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BeepeHue

WMCOMO 24971 nogroToBned COBMECTHO TexHudeckns omaTeTomM ISOTC 210 sMeHegwmedT
KAYBCTEA W COOTEATCTEYIOLME OODWWE ACNEKTh MEOWUMHCKHX W3INendids W TeXHWHecKUM KOMWTETOM
IEC/SC 62A «ObwWMe acNexTel INEKTROOSOPYACBAHKWA, HCNONLIYEMOND B ME0WUWKCKOA NpakTukes. [poaxT
Gbin HANPARNEH HA TONCCOBAHWE B HALWOHANBHLIE opraMel kak MCO, Tak w M3H.

ONeIT NOKA3LIBAET, YTO MATOTOBHMTENKM UCMBTEIBANT CNOMHOCTH NPM NPAKTHYBCKOM NPHUMEHEHKN HEKO=
Topwx paagence MCO 14971, HacToAwWwMA CTaHgapT npeacTaeanAeT cobon pyHoBOOCTED, NOMOFAIOWES NpH
paspaboThe, NPUMEHEHWA K NOAOSPHAHHWA NPOLSCCA MEHEHMMEHTA PMCKE, NPUMEHAEMOTO K MEJWULMHCKMM
HIOenUAM, Lansio KOToporg ARNASTCA BeiNonHeHne Tpedoradyi MCO 14971, Tame HACTOAWMIA CTaHgapT
BEMICHAET 80 CNEUHankHLIE ACNEKTEl QNA WWPOKDTD AMANa3oHa MeSHUMHCKHE HAOenHi, TakHX KaK aKTHBHEIE,
HEAKTHBHBIE, UMIANAHTUEYEMBIE 1 HEMMONAHTHRYEMBIE MEIHLWHCEHE MINENHA 1 MEAMLWHCKWE WA0enMa onAa
i vitro QNarHocTHKA.

HacTorwMA cTaMaapT He ABNAETCA NOMNHLIM PYKOBOOCTBOM NO npuMenawno MCO 14971 ana opravuaa-
UMIA. OH 0ONCNHAST DYKOBROACTEA, COASPMALLMACA B MHDODMaTUBHEIX NpunoxeHnax MCO 14871, kacamwwm-
BCA CNeqywHx obnacted:

- PYKOBOOCTEO NO DOMH MERAYHADOOHLD CTaHAAPTOR No Ba30NacHOCTIA NPOAYKLMK W CTAHOADTOR HA
NPOUBCCH B MEHEIMMEHTE DUCKA

- PYROBOOCTEO NO pa3paboTee NONUTHEA YETAHOBNEHKA KPUTEDWUER QONYCTUMOCTH PUCKa

- PYHOBOACTED NO MCNONBIOBAHKKD MHEOPMALKMKA, NONYYeHHDA no 06paTHoW CBAZK HA CTAAWAXK NPOH3-
BOOCTEA W NOCTIPOMABOGCTEE,

- PYKOBOOCTED N0 AWDHEPeHUHALMA MHROPMALMK Mo BEI0NACHOCTI KaK ME Pl N0 YIPaBNSHA0 PUCKIM
W cooblaemelx CEBEOeHWA OO OCTaTOUHOM DHCKE,

= PYROBOOCTEC NG OUSHHMBAHHIO COBOKYNHOMG OCTATONHOMD PHCKA,

B HacToRWEeM CTAHOARTE NPUBEAEHD HECKONEKS NOAXOOCE, KOTODBIE MOXET HCNONBA0RATE OPraHMaaLyMa
ANA NPHMEHEHWA W NOOASMHAHWA HEKOTODX ACNEKTOR CUCTEME MEHEOXMEHTA DUCKA, COOTBETCTEYIOWENA
HMCO 14971. MoryT ncnone3csaTech ansTepHaTHEHEE NOOXoAsL, 8CNA OHM YOORNETEOPAWT TpebosaHuamM
HMCO 14971.

Mpk oUEHKEE NEHMEHHMOCTIA DYKOBOLALMK YEA3AHWA HACTOALWErD cTaHgapTa HeobxonKuMo paccaTpm-
BaTh NDHPOOY MEdWUMHCKOTO(MX) Hagenua(uin), & KOTopoMY(bIM) OHM NPHMEHAIOTCA, PHCKK, CEBA3AHHBIE ©
WMCNOMEI0BAHMEM JaHHOMD MEQWLWHCKOrD HAOENHA M NDHMEHKMEIE DETY KDY I0WHe TpeGoaaHua.
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HAULWOHANBHBIWA CTAHOAPT POCCMACKOW OGOEOEPALMMK

W3JENKWA MEOWLUWHCKHWE
PyxoBoncTEO No npumaesHerwo HCO 14971

Medical davices. Guidance on the applcation of IS0 14971

Oara epefednn — 2018—03—01

1 OBnacTe NpUMEHEHMA

Hacroswwi ctaspapt npegcraenAeT cobol pyKDBOOCTED, KACAKWESCA onpedensHHsx ocbnactel
WMCO 14971 npu OCYLYECTRNEHWA JEATENEHOCTH N0 MEHEMMEHTY DICKA.

CrangapT NpeaHasHaqes ANA OKa3asuA NOMOoLWKM MAroTOBKMTENAM M JPYIHM NoNL30BATENAM CTAHGAPTA
g ofnactu:

- NOHUMaHWA PONY MEXAYHADOOHLIY CTaHOAapToR No De3lonacHoCTH NpoOyKEUMK | CTAHgapTos Ha
NpOUSCcChl B MEHBAMMEHTE DUCKA,

- pazpalboTiX NONWTHKK YCTAHOBNEHWA KDHTEDHER OONYCTUMOCTH DHCKA,

- BEMNIOYEHWA NPOUMABOACTEEHHOR W NOCTNPOMIBCACTREHHON WHEOPMALKWK, NONYYEHHOR C NoMOLWLID
obpaTHOA CBAIM, B NPOUECC MEHE I MaHTa PICKE,

- guipbepedurauMy mMexay «uHbopmagred no GesonacHocTHy W ccooblaeMbiMA cREgeHuAMH o
OCTATOHHOM DHCHE b

= OUESHWBAHKA NONHOMD OCTATOYMMOrD pHCKa.

2 Ponb mexOyHapoAHbIX CTAHAAPTOE No Be3oNacHOCTH NPOOYKLWK
W CTAHOAPTOE HA NPOLECcChLI B MEHEOXMMEHTE PUCKA

21 OBaop

MexnyHapooHese cradfapTel no Ge3onacHocT NPOAYELMW W CTAHJAPTEl HA NPOUECChl WrpamnT
CYLBCTRRHHYM DPONk B MEHEEMEHTE pUMCKa, Kak onucaso 8 MCO 1497 1. B npuHuMne, 3TW CTAHAapTR paspa-
GaTLIBATCA, Ve HCNONSAYA KOHLENUKIO MEHSQKMEHTA PHCKA, KOTODAR MOKET BENIOYATE MOSHTHIMEILKIO
OMACHOCTEN W ONACHBIX CHTYALWA, ONpeOeneHMe DWCHOB, OUSHWBAHWE DUCKDE W ONpEeOensHUue Mep no
YNPABNEHKID DIRCKOM.

Bonee nogpobHy vudropsMaumio No Npoueccy paspaboTkM CTAHOARTOE HA MEOWUHWHCEWE WIOeNWa C
HCNONBACBAHHWEM KOHLENL WM MEHEHMEHTS DUCKS MOMHO HARTA B TaMx QokyumeHTax, kak MCO/MIK Pyro-
poacTeo 51 v WCO/M3K PykoeoacTeo 63.

MexnyHapoaHee CTaHaapTel No Ge3onacHoCTH NPOAYKLKK W CTAHAARTEl HA NpoUecoH paspabaTeBanT-
CA aKcnepTaMmd 8 OadHoil ofnacTth W oTpa#xanT obWenpuaHaHHeR YpoBReHs PAIBWTHA HaykW {cw. D.4
WMCO 14971:2007).

JanHele cTaHLAPTE MIPAKIT BAKHYID PONk B MEHETHMEHTE prcka. [MpH CoyWECTENSHNH MEHETHMEHTS
PUCKS MArOTORHTENL, B NEPBYID OYepEakE, DOMKeEH paccMOTPETE NPOEKT paspabaTeBasmors MeqUuLKHCKero
W3LOen®A, ero NPegNoNaragMos MCNoNLICBAHME M CBAIAHHBIE C HIWM CNACHOCTWONACHEIE CHTyayWy. HMaroto-
BHTEME NpK BHGODE NPUMEHNMEIX CTAHOAPTOR MOXMET OTAATE NPEANOYTEHWE TEM, KOTODLIE YHE COOBpMAaT
KOHKpDETHEIE  TpeboBaWWA, NOMOrawlMe YyNpaenATe  PUCKAMM, CBAIAHHBIMK @ C  KOHKDETHBIMK
ONACHOCTAMKXIONACHSIMM CATYALMAMIA.

Wapanue ofMyMENEHOE
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[NA MEOMUNHCKIAX MIJENWHA, HOTOPLE COOTEETCTEYIOT TPRGOBaHMAM W YO0BNETRORAINT KPUTEDMAM OaH-
HElX CTAHOADTOR, OCTATOYHEIE DHCKM AMA KOHKDETHEE ONACHOCTERAONACHEX CHTYALMA MOMHO CHECTE LONYCTH=
MEIMKH, BCNA HE NPEOCTARNEHE COLEKTHBHEE OaHHEE, CEMOETENsCTEYIOWWE 06 obpaTHom. HexoTopbiMM
BOIMOMHEIMN MCTOYHMEIMM TAKMX 06 Be KTMEHEX CEMOETENECTE MOMYT ABNATLCH OTHETE O HeBNAroNPUATHEX
COBBITHAX, HIEATAN NPOOYRUKMK M2 oBpawedna 1 npaTedand. TpefoBasMA MEXOyHAP0OHEX CTAHOapToR, B
YHCNE KOTOPBIX MHABHEDHEE W SHANWTHYECKHE NPOUBCCh!, KOHKPETHRIE NPEOeNbHEE IHAYEHHA BhIXOOHBIX
XAPAKTEPUCTAK WIOENNA, NPegYNPENGEHHA UMH NPOSKTHEE CrnaydMKauMy, MOoryT CUMTaTECA MEpaMK No
YNPABNEHHI0 PUCKOM, YCTAHOBNEHHEIMK PA3paBOTYMEAMK CTAHAARTOR U NPEOHAIHAYEHHLIMK 1NA PEArMpoaa-
HMA HA DACKH OT KOHKDETHED ONASCHLIX CHTYAUWA, KOTOP &I MAEHTAHNLWDOBAHE! W OLEHEHS KEK HYyHOaI0WKWECH
B YNPEEMEHNH.

Bo MHOTHX chyyary paipaboTyMky cTaHOapToR B3ANKM Ha CEER, BeINOMHUNKM ANeMEHTEl MEHEOKMEHTA
pHCKA W NPELOCTABMNA MAroTOBMTENAM FOTOBRE PeWeHUA B Buge TpefoeaHril K HOMCTRPYELWA W MeTogamM
WCNBITAHKEA ONA YCTAHOBNEHWA COOTBETCTRIA.

MpW OCYWECTENEMAW QEATENBHOCTH N0 MEHELMMEHTY PUCKA MITOTORMTENW MOMYT MCNONBI0BATE
pe3yNLTATE pAGoTH pa3pafoTYMKOE CTAHAADTOR W HE NOBTOPATE AHANKI, BeOYLMA K TpeGosaHMaAm cTaHgap-
Ta. CnegoBartenkHo, MERIyHapogHEE CTAHAAPTE NPEACTABMAKLT LEHHYIO MHCIOPMALMD NO ONYCTHMOCTH
pHCKDD, KOTORAA BANKOYDORAHA B PAMKAK BCEMMP HOMD NPOLECCa OLEHMBAHWA, BIMTHOUYAA MHOTOKPaTHLIE 3Tank
AHANKIA, KOMMEHTHDOBANWA M rONOCoBaHKA.

2.2 Mcnonk3oBaHkie MeEOYHAPOAHLIX CTAHAAPTOE nNo GO30NACHOCTH NPOOYEWWH @B

MEHEHMEHTE DHCKA

MexgyHapogHsi cTaHgapT No Ge3IoNacHOCTH NPOOYELMA MOKET YyCTAHABNMBATE TRE GOBAHWA, KOTODLIE,
NP HX BRMONHEHHH, MPMBOLAT K O0NYCTHMOMY PUCKY ANA KOKKPETHLIX ONACcHIX CATYALMA (HANDMMED, OrpaHK-
yeHdA ona obecnevedda GeaonacHocTi). MaroToarTens MOMET MCNONLIOBATE 3TK TpeboBauuA B MaHew-
MEHTE PHUCKa CnegyiowmMm obpazom,

a) Ecnd e MexgyHapofHsX cTaugapTax no Ge3onacHocT NPOOyELMK YCTAHOBNEHE! HOHKPETHEIR TEXHK-
Yeckue TpedoBaHnA, KacanwWHWech cNpedanaiHisE ONacHOCTeR W ONACHLIX CHTYAUWA, a TAKKSe KOHKDeTHLIE
KPHTEPHA NPHEMEN, TO COOTBETCTENE ATHM TReoaaHkAM CHHTARTCA QOCTATOUHEIM GNA YCTAHOBNEHKA TOMD,
YTO DCTATOYHBIE PHCKK CHICREHE! 00 JONYCTHMEIX YPOBHEN, 8CNKW HE NpeacTaaneHo OB berTHBHEIX CBUAE-
TeNLCTE 0GpaTHoro. Hanpumeap, 8 M3K B0601-1 gonsHe: EKOHTPONKPOBATECA TOKK YTEUYEM ANA JOCTHHEHWA
OONYCTHMONS ypoRHA pucka. B M3K G0601-1 npueageHel OMpadr4eHa B OTHOLWEHKA TOKDB YTEYKM, KOTODRIE,
KEK CYATABTCA, NPMBOOAT K AONYCTHMbIM YDOBHAM DUCKS NEH MIMEDEHHK B COOTBETCTEUM © YCNOBMAMMK, YCTa-
HOBNEHHLIMM B 8.7 M3K60601-1:2005. [lna AaHHOMD NPUMERa DansHEALLIAA MEHSOKMENT DHCKS HE ABNASTCA
HeohxoaMMeM. B aToM cnyyae HecBxoaMmMo BRNOMHWUTE CNEayIoLWME LWATH:

1) BENOMHATE TPEGoOBAHKA NyHETOR 4.2 1 4.3 MCO 14571:2007 AnA WOEHTHOMKALMK XapakTepuc-
THE, KACAKWMXCA Be30NacHoOCTH, W HAEBHTUAHEALMK ONACHOCTER M ONACHLIX CUTYALMA, CEBAJAHHEX C ageny-
EM, HACTONBKD NOMNHO, HACKONLKD 3TO BOIMOKHO,

2) WOeHTHDMUKMPOBATE ONACHOCTH M ONACHBIE CHUTYALMK, CEBAZAHHBIE C DACCMATPHBAEMEIM MEIM-
LUMHCKMM H3OSNWeM, KOTODEIE NONHOCTRI0 OXEATHBAKTCA MEXIYHAPOOHEM CTAHOADTOM N0 GE30NaCHOCTH
NDOOY KUK,

3} OnA Tex MOeHTHOHUWPOBaHHBIX ONACHOCTEA M ONAcHBIX CHTYaUKA, KOTOPLIE NONHOCTEID OXBATE-
BAKTCA MENKYHAPOOHLIMM CTAHAARTAMMK N0 BE30NACHOCTH NPOAYKLMMW, MATOTOBHTENE MOMET CHECTE BOIMON-
HblM HE ONpegenATs (n. 4.4 MCO 1497 1:2007 ) vnu ouerneaTs (n. SMCO 1457 1:2007) aTiapuckm. B atom cnyyae
ANA A8MOHCTPAUWK JABEDLWEHHOCTH CNPEAeNeHnA PUCKOE M CUBHWBAHWA PUCKOB CNeayeT ONWpaThCcA Ha
TpeboBaHKA, CONEPHALMECA B MEXOYHAPOOHOM CTAHOAPTE;

4) No BOIMOMHOCTH, WArOTOBMTENE OOMEeH WABHTHOMUMPORATE TEXHWYECKWE XADAKTEPHCTAKM
KOHCTRYELMM, KOTOpBIE YAOCBNETRORAIOT TPESOBAHUAM, CONSPHALLMMER B CTAHA2PTE, H MCNONE3I0BATE MX KaK
MEpDBI N YNPARNe s plckom (6.2 MCO 1497 1:2007).

n PAMEBEYEHHE— ,I!Inﬂ HEEOTOPEX MEeHAYHIPOOHEX CTAHAADTIE MO Be30NacHOcTH NPOgyEUMKA B03IMOHHICTRE

MOSHTHEHEALRY BOEX KOHEPETHE X MER MO YNPAENEHWUD PHCKOM OIpasMYeHE. DOHWM @3 NPHMERCE RENAETCA MCNETAHME
Ha ANaKTPOMBTHATHYH COBMECTHMOCT: B M3K 60601-1-2 ana cnosHeX MESWUMHCEAY MIOSNHE;

5) BEpHDWEALNA BENONHEHHA MED NO YNPaBNEHKK DHCKOM B OTHOLWEHWH STHX ONacHBIX CHTYaLWR
MoeT GeiTe NPOBEAEHA NOCPEACTEOM AHANWIA NPOSKTHO-KONCTPYRTOPCKOH QOKYMEHTALMA. BepudiKalMa
pe3yNETATMBHOCTIH MED N0 YMPaBNEHMID PUCKOM MOMET GkiTh NPOBEAEHA NOCPEACTEOM HCNLITAHWA M aHanKWaa

2
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MX PE3YNETATOR, KOTOPLIE OOMEHL JEMOHCTPWDOBATE, YTO HIOENHe YAOBNETRCRAGT COOTBETCTRY IOLWMM TPE=
GopaHMAM MEXOYHAPOOHOTD CTaHAapTa No Be30oNacHOCTM NPoaY KUK,

6] ecny NpUMeHUMBIe TReBOBAHMA BoINCNHAKT, COOTBETCTRYHILKWE OCTATOUHBIE PUCKK CUMTAKTCA
[ONYCTHRMEIMM,

b) Ecnu B MexoyHapoOHoM cTaHdapTe No 0e3aonacHocTi NPoOYELHA TEXHWYECKHe TReGoBaHHA | CaA-
AAHHBIE C HHMMK HCNBITAHWA, 3 TAKKE KDWTEDHK NMPUEMEN DEIYNETATOR KCNbITAHWA YCTAHORNEHE HE B NOMHOM
ofibeme, To CATYalUWA ABNAETCA Bonae cnoMHoi. B HEXOTOPBIX CMY4aAX CTAHOAP T NPEANUCLIBaNT WAroToBKM-
TEMO NPOBOAMTE KOHKPETHEE MCNETAHKA, CEAIAHHEIE C MIBECTHBIMK ONACHOCTAMK UMM ONaCHBIMA CHTYAL WA=
MK, HO HE NPUBOOAT KDMTEDHK NpUeMiy (Hanpumep, M3K 60601-2-16, k oGopyaoBannn ANA rEMoJHaniaa,
remogMatunsTpanK  remodmneTpauna). B apyrux cimyqasx cTasaapTel NPOCTO YEAILIBAKT WIrOTOBKTEIIO
Ha HEOBX0OWMOCTE MCCNEA0RATE KOHKPETHBIE ONACHOCTH MNW ONacHel8 CUTYAUMA B DAMKAX AHANKIA PUCKa
(Hanpumep, 10.2 M3K 60601-1:2005). Ouanaiaod ankTeépHATHBEHEY BAPWAHTOBR CRAMIWIKOM BENWK, YToDR
NPEOoCTABMTE KOHKDETHEE YEAZAHWA NG MCNONL30BAHMIO TAKKMX CTAHAAPTOR B NPOUECCE MEHETHMEHTA PUCKA.
Tem HE MEHEE WArOTOBMTENAM pEeHOMEHOYETCA WCNONbIOBATE COOEDMAHWE TAKWK CTAHOADTOR B WX
MEHBOKMEHTE PUCK KOHKPETHBIX MEIMLHMHCKNL WagenHia.

c) Ona onacHoCTed MK SNacHBIX CUTYAUKWA, KOTODBIE MOASHTHUEHWUMPOBaHE! ONA KOHEDETHOM MEaMUnH-
CEOMOMIAGENKA, HO CNELHANEHO HE DACCMOTPEHE! HM B 0OHOM M3 CTAHAAPTOR, MAFCTORMTENE OOIKEH YUECTE 3T
CMNACHOCTH MNK CNACHEE CHTYALWK B NPOUBCCe MEHELKMEHTA prcka, MaroToBMTeNs JoNMeH onpeaenark,
OUEHWBATE DUCKH W, NDW HEoDXOOWMOCTH, YNDABNATE ATHMK prckamu (cM. 4.4 51w 6 WCO 14971:2007).

Ha pucyHke 1 npeacrapneHa BNOE-CXEMA W NPMMER WCNONEIOBAHMA MERIYHAPOOHEIX CTAHOAPTOR MO
BEICNACHOCTA NPOSYKLMK,

2.3 MexagyHapoOHbie CTAHAAPTE HAa npoueces i MCO 14971

MexnyHapoaHee cTAHOAPTE HA NPOUBCCE, KAK NOKSIAH0 B NPMMEDE HWME, Y4CTO MOMYT MCNONB30BaTE-
cAcoesecTHo ¢ MCO 1497 1. 310 peanyayeTcA COHKM M3 OBYX My Tei:

= B MENQYHapPOOHOM CTaHdapTe Ha npouecc TpebyeTca npraedediae MCO 14971 kak YacT MCNoneao-
BAHWA MEXIYHAPOOHOrD CTaHQapTa Ha npoueco, Hanpumep, MIK 62304 Ha NpoUecchl MUIHEHHOTD UWKNa
NPOrpamMmMHoro oGecnedeHna; knu

- MEXOYHAPOOHLIA CTAHAART HA NPOUECCH] NPEJHAIHAYEH ONA KCNONBICBAHWMA B MEHBOKMEHTE DUCKA,
Hanpumep, M3K 62366 no NpOSKTHPOBAHWID C YYBTOM IECNNYATAUWNOHHOR NPUroOHoCTA W cepua MO0 102403
Mo BUONorM4eckon ouEHKE.

B niobom cny4ae, ANA KOPPEKTHOMD NPMMEHEHWA MEKAYHAPOAHOrD CTAHAAPTA K NPOWECCY 1 © LENkI0
DOCTUMEHHA OONYCTHMBIX YPOBHER DHCKA B OTHOLEHAM MEQWULWHCKOrD agenya TpebyeTcA yaenuTe ocoboe
BHMMaHWE 8r0 B3avMoceRan ¢ MCO 14971, 3w gea cTangapTa Aon#Hel paBoTaTe COBMECTHO TaK, 4ToBb MX
BXOOHBIE OaHMBIE, BRXOOHLIE JAHHEE W COTMACOBAHHOCTE GBUTM ONTUMUIMPORAHL. HuMe npraeneHsl TpKU
NpWMEPa, OSMOHCTRHDYIOWHE TAKYI0 HEEaNsHYI0 CHTYALMIO.

a) MaKB2304

Baaumoceaas mexgy M3IK 62304 u MCO 1497 1 xopowo onucaxa ao seegenun & M3K 62304,

3a ocHopy BEPETCA, YTO NPOrPaMMHOE oBecneYeHle MedULuHCKAY WIOeNKE paspabaTeBaKT W 06Cny-
HUBAWNT B PAMKAX CUCTEMEl MEHEIMMEHTA kauecTaa (oM. 4.1 M3K 62304:2006) 1 NpoUecca MeHEIMMEHTa
pucka (oM. 4.2 M3K 62304:2006). Npouecc MEHEIEMEHTA PUCKa YHE X0poWo paccMoTped 8 MCO 14971,
Takum oSpadom, MIK 62304 aagaeT HechXooWMyW BIAMMOCEAIL HANPAMYKD NPHM HOPMATHEHOR CCRINMKE Ha
MCO 145871, nA nporpamMmHoro cBecneqeina MeHSMEHT PUCKa J0MHEH BLiGBWMATE HEKOTODEIE HE3HAYN-
TeNbHBIE OONONHUTENsHLIE Tpebosaqua, ccobeqHo B oBnacTy woeHTWdMKaUMK GakTopoa NporpaMMHero
ohecneqeHda, CEA3aHHBIX C ONacHOCTAMK. 3TK TpefoBaHnA 00 OMHEHE! M BKNDYeHE: B 0. 7 MIK 62304:2006
KaK NPOLECcs MEHEDMMEHTA DUCKA NPOrpamMmMHoro obecneqeHns.

MpyBoaMT NK NporpamMmHos oBecneyeHne K QONCNHATENEHEM ONBCHOCTAM, ONPEaenAnT BO BPEMA QeA-
TENLHOCTH NO WAEHTHGOUKALWK ONACHOCTEN B NPOWECCe MEHESOKMEHTA pMcha. NpW onpefeneHdy, NPpUBOLKT
N NporpaMMHoe obecnadesive K AoNCNHWTENEHEM CNACKHOCTAM, HEOGX0OQWMO YUMTEIBATE ONACHOCTH, KOTO=
prie MOryT ObiTh BeI3BaHE NPOTPaMMHLIM 0DECHEHEHHEM HE HANPAMYI (HANPUMED, NPEOOCTABNEHWE MOMHOW
MHDOpMAaLYKMK, KOTOPER MOXET NPMBECTH K HEANEKBATHOMY NeYaHiio). PeweHne of McnonsaosadnM nporpam-
MHOMD oBeCnEYeHHA ANA YNPABENeHHA PUCKOM NDPAHKMAKT BO BREMA OEATENBHOCTI NO YTPEANSHA DHCKOM B
NPOUECCE MEHEIKMEHTA prcka. Flpouece MeHeOHMEHTa pHMCKa nporpaMmEoro obecnevedws, Tpelyemsii
HACTOALMM CTAHOADTOM, BEAHYEH B NPOUSCe MEHEIHMEHTA PUCKA M3OENWA B COOTEETCTEMKM C MCO 14871,
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B M3K 62304 naxa HopMaTHeHan cceiNka Ha MCO 14971 1 yCTaHOBNE8HE CNeudansHse TpeboaanmMa:

= NNaHWpoBaHKe paapaboTeM NporpaMmHore cbecnevenus (oM. 5.1 M3K 62304:2006), 4To cornacyeTca
C NNAHIM MEHEIMMEHTE pHUCcKa, HeobxoauMeM cornacHo MCO 14971, 1

= NPOUBCC MEHEIMMEHTa DUCKa NPOrpamMMHoro obecnedeqa (oM. 7 MAK 62304:2006), ocHoBaHHEIR
wa VICO 14971,

by M3KE2366

Brok-cxema Ha pucydke A1 M3IK 62366:2007 nokaseiBaeT BIAWMOCEAZE W BIAWMOLSWCTEME OBYX
napannensHsix W B3aWMOCERIaHHEN Npoyeccoe. B gononyeHye K HOpMaTUEHLE coeinkam Ha MCD 145871,
M3K 62366:2007 onpanenaHbl TPH CNEUWANEHEBX MYHKTA, B KOTODLIX NPOUSCC NPOSKTHROBAHWA © YUeToM
AKCNNYATALWMOHHON NPHIOOHOCTA MOKET OONONHATE M BIAWMOOEACTBOBATE C MEHESHMEHTOM PHCKA, KaK
onvcanoe s MCO 14971:

- n.5.3.1 M3K 62366: 2007 TpebyeT: «MasHTudHKaUMA XapakTEpUCTHE, CEAZAHHLIX ¢ BE30nacHOCTRI0
(4acTe aHannaa prcka), KoTopan choKYCHROBAHA HA AKCNNYATAUHOHHON NPWISAHOCTH, GOMEHA DeiTe NpOBE-
OeHa B cooTEaTCTRMM ¢ MCO 149712007, 4.2 »;

= n. 5.3.2 M3K 62366:2007 TpebyeT: «MaroTOBWMTENE AOMHEH MOEHTHOMUWDOBATE WIRECTHLIE WK
npedronaragMise onacHocTH (Y4acTk aHanW3a pycKa), CBAZAHHEIE C JKCNNYATALWOHHOW NDHIoOOHOCTE,
B COOTBETCTEMA ¢ WMCO 1497 1:2007, 4.3 8]

= N.5.9M3IK 62366:2007 no panvoauyH 3CnNyaTauMo HHOW NPUNogHOCTH COQe DM T HECKDNBKD CChINOK
Ha OEeATENEHOCTE, NPOBCOMMYID KSK YaCTh MEHEIMMEHTA DPUCKA,

c) M3K 10993 (ece yacTu), BLoNosuYECKad OUaHKa MedULILHCKLY Ua0emul

Bo epeegerdd K MCO 1089831 yoeTavoBNEHS, Y4TO OH NPEOHAIHAYEH ANA NEPUMEHEHMA B KA4ECTBE DYKOBO-
AALLETD OoKYMEHTa No BUONOrMHeckol OUEHKE MEIWUMHCKMX MI0ENWA B paMKax MeHeHMEHTa pUCKa KaK
4acTH 05LWeN oUaHEX U paapaboTiK KOHKPETHOMD MagenHa.

B nprinoxeHds MCO 10993-1:2008 ykaaan MICO 1497 1 kak cTangapT, 0becneyHBailMi pyKoBCOCTEO Mo
NOOXoOY, ¢ TOUKM 3DEHNA MEHETHMEHTA DHCXE, K MASHTUGMKS LMK BUONOMMYECKME ONACHOCTEA, CEASAHHLIX C
MESULMHCKMMK MAOETKMAMK, CNPEOSNEHWD M OLUEHWUBAHKIO PHCKOB, YNPABNSHMKD DUCKAMMK, 8 TAIHE MOHWTO-
PHHMY PE3YNETATUBHOCTH MED NG YNPABNEHWED PUCKOM.

DanHei nogxon ofLEAMHART KAK aHAMKS W OUBHKY CYLWECTEYIWME NAHHBIX M3 BCEX WCTOUHKUKOR, TaK 1
BEIBOD U NpUMEHEHWE DONONHATENEHEX MCNBTAHKA (NpH HE0BXOOWMOCTH), TEM CamMsIM 0GRCNEYMBAA NPOBE=
[EHWE COROKYNHOTD OUEHHBAHMA BMONOTHYBCKOR DRAKLMA Ha KAMO0E MEOWUWHCKDE MANENWE, CEBRIAHHDE C
BEI0NACHOCTEIO B0 NPUMEHEHMA.

HMCO 10993-1 TOYHO BCTPAWBAETCA B MEHEIMMEHT PUCKA, anpedengHHen B MCO 14971,

BHonorMeeckoe OUEHWEAHKWE JOMMHO BbiTe NpOEEOEHC CNOCODoM, NOSOGHEIM TOMY, KOTOPLIA WCMHOMNE-
IYEOT ANA GLUEHWBAHKA OPYIHX PUCKOR NPOSYKLAM M BKMTIOYATE:

= AHANW3 prcka (KakoBe ONacHOCTH W CERIAHHLIE PHCKW?);

- DUSHWBAHWE pHCEA [ABNAETCA K OH oMy CTHMBIM?);

= yNpaBnedne puckom (Kag od Gyner ynpaenATeCA? ),

- OUEHWBAHME COOTHOLIEHWA COBDKYNHEIA OCTATOHHEIA pHCKNoNE3a.

HakyctanoeneHo s WCO 14971, ecnik B X008 OLEHHBAHKMA COBOKYNHOM OCTATOMHOMD PUCKE, OCHOBAHHO-
0 Ha CYLECTEYMHLWX JaHHLIX, YCTAHOBNEHO, HTO MAEHTHDMLMPOBAHHEIE PUCKK ABNAKTCA A0NYCTUMEIMK, TO
fanebHEAWLEE YNPaBENeHUue pHekoM He TpebyetcA. B npotvaHom cnysae, HeoBXoLuMo NPUHATE COOTBETCTRY-
IOLME Mapl ANA BaNEHSALEND OUSHWBAHKA WNK YMEHBLISHWA PUCKOB.

PeayneTaTtom TaKoro oueHHEAHWA ABNAETCA OTYET 0 BHONOrMHECKDA OLEHKE.

MpumMmaHeHHe

COCTOAHKA, MOeHTHdMUKpoaaHHee 8 MCO 10993-1 K3k ONAacHOCTH, BEAKMYAIT:

- DCTPYID TOKCHYHOCTD,

- XPOHHYECKYID TOHCHYHOCTE!

= pasgpameHws (KOXW, rMai, CNMIUcTeX 06onoYer);

= MNEPYYBCTENTENEHOCTE,

- MEHOTOKCHYHOCT,

= KOHUEPOTeHHOCTE.

BhiZbiBa0T MW MATERMANEI, NPEANONAaragmse ANA HaAroTORNEHMA KOHKPETHOMD MEOHULMHCKOTD WaSenu1s,
TaKMe COCTOAHKA?

MeToasl, KOTOPE HCNONLAYIOT ANS GNPedenedta BO3MOMHOCTH MaTEPHAN0R KOHKDETHOMD MEZHMLKMH-
CROND WANENKHA BRABBATE TAKKME COCTOAHWEA, BRIIGYAIOT:

- ONpefensHie W OLEHKY XMMUYSCKAX NApaMeTpos;

= NWTEepaTYDHEA oGaop;
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= WCMBITAHKA (i vilrasin wWvo, He KNAHWYecEne);

= NPaETH4ECHAA ONBT.

DonycTimel MY yPOBHK BO3REACTEHMAT

B cooteetcTEMM ¢ MCO 10993-1 nKUo, NpoBcOALES IKCNeDTHYIO OUSHKY, DOMKHO ONpeneniTe, 00CTas-
TOHHG MK A0CTYNHOW MHPODMAL KM MMM AaHHEX ONA ONPeOeneHina Torg, ABNAETCA MK GONYCTHMEM CEBAIAHHSLIA
¢ BUONOrHYECEMMIA ONACHOCTAMK COBOKYMHER OCTATOYHBIA puck. JaHHbIA BeiBon DUECHDYIOT B OTYETE O
BHONOMMYBCKON OUEHKE, KOTOPBIA CTAHOBKTCA COCTARHON YacTi (aina MeHeJMMaHTa PHMCKa.

3 Pa3paGoTKa NONWTHKM YCTAHOBNEHWA KPUTEPHEE OONYCTUMOCTH PUCKa

B cooTeeTcTEMM ¢ 3.2 MCO 14971 asiclues pYKOBOOCTED O0ONKHD pa3pabaTHBaTe M JOKYMEHTHDOBATE
NONATHEY YCTaHORNEHWA KPMTEPHER ACNYCTMMOCTHA pycka. 3Ta NonuTuka fosHa ofecnedqweate, 4Tobe
KPHMTEPHM:

a) OCHOBHBANWCE HA MPMMEHWMELX HAUWOHANBHBX WA PEMMOHANEHBX HOPMATHBHbIX JOKYMEHTAX,

b} ocHoBEIBANMCE HA COOTRETCTEYIILMX MENIYHAPOOHEX CTAHGapTAX,

C) YUMTRIBANK OOCTYNHYH WHOOpMAUMID, Takyio KaKk oDWEenpuHATEIR YPOREHL PAIBHTUA HAYEE M
NOTPebHOCTH 3AaMHTEDECOBAHHBIX CTOPOH.

NMpumesane— Takse MoxaT BuTe BHNOYEHA APYrEA NOGXOOAL AR WHROOPMALKWA.

[aHHaa NoNWTHES MORET OXBATHEATE NHED BECH AWANATOH MEJMLMHCKH X MAOENWA WAroTORUTENA, NGO
MOMET WMETE DAANMYHEIE HODME B JABMCMMOCTH OT paizHoobpasvA BeiNYCKaeMex B oOpawedue rpynn
MEAHLMHCEME H3QEMWA.

Mpk pazpaBoTHE MNK AKTYANM3ALAH TONUTHEA HEoBXo0UM0 YUUTEIBATE CNEayYIoWes:

= MPUMEHNMEIE DETMOHANBHEIE PEMYNHEYIOWME TREOORAHWA, KOTODRIE OeRCTRYIOT TaMm, rje NpogaeTcA
MEAHLMHCKOS WafenWe;

~ COOTBETCTBYHILWE ME¥QyHaPOOHEE CTAHOAPTE HA KOHKDETHEIE MEOHLMHCKAE WAOENHA WK Npeano-
Naragmoe NPMMEHEHNe MEAHLWHCKNE M3OENWA, KOTOREIE MOTYT NOMOYE B CNPESenesvi NPMHLWNOE YCTaHoB-
NEHWA KpUTEDMWas QONYCTHMOCTH PUCKa (oM. 2.2);

= MKROPMALKES O COBPEMEHHDM YPOBHE HAYYHO-TEXHHYECKOND PAIBHUTHA, KOTODAA MOMET BTk NonNyue-
Ha Ha OCHOBaHMWM 0030pa NUTEpaTypE ¥ OPYIod MHGOPMALMK N0 SHANOTM4HEBM MEJHLKHCKIM WAOSNHAN,
BEMITHAA WI0ENHA KOHKYDEHTOR,

= gAobpeHHEE Y BCEoDbeMNIOWMWE 3aNPockl OT OCHOBHBIX IB3MHTEPECOBaHMBIX NKMY. HekoToOpsIe Boa-
MOMHBIE HCTOUHMKN MHOODMALMA N0 NALWEHTAM M KNMHHYECKMM NEPCReKTUEAM MOrYT BEMOYaTE HOBOCTHLIE
co0GWeHWA, 0BLBCTBEHHOS MHEHWE, HOpYME MALMEHTOR, 8 TAIKKE BXOHLIE QaHHEE OT BHYTPEHHUE Noapas-
ASNeHWA C IKCNEPTHEIM IHAHWEM NPOSNEM 3AMHTE PECOBAHHE NKL, TAKWX KK KNMHAYSCKOS Nogpa3aenaHmte.

MaroToauTens OONHEH NPeaaccTABMTE PYKDBOOALME YEAIAHWA No paspaboTee akTyankHeIX KPUTEpHER
O0NYCTHMOCTH PUCKA, KOTOPBIE BYOYT MCNONBIDBATE B NNAHE MEHEIMMEHTA PUCKA B OTHOLWEHWA PACCMATDH-
BAEMBIX KOHKDETHEIX MEQMUMHCKAX Magendid (oM. 3.4 MCO 1487 1:2007).

AHanKa NpUrogHoCTH NPOLECCa MEHEIHMEHTA PHUCKA Y8pes 3annNaHHpoBaHHBIE WHTEDBAMNB! BREMEHH,
kak TpedyertcA B 3.2 WCO 14971:2007, mMomeT NpoAeMOKCT PUpDOBEaTE 000CHOBAHHOCTE DAHEE MCMONbIYEMEX
KPHMTEPHER AONYCTHMOCTH DACKS WNW NPUBECTH K H3MEHEHMAM B NONMTHKE. TAHWE UIMEHEHWA MOTYT TAKHE Np-
BECTH K NEpacMOThY NPERMNBHOCTH PAHEE NPHHATEX PRLUEHKA O GONYCTHMOCTH PUCKE.

4 "PDHSBDHGTBEHH&H H NocCTNnpoMaBogCcTEEHHAA I:IEFHTHHH CBA3b

4.1 OGaop

Kak npaeuno, NepBoHaAYaAnNLEHAA OUEHKA PUCKA OCHOBAHA HA oNblTe paboThl © AHANOTHYHEBIMK MEIMH-
LUIMHCKMMM MAGENHMARMK, MNK NPHMHAANERHOCTAMK HA PRIHKE, MMM HA NPEANCNOKEHMAY, KOMAS HOBLIE METHLMH-
CHHE MIOBMNHA BEINYCKANT HA philoK. MHMOpMAaLKA, nony4eHHas Nocne Belfycka W3gena B obpawenne,
ABNABTCA LEHHOA ANA NOOTEEPHOSHUA UK KOPPEKLMKA OUEHEM M OONYLLEHMA (KK 33B6 LWeHHBIX, TAK 1 33HM-
HEHHBIX), MNKW WIEHTHGOUKALMK YNYILeHWA, COENAHHBIX B X008 3Tan0B aHan9aa v ynpasnexd1a prckoM. Faa-
nen 9 MCO 14971: 2007 rpebyer, ytobbl B 0pradMaaymne KaroToeuTena Geina yocTadoaneHa netna obpaTHoi
cBA3K AnA cHopa U oUeHUBAHWA TAKOH MHEOPMALIMW, KOTORAA MOXET MMETE OTHOLEHWE K Be3onacHoCTH MeaH-
LUMHCKOro Magenda {cM. pucynok 2). MeTtna obpaTHOW CBA3M JOMNEHa COCTORTE M3 CNEOYK WM 3TanoR:

- wabnogeH«e 1 nepenada;

- OUeHKa;

= DEACTEHA.
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Fu CYHOK 2 — MpoWzEcACTEEHHER M NGCTN POMIBOACTEEHHEA Ell'_"np BTHaA CEAlb

YUTobwl obpaTHan cBAsE Beina afdesTHEHON, HeoBxoauMo, Y4Tobel GeiNe onpeaensHs NWLD, OTEET-
CTEEHHOE 23 Nogaepxavne Gaina MeHegMEHTa PHCKE.

4.2 HaGnmwogexwe v nepegaqa

Habniogesuwe obecneuynBasT WU opMaLMei WNK ONBTOM O MEAHUMHCKUX MAOENWAR, KOTopsIE Heobxo-
OHM0 COABHMTE C TEKYLLMM hainom MEHEIHMEHTE pUcka. BXoOHEIMA JaHHBIMKA NPOLecea HABMIoOeHHA MOoryT
CNYWUTE PAL PAINWMYHLIX HCTOYHWEDR, EaXbLIA 13 KOTODEX MOMET BNHATE HA BEI0NACHOCTE MEOWLMHCKMX
HIOEnUH, Hanpumep:

= WHOPMAUMA NG NPOMIBOOCTEEHHOR MMM HAYYHO-KCCNEOoBATENLCKON W ONBITHO-KOHCTPYKTORCKOW
(R&D) gEATENLHOCTH, BEINOMNHASMOR MIFOTORMTENEM MK NO 8o 3akaay,

- WHPOPMALMA Mo MOHTARY, 0BCHYHWBAHMIO WiANK oBYYeHKI0 NePCoOHANE, BINONHAEMBIX HATOTOBK-
TEnam UK No erc 3axKasy;

= WHOPMALMA 0T NONEIOBATENA{EA] MEQWUWHCKWX MIOENWA (HANpUMep, NPeTeHann NoTpeluTaneid,
ONpoc NoNb3I0BATENER);
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= WHPOPMALKA HA OCHOBE ONBITA NPUMEHEHWA MEIWLMHCKMX WINENWA KOHKYDEHTOR, NOMyYeHHan W3
OTYETOE 00 WHUMOEHTaX (HanpWmep, W3 Ga3 gaHHsbix, KOTOPBIE DEMMOHANBLHLIE PEryNdpyiowne opraHs
WMENONE3YIDT ANA COopa M aHANKWaa oNbITAE NPMMEHEHWA W3OEnWid);

= KNWHUYecKan MHDopMaAUMA (HaNnpUMED, ENHHWYEcKre HabnogeHua Ha CTaguK 0BpaweHna CoBCTREH-
HOM MELWUMHCKOID M3QENMA MIrOTORMTENA MNKW Opyran anyBnuEoBaHHan KNMHHHECKan NMTepaTypa no ana-
NOTHYHBIM MEIWLMHCEAM MIOENARAM UM H3OENWAM KOHKYDEHTOR),

= MHPOPMALKA O HOBBIX WK W3MEHEHHBIX CTAHIADTAX U PErYNHMPYROLLME A0KYMEHTaX;

= ONA WAOendd, cogepsalluy NekapcTBeHHo: CPEegcTeo, MHOPMaUMA, KAcCaKILanAcA TaKoro nexap-
CTEEHHOMD CPEaCcTea.

Wutbopsan e, WMemnwel OTHOWEHWE K MeOMUWHCKOMY WAOSNKKD MATCTOBHTENA, MOMET CNYHHUTE M
MHDOPMALMA, HE CRAIAMHAA HANPRMYKY C WX CODCTEEHHBIM MAOENWEM HNK NPogYHLHeR koHkypenTa. Mudop-
MALKR, KACAIOWAACA aHANOTNHHBX MEZULMHCKKX MITENA C AHANCTMHHBIMK XapaKTEpHCTHRAMA NPeaycMaT-
PEHHOMND HAIHAYEHWANPUMEHEHKA WA AHANOMMYHBIMKY NPWHUANAMY pAaGoTe, TAKKEE MOWET 03Tk NOMNEIHYED
MHOPMAUMIO ¢ PRIHEA 00 3KTYANEHOCTH PUMCKOB MEeOHUMHCKOTS MA0eNHA MIroTORMTENA.

MNpu paapaboTee cnocoboB NOMYYEHUE UMK oOHADYHEHKMA HHDOPMALWA C PIHKA, M3TOTOBMTENK DOMEHbI
BbiTE OCTODCHHBIMK, YTODE He COenaTe NpoUece NpeqeaATeiM. CpeacTea NonydeHUA MHGOPMaLMK MK CNo-
cobul 0GpaTHOR CRAIM JONHHE! BBl Te HERTPANEHEIMK B OTHOLWEHHH NOMYyYeHRA OTPHUATENLHOR WK NONo#H-
TENLHOW oBpaTHoW canauw. Kpowe Toro, obpaTHan CBRA3L OOMMHE BEKMIOMETE B cebA coBRITMA, KOTOPLIE
MPOMI0oLWNK (BENKYAR KOPDEKTUPYIOWME N8ACTEMA), 8 Take cobbiTHA, KOTOPRE MOryT NDOUI0ATH (BKMKHYaR
npegynpedaanwne aedcTemMa).

YUrtobet HHOpMaLWA C PRiHKS BeiNa NoNeaHon, OHa A0NKHS BeiTe SOBEOEHA 00 CEE0SHMA NKL WM nog-
pazgenesus B NPeOenax OpraHMIaUnM, KOTOPBIE HECYT OTBETCTREHHOCTE M HMEDT NOMNHOMOYMA NPOBRCOMTE
CPaBHEHWA C TERYLLWM hainom MeHBqHMEHTa DHCKS W BHOCHTE NEW HEOBXOLUMOCTH B HETO WIMEHEHIWA.

Cpenctea nepenaqs JaHHoH MHDOpMALIMA 33BUCAT OT HCTOYHWUKS HHDODMaLWK. OO HBME WHE OpMaLIAM
FANPALWWBANT [MHWUMHUDYET MATOTORKMTENR ), 8 ADYTON BHA MHOpMaLMK NEDe0a0T [MHALKKDYIOT TAKKE MCTOY-
HHKM, K8k noTpadnTent, perynupyiowMe oprads ki naduedT). B mobom cnyyae oprakmaauwa gomssa ofec-
NEYUTE NNAHWPOBAHKE W CO3NaHNe IPe KTUBHEIX KAHAMOR CEBA3W ANA CEOERPEMEHHOMD M TOYHOMD NONYYeHUA
WHropmMauMK. HacToTa, © KOTOPOH HIroTORMTENL JaNpallMBAET MHOOPMaUMI0 OT PA3NHYHEY WMCTOYHHEDR
(BKMOYAR NONBICBATENER], JABMCHT OT 3DENOCTH MEQWULUMHCHOND M3AENWA, &ro TEXHONOMMH W KOHKPETHOM
pPeiHEA.

Paanu4Hee NogpasgensHHa B paMEax OpraHnaaniy HaroTOBWTENR MOryT NonyvaTte W obpabaTeieaTe
pazdYHBIE B MHDODMALMK, HANEHMED:

= NPETeHIWA NOTPEGUTENEN K OTYE Tk O HEGNATCNPUATHEE COBRITHAX,

= OTYETE 00 0BCIYHMUBAHKM M MOHTaNE,

= HOBLHE MNW NeREcMOTREHHEIE PENYNMpYIWKe TReboBaHKA, CTAaHGAPTE WK PYKOBOACTEA,

- OTYETE O BhIARNESHHEE HECOOTRETCTEHMAX HA NPOMABOACTRE.

BamHo, uTobkl BCR COOTBETCTRYHLAR MHDORMAUKMA MO BCEM BUOAM MHMOpMaLKY paccMaTpURanack 1
nepeaasanacs B TY YacTe OpraHW3auMy W3roTOBMTENA, KOTOPAaA HECET OTEETCTEEHHOCTE W YNONHOMOYEHa
NpOBOANTE OLEHKY pUcka (oM. 4.3).

Ecnv BepoATHOCTE HEKOTOPRIY COBLITHA (HanpUMep, OTEAZa KOMNOHEHTOR) ARNAETCA BAMHEIM dakTo-
pom, cNoCODCTRYIOWMM OUEHWBAKMID PUCKA, HEODX0OMMO YHHTHBATE CTATHCTHYECEMA aHANW3 TEHIEHUMA
TAKMX CODLITHIA.

4.3 OueHka

M0G0l repecMoTp OUEHEH DHCKA, CCHOBAHHbIA HA HOBBEX HADMOOEHWAX, DOMKEH NOABEDraTECA TOMY ¥e
YPOBRHHD YNPABNEHWA W aHANW3A, YTO M NepBEOHaYansHan oueHka pucka. Ecnu notpebyerca, oM gonses
BHMIOYATE WOSHTUDMKALMI0 MobsX NOCNegyIoWKME Mep No YyNPasneHue PUCKoM. 3T0 YNpaBNeHue JOMeHo
BEMICYATE AHANKS M YTESDHOEHWE NHLEMK, HMEIOLLMMK T ¥ dryHELIMM MNK 13 TEX Me NOApaInenNeHi, KaKk M Te,
KOTOPRIE NOONHCANK HaHaYaneHo. HoBele HAENIOOBHWA B OTHOWEHMA BeaonacHoCTH HeoBX0AHMS OUBHWBATE
C MCNONB30BEAHHNEM TEKYLLME KPHTEDHER JONYCTHMOCTH PUCKA.

HoBRE HaGNKOEHHA B OTHOWEHWK DEACNACHOCTH HEODX0QMMO COABHMBATE C YCTAHORNEHHBIMK B hakne
MEHEHMEHTA DUCKA © LENk0 NPGBEDKA 0G0CHOBAHHOCTH M0ObX COENAHHLIX AONYILEHWA. HEKoTopsIE BOM-
POCH NPEaNOKeHE HHKE:

a} OcraeTcA Nv oBOCHOBaHHEIM NPEgYCMOTREHHOE NPUMEHEHKE HAIHAYEHWE?

b} EcTe nuTEHOEHUWA YEENWYEHMA CMYYAEE MCNCONLICBAHWA HE NO HATHAYEHKIO?

) CnydaeTcA Ny 0BOCHOBAHHO NPOTHO3WDYEMOE HENDABUNBHOE NPUMEHEHWE, HE PACCMOTDEHHOE B
NEpBoHAYANEHOM NPOLECCE MEHBIMMEHTA pUCKa?



FoOCT P 57440—2017

d) ECTe N4 CBMOETENLCTEA NPUCYTCTBMA HOBBIX ONACHOCTEH WNKW ONACHBIX CUTYALMA, He WOeHTgMU-
POBAHHLLX MIHAYANEHD B NPOUECCE MEEHTHDWEAL MY ONAcHOCTEA?

) OcTanToA Nd oBocHoBaHHLIMA ONPEaeneHna TAKECTH W BEPOATHOCTH BOSHWEHOBEHAA KOHKPETHBIX
PUCKOBT

f) EcTenurakve-Nubo cCEMOeTeNbCTEa, 4T0 KPHTERHM JONYCTMMOCTI PUCKE A0NKHE 6Tk CHOPPEKTHRO-
BAHEI?

Q) AOEKBATHO MK ACKAIAHA PEIYNETATUEHOCTE MED NO YIPABTEHKID DUCKOM?

h) TouHo NK oTpamaeT aHanKa COOTHOLWEHME PUCK/NONB3a DeanbHbLIA ONBLIT NPUMMEHEHHR UA0ENKUA?

Ecnit no peayNsTaTam aHandia faqHLIX NpeanonaragTeA WCNPaBneHdie HNH KoPpEKTHPOBEKSA TeKyLero
taina MeHedMMEHTa DUCKA, TO OCTATOMHBIE PHCKW J0MMHE DbiTe OUEHEHL! HA OCHOBAHKN HOBEIX OaHHLIX.
Kpome Toro, gonsex BeiTe NEpECMOTDEH CORBDKYTIHEIA OCTATOUHENR DHCK.

4.4 OedctevA

Ecnu B peaynsTaTe aHANWIA HOBLIX JaHHEX OCTATOMHLIA PUCK CTAHOBMTCH HEOONYCTHMEIM M AHANHE
COOTHOWEHHA PUCKINCNEA NOKIILIBAET, YTO NONLIA HE NEPSBELUMBAST PHCK, TO AaNkHEALUSSs YyNDaBneHue
PUCHOM HEODX0QMMO NPOBOAMTE B OBYX 0GNacTAK

a) MeguMuMHCKWE MAOenUs, YyXE YCTAHOBNEHHEE M MCNONLIYEMEIE HA DhIHKE, DON#HE! kT NOgBEeprHY-
Tkl HOPPEKTHDOBKE.

b) KOHCTRYHLMA MEqWLMHCKHME MA0emWA, MIroTaanWBABMEL C 3TOND MOMEHTE BOEMEHI, MM CRAIAHHEE
NPOUECCH GOM#HE! BETE NEPECMOTPEHE, 3 MAMEHEHNA DEANHI0BAHSI.

AnA yse YCTAHOBNEHHBX W WCNONEIYEMEX HE DHHKE MEJULMHCHME WALENUA MEDLL N0 YNPEENEHKIO
PUCKOM MOTYT OTNHUATECA OT TEX, KOTORRE NPUMEHAKT K MALENHAM B TEKYLIEM NQOHIBOOCTEES,

B OTHOWEHWK YKE YCTAHOBMEHHEX W HCNONBIYEMBIX HA DBIHKE MEeIMUWHCKWY WINendid akcTpeHHan
MM OPMALA (HANDUMED, MMCEMO KNAEHTa) HEAAMBANUTENEHO MOKET GkiTe NPEOCTARNEHE NONL3I0DATENARM
eWwe 0o paspaboTki M BEpHMKALIMN MED N0 YIPABNEHWD PUCKOM Ha NPEOMET WX PEIYNLTaTHBHOCTH.

B ToM cnyyas, ecni HeoBxoammMa MoaudKaLmMA MMk 3amMeHa MeaWUWHCKAX HA0eNHE, CKODOCTs NpoaeaE-
HIA O@HHEIX MEDONPUATHA CNOCOBCTEYET PRIYNETATUBHOCTH ASRCTEME N0 YMEHLLUEHHIO DHCKA.

NMpumedaHwe— JaHHEA WHPOPMEUNA HIBBCTHA KEK NOACHUTENLHOE YEEJOMNEeHHE B MCO 13485 a Tacxe
EaK yEeQoMneHde, Kacawpuweech obecneserna GeacnaciocTs B ofweeaponeickomd gokyMeqsTe MEDDEY 2.12-1.

PeayneTaT oUeHiM NOCTNPOUIB00CTEEHHOA WHDODMALMK MOXET CNYHUTE B KAYECTRE BXOAMEIX DaAHHBIX
ANA AHANK3A NPMIOOHOCT NPOUBCCA MEHEQMMEHTa PHCKa B 3anNaHHpOBRaHHLEIEe MHTEDEANE BREMEH ANA
obecneyaHua NOCTOAHHON Pa3YNETATHEHOCTH NPOUECCa MaHe M MaHTa pucka (oM. 3.2 MCO 14971:2007).

5 Oudpcheperumauma MHpopmaurk onA obecneveHnAa Be3oNacHOCTH
W PACKPbLITHUA OCTAaTOYHOro pUCKa

51 Paznuuue memxgy svHpopmauuel o GeaonacHocTH» W «cooBlaeMbIMH CEEOEHHAMKA 08
OETATOYHOM PUCKER

Pazdrua mexny cuddopMmagued no Be3onacHoCTH: W «cooblLasMeIMiA CRENEHHAMK 0F OCTaTOYHOM
pUcken OBbACHEHa B npunosxedn J MCO 14971:2007. Tem He MEHEE HAKOMNMEHHBIA ONbIT WIrOTOBHTENEA
NOKAILIBAET, YTO CYLWLBCTRYET NYTAHKUA MEXOy 3THMK OBYMA NOHATHAMK. HAacToAWMA cTaugapT npeaHasHa-
YEH ANA PATLACHEHNA 2THX DAINHUMIA.

HMudopMauma no GeannacHocTH CHRTARTCA MEDOW NC YNPABNEHKID PHCKOM. 3Ta MEDa MOHET NPEan k-
BaTEWNK npegynpexates. B MCO 14971 rpebyertca, yTobel Geina sepuibvyMposaHa peayns TATUBHOC Te TAKMX
mep. OHa MomeT ObiTe NPEOCTABNEHE B BUMOE NPEIyNPEXISHWA MMM MED NPE00CTODOMHOCTH.

OCcTaTouHBA pyuck onpegened 8 MCO 148712007 Kak pHck, OCTAMWARCA MOCe NpUHATHRA BCEX MEp o
YNOARNEHWID DUCKOM [KOTOPRIE MOMYT BENIOYATE MHODMAaL WD No Be30NacCHOCTH ).

B WMCO 14971 tpebyercA, 4robkl BCA wHbopMaunA no G2aonacHOCTH Npocnexuaanace 8 canne
MEHBHMEHTA pUCKA. PEleHWe MArOTORHTENRA, Kacaweech MHHPOPMUPOBaHKA B OTHOLWEHWK CoobLyaemiix
caafeHWi 06 oCTaToMHOM DUCKE, MOSET BbiTe 33perucTPUpOBaHO 8 dhaline MeHe MMaHTa pUCKa.

5.2 MHipopmalmua no Ga30NacHOCTH

Xota wuopMaune no GeA0NacHOCTH pPACCMATDUBANT HKAK MEepy N0 YNpaABNeHW: DHCKOM B
MCO14971:2007 (n. 6.2 C), 3TOHaHMEHEE NPEQN0NTHTENEHBIR BADWAHT NOCMNE NONBITKW CO30aHua GeaonacHon
KOHCTPYELKMA M pa3paboTM Mep 3aWnThl. 3TO 03Ha43eT, 4To HHOopMaLWMA No Ge30NacHocTH AoNMHE DTk

WCNOMNB3I0BAHE TONEKO NOCNE TOMD, KaK WITCTOBMTENs YCTAWORMN, YT AaneHeWME cnocobel yMEHLILEHWA
PUCKS, OBNa0LWe MEQULWHCKDE Hagenve Bonee HE30NACHLIM, M NPUHATHE JAWMWTHEX MED ABNAINTCA NPaKTH-
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YECKW HEBOIMOKHEIMK. Conepkanue MHEopMaLMK No GEI0ONACHOCTH MOMET BsITe NPEANHNCAHD NOKATNEHIMM
pPETYNHPYIOWMMHA J0KYMEHTaMN .

Bepudukauua peayneTATHBHOCTH WHGOpMaUMK no BeacnacHocTH MOMeT NpOBOOMTECA B pamMEax
NPpoUEcca NPoeKTUPOBAKKA C YU TOM IHCNNYATALMWOHHOR NpUroaHocTH (M3K B2366).

WMudopmauyws no Ge3onacHocTH JONEHA JABATE NONLICEATEMNIO Y8THWE WHCTPYKUMH, K3KHMe OEACTRMA
cnegyeT NpeqnpUMHUMaTE MNK KaKux w3BeraTe ONA NEeOoTERaLeHUA ONacHeX CUTYALMA MOV BRena OT HUX.
Oua ofbiMHO NpEOCTABNAEBTCA B BWOE NDESYNPEXOEHWA WOW  MEp NPejoCTOPOMHOCTH (oM. J.2
HMCO 14971:2007).

Mudopsmauna no Se3onacHocT MoXET BbiTe JaHa B GOpME 3TUKETOK C NpeayNpexIeHnAMM, NpUKDen-
NEHHBIMA K MESHLUHHCKIMY MADENKID, HNK B BROS NPegynpexOgeHHi B MHCTPYELMK No 3KcnnyaTagun/npume-
HEHMKD.

HekoTopbie NpMMEPE! NDHBSEEHEl HNHE:

- npegynpexsaeqve: He HacTynaiTe Ha NOBEDXHOCTE,

- npeoynpexneHie: He ynanaiTe NoKPLITHE, PUCK 3NeKTpHYeckono yoapa,

= npedgynpexieHde; Fcnone3yATe © oCTOpOMHOCTRES. OBpaus| nnasMel, cogepxalike Gonea 60 mrign
reMornoGuHa, BNKUAKT HA TRPUHLKN MCCNefoBaHHA, TEM CAMBIM COrPEHHYHMBAA QUArHOCTMYECKWN pesyneTaT,

5.3 CooBwaemkie cEEAEHWA 06 OCTATOMHOM pUCKE

Packpeitve WHQOpMaLWKM B OTHOWEHWA OCTATOMHOND PUCKa ABNASTCA ONWCATENBHEIM W MOMET COOER-
#ATE CNPAB0YHEIE CEBE0EHMA 00 OCTATOUHEN PUCKAX, CEAIANHLIX C MCNONEI0EAHHEM MEZULMHCKOID HIOenuA.
Llensk ABNRETCA YEA3aHWE B CONPOBOANTENEHOR ADKYMEHTALMK MHDOpMALKMA, NOJBONAKLEA NoNbI0BATE-
M0 A NOTEHUWANEHOMY NALWEHTY NPMHATE BIBSILEHHOE PELLIEHNE C Y4aTOM OCTATOMHBIX PUCKOB W NOMNB3IbLI OT
NEUMEHEHWA MEJWULMHCKOrD wanenwa (cm. J.3 MCO 1497 1:2007).

WMaroToerTent. QOMMEH pPacCMOTpeTe BONPOC O cnocofe M HOCHTENAX WHOPMALWM ONA PackpeTHA
OCTATOUHOMD pUCKA. JanHan WHQOpMaUKHR MowaT OkiTh CYLLECTEEHHOR B NPOUSCCE NPHHATHA KNMHAYECckoro
peweHrA. B pamMkax MCNoNkI0BAHMA N0 HAIHAYEHW0, ONEDAETOR MNK NONE30BATENE MOMET DEWWTE, KaKue
KNMHAYECKWE NADaMeTRbl Magenia MoryT GoiTk HCNoNs308aHe GNA JOCTIHE HWA ONpeaeneHHoi Nons3asl 4N
nayHaHTa. MHdopuMMpoRaHHE B OTHOWBHWA OCTATOYHOID PUCKS MOKET Okl Te TAKHE NONE3IHLIM ANA CNepaTopa,
NoNB3I0BATENA WNKW Ne4edHoro yY4pesgeHs ANA NoaroToOeKn NALUKWEHTA K BOIMOKHEIM NoToqHbiM adderTam
WIK ONACHOCTAM, KOTOPBIE MOMYT BOSHWEHYTE BO BDEMA WK NOCNE HCNONBI0BAHWA MEOMUWHCKOND HAOEnWA.
Cnenyet oTMETHTs, 4TO ONepaTop, NONs3ICEATENE M NALMEHT MOryT ObiTh OOHUM NALOM, HANDUMED ONA MEdH-
LUMHCKOrD M30enWA, NpedHaiHaYyeHHore N8 MCNoNL30EaHnA B OOMALLHKE YCNOBHAX.

Hitsie NpUBELEHE HEKOTODLIE MPUAMEDE ANA WNNOCTRALKA OCTATOMHBIX DHCKOE, CBRIAHHE G WENONLI0-
BAHWEM MBJHLMHCKWX HAOeNKA, a TaKHe NoGoYHBX 3dHPerToR, KOTOPLIE 0DBIMHD NOONEMaT PAcKDLITHMID.

- [nA neseHUA onyxoned MoryT HCNoNs3oeaTe NMHeRRBE YeEopuTend. OcTaTodHbIe pUCKK oBnyYSeH A
ONyXoNed MOryT BKNOHATE BEOATHOCTE IPMTEME MNK BLINA0SHHR BONOC,

- Korga nauxedTel NOOEEpranTcs MCCNedosaHKAM Ha annapare MarH|MTo-peacHaHcHol TosMorpadive
(MPT), osd MHOTOa MCNETHBAKNT TPEBOMY W3-33 HAXOWAEHWA B JAMEHYTOM NPOCTRAHCTEE, MPOMKOMD WYMa,
coanasasmore obopydoBaMKeM, W HEo0XOOMMOCTH OCTABRATLCA HENOOBMMHLIM BO BREMA NOMYYEHARA
waobpameHma.

& OueHWBaHWe COBOKYNHOMO OCTaToYHOro pMCcKa

6.1 OGaop

Mocne oueHMBAHKA KaMG0A HOEHTUDWUWDOBaHHOH OTJ8NLHOH ONAcCHON CHTYAL MWW MAroTOBHTENL 3aTem
OOMKEH PACCMOTDETE COBOKYNHOE BNHAHME MHOMBWOYANBHEIX OCTATOMHBIX DHCKOB W NPWMHATE DELIEHWE O
AONYCTHMOCTH COBOKYNMHOND OCTaTOUHOMD DHCEA HA OCHOBE KPMTEPMER OMNA OCTATOUROID PUCKA, YCTAHORNEH-
HBlX B MNaHe MEHEIHMEHTa prcka. JadHeild aTan ocobeHHo BaXeH QNA CNOMHBIX MEJWUMHCKMX CHCTEM W ONA
MEAHLMHCEMX HANENWA ¢ BONLLUMM KONWYECTEOM OTAENEHBIX PUCKOE. Takoe oUeHHBAHWE CNEayeT HCNoNk-
A0BATE ANA NDMHATHA CKOHYaTENBHOMD PELLEHKA 0 B2A0NACHOCTH NPOSYKLMA.

B pazgene 7 MCO 14971:2007 TpebyeTcA, yTobbl COBOKYTHEIR OCTATOYHBIA PHUCE OLEHKBANCA NO KPUTE-
PHAM, YCTAHOAMEHHLIM B MNAHE MEHSKMEHTA PUCEE. TEM HE MEHEE ONpedeneHle COBOKYNHOM OCTATOYHOM
PHCKA ABNASTCA CNOMHOR 3a0a4ei, KOTOPAA HE MOMET OkiTh PELUEHa NPOCTEIM YUCNEHHEIM CROHEHHEM BCEX
OTAENBHBE PMCKDE. HEWIBECTHD, MOXHO MA B NPHHLKWNE CKNA0RBATE DUCKKA, T. K KAKI0A BEpOATHOCTH BOIHHK-
HOBE2HWA Bpena COOTRETCTBYET PajHas TRAMECTs 3TOMO Bpena. TakWe CNOMHOCTH MOMYT BOIHHKHYTE No
CNEOYIOLMM NpMYHHaM:

- [Mawe Ha no3gHux aTanax paspaboTHd MEeaHLWHCKMX HW3Genyid A0CTOBEDHOCTE OLUEHKH BEDOATHOCTH
MOMET CYLLBCTBEHHD PA3NKYaTecR. HeKoTOpLIE BEPOATHOCTI MABECTHLI OOCTATONHE ToHHO NHb0 Ha oCHoea-
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HHK MCTOPHYBCKUX GaHHBIX CO CXOMHMMA MEJMLMHCKMMM MIOENUamK, NME0 Ha OCHOBAHWA KCNETaHWA. Opyree
BEPOATHOCTH MOMHO OLUEHHTE TONLED NDHENKHIMTENLHO KNKM HEBOCIMOXHO OUEHWTE BoOGLWE, HAaNpMMEp BepOo-
ATHOCTE OTHAZa NporpaMMuoro obecnedequa. Tawke 0BbMHO HE NPEACTABNABTCA BOIMONKHEIM OO BLEOHHUTE
TAMECTH BPBAA OTOEMN BHEN DUCKOE B WWDOKKE KATETOPHK, MCNONBEIYEMBIE 0NA AHANKIE PUCKE.

= BWCO 14971 He yCTAHOANEHO, 4TO KPHTEDHK OONYCTHMOCTH PUCKa OMA OTOeNbHbX DHCKOB O0MNHHE
BbiTe TEMK ¥e CAMBIMK, YTO W KDUTEDHK OONYCTHMOCTH COBOKYNHOMO pUcKka. KpMTepuH, KCnons3yeMslie 4nA
OUEHWBAHWA OTOENEHEX DHCKOB, 00BYHD OCHOBAHE! HA BEPOATHOCTH BOSHMEHOBEHWA KOHEDETHON TAMECTK
Bpeaa.

BD.4uwD.7MCO 14971:2007 nepayicrnetbl HEKOTODEIE BOIMOMKHEIE ObLIWE METOOLI HNIA METOOWEKN OLE-
HHBAHMA COBOKYMHOND OCTATOMMOMD PHCKA W HEKOTOPERIE NOMNEIHLIE COOBPAMEHWA, BNHAIOWHME Ha WX BROop.
B oTtHoweaHe kprTepres MCO 14571 8 uenom yradslBaaT, HTo oMM JOMKHE OCHOBEIBATECA Ha NONWTHES yCTa-
HOBMNEHWA KDUTEPWER OONYCTMMOCTH DMCKS, 3 COOTEBETCTEYHILLEE PYKOBOOCTEO MOMHO HARTW B paagens 3.
Kak KpHTERHMA, TAK M CEAZAHHEIA C HMM METOD 00MNHHE B Te ONpeganeHs B NNaHe MeHe I MEHTa prucka. HacTo-
ALWA CTAHGAPT NPSOHaIHAYEH JNA NOMOLLK B YCTAHOBNEHHW ITHX KPUTERWER M METOO0E.

6.2 BrogHble OaHHLIE W OPYIWEe NOAXo0k] N0 OLUEHHBAHKK COBOKYNHOMD OCTATOMHOMO PHCKA

COBOKYNMHBIA OCTATOYHBIA DHCKE MOMET DhiTh CUEHEH TOMBKD NOCNE peandIaunn W BepruprEagXn Boex
MED NS YNPABRNEHAI0 DHCKOM. 3TOT OIHAYAET, YTO BCE MOEHTHMLWD 0BAHHEIR ONACHBIE CHTYALMM Bbln oLeHE-
Hisl A YTO BCE PUCKIA BN CHAMEHB 00 JOMYCTHMBIX YPOBHER MNK DBINU NPWMHATE HA OCHOBAHKK AHANK3a Co0T-
HOLEHWA PUCKNONE3S. HeroTopee NDUMEpl BXOOHBIX AAaHHBIX W WX MCNONB3I0BAHWA NPHBEOEHE Hrxe. OHK
MOTYT MCNCNE3CEATECA KAK BXOOHEE OAHHLIE MO OLUEHMBAHKID CORDKYNHOND OCTATOUHOMND PUCKa M KaK coabpa-
HEHWA, KOTOPBIE HEOOXOOMMO HCNONLI0BATE NDH CNPESENESHMK, ABNAETCA N COBOKYNHEIA CCTATOMHBIA PHCE
BONYCTHMEIM.

a) WarcToeuTeNs MOMET CRABHHTE PACCMATPHBASMOR MEOWLMWHCHOS MINEMNHe C AHANOMMYHEIM MEegK-
LUWHCKMS MAOenWes, NpeacTaRneHHbIM Ha peilie (cw. D.7.7 MCO 145871:2007 ). OnA Toro YTobe MarcToBMTEN:
caenan oboCHOBAHHOE IAKNHYEHKE 0 COBORYITHOM OCTATOMHOM DHCKE C YHETOM MEQHLUMWHCKOA NONbakl OT pac-
CMATPHEAEMOID MEQHUMHCKOMD MAOenKA, HeobxoaMmo PACCMOTPETE TEKYLLYKD aKTYansHYD HHDopmMayme o
NPEOyCMOTPEHHDM NPHMEHEHHUW HAIHAYSHUK M CBAIAHHLIX C HUM HeGNAaroNpUATHEK CODBITHAX B OTHOWEHWK
AHANOMAYHBIX MEAMUMHCKUX HAOENHA, NPEOCTARNEHHENX HA DRHKE, 8 TAICHKE WHDODMALMIO M3 HAaYYHoR NMTepa-
TYDBI, BENKHAA MHDOPMALMID O KNTHHAYECKOM ONsITe. KNIoYeBkit BONpOCOM ARNASTCA BONPOC O TOM, MMEET NI
PACCMATHHEABMOE MEMLMHCKOS MA0ENHE TAKONA HE WNH NYYWWA ypoBeHs Be30NacHOCTH, YTO W METWLMHCKDE
WIOENHe, KOTOPOE YHE MOKHO CHATATE MMELLIAM O0MYCTAMER COBOKYMHBIR OCTATOYHEIR DPUCK.

by [nAoueHnEaHA COBOKYNHOMD OCTATOYHOMND PMCKA G YHeTOM MELMUMHCKOR NoNL3LI OT paccMaTpHEae-
MOTO MEQWLMHCKOrD WAOENKA HArOTORHTEN b MOKET TAKKE MCNONEI0BEATE MHEHWE JKCTEPTOR, HE BXOOAL MK B
Oprasvaay i MaroToeuTena (cM. D.7 8 MCO 1497 1:2007). 3TH aKCNEpTe MOMYT GTeE OTOBDAHE M3 PAINHYHEIX
AWCLIMNIAMH W BENIO4aTE TEX, KTO HMEET KNMHHYECKHH ONBIT, ¥ TEX, KTC NPOA3eT aHancri4HEe MedrUHMHCEE
HAnenyA. Takke cnelnanicTil MOryT NOMOYE MArSTOBUTENMN YYUTLIBATE MHTEPECHE JAMHTAPECOBaHHEN MWL,
CnegyeT ofpaTiTe BHMMaHKWE Ha TpeBoBaHKHA K NPOMDECCHOHANEHOA NOArOTOBKE W ONBITY, YCTAHOBNEHHEIE
B32u33 34bjuc) nAZ33IWCO14971:2007.

c) [ame ecnu BCe HHIKBMOYANEHEE DHCHH BbMd MOBHTUMUWPOBAHE! W COMTEH AONYCTHMBIMUK, ANA
HEKOTOPBX M3 HWUX, K3K YaCTh CUEHMBAHWA COBORYNHOM OCTATOMHOTS pWCKa, MoeT noTpeboBaTecA fanb-
HENLWMA aHanKa.

COHAM K3 MPHMEDOE TAKDHE CHTYALWH MOKET BRiTh TO, 4TO MHOTWE OTARMEHEIE PACKA BNWIEH K HBAGMYCTIA-
Ml ypoaHAK. CnegosaTensyc, J0NYCTUMOCTE COBOKYMHOM OCTATOMHOID PMCKA MOMET ObiTe NOOBEpPrHyTa
COMHEHHUID M MORET GRiTe NPUHATO 0GOCHOBAHHOE DELWEHHE O JanbHEAWEM WCCREA0BAHMK MEOWULKHCKOD
MATOEMNHA M CBAIAHHOND C WMk aina MeHegsMeHTa pucka. Jpyris Npuepos MoxeT BsiTe TO, UTO CYLWEeCTBYIOT
PHCKH, KOTOPRIE ABMAKTCA BAANMOIABHCHMEIMK KaK OT BIZBABLUNK WX NDWHKH, TAK M NPHUHATEIX MEp No ynpas-
NeHWKn pUckos. Mepel no YNpaeENeHre PUCKoM OoN%HE GeTe BEpADUMUMPORAHEl HA PE3YNETATHRHOCTE HE
TONLKD N0 OTHENEHOCTIA, HO TAKKE W COBMECTHO C APYTMMA MEDANMK N0 YNPABNEHHIO DHCKOM. 3TO OTHOCHTCA M K
MEPaM No YNPaBNeHKo PUCKOM, KOTOPBIE paipaGoTaHbl 4NA YMEHEBLEHWA HECKONBEAX DUCKOB OOHOBDEMEHHO.
[epero OTHAZ0B UMK AHANM3 QepeBa coBLITHA MOMYT BeITe NONEIHBEIMA HHCTRYMEHTAMK OMNA A8MOHCT PaLMIK
TAKWMX BIAWMOCEAIER MERLY PUCKAMK M MCNONBIYEMBIMK MERaMK NG YNPABNEHWID DUCKOM.

dj Jpyrue nogxonsl No oUEHHEaHKMK COBDKYNHOID OCTATOMHOMD PUCKA:

1) MNoneasyo KHHOEME L MOMHO NONYYMTE, KCNONL3YA PEIYNLTATE CUEHKBAHKA JKCNMYATALWOH-
HOW NPUIOGHOCTA MAKW KNRHAYSCKOTD ONBITA, NOMYSEHHOND NEW BANMAAUMK NPOSKTa.

2} MoweT GuTe NONeIHe BUIYankHoe NPeLCTABNeHHe OCTaTOoYHED PHCKDB. Kamdblii oThensHmE6
GCTATOUHBIR DHCK MOMET BT NOK33aH B MATPWUE PUCKOR, Kak Ha pucyHkax D .4 1w D.5S MCO 14971:2007, nasan
rpach ecKoe NPeacTaaneHWe O PAcNpPegeneHrn PHCKOB. ECNH MHOMME DMCKM HAX0OATCA B BEPXHER 0bnacTi
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TAMECTH MM B BEpXHER 00NacTH BEPOATHOCTH MATPHLEI PUCKOB NWE0 KNACTEpsl PUCKOR NOTPaHMYHE, TG pac-
NpeqenaHtye PUCKOB MOMET NOKAIBIEATh, 4TO COBOKYNHBIA OCTATOYHHA PHCK ARNASTCA HEJONYCTHMBEIM, XOTA
KAWALIA MHAMBWAYANEHEIN pHCK Den 0B0CHOBAHHO CONTEH oMY CTHMBIM.

3) Mpe OUBHWBAHWW COBOKYNHOMD DHCKA HEODXOAMMO YUMTHIEATE BCR OTAENBHO NPOBENEHHEIE AHA-
Nkl COOTHOWEHHA PUCKNONE3a.

4) ECnANpu aHanMIe pMCka MMENW MECTO KOMNPOMUCCE MERTY PUCHAMKA, 3TO MOXET YKA3LIBATE HA
TG, YTO COBOKYTIHEIR OCTATOMHEIN PHUCK HEOBX00MMO 3aHANKAMDOBRaTER BONee TIWAaTENEHD. 3TO MOrYT BTk ChY-
YaK, KOrAAa OfWH M3 PUCHOE MOMKET BbiTh HECKONBKD YBENWYEH C TeM, 4ToB Apyrod puck Mor BelTe YMEHBLIEH.
Hanpumep, prcy ANA 0gHoro NULa (Nene3ceaTens) 4onycKaeTca YBENWYKTE, TOraa Kak PUCK ANA OpYTroro nKua
(MauueHTa) MomeT DTk YMEHLLWEH . 3TOHA3LIBASTCA NAPANNAKCOM PMCKa. DUEHHBAHWE MOKET HOCHTE Xapak-
TEp MaHEEPWUPOBAHWA MEXOY OCHOBHBIMM DHCKAMHM ¢ 0DA3aTENbHBIM ONMCaHMEM Toro, nodesy Ganadc
KOMOPOMHUCCHBX PEIWEHKE NPAKTMHEH 1M NOYEMY YPOBEHE KOMBUHMPOBAHHOMD PUCKA MPM NPUHATHEA KoM po-
MMCCHBIX PELLEHWA B OTHOLIBHWH PUCKDB ABNASTCA AGMYCTIMEIM.

B HOHEYHOM WTOre OUEHWBAHWE COBOKYNHOMD OCTATOUHOMD PUCEA OCHOBAHO HA KNMHWYECKOH OUEBHKE.

PesyneTaTsl OUEHMBAHKA COBOKYNHOM OCTATOMHOMD pHCKa ofpaayloT 4acTi fafina MeHedwMEHTa PHCEA.
KpaiHe noneaHo AokyMeHTHPORE Te 0B0CHOBAHHOCT B OCNYCTHRMOCTI COBOKYMHOMD OCTATONHOID DUCKA.

YK 006.83:006.354 OKC 03.120.10 P20 QK 24 000
11.040.01

Kniouyeasie CNOBa: CHCTEMA MEHEIMMEHTA KAYECTEA, WANENHA MEJWLUWHCKME, DHCE, MEHEIMMENT DHCEE,
YNpaBNaHua pUCKoM, MHBOEMALWA Ne Ge30NACHOCTH, CCTATOUYHBI PUCK, DNACHEIE CHTYALMW, BE, WaroToBM-
TEMKA MEJULMHCEAY H30enHi
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