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MNpeaucnoewne

1 PASPABOTAH coBMecTHoR paboded rpynnol a8 cocTape npeacTasuTensld DEWLEecTsa ¢ OrpaiuseHHO
oTReTCTEEHHOCTR: «MEQMTECT: (000 «MEOWTECTe) v OSwecTsa ¢ orpaHd4eHHON OTBETCTREHHOCT b
sKomnanna «ATTA (000 cKomnanna « 3NTA=)

2 BHECEH TexHHYeCKkHM EOMATETOM N CTasgdapTH3auWMd TK 436 «MelegsmedT KadecToa kW obwwe
ACNEKTB MEJWLWHCKHE HIGENAHY

3 YTBEPHOEH M BBEOEH B JEWMCTBWE Mpwxazom ®enepansHors areHTeTEa No TEXHUYEcKOMY
pEMYMWPOBaHWK ¥ METRCNonK 0T 19 okTabBpa 2021 r. Ne 1158-cT

4 BBEJEH ETEPEBIE

Mpaguna NpUMEeNEKUA HACMoAWE20 cmandanma yomakoaTens 8 cmames 26 PedepansHosd 3aK0Ha
amr 28 wors 2015 2. Ne 162-03 « O cmandapmuzayuwy 8 Poccuidckol Pedepayuus. Hughopsmauun of ua-
MEMSHUAX X HACMoAWEeMY cmaxdapmy Nyinukyemcs & exesodHonM (M0 COCMoaKL Ha T ANSSDR MEKyLLES0
zoda) ungbopMALUSHHOM Yrasamens «HayuoHanese CMandapmeds, 8 GHULUENREREND IMEKCITT UIMEHEHLIT
U AOTDIE0K — 8 GHEMECAYHOM UHDODMALLIORHOM Ykaramene sHayuoHanssse cmardapmels. B cayuae
eDECMOMPa (JaMelbi) UL omMesbl HSCMaRAWean cmandapima coomasmomayiiues yaedounasue Oydem
anyfnukoeano 8 Bouxadiles BETYCKE BREMECAYNO20 WHBODMAULOHHO2D WKadamens sHayuonanskisbe
cmaddapme». CoOMaemomeyiilan Uagdhopmadus. yeedomnasue U IMeKcs! DaFMELLaKIMICH MaKke @ uH-
cHOpMBLLIGHRON cUCMesme aBlLea0n RONLIDEEHUA — Ha odiyuansronM calime Gedepanssoa0 SaeRmciTes Mo
MEXHUYECHOMY DESYNUDOSIHLID U MEMponosUy @ cemu Fumeprem fwwaw rst.goviu)

Z Odopmnenne, ©IEY «PCT», 2021

HacToAwuil CTAHAAPT HE MOMET BEiTh NONHCCTED WM YaCTHYHO DOCNDOMABRNGEH, TMRANMOOaaN W pac-
NEOCTDaHEN B Ka4ecTBe OQUUMANLHOMS W3naHKMa Bea paipeleHnA CeaepansHonD areHTCTaa No TeXHUYec-
KOBY PECYNADOBIHKK M METROMOAM
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Beenenue

HacToAwMh cTaHaapT PEKOMEHAYETCA DACCMATOMBATE KK PYKOBOACTED N0 NDOREDEHMN SLEHKM DHCES
HA NOCTNROMIBESOCTEEHHON CTAOMM HUAHEHHOTD LMKNS NPOOYELKK, BI0HEA MEQHUMHCKWME WATEMKA M NPEeLo-
cTapnaemee yonyrd {cs. FTOCT 150 13485—2017, naapasaen 0.2).

HacToAwwxl cTasgapT NpeaHatHsded HenocpedcToeHH0 ONA HITOTOBMTENEN MequUMHCKMY WIDenKi, a
TAKKE OPrAHAIALAN, OKITRIBIIOWIAK YCMYTH Mo OECMYyMABAHMIO METMLMHCEAX HEGENAH, NPUMEHII0LWLHY TReG0-
BAHMA CTAHOAPTOR Ha CUCTEMbEl MEHEIMMEHTE KAUSCTEA M MEHEEEMEHT DACKS MEQWULMHCKHY MAN02MIiA .

Pucky cyliecTEYOT Ha NPOTAMEHAK BCEMD MHAIHEHHOM LHKNE MeOWUMHCKSTe Matenna. Puckamy, Bi-
ABMNEHHBIMY HA DOHOA CTADMA RAIHEHHOND LHENS METAUMHCKOND MALENWMA, MOKHD YNDABENATE © NOMOLBH
OBACTERA, BEHMIOAHASMEIX H3 COBEDLUSHHD ADYION cTAgWM MMIHEeHHOrS urena. Mo 3708 NpWYdHe Npouecc
RAEHEDMMEHTS PHCKA DONMEH BelTe NDMMEHKIM KO DOEM CTISWAM MMIHEHHOMD LHHNE MeDMUMHCKOTD WIGENHA,
B TOM YACHE HA ITaNe NocTNEoUIB0aCTEE.

LeATENEHOCTE M0 MEHEOMMENTY DHMCKA — 3TO HWTEPATHEHLIA NPOUSCC, KOTODBE NpOOONKASTCA NOCnE
BENYCKA Magenya. MoHHTODKHN NOCTRPOMIBSOCTEEHHON MHGOPMaLMH MOXET ROBAYWATE HA ONPEOENEHEE K-
FOTOBATENEM PWCKOB W, CNESOBATENEHD, HA NPUHATHE DELWSHWA NO MeHBTHMEHTY pucka. CEop W oueHES
MNoCTNPOMIBCOCTESHHON BHopaMaUKKy — 2To obasarteneHoe TPEBoBAHWE & HIFOTODMTEMAM MEIWLLMHCKHRY B3
D&M 0NA ooy ILBCTENEEWA HENpEREBHOM IPoURCea MEHEIMMEHTA pucka. 3Ta ASATENEROCTE FOMKHS NhRa-
HAPOBATLCA, OCYILECTENATECA W YNPABNATLCA B COOTEETCTEMW C PEryNMpyownMK TpebosaruamH, obbiHmo
OCHOBAHHBIMA HA MEXOYVHAPOOHEX CTARJAPTAX, PACOPOCTPAHAKLWMICA HA CHCTEMEl MEHEOMMEHTa KASSCTEA
W MEHETEMEHT DHCES MeOWUMHCKWX WaAOenii.

MaroTopuTenio TaKKe HEoGKOOMAMO YUrTRIBATE COBDEMEHHbIR YEOBEHE HAYUHD-TEXHHUELEDTD DaIBHTHA
WM 860 pEanMIauEn q#a npaETdae. Jandyio pdigopaalnis cneayeT UeNonNeE30RATE ONA yNVSLWEHWA Npouscca
MEHEDMMENTa DHCKa, H3DeraHMa WNE YMEHBWEHWA DHCKOE, CBRIAHHBIX C NPUMEHEHKEM MElALUMHCKOTD K-
aenna. NpK HandHid BocTNpOMaBoACTESHHOH MHGOPMALWA NPOLUEC: MEHEOMMEHTA DHCKa DERCTBHTENEHD
CTAHOBWTCR WTERATHEHEM NEDUBCCOM © 0DpATHON CEAIRO.

B
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HAUWMOHANBHBIN CTAHAOAPT POCCHMWMCKOWNW DEOQEPALUMMK

Mamenua MeaMUMHCKKE
MEHEO¥MEHT PHCKA

CueHKE pHEKA HA NOCTAROMIBOACTEEHHOW CTAOMM HHIHEHHOMD LMKNa NPoayKLHK

Medical devices. Risk management.
Past-production risk assessment of Bfe cycle of praducts

Oara egenexns — 2022—10—01

1 OBnacTbh NpUMeHEeHHA

HacTORLWKA CTAKOAPET YCTAHABNMBAET NOOXOAL K OPraHdaaund cBopa, aHaninaa v OUEHMBRHWA [OLEHEH)
MOCTIROMABOACTEEHHOR MHDODMaUKK, BEMOHaA WHBOPMaUWe No Npogeccam oBcnysHEIHAA METWMLKHCKAX
HIOENWA Tam, rGe 3T0 HEOGXOOHMO, BHBESTE H NPAKTHYECKME DEKOMBHOaUWA NO OpraHy3ayqs cbopa W aHa-
NA3E NPOWIBOOCTEEHHOR W NOCTIPOHIBSOCTREEHHON MG opMaUmMm.

CTaugapT NpeaHasHaded Oa oLaianud NoMOoLLN MIMOTOBUTENAM M DYTM NoNEICEATENSM B NPAKTMYE=
CEOW peanuiayyuu Tpeboaanki FTOCT IS0 14971 s ofnacTk paapaboTel, JoKYMERTUDOBAHMA W NOA0epHaHnA
B padodan CoOCTOAHWK CUCTEMbl CBOpa W OUEHKKM MHBOPMaLKK O PaCCMaTpHBISMMOM MEJHLMHCESK H3aenii
KK NOGOEHER HIGENAAX Ha NCCTNEOWIBOOCTBEHHOA CTAOMK BNT MWAHEHHOMD LKWKNa.

MeHegHMEHT PUCKE HE JAKAHYHMBIETCA BbiNYCKOM MOTOROMD MEGWLWHCKONS WAJenda, NoITomMy |IroTo-
BHUTEML ACMN#EH OCYLLECTENATE MOHATOPKMHT NPCHIBOOCTERHHDH W NOCTNPOKMIESOCTREHHORN MHDopMaUXK, Ko=
TOPEA MOHET NOBNHATE HA ONPESENEHAE WM DUCKOR W, CRBO0EATENLHD, Ha MPWHATHE DEWEHRA N0 MEHegw-
MEHTY PHCKA,

MpaaMeTos HAacToAWErs CTARAapTa AsnAeToq chop W OUeHKa NOCTNROKM3B0OCTEEHHON MHDOPMaLyA 1
NpWMEHEHWE B8 QN8 OUSHKK pHcEa. MaroToBMTenio Taswe HechxodmMs YIuTeiBaTE COBDEMEHHRA YPOBEHY
HEYIHO-TEXHWYECKONS DAIBHTHA W er0 PRANKIALHIO HA NPAKTHEE, 4TO TAKHE WMEST OTHOWEHWE K NocThpo-
HABOACTEEHHOW d“Hbopsaukk. ToNYYeHHYI0 WHEOpMaLMe CRegyeT «WCcnoneE0eaTs ONA yNyHWeHss npo=
yecca meHegamerta pucka. Npd HanddHK NoCTNPOHIBSICTEEHHON WHIPODMAaLKKY NPOUSCs MEHEIHMEHTA
PUCES OEWCTEWTENLHD CTAHORMTCA WTERATHBHEIM NpoUBcCoM © CBpaTHOR CBAILKI, KaK 3TO CNpedensHo o
MOCT 150 1497 1—=2011 (npynokenys A, noapasgen A.2.9).

2 HopMaTHBHbLIE CChINKK

B HAaCTOALEM CTaHaapTe MCRoNbI0OBaMHEl HOPMATUEHEIE CChINKM Ha CRE0YIOLWLINE CTAMOADT k.

MoOCT IS0 13485—2017 Magenua segdunHckde. CHCTEMEl MEHEDHMEHTE KavecTea. Tpeboradya onA
Leneil perynvponaH s

FoOCT 150 149712011 Magends Meguukicide. NprMedesie MEHEOMMEHTA PUCKA K MEZMLWHCEWM
HIEnMAM

MOCT P S7440-2MISOMR 249712013 Magenya mMeguUMHCEWe. PYKOROOCTES NO NPWMEHEHHID
HMCO 14871

MoOCT P 53918—2010 Manenuws MeguUMHCEMe. PYKOBOOCTRED M0 WHTETEAUMH NPWHLANOR MEHSTHMEHTS
PUCKA B CHCTEMY MEHBOMMEHTE KaUeCTRa

Mazganwe ogiiuManbHoe
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Mpamesanne — [Py NONEZOEEHAK HECTOAWMKM CTEHOAPTOM UENSCo0DREEHD NPOBSMITE QERCTENE COLUITOH-
Hblg CTAHOSPTOR B WHDODMALWMOHHOE CHCTaME ODLWEBTD NOMNE30E3HHA HE DvUMAanelomn caire PeSepansHoM SreHTcTea
Mo TEXHAHECHOMY PErYRMDOSIHMED W aTponore 8 ceti MHTEpHET mnn no examoHosy MHDODMAELMoCHHOMY YEa3aTe-
i aHauMoHAMSHEE CTAHRIAPTEIN, KOTORLIE ONyORMEDEaH N0 COCTORHUI Ha 1 AHBAPA TEEYLWEM roga, W No BeINYCKEM
EHERMBCHYHIN HRHODMBLMOHROND YEa3atens «HAUMOHAENEHEE CTEHOSPTRID 38 TEEYLWHA M. ECnn 38MeHEH CORmoYHBbIR
CTAHZART. HE KOTOPLIF O3HA HEOATWROBAHHER CORMKES, T0 PEHOMEHOYETOR WONONEIDEaTs O8RCTEVIOLWYH: BRpOMED STO
CTAHOARTE C YYETOM BCEX BHECHHHEX B DSHHYH BSPCHED MIMEHSHNA, ECNW 33MEHEH COBINOHHEA CTAHOEPT. HE KOTORBIR
JaHE OATMPOEBAHHERA COMNKE, TO PEROMEHIYETCR WENONE308ITE BOPCMIT 3TOMD CTEHOEPTA © YREIESHHLIM BRILES MO0 -
BEpHOSHWA (NPAHATHR) Ecnu nocne yTESpHOSsHUA HACTORLEND CTAHAEPTA B CORNOYHBIA CTEHOEPT, HE HOTOPEA S8Ha
SETHPOBAHHAR COLINKE, BHECEHO BIMEHEHWE, 3aTPAMBROWEE MONKEHWE, HE KITOPOE OaHE CORUKE, TO 3710 NOMAGHEHHE
PEHOMEHOYETCA MPUMEHAT L B33 Y4878 SaHHOND WIMEHEHWR. ECOM CoRNOHHER CTAHOEPT DTMEHEH DB2 33MEHLL TO MOmRo-
HEHWE, B KOTOPOM N3HA COLINMKE HA HEMD, PEEOMEHOYETCA NPMMEHRTE B HACTH, HE 33TDErBELWIER 3Ty CoeNgy.

3 TepMmuHEl 1 onpegeneHunA

B HacToAweM cTaHOapTe NPAMeHEHSEl TEpMrHE o TOCT 150 14971, DOCT 153 13485,

Mpume4aHwe — Tipy MCNONE3DEEHAM HACTORWEND CTARGAPTE CNEQYET TEEKHS pyKOBOOCTEOSATECR TEDMH-
HEME W ONPEASENEHAAMK, YCTEHGEMSHHBIMK B PEWEHWAAL SERSIMACKOE JROHOMHSECHIN koMHccnE (ESK) 1 HODMaT HEHEIY
npasosklx aktax Poccwicson Pegepaume B OTHOWEHMK MEJUMUMHCEME H3nanvi. 310 ocobedHo BasHO Npn kohoisaced-
HHM TEKWE NOHATHR, 3K MEGHLUMHCEDS HAMArMen, SMEIHLHHCHAE Ma0eNVA QMR QHAHDCTHMRA i wiros, ouaroros9ens
(NpOMIBOAMATENL )R, 4EbINYCK B 0BPaWeH®ay, «BCTRHOBEITOD 1 SMMNORTEDS, FROPDEXTHRYHILLEE O8RCTEASR, 8 KODDEKTH-
pyHILEE QEACTEME No BE20NSCHOCTA MESHLUWHCEOrD Hagands:, eHaBnaronpHaTHoS CoDRITHE | HEUASGEHT b, ¢HEXENATENL-
Hoe cofelTHes, «NONB3I0EATENL. $PEEPEHTHOE TOCY0apCTEO, #CONPOBOOMTENEHEA MHEDDMALUWA | DORYMEHTALMA
#CyEeakTel oOpaWaHNA MEQMUMHEEKE MADENKMAE, RYBEO0MMIEaHAS NO DE30NACHOCTH MEJUUMHCKDN D WAGENWAY, “yNONH0-
MOHEHHEA NRESCTARATENE NpOHIBoQMTanAy (oM. [1]).

4 OBwme TpeboBaHnA

4.1 3apayn 1 atanel Npouecca

MaroTopdTanio HeobxodUMo NNaHWpoBaTE W OCYLYBCTENATE A8ATENEHOCTE N0 clopy NocThpodiscd-
CTEEHHON MHDOPMaUMK NOCNE BRINYCKE HANENHMA B OGRaLEHWE, NOCKONELY HUKAKOE MODENHPOBIHAE B yono-
BUAK NOCEKTUPOBAHKA M PAIpaboTHK HE MOMET IEMEHWTL DaKTWHECKDE MEOWMUAHCK®E WIO8NKE B PEankbHBIX
YCTNOBWAX Gro npuseHeHiR. CGop TakoR MHbopsMan[di NoIBoNRET COBBPWEHCTEOBAETE NPCEKT, YYyHWaTy K-
YECTED M BE30NacHICTE HAOENHR, 8o IKCNNYATALUHOHHYIO NPWISOHoCTE, BeiNyCRaTh HOBLIE SONEE CODEDLLEH-
HEIE NDOTOTHME MATENWA 008 0H0MC M TOFD #E NpeqHaIHaqYeHHos NPYMEHEHUA NMBo pacliMpaTe SoNacTe
WX NPUMEHEHKA, CO30ABATE HOBBIE KIAOENAA HA HOBOM HAYYHD-TEXHWYECKOM YDOBHE.

CHCcTeMa NocTNpoMIBOgCcTBeHHOTD HabmningeH A He ToNkKD noMmoraeT obecnednTe cobnogexne yoTa-
HOEMNEHHLIK PErYTARYLW MY ToeGoBaHME TEX DLIHKGE, rAe NPeACTARNEHE NPOSYKLWA MIFCTOBUTENA, HO W YITyY-
WK TE RAYSCTED NPOOYELHK. KDHTHYSCHHX Npobnem MoMHO MabexaTe 33 CUeT MR panHer obHapywerna. Hpo-
ME TOMD, NOCTRPOMIBOOCTREHHDE HAGNIGOEHEE NOMOraeT OTCNEMWBEATE PEIHOK W Bro JansHedlles pajanTHe o
CEAIH C KAMEHEHAAMA, KOTODLIE MOTYT NOBNKATE HA NPEMEREHAE METKUMHCKOM HA0EMKHA,

Jagaya WaroTOBMTEMA COCTOMT B TOM, 4TCo0R C030aTh W BHEAPHTE CHCTEMY aKTHEMOrD chopa W aHanvaa
WHRCPMAaUHK No MESWUMHCEOMY WIOENKI0, BKNICYaA MEDONPHMATHA, CBRIaHHLIE C BEI0ONACHICTRID, KOTODLIE
HEODXOOMMT BEMKYaTE B M3H MEHETHMEHTA DHCEA.

Cuctema chopga W aHaninia #HPopMaUdK MOEeT ShiTe YacTkio CUCTEMEl NOCTRerHCTPaUMoHHorD Had-
A0pa COo CTOPOHE! PENYNMpYIOWKE oprasos [1].

BrixooHbe GaHHsie 3TOMD NPOUecca MOTyT WCMONLIOBEATLCR B KAYECTEE BXOOHLIX DaHHsLX B npoUeco
MEHEIHMERTE PHCKA, 8 TAKHE !

- B KAHECTEE BROOHHE JaHHLIX B NPOUELTH MHIHSHHOTD LWRNa NPOOYKLHH,

= ONA BOHATOSEWMHM W NOQASEwanka B pabodem coOCTOAHMA TRpeloBaHMi K MpoayKTy,

= ONA NOLASEHAHAR CAAIN C PEMYIIMEYIOWMMKE OpraHasy M

= B KANECTEE BROOHMHY JaHHLIX B NPOUECCH yIyHLWEHWA.

OugHka prcka CONPoRIHOAET BCK NOCTNROWIBSOCTEEH YK CTAGWH MHIHEHHOMD UMKMA MEGWLKHCKOTD
WANENWA: YTOMMASTCA, YINyBNASTCA, pacWMpAeTCR. TawuM oDpaiom, WIroToBMTeNn HeobxoduMo cobupaTe
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i aHANKWIMPOEETE NOCTNPOMABOACT BEHHYIO HHPOPMaUHIo W CUEHNBaTE B8 GKTYaNLHOCTE GNA obecne4eHna
BEInNACHOCTI.

WHPopMauia MOMET OTHOCHTBECA K HOBbIM ONACHOCTAM, ONAcHbIM CHTYAUMAM # AHHUWHPYHLLMNM WX
CoDETHAM (oM. MOCT P 574492017, pasgen 4). 37a WeopMaUHa MOKET BNHATE Ha OUEHKY DHCKOB MK
COOTHOWEHWE Dananca Mexgy NoNBI0R W oCTATOMHEM pHckom. Boe 370 & cBOIO OYepens MOMET NOBRMWMATE
HE PELWEHWA KITOTOBKTENA M0 MEHEIHMENTY PIUCKS, HANDWMED HA CUEHKY JONYCTUMOCTA DHCKOB, NEQacMOoTP
MOMATHAKK B OBNacTi oUeHWSaH A 0N YCTHMOCTIH pHCEE.

JOpatHan cEAdL C NoOTPebWUTEnAMA MOHET TAKHE NOBMNWATE HA CNCCODHOCTE COTaHW3IaAUMK YCTaAHARMM-
BaThk WM BEpHPHUMPOBATE NPOCNEKHEIEMOCTE NPOOYELHA BONGTE G0 KOHEHHOMD NoNL30BaTENA. 370 Oo0-
DEHHO BAKHO B OTHOLWEHKKM MMINAHTUDYEMBIX METHUMHCKWME WI0eNWA, 0NA KOTOPLX CYLWBCTRYIOT KOHKDET s
Tpebosanma Npocnexreaemoctia (oM. MOCT 180 13485—2017, nognyHet 7.5.9.2). WNd B OTHOWEHWK DRyTH
MELLAHCKAX MAGENAI BRICONIID PHCKA, ANA KOTOPRX TREB0BaHWA NPOCNEmMWEaEM0CTH MOTYT BbiTh Bhidai-
HYThl OPFEHW3ALKAMKA, KOHTEOMHADYIOWMME COOTRETCTEHE PENYMMDYHOWKHM TReBoBaHHAM.

HaroToBUTEN: JOMHEH TAKHE NPWHATE B0 BHUMAHWE CYWECTEYIOWMA YPOBEHE TEXHWYECKOID DaIBUTHA,
BEMM42A HOBLIE WNW NEpECMOTDEHHBE CTAHOAPTE (oM. [OCT P 57440 —2017, paagen 2). Korna cobpanHan
HEDODMALMA ONPELEnEHa KaK OTHOCAWAACA K Bes0nacHocTH, NPOUEcs MEHEAKMERTS pHcKa ToeGyeT, 4Tobbi
OHa PACCMATEMBANACK KAK BX0J ONA MOOGHDWEILWH MEQHUKMHCEOND MIJENHa, a8 TAKKE KaK BRod g8 yy-ue-
HIWA NPOUBCCOE NPOEKTHROBAHWA W DalpaboTrk, NpoM3BoacTEa, MOHWTOPHHTAE W KaMepeHnd. Mg pesyneTa-
THBHOM NPOWIBE0ACTES W NOCTNPOWIBOICTEEHHOR QEATENLHOCTH NPOUECT MEHSIMMEHTa PHUCKE QEACTEMTENL-
HO NPEBPAWAETCA B MTELATHEHSIA NPOUECE © 00paTHOR CEAILIO, NOIBCMAKIWKEA 00BCHEYMBATE MOCTOAHHYIO
GEI0NAaACHOCTE MENHUMHCKOM MI0ENAA.

HMudopmayna, nonyYeHHan Nocie BeNYCKa MAZENWA B 0bpaweHde, ABNASTCA OHEHL UEHHOR ONA Nog-
TECOHOEHWA WKW KODReKTHPORRA GONYLWEHAA H OUSHOK (K38 NEgeoUeHEd, TIK ¥ HEJOOUSHEN | MK MOEHT K-
K3UWK NpoSenos, JonyLUEHHEEY B0 BOEMA ITAN0E SHANHIE, OUSHHEIHWA W YNDARNEHWA DHOKOR.

B MoCT 150 145971—2011 (paagen 9) Tpebyerch, 4Tobel B OpradMaauqy #arcToBMTENA DeNa yoTaHon-
neHda cxema obparHoil cBAad Ana cHopa 1M OLEHEA TAK0H MHGODMAL MK, BOIMONXKD, CBR3AHHORE C BeaonacHo-=
CThID MEOWMUWMHCKMX Magenwid (ca. FOCT P 574492017, nyHKT 4.3, pHcyHor 2).

JHOpatHan CEAdk ACMEHA COCTOATE W3 CRedyiolWy 3Tanos!

= MOHHTORAHT W CO0p MHOpMaALIHA,

= ZHAMNKWI UHEOPMALWA W OLEHHMBAHME DRCEA]

= AERCTEMA NPpW HEODXOgMMOCTI.

Urobel obpaTtHas cBlak Bmna peaynNeTaTMBHOR ¥ Bog 330a49H HA BCeX BRIWENePEYUCNEHHbLIX ATanax
nogaepsanng 0BaTHOR CEAIW BRiNd BRINGNHEHE, HEOEX00MMEl YETEDE PACNPEdeneHne CTRETCTEEHHOCTIH 33
Kasikia #3 aTanoe npouyecca (oM. FOCT 150 14971—2011, nyukT 3.2); onpegenedne Ndua, STEETCTBEHHOMD
ia npaeunsHoe segedne dakna MeHedmMenTa pucka (oa. TOCT 130 1487 1—=2011, nyseT 3.5). KOTOPEIA
Jon#es NONoNHSTECA NONysassol C peivkd MHOODMAUWMER W pEIYNETaTaMK &2 adanuaa. [na adanssa 1
CUEHABAHWA MOMyHeHHoA WHOPMaUKMK GONHKHE NOCTOARHD Gy HKUMOHWPOBATE HAIHAME HHAA PYROBODMTENEa M
CRrAHNAALWA TPYINAa N MeHSOIMMEHTY pHcka [cn. MOCT IS0 148712011, nymeT 3.2).

MCHHUTORWHT NOCTIPORIBE0ICTEEHHOR MHPCPMAUWH ABNABTCH KPHTHHESCKHM LWAMOM, KOTOPEIA NO3BonAaT
HArOTOBMTEMAM MEORLMHCKAE MIOenKil 3aMEHYTe NeTho oOpaTHOW CBR3M M COENaTh MEHESIMMEHT DHCKI HE-
MPEpsIBHSEIL NPOUECCOM MHMIHERROMD UKkkna. Ha atane morMToprera dedopumalsa cofnpaeTca 1 padHsix
HCTOMHHESE (CM. 4 3], NpoRepARTCA Ha NpeaMeT COOTEETCTEMS TpebosaHuAM BEIonacHOCTH W, NpH Heobxo-
QWMOCTH, BOABPAWSETCA Ha BoNes paHHWe 3Tans! NEoUECca MEHEI#MEHTa DHCEA ANA NOBLILLEHWA Geaonac-
HOCTH MEGULIHHCKOID W3Oan4da,

CORIYHD OLUEHKS PUCKOB OCHOBLIBAETSA HE ONBITE, 8CNH 8CTh CONOCTABHMBIE NEOTOYETE WKW cONacTe vx
MPMMEHEHWA HA DLIHEE, MNK H3 NPeaNoRcCLe MR NPOrH03ax, Kor0a HOBBHE MPOSYKTE BsINYCKAI0TCA HA DEHOK.

MudopMauna, nonyHedHan Noche NOcTaskd NPogykudd, UeHHa ONA NoaTeepMasHna MW KoppakLn
Npeas gy npeancnoseidd. Mpodegypa obpatHol CBAIM, MEWCTEYIOWAEA B ODranqsauMi WIrcTOEMTENA,
TpebyaT cobypaTe, IHANAIKPOBATE ¥ CUBHWEATE TV HWHMOPMAUMWID MO STHOWEHWD K BeIsnacHOCTH npo-
OVKETS. XapakTep TakoH MHDOPMILWMA MOKET BhiTh MOMNGKHUTENLHBLIM WNA CTPHUATENbHBIM B OTHOWEHAK Be3-
ONACHOCTH NPOOYKLHK.

S3T0T  aTan  comacyeTcd ¢ TpelosasdamMd  NpoUecca  WIMEDEHMA, aHanKaa W ynyYileHWs
(cw. MOCT IS0 134852017, nogpaanents 8.4 » 8.5).

Haukeie o chope NOCTRROWABOACTEEHHOH WHQOPMAaUMH NPYBEOEHEl B pekoMeHdauwax  (Global
Harmonization Task Force, GHTF), paimewedHHelx Ha cadTe MNpEscnpeesMHMEa 3TOH OpraHdIaynEd —
[Internaticnal Medical Device Regulators Forum, IMDRF).
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Ecnu ByneT yoTaHoane o, 41o cobpanHan tHQopMaUia MMEET OTHOLLEHHME K BEasnacHCcTH, TO A0MsHE
BbiTe NEPERNPAHATE HEoBxoousse DefcTera (ca. [1], pasgen ).

4.2 JokyMeHTHRO BAHWE Npoyecca

MOCT S0 13485 « TOCT 150 14971 1pefyvioT 0GAIATENLHOMD QOKYMEHTHRPOBAHWA Npoyecca cBopa M
AHAMKWAA NOCTNROWIBOACTEEHHOH MHEDCEMALWA, BEMIOYAR OUSHEY DHOES,

MICT 150 13285 Tpedyer. yTobsl oprasKaauwns paagaborana:

- DOKYMEHTHPOBaHMBIE TPROCRaHKA K yIPABNEHKID DRCEDM HA BOEX 3TANaX MUIHEHHOMD LMKNE NpOayK-
Lism (o 7.1,

- OOKYMEHTADOBAHHYH NPoOUEdypy No cucTeMe obpaTtHoR CEAZK (oM. T.2.3, NepedincneHie ) © Uenki
MEYSEHAR PaHHErs NpegynpeskgeH«a ¢ NpodneMax a chnacTi Ka4ecTEa W BBEOEHKA B NPOUECTH KOPDeRTH:
EYIOLWHX A NpegynpesOanuWs gehcTadds (cm. 8.2.1, §.5.2, 8.5.3),

- OOKYMEHTHPOBREHHBIE NPOUSIYDE BRIMYCKA W NPAMEHEHKA NOACHATENBHEX YESO0MIEHWA (oM. T.2.3];

= AOKYMEHTHPOBAHHBIE NPOUEOYDEl YBEAOMNEHAA DETYIHPYIOLLWME OPraHos O Tex HHUMOeHTAX, KOTODkIE
COOTBETCTRYIOT KOWTEPHAM K OTHETHOCTH, SChW 3TOro TRedyioT HaLHoHANLHEE KINM DErHOHANBHES HOPMAaTKB-
HilE QORyMEHTE (M. B.2.3).

MOCT IS0 12871 Tpebyer, wTobsl MAroTOBHTENE:

- YCTAHOBKM, QOKYMEHTHROBAN W NOA0EPHMHEAN B pab0oYem COCTORHMM HENPEDEIBHLIR NMPOUECs KOEHTW-
Prkauyid ONacHoCTER, CeAIAHHLIX C MEOWUWHCKWM WITENMeM, CnpedenaHua 1 OUeHNBaN WA COMNYTCTBYRIWMY
pUCKO®, YRPARNeHHA DaHHLIMKW DACKaMA # MOHUTODMHIE Pe3yNIETATMBHOCTH TARODS yIPaBmeHAA Ha NpoTANE-
HWH BCEMD MWAHEHHOMD UHKNA MeOdUMHCKOM nagenua (cM. 3.1},

- COCTABMN W ACKYMEHTHDOBAN NNaH MEHEIHMEHTA DHCKA ONA PACCMATDABASMOID METMLMHCKOND 13-
Oena 8 COOTBETCTEMK C NDOUBCCOM MEHEMMEHTA pHCka (oM. 3.4);

- paspadoTan, QoXyMEHTHPOBAN W NOLOSRENABAN B paboden COCTOARMK CUCTeMY COOpa M aHanuaa mH-
PopMand 0 pAacCMaTpHEIEMOM MEJHLAHCKOM MI0ENKWA MK NodohHbIX M3OENHAR Ha NPOWIBCOCTREHHDN M
NOCTAPOMIESACTESHHON CTROWAX (CM. pasoen 9).

4.3 MCTOMHKHENW NOCTAPONIBOACTEEHHOA HHPODMa WK

CylWecTeyaT MHOMS MCTOMHWEOE NOMyYeHidA NOCTIPOMIBGOCTESHHOA MHEOPMALWE, BEMIOYER ONBIT WC-
NONEICEAHKA AHANOTEUHE MEIHLWHCKIAY MAOENKA W TeXHONOMMA. 3T3 WHDOoPMaLKA MOMET GeiTe WCNOMEI0-
BAHA MAMCTOBMTENZM MEOWLMHCKMX MITENMA QN CHMMEHMA PUCKOR, CEAIAHHLIX C MEQWLUMHCKMM WIOEMNaEM.

OpraMi3auma HeceT OTESTCTEEHHOCTE 3a ONPegeneHMe 1 OOKYMEHTHRORAMWE WCTONHMEDE JAHMEIX
MNOCTNRONABSOCTEEHHOMD HAatnoaeHua. MCTOMHHEY JaHHbE D0MKHE B2iTe NOOXGOALLMMKE W DOCTATOMHS Ha-
OewHBMA ONA NPeOOCTARNEHKA WHOOPMALMY, OTHOCAILEACA B LeNAM, YCTAHOANBHHBM B NNAKe NoOCTNDoW3-
BOACTEEHHONS HAGNKGEHHA. DudHEe BAMHD, YTOOLI HITOTOBMTENE XODOLWD NOHHAMAN GyHKLMOHANEHES XaP3K-
TEQUCTHMEA MEOWLMMCKOrD MIOSNUSE, KATEropHn NayuerHTea, oSoCHOBAHHD MPOrHOIMPYEMOR HENDaBMmnLHoEe
MEHMEHEHWNE, KOTODOE MOXET MMETE MECTO, 3 TRICKE DHCHH, CRAIAHHLIE C MEOKUMHCKAM MATenHenm.

MoToqMHKKK 0BLIYHD BEAKMAI0T B cebA obwyss obpaTHy o CBRAL ¢ NONBI0BATENRMK, OHCTPHERIOTODA-
M, ODCNYSMESOWMM ¥ OBYYEKWKM NepCcoHanoM, paSoTHMEaMK 300AB0OKDAHEHKA, NALUEHTAMK (2CnH
BOIMONHED].

MHPopMaLMA MOKET OTHOCHTECA K B0E0Y WK K ONACHEIM CUTYAUMAM, HOTORLIE MOMYT BOIHKKATE M NDN
ATOM NPHESOWMTE MM HE NPHUBOOMTE K BpeYy.

MeponpUaTva No NOASeD*aAHUID OEPaTHOA CEAIM MOTYT TAKEE BEMNIOYATE B ce8A aanpoc MudopMalHi o
EYHEUMOHANBHBIX XaPAKTEDMCTHERY MEQWLMHCKDOID MA0ANHWA M CRAIAHHLIY C HUM DUCEax. 3TH MEpONPUATHA
BEMOMaT B ceba paboTy C 3auHTEPECORAHHEIMK CTODOHAMIA GNA NONYYEHHA CReUMANsHON ¥ SHANATHYECEDN
MHOPMALMA C NPUMEHEHHEM TR QUHAHCUDYEMEIX MITOTOBMTENEM METOOOB, KAk ONpoC MOTPeGUTENEH,
FEyYnn oNBITHEE NOMABI0OBATENEH (ROKYC-TDYNNG] 4 NDOCNEMMBAEMOCTE MEJWLMHCKOND HIOENHA, HAaNDHMEeD
WMMNaHTaToR. Kposme TOM, cpegn MCTOHHMKDE MHEODMaLHE MOomeT DbiTe HHdOopMaUMRA, OTEDLTAA GNA ofwge-
Mo OoCTYNA, HAMPYMED KNHHWYECKaa NUTEpaTyRa, ConDWEHKA 08 HHUMOEHTAX 1 $338 DaHHBIX NOSOHHBIX -
DEKTom.

OononuuTensHee MeponpHATHA MOryT BRNoYaTeE B cebf 3anpoc WHQOPMALMH B OTHOLWEHAW OTOare H-
HibIX KNMHMYBCKHXY JaHHEY HabmooeH9Ma 38 nauMedTame, NPosoadMel NOCNE BelyCKa Wagends B obpaue-
HHE, LENs KOTOPOrD ABMASTCA YEDENNEHWE KNAHWYSCHOrD COMIeTeneoTEa GelonacHocTH M EYHELHOHANE-
HilX XaQAKTEDHCTHE MEOWUMHCKOND WAOENHA MOCNe RASMEWEHWA HA DRIHKE.
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He obAzatenewo, 4To cobpankan dudropManya Gyoer HANDAMYID CEBRIAHA C MEWULHHCKAM HIOanMem
HaroToRMTENA. Tloneasyio MHGOREMALKMK MO PUCKAM, CONYTCTEYIOWMM MEIHLNHCKOMY HAZENHD MAroToBKMTE-
NA, MOKHD NONYYKUTE OT GEYIHY MEOWLMHCKAY WAOENHMA © aHanorHYHEM NPEayCMOTREHHBIM NDMMEHSHUEM,
C AHANOCTAYHEM NPHUELMKNoM pABoTe MNKW AHANOTHYHE MK ONACHOCTAMKA. 3T0 DACNDOCTDAKRETCA W Ha Opyrie
MIOENWS, HE MMEIOLLWE OTHOLEHMA K MEOWUMHE, MO C AHANOTMYHBIM NPUHLMEOM PAGOTE MW ANS a4anorn--
HOMD MCNOMNBLI0BAHKA.

Ecnd cGop o aHands WHgopMani| ooy IWeCcTENAETCA PasHeIMK CTRYETYRHBIMKA NOOPAZTENSHAMK 0pra-
HAIALMKA, MEXOY HAMA NOMEeH DRTE YCTAHDRNEH PaayNbETATUAHLIA OBMEH DAHHLIMA 1 HEODXOOH MOE BAAMMO-
JedcTare.

K MCTOMMUKAMW NOCTRROMIB0OCTEEHHON MHPORMALIIMN, OeMOHCTERDYIOWEN YO0RNETBOPEHHOCTE NOTHE=
DUTEnel 1 BAKHON ONA MEHEEMEHTA DHCEA, MONHO OTHECTH CNEgYIOLLHE.

- paboTa ¢ npeTedadamd, cu. TOCT 150 13485—2017, nyHeT 8.5.2 (aHanWa v KONWHECTEAE, NpWHa0-
MNEWHOCTE K CEMEBRCTRY MEOWUMHCKMY HANenwl, KaTeropil NoTpebUTenen, NEpUYKMHe, TAXECTE Bpaaa, 3a0e6n-
CTROBAHHLIE KOMNOKEH T,

= OTHETEH N2 0GCNYMUBIHMK (DaHHLIE N0 MOHTARY, NEPBUYHOMY WUCNONLI0BIHWIC, NEPUOONYHOCTH TEx-
HYeCKor obcnyxMBaAHKA, BAOAM W NEPWOOWYHOCTH DEMOHTOE, NEPHOAHYHOCTH WCNONBIAOBAHKA, JAMEHAE-
Mblg JeTand, obcnyHHBAIWWA NepoceHan);

- MEHELHMEHT DHCEa (OMyENUEOBaHHBIE OTHYETE MO NODOoYHEIM OSHCTEMAM SHANOMYHBY METULKHCHY
HAOENHA, WHTEPECKH BHEIHKY JAWHTEPECORIHHEX CTOPOH ¥ OOWenDUHATOS COBDEMEHHDE COCTOAHME HAYKK
H TEXHMKK),

« KNMAHWYECKME MEpONPUATHA [OTOANEHHBIE KTWHWYECKHE JaHHBIE Halmoaesus 13 NagMeHTanmm);

- HCCNEQOBAKKA PLiHES, NAUWEHTOE (BPEMA OTKNHKS Ha yConyry, 3anpalwmsactan WHPopMaLWa no Ho-
BhiM MK MOOADHUNEOEAHHEIM MEOMLMHCKMM WAOEMAAM ),

= HAY4HARA NUTERaTYRa (WCCNanoBaTeNLCKME NYGNHKaLXK),

= CMI (BHdOopMaUHoHHAA WHTEDHET-DACCEHKE, CANTE, NOCAALEHHBLIE MESWLWHCKON HHpODMaUWK;
CTaTe B NpOMECCUoRaNbHBIX EYPHANEK, HayYHBIX ¥YpHANaX W NpOYan nuTepaTypal;

= HOTOYHMKK DaHHbx N0 Ge3onacHocTH (HEIRBNCHM G MCCNEN0EaTEN DEA0NACHOCTH, BHYTPEHHNE W=
NHTAHKMA, NOCTABLWWEA NEOTLAMMHOTS ¥ annapaTtHors cBecnedeH A, YYpaxooHMa A0PAB00XDaAHEHWS, OMy-
CNHECBaHHLIE COTRTHA MO WAOENMAM, HCNOMBEAYEMBIM K3K MEOUUUHCKOR MANENKWE, B KOTOPRX NDUMMEHAINTCA
AHANOTAYHEE TEXHOMNOMM, LEHTPRI 0GMEHA 1 AHANKMIE WHDODMALWA, BCnK TAKOALIE CYLUECTEYIOT W A0CTY Mk
HE KOMEDETHBIX DbIHEAK ).

CHEHE BAMHO YYHTRIBATE YOOBGEHE MAYHSHO-TEXHHYECKOND DAIBUTHA, HANKHWUE HE PRIHKS ANbTEpHATHE-
Hed® MEZWUWHCKHY WIOSNHA MK METOO0E NEYeHHA, KOMNOHEHTOR, NOACUCTEM, 3 TAKE NporpaMmuoro obe-
CNEYEHWA, 8ClK ITC MPUMEHAMO. VIMEaT aHAYSHWE W BOCNPUATHE DHUCKa W 8ro O0NYCTHMOCTH La3nHYHBLIMKN
IANHTEPECOBIAHHEIMK CTODOHAMA.

4.4 Metogew cbopa nedopmau M

Mocne Befopa WCTOMHWEDS WHPOPMALWA CNEayeT YCTAHOEWTE METOOs CcOOpPa JaHHBE W3 3THE WCTOY-
HIAKOE. B HEKOTOPRLIX CNYyHaAX HAWMEHOBAHKEES KCTONMHMED VIKEe BEMIOYAET Meton chopa naHHslix. CyliecTeyeT
HECKONBEKD TPaDWUYWoHHES METoaos ciopa widopsMaUrk, KOTOPRE MORHS DaIfendTe H3 AKTHBHENE W peak-
THBHEIE. K aETABHLIM METOOEM, HANPHMED, MOHHD OTHECTH GHKETHPOBAHME WH CNEPOCHbIE NACTEN B NWCHMEN-
HOW KN 3NekTpoHHSE DopMe, BENKYAA NOKAZaTENA NS NPOAYELHKE W ENWHAYECKHME De3yNeTaTel, HHTEDBLIIN-
POBAHWVE NONLICEATENEA. IANPOC OTILIBOA, NOWCK B MMTERATYDE, MIYHEHNE WHPOPMALMKA 06 OTILIBAK C PhiHKE
¥ MHCR MHDODMALMK, BeINYCEaeMol PErYNMDYIOWMMA Sprasani.

DT MEPOTPURTHA CHHTAIOTCA AKTMEMBIMK, NOCKONEKY OHW BEMHMAIOT HENOCPedcTEeHHOe chpaweHne
K 33HHTERECOBAaHHEM CTOPOHAM AN NONYYSHHA KOHKPETHOR KHPODMaUKKA AN Nocnegyiowers aHandsa 1
CUEHABAHKWA. K SETHBEHLIM METOJAM OTHOCATCA TAKEE OMNPOCk IKCNEQTHLIX MRYAN NONLICEaTEnen, obecnede-
HWE NPOCHEEHBAEMOCTI ONA WMNNAHTHRYEMED MEOHLWHCHIAX Wanenui (ca. MTOCT 150 13485—2017, nog-
nyHsT 7.5.8.2). chop u obpaboTka MRpopMaUxriK 38 npeaenamd cpraHkiauMn B COOTRETCTEHW C PETYIHpYID-
WM TpeGoBaHnAMIA.

K poarkTHEHBIM METOSEM MORHO OTHECTH, HANEKMED, DACCMOTDEHKE NPETEHIWN (BKNKHAA OTHeTel ob
HHLUWOEHTAX ), pAcCMOTpEHWE HabNKoeHWd, NpoeederHelx padoTHHEAMK 3008 B00XpaleHia Bea ConTBETCTEY-
IOWEnD 3anpoca, | HalbnogeHri dnesamy pabodel rpynnisl Opraqd3aUMy No NpoJakam ¥ MapKeTHHIY, pacs
CRMOTPEHAS OTHETOR O CEQBUCHOM MM TEXHWYECKOM DOCMyRHBaAHMIA.
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On#A eebopa NogXOOALLNE MeTofos chopa OauHelx opradk3auri cnegyeT paccMOoTpETE BONPOCk, CBA-
IAHHBE ¢ METOOAMH aHanMia (HanpyuMen, Ka4ecTEeHHbIR, EONHYECTREHHLIR, ONMCATENEHBIA ], PAIMapoM Bhi-
BOpKK B JABMCHMOCTA OT NPWMEHEHKA MEZWLUHHCKOND WAOENWA, KOHEYHLIMKA LENAMK (HaNDHMMeap, NpHYHHGL
UTO NPOHCKOOUT WM T[OE NPOMCKOOAT T8 MNK WHbIE ARNEHHA).

BpemeHHol wHTEepBan, Ha NEpoTSxeHd KOToporD BHNONHAETCA cOop JaHHsIX, YyCTAHABRNMBARTCR Opra-
HHIALMER W 8ro CNeAYeT COMAacoabIaaTs ¢ LSk, ONpeqeneHiol & NhRade NoCTNPoOWIB0ACTEEHHOTD Habno-
A& HKA,

Mocne AoKYMEHTHDOEaIHWA MeTogaloB) cEopa JaHHbIX CREOyWMM Wari AanaAeTca paspaboTia dop-
M BEZEHWA 3anKcel No peaynetatan ciopa GadHbIx (HANpHMED, NpoOToKONa), oM. 4.6. B npoTorkone cnegyeTt
OAMCEBATE Boe HeolxoduMsle AefcTRMA ONS oOECNEYEHNS COMaccRAHKOCT CODRaHHLIX faHHsx. Cnegyer
pacCMOTDe T NPEMMYLLECTEa W HEOOCTATHM BRIDDaHHOro METOLA.

BasHbie acnekTel, KOTOPLIE CNegdyeT pacCMOoTRETE NPpW paipaboTie NpoTokona:

- KAK BLINCNHASTCA ¥ yNDaENReTea chop SaHHbIx,

- KAK ¥ KEM BRINCNHANTCA 3IaNACH DaHHLIX,

= KAK BRINCNHAETCA MOMUTOPMHT W BOIMONHEA a8TYANHIaALUKA OaHHBIx,

= KAk o0ECHEYdTe GOCTORBEPHOCTE M KAYECTED OaHHER MK

- KTO HE2CaT GTEETCTEEHHOCTE 33 J0CTOBENHOCTE M KAHECTBO JaHHBIX.

MeToOki NOMYyYHEHWA NoOCTIPOWIBOOCTEEHHON WHBOPMAUWA MOMYT GbiTk YaCTLiD YCTAHOBNEHHLIX NEo-
UEdyp CHCTEME MoHel®MeHTa KadecTea (oM. TOCT IS0 13485—2017, nyukt 8.2.1). MaroToenTanam cne-
OYET YCTAHOBWTE YHHBSRCANEHEE NPoUedyDsl cOopa wHropMaume M3 Takx KCTONHMWKCE, Kak noTpebuTend)
NoNeI0BATENH, OBCAYHMBAINWKMA Nepcolan, obydamiyni nepcoxan, cooblwenna ob nHuxaenTasx ¥ chpatHan
CEAZL G NOTpeduTenAMunonsIceatenamn. B BoneWHMHCTEE CNYyHaEE JOCTATONHO CObINKA Ha NpOoUegyDbl -
CTEMEBI MEHBIMMENTE KAYRCTEd, OOHaKD MGOLE cneyWansHele TReboBaHUe K MEJWLUMHCESMY KIZENKIo Che-
OYET BHECTH HENOCREOCTEEHHD B MNaH MeHeIEMEHTa pUCcKa.

MNAaH MeHeIHMEHTa PUCKa QOM¥eH BEKHHaTe B celA NpHHATEE HA OCHODE JHANKWIA PUCKa OOKYMEH-
THROBAHKBIE DEWEHAA NG CROCOSY HaBninae s, NpUWooHoMy GNA cBopa NoOCTNPOMIBoOCTBEHHON Wit opMa-
LMK 08 Manenud, HanpuMep, HeobxoguMe Nd HatniooeHHe Ha ocHOBE OBDaTHCK CEAIM (PEaKTHEHOE) UMK He
aETHEHCE Habmodewde. MNad MeHsIKMEHTa PUCKE JOMEEH TAKE BRNIOYaTE B ceBA NogpobHoe onKcaHWa
MpEyCMOTEEHHEX KMAHHYECRWY MCChedobaqui (csm. NOCT |50 14971—2011. paaaen F.7).

OBpaTHas ceAdk GOMKHA NPEenccTasnATE MHIDOPMAUWD O CODBITHAX, KOTOPRE VHE NPOAICWNNA [[eaK-
THEHBIE MOHATOPKMHT], 8 TaKEe COORITUAY, KOTOPBIE MOMYT NPOWISHTH [NPEdyNPEaasUMA MOHNTODKHHE ).

[na opraHyzagdig BasHe Takke coBpaTe WHDCPMaUWE ¢ PeiHEa O NOBRIEHWH AHANOTMHHBIX WITENHN
ApYTHX NPeanpHUAaTHA, NPOBOOWTE 8HANWI KoHKYDEHTOCNOCODHOCTI CEOMX MATENWH, B TOM YWCNE © TOHEH 3pe-
HAA WX BEICNaCHOCTH.

Mew pazpaboTke METOO0E NONYYEHUA WK 0OHAPYHEHHA NCCTNROKIBOGZCTEEHHDN MHDOPMaLHMK M3M0TO-
BATENK A0NM¥HE cOBNCOaTE OCTODOEMOCTE, YTODLI HE NOMYHMTE CWKDoOYKER peEayNETaT. 310 O3IHaYaeT, 410
MEQCoHan, Nony-amibia Wi 3anpallvsak Whh oSpaTHyin CEAIL, JonMweH BulTh HERTPAaNLHEIM GNA D0CTHME-
HWA OALEKTHEHOCTH OBPATHON CBRAW [OTOHUATENEHOR UMK NONOEHTENLHOR). Kpome Toro, ofpatHan cBRib
OCMMHE BENOYaTE CoDbITHA, NPOWIcWanWUKe (T. @, CNegysT pacciMoTPeTs KOPPerTHRYILLWE DERCTEWA), 8 Tak-
W@ CobBITHA, KOTOPEIE MOMNK Gkt NPOMICHTK (T. 8. HeoDXOOKKMO PacCMOTPETE NPEayNpekdarlike JeAcTERR).

MeToges nepegaqs 3ToR webopsaumrk By0yT 3aBHCETE OT MCToMHKKE MHopmMayny. HexoTopas uHdiop-
MaLMA GYOeT WIBNEKATLCR (N0 MHHUMATHEE WATOTOEHTENR), a Kakas-To duropMauda SyOeT NpodaHraTeca
(M0 MHALWATARE MCTOMHWEA ), HO B NIOBOM CNyYas 0pradisauya GomneHa obecnednTe, 4Tobkl De3yNeTATHBHEIG
KAHAML CEASK NNAHMPOEANKCE ¥ DbiNK BHEZDEHE, YTOBEI NoNyYars MHEOPMaLWGD CEOSRDEMEHHD W TOHHD.

TewMnkl, © KOTOPEIMH NPOWIBOOUTENE KIBNERAST AHGOPMALMWIO M3 PAINKHHLIX WCTOHMHHKOE, 3aBWCAT OT
ADENOCTH NPOAYETA, TEXHOMOMMK, CNELNEMSHOCTH DaiHES, YTO SGOMEHD DbiTh OTPAMEHD B A0KYMEHTHEOEIH-
HilN NPOUEIYDaxX Opraiiaauin — WITOTOBMTENA MWL WHCEKE HIOENiA,

MEore HHPOPMALMOMHEIE KaHaNs MOTYT NPOXOQKTE Y8PE3 BCAOMOaTENsHIE NOOPa3ILene MR WaroTo-
BATENA, HANPUMED:

- OTOEN oOCNY#HBAHKA MOMET MPUHKMATE M 00pataTLIEaTe NPETEHIMK KNHEHTOS,

= OTOEnN, OTEETCTEEHHLIR 33 NOCTNPOWABOACTREHHDE HatNKASHME, MOMET NPUHUMaTE W ofpaldaTeiEaTe
OTHETE N0 OGCIYHWBIHAK W MOHTaKY,

- PCEKTHAA MPYNNa MOKET PACCMOTRETE HOBLE WIMBEHEHWR CTAHAADTOR W T. 4.
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4.5 AHanWa NocTNPOMABOOCTEEHHOW HAQOPMALKK K OUEHHEAHWE DHUCKA

Boa cofipankan MHopMayWa NOORERrasTod aHARMayY W oueHABaAHKID (oueske). OBu4He HavansHaA
OLUEHKA DHCKA NpW BRINYCKE HOBOM MEJWUKWHCKONS WIGEnWA Ha PelHoK OCHOBAHa Ha ONBTe NpoWisodcTea
CXOOQHLIX MEOMLKHCEAX WITEMNWA WK WX NDHMEREHAA MOW HA GONYLLEHWAK.

MoCTNpOMABSOCTEEHHYK WHPOPMAUMIO © MEJHUMHCKWX H3NEMWAX WI0TOBWTENA HeolxaguMo nocTo-
AHHO OTCAEMKHEATE ¥ AHANMIMDOBEATE NPH NOBTOPHOM OUEHHBAHWHA DWCKa W NERECMOTPE HMEIDLWMXCA OUEHOK
ONA NOA0SPHAHKA PEIYNETATHBHOM NPOUEcca MEHEORMEHTA PUCKA B paGOHEN COCTORKMA,

JefTensHocTE Mo AHANKAY NOCTNPOHIBGOCTEEGHHOR MHDODMAULKK JONHHA BEKMOHATLCA B NNaH MeHsd-
#nenTa prcka (o, FTOCT IS0 14971 —2011. nyarr 3.4). B nnase cnegyeT yEa3aTe BReMeHHON MHTepean ana
CHCTEMATHHECHOTD PECCMOTPEHHA BaHHLIX NOCTRPOWABSOCTEGHHDIS HABMIDDeHHA, KoTopBE DyOyT BEMNIOYaTE-
CA @ OTYET No NoCTNEOMIB0ACTBEHHOMY HabniogeHHio. BpEMeHHOR HHTEpBan, B TEYEHKE KOTOPOMS BLMOMHA-
ETCA aHANW2 JaHHEEE, CREOYET ONpeqenaTs NponopUROHATEHD DHCKY, CEAIAHHOMY © MEQWUMHCKMM WILENNEN,
W B JABWCMMOCTIA OT KOMW4ECTEA W TWNA JasHblx NOCTIDOWIBCGCTEEHHOMD Hatnaaesna Hechxonmmsx nA
adanusa. HeobxoguMo ySMTeIBaTE, 470 ONA BOEMEHHEY MHTEDBAN0DE NPBI0CTABNEHHA OTHETHOCT NO NoCT-
NPoRIBOACTEEHHOMY HAGM0AeHKHI0 MOTYT BkiTh YOTAHOBMNEHB pEMyMMpYRIWME TpeGoBaHWA (CM. paagen 5).

NeBaa WHHopMaLMA Nocne g8 NoNYyYeHrA DOMKHE NepedasaTtecd NHUaM WNH oTOSNaM B paMeas op-
raHMIAUKMK, KEOTODLIE HMEIOT OTBETCTREHHOCTE W NONKOMOYHA ANA B8 CPABHEHMA C TEKYLYWMA Dadnom MeHed-
WMEHTE DHUCKE W NPUHATHA MAMEHEHRR B CNyHae HeoGKoQuMOocTh,

AMeeT NepeocTENEHHOE IHaHeHine, YTobbl BCA COCTRETCTEYIOWAA KHDODMALKUA, MONyHasMan oT aTHx
nogpaigensHAl, HnNsTEopanack JAA TOW 4aCTik OpradkaaUnkii MarcToBKTENA, KOTopanA obnagaseT OTEeTCTREH-
HOCTESD 1 NCNHOMOYAAMA B OTHOWEHAK MOCTNPOWIB0ICTEEHHOHE MHDODMALKWK 1 BEMCYEHKHA B8 W CEAIAHHON
C HER redopMaureld B Gain MeHEIHMEHTE PIcKa.

COprannaagka DomeHa ohruHansHo HAaIHaduTe NMUo{a), oTEETCTEEHHOR(BIE) 33 cBop W KDDDOMHEaUKID
BOEX YETHLEIY M NHCHMEHHRIX NDETEHIHA NaTRebWTENA K MEQWUMHCKHM Wagenwam, ITolk) neuola) aonsHo (k)
HMETE NONMHOMoHKA, 0EECNEYMBAILLME HEMEANSHHEIR SHANKI MIOGoH NpeTeHInK, ocobaHHD CEA3AMHOR C No-
MyqEHWEM TPABMEI, CMERTLC HNA MIOBCH CNRacHOCTR, 3 TaKkKe CoobWEeHRA PerynUupyIoWWM Sprasas, ecnq
aTH aKTE NOANagasT Nog TpedoraHnA o CoobLyeHnK.

Tam, roe pEpOATHOCTE CODBITHR [(HANDWMED, OTEA3 KOMMNOHEHTOR) ABNASTCA BaMMuiy  DakTo-
pOM, BIAWAKLWMM Ha puck, Takkne coGbITHR B WeNAX MOMWTODMHMES CTATHCTHHECKONR TEHOEHUMK CODbLITHA
fow. TOCT 150 134852017, nogpazgen 8.4) JonEHE aHaNHanpoBaTLCA W OLUEHHBATLCH TPYNNCKA Mo MeHed-
HMEHTY prcka (oM. 4.1}

CYILECTEYET MHOMBCTED PaINHYHBIX METOLOBE AHANWIA JaHHBIY, B TOM YKHCNE KOMHYeCTEEHHLIE ME-
TOOE, NPA 3TOM KAKOBIA METOD MMEST CBOH NPEMMYLLECTEA MMM OTpaHWYeHKs. BoamMomHble MeToobl BERK-
43T MHOMEBCTEDS BApWaHTOBR. OT KAYSCTEEHHOMD aHANWIA O3HHBEX WNW ONACaTENLHEN paduHeckdy mMe-
TOQOE (HANPWMED, THCTOTRAMME! WNKW CXeMB DAIBATWA TREHOOE) A0 CNOEHBIX KONWYECTESHHLIX OUESHOK C
HCNCNLIOBIHMEM (PODMANKICEIHHEY CREM, BEMOHYEA CTATHCTHYECKWE METOOB YNEABMNSHHA NDOoOLScoom
fom. MOCT 120 14871—=2011, npunoxense G). BeiSop NOOXogAwers MeToaa aHankaa IapucuT OT Uenk aHa-
MA3E K CAMHAX JAHHEX, HA OCHOBE EOTOPBIX BLNONHSRTCA 3HaNKa.

HanprmMep, NEPeTEHIWA K MEJALWHCKOMY WIOenK0, COOTEETCTEYIOWEMY CRaundHKauramM, MoxeT ety
chycnoeneHa gediekTamd KoHCTEYRLWK. peTen3mk Ha oBCcnyMHEaHWE MOTYT YEaIsBaTE Ha HECOOTHETCTEWMES
HHCTEYRLKA N0 3KCNNYATALMA PErYIHPYIOLWWM TPEBoBaHKAM,

Ecnu nony4eHHsid oT49eT of oDCNyRHMBaHKE COOBMHT YE23aHWA Ha npoGnemy, coAIawHy c Gelonac-
HOCTEHD NPUMEHEHHA MEQHUHHCKOID MIOENWA, OH JofHe GeiTe QOBE0eH A0 CBEOEHWA HITOTORWTENA W HEEH=
THEHWLMPOBAH Kak NPeTEHIMA, KOTOPYID CASOYET NPoaHaniivpoeaTe W NPOBECTH Wocnedosaque. B ero xoge
MOWMET DbiTe oDHADYHEHD, YTO B NPOUBCs HATCTOBMEHHA ShiNK BHECEHL MAMEHEHWA, BOSMOMHLIE NPHYRHE
KOTOpLN.

= HENPELBHOEHHOE BOZOEHCTRME Ha MEOULUWHCKDE WaOEnu1e,

- HEAOEKEATHAA OUEHKS MAMEHEHMA NpoLECCa;

- HEHaAONemalyan NoETopHaA BANWIaUWA;

- OTCYTCTRWE NOBTOPHOH BAMWO AL M,

- HEHAQNEHIALWHE MEPE MO YNPABNSHAK PHCKOM;

= OTCYTCTEWE OUEHIM MED N0 YNEABMEHHID DHCKOM MOCMES BHECEHKA MIMEHEHAR.

HMayyeHue NpeTedImK NOMOraeT ONpegenaTs, KaKMe BHGbl QEATENLHICTA MOyT ObiTh OCYLWECTEMREHE
i@ Npegenamd OpraddIagqd. 3Ty Brabl ABRTENEHOCTI MOTYT BbiTe BRINONHEHE HA TEPRATODWK, He NDpWHaO-
NEWALLEA OpraHiIaUmMl (HANPWMED, BCNH PEYsL MWOET O CEBRIAK C NOCTABLHKOM WK NpegeTanHTanesM/ ansHTo M
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OPTaHMIALWIA}, MOK Ha TePDMTOPMK, NPHHAONEEAWER TOR HE Opraqd3agnyd (HanpHMep, Opyromy Nogpaigene.
HAD WA TNABHCMY YIRSBMEHAD).

WMuchopMau9a, CTHOCALLAACA K HECOOTBETCTEYMIWER NPOOyKUMH, MOMET NoTpeboBaTe aManuaa W Kop-
PEKTHPOBKK OeATENEHOCTI No MEHBIFMEHTY DHCKA,

MeToq, vononeIyeMen ONA AHANKWsa gaHHsx, cNeayeT cnpeaenaTe B Ka4ecTRe YacTH nnakHa nocTnpo-
WMABOOCTEEHHOMS HABNMIEHWA 0 Hadana chopa fadHsx ana obecnedernla Tor, 4Tobe PE3YNETATE COOTRET:
CTEORANA LEnam W 380849am aHanqaa (ca. 4.1).

Cobpanian MHpopManiva aHandIMpyerca © 4ensio onpegenatda ee oTHOWaHWA K BE3onacHocTH.

MoMosE B NPOBEASHKA 3HAMNWIA MOTYT CRedyowne Bonpocsl;

- MpegycMoTREHHOE NPUMEHEHNE LU AKTYaNEHD 7

- MpegnonaragMan NoNe3a ASCTHrAETCAT

« AMEIOTCA MW CEMAETENLCTES ONACHOCTER WK ONacHLIX CHTYaUKN, KOTOPRIE paHea He DNk onpedeana-
Hil? Hanpusep, BoaHWEZET N KaE0A-nubo HenpegerieHHsLI Bpen?

- ECTe MK CNyYau HENPAEANEHOMD NEHMEHEHWA, HE YyUTEHMbIE paHes?

= BOIpacTaeT Nd TEHGEHLWA MCNoNe30BaHHA B 00NacTax, oTNHYANWHACA O NPegychoT PEHHOTS NEK-
MEHEHKA?

- [peancnarasT Nd YAcToTa BOAHKEHOBEHWA ONPEOeneHHOR ONAcHSA CHTYaUMK WY Bpe0a, 4To BepoRT-
HOCTE BOSHWEHOEEHKA Bpega Okina HegooueHaHa?

= YHAILIBAET NK 33ABNEHHLEE BpEO HA TO, Y4TO TAMECTL BREGA GhiNa HEgooUEHEHa?

- ECTl MM CBMORTENECTEA TOM, 4T0 3anfaHMpORHHEIR DAHEE MEDE! N0 YNPARNEHKID DUCKOM HEDEIYNEb-
TATHEHBI?

= COOTRETCTEYET MK OLEHKS COBORYNHOM OCTATCHHOMND DHCKa DakTHHECKOMY ONBTY NOCTRENMCTRaUMoH-
HOTD NPHUMEHEHWA?

= MpoHIoWNA WM HET WIMEHEHHAA B OBWenpHIHAHHOM COBPEMEHHOM COCTORHMK H3VHEM W TEXHKKH?

- VIMEKITCR NH YHAIAHAA HA TO, Y4TO KPWTEDHKE JONYCTHMOCTH DUCKa A0MEMEl GkTh CXOPPRKTUDOBANELT

AHANKIY WHEOPMALHH MOMET 0aTs HECKOMNSLED BOIMOMHEIX DEIYNETATOR, HANRHMED.

« ONACHOCTE W ONacHan CHTYaUWA Guinv onpegenavsl NpapunsH0. PRCE Duil GoNKHBM 0DPasomM oUBHEH
W CCTAETCR OONYCTHMBIM,

- ONACHOCTE ¥ ONACHAA CHTYAUMA DbinK NPaennEHD ONpedensHs, HO NPOWIoWNo YEENHYeH e PUCKa 00
Gones HegonyCTAMON ypoeHA. TpebyeTc gankHefuas JedcTRHE,

- KOHKPETHAA ONACHOCTE WK ONACHaR CUTyaumrs He Delnv onpeaeneHs. TpedyeTca ganeHeiLes Qen-
CTEHE,

- MPCAI0LWNT HIMEHEHWE 0BLWEBNPWIHAHHOMD COBPEMEHHOMD COCTOARKA HEYRW W TEXHMKN WK NONB3LE OT
MEORUEHMHCKOrS agenka. TpebyeTcA ganbHenwes JeAcTEWE.

Ecnm pese #geT 0 WiMeHeHWAx COWEeNpHIHAHHOID CORDEMENHOM COCTOAHHA HAYHEHW W TEXHWEH, TO
HEODXOJMMO PACCMOTPETE ANLTEQHATHEHER METOgE NEYEHKR MK OWATHOCTHPOBAHWA MEAMUMHCKOND COCTO-
AHWMA LENSB0Hd TRYNNe NALKeHToR, a8 Take GeI0NacHoCcTe. DEIYNETATHEHOCTE W DWCKH, CONYTCTEYRIOWNE ITIM
ANLTERHATHEH LM METogasM. ECNK aneTepHaTAHBEHbIX METOOOE NEYEHKA MMM QUardocTHER HET, PUCEM W MoMNsay
ANA NALKEHTOE HEoBXoOWMS B MoBoM ChyHae yHrTeBaTh.

MaroTopuTenks Takse OOMmEed OUEHHTE, ACCTHIHYTA MM NPpeancnaragMas NoNead o7 NpegycMoThe H-
HOTO MPUMEBHEHMA MAA MRPOWAOWNO B8 HIMEHEHWE. ECni Nporiowno WIsMeHeHke Nofeds NpW COXpasiKB-
WHXCA pHCKaX, Ganads MEXOy NoNbIcE W COBOKYTHbIM OCTATOMHLIM PHCKOM TaKEe MOKET WIMEHWTECA
(csa. FOCT 150 14971—2011, paagen 7).

Mev  obpaboTee  O3HHBEER  PEKOMESHOYETCA  NOMNB30BATECA  CTATWCTHHYECKHMA  METOOanu
(cw. FOCT 150 14971—2011, nprnoskeHds G

Mpk aHANKMIE JaHHBE PELUEHWA 1 MEDE NC YNDABMEHMK DHCEOM, WOSHTUDRLWMDoRAHHEE B TPOYECcCe
MEHEOMMEHTE PHCKE, DONKHE! YHHTEIBATE DEMYNMpyHILWME TpedosannA. B perynvpyiowmMe TpeboBsanna MoryT
ObiTe BEMOYEHEI TRESOEAHWMA K OPradMIaUWMAM OTCNERMBATE NDHMEHEHWE MEOWLWHCKKY KAGEnHR W WHgop-
MADCBATE PEMYTTHPYIOWWE OPraHH3aurd O HEKOTODLIX CTOBOREHHLIX B PEryNMpyIoWKy ToeboBaHWAx CNy4aas
MpHMMEHERAA (Ca. paigen S).

Mo pesynuTaTam OUEHKE NOCTIPOWABOOCTBEHHOH HRDODPMaLKK NPKY HEoDX0OUMOCTH paspabaTeiBaoTCA
W BEMNONHAITCA KOpPesTUpyow ke aedctana (ca. TOCT S0 134852017, nyukT 5.5.2). Bepudkay«a ei-
MOTNHEHAA KOPPEKTHRYIIWMY JeRCTERR i WX pE3yNETATHEHOCTH OCYWWECTENAETCA B NOPASKES, PErMaMeEHTHRO-
BAHHOM AGKYMEHTUPORAHHBIMMK NPoUEOYPaMKA MO MEHATHMEHTY DMCKE UMK CHCTEMEl MEHETFMEHTA KAYECTES
B LI@Mmon.
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BOIMOMHOCTH MHTEIPALWK CHCTEMEl MEHEOMMEHTS DMCHA B CHCTEMY MeHEMMENTa Ka4elTBa JYepea
cucTemMy cbopa MHAOPMALKA MO NPOUECCAM, B T 4. 1 B LENAX OUSHKH DHMCKa Ha CTaWM ROCTNROMIBONCTRS,
npueenena g [OCT P 53918—2010, prcysor 1.

Ha ocHose a3Tol WHopMagWy paipabarsigainTch HeoBxoguMeie KOPDEKTHRYVIOWKWE W NpegynpesnaK-
we gerctewrs (cwm. MOCT 150 13485—2017, nysueT 8.5.2).

AHANA KOPPEETHRYIOWME 1 NPEAYNPEKDALME DERCTEWA JonHeH 0SHADYHATE BOR PAMEE HE MOEHTH-
PUUADPOBAHHEIE DHCEA M NOOTEERAWTE DEAYNETATMAHOCTE MER Mo YNEasne A Mrd. Jannyic wHbopsanmio
[EKOMEHOYETCA MCNONEACEATE GNA CNPEOenE U PeryNETATUEHOCTH BLEK BUAOE DEATENLHOCTH No MEeHea-
HMEHTY DHCKA WU HeoDX0OMMEK JeACTEMA ONA KODPEKUMK BEABNEMHBIX NPoGNam u NReaynpesnaHUA Wy no-
BTOLEHMA.

Mps NKGOR KoMEAHALUKKE NPWYKMH Bl ABNEHHBE HECOOTEETCTRAA, NOETEHIMA, DazpaboTEY TEX MK HHbIX
KEOPDEXTHRYIILAY W NDE0yNDedsI30WMy JeACTEMA B paMEaX CHCTEME MEHEAKMENTA DHMCKa ONA &ro NoaToD-
HOM OUEHKBAHWA DYNeT MCNONeINaaHa NOCTNDOMIBESOCTESHHAA MHgOpMauKa. MiybuHa NOBTODHOMD CLEHH-
BAHWA pUcKa SyOeT 33BMceTe OF PeIYNETATOR WCCNEOoBaHnA NPeTeHaM|, KOTopeE CRegyeT QoxyMEeHTHpo-
BATE. Boe HOBLIE MAW NEPECMOTREHHEE MEDE NG YPAERNSHMIO DMCEKOM SYOYT YACThI0 KODDEKTHRYICLLMY 1
NpEayHpeExLarUHy QERCTRIRA.

B sanucax (oM. 4.6) No peaynbTatamM aHanksa (OT4eTe MNK BpaTEon onucaniy) cnegyet obobwate Boe
LEWNLTATE M BLBOOR, COODMADOBAHHEIE NOCNE PEanUIanMi Nada NoCTNRoM3IBCOCTEEHROMD Habnionesua.
3anucH MOryT COOepMATE, HO HE OrPaHMYMBATECA NEDEYUCNeHREM HHKE, CNenyIoWea!

= KpATHOE ONMCAHME. BLMICHAR waesTudukagnosHy e redhopMmauuio of oTueTe 1 00 opraHnaams,

= CNpABCYHAR MHOPMALWMA O MEQWUUWHCKOM MADEMHK UOEHTUOHKALUMORHEA MHDOPMELME O MEQWLMH-
CEOM WIOENAA, KPaTKOS ONHCAHKE METWLMHCKOMD WAOENKA W KOMMEDHECKaR MHhopMaUWA, UEHOaEMBIA CPOK
Cryw Dbl MEIULNHCKOrD MA0eNnUA,

- 0BA0p CODPAHHLIX JaHHBER NOCTNROMIBOACTESHHOM HabnknaoeHKa;

= AHANMA W OUEHK JaHHBIX OTYETA,

« PEKOMEHOALMK N0 QERCTEMAM, KOTOPBRIS CHEOYET MpEONaHATE,

= BEBOSE MO CNEegena o COOTHOWEHNE PHCKNONsIA.

OTUeT JOoeeH CO0eDMaTh OTBETE HA BONDOCH, YCTAHOBMNEHHLIE B NNAHE NOCTNROWIA0OCTREHHOMD Ha-
BMOeHna, 1 B COOTRETCTEMNA C MCNONE30EAHHEIMKA METOOAMK SHAMNMIA DaHHbIX.

B orueT 0b aHannie 0amMsx CNegyeT Bemiovare NOKAIaTenkCTaa TOMD, Y4T0 GaHHLIE NOCTAPOMIBaNC THEH-
HOM HAGMIOOeHHs AOCTHIE0T YENW, 3300KyMENTUPORAHHON B NNEHE NOCTNPOMIB0ACT BEHHOro HatnogeHWaA.

YooBeHE OOTANMIALMK HHDODMALMK, BEAKMEMHOR B OTYET, MOMET 3ABWMCETE OT KNACCa pUCKa
MELMLMHCROrO MK} HaZenHa{i) # OT NPUMEHHMBIX PErYMHEYIOWH TREBOBaHWA.

CeHOBAHHYD HA COBRITUAX O8ATENEHOCTE NO NOCTAROMAIBOACTESHHOMY HAGMIONEHKIO, TAKYHD KaK Nomy-
YEHME MPETeHIMA 1 WHDOopMaLMIK 0 HeDNaroNpDUATHEK CODLITHAX, CNeqYeT OUEHHEATL W BKMICHATE B OTUET-
HOCTL B COOTBETCTEMM C MPWMEHAMEIMK DENYNHUDYIELLWMY TDEGOBAMMAMK M COMACcHD YCTAKOBNEMHBIM Nono-
HEHHAM B JOKYMEHTHPOBAHHEIX NPOUenyoax (M. pasgen 5).

4.6 YnpagneHHe 3anHcamMM

YNpaeneHye JandcAMA J0MsHS OCYWECTENATLER B COOTEBETCTEMW C NPAaBWMnamy, yCTAHORNEHHBIMGA &
CHOTEME MEHEIEMEHTA KAYECTREA OpraHdaaun- (oM, MOCT IS0 134852017, nyuet 4.2.5).

3annck, BLNCMNHAEMEIe B X008 chopa, aHanWsa v OUEHKBEIHWA NOCTNPOWIA0OCTEEHHOR HHDODMAaLHK,
QONHHE! BENMOHATECA B dhain meHeqmmenTa prcka (oM. TOCT 150 1487 12011, mymer 3.5, Oun Moy BT
YACTRID GPYTHE TREOYEMBIX JOKYMEHTOR W DaRN0E, HANPHMED YACTRID CHCTEME MEHEIKMENTA KAYECTRE WI-
roToBdTens. OOHako o4 GOMMeH COZepwaTE, No MEHLLIGR MEPE, COLIMKKW MMM YEaIaTend Ha sce Tpebyomme
BOEYMENHTEL. FaroToBATEND CNedyeT CBOEBDEMEHHD COBMpaTE CCuINOYHYIS WHOopMauWe B dakne MeHed-
HMMEHTa pHCEE.

MepHoGUHHOCTE AKTYANKMIALKA Dalina MeHedHMEHTA PHCEA DoMHHa ObiTe ONPEdeneHa WaroTORKTEMNEM
¥ OCHOBLIBATECA HA BAMHOCTH NONy4askol MHOPMBLME ANA OUEHKH HOBLIX DMCKOB WK NEDECUEHKA BHOAK
BLIABECHHEX PHCHOE. He peme oaHoro paia B rod DomweH asTyandIdposaTsCcA OTHET No MeHeIMMEHTY DUCKa
k@K COCTaBHAaA 4acTk raina MeHsTEMERTa DUCKE, OTPaMAINWHI QERTENEHOCTE NO CBOpY, aHAMNIY, CUEHW-
BAHKKD W MNPAHATEIM MEpaM K3K No NPOMIBCOCTEEHHON, TAK ¥ MO NOCTNPOHIESECTES HHOR HHDOPMaLMK (eCnW
HEeoBxoQrsMo ).
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5 CBAZb C PErynupyolnmMmK opraHamMmm

MpakTU4YEcKk BoE DETYIIMPYIoLWWE 0pradsl TReByioT NpoBaaeHWa MEHEBIXKMENTA DUCKS, BHIMOHaA OLEHKY
pHCKa Ha NoOCTOPOKIBOACT BEHHON cTagny. JadHee Tpelosanh MOryT W He GbiTe ChopMyNHPOBaHEI B Ka4e-
CTEE OTAENLHOM TPEDOBRAHKA, HO NPW ITOM OCHOBHEE INEMEHTE MEHSLMMEHTA DUMCKa BCErOa BENIOYEHE! B
HOPMATHRHLE MPAB0ERIE AKTE, KOTOPEIE OOMESH BENOMNHATE MITCTOBMTENE MELMLMHCKMX WAOEMMA.

Ecnu npumeHnsieie perynupyiowue TpedosaHya 08AILIBanT YEEOOMIATLE O NPETEeHIWMAY, COOTRETCTEY-
HILLMX YCTAHOBNEHHLM KPATEDMAM OTHETHOCTI O HednaronpMATHER CORLITHRR MNK BRINYCKE NOACHUTENLHOMD
VEEOOMAEHHA, ORraHnaauMa QOMKHE 0Ky MEHTHDOBATE NEOUEOYDEl ANS YEEEOMNSHKS COOTRETCTRY IOLLIMY [e-
MYNHEYIOWWE opradoe (oa. MOCT 120 13485—2017, nyHsT 8.2.3).

DOpradM3auqa gonkHa onpedendTe GTEETCTEEHHOCTE W NONHOMOYHA ANA CBA3K C COOTEETCTRYHILLMMA
PEryNMpYRLLMMK ODraHami ([TEX DHHKOE, KY0a NOCTARNASTCH NPOQYKUMA OpraH gy | Ha NPOTAMEHMW BCero
HHIHEHHOTO LAKNA MEOWUMHCKOND MA0ENAA; Ha NPEANDoLAHOoN CTAAWY (HAanpHMep, B NPencTaEneHuMw Qna
0ACOpEHKA DErYNMDYICLLMMIA OPTaHAMK}, HA NPOMABOOCTEE (HANPHUAMED, BO BOEMA KOHTDONEROR NEOBEDKA MM
aYOUTa) KNKW HA CTAOWK OGNS BeINYCKS MA0enKA B COpALLEHKE [HaNPUMED, NpW CoOBLEHKA O Hebnaronpe-
ATHLIX COBLITHAK, KOTODLIE CODTEETCTEYIIT KOMTEDMAM OTUYETHOCTH UMK KOHCYNETATHEHLIM YEEJOMIMEHIARM ).

MpK KCROMNLIOBAHKMW HACTORWEND CTAMAARTA CNeaYeT TAKE DYROEOICTRORATECA TREOoaaHHAMK, YCTa-
HOBMTEHHEIMK B DELWEHMAX EBpaivickol IoHoMHEYecskoi komMucori (E3K) v HopmaTHeHbIX NPapoasix aKTax
Pocosiscsoi Qenepaudi B OTHOWEHHE MEQWLKHCEAX WIOENKA, B TOM YHMCNe B OTHOWEeHWKM Ge30nacHocTi M
KNHHHYECKoR a0 dakTHEHOCTH MEQMUMHCKHME Manenyi, ekn4saa coobleHra © HebnaronpHATHOM CoBBITHM
(MHUMOEHTE ), OTUETEl O KOPDeKTURVIOWNY NeRkcTeMAX No Be30nacHOCTH MeOMUMHCKOTD MAOENHA M YEEO0MITe-
HHA Mo BEA0NACHOCTH MEOULMHCKOMD MIO8NKMA N0 Pe3yYNLTATAM KOPDEKTHMDYIOWLINY O8RCTaME.

MexgyHapogHan NpakTHEa NOKAILIBART, YTO CHWENPUHATEIM CTAHOADTOM B OTHOLLUEHWM . MEHEI¥MEHTA
PHUCKA, B TOM YHCNe Ha 3Tane NoCTNoMIE0OCTER, ARNASTCA NDHUMEHEHHE METOAOMOMM M ANEMEHTOD MEHE-
HMEHTA PUCKA, yoTaMoBNeHHs=X 8 MOCT 120 14971,
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rMoCT P 59768—2021

Bubnuorpadina

111 Mpaesvna NpOBSOEHRS MOHMTODIEHE DE30NICHOCTH, KA4ECTEE W 30MPEXTHEHDCTH MESULMHCEHE HE0ENAR [YTEED®-
peHbl Peuasnsn Konnerik EBpaanichiol SROHOMMHECROR Kosnccun ot 22 nekabps 2015 ¢ Ne 174)
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MacT P 59768—2021

YK 006.83:008.354 OKC 11.040.01

Krnio4eapie cnoBa WAdends MegrudHCKME, PUCK, aHanka pyucka, NocTnporaBoacTeo, OUSHKa PWCKa, MeHen-
HMEHT pUCKa

Pepaxtop 18, KapamausLoes
Texmvyecwal penastop 8.4, MNoycaroda
Hoppestop E.0. Jpnereds
KommsirapHan eepotea M B, fTebadeand

Cpanp o mabop 2002021, Moanwcama s nesars 28102021, Popmar G0x84%. Tapratypa Apaan.
Yor ey n 1 B8, Ye-mag.ono 1,88
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Co3aamo o BEGEHHYHOM Renomserdd 8 BrEY «PCTe
ORE EOMAASETOBIHEA THenepansHoro dedia s snaastiara (hoHoa STakgapran
117418 Mocked, Hiaxvmancsad np-1, 4. 31, & 2.
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