GENEPANBHOE AEHTCTBO

Nno TEXHW4ECKOMY PEMYNAFOBAHWMIC W METPONOMAM

HALUWMOHANBbHbIA NMNCT P NCO
CTAHOAPT 14971—

POCCMWUCKOMWN 2006
CEOEPALUMMK

M3OENNMA MEOUUUHCKUE

NMpumeHeHMe MeHegXMeHTa pUcKa
K MeOUMLMHCKUM U3genuam

I1ISO 14971:2000
Medical devices — Application of risk management to medical devices
(IDT)

Haganre odrunanLHoe

B3 1—2006/456

-
=
n
b=}

GOST FOCT P ICO 14971-2006, N3penua meguumnHckue. NpuMeHeHne MeHedXXMeHTa pucka K MegUUMHCKUM U30ennsm
IR Medical devices. Application of risk management to medical devices


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14971-2006
http://gostexpert.ru/gost/gost-14971-2006

FroCT P ACO 14371—2006

MNpegucnoeue

Liens 1 NpYHUMNEl CTAHOADTWAALKMY B PocCHAcKol Penapauuy yoTaHoanaisl PefepansHbib IaK0HomM oT
27 nexabpa 2002 r. No 184-03 « O TEXHWUECKOM DErYNMDOBAHWKS , 3 NPABANA NDUMEHEHNA HALWOHANBHBIX CTaH-
Aapros Poccuickol Seqepaunsd — TOCT P 102004 «CraspapTisauna s Pocckidceoi enepauy. OCHOBHBIR
MONCHEHIAS

CoafeHua o cTaHgapTe

1 NOOroToBRNEH 3akpeimem: aiywonepHbib ofwecteom «BHWWMI-BMTA» 4a ocHoBe 8y TEHTUYHOM Ne-
pEBOAA CTAHDADTA, YRAIAHHOTO B MyHKTE 4

2 BHECEH TexHuqeck M KOMUTEToNM No cTasgapTuaauwmi TH 436 «¥Ynpasneswe KaHecTeomM 1 COOTBETCTEY-
IOLLME BCTIEKTERI NA MEIMLMHCIKHY HI0aniEns

IYTEBEPHOEH WM BBEAEH B JEMCTEWE MNpukazos DenepanksHoro areHTcTaa No TEXHWHECHOMY PEryri-
POBAHMED 1 MeTRoNorA oT 26 anpena 2006 r.Me 78t

4 HacToAWKWA CTaHAART MEEHTUYEH MERnyHapoaHoMy cTasgapTy MCD 14971: 2000 «Manenna menmums-
cie. MNouMeHEHNE MEHBIEMEHTa PUCKE K MELULKHCKAM HanenHuam: (ISCO 149712000 «Medical devices —
Application of risk management to medical devicess ) 1w vanexaHg Ne 1 (150 1497 1:20000Amd. 1:2003, koTopoe
B TEKCTE CTAH1ARTA BLOENeHO OBORHOA BERTHEANLHON NUHLEH

Mps NpUsEHEHA HACTOAWErD CTAHAAPTA PEKOMEHIYETCA MCNONEI0BATE BMECTD CObINOHHLIX MEXROYHE-
POAHEX CTAMOARTOR COOTBETCTRYIOWIME MM HALWOHANBHEE CTAHOARTHE Poccuickol Pefapaldd, caaneHing o
ROTORLX NPHEESOEHE B BON0AHWTENLHOM MRANMEEHAN J

5 B3AMEH MOCT P MCO 14971-1-89

Muchopamanua of LaMeHaHLAX & KSCTROALL MY cifiaddammy nyBnusyemecs 6 exesoduo Usdaeacson uHibop-
MEULIOHHOM YRaZamenTe « HaUuoHaTeHae CMandapmbly, 8 MEeXom UIMeReNLT U nonpasor — & SXeMecayHe
UFASAEMBIX UMEPODMALLIOHNEETX YRAZAMENAX « HALROHANEHLE CMaRdapmbls. B ciy-as nepecidomps (3aMeHs)
LU CHTHE MBI HACMORLLE20 CMandapma CONMEaMemEraLes yesdomnetlie Sydem onybnuKDEaHo 8 aXBMecad-
HO UROSEIBMOM LHODMALUONHNOM YRa3amens « HayuoHansrpe cmandammsis. Coomaamomayiowan uwihop-
MELLA, VeelOoMITEHLE U MEKCITb DESE LLESMNTICA MaKHe & UHDODMALILIOHHOD cucmens GOLLBE20 ML I0EaHUA —
Ha ooplilitianson calime Qe depantHos o S2eHMCTas N0 MEeXHUYSCKOMY DESyUDOEAMUR U MEMPONGSULY & Camu

Hnmeprem

B Crannapriscopss, 2006

HacToAwwMA CTaHQaPT HE MOET BT NOMHOCTEKD MK YACTHYMO BOCNPOHIBENEH, TMRAMMDOBAH 1M pacnpo-
CTDEHEH B KAYECTEE ODHMUMANEHOND HigaHua Gea paipeweHvA DegepansHord argHTCTaa No TEXHHYECHOMY Dary-
NAPOBRHKIO 14 METPONOMAN
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rMCTPUCO 14971—2006

CopepmaHue

1 OOnacTe NpUMEeHEHKA
2 TepMuHE 1 ONpeaensHna .
3 Obwme TpeboBAHMA K MEHE,D)KHEHW pucna
3.1 HauWoHaneHse Wk perdoHanHee parynup'_.rluu.m& TpEﬁI:IBEHI.-'IFl
3.2 Mpouect MeHeIHMEHTS PUCKa
3.3 OTBATCTEEHHOC T BLICLIEMD p:.rmm,qcma
3.4 Keanudukauxs nepooqana
3.5 Nnax meqeaMMeHTa pHUcka
3.6 ©ain meHeEMEHTa PHCKA
4 Amanua pucka (aTanet 1-—3 Ha pUCYHEE 2‘1
4.1 MNMpouegypa aHany3a pycea
4.2 MpegycmMoT pesHoe npwmn&Hmafnp&u,ymmmﬁana HAZHAHEHIE K nnp&n&mnm xapar:mpncmrc OTHO-
CRWMECA K BeaonacHoCcTH MEOHUWHCKEDID wanenda {atan 1)
4.3 VioeHTndKal v MIBSCTHRIX MK NPOrHOSMPYEMEDR ONacHoCTER [:ﬂ'an 2]
4.4 Onpelenesqks pHCKa (PUCKOB) ONA KAaMA0H oNacHocTH (aTan 3)
5 DueHiBaHke pucea (atan 4)
E Ynpasnewwe puckomM (aTansl 5—10]
6.1 ¥MmeHblweHwe prcka
6.2 AHANK3 BOIMOMHOCTER (3Tan 5} B
6.3 BuinonHe e mep no yNpasneHss pHcKom {:}Tan Eij
6.4 QusHUBaHWe OCTATONHOND pUcea [atan 7)
6.5 AHAanKs COOTHOWEHWA pUCKNonkaa (atan 8)
6.6 Opyrie BOIMOXMHEE ONACHOCTH (3Tan 9)
6.7 MonHoTa ougHKBaHua pdcka [atan 10}
T OUBHUBAHKWE NONHOM0 SCTATOYHOND pUcEa (atan 11)
8 OTYeT No MEeHaEMENTY pHUcka (aTan 12)
9 MocTnporascncTeeHHan MHbopMauna (atan 13] oo
MprnosEHde & (cnpapodHoe) Bonpockl, Ha KOTOPEIE CNEQYeT OTEETHTE an nnpe,aan&mu xapan&pmm
ENHAKLMY HA Be30NacHOCTE MEOKUMHCKOTD MINENNHA
Mpunoseedre B (cnpasodsoe) PyKOBSOCTED M0 SHANWEY PUCKS B OTHOLLKEHHK HS,EIEH Hﬁ ,.l:l,nn in -.-1tn:r ,quamuc
THEN
Mpsnomersie C icnpamqma} F‘ymm,umau no HpDLL&JJ.'_."pG aHandia |'_‘II.-'ICI:‘£I B OTHOLUEHWA TOKCUKONOTHYaC-
KWK ONACHOCTEH .
Mpsnomerse D (cnpapouwsoe) NpHMEps BOAMCHEHEX ﬂnacHn-::Teﬁ [t} mnwmuymmux Ebarm:pns CEAIAHHEX
C MEJHLHHCEAMK MATENHAMK .
Mpunceedne E (cnpasouxoe ) KoHUenuMy plucka, npumeuuuua K Man,HLLHHt:mm uan,enunm
Mpunoxense F (cnpasoywoe) Mudopmagna o MmeTogax asaniaa pucka
Mpunoeedwe G (cnpagcddoe) Qpyrae CTaH0apTel, COOepHallpe dHdopsanine ob anemedTax MaHa,ﬂmne-HTa
PUCKS, ONWUCAHHLIX B HACTOALIEM CTaHGARTE . 2B o
Mpunoserse H (cnpapoywoe) Obocxopanve TpeboBavui .
Mpanowensa J (ofRiatensqoe) CoagesMA O COOTBETCTEMM HALIMOHANLHEIXK c:raH.u.apTcra Pr:um.mcmﬁ mau.&
PaUMK CCEINOHHBIM MEMOYHAPOOHEM CTAHOADTAM
Birbnuorpadiaa
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BeeneHuve

MexogyHaponHsia cTasgapt MCOD 14571 paapabotad Texuuueckm kosuTeronm MCOTE 210 « MexegamenT
KAYECTES M COOTEETCTEYHOLLME ODWIME ACTIGKTE MEOWULMHCKAK HITEMWi: 1 noaxosauTeTom MOKTIK 624 «Obwwe
ACTIEKT L INEXTPHYSCKWE WATENWH, NPUMEHASMBIX B MEJWUMHCKOA NPaKTHEE: . B o0nacTi MesH e MenTa pucka
MPAMEHATENBHO B MEOHLEMHCKM H30enyam Texsdeckiid koMuTeT MCOMR 210 v M3KTIK 624 obpasosanu co-
BRECTHYIO padouyto rpynny CPT 1 «lprMeHeHHe MEHETHKMEHTA DUCKA K MELHLMHCKM MA0anHMAms.

TpefoRaHWA, NPETLRABMARMEIR K KOMMOHEHTY 8HAMNKIA PUCKS KaK COCTARMANLENA NPOoUSCcca MEHEI#MEHTA
prcxa, Bsind BnepesEe paspabortade B ctaigapte MCO 1497 1=1-1998, npuuem Gblno NpegycMoTpeso, uTo Tpebo-
BAHWA K OLEHMEAHWID DMCKE, YyIDABMEHHI0 DHCHOM M K OLEHMBAHMED NOCTIDOHWIBCOCTREHHOH MHODMALMKA J0ryT
Bl Te PACCMOTREHE! B JONONHUTENRHOR SacTi (dacTax ). OoHans Boe 3TH TpeSoaaika BRMOYEH B HACTORLLMIA
CTAHAAPT.

Hacrorwes nagaxye MCO 14971 otmenseT 1 aamennet MCO 14971-1:1908,

Megromatar MIKTIK 824 nprHAn paluaHne, 4T HacToAWan nyBnueayus gedcteyer 0o 2004 rana. Mo were-
YEHUKA 2TOM Cpoka noaxoruTeT M3KTIK 624 nocne koHcynsTayuy ¢ WMCOTK 210 pewdT, BygeT N4 HacToAwaA
My ErMEALAA;

= NOOTREHIEHA,

- OTOABAME,

= JAMEHEHA NEPECMOTDEHHBM HINAHLEM;

= OONONHEHA MAMEHEHAAMM.

B osmganny nepacsotpa HacToAwen cradgapta CPT 1 paspafoTana WamMeseHne K HECTOAWER Ny Brvkacmy,
B KOTOROM JOKYMEHTHROBAHD 0S0CHOBaHWE TpeboaanWi, cogepmallwxca 8 cTanaapte MCO 149712000, 1 koTo-
pOE BEMOYEH0 B HACTOALWWA CTAHOAPNT B KAYSCTEE NEMNOMe s H.

Mpunosessa A — H HacToAWero CTaHNARTa SEMAMOTCH CNpaBoHHEMM.

HacToAwui cTaugapT pekoMEHIyeTCA PacCMaTRWEATE KaK OCHOBY ANA OCYLECTENASMOND MAroTORMTENEM
PEFYNETATVEHOMD MEHBIRMERTA BCEK DHCKOB, CEAIAHHEIX C NDHMEBHEHHEM METWLWHCKHX Manensld. Codepuaiu-
BCH B HACTORLLENM CTaHgapTe TpeboRaHHMA COCTARNAKNT CUCTEMY, B DaMEAX KOTODOH NPAaKTHHECHRE ONbIT, HHTYKH-
LIMED M QECHET MCNONBIYIOT ANA MEHEIHMEHTS BELUEYRAIAHHLIX DHCKOB.

Buaw neATENEHOCTH, B KOTODGIX YHACTEYIOT OTOENLHEIE MWL, OPradyd3alnKe WNH Opradsl rocygapcTEeHHOND
YIDARNEHWA, MOTYT CTATE ANA ITHX WK JDYIHAX YHACTRYIOWHY CTODOH HMCTOMHMKDM ONacHOCTEN, CNocoGHBx
BEIBATE NOTERIO HTH MPMYHHATE yiuepsd. MeHeIHMeHT PUCKoa NDeJcTagnAeT CoBoH CRosHYI0 4NA 0GCymOeHHA
Taky, TAK KAk KA OaR K3 YHACTEYHWMK CTOROH MOMET No-PaiHomMy OUEHKEATE BEDOATHOCTE NPUHKHEHWA BPaaa W
BO3MOMHOCTE HAHBCEHWA YiLepEa B ChyYas onacHooTA.

KoHUESMUKA DHCKa BNIDHaeT 8 Ce5A OBE KOMNOHEHTE!

) BEROATHOCTE NPUYYHEHWA BpROE, TO 8CTE BOIMONHY K HACTOTY EM0 HAHECE MR,

b} NocneqcTEWA NDMYWHEHHGMD BPE0A, TO 8CThs 80 TAMECTE.

ATH KOMIOHEH TS| CNPE0ENFA0T A0NYCTHRMOCTE DHCKA ANA YYaACTEYIOWEN CTOPOHE.

PaccsoTpeHHan KoHUENWKWA SCOGEHHD BEMHE NEWMEHWUTENEHD K MEQWLMHCKAM WIOSMNHAM 13-33 GoMnLLIon
paIHooBpaIva YHaCcTEYIILLME CTOPOM, BEMKYEA Bpasei-NpasTHEOE, MeaWLUWHCKWE ORraHHIaL0MKe, oDraHsl rocy-
JARCTREHHOID YNPABRMNEHWA, NPOMEILINEHHOCTE, MALKEHTOR M O0LWECTREHHOCTE.

Boa ysacTayiole CTOpOHSL JOMHHE DOHKUMETE, 4T0 NEHMEHEHHE MESMUHHCKKY M3GENWE CEAIAH0 C oNpane-
NEHHEIMK pHCEEMKA. DaKTOPb, BAWAKLWWE HE BOCHPWATAE DHCKOE KAKO0H YYaCTRYIOWEN CTOROHOH, BRNKHaKT B
CaEA COUMANEHO-3H0HOMAYECKAN 1 0Dpas0EaTenkHsIA CTATYC JAWHTEDECOBIHHON YAcTH 0fluecTsa, a Takse oibex-
THEHO 1 CYOLEKTHEHG OUEHHBABAMOS COCTORHIXE 3N0008ER NALWEHTA. XADSKTED BOCNPWATIAA PUCKDS JABWCHT, Ha-
Nprkep, 0T TONS, PACCMATDHBRI0T N DHCKL KR

- HEMNDOWIBOMNLHERE, HEWIGEKHRE, COYCNDENEHHEE YaNoBEHacKAM DaKTopos,

- cneacTewe HebpesHocTw,

- Bl IBAHHLIE HEMOHATHDR NPAYAHSE WKW HaNEARNEHHLIE HE YAIBRYI TRYNINY NEUY B oBwecTee.

I

GOST
I

FOCT P ICO 14971-2006, N3penusa meguumnHckue. NpuMeHeHne MeHeaXXMeHTa pucka K MeEAUUMHCKUM U30enNnsm
Medical devices. Application of risk management to medical devices


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14971-2006
http://gostexpert.ru/gost/gost-14971-2006

rMCT P UCO 14971—2006

Pelwenre o NPOBEOEHHH KITHHWYECK0A NPOLSaYEL C NPHMEHSHMEM MEAWLIMHCKOND Magenua TpebyeT, uTobsl
OCTATOMHBIE DHCKH DB COOTHECEHES C OHHISEMOA NONEIOA OT NDWMEHEHNA 3TOR NpoUeOyDbl. MDd BalHECeHN
TaKKX PELLIEHMA DEXDMEHTVETCR VYNTHEATE NPEAYCMOT DEHHOE NPWMEHEH M NPEOYCMOTDEHHOE HASHAYNEHWE, JK-
CINYATALMOHHEIE CBORCTEA M DMCKM, CEAIAHHEE © KOHKPETHSIM METRLMHCKIAM HALENHEmN, 8 TAKKE DACKA M NoNbay,
CAAIAHHLIE CENTMHWYECKDA NPOUSOYPOR KNH COCTORATENECTEAMM 88 NDUMEHEHWA. HeXOTODEIE M3 3T PELISHWA
MOYT GbiTh MPWHAT B TONLED KEENKWEHLADOBAMHEIM BREUCM-NDAKTWKOM, IHAI0W WM COCTORHME 300008EA KOHKPET-
HOMGD NALWEHTA WNA CYyTBEKTHBHOE BMHEHWE NALWEHTE N0 ATOMY BONPOCY.

B kauecTee OOHON M2 YHACTEVIOW MK CTOPOH MArOTOBUTENK CNegyeT SaTk 3aKnioqeHe 0 BeaonacHocTH Magu-
UMHCKOMD M3GENHA, BKNOYaWEes GonNyCTHMOCTE PHCHOE, © YYeToM ODWenpraHaHHors YPORHA TEXHKEK QNA on-
pEaanEHRS NDWROOMOCTIA MEOHLAHCEOMND MAAEMNHA B LENAxX DAIMELLEHHA 870 HA DsIMKE B COOTRETCTEMK C Npenyc-
MOTPEHHEBIM MDHMEHEHAEM TN DEOYCMOTDERHEB HaaHaYeHHen. HacToAWHA CTAHAADT YCTAHARMUBRET NpOUSOYDY,
C FIOMOLL B0 KOTORONA KITOTOBNTANES MEOWMUMHCHOND HAOEMHA MOKET MOEHTHDMLHWPOEATE ONACHOCTIA, CRAZAHHERE C
METHLIMHCKHM MITEMHa W 80 NPKHAANERHOCTAMME, ONPE0ENATE M OLEHWBATE DMCHEW, CERIAHHEIE C ITHMKA ONac-
HOCTAMM, ¥TIEAANATE ITHMKY DHCKAMK 1 OCYLYECTRNATE MOHUTODWMHI PEIYNILTATUBHOCTH TAKOMD YNPABNEHWA.

21187 ]
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HAUWOHANBHBLIW CTAHOAPT POCCUMHCKON @EOEPALMM

W3NENWA MEAMUMHCKKME

MpMsMeHeEHUE MEHSIHMEHT PUCKA K MOIHLMHCKAM W08 NMHAM

Medical devicas. Application of risk managemeant to medical devicas

HaTta eeegeHmA — 2007—01—01

1 O6nacTe NpUMEHEHHUA

HacToAWMA CTAKAAPT YETAHABNMBAET NPOLEIYDY NDELENaHAA ONACHOCTEN, CERIAHNLIX C MEQWLWHTKIAMM
MIOEMAAMK 1 WX NPWHAGNEXHOCTAMM, BEMIOUEA W3OSMWA 0N 0 Vitro QUaniocTHEK, oNpegensHida i oUeHuBaHuA
PHCKOA, YIIDABNEHWR PUCKAMEA B MOHWTODHHTE DE3yNETATHEHOCTH TAKOND YNpaaneHK A,

TpeGoBaHWaA HACTOALLEMD CTAMOADTA NPUMEHWMEl KO BCEM ITANAM MAIHEHHOMD LMENS MEOMLWHCKME
W3 ENAIA.

HacToRWwMiA cTaHQapT HE NpegHaIHa4eH ONA BeHE0R HMA KITAHEYECKNY CyHOeHHH, CERIAHHSIX CNPUMEHE-
HIEERE METMLIAHCKAX WATENWA.

HacToALWWE cTAaHZapT He YETAHABMKEIST VROBHK OOMYCTAMOND PUCEE.

HacToAwmid cTaMgapT He TPeByeT HanUYKMA y MINOTOBRMTENA CEHUMANERD IARETHCTDHROBAHHON CHCTEME
kayecTea, COHAKD MEHELHMEHT DHCKa MOMET DkiTe COCTARHON YACTED CHCTEME KayacTEa (Tabmuua G.1).

2 TepMWHLI U cNpegeneHWa

B HacTOALLEM CTAHOADTE NDHMEHAKT CNE0YIOLIEE TEDMUHE! C COOTBETCTEYIOW MK ONDENE NEHWAMMA:

2.1 skcnnNyaTayroHH LI JoKyMeHT (accompanying document): DokyMeHT, NPUNarassisii K MenHuuHCKo-
My HIOEMAKD WNH NPHHAANERHOCTH, COODHALLWH BCIO BANHYI0 MHDOPMALKIO ONA NONBIGEATENA, ONBETOPA,
NWUa, NPoWIsodAwers cHopky MNH YCTAHOBKY HAOENWA HA MECTE IKCNMYATALWE, B YaCTHOCTH OTHOCALLYIOCH K
BEa0NACHOCTH.

Mpumedad e — Ha ocHoBaHuM [1], nognyser 2,14,

2.2 spag (harm) @UINYecKan TRaBMa WK YyWeps 3a0op0asio MOOed MId MMyWecTaY, HNH OKpYai0LLei
cpege ([2], nyHeT 3.1,

2.3 onacHocTe (hazard ) MoTeHUHMansHE R HCToMHWME Bpeaa (2], myHsr 3.5).

2.4 onacHan cutyauua (hazardous situation): OBCTOATENBCTES, NDW KOTODREIX MO0, WMYLLECTED KN OK-
PYHAKLLAR CPROA NOOBEDHEHR OOHOH N HECKONLEWM OnacHocTAM ([2], nyHKT 3.6).

2.3 NpeaycMoTReHHOE NPHMEHEHHe/ NpeaycMOTReHHOS HadHayeHue (intended usaelintended purpose):
MpHMEHEHKE WALENKA, NPOLECCA WKW YONYIH B CODTEETCTENAN C TEXHUYECKMMA YONOBKEAMM, WHCTRYELAAMIE 1
HMHDODMALMEH, NPEOCTARMEHHEIMN HArOTORMTENEM.

2.6 maroToRMTens (Mmanufacturer); PUadwyecsoe WK KPWOHYECKDE NHUD, HECYLWEes OTEETCTEEHHOCTE 33
NPOEKTHROBAHKE, HATOTORNEHWE, YIAKDELIBAHKWE AIANK MADKMDOBAHNE MEQHLAMCKOND H30EenKa, COopKy CHOTEME
MMM 0aNTUPOESHWE METMLHWHCKOMND H3DENKHA NeDE] N0 BEELEHNaM B 0DpaeHHe WWNK BROGOM B 3HCOMYaTa-
LIMKD, HEIABMCHBAD OT TOMD, BRINOMNHAST M 3TH ONEPELUNK CAMO BRILLEYNIOMAHYTOE NUUD MW TRETeA CTOPOHE OT aro
HIMEHM.

Mzpanue cihuyHansHoR
2" 9
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rMoCT P MCO 14971—2006

2.7 meguurHcKkoe wagenue (medical device): MNprbop, annagat, MHCTPYMEHT, YCTRORCTED, KOMMMEKT, KOM-
MMZKC, CHCTEMA C NPOTPaMMHEMI CRE0CTEAMK, 000Dy108aHKE, NPMCNOCOSNEHME, NBDEBAINMHOE | LOBHOE Cpe-
CTEOD, CTOMATONOTAYECKME MaTepuan, Habop peareHTos, KOHTDRONEHEIA MATERMAN W CTAHAADTHEIR 0bpaseL, Hane-
FIAE M3 NONHBMEDHEL, PEIMHOBRIX 1 MHEX MATEDHANDR, NPHMEHAEMbIE B MEGHLIMHCXMY LENAX N0 OTOENEH0CTH N9
B COMETAHKW APYT C APYIOM W NPEOHAIHAYEHHBIE HIrOTOBUTENEM ANA:

= MPOfUNaKTHERN, AHArHOCTARA, NeYeHHA 2abonesanHH, NpoBElEHnA MESWUMHCKIE NPOUEOYR, KoCNeqoasa-
HIAK MEQMLMHCKOTD ¥ADAKTERA, 388EHE WNA MOJWEWKILIAA YACTEA TENA YENOBEHS, BOCCTAHOBMEHWA MW KoM H-
CALMK HADYLLEHHEX KNW yTRAHEHHLEE DHUIM0NOMAYSCEAY DYHELAR, KOHTPONA HA0 334aTHEM;

= BOAOEACTANA HA ORTAHWEM YENCEEEE, NPW KOTOPOM X PYHKEWOHANEHO0E HATHAYEHAE HE DEAMNWIYETCA, HO
MOMET NOOOEQHHMBATECA XMMFHECKHA (DapMaAKDNOIVHSECHAM, HMMYHOMONY ECHH WMTH METAD0NMHSCKIM BIaUmMo-
OEACTBMEM C OpraHHaMom Jenosaka ([3], nyHKT 3.1).

2.5 obpeKTHEHOR CEBMOeTeNLCTRD (ohiective evidence): Mudopraumd, NpasUNsEHOCTE KOTOROH MOET DRiTe
AOKAIAHA HA OCHOBAHKWK (DEKTOB, NOMYHEHHEBIX NMYTEM HAGMONEHAA , HAMEDBHWA, MCTBITIHAA WA ODYTHMA CNOCo-
Danam [[4], mymeT 2.19).

2.9 npouegypa (procedura); ¥oraHoBRNEHHBIA CNoCoD OCYLWECTRNEHWA KAKOM-NME0 anga JeaTensHoCT
une npouecca (4], nognyuer 3.4.5).

210 npouecc (process): CoBoKyTIHOCTE BIAMMOCEAIAHHLIX BII08 QeATENBHOCTH M pECYDCOB, Npeobpaay-
IOWLARA BXOOL B Baxoas (4], noamyHer 3.4.1)

2.11 sanuck {record): JOKyMEeHT, NPEQOCTARMAKLIMA O0BEKT MBHOE CEMOETENLCTRD O BhINONHEHHBX BIM13%
OBATENBHOCTH KNK NOMyHesbIx peaynsTaTtax ([4], nognyHeT 3.7 .6).

2.12 octaTouynsta puck (residual risk): Purcy, ocTaowwicA nocne NopeanpyHaTeS 3aWMTHEX sep ([2],
nyHET 3.9).

213 puek (risk): CoueTanne BEROATHOCTH NPUYMHEHWA BSOS W TREECTIA aToro apega ([2], nyHkr 3.2).

2.14 aHanu3a pucea (nsk analyzsiz). CUCTEMATHYECKDE HCNONEI0BAHKWE WMeWeAch WHOopMaL«WKe ona
BLIABMNEHWA ONAcHoOCTeR 1 onpeaenesua packa ([2], mywer 3.10).

2.15 oueHka pucka [rizsk assessment): NonusR Npouect aHanyaa v oueHueadnd pucka ([2], nyHer 3.12).

2.16 ynparneHHs pHeKomM (risk control): MNpouece NPUHATHR PEWEHHAR M OCYLUECTEMNEHMA JALMTHBIX MEp
MO YMEHBLUEHHID PUMCHOB A0 YCTAHOBNEHHEIX YPOBHER MNH NOAOSPHAHHA PUCKDE HE YCTAHOBMEHHEE YDOBHAKX.

217 ousHHBaHWe pHCKa (rizk evaluation): NMpyHATHE DELLEHWA, BAIMDYI0LLBrOCcs Ha CYLLECTEYIOWWY 05-
LWECTEEHHLIX LBHHOCTAX, O DONYCTHMOCTI (MCKE B KOHEDETHON CHTYAUMK HE OCHOBE MMM aHANW3a DHCKE.

MNpwwmaydaHne — Ha ockoeandn [2], nyHeTe 317 4 307

218 MeHeMEeHT pUcKa (risk management). CHCTEMATHYSCKOE NPMMEHEHME NOMMTHEKW, NPOLUEOYD 1 Npakx-
THHECKWK METOOOB MEHELHMEHTA ANA PELUEHHA 38034 aHaNM3a, CUEHWBAHWA K YNPaENEHHA PNCKDM.

2.19 chain meHeaxMeRTa pucKa (rizk management file): COBoRYNHOCTE 3ANWCEHA 1M OPYIHE 0KYMEHTOR,
HE OGAIATENEHO B3AWMOCEAIAHHEIX, COANABIEMEX B NPOLECCE MEHSIHMEHTa DHCKA.

2.20 beaonacHoCTk (safety): OTcyTCTEHE HEQONYCTAMOND pucka ([2], nyHkT 3.1).

2.21 TAakecTk (severity): CTens s BoasosHbIX NOCNEOCTEHA ACHOCTH.

2.22 paprdpmkaumn {verification): MNogTeEepiOeHEe Ha OCHOBE AHANKA W NPEOCTABNEHWA 00 LEKTHRHBIX
CHMABTENLCTE TOMD, Y4TO YCTAHOBNBHHERE TREGoRIHMA BRINONHE HEL,

Mpumeyadde —py NPOECTHROBAHAK W PRApAGOTES BepWdHEALMA DAHEHEET NPOUSCE SHANKIE PEIYMETATOR
NPEONPUHATOR OSATENLHOCTHA C LENsH ONPEQSnNEHWs COOTEETCTEMA YCTAHOBNEHHEM K 3TOA ASATANEHOCTA TReBoBaHM-
An ([4], nognyser 3.8.4)

3 OBbwue TpeBoOBaHMA K MEHEAKMEHTY PHUCKA

3.1 HauMoHan bHe AW PErHoHANEHLIE Perynupy owWre Tpebosanna

Banay Gonswors pasHoobpasieg MEdBLMHCKAE MAOEMAA, Ha KOTODRIE DACNPOCTRAHAETCA DEACTRME HACTOR-
LEro CTAKGAPRTA, WM pa3NMYMA HAUWOHANEHEIX MMM RETMOHANEHEX PerymnpyIiowmMy Tpebosanni, Nped bARnAesex
K MEQMLMHCHKIM H3OenMam, ToeBosaHra 3.3 ¥ 3.4 NDAMEHAT NP HeoBX00HMOCTI.

3.2 Npouscc MEHEOXMEHTA PUCKA

MaroToBMTEME QOMKEH YCTAHABNHWBATE W NO0080MHEITE B PaGoYesM COLTOAHMMY NPOLSCE WIeHTHMKa LMK
ONACHOCTEW, CEAZAMHEIX C MEJMLMHCKMM HAQRNHEM, ONPESeneHina 1 OUEHHBAHWA CONYTCTEYIOLME PHCKOR, Y-
PABNEHHA FTHMK PHCKANMH W MOHWTORWHIE PE3YNETATHBHOCTIA TAKCMO YNPABNEHHA. 3TOT NPOUECT AomHeH BulTe
ACEYMEHTHPOEAH W BEMNICYUATE B CEOA CNEOYIOLHE IMEMEHTE.

- HAKS PUCKDR,
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= OLEHA BaHWE DACKOB,

= yNpAaanaHe DHCKaMu;

= MOCTNROHIB0OCTREEHHYIO HliI:I‘JDpMEIJ,i'IH}.

Mpw AN AoKYMEHTUPOBAHHOM NPCUECCa NPOEKTHROBARHA Pa3paboTiM MANeNKA B HEND JoM#Mal BXO-
AWTe COOTEETCTRIOW ME YACTH NpoUecCa MaHaMMEeHTa DUCKA.

MpuuwavyaHuA

1 DokyMEHTHDOBAHHLIR NPOLSss NPpOSETHROBAHWApEApatoTer MomaT DeiTe MCNoOns30Ead anA obecnayaHuR
CHCTEMETHHECKDI NOOXONE K PECCMOTREHRD npodnan DeaonacHoCTH, NOABANAKNLEN, B YECTHOCTH, BLIRBNATE HA DAH-
HHX CTEOMAY ONBCHOCTH, CERZAHHBIE CO CADGHHBIME CHCTEMBMI W ORDYREOWER Cpagon.

2 Cxema npouscca MaHegEMaHTs PHCKE NPSOCTEENSHA HA pHcyHKE 1.
3 Cwe. Biwbnmonpadmsn.

CoOTEETCTEME HACTORLANY MyHKTY NDOBREAIOT KOMTPONEM thaina MeHE IR HTa DIACKE.

L' »

AHBNKH3 PUCKA

Flogqmed ey niymelad TR B
I e AL I ATTC R TR T M-

Mos-musamiyum OreaHocTY.
Clnfayphewwasd Rl

DUSHMERAHHS DMCKR

Pomis C ADITCTAMOCTH DHCEE

f 3

YNpARNSHWS PHEHOM

AHE ROAMHTOTER .
B N .
CNMH MRS SCTETIAUHSITI o

JLOMYCTHIADCTE MONHOIT PRICKA

¥

MocImMpoKIBonCTEOHHEA
HHGODARLINA

Moermracw e Tame el (T
AHATSE DMLY WIDARTAHLN PO

PucyHor 1 — Cxama npouscod MEHEMEHTE Dcxa
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3.3 0TEETCTEEHHOCTE BLICILETO PYKOBOOCTEA

Buiciues pyROBOOCTED OpTraHH3aLMW-HE OTORMTENA JOITEHD:

a) paspabaTelBaT e NONWTMKY ONPEOEnEHRA AONMYCTUMOM0 PUCKS © YHETOM COOTEETCTEVIOLLMX MESTYHapOI-
HBLX CTAHZAPTOR, @ TAKKE HALKOHANLHEIX ¥ PETHOHANEHEE DEMMaMEHToR;

b} obecnedqaate cHaixaHre HeoExooMMbIs DECYDCIMM,

c) oGecne4uBaTe HasHayeHMe oby4eHHOro Nepootana (oum. 3.4) 4NA OCY LW e CTRNEHHA MEHELMMENTA, Bbi-
NONHEHWA PAGOT M NONYHEHWA OLEHKM NDEINDHHMMastkbD GERCTEIAIR,

d} NPoEOGUTE AHANME PEIVNLTATOR NPESNPUHUMAEMEX DERCTEUA N0 MEHEKMEHTY DMCKA YEPE3 JanTanm-
POBAHHELE MHTEDBATM BEEMEHN C LIENLK HESCNEYeHnA NOCTORHKON NPUrOOHOCTH M DESYNETATHEHCCT NPOUEcca
MEHEIEMWEHTS PUCKE.

BCe MancHeHHOE B HACTOALEN MyHKTE DOMKHO Bl Th 3800Ky MEHTHDOEAHO B Daie MeHeIMEHTa DHCKE.

COOTEETCTREME HACTOALEMY MYHETY NPOBEDRINT KOHTRONEM arna MEHe T« MeHTa PHCKa.

3.4 Kpanndukayma nepcodana

HMaroToBuTens gonwed 0GeCneunBaTe BEMIOYEHWE B COCTAR NEPCOHAND, BEIMONHMOWEND 33034H MEHS IH-
MEHTA DHCKA, NELL, WAMSIOLIAK JHAHWA 0 ONBIT, COOTEETCTEYIOWMWE BRNONHEHHID NOCTABNEHHEX 38084, [Tpx HEob-
¥OOMMOCTHA 3T3 KEANHWHKEALWA BON¥HE BEMCHaTE B Ce0R IHAHWE MEqHUMHCKME HANENHA M ONBIT WX JKCTTyaTa-
LMK, 8 TaKKE BNagaH« e METOOamMK MEHEHMEHTE DHMCKE. 3aNKCH O COOTRETCTEYIOLLE A KBANWDHEALWM NepCoHana
HE0BXOOMBA0 NOOGEEHBATE B pABoYaM COCTORMIN.

COOTBETCTBUE HACTORLLEMY MYHKTY NPOBEDAKDT KOHTDOMNEM BEILSYKAZAHHEE 3ANHCERA.

3.5 MNnax meHEOMMEHTa pPUCKa

MaroToRMTENE 4O COCTARNATE NNAH MEHEKMEHTA DUCHA B COOTBETCTEAM C NPOLUECCOM MEHEONMEHTA
PWCHA ONA KOHRKDETHEE MENMUWHCKDTD M3NENKA WM DACCMAaTPHBASMON NDHHADNERHOCTH. [TNaH MEHESHBIEHTA
plcka oormseH BeiTe YACTRI0 DaRna MeHeIHMeHTa PHCKA.

ATOT NINAH AOMTEEH BEHOYATE B Ceba;

a) obNacTe NPUMEHEHHA NNAHA, HASHTHOHKALM W ONMCAHME MEJWLWHCKOND WANENKA, 8 TAKKE CTaguK
WHIHEHHOD LWKNA HAOENWA, K E0TOPBIM 3TOT MNaH NPHAMEHAR,

b nras Bepat KL,

C) pACNpaaensHHe OTRETCTREHHOCTH,

d) TpefoBaHHMA K aHanvay NpeaniyHEMaeMszE GRACTEHA NO MEHEOMMEHTY DIMCKA,

&) KPMTE DM OOMYCTHMOCTH DIACKA.

Mpumeadadne — Kpatapuy OoNyCTHMOCTA PHCKE MME0T GONbLUCE 3HE4EHHE ONA ONPEOENEHNE BOHEYHDH
PEIYNETATHEROCTH NPOUSCCE MEHEIHMEHTE pucka. PyroeoncTen no ONpeienaqHil TAHKX EpUTapHeE NpHMEBOSHD B NpY-
nazaHw E.

MpW HAMEHEHIEM MNAHA B TEYSHWE HHIHBHHOMD LIHKNS METMLWHCKOMD WAOENHA B ain Mese I8 HTa DUCKa
HE0BXOOMM0 BHECTA JAMMCE OB MIMaHa MMM,

COOTESTCTRME HACTOALLEMY MyHKTY NPOBERAKT KOHTEOMEM afng MeHesMEHTa DUCKE.

3.6 Dalin MeHeOXMEHTA PHCKA

[NA KOMKPETHLIX MEJWLMHCKOND H3OEMMA MMM DACCMATDHBAEMON NDHHAONENHOCTH eayNETATE BCRR NeR-
TENEHOCTIA N0 MEHEIHMEHTY PUCKS 3AMKCHIBIOT 1 NOL0SDHWMEIIOT B pabodest COCTOAHMK B (iaing MeHe EMeHTa
pucsa.

MNMpumwedaHwng

1 3anucu ¥ QpyTies QOEYMEHTE, COSTRENRKLWWS hEfn MEHBOEMEHTA DUCKA, MOrYT DbiTh Y8CTeE ODYIHME SOEYMEH-
ToB W fEAnoe, HEeoDEoOMMEL, HANPUMED, B CHETEME MEHEOHMEHTE KAHECTES MAMOTOBMTANA.

2 daiin MeHEOHMEHTE PUCER He obRaaransH aomHaH rarHecks BRNOHaTe B calA Boe QOKYMEHTEI, OTHOCALLW-
BCA B HACTORWAMY CTAHOADTY. DOHIKO OH SONHEH COOS[EKATE, M0 MEHEWER MEPE, CCRINKM MW YEEISTENN HE BOS
TpedyambIe ODEyMeHTE. ManoToRMTant: paroMeHgyeTcs CEOBEpaMEHHD Cobpats cCoenoYHyH MHbopMaume a dainsa
MEHELHMEHTE PHCKE.

4 AHanusz pucka (atanel 1—3 Ha pucyHKe 2)

4.1 Mpousaypa aHanWaa pUcKa
AHANMI pUCKa CNenyaT NPpoOBOAMTE B COOTRETCTEMN C 4. 2—4 4, a nopAnokK NPOBEA&HWA W De3ynNsTaTk
AHAMHIA PHCKE J0MHHE BhiTh 3aNUCaHE B (DARNE MEHETHMEHNTE PUCKA.

Mpumedadne— Ecin QocTynHel peaynbTartsl AHANMIZ PACKE 4NA BHAN0TMWSHOM MEGULWHCEOTD MA08MMA, TO
HE HAX MOMHO CORINATECA NPH YCNODEMM BOAMOXMHOCTH GEMOHCTRALWA TOMD, Y4T0 PACCMATRHMERSMEIE NPOYSCE AHANG-

4
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FAYHBI WA BHECEHHBIE HZMaHEHNE HE NpHBEE0YT K CYILSCTEaHHEIM EazMHnEM B DEIYNETETEX. OcHosarves ONA 31000
AONEHD BbiTs CHCTEMATHYECHDE OUBHWBAHWE MAMEHEHNA U BOIMOGHHOCTER MX BOZ0SRCTENR Ha PAENAHHBIE CYLYBCTRYO-
Ljs DG CHOCTH.

B JononHesys K 3ankcam B cOOTBETCTEXH C4.2—4 4, okyMEHTE! O NOPALKE NPCEETEHWA K pe3yNsTaTos
AHANWAA PHCKA OONKHE BEMOUYATE B ceBa, No MeHbLLed Mepa:

a7 ONACAHWE M KOEHTIDUEALIMID AHATASMDYEROTD METKUWHCKOND WAOENA AN NDMHE0NERHOCTIA,

B HOeH THMEALAI0 NALE (THU) ¥ OPraHU3aUnH3, BENOMHAKLMX SHANKS DUCKE;

C) gaTy NPOBeAEHWA SHANM3A DHCKa.

COOTBETCTEME HACTOALLIEMY MYHETY NEOSEPAIOT KOHTRONEM (DaRNa MEHELNMMEHTA DIACKA.

4.2 NpegycmoTpeHHoe NPUMeEHEHKE NPEOYCMOTPEHHOS HAHAYEHHE W ONPEOENaHME XaPaKTEpH-
CTHK, OTHOCAWMXCA K BaI0onacHOCTH MeOWUHMHCKOrD Wanenua (atan 1)

J1NA KOHEPETHEX MEGHLMHCKOrD W3ABMWE WNM PACCMATDHBASMOH NPHUHANNEHOCTH WATOTOBWTENE OOEEH
COCTARMTE ONHCAHWE NPEaYCMOT DEHHOM NPMMEHEHWANDE QYCMOTREHHOID HA3MaYeHIA 1 oboro obocHoaaHHo
NPOrHOIMDYEMOND HENPEBWIEHOTD NPMMEHEHKA. FaroTOBMTETL GOIMKEH TAKKE COCTABMTE NEPEYEHE BOEX KaYe-
CTREHHBLEX H KOMAYECTEEHHED XAPaKTEMHACTHE, KOTODRIE MOTYT NOBENKATE HA Be30NaCHOCTE MELHLWHCKOND Hane-
TIHA, ¥, BCNHA BOAMOEHD, YEAZATE WX NPEOENEHD DOMYCTHMEIE 3HAYEHAA (Cod. NpUMedaH#Ae 1) T 3anvcK Heobxo-
AAMC NOAOEpHHEATE B pabowem COCTORKMK B DaRNE MEHeIMEHTE DHCKA,

MpumeadaHus

1 MpvnosedH@e A HECTOAWEN CTAHOARTS CONSpEKT BOMNPOChl, KOTOPGE MOMYT CAYHEATE NONBIHLIM PYROS0SCTEOM
NpW COCTABNEHMW THHOM MEPESHA.

2 MNpunoxeHwe B HACTORWEND CTAHAAPTS COOQEQEAT QONONHWTENEHBIE PYROBOORLLNE YEIZEHWR N0 METOLAM 3HE-
NW3A PUCHA B OTHOWSHWAW MEOUUMHCEMXY HAZENHMA GNA in vilko guarHocTmme.

3 Npunomadwe C HACTORWEND CTAHOADTA COOBPMUT OONOMHHTENLHLIE DYEDBOARLUME YHAIEHWA NO MeTooam
HHENWIA PHICKE B OTHOWEHHKA TOKCHMEONOMMYECENS ONSCHOCTER.

CoOTBETCTEHE HACTOALLENMY MyHETY NPOAEPRAIOT KOHTRONEM (afna MeHe I MEHTa DIACKA.

4.3 MogenTHPHKALWMA HIBBCTHLIX MMM NPOrHOIMpYeMEIX onacHocTel (aTan 2)

MaroToBMTENs: DOMKEH COCTARMTE NEPEYEHE HIBECTHEIX KM NPOMTHOIMPYEMEIX ONACHOCTE M, CRAIAHHBLIX C
MEQNULAHCKAM W3 0ENAEN, KK ANH YCNOEMA HODMANBHOR IKCMNYaTaUMK, TAK ¥ ONA 38apyHiHeX CATyauWA. Masec-
THESE ONBCHOCTH GOMHHE BhiTh MOSHTAGHUUKMDORaHEL. 3TOT NepEYeHs: HE0BX0OMMO NOQOSDHHBATE B pabosen co-
CTOAHMK B aine MeHepEMEHT PICKa.

Taese 0omKHE BHTE PACCMOTDEHE M 33DEMMCTDUPOBaHS! NPOrHOSKEYEMBIE NOCHEN0BATENEHOCTH COGLITHEA,
HOTOPIE MOTYT NDUBECTI K CO3OAHMID ONacHOR CHTYaLMM.

MpumMed4aHHn

1 B HEMecTEs NAMATHOR 3ANHCd MoryT Bhith WONONEIOBEHE NPMMEDE BOGMOMHLE CNAGHOETEA, MEPEYMCAEHHLE
B nprnosedHad D v pazpane B.2 grA wanenvi 40 N vilho QMar-ocT ige.

2 OnA woaHTuhuEaUrY HEMAESCTHRIX DEHEE ONACHOCTEW MOMHD WMCNONLI0EATE METOOE CHCTEMATHIAUMH, NpE-
MEHHAEMLEIE B KOHHDETHOW CHTYELUMA (oM. npunosaHne Fl

COOTBETCTEHE HACTOALLEMY MyHETY NDOSEPAIOT KOHTRONEM AN MEHETHMEHTS DIACKA.

4.4 Onpagenadde pHCEa (PHCKOB) ANA KaOKO0W ONacHoCTH (aTan 3)

Pick(M) onA kasooi onacHoCTI, KaK B YCNOaMAX HOPMansHOR IKCNMYaTau WK, TaK M 4NA aEapuiHoR cuTya-
L, HEOEXOOMMO ONPeREnATE C NOMOWED AOCTYNHOHE KHQOPMALMK UK JadHsx. B cnyyas onacHocTed, ana
KOTOREL HE BMOMET DuTE ONpeaeneHa BEDOATHOCT b NDHHUHEHHA BDE0a, AOMTEEH GbiTs COCTARMNEH NEDEYEHE BOS-
MOEHBIX NOCNSLCTEME TAKMX onacHocTel. Onpefeneqke DHCKa|0B ) A0THHD Dbl Th JADEMMCTPUPORAHD B draine
MEHEAMEHTA DIACKA.

NicGan CHUCTaMA, MCNONLIAYEMAR ANA KSUSCTEESHHON WNH EONHYeCTESHHON IpanaLMMd CNpeaeneHHa yooaHer
BEQORTHOCTH MW TAMECTH, AonHHa BaiTe 3aperdcTPMpoBaHa B (iaine MeHaIHMaHTa PUCKA.

MNMpuimadanumn

1 OnmpegensHne pricks BEBO4HE8T B C80RA aHandl BapORTHOCTH Bro BOSHHKHOBEHWA W TRMECTH nocnegotend. B
FFABMCHMOCTH 0T ObBNECTH NPMMEHEHWA, BO3AMOMHD, QOCTATOMHO PACCMOTPETE MHWE HEKOTOPLIE ANEMEHTE NpOoUscca
ONpegensaHna prcea. Hanpumap, B HEKDTODEX HOHEPATHEX ChyHEAX HeT HeoBXo0amocTd NpOOOnN#ars Onpegans-ue
PHICKE NOCNS NepEMYHITT SHANK3A ONECHOCTA W B8 NOCNegoTENRA.

2 OnpeganeHes pUcEE MoseT DhiTh KOMAYSCTEEHHEIM MNH EEYSCTEEHHEM. MaToge onpaganaHMa prHcKa, BEMO-
HEA METOOE, RESNAKYWECH CNE0cTEMEM CUCTEMATWHECKHY HEWNCNDEEHOCTEN, NPENCTRENEHE B NpUNO@eEHMs E HacTos-
Wero cTasaapra. Paagen B.3 HACTOAWE D CTAHOAPRTE COZEMEHT HHIPOPMBUWK, NONEIHYID NPW ONPSLEnsHEn DHCKE OnA
MEOWUAHCKHY HAOeNWAE 40A In vitro QuarsocTie.
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3 HewoTopele BOAMOMHEIE METOOH AHANWIA DWCKE NPSLSCTEAENEHE B NpUNOHEHMA F HSCTORWSEMD CTAXOAQTE.

4 WMhdhopmanuin Mnn gadHeS A ONPENSnNEHHA PHCEE MOMHD MOMYHATE, HANPMMED, W3 CNEOyOWWE MCTOHHARKDE:

- ONYBNUHOBSHHBIR CTAHOAPTEL,

- HEY4HO-TEXHHHECHAR HHDODMALKA;

- OEHHEE MO ECONYATALMA VHE NEMMEHASMEE AHANOMAYHBL METHLEMHCE. Wagensd, sknoHas onyGnykosaqHse
CHEgaHNR 08 WHUWOEHTAN,

- OAHHEIE WEMBITAHME HE SHCANYETALUKOHHYKD NDMIOOH0CTE THIRSHEIMA NOMSI08STENAMK;

- KMMHWHECKRE DaHHBIE,

- PEAYNETETE WOCNBOOBAHWA:

- BHCOEDTHBIE OUEHEH,

- CHEME BHELWHER DUSHEN KB4ECTEE.

COOTBETCTEME HACTOALIEAMY MyHKTY NDOBSQAKDT KOHTRONEM daing MeHEgHMEHTa DUCKA.

5 OueHnBaHue pucka (atan 4)

DOns eanaoid naeHT uEMLMPOERHHON GNAcHOCTH HITOTORMTENE: OOMHEH, MPHMEHAR KDUTE DN NNAHEA MEHE0H-
MEHWTa PMCKA, DELUWTE, AEMASTCH NI OUSHWBAEMEN PHCETH]) HACTOMNLKD HAIKAM{IM], Y4TO HET CMBICNa B ard (ux)
JanesHeilen ysmesswedrd. Npr NoNReeEMTENEHOM OTEETE HA 3TOT BONPOC TpeboaaHkA §.2—6.6 onA KoHEDeTHON
ONACHOCTH HE MPMMEHRIOT (T8, NOCNE BeNAnHE A TReboaaHKi 6.1 BRNoMHAKRT TReSoBaHnA 6.7 ). PEaynsTaTs
OUBHHBAHWA DUCKA{0B ] DEMTMCTRUPYIOT B aing MeHe eEHTa PICKa.

MpuMadyaHMe

1 PykosodcTan No ApMHATAR DEWEHWA O JoNyCTUMOSTH pHCHE nprBsgaqo 8 E.3. nprnomeHwa E.

2 MpumareHHs HeO0XDOMMLIE CTEHOAPTOE ONA pAIpaboTh KPATEPHEE NPOSKTHROSAHWA  MEOWUMHCKNY M30e-
TIHA MOMET SEMATECH HEC0TEHD OBRTEMLHOCTA N0 YNPE3ANSHWD pUCROM, 410 oByonasneeaar npumedHeHue TpedoBaHnim
B.3—6.6.

CooTBETCTEWE HACTORLLEMY PA3TENY NPOBEQAINT KOHTRONEM diafna MeHErMENTa DHCKE,
& YnpaBneHnwe puckom (3Tansi 5—10)

6.1 ¥YmeHbwenue pucka

Mp HECEXOAMMOCTH YMEHBLWEHMA PUCKa(0R] MArOTOBHTENE AOMKEH CNeqoBaTs ONMCaHHoMy B §.2—86.7
NPOUECCY YNPaENeHAA DUCKOM{AMK) TaK, YToD: CEAIAHHER C KaKO0A ONAcHOCTRED OCTATOUHBIR pUCK() Geinu)
KEANMWIALMROBAH]bI) KAK DonYCTHMEIA]E ).

6.2 AHaNKWa BoOAMOKHOCTEH (aTan 5)

MarcmoBMTENS A0MHER MASHTHOWLWPOBATE MEDE N0 YNPDABMEHWD DHCEDM{aMM ), HeoGx00qsMEe ANA YMEHE-
LLIEHMA PUCKA[0E} 0 NPHEANEsAons YROaHA. YNDaRNe e DUCKos(ami ) O0MEH0 NPeacTasATE COB0M MHTETpHpo-
BAHMEIA NOOX00, NEH KOTOPOM M3rOTOBMTEN: JOMHeH NPUMEHATE B NOPAGKE NPHUODWTETA OOWH M3 HItHENapaquc-
TEHHEL

a) BeaonNacHOCTe, OBECNEYHBASM AN NPOEKTOM W KOMCTRYRUMEH MEOMUMHCKOND MIGan4a,

b) cpeOCTRES JAWMTE WA I3 M THE S B0k, NEELYCMOTDEHHEIS B NPOLEcCE NDCHIB0OCTES MEeQULMHCKOr
WATENR,

cluHdopmsayna no BEI0NacHOCTH.

NMpumadauuma

1 Mepel nO yMPEBENEHWH PHICHOM MOCYT YMEHEWNTE TAHECTE BOIMOMHOID BRE08 WM BEPOATHOCTE NPEHWHEHKA
BREAE, WM W TO W Qp)yTo8 BMBECTE.

2 Cranpapthl, yoTaHapnuaasowpwe obfwye raxsmueckns Tpeboranmy, paccMmaTpueassT GeaonacHocTe, obfacnayn-
BREMYED MPOEKTOM M EDHCTRYELMER . 3a1MTHEE Mepsl M Baz0nacHocTh, oBacnaynBaemMyd CoOTEETCTEYHMUARA WHpOpMa-
UMER, OMA MHOMHY MEOMUHMHCKHY M20SMHA. 3T0 CNEgyaT yYUTEEETE B NPOUSCCE MEHEORMEHTE pHcka. CM. TaEe npuna-
HEHHE G HACTORLWEND CTAH0apTa.

BulGpanHsie Mepk No YyTDABNEHAK DACKOM HEOGX0AWMO 3ADerECT PUPOEATE B alne MEHEOMMEHTE DHCKA.

ECny B NpOUBcce aHAMKIA BOIMOKHOCTER KITOTORMTENDL ONPEASNART, YTO AANkLHEALLIEE YMEHELLEHWE pIAC-
K3 HE WMEET NPAKTHYECKOND IHAYEHHA, OH J0MTHEH BbINOMHWTE 3HANKA COOTHOLWEHMA DACKTIONB33 OGNA OCTATOHHO-
ro pucka (ca. B.5); B NROTHEHOM CMYYHaE WATOTOBMTENE GOMNKEH NPOSON#ATE BeINONHEHWE BeBpaHHbX MEp No
YTIDARMTEHIID DRCHDNM.

COOTBETCTEME HACTORLLEMY MyHKTY NPOBEPAIOT KOHTPONEM (DaNa MeHEIHMEHTS DIACKA.

44187 T

GOST
I

FOCT P ICO 14971-2006, N3penusa meguumnHckue. NpuMeHeHne MeHeaXXMeHTa pucka K MeEAUUMHCKUM U30enNnsm
Medical devices. Application of risk management to medical devices


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14971-2006
http://gostexpert.ru/gost/gost-14971-2006

rMoCT P MCO 14971—2006

6.3 BeinonHeHne Mep No YyApaBneHHo puckom (aTan 6)

HIaroToOBMTENS A0MEEH BEMONHATE MEDE MO YIPAENEHKI0 DUCKOM, BkiBpaHHeR B 6.2, Meps No ynipasneHiKio
PHCKOM O0NHHE BT 38perHcTpUpoaaHs! B Haine Meqe HMEHTa DIUCKa.

PeayNeTATHEHOCTE MED N0 YTIDABMSHAKD DHCHOM DOMEHS GhiTe BepWPHUUMPOBaNHa, 8 PEIYNETATh BEpMdHra-
LA 3ADEMHCTIMDORAHR B DaANE MEHETHMEHTS DMCka.

BoinonHesse Map No yTDARNEHEI0 PHCKOM DoNHH0 STe BEpMDHUKDOBAH0. PeayMeTaTkl 3T0H BEpHEHEILIMA
TRKHE OOMHHE BT ZAPErHCTRHROBAHE B haline sMeHeIxMEHTa PHCKS.

COOTEETCTRMWE HACTOALLEMY MYHKTY NDOBERAKIT KOHTROMEM aing MEHeHMEHTE DHUCKE.

6.4 OugHHBRAHKE OCTATOYHOrO pHMCKa (aTan 7)

TG0 M OCTATOMHEIA PUCK, COXPEHAILMACA NOCNE BRINONHEHHA MED N0 YNLABMEHMID DACKOM, HE00X0OMMO
OUEHWBATE MO KPHTEQMHAM, YCTAHORNEHHEIM B NNESHE MEHEOHMEHTa PUCKS . PeayneTars! TAKOrD OUSHMBAHWA JOH-
Hit BTl 3a0eMMCTRHPOERHE B Daine MeHsEMeHTa DHUCKa.

Ecnn oCTATOUHLIRA DHCK HE YODRNETEODAET YCTAHOBNEHHLIM KPWTEDHAM, CNEOyeT NEMMEHAT L JONONHATE M-
HEH MEDS| NO yIPpaRneHio puckom (om. §.2).

Ecni ocTaToqMHEIR DUCK OUEHWBSIOT K3K OONYCTHMEIH, BCA COOTESTCTEYIOWLAR WHMOOPMALMA NG SCTATIHHOMY
PHCEY A0M#HE Bl Th BKNKYEHA B CO0TEETCTEYIOLLWE IHCNMYATALWOHHEIR OOKYMEH TS, NDHNArasMbe KIroTORKTE-
nam.

COOTEETCTEME HACTOALLEMY MYHETY NPOREDAKT KOHTRONEM DRl N MaHeHMEHTa DUCKa 1 3KCNMyaTauMoH-
HELX OKYMEHTOB.

6.3 AHANK2 COOTHOWEHWA PUCKNonkL3a (aTan 8)

ECrv oCTaTouHLIA DHCK M0 KPHTERKHAM, YCTAHORMEHHEIM B MNAHE MEHETHMEHTA PUCKE, DN KEANUoUUHMpo-
BaH KAK HEOONYCTHMEIA, 3 DanNsHEALIME MEDEI N0 YNDARMEHHIO DWCKOM CONTEHSI NPEETHYEckM HeuenecoobpasHLe-
M, HITOTORMTENE NOMEEH coBpaTs ¥ NPoaHan“IMpoBATE AHHBE M NUTERATYRY O METHLIMHCKOH NoNBIE C TOHKA
IPEHKA NEEOYCMOTDEHHOMD NDHMEHEHHAMPEAYCMOTDEHHDMND HAIHAYEHKA, YT CNPEaENdTE, NPERLILLIAET M
OHA OCTATOMHBIR pUcK. Ecnid cobpaHHsLie GoKAsaTensCTea CEMIETENBCTEYIOT O TOM, WTO MEJWLIMHCKAR NOMNb3a HE
NPESELILAET OCTATOHHLIA PHCK, DHCE CHMTIETCR HESOMYCTHMEM. ECnin MeguuUMHCKaA NoNk3a NpessILUEaT OCTaTOq-
Ml QIACK, MONHD MeDEATI K Beinonserao Tpebosariui 6.6. MudopMaus, HeobxoaMmMan AnA o0 bACHEHNA DeLLIe-
HAR B OTHOLUEHWA OCTATOUHOMD PUCKA, A0MeHA BHTh BKMHAEHA B IKCIUTYATALUWOHHLIE GOKYMEHTE, NPE&00CTIRNR-
EMbIE WIFSTORWTENEM. PEIYNETATE TAKOID OUEHHAAHNA 0MHHY| BalTe 33perMCTPUPOEaHE! B (haline MeHe MeHTa
pUcEa.

COOTEETCTEME HACTOALLEMY MyHKTY NPOBEDAINT KOMTPONEM Daiina MeHeINMEHTa DHCKa W 3KCNMTYaTauMoH-
HbdX GOKYMEHTOR.

6.6 OpyrHe BoImoxHBIe ONacHoCTH (atan 9)

Mepil N0 yNpapnesnio DHCcKoM HEoDX0OMM0 AHAMKIMEDEATE, YTODE MAEHTHWLMPOEATE BOIMOMHOCTE CO-
FAAHKA HMHA OpYTHY ONacHoCcTed. Ecnd kakne-nybo Mepsl no YNPaaneHWs DHCKOM MOryT Nopo#IaTs Mobsie
HOBLME: ONACHOCTIA, TO HEDOXOQMMO GUSHWBATE CEAIAHHEIA C UMM pHcxiW) (o, 4.4). PeaynsTarkl TAKOMo aHanuaa
A0THHE BT JaDervcTRWROESHE B (haiine MaHe=MeHTa DUCKa.

COOTESTCTRME HACTORALLEMY MyHKTY NPOBERAIOT KOHTROMEM QEinag MeHeeHTa DUCKa.

6.7 MNonHoTa ousHWBaHMA pycka (aTan 10)

Harorosurents gondeH oBecneusaTe OUEHWEIHHE DHCKA(DR ) BCEX MOSHTAdMUMPOBAHHEIX ONacHoCcTel. Pe-
IYNETATh TAKORD OUEHHBAHWA A0MEHE BblTe 33PErMCTRUPOBaNE! B ChaRNe MEHEIHMENTa pUcKa.

COOTEETCTEME HACTOALLEMY MTYHKTY NPOBERAINT KOHTRONEM aing MeHeTHMEHTa DUCKE.

7 OueHMBaHME NOMHOrO OCTATOYMHOrO puMckKa (atan 11)

Mocne BeINCRHENAA 1 BEPUEMEALKKN BOEX MED NO YNPABNEHMID PACKOM HIMOTOaWTENs A0MHEH NPUHATE
pELLIE HIAE O JOMYCTHRCOCTIA NOMHONS OCTATOUHOMND PUCKS, COARABAEMOTT MEIMLIMHCEAM KIOENHEM, C TOUKA 3DEHWA
HEMTEOWER, YCTAHOBMEHHE B MNEHE MEHEITHBHTA DHMCKa. ECnW NONHeE SCCTATOMHBIA pUCK Dikun kEanshulMpoRaH
KAK HEAONYCTHMEIR © TOYKK IPEHHA KPHTEDWER, YCTAHOBNEHHED B MNaHE MEHEOMMENTA PWUCKA, MAMDTOBUTENL
Aon#eH CoBPaTE i NPOaHANMAWPOEATE JaHHSLIE M NHTERATY DY O MEOMLMHCKONA NONb3E © TOYKA SR HMA NPETyCAoT-
pEHHOMD MPAMEHEHNANDE QYCMOTREHHOND HEIHAYSHUA WEOENWA, YTOGE YCTAHOBWTE, NPEERILAET MK MEeMLMH-
CXARA NONE3A NONHER OCTATOYHEIA prek. Ecnu cofpasusie aosaiaTensCcTea CEBMAaTRNLCTRYIOT O TOM, 4TO MeaM-
LMHCKAR NOMNEB33 HE NPERBILLEET NONHEIR OCTATOYHEIR PUCE, OH CHMTAETCA HEOOMYCTHMEM. PeaynsTaTs oueHueEs-
HIA NOFHOMD OCTATOUHOND PHCKA A0MHHE! BilTh 3aPErMCTRMPOBaHE] B cChafne MeHeprsEHTa DUCKE.

COOTEETCTEWE HECTOALEMY Da3aeNyY NPOBEDAKT KOHTRONESM halina MeHeaNMeHTa pUcKa.
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B OTyeT NoO MeHeAXMEHTY pHMcKa (3Tan 12)

PeaynsTarki NpOUscca MEeHEIHMEHTA DPHCKA JOMKHE GblTh JapervCTRHPORAHE! B OTHETE N0 MEHESIHMEHTY
prcka OTUET N0 MEHETHMEHTY DIUCKA N0MHEH 08eCNaYWBaT s BOIMOIKHOCTE OCYILBCTRMNEHWA NPOCNEMHBASMOCTH
ANA KARO0K ONACHOCTH NpW AHANKIE PUCKS, OLEHHBAHWH DUCKA, BRINOMHEHMA M BEpMDWKaLMK Mep No yNpaane-
MUK PHCEDM, 8 TAKHE CoQep¥aTk CLEHKY GONYCTUMOCTA OCTaToqHomn pucka{oa), OT4et No MeHeZEmeHTy pucka
OCrrEH Bl T 43T Dana MeHe IEMEHTa DUCKS.

NMpumaywaHue— Or4er MoXET DkiTh HA OyMAXHOM UMW ANEXTPOHHOM HOCHUTENE.

COOTBETCTEME HACTORLLGMY DAKTENY NPOBENAIOT KOHTROMNEW OTYETE N0 MEHEINMEHTY pUCKa.

9 NocTnpouiBoacTEEHHaA MHhopmMmaumna (3Tan 13)

HMaroToBWUTENE JOMMEH YCTAHOBWTE W NOLOEDHWEATE B pASOYEM COCTOAHMK CUCTEMaTHHYECKYIO NpOUeaypy
AHANA3A WHEODMALMK, COBPAFHHDA O METMLMHCHOM WZTENAHA M aHANOMASHLX KAOEMWAX HA3 NOCTNROHABOACTREH-
HOM ATane. 37a kepopMauUma QoreHa SoiTh OUSHEHA C TOYEM 3pEHMA AOCTHHEHWA Haanexawen BeaonacHocT, B
OCOBEHHOCTH B CIBLY LW BONPOCAN:

a) CYLECTEYIOT M HE ONOIHAHHLIE DAHEE ONAcHOCTH,

b HE cTan Nk HegoMyCTHMBIM PUCK{IA), NPCUCTEEARLLMATME ] M3 KAKOA-NAD0 ONacHoCTI,

ClHE CTana N1 NegaoHaYansHan cueHika HEaeACTEHTENEHON No DRy NpHYHHam?

MpH NONCHHTENBEHOM OTRETE Ha MEH0R W3 BRILLBYKAIAHHEK BONPOCOE DEIYNETATE OUSHHBAHWA HEOGXoTK-
MO BEDHYTE HA BXO NPOUSCCa MEHEOMMEHTa DWCKA [CM. 4.4).

OTYeT 0 COOTBETCTEYIILLMY 3TAaNax NPoUecsa MeHeIHMEHTS DHCKS AMA METHMLMHCKOMD W3nemen weobxomw-
MO PACCMATPWEATE B CRETE NOMyHeHHOA HEDODMaUKMK No Ge30nacHoCTI. NPk HANMYUA BOIMOWMHOCT A MaMEeHEHHA
OCTATOYHOND DUCKA[0R) WNK &ro (Ax) OoNYCTHMOSTH CREQYET OLUEHHTS BIWAHKE TAKOMD HIMEHEHKR HA DAHEE Bhbi-
MIOMHEHHEIE MEDS] N0 YNPABEMNEHARD DIACKDM.

PasyneTaTs TAKar oUeHHBIHWA A0NHHE OBbiTe 33DerMcTDMpOEaHE! B (DaEANe MeHEIHBeHTA DHCKA.

MpumadyaHui

1 OTaensHEE BCNEKTEl NOCTIROMZEOACTEEHHOM . MOHWTORWHTE PACCMATRHEIETCR B HAUMOHAMNLHEX MWDK pardo-
HanMbHLE pernamesTar. B HesRoTopeE CnyYHans MoryT ObiTe 280eACTE0BaHEl SONONHATENEHEE MEDE, HENPHMED NEQC-
NEKTHEHDE ROCTIPOMIEONCTESHHOS OUEHHBRHWE.

2 Cra. Taskse 414 (3]

3 MHdopMaumA moxeT DbITe NONYYEHE HE MOD0M 3TaNE MUIHEHHOND LHENE MEQWLWHEHOND M3OENKA — OT Ha-
HEMNEHEM 00 NOCTIROUIB0NCTEEHHOND 3TANE BEMKIYMTANLEHD.

CoOTRETCTEME HACTOALLEMY DEI0eNy NPpOSEpAKT KOHTROMEM JOyMEHT ALWA NDOUECCa MEHEIMMEHTS P c-
K2 1 haina MeHe s MEHTa DHMCKa.
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Mpanoxednse A
(cnpaBoyHoe)

Bonpocsl, Ha KOTopLIe CABAYET OTEATHTE NPM ONPaAENeHWM XaDaAKTEPMCTHE,
ENHMAIDLMX Ha Gel0NACHOCTE MEAHLMHCKOrD HAaenHsA

A1 DDwme NonoseHuA

MNepesie STENOM MOSHTHGMEALMA ONACHOCTER RENRETEA SHENWS $APAKTEPMCTHE MESHLUMHCHOID MAOSNHE, BAWS-
HWHE HE Ba30NacHoCTe &0 NpUMEHEHUA. OarH M2 cnocobos BLINDNHEHWA JEHHOM 3TEN8 — COCTAENSEHWE NEPEHA
BOMNPOCDE, KOTORSE MOTYT BOSHHMEHYTE NEH MITOTOENEHWH, NDHMEHEHAM W BOHEYHOR YTANMIALAN MEGHLWHCKIrD nane-
A, EcnM 2anasate STH BONPOCE OT MMEHH BOEX JSMHTEPSCOSEHHEX NKL (HENPHME]D NOMNBI0BATENEA, CNEUMANKCTOR
No Yooy, NAUWBHTOR W T.4. ). MOEHD NOMYHATE BONes NONHYR EEPTHHY O BOIMOHH B 0NacHoCTRY, OTBETE HA NDWBSEEH-
HEE HWEE BONPACEl MOTYT MOMOME B HOSHTHEMHALMA BOIMOEHEN ONACHOCTEA npy pabaTe ¢ aHanuaupyenMbIn Meu-
LUMHCKMM M3OErHanm.

3T0T NEpEYEHE HE ABNRSTCA HEHERNEEAMHWMM, HO CnedyeT BeiTh DOTOPOMHEIM NP QOBABNaHY BONPOCOS, KOTO-
P WOryT BhiTe OTHECEHE! K KOHEPSTHOMY MEQWMEMHCKDMY W30S,

A2 Bonpocsl

£.21 Kamopo npegycuMoTpEHHOS NRWMEHEHHENPEAYCMOTRPEHHOE HBAHAYEHNE W KEBE CNBOYET NDMMEHATE MEOW-
LHMHCKOE naganue?

PaccMmarpuBeanT:

- NPENONEraaMom NoNEI0BATENA, &M YMOTEEHHLE 1 (HRMIMHBCHUE BOIMOKHOCTH, KEANNHMESLMID W NOOroTOSK)Y,

- SRMOHOMUHECKHE BCNEKTE, YCNODBEWA SHCNMYATALUMH, HTO GyO8T yCTAHABNHEETE MA0ENWE U CMOHET M MEUHaHT
CEM YNRABNATE 3RCANYETALMER MEOUUMHCKOM MI0SNHA MNH BNEATE HE HEE.

Ocofos BHHMAHWE DEKOMEHOYETCR YIEMATE NPESNONAraae NOMsI0BATENAM GO CRaywbnHEckamn noTpebuo-
CTAMM, HAMPAMED ANWLAM C GREBMHECHAMY HEQOCTATHAMA, NOSWNEM MOSAM, O8TAM. FTHM NHLUEM MORET RoHAN0ENTLEER
NOMALWE SEYIOM NALE B SKCNNYETEUMM MEQWLHHGKO M MA0ENWA_

MNpaoycmoTpeHa MM SKONNYaTagss MEQMLMHCKOND WAOANWA NHUAMKE C PEIANHYHEM YOOEHEM NOArOTOEKA 1 pas-
nsHoA obwel KyneTypon?

Faryh ponk CTEOQRT MEDMUMHCKOMY HANAMMED 8 AHEMHOCTHRE, NPOGANAKTIRE, MOHMTORKMHNS, NeaHwEn Ny ofnar-
HEHWH BONgaHH, ROMNEHCAUHA TRAEM HAW BHIHHSCHHN HEOOCTATHDE, JAMEWEHUH MK MOOHPMEBLKMK S3CTER TEna WunM
YHPASMEHWA 3a48TABM?

MpeaHaIHAYaHD MM MEHUMHCKDS M30ENWE ON8 HMaHEoBEcnaqyalta WnM ANA NO0OSeHaHER HHAHKT

HeobxodMmMo Ny BMEWETENECTED CNEUMANACTOE MW OTHS2E MEOWLUMHCKDND. HIZanMaY

Heobxogmmo N yoenATs ocobos BHUMEHNE NPOEETHEIM XADEETEMACTHEEM HTepdaRcE, KOTOPRE MOTYT NpHBE-
CTI K HENPOWIBONEHRIM ouWbdam secnnyaTtaund vanernms (cm. AZ 277

A.2.2 MNpennanaraaToh N HOHTEET MEQMUMHCKOMND HAGENMA © NBUMEHTIM HAK OPYHaMH nHUEme?

PacomarpreasaT: ¥apakTep NpagnonaraamMor KOHTATa, T8, NOBSPEHACTHER EOHTAKT, HHES3MBHLIA KOHTEKT MM
HMMNAHTELUNR M, B KEHOO0M CAYHES, ANHTENEHOCTE M HACTOTY ROHTEKTA.

£.2 3 Kakwe matapians Wiung BEOMNOHEHTE BA00AT B COCTAE MESMUMHCEOI WAOANWA WNKW KCNONLI0BAHE COBME-
CTHO NMBD B KOHTAKTE © HEMY

PaccmaTpHeasT XapakTeEpUCTURN, BNHADWWE HE DEIonacHooTE WANEnWa.

A2.4 MoweT ni aHepreA OuiTe Nepeada NEuMasTy Wand eelipaboTaqHa nagueaHTom?

PaccmaTpyearT: BUD MEpa Nasaamof SHERrWN, YIPEBNEHKE BH, 88 KAYSCTE0, HOMWHEETE0 W ONUTEMEHOETL BO3-
OBACTENR.

£.2 5 BAOGAT MW NEUMEHTY MIWNK BRBOORT W3 HEMD Kakne-nubo BaweacTaa?

PAccMAETRHERKT: BEOOMMEIS NELUMEHTY MM BEB0OMMLIE M3 HEMD BEWACTER, OEHHLIE O TOM, QOH0 3T0 BEWBCTEO WK
TOYNNa BRBCTE; CEEOSHMA O MAKCHMANEHOA M MHHHMANSHOR CROPOCTA BEBEASHMA [BRBE0SHMR) BALSCTEE W YNPEEnS-
HIM STHM NROUESCEOM.

4.2 6 MNposogsT M B MEOMLMHCKOM ma0andy obpaboTiy DMonoriHEcEHy BELBCTE ONA WX NOCHESYHLWLEND WEND M-
JBAHHAY

Paccsatpueasst TMn o0paboTiM v obpabateassmon sawesTaola) (HanpuMmap ayToTpaHoyaus, guanval

A2 T CTapuneHo Nk NOCTABNASMOS MEBSUUHHCKDS HWAOSNAE WKW OHO NPESHAE3HESEHD NS CTERANHIELNE NONs30-
BETEMEM, WNA ADMMEHRDT GpyTHE BUdbl MHEpobnonareaceal obpaboTia?

PaccmaTpyaarT: CEEO8HMA O TOM, NPEAHAZHEHEHD. N METHUKHCKOE M20SNHE ONA AOHOPaI0BOMD HNKA MHOMPE-
AOBOM APMMEHEHWA; JaHHLIE 08 YNaxoskse, cpokay EPAHEHWR, Mol orpEHYEHIAL YHCNa NOBTORHLE MPWMEHEHE
MW NPE4NONErasMeE BHEax CTEpHNMIBLIMI.

£.2 8 MNpegHasHaqs o N MEOMLWHEHDE Ma0SnWe A Py THHHLI OYHMCTENR M ZE3uH S RLMH, BRIMONHAS MBI NONS30-
patanam?

PAccuatpueanT BMdbl NPAMEHREMEN YUCTRLMXE 1 OBE3HENUEHPYIMYKHE CPaaoTa v NOOsE OrpaHMHEHMR Hucna
LHKNGEE DMHCTHA, Kpome Tor, HE 3 ekTHEHOCTE DY THHHOR SHHCTHA W 023MROaK0MY MOHET BNMATE KOHCTPYHUMA ME0M-
LMHCKOM MANanng.
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£.2.5 MpegHazHa“eHo N MESUUMHCKDS WIOENWE ONA W3MEHBHWA CPEObl, DXpYHEKWEE nauwedHTa’t

PaccrarpueasT: TAMBEDETYPY. BNEMHOCTE, COCTEE ME308 030y, NARNEHME W OCESLISHHOCTh,

£.2.10 MoryT ni BLite NpoBaOSHE HIMBPEHUAT

PaccmaTpHEaT. MEBMEPREMEE NEPSMEHHEE, NPEEHNEHOCTE W TOMHOCTE PE3YNETETOR WIMEPEHHA,

£.2.11 AenAetcA N MEgMUMHCHOS WIO0AMAWE WHTERNPETHEYHILLMM T

PACCMETOMEAKT CEEQEHHA 1O TOM, BEOSAT N MAgHLUMHCHOES M30BNME 33KNN4EHME HE DCHOSE BROSHEXY UMW Ha-
KONNEHHLE OEHHLE WHRGOPMALMD O NPHMEHREMEX BNTOPWTMEY M DOBSPMTENLHELY NEGENaE,

8.2 12 MNpegycsmoTpeHD MM APAMEHEHHE MEOMUHHCROM WI0eNMA 8 COMBETEHUN © MEOUEAMEHTAMK HNA SEyTAMI
MEOMUMHEKAMY CPROCTEAMHY

PaccmarpreadT: noasTuusaumn niobex npMMEHASMbE MEOUEEMEHTOR WNK SPYTME METHLHHCHNE CPEacTe, Bo3-
MEEHE npoBnes, CERIEHHLIE C HE BIAMMOSEACTEMEM, DEAKUWID NALHEHTE HE HOMyHAEM0E NEYSHNE.

8,213 MoryT N npova0iT HEEaNATENLHLE BLIENEHMA 3HERMMA HNK BEWecTe?

PaccMarpBEanT B CERIM & BOIMOMHLIM BhIGENSHWEM SHEDTHK: Wy 1 BnBpalMe, TEnNaTy, HanyyHedes [BxnoYEn
MOHMIMPYHILES, HEWOHHIMEYIOWES 1 YNLTpabHonSToB0a BN MO MHDPEKDECHDE HAMHEHWA), TEMNEPATYRY HA KO-
TAKTHEN NOBSPXHOCTAR, TOKH YTEHEN, 3NEETEHHECKHE HIAM MErHHTHEIE NOoNSA.

PACCMATDUEAIT B CERAM G BOAMOMHEIM BRIJENSHWEM BELLECTE. BRIBEOAHNE XMMUNECHAE BEWLBCTE, NPOOYETOE #H3-
HESQERTEMBHOGTH W BOOLI, COOASPBIWEBRACH B OpPraHEIMe,

8,214 HYyBcTERMTENLHD MW MEQMUHHCKED S HAZENWE K BOASEACTEM ORDYHAKNLEA cpaOwm T

PaccMarpleasoT: NPOM2E0ACTEEHHYH CPay, TREHENOPTHLIE CPEacTed, YENoauA XPEHEHHA. K HHM OTHOCAT Oces-
WEHHACTE, TaMNapaTypy, Bubpaumy, YTeqEr, YYBCTEHTENLHOCTE K MIMEHEHHAM SHEOraCHADMEHWA W OXNEXOSHUA, 3N8K-
TOOMATHATHEE MOME.

£,.2.15 BoagedcreyeT Ni MagquUMHCEOS WIGENHE HE ORDYHEKLE I Coeny?

PAccmaTpHBaT: BOANSACTAME CRENCTE SHEPrOCHAOMEHMA 1 OXNEHABHWA, BLIAENSHNE TORCHYHLIX BEWBCTE, TEHE-
PHPOBAHAE SNEXTROMATHMTHEIX NIOMEL.

A28 MueTon i HEoDX0OMMEE PECKOOHLIE METEDHAML WM NEYHASAEEHICTH, CEASAHHEE © MEJHLMHCEHM
wanenam?

PaccmatpuianT cnelmihisanmn Ha pace0iHbIe MATapMansl KN APUHEONSHHOCTY, CERISHHLIE © MEOWLMHCHAM
HAgEnWeEN, W Nobee orpaHryeHne B M B6IDOpE AR NONLA0BATENH.

£.2.17 Heobxoawme: nu TexHw4ackDs abomywmeadye wuny kranvbposxat

PaACCMATPUEAKT: CEEOBHMA O TOM, SONSHE NH TexHWHackos obonysusasnae Wnnu kanmbpoBra OeiTe BRNONHEHLI
ONAPETOROM, NONLIOEATENEM WKW CNEUWWANKCTOM, HE0DXOOMMEl MW CNEUMANSHEE BAWLBCTED Mhk oDoPyY408aHME OnA
HEANEMAWETD TEXHWHECKOTD ODCMYHHEAHMA MIHNK KENHDROBEH.

2.2 18 Brogut M B COCTAR MEOUUMHCKDM MIOSNWR NPpOrpaMMHoe obecneyasie?

PaccmaTpUeasdT CEBANBHWA O ToM, SOMEHD MW NPOrpaMMHoe obecnesadws Biims YETAHORNEHD, BaprdwLMposann,
MOOMEMUMPORAHD HNW SEMEHEHD RONEI0BATENEM WHUMKH ONEpaTopoM.

£.2.18 Mmeat mn MEOMUEHHCKDS MIOSNHE OFPAHMYEHHEIR CROK XDAHEHHAT

PAaccmaTpuesoT coOTEETCTEYHMLHWE MAPKMPOBEY MMM MHOWESLAK, Y THAIWIAWAH MEAMLMHEEDND BA0enns.

A2 20 CylscTayioT M oTCROMEaHHLIE MIWMA S TENEHBIE NOCNS0CTENR SKoNNyaTaumn?

FPaccMaTpreanT SproHOMHHECHHAE W EYMYNATHEHES SddekTs.

8.2 .21 Kamne MEXaHHHECHNE SN MOMYT B03S8ACTEDEETE HE MEOHLUMHCHOES WMigemde?

PACCMETRUEAKT JAHHEE O TOM, YyNP2ENAST M MEXIHWHECKAME CUNAMY, KOTODEE MONYT BO3OERCTEOBATE HA M-
AMUMHEKOES MEOENHE, TOMEKD NOMLI0EATENE MMM NONS3I0BATENE COBMAECTHD © OPYTHMKE NELaMH.

8,2 22 Yo onpagenAeT Ccpok cimysisl MEOMUHHCKON H30ansq?

PACCMETRMERKT CTAPEHWE HAZANMA, HETOWAHWE SMEMEHTOR MM TEHHS.

8,2 23 TNpegHadHa-eHt N MEgRUHHCHOS W3agenne AnA oQHOpE30Bord NPAMEHEHARYT

8.2 24 Heobxoommbl NW DE30N3ACHEM QEMAHTAH WK YTHIWIE0AA MEJULRHCKOTD Maganua’

Paccrarpyeaot npodnasy OTXO008, BOAHHEALHE NPH YTANMISUMK MEOWMUMHCKDID wagenuR. Hanpuwap, cnagy-
BT OTEETHTL, COMBEIMAT MY WINSNNME TOKCHSHENS KNK ONACHLIE BRLEcTEA Ko BSLSETES. NPHIDOHLIE ONR nepepabaTm.

8,2 25 Heabxofwmed nH CnEauqansHos oby-eHMe Noms3083TENH AnNA MOHTEHE MAW SNCOANYETAUMK MESNLBHCHEO M
M3oenuay

PACCMATRMEAIT YOTAHOBKY [MOHTEH] W NEPS0AYY HIOENMA NOMLIOBATANK, BEPOATHOCTE/BOIMORHOCTE YOTAHOE-
KW (MOHTENKES] NAgaMme B3 CnauMaEansHoE NogroToBE.

8.2 .26 Byoyt nin paobxoguMe. paipaboTed MnY BHEOPREHNE HOBEIX NPOVIBOOCTEEHHEL Npousccos?

BHeapaHre HOBLIX NPOH3E0OCTBEHHLD NPOUSCEOE HE NPEONDHATHRE-MINOTOEMTENRY CNEayaT PACCMETPHESTE HaK
BOIMOMHEIA MCTOHHWE HOBLIX ONACHOCTEN (ONACHOSTA] (HANPHMBD BHESDEHNE HOBOWA TEXHOMOMMH, HOBOMD YDOBHR pA3-
BATWA NPOMEB0OCTAA).

A2 2T HanAeTca NK yEnawHos NEMMEHEHNE MEQHUMHCKOND HAZENWMA KPHTHSECEH JSBRCHMEN 0T YanoseHacrorg
thaxTopa, TAHORG Kak meTepdeidt noneansaTenA?

FactumarpueanT ocobDEHHOGCTH HOHCTRYKLMN MHTapdEica NomL30Ratens, KOTOpME MOMYT NPHBECTH & owwbeam
FHEnMyatayd. MeguuMHcHos nagenis credysT NpoeKTHpoRETE Taw, STobbl 0RO HE MOrno Beme HENPEEMNEHD MRHMEHS-
HO NONEI0EETENEM B YONOBMAY SeRCTEHA OTENEEARWWE GArTOpoE, HANDHMER, NPH YNPAENSHHW N30envek, 4To obacns-
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YHBRSTEA NPHMEHEHWEM CUMBONOE, paIpaboTeol IProHOMUHECHA: XEPaKTEPUCTHE, NPOSKTE ROHCTRYHELMM W CEEMEl
PACNONIMEHWA INEMEHTOR, MEDSPEMK JEACTEMA, MEHID ONA MIOENME © MESRONPOLACCOIHEIM YIPABNEHHEM, HArMHL-
HOGTEH NPE0YNREHGEHWA, CHELMMOCTRR. CAMHANGOE TPEEOrd, CTRHOAPTHOR LEETOBOHA KOOMPOBKDA. C STOM Wensd che-
OyET TAEMS OTEETUTE HA NPHBSAEHHEE HWHE BOMPOCL), HO HE OMPaHHMBATELR HMH.

A.227 1 MmseT Ny MegMUMHCHOE H3OENHE COSOWHWTEMEHEE Y3CTH MMM NRHHAONERHOCTIY

PaccmaTpHaasT HENWSHE BOMMOKMHOCTA HENPDESHNEHE COBOMHEHAR, OTAMYME OT COBOMHEHNA B Qpyrx HAOenW-
AX W CEDOCTEO C HAMMK, YOUNHA, HeoDXoOMMbIE ANA COBOUHEHMA, ODDATHYID CBR3L NPV NOBPENKSEHWN COSOHHEHNR, 3
TAKME HPBIMEDHD WNW HBQOCTATOYHD TYID 3ATAHYTOS COBROMHEHWE.

A.227 2 MiMeaT AW MEQWMUMHEEDE M3048NWE YNpEeNROWHWA rHTaptenc?

PaccmartpuBaT npocTRaHCTEEHHOE DACNPEASNEHWE, KOOMPOEAHWE, MYNNUPaERy, CHamy NposTRaHETBAEHHOM
pECNPBOSnaHR, DeHMe abpaTHOR caRan, rpyise ownbiy, HEIHaYMTENEHEE NpoMaxy, JwhiiepeHUHALHKD YyNpaens-
HHR, BROMMOCTE W20BRaREHHA, HENPEENSHWE BETHEMPOREHWA. MKW WEMEHEHWSR, QUCKDETHOCTE MNKW HENPEPEIEHOCTE
Y HEUMOHAPOBAHWA aNEMEHTOS YIIPABENaHWA, OBPaTUMOCTE YETAE0 MM DRRCTENA.

A227 .3 MimeeT iy MEQWMUMHCKEOE Magende yHsEUMD OTODREHEHRA HHDODMaLWMKe?

PAccMETRHERT: BHOUMOCTE HADOPDEMEHWA B PE3NUYHLL YONOEHAY, OPHEHTAUMID, 3aN0NHEHHE 1B NEQCHERTAEL,
HETHOCTE NPEACTAANEHER MHGOPMALW, BaMHMLE oTODpAaKEHMA HHDODMaUMY, UBETOBDS KOOMPOBEHWE W OOCTYNHOCTE
EOMTHYSCHOA . WHEODMBL M.

A22T 4 MmeaT N MEQUUMHCKDS HAZBNWME MEHKD YTIPARNSHWRAT

PaccmaTpHEarT: CNoMHOCTE W SHCND YPOBHER, JCBES0MNEHHOCTE O COCTORHHK, DACNONDMEHME YCTRS0N, Cnocob
napagaMHaHA MEXDY ODLBXTAMKM, HMCNO 3TAN0B & OAHOM SeACTAEMK, NPOOReMEl HETHOR NOCNa0oBATENEHOGTH Oai-
CTEMA W 2ENOMWHAHEA, COOTHOWSHWE BEMHOCTA W SOCTYMHOCTI IyHELMK YyTIPEBNSHMA.

A2.25 HensetcA nu MEJMLMHCEOS M30ENUWE MODUNbHLIM MM NOPTATHEHEM?

PAccMETRHEAKIT: JEHMMBL DYRORTHE, KOMNSCE, TOPMO3A, MEXAHWYSCKYED YOTORYMBOOTE W NDOHHOCTE.
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Mpunoxesns B
{cnpasoynos)

PykoBOACTEO NO aHANWIY pHCEa
B OTHOLWE&HWHM H3ganHuh gna in vitro QUardocTHEX

B.1 Obwie nonoseHKuA

HacToruwes NpHNoHEHnE CONEMEHT GONONHATENEHLIE PYROBOOALLWME YES3EHA N0 SHANHEY PUCKE B OTHOLEHWH
HAGBNMMA ANA in vilfd GQUArHoCTWEM G Y4ETom OCoDSHHOCTER W cnaugndmHaciis ScnekToe atix nagenmi. [pumeHeHne
HAGAMKMA And in vilno OMarHocTHEd HE CO3O88T NPAMOM DUEKa OnH NauwaHTa Mav OBCRagqyemMond NHUE, THK KBK WX HE
MENONEAYHT BHYTRM MAM B3 Tans sancaexd. OOHAKD Npy HOsHTHGWESLRY . ONECHOCTER, CERIEHHLIY C WZOanHAMK OMA
in Withd QUArHOCTAKK, BOIMOMHE ROCBEHHERE DBCKW, NPHEOSAWME K OWWEOHHLM PEWEHHAM WNd CNocoBCTEYIOWME WX
NpuMHATKED. KpoMe Toro, pEROMEHOYETCR PACCMATDMEATE ONACHOCTH, CERIAHHLIE © NPUMEHaEHWEM MIOSNTHA, ¥ BOAHWHA-
HILLLHE NDM 3TOM DHCEN.

B.2 WgesTrdMEaumMA onacHocTen

B pononHaHde K ONAcHOCTAM, HANOREHHBIM B npunaseHdn D, npe dosHTsbMEaLMd BO3MOEHERX 007 NAUMEHTA
WNW SOCNEQYSMOrD NAUA DNACHOCTER DEXDMEHIYETCR PECCMaTIMBEATE!

- HEOOHOPOOHOCTE BHYTEH OQHON DEQTHE, DACKOHOSHNR MEXTY DE3HLIME NADTARKMEA,

- OEERABECTHES MCTOMHUEN ONSCHOCTEA.

- s eETE MaHOCE;

- NOrpEWHOET NpH MaaHTHdMEaLME npab;

- Npobnese cTEOMMSHOCTH (MW XPEHEHWE, TRAHGNODTAROBEHWH, RCTNYATALMM, NOCNE NEJBOHSHANEHOID BOKDSITHRA
ROHTEAREDA);

- mpobBness, CBAIAHHLIE G OTDOPOM, NpUMROToAEMSHMEM B cTabunLROCTREY Npab;

- HEBOEKEATHEE CNEUMPHEBLMN BEXOGHEX JEHHLE;

- HEAOEKBATHLIS XEPAKTEPHCTHENY WCMEITEHNA.

BoamowHy ONacHotTs ANA NoNGI0BATENA MOTYT NPEQCTAENATE PAGWOSKTHEHLE, MHDEXLHOHHES, TOKCHYHEE
WA OQpYTAE ONEBCHLIE WHIPBOWEHTE [E3KTABOB, 3 TAKHS KOHCTDYHUMA ynaxoskn. TIpHMEeHnTENEHD K MHCTRYMaHTaMm
CMEgyaT paccMaTpUedTs NRoinany B0AMDMHOND 2arpRIHEHURA NPpW yo08, pabora ¢ HMMKY W TEXHMYECKDM aBonyHuBaHHN
B OONOMHEHME K HECneunivHeckMM ONAcHOCTRM (HANPAMED 3HBDETHHECKMM), CERISHHBIM C MCNONL30BAHWEM HWHCT-
PYMEHTOE.

B.3 OnpegenaHue pHcka

Mok onpegensHrE prcKE GNA EEOO0R ONAcHOGCTH DEROMEHOYETCH YHHUThIBATS:

- CTEMNEHE HAGERHOCTH AHANWTWHECKMY Pa3yNLTATOE (MEOHUWHEKOE J8HNMEHEHWE N0 PEIyYNETATAM aHANWTW-HECKHY
HECIEO0BAHARAT,

- pE3YNSTATE NPOBERN OOCTOBERHOCTH,

- HAMWHWE W NPUMEHEHWE ANEMEHTOE YTIPABNEHWA,

- CPeOCTES MIMEPEHVR/METOOUEY 0DBCNEYEHNA KEHECTES, NPUMEHAEMES B MEJUUHMHCKUY NabopaToprAL;

- BOIMOEHOCTE BRIFEREHHR AsfexTos (NoMpawHocTan )

- CHTYALUMH NPAMEHEHUA (HENDUMED NP9 OHS3EHNW CHOPOE Noowm);

- NpodEecCHORENEHOE [HENPOPBCCHOHMANEHOE NDHMEHEHKE;

- cnocal NpagcTasneaHne MHGOoDMEL WA
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Mpunoxedne C
(cnpaBovHoe)

PyKOROACTED NO NPOUAAYHE AHANMAA PUCKA
B OTHOLEHHMK TOHCHKONOrMYeCKUX ONACHOCTEN

C.1 ODwme nonoseH1A

HactoRwee npanoseHs COOepuT PYRDBOORLEHE YEBIEHUA N0 NPAMEREHAH SHANWIE PUCKE K TOKCHEONGrHHec-
KMM ONACHOCTAM. TORCHEDNOMMHECKME ONACHOCTH ABMRKITCR DEIYNETATOM BOIOARCTEMR XMMWHECEHE BELLIBCTE, HAHOGR-
wux Bruonarsackal epal. B [5] yeraHoanaksl obuwme npuHLHnel DROnNonseckim OUSHUBEHMA METapManIB MaOHLHHE-
KM MZ0ENHA.

HeobxoaMmMo MpKnaraTe BCe YOUNUA, “Tobe wafemars NpoBaaeHun HeoDRIaTaNEHER MCNETEHWA Ha MHABOTHEIX.
Crnegyet obpatvie BHMMaHWE Ha [6], copepralupn Tpaboealie K 3alIMTE MMBOTHEX, W HA COOTASTCTAYHMLME HALMO-
HAMEHEE W PETMOHENEHES DEMMAMEHTE], NPESNHUCEIBIOWHE HE NPOBOSHTE HENEITAHMA HS HUBOTHLL MPW BOSMOHHOCTH
Hay4HarD GBOCHOBSHMA TAROrD DEWEHMEA,

C.2 OnpegensHie PUCHOB, CEAZEHHLIX C TOKCHHONOrM4ECKUMKM ONACHOCTAMM

C.2.1 Heobxoaomme e ANA PACCMOTPEHWA haKkTop:I

MW AHANKM3E PUCKOB, CBAZAHHE © TOKGHEDNOrMHECHAMN DNSBCHOCTHMMN, CNEYEaT yeMThIBETE.

- XMMEHECEHE CERORCTES M3TEPMAn0S;

- ONBIT NPEOLIOYLILERD NPHMEHEHHA MATSpUANGE;

- AEHHLE WCNBETEHWA HS DHONOrMsEackyD DE30nacHocTL.

KonmyecTeo HeoBxoOMkb QaHHbIE 1 MyBHHE HOCNEOOBAHHA MOTYT ObiTh M3MEHAEHL! B 3ABMCKMOCTH OT Apegyc-
MOTPEHHOM NEHMEHEHHRNPEOYCMOTREHHOID HEIHEYEHWA MIOENMA, 8 TAKHE 07 XapakTepd v npooonEHTEnsHoETH
KOHTAKTA © NAauWeHToM. TpeboBaHuA K AaHHEM O00BMHD MEHES CTROM ONA YNAKOBO0HHER MATERHENOE, METHMLHHEHAX
HIABNWA, KOHTAKTHRYOLWME © HENOBPEMOSHHON KOMER, W ANA Nbbld ROMMIOHEHTOE MEOWLWHGHAE MANanuH, HE BCTYNE-
HILKY B HENOCPEOCTESHHEIA KDOHTEKT © THEHAMK OPTEHHIME, CNRZMCTEME 000NoqHaME MNK NOBPEEaeHHDR ROREH,
HHAMONOTAYSCHMMEA HERIROCTAMEA.

AnA anpegansHWA NoTREBHOGTH B Q0NAONHATENEHLEE JaHHR CREOYET NPoAaHANKIMPOBETE COBPEMEHHLIE JHEHWA
B OBNacTH METERHANCE MEHUMHEEME MANEMMA, ONHCAHHLIE B HEYSHOR MMTERETYRS, NPeQUSCTEYHILLY KNHHASSCKYI
NpBKTHEY, 8 TAKAE APYIME SaHHbE. B HEXOTOpREN CAYHARKE MOMET BOIHWKHYTE HEODRONMMOCTE MONYHHTE OAHHES O
AMMPHECKOM COCTABE, OCTATONHLIE NPOAYETaX (HANDUMAD NPW NPOYBCCAR CTEPMNMIALMN]. AaHHEE DRBONorMeckis mo-
NI TEHKHA.

C.2.2 XumuiecKkHe CEONGCTES MATEpHMANOB

MhopMau9e, apaETeprayEan SaMESECEY MOBHTHHHOCTE M BHONOrHSaciy ) DeaEUMD MATERRANDE, NaNeaHa
NEH OWEHKE NREEayCMOTRSHHOM MPAMEHEHWUAMPESYCMOTREHHOID HAZHEHEHUA MEOWMUAHCKOrD nagenuA. K dagropam,
CNOCO0HLIM NOBMMATE HE DRANOIAHEcKy] COBMBCTMMOCTE MATEPHANE, OTHOCAT!

- MOEHTHHHOC Th, KOHUEHTREUMH, OOCTYITHOETE W TORCMHHOG TS BOSs COCTABNAOWMW [HANpMap aodapok cpencre
OOpaboTHH, MOHOMEROE, KATAMMEATOPOE, NPOOYETOE DEAHLMH);

- BRWAHKE BUOMariHackors pacnags ¥ KOpooaud Ha MaTEpHENE.

Ecmm npe npodaeogcresa, obpabotiés, XpaHeHne MNM O0eTpanaunl Mateprana MoryT BeiTe NDUMEHEHE UhW obpa-
AOBAHE PEETMPVIOLLNE HNKW ONACHENS HHIPEOWEHTE, PEEDMEHOYETCA PACCMOTPETE BOIMONMHOE BOANBACTEWE OCTATON-
Hil Npoayrros. Nps SToM MOEeT BOSHUEHYTE He0DxoampeocTe B HHBOPMELMW O KOHLEHTRELMK MIANN. BSlLLENSHWEEH M
OCTATOMHEY IPOOYETOR. 3T0 MOryT BeiTe SRCNSDMMEHTANBHEE QEHHEE WK MHPOPMALME O XMMAHECHWE CBORCTEAY MpM-
MEHAEMEL METEPHANOE. ECny HeoBxXoMMMBIE JEHHBIE (HENPHMED OEHHEES O NOAHOM XHMPHBCHOM COCTEEE] HBOOCTYN-
Hil M3MOTOBMTANK NO NPHYHMHE K0HPASHLMANEHDETY, PEROMEHOIYATCH BapHHUMPOBATE ONPEOanEHNE COOTRETCTEMA
NEMMEHASMOMD METEPHANE B NPEQNONArasmMoR CHTYALNKI.

C.2.3 NpegsioyWwHa onbIT NPMMEHEHNA

PartmeHayaTcs NPoEHANMIMPOBETE BOH MMERILYIREA MHDODMAELMD O NPEbITYLLEM ONbITE NPMMEHEHEA Kamno-
o METEAANE WM NpEgnonarassod 4o0Eam ¥ O Bo3HWELLKK NoBaYHbx paakyuAx. DOHAKD NREOLOVILME ONbIT TERMME-
HEHWA HHIPEQMEHTE HNKM MATENKANE HE BCEMDE MOMHO WMCNOMBLI0BATE B SHANOMHHEX Cny4aRd Cnenyar yHuTeEatk
NEPEOYCMOTREHHOE MMMEHEHWENPEOYCMOTREHHOE HEIHAHEHWE, HOHUAHTRALWK WHIPEOHEHTOE W TEEYLLYH TOKCUKDNGO-
MAHECKYH) MHEOpMALNH

C.2.4 JaHHkie MCNBITaHKA HA BHonormyecEy De10NacHOCTE

Pysosn0suMa YHIZEHWA O TOM, K3KWE WCNETEHMA NPSOHEIHAYEHE ANA KEMOO0M KOHERETHOM CRyHas NEMMEHs-
HWA, cofspaTes 8 [5] Heobxogwmoos MEnNETasMR cnedyeT paccMaTpWBaTE ONA KR40 CNy4aR OTOSN6EHG B CEATE
HMEHIWLMECR JaHHEIE, Y9T0DL mabexaTe NpoRenEHrs HeODRIBTEMNLHED HCMLTEHIMA,
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Mpunoxednsa O
{cnpasoynos)

MpuMepkl BOIMOMHIIX DNACHOCTER M COMYTETRYIOWKY dhakTopon,
CEAIAHHBIX € MEOHUHHCKHMKA HIOENWAMM

D.1 Obwgme Nono#eHuA

HatToRues NpUnoEeHes CONBENT NEpEYEHE BOIMONMHLIE ONAcHOCTER W CONYTCTEYIOWNWE hakTopos, CERIEHHLIX
G MEHLMHCEMMY M20SNHAMA. 3TOT NEPEYSHE HE RENASTCA MCHEDNLIBAKMLMM, OAHAKO MOKMET NOMOYHE BIaHTWWLMpO-
BATE ONACHOCTH, CERISHHLIE C HOHKPETHEM MEOUUWHCKEM H3ZENREM.

D.2 3HepreTHYaCKMe ON3CHOCTH W COMYTCTEY KiLWe dakTopkl

K SHBRraTM4EcHM DNACHOCTAM M CONYTCTEYIOWMM hakTopam oTHOCHT!

- SMBKTOMHBCTEO;

- TEAMOTY,

- MEXEHHHSOKYEY CIAmy,

- MOHWIMPYROLY K DROWELAK;

- HEMOHWIMPY LY PaaMaLiig;

- ABUHYILHEEA YACTH,

- HENPEOYCMOTREHHDS . [N HEHIE;

- BAESILEHHES BRLLECTE,

- OTHAI WINBNMA, NOONSEEHEAKLIETD MHAHE NBUWMSHTS]

- BABMEHAES (HENDUMEP NP pazpeiee cocyaoa);

- AXYOTHHECHOE AABNEHME,

- BHOpALMK;

- MAFHMTHEE NONA (HENPHMED ASERHO-MArHATHEIA pE3oHEHE).

0.3 Bronor4eckHe onacHOCTH W CONYTCTEYHILWE DaKTopE

K GHanor<ecerm ONAcHOCTAM ¥ ConyTeTay oM hakTopam OTHOCAT!

- BronoreHecos IRrpRIHaHWE;

- DONOrMHEcy 0 HECOBMEGTHMOCTE,

- HEBOSKBATHER CHMPHECEMA COCTaE;

- TOREHHHOCTES

- ANNEPraHHOCTE;

- MYTATEHHOCTL,

- OHKOMEHHDGTE,

- TERATOTEHHOCTE,

- KAHUSPOreHHOCTE;

- NOETORHYHE WIAMY NEPEEECTHY I MHDEKLWED;

- NHPOFEHHOC T,

- HECNOCoOHOCTE NOOOSPHHBATE MMEHWYECKYD BE20RacHOCTE,

- BRIDOHOEHME,

D.4 OnacHoCTH, CEA3AHHLIE C OKPYHAHILEA CPEOOoA, M CONYyTCTEYHIWME (haKkTopkl

K onacHocTAM, CER3AHHEMM C OKPySaWLEn Coenol, ¥ conyToTaRHILMM DErTopam aTHOGAT!

- EMAETROMEIHHTHEE NOoNS;

- BOCTIPMMMHHBOCTE K SNEKTROMBIHHTHOR HHTEpdEpaHLMY,

- IMMCCHH SNEKTROMAErHATHOR MHTE M pa UK,

- HEAOSKBATHOE ANEKTRONMTEHWE,

- HEAOEHBATHYED NOOEYY XNAOAraHTOR;

- APAHEHWE MNH RADOTY B HEMPESYCMOTPEHHLIE NPOHEEONCTREHHLIX YCNOSMRR,

- HECOBMECTHMOCTE © SEYVTHAMH WINEMMAEME, C EDTORME NREQYCMOTREHD NPHMMEHEHWE;

- GNYHARHOE MAXaHWHECKDES NOBPEMIEHWNE'

- JAMPAIHEHHE. NODOMHEIMKA NPOGYETAME NPUMEHEHHA WHAH YTMNH3EUMY MEJWUMHOKDN Kanenv§.

0.5 OnacHOCTH, BOZHWESHLWWE BCNBACTEME HEANEKEATHOND ELIX0OA SHEPIMH ¥ BRINSNEHWA BEWBCTE

K onacHooTaM, BO3HMKSHILHAM BCNESETEME HEROEHEATHOMN BLO0E SHERMAW W BLIGENSHMA BEWACTE, OTHOGAT:

- SNEKTRMHECTEO,

- PAOMALMHI,

- ofbewm:

- OABNEHNAE;

- NOoOEYY MEOHLMHCKHAR ra30e,

- MOOEHY BHECTETHRDE.

15

E u 5 '|' FOCT P UCO 14971-2006, N3penua meanumnHckme. MpuMeHeHne MeHempKMeHTa pucka K MeauLMHCKUM U3aenvsiv
IR Medical devices. Application of risk management to medical devices


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14971-2006
http://gostexpert.ru/gost/gost-14971-2006

rMoOCT P MCO 14971—2006

0.6 OnacHoCTH, CEA3AHHLIE C NPHMEHEHHEM MEQWLUMHCHOMD H3OENWA, M CONYTCTEYHLWWE (hakTopskl

K onacHOcTAM, CERZEHHEDM C NRPAMEHEHWEM MEQWLMHOKDMO W3ZanWA, W COmyTCTAaYHIWMM PEkTopam oTHOCHT:

- HEZOEHBATHYI MADKMPOBKY;

- HESOSKESTHEIE MHETPYELMM MO SKCNNYATALAW, HanpAMep:

1) HEaOEEBATHYH CNEUMUEELMED NPUHBONSEHOCTER, NPMMEHAEMEX © MEQMUMHCEAM HI0EMHER,

2] HESOBKBATHOS DAMCEHWE NMPESEAPKMTANEHLI APOBSPOK,

) HpeIMepHYHy CNOHMHOCTE HHCTRYHELIWA N0 3KCINYETa0N9,

4] HEAMEKBATHOE ONWCEHWE OHAZLIBIEMBIE YOMET M TERHNHECKON OBCMyHUEEHAA,

- ZKCMMYATALMID MAZENHMA HeXEANMHUMPOBAHHEIM HAOESEHHEIM MEECOHaN0M;

- OOOCHOBAHHO MPOrHOZMEYEMOS HENPEBATNEHDES NPHMEHEHHE,

- HEOOCTATOMNHDS NpegynpasaaHie o nobouHesx adubarra;

- HESOEKBATHOS NpanynpesgeHws of oNacHDCTREY NOBETOPHON NPMMEHEHUA DOHODAI0BE0MN MEgHMUMHEROND KWane-
THA;

- HEEOPDEKTHOS HIMSPEHHE W GPYIME METRONOMMYECHHE 3CMEKTE (HANPMMED MONONEIDEAHWE HECTEHAAPTHAD-
BEHHL BAMHAL, MEMEEEHHE, HEATTECTOBEHHLE npuiopoa);

- HECOBMECTHMOCTE © PECKOGHEMK MATERUANSMUNPHHAANEXRHOCTAMAODYMHMA MEQHMLUMHCKAME W308NHAM,

- QCTPLIE KPER MW HEEOHESHAKA,

0.7 HecooTBETCTEYHILW KA, HEAOBEKBATHEIA MW YPEIMEPHD CROEHLIA MHTEPgERE NONBICBEATENA (0DMEH MH-
DOpMaLMER MEKOY YeNDEaKOM H MaWWHOH)

K HECOOTESTCTEYHILLEMY, HESOAKESTHOMY WA HPEZMEDHD CNOMHOMY WHTERREAcY NONs3nBETENA OTHOCAT!

- ownbxK v 3abnysosHus,

- YNYLLEHHA W OWHEKA NP EOTHATHEHOM BOCNRONIEE0SHNH;

- MPOMEXHA ¥ MPOCHETE (YMCTESHHBIE 1 IRaHeckss );

- HEPYLLIEHME WNK COKPALLEHAE WHETPYHUWE, Npouenyp,

- CIOMHYH MM S8ANYTAEHHY O CRETEMY YNPABNEHWA,

- HEQIHOZHEYHOE WK HEACHDS COCTOAHME WANBNWR;

- HEOOHOIHAYHOE WM HEACHOS NPEACTABNEHWE YOTABOK, MAMEPEHWA WM OpYTOA MHopMaUmuT;

- HEMNPEEHNLHOE NPEOCTARNEHNE EIVNETETOR,;

- HEAOCTATOMHEE BUOHMOCTE, CHGLUMMOSTE KN TEKTUNEHOCT L,

- HEHAONEHSWES PRCAONKEHWE SNBMEHTOE YNPABENSHWA JEACTEMAME MAW NPEOCTAENEHHE MHDODMELMH O pe-
HNEHOM COCTORHAW,

- PEEHME MNW DECIONOHMEHHE 3NEMEHTOE, NPOTHBOPEYSLIWE MMEK LEMYER 0DopY08aHMKD,

0.8 OnacHoCTH, BOZHMEAHLUME NPH Dy HELMOHATEHGM OTHAZE, B NPOUSCoR TEXHUHECHOr o oBcnyRMEaGHWA, NpW
CTAPEHHH, H CONYTCTEYHLWHE hakTopel

K onacHoCTAM, BOIHMERHIWMM NPpH QyHEUMOHANEHOM OTERIE, B NPOLBCCE TaXHWHEckors oOcnywmeaHHa, npy
CTAPAHAW, W CONYTCTEYIIWMM GaKTOpam aTHOCAT:

- OWMEKM NpK NEapegEYe QaHHBIE;

- OTCYTETEHE WNW HEBOSKBATHOCTE MHETRYELMA MO TEXHMHECKDMY OBCMyHMBEHMID, BRMOYEA HEQOEKBETHOE OMMCE-
HWE iy HHLMOHANEHLIE NROSER0E NOCNES TAXHHHSCKOD O0CnYRHBAHNE,

- HESOEKEETHOS TEXHIHECKDS OOCnyHHBAHNE,

- OTCYTETEME A0SKBATHOM ONPESENSHMA OKOHYEHWA COOKS SKCNNYSTALME MEgHLUMHCROND W30S,

- MOTEQRE GHINEETPAYSCROAMEXAHHYECHOW LENDETHOCTY,

- HEAOSHBATHYHD YNEKOSKY [3ArPAZHEHUE WANKH NOPYY MEOWHLMHCHOND HISENWA],

- MHOMOKPETHOR NPMMEHEHHE WKHNKA HENPABOMEDHDE NOBTOPHOE NDWMEHEHWE

- YRYOAWEHWE DYHEUMOHENEHEIX CEOACTE [HANPWMED NOCTENSHHDE CYHEEHME MATWCTRENSA ONA HASKEDCTITE3a unm
HAMEHEHWE CONPOTHENEHWA NOTORY. INSKTRMHECKON NPOBOOUMOCTH) B DE3YNLTATE MHOMEPETHOMN NPMMEHEHWA.
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NMpunoeeqwe E
{cnpasoyHos)

KoHuenuui prUcka, NpEMeHAMLIE K MaMLMHCKMM WI00enMamM

E.1 OnpegensHWe pUcHa

OnA onpeaenaHdis DUCKE MOEHD HCNONEI0EETE PEINWSHEIE METOOE. HACTOAWMA CTAHOAPT He TpabyeT npHMe-
HEHWA KEKOMI-NMDD KOHKPETHOI MeToOa, HO TpabyeT anpeganseqHuA pecxa (o, 4.4). Kanw<€ecTEEHHDE onpeganeHiesa
PHCKE BOIMOMHD NPKW HANHYHEA Heofxoqusise gasdsx. MeTogs ROnHYecTESHHOND ONPENaneHUA DHCKE MOryT Npocto
IFMNHATECH B B0ANTELUMH KSHECTEEHHOMD METOOS WM MOWMMEHEHHH KER0MD-NHE0 ANsTEPHATHEHOM NOOXOLE.

Mprmap cxemMaTiHackon NPEACTABMESHMA DHOKE, NOKS3EaHHER HE prcyHke B, momeT BeiTh MCNONE3I0B3H K&K
HEETE KEHECTEEHHOM METOS8 ONPENSnEHHR pyokE. PucyHok ECT BENM-EH B CTEHOERT TONLED B KEHELTES WNNCTRALMK
METOO0A. 3TO HE O3HEHAET, HTO TARDE CREMAETVHEKOE NPEQCTEENSHWE NPHMEHRIT ONA MEOWLMHCEHE H308MHME NoBCEME-
ETHO. Ecni AnA onpenansqed DUCES HONoNL3IYT METO CXeMaTHHECHOND NDEOCTARMEHWA PHCKE, TO PEROMEHOYETCR
OO0CHOBETE NPHMEHEHWE CREMATHHECKIND NPESCTEENSHVA KOHKPETHOM DHCKE W NPUBECTH BF0 HHTERNPETALHE.

KOHUENUMA PHCKS ABNAETEA KoMOWHALWER SEyx CREagyiowns KMnIoHEHTOR!

- BEQORTHOCTH NPHSHMBEHUA BRBOA, TO BOTE BOIMOMHOA HACTOTE B0 NPHUHEHMA,

- NOCNEZCTEHA NPWHHHEHHOND BRSO, TO 8cTe &0 TRHECTH.

MpK onpegSnaHEa DUCKE DEXOMEHOVETCR DACCMATPHEATE WHALMMPYIOLWKE NPOMCILBSTEMR MW o0CToORTENLCTES,
NOEEMEO0ES TENEHOOTE HEMENATENEHEE CO0LITHA, NOOLIE CMAMNSDWWE HakTopsl, 8 TAKSE KEPEKTED W YACTOTY BO3MON-
Hil BEERHEN NOCHEOCTEMR MOSHTWDHUMPOBEHHLE CNECHOCTEA. PRy cnadyeT onpagantaTe 8 TEpMHMHAax, obnerdaowms
NEMHATHE PEWSHAR NO YNPEENEHHD DHCKOM. TTIPE SHAMK3E PUCKS DEKOMEHOYETOR SN0 HOMDOHEHTEl, T8, BEPOATHOCTE W
TAMBCTE, DECCMATIMBEATE PA30ENEHD.

Yaarsre:mne BpPORTHOOTH (O
]

DlinadTo MAHNNEL LHND IRk
JROCTIAM MO A

AT LU T TN

P

hmmlﬁ;—l

Pucywox E.1 —Cxamarisackos npegcTasnadne Tpax obnacren pucka

E.2 BepoRTHOCTE pHCEa

E.2.1 ¥poeHy BEQORTHOCTH PUCKE

B moHgpaTHEY OBCTORTENLCTRAL, NPW HANKYHE JOCTETOMHOM KONMYECTEE O8HHED NPeONO4THTENEHEM ABNSETCH
PEIAENEHME YPOBHER BEPOATHOCTI PHCKE NOD KOMMYECTEEHHEIM XEP3KTEQWCTHEAM. ECMK 370 HEBOIMOMHD, MITOTOBRN-
TENE QONEEH MPMBECTH ONHCAHME N0 KEHECTEEHHEM NpuaHakas. Ty paanensHW ypoEHERA BEPOATHOGTH PWCHE N
KEHESCTEEHHEM NHWIHEKEM WAr0TORMTENE MOKAT WMONONEA0BRATE DECHPUNTODEL, NPEAHAIHEYEHHLIE ONA KOHKDETHOMRD
MEAMUHHCKOND: M230aniA. PakTHHEcH 310 NOHATAE NPESCTAENAST CODOR KOHTHHYYM, DOHEKD HE NPEETHKE MONHD NpH-
MEHATE KOHEPETHOE YUCRO ypoaHeEd. B G1oM cnyvase HaroToBMTENs YOTAHAENWBAST HEoOXOaMMOs YUono YPOoRHER W
cnocob Wx onpeganasds. YpoeHd BEPOATHOCTH PMCKa MORYT GeiTh BhIDAMEHE ONMCATANLHEIME ONPE0SNaHHREMK [Ha-
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NpHMER THEBSPOATHARY, YMANDESEPOATHARS, THEIHEYHTENEHERY, ACAYHEAHAAY, SBEPDORTHEAD, CHACTEAR] UNH CAMBO-
narmuw (P1, P2 w1}

MpW onpanansqHwn ypoEHER BEPOSTHOCTY PACCMAETRMEANT MHHUMWADYIOWME cobeimiA v 0BoTORTensCTeS, 8 Tasks
NOCMER0EaTENEHOETE HERaNaTEM:HEN coDaT. Npy 3ToM OTEEYSEI0T HE BONPOC, BOIHUREET NW ONACHOCTE

- MW OTCYTCTENM OTKR3E HIENNR,

- B CAYy438 OTHAAE,

- TOMLKD AW YENOEMH MHOTOKPATHEY OTHA08.

YpOBEHE BEPOATHOCTH HEHO0M NPOHCE0OAWENT HEXMENSTENHI CODRITHA ONPESENAKTT HE CTAGWK MaeHTHgN-
KELUMK GNACHOCTH. [ONs onpefensivy YPOBHA BAPOATHOCTH PHCEE O0MHD NPMMEHRRT CNEAVLWME CNocobk):

- MEMONB30BAHWE COOTEETCTAYHAUME AaHHE MPEdbUTYLLED ONLITA NPMMEHEHER

- NPOFHOZHPOEAHAE BEPORTHOCT PHCKE C NOMOWSH AHANMTIHSCHWY W MOOSMHEY WAL Matonoe,

- MENONL30SAHHE SHCNEPTHEX DUEHOK.

Boa arn cnocobs MosH NPMMEHRTE KK N0 OTOSNLHOCTH, TaK M coamactHo. Mapaee nosa cnocoba nononHAKnT
opyr apyra. Tas, e s03MmEHo, PEXKDMEHIYETCR NPHMEHATE oba cnocoba. B 310M cnyqae My MORHD MCNoNLInBaTh SR
HEASBEWCHMMEX NEPEXPECTHED NPOBSPOK, 4T0 NOIBONHT NOBECHTE OCTOBERHOCTE pEaynsTaroe. Ecnw am cnocobe He
MOryT BhiTh MERONEI0SAHE! MM ABNRHITCA HEGOCTATOYHRMK, MOKET BOAHMEHYTE HEDDXOOMMOCTE B 3KCNEPTHLN OLEH-
KA.

HekoTopee ONACHOCTH BOIHUKEHIT BCNSOCTEMES CHOPEE CHCTEMETHHECKME, YEM CNy4alHe OTHAz0e [HanprMep
OMACHOCTH, BEI3BAHHLIE OTHEZAMK NPIPEMMHOrD ODSCNe4EaHIA, CERIAHL C CHOTEMATHHECKHMM OTEAZaMM ). CHeTama-
TWHECKWE OTHE3El pAcCMOTREHB B E4 3

E.2.2 ¥poBHM TREECTH pHCEA

Mpw pazgenaHiy ypOBHEHR TRHECTH PHCEA N0 KE4BCTEEHHEIM NPWIHAKAM WIFOTOBMTENE MOMET MCNoNL30B8ATE
OACHOMNTOPE, NMPEOHEIHASEHHEE NS KOHHDETHOND MEQUUAHCKDND WAOends. DakTMHEced S0 NOHRTHE NPaACTARMAST
CODOA HOHTHHYYM, OOHAKO HA NPAETAKS MOEHO NPHMEHATE KOHKDETHOE YYCND YPOBHER. B 3T0M CRy-a8 MaraToanTank
YOTEHEEMMBAET HEOGROOMMOS WHMEno YposHed 1 cnocol ng onpenanaHus. YpoEHH THHEECTH PHCKE MOFYT DbiTh BLIpasEHksl
ONMEATENSHEMA ONPEENSHNAMY (HANPMMED «npEHabpasiemo Manass, «HEHESMTENBHAREY, (HDUTHHECKARY, (C8ph-
ezHanD, axaTacTpodivHeckanis ] MnW cumeanana (51, 52w Ta.).

MarotoBumans SONsEH NPMMEHSTE DEISENEHME HE YROBHM THRECTHA DUCKE & KOHEDETHOMY MEOMUMHCKDMY 1ane-
KD © YHETOM HEE HDATHICPOHHLIX, TEK W ponrocpadusex addaerroe.

E.3 JonycTHmMelA pUMCH

E. 1.1 OBuwme nonomeHMa

HacTOAWMA CTEHABRT HE YOTAHAENWEAST YPOBHM AONYCTAMOMD pucka. Martoas anpagsnasus OonycTHMON prcea
BEMEHEHT B cebs:

- MPWMEHBHME CTRHOAPTOE, YCTEHESNHEIILWE TREB0BAHNA, COOTBETCTRNE HOTODLIM OONMHD CEMOSTENLOTE08ATE
O SGOCTHREHMH SONYCTAMOM DHCKE ONA MEOWUWMHCEHE HIOSNHMA ROHEPETHEX BHA0E M KOHKDETHEY DWCKOE,

- MCAONHEHWE COOTESTCTEYRILMY DYHOBOOALME YEEISHWA, HAMPAMED TEX, KOTOPLIE NPHMEHRIOT B KOHUENLMKA 8O-
HIYHOM: 0THA33 (nogpobses ca. [7], 910);

- COAEHEHWE YROSHER OONYCTHMOM PUCHA, W3BECTHLIX N0 YHE NPEMESHASMERM MEIHLHHTEAM H3ZENARM.

PucH pesoMeHOyETER CHMTaTE QOMYCTAMBIM, TONEKD S0 OH MAN N0 CPAEHEHMI © 0MUOEEMOR NONL30A.

MoBod prcK MOKHE OTHECTA K O0HOA U2 Tpex ohnacTail:

1) WHpaKa QONYETHMOR ACKS;

2 MAHAMANSHOM NPEETIHSCHA QOCTHHMMOND DHOKS;

1) HeEganYCTHMAOrD pUcEa.

MNpumep cxemarmsecrang naobpasedyr Tpax oinacTed pucea npegeTaenad Ha pyocyHxe E 1. MoxAtee Tpex obna-
CTER PUCKS BOMEHD BhiTe NPHMEHEHD K KOHEDETHOMY MEIHLMHCHOMY W30S,

MprMEps SONPHESTESHHOM ONPEJENEHMA BEDORTHOCTH W TAMECTH DWCHE MOSHO HARTH B HEROTORLIX CTAHOAD-
Tax, yrazaHHex 8 [7] — [3], [12]. NMonezoearanss HECTORWSM CTEHGEPTA PEXOMEHOYETCA ONPEOENTATE ¥ POEHH BEPOATHO-
CTW W TAMECTH DWCKE B OTHOWSHNK COOCTEEHHEN CAYHA8E NPHMEHEHMA.

E. 1.2 DGnacTe WWpoKo 0ONYCTHMOrND PHUCKa

B HEROTOPLIX CNYHAEN OUSHHMBSEMEA DMCK HBCTOMLKD MAM MO CPABHEHNED & APYTMMA DHCKEMIA 1 © TOYKH 3peHEA
NOMs3 OT NPAMEHEHMA MEOMIMHCKDN HAGENMA, HT0 MM WEERHD Npesebpeqs. B TaHm: CRyyann pHCK ABNRETOR J0NyCTn-
MM W HET HEODZGOMMOCTH B NPAHATHM BRTHEHLEE MED NOAro YNPEBrEHNE.

E.3.3 OGnacTe MHHHMANEHON NPSKTHYECKH QOCTHRMMOID pPECKR

MaxHo npaanonesnTe, 9To NoEol PUcK, CER3IEHHLIA © MEOUUMHEEHM MS0ENMEM, ABMABTCA OONYCTRMBEIN NP
HAMMHHA YNYYILEHHE MPOrHOA0R ONA NAUMeHTa. Ho Tasol nofeon oyt Onpasiasien ONs NpHHATHR HeaBocHosaHHo-
o pucxd. Mo0oR pyck CRegyeT yMmEHEWETE 00 MAHEMANLHOND NPEETIHECK JOCTHREMOMND YROBHA © YHETOM MOk o7
NPHHATHRE UCKE, 8 TEKHS BOIMOEHOCTH W USnacoobpasHocT 8 JanHelluan YMeHLLWEHWR,

K usnecoofpazHOET OTHOERT ENoCOBHOCT: MBMOTOBMTENA YMEHEWMTE puck. Uanecoobpassocte MMeET 088 Co-
CTEBMAKMLME!

) TENH S TRy,

b SROHOMITHECEYED.
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K raxHydeckod  uenecooBpassocTd OTHOCAT CNOCODHOCTE WIrOTOEWMTENA YMEHEWWTE puck DBz y4etTa 3aTpar
K- akoHomMqackol UenecoobpasHooTy OTHOCRT cnoCOBHOCTE WATOTOBMTENR YMEHLLUMTE pUcK BG83 NpeBpaLEHNR MaETE-
PHAMEHOM OESCHEHEHUA NPOMABONETES MEOMUWHCHON WAOSNKMA B SHOHOMMHECKHA HEOBOCHOBAHHLM npaekT. Dakropel
ETAOMMOCTH M QOCTYITHOCTH DECCMETRWEEKT NPH DELEHHA BONPOEE O TOM, HAKHE MEDL! UENaco0bpasHEl B TOR CTENEHW,
B WEKOA OHWM BIHAKNT HE COXDEHEHWE, NOOOSEEEHWE MW YAYHIWEHWE 300P0ERR Han0ears.

DBLMHO OCHOBHLIE DHCEM CHREOYET YMEHEWATL GEHE NEW IHEYMHTENEHEE MATERHANLHLY 2aTparar. Ecn pede
MoeT ob oGnacTy WypoKs QoNYCTAMOTD HCKE, MOKHD CHMTATE QOCTAETONHER QOCTHEEHWE ONTHMANBHOM SOOTHOLEHWA
pHCKfonLad.

E.3.4 DBnacT L HEQONYCTAMOTD pHCED

HeroTopse pucxs Npy OTCYTOTEMH BOSMIMHOCTH MY YMEHLLUEHUA MOHHD PECOMATPVBETE KEK HEOONYCTHMLIE B
nnboM cnyqae.

E.3.5 PawaHuA O goNyCTHMOCTH pHCEa

HieohRoaumMo YT pAIrPaHWHHEaTE PHUCKK, ROTODLIE TAK MAM, 4T0 HET HEoDXOaMMOCTH B MY DACCMOTREHMH, M
PHCHA, KOTOPEE GONLWUE NEPBLIX, HO DONYSTHMS BEHOY CCHMSSEMOH MOk B HEUENBECO0paIHacTH MY YMEHELWEHNR.
Motna MEEHTHRMEELWN ONECHOCTA W ONPEOaneHud pUesa HEaobroaumMo PEWNTE MEBHER BONPOCE — ABNRETCR MW PUCK
HACTAMLKD HEIHHM, HTO B0 MOMKHD HE DAICCMATRRBETE M, CNEQO0EaTaNLHD, HE YMEHLLWATE, 3T0 PEWEHNE 0NHKHO BelTe
NEMHATD GNA ESRO0R ONECHOOTI.

Ecnu Ha napsaos STans NPUHAMAKT PELUBHWE, HTO PHCK HE RERASTCA NpeHsBpesmMo Manem, 10 CRemyiym
aranom Gyner pAbOTE ND YMEHLWEHWK DWCKA. YMEHBLUEHEE DUCKA mMoweT DbiTh UenstoobpamHeEIM MR HEUSNSCoo0-
PAZHEIM, HO 3TOT BANPOC CREOYET PRCCMATPMEATE. Ha BTOROM 3TaNe BO3MOKHE CREAYHIWWE BRE00kLI

- NOWHATHE OOHOA WA DONEe MEP NO YMEHEWEHWED PUCKE MOMET YMEBHLLLWTE PHCE 00 YDOBHA, MW KOTOPOM HE
Byaet HeobxogHMOCTH B Bro QEMm-HEALUEM DECCMOTDEHWA;

- HEZABHCHMO OT TOMRD, BOIMOGKHO MNH HET HEROTOPOE YMEHLLUSHHE DHCKE, 8N YMEHEWEHWE 00 YPOBHA, NP
KOTOPOM HET HEOOXOOMMOCTH B Bro paccsoTpeHs, Gynet segenscoobpasssm.

B nocnegHes ciyHas plcy PEXOMEHOYETCR YMEHEWMTE 00 MEHUMANLHORD NDEKTUHECKE QOCTHHAMOTD YROEHR, A
3ATEM CPABHMTE BOAMOMHLIA DHCH W OXMOA8MYD NoNeE3y. ECiv NONb3a NpessuEaaTt prcy, TO PUCKE MOMHD CHMTETE
AOMYCTHMBEIM. ECNK NONB23 HE NPEELILLBET PACK, TO PHCK CHHTENT HESOMYCTHMMbIM 1 OT NPOEKTA CNEOyEaT OTHE3ETLEA.

Hakouew, korga sce PHMoHd NpUH3HaHe . GOMyCTHMEMKA, OREHUESDT MONHBIR OCTATOHHBIA PMCK OnA Targ, «4Tobs
yEEOWTECR B COXPAHEHME OMNTHMAMNEHOND COOTHOLWSHMA MECKOY BOIMOMKHEIM HMCHOM W OHKIEEMO0R NOMs20E,

Taxvm abpazom, 8cTe TpH npobness, TPEDOWWE NPHHATHA PEWLEHAR, KOMA BOSHUKEIT CNEOYHWHME BONPOGE: O
AOMYCTHMMOCTH PHCKROE:

1) ABNRETEA NN PHGK HACTONEXD HASKKM, 4TO HET HEDDXOAMMOCTH B 870 pACCMOTREHRMY

2] BOTE N BLWE NPUHWHE QMR PECCMOTRSHAA DHCKS MW HE PHCK HACTOMBKD MAEN, HACKONLKD 370 NPRKTHYECEN
AOCTHRMMO, M OEROSEMAR NoML3E ero nepasallveaar?

) pocTurHyTo N oBles aNTMMANEHDS CODTHOLUEHWE MENOY BCEMH DHCHAMH W BCEA QEMOSEMOA NONLI0ART

E.4 MpuusHb: oTHAZO0E

E.4.1 Buosl oTkazoB

DINSCHEE CHTYELMM MOryT BhiTe CNESCTEMEM OTKEIS CHETEME. CyLLacTayT BE S0EMIENHLN BUOS OTHA308:

1) cniyyainwe;

2] CHCTEMETIHECKHE .

E.4.2 Cny4anHkIR OTEA3

CTATHCTMHEDKAR BEPOATHOCTE OTHEIS MOMET Dbtk ONPeganaHsa ONA MHOMME CODLITHA [HANPpUMED, BERORTHOCTE
OTHAZA ¥INA HACTO ANPENEnAT WEXOMA 3 BERORTHOCTER OTHEIE SN0 KoMNOHEHTOR). B aTom chy4as sapoRTHOCT OTEA38
MORET BbiTe NpHcEOSHD Uabposos JHasaHe. DoHOEHEIM NPEORGNOHEHMEM ABNAETEA CAYYEAHLA XEPAaKTep oTHAZ0E.
MPHHATS CHHTETE, HTO OTHEE AMNSPETHOND 0DBCNEYEHHA MOMYT HOCHTE CNYHERHEIA WNH CHETEMaTHYECENA XapaxkTap, |
OTEAZ NPOEAMMRITD DOSCNEqEHA — CUCTEMAETUHECKWA XapaKTe.

E.4.3 ChucTemaTHM4acHii OTEAS

CHCTEMETHHECHNE OTHEIL BOBHWKANT NPY OCYLUBCTENSHMM NoBoro BMOR OSATENLHOCTH W RENAKTER pEIyNETATOM
UHBOE [BEME0HER OWHOKH BRINONHEHAA MW HERRNONHERWR ] HOMDE ONPE0anaHHbIEe COMESTEHMA BHNO0HEX O3HHLIL WM
ORPYREHILLAY YONOBMA MOMYT NPHBECTH K OTKEIY.

CunBem, NPHBOORALYWE K CHETEMITHHSCKAM OTHSZEM, MOMYT BOIHMKHYTh K2E B BNNSPATHOM, TEE W B NPOrpaMMHIn
obecneveHur B NHB0A MOMEHT B npousccs pazpafoTid, MAOTOENEHEA WM TEXHHYECROND OBCMyMBEHNA MaruMHERD-
ro manenis. MprMepam CHOTEMATVHEEHY DTHAS0E BENAKTEA CMy4aK, rorna:

8] HEREPHD DACCHMTAHHER NNASHAR NPEQOXpEHETENE HE MO3B0NAET NPEACTEPETATE ONACHYID CHTyauw. Mapa-
METHA MMAEXKOND NPESOXPAHUTENA MOFMM DhiTe HEBEPHD ONPENENSHL], HENPAEUMNEHO YOTAHOENEHE! NDW MAOTOBNEHKKW
MK HEAPSEANEHD JEMEHEHE] TP DEMOHTE,

b} npemeHsHHE HECOOTEETCTEYIHLEID MATERHANE NP 2aMBEHHH TaaobenpeHHoro CyCTaEa NpHBOOMT K 4pes-
MEQHD BRICTPOMY HIHOCY W NPEXSSEPEMEHHOMY OTHAZY HMMNAHTATE Tas00e0peHHors cycTasd. TIpHMMEHEHHEIR MaTEDN-
an mor GeTh HEEEPHD CREUWhHUMPOBEH MW HEBEPHO MCNONE30EEH NPM WIMOTOBNEHMM WMNNABHTATE (HANPUMAD J2KE3
HECOOTEETOTEYHIWEAND MATEPHANE ¥ NOCTABILMEA ),
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c) B Gaze QaHHLIX MPONPEMMHOITD 0DSCne4EHHA HE NPEnYCMOTPEHD COCTOAHNE 3AN0NHEHH0A Ba3sl JanHbx. Ecnm
Baza naHHbLIX 3aN0NHEHE, HEACHD, Y10 OENATE NpOrpaMMHoMy obecraqvaqnin. BOIMOEHEM NOCNSOCTENEM MOMET CTATE
YOANEHWE CYLBCTEYVIOWME 3aniced M2 Basm aHHeX © Uanki QcEOBOR0EHNE MECTA ONA HOBLIX 3AMNHCER,

TerHOE ONPESENEHHE 4ECTOTE CHETEMETHHECKNE OTRAIDE 3ATPYOHWTENEHD, 310 CBR3AHD, B NEPEYI OHEpEaL. CO
CrE Oy HILHAMK TTMHMHE A

H) HIMEDSHME YACTOTE CHOTEMBTMHECKW OTRE08 TRabyar DONsWHE 38TPET TPYSE M OSHEMHEN cpeacTe. JocTe-
HEHHE NDREMNSMOND YPOBHA OOCTORSPHOOTA DEIYNLTATOR HEBOAMOMHD 083 MAMEPEHWA HECTOTEl OTHEI0E B TEHEHWE
OMMTENEHON BEEMEH,

b HE OETHIHYTO COFMEcHE NO KONAYSCTEEHHOMY METOOY ONPEOEnaHEA SECTOTE CHOTEMATHHECKNE OTEE308.

B Tex cmy4as, KOr0a NS ONpenensHuR CHETEMETMYECKMY OTHA30E HE MOET DbiTh YETAHOENEH COOTRETOTEYRILWA
YPOBEHE QOCTOBSPHOCTH, MEHELHMEHT PHCKE PEROMEBHOYETCR OCYILBCTENATE, MCXONR W3 TAMECTH BPEOE, NPHHMHRBMO-
Mo KOHEPETHOA DNRCHOCTER. TIEPROHSHANLHDE ONPEOSMEHHE MCKS BOAHWEHOBEHMA CUCTEMETHHECKNE OTHA308 Chey-
8T OCHOBEIBETE HA NPEONONOHEHWA, H4T0 CHCTEMATHYECKHR OTKEI NPOMCOOONT © HENDHEMMEMOR Ya0TOTOR,

CyllacTeyaT BEIAMMOCERIL MEROY KEHECTROM MPUMaHASMEX NPOUSCEos paapaboTe M BDAMONHOCTERY BOIHHEHO-
BEHWA MMM HABLIRENSHWR CHOTEMETHSECROMD OTHA2E. MacTo LeneconbpazHo ONPedEnTeE HeoDXo0uMmMoe Ka4ecTRD Npo-
u=cca paspaboTm © YYHaTomM THHECTH NOGCRESCTEMA CHOTEMATHYECHHE OTHEI0E W PEWNETETHEHOOTH BHEWHWY MED no
YHPEENEHWH PACKOM, Yam THaENSE NOCNSOCTEMAE 1 MEHLLIE PEIVNETATHEHOCTE BHELWHAE MEp Mo yNPEENEHHD DHERDM,
TEM BhIWE gonsHd Beime KAYSCTESD Npouyscss pazpadoTeM.
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MNpunoxesue F
{cnpasovHoa)

Hudropmauma o MeTonax aHan4dia pucka

F.1 ODwme NnonmEEHAA

HacToRuees nprnoEaHee COGeRHHT PYROBOOALLWE YE3ISHWA OTHOCHTENEHD HEKOTODEI CYLLECTAYIOWKE METOADR
BEMOATHOSTHOM AHANMIE DEAONBCHOCTH MEOWUWHEKDM HANENWA, HOTOREE MONMHD NPMMEHRETE cornacka 4.3, 3tH me-
Tkl AEMAKITGR DONOMHUTENEHEMA, B MOEET BOIHMEHYTE HE0BX0OMMOCTE B MERONEIDEAHAN HEROTOPLI W3 HMxX. DoHoB-
HOR NEMHLMN 3ERMOHEETCR B NOSTENHOM AHANWIS BO3MOXHLN MOCNENCTEMR Npeanonaraemors cobeiTed. Bonea ns-
TANbHEE PAILRCHEHWA NpUBEOSHE B [B].

F.2 AHanuz xapakTepa ¥ NOCNeOCTEWR OTHAIOE

AHAMKZ XAPSEKTAPA W NOCRAOCTEWA OTHII0E RANASTCA, B NENEVID OYEDE0E, KEHECTESHHEIM METOR0M, © NOMOLWSLH
KOTOROMD CHCTEMATHHECEY ONPEOenRlT 4 OUSHWMBEHT NOCHEOCTENR OTEA3E OTAENLHOID KOMMNOHEHTS MEOQULUHHCKOND
HAABMAA. 370 WHOYKTHEHBIA METOO, MCNONLIVHWKA BONPOC «4T0 CAYSMTOR HE BeIXOge, eomm .. 7Po. KoMNoHEHTE MEgn-
LUMHCKDD M3ZEnMA BHENHIMDYIOT NOCHEgOoEaTENEHD, OQMH 38 OPYTHM, YT0 B OCHOEHOM COOTEETCTEYET YENDEHED &aMHWH-
HOM OTKA3E. AHANWMA NROSOOAT B PERWUME $CHAY-BES0X, T8 NOCPE0cTEOM NEDEXONE ¥ CNEIyHLLEMY, DOnNSs BRtaromy,
thyY HELHOHEALHOMY YPOBHI CHCTEMEL.

AHANKI XAPAKTAPA W NDECNEACTEWE OTH3308 MOoMEeT BhiTe PACIUMPEH 38 CHET MCCNEOBEHUA CTENEHW TRHECTH
NOCREACTEWA, BEPORTHOCTH MY BOIHHEHOBEHWA W ODHARYHEHWA CODTEETOTEEHHD, 4 MOKET CTATE AHANWIOM XEPSKTEDE,
NOCNEACTEMA W KPHMTHHHOETA OTEA308. [NA BRINOMHEHWA TAKOM SHANWIE HOHCTRYELMA MEMEMHGROM MB08aNWA OOmnHa
DT MZBECTHA BO BOEX NOOPODHOCTAR.

AHAMKA XAPAKTEPE W NOCAESCTENR OTKRI0E MOMET DbiTh NONBaHLM METOOOM DACCMOTREHMA DILMD0K HEnoEsxa.
Tarod AHANWA TAKKE MORHO NPHMEHATE ANA WOSHTROWMEALMA ONACHOCTEA, NPESOCTARNAA TEKMM ODpazoM USHHEE
BEOOHLIE SAHHLE ONA SHANWIA A0peBa HaucnpasHooTeds (oM. F.3).

HegocTamed S3Torg Metons CBRIaHN C TRYOHOCTRMM, BEOSHMEALMMKY NPK HAnuHuy maBamoysod nadopraumn,
PACCMOTEEHMK W BRINANHSHHM JEACTEMA NO DEMOHTY W NPEESHTHEHOMY TEXHWHECKOMY OBCNySUBAHMID, B TAKKE C OrpaE-
HMHEHHEIMH BOIMOSHOCTAMY METOOE B YCNOBWAR SAMHMYHO OTEE3A.

Boned nogpobHan MHopMaUMA No METOSAM AHANWEE (HRaKTEpa ¥ NOCROCTEMA OTES308 npueeaeHa a [9].

F.3 AHanwz gpesa HEMCNPaEHOCTER

AHAMKA OPesEd HEMCNPEEHOCTAR ABNRATCA, B NEPEYH 048pank, CHEaCTE0M BHANHAS ONACHOCTER, HOBHTDHLYWpO-
HEHHBLIE © OOMOLWED GOYTHE METOOOE, B HEHWHEKT & NONMHEHWA O HEHANATENEHOM NOCNEOCTEMM, HA3EIESEMOM TROHE
simaeHem cobrmams. Merogom DenyELMK, HE4WHER © MAasHon cobsmuA, MaeHTHEMLMDYIOT BOIMOMKHBIE NPAYKMHE! KTH
XAPAKTERE OTHAA0E, BhiZLIBEHLLINE HEMENSTENLHEE MOCNBACTEMA, HA DONSE HHAKOM EYHHLMOHANEHOM YROBHE CKCTE-
Mbl. CHREOYHOLWAR 33 3THM NOATANHEA MEEHTARHEALHA HEMENATENEHOM HYHILMOHMPOBEHMA CHCTEME & NOCNBQ0BE-
TENbHER NOHEEHHEM YDOBHER NRHE0OUT K TOMY YPOBHID CHETEME], KOTODEIA OBbLIYHO W NPEACTASNAST CoB0R METOMHME
HEWMCTIPEEHOCTI, 3T0 NOIBONAET YETEHOBM T NOCNS0S8ATANEHOCTH, HAMDONES YACTO REMNAKMLMECH NPUHKMHEMH HEXENA-
TanbHOr CofeTuA. TIPMMEHEHHE TEKOMD METOOR NONS3H0 MW Cynebism pazBuparenscTege.

PéaynbTars npencTasnsar rpadwHaced B BMOS qpaBa HaWcnpaeHooTed. Ha kawpom yposdHe gpasa womBuHaL 99
BAIOB HEMCTIPEBHOCTER ONMCAHE! NorMHeckped anaparopame (4, WK » 1g.). Buosl HescnpaeHocTed, moaHTngslmpa-
BEHHLIE HE OPSBE, MOMYT ABNATRCA COOBITUAMK, CEA3AHHLIMA © OTEE3ISMN SNNEPETHOM 0GECNEYEHNE, YEN0EEHECKHM
thasTopon “NK NODLIME PYTIEME NPOWCIUECTERAMK, BEOYLLMME K HEHRaENATENLHER NOCNaacTeqsM. Buasl Hencnpasho-
ETAl HE OfPAHMYEHSE YENOBMAMWA SOMHWMHOM OTKE3E.

AHAMWE APEBa HAMCNPEEHOGTER NOABONAST CACTEMETAHECKM W B TO HE BREMA A0CTATOHHD MMOKD pAcCMETDHEATE
pasnuyHss hanTope, BENOHER HENOBEYEcNE. AHANKWE OPSBA HEMCIPEEHOCTER WONONLIYEIT, B MERAYH O4SpEansE, MR
HHANAIE PHCKE B HAHSCTES MHCTPYMEHTE ONPEAENSHWA BEPORTHOCTER OTHAz0E. Mpadmuscrie npascTaEneHwe obnera-
BT NOHWMEHWE NOBE0SHWA CHETEMBl W EXOAALLME B HeE IEKTopoe, Ho Rara Opess cTaHoenTcoR Bomswym, ero obpaboTtea
MOMET NOTREOOEATE NDHMEHEHWA KOMNEOTEPHON CHCTaME. 38 ocobarHocTe 3arpynHAeT BepudiusaLmD APERa HEWE-
NpABHOETER.

Banes nonHan MuopMaune o npousdypad aHanW3a Jpasa HeWcnpaeHocTal npresiana 8 [10].

F.d4 M3yyeHHe ONAcHOCTEA M 3HCILNYATAUMOHHOW NPMIogHOCTH

MayqeHwe onacHoETER W SKCNNYATEUHOHHOR NPUroOHOCcTH NPOESORT AHENOMYHD 3HAMKMIY XEpaKTepa v noones-
CTEHA OTHE3DE HA OCHOSSHHW TEODETHYECKOA NPEONOCENH, HTD HEMENATENLHEE CODLITHA 0OYCNOBENBEHE! OTENOHEHRWRA-
MM OT MPOEKTE MNW NPEOYCMOTREHHOR 3KCANYETALMY MESMUWHEROrD Magenus. Maysasie onacHocTal W SxcnnyaTaum-
OHHOR MOMMGHOCTA ABNRETCA CHETEMATMYECKMM METOOAM. 3ToT MeTon Ben napeoHa4ansHn paapabaTad ans npume-
HEHMA B XMMUHBECKOA NPOMBILINEHHGE T, NOCKONERY NEMMEHEHKE JaHHIMD METOOE B XHMASECHOR NPOMEILUIIEHHOCTH
COCPEOOTOMEHD HE OTEROHEHUAR OT NPOSKTE, CYWECTEYET &M ANbMEpHATHEHLIE NPUMEHEHWA B O0nacTy pasdpabotmm
MEOWLHHCEHY Hanenyid. MeTtog wayHeHie ONSCHOCTSR W SRENNYETAUMOHHOR NPURIHOCTA MOMHD NPWMEHATE K NpoLSc-
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Cy hyHELMWOHMPOEAHWR HOHKPETHOM MEOHLHHCHOMND HE0ENHA (HENPHMER CYBCTEYIILMM METOOSM NPOLECCaM SHArHD-
CTHEM, MEMEHUA W oBnardeqyn DonesHed. BeICTYNAWMM B KE4ECTHS LENK NPOAKTA) KN K NPOLSCcoam, HOmomsaye-
M TPH HATOTORNEHMWH MO TEXHAYSCHOM OBCMHMBAHNA MEQMUMHCHON M3OENHA [HENPUMaD CTEpWNMIAa0MN ), KoTo-
PEIE MOCYT OKA3LIBATE IHAYMTENEHDSE BAMAHWME HE VHILMOHRMPOBAHME MEOWLMHOROMD W3NenWA. MR gaHHord metoga
CARAKTEPHE GBS OCHOEHEIE OCOGEHHOCTA:

1) MCNONEIOEAHWE TEYNNE CNEGHENHCTOR, KOMNSTEHTHEIX B 0BN8cTH NROSKTHPOBEHWA M NPHMEHEHKA KOHHDETHD-
M MEOHLHHCKOMND W208NKRA;

2] NpUMEHEHNE COOTEETCTEY WAL KNEHS80IX CNOB 4NA WOSHTWDUEAUWMM OTKNOHEHA OT HOPMBNEHOR 3KCNNYETaE-
LA

LlsnAme MaTona ARNSKITCA:

- COCTABNEHWME NONHOM ONHCAHWA MESHLIMHCHIND WAOSMWA W aro NpegycMoTReHHO NDHMEHEHNRA;

- CHETEMATHYECKHE BHAMNMA KO0 YACTH NPEaycMOTREHHON NPMMEHEHMA NPEAYCMOTREHHOMN HEIHEYEHWA ©
LNk ONPefarEHiE NPHYMHE OTENOHEHWA 0T HOPMAMLHER pabodwy yonoBUA 1 NpegycMoTpaHHom nposrTa;

- NPEAENSHWE NOCHEOCTEMA TAEMX OTEROHEHAA W NPAHATHE PELSHAR O TOM, MOTYT NW 3TH NOCNBOCTEKA NPHBACTH
K BOIHMEHOBEHMID ONACHOCTER MAM CO30ETe NpabneMil © SKCEMyaTaLMEn.

MNocragHan Wens ocofeHHD BRMHE NPMMEHUTANEHD K NPOLECEEM, MCNOMSIYaMEIM NPH M3TTOBNEHWA MEDMLMEH-
CHWE WIMENHA, KOME XApakTeprCcTAEE KOHEDETHOM MEQHUMHCHOM WGEMNMA 2EENCAT OT NPOWEcca HIroTOENEHHRA.
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Mpunoxexue G
{cnpasoynoa)

Opyrue cTaHAAPTEL, COARPKALLWE MHOPMALIMIO
06 INeEMEHTAX MEHBAKMEHTS PUCKA, ONWMCAHHLIX B HACTOALLEM CTaHOapTe

Tafnuuya 5.1 — JNeMaHTEl MERESHMEHTE HEAYBCTES, CEAZAMHEE © AMaMaHTEME MEHEORMBHTE PACER

I'tm.rl,'.llrr:lnp]i
OSanys MPOUMCTA L-RTIMN-T 441 i.'ﬁ ﬁ 73 T4 Lo a2
MDdie- | EphNa-
s 1] | westie Z)

L4 o110

TRaSona
Cnpusame-a DEnacm
Y H
Asania Wips et
peaa onssHooTad
LA e

[ TP

pacra

Anmra

- BRI TER

PCEN g HATHO Pl

Bl -

Moecr-
[T

A
-y i g

MpUESYAHNA

1 Ma-arsoseHT PRcEE BORAT J0iTs MECTLIO CRCTOME MOHEERGHTE KI-EOCTIML

ﬁtldn MOHOIERIOHTE FHEE MORST DL HK-ETL FEICH © REMacTRO.

By b OBNSCTW O SHEMENT SMSENHTE [ POLSONE MEHETHHIHTIEL PHDIN, CERSaHHLM 0 (3]

243

GOST
I

FOCT P UCO 14971-2006, Magenus meguumHckne. MNMpuMeHeHne MEHEKMEHTa pUcka K MEOULIMHCKAM M3OENUam
Medical devices. Application of risk management to medical devices


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14971-2006
http://gostexpert.ru/gost/gost-14971-2006

roOCT P MCO 14971—2006
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Mpunoxesne H
{cnpasoysoe)

ObocHoBaHKHe TpeGoBaAHMWA

H.1 ObocHoBaHwe paznena 1 ODNAcTe NpPHWMEHEHWA

Bo BEe0aHMM K HBCTOALWEMY CTAHOARTY 00LRCHEHE HEOBXOOWMOCTE HANWYMA CTAHOAOTA N MEHETHMEHTY
PHCHA, NPHMEHMMOND KD BCEM MEOWMUMHCKMM WI0SNUAM. Prckd CYLWSCTEYET HA NPOTAMEHHH BOBMD HMMIHEHHOMD
UMENE MAOEnA. PUCHEMY, BeIRENEHHEMKE HE OOHOM 3TAMNS HAIHEHHOMD UMENE M30ENWRE, MORHD YIPEENATE G NoMo-
Wbk QEACTEMA, NPSANPWHATEIY HE COBSPLIEHHO OpYIOM 3TANE HWIHEHHOD uMna. Mo 3708 npeHUHe HECTOAWMA
CTAHOAQRT NPSOHBIHSHEH OMFA NDWMEHSHWA HE NPOTAMEHNA BOETD BMHUIHBHHOM LWKNE MANEMHR. 370 JHEYHWT, 479 O
YHUT HETOTOBMTENA NPHMEHATE NPAHLHOL MEHELMMEHTE PHCKE K MEIMUMHCKOMY M3OENHE © MOMEHTA 38 PONOEHNA
NEPBOHAHAMNEHOR KOHLENLMY HA0ENMA W 00 8ro OxOHYETENMBHOM QEMOHTEME WK Y THAMIELWE.

HacToAwMi CTAHROSPT HE NPEAHEZHEHEH NA NPRHATHR KNEHEHE0EME DEWeRHA. TNEMHATHE DEILSHWA O Npose-
OEHWH KMMHHHEGHOR MPoUSsaypsl © NPHMEHEHBEM MEJHLUMHEHOND Ma0ENHE TPabyeT NOCTHHMEHWMA aNTHMAansHong
COOTHOWEHWA MECKOY OCTETOHHLIME DHCKEMA 4 ORHOSEMOA NONL30H OT NPOBEAEHMA npousaype. Npe BeHECEHNH
TAKMYE PEWLEHHE CREOYET YHUTHBERTE NPEOAYCMOTREHHOES NPWMEHSHHENPEAYEMOTEHHOE HAIHEHEHWE, BHENNYATALM-
OHHEE CBORCTED MESWLMHCHNOM WIOSNMA, CEAZEHHLE © MAZENWEM DWUCKY, 8 TEKEE PHMCHM W NONL3Y, CEAIEHHER ©
ENMHWSECHMMY NPOLEOYVDEMKA MNA YENDBMAMA SHCNMYETALMK. HEROTODME K2 Tasu) pEwari moryT OelTe NPUHATEI
TOrKG KEENAPKUAPOESHHEM MEQHUMHCEHM PROOTHUEDRM, JHAKWMM COCTORHME 300P0ELA KOHKPETHOMD NEUHMEHTa
H CyBuEKTMEHOS MHBEHHE 00 3TOM CEMOrD NAUWEHTE.

HetmoTpR Ha CERLEIHOETE NONSEMAEH N0 NOB0OY OONYCTHMEX YPOBHER DACKS, HACTORWKWA CTEHOAPT HE YOTE-
HABMMBSET YPOEHA DOMCTHMON packs. YoTAHOBNEHWE SONHOD ANA BOEX CNYHSEE YPOBHA QONYCTMMOM PUoka Gwno
Gist HEYMECTHEIM NG CHA0 MR NEMYMHIM:

- W3-233 BOnBWON PaIHooBpasnn H3DeNWA W CHTYEUMA, OXEATEIESEMEIY HACTORLLMM CTEHOAPTOM, 4T0 OEnaeT
DECCMBICNEHHEM CYLSCTROBAHNE SMMHON YROBHA JOMYCTAMOND PHMCKA;

- W3-33 HAMHYUA NOKENBHED 3aK0H08, 00LMHEBEE M BEHHOCTER, GoNes NOOXOEALLMY ANR ONpedansHuR SomycT-
MAOM PUCKS B ROHEPETHOW KyNLTYPHOR CPEOE W KOHKPETHOM PErHOHE.

Mocsonesy HE B0 Boex CTPaHax TpebyaToA HANWMHME CHETEME! HEHSOTES Y AMOTOBMTENA MEOWLMHEEWY WAZENHA,
T B8 HAMMYHE TAKHS HE RENASTER ODA3ETENEHEIM TREDOEAHWEN HRCTORWEND CTAHDAPTA. DOHAKD HANWHEME CroTa-
M KEHECTES YPE3BLINEAHD BARHD HENOCPEOCTEEHHD GNA MEHSHMEHTA pucka. Bonegorens SToro, 8 Tasws Toro,
TG BONEUMHETED MATTOBMTENSA MEQMUMHCHNE MIDENUR HENDNEIYHT CHCTaMY KE4YSCTEA, HECTOALLMA STAHOapT no-
CTROSH TAK, 47006 Br0 MoMHD DeIND NETED BENOYMTE B NPUMEHABM YK HIMOTOEMTENEM CHCTEMY ka4ecTea. CeRzs G [I]
noxasada B Tadnaue G (npunoskesse G).

H.2 OSocHoBakuwe paigena 2 TepMUMHEl M ONpaoeneHua

VETEHOENSHME TERMWUHOE HE ABNASTCA LBNLE HECTOALLEM CTAHOAPTA, NoatomMy CTAHOSPT Cofepant Gonbluoa
KONMHECTED MHEOPMALWA N0 MEHEIHMEHTY DAcKa, HMaweich kag 8 [1] — [4], [T]1 —[10], [12]. [13], Tak » [11]. Mo
WMEPE BOIMOHHOCTH B HEM BENONSI083HE YAE CYLACTEYIOWWE TEPMAHE W onpafeneqns. DCHOBHBIE WX WETOHHK-
K — [2] i [4].

WzaecTha, 410 8 Espocosaza (EC), CLUA » gpyrax CTpaHAX W PETAOHEX MUPA CHUTADT 0033 TanaHLIM Hanmke
MEHSOEMEHTA DUCHKE B ABHOR NME0 CEpLImoR dopue. NosToMy NPAMEHASMEE TEMMHHE W ONPESENSHAR DOMHHE
OeiTe OEWENPKIHAHEl B DETYIWDYIOWMY OOEYMEHTEX. HanpuMap, TapsnH an3otoedTanss (2.6), ynoTpabnsems=n B
[17], HE NEOTHEOEEHWT CNpEOEnEHUD, NpuMaHRaMony B CLUA. KoMBUHMPOSEHHBIA TEPMHH &NDE0yCMOTOEHHDE
NpHMEHEHRE NPEOYCMOTPEHHDS HadHaveHrer (2.5) Wenone3yHT, NoCKoNeEXy HE SN0 QOCTWIHYTO KOHCEHCYCA O TOM,
KEHOW MMEHHD TEPMUH Cheayet npumadaTe. B [11] npumMeHnssT TepMisH anpeaycMOoTpeHH0e HEaHa4eHWE s, ToMga Kak
B pErynEpyiwe gokymedtay CLUA — snpegychoTpeHHS NpMmeHeHre: . D83 TEpMUHE MMENT B OCHOSHOM O4HO H
TO #E ONPEfanseHyE. Bring peleHo HeNoNs0BATE XOMOMHWPDOBEHHEIR TEPMMH G ONPESENSEHMEM, AHANOMMYHEM
TOMY, ROTOROS NpUMMeHRRT kak B EC, tak w 8 CLUA.

Toneso TPW TEPMWHE B HACTORLWEM CTAHAERTE He B23upyiTcn HE ONPESenBHEA, BIATEE W3 ODYIME CTAHGED-
Tola. 3o aynpaenade puceomn (2 18], aMeHegmmedT puckas [2.18) u shann meHamemeHTa prceas (2.189). Onpa-
OAnNEHWE TyNPABENEHUE PUCKOM: GeN0 COrMAC0BAHO C ONPEOENEHMAMA GEHANKS PHCHKAR W S0USHWBRHWE PWUCKEY,
npHEegaHHeMie B [2]. B ofpanensHu MeEHBLMMEHT PHCEA Y POMNEHD 3HEYEHHE CHCTEMATHHBCKOMND NOgXoOE o
HEDDXOOMMOCTH BHANWIE CO CTOROHE DYROBDOCTESE. KoHUEnUWA Gainag MaHeIMeHTa pucka OeINa NepeoHa“ansHn
BelgaMHYTA 8 [12], Ho onpegenedwe Belno MIMEHESHD, Tak K8k anpeganedue B [12] Geing oTHECEHD K NpOTORONEM
KEHECTEE, HOTOPEIE HE RENAKTCA HeoDxogHMem TpefoBaHean ONA COOTEETCTEMR HACTORLYEMY CTAROAPTY.

H.3 ObocHoBavwe paigena 3 Dbwmwe TpaboBaHNA K MEHBOMHMEHTY PHCED

Hetmorps Ha rnyokD MHOMBROYANEHEIA NOSN00 K QEATEMLHOCTH NGO MEHSIHMEHTY DWCKE ONA KER0ong pac-
CMATPUBSEMON MAOSNAA CYLUSCTEYINT OCHOBHLIE 3NEBMEHTE, 0BR3ETANEHEIE ANA BEAKHMEHHA B NPOWESSS MEHE0-
wmanTa phoka. Paznen 3 onpagandeT TakMe anamedTel. Npw HEEoTopom paznayen B tpefosaduns, abyonoBnaHHIM
NAOEANLHLME DPAANWHHEMK B DEryNApYoLME GOy MaHTax, painen 3 nodsanaeT yaoeneTeopaTs TpeboBaHua HacToR-
WarD CTAHAARTE.
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H.3.1 HayuMoHaNEHBIE WK PEMTMOHANEHBIE PEMYNWEYHOWKEe TpeioEaHHA

Cr4aHE BAMHOR RENASTCR MEHOYHAPOIHAA NDWMEHWMOCTE HECTORWEND CTAHOEPTE, HECMOTPR HE PAZNWYKA B
HELWMOHENEHBIE M PEMMOHAMTLHRX pErymMpyiowns Tpaboeasdnax. Hamiqsme 3.1 Heabeogumen ons toro, 41obel e Espona,
CLUIA (& Takse B QpyTies CTREHEY W PETWOHAX ] HECTORWMA CTAHOAPRT MOMHD GEN0 NPUMEHATE B DECYTMDYHWAY Npo-
rpammad. B Eppone gnn HEHECEHWRA Ha Npagykyusn mapsuposi CE warotoarTans, 4yTodsl COOTEETCTEOHATE CYLLE-
CTBEHHBIM TPEOOBAEHWAM, HE DDA3EH MMETE CODCTEEHHYK CepTURLMPOBaHHY K CHETEMY KavecTea. B CLUA ranmns
CHCTEMEl KEHSCTEA AENRETCA ODRISTENEHEM YENOEHEM ONA BEEOSHUA HAENHA B O0PAWSEHHE (KPOME CRayHansHa
acBobosnEHHER 0T 3Tora naganwi ). B 3.3 » 3.4 HacToswe o CTAHgapTa NpEgnMcadHn CTponos CoOTEETCTAME H3gENMA
TpEDOBAHWAM & cucTame kEMecTed. B 3.1 warotosdTend noaeoneHo NpUMaHATh TpEboeaquA 3.3 v 3.4 amects o
CHCTEMON KEHSCTES, SCNW JTOM TRE0YHT MAECTHEM PEry MY HWME OpraHsl.

H.3.2 Mpouecc MEHBOEMEHTS PUCHA

B 3.2 or KamOors MarotosrTens TpedyeTca YOTaHOBMTE NPOLECE MEHETHMEHTE PHCHE K3E YACTe Npouacea
NPOEXTAPDEEHAA MEQHUMHCROMD MANSMMA. 370 HeaBxoOuma, 4To0kE LIrOTOEHTENE MOr CHCTaMaTHHecRK obacnaqn-
BATH HENWYWE B NPOUECES TRE0ReMEN ANEMEHTOE. AHAMMA DHCEE, OUBHWBAHWE JWCKE W YNPEENEHHE DUCKDM ABNA-
HITEA OEsH DEHOBHLIMKY COCTABNAHWMMHE NPOEEECa MEHEOMMEHTA DHCKE. DOHAKO B OOMONHEHWE K 3THM 3NEMaH-
TaM oCobos BHUMAEHHE CRegyeT FOSNATE TOMY, Y4TO NPOLECE MEHEQMMEHTE DHOKE HE SAHAHYHEAETCR MPOBKTHROBS-
HUER W METOTOBMEHWER MEJWLMHEROTD MWNENWA, 8 AonseH SeTe NPOOOMNHEH HA NOCTRROMIBONCTREHHDM 3Tang.
CraatearansHo, chop nocTnpoMaendcTBaHHoN MHPOPIMALMK DECCMATPWBEKT KaK HEODXOOWMLIA 3NEMAEHT NPOUSc-
CH MEHEAMMEHTE pucka. ECny maroToBumens NpAMEHAST CHETEMY KE4BCTES, NPOUSCE MEHBOMMEHTA DUCKA paro-
MEHOYHIT MONHOCTER MHTEMPMRORATE B TANYH CHCTEMY KA48CTEE.

H.3.3 OTEeTECTEEHHOCT L BLICLEND PYKOBOOCTER

DEA3aTaNLCTES PYHORBOOCTES NPESNPHATAR-UIMOTOBMTENA DHEHE BEMHE ANA PR3yNETATHEHOCTH NpoUEces
MEHEHMEHTE pHcEa. Briciues pysDeoncTen SOnMHD HECTH OTEETCTESEHHOCTE 38 PYKDBOOCTED NPOUSCCOM MEHEDH-
MEHTE PUCHA B uanod. CResoearensdHo, NyHsT 3.3 BEMHOYEH ONR yOUNSHWA 3TOR oTBSTCTEEHHDCTH. B YacThocTy,
COSNAHL] CREgYHLNES BhIBOILL

A) NOCKONEXY HACTOALWWA CTEHOSPT HE ONPEJEnAaT YOOEHA SOMYCTAMOIT DHOKR, MIrCTOBMTENSL OOMEEH Cam
PELATE, KAHME ROWTEDAM CReqysT NEHMEHRTE, YHHTEIBAA NEH 3TOM MMenLUMecs hakmopel;

by npw oTCYTETEMH HEOGEOOMMBIE PECYPOOE DEATEMRLHOCTE M0 MEHSIHMEHTY PHCKE Dy0eT MEHES pa3yNETaTHE-
HOA Oad NP SyRBENEHOM COOTERTOTEMH ODYTMM TREB0EaHHREM HACTORILErD CTAHO0APTE;

C] MEHEOMMEHT DUCKE — aT0 CREUHANMIMPOBEHHAA OBNacTe, TREDYWEAR NPHENBYEHWA Ny, oDyHEHHbIX
WMETOSAM MEHSMIHMEHTE pckE (o, H.34);

d) MEHETHMEHT PUCES — 370 pA3EMBERMILWAGH NPOUsts, W HeobxoguMo NPpOBOgTE NEpUOOHHEcEME aHanws
OSATENEHDETH N0 MEHEOMMEHTY PRCKE, 4To0R YO0CTOBEPATEER B TOM, H4TO BOO JEHACTEMA BENONHEHE MPEEUNLHD, 3
TaRHE MCNPEENATE Cnalwe MecTs, BHEOPATE YCOBSPWSHCTEOBSHUA 1 ASANTHPOBATEER K MIMEHEHWAM.

H.3.4 Keanufreaynn nepcosana

JAns BeiNONHEHAA 238084 N0 MEHEIHMEHTY DUCKE BAMHO MMETE HEANWHUUMpOBaHHLE coTpyaHMrRoe. Mpousc-
O MEHSIHMEHTE PHCKS TREOYINT YHACTUA NEPCOHANE, KOTOPLIA IHAST:

- HEK CHOHCTEYHDOEEHD M30anHe;

- Kaw Maganua paboTaear;

- HAKDED NPEAYCMOTPEHHOE HAIHEYEHWE WM30ENHRA;

- HAK NPUMEHATE MPOLECE MEHEORMEHTA DUCKS.

Cragyar TamHs NpUENSb HECHOMLHD SHCNEpToE — CNEUWANMCTOR B cBOeH ohnacty aHadwA. OnA obacnavya-
HWA OOBEKTHEHOCTA MX CEMOSTENEETE HEOOXoOMMEl COOTEETCTEYHILME EEANMPIMEEUMOHHBIE 2anncy. M3 coobpane-
HAA EDHEMOSHUMANEHOGTH B HACTOALLMA CTAHOAPT HE BRAKMEHO TPEDoBaHME XPDEHEHWR 3THX 3anWced B daiinsa
MEHEOMMEHTA PHCKE.

H.3.5 MNnax meHenxMeHTa PUCKEE

MraH MEHEOMMEHTE PHCKE HEODROMMM N0 CNESVHWLMAM . NEHSHHEM:

- OAH HEANEHAWETD MEHEISMEHTE PHCHA BAMEH OPraHW30EEHHER nanton,

- NNaH ABNASTCA CEDEMD pOO8 SMapLUpYTHOR KEApTORs ON8 MEHSIEMEHTE PHCKE;

- MnaHd cnocoicTEyeT 0BLEXTHEHDETH MEHELRMEHTS DUCKE W NOMOrasT e 330wBaTe 0 8ro OCHOBHER 3ne-
MEH TR,

MnaH noresed NpW HEOOHOKPETHOM MPHMEHEHHE NPOUSCCA MEHSIMMEHTE PHONE B PaMHEX O0YWBCTENEHWA
MOGHNEGYHMLME MPOMPEMM MEHEOKMEHTE PHCKE; HENHYME B NNAHE NYHETOR &) — 8) obR3ETansHD N SRy oMM
TIPMHAHAM

a) 00NACTE NEMMEHEHMA NNEHE OLEETRIBEET O28 OTAMYHEIX ODYT OT OpyTa CocTasnsowwme. MNepean vaeHTvgn-
UMPYET PACCMATIMEIEMOE MEOWUHMHOHOE MADENAE WK NPUHIGNERHOCTE, 8 BTOPAR — 3TANL HWIHEHHOM LMENS
MAONENME, DXBATHEASMLIE NNaHom. [py onpeganaHsdd obnacTi NPYMEHEHHA MOHRET CTETE O4SBASHEM  HEBHEMHHE-
HWE B NNaH KSKoH-NHEo YE0TH Maganud, a Takse HeoDuagumocTs OxXBaTa OpyrUM NNaHoM EEEME-NuGo 98cTel mua-
HEHHOTD UHMKNA MI0EMHS;

b BEpuhMEaUMA ABNAETCA CYLUECTEEHHEIM BMOOM O8ATEMLHOCTH, B8 NPOBEOAaHME RenAeToR TpebosaHwam
6.3, MnasMpoEaHHE D8HHOTD BUOE OSATENEHOCTA NOMOrEeT oDecnaYmTe HanmHwse HeobxoguMex pecypoos. Ecrm
BEPHGIMEALYMA HE JBNAEHWPOBAHE, 89 BEMHEIE COCTABMAKILWE MOMYT ObITh YIyLYEH;
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C} PRCNPEOSNEHWE OTEETCTEEHHOCTH HEODxoouMe anA 0BECNEYEHHA BRINONHEHKA BEEX 3ANAEHWPDOBSHHLIK
O2BCTENE,

) 2TaT NYHET BRAKHEH K8K NPHIHAHKNES OTBSTCTEEHHOCTH BRICLLETD pYHOBOSCTES,

£ HPUTERHE OONYETMMOCTA DUWCHE RENAKITGH OCHOBONONAMAKWMMK SNA MEHEAMMEHTA PHCHE, WX CREgyeT
ONpEREnNATE 0 HAYANE BHANMIA pPUOKA. 370 NOMOMET COXNPEHHTh O0LEKTHEHOCTE NPOUSGCE, ONWCAHHOMD B
paznensa 5

TpeGoBaHWE 3pAHWTE 33MNHCE 00 MAMEHEHHRY BEMOHEHD C WEMNEH O0NersaHre ByaMTa W aHaNM3Ia npouscea
MEHBHMEHTE PHCKE.

H.3.6 Dann meHeO&MEHTa pPHCHE

B HAacToAweM CTEHOSPTE TEpMHH afain MEHeEMEHTA DHCEED NPHMEBHREIT ANA OD03HAYSHHE HAMBREHWA
HIrOTORMTENA PAIAMECTMTE B KHOHKPETHOM MACTE MW HEATH MECTONONOMEHWE BOAX 3ANWCEE, OTHOCALLMACA K MaHan-
HMEHTY pHCEE. 370 00NEr488T MEHBIMMEHT PHMCES W nozsonaeT Gones =hdiekTMEHD NROSECTH SY0MT ND HECTOALE-
My CTEHAAPTY.

H.4 ODGocHosanme pazgena 4 AHAnNKI pycEa

B ocHosy paagena 4 nondsad [131], pACCMETPUBaWMA aHAMKI PYCEa MEOWLMHEKME HAZENKMA B YETAHABNWES-
HILLME TREOOBRHNR K HEMY.

B pazgane 4 u nocnegy My paznenas HACTORWEND CTEHAAPTA Bod TPaBOEaHMA HENOCPEAETEEHHN CODTHOCHT
GO CEEMOR 3TAN0E NPOUScEa MEHaNEMEHTE DHMCES, NPEACTABNEHHOW HE pMOYHES 2. YonoBHBE obO3Ha4eHMa Ha
CHEME (HOMEPE STEN0E) ABNFIOTOA CERIYHILMMKE 2EEHERMH MEMLY MCYHEDM 2 W TPEBOBSHMAMK HACTORLLEND CTEH-
napta. 310 pacluupaHde npoustcd MeHegsMEHTa puced, pazpabotadHor B [13]. Kar noEasaHo HE puSyHEE 2,
Npouecs gonsed DuTe MTEpaTHEHRIM, © PRCCMOTREHHMEN N0 O4SpanM BCax PUCHOE W BOZERETOM HA DOnes pasHuwe
STAMNE, SO MEEL N0 YIPEENEHA PHCKOM NPWBOOAT K BOZHUEHOBEHHK: HOSEIX ONECHOCTEN MMM CTAHOBMTER OO0CTYN-
HOH HOBEA WHOORMALMEA.

H.4.1 Mpouwsoypa aHanwia pucKa

Mpagenypa aHAMKIE PUCKE ONACEHA B COOTBATETEMN G 4.2 — 4.4,

OobasnaHo NEHMESEHRE O TOM, KAK NOCTYNETE MPK HANWSWA BHANW3E DUCKR MR SHANDTWEHOM MEDHLHHEHD-
10 MZOSNRE, WO TOM, 4T HYRHO MHHOpMUPOSaTE NONEI0BATEMER HACTOAWEM CTEHOAPTA O HANWYMKA TEXHD SHANK3A
PHCKR, NOCKONERY NOOOEHYHD WHRORMEUMK MOEHS W PEXDMEHOYETCA MENONEINEATE QN SKOHOMHK BREMEHN, You-
nHiE W10, DAHERG NOMLI0BATENM HECTOAWEN CTAROAPTE NonsHe BeiTe O4EHE BHUMATENLEHE NPH CMCTEMETHHECEDM
NPHMEHEHKY PEAYNETATON CEOVE NPS0EOYVILME paGoT QN8 TERyLWEnd SHANW38 pacKa.

TpeSoBaHnA, WanomeHHee B 4.1, nepedMcnedna af — ), 00pasyioT OCHOBHOR MHHWMAaN:HER HaBop gaHHEx,
ODECNEHHEERWMA NPOCNENHEBSEMOCTE, OHH BEXHLI ONA AHANKNIE MEHSMMEHTE PHUCHE W MOCNBOYIILWMWE BYOMTOR.
TpebopaHne 4.1, NepequcneHire a), NOMOrasT Takse BHECTA RCHOCTE B OBNACcTh NPMMEHSHWA AHANMIA DWUCKE W
BERWHHYMPOBATE Bro NONHOTY.

H.4.2 NpeoycMoTpeHHDE NpHMEHEHHEINPEOYCMOTREHHDE HEZHAYEHWE U ONPEOENEHWE XaPaKTEPHCTHE, OT-
HOCAWMWXCA K DE20NaCHOCTH MEQULMHCROMD H308nMa

JanHER 3TAN NOOUSCES MEHBEQMMEHTS DUCKE IBCTAENRET WIMDTOSMTENA NDOAHAENMIMPOEATE XAPAKTERUCTIA-
¥M, BRWAKIWME HE GE30N30HOCTE MEGHUMHCHOND KIgenHa. B TaxoR aHands peHoMeHnyaTcl BENHETE: «000cHoBaH-
HOD NPOrHOSHpYEMos HEnpasqisHos npeMadHeHres. M2oania Sacro NpHMEHRAKT B CHTYALMAK, HE NpEOyCMoTpeHHLIR
HArATOBMTENEM MKW OTAMMHEIY OT TEX, KOTOpRE GhiAl CNPOrHOZMPOBAHE HE CTAAWH NEPEOHSEYAMSHOR KOHLEMLMW.
BaotHo, 4ol MaraToeHTaNs NONLITANCA 38rMAHYTe B Dy OYLLSE W pA3rNR0eTe ONaCHOCTH, BOIMOKHEE NPH NOTEHUK-
ANBHEL NDUMEHEHNRY Br0 Wa0anuA.

MpunosaHda A NPEOHEIHEYEH0 N8 ONPEOANEHRA XEDAKTERWCTIL MAEOUUMWHEKOMD M3SENUA W YONOSWE &ha
SRCnnyaETagHe. TNpHBS0EeHHEIR B HEM NEPE4aHE BONPOCOE, HA KDTOREE CRaayeT 48Tk OTBETE, HE RENASTER HEYSPNLI-
BANILAM. HAHOLIA MArOTOBHTANE QOMEEH TBOQHECKM OTHECTMCE K DNPESSNSHMI COOTRETCTEYHLWNY XApakTEpHCTAR
De30MAacHOCTH WECNEOYEMOND MEOHUNHCKRDID MagandA. MNepayart BONpOCoE NPHESgEH B cooTeeToTEMN © [13] © Haka-
TOPEME QONOMTHEHAAME, NOREMBLLMMWCR B DESYNETETE ROMMEHTAEPWES K NPOSKTAEM CTasnapra. Bonpoow gaddaro
NEQEYHR NOMOTET WAFOTOBMTENK NOHATE, SKOG0E M HTO MOMET NOATH HEnpEsdneHos. Npunossdee B, npagHasHs-
HEHHOS ONA WAgenyid ona in vitro QUarHocTuim, W nprnomedee C o TORCARONAOrHYECEH . ONACHOCTRY GCHOSEHE CO0T-
BETETEEHHO HE npunoeasdAx & 1 B [13] ¢ Hebonewumy HameHeHERM L.

H.4.3 MpesTrHEaUWA MZBBCTHRIX MK NPOFHOZMPYEMLIX ONACHOCTER

Ha sassom 37ans npouSsccs MEHENEMEHTE DHCEE 0T WATOTOBRMTENA TREDYINT CHCTEMBTHHECKDN HOEHTHOIMKE-
UMK BO3MOMHLY ONAcHOCTER. MarcTOBMTErND PEroMEHSYHT COCTABMTE NEPEYSHE MIBSCTHEIX HNK NROTHO3HEYaME R
ONACHOCTEA HE OCHOBEHWH XAPEETEPNCTHE, OTHOCRIMYCH & BEIONSCHOCTH W NPMESOEHHEY B 4.2 HACTORWEND CTaH-
papTa. MonyYeHre OEEHA ¥ MEHESEMEHT DHCKE BO3IMORHL TOMNLKD NOCNE WOaHTWhMEBLMK anacHocTan. CocTas-
NEHME NEPEYHA ONACHOCTERA NOABONAST OENATE 3T0 CHCTEMETHHEDHM.

B mpunoseHr D HBCTOAWEN CTAHOSPTE NPMBOOAT NPUMEQE BOGMOMHES ONSCHOCTER 1 CONYTCTEYOWME thax-
ToOpoE. TEKHME TEDMHHEI HCNONLIYIOT, NOCKONELY HE BOAMOA ACHO, Y4TO REMNAETCA DNBCHOCTEN, 8 470 — CONYTCTEYHILLMHM
dharTopomr. 310 ocobeHHD BapHG QNA NOCNBOOBATEMEHOETA COORITHA, KOTOPEA B MTONE MOHET NPMBECTHA K CO30EHUK
AMACHOE CHTYBLMA. NPy 3TOM HEBSEMHD, HAIBAH MW KOHEPETHLIR 3NEMEHT TEEOA NOCNEQ0BATENLHOCTH EONECHOC-
ThHI% WA SCOMNYTOTEYIOWMM darrapam:.

Mepedgte, NPHESOEHHLIR B NpanoHeHrE D, HE ABNSETCR WCHEDNESEHWMM, OH NPEGHAEZHEYEH HE CTANLKD
ANR KOHTPONA, CHONLED ANA CTHMYNALMY TEORHECKONT MEALNEHRR .
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Mpunoxedre F HBCTOAWSM cTAHOAPTaE NpeacTaanAeT cobol pyrosoqeTen no 0BWKEM METOSaM SHANMM3E PUC-
EH, KOTOpLE MOrYT ObiTh NONE3HEI NPH WIEHTADMEBLMY ONSCGHOCTEA.

H.4.4 Onpegeneyve pucealoB) ONA KAXO0W ONACHOCTH

3TO NOCNEAHHE STaN SHANH3A puoxa. TNAEHOR TEYOHOCTEI HE QaHHOM STENE ARNRETCA TO, 4T0 JERTENEHOCTE
o onpEgenaHwn prced ByoeT pasHoR ONA KAaXO0H WCCNeayamMol ONacHOCTH, 8 TEKEE NS HAXOI0rD M3OEnuA.
Maaromy Bend NpHHATS PEWLBHWE MAN0EMTE CoOBpXaHnE 4.4 HECTOAWS CTaHaapTa B 0Dwux wapTax. [NoskonsKy
AMACHOCT MOTYT BOIHMEHYTh K2 NPW HOPMANEHOM yHELHMOHUPOBAHAN WAOEMHA, TAK W NPW HENPEEUMALHOM &M
cpabatelBaHUN, CNEaYET BHMMETENEHD PACCMOTPETE 0D cHTYaUMK. Ha nparTara obe CoOCTABNRHILME PUGKE —
BEPOATHOOTE M TAMECTE PUCKE — DEXOMEHOYIT SHANMIMPOSETE OTAENEHD. BCNKM MaroTaBmMmans CHETEMATHYECEN
MPYMMEHRET CNOCOD PEINSENEHUA HE YPOBH TAMECTH WNH BEPOATHOCTH DHCKE, aMy cnegyet papadoTare cxemy
TEXOMD DAOENEHAR M J3PErMCTRMPOBETE 88 8 (aing MaEHEEMEaHTa pHCEa. 3T0 NOAB0NNT HIrGTOBWTENK MPE B
HO PEArMPOS8aTE HE NOBTOPHOS NOAENSHWE SXEMBANEHTHLD PUCKODE W NOSIYHEMT CEBASETENLETROM TOrD, KESK OH NocTy-
nan 8 nogohHoM Chy4as paHes.

Mp# CNPEASMEHAA DHCEE 38HBCTYE HENBTHD NONYYUTE SOCTATOHHOES KONWHECTED GaHHex. MToaTomy pernmaH-
OAUMK NPOBSCTA DNPEIanEaHE PHMCHE ROMMHECTESHHEIM METOOOM BRINOMHATE YWISETCR HE BCAFOA.

Mpanosedwe E (nyssme E.1 v E.2) npeacTasnAeT cobol pyRoeoqeTed no aHanuay pucksa. Madgiopmagwss anm
HED BLINE MOMPHeHa M3 PEaHbIE MCTOMHWS0S, Baroqan [B]. 373 neiopmaEauya B HECTOALWEM CTaHgapTa aqanTHpoeaHa
Tak, 4TobDe COENaTE 88 NOAS3HOW ONA BCaX MEOMUMHCEWX wapganud. [MNpunosedvse E He cogepsuwt Tpebosadwn
NOCTROMTE #OWArpamMMy PHCKas, QSMOHCTRMDYILYH BIaUMOCER I MERDY BEPOATHOCTEX, TAMBCTERY W OONYCTHMOC-
ThHE) pUCKE, ECnM OnA yCTEHOENEHWR OO0NYCTHMOCTH KOHEDETHOND PUCKE MCNONLIYIOT JHADEMME! DPHEKE, X NRMME-
HEHWE W MHTERNPETALMH DARDMEHOYETCH ODLRCHATE B KEMOOM KOHEDETHOM CNYYE8 OTOSMLHO.

H.5 OGocHoBsaHne pazpena 5 DusHMEaHWE PUCKE

Mo BONpoeyY O GOMYCTAMOCTH DHCKE O0NMHL GeTh MPWHATE BOHEDETHRIS PEWEHWA. PEdE O NPMHATHA pELUEHEA
MZET WMEHHD B PA3NEN:E 5, TAK K2K HE QSHHOM STENS BNEpELIE CTAHOBUTER QOCTYNHOA BER HEoDxonMman MHbopma-
UMA. M3roTosMTans MOMET WCNOMBEI0EETE HHPDOPMEUMID O DUCKEY, KOTOPEE ONPpaOsnaHsl, H OUEHHTE 3TH PHCHA ©
NOMOLWEED HEMTERWER QONYCTUMOCTH, YCTAHDENEHHEX B NNEHE MEHELMMEHTE pHoxa. O MOMET TAKHE DECCMOTRETE
PHCKKH ANA ONPELANEHHA TEX M2 HAX, KOTOpRE TReyaToa yMeHblLUKTE, Paanen 5 wanowed rax, 4Tabbl nank308arans
MOr M3AGEMaTE HEHYRHOR paborw.

H.6 OGocHoBaHue paznena § Ynpasnexue puceosm

H.E.1 ¥meHbweHMe pitcEa

3Tane ynpasnaHA prckom 6.2 — 6.7 abpalyoT norv<ecEyn NoCNegoRarensHoCTe. TAKOA CHCTEMETHHECKMA
Noaxog sasad ons ohecneyeHrs QOCTYNa K CODTEATCTEYHIWER MHDOpMaL WA,

H.6.2 AHanKz BOIMORHOCTER

YacTo CyLUSCTEYET HECKDNELD cOCoBoR yMEHEWNTE prck. B HBCTOAWEM CTEHOSPTE NEpEHHCNEHE CREaYED-
LEJME BOEMOMHOCTH:

- BEAONSCHOCTL, COSCNeYMBASMER NPOBKTAM M HOHCTDYRLWER MEOMUMHERON WIOSNWE,

- CPEOCTES 3ALMTE HNK 38WKETHEIE MEDE, NPEIYCMOTPEHHLIR B NPOLECES NROMISNOCTER MEgHUMHCROMD Wine-
nHA;

- MHOpMALWE No BE30nACHOCTI.

CTaHpapTHE MEPE N0 YMEHLIWEHWD PACKE manosadsl 8 [Z]. TIpH yMEHsWweHMM JWcka BAMHA Nocnagoea-
TENBEHOCTE NPEANPHHHAMESEMEE MED. 3TH HE MEPE MEND0HEHE B HECKDNLEME QOKYMEHTEE, BHNDHER [T], 8 Taoke B
NOEANBHE MW PEMMOHEMLHEY PEMYMPYIOLWEE qokyredTas (Hanpusap [11]). Ecne eoamorHo, GE30nNa8cHOCTE Mae-
nva parosmaHdgyaTes obecnequBare ApY arg NPoEKTHROBAHHK. ECnn ato HEBOAMOMHD, CREAYET NPenycMoTpaTe
COBOCTES 381HTE MEOHUMHEKDI MINSEnHA, HANpUMap DapeERs MM 3EYEDEYH TRSBOHHYH CHIHANWIALMD, Hanume-
HES OSRCTEEHHON 28IUMTHOA MEPOoH RENAHOTCA NHCEMEHHLE NPEOYMPEEOSHEA WM OrpaHMYeHnR NpoTHBONOKA3S-
HIR.

DOWEnpUIHEHRHG, 4T0 OOHUM K2 PE3YNETATOR AHENHEE BOSMOMHOCTER YMEHbLUEHWA HOHKPETHOM DUCHE M-
HET CTETE OTCYTCTEWE PEANLHID CROCODE yMEHEWWTE DEHHEIR PHCK G0 Q0NyCTHMOM YROEHR COMMESCcHD Npegespe-
TENEHD YOTAHOENEHHEM KEPHTERHAM SOMYCTHMOCTH pHcEa. Hanpumap, MoeT DbiTh HEEBO0IMONHD CNPOSKTHpOsaTh
HAGENWE N5 ROOOSPHEHWA HWM3HW § QONySTAMEM OCTATOMHEIM DWCHOM, YOTAHOBNEHHEIM COMNACHD KPUTARKARM
ACAYETHMOGTH pRcka. B aTamM cnyyas cheqyat BeiNoAHWTE AHANKI COOTHOLEHWR PRCKNOML3E, KaK 370 OnWMcaHo B 6.5
HEBCTOALLSMD CTAHGARTE, YT00L ONPEdEnyTh, NEPEEallMEaaT MM NONE38 0T NPUMEHEHNA HAZENWA QCTATONHEIR DHCK.
TaKaA BOIMOHHOSTE BENOYEHa B 6.5 HACTORLWErD CTEHOARTAE ANR 0DECNEYEHAR YESDEHHOETH B TOM, 4TO NpeanpHA-
Tkl BOE BOIMOHHLIE YOUNWA 008 YMEHBLUSHWA DHCKOE 40 NPEABSPHTENLEHD YETEHOENBHHLE SOMYCTAME YROBHER.

H.6.3 MNpuHATAE Mep No YNPAENSHW QUCHOM

MpuHATASE MED No YNPABREHAK RHCKOM BRNIOHAET B cabh 0se paanmiHe saprdmiann. Naepean sapudiara-
uWA HeobxoaumMa s oBECNEYEHNE YEEPEHHOCTH B TOM, HTO NPHHATHE HOHEDETHOA MEpE NPHBEOET K ¥MBHELIEHW
KOHKPETHAOND WCKR, BTOPAA BOpHEMEALME — AnA 0BECNBYEHMA TOMD, YT0 B OEDHYATENLHOM NPOBETES COOTEETCTBYH-
AR 3AWMTHAR Mepa ByosT npueATa.

H.G.4 OueHMEIHME DCTATOHHOMD PHCHKA

Ha gakHoM aTans ynpaEnsqHsA DHCKOM NPOBOGAT NPOBBQRKY B LENAX ONpEgansded TOr, QOCTaroHHel K npx-
HATEIE MEpLl AN8 700, 4700k COSNETE KOHKPETHEA PRCK QOMpcTHMEM, ECnm gaqHeR pUEK HE YOOBENETEOPRET KpW-
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TEPMAM, YCTEHOEMNEHHEM B NINEHE MEHEAXMEHTA DUCXE, MIMOTOEBWTENM JOMSHE NPWHATE GONCNHATENEHBE MEDE
No YNPAENEHWH PUCEOM. 3TOT MTERETHEHER NPOUSEE PEKOMEHOYVETCA DOYLWECTENATE Q0 TEX NOP. NOKS GAHHBIA DACK
HE By0aT YMEHBLIEH 00 SOMYCTMMOND YROBHA, YETEHOEMEHHOM B NNBHE MEHEOMMEHTE DHCKE.

B HECTORWME CTRHO3PT BENEHEHD TpEDoEaHWE 0l 0GECNEqYEHHK NONLICEATENA COOTBETCT BYHMLERA HHGOpME-
UMEBA N0 OCTATOYHLIM DUCKEM ONA TON, YTODE OH MO NDEHUMETE PELLEHWE H3 OGHOBE DONYYEHHOA MHOoPMELMK.
S0 Tpebosaqe COOTRETETEYET NOGXOAY, MOWMHATOMY B0 MHOMME CTPaHaY W parvoHax, sknoqas ClUA w EC.

H.6.5 AHanuz coOTHOWEHHMA pUCKNONL3a

WHOrga soHEDETHER PWCK, CEA3HHHLIA C NPUMEHEHMEM MBOUMUNMHCKOTD MAGEnA, NpEBsILEsT o0WUEnprHATLIR.
E HACTORWMA CTEHOSPT BENEHEH NYHET B.5 B NOMOULL HAMTABMTENKD, BENYCHIHLWEMY M30ENWE C BRICOKDA CTENEHEK
PHCKS, KOTOPOE OH SONMEH BHAMATENLHD OUBHWTE W NPOSEMOHCTPHRPOBATE, YT0 NONE3E 0T APUMEHEHWA SaHHOrg
HMAOANAA NEPEESUWERET BOIMOKHEIR PHCH.

H.6.6 [lpyrue BO3HMKAFLWWE ON3CHOCTH

MywkT .6 BENHYEH B HACTOAWWA CTEHOART, TaE Kdr oDWanpHIHaHHO, Y10 MEPEI NO YNPEENBHNKY PACKOM,
KANOEA B OTABNEHOCTA MM B COHETEHMW QYT C G0YI0M, MOMYT CTETE HETOHHUKDM HOBEX ONACHOCTER, OTNMHEH0LUMCH
OT YHE HABSCTHLIX-

H.E6.T7 NonHoTa oueHMBAHMA pUCKE

Ha panHom 3Tans ynpaenaqHis DUCKDM PERDMEHOYETCA DUSHWEETE PUCKW BCEX ONACHOCTER ANA ohacneyqeHina
YERDEHHOCTH B TOM, 4T0 HH 00H8 W3 ONSCHOCTAR HE DCTANACE 33 NPEOENAMH NOAHOMT SHANK3E PUCKA.

H.7T OGocHoeavue pazgena T OusHMEIHHE NONHOMND OCTATOYMHOMD PACKE

Mp# QCyISCTEMEHWE NPOLBCCE, DNWCAHHOM B paznanay 4 — B HECTOAWST CTEHAA0TA, MIrDTOBMTENE: WIEHTH-
IMUMPYET ONACHOCTH, OBEHWUBAST BEE PUCHY M NPMHAMAST HEOBXOOMMEIE MEDE! NG YNPEEMEHMED PUCKAME B PaMEax
CEOEM NPDeEkTE. Ha gaHHoM 3Tans MaroToBWTEN: OOMKEH PAcCMOTRETE COBOKYMHOE BRWAHHWE DTOBNEHEY DCTATOH-
HEIX DMCEOE M NPWHATE DEWSHWAE O BO3MOMHOCTA gankbafwed pabote Hag waganwes. MonHeld OCTATOMHLIA PACK
MOHET NPESELILETE YOTEHOENEHHLE WMDTOBATERSM EPUTERHY QOMyCTHMOETH PUCKE, DEME S0 OTOEMNBHEE OCTa-
TUHHBE PHCEH DyayT gonycTime. 370 ocofeHHo CNpaesgnnen GnA CROSHLL CHCTEM M HAZENWA C DoMmbLUIMM oo
BOAMOEHEY pHCKDE. Jame acnw nondeif OCTaToOqHER PUCK HE YOOBNETECDSET HPMTEDHAM NNAHE MEHEOHMEHTA
PHCHE, MAMOTOEH TANL MMEBT NOCNS0HCH BOAMORHOCTE DOYILBCTEMTE NAMNHOE OWSHMEAHME COOTHOMLEHME PHoKNoNL3a
OnA Toro, 4Tobhl ONPENEanHTE, MOKHD N NOCTAENATE HA PhIMOK W3OSMME © BeICOROA CTEMSHLH PUCKE, NPUHOCALLSE
npH 3mom GoMLWYH NoNs3Y.

H.B ObocxoBanwe paznena B OT4eT No MEHEONMEHTY pHUCKA

CrrysT No MEHSIHMEHTY PUCHE — 370 PEWBKHILWEA YAcTe hanina meHeasMmedTa pucxa. B Hem gormeHo Geite
EPETHD MANOHEHO, 470 Belno cOBnaso 8 NPOUSCoE MEHBIMMEHTE pHoKA. B aTHaT No MEHEOMMEHTY DUCKE PEROMEH-
OYETEA BRNEHETE YRAIATANM K BSMHEM YACTAM GEAna MEHEDEMEHTS puoka. OT4eT ABNRETOA JOKYMEHTOM BRICORIND
YROBHA NP PEUEHNE Boax npobnem, OTHOOAWMEXCA K PUCKANM, CERZEHHLIM © MIOentam.

OnA MaHaqEMaHTa PUCKE OYEHE BRMHE NONHOTE 8o NPoseneHnA. He nonHocTel DEWSHHER 3308498 MORET
AAHEHETE, YT0 KOHKPETHLIA PUCE KEHKOR-NME0 DNSCHOCTH RENAETOA HEKDHTPONMDYSEMEM, CREACTHNEM SET0 MOKET
CTATE NPWHUHEHAE BREOE. HenonHorsa npogeces (HanpeMap HauaeHTHOMLHPOEEHHLIE ONACHODCTH, HEOUSHEH HIE
PHCHY, HEYCTAHOBMEHHEE WM HENPRHATEIE MB0E N0 YIPAEAEHW PHCKDM ) MOMET CTATE NPMYMHOA BOIHUEHOBEHWA
npaBnem Ha NODoM 3TAN8 MEHBPHMEHTE DUcKa. DIMeaT N0 MEHEIHMEHTY PHEKS ABNRETCR MHCTEYMEHTOM, © Nowo-
LY KO TOROID MOHKHD CYAMTE O NOMHOTS NROLBCEE B UANoM. 3TORD GOCTHMEINT YETEHOBNEHKWEM TPEO0BAHMA NpoCne-
HABSEMOCTI GMA SEMOHCTRELMA BRNONHEHHA BCEX MED N0 YNPSEMEHMED PRCKOM, HEODOnuMe G SOCTHHEHNR
OONYCTHMOND DETATOHHOMN PUCKS ONA KEHA0A ONACHOCTH,

H.9 DGocHoeasne paspena 9 MocTnpoM3IsoncTEEHHAA HHDOPMALMA

CrenysT NOAHEpEHYTE, ST0 MEHEORMEHT DUCKE HE BonseH DbiTh SHEADUEH C BHEODEHWEM WIJETHMA B MOOW3-
BoOcTEO. MEHEOMMEHT PHOKE HE MOaT GhiTe 38880LUEeHHRM NPOLEBCCOM, TEK KK OH OCHOBEIBEETCA HE HA NPHUMEaHSE-
HAW PEENEHOM W30ENWMR, 8 HA NPEANONaSEHHE O BOAMOMHEIX ONSBCHOCTAY &M NPUMEHEHWA. DUBHHBAETE [HCEH
MOMHEG HE NPOTAKEHEMM BCEMD NPOUECCE NPOSKTHPOBAHME MIOEMHR W YTOUHATE WX yEE Ha paboTamwed Mmoganu.
OaHarse MOgens HE MORET 3AMEHWTE PEANLHOM WINENMA B NPOLECCS SECNNYATAYMH DEANEHLIM NONE30EATEnEmM.
TonkeD B 3TOM CNYHE8 O4EEMIHE BCE BOIMOEHEE ONAcHOCTH. BoT noYamy MaroToerTan DesoMaHayeTon OTonemmn-
BATE NOCTNROMIA0OCTESHHYH MHDOPMBUWMID B DTHOLWEHWK TOM, Y4T0 MOHEET MOBNWATE HA ONPEQanEHWE DHORDE W,
CrEA0BATANLHD, HE NPWHATHE DEWEHWA MO NPOUSCEY MEHENEMEHTA prcka. NP HANKMHEK TEHOR NOCTRPOM3Bag-
CTEEHHOA MHPODMBEUMH NPOLUSEE MEHEOMMEHTA DHCKE JEACTEMTENEHD MOKET CTETE NOBTORRHIWMMER NPOLBCCoM B
JAMEHYTOM LIAHKAE.

249

GOST
I

FOCT P ICO 14971-2006, N3penusa meguumnHckue. NpuMeHeHne MeHeaXXMeHTa pucka K MeEAUUMHCKUM U30enNnsm
Medical devices. Application of risk management to medical devices


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14971-2006
http://gostexpert.ru/gost/gost-14971-2006

FMOCT P MCO 14971—2006

TaGnwuua J.1i

NMpunoeerue J
[obRzaTensHoa)

CeegeHds 0 COOTBATCTEMM HALWOHANLHLIX CTAHOAPTOR
Poccuickol Taaepaudd CoLiNOYHLIM MERAYHAPOOHLIM CTAHOADTAM

Ofoamsvarne CoRNDUHDTD OfrinaueErMeE 1 HAMMEHOBAHBE COOTEETCTEYK W e
MEE YA PORHACD CTARGAPTA HAUMOHANBHAID STAHDARTS

M3IK 80601-1:1288

HOCTI

MCO 13485:2003

kEHECTEE. CHCTEMHBIE TFEEHJE-EIHHH L5 Yensn PEFYNAPOBEHARA

MCO 2000:2000

MO®EHNA W1 CNoad P

MCO 109583-1:2003

MCO 14971-1:1008 MOCT P MCO 14971-1—28 MegwurHckiee w3penwA.  YNPaSENaHWs  DECKOM.

Yacte 1. MpMMeHEHHE BHANMAA DUCKE K METHLBHCKMM Wa0enuam

a0

GOST
I

FOCT P ICO 14971-2006, N3penusa meguumnHckue. NpuMeHeHne MeHeaXMeHTa pucka K MegUUMHCKUM U30ennsm
Medical devices. Application of risk management to medical devices

MOCT 30324.0—85 (M3K 601-1—8BJTOCT P 50267.08—82 (M3K 601-1—848)
WMzpenes meguunHckes snaktprqaceds. Yacre 1. Obwwa tpatosaduen Gesonac-

MOCT P SO 13485—2004 WMaganvs mequUEHcERS. CHCTEME MEHEIHMEHTE

MOCT P MCO 8000—2001 CHcramel MEHEOEMEHTE KaqecTed. DCHOBHEE nNo-

MOCT P UCO 10993-1—98 MagenwA menMuMHCKRE. DugHka Guanonsackor
SEACTEWA MEOWMUMHCHHE Waganuh. “acte 1. DusHea W woconegoedHus



http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14971-2006
http://gostexpert.ru/gost/gost-14971-2006

[1] M3K BO0601-1:1988

{IEC 60801-1:1388)
[2] ISWIEC Guida 51:1898
[3] MCO 13485:2003

{150 13485:2003)

[4] WCD 2000:2000
(IS0 2000-2000)
[5] KGO 10993-1:2003

{150 10853-1:2003}
[B] 150 10983-2:1962
[Tl IEGITR 60513:1984
[B] IEC G0300-3-0:1985

[9] IEC 80812:1985

[10} IEC B1025:1850

[11] Oupaktuea D342EIC
ot T4 weoHs 1983
{Coundil Directiva

9342'EEC of 14 June 1983)

[12] IEC B0601-1-4:2000
[13] GO 14871-1:1288

{150 14871-1:18408)

MOCT P MCO 14971—2006

BuGnuorpadma

Hanenwa meguuBHCEre anekTpusacens, Macte 1) OBwwe tpebopanns Gesonac-
HOCTH

(Madical slectrical esquipment — Part 1: General reguirements for safaly)

Safaty aspects — Guidelines for the inclusion in standards

Wzoanwa menuuniciws. CHCTEME MEHEZHMEHTA aqacTea. CHuoTamHms  Tpedo-
BEHIEA ONA WeNad parynUposaHeR

(Medical devices — Quality managemant systems — System requirermants for
regulatory purposas)

CHCTEMEl MEHEJHMAEHTE KEHecTES. OCHOBHBIE NONOMEHMA 1 CNOBEDE

(Qwuality managemant systems — Fundamantals and wocabulary)

CeHEa DUeonordYeckoro BeRcTeNA MeOUuMHCKHM vagenmid. HYacte 1. OusaHxa 1 1oc-
CnegoeaHEA

{Biological evaluation of medical devices — Part 1: Evaluation and tasting)
Binlogical avaluation of madical devices — Parl 2: Animal walfare raguiremants
Fundamental aspects of safaty standards for medical alactrical squipment
Dependability managaman! — Pari 3: Application guida — Seclion 9; Risk analysis
af technological systems

Analysis techniques for systeam reliabdity — Procedures for faillure mode and
affacts analysis (FMEA)

Fault tree analysis [FTA)

0 MEOMUAHCKWY MIOBMNWRY

(On madical davicas)

Medical alacincal equipment - Part 1; General requiremeants for safety — 4: Collalsral
standard: Programmabla alacincal madical systems

MaguuwHckws  wanenas. MedegsmeHT pecks. Macte 1. MpeMeHsHsE BHENWZE
PHCkE

iMedical devices — Risk managemsant — Part 1: Application of nsk analysis)

A1

GOST
I

FOCT P ICO 14971-2006, N3penua meguumnHckue. NpuMeHeHne MeHeaXXMeHTa pucka K MegUUMHCKUM U30ennsm
Medical devices. Application of risk management to medical devices


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14971-2006
http://gostexpert.ru/gost/gost-14971-2006

rMoOCT P MCO 14971—2006

¥OK 617.7-08.001.33:006.354 OKC 11.040.01 P20 QKT 84 4000

Kniouensie cnopa; MeguUUHCHOS WALENHe, PUCK, MEHEONMEHT DUCKA, SHANUE PUCKE, ONDELENeHEe PUCKa, OLe-
HABAHWE PUCKA, ONACHOCTE, BREL,

32

E u 5 '|' FOCT P UCO 14971-2006, N3genua meanumnHckme. MpuMeHeHe MeHempkKMeHTa pucka K MeauLMHCKUM U3aenvsm
IR Medical devices. Application of risk management to medical devices


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14971-2006
http://gostexpert.ru/gost/gost-14971-2006

Pepgaktop B H. Komecos
Texsuqeckad pagarTrop H. O Mpuwanoas
Koppartop C. B, CaupHosa
HomnewtapHas eapctea T, @ Kysueyosod

Coamo & #aGop 17.05.Z2006. Mognecanmo B8 nauats 2608 3008, dDapmar B0 B-I-‘."H. Bymara opostman. Tapsarypa Apaan.
Meuars oboerian. Yo nes.n. 4 85 Yu-wan. no 3,80 Tupas 137 aka. Jme. 1167, C 2504

Syl «Cranpapriadiopas, 125985 Mocesa, Tpasarnmi nap., 4.
wiarw postinfo.ru infoiEgostinfa_ru
HaBpario w: ornevatado s Kanykciol twnorpadms crangapros, 246021 Kanyra, yn. Mockoscean, 258,

E u 5 '|' FOCT P UCO 14971-2006, N3genua meanumnHckme. MpuMeHeHe MeHempkKMeHTa pucka K MeauLMHCKUM U3aenvsm
IR Medical devices. Application of risk management to medical devices


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14971-2006
http://gostexpert.ru/gost/gost-14971-2006

