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BeepeHne

NCO/TO 24971 noArotoBsieH COBMECTHO TexHuueckum komutetoM ISO/TC 210 «MeHemKMeHT Kade-
CTBa W COOTBETCTBYILIME 06LMEe acnekTbl MeguULUHCKUX nU3genvin» n TexHudeckum komuteTom IEC/SC 62A
«Ob6LMe acnekTbl 31eKTPOO6OPYA0BAHUS, UCMONb3YEMOr0 B MeAULMHCKONM NpakTuke». MpoekT 6bi1 Hanpas-
NIeH Ha ronocoBaHne B HauMoHasbHble opraHbl Kak ICO, Tak n M3K.

OnbIT NokasbiBaeT, YTO U3TOTOBUTENN UCTbITLIBAIOT CIOXHOCTU MPU NPAKTUYECKOM MPUMEHEHUN HEKO-
TopbIX pasgenos MCO 14971. HactosAwmii ctaHaapT npeactasniseT co60i pykoBOACTBO, NOMOratLiee npu
pa3paboTke, NPUMEHEHVN U MOALEPXAHUM MpoLecca MeHe[XMeHTa pucka, NPUMEHAEMOro K MeANLUHCKAM
U3genvam, Lenblo KOTOPoro SBASETCS BbiMofHeHne TpeboBaHmii NCO 14971. Takke HacTOAWMIA cTaHdapT
BK/IlOYAET ero cneuuanbHble acnekTbl A5 LWMPOKOro AnanasoHa MeauLMHCKUX N3LeNniA, Taknx Kak akTUBHbIe,
HeaKTUBHbIE, UMNNAHTUPYEMbIE N HEUMMAHTUPYEMbIE MEAULNHCKME U3[EeNUa U MegUUUHCKUE n3genusa ans
in vitro AnarHoCTUKN.

HacToswmii ctTaHaapT He ABNAETCS NOMHLIM PYKOBOACTBOM Mo npumeHeHunio ICO 14971 ansa opraHusa-
unii. OH JOMNOJHAET PYKOBOACTBA, CoAepXallnecs B MHPOPMATUBHbIX NpuioxeHnsax NCO 14971. kacarowwm-
ecs cnefyrowmx obnacTei:

- PYKOBOACTBO MO POSIN MeXAyHapoAHbIX CTaHAapTOB Mo 6e30MacHOCTU MPOAYKLMN U CTaHAAPTOB Ha
npoLeccbl B MEHEIXMEHTE PUCKa;

- PYKOBOZACTBO MO paspaboTke NOAUTUKN YCTaHOB/IEHUS KPUTEPUEB AOMYCTUMOCTM PUCKA;

- PYKOBOACTBO MO MCMOMb30BaHU0 MHAOPMALIMK, NOMYYEHHOW No 06paTHOl CBA3M Ha CTafusax npous-
BO/ICTBa M NOCTNPOU3BOACTBA;

- PYKOBOACTBO MO AundpdpepeHumanmun nHgopmauny no 6e30nacHOCTM Kak Mepbl MO yNpaBieHuo pu-
CKOM U cO06LaeMbIX CBEAEHUI 06 OCTAaTOYHOM PUCKE;

- PYKOBOACTBO MO OL,EeHMBaHWIO COBOKYNMHOr0 OCTaTOYHOro pucka.

B HacToslwem cTaHAapTe NpUBELEHO HECKO/IbKO MOAXOA0B, KOTOPblE MOXET MCMNOoNb30BaTbh OopraHusa-
Unsa ANns NpUMEHEeHUs 1 NoAAepXXaHUsA HEeKOTOPbIX acrnekToB CUCTEeMbl MEHeIXMeHTa puUcKa, COOTBETCTBYIO-
wein NCO 14971. MoryT ncnonb3oBaTbCsA aflbTepHATUBHbIE NOAXOAbl, €CIM OHU YAOB/IETBOPSAIOT TpeboBaHU-
am MCO 14971.

Mpw oueHKe NPUMEHMMOCTU PYKOBOAALLMX YKa3aHWUi HacTosALLero craHaapTa Heo6XxoAMmMo paccmarpu-
BaTb NpUpoAy MeauunHcKoro(nx) nagenusa(uin), kK KotTopomy(biM) OHU MPUMEHSITCS, PUCKU, CBA3aHHbIE C UC-
nosb30BaHNEM JaHHOro MeAULMHCKOTO U3AEeUs U NPUMEHNMbIE perynupyloline TpeboBaHus.
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HAUWOHANBbHbBIN CTAHOLAPT POCCUWCKOW OEALEPALUNMN

N3OENNA MEOVMUMHCKUE
PykoBofcTeo no npumeHeHuto NCO 14971

Medical devices. Guidance on the application of ISO 14971

[Jata BBefeHuns — 2018—03—01

1 O6nacTtb NpuMeHeHUs

HacToswwii ctaHgapT npeacTasnseT coboii pykoBOACTBO, kacalleecs onpeaeneHHbix obnactein NCO
14971 npw ocyLlecTBNEHUN AEATENLHOCTU N0 MEHEIKMEHTY puUcKa.

CTtaHfapT npegHa3HayeH A/151 Oka3aHUsi MOMOLLM U3rOTOBUTENSIM U ApYTMM MO/b30BaTessiM cTaHaapTa
B 0bnacTu:

- MOHMMAaHUSI PO MeXAYyHapoAHbIX CTaHAapTOB Mo 6€30MacHOCTM NPOAYKUMW U CTaHAapTOB Ha Mpo-
Lieccbl B MEHE)XMEHTE PUCKA;

- pa3paboTky NONWNTUKM YCTAHOBEHUS KpUTEPMEB AOMYCTUMOCTM pUCKa:

- BK/IIOYEHUA NPOU3BOACTBEHHOW 1 MOCTNPOU3BOACTBEHHOM UHGDOPMAaLUK, NONYYEHHO C NOMOLL b0 06-
paTtHoii CBS3K, B NPOLLECC MEHEMKMEHTA PUCKa;

- AnddepeHumaumm Mexagy «umHdopmaumein no 6e30macHoCTU» U «CoOOLLaeMbiMU CBeAEHUAMU 06
0CTaTOYHOM pUCKE»;

- OLEHMBaHUS MOJIHOTO OCTATOYHOrO pUcka.

2 Ponb MeXayHapoaHbiX cTaHAapToB No 6e30MacHOCTM MPOAYKL MUY
M CTaH4apTOB Ha NpoLuecchbl B MeHeAXMeHTe pucka

2.1 0O630p

MexpayHapogHble cTaHAapTbl No 6e3onacHOCTV NPOAYKUUM U CTaHAApTbl HA MPOLLECChl UrpatT cylie-
CTBEHHYIO POJIb B MEHEMKMEHTE puCKa, kKak onvcaHo B ICO 14971. B npuHumne 3Tu cTaHAapThbl paspabaTbl-
BalOT. Y€ WUCMNOMb3ya KOHLENUMIO MeHe)KMEHTa pucka, KOTopas MOXeT BKuaTb naeHTudukaLlmnio onacHo-
CTeli 1 onacHbIX CUTyaLuid, onpejeneHne pyUckoB, OLEHUBaHWE PUCKOB 1 onpegesieHne Mop Mo ynpas/ieHuto
pUCKOM.

Bonee nogpo6Hyo MHopMaLuio No npoueccy paspaboTkn CTaHLApTOB Ha MefULVHCKME u3fenus c
MCMO/Ib30BaHNEM KOHLENUMN MEHEKMEHTA PUCKA MOXHO HalTW B TakMx AokymeHTax, kak MICO/M3K Pyko-
BoAcTBO 51 1 NCO/M3K PykoBoacTBO 63.

MexgyHapofHble cTaHAapTbl N0 6e30nNacHOCTV NPoAyKuuM 1 cTaHfapTbl Ha npoueccsl pa3pabarbiBa-
H0TCS 3KCMepTamy B aHHOM 061acTu 1 0TpaxaloT obLLenpru3HaHHbIii ypoBeHb pasBuTUa Hayku (cm. D.4 MCO
14971:2007).

[aHHble cTaH4apTbl UTPaOT BaXHYI0 POJib B MEHEMXMEHTE pucka. Npu oCyLLecTBNeHUN MeHEMKMeHTa
pucka U3rotoBuTeslb, B MEPBYIO ovepefb, AO/HKEH PacCMOTPeTb MPOEKT paspabdarbiBaeMoro MeauLMHCKOro
n3genvsa, ero npegnosiaraemMoe UCMosb30BaHne 1 CBsA3aHHbIe C HUM onacHocTu/onacHble cuTyauuun. Msroto-
BUTENb NPU BbIGOPE MPYMEHUMbIX CTaH4apTOB MOXET OTAaTb NpefnoyTeHne TeM. KOTOpble Yxe cofepxart
KOHKpeTHble TpeboBaHWsA, nomorawwme ynpasisaTb pUCKamu, CBA3AHHbIMW C KOHKPETHbIMW onacHoctamu/
onacHbIMN CUTyauuamu.

M3aaHue ouymnansHoe



FOCT P 57449—2017

[N MeaULUHCKUX N3LENWIA, KOTOPbIE COOTBETCTBYHOT TPEGOBAHUSIM 1 YIOB/IETBOPSIIOT KPUTEPUAM AaH-
HbIX CTaHAAPTOB, OCTATOUHbIE PUCKM A/1S1 KOHKPETHbIX OMacHOCTER/ONacHbIX CUTyalnii MOXHO cuyecTb Aony-
CTUMbIMW. €C/U He NpefCcTaB/eHbl 06bEKTUBHbIE faHHbIE, CBUAETENLCTBYOWME 06 06paTHOM. HeKoTopbIMu
BO3MOXHbIMU NCTOYHMKAMU TaKUX 0GBHEKTUBHbLIX CBUAETENIbCTB MOTYT ABAATLCSA OTYETbI O HEGMArONPUATHBIX
COBLITUAX, U3LATAN NPOAYKLMM M3 0GpaLleHus U npeTeH3un. Tpe6oBaHUs MexAyHapoAHbIX CTaH4ApTOB, B
umcne KOTOPbIX UHXEHEPHbIE W aHANWTUUYECKMe NPOLEcChl, KOHKPETHbIe NpefesbHble 3HAYEHWS BbIXOAHbIX
XapaKTePUCTUK U3AENUs, MpenynpexmaeHns wan npoekTHble chneuudukauum, MOryT cuMtatbCsl Mepamu no
ynpaB/ieHW0 PUCKOM, YCTAHOB/IEHHbIMU pa3paboTyMKaMy CTaHAAPTOB U NMpeAHa3HauYeHHbIMW AN pearnpo-
BaHWSI HA PUCKM OT KOHKPETHbIX ONACHbIX CUTyauuii, KOTopble UAEHTU(ULUPOBAHbLI U OLEHEHbI KakK Hyxato-
Lecsi B ynpaBneHuu.

Bo MHOrMx cnyyasx paspaboTuukyi CTaHAAPTOB B3AAM HA CeG6S, BbINOMHUAN 3/1IEMEHTbI MEHEMKMEHTA
puvcka 1 NpefjoCcTaBuIM U3rOTOBUTENSIM FOTOBbLIE PELLEHWs B BUAe Tpe60BaHUil K KOHCTPYKLUM U METOAAM UC-
MblITaHUii ANS1 yCTAHOB/IEHNS COOTBETCTBYSI.

MpwW OCyLLeCTBNEHUN AEATENBHOCTU MO MEHEMKMEHTY pUCKa W3rOTOBUTENN MOFYT MCMO/b30BaTh pe-
3ynbTaThl paboThl Pa3paboTUMKOB CTAHAAPTOB U HE MOBTOPSATL aHanu3, Bedyluii K Tpe6oBaHUAM CTaHAapTa.
CnepoBaTtenbHO, MeXAyHapoaHble CTaHAapTbl NPeAcTaBasioT coboil LieHHY MHdopMaLyio No AonycTUMo-
CTW PUCKOB, KOTOpas Ba/iMAMpoBava B paMkax BCEMMPHOIO npoLecca OLeHUBaHWS, BKIOUYAs MHOFOKpATHbIE
3Tanbl aHann3a, KOMMEHTUPOBAHMUS U FO/10COBaHUS.

2.2 Wcnonb3oBaHne MexXAyHapoAHbIX CTaHAAPTOB Mo 6€30NacHOCTU NPOAYKUUN
B MOHOKMEHTE pucka

MexayHapoaHbli cTaHA4apT no 6e30nacHOCTY NPOAYKLMU MOXET ycTaHaBNnBaTe TpeboBaHusi, KOTopble,
npy NX BbIMOSTHEHUN, NPUBOAAT K AOMYCTUMOMY PUCKY A1 KOHKPETHbIX OMacHbIX cutyauuin (Hanpumep, orpa-
HUYeHns ans obecneyveHuss 6e30MacHOCTN). M3roToBuTe/lb MOXET WCMONb30BaTh 3T TpeboBaHWUA B MeHe[-
XMEHTEe pucka creayoLmm obpasom.

a) Ecnv B MexayHapofHbIX cTaHfapTax no 6e30nacHoCTy NPoAyKUUM YyCTAHOB/EHbI KOHKPETHblE Tex-
Huyeckme TpeboBaHWA, Kacallmecs onpefenieHHbIX OnacHOCTel WM OMacHbIX CUTyauuii, a Takke KOHKpeT-
Hble KpUTEpUM MPUEMKM, TO COOTBETCTBME ITUM TpeboBaHWAM CUMTAETCS JOCTaTOYHbIM AN YCTaHOBMEHUS
TOrO, YTO OCTATOYHbIE PUCKM CHMXEHbI A0 AOMYCTUMbIX YPOBHEN, ecnn He npefcTaBfeH0 06beKTUBHbLIX CBU-
feTenbcTB obpatHoro. Hanpumep, B MOK 60601-1 A0/MKHBI KOHTPO/IMPOBATLCA TOKU YTEUKMN AN AOCTUKEHNS
[OMyCcTMMOro YpoBHA pucka. B MOK 60601-1 npuBefeHbl OrpaHMyeHnss B OTHOLLEHUW TOKOB YTEUKU, KOTOpbIE,
Kak cumTtaeTcs, NpUBOAAT K AONYCTUMbIM YPOBHAM pUCKa Npu U3MepeHnn B COOTBETCTBUN C YC/IOBUAMU, yCTa-
HOBMEHHbIMY B 8.7 M3K 60601 -1:2005. [1na AaHHOTO NprvMepa ganbHenwmnin MeHeKMEHT prcKa He ABSeTCS
HeobxoAMbIM. B 3TOM c/lyyae He06Xo4MMO BbINOMHWTL Ceaylolmne waru:

1) BbINOAHWTL TpeboBaHNSA NYHKTOB 4.2 1 4.3 NCO 14971:2007 Ansa naeHTUUKaLmnm xapakrepucTuk,
kacatoLmxca 6e30nacHOCTU, U AEHTUMMKALMN ONACHOCTER N ONacHbIX CUTyauuii, CBA3AHHbIX C U3AeNnem,
HaCTO/IbKO MOJIHO, HACKOJIbKO 3TO BO3MOXHO:

2) naeHtTumumpoBaTb ONacHOCTU U ONacHble CUTYaLun, CBA3aHHbIE C paccMaTpuBaemMbiM MeguLnH-
CKUM u3fenviem, KoTopble MOJIHOCTbIO 0XBATbIBAOTCA MeXAyHapoAHbIM CTaHAapToM Mo 6e30MnacHoOCTU Mpo-
AyKumnu,

3) pns Tex MAeHTUMULMPOBAHHbLIX ONACHOCTEN M OMacHbIX CUTyaLuii, KOTOpble MOMHOCTLI0 0XBaTbl-
BalOTCA MeXAyHapoAHbIMU CTaHgapTaMmn no 6e30nacHoOCTV NPOAYKLMN, N3TOTOBUTESTb MOXET CHECTb BO3MOX-
HbIM He onpegenatb (n. 4.4 NCO 14971:2007) wnu oueHuBatb (N. 5 NCO 14971:2007) atn puckn. B atom
cnyyae AN AeMOHCTpaL M 3aBepLUEHHOCTY OnpeAeieHnss pUCKOB 1 OLEHMBAHUSA PUCKOB CredyeT onvpartbcs
Ha TpeboBaHus, cofepxalymecss B MeXAyHapogHOM cTaHAapTe;

4) no BO3MOXHOCTW, U3roTOBUTESb AO/DKEH NAEHTUMULMPOBATL TEXHUYECKNE XapaKTEPUCTUKN KOH-
CTPYKUMWN. KOTOPble Y[OBMETBOPAIOT TPeb6oBaHWAM, cofepxalumcs B CTaHAapTe, U WUCNoMb3oBaTb WX Kak
Mepbl Mo ynpasneHuto puckom (6.2 NCO 14971:2007).

MpumeyaHne — [N HEKOTOPbIX MEeXAYyHAapOAHbIX CTaHAAPTOB MO 6e30nacHOCTV MPOAYKUMM BO3MOXHOCTb
naeHTUMKaLMM BCeX KOHKPETHbIX Mep No ynpaB/ieHno PUCKOM orpaHuyeHa. OgHUM 13 NPUMEPOB ABNAETCA UCMbITaHue
Ha 3/1IEKTPOMArHUTHY COBMECTUMOCTb B MOK 60601-1-2 ANA CNOXHbIX MELULMHCKUX U3LENWIA;

5) BepuuKaLms BbINOHEHWS Mep MO YNpaB/iEHUI0 PUCKOM B OTHOLUEHUM 3TUX OMACHbLIX CUTYyaLuil
MOXET GbiTb NPOBefieHa MOCPEACTBOM aHasu3a MpPOEeKTHO-KOHCTPYKTOPCKON AoKyMeHTauuu. Bepudukaums
pe3ybTaTUBHOCTY Mep MO YNpaB/ieHNo PUCKOM MOXET GbITh NPOBeAeHa NOCPeACTBOM UCTbITaHWIA 1 aHanusa

2
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MX pes3ynbTatoB, KOTOpble AO0/MKHbI AEMOHCTPUPOBATL, YTO U3AeNne yAOoBAeTBOpSeT COOTBETCTBYIOWMM Tpe-
60BaHVAM MeXAyHapoaHoro ctaHgapTta no 6e3onacHoCcTV NPOAyKLMK:

6) ecnv npumeHumble TpeboBaHWA BbINOMHAKT, COOTBETCTBYIOLWME OCTATOYHbIE PUCKW CUYMTAIOTCH
[0NyCTUMbIMMU.

b) Ecnn B mexayHapoAHOM cTaHfapTe no 6e30nacHOCTM NPoAyKuuUM TexXHu4eckne TpebosaHusa 1 CBS-
3aHHbIE C HUMW WCMbITaHWSA, a Takke KpUTepun NpueMKkn pesynbTaToB UCMbITAHUIA YCTaHOBEHbI HE B NO/THOM
06bemMe, TO cUTyauus ssBnseTcs 6onee CNOXHON. B HEKOTOPLIX CNyyasx cTaH4apTbl NPeAnucbIBalOT N3roTOBU-
Teno NPoBOAUTL KOHKPETHbIE UCMbITAHUSA, CBA3AHHbIE C U3BECTHLIMW OMACHOCTAMWU UM OMaCHbLIMU CUTYaLU-
AMW. HO He NPVBOAAT KpUTepuu npuemkmn {Hanpmmep. M3K 60601-2-16, kK 060opyAoBaHVIo 418 remoanannsa,
rcemoguadunbTpauun 1 remocunbTpauun). B gpyrux cnyyanx ctaHaapTbl NPOCTO yka3blBaloT U3roTOBUTENO
Ha Heob6XxoAMMOCTb UCCMe0BaTb KOHKPETHbIE OMACHOCTU WM OMacHble CUTyauuu B pamkax aHaimsa pucka
(Hanpumep, 10.2 M3K 60601-1:2005). inana3oH anbTepHaTVBHbLIX BAPMAHTOB C/IULLKOM BEWK, YTOObI Npeso-
CTaBWTb KOHKpPETHbIE yKa3aHus N0 NCNOo/b30BaHMI0 Takux CTaHAAPTOB B Npouecce MeHeXMeHTa pucka. Tem
He MeHee U3roToBUTE/NIAM PEeKOMEeHyeTCa UCMO0/b30BaTb COAepXaHne Taknux CTaH4apToB B UX MEHeKMEHTe
prcka KOHKPETHbIX MeAULMHCKUX N3aenuid.

c) Ana onacHocTell nan onacHbIX CUTyaLuii, KOTopble MAEHTUMULUMPOBAHbI ANA KOHKPETHOrO MeULMH-
CKOro M3feNus, HO CneunasibHO He PacCMOTPEHbl HU B OAHOM U3 CTaHAAPTOB, U3rOTOBUTESb [O/IKEH YYecTb
3TV ONacHOCTU WAW OnacHble cUTyauun B npouecce MeHeMKMeHTa pucka. M3rotosutens AO/MKEH onpege-
NATb. OLEHMBaTb PUCKM W. NPY HEOBXOAMMOCTH, YNpasnATb 3TUMU puckammn (cMm. 4.4. 51 6 NCO 14971:2007).

Ha pucyHke 1 npegcrtasrieHa 6/710K-CXxeMa v NpuMep UCNo/ib30BaHUa MeXAyHapoaHbIX CTaH4apToB Mo
6e30nNacHOCTV NPOAYKLMUN.

2.3 MexgayHapogHble cTaHgapThl Ha npoueccbl 1 NCO 14971

MexayHapoaHble cTaHAapThl Ha NPOLECChl, Kak NokasaHo B MpUMepe HXe, 4acTo MOryT UCMOoMb30BaThb-
ca coBmecTHO ¢ ICO 14971. 310 peanunsyeTcs OHUM U3 ABYX NyTei:

- B MexJyHapoJHOM CTaHfapTe Ha npouecc Tpebyetcs npumeHeHne NCO 14971 kak 4acTu MUCNOSib-
30BaHUA MexayHapoaHoro ctaHgaprta Ha npouecc, Hanpumep M3K 62304 Ha npouecchl XXU3HEHHOro LuMkKna
nporpaMMHoro obecneyeHuns; nm

- MeXAyHapoaHbIii cTaH4apT Ha NpoLecchl NpegHa3HaveH A5 UCNOb30BaHNA B MEHEMKMEHTE puCKa,
Hanpumep. MOK 62366 No NPOEKTMPOBAHUIO C YHETOM 3KCMNyaTalMoHHOW npurogHocTu u cepus UICO 10993
no 61M0NOrNYECKO OLLEHKE.

B nio6om cnyyae Ans KOPPEKTHOrO MPUMEHEHUA MeXAyHapoAHOro cTaHgapTa K npoueccy U ¢ Lenbio
[OCTVXEHMA AONYCTUMBIX YPOBHEN pucka B OTHOLLUEHUWN MEeAMLMHCKOro n3genus tpebyetcsa yaenutb ocoboe
BHUMaHMe ero B3ammocsssn ¢ MCO 14971. 3Tu gBa craHjapTa A0/KHbI paboTatb COBMECTHO TakK. YTOObl UX
BXOfHble AaHHble, BbIXOAHblIE faHHble U COrnacoBaHHOCTb GblM ONTUMU3MPOBAaHbLI. Hke npueedeHbl Tpu
npumepa, AeMOHCTPUPYIOLLNE TaKylo UAeasbHY0 CUTyaumio.

a) M3K 62304

B3anmocsasb mexay M3K 62304 n MCO 14971 xopollo onucaHa BO BBefeHUn Kk M3K 62304.

3a ocHoBY 6epeTcsl, 4TO nporpaMmHoe obecneyeHne MeAnLMHCKUX U3aenuii paspabatbiBaloT 1 06cny-
XMBaKT B pamKax CUCTEMbl MeHeMKMeHTa kavecTBa (cM. 4.1 M3OK 62304:2006) n npouecca MeHemKMeHTa
pucka (cm. 4.2 M3K 62304:2006). MNpoLuecc MeHeOXMEHTA pUCKa YXXe XOpOoLIo paccMoTpeH B NCO 14971.
Takum obpaszoM. M3IK 62304 3agaeT HEOOXOAMMYH B3aMMOCBA3b HanpsiMyl Mpu HOPMAaTMBHOI CCbISIKE Ha
MCO 14971. ina nporpaMMHOro o6ecrneyeHuss MEHeI)XKMEHT puUCKa AO/HKEH BblABUraTb HEKOTOPblE He3Ha-
ynTesibHble A0NONHUTENbHbIE TPe6oBaHUSA, 0COGEHHO B 061acTM naeHTumkauum akTopos NporpaMMHOro
obecneyeHust, CBA3aHHbIX C ONacHOCTAMU. 3TV TpeboBaHUA 06beAUHEHbI 1 BKIOUYEHbI B N. 7 MOK 62304:2006
KaK npouecc MeHeMKMeHTa pucka NporpammHOro obecneyeHus.

MpuBoAnT NN NporpaMMHoe obecneyveHne K fONOHUTENbHbIM ONAcHOCTAM, ONpefensaoT BO Bpems ae-
ATENbHOCTY NO AeHTUdMKaLMN ONacHOCTen B Npouecce MeHempkMeHTa pucka. MNpy onpegeneHwun, npueo-
OWT Nn nporpammHoe obecneyeHve K JOMOSTHUTE NbHbIM ONACHOCTAM, HEOOXOAMMO YuYuTbiBaTb OMACHOCTMH,
KOTOpble MOryT ObITb BbI3BaHbl NPOrpamMMHbIM Ob6ecneyvyeHnem He HanpsiMytlo (Hanpumep, npegocTasieHune
NOXHOW MHpopMaLmm, KoTopass MOXeT NPMBECTU K HeafekBaTHOMY fedeHunto). PelueHne 06 ncnonb3oBaHum
nporpaMMHOro obecneyeHuns 48 ynpasieHUs PUCKOM MPUHMMAlOT BO BpPeMs AesiTe/IbHOCTM Mo ynpas/e-
HWIO PUCKOM B NpoLecce MeHefKMeHTa pucka. Npouecc MeHempKMeEHTa pucka NporpamMmHoro obecneyeHus,
Tpebyemblii HACTOALWMM CTaHAapTOM, BK/OYEH B NMPOLLECC MeHeMKMEeHTa pucka usgenns B COOTBETCTBUM C
NCO 14971.
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PucyHoK 1 — Vicnonb3oBaHne MexayHapoaHbIX CTaHAapToB No 6e30MacHOCTY NPOAYKLMK
¥ NpUMep Takoro CTaHA4apTa, B KOTOPOM onpesesneHbl Tpe6oBaHus
1 NpuBEAEHbI KOHKPETHBIE KPUTEPUN MPUEMKM
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B M3K 62304 gaHa HopmaTuBHas ccbinika Ha MICO 14971 n ycTaHOBNEHBI cneunanbHble TpeboBaHus:

- NnaHupoBaHue pa3paboTky NporpaMmmHoro obecneveHms (cMm. 5.1 M3K 62304:2006). uTo cornacyetcs
C NJ1aHOM MeHe[)XMeHTa pucka, HeobxoauMmbiM cornacHo MICO 14971; n

- Mpouecc MeHeKMeHTa pycka nporpamMmmMHoro obecneyerus (cM. 7 MK 62304:2006). OCHOBaHHbI Ha
NCO 14971.

b) M3K 62366

Bnok-cxema Ha pucyHke A.1 M3K 62366:2007 nokasbiBaeT B3ayMOCBA3b W B3aUMOAENCTBME ABYX Na-
pannenbHbIX U B3auMOCBA3aHHbLIX MpoLueccoB. B gononHeHne K HOpMmaTuBHLIM ccbisikaM Ha MCO 14971, B
M3K 62366:2007 onpeeneHbl TPU cneunasibHbIX NYHKTa, B KOTOPbIX MPOLECC NPOEKTUPOBAHUSA C YYETOM 3KC-
nnayaTaLnoHHOW NPUrogHOCTM MOXET AONOMHATb U B3aUMOAENCTBOBATL C MEHEAXKMEHTOM PUCKa, Kak onucaHo
B MICO 14971:

- n. 5.3.1 M3K 62366:2007 TpebyeT: «aeHTudKauns xapakrepucTuk, cBa3aHHbIX C 6e30nacHOCTbI0
(4acTb aHasIM3a pucka), koTopas cpoKycrMpoBaHa Ha 3KcnayaTaluMoHHON NPUroAHOCTH, AO/KHA GbITb NPOBE-
AeHa B cooTBeTCcTBUN ¢ ICO 14971:2007, 4.2.»,

- n. 5.3.2 MOK 62366:2007 TpebyeT: «M3roTOBUTENb JO/MKEH NAEHTU(NLMPOBATbL N3BECTHbIE UW NPea-
nonaraemble OnacHoCTK (4acTb aHanu3a prcka), CBA3aHHbIE C 3KCNIyaTaLMOHHON NPUroAHOCTbLIO, B COOTBET-
cTBumn ¢ ICO 14971:2007. 4.3.»;

- n. 5.9 M3K 62366:2007 no Banmpaumm akcnayaraymoHHOW NPUrogHOCTY COAEPXKUT HECKOBKO CChINIOK
Ha [AeAaTeNbHOCTb, MPOBOAMMYIO KaK YacTb MeHeMKMeHTa pucka.

c) M3K 10993 (Bce uacTtu), Buonornyeckas oueHka MeAULMHCKAX N3LENNIA

Bo BBeseHun Kk MMICO 10993-1 ycTaHOBJ/IEHO, YTO OH MNpefHa3HayeH ANA NPUMEeHeHNsA B KayecTBe PyKo-
BOAALLEr0 AOKYMEHTA N0 GMOMOTMYECKOW OLeHKe MEANLMHCKMAX N3Aennii B paMmKkax MeHeMKMEeHTa pucka Kak
4yacTu o6LLeit oLeHKM 1 pa3paboTkn KOHKPETHOrO U3genus.

B npunoxexnun MCO 10993-1:2009 ykasaH NCO 14971 kak cTaHgapT, obecneumBalowmii pykoBOACTBO
o NoAxoAy, C TOUKN 3peHNS MEHEKMEHTA puUckKa, K uaeHTUdmKaLmm 61onorMyecknx onacHoCTen, cBA3aHHbIX
C MEAULMHCKUMMN N30eNNAMUN, ONpefeneHNIo N OLLEHUBAHNIO PUCKOB, YNPAaB/IEHUIO pUCKaMK, a Takke MOHUTO-
PUHTY pe3ynbTaTUBHOCTU Mep MO YrpasB/IEHNI0 PUCKOM.

[JaHHblli nogxos 06beAVHSAET Kak aHann3 U OLEHKY CYLLEeCTBYHOLUX faHHbIX M3 BCEX WCTOYHUKOB, Tak
1 BbIGOP ¥ NPUMEHEHWE JOMONHUTENbHbIX UCAbITaHWi (NpY HEO06X0AMMOCTH), TEM caMbiM 0becneynBas npo-
Be/leHVe COBOKYMHOro OueHMBaHNsA 6M0N0rMYecKoli peakLnm Ha Kaxaoe MeduurHCKoe n3genve, CBsisaHHoe ¢
6€e30NacHOCTbIO ero NPYMeEHEHUS.

MNCO 10993-1 To4HO BCTpavBaeTCsA B MEHEIXXMEHT puUcka, onpeaesneHHbiin B UCO 14971.

Bronornyeckoe oLeHnBaHne f0KHO ObiTb NPOBEAEHO CMOCO60M, MOAOGHBIM TOMY, KOTOPbIA NCNONb3Y-
10T AN1A OLeHUBAaHWA APYTrUX PUCKOB NPOAYKLMN U BKOYATb:

- aHanm3 pucka (Kakosbl 0ONacHOCTU U CBA3AHHbIE PUCKN?);

- oueHuBaHve pucka (ABnseTca N OH JoNyCTUMbIM?):

- ynpaeneHue puckom (Kak oH 6yaeT ynpasnaTbeca?);

- OLEeHMBaHWEe COOTHOLLEHNA COBOKYMHbIA OCTATOUHbIV PUCK/NONb3a.

Kak yctaHoBneHo B MICO 14971. ecnu B xofe OLEeHNBaAHNSA COBOKYNMHOrO OCTATOYHOrO p1cka, OCHOBAHHO-
ro Ha CyLeCTBYOLWMUX AaHHbIX, YCTAHOBEHO, YTO MAEHTUMULMPOBAHHbIE PUCKU ABNSIOTCA JO0NYCTUMbIMU, TO
JanbHelilee ynpasneHne pUCcKoM He TpebyeTcs. B NpoTMBHOM cnyyaB HEO6X0AVMMO MPUHATL COOTBETCTBYHO-
Lme mepbl 418 AasIbHERLWero oLeHUBaHus UM yMeHbLUEHNS PUCKOB.

Pe3ynbTaTtoM Takoro oLeHUBaHUs ABNSIETCA OTYET O 6UONOTNYECKON OLEHKE.

MpumeHeHne

CocTosiHus, nageHtudgurympoBaHHbie B ICO 10993-1 kak onacHOCTU, BK/OYAtOT.

- OCTPYH TOKCUYHOCTb;

- XPOHWYECKYI0 TOKCUYHOCTb;
pasapaxeHue (KOXu, rnias, CIM3ncTbiX 060/104eK);
rMNepyyBCTBUTENBHOCTD;

- TeHOTOKCUYHOCTb;

- KOHL,EpPOreHHOCTb.

Bbi3biBalOT NN MaTepuassl, npegnonaraemMble Ans8 U3roToBNEHUSA KOHKPETHOTO MeAWLMHCKOro usgenuvs,
Takne COCTOAHUA?

MeToabl, KOTOpble UCMONbL3YIOT 418 OnpefesieHns BO3MOXHOCTU MaTepuasioB KOHKPETHOro MeauLuH-
CKOTO M3[eNns Bbi3biBaTb TakMe COCTOAHWSA, BK/IHOYAIOT:

- onpefeneHve N OLEHKY XMMUYECKUX napameTpos.
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- nuTepaTypHblii 0630p;

- ucnbiTaHus (in vitroiin vivo, He KNMHWYeckue);

- NPaKTUYecKuii onbIT.

LonycTuMbl M YPOBHW BO3AeiCTBUS?

B cootBetcTBUMN C MICO 10993-1 nmu0, NpoBOAALLEe 3KCNEePTHYH OLIEHKY, AO/MKHO onpeaenvTb, AocTa-
TOYHO 1 AOCTYMHOW MHOpMaUUN UK faHHbIX AN ONpeAeneHns Toro, ABASeTCA M AoNYCTUMbIM CBA3aH-
HbIi C 6MONOrMYECKMMU ONACHOCTSIMU COBOKYMHbIV OCTATOUHbIN pUCK. [laHHbI BbIBOL (DMKCMPYIOT B OTYETE O
610N10rNYeCcKoin oLeHke, KOTOPbI CTRHOBUTCS COCTaBHOM YacTbio daiina MeHempKMeHTa pucka.

3 Paspa6oTka NofIMTUKN YCTAHOBMEHUS KpUTepueB AONyCTUMOCTM puUcka

B cootBeTcTBUM € 3.2 MMICO 14971 Bbicllee pyKOBOACTBO A0/HKHO paspabartbiBaTb M JOKYMEHTUPOBATb
NOSIMTUKY YCTAHOBNEHUS KpUTEpMEB AOMYCTMMOCTU pucka. ITa NONUTUKA [0/MKHA obecneunsaTtb, YTOObI Kpu-
Tepuun:

a) OCHOBbIBA/INCb Ha MPUMEHUMbIX HALNOHANbHBIX UM PETMOHa/bHbLIX HOPMAaTUBHbIX JOKYMEHTaXx;

b) OCHOBbIBA/IMCb Ha COOTBETCTBYIOLUX MEXAYHAPOAHbIX CTaHdapTax;

C) yuuTblBaNM AOCTYMNHY MHpopMaumio, Takyl Kak O6LLEeNnpUHATLIA YPOBEHb pasBUTUAS Hayku W no-
TPE6HOCTUN 3aMHTEPeCOBaHHbIX CTOPOH.

MpumeuvaHne — Tawke MOXeT BbiTb BKIOYEHa Apyras NoaxoasaLias MHhopMaLms.

[aHHasa nonmTrKa MOXeT oxBaTblBaTb IM60 BECb Anana3oH MeAULMHCKAX U3Aenunii n3rotosutens, nméo
MOXEeT UMeTb pas3nyHble hOPMbl B 3aBUCYMOCTUN OT pasHoo6pasuns Bbifyckaembix B 0b6palleHne rpynn meam-
LIMHCKMX U3genui.

Mpy paspaboTke unv akTyanusaumm noanTUKN Heo6xoAMMO yunTbiBaTb cregytoLlee;

- NPVMEHUMbIE PErvoHasbHblE perynupylolume TpeboBaHus, KOTopble feCTBYIOT TaM. TAe npojaertcs
MeAULMHCKOe U3aenue;

- COOTBETCTBYKLME MEXAyHapOAHble CTaHAapTbl Ha KOHKPETHblE MeAULIVHCKNE U3Aenns Wan npeano-
naraemoe npuMeHeHve MeauLMHCKUX U3aenuii, KOTopble MOTYT NOMOYb B OMpeesieHn NPUHLMNOB YCTaHOB-
NeHna KpuTepues JONyCTUMOCTU pucka {cM. 2.2);

- VMHopMaurio 0 COBPEeMEHHOM YPOBHO Hay4HO-TEXHWYECKOro pa3BUTUSA, KOTopas MOXeT 6biTb Nnony-
YyeHa Ha OCHOBaHMK 0630pa NMTepaTypbl 1 APYroi nHopMaLun No aHaIoTMYHbIM MEAWULMHCKAM U3AENNAM,
BKtOYasA U3eNna KOHKYPEHTOB.

- 0f06peHHble 1 BCEOOGBEMIOLWME 3anNpoCkl OT OCHOBHBLIX 3aMHTEpPecoBaHHbIX NnL,. HekoTopble BO3-
MOXHbIE UCTOYHMKN MHpopMaLMK NO NauuMeHTam 1 KAMHUYECKUM nepcnekTusam MOoryT BKloYaTb HOBOCTHbIE
co06LLeHns, 06l ecTBEHHOe MHEHMe, (DOPYMbI NaLMEHTOB, a Takke BXOAHbIE AaHHble OT BHYTPEHHUX nogpas-
[eneHnin C IKCNepTHbIM 3HaHnem NpobaiemM 3auHTepecoBaHHbIX /INL,. TakuX Kak KIMHuYeckoe noapasgeneHue.

M3roTtoBuTenb AO/MKEH NPefoCTaBUTb PYKOBOASLLME YKa3aHUs No pa3paboTke akTyasbHbIX KpUTepues
[0NyCTUMOCTU puUcKa, KoTopble 6yayT UCNO/b30BaTh B N/1aHe MEHeKMEHTa pucKa B OTHOLLEHUN paccMmaTtpu-
BaeMbIX KOHKPETHbIX MeauumHcknx usgenuin (cm. 3.4 NCO 14971:2007).

AHanu3 npurogHoOCTN npoLecca MeHeKMeHTa pucka yepes 3annaHnpoBaHHble MHTepBasibl BPEMEHH,
Kak TpebyeTtcs B 3.2 ICO 14971:2007, MOXeT NPOAEMOHCTPUPOBaATL 060CHOBAHHOCTb paHee MUCMNo/b3yeMblX
KpuTepues JOMNYCTUMOCTU pUCKa WX MPUBECTU K U3MEHEHUAM B MOMUTMKE. Takne U3MEHEHUA MOTYT Takke
NpUBECTU K NEPecMOoTPY NPaBUILHOCTN paHee NPUHATBLIX PeLleHunid 0 4oNyCTUMOCTN prcKa.

4 npOVI3BO/J|CTBeHHaFI nnoctnponseoacTBeHHasn O6paTHaF| CBA3b

4.1 0O630p

Kak npasunio, nepoHayanbHasa OLeHKa pucka OCHOBaHa Ha OnbiTe paboTbl C aHA/IOTVUYHBIMU MeAULNH-
CKUMU U3LENUAMU, UAU NPUHBLANEXHOCTAMU Ha PbIHKE, WKW Ha NPefnonoXeHnsX, Korga Hosble MeuLMHCKue
n3genva BbIMycKaloT Ha PbIHOK. VIH(opMauusa, nonyyeHHas nocne BbiMycka M3fenus B obpalyeHve, ABNSA-
eTCA LLleHHOW ANS NOATBEPXAEHUS UM KOPPEKLMN OLEHKN 1 JONYLEeHNHA (Kak 3aBbIleHHbIX, TaK 1 3aHVKeH-
HbIX). UM MAEHTUUKALMK yNyLLEeHNI, caeNaHHbIX B X04e 3TanoB aHanusa u ynpasneHus puckom. Pasgen 9
MCO 14971:2007 TpebyeT, 4TO6bl B OpraHu3aLun U3roToBuTessa Gbiia ycTaHOBMNEHA MEeTNss 06paTHOl CBSA3N
ans céopa v oLeHMBaHUA Takoi Hopmaumn, KoTopas MOXeT NMeTb OTHOLLEeHne K 6e30nMacHOCTN MefULMH-
CKOro un3genus (CM. pucyHok 2). MeTtns o6paTHO CBA3M [0/MKHA COCTOATb U3 CIeAYIOLLMX 3TanoB:

6
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PucyHok 2 — Mpon3BOACTBEHHAS U NOCTNPOM3BOACTBBHHAS O6paTHast CBA3b

- HabnogeHve n nepegava:

- OLEHKa;

- pencrteus.

UTo6bl 06paTHasi cBsA3b Oblna 3(h(PEKTUBHON, HEOGXOAMMO, YTOOLI GbLIO ONpefeneHo NULo, OTBET-
CTBEHHOE 3a nogjgepxaHue chaiina meHefKMeHTa pucka.

4.2 Hab6bnwpgeHne n nepegava

Hab6niogeHne obecneunBaeT MHoOpMaLmneid 0 MEAULMHCKUX U3AENNAX WM ONbITOM paboTbl C HUMMU,
KOTOpble HEe06X0AMMO CPaBHUTL C TeEKyLW MM haii/ioM MeHeMKMeHTa pucka. BxogHbIMM AaHHbIMU Mpolecca
Hab6AlAEHUA MOTYT CAYXWUTb P4 PasIMYHbIX UCTOUYHMKOB, KaXAbli M3 KOTOPbLIX MOXET BAUATbL Ha 6e3onac-
HOCTb MEAULMHCKUX U3aenuii, Hanpumep:

- MHopMauus Mo NPOM3BOACTBEHHOM WM Hay4YHO-MCCNEeA0BaTENbCKOW M OMNbITHO-KOHCTPYKTOPCKOM
(R&D) pesTenbHOCTH, BbIMOMHSAEMOM M3roTOBUTEIEM MW MO €ro 3akasy:

- MHGOPMAaLMSA N0 MOHTaXy, 06CNYXUBaHWNIO W/WIM 0GYYEHUIO NEPCOHaNa, BbIMO/IHAEMbIX U3rOTOBUTE-
IeM unu Mo ero 3akasy;



FOCT P 57449—2017

- MHdopMaums oT nonb3oBaTensi(eil) MefUUMHCKMX u3genuii (Hanpumep, NpeTeH3un notpebuTenei,
onpoc nonb3oBaTenei):

- MHopMauMsa Ha OCHOBEe OfbiTa NPUMEHEeHVUA MeAULMHCKUX U3AEeNNli KOHKYPEHTOB, MoJslydeHHas u3
0oTYeToOB 06 MHUMAeHTax (Hanpumep, M3 6a3 faHHbIX, KOTOPblE pernoHasibHble perynvpyrowme opraHbl nc-
nonb3yT Ansa cbopa v aHann3a onbiTa NPUMEHEHUS N34eNnit);

- KNVHWYeckas nHgopmauus (Hanpyumep, KTMHNYeckne HablAeHNA Ha CTagun NPUMEHEHNS MeAnLUH-
CKOro M3fenusa N3rotoBuTens Wiauv agpyras onybnnkoBaHHas KAvHU4Yeckas nutepartypa no aHasornyHbiM megu-
LIMHCKUM U3[eNnsaM UK N3LeNnAM KOHKYPEHTOB):

- VMHopMauMsA 0 HOBbIX UM U3MEHEHHbIX CTaHAapTax U perympyowmx JOKyMeHTax.

- OANS v3fdenuii, copepxaliux nekapcTBeHHOe CpefcTBO, MHAopMaLuMsi, KacatLliasacs Takoro nekap-
CTBEHHOrO cpefcTBa.

WHbopmauveii, nmetoLein oTHOWEHNe K MeANLUHCKOMY U3AENNI0 N3rOTOBUTENS, MOXET CYXUTb U UH-
dopmauus. He cBsi3aHHaA HaNpPAMYK C UX COBCTBEHHbIM M3AeNMeM Wan npoaykumei koHkypeHTa. MHdop-
Maums. Kacallanacs aHaorMyHbIX MeANLMHCKUX U34enii C aHaIoTMYHbIMW XapakTepucTukamu npegycmo-
TPEHHOro HasHauyeHUA/NPUMEHeHNA WM aHasIoTVYHbIMK NPUHLMNaMy paboTbl, Takke MOXeT faTb NOME3HYI0
NHGOPMaLMIO C pbiHKa 06 aKTyaslbHOCTU PUCKOB MEAWLMHCKOro M3Aenns N3rotoButens.

Mpu paspaboTke cnOCO60B NONyYEHUA NN 0BGHaPYXeHMS UHChOPMaLUK C pPbiHKA M3rOTOBUTENN [0/K-
Hbl GbITb OCTOPOXHbIMW, YTOObLI He caenaTb npouecc npeAs3aTbiM. CpeAcTBa NoayYyeHnss MHopmMaumn nnm
Cnoco6bl 06pPaTHON CBA3U AO/MKHbI OblTb HEWTPasIbHbIMY B OTHOLUEHWW MOMYYEHUSI OTPULATENIbHON UK no-
noXxuTenbHoin obpartHoi cBsa3n. Kpome Toro, obpaTHas CBA3b A0/HKHA BKOYaTb B ce6A COObITUA, KOTOPbIe
npousownmn (BKYas KoppekTupylLme AeincTBus), a Takke cobblTUSA, KOTOpble MOryT NPOV30TK (BKIOYas
npeaynpexaatwolime feiicTeuns).

YTo6bl MH(hOpMaLMsa ¢ pbiHKa Gblna NoMe3HON, OHa AO/MKHA ObiTb f0BEAEHA A0 CBEAEHNS UL, NN MOA-
pasfeneHus B npegenax opraHusauunn, KOTOpble HecyT OTBETCTBEHHOCTb W MMET MOSIHOMOYMSA NPOBOAUTL
CpaBHEHWSA C TeKyLnM haiiioM MeHeMKMEHTA pUcka U BHOCUTb NpY HEOGXOAMMOCTU B HEFO U3MEHEHUSI.

CpefcTBa nepefayun AaHHON MHopMaLun 3aBUCAT OT UCTOYHMKA MHpopMaummn. OauH BUA nHdopma-
LMK 3anpawmsalT (MHULMUPYET U3roToBUTENb), @ APYroi Bug nHdopMaumn nepegaioT (MHALUMPYIOT Takue
NCTOYHWKM, KaK NoTpebuTenu, perynupyoLwme opraHbl Wav nauveHT). B niobom cnyyae opraHusaumns fomkHa
obecneynTb NnaHnpoBaHue 1 codgaHne aPeKTUBHbIX KaHaN0B CBA3MN [/19 CBOEBPEMEHHOIO 1 TOYHOrO Mosy-
YeHusa nHdopmaumn. HactoTa, ¢ KOTOPOI M3roTOBUTE/b 3anpaluMBaeT MHPOPMaLMio OT PasNNyHbIX NCTOYHU-
KoB (BKNtOYasA Nosb30BaTENEN), 3aBUCUT OT 3pEIOCTU MEeAULUHCKOTO N3AEe/Nsi, ero TEXHOIOTUN U KOHKPETHOro
pbIHKa.

Pa3nnyHble nogpasfeneHna B pamMkax opraHvw3auuv u3rotoBuTeNs MOryT nosiyyaTb M obpabaTbiBatb
pasnuuHble BUAbI MHhopmaLmn, HanpuMep:

- NpeTeH3un NnoTpebuTeneit 1 oTyeTbl 0 HE6NAroNPUATHBLIX COBLITUAX;

- 0T4eTbl 06 06CNYXMBAHUN Y MOHTaXe:

- HOBble WM NEPECMOTPEHHbIE perynupyloline TpebosaHus, ctaHAapTbl UM PYKOBOACTBA;

- OTYeTbl O BbIABIEHHbIX HECOOTBETCTBUAX Ha NPOV3BOACTBE.

BaxHo. 4TO6bI BCA COOTBETCTBYIOLWAA MHOpMauMsa no BceM Buaam MHopmauum paccMmarpusanach
1 nepefasanacb B Ty 4acTb OpraHv3sauum M3rotoBuTens, Kotopass HECOT OTBETCTBEHHOCTb M YNOSIHOMOYeHa
NpoBOAMUTL OLEHKY pucka (CcMm. 4.3).

Ecnn BepoATHOCTb HEKOTOPbIX COObLITWI (Hanpumep, oTka3a KOMMOHEHTOB) SIB/IAETCA BaXKHbIM (PakTo-
pOM. CNOCOGCTBYHOLMM OLEeHNBAHWI0 pUCKa, HEOBXOAMMO YUUTbIBATL CTATUCTUYECKUI aHaNN3 TEHAEHUWIA Ta-
KNX COBbITUIA.

4.3 OueHka

060l NepecMoTp OLEHKM pPUCKA, OCHOBAHHbI/ Ha HOBbIX HAGNIOAEHUSAX, [O/MKEH NOABEPraTbCA TOMY
)Xe YPOBHIO ynpaB/ieHns u aHanusa, YTo U nepBoHavasbHas oueHka pucka. Ecnm notpebyeTcsi, OH AO/MKEH
BK/OYaTb UAEHTUdMKALNIO 06bIX NOCNeayLWnX Mep No ynpas/ieHnio PUCKOM. DTO ynpas/ieHne [0/HKHO
BK/IIOYATb @aHa/IM3 U YTBEPXAEHNE NULaMU, UMEOLLMMU Te Xe DYHKLAN NN U3 TeX Xe noapasfeneHuil, kak n
Te. KOTopble nNognucann nsHavanbHo. HoBble HabNOAEHNS B OTHOLIEHUN 6e30NacHOCT He0HX0AMMO OLeHU-
BaTb C UCMOMb30BaHNEM TeKYLNX KpUTepres AONYCTUMOCTU pUCKa.

HoBble HabnoLeHNsT B OTHOLIEHWM 6e30MacHOCTN HEOBXOAMMO CPaBHUBATbL C YCTAHOB/IEHHbIMY B ddaii-
ne MeHe[)KMeHTa pucka C Lefbio NPoBepKky 060CHOBAHHOCTY M06bIX CAenaHHbIX AonyLleHnid. HekoTopble
BOMPOCHI NPeSIOXEHbl HUXeE:
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a) OcTaeTcs 1M 060CHOBaHHLIM NpefyCMOTPEHHOE NpUMeHenne/HazHayoHne?

b) ECTb v TeHAEHUUA YBENIMYEHNSA C/TyHaeB UCMO/b30BaHNA He N0 Ha3HaYeHU0?

c) Cnyuyaetcsi in 060CHOBAHHO MPOrHO3NPYeMOe HenpaBW/bHOE MPUMEHEHWE, He PacCMOTPeHHOoe B
nepsoHavasibHOM Npouecce MeHemKMeHTa pucka?

d) EcTb v cBugeTenbcTBa NPUCYTCTBUA HOBbIX OMACHOCTEN WM ONacHbIX CUTyauuid, He nAeHTUUL M-
POBaHHbIX U3Ha4YaNbHO B Npouecce naeHTUUKaLMm onacHocTeln?

e) OcTtaloTca /M 060CHOBaHHLIMU ONpeaeneHns TSHXKECTU U BEPOATHOCTU BO3HUKHOBEHWUS KOHKPETHbIX
puckos?

0 EcTb nn kakme-nnbo cBugeTenbCcTBa, YTO KpUTEpUM AONYCTUMOCTU PUCKa JO/MKHbI ObiTb CKOPPEKTU-
poBaHbI?

0) AfeKBaTHO /i floka3aHa pe3ybTaTUBHOCTb Mep Mo YNpaB/iEHNO0 PUCKOM?

h) TouHo Nn oTpaxaeT aHaIM3 COOTHOLLEHWSA PUCX/N0Nb3a peasibHblii ONbIT NPUMEHEHUS U3[enna?

Ecnu no pesynbtatam aHanu3a faHHbIX npejnonaraertcsa ncrnpasieHne Unnm KOppekTMpoBKa TeKyLlero
dhalina MmeHeKMeHTa pucka, TO OCTATOYHbIE PUCKM AO/MKHbI OblTb OLEHEHbl HA OCHOBAHUWN HOBbIX AAHHBbIX.
Kpome TOro, AO/MKEH 6biTb NEPECMOTPEH COBOKYMHbIA OCTATOYHBIA PUCK.

4.4 [eiicTBUA

Ecnu B pe3synbTaTe aHanm3a HOBbIX JaHHbIX OCTATOYHbI PUCK CTAHOBUTCHA HeAOoMyCTUMbIM U aHanus
COOTHOLLUEHMSA pUCK/MOMb3a NoKasbiBaeT, YTO MO/ib3a He NepeBelunBaeT puCK, TO AasfbHelilee ynpasnieHue
pUCKOM HeobXxoAMMO NPOBOAUTL B ABYX 06/1aCTAX:

a) MeguumHckme nsgenus, yxe yCTaHOB/IEHHbIE U NCNONb3yeMble Ha PbIHKE, AOMKHbI GbiTb MOABEPTHY-
Tbl KOPPEKTUPOBKE.

b) KOHCTPYKLMA MEAWLMHCKUX U3Aenuii, N3roTaBanBaembiX C 3TOr0 MOMEHTa BPEMEHU, UMW CBSA3AHHbIE
npouecchl AO/MKHbI GbITb NEPECMOTPEHbI, & N3MEHEHNS Peasin30BaHbl.

Ansa yxe yCTaHOBNEHHbIX U UCMOMb3YyEMbIX Ha PbIHKE MEeANLMHCKUX U3AeNnUii Mepbl Mo yrnpaBieHnto pu-
CKOM MOrYT OT/IM4aTbCA OT TeX. KOTOPblE MPUMEHSIIOT K U3AEeNNAM B TEKYLLEM NPOU3BOACTBE.

B OTHOLWEHNW yXe YyCTaHOBMIEHHbIX Y UCMOMNb3YEMbIX Ha PbIHKE MEAWNLMHCKAX U3AENN 3KCTPEHHAA WH-
dopmaumsa (Hanpumep, MUCbMO KAWEHTA) He3aMe/nTeNlbHO MOXeT ObiTb MpeacTaBfieHa nonb3oBaTensam
elle A0 pa3paboTkn 1 BepuduKaLny Mep no ynpasieHNI0 PUCKOM Ha npeaMeT UX pe3ynbTaTUBHOCTY.

B Tom cnyuae, ecnn Heobxoguma MoAudMKaLma NN 3ameHa MeAuLUHCKUX U3AeNunii, CKOpoCcTb NpoBe-
[JeHVA AaHHbIX MeponpuaTUll cnoco6CTBYeT pe3y ibTaTUBHOCTU AeiCTBUI N0 YMEHbLUEHUIO pucKa.

MpumeyaHne — JaHHas nHopMaLMs U3BECTHA Kak NOsiCHUTeNbHoe yBegomeHne B MICO 13485. a Takke Kak
yBeAOM/IEHVE, Kacatolweecsi obecneyeHunsi 6e3onacHocTy B o6LeeBponeiickom gokymeHTe MEDDEV 2.12-1.

PesynbTat oLeHKy NOCTAPON3BOACTBEHHON MHDOPMALMN MOXET CYXUTb B KAYECTBE BXOAHbIX AAHHbIX
AN aHanm3a NpPUrofHOCTM npouecca MeHeMpKMEHTa pucka B 3arnjiaHupoBaHHble MHTepBasibl BpeMeHU AN1s
ob6ecneyeHns NOCTOAHHOW pe3ynbTaTMBHOCTY npolecca MeHemkMmeHTa pucka (M. 3.2 NCO 14971:2007).

5 OundbdepeHuynaumsa nidopmaumm ans obecneyeHns 6e30nacHoCcTu
N packpbiTUS OCTATOYHOTO pucka

5.1 Pasnumune moxpgy «mHdopmayein o 6e30nacHOCTM» N «coobLWwaemMbiMu CBEAEHUAMM
06 ocTaToO4YHOM pUcke»

PasHunua mexgy «uHdopmauveid no 6e30nacHOCT» U «coobLwaeMbiMu CBeEeHNAMN 06 OCTaTOuHOM
pvicke» 0b6bsicHeHa B npunoxeHun J UCO 14971:2007. Tem He MeHee HaKOMMEHHbIW ONbIT M3roTOBUTENEN No-
KasblBaeT. YTO CyLLeCTByeT nyTaHuua mMexay aTMMU ABYyMS NOHATUAMU. HacToawwmii cTaHaapT npegHasHaveH
ONA pa3bACHEHWSA 3TUX Pas/IMunii.

WNHopmaumsa no 6e30nacHOCTU CYATAETCA Mepoil No ynpaB/ieHno puUcKoM. 3Ta Mepa MOXeT npej-
nucelBaTb UNu npegynpexaats. B MICO 14971 TtpebyeTcs, 4TOObI 6blna BepuduupoBaHa pesynbTaTuBHOCTb
Takmx mep. OHa MOXeT 6bITb NpejAcTaBneHa B BUAE NpefynpexaeHnus unm mep npefocTopoXxHOCTY.

OcTaTtouHblii puck onpegeneH B ICO 14971:2007 kak pucK, OCTalLWuiAica nocne npuHATAA BCEX Mep No
yrnpas/IEHNI0 PUCKOM (KOTOpble MOTyT BK/IOYaTb MHGOpMaLuio no 6e3onacHocTn).

B NCO 14971 TpebyeTtcs, 4TObbI BCA MHGOpMaLMsa No 6e30nacHOCT! npocnexusBanach B daine me-
He[)XMeHTa pucka. PelueHne nsrotosmTens, kacatLlieecs MHOOPMUPOBAHUSA B OTHOLLEHMUN COOOLLaEMbIX CBe-
[AeHnin 06 0CTaTOYHOM pUCKe, MOXET ObITb 3aperMcTpMpoBaHo B halifie MeHegKMeHTa pucka.
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5.2 NHdopmayns no 6eszonacHocTu

Xota uwHopmauuio no 6e3onacHOCTM paccMaTpuBaloT Kak Mepy MO YNpaB/eHWI0 pPUCKOM B
MNCO 14971:2007 (n. 6.2c). 3T0 HaVMeHee NpeAnoYTUTE bHbIV BapuaHT Nocne MonbITKM co3gaHus 6esonac-
HON KOHCTPYKLMM 1 pa3paboTkm Mep 3awmTbl. ITO O3HAYaeT, 4TO MHGopMaLus N0 6e30NacHOCTU A0/MKHA
6bITb UCMO/Ib30BaHa TOJIbKO MOC/Ie TOro, Kak N3roToBUTEb YCTAHOBWJI, YTO AalibHelwre cnocobbl yMeHbLue-
HUA pucka, fenawowme mMeguuuHckoe usgenve 6onee 6e30nacHbIM, U NPUHATAE 3AWUTHBLIX Mep ABNSTCA
npakTuyeckn HeBO3MOXHbIMU. CofepxaHue MHdopmauuy No 6e30nacHOCTY MOXeT OblTb NpeAnucaHo no-
KaUlbHbIMW PErynpyowmmMm JOKyMEeHTaMu.

Bepudukauus pesynbtaTtMBHOCTM MHGOPMaL N No 6€30MacHOCTM MOXET MPOBOAUTLCSA B pamMkax Mmpo-
Llecca NPoEeKTMPOBaHMS C yYeTOM aKcnyaTalMoHHoW npurogHocT (MOK 62366).

WHopmauma no 6e3onacHoCcTV AO/MKHA AaBaTb NOMb30BATEN0 YETKMe MHCTPYKUMKU, Kakne feicTBus
cnepgyet npeanpuHMMaTh UK Kakux nsberaTtb 418 NpeoTBpalLeHns onacHbIX cUTyauuii unm spega ot Hux. OHa
06bIYHO NMpeAcTaBNAeTCs B BUAe npeaynpexaeHuii nnm mep npefoctopoxHoctu (cm. J.2 MCO 14971:2007).

WHopmaumsa no 6e3onacHOCTM MOXeT ObiTb faHa B (hopMe 3TUKETOK C NpedynpexaeHnsamu, npukpe-
NAEHHbIMW K MEANLVHCKOMY W3LENVio, W B BuAe npeaynpexaeHnin B MHCTPYKUMK Mo akcnayaTauuu/npu-
MEHEHMUIO.

HekoTopble npumepbl NpUBeAeHb! HAXE:

- npegynpexgeHue: He HacTynaiTe Ha NOBEPXHOCTb;

- npepynpexaexue: He yaansaiite nokpbiTUe, PUCK 31EKTPUYECKOro yaapa;

- npepynpexgaeHue: icnonb3yiiTe ¢ 0CTOPOXHOCTLI0. O6pasLbl nnasmel, cogepxatime 6onee 60 mr/gn
remorsiobunHa, BAMSAIT Ha NPUHLMIN UCCNef0oBaHNS, TEM CaMbiM OrpaHnunBas MarHoCTMYecKnin pesynbrar.

5.3 Coob6waemMble cBeAeHUA 06 OCTaTOUYHOM pUCKe

PackpbiTie MHgopMaLuy B OTHOLLIEHWN OCTaTOYHOrO pucka ABNSIETCA onucateslbHbIM U MOXEeT cofep-
XaTb cnpaBoYHble CBeAEeHNs 06 0CTATOUHbIX pUCKaX, CBA3AHHbIX C UCMO/Ib30BAHMEM MeAULMHCKOro usaenus.
Llenbio ABNseTCS ykasaHne B CONPOBOAUTENbHON AOKYMEHTaunM nHhopmaLm, no3BossioLLeil nons3osaTe-
N0 1 NOTEHUMaNbHOMY NauMeHTy NPUHATL B3BELWEHHOE peLleHre C yYeTOM OCTaTOYHbIX PUCKOB U MOJb3bl OT
npuMeHeHnsa meauumHekoro nsgenus (cm. J.3 NCO 14971:2007).

MN3roToBUTENbL AO/MKEH PAacCMOTPeTb BOMPOC O CNOCo6e M HOoCUTeNnsx MHdopmauuu ANS packpbITUsS
0CTaTOYHOro pucka. flaHHas nHdopmaunsa MoXeT ObiTb CyLLEeCTBEHHOW B NpoLecce NPUHATUSA KIMHUYECKOro
pelweHuns. B pamkax ncnonb3oBaHWs MO Ha3HAYEHWIO, OMepaTop WX Nosb30BaTeflb MOXET pPewnTb, Kakue
KTMHWYeCcKne napaMeTpbl U3genusa MoryT 6bITb MCMOMb30BaHbl AN AOCTUXEHWS onpesenieHHOoN Nonb3bl AN
nauveHTa. ViHhopMupoBaHne B OTHOLLEHWM OCTaTOYHOrO pucka MOXET OblTb Takke NonesHbIM Ans onepa-
TOopa. Monb30oBaTens WUAn ne4ebHOro yupexaeHns s noArotoBkM nauueHTa K BO3MOXHbIM MO60YHbIM 3d-
dhekTam MAM onNacHoCTAM, KOTOpPble MOTYT BO3HWKHYTb BO BPEMS WA MOC/e UCMO/b30BaHWUA MeANLUHCKOro
nsgenusa. CnefyeT OTMeTUTb, YTO OnepaTop, Nosb3oBaTes/b Y NauueHT MOryT ObITb OAHUM INLIOM, Hanpumep
ANA MeAuUMHCKOro U3genus, npefHasHauyeHHoro 415 UCNoNb30BaHWsA B AOMALLUHMX YCOBUSAX.

Huxe npuBefeHbl HEKOTOPble NPUMEpbl A5 UAMKCTPaLMN OCTATOUYHbLIX PUCKOB, CBA3AHHbLIX C UCMOSb-
30BaHNeM MeAMLMHCKUX U3Aennii, a Takke NoboYHbIX athdeKkToB, KOTopble 06bIYHO NOA/EXAT PACKPbITUIO:

- [lna neyeHuns onyxonel MOryT UCNOMb30BaTh /IMHENHbIE ycKopuTenn. OcTaTtouHble PUCKM 06/1yHeHus
onyxosieil MoryT BKOYaTb BEPOATHOCTb 3pUTEMbI N BbiNafeHNs BOMOC.

- Korpga nauyueHTbl nogsepratwTcs MCCMefoBaHUSAM Ha annapare MarHUTOpe3OHaHCHOW Tomorpadun
(MPT). oHM MHOrAa UCnbITbIBAKOT TPEBOTNY M3-3a HAXOXAEHWS B 3aMKHYTOM MPOCTPaHCTBE, FPOMKOro LyMma,
co3faBaemMoro o6opyfoBaHMeM, 1 HEO6XOAMMOCTY OCTaBaTbCs HENOABWXHLIM BO BPEMS MOMyYeHUs nsobpa-
XKEeHus.

6 OueHuBaHMEe COBOKYMHOI0 OCTAaTOYHOroO pucka

6.1 O630p

Mocre oLueHNBaHNS Kax Aol NAEHTUDULMPOBAHHON OTAE/bHON ONacHo CMTyaLn U3rOTOBUTE b 3aTeM
[LO/XEH PAaCcCMOTPETL COBOKYNHOE BANSIHUE UHAUBUAYASIbHBIX OCTATOYHbIX PUCKOB U MPUHSTL PELLEHME O A0-
MyCTUMOCTM COBOKYMHOIO OCTATOYHOrO PUCKA HA OCHOBE KPUTEPUEB A1 OCTATOYHOMO PUCKA, YCTaHOB/IEHHbIX
B MN1aHe MeHempKMeHTa pucka. [laHHblii aTan 0CO6eHHO BaXeH AJ1 C/IOKHbIX MEAULMHCKUX CUCTEM U AN Me-
OVNUMHCKUX U3Aennii ¢ 60/1bLUIMM KOIMYECTBOM OTAE/NbHbIX PUCKOB. Takoe oLeHWBaHWE cefyeT UCNo/b30BaThb
[ANS NPUHATUSE OKOHYATE/TbHOTO PeLLEeHNs 0 6e30MacHOCTY NPOAYKLUN.

10
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B pasgene 7 MCO 14971:2007 TpebyeTcs, 4TOGbI COBOKYMHbIV OCTATOYHbIA PUCK OLEHWBANCS Mo Kpu-
Tepuam, YCTaHOB/IEHHbIM B M/laHe MeHeKMeHTa pucka. TeM He MeHee ornpefesieHne COBOKYNHOro octarTou-
HOro pucka fIBNSETCA CNOXHONM 3afayeil, kotopas He MOXeT ObITb pelleHa NPOCTbIM YNCEHHBIM C/IOXEHNEM
BCEX OTAE/IbHbIX PUCKOB. HEN3BECTHO, MOXHO /N B NPUHLMNE CKNaAblBaTb PUCKK, T. K. KQXA0/ BEPOSTHOCTM
BO3HWKHOBEHUS Bpeja COOTBETCTBYET pa3Has TAXECTb 3TOro Bpefa. Takme CNOXHOCTU MOTyT BO3HUKHYTL MO
crefyloLWwmnm npuymHam:

- Jaxe Ha no3gHUX aTtanax pa3paboTku MeAWLUHCKUX U3AeNuii [OCTOBEPHOCTb OLLEHKN BEPOATHOCTU
MOXEeT CYLeCTBEHHO pa3nunyarbcs. HekoTopble BEPOATHOCTU U3BECTHbI JOCTATOYHO TOYHO /IM6O Ha OCHOBA-
HWN NCTOPUYECKUX AaHHBIX CO CXOXUMU MELULMHCKUMW U3gennsamMun, b0 Ha OCHOBaHWW ucnbITaHui. [pyrune
BEPOSATHOCTU MOXHO OLLEHUTb TO/IbKO NMPUOAN3UTENBHO UM HEBO3MOXHO OLLEHUTL BOOOLLE, Hanpumep Bepo-
ATHOCTb OTKa3a MporpaMMHoro obecneyeHns. Takke 06bIYHO He MpeACcTaBAseTCA BO3MOXHbIM 00beANHUTD
TAXECTW Bpefa OTAE/bHbIX PUCKOB B LUMPOKNE KaTeropun, UCnosb3yemble A1 aHanm3a pucka.

- B ICO 14971 He yCTaHOB/IEHO, YTO KPUTEPUMN AOMYCTUMOCTU puUCKa ANA OTAE/NbHbIX PUCKOB AO/MKHbI
ObITb TEMV )€ CaMbIMU, YTO U KPUTEPUM AONYCTUMOCTM COBOKYNHOTO pucka. Kputepum, ncnonb3yemblie ans oe-
HVMBaHWSA OTAE/NbHbIX PUCKOB, 06bIYHO OCHOBAaHbI HA BEPOATHOCTU BO3HUKHOBEHWNS KOHKPETHON TSXECTW Bpeda.

B D.4 n D.7 NCO 14971:2007 nepeyuncrieHbl HEKOTOpble BO3MOXHble 06LiMe MeToAbl Uau MeTOAWKM
OLleHNBaHNSA COBOKYMHOIO OCTATOYHOIO pPUCKa WM HEKOTOPbIE MOJIe3Hble COOBPAXEHUs, BAVSAIOLME HA UX Bbl-
60p. B oTHoweHumn kputepmes NCO 14971 B LeIOM yKa3bliBaeT, UTO OHU AO/MKHbI OCHOBbIBATHCSA HA NOUTUKE
yCTaHOB/IeHWS KpUTEPMEB AONYCTUMOCTU PUCKa, & COOTBETCTBYIOLLEE PYKOBOACTBO MOXHO HaliTv B pasgene 3.
Kak kpuTepuii, Tak 1 CBSAA3aHHbIA C HUM MeTOA A0/KHbI 6bITb ONpeAeneHbl B N1aHe MeHempkMeHTa pucka. Ha-
CTOSAIWMIA CTaHAAPT NpeAHasHavyeH AN NOMOLLM B YCTAHOBMEHUN 3TUX KPUTEPUEB N METOLOB.

6.2 BXxofHble AaHHble U Apyrue NoAxoAbl N0 OLEHWBAHWIO COBOKYMHOTO OCTATOUYHOIO pucka

COBOKYMHbIV OCTaTOYHbIA PUCK MOXET ObITb OLEHEH TO/IbKO Nocfe peanv3auuv n BepudmkaLnm scex
Mep Mo ynpaBneHnio pUcKkoM. ITOT 03HaYaeT, YTO BCe MAEHTUMULMPOBaHHbIE ONacHble cuTyauun 6biam oue-
HeHbl 1 4TO BCE PUCKN BbI/IN CHUXKEHbI 4,0 AOMYCTUMbIX YPOBHEW MW GblAV NPUHATLI HA OCHOBaHUK aHanusa
COOTHOLLUEHNA pucK/Nonb3a. HekoTopblie NpuMepbl BXOAHbIX faHHbIX U UX UCMONb30BaHUA NPUBEAEHbI HUXE.
OHM MOFyT UCNOMb30BaTbCA Kak BXOAHbIE AaHHble NO OLEeHNBAaHWNIO COBOKYMHOIO OCTATOYHOrO PUCKa U Kak Co-
obpaxeHus, KOTopble He06X0AMMO UCNOMNb30BaTh NPU ONpeaeneHnm, ABNSETCA NN COBOKYMHbIV OCTATOUHbIN
pYCK [ONYCTUMBIM.

a) M3rotoBuTENb MOXET CPaBHUTbL paccMaTpuMBaeMoe MefULMHCKOe WU3fenve C aHalorMyHbiM Meau-
LMHCKUM 13genneM, npeactaBneHHbIM Ha pbiHke (cM. D.7.7 UICO 14971:2007). AnsA Toro YTo6bl M3roTOBUTENb
caenan 060CHOBaHHOE 3aK/loYeHne O COBOKYNMHOM OCTaTOYHOM PUCKE C yY4eTOM MeMLMHCKOW Nofb3bl OT
paccmaTpmMBaeMoro MeuLUNHCKOro n3fennsi, Heo6xoAMMO PacCMOTPETb TEKYLLYIO akTyasibHY UHopMaLmio
0 MPefyCcMOTPEHHOM MPUMEHEHUWN/Ha3HaYeHNN U CBA3AHHbIX C HUM He6NaronpuATHbIX COBLITUSAX B OTHOLLE-
HUW aHaNoOrMYHbIX MEeAVNLUHCKUX M3Aenuii, NpefcTaB/leHHbIX Ha pbiHKE, a Takke UHOPMAaLMio U3 Hay4HOW
nuTepaTypsbl, BKIOYas MHOpMaLUIo O KITMHUYECKOM onbiTe. KyeBbiM BONPOCOM SIBSIETCA BOMPOC O TOM,
UMeeT N paccMmaTpuBaemMoe MeAMLMHCKOe M3fenve Takoi Xe Wan Nyylumnii ypoBeHb 6e30nacHOCTW, YTO K
MeAULMHCKOe n3aenme, KOTOPOoe YXXe MOXHO CUMTaTb UMELLNM LONYCTUMbIV COBOKYMHbIV OCTATOUHBIA PUCK.

b) [1nA oueHMBaHNA COBOKYMHOr0 OCTATOYHOTO pUcka C y4eTOM MeAMLMHCKONM Nonb3bl OT paccmarpusa-
eMOoro MeAvLUMHCKOro U3Aennsa N3rotToBUTe/lb MOXET Takke UCMOMb30BaTb MHEHME 3KCNEPTOB, HE BXOAALLMX
B opraHusauuio nsrotosutens (cMm. D.7.8 MICO 14971:2007). 3Tv akcnepTbl MOryT 6bITb 0TOGpaHbl U3 pasnuy-
HbIX AUCLUNINH W BKIOYATb TeX. KTO MMeeT KMHUYECKUA OMbIT, N TeX. KTO NpofaeT aHanormyHble MeaunuuH-
ckne nsgenus. Takve crneumannicTbl MOFYT MOMOYb M3rOTOBUTENO YUYUTbIBATL MHTEPECH! 3aUHTEPECOBAHHbIX
nuy. CnegyeT 06patuTb BHUMaHWe Ha TpebGoBaHUs K NPOECCUOHAIbHOW NOATOTOBKE W OMbITY, YCTAHOB/EH-
Hble B 3.2 1 3.3, 3.4b) n c), nA.2.3.3 CO 14971.2007.

c) Jaxe ecnu BCce UHAMBUAYASIbHbIE PUCKN ObINN MAEHTUMULMPOBAHbLI N COYTEHbI AONYCTUMBIMU, ANA
HEKOTOPbIX U3 HUX. KaK YacTb OLEHMBAHWSA COBOKYMHOr0 OCTaTO4HOrO pUcka, MOXeT NoTpe6oBaThCs fanbHel-
LN aHanms.

OfHUM 13 NPUMEPOB Takol CUTyaLun MOXeT ObITb TO. YTO MHOTUE OTAE/NbHbIE PUCKK 6IM3KM K Hepomny-
CTUMbIM YpPOBHAIM. CriefjoBartefibHO, ONYCTUMOCTb COBOKYMHOrO OCTATOYHOIO pUCKa MOXET ObiTb NOABEPTHY-
Ta COMHEHWI0 N MOXET 6blTb MPUHATO 060CHOBAHHOE pelleHne 0 gasibHellem uccnefoBaHnm MeguLMHCKOro
U3[enns 1 CBA3aHHOTO C HAM dhaiiia MeHehKMeHTa pycka. [pyruM npumepom MOXeT 6bITb TO. YTO CYLLECTBY-
10T PUCKMK, KOTOPbIE ABMAAIOTCA B3aMMO3aBNCUMbIMU Kak OT BbI3BABLUMX WUX NPUYKH, Tak U OT MPUHATLIX Mep
no ynpasfieHnto puckoM. Mepbl N0 yNpaBAeHWI0 PUCKOM [O/DKHbI ObiTb BEpUMULMPOBaHbl Ha pe3ynbTaTus-
HOCTb He TOJIbKO MO OTAENbHOCTW, HO TakXe W COBMECTHO C APYrvMU Mepamyu No ynpasieHUo puckom. 310
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OTHOCUTCS 1 K MepaM No ynpas/ieHWto PUCKOM, KOTopble pa3paboTaHbl 415 YMEHbLIEHNA HECKO/TbKUX PUCKOB

0iHOBPeMeHHO. [lepeBo 0TKa30B UM aHanus3 gepesa coObITUA MOTYT 6bITb NONE3HLIMWU MHCTPYMEHTaMu ANs

AeMOHCTpaLmMmn Takux B3anMOCBA3e MeXAy puckaMu 1 NCnosb3yeMbiMA Mepamu Mo ynpasieHNo PUCKOM,
d) [Apyrue nogxodbl Mo OLEHNBAHWIO COBOKYMHOIO OCTATOYHOIO pucka:

1) MonesHyo MHOPMAaLNI0 MOXHO MONYYNUTb, UCNOSL3YS Pe3ysibTaTbl OLLEHUBAHUA 3KCM/lyaTaLnoH-
HO NPUrOAHOCTN UMM KIMHWUYECKOTO OMbITa, NOYYEHHOrO NPU BaMaauuy npoexTa.

2) MoxeT 6bITb MOME3HO BU3yaslbHOE NpeAcTaB/eHne OCTaTOYHbIX PUCKOB. Kaxablii oTAenbHbIN
OCTaTOUHbI/i PUCK MOXET ObITb MOKa3aH B MaTpuLe pUCKOB, Kak Ha pucyHkax D.4 n D.5 NCO 14971:2007, pa-
Bas rpacdmyeckoe npejcraBieHe o pacnpefeneHnun puckos. ECim MHOrme puckum HaxoAsaTCcs B BepxHei 06-
NacTun TAXECTU UK B BEPXHE 06/1acTV BEPOATHOCTU MaTpPULbl PUCKOB NGO KNacTepbl PUCKOB NOrPaHnYHbI,
TO pacnpejenieHne puckoB MOXET NoKasblBaTb, YTO COBOKYMHbI/i OCTATOUHBIV PUCK ABIAETCA HeA0MyCTUMbIM,
XOTA KaKAbl UHAMBUAYASTbHBIV PUCK BblS1 060CHOBAHHO COYTEH A0MYCTUMbIM.

3) lMpun oueHnBaHNM COBOKYMHOMO pyUcka HeO06X0AMMO yunTbiBaTh BCE OTAE/bHO MPOBEAEHHbIE aHa-
NIN3bl COOTHOLLEHUA pUCK/MOosb3a.

4) Ecnv npu aHanuse pucka vMenn Mecto KOMMNPOMWCChI MexXZAy puckamu, 3aTO MOXeT ykasbiBaTb
Ha TO. YTO COBOKYMHbI OCTATOUHbLIA PUCK HEOBXOAMMO aHanM3npoBaTh 6onee TwaTenbHo. ITO MOryT ObiTh
cnyyaw, Korga ogvH U3 pUCKOB MOXET ObITb HECKO/IbKO YBE/IMYEH C TeM, YTOObI APYroii pUck Mor 6bITb YMeHb-
weH. Hanpumep, puck Ana ogHoro nuua (nonb3osartesns) 4onyckaeTcs yBemunTb, TOr4a Kak puck 4ns Apyroro
nuua (naymeHTa) MOXeT 6biTb YMeHbLUEH. DTO Ha3blBaeTCA napasiaiakcom pucka. OueHMBaHNE MOXET HOCUTb
Xapakrep MaHeBpUPOBaHUA MeX/y OCHOBHbIMU pUCKaMy C 0653aTesiIbHbIM ONncaHnemM Toro, noyemy banaHc
KOMMPOMWCCHbIX PeLueHnii NpakTUyeH 1 noYyemMy ypoBeHb KOMOMHUPOBAHHOTO pucCKa Npy NPUHATUX KOMMPO-
MUCCHbIX PeLUeHNA B OTHOLLIEHUN PUCKOB SIBMISIETCA A0MNYCTUMBIM.

B KOHeYHOM WTOre oLeHVBaHNe COBOKYMHOro 0CTaTOYHOrO prYcka OCHOBaHO Ha K/TMHWYECKO oLeHke. Pe-
3y/bTaTbl OLLEHVBAHNSA COBOKYMHOrO OCTATOYHOrO pucka obpasyloT YacTu dhaiina MeHegxmeHTa pucka. Kpaii-
He Nofe3Ho JOKYMeHTMpoBaTb 060CHOBAHHOCTb AONYCTUMOCTU COBOKYMHOIO OCTATOYHOMO puUcKa.
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