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BeBegeHune

HacTosawwii ctanaapT MCO/MOK 63 6bin paspatoTtaH TexHudeckum komutetom MCO/TK 210 «MeHeax-
MEHT KayecTBa 1 COOTBETCTBYOLWMNE 0bLLMe acnekTbl MeQULMHCKUX M3aenuii» 1 nogkommuteTom MIK/TIK 62A
«O6LWune acnekTbl 3NeKTPUYECKUX U3OENUIA, NPUMEHAEMEIX B MeQULMHCKON npakTuke» B cocTaBe paboyel
rpynnsl «[pyumeHeHne MeHeAXMEHTa prcka K MeAULIMHCKUM N3AeUaAMY .

HacTosiwei ctaHgapT oTMeHsieT 1 3aMeHsieT nepeoe nsgaHue (ISO/IEC Guide 63:1999), koTopoe Bbino
TeXHUYeCKN NepecMoTpPEHO.

KoHLuenums 6e30nacHoCTK, BKHoYas cBA3aHHbIe ¢ 6e30MacHOCTbI0 hYHKLMOHa MbHbIE XapakTepucTUKA U
3KCnNyaTaunoHHY NPUroAHOCTb, BIIM3KO CBSI3aHa C OXPaHOW LeIOCTHOCTYN 300POBbLS MaLMEeHTOB, ABMNSOLUX-
cs1 06 beKTaMu MeaMLMHCKOro 06CNYKUBaHUS, TakKe Kak MeQUUMHCKOro nepcoHana v nobeix apyrux nnu. Moc-
KOMbKY MEAWNLIMHCKNE U3AeNUs N MeaULMHCKNE CUCTEMBI CTAHOBSITCSI BCe Bonee CroXHbIMU, TO BO3pacTaloT U
yennus, Tpebyemeble Anst obecneyeHunst Mx 6e3onacHocTu.

Tak kak pasnuyHble 06CcToATeNbCTBA ANKTYIOT pasnuMyHble noaxodbl k obecnedeHunto 6e3onacHoCTH, To
HEeBO3MOXXHO NpeycMOTpeTb YeTkne TpeboBaHus 1 pyKOBOACTBA, KOTOpble ByAyT MMeTb OTHOLUEHMWE K KaXao-
MY KOHKpeTHOMY criydato. B To e Bpems, Takne pykoBoACTBa, OCHOBBIBAsICL Ha NPUHLUMNE «UCNONb3YN, eCnn
MPUMEHUMOY, MOTYT NMOMOYb B pa3paboTke COOTBETCTBYIOLUMX CTAH4APTOB.
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HAUUWOHANBbHBLIA CTAHJOAPT POCCUNUCKOMN SGEONEPALUUM

PYKOBOACTBO MO PA3PABOTKE U BKINKOYEHUIO ACNEKTOB BE3OMACHOCTH
B MEXXOYHAPOOHbLIE CTAHAAPTbI HA MEOULIMHCKUE U3OENUA

Guide to the development and inclusion of safety aspects in international standards for medical devices

Dara BBegeHna — 2015—06—01

1 O6nacTb NPUMeHeHuns

HacTosawwi ctaHgapT npegocTasnsieT obLme pekomeHgaLmm nNo BKIOYEHNIo acnekToB 6e30nacHoCTU B
cTaHaapTbl Ha MeaULMHCKME U3Aenunsl, KOTOPbIe NpeaHa3HauYeHbl A8 UCNOMb30BaHNA B pamMKaxX MeHeKMeHTa
pucka, yctanosneHHoro B MCO 14971. HacTosAwmia cTaHgapT OCHOBbIBAETCS Ha KOHLENUMAX, YCTaHOBSEHHBIX
B Pykosoactese MCO/M3K 51, ¢ Lienblo BKIOYEHUS B paccMoTpeHue pyHKLUMOHANbHBIX XapakTepuUCTUK U aKC-
nnyaTauMoHHOW NPUrog4HOCTM, CBA3AHHbIX C 6e@30MacHOCTbIO.

HacToswwi cTaHgapT npegHasHaveH 4ns Ncnonb3osBaHus coBmecTHo ¢ Pykosoacteom NCO/MOK 51 n
NCO 14971.

2 TepMuHbI M onpegeneHusi

B HacTosleM cTaHaapTe NPpUMeHeHb criefyoLlmne TEPMUHBI C COOTBETCTBYIOLLIMMUA OnpeaeneHUaMn:

2.1 akcnnyaTauMOHHbIW AOKYMEHT (accompanying document): [lokyMeHT, npunaraemelil K Me4uUUH-
CKOMY usfenuio 1 cogepxaluuii MHopmaLumio ANs NuL, OTBETCTBEHHbIX 3a COOpKY, MPUMeHeHUe U TeXHUJec-
koe obcnyxuBaHMe MeaWULMHCKOTO M3fenus, onepaTtopa WM nonb3oBaTens, 0ocoBeHHO B OTHOLIEHUU
6e3onacHocTu.

[MCO 14971, onpepenerue 2.1]

2.2 Bpea(harm): ®usuueckas TpasMa unu ywep6b 3aopoBbIo Mioden, UMYLLECTBY N OKpY>Karowwen cpeae

[MCO/M3K 51, onpeaenenue 3.3]

2.3 onacHocTb (hazard): lMoTeHuManbHeIN UICTOYHUK Bpeaa.

MpwumeyaHune — TepMUH ONACHOCTb MOXET GbITb YCTAHOBNEH ANS ONpeaeneHns NPONCXOXAEHNS ONacHOCTH
Uy XxapakTtepa npegnosnaraeMoro Bpeaa (Hanpumep, OnacHOCTb NOPaXeHUs 3NEKTPUHECKNM TOKOM, ONacHOCTbL paspyLue-
HUS1 KOHCTPYKLIUM, ONMAcHOCTb NOBPEXAEHUS TKaHU, TOKCUKOIIOTMYECKYH0 ONacHOCTb, ONAacHOCTb BO3ropaHus).

[MCO/M3BK 51, onpepneneHue 3.5]

2.4 onacHana cutyaums (hazardous situation): O6cToaTenbCcTBa, NPU KOTOPLIX MHOANU, UMYLLIECTBO UMK
oKpyxatoLlas cpefa nogsepXXeHbl 04HON UMM HECKOSbKUM ONAaCHOCTAM.

[MCO/M3BK 51, onpepeneHue 3.6]

2.5 npepycMmoTpeHHoe HasHayeHue/npeaycMmoTpeHHoe npuMeHeHue (intended use): MpumeHeHune
n3agenus, npouecca Uin ycriyr no HasHauyeHuo B COOTBETCTBUU C TEXHUYECKUMU TPeBOBaHUAMWU, UHCTPYKLUS-
MW 1 MHopMaLmen, NpefoCcTaBIEHHBIMU U3TOTOBUTENEM.

[NCO 14971, onpeaeneHue 2.5]

2.6 xu3sHeHHbIN uukn (life-cycle): Bce cTagun cywecTBoBaHUsA MeQULIMHCKOMO U3enus, oT NnepBoHa-
YyarnbHOW KOHLEeNL UM A0 BbIBOAA U3 3KCMyaTauuy 1 yTunusauun.

[MCO 14971, onpenenexune 2.7]

WU3panne obmynansHoe
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2.7 usrotoBuUTenb (manufacturer): dusunyeckoe UnNu lopuanyeckoe NULo, OTBETCTBEHHOE 3a NPOeKTU-
poBaHue, U3rotTosneHue, ynakosbiBaHue u/vunu MapKUpOBKY MeaUUUHCKOro usaenus, yCTaHOBKy/MOHTa)K nnn
Moaundukaunio MeauunHCKoro nsaenus nepea BbINYCKOM €ro B o6pau4eHv|e nnn BBOAOM B 3KCnnyaTauuio,
HEe3aBUCUMO OT TOrO, BbINONHAET JIN3TU ONepaunun BbllWeynoMAHYTOE NTULUO UITM TPETbA CTOPOHA OT ero UMeHu.

MpumevaHusn

1 B onpegeneHun TepMyMHa «M3roTOBUTENbY» CreAyeT YYUTLIBATb NONOXEHUS HALMOHANbHBIX U PErMoHanbHbIX
perynupyowmx 4OKyMeHTOB.

2 Onpepgenenne TepmmHa «MapkupoBka» — cm. UCO 13485, onpeaenerne 3.6.

[MCO 14971, onpepeneHue 2.8]

2.8 meguuuHckoe usgenue (medical device): JTloGol MHCTpyMeHT, annapaT, npubop, YCTPOUCTBO,
obopyaosaHue, UMNNaHTarT, in vitro peareHT unu kanubpaTop, nporpaMMmHoe obecneveHue, maTepuan unu
WHble NogobHbIE UNKN CBSI3AHHBIE C HUMW U3AeNUsA, NpegHa3Ha4YeHHble U3rOTOBUTENEeM AnA NPUMEHeHNUsa K
Yenoseky No 0TASNBLHOCTA UAN B cOYETaHUM APYr C APYIOM B LLENAX:

- AWarHoCcTUKW, NPoduUIakTUK1, MOHUTOPUHTA, NevYeHns unu obnerdyeHus sabonesaHui;

- ANarHoCTUKW, MOHUTOPUHIa, NevyeHus, obneryeH1sa N KoMneHcauMmn NocNeacTBUN TPaBMb;

- uccneaoBaHuUsA, 3aMeLLieHNUs UM UBMEHEHUS aHaTOMUYECKOro CTPOEHUSI UK PU3NOoNorM4ecknx Npo-
LeCccoB;

noaaepKaHNA NN CoOXpaHeHUs XXUHU,
ynpasneHus sadyaTmem;
Ae3nHdeKLMn MeaULMHCKAX NSAenui;

- nony4YeHns nHgopMaLmMmn ANs MeAULMHCKUX Lenei NocpeacTBOM uccneaosaHus in vitro npo6, B3aTbIX
13 Tenayvenoseka, NPy yCnoBuu, 4To UX hyHKLIMOHANbHOE BO3AENCTBUE Ha YenNoBeYeCKUin opraHuam He peanu-
3yeTcs 3a cdeT (hapMaKonorMiecknx, UMMYHOMNOMMYECKUX M MeTabonNnYeckux CpeacTs, HO MOXeT noaaep-
XKMBATLCA TAKUMUN CpeaCcTBaMU.

MpumevyaHusn

1 OaHHoe onpegenenune pa3paboraHo Llenesow rpynnoi no rmo6ansHown rapmonmnsauum (Global Harmonization
Task Force — GHTF).

2 Cnegyrowue nagenuma MoryT paccMaTpMBaTbCa B HEKOTOPbIX CTPAHAaX Kak MEAULNHCKUE, HO B X OTHOLWEHUU eLue
He BblpaboTaH egnHbIN Nogxon;

- BCMoMoraTternbHble CpeacTBa AN NyL C OrPaHMYEHHBIMA BO3MOXHOCTSIMU UMK € (PU3NYECKUMU M YMCTBEHHbLIMU
HepgocTaTKamu;

- u3genus ansi neYeHns/gnarHoCTUkM 3ab0onNeBaHui U TP2BM Y XKUBOTHbIX;

- NPUHAZNEXHOCTU MEAULNHCKUX N38enun;

- gesvHUuMpyoLWwme BeWwecTsea;

- n3genuvsd, BKovaruwmne TKaHU XXUBOTHBIX UITN HEeroBEeKa, KOTOPbIe MOryT nognagartb no onpegeneHne meanunH-
CKOro usgenusi, Ho BMSITCA NPegMeTOM APYroro perynnpoBaHus.

3 ApantmpoBaHo u3 ICO 13485, onpegenenue 3.7, n ACO 14971, onpepenexve 2.9.

2.9 ocTtatouHbIn puck(residualrisk): Puck, octaroLwmniics nocne BbiNoNHEHUS Mep Mo YrpasnieHUo PUCKOM.

MpumevaHunsn

1 UCO/M3K 51, onpeaenenune 3.9, ncnonb3yeTt TEPMYH «3aLLUTHbIE MEPbl» BMECTO TEPMUHA «Mepbl MO yrnpaerne-
HUIO PUCKOMD .

2 Apantnpoeano n3 UCO 14971, onpegenexune 2.15.

2.10 puck (risk): CoveTaHue BepOsATHOCTU NPUYNHEHNS Bpeada 1 TSKeCTU 3TOro Bpeaa.

[MCO/M3K 51, onpeaeneHue 3.2]

2.11 aHanus pucka (risk analysis): CuctemaTtuieckoe ncnonb3oBaHe nvetoLlencs nHdopmalmm ans
BbISIBMIEHWNS1 ONACcHOCTEN U onpeaeneHns pucka.

[MCO/M3K 51, onpegenerune 3.10]

MpumedaHue— AHanus pucka BkIovaeT B cebs M3yHeHne NocrnefoBaTenbHOCTH COBbITUI, KOTOPLIE MOTYT
NPMBECTM K ONMACHbBIM CUTYaLMSIM U NMPUHMHEHUIO Bpeaa.

2.12 ynpaBneHue puckoM (risk control): MpoLecc NpUHATUSA peLLeHUI 1 BEINOMHEHWUSI Mep Mo YMeHbLLe-
HUIO PUCKOB A0 YCTAHOBIEHHBIX YPOBHEN UM NOAAEPXKaHNA PUCKOB Ha YCTAHOBEHHbIX YPOBHSIX.

[MCO 14971, onpepeneHue 2.19]

2.13 onpepeneHue pucka (risk estimation): MNMpouecc, npumeHseMbl 4N TPUCBOEHNSA 3HAYEH U BEpO-
SAAITHOCTM HACTYMMeHUs Bpeaa 1 TSHKeCTU 3TOro Bpea.

[UCO 14971, onpepeneHune 2.20]
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2.14 oueHuBaHue pucka (risk evaluation): MNMpouecc cpaBHeHNA pucka, KOTOPLIN yXXe onpeaeneH, ¢
yCTaHOBINEHHBLIMU KPUTEPUAMU pUCKa ANS onpedeneHus AoNyCTUMOCTY pucka.

[MCO 14971, onpepeneHune 2.21]

2.15 MeHeAXMeHT pucka (risk management): Cuctrematmyeckoe npUMeHeHne NonMTUKK, NpoLeayp v
npakTUyeckux MeToAoB MeHeXKMeHTa Ans pelleHuns 3afay aHanusa, oLleH1BaHus, yrnpasneHUa n MOHUTOPUH-
ra pucka.

[MCO 14971, onpeneneHune 2.22]

2.16 6esonacHocTb (safety): OTcyTCTBME HEQOMYCTUMOrO pyUCKa.

[MCO/M3K 51, onpegeneHue 3.1]

2.17 TaKecTb (severity): Mepa BO3MOXHBIX MOCMNEACTBUIA ONMACHOCTHU.

[MCO 14971, onpepeneHune 2.25]

2.18 akcnnyaTtauUoHHasa npurofHocTb (usability): XapakTrepuctuka nonb3oBaTenbckoro uHTepdein-
ca, kKoTopas onpeaenseT pe3ynbTaTUBHOCTb, 3¢peKTUBHOCTb, MPOCTOTY 0ByUYeHUsl NoNb30BaTENs U CTeNeHb
YAOBNETBOPEHHOCTN NONb30BaTENS.

[M3K 62366, onpeaenexue 3.17]

2.19 owwnbka akcnnyatauun/npumeHeHus (use error): BoinonHeHve unu HeBbINONIHEHWE AEUCTBUA,
npueogsiee K byHKUNOHUPOBaHWUIO MEANLIMHCKOTO U3AENUs, OTINYaoLLEMYCS OT MPEAYCMOTPEHHOrO U3roTo-
BUTENEM U1 0Xnaaemoro nonb3osaresiemM.

Mpumeuyanue 1 — Kownbkam akcnnyaraumm/npuMmeHeHUsi OTHOCSIT MPOMaxu, ynyweHus n 3abnyxaeHus.

MpumeyvaHune 2— Cm. takke npunoxenmsiCu D, D.1.3.

MpunmeyaHune 3 — HeagekBaTtHyio hu3anonormyeckyio peakumio nauneHTa camy no cebe He OTHOCAT K owmbke
3KCnnyaTauMm/mpuMeHeHns.

[M3K 62366, onpeaeneHue 3.21]
2.20 Bepudwmkauyms (verification): MoarsepxaeHne nocpeACTBOM npeacTaBneHUa 06bEKTUBHBIX CBU-
AeTenbCTB TOro, YT yCTaHOBNeHHble TpeboBaHWs BbiNn BbINOMHEHDI.

MpumedvyaHune 1 — TepMrH «BepudULIMPOBaH» MCTIONbL3YIOT ANsi 0603HaYeHNs COOTBETCTBYIOWErNO cTaTyca.
MpumeyaHue2— [esaTenbHOCTb Mo NOATBEPXAEHUIO TPEGOBaHNSM MOXET BKNIOHaTL B CE6S:

- OCYLECTBMNEHNE anbTepPHATVBHbIX PacHeTOB;

- CcpaBHeHue cneumndukaLmm Ha HOBbIN NPOEKT C aHanorM4YHOW AOKYMEHTaunen Ha anpobupoBaHHbINA NPOEKT;

- MpoBegeHVe UCTbITaHUM U e MOHCTPaLUN;

- aHanma JOKYMEHTOB [0 UX BhIMyCKa.

[MCO 2000, cnpenenenue 3.8.4]

3 MpuHUMNbI NOArOTOBKU CTaHAAPTOB No 6€30MacHOCTU MeQULIMHCKUX U3aenuin

3.1 O6wue nonoxeHus

Llensto ctangapToB no 6e3onacHOCTU MeANLMHCKUX USAENNIA ABNAeTCA Nnogaepxka paspaboTku v npo-
N3BOACTBA MEAWLMHCKUX N3AENWIA C NpeacKkasyeMblM, nocneaosaTesbHbIM ypoBHeM 6e30nacHOCTU.

[na gocTKeHWs 9TOM Lenu cTaHgapThl No 6€30NacHOCTU MeANLMHCKUAX U3AENNIA OOIMKHbI:

a) coaercTBOBaTbL U3rOTOBUTENSAM B NPOEKTUPOBAHWN U MPOU3BOACTBE 6€30MacHbIX U pe3ynbTaTUBHBIX
MeAULNHCKAX U38enni;

b) copelicTBOBaTL U3rOTOBUTENSAM, OpPraHam no cepTudpuKaLmMmn, ncneiTaTenbHbIM natopaTopusim, pery-
NVPYIOLLMM OpraHam BnacTu B OLeHKe COOTBETCTBUS YCTaHOBMEHHbIM TpeboBaHnaM;

C) codeicTBoBaTb NOCTaBLUMKaM Yciyr 34ApaBoOXpaHeHUsl B OCYLLECTBNIEHNM MeHeQXMeHTa PUCKOB,
CBSI3aHHbIX C UCMOMb30BaHWEM MEeQULNHCKAX U3OENNA.

Ons cosganHusa ctaHgapToBs No 6e3onacHOCTN MeAULMHCKUX U3denuin, koTopble ByayT crnocobHbI 4OMXK-
HbIM 06pa3oM peasniM3oBbIBaTh NOCTaBMNEHHbIe 3aaauu, pa3paboTumkam cTaH4apToB criegyeT UCNOMb3oBaTh
CTPYKTYpY Ha OCHOBe KOHLienuun pucka (CM. pasaen 4).

3.2 O6nacTb NpuMeHeHUsi cTaHAApTOB No 6e3onacHOCTU

MnaHupoBaHue 1 paspaboTka cTaHaapToB no 6€30NacHOCT MedULMHCKUX U3aenuin TpebyeT rnobans-
HOTO NoAxoaa, KOTOpPLIN BKIHOYaeT BOBNEYEHWE B 3TU NPOLLECChl U3roToBUTENEN, NoNb3oBaTenel, perynupyo-
WMe opraHbl BNactT U Apyrve 3auHTepecoBaHHbIe CTOPOHbl. TecHoe B3auMOAEWCTBUE BHYTPU U Mexay
KOMUTETaMU (TEXHUYECKME KOMUTETHI MO CTaHAapTU3aLMM), OTBETCTBEHHBLIMU 338 pasfiniHble MeauUUHCKNe
nsaenus, ABnsaeTca Heo6XoaMMbIM S11IEMEHTOM B CO3AaHuUM NocneaosaTtebHOro noaxoaa K Tpaktoske 6eso-
nacHOCTY MPU NoAroToBKe cTaHAapToB. YeTkoe onpeaeneHve obnactv npuMeHeHus ctaHaapTos no 6esonac-
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HOCTU AOMKHO 06ecneunBaTh OrpaHUUYEHUe KaXaoro ctTaHaapTa onpegeneHHbIMU acnekTamy 1 AasaTh CCbIKY
Ha cTaHaapThl 6onee WUpPOoKOro NPUMeEHEHNs A4St BCeX APYTUX YMECTHBIX acneKToB.

Ha Takoi nepapxum ocHoBaHblI:

- 6asoBble cTaHaapThl 6e3onacHOCTU, coaepkalume yHaameHTanbHble MOHATUA U KOHLEenuun, npu-
HUMNbI M TpeboBaHNA B OTHOLLEHMM 061X acnekToB 6e3onacHOCTM, NPUMEHUMBIX KO BCEM BUAAM UMW LLIMPOKO-
My AuanasoHy npogykuuu, npoueccoB M ycnyr (basoBble cTaHAapTbl 6e30nacHOCTU uHoraa HasbisaloT
rOpuU3oHTanbHbLIMU CTaH4apTaMu);

- rpynnoBble cTaHaapThl Ge3onacHocTu, coaepXallme acnekTsl 6e30NacHOCTU, NPUMEHUMbIE K HEKOTO-
pbiM BUAaM UK K 0AHOPOAHOW NPOAYKUMK, NpoLieccam 1 ycriyram, KoTopble HaxoaaTcs B BeAeHUU ABYX Unn
Bonee TEXHUYECKUX KOMUTETOB UM Ppabounx rpynmn 1 B KOTOPbIX, MO BO3MOXHOCTW, AenaeTcs cchifika Ha 6aso-
Bble cTaHAapThl 6e3onacHOCTY;

- cTaHgapTbl GesonacHOCTU NpoayKuMm, coaepkalume Bce HeobxoanmMble acnekTbl 6e30nacHOCTH, Npu-
MEHUMbIe K KOHKPETHOW NPOAYKLMM UMW K OQHOPOAHOM NpoAyKLuK; NpoayKuun, npoueccam 1 ycnyram, Koto-
pble HaxogATcA B BeAEHUM OOHOTO TEeXHUYECKOro KoMuTeTa uMnn pabodeit rpynnbl U B KOTOPbIX, MO
BO3MOXHOCTW, AenaeTcs ceblfika Ha 6asoBble cTaHgapThl 6e30MacHOCTM U rpynnoBble cTaHAapThl 6e3onacHoc-
T (cTaHgapTbl 6e3onacHOCTU NPOAYKLMM UHOTAA Ha3bIBAOT BepTUKaNbHBIMU CTaHAapTaMu).

Takas nepapxusa usnoxeHa s UCO/M3K 51, nogpasgen7.1.

TpeboBaHWa 6e3onacHOCTU AN MeAULIMHCKUX N34eNniA MOryT BbITb BKMOYEHbI B CTaHAAPThl PasiinyHbIX
TUNoB (cM. 3.3), KoTopble MOTyT BbITb HalaeHbl Ha Nl06OM COOTBETCTBYIOLEM YPOBHE B UepapXun, onucaHHon
BbILLE.

3.3 Tunbl cTaHpgapToB
3.3.1 CraHgapTtbl Ha NpoAyKUUIo

OTn cTtaHaapThl MOTYT ObITh:

- cTaHAapTamu, KOTopble yCTaHaBNMBaloT 6e30MacHOCTb UMM NapamMeTpbl PyHKUMOHAMbHBIX XapakTe-
PUCTUK, a TaK e cogepXKaT CCbIIKU Ha MeToAbl UCMbITAHUIA, KOTopble MOTYT 6bITb UCNOMb30BaHbI AN AEMO-
HCTpaLMW COOTBETCTBUA 3TUM NapameTpam, Unu

- cTaHgapTamu Ha MeToAbl U MeTOAUKN UCNbITaHWIA, Koraa cTporoe cobniogeHne 3anaBneHHbIX KpuTepu-
€B caa4n — npueMkn asnseTcs HeobxoaAMMbIM Ans o6ecneveHna 6e3onacHoCTU U (byHKUMOHAMNbHbBIX XapaKTe-
PUCTUK.

Cm. A.1 npunoxeHnss A anst niopmMaL M 0 TOM, Kak CTaHAapTbl Ha NPOAYKLMIO MOTYT BHECTU BKNaa B
6e30MacHOCTb 1 pe3ynbLTaTUBHOCTb MEAULIUHCKAX U30ENNA.

3.3.2 CraHaapTbl Ha npouecchbl

3TU cTaHaapThl MOTYT BbiTh:

a) cTaHgapTaMu Ha CUCTeMbl Ka4ecTBa, KOTOopble YCTaHaBNMBAaOT CTPYKTYPY, B paMKaxX KOTOPO, N3roTo-
BMTEMb CTAHOBUTCA CNOCOGHEIM NpoekTUpoBaTh, paspabaTeiBaTb U NPON3BOAUTL MeAWLMHCKUE n3aenus,
COOTBETCTBYIOLWME CrieundrKkaLmsam, unm

b) craHgapTamu, KOTOpble yCTaHaBMNMBAOT CTPYKTYPY, B paMKax KOTOPOW M3roTOBWUTEMb CTaHOBUTCA
CnocoBHEIM MPOeKTUPOBaTh N paspabaTtbiBaTb MeOQUUMHCKME WU3Oenusi, COOTBETCTBYOWME TpeboBaHWUAM
6e30MacHOCTA 1 pe3yNbTaTUBHOCTH, UK

C) cTaHaapTamuHanpoLecchl, KOTOPbIE MOTYT GbITb MPUMEHWUMBI 47151 TPOEKTUPOBaHWS, paspaboTK nn
npounssoacTea 6e3onacHbIX U pesynbTaTUBHLIX MeANLMHCKMX M34enuii (Hanpumep, cTepnnMsauus, oueHuBa-
HWe Buonormyeckoro AeNCTBUSA, KNMHNYECKoe nccrnegosaHune).

CmM. A.2 npunoxeHnst A ans nHdgopmaumm o ToM, Kak cTaHAapTbl Ha MpoLecchl MOryT BHECTU Bknag B
6e30MacHOCTb U pe3ybTaTUBHOCTE MEAULIMHCKUX N3AENNNA.

HekoTopble cTaHaapThl He MOTYT BbITb 04HO3HAYHO OTHECEHbI K OAHOW 13 3TUX KaTeropui, Tak Kak UMetoT
o6LLue NpUsHaKu cTaHaapTOB Ha NPOAYKUMIO U cTaH4apTOB Ha npoLecchl. [pumepbl npuBeaeHbiB 3.3.31 3.3.4.

3.3.3 CraHpapTbl Ha ycTaHOBKY/MOHTaX U cTaHAAPTbl, OTHOCALLUUECSH K OKpYXKatoLLen cpeae

Takune cTaHaapThl ABNSOTCA 06LLENPUMEHUMBIMN 45151 BOMNBLIMX CUCTEM U aKTBHBIX MEANLIMHCKAX U3ae-
nui. 3TY cTaHaapTbl MOTYT BbITb:

a) cTaHAapTaMu B OTHOLLEHWM KOHCTPYKLIMW U YCTAHOBKW/MOHTaXa (HanpumMep, 3aliuMTHoe orpaxie-
HUe/aKpaHWPOBaHWe peHTreHa, Npoknaaka snekTPonpoBOaAKNY);

b) cTaHgapTamu Ha CUCTeMbl, KOTOpble MOTYT GbITb MPUMEHEHBI B OTHOLLEHUW Haanexallero obpaltle-
HMA NpY 06 beANHEHUN OTAENbHBIX U3AEINA N YCTPOUCTB B 84NHYI0 CUCTEMY, a TalkoKe NCMNoNb3yeMbIX MPU3TOM
npoueayp;
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C) cTaHdapTamu Ha BBOA B aKCnnyaTaLuio, KOTopble MOryT BbITh MpYMEHeHbl B OTHOLLIEHUA UCTIBITaHWUIA 1
NpPoBepPOYHbIX MpoLeayp Ansi MPUMEHEHMUS K CTaLMOHapHO ycTaHaBMBaeMoMy 060pyaoBaHnio U cuctemam,
[0 UX NepBoHavanbHoro NCnonb3oBaHus, Unn

d) cTaHgapTamu, OTHOCALLMMUCS K OKpYXXatoLwel cpede, KOoTopble MOTryT OblTb MPUMEHEHbI B OTHOLLEHUN
Haanexallero NpoBeaeHUs UcnbiTaHWi 4ns obecrneveHnst yBepeHHOCTU B TOM, YTO MeAMLUMHCKOE n3genme He
okasblBaeT OTpuLaTeNbHOrO BIIMAHUSA Ha OKPY>KAOLLYO cpely M YTO OKpyXalolas cpefa He yxyawaeT unu
Kak-nMbo MHa4ve HeraTMBHO CKa3biBAaeTCsl Ha (DYHKUMOHATbHBIX XapakTepucTukax MeanunHCKOro nsaenus
(HanpuMep, cTaHAapThbl HA 3MIEKTPOMarHUTHYHO COBMECTUMOCTb).

3.3.4 CraHgapTbl, UCNONb3yeMble B npoLecce 3Kcnnyarauum

3TU cTaHaapTbl MOTYT BbITh:

a) cTaHdapTamu Ha PYTWHHbIE LUTATHbIE UCTILITAHUS, NPOBOAMMEIE AN oBecneveHns yBepeHHOCTU B
TOM, 4TO 6€30MacHOCTb aKTUBHBLIX MEANLIMHCKNX U3 NoAaepKMBaeTC s B TEYeHUN BCEro cpoka aKensyaTa-
LMK 0BopyaoBaHUA, UK

b) cTaHgapTamu no oGecneveHnio kayecTsa 1 KanMBGpPOBOYHLIMK CTaHAapPTaMu, KOTopble MOTyT BbITb
npuMeHeHbl Ans o6ecrnedeHunst NOCTOAHHOW Haanexatlein yHKUMOHANbHOCTU U MeTPONorM4eckon TOYHOCTH
MeOULMHCKUX U3AENWiA U, rae ymecTHO, 6e3onacHocTu.

3.4 BocnpuaTue npakTU4ecKoro cy)xaeHus o 6esonacHocTu

Puck gomkeH 6bITb cbanaHcMpoBaH OTHOCUTENbHO ApYrux TpeboBaHWA K NpoayKuMn, npoueccy uiu
obcnyxusaHuto. Takue TpebGoBaHNA BKIOYAOT BbIroay, NPUrogHOCTb M CTOMMOCTb. PaspaboTunku ctaHaapToB
[AOIKHBI MOMHUTb, YTO YPOBEHb TPpebyeMbIX YCUNWA U 3aTpaT U3roToBUTENS (Hanpumep, Ans BeAeHUs perynsi-
TOPHOW AOKYMEHTaLMW UM NPOBEeAEHNSA UCTIbITaHWI) AOMKeH OblTb COpa3mepeH ¢ YpoBHEM puUcka.

MockonbKy HyneBon puck HegocaraeM, 6€30MacHOCTb onpeaensieTcsl Kak OTCYyTCTBUME HEAOMYCTUMOTO
pucka. XoTs HyneBoi pUck siBnsieTcst Hanbornee xenaTenbHbIM, JOCTUXKEHUE 3TOr0 YPOBHS HE AOMKHO OXU-
AaTtbesa Ha npakTuke. PeanucTudeckoe oXxvaaHue cocToUT B TOM, YTOBbI BbIGpaTh Takue Kputepun gonyctu-
MOCTM puUCKa, KOTOpble OCHOBLIBAOTCA Ha [AOCTYNHOM WHGoOpMaLunm © COBPEMEHHOM YPOBHE
Hay4HO-TEXHUYECKOTO PasBUTMA U NOTPEBHOCTAX 3aUHTEPECOBaHHbLIX CTOPOH, @ Tak ke CyLLECTBYIoLWEM Nono-
XXeHWN Aen B NOBbILLEHUN YPOBHS 6€30MacHOCTM U 3aLlUThl 340POBbS.

Mpw oueHnBaHnM 6€30MacHOCTM MEeQULIMHCKUX M3AeNnil He0BX0AUMO YUUTIBaTb, UTO B CUNY CBOETO CMo-
coba aeicTBUs, cocTaBa UM 06CTOATENLCTB NPUMEHEHUS, HEKOTOopbIE U3Aenusa coaepXkaTt NPUCYLLIMIA UM PUCK,
KOTOPbIA HE MOXET BbITb YCTpaHeH 6e3 yXyAWeHUs UX pe3ynbTaTUBHOCTHU.

Kak TexHonorum n o6LuecTBeHHbIE LLEeHHOCTN MOAYUHEHBI BINSIHWIO BPEMEHW 1 cpeau PasfUYHbIX KybTyp
CYLLeCTBYIOT onpeaeneHHble pasnnMuus B NPakTUMECKoM 34paBoOOXpaHeHNU, Tak U cyxaeHue o 6esonacHocTu
MEANLMHCKNX U3LENNIA N MeAULIMHCKUX MPOoLieAYpP N3MEHAETCA C TeYeHNeM BpeMEHN U pasnuyaeTcsl B pasHbIX
cTpaHax. JpyruMm crioBamu, oLieHUBaHUe pyucka Cy6beKTUBHO U He aBnsAeTcs 06 bekTUBHOMN 3agadei. C Takumm
CNOPHLIMU BOMPOCAMIU MOXHO CTanKHYTbCS NpU naeHTudukaumumn onpeaeneHHbIX YCnoBuii, Npu KOTOPbIX Npu-
MeHsleTcs TexHUYeckoe TpeboBaHue. Pa3paboTumkn cTaHAapToOB A0MMKHBI COCPEA0TOMUTLCA Ha TpeboBaHUAX
CBA3aHHbIX ¢ 6Ge3onacHOCTbio u3aenusa unu ¢ 6esonacHbIM UCNONbL30BaHNEM U3genus, usberas Npu aTom
0COBEHHOCTEN UNW (DYHKLWIA, KOTOPLIE HE AIBMAOTCA CYLLECTBEHHBIMU C TOYKM 3peHusa 6esonacHocTu.

3.5 MeHeaXMEHT pUCKOB

Mpouecc meHepKMEHTa pUcKa ANst Me4UMUUHCKUX U3AenNni BKNoYaeT cneayollee:

a) ycTraHOBNeHMWe KpuTepureB 40NyCTUMOCTU PUCKa;

b) uaeHTUdUKauuMo onacHoOCTeN U cLieHapueB, KOTOPbIE NPUBOAAT K OMNAaCHbIM CUTYaUNAM;

C) onpepeneHue CBSA3aHHbIX PUCKOB;

d) maeHTUUKaLMIo Mep Mo YNPaBIEHNIO PUCKOM C LieNbo CHYKEHWS KaXaoro pucka ans Heobxoaumoro
COOTBETCTBUS KPUTEPUAM AOMNYCTUMOCTU PUCKA;

€) ocylecTBneHue Mep Mo ynpasieHUo PUCKOM;

f) Bepudukauuio pesynbTaTUBHOCTU Mep NO yNpaBneHuo PUCKOM.

Mpouecc meHepkMeHTa pucka 6onee noapo6Ho nsnoxeH 8 UCO 14971.

PaspaboTka cTaHgapToB AofbkHa GasvpoBaTtbes Ha uaeHTUdukaumm onacHoctu. Llenb paspabotku
CTaHAapPTOB COCTOUT B CO3AaHUN TaKUX CTAHAAPTOB, KOTOPbIE yCTaHaBNMBaT MeToAbl aeHTUdukaumm onac-
HOCTU UMK Mepbl NO YNpaBIIeHUIo PUCKOM, CMOCOGHbIE NPUBECTU K COOTBETCTBUIO KPUTEPUAM AOMYCTUMOCTH
pucka (cm. 3.6).

OT0 AOMKHO BbITb 06583aTENbHO NPUHSATO BO BHUMaHWe, NOCKOMbKY paspaboTinki cTaHAapToB yCcTaHaB-
nMBalOT COOTBETCTRYIOLMNE TpeboBaHMUs, KOTopble 6yayT BKMOYEHbI B CTAaHAAPT.

B pasaene 5 npuBeneH kpaTkuii 0630p Toro, kak ctaHgapTbl No 6e3onacHOCTM MeaUUUHCKMX U3Lenui
MoryT 0bnerynTb BHeApeHue cucTeMbl MeHePKMeHTa pucka B cooTseTcTeum ¢ UCO 14971.
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3.6 Kputepuu gonyctumocTu pucka

Uenbto cTaHgapToB no 6e3onacHOCTN MeaUUMHCKUX U3AeNui ABNsieTCA coaencTBme U nogaepxaHue
pa3pa60T|<|A MeaULNHCKUX U3AENUIA, UMELoLLNX ,CIOI'IyCTIAMbIﬁ YpOBEHb pUcCKa. MNpw onucaHum KpuTepues aonyc-
TUMOCTU CTaHQAapPTbl NO 6e30nacHOCTU MEeANLMHCKUX U3AeNUA OMKHbI NPeAoCTaBNsATb NpakTUu4Yeckue KpuTe-
pun, Takne Kak npeaesibHble 3Ha4eHUA Ana NpoekKTuposaHUA U KpUTepn B OTHOLUEHUN beHKLl,I/IOHaJ'IbeIX
XapakTepucTuk.

3.7 MeToAb!l U METOAOMNOIUA YNPaBNeHUs PUCKOM

CraHaapThl No 6€30MacHOCTM MeANLMHCKUX U3AeNniA A0DKHbI YyCTaHaBNMBATL MeToAbl yNpaBeHus puc-
KaMun Un MeTo4oNorIo NpUMeHeHUsa Mep No YNpasneHnio pUckaMu, KOTopble CBA3aHbl C COOTBETCTBYHOLLIMMM
MEeAULIMHCKAMU n3aenusamy. OHU MOTYT BKITIOYATb acnekTbl B OTHOLIEHUU (DYHKLMOHANBHBIX XapaKkTepUcTUK,
NPoeKTUPOBaHWUA, Npouecca NPoUsBOACTBa, MOHTaXa, 0BCMYXUBaHUA U T. A. M BasupoBaTbes Ha noaxode
MeHeKMEeHTa pucka B OTHOLLIEHUU BCErO XU3HEHHOIO LMKNa usaenus.

3.8 KoopauHauus ctaHAapToB No 6e30nacHOCTU MeAULIMHCKUX U3aenumn

Pa3zpaboTka kaaoro HoBoro ctaHgapTa no 6e3onacHOCTU MeAUUUHCKUX U3AENNA A0IDKHA paccMaTpu-
BaTbCH B KOHTEKCTE CYLLECTBYIOLNX MEANLMHCKUX M3AEMUA U CTaHAAPTOB, @ TakKe B KOHTEKCTe HaLMOHarbHO-
ro, pPerMoHanbHoOro U MexayHapoAHoro sakoHogaTenbcTBa. [1o BO3MOXHOCTW, rAe 3TO YMeCTHO, HOBble
cTaH4apTbl 4OSKHBI UICMONb30BaTh KAK OCHOBY CYLLIECTBYIOLLME CTaHAApThl, COAePXaTb UX TEKCT WS CCbinaTb-
CA Ha HKX, ncxoas u3 yaobetea usnoxenus (cm. Jupektusy UICO/MOK, HacTe 2,2011, pasgenA.7).

3.9 BnusiHue perynupoBaHus

BesonacHocTb 1 pe3ynbTaTUBHOCTb MEANLIMHCKUX U3OENUIA, BbINYCK B o6paLleHne U NpUMeHeHne KoTo-
PbIX PEryniMpyeTcsi BO MHOTUX CTpaHax, ABNATCS NpeAMeTOM NpucTanbHOro BHUMaHWUA CO CTOPOHbI perynupy-
IOLLIMX OpraHoB BriacTu.

Ha cTaHaapThbl 4acTo cehiNalTes B PerynupyowimMx AoKyMeHTax 1 B 3akoHogaTenbcTee. B aTom cnyyae
Takve cTaH4apThl CTAHOBATCS opUANYECcKU 3aKpenneHHbIMU. B To e Bpems cyllecTBYIOT anbTepHaTUBHbIE
CMCTEMbI PEerynnmpoBaHns, B KOTOPbIX MeAULIMHCKOe usfenve, yaosneTeopsoLwee KOHKPeTHOMY CTaHAapTy,
CUMTAIOT COOTBETCTBYHOLMM ASUCTBYIOLLEMY PEerysiMpoBaHuIo.

Ha ctaHgapTbl MOTryT Takoke cCbiniaTbesl Npu cyaebHbIX pasbupatenscteax B Ciyqasx, korga aTo 060cHo-
BaHHO oXmpaaeTcs o6LLeCcTBOM.

PaszpaboTynki 4omkHbI 6bITb OCBEAOMMEHbI O BO3MOXHOM BINUSIHAM 3aKOHOA4ATeNbCTBA U perynupoBa-
HWs1 Ha paspabaTbiBaemblii cTaHAapT.

4 CTtpykTypaAans pa3paboTku cTaHAapTano 6e30nacHOCTU MeAULIMHCKUX
n3genui, oOCHoBaHHast Ha pucke

4.1 O6wune nonoxeHus

Mpu npymeHeHnn MCO 14971 k puckam Me ANLIMHCKOrO U3Aenus BbibpaHHbIE Mepbl MO YrpaBieHUo pUc-
KOM MOTyT BKIHOYaTb Kak 0COOEHHOCTN NPOEKTUPOBaHUA NPoAYKLUMK, Tak U ynpasneHusi npoueccamn. Belbop na
OOCTYMHBIX MEp MO YNPaBfeHUIo PUCKOM 3aBUCUT OT UX Pe3yNbTaTUBHOCTM U BLIMOJTHUMOCTU. TOYHO Tak ke npu
npumeHeHun npuHuunos NCO 14971 k pa3paboTke cTaHAAPTOB CTaHAAPT MOXET SIBNATLCS CTaHAAPTOM Ha
NpoayKLUMo, CTaHAapTOM Ha NpoLece Unu ux kombuHauueit (cM. 3.3). BbIGop 3aBUMCUT OT pesyrnbTaTa aHanuaa
NAeHTUMNLMPOBaHHBIX PUCKOB MEAULIMHCKOro nsgenua unn npouecca. Obnactb NpuMeHeHus cTaHdapTa
OOMKHa oTpaXkaTb Takol BLIGOP.

HacTtoswwuii pazgen cooTBeTCTBYET NpoLeAypHbIM aTanam UCO 14971. 31o no3sonsieT paspaboTymkam
CTaH4apTOB UCMOMb30BaTbh cUCTEMATUYECKUA Noaxoa Npu uaeHTUudukauum notpebHocTu B cTaHaapTe no
6e30nNacHOCTU U YNpaBleHUo PUCKOM, KOTOPLIA AoSmMkeH GbITb BKIIOMEH B cTaHAApPT, ANs OCYLUECTBNEeHUA
MeHeKMeHTa pucka. Takke 3Tu aTanbl MOryT NOMOYL B MOAroTOBKE BXOAHbLIX AaHHBLIX OISl HOBOTrO NpoeKTa.
CraHaapThl Ha NPOAYKUMIO U CTaHAapThl Ha NpoLecc MOryT BbiTb MCNOMb30BaHbl Kak pasnu4yHble Noaxoabl K
ynpaBneHuio puckamm NpoayKLUUu.

XoTa nonoxeHus pasgena 4 opueHTUPOBaHbl Ha NPOAYKLUUIO, OHU MOTYT TakKe MPUMEHSIETCA B OTHOLLE-
HUW pe3ynbTaTa, NpUBoAsILLEro K BLIGOpyY pa3paboTku cTaHAapTa Ha npouece.

[na aToro MMetloTCA ABE NPUYMHLI:

- TakKaK MeHeDKMEHT PUCKOB PasfUYHbIX TUNOB MOXET NoBeYb 3a coboi Heo6xoaUMOCTb ynpasneHus
npoueccamu, UCMorb3ysi MpU UX yNpasneHUu pasnuyHblie Npoueaypbl, Mogeny unmu MeTtogsl, paspabotymkam
CTaHAapToB Ha npouecchl Heobxoanumo obecneunTs, YTOOLI LeNU MeHePKMeHTa pUCcKa B OTHOLLIEHWUW NPOAYK-
Lnm 661N AOCTUTHYTDI;
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- LEHHOCTb CTaHAapToB Ha npolecchl onpeaensieTcs MX NOSIHOLEHHOCTLI0 B AOCTVXEHUN Lenei
MeHePKMeHTa puUcka NpoayKLUK.

Takum obpaszom, 4.2—4.8 MOryT paccMaTpuBaTbCs Kak NMoMOLLb Ha 3Tane naeHTuduKaummn npobnemsl,
4.9 — KaK NoMoLUb MPY peLleHn NOTPeBGHOCTU B MeHeKMeHTe puckos, 4.10 — kak NOMOLLb B peLleHnsx
OTHOCUTENbHO METOAOB YNpaBeHUs pruckamu, Hanpumep, GeaonacHas KOHCTPYKUMS, ynpaBneHue npouecca-
MW UM NapameTpammn NPoLLeccoB, MHopMaLmMs Mo 6e30NacHOCTU N T. 4.

4.2 MeHe)XMEHT CTPYKTYpbl cTaHO4apTa, OCHOBaHHOM Ha puUcke

Ecnu npuHaTo pelleHe o noTpeBHOCTY B cTaHaapTe no 6830MnacHOCTV MeaAULIMHCKUX U3AENNiA, TO Heaa-
BUCUMO OT TWNa cTaHaapTa HavarnbHas sagaqa AomkHa 6biTh cBeAeHa K crneaytoLemy:

- onpeenqTb 06nacTb NPUMEHEeHUs — MeAULIMHCKOEe U3denve U npoLecc;

- MOEHTUPULMPOBATL XapaKTEPUCTUKM, CBA3aHHbIE C 6830MacHOCTbIO MeAULIMHCKOTO N3Aenusl Unu ceBs-
3aHHOIO C HUM npoLiecca;

- UOEHTUULMPOBATL ONACHOCTU U OMacHbIe CUTYaLMK, CBA3AHHbIE C UCMOMb30BaHUEM MeANLMHCKUX
N30ennii N NX KU3HEHHBIM LIMKITOM:;

- onpeaenqTb, 4OMKHbI MM yMpaBnaTLCA PUCKA, 0BYCMNOBMNEHHbIE 3TUMU ONAaCHOCTAMU;

- onpenenqTb PUCKU, KOTOPbIE MOTYT YNPaBnATLCS ¢ MOMOLLbIO NPUMEHeHUs paspabaTbiBaeMoro cTaH-
AdaprTa.

4.3 MNpuMeHeHue N xapaKTepucTuKn

YcTaHoBneHWe 06n1acTv NpuMeHeHus (MeanLMHCKOe U3aenune Unm npoLece), BKIYaeT creayoLee:

a) npeanonaraeMelil MEAULMHCKAIA NoKasaTenb (HanpuMep, cocTosHne Ui 6onesHb, koTopaa 6yaeT
obHapyxeHa, HabnaaTbecs, M3ydaTbCs, ANarHOCTMPOBATLCA MU NpeaoTBpaLlaTbesa);

b) npeanonaraemas rpynna nauvMeHTOB (HanpuMep, BO3pacT, Macca, 300poBbe, COCTOSAHUE);

C) npeanonaraemMasi YacTb Tefa, K KOTOPON NPUMEHSIeTCA U3aenue, Ui TUM TKaHW, C KOTOPbIM OHO B3au-
MOOEeNCTBYeT;

d) npegnonaraemsli Npoduns Nob3oBaTens;

€) npeanonaraemas okpyxaroLaa cpena NpUMeHeH!Us!, CoCTosIHUE U MeToAbI UCTIONb30BaHUS;

f) npeaBapuTenbHbie NpoLeaypbl U Npoleaypbl 06CNYXUBaHUS A0 UCMIONL30BaHUS (HanpuMmep, cTepu-
nuzauus, cbopka, kanubpoBska).

Mpu paccmMoTpeHUU NoTpebHOCTN B paspaboTke cTaHAapTa A0MKHbI 6bITb NPUHATLI BO BHUMAaHWUE Xapak-
TEPUCTUKN MEANLIMHCKOTO N3en1sl U1 NpoLiecca, KOTOpble MOryT okasaTb BUsiHWE Ha 6e30NacHOCTb NauueH-
TOB M Nonb3oBateneil. TUNUYHbIE XapakTepucTUKA BKITIOYaIoT creaytollee:

- CTepWUnbHOCTb;

- Buonoruyeckasl COBMECTUMOCTb;

- MUPOTEHHOCTb;

- HaeXHOCTb;

- 3KcniyaTtauuoHHas NpuroaHoCTb;

- (hYHKLMOHaNbHbIE BO3MOXHOCTMH;

- YYBCTBUTENbHOCTb 1 CNeLndUYHOCTS;

- anekTpu4yeckas 6e3onacHOCTb;

- MexaHM4eckoe ConpoTUBIIEHUE;

- pagunaunoHHas 6e30nacHOCTb.

[ns cuctemaTtndeckoi naeHTUUKaLMM OMACHOCTU U OMACHBIX CUTYaLUIA, BaXKHO onpeaenuTs ryouHy
aHanvsa paccMaTpuBaemMoro MeauLMHCKOro U3aennsa Unm npowecca, YTobbl yCTaHOBUTb, rae MOTYyT BO3HUK-
HYTb Npo6nembl ¢ 6e30NacHOCTbIO.

4.4 UpeHTuduUKayuum onacHOCTU U ONACHbLIX CUTYaLUA

MaeHTudukaumsa onacHoCTM 06bIYHO BKMloYaeT B cebs cneaytolume aTanbi:

- naeHTUUKaLMA NpeanonaraembixX onacHOCTEN, CBA3AaHHLIX ¢ 0BbIYHLIM UCMONMb30BaHWEM MeaULNH-
CKOTO U3aenus Unmn ¢ 060CHOBaHHO NPOTHO3UPYEMbIM HemnpaBuilbHLIM NPUMEHEHUEM;

- naeHTUUKaLMsa nocneaosaTenbHOCTU CoBbITUIA, KOTOPbIE MO Gbl NPUBECTU K ONAcHOW CUTyaLuK.

Mocne Toro Kak uaeHTUULMPOBaHbI U3BECTHLIE M NpeArnoaraemble ONacHOCTU, CBA3aHHbIE C MEeAMLIMH-
CKUM usgenunem, kak npu paboTte B HOPManbHOM COCTOSIHUM, Tak U B COCTOSIHUM HEMCNPABHOCTU, AOMMKHA BbITb
paccMoTpeHa NPorHosMpyemMas nocneaoBaTerlbHOCTb COBLITUN, KOTOPbIE MOTYT NPUBECTU K ONAcHOU cuTya-
LMW U NPULHUHNTL BPe. DTU OTHOLLIEHWS NoKasaHbl Ha pucyHKe 1.

OnacHOCTb He MOXET MPUBECTU K NPUYMHEHMIO Bpea [0 TeX Nop, Noka rnocrneaoBaTeNbHOCTb CoBLITUN
unu apyrue o6cToATeNLCTBA (B TOM YMCAIE YCIIOBUSI HOPMArbHOTO MPUMEHEHMS) He NpUBedyT K BOSHUKHOBE-
HUIO onacHo cuTyauun. Ha gaHHOM aTane puck MOXeT BbiTb OLieHeH MyTeM onpeaerieHns TAXeCTU U BepoaT-
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HOCTU NpUYNHEHUA Bpeda, KOTOPbIM Morna 6bl 3aKOHYUTLCA ONacHas cutyauusa. Cne,qyeT 06paTl/1Tb BHUMaHue
Ha TO, YTO NpPOorHosnpyemasa nocrnenoBaTtesibHOCTb CcOBbITUI, cBA3aHHAA C COCTOSIHUSIMU HeuncnpaBHOCTU
MOXeT BKouaTbh AeNCTBUS, CBA3AHHbIE C MPOU3BOACTBOM, yCTaHOBKOI‘/'I nn 060ﬂy)KI/IBaHMeM MeaUUUHCKOro
nsagenna.

]
'é OnacHocTb
I
% S Bosgenctaue (Py)
E E
g3
g8
5 OnacHas
<) cuTyaums
2 yay
P,
Bpen
r' I
: TaKecTs BepoaTHOCTb |
| NPUMUHEHMS Puck
Bpeda Bpena |
! P1xP, |
L .

P{ — BEpOSTHOCTb BO3HUKHOBEHWS ONACHOW CUTYaLUK; Py — BEPOSITHOGTb BO3HUKHOBEHUSA ONACHOM CUTYaLIUM, BeAYLLIE K NPUiUHE-
HUIO Bpeaa

PucyHok 1 — Cxema B3aMMOCBSI3M MeXAy ONacHOCTbI0, NocreoBaTerlbHOCTbIO COBLITUI, OonacHomn cutyaumen
v BpeaoM

4.5 Tunbl onacHocTel M ONacHbIX CUTYaLUN
4.5.1 O6wwue nonoxeHus

Ons noapo6HOro paccMoTPEHNsI NPUMEPOB ONacHOCTeN M onacHbiX cutyaunin cm. UCO 14971, npunoxe-
Hue E.

4.5.2 OnacHOCTM U onacHble CUTyaLum, CBA3aHHble C MeAULMHCKUM U3genuem

B 3HauuTenbHOM CTENeHn BO3MOXHbIE ONacHOCTU, CBA3AHHbIE C MEAULNHCKUM U3aenueM, 3aBUCAT OT
Xapaktepa 3Toro usgenus.

Tak Kak HeBO3MOXXHO 06ecneunTb, 4ToObl MeAULIMHCKOE U3dene HUKOrAa He BbILWNO U3 CTpos, cTaHaapT
JOIKeH pacnosHaTb ONacHOCTW, NpUcyLMe MegULUHCKUM N3aenunsam, NockosnbKy OHU UMET OTHOLIEHNe K
COCTOSIHUIO, 300POBbIC U 6e30NacHOCTU NauneHTa, a Takke 340poBbio U 6e3onacHocTu nonb3osaTtens. MNpea-
NMoYTUTENbHLIM pe3ynbTaToM B Clyvyae BO3HUKHOBEHWsI OTKasa [AOIDKeH SIBMATbCA OTkas no H6esonacHomy
cueHapuio.

B TO xe BpeMmsi B ka4ecTBe anbTepHaTWBbI, KOr4a 3TO BO3MOXHO MU LenecoobpasHo, MeavuLuHcKoe
n3gernue OOrKHO CreHepupoBaTh NpedynpexaaoLwnia curHan go oTkasa Uy Bo BpeMs oTkasa. XoTst hyHKUNA
reHepMpoBaHusi curHana npeaynpexaeHus n Tpesorn Gonee nerko MoxeT GbITb peannsoBaHa B aKTUBHBIX
MeOULMHCKNX U3AeNusIX, OHa MOXeT BbITb BKITlOHUEeHa BO MHOTMEe HeaKTUBHbIE MeAULUHCKUE U3Aenust.

HekoTopble NpuMepbl 0MacHOCTEN 1 OMACHbIX CUTYaLMIA, CBA3AHHBLIX C MeAULMHCKUM Usgenuem, npuse-
OeHbl HUXe:

a) oTkas MeaMUUHCKOro usgenusi, NpuBoAsALMNA K HEBBLINOIHEHUIO ero npegHasHaYeHHon yHKUUN,
Hanpumep, oTkas AednbpunnaTopa NPoOU3BECTU HaaNeXalluin paspsaa, MexaHu4eckui oTkas NpoTesa knana-
Ha cepaua,;

b) HenpaBunbHoe cpabaTbiBaHUE MEQULMHCKOTO U3Aenns, HanpuMep, aBTOMaTUYeCKUIA BHELLHWIA Kap-
OUNOCTUMYNATOP NPON3BESN CUrHan B HECOOTBETCTBYIOLLEE BPEMS;

C) ANA akTUBHBIX MeAUUNHCKUX U3AenrMiA — ONacHOCTU, BO3HUKAIOLNE U3-32 SHEPrui, UCMOMNb3yeMbiX
Ansa Hagnexatero dyHKUMOHUPOBaHNA MeQULIMHCKOrO U3Aenusl, HanpuMep, KOPOTKOe 3aMblKaHue 3neKTpu-
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YeCcKOoro Toka Ha naLMeHTa Unm nonb3oBaTenNs, YpeamepHoe Ui HeaaekBaTHOe HarpesaHue Unu oxnaxaeHue
nauuneHTa unu4vacTn ero Tena;

d) MUKpOOPraHn3mbl, 3aHeCEeHHbIE HeCTepPUIIbHbIM MeAULVHCKAM U34ennemM, Hanpumep, 13-3a Henpa-
BUIbHO NPOBEAEHHOW CTEpUnIU3aLnn N oTkasa bapbepa Ans obecnevyeHns CTepUnLHOCTH;

e) onacHoCTU, HenpeaBUAEeHHbIe AN pYHKLNN MeJULNHCKUX N3Aenuia, HanpuMep, Bbi3BaHHbIe Bocnna-
MeHeHWeM OrHeonacHbIX MaTepunanos OKoSo MeaULIMHCKOro N3aenus;

f) onacHble cuTyaumn, ABNSIOWMECS pe3ybTaToM HenpaBuibHON UHTepPNpPeTaL MM pesynsTaTos, Nosny-
YEHHBIX OT MEeAWLIMHCKOTO N3AENNS, Hanpumep, UHTeprnpeTauus pesynbTaToB in Vitro AMarHoCTUKA U ApYTnX
ONarHOCTUYECKNX PesynbTaToB, MHTEPNpeTaLnsa NoMyYeHHbIX AaHHbIX, CUrHana TPeBory oT yCTPONCTB MOHU-
TOPUHIra XXU3HEHHbIX PYHKLNIA,

g) onacHble cuTyauuu, ABNALWLMECs PesyibTaToOM MeXaHN4YeCKoro oTkasa MeauLUMHCKOro N3genus nnm
ero BcroMoraTtenbHoro obopyaoBaHus, Hanpumep, paspylleHne 4acTu cTona PeHTreHOBCKON YCTaHOBKN,
nonomka canasok 60bHUYHON KpoBaTH;

h) onacHocTK, CBSI3AHHbIE C TOKCUHMHOCTLIO MaTepuarnos, UCNOMb3yeMblX B MeAULMHCKOM N34ennumn unm
BhlLLieNa4MBaeMbIX N3 MEOULIMHCKOTO U3AENUS, OTCYTCTBUE AOIMKHON BUOMOrM4eckolii COBMECTUMOCTU COCTaB-
NALWNX MaTeprnanos MeguLMHCKOro 3AENNs; 3TU ONacHOCTN MOTYT BbITb HEMOCPEACTBEHHBIMU (MPOABNAOT-
CA BCKOpe Mocrnie nepBoHayalnlbHOro WCMOMb30BaHUA MeAWUMHCKOro W3Aenus) Unu  oTaaneHHbIMn
(NposABRATCA TOMLKO NOcre ANUTENbHOMo NPUMEHEHUA MeANLMHCKOro U3aenus);

i) onacHble cuTyauuu, ABNsitoLMecst pesynbTaToM B3aMMo4enCTBUS HECOBMECTUMbIX U34ennii.

4.5.3 OnacHocTu U onacHble cuTtyauum, cBA3aHHble C NalueHTOM

HekoTopble onacHOCTM U onacHble CUTyaLun Hanpsamyto cBsisaHbl ¢ MaLUEHTOM, a TakKe C COCTOAHUEM
OKpy)XatoLLien cpebl B 30HE HAaXoXaeHWUs NaLmeHTa.

HekoTopble npumepsbl NpuBeaeHbI HUXE:

a) HecnocoBHOCTbL MauuMeHTa Ui nonb3oBaTens o6HapYXUTb MPUCYTCTBUE HEKOTOPLIX OMacHOCTEN,
TaKWX KaK MOHU3UPYIOLLIEE UM BLICOKOYACTOTHOE U3MydYeHue;

b) oTcyTcTBUE Y NauMeHTa HopManbHOW peakLmm, KoTopas AoSHKHA MPOABMATLCA UCX0AA U3 ero (puaun-
YecKoro COCTOAHMA, HanpuMep, No MHEeHUIo NauueHTa, Ha Hero He AeMCTByeT aHecTesus;

C) MOHVKEHHBIA UMMYHUTET NaumeHTa He crnocoBeH NPOTUBOCTOSATL MHEKLNK;

d) cocTosiHMe oKpy>KatolLeil cpeabl B 30He HaxoXaeHNa nauneHTa, KOTopoe MOXeT ABNATLCA coveTaHn-
€M TeMnepaTypbl M BITAXKHOCT U, & TaKKe OMacHOCTe N B3pbiBa, CBA3aHHbIX C NPUCYTCTBUEM YUCTOTO KUCTopoaa,
OKMCY a30Ta 1 APYTUX pasfNYHBIX areHToB, 06e360nMBatoLLNX UM YUCTALLNX CPeaCTs;

€) anneprvs y nauueHTa unu apyras runepvyBCTBUTENBHOCTb K MaTepuany, UCNoNbyeMoMy B Mean-
LIMHCKOM WU3Aenun, HanpuMmep, HaTyparbHbIiA naTekc.

4.5.4 OnacHocTU M onacHble CUTyauuu, cBA3aHHble C NpuMeHeHuemM

HekoTopble onacHOCTU U onacHele CUTyaUunn HanpamMyro cBA3aHbl C NpMMeHeHnemM MeauumnHCKoro nsge-
nusi. HekoTopble NpUMepbl NpuBeaeHbl HAXe:

a) HernpaBunbHble npoLeaypbl rnpeaBapuTenbHoON MNOAroTOBKA Y O6CJ'Iy>KI/IBaHI/IF|, npoeoauMble OO0
MCNoNb30BaHNA MeONLNHCKOTo n3aenuna,

b) ncnosib3oBaHne MmeguLuMHCKOro nagenna no HasHa4eHnro, HoO B YCINOBUAX, KOTOPbIE HE NpegyCcMoTpe-
Hbl U3rOTOBUTENEM;

C) UCnonb3oBaHWe MedULMHCKOro U3denusi, Koraa nonb3oBaTesb B 3amellaTensCcTBe, OTBAeYeH Unun
YTOMIIEeH;

d) ncrnonb3oBaHWe MeanLMHCKOro 3aenus HenpodgeccnoHanbHbLIM Nonb3oBaTeeM UM HeobyyYeHHbIM
YyerioBekoM, Harnpuvep, n3genus 4nsi CaMoCTOATENbHON ANArHOCTUKK.

4.5.5 OnacHOCTM U onacHble CUTyaLuu, CBA3aHHbIe C UCNONHEHUEM NpodeccUoHanbHbIX 064-
3aHHoCTen

I'Ip|/| NCcnonb3oBaHuN, O6CJ'Iy)KI/IBaHI/1I/I NN peMoHTEe HEKOTOPbIX MeaNLUMHCKUX n3aenuin nonbaoBaTtesnb
unu gpyrue nuua MmoryTt ObITb noaBeprHyThl I/IHdDEKLI,I/IOHHOMy 3apaKeHuto, BO34EMACTBUIO OMacHbIX XUMNYECKNX
BellecTs, pagnadun nnn gpyriumMm onacHOCTAM, CBA3aHHLIM C UX rlpocbeccmelh. Ons nonb3oBatens unu apyrux
NN PUCK OT TaKUX onacHocTen gofkeH BbITb A0NyCTUMbIM.

4.6 CucrteMaTUYeCKU UNU criyYalHbIA Xapakrep pUcKoB
4.6.1 O6Lwune nonoxeHus

Hanu4yue onacHocTen 1 BO3HUKHOBEHME OMacHbIX cmyau,mm MOXET HOCUTb CUCTEMaTUYECKUNA NN CNy-
YalHbIA XapakTep; NOoSTOMY PUCKN MOTYT 6bITb CUCTEMATUYECKUMN UM cnyanlele.
Pa3paboTunki cTaH4apTOB AOKHbI YYUTLIBATL Kak CUCTEMATUYECKNE, TaK U CriydanHbIe PUCKU.



FOCT P 56033—2014/PykoBoacTtBo MCO/MIK 63:2012

Pa3paboTunky cTaHAAPTOB AOMKHbI TaKOKe 3HaTh, YTO HEKOTOPbIE OMACcHOCTU U BO3HUKAoLME onacHble
CUTyaLu1 MOTyT BbITb CBSI3aHbl Kak C CUCTEMaTUYECKUMU, Tak U CO criydaiHbIMU cobbITuamU. Hanpumep, Tok-
CUYHOE BelLleCTBO MOITIo MonacTb Ha MeAULMHCKOEe Usaernue B pesyrnbTaTe CUCTEMaTUYeCKUX HECOOTBETCTBUIA
B NPOU3BOACTBEHHOM Npouecce (Hanpumep, MPOXoXAeHUe He BCeX 3TarnoB OYUCTKM, HeoCcTaTouHOe NpoBeT-
puBaHue nocne ctepunusauumn). C Opyroil CTOPOHbI, CrlydyalHble M3MEHEHWUA KauecTBa Cbipbsl WIN UHble
BeLLeCTBa, UCMoNb3yeMble BTeueHne 06paboTku, MOryT Takke NPUBECTU K MPUCYTCTBUIO TOKCUYHBIX BELLECTB.

4.6.2 Pucku, asnsawowmecs pe3ynbTaToM CUCTeMaTU4eCKUX coobITUiA

[ocToBepHOCTb onpeaeneHns pucka Bo3pacTaeT, Korga Ha OCHOBAHUW TOUHBIX U HAAEXHbIX AaHHbIX
MOXeT ObITb YCTaHOBIIEHO KONMUYECTBEHHOE onpeaerieHue BepOATHOCTU BO3HUKHOBEHMWSA Bpeaa, Ui UMeeTcCst
BO3MOXXHOCTb BbINOMHUTL 060CHOBaHHOE KayecTBeHHoe onpeaeneHune. K coxaneHuto, 3To He Bceraa BO3MOX-
Ho. HanpuMep, BEpOATHOCTb CUCTEMATUYECKUX HEUCMPABHOCTEN Ype3BblMaiiHoO TpyaHo onpeaenuts. Korga
TOYHOCTb OnpeaesnieHus BePOATHOCTU BbI3biIBAaeT COMHEHWE, He0BX0AUMO UMK YCTAaHOBUTL CTOMPOLEHTHYIO
BEPOATHOCTb, UM NPUHSTL peLleHne U 060CHOBaTL NPUOPUTET HEKO cneLmdmrieckoi LEHHOCTU (Hanpumep,
Ba)KHOW (pyHKUMOHANBHOWN XapakTepucTUku).

MpuMepkbl, rae onpeaeneH1e BepoSITHOCTU 3aTPYAHUTENBHO:

a) cboi nporpaMMHoro obecneyeHus;

b) noBeaeHue YenoBeka, HaNnpUMep, oLLIMBKK 3KCNyaTaLum, Bol3BaHHbIe HeaeKBaTHLIM NPOEKTUPOBa-
HUeM U OLUIMOKaAMM B UHCTPYKLUAX MO NPUMEHEHWIO;

C) CNOXHble cuTyauuu;

d) HOBble MeAULMHCKNE Ha3HAaYeHUs!, B OTHOLLEHUW KOTOPBIX HEAOCTATOYHO KIMHUYECKUX AaHHbIX.

Ecnu oTcyTcTBYET 4OCTAaTOUHOE KONMYECTBO AaHHBLIX OTHOCUTENbHO BEPOSTHOCTM BO3HUKHOBEHUS Bpe-
aa, To noboe onpegeneHne pucka HEBO3MOXHO. B Takux cnyyasx puck Heob6xoaMMo oLeHUBaTb TOMBLKO Ha
OCHOBaHUW xapakTepa Bpeaa. [lomkHoe ynpasneHue pUuckoM MOXeT NPUHSITbL B KaYecTBE NpUopuTeTa ypoBeHb
TaXecTU. YacTo cnegyeTt yCTaHOBUTL TpebyeMyto CTPOrocTb ynpaBfeHUsl PUCKOM, paccMaTpuBas TSXKECTb
nocneacTBUA pasfnYHbIX BUAOB CUCTEMATUYECKMX CIlydyaeB, a Takke pe3ynbTaTUBHOCTb BHELUHUMX Mep Mo
ynpasneHuto puckoM. Yem bonblue nocrneactsue U MeHee pe3ynbTaTUBHBLI BHELLUHWE Mepbl MO ynpaBsieHuto
pUCKOM, TeM BbilLe Tpebyemasi CTPOrocTb YNpaBieHUs: PUCKOM.

MpuMepbl Mep No ynpaeneHUio pUCKOM MOTYT BKIIOYaTb crieayoLee:

- CTPOrocTb NpUMEHSIEMbIX NPOLECCOB NPOEKTUPOBaHUs, paspaboTku M Npon3soAcTBa: 06bIYHO Npeano-
naraeTcs, YTo YeM CTPOXKE NPOLLeCChl, UCMOMb30OBaHHbIE B MPOEKTUPOBAHUU 1 pa3paboTke Unn NpousBoacTse,
TEM HUXKE BEPOATHOCTb BOZHUKHOBEHUS CUCTEMATUYECKUX HencnpasHOCTen, koTopble ByayT unu He 6yayT
0obHapyKeHbl;

- NpUMeHeHne NpHUMNa N3BbITOYHOCTU B OTHOLLIEHWUN Mep NO YNPaBIEHNIO PUCKOM: XOTA MHOTAa onpe-
AeneHne BeposaTHOCTY SIBMSETCS HEBO3MOXHbIM B OTHOLLEHWM MtoB0oI 0TAENbHOW Mepbl NO YNPaBAeHUIO puUc-
KOM, UCNOMb30BaHNe oAHOW U Bonee He3aBUCUMbIX QOMOHUTENbHBIX Mep MO YNpaBfeHUIo PUCKOM, Kak
npaBumno, ysenuunsaeT o6LLyLo 3aLMTY;

- CcoKpalleHWe NpoMexyTka BpeMeHU, B npeaenax KoToporo 40KHbI NPOM3onTy ABa unmn 6onblue Hesa-
BMCUMBIX CODBITUS, CNOCOBCTBYHOLLMX BOSHUKHOBEHWIO ONACHOW CUTYaLMKn, NPUBOASILLEN K Bpeay: AeTalbHble
Mepbl MOTYT GblTb paspaboTaHbl B AuanasoHe OT NEpuoavYecKkMx caMonpoBepoK A0 Nepuoan4eckoro
obcnyXnBaHus;

- MpUMeHeHM1e NpoLecCoB U MEXaHWU3MOB A1 HENPepPbIBHOTO MOHUTOPWUHIA KPUTUYECKUX NapaMeTpoB, a
Takke NocneayroLero oLEeHUBaHNS U KOPPEKTUPYHOLLNX A8 ACTBUNA.

4.6.3 Pucku, AaBnsiowmecs pe3ynbTaToM cny4yaiHbIX co6bITUIA

Ona MHOrMX coBbITURA, BeAyLLMX K MOSIBIEHUI0 HEUCTIPABHOCTU, MOXET BbITb NPpoBeAeHa YNCIIoBas OLLeH-
Ka BeposiTHOCcTU. KonnuecTBeHHOe onpeaeneHne MoxeT ObiTb UCMOMNb30BaHO TOMbKO TOrAa, korga uMeeTcs
JocTaTouHas nHgopmaums 06 onacHOCTH U 06CTOATENBCTBAX, BNAIOLLMX HA BEPOATHOCTb BO3HUKHOBEHUSA
onacHom cutyauun.

HekoTopble NnpuMepbl cryvaiHblX HencnpaBHoCTeR NpUBeAeHbI HKe:

- OTKa3 COCTaBHON YaCTW, HaNpUMep, UHTErpansHON MUKPOCXeMbl Ha MeYaTHON nnarte;

- 3arpsi3HeHne peakTusa ANA in Vitro AMarHocTUkN, KOTOPOE BeAeT K yXyALIEHUIO ero XapakTepucTuk 1
NPUBOAUT K HENPaBUIbHLIM pesynbTaTam;

- BHeLUHee UN BHyTpeHHee MHMEeKLMOHHOoE 3arpsisHeHe MeaULMHCKOro n3aenvs;

- BHeLUHee UNn BHYTPEHHee 3arpsisHeHne MeaULMHCKOTo N3Aenns TOKCUYHBIM BeLecTBoM. PUCK, AiBMs-
OLLMIACS pe3ynbTaToM BbIMbIBAHUA TOKCUYHOTO BELLeCTBa U3 U3AENUs, MOXeT BbiTb onpeaeneH U OLeHeH ¢
nomotysto MCO 10993-17. B aToM cnyvae MoxeT ObiTb obecrneyeHa yBepeHHOCTL B TOM, UTO CTeneHb Bo3aei-
CTBMSI, KOTOPOE OXMAAETCS OT NMPUMEHEHUS M3AENUs], SIBMAETCS He3Ha4YUTeIbHON AN NMpUYnHeHns Bpeaa 340-
pOBbIO;

- olwwnbka aKkcnnyaTtaluu, ABNALLAsSCS pe3ynbTaToM NPOMaxoB, YNyLWweHniA 1 3abnyXKaeHWA.
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4.7 OnpepeneHue pucka
4.7.1 O6Wwume nonoxeHus

HacToswmit ctaHaapT He npeanaraeT UCNonb3oBaHne paspaboTymkamm cTaHoapToB cneLududeckoro
WHCTPYMEHTa UNu MeToda onpedeneHns pucka. B npuHumMne, He cneayeT oTAaBaTh NpeanoYTeHUe TOMbKO
KONMMYECTBEHHOMY UITN TOMNbKO KauecTBEHHOMY onpeaeneHnio BepOATHOCTU BOSHUKHOBEHUS Bpeaa.

[na ycTaHoBneHUs B cTaHaapTax HeoGXoAMMOro M AOCTaTO4HOro nepeyHst Tpe6osaHuin paspaboTunku
CTaHAapTOB AOCMKHbI MPEANoXKUTL TaKoM CriocoB onpeaeneHus pyucka, KOTopbIi 6b1n 6l OCHOBAH Ha AOCTYMHbIX
[aHHbIX, NPeACcTaBNALWMX NocneaHUe AOCTUXKEHWS B 3Toil o6nacTu. MpeanouteHue cnegyeT otaasaTh ony6-
NUKOBAHHBLIM NPOBEPEHHBIM AaHHbBIM, crelndUYHbIM A8 paccMaTpUBaEMOro MeAULIMHCKOro uaaenus. Cebin-
Ka Ha Takue AaHHble JOMKHa BbITb BKOYEHa B CTaHAapT.

PesynbTaTbl 4eATeNbHOCTU MO ornpeaenieHnto pucka Heo6XoaUMO pPerucTpupoBaTh C Takol CTeneHbHo
AeTtanusauuu, YtTo6bl Gbinia ycTaHoBNeHa NPoCcneXxnBaeMoCTb K UCNOMNb3YeMbIM UCTOYHUKAM.

Tawm, rae paspaboTunkM CTaHaapTOB NonararoT, YTo CyLlecTByeT npobnema, cessaHHasn ¢ 6esonacHoc-
Thi0 U ee HeoBX0AMMO OTPasuTb B CTaHAAPTE, CHU ACIDKHbLI OKYMEHTMPOBATh Takue NpeanonoXeHUsa U pasb-
ACHSATb UX.

4.7.2 KoMNOHeHTbI pUcka

KoHuenuus pucka npegnonaraeT Hann4me AByX COCTaBNSIOWNX, KOTOPbIE AOMKHbI GbITb TpoaHanuManpo-
BaHbl 0TAEMbHO:

a) BEepPOsITHOCTb BO3HWUKHOBEHUA Bpeaa;

b) TskecTb aTOrO Bpeaa.

OnpeaeneHune p1cka OOIMKHO BKIOHATb pacCMOTPEHUe, HanpuMep, criegyowero:

- XapakTep U TAXeCTb Bpea, KOTOPbIN Mor 6biTb NPUYUHEH;

- nocneaoBaTenbHOCTb COBBITUI, KOTOPbIE MOTTM Bbl MPUBECTU K BOSHUKHOBEHUWIO ONACHON CUTYyauuu;

- BEPOSITHOCTb TOrO, YTO onacHas cuTyauusl npusBeaeT K Bpeay (CM. pucyHok 1);

- MHUUMMpytoLee cobbiTie UM 0BCTOATENBCTRO.

4.7.3 CpaBHeHUEe KONMUYECTBEHHOIO U KA4eCTBEHHOrO MEeTOA0B

B ocHOBHOM perynuposaHne MeauLHCKUX U3aenuin 0603HaqaeT TAXKeCTb Bpeaa KauecTBEHHO, Hanpu-
Mep, Koraa ycTaHaBMUBAKOTCA KPUTePUM AN coobLieHus 06 MHUMAeHTe Unu oTabiBa NpoAaykuun. Mockonbky
ANa U3roToBUTENEW U PerynupyroLmx opraHoB cTaHgapTbl No 6e30nacHOCTU MeAULIMHCKUX U3AenniA MoryT
BbiTb CCbINOYHBIMA, UCMOMNb30BAHNE CONOCTaBUMbIX Ka4ECTBEHHbLIX YPOBHEN MOXET YBENUYUTb LIeHHOCTb
CTaHAapToB No 6e30MacHOCTU MeANLIUHCKNX U3AENNIA B OTHOLLEHUN NPOEKTUPOBaHUS U Npoueayp coobuieHus
06 HUMAEHTaxX UNM O0T3bIBa MPOAYKLMN.

KonuuyecTBeHHOE onpeaeneHne BeposTHOCTM BOSHUKHOBEHUSI Bpeda MOXeT ObiTb 3aTpyAHeHo dakTopa-
MW, CNOCOBCTBYIOLMMN OnpedeneHnto NMoNIHON BEPOSTHOCTU, KOTOPbIE UMEIOT CIlyvalHbIA XapakTtep U MoryT
6bITb NOATBEPXKAEHBI 4OCTOBEPHBLIMU CTATUCTUYECKUMIW AaHHLIMU TOMLKO B NnepcnekTuse. Heobxoaumo noHu-
MaTb, YTO BEPOSITHOCTb cCUCTEMAaTUYecknx cobbiTuii (cM. 4.6.2) He Bcerga MoxeT ObITb nNoaTBepXxaeHa
KONMMYeCTBEHHbIMW pesynbTaTaMu.

4.8 KpuTtepuu gonycTuMocTu pucka
4.8.1 O6Wwme nonoxeHus

Ons paspaBGoTunKOB CTAHAAPTOB BAXHO YCTaHOBUTH KPUTEPUM OOMYCTUMOCTM, noaxodsine Ans
MCNONb30BAHNA NPU OLLEHUBAHWUN MPUMEHUMOCT U TPeBOBaHNI B CTaHaapTe.

4.8.2 YcTtaHoBneHUe KpuTepues

MeToabl yCTaHOBMEeHUA 4ONMYCTUMOCTY p1UCKa BKIKOYaIOT criedyoLine, He orpaHnynBasch UMK

- UCNoNb30oBaHNe NPUMEHUMBIX CTaHaapToB, NpeAcTaBALWUX coGo NocneaHMe 4OCTKEHWS B COOT-
BeTCTBYlOLen 0611acTi UnK NyLLYo NPUSHAHHYIO NPaKTUKY, a Takke TpeGoBaHuWs, 4ocTaTouHbIe ANA AeMOH-
CTpaLMM AOMYCTUMOCTMI PUCKA;

- CcpaBHEHMWe YPOBHel pUcKa C yxke HaxoaaWMMUCS B MPUMEHEHUN MEAULMHCKAMM U3AENUSAMU MOXKET
CUYATATLCS KaK UCMOMb3oBaHME NOCNeAHUX AOCTUKEHWHA UM NydLIen NPUSHAHHON NPaKTUKA;

- UCMOMNb30BaHNe MHEHWSA 3KCMepToB;

- WCnosb3oBaHne pesynbTaToB HayUHbIX UCCNEA0BaHUIA, BKNOYas KIMHUYECKME AaHHbIe.

4.8.3 lMocneaHune OOCTMKEHUA UNU NyYLlas NPU3HaHHasA NpakTuka

B HacToswem cTaHaapTe noHAThe «locnedHne OOCTMXKEHUS UMM Nydlas NpuUsHaHHas npakTuka»
Ucnonb3ayeTcs Ans 0603HaYeHNs TOro, YTO B HacTosllLee BpeMs ABnseTca o6LenpuHATLIM U 0BbIYHO pacLeHn-
BaeTCA Kak Haanexallas npakTtuka. «MocneaHue QOCTMXKEHUA UK NydLllasn NpusHaHHas npakTuka» He obssa-
TenbHO noapasyMesaeT Hanbonee TeXHONOTrMYECKM NPOABUHYTOE PELLIEHNE.

11



FOCT P 56033—2014/PykoBoactBo MCO/MIK 63:2012

4.8.4 O6LWecTBEHHbIE LEHHOCTH

O06Len3BeCcTHO, UTO CYOBLEKTMBHOE BOCTIPUATME PUCKa YacTo OTIIMYAETCA OT 3Ha4YeHUs pucka, onpeae-
NeHHOro onbITHLIM MyTeM. MNpu peLIeHUN TOro, KaKoi pUCK ABNSIETC A0NYCTUMBIM, AOMKHO GbITb NPUHATO BO
BH/AMaHWe BOCMPUSATME 3TOrO pUCKa LUMPOKOW OBLLECTBEHHOCTLIO. NS COrnacoBaHHOCTU C OXUAAHUAMUN
obLwecTBa 1 o6LLeCTBEHHBIM MHEHMEM HEOBXOAMMO K HEKOTOPLIM PUCKaM cAenaTh AONOMHUTENbHBIA «3anacy.

4.8.5 CouuanbHble 0XXnaaHus

BocnpusaTe pucka MOXeT OTNMYaTbCs B pasfvyHbIX coLmMarnbHbIX coobLuecTBax/nonynauusx, u aTo
JOIMKHO BbITb NPUHATO BO BHUMaHWe. Mpouecc paspaboTki u yTBepxaeHus cTaHaapTa no 6esonacHocTu
MeOWLMHCKOro M3denua AomkeH obecneynBaTh, YTO pasnuyHble coumanbHble oxugaHua 6yayT yyuTeHsbl 4o
MPUHATUA cTaHdapTa.

4.9 OueHuBaHue pucka

Wcnonbays KpuTepum AonycTUMOCTM pUcKa, YyCTaHOBNEHHbIE B 4.7, pa3paboTunku cTaHAapTOB AOMKHbI
MPUHATb PeLleHNe OTHOCUTENbHO HeoBXOAMMOCTM YNpaBeHusl paccmaTpuBaeMbiMu puckamun. Ecnu puck
MOXeT BbITb yNpaenseMbiM, TO paspaboTUnki 4OMKHLI yCTaHOBUTL COOTBETCTBYHOLEee TpeGoBaHue nNo ynpas-
MEHVIo PUCKOM B CTaHaapTe Ha NpodyKLMIo Ui Ha NpoLece.

4.10 YnpaBneHue pUckom
4.10.1 O6LWue nonoxeHus

Mepbl No ynpaBneHnto pUckom MoryT YMEHbLUNTb TSXKeCTb Bpeaa, BepPOSITHOCTb €70 BO3HUKHOBEHUS N
TOro n gpyroro. Mpu BeIGOPE Mep Mo YNpaBfeHUto PUCKOM B OTHOLLIEHUM PUCKOB, MAEHTUMULIMPOBAHHLIX B 4.4,
KOTOpble MOryT BbiTb BKMHOYEHbl B CTaHA4apT, pekoMeHayeTcsl, YTobbl cHavana obinvM paccMoTpeHbl obuwme
MeToAbl NpUrogHble Ans yMeHbLUeHNUs pucka.

Takue MeToAbl BKMHOYAIOT:

a) Hagnexallee NPOEKTUpPOBaHWe, MPUHNUMatOLLee BO BHAMaHWe NpeAnonaraemelil puck, a Tak xe cno-
cobbl €ro UCKMHOYEHNS NN CHUXKEHWUS;

b) nponssoacTBO M3gENMiA B COOTBETCTBUM C NOAXOASLLEA CACTEMON UMK MPOLLECCOM, Hanpumep,
ynpaBnsieMbli1 NpoOU3BOACTBEHHbI NPOLECC UK cUcTeMa KavyecTBa, KOTOpble OPUEeHTUPOBaHbI Ha PUCK;

c) BbIGOp NoNb3oBaTeIeM COOTBETCTBYIOLLErO M34eNus, KOTOPBIA, B CBOKO ovepedb, 3aBUCUT OT Npedo-
CTaBMEHUS U3rOTOBUTENEM ICHOTO ONUCaHUA NPeayCMOTPEeHHOTO Ha3HaYeHUS U3aenus;

d) noHMmaHue u3genus nNonb3oBaTenem, KOTOPoe MOXeT 3aBUCeTb OT 0BYYEeHUA AWM OT NOMHOTHI U
SICHOCTM UHCTPYKLIWIA, @ TaK Ke NpeaynpexaeHnii, KoTopble yCTaHOBMAEHbI U3roToBUTENEM (3TO 0COBEHHO BaX-
HO B CllyYae M3genuia, npegHasHaueHHbIX 41 MCMoMb3oBaHNUs B AOMALUHUX YCNOBUAX);

e) naeHTUdMKaLmsa 1 CMOoNb30BaHNe COBMECTUMbIX MPUHAANEXHOCTEN;

f) noBTOpHas cTepunM3aLma MeanLMHCKOTO M34ENUs UNn ero YacTu, Heobxoanmasn Ana UCNOMb30BaHUA
MeANLMHCKOro N3genus;

¢) BbINOMHEHWe NpeanMcaHHoro NpeaynpeauTensHOro peMoHTa U 0BCIYyXUBaHUA, BKINOYAs KOMMOHEH-
Tbl U3genus.

O6eyxaeHne TaknMx MeToA0B AOMKHO NPUBECTU K paspaboTke TpeboBaHuWiA, ycTaHaBNMBaeMbIX K NPoayK-
LW UNK K NpoLueccy, B 3aBUCUMOCTY OT 061acT NpUMeHeHusl cTaHaapTa, CnocobHbIX BHECTW BKNaA B CHUXKe-
HWUE PUCKOB, CBSA3AHHBIX C 3TUM U3AETIUEM UM NPOLIECCOM.

4.10.2 Uepapxuyeckuin noaxon K ynpaBrneHUO PUCKOM

Mpwn BbIGOPE Mep No ynpaBneHuio PUCKOM, CMOCOGHBLIX YMEHbLUMTL PUCK(M) A0 AOMYCTUMOrO YPOBHSA, B
nopsigake npuoputeTa A0MKHbI BbITb MPUMEHeHbI CreayoLne BapuaHTbl YNpaBieHUsi PUCKOM:

a) besonacHocTb, obecnevnBaemas NPOEKTOM;

b) saWwmTHbIE Mepbl, BKMOYas:

- Hanuuue curHana TPeBorun, BCTPOEHHOro B MeAMLMHCKOE U3enue, U

- 3alMTHbIE Mepbl, TPegyCcMOTPEHHbIE B MpoLiecce NPpOU3BOACTBA;

c) WHdopmaumsa no 6e3onacHoOCTy.

4.10.3 OcTaTouHble pUCKU

4.10.3.1 O6LWWMe nonoxeHusa

Mocne pa3paboTki NepeyvHs Mep Mo YNpaBfeHnio PUCKOM AOSMKHO ObITb YCTAHOBIEHO, CMOXET N OCy-
LLeCTBMNeHWe 3TUX Mep caenaTtb pUcK A0MYCTUMbIM. ECniv B OTHOLLEHUM AOMYCTUMOCTU pUcKa MMetoTcA 060CHO-
BaHHble COMHeHMWsl, credyeT paccMOTpPeTb [AOMONHUTENbHbBIE Mepbl MO YynpaBneHulo puckoM. Takas
NoBTOPAIOLLAACA NpoLeaypa AoMMKHA NPoAomMKaTbes A0 TEX Nop, noka puck He ByaeT yMeHbLUeH A0 AoNyCTu-
MBIX YPOBHEA.
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Monb3oBaTtens cTaHAapTa AoMkeH 6biTb obecneveH ymecTHON MHbopMaLMeil OTHOCUTENbHO OCTaTou-
HbIX puckoB. Takoe nHOpPMUpPOBaHUE AOMKHO NO3BONATL NOMNb3oBaTeNto NPUHUMaTL 060CHOBaHHOE pelue-
HWe OTHOCUTENbHO AOCTAaTOYHOCTU CTaHAapTa AN KOHKPETHOM NPOAYKLUMK Ui npoLecca.

Bce TpeboBaHus cTaHgapTa A40MKHb 6a3upoBaTbcsl Ha 0GBEKTUBHOWM OLIEHKE pUCKa, KoTopasi AEMOH-
CTPUpYyeT, YTO OCTaTOUHbIE PUCKU AABMAIKOTCA AONYCTUMBIMUA.

4.10.3.2 BepudukaLums pesynLTaTUBHOCTH

Mepbl o ynpasrieHuIo puckom 1 CBAA3aHHbIE C HUMW MEeTOAbI UCNBbITaHUA, yCTaHOBIIEHHbIE B CTaHAapTax,
DOMKHbI ObITb BepUbULIMPOBaHbI OTHOCUTENIbHO UX Pe3yNbTaTUBHOCTU, NPUYEM 40 U3AaHusa cTaHaapTa. Bepu-
durKauma YacTMuHO MoXeT BbITb MpoBeAeHa Ha OCHOBE aHanM3a Hay4Hon NuTepaTypbl UMK ApYrum crnocobom.
B HekoTOpbIX cryyasix pa3paboTyvKkv cTaHA4apTOB MOTYT NMPUHATL pelueHne YCTaHOBUTb cucTeMy mexnabopa-
TOPHbIX UCCNeJOBaHWUIA.

4.10.3.3 Banugauums Toro, 4to noTpebHOCTU NoNb3oBaTeNns BbINOMHEHbI

TpeboBaHue NpoBOAMTL Banuaauuio TOro, YTo NoTpebHOCTU NoNb3oBaTeNs BuINOMHEHb!, 6610 BbIABU-
HYTO B pe3yrnbTare MexayHapoAHOro npoLecca cornacoBaHus, Npyu KOTOPOM CTaHAapT paccblialoT BCEM 3auH-
TepecoBaHHLIM CTOPOHAM A5s1 HECKOMbKUX payHA0B rofloCoBaHWUA U KOMMEHTapues.

4.10.3.4 BrnvsHue BBOAUMBIX MED MO YMNpaBIieHUIO PUCKOM

Pa3paboTunku cTaHAapTOB AOMMKHBI pacCCMOTPETh BO34EeNCTBUE BBEAEHHBIX MeP NO YNpaBMEHUo puc-
KOM Ha MeULIMHCKOe u3enue, a Takke BO3MOXXHOCTb BOSHUKHOBEHWUS U3-3a 3TUX Mep HOBbIX PUCKOB, KOTOpbIE
MOr K 6bl U3MEeHUTL NepBOHaYasbHyo OLLEHKY pucka. Hanpumep, paspaboTtyunkn cTaHAapTOB A0MKHLI OLLEHUTb
BO3AENCTBUE MEPBI MO YNpaBeHUIo PUCKOM Ha 3KCMyaTaLuUoHHY0 NPUroaHOCTL MEAULIMHCKOTO U3AENUA.

4.11 3aknmoueHue

BeinonHeHue BbllueyKasaHHbIX 3TanoB obnerunt paspaboTky NONHOLEHHOro, OCHOBaHHOIO Ha KOHLen-
Ln1 pucka, cTaHaapTa Ha npoaykuuio unu npouecc. Kpome Toro, Takoi nogxon obnerdyaet obecneveHune
BbIMONHEHUS CUCTEMbI MEHEAKMEHTa pucka, coemectumon ¢ UCO 14971.

5 MpakTn4yeckas NOMoLLb NO BbinonHeHuto Tpe6oBaHnn UCO 14971
nocpeacTBOM CTaHAAPTOB Ha NPOAYKLMIO UMK NpoLecchbl

5.1 CraHaapTbl Ha NpoayKuuto

Ecnu cTangapT Ha NpoayKumio ycTaHaBnuBaeT TpeboBaHus, KoTopble NpeAHasHauYeHbl Ans ynpasneHus
PUCKOM, CBSI3aHHBIM C MEeAULIMHCKUM n3aenuem, To AoMmkHa bbITb NpuBeieHa cneayoLast Ui opMauus:

a) obocHoBaHWe BbIGOpa NpeaenbHbIX 3HaYeHUA NapamMeTpoB, AeTaneil KOHCTPYKLMK, NepeyHs onac-
HbIX 06CTOATENLCTB, a Takke 060CHOBaHWE BLIBOAA O TOM, YTO NPUHSATHIE peLLEeHUS MOXHO cYecTb Ge3onacHbl-
MU (HanpumMep, B OTHOLLEHUN HAY4YHOW NUTepaTyphbl);

b) obnacTb NpMMeHeHUs, KOTopasa YeTko onpeaensaeT NpoayKLUMIo, a TakkKe NPeAyCMOTPEHHOE HazHave-
HWe 3TON NpoayKuuKn;

a) mMeToAbl UCNbITaHUIA N NpeaenbHble 3Ha4YeHUA NapameTpoB, KOTopble obecneunBatoT yBEpEeHHOCTL B
TOM, UTO PUCKA YMEHbLUEHbI A0 A0NYCTUMBIX YPOBHEN, MHOpMaLIMs O KOTOPLIX A0IDKHA coaepXaTb, No Kpau-
Hell Mepe, criegyioLlee:

- npeanonaraeMblii MeAULMHCKAA NPU3HaK (HanpumMep, coctosiHue unu 6onesHb, koTopana byaeTt obHa-
py)xeHa, HabniogaTbes, U3yyaTbCa, ANarHoCTUPOBaTLCA UK NpeaoTBpaLlaThea);

- npeanonaraemMas rpynna nauueHToB (Hanpumep, Bo3pacT, Macca, 340poBbe, COCTOAHUE );

- npeanonaraemMas Yactb Tena, K KOTOpon NpUMeHsaeTcA usgenve, Unu TN TKaHW, ¢ KOTOPbLIM OHO B3au-
MOLEeNCTBYET;

- npeanonaraemblii npocunb NonbL3oBaTens;

- npegnonaraemMasi okpyXawLasa cpeaa NPUMEHeHNs1, COCTOSHUS U MeToAbl UCMONb30BaHUS;

- npeaBapuTesnbHble Npoueaypbl v Npoueaypbl 06CNyXUBaHUS A0 UCNONb30BaHUA (Hanpumep, ctepu-
nunsauus, cbopka, kanubpoeka);

- npoueaypbl peMOHTa U 06CNYXUBaHWUA B TeYEHNE BCETO XKU3HEHHOI0 LiMKNa MeanUMHCKOro nsaenus.

MpuBeaeHHas BbiLLe MHGOPMaLUA NO3BONNT N3rOTOBUTENSIM YCTaHaBNNMBAaTbL CTENEHb BKaaa BbiNonHe-
Husa TpeboBaHWiA cTaHAapTa B YAOBETBOPEeHWe UX NOTpebHOCTA B ynpaBneHUn pUCKOM.

5.2 CrtaHaapTbl Ha npouecchbl

Ecnu ctaHaapT Ha npolecc ycraHaBnueaeT TpeboBaHusi, KoTopble NpefHasHa4YeHbl A4nNA ynpasrneHus
puckom(amu), CBsI3aHHLIM(M) C MeAULIMHCKAM U3fenuem, To AoikHa bbITb NpuBeaeHa cneayowas uicopma-
umst:
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- 0bocHOBaHWe BbIBOAA O TOM, YTO MpUMeEHeHWe cTaHaapTa YMeHbLUUT PUCK 40 A0MYCTUMOTO YPOBHS, Kak
Toro Tpebyet MCO 14971;

- MeToAbl CHVXXEHUS pucka, a Takke MeToAbl NonyvyeHns noaaaroLmMxcs NpoBepKe pesynbTaTos, No3Bo-
nALLWMx caenaTtb 060CHOBAHHIN BEIBOA O TOM, YTO OCTATOUHbIA PUCK ABASIETCA 4ONYCTUMBIM, U

- MeToAbl And ycTaHOBNEeHWs Lernein (HanpuMep, Lenn akennyaTaunoHHON NpurogHoCTy, onucaHHble B
MOK 62366), nocTuKeHWe KOTOPLIX, Kak npeanosiaraeTcs, NPUBOAUT K 4OCTUXKEHUIO ONYCTUMOro 0CTaToOYHOro
pucka.

CTaHgapT Ha npouecc OOMKeH NpefocTaBUTb Takyl WHGopMauuio, koTopasa cnocobcTeoBana Obl
BbinonHeHuo TpebosaHnin UCO 14971 B OTHOLLEHUM onpeeneHnst pucka, yrpasneHus PUCKOM, a Takke Bepu-
dbukaumm Mep Mo ynpasneHuo puckoM. XoTs Banvaauus npowecca He sisnseTcs Tpebosanmem MCO 14971,
HekoTopble CTaHAapThl Ha NpoLecchl BKNOYaoT 3Tan Banuaalmun anst npon3BoAcTBEHHBIX NpoLeccoB. Banu-
Jauuns npolecca MOXeET JEMOHCTPUPOBATL, UTO C LiefbIo BLIMOMTHEHUS KOUTEPUER ACNYCTUMOCTH, ObINO Aoc-
TUTHYTO JOCTaTOYHOE YMEeHbLUEHNE pUCKa.

MpuBeaeHHasi Bbille MHOpMaLLMs MO3BOSNT U3rOTOBUTENSIM YCTaHaBNMBATL CTeNeHb BKaaa BbiNonHe-
HW1S TpeboBaHWIA cTaHA4apTa B YAOBNETBOPEHNE UX NOTPEOHOCTU B yripaBneHUn pUCKOM.

5.3 KpaTkui 0630p NpUMeHeHUs CTaHAapToOB No 6e30NacHOCTU MeAULMHCKUX U3AeNUA B paMKax
NCO 14971

PekomeHayeTcs ykasbiBaTb B BUAE CChINKU, Kak cTaHAapThbl Mo 6e30MacHOCTH Ha MpoLuecchl U NPoayKLmio
MOTyT 06Ner4ymTb BbINCNIHEHNE NpoLLecca MeHeXKMEHTa p1cka B COOTBETCTBUM ¢ TpeboraHuaMmun UCO 14971
(Hanpumep, 3To MOXeT BbITb caenaHo, kak NnpuseaeHo B Tabnuue 1). Ecnu ctaHgapTbl no 6e30nacHOCTU Ha
npoLecchl U1 NPOAYKLUIO He YyCTaHaBNMBaT U3MepUMble NapameTpbl U JOoNyCTUMbIE NpeaenbHble 3Have-
HWS1, TO ANIS1 U3rOTOBUTENS CrieyeT YCTaHOBUTbL MeTo AN pa3paboTku Takux 4ONyCTUMbIX NpeaernbHbIX 3Ha-
YyeHUn. B TO xe BpeMsl ycTaHOBMNEHWE COOTBETCTBYHOLUMX KPUTEPUEB AOMYCTUMOCTU AOSPKHO NOBMeYb
ucnonbsoBaHe MCO 14971. Pa3paboTumku cTaHO4apTOB AOIMKHEI 3200TUTLCS, B NEPBYI0 o4epeab, O TOM, YTO-
6bl NObYXAATH N3rOTOBUTENEN UCTIONBb30BaTL NpoLece, ycTaHoBNeHHbI B UCO 14971, ¢ uenbio o6ecneveHus
Kak 60nbLUeln pe3ynbTaTUBHOCTU, Tak 1 6e30nacHOCTU.

Ta6nuuya 1— PykoBoACTBO NO NPUMEHEHUIO CTAHAAPTOB Mo 6e30NacHOCTM Ha MPOLECCHI M NPoAYKUMIo Ans obnerve-
HWS BbINOIHEHWS MpoLiecca MEHEAKMEHTA prCKa

NCO 14971 paspen/nyHKT

CraHgapt no 6e3onacHoCcTU npoaykuuu

CraHpapTbl Ha npouecc

3.2 OTBETCTBEHHOCTb BbICLLEFO PY-
KOBOACTBa

MoxeT 6bITb NPUMEHUM HACTUYHO

MoxeT onpeagernuTb AOMOMNHW-
TeNbHYI0 OTBETCTBEHHOCTb M 3aja-
uM ANA MEHeQKMeHTa

3.4 MnaH meHeaXMeHTa pucka

MoxeT nomoub ycTaHaBnNUBaTh Kpu-
Tepun QoNycTMMOCTH prcKa

MoxeT npegycmarpuBate npo-
ueaypb! ANA NNaHMpPoOBaHUA MeHen-

XMEHTa pucka

3.5 dann meHegXMeHTa pucka

MoxeT onpeaenuTb HEKOTOpbIE CBEAEHUR, KOTopble ByayT BKNIOYEHbl B

chann meHepPKMEHTa pucka

4.2 MNMpegycMoTpeHHOe nNpUMeHe-
Hue

MoxeT ugeHTndnumpoBaTh NPeayCMOTPEHHOE NPUMEHEHUE U 060CHOBaAHHO
NPOrHO3UpyeMoe HENPaBUNbHOE NPUMEHEHUe NPOAYKLUUM M NPOLECCOB, HA KO-
TOpble pacnpoCTPaHSAETCA CTAHAAPT, a TAaKKe XapakTepUCTUKN, CBsi3aHHble C Ge-
30NacHOCTBIO, K KOTOPLIM O6palnaertca ctaHgapT

4.3 UaeHTudmkaumsa onacHocTen

MoxeT waeHTUMUMPOBaATL U3BEC-
THble W NPOrHo3npyemble OonacHoOCTH,
CBAA3AHHbIE C MEAUUMHCKUM W3AENUEM,
KoTOpble ByayT paccMOTpPeHbl Npu aHa-
NN3e pUCKa 3TOro U3penua

MoxeT npepgoctaBnaTb op-
manbHble Npoueaypbl naeHTUbMKa-
UMY U3BECTHBIX U MPOTHO3UPYEMbIX
ONacHOCTeN, CBSA3aHHbIX C Meau-
LUMHCKUM U3aenmem

4.4 Onpepenenne pucka(oe) oT
onacHoW cutyauum

MoxeT npegocTaBnaTb WHpOpma-
UMIO O CTENEHUN TSXXECTU Bpeaa Wnun Be-
POSITHOCTU BO3HWKHOBEHWA Bpeaa npu
BO3HMKHOBEHUM ONACHbBIX CUTYaLui, KO-
TOPasn MOXET UCTONb30BaTLCA U3FOTOBU-
TEeNnem npu aHanmae pucka MeauuUnMHCKo-
ro usgenus

MoxeT npepocrasnATb  KOH-
KpeTHyI0 nHdopmaLmio unu npoue-
Aypbl Ans cuctemaTnyeckoro céopa
MHOpMaUnK B OTHOLIEHUN CTene-
HU TSXKECTU Bpeaa unn BeEPOSATHOC-
TM BO3HWKHOBEHMUS Bpega npwu
BO3HMKHOBEHWUM ONacHbIX CUTyaunn
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NCO 14971 pasgen/nyHkt

CraHgapT no 6e3onacHOCTU NPOAYKUMK

CraHgapTbl Ha npouecc

5 OueHuBaHve pucka

MpeaenbHble 3HaYeHWsl, KOTOpbIE
yCTaHABNUBAIKOTCA B CTaHaapTe, obbl-
YHO OTPaXKaloT NyHlWyio o6WenpuHs-

TYO NPaKTUKY

MoxeT npeaocTaBnaTb METofbl
MnuM npoueaypbl Mo OLEHUBAHWUIO U
yCTaHOBNEHUIO AONYCTUMOCTU pUCKa

6.2 AHann3 BO3MOXHOCTEW YNpaB-
NeHNs PUCKOM

MoxeT npeaocTaBnATb BO3MOX-
Hble BapUaHTbLl YNPaBnNeHus PUCKOM,
NPeanonoXuTeNbHO ABNAOLWNECSH pe-
3yNbTaTUBHLIMU ANS CHWKEHNS PUCKA,
KOTOpble MOTYT GbiTb OCYWECTBNEHbI
Npyu NPOEKTUPOBaAHUN U3FOTOBUTENEM
MEANLMHCKOrO n3aenun

MoxeT npenocTtaBnsTe BO3MOX-
Hble BapWaHTbl YNpaBreHUsl PUCKOM,
NpeanonoOXUTENbHO  SIBMSIOLLMECS]
pe3ynbTaTUBHLIMU AN CHIDKEHUS]
pucka, kotopble MOryT 6biTb OCy-
LLECTBNEHb! U3rOTOBUTENEM

6.3 BeinonHenne mep no ynpaene-
HWIO PUCKOM

MoxeT npeaycmartpueaTh UCNbITa-
HVSA ONs Bepudukaumm pesynbTaTue-
HOCTU Mep MO YNPaBNeHNIo PUCKOM

MoxeT npegocTaBnsaTe BO3MOX-
Hble Mepbl MO YNPaBIEHUIO PUCKOM,
NpeanonoOXUTENbHO  SIBMSIOLMECS
pe3ynbTaTUBHLIMU ANl CHIDKEHUS!
puCKa, KOTOpble MOTYT GbiTb Ocylle-
CTBINEHbI U BepUPULMPOBaHbLI U3rO-
TOBUTENEM

6.4 OueHvBaHue 0CTaTO4YHOro pUcKa

MpegenbHble 3HAYEHUs,  KOTO-
pble yCTaHaBNMBAIOTCS B CTaHdapTe,
06bIYHO OTpaxaloT Ny4Lwyo oblwenpu-
HATYI0 NPaKTUKY NPV yNpaBrieHum puc-
KOM

MoxeT npegoctaBnaTb MeToabl
unu npoueaypbl Mo OUEHUBAHUIO U
yCTaHOBNEHWUIO AONYCTUMOCTU pUCKa
(cm. pasgen 5 «OuenvBaHue puckar)

9 lMpousBogcTBEHHAS U MOCTNPON3-
BOACTBEHHAs1 MHbOpMauus

MoxeT npegycmarpueaTs onpege-
neHHble TpeGoBaHUs ANA MexaHws-
moB c6opa uHopMaLVKM Ha CTaansax
Npou3BOACTBA U NMOCTNPOV3BOACTBA

MoxeT npepoctaBnAaATL npoue-
aypel gna Beibopa u oueHMBaHuA
MOCTNPON3BOACTBEHHON WHpOPMa-
UMM NS nocneayrowmx KoppekTupy-
lowmx AenNcTBUR
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Mpunoxenne A
(cnpaBouHoe)

CraHpgapThl no 6e30MacHOCTU Ha npoaykuuio U npouecchbl

A.1 CtanpapTbl Ha npoayKuuio

Kaknpaeuno, ¢ uenbio cogencreusiobecneyvernio 6e3o0nacHOCTU U pe3ynbTaTUBHOCTU MEAULMHCKUX U3AENWIA, CTaH-
AapTbl HAa NPOAYKUMIO AOMKHbI 6a3npoBaThCs HA HayUHbIX AaHHbIX. Takne gaHHble MOryT BbITb NONYyYeHbl OT UCCIEA0BaHUIA
B yCnoBusix nabopatopun Unu KIMHUKKU, NPU MCMNONb30BaHNMKN TakMX NOCNEAHUX AOCTUXEHUI B 06nacTy Hay4yHO 060CHOBaH-
HbIX METOAOB, KaK CTaTUCTUYeckas 06paboTka pe3ynbTaToB, METOA CPABHEHWA UMW NYYLLUX NPaKTUHMECKUX PELLEHWI, KOTO-
pble UCNONB3YIOTCS B TAKUX XXe U3genusix unv nagenusx nogobHoro tuna.

C uenbio ynpaeneHusi puckom Ao AoMNyCTUMOro YPOBHS CTaHAAP Tbl HA NPOAYKLUMIO MOTYT MCNONb30BaTh pasHoobpas-
Hble NpUKNagHble MeToabl, HaNpUmep:

- yCTaHOBneHWe obWEeNPUHATLIX B HACTOsILEee BPeMsl NpeaenbHbIX 3Ha4eHUl Takux nokasatenen 6esonacHocTu,
Kak husmdeckoe, Xummuyeckoe nnm 6uonormueckoro Bo3gencTBMe Ha YenoBeka (4o3a peHTreHa, npegenbHble 3Ha4YeHNs
3MEeKTPUYECKOr0 TOKa, OrpaHUYeHus TemMnepaTtypbl NMOBEPXHOCTH, npegen GuoHarpysku, npegencHole 3HaqYeHus ans
BbIMbIB2EMbIX BELWECTR);

- CTaHAapTU3MPOBAaHHbLIE COCTOSIHWA OKPYXaIoLWEl cpeAbl B 30HE HAaX0XAeHWUA nauneHTa (AnanasoHbl Temneparty-
pbl U BNAXXHOCTU, 3N1EKTPOMAarHuTHeIe nons, 0ocobo ynpaensiemble ycrioBusi B onepaunoHHbIX);

- CTaHZapTU3NPOBaHHbIEe MHTepgenChl YernoBek — usgenue (MHAMKaTopsbl, pa3nuyHble LBeTa, CUMBONbI, TPEBOX-
Hasi cUrHanmaauusi, Tpe6oBaHuA K JOKYMeHTauun);

- yCTaHOBNEeHWe OOLLenpuHATBHIX B HacTosilee BPeMsi KOHCTPYKTMBHBIX geTanen (3nektpuyeckan uaonaums,
kabenbHble coeguHeHns);

- CTaHAapTU3MPOBaHHbIE WUCMbITAHUA ANS AEMOHCTPauuM COOTBETCTBUS {UCMBITAHWA Ha SNEKTPOMAarHUTHYIO
COBMECTUMOCTb, UCMbITAHWS Ha GUOCOBMECTUMOCTb).

A.2 CtaHpapTbl Hanpouecchl

O6Lwenpr3HaHo, YTo CTaHAapTbl Ha NPOLECCH CNOCOBHLI BHECTU BKNag B obecrneveHne 6e30nacHOCTY U pe3ynbTa-
TMBHOCTU, HO MPU 3TOM BECbMa TPYZAHO ONpeaennTb CTeNeHb 3TOro BKNaga KONMYECTBEHHO. TeM He MeHee, cTaHaapThl
MOTYT OTpaxaTb OOLWENPUHATYI0 B HACTOsILLEE BPEMS NPAKTUKY, IMaeHbIM 06pa3om hOoKyCUpyACk Ha TEX acnekTax, KoTo-
pble NPUBOASAT K JOCTMKEHW IO XKernaeMoro pesynbtarta ynpaensaeMbsim cnocobom (Hanpumep, cooTBeTCTBUE cneunduka-
uumn no 6e3onacHocT). CTaHaapTbl HA MPOLIECCH! TAKXKE BHOCAT BKNag B obecnevYeHne yBepeHHOCTU B TOM, YTO CTaHZAPThI
Ha NPoAYKLMI0 NOCMNef0BaTENIbHO OCYLLECTBIIEHSI.

CraHaapTbl Ha NPOLECCHI, BKINOYas NMpoLecchl ynpaBneHnsi NPOEKTUPOBaHUEM, Banugauun, npousBoacTea m obeny-
XWBaHWS, MOTYT BHECTMW BKINaa B 6€30NacHOCTb MEAULMHCKUX M3genuin NnocpeacTBOM CTaHAAPTM3aumMmn 3TUX NPOLECCOB,
KOTOpas sSIBNSIeTCs CYLLLECTBEHHON Ansi co3aanuns 6e30nacHbIX MeEAUUMHCKUX ndaenuin. Huxke npueeaeHsl NnpumMepsl CTaH-
JapTOB Ha NPOLECCHI, KOTOpPble 0ONerYalT MEHEAXMEHT PUCKA, XOTA OHU U He pa3paboTaHbl cneunanbHO ana uenen
MeHepKMeHTa pucka:

- 06LenprHATOE B HACTOsILLLEe BPEMS] yNPABNEeHNe AOKYMEHTauMen, KoTopoe ABNsAeTCA npeanoceinkon Ansa nioboro
npouecca co3faHusi Npoaykumu; OObIMHO FABMAETCH 3NEMEHTOM CUCTEMblI MEHEPKMEHTa KadecTBa (Hanpumep,
NCO 13485);

- cornacoBaHHbIE pamMKu ansi Bbibopa 6uonormyuecknx neneitaHnii (Hanpumep, cepusi ctaHgaptos UCO 10993) n
cornacoBaHHble MeTOoAbl Ha MNPOUEcChl CTepunu3auumn meguuuHckux usgenun (Hanpumep, UCO 11135-1 wunm
NCO 11137-1).
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Mpunoxenne B
(cnpaBoyHoe)

UHdopmauuna no pucky

Pa3paboTumkn cTaHaapToOB AOMKHbI ONpeaenuTb MCTOYHUKW NNU MeTOAbI MoNnyYeHust uigopmaumm o pucke. K takon
uHopmauum, HanprmMep, OTHOCUTCS Bped, KOTOPbIN Mor 66l crnegoBaTe OT HEKOTOPbIX ONaCHOCTEN, BEPOATHOCTE BO3HUK-
HOBEHWs Bpeda B pe3yfbTaTe Co34aHns ONacHom cUTyaumnm Uinm AaHHbIX HAAEXHOCTU, KOTOPbIE MOTYT UMETb OTHOLLEHMNE K
CB$I3aHHbIM prckaM. OTa MHOpMaUWs MOXeT BbiTb NOMyYeHa OT BHELLHMX MCTOUYHUKOB UITW SKCTNIEPUMEHTOB, NPOBEAEHHbIX
BHYTPM OpraHn3aumm {cuctema cbopa n aHanusa gaHHbix).

Bo3MOXHble MCTOUHMKM AaHHbIX 41151 MHOpMaLIMU MO PUCKY BKITIOHAIOT:

- cUCTEMaTMYECKMI aHamNn3 PacCMOTPEHHON NMUTepaTyphbl, C UCMONB3OBAHUEM MEANLMHCKMX U NapaMeauLMHCKUX
6a3 gaHHbIX;

Heobxoamnmo ¢ 0OCTOPOXKHOCTBIO NOAXOAUTB K BbIGOPY MHPOPMALIMOHHBIX UCTOYHUKOB.

TEXHUYECKME JOKYMEHThI OT COOTBETCTBYHOLLMX KOMUTETOB N0 CTaHAAPTU3aLWK;
Hay4HY0 MUTEpPaTypy U BHYTPEHHNE JOKYMEHThI MPOMbILLIEHHbIX aCCOLMaLNN;
apyrve HeonybrnvkoBaHHbIE CTOYHUKKM, U3BECTHLIE 3KCMepTam B 3TOM 0bnacTu;
HeoOpaboTaHHbIe AaHHbIE U3 OTKPbLITbIX UCTOYHWKOB;

6a3bl 4aHHbIX KOMNETEHTHbLIX OPraHoB BNacTu;

OCHOBHbI€ [JaHHbIE HadEeXHOCTY;

CChINKU B APYrMX CTaHAapTax;

XKypHarbl M HENPOBEPeHHbIE UCTOYHWKM U3 CETU IHTEpHET.
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