3.8);

i) onpegennTb U OLEHWBAaTb OCTATOYHbIA PUCK, OCTaKLWMINCH NOCMe peannsauun Mep no ynpasneHuo
puckom (cm. 7.3.9);

j) onpegennTb, NOSIBUNUCH N HOBbIE ONACHOCTU MM OMNACHBLIE CUTYaL MK, UMK NMOBIUANW NN Mepbl No
yrpaBreHWI0 PUCKOM Ha CyLlecTBytoLme pucku (cm. 7.3.10);

k) onpegenutb, Bce N1 MOEHTUMWLMPOBAHHLIE ONACHOCTU BN paccMoTpeHbl (cM. 7.3.11).

B pasgene 8 npuBeneH kpatkuii 063op TOro, Kak ctaHgapThl H8 MEAWLUMHCKME W34EenuUs, BKNOYaKwLmne
acnekTbl 6e30MacHOCTM, MOryT cnocobCTBOBAaTL BHEAPEHUIO CUCTEMBLI MEHEOXMEHTA pUCKa, COOTBETCTBYIO-
el CTPYKTYPE KOHUEMUWW MEHEOXMEHTa PUCKA.
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( Hevano )
)

NaeHTUdMKAL A
npegycMoTpaHHOr
npyMeHeHnn [7.3.2 a)]

Heobxoaumo nun
CHUXeHUe pucka?

h

WaenTudbrkaums [7.3.21)]
XapaKTepUCTHK,
BNWAIOLLMX HA
GesonacHocTk [7.3.2 b))
WaeHTugrkauua
h 4 COOTBETCTBYIOLLUX Mep
Mo YTIPABMEeHWIO PHCKOM
YcTaHoBKa KpUTepUeR [7.3.2g)
pucka [7.3.2 c]
h 4
Bepudhukauma
A pesynsTaTUBHOCTU Mep
Maenmicbrkaums Mo YNpaBneHnio PUCKOM
ONAacHOCTe, ONACHBIX [7.3.2h)]
CUTYaLMA K coBbITUA
[7.3.24d)]
L HAensneTcs nu
OCTATOMHBIA PUCK

Onpegenexve pucka
ONA KAKOA0A ONacHOCTH
W ONACcHOIA CUTyaLMK
[7-3.2¢)]

L -]

JonycTuMeiM? [7.3.2 1)]

N HOBble ONAacHOCTU
WIK ONACHBIS CUTYALIMH,

BIMAIOLLMe Ha CYLLEeCTBYIO-
e pucia?
7.3.2 )

Het

Bbinu nu
naeHTUULMPOBaHLI
BCe BhISBNeHHbIe

OnacHoCTA?
3.2k)

la

( om )

PucyHok 2 — O630p UTepalMoHHOro npollecca AeATENBHOCTH N0 MEHEeMKMEHTY pucka

Her

7.3.3 MpeaycMoTpeHHOe NPUMEHEHUe U XapaKTePUCTUKK, KOTOpbIe MOTYT NOBMUATL Ha Gesonac-
HOCTbL

7.3.3.1 TpegycmoTpeHHoe npuMeHeHue

YcraHoBneHue obnactu npuMeHeHus (MPOAYKUUS UM NPOLLECC) BKMHOYAET criefyoLLee:

a) npegHa3HA4YeHHbLIN MEAWUMHCKUIA nokasaTtens (HanpuMmep, COCToAHWe unu bonesHs, kKoTopble ByoyT
o6HapyxeHbl, HabnooaTbCA, M3y4aTbCs, AMArHOCTUPOBATLCA UMW NpefoTBpaLLaThCs);

b) npenHasHadyeHHas rpynna nayuMeHToB (HanpuMmep, BO3pacT, Macca, 300P0OBbe, COCTOSIHUE);
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C) MpegHasHa4yeHHasa 4YacTb Tena, K KOTOPOW MPUMEHSIETCA WM3Oernve, UKW TUM TKaHW, C KOTOPbIM OHO
B3aUMOOENCTBYET;

d) npegHazHadYeHHbIR Npocunk NONL30BATENS,;

e) npegHasHadeHHas oKpyXawLllas cpefa NPUMMEeHEeHWUsl, COCTOAHWE W MeTObl UCMOMb30BaHWS.

7.3.3.2 XapakTepucTuKku, KOTOpble MOTYT NOBNUATL Ha Be30nacHoCTb

XapakTepuMCTUKM NPOAYKLUMKM UMK npolecca MOryT okas3aTb BNUSHWE Ha 0e30MacHOCTb MalWMeHTOB U
nonb3oBartener. Takme XxapakTepuUCTUKN OOMKHbI OblTe MPUHATEI BO BHUMaHWE NpyM paccMOTPEHUM noTpeb-
HOCTW B pa3paboTke cTaHgapTa. TUNKWYHbIE XapakTEPUCTUKA BKMOYAKT CriefytoLLee:

- NPOM3BOACTBEHHbLIE NpoLecchl U NpoLeaypbl 0becnyxueaHua (Hanpumep, cbopka, kanubpoeka);

- ynpaBneHue NpoLeccoM NpoekTUpoBaHua (Hanpumep, paspaboTka nporpammMHoro obecnevyeHus);

- CTEPUNBHOCTD;

- Buonoruyeckas COBMECTUMOCTb;

- MUPOrEHHOCTL;

- HAOEeXHOCTb;

- aKkcnnyaTtaunoHHas NpurogHoCcTb;

- (PyHKUMOHANbHEIE BO3MOXHOCTU;

- YyBCTBUTENbHOCTb W CNEeLUPUIHOCTb;

- BO3AENCTBME Ha OKPYXaloLyto cpeay;

- anekTpu4yeckas 6e3onacHOCTL;

- MexaHu4eckas npo4YHOCTb;

- pagnaunoHHasi 6e30nacHoCTb;

- CTabuUNbHOCTL;

- OQHOPOAHOCTL;

- LeNOCTHOCTb M 3allMLLEHHOCTb AaHHbIX.

[na cuctematnyeckon MaeHTUMUKALIMKM ONAaCHOCTEN U ONACHBIX CUTYaLUUIA BaXHO onNpeaenuTh rmyouHy
aHanuW3a paccMaTpuBaeMbiX NPOAYKUUKM UMK nNpoLecca, YToObl YCTAHOBMUTL, FAE MOTrYT BO3HUKHYTE Npobnemsl
¢ besonacHocTbio. OgHako paspaboTymkam CTaHOapTOB crnefyeT NOHUMAaTh, YTO OHW MOTYT WAEHTUDULMPO-
BaTb OMACHOCTW W OMNacHble CUTYaLUWK TOMbKO B 0OLLEM, U UM HE cnefdyeT MbiTaTbCH OXBaTUTb OMacHbIe CUTY-
auuu, BCTpevaroLlmecs y Bcex U3roToBuTenei.

7.3.4 UWpeHTudmkauMm onacHoCTU U ONAacHbIX CUTyaLUun

7.3.4.1 VpeHTudrKkaumm onacHoCTH

MoeHTudMkaums onacHOCTEN, CBSA3aHHbIX C MpPegyCMOTPEHHbIM MpUMEeHeHWeM W 0BOCHOBaHHO
NMPOrHO3MpYyeMbIM HEMPaBUIbHBIM NPUMEHEHWEM, ODbIYHO BKMOYaeT B cebs MaeHTUdUKALNIO M3BECTHLIX U
NPOrHO3MpyembliX ONacHOCTEW, CBA3aHHLIX C NPOAYKUMeN, HaxoasLWwenca Kak B UCNpPaBHOM COCTOSIHUN, Tak U
B COCTOSAHUM HEUCNPAaBHOCTH.

n puMedaHue — CesA3aHHble C HeWcnpaBHbIM COCTOAHMEM cobbITNA MOTyT BKNKO4YaTb Npouecchbl XU3HEHHOTO
UKnKna meguumHCKoro uagenund, B TOM 4Yncne, Ho He orpaHnymBadAcChb, NpouecChl, CBA3aHHbIe C NPOeKTUpoBaHeMm, nNpona-
BOAOCTBOM, yCTaHOBKOﬁ, OSCJ'Iy}I{I/IBaHME.‘M WnK BbIBOOOM NpOOYKUMKW N3 IKCNNyaTauun.

7.3.4.2 Tvnbl onacHoCTeW W ONacHbIX CUTYauuin

Mocre noeHTMUKaALMKM onacHocTed HeoOXoAMMO PaccMOTPeTk NOCNefoBaTeNbHOCTM COBLITUMI KUK
0oBCcTOATENLCTR, KOTOPbLIE MOTYT GbiTh MPUYMHON BO3HWKHOBEHWS OMACHbIX CUTYaLUi, CNOCOBHbLIX NPUBECTU
K Bpedy. B cooTBeTCTBUM C onpedeneHusmMmu, oNacHOCTbL HE MOXET MPUMBECTH K BO3HUKHOBEHMWIO BpeAa OO Tex
nop, Noka nocrnefoBaTenbHOCTL COBLITUIA UNK ApyrMe oB6CTOATENbLCTBA (B TOM YMUCNE NMPU HOPMAarnbHOW 3KC-
nnyatauun/npUMeHeHnn) He NpueeayT K BO3HMKHOBEHWIO OnacHom cutyauum (P, Ha pucyHke 1). [axe Bo3-
HMKHOBEHME OMacHom cutyauun He 06s3aTenbHO NPUBEAET K BO3HUKHOBEHWIO Bpeaa (P, Ha pucyHke 1).

7.3.4.3 OnacHOCTW W onacHble CUTYaLun, CBA3aHHbIE C MEQULIMHCKUM M34ennem

BoamMoKHbBIE ONacHOCTK, CBA3aHHbIE C MEAUUWHCKUM U30ernvem, B 3Ha4YMTEeNbLHON CTeNeHn 3aBUCAT OT Xa-
pakTepa npoaykuuu. Tak Kak HeBO3MOHO obecneynTs, YToBbl NPOAYKUMS HUMKOrAA HE BbILUNA U3 CTPOS, CTaH-
AapT AOMKEH pacnosHaTb ONacHOCTH, MPUCYLLME MEOVLIMHCKAM U3AENUSM, MOCKOMbKY OHW MMEIDT OTHOLUEHWE K
COCTOSIHMIO, 300POBbI0 M 6e30MacHOCTM NaLMEHTa, a Takke K 340p0Bb0 1 Be30MacHOCTH NONb30BaTENs U APYTUX
nvy. MNpy naeHTUdMKaUMK CnacHoCTen 1 OMacHbIX CUTyauui paspaboTynkamM CTaHOapToB criedyeT yuuTheIBaTh
chakTopsl, CNOCOBCTBYHOLME BO3HUKHOBEHWIO ONACHbIX CUTYaLUuii, B MEPBYI0 OYepedb CBA3aHHbIE:

a) C NpoeKTUPOBAaHWEM, KOHCTPYMPOBaHWMEM UM XMMUYECKON CTabUNbHOCTLI0 MEOULIMHCKOTO U3OEMNus;

b) cocTosiHMeM MaumueHTa U ero OKPYXEHUEM;

C) NpUMeHeHneM MeOMLNHCKOro M34enus nons3oBaTenem;
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d) npumeHeHneM, 0BCrnyKMBaHMEM WM PEMOHTOM MEOUUWMHCKOrO W3LENUsA, NPYM KOTOPOM nuua MoryT
nofoBepraTbCA TAKMM ONACHOCTAM, KaK MH(DEKUMOHHbIE BELLEeCTBa, ONacHble XMMUYECKNE BELLECTBA UMK pa-
avaums.

B Tabnuue 1 nokasaHa B3aMMOCBSA3b MeXAy ONacHOCTSMM, MOCNE0BaATENLHOCTBIO COBLITUIA, ONacHbIMM
CUTYaLMAMWN U BPeAOM Ha HEKOTOPLIX YNPOLLEHHbLIX MpUMepax.

7.3.5 OnpegeneHuve pucka

Onsa noeHTUULMpoBaHHOM(bIX) onacHOM(bIX) cuTyaunn(in) Heobxoammo onpeaenuTs CBA3aHHbI(bIe) C
Hel puck(n), MCNoNb3ys UMELLLYI0CS MHAOPMaLWMID UNK AaHHble. He cnegyeT oTaasarth NpeanodTeHne Tonb-
KO KOMMYECTBEHHOMY UMW TOMbKO KAa4YeCTBEHHOMY ONpeaeneHuo BEPOsSITHOCTY BO3HUKHOBEHUS Bpeaa. Konu-
YeCTBEHHbIE ONpefeneHns BeposiTHOCTA BO3HUKHOBEHWSI Bpeda MOryT orpaHudvMBaTthca Temu daktopamu,
KOTOpble MOTyT ObITb NOAKPENMeHbl 4OCTOBEPHLIMU CTATUCTUYECKMMU AaHHbIMW. OnpefeneHve BEPOATHOCTH
BO3HWUKHOBEHWS BPeaa, CBSA3AHHOTO C NPUYMHAMKM CUCTEMATUYECKOIO XapakTepa, MOXeT ObiTb 3aTpyaHUTENb-
Ho (cm. 6.2.2).

[ns onacHbIX CUTyauuii, BEPOATHOCTb BO3HMKHOBEHWS BPeaa OT KOTOPbIX HE MOXET ObiTb onpeaenexa,
cnefyeT paccMaTpyBaTh BO3MOXHbIE NMOCNEACTBUSA.

HacToAwmi cTaHgapT He npeanonaraet, YTo paspaboTunkaM CTaHOapToB creayeT UCNONbL30BaTh KOH-
KPETHbIA UHCTPYMEHT UMK MeTof ANsi onpefeneHns pucka oT ONacHoW CMTyauuuW, KoTopas AoMmkHa ObiTb pac-
CMOTpeHa B cTaHaapTe.

Onpepenexne pucka, ocyllecTengeMoe pa3paboTymkamMu cTaHaapToB, AOMKHO YHUTLIBATL MMELLMECH
AaHHble, oTpaxawLwme obLenpn3HaHHOe COBPEMEHHOE COCTOSIHUE HaYKN M TEXHWKU ANs NOMyYeHWUs Hagex-
Horo Habopa TpebosaHWil. Ccbinky Ha MCTOMHUK 1 0OOCHOBaHME NPUMEHEHUS 3TUX AaHHbIX CNeAyeT BKIIOUUTL
B CTaH4apT.

Tatnuua 1— B3aumocesasb MeXxay onacHOCTAMUW, NPOrHO3WpyeMbIMKU NOCneaoBaTenbHOCTAMU CcOOLITKI, onacHbIMK

CUTYyauuamMn M BO3MOXHbIM BpEOOM

Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-56033-2025

OnacHocTb MporHo3upyemas nocnenoBaTensHOCTs CoBbITUI OnacHags cuTyaums Bpen
OnekTtpoMarHuTHas | 1 OnekTpogHbld kabenb, cnyyaWHo nog- | HanpskeHnuwe cetn noseng- | CepbesHble 0XOru.
3Heprusa (BbICOKOe KITIOYEHHBIW K CETEBOI PO3ETKE eTCcs Ha aneKkTpoaax dubpunnauma
HanpspKeHue) cepaua
XuMmnyeckasa onac- 1 HenonHoe yganeHuwe nety4yero pacteo- | Pa3sutue razoBor ambonun | WMHdapkT.

HOCTb (NeTy4uiA pUTENs, UCMOMNb3yeMOro B NpoM3BoAcTBe. | (Ny3bipbkoB B KpoBOTOKE) BO | [NoBpexaeHue
pacTBoOpUTEnb, 2 OcTaToK pacTBOpWUTENSA NpeBpallaeTca | Bpema ananvaa Mo3ra
ambon) B ras npv Temneparype tena
Buonoruyeckas 1 HenonHasa nHcTpykumA no obezzapaxu- | bakrepuw, nonaewwme B abl- | baktepuansHas
onacHocTb BaHWID MOBTOPHO MCMOMb3yeMbIX aHecTe- | XaTenbHble MyTW naumeHTa | MHekums
(MykpobHoe 3MOMNOrMYECKUX MarucTpanen. BO BPEMS @aHECTE3NM
3arpsAsHeHue) 2 3arpsisHeHHble Tpybku, ucnonb3yemMble
Onsa aHecTeaun
DyHKUWOHUPOBA- 1 MauweHT, vmewwmn anekTpoctatude- | OTka3 nogadM  wWHcynuHa | HesnauutensHoe
Hue (be3 gocTaBku) | CKAW 3apAd, NPMKAcaeTcs K MHDY3UMOHHO- | NauWMeHTy C MOBLILWEHHLIM | NMOBPEXAEHWE
My Hacocy. YPOBHEM [MHOKO3bl B KPOBU | OpPraHoB.
2 Onektpoctatnyeckuin  paspag (ESD) | 6e3 npenynpexaeHus MomyTHEHME
NPUBOOUT K OTKA3y Hacoca U ero apapui- CO3HaHUA
HOW cUrHanuaauum
DyYHKLWOHUPOBA- 1 Y anemeHTa nutaHusg umnnaHtupyemo- | dedubpunnartop He moxeT | CMmepTb
HWe (HeT JOCTaBKK ro oednbpunnAaATopa UCTEKAET CPOK CMy- | nogatb pa3psg nNpy BO3HUK-
3MNEKTPO3HEPTW) Obl. HOBEHUW apUTMUK
2 HeonpaBgaHHO 6oOnblUOA  WHTEpPBanN
MeXAY KNMHUYecKMMn obcnegoBaHnsaMm
MamepeHue 1 Owwnbka B namepeHun. HeBepHas uHcpopmaums, | MNporpeccuposa-
(HeBepHas 2 He oBbHapyxunBaeTcs none3osaTenem coobLaemasn nevaiiemMmy | Hue 3aboneBaHus.
WHhopMaLms) Bpady, npuBoaut K nocta- | CepbesHas
HOBKe oWwWnbBOYHOro guarHo- | Tpaema
3a WK OTCYTCTBUIO JOITK-
HOro rneveHust
16
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7.3.6 OueHnBaHMe pucKa

VMcnonbays kKpuTepuun 4OMyCTMMOCTU PUCKA, YCTAHOBMNEHHbIE B 7.2.3, pazpaboTynkam cTaHOapToB cre-
AyeT NPUHATb pelleHne OTHOCUTENbHO HeoBXOAMMOCTY YNpaBneHMs paccMaTpUBaeMbIMN PUCKAMWU NPU NpK-
MeHeHWn TpeboBaHuiA cTaHgapTa.

7.3.7 WgeHTndmnkauns cpegctTs No yrnpaBrneHWo PUCKOM

7.3.7.1 Bbibop Mep Mo ynpaBneHuk puckoM

BbibpaHHbie Mepbl N0 ynpaBneHWl PUCKOM MOTYT BKMOYaTb OCOBEHHOCTU KakK NPOEKTUMPOBaHUA Npo-
OyKUMKW, Tak M ynNpaeneHus npoueccamin. Beibop M3 JOCTYNHbLIX Mep MO yNpasleHn PUCKOM 3aBUCUT OT pac-
cmaTpuBaeMon NpogyKLUM U/Mnu npouecca, MAeHTUHULMPOBAHHBIX PUCKOB, a TalKe OT pe3ynbTaTUBHOCTY 1
BbINONMHUMOCTA MMEKLLUXCS Mep MO YNpaBlNeHUo pUcKoM. 3TO AOIMKHO ObITb OTpaxeHo B obnactu npume-
HeHWs1 cTaHaapTa. BeibpaHHble Mepbl MO yNpaBneH o PUCKOM OOIKHbI BbiTh NOAX0oOALMMU, aAEKBATHLIMA 1
COOTBETCTBOBATL NpaKTUYEeCKOMY Barmsiay Ha Be3zonacHocTk (cM. 5.4).

7.3.7.2 WNepapxuyecknii Nnoaxoq K ynpaeneHuo pruckom

Mpw BEIDOpPE Mep MO ynNpaBrneHWK PUCKOM, CMOCODOHBLIX YMEHbLUWTE PUCK(M) 0O AONYCTUMOIO YPOBHS, B
nopsiike NpuopuTeTa AOMKHbl BbiTh MPMMEHEHbI CrefyLLe BapuaHTbl yNPaBneHus PUCKOM:

a) besonacHocTb, obecneynBaemas NPOEKTOM;

b) 3awuTHEIE Mepbl, BKNOYAA Hanu4yMe curHana TPeBorv, BCTPOEHHOIO B MeAVUUHCKOe U3denuve, unm
ynpaerneHne Nnpoueccamu, CBA3aHHbIMK C MPOU3BOACTBOM UMM TEXHUYECKUM OBCNyXMBaHWEM;

c) wHdpopmMaumsa no GesonacHocTy.

PazpaboTtuynkam cTaHgapToB CriefyeT pacCMOTPETb BO3MOXHbIE BAPUAHThI YNPaBNeHWs PUCKOM Ha Kax-
JOM YpOBHE aHHOW nepapxvu, Npexae 4Yem nepexoduntb Ha Boree HU3KUA YpPOBEHb.

3anoxeHHasa B NpoekT 6e30nacHOCTb ABMNAETCA NepBbiM M Hanbonee BaXXHbIM LUAroM B NpoLecce ynpas-
neHnsa puckoM. 3TO CBA3AHO C TEM, YTO MPOEKTHble PeLleHWUs U M3HaYanbHO 3anoXeHHble XapaKTepUcTUKn
NPOAYKUNN CKOpee BCEro OCTaAHYTCA Pe3ynbTaTUBHbIMU, B TO BPEMSA KakK OMNbIT NOKa3bIBAET, YTO Aa)Xe XOPOoLUo
npogyMaHHble 3allKMTHbIE Mepbl MOTYT He cpaboTaTte unu BbiTe HapyLUeHbl, 8 MHpopMayua no 6esonacHocTu
He obssaTensHO cobngaeTcs.

Ecnu npoekTHble Mepbl no obecneveHuto 6€30MacHOCTM He MO3BONAKT YCTPaHUTh OMACHOCTb UMK B
OOCTaTOYHOW CTEeneHu ynpasnsaTb PUCKOM, HE0BX04MMO pacCMOTPETb BO3MOXHOCTb MPUMEHEHMWS 3aLLUTHBIX
mep. MoxXeT BO3HUKHYTb HEOOXOOWMOCTb B MPMMEHEHUW OOMOMHUTENbHBIX 3aWMWTHBIX Mep C UCMOoMNb30BaHUEM
JononHutensHoro obopynosaHua (HanpuMep, obopyaoBaHWa ANs aBapUNHON OCTAHOBKM).

KoHeuHbI Nonb3oBaTenb OOIKEH UrpaTe oNpedeneHHy ponb B ynpaBieHWu pUCKoM, cobnogas uH-
dopmaumo no BesonacHocT unv nponaa obydveHwe, NpefocTaBneHHble n3rotoBuTenem. OgHako nHOp-
maumsa no besonacHOCTM MK obyyeHWe He OOSKHbI 3aMeHAThb NMPaBMbHOrO NPUMEHEHUS MPOEKTHBIX Mep
©e30nacHOCTW, OXPaHHbLIX UMK OOMONHUTENBHbLIX MEP 3aLUnThI.

7.3.7.3 TpeboeaHue cTaHZapTa Ha NPOAYKLWIO WK NPOLECC B Ka4eCTBe COOTBETCTBYHOLWEro UHCTPY-
MEeHTa ynpaBneHust pUCKOM

Korga Heobxogumo ynpasnaTe puCKOM, pa3paboTyuMki CTaHZapToB yCTaHaBMMBAalOT, ABNSAeTCHA(10TCs)
nun TpeboBaHmne(a) B cTaHOapTe Ha NPOAYKLUMUI0 UMK NPOLECC COOTBETCTBYHLLMM CPeqCTBOM NO YNpaBneHuo
PUCKOM.

CranpapTel Ha NPOOYKLMIO OOMMKHBI COAEPXaTb, MO BO3MOXHOCTW, NpoOBepsieMblie TeXHU4eckue Tpebo-
BaHUA 1 cneunduKaumm, KoTopble paspaboTyvKk CTaHOAPTOB CYMTAIOT pe3ynsTaTUBHBIMW AN CHIBKEHUSA puy-
cka 4o OONYyCTMMOro YPOBHS.

Mepbl MO yNpaBneHW pUCKOM MOTYT CHMXaTb TSXEeCTb Bpeda, YMeHbLIAaTh BEPOATHOCTbL Ero BO3HUK-
HOBEHWS MNn U To, W Apyroe. MNpw onpegeneHun TOro, Kakue Mepbl MO YNpaBieHNo MOTyT ObiTh BKOYEHDI
B cTaH4apT Ans 6opbbbl ¢ HEOONYCTUMbBIMW PUCKaMKU, WOEHTUULMPOBaHHLIMU B 7.3.6, B NepByl o4vepeib
clnegyeT paccMoTpeTb o0Line noaxoabl No ynpaseHuto puckom. Cm. 7.3.7.2.

7.3.7.4 TpepocTtaBneHne MHoOpMaUMM Kak Mepa Mo yrnpaBleHW pPUCKOM B pamMKax CTaHAapToB Ha
NPOAYKUMIO MNKW NpoLecc

7.3.7.4.1 Tunbl nHOpMaLMn

B ctaHgapTte cnegyet ykasath BCO MHPOpMaLMIo, HeOOXoOUMYLo A5 NPegyCMOTPEeHHOro NPUMeHeHus,
KoTopasa gomkHa ObiTb NpefocTaBneHa Nuuam, CBA3aHHbLIM C NpoayKuuen (Hanpumep, NoKynatensam, ycra-
HOBLLMKaM, cneunanMcTamM no TeCTMPOBaHUID/UCMbITAHMAM, KOHEYHBIM MONb30BaTesiM 1 obcnyXuBawLwemMy
nepcoHany).

MpenocTaBnsemMas M3rotoBuTenem MHopMauns 4omkHa ObiTb BOCNPUHUMAaEMOW, MOHATHOW U nogaep-
XUBaTb NPaBUILHYIO 3KCNNyaTauui/NpuMeHeHe NpoayKuum B NpefycMOTPEHHON cpese.
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PaspaboTynkam cTaHgapToB credyeT HYeTko OnpeaenvTh, ABMAeTCA Ny npegocTaensemas nHpopmMauma
(aTvkeTka, Mapk1poBKa W T. A4.) nHpopmaumen no 6e3onacHOCTW UK packpbiTUemM MHgopMaumm 0b ocTaToy-
Hom pucke. OBHapodoBaHue nHgpopMaLlm o6 oCTaTOYHOM pUCKe He paccMmaTpyBaeTcs Kak Mepa no ynpae-
TNEeHVIK0 PUCKOM.

CraHpapTbl Ha npouecckl MOryT cogepaTb TpeboBaHWs nNposBedeHus BepudMKaumm unu Banugaumm
nHchopmaumm no 6e3onacHocTy.

CTaHpapThl Ha NpoAyKUMIO AOIKHbI YETKO yKasblBaTk, YTO MHpopMaumsa no 6esonacHocTu:

- [OMKHa oTobpaxaTbes Ha camol MPoSyKUUKM /UMK Ha ee ynaKoBKe;

- BbITb OTYETNIMBO BMAHA B MECTax Npogaxu; unm

- MPUBOANTLCS B PyKOBOACTBE(aX) MO aKcnnyaTtauuu, Hanpumep no YCTaHOBKE, NPUMEHEHUID, TEXHUYE-
CKOMY 0BCrnyXMBaHWO M yTunusauuu. Takke fomkHa ObiTe NpegocTaBneHa uHdopmauus o HeoBxoaMMOoCTH
0by4eHusa U1 NPUMEeHeHUW CPeacTB UHAMBUAYANbHON 3alnThl.

WNHbopmaumsa gonxkHa onuckiBaTk COOTBETCTBYOLUME MeToAbl 06palueHus unu paboTel, ecnv cobnoge-
HWE AaHHbIX METOAOB BOBMNEYEHHBIMW NMULAMW 3HAYUTENBHO CHUXAaeT puckn. Ecnn BesonacHoCTb NpoayKLuK
B 3HQYUTENbHOW CTENEHW 3aBUCUT OT COOTBETCTBYHOLLMX MeTOA0B paboThl, KOTOPbIE HE ABMAKTCA 04eBUAHbI-
MU, TO KaKk MUHMMYM MapkMpoBKa TakoW MpoAyKLMW OOMKHA CodepXaTb CChIMKY Ha pykoBOACTBO(a) MO 3Ke-
nnyataumu.

Cnepyet nsberatb HeHy>KHOW MHAOPMaLWUK, NOCKOMNbKY OHA CHWKAET LEHHOCTb MHbopmaumm no Ges-
OMNacHoOCTH, KoTopasa Heobxoauma AN NPUMEHEHUS NPOLYKLWK.

MapknpoBKy, cMMBOnbl M 3Haku GesonacHocTM (ecnu cylecTBYKOT NOAXOASLME CUMBOMbI MNKW 3HA-
Ku GesonacHoCTW) yKasbiBaT B COOTBETCTBUMU C MeXAyHapogHbIMW cTaHdapTamu (Hanpumep, MCO 3864,
CO 7000, MCO 7001, NCO 7010, MCO 15223-1 1 MIK 60417).

7.3.7.4.2 VHcTpyKUuMmK

B cTranpgapTe gomxHo BbITe yKazaHo, 4To NpeaocTaBNgeMble MHCTPYKUUK U MHOPMaLns OOMKHBI OXBa-
TblBaTk HEOOXOAMMEIE YCMOBUSA 3KCMNyaTauun/mpuMeHeHnsi NPOAYKLMW U CUCTEMBbI.

B 3aBucumocTi oT 06CTOATENLCTB, UHCTPYKLUMK ANA NPOOYKUMA OOMKHbI OXBaTblBaTbh BONPOCHl CHOPKH,
NMPUMEHEHMWS, OYUCTKU, Ae3NHDEKLUN, TEXHUYECKOTO 0BCNYXNBAHWA, JEMOHTAXA 1 YHUHTOXKEHUS/YyTUNM3aUnm.

CopepxaHue MHCTPYKUMUW AOMKHO NPeaocTaBnaTh NoNb3oBaTensM npoaykumn cpeacTea Ans npefot-
BpalleHysi Bpefa, BbI3BAHHOIO He YCTPaHEHHOW UMW He YMEHbLLUEHHOW ONacHOCTBI0 NPoayKUMK, a TaKkKe no-
3BOMNATH MOMb30BaTENAM MPUHUMATE COOTBETCTBYOLUME PELUEHWS OTHOCUTENBHO MPUMEHEHMWS MPOOYKUMA W
AaBaTb yKasaHusa AN npegoTBpalleHns HenpaBuilbHOro NpUMEeHeHUs NPOAYKLMK,

WHCTpyKuMK Taioke MOryT yKkasblBaTb Ha Mepbl N0 YCTPAHEHWI0 NOCNeACTBMW HEeMNpaBUNbBHOro NpuMe-
HeHWsa NpPoAyKUWW, HampuMep B criyyae npornateiBaHus otbenuearensd. VIHCTpykummn 1 npegynpexaeHns ob
onacHocTaX Npoaykuun criedyet pa3paboTtatb U NpeAcTaBnsaATh OTAENbHO AN u3beraHwWsi NyTaHWLbl B ykasa-
HUAX MO NPUMEHEHMWIO NMPOAYKLIMN.

Mpumeyanune 1 — B gaHHom koHTekcTe cm. PykoBogcteo MCO/M3K 14, Pykoeogcteo MCO/MOBK 37 u Pyko-
BoacTeo M3K 109.

MpumeyvyaHue 2 — [NpuUHUUNEI COCTaBNEHUS UHCTPYKLUMIA MO NpUMeHeHuio npueedeHsl B M3OK 82079-1.

7.3.7.4.3 TMpegynpexgeHun

B ctaHgapTe Heobxo4uMo yKkasaTb, YTO NpeaynpexneHus OmMKHbl ObiTh:

- 3aMeTHbIMU, pa3bopyMBLIMK, AONTOBEYHEIMU U MOHATHBIMM;

- U3NOXeHLI HAa ohuumnansHOM(bIX) A3bike(ax) cTpaHbl/CTpaH, rae npeanonaraeTcd NPUMEHSTL NMPoayK-
LMK UMK CUCTEMY, ECMK TONMbLKO OOWH U3 A3LIKOB, CBA3aHHbIX C KOHKPETHOW TEXHMYECKON obnacThbio, He ABMS-
eTca bonee NOOXOAALNM;

- KpaTkKUMU U HelBYCMbICNEHHBbIMU.

MpenoynpexaeHus MoryT BKNOYaTL 0BLLUKMeE UMK creuuranksHble Npegynpexaatnliune 3asaBrneHus.

MpegoynpexOeHns OOMmKHbl BbITh MOHATHBI KOHEYHLIM NOMNbL30BAaTENSAM BO BCEX NpeanonaraemMsix cTpa-
Hax NpUMeHeHus.

CopeprkaHve npegynpexneHnia JOMKHO ONUCkiBaTk ONACHOCTE NPOAYKLUMMW, CBA3a@HHLIA C 3TOM ONacHo-
CTbI0 Bpen, a Takke NMOoCcneacTBUA, eCcnu He NnocrnefoBaTth NpeaynpexaeHuaM. PeaynsraTuBHble npegynpex-
OEHUS MPUBINEKAKT BHMMAaHWe, eCN UCMNONb30BaTh CUrHanbHble cnoea («OnacHoy, «pegynpexaoeHue» unm
«BHMMaHuWe»), CUMBOIbI, WPUET, pasMep M LUBET KOTOPbIX COOTBETCTBYHOT ONacHOCTWM mpogykuuun. B coort-
BETCTBYIOLLMX CMy4Yasx CTaHAAPTLl AOMKHbLI coaepXaTb TpeboBaHMs K pacronoXeHWIo U JOSITOBEYHOCTH Npe-
OYNpexaeHui, HanpuMep Ha NpoayKUMK, B pyKOBOACTBAX MO 3KCMMyaTaumMm NpogykUMmM Unv B nacnoprax oes-
OMNacHoCTH.

18

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 22 /32
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-56033-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70150
https://gostexpert.ru/gost/gost-56033-2025?utm_source=pdf&utm_medium=70150&utm_term=page

rOCT P 56033—2025

Kpome TOro, onpegendrwimne MetToabl MCMbITAHUIA CTaH4apTbl MOTYT npegnucbiBaTbk npouenypbl niunn
MCnonb3oBaHMe BelWEeCTB WA 060py,EI,OBaHVIS|, KOTOpble MOTyT co3faBaTbk PWCK, HanpuMmep OnAa nepcoHana
naGopaTopMM. B COOTBETCTBYHOLWNX Clny4YadaX CTaHOAPT O0JKeH cojepxXaTbhb npejgynpexaallimne 3adaBrieHna,
d MMEeHHO!

- 06L|.|,ee npegynpexgawulee daderneHue, noMmelaemMmoe B Ha4dane ctaHgapTa.

Mpumep 1 — «BHUMAHHWE — Hekomopbie ucnbimaHus, yKka3aHHble 8 HacmosuwieMm cmaHdapme, npeono-
nazarom ucrnonkL308aHue NMpoyeccos, KOMopbie MoO2ym MpuUeecmu K onacHoll cumyayuu»;

- KOHKpeTHoe(ble) Npegynpexaatollee(re) 3aseneHne(s), Npu HeobxooMMOCTKW, NMepesn COOTBETCTRYHO-
MM TEKCTOM B CTaHaapTe.

Mpumep 2 — «OMACHOCTb — O6pauwjaeM eHUMaHUe Ha OMNAacHOCMb, C8A3aHHYI C UCMOMb308aHUeM
¢hmopauemama Hampusi, KOmopbli Ae/1Aemcs Ype38bIHaliHO CUTIbHbIM A00M».

7.3.7.5 YnakoBka

Korga aTo yMecTHo, B cTaHAapTax cregyeT yka3aTe TpeboBaHWUs K YyNakoBKe MPOoayKUWUN:

- ansa obecneyeHna Hagnexallero obpalleHns, TPaHCNOPTUPOBAHUS M XPaHEHUS YNaKoOBaHHOW NPOayK-
U1K 1 CaMOWN YNaKOBKMU;

- COXpaHEeHMWs LenocTHOCTH NPoayKTa;

- YCTPaHeHUs ONacHOCTEN MMM MUHUMW3ALUN PUCKOB, HANPUMEP CBA3aHHbIX C TPaBMaMu, 3apaxeHueM
UINn 3arps3HEHMEM OKpYXKatoLlen cpeabl;

- obecneyeHns BO3MOXHOCTU HaZnexallen pacnakoBK NPOOYKLWK.

MpumeyaHune—B gaHHom koHTekcTe cM. PykoBogcTeo MCO/MOBK 41.

7.3.8 Bepudmkaumna pe3ynsTaTUBHOCTU

Mepbl No ynpaBneHWio pUCKOM U CBSI3aHHbIE C HUMWM MEeTOAbl UCMbITAHWIA, YCTAaHOBMEHHLIE B cTaHaap-
Tax, crnegyet BepuduUUMpPOBaTh OTHOCUTENbHO WX Pe3ynbLTaTMBHOCTW 00 M3fgaHWus cTaHgapTa. YacTuyHas
BepudurKaLua MoxeT ObiTb NPOBEAEHA HA OCHOBE aHanuia HayyHoU nuTepaTypbl UMW OpyruM cnocobom.
B HekoTopbIX cnyyaax pa3paboTynky cTaH4apTOB MOryT NPUHATE peLleHMe YCTaHOBUTL cUcTeMy Mexnabopa-
TOPHbIX MCCMNegoBaHUA/UCTLITAHWA.

7.3.9 OueHKa OCTaTOYHLIX PUCKOB

Mocne pa3paboTky nepeyHs Mep No ynpaeneHWo PUCKOM CriefdyeT YCTaHOBUTb, CMOXET I OCYLLEeCT-
BMeHWe 3TUX Mep caenartb PUCK AOoNyCcTMMbIM. ECnv B OTHOLIEHMW OONYCTUMOCTU pyucka uMetoTcs o60oCcHO-
BaHHble COMHeHUWs, cnegyetT paccMOTpPeTb AOMOMHUTENbHLIE UMM ankTepHaTMBHbIE Mepbl MO YNpaBreHuto
puckomMm. Takyl NOBTOPAKLLYIOCH Npouegypy crnegyeTt npogornkatk A0 Tex Mop, Noka ocTaTOYHbIA PUCK He
OyOoeT yMeHbLUEH 0 OONYCTMMbIX YPOBHEN, UMK Ke NoNb30BaTenen ctaHgapTa cnegyeTt NpoMHopMIMpoBaTh
0B ocTaTovyHOM pucKe AN TOro, YTobbl OHWM Mornu npuMeHuTs MCO 14971 ons ganbHeWwero ynpasneHus
pUCKOM.

7.3.10 BnuAHue BBOOAUMbIX Mep MO YyNpaBreHU0 PUCKOM

Mpy BO3MOXHOCTM pa3paboTyMkam CTaHOapToB cnefyeT pacCMOTpeTh BO3OEWCTBUE BBEOEHHBLIX Mep
no ynpaeneHW PUCKOM Ha Apyrve Mepbl No yNpaBneHWo pUCKOM B cTaHZapTe, a Takke BO3MOXHOCTb BO3-
HUKHOBEHWA M3-38 3TUX Mep HOBbIX PUCKOB, UMK UX BrIMAHWE Ha pPe3ynbTaTUBHOCTbL APYrvx Mep no ynpaene-
HWi0 puckoM. Hanpumep, pazpaboTynkam cTaHOapToB cnefdyeT OUEHWUThL BO3AEWCTBME Mepbl NO yrpasBneHuto
PUCKOM Ha aKcnnyaTauMOHHYH MPUIOAHOCTL MEAULIMHCKOIO U3genus.

7.3.11 PaccmoTpeHue Bcex uaeHTUhULUNpPOBaHHbIX ONAacHOCTEN U ONACHbIX CUTyaL Ui

PazpaboTtuukam cTaHOapToB cneayeT yoeauTbes B TOM, YTO ObINU pacCMOTPEHLI BCE PUCKM, CBA3AHHLIE
C OMacHOCTAMM U ONacHbIMW CUTyauUAMU, UAEHTUDULMPOBaHHbIE NpU paspaboTke cTaHgapTa.

7.4 Banvpauua ctaHgapTta

Banupauwna gocturaeTtca B npouecce MEeXAYHapPOA4HOro cormacoBaHnA, nNpyM KOTOPOM CTaHOdapT paccChbl-
narwT BCeM 3alMHTepeCcOoBaHHbIM CTOPOHaM ANnA HECKONBKMX 3TAanoB ronocoBaHWA M KOMMEHTapKUeB.

7.5 3aknw4eHune

BbinonHeHWe BbllLeyKasaHHbIX 3TanoB obnerynt paspaboTky NOMHOLEHHOro, OCHOBAHHOIO Ha KOHUen-
LUK pucka, cTaHgapTa Ha NpoayKLMIo unu npolecc. Kpome Toro, Takow noaxos obnerdaeTt BHegpeHWe CoBMe-
ctumon ¢ NCO 14971 cucteMbl MEHELO)KMEHTA PUCKA.
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8 Kpatkuin o630p npuMeHeHUA cTaHOapTOB HA MeAMLMHCKWE u3nenus,
BKINIOYAKOLWMX acneKkTbl 6€30NacHOCTU, B paMKax MeHegXXMeHTa pucka

PEKOMEH,EIyETCFI YKa3blBaTb B BUAe CCbINKKW, KakK CTaHOapThl Ha npouecckbl U NpoOyKUWK, BKNKOYakwwme
adCneKTbl 69301'IBCHOCTVI, MOTyT cnocobCcTBOBaTL BHeAPEHWH CUCTEMbI MEHEXXKMEHTA PUCKa (Hanpmmep, KakK
npmeedeHo B TEGJ'II/ILIE 2) Ecnm CcTaHOapTbl NO BesonacHocTh Ha npoueccobl UM NpoayKuuvo He ycTaHaBrnuBa-
T U3MEPUMbIE NapaMeTpbl N ONYCTUMbIE NpeferibHble 3Ha4vYeHUd, TO ANA U3roToeuTernA cnenyeTt yCTaHOBUTh
MeToa paGpaGOTKVI Taknx OJONYCTUMBIX NpefenbHbIX 3HAYEHUN WUNK XKe npn3BaTthb ero K nppuMeHeHnn MeHed-
KMeHTa pMUCKa OnA YCTaHOBIEHUA COOTBETCTBYHOLWUX KpUTEpues JONMYCTUMOCTU PUCKA.

Tabnuua 2— PyKOBO,D,CTBO Nno npuMeHeHno CTaH4apToB Ha npouecchkl U NpoayKUuuio, BKIMHOYakoLWKMX acnekThbl Bezonac-

HOCTK, Ansa obneryeHus BeINONHEHWS npouecca MmeHegKMmeHTa pncka

OCHOBHbIE 3NEMEHTHI
MEeHeMKMeHTa pucka

CTraHaapT Ha NPoAYKUMIO

CTtaHgapTbl Ha Npouece

OTBETCTBEHHOCTL
BbICLLETO PYKOBOOCTBA

MoxeT BbITb NPUMEHUM YACTUYHO

MoxkeT onpegennte AOOMOMHUTENBHYKD OT-
BETCTBEHHOCTE U 3aa4Yu AnA MeHepKMeHTa

MnaH MeHemxMeHTa
pucka

MoxeT nomoub yCTaHaenmBatTe KPpUTEPUKU
AonYyCTUMOCTW pUCKa

MoxeT npefgycmatpusaTb npoueaypbl Ans
MNaHUPoBaHWUA MEHEIKMEHTA pUCKa

dann meHegKMeHTa
pucka

MoxeT onpenennTe HEKOTOPbIE CBEOEHNA, KOTOPbIE 6y,EI,yT BKMHOYEHDLI B cbaﬁln MEHEePKMEH-

Ta PUCKa

MpeHTuukauumsa
npeaycMOTpPEHHOro
NPUMEeHeHUsA

MoxeT naeHTUMUMPOBaTL NPEayCMOTPEHHOE NPUMeHeHWe U 0BOCHOBaHHO NPOrHO3Knpye-
MO€ HenpaBuibHOe NPUMEHEeHUe NPOAYKLMA 1 MPOLECCOB, HA KOTOPLIE pacnpoCTpaHAETCsA
CTaHdapT, a TakKe XapakTepucTHKK, CBA3aHHble ¢ 6e30MacHOCTbI0, K KOTOpLIM obpallaeTcs

CTaHOoapTt

MpaeHTudunkaums
onacHocTeln

MoxeT WOeHTU(UUNPOBATL M3BECTHBIE W
MPOrHO3UPYEMBIE OMAaCHOCTW, CBHA3AHHLIE
C MeAULIMHCKUM U3aenueM, KoTopble ByayT
PacCMOTPEHbI MPK aHanM3e pyucKa 3Toro m3-
aenus

MoxeT npegocTaensaTe opmManbHble Mpo-
Leaypbl MOEHTUUKALMM U3BECTHBIX U MPO-
THO3UPYEMbIX OMAcHOCTEN, CBA3aHHBIX C Me-
OVNLMHCKUM U34ennem

OnpepeneHve
pucka(oB) oT onacHoK
cuUTyauum

MoxeT npefgocTaBnaTe WHMOpMauuio o
CTEMNEHU TAXKECTW Bpeda WM BEPOATHOCTH
BO3HWKHOBEHMS Bpeda NpW BO3HUKHOBEHWM
onacHbIX CUTyaUuiA, KOTopas MOXET UCMonb-
30BaTLCA W3rOTOBMTENEM MPW aHanmse pu-
cKa MeauLMHCKOTo N3aenus

MoxeT NpenocTaBnsATe KOHKPETHYH MHGOP-
MaLuMio UMW npoueaypbl Ana cucTemaTuye-
ckoro cbopa WHGOpMauMu B OTHOLUEHUM
CTeneHu TSXECTW Bpeda WNKU BEpOATHOCTU
BO3HUKHOBEHMWS BPEAA MNPV BO3HUKHOBEHWM
OMacHLIX CUTYaLMIA

OueHuBaHne PWCKa

I'Ipe,qeanble 3Ha4vyeHnA, KOTopble yCTaHaB-
NMBaKITCA B CTaHOapTe, 00bIYHO oTpaxawT
OﬁLLleI'IpI/ISHaHHOE CoBpeMeHHOe COCTOoAHMnEe
HayKn U TeEXHUKK

MoxkeT npenocTaBnATb METOObl UK NMpoue-
Aypbl N0 OUEHWUBAHWUIKO U YCTAaHOBNEHWUIO 0~
NYCTUMOCTU PUCKa

AHanun3 BO3MOXHOCTEN
ynpaeneHus pUcKom

MoxeT NnpeanocTaBnATbe BO3IMOXHBIE BapWn-
aHTbl ynpaeBneHnA pPWCKOM, MNpeanonoxu-
TENbHO  ABNAKLWMECA pPe3yNnbTaTUBHbIMU
Ana CHUXeHWA pUcKa, KOTopble MOTyT ObITb
OCywecTeNneHbl NpyU NPOEeKTUPOBaHMK M3ro-
ToBMUTENEM MEeOWUMHCKOIo U3genns

MoxxeT npenocTaBnATE BO3MOXHbIE Bapu-
aHTbl ynpaBrneHna pPWUCKOM, Npeanonoxu-
TENbHO ABNAKLWKMECA pe3ynbTaTUBHbIMU
Ana CHWXeHWA pUcKa, KOToOpble MOryT ObITb
OCyLlecTBneHbl N3roTOBUTENEM

BbinonHeHve mep no
YNPaBMEHWIO PUCKOM

MoxeT npegycmatpvBaTh MCMbITAHUA A1
BepUUKaLUM pes3ynsTaTMBHOCTM Mep Mo
YNPaBMEHWI0 PUCKOM

MoxkeT npenocTaBnATe BO3MOXKHbIE MeEpPbI
no ynpaeneH pUCKOM, NpeanonoXuTenb-
HO ABNAWWMECA pe3yneTatTUBHbIMKU ONA
CHWXEHWA PUCKA, KOTOPble MOTYyT ObITb OCy-
LiecTBneHbl U BepVICbMLI,IApOBaHbI N3roToBU-
Tenem
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OCHOBHGIE 3MNeMeHTb!
MeHe)KMeHTa pucka

CraHpapT Ha NpoayKuuio

CraHaapTel Ha npouecc

OueHuBaHne
OCTaTO4YHOro prcka

I'Ipe,u,eanble 3Ha4YeHnA, KOTopble YCTaHaB-
NMBAKOTCA B CTaHOapTe, 06bI4HO oTpaxarT
DGLLI,eI'IpM:BHaHHOG coBpeMeHHoe COCToAHUE
HaYKMU N TEXHUKW NpK ynpaBneHn puckom

Maoxet npenoctaenATe MeTodbl WK npo-
uedypbl No OoUEHWMBaHWIO W YCTAHOBMNEHWUID
OonyctTMMOCTKU PHUCKa

Mpon3soacTeeHHAsA 1
NMOCTNPOM3BOACTBEHHAsA
VMHopMauus

MoxxeT npegycMaTtpuBate onpeaeneHHble
TpeﬁOBaHMH ana MmexaHm3moB 060pa WH-
qJOpMaLLMVI Ha CTagun npou3BoacTBa W
nocTnpon3BoacTea

MoxeT npegocTaBnsaTs Npoueaypel 418 Bbl-
6opa W ouUeHMBaHWA MOCTNPOWM3BOLACTBEH-
HOM MHcbopMaUMK ANA NocrnefyoLwmx Kop-
PEKTURYIOLLNX ASHCTBUIA
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MpunoxeHune A
(cnpaBo4Hoe)

CTaH,D,aprI no 6e3onacHOCTU Ha npoaykKuuw U npouecchbl

A.1 CtaHpapTbl Ha NnpoayKUuuko

Kak npaBuno, ¢ Luenbto coznaHus 6e30nacHbIX U pesynsTaTUBHBIX MeOWLMHCKUX U30enuii, cTaHaapTel Ha NPOAYKLMID
JOMmKHb! BAa3MpPOBATLCA HA HAYYHBIX OAHHBIX, MOMYYEHHbLIX B PE3yNnbTaTe NpoBeAeHHbIX NaGopaTopHbIX UMK KIMMHUYECKIX
1ccneaoBaHui, Npy NCNonb3oBaHUK TAKWX HAYYHbIX METOAOB, KaKk CTaTucTudeckas obpaboTka peaynesTaTos Uik akcnepT-
HOe peLleH3MpoBaHue.

C uUenblo yNpaBneHWst pUCKOM A0 AOMYCTUMOTO YPOBHS CTAHAapThl Ha NpOoOyKUMIO MOTYT WCMOMNb30BaTh pasHo-
o6pa3sHbie npuKnagHsle MeToabl, NpeacTaensawLLmMe coboi obLLenpu3HaHHOE COBPEMEHHOE COCTOAHUE HAYKA U TEXHUKH,
Harnpumep:

- YCTAHOBMEHWE NpefenbHbIX 3Ha4YeHUI Takux Nnokasatenei 6esonacHocTH, Kak hu3nyeckoe, XMMUYeckoe unm 6mo-
NOrMYEeCcKoe BO3OENCTBUE HA YeroBeka (403a peHTreHa, NPeaernbHble 3Ha4eHKs ANeKTPUYECKOro ToKa, OrpaHNYeHns TeM-
nepaTypbl MOBEPXHOCTH, Npeaen G1oHarpy3Kky, NpegernbHele 3Ha4yeHs AN BbIMbIBAEMbIX BELLECTB);

- CTaHOAPTU3MPOBAaHHBIE COCTOSHWS OKpYXatolWel cpeabl NPUMEHEHMS (OUanasoHbl TeMNepaTypbl U BRAXHOCTH,
3NeKTPOMarHUTHbIE Nonsi, 0cobble YNpaenseMble YCII0BUSA 3KCNyaTaUuMn/npuMeHeHuns);

- CTaHAAPTU3NPOBaHHLIE MHTEPENCHI YENOBEK — U3AENUe (MHAMKATOPbI, PA3NUYHbLIE LBETA, CUMBOIbI, TDEBOXHASA
curHanusauus, TpeBoBaHnsA K JOKYMeHTaLum);

- AeTanu KOHCTPYKUMK (3neKTpudeckas 13onsuns, kabenbHble CoeaMHeHNs);

- CTaHAApTU3MPOBaHHbIE UCTbITAHUS ANst AEMOHCTPaLMKM COOTBETCTBUS (MCMbITAHUS Ha 3NeKTPOMAarHUTHYK COBME-
CTMMOCTb, CTAHAAPTHBIA UCMBITATENBHBIN MAMeL, UCMLITAHUA HA BUOCOBMECTUMOCTL ).

A.2 CtaHpapThl Ha npouecchl

Ha paHHBIA MOMEHT MPUHATO, YTO CTaHOapTbl Ha Npolecckl cnocobHLI BHECTW Bknag B obecneyeHwe Besonac-
HOCTW W pe3ynbsTaTUBHOCTM, HO MPW 3TOM AOCTATOMHO TPYAHO OMpedenuTb CTeneHb 3TOro BKMaga KONMWYecTBEHHO. Tem
He MeHee, CTaHAapThbl MOryT OTpaaTb 0bLenpU3HaHHOE COBPEMEHHOE COCTOSIHUE HAayKW M TEXHWKW, MaBHbIM obpa3om
choKkycMpysick Ha TEX acnekTax, KOTopble MPUBOAST K OOCTMKEHWIO KENAEMOro peaynstarta ynpaensemsiM cnocobom (Ha-
npuMep, COOTBETCTBME cneundmkalmm no 6esonacHocTy). CTaHgapThl HA NPOLECCHI TakkKe CNOCOBCTBYHOT 0BecnevyeHuto
nocrnegoBaTensHoro cobnoaeHra cTaHaapToB Ha NPOaYKUMIO.

CrtaHaapTel Ha npoueccel MOTyT CMocoBCTBOBATh MOBBILIEHWIO 6e30MacHOCTY MEOMUMHCKMX W3Oenuid nyTem
cTaHdapTU3auuy MpoLeccoB, HeobxoauMMbIX ANA co3naHua Ge3onacHblX MEOWUUWHCKUX W3OEnuiA, BKMYasd MNpoLecchl
ynpasneHusi NpoeKkTUpoBaHWeEM, Banuaauuu, NnpouM3BoacTBa U obcnyxunsaHug (Hanpumep, MCO 14971, ISO/TR 24971,
M3K 62366-1, M3K 62304 nnwn ISO/TR 80002-1).

Hwke npvBegeHbl NpuMepLl CTaH4APTOB Ha MPOLECCH!, KOTOpble 0bner4arT MeHemXMEHT PUCKa, XOTH OHW U HE
pazpaboTaHbl cneuunansHo AN LUenen MeHeqXMeHTa pucka:

- 06Lenpu3HaHHOe COBPEMEHHOE COCTOAHME HAaYKM U TEXHUKW B YMpaBIieHWW OOKyMEHTaUKel, KOTOpoe ABMAETCA
npeanockinkoi Ans noboro npouecca co3naHusa NpoaykUuK, 0BbIYHO SBNSETCH 3NeMEHTOM CUCTEMBI MEHEIKMEHTA Ka-
yecTea (Hanpumep, NCO 13485);

- cornacoBaHHble pamkn And ebibopa Guonornyeckux ncnoiTaHunia (Hanpumep, MCO 10993) 1 cornacoBaHHbIE METO-
Obl CTEPUNM3aLUMN MEeOULMHCKMX M3gennin (Hanpumep, MCO 11135 unu UCO 11137-1).
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MpunoxeHune B
(cnpaBo4Hoe)

WUHdopmauma no pucky

PazpaboTymkam CTaHOapToB criegyeT MCNonb30BaTbh MCTOMHWKWA WM METOAbl MonyyYeHust MHQopMauun O PUCKE.
K Takon nHdopMauuum, HanpMMmep, OTHOCUTCH BO3MOXHbIA Bpe 0T HEKOTOPbIX ONacHOCTEN, BEPOATHOCTL BO3HUKHOBEHWSA
Bpeada B pesynsraTe co3gaHusa OnacHOW CUTyaLMK UMM AaHHbIE O HAAEKHOCTH, KOTOPbIE MOTYT UMETL OTHOLUEHWE K CBA-
3aHHLIM puckam. JaHHasa uHdopMaumns MOXeT BbITb MONyYeHa OT BHELUHUX UCTOYHMKOB MW MCCMNeaoBaHuii, NpoBeaeH-
HbIX BHYTPW OpraHu3auum (cuctema cbopa 1 aHanvaa gaHHbIX).

Bo3moHbIE UCTOMHUKIM AAHHBIX Ans MHAOPMAaLMK MO PUCKY BKITHOYAKOT:

- CUCTEMAaTUYECKMIA aHanu3 pacCMOTPEHHOW NUTEepaTypbl, C UCMONb30BaHWeM MeOULUMHCKUX M NapamMenuLMHCKUX
0a3 gaHHbIX;

- TeXHUYECKME OOKYMEHTbI OT COOTBETCTBYHLLUMX KOMUTETOB NO CTaHAapTU3aLUnu;

- Hay4Hyt0 NMTEPaTYPY U BHYTPEHHWE AOKYMEHTHI MPOMbILLINIEHHLIX accouuaLmi,

- Opyrne HeonybnMKkoBaHHbLIE UCTOYHWKW, U3BECTHLIE 3KCMEpPTaM B AaHHOW obnacTu;

- HeobpaboTaHHbIe OaHHbIE U3 OTKPbITbIX MCTOYHUKOB;

- B6a3bl 4aHHbIX KOMMNETEHTHBIX OPraHOB BNacT;

- 6a3bl 4aHHbIX O HAaAEXHOCTH;

- CChIJIKM B APYrux cTaHgapTax;

- HEpPEL|EH3NpYEMbIE KypHansl;

- HEMPOBEPEHHBLIE UCTOYHUKK U3 ceTu MIHTEpHET (HanpuMep, CoLMarbHbIE CETU).

Mpu BeIGOpe MHOPMALIMOHHBIX UCTOYHUKOB CreayeT NpoABnATh OCTOPOXHOCTL.
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ISO 3864 (Bce yacTu)

ISO 7000

ISO 7001

ISO 7010

ISO 9000:2015

ISO 10993 (Bce yacTn)

ISO 11135-1

ISO 11137-1

ISO 13485

ISO 14971

I1SO 1562231

ISO/TR 24971

ISO/TR 80002-1

ISO/IEC Guide 2:2004

ISO/IEC Guide 14

ISO/IEC Guide 37

ISO/IEC Guide 41

ISO/IEC Guide 51:2014

IEC Guide 109

IEC 60417

Bubnuorpadun

Graphical symbols — Safety colours and safety signs ([padudeckne cumBOnEbI.
CwurHaneHble LBeTa 1 3Haku Be3onacHocTH)

Graphical symbols for use on equipment — Registered symbols ([pacduyeckvue cumso-
nkl, NnepeHocuMble Ha obopypoBaHve. 3aperncTpUpoBaHHbIE CUMBOIEI)

Graphical symbols — Public information symbols (paduyeckme cumsonbl. MHdopmauu-
OHHble CUMBOIbI B 0BLLECTBEHHBIX MEcTax)

Graphical symbols — Safety colours and safety signs — Registered safety signs
(Fpadhmyeckne cumponbl. LiBeTta v 3Hakm GezonacHocTW. 3aperncTpupoBaHHbIE 3HAKW
6e3onacHocTK)

Quality management systems — Fundamentals and vocabulary (Cuctembsl MeHeoXMeH-
Ta KadecTtBa. TpeboBaHua)

Biological evaluation of medical devices (OueHka 6ruonoruyeckoro AeUcTBUA MeaULWH-
CKWX U30enuin)

Sterilization of health-care products — Ethylene oxide — Requirements for the devel-
opment, validation and routine control of a sterilization process for medical devices
(Ctepunuzauuma MeguLMHCKOW npoaykuuu. 3TuneHokcud. TpeboeaHua k paspaboTke,
Banuaauumn 1 TeKyLLeMy yrnpaeneHuio NpoLeccom CTEPUNM3aLmmn MeguLMHCKUX M30enui)

Sterilization of health care products — Radiation — Part 1: Requirements for develop-
ment, validation and routine control of a sterilization process for medical devices (Cte-
pUnu3auMs MeguuuHCKOW npogykuun. PagnauuoHHaa cTepunmaaums. Yacte 1. Tpe-
boBaHuns K paspaboTke, BanuaauMn U TEKyLLEeMY KOHTDOMK MpoLecca CTepunuvsauun
MeOULWMHCKMX U30enuin)

Medical devices — Quality management systems — Requirements for regulatory purpos-
es (Mapenua meguumnHckme. CucteMbl MEHEIMEHTA KadecTBa. TpeboBaHus ansa uenen
perynupoBaHus)

Medical devices — Application of risk management to medical devices (M3penua meau-
LUuHckme. NMpUuMeHeHne MeHeIXMeHTa pUCKa K MEAULIMHCKAM U3aenuam)

Medical devices — Symbols to be used with medical device labels, labelling and infor-
mation to be supplied — Part 1: General requirements (Magenua meguumnHckmne. Cum-
BOMbI, MPUMEHAEMEIE ANs nepefadyd MHOopMaLMY, NpefoCTaRNAEMONA N3rOTOBUTENEM.
YacTte 1. OcHoBHbIe TpeboBaHuA)

Medical devices — Guidance on the application of ISO 14971 (M3genua meguuMHCKUe.
Pykosogcteo no npumeHeHuto 1SO 14971)

Medical device software — Guidance on the application of ISO 14971 to medical device
software ([MporpammHoe obecnevyeHne MeQUUMHCKUX M3genui. PykoBogcTeo no npume-
HeHuo MICO 14971 k nporpaMMHomMy obecnedeHnio MeaUUMHCKNX N3aenui)

Standardization and related activities — General vocabulary (CtaHgapTusaums wn
CMexHble BUabl AesaTensHocTi. O6LWwmia crioBaps)

Products and related services — Information for consumers ([MoTpebuTenbckue ToBapb!
W CBA3aHHbIE C HUMUK ycnyrin. MIHbopmauma ana notpeburteneid)

Instructions for use of products by consumers (MHCTpYKUWM NO NPUMEHEHWIO MPOAYKUNN
noTpebutensamum)

Packaging — Recommendations for addressing consumer needs

PexomeHaauunm no yooenetsopeHuto Tpeboeanuii notpeburens)

(YnakoBka.

Safety aspects — Guidelines for their inclusion in standards (AcnexTel 6e3onacHocTy.
Pykoeogsiuue ykasaHus Nno BKIHOYEHWUIO UX B CTaHOAPTbI)

Environmental aspects — Inclusion in electrotechnical product standards (3konoruueckue
acnekTbl. PykoBoACTBO NO BKMOYEHWHD SKOMOMMYECKMX aCNEKTOB B CTaHA4apThl Ha 3nek-
TPOTEXHWYECKYIO NPOAYKLMIO)

Database — Graphical symbols for use on equipment (basa naHHbIx. Obo3HaveHna rpa-
durdeckre onsa annapaTtypbl)
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[21] IEC 62304 Medical device software — Software life cycle processes ([MporpammHoe obecnedeHne
MEeOULIMHCKMX M3denuid. MNpoueccsl 3)KU3HEHHOTO LKKna)

[22] IEC 62366-1:2015 Medical devices — Part 1: Application of usability engineering to medical devices
(Napenna meouumHckue. Yacte 1. MpoekTuposaHve MeQUUMHCKUX U3OENUi C yY4eToM
3KCNMyaTauMoHHOW NMPUrodHOCTH)

[23] IEC 80001-1:2010 Application of risk management for IT-networks incorporating medical devices — Part 1:
Roles, responsibilities and activities (IMpumeHeHne ynpasneHus puckamm ana UT-ceten,
BKMIOYAIOLLMX MeauUmMHcKkue nagenua. Yacte 1. Ponu, 06a3aHHOCTY M AeATENBHOCTL)

[24] IEC 82079-1 Preparation of instructions for use — Structuring, content and presentation — Part 1:
General principles and detailed requirements ([logrotoBka MHCTPYKUWIA MO NPUMEHEHUIO.
MocTpoeHuve, cogepxaHue 1 NpegctaBneHve marepmnana. Yacte 1. O6wme npuHUMNBI K
nogpobHele TpeboBaHuA)

[25] GHTF/SG1/N0S5 2009 Definitions of the Terms «Manufacturer», «Authorized Representative», «Distribu-
tor» and «lmporter» (OnpegeneHue TepmuHOB «W3rotoButenb», «OdurUManeHbINA
npegctasuteney, «ductpnbeiotop» u «imnoptep»)

[26] GHTF/SG1/N0O71 2012 Definition of the Terms «Medical Device» and «In Vitro Diagnostic (IVD) Medical Device»

[Onpepenenve TepmuHoB «MeguuuHckoe wagenve» n «MeguumHckoe wagenve AnA
awvarHoctuky in vitro (IVD)»]
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PYKOBOACTBO
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MoAroToBMNEHO Ha OCHOBE 3MEKTPOHHOWM BEPCUM, MPEeAoCcTaBNeHHon paspaboTynkom ctaHgapTa

CoszpgaHo B eguMHM4HOM ucnonHeHun B IBY «MHCTUTYT cTaHgapTraaumu»
ANs KOMNNeKkToBaHua PegepansHOro MHopMaunoHHoro ooHaa cTaHaapToB,
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