PENEPANBHOE ATEHTCTED
No TEXHUWYECKOMY PErYNHPOBAHWID M METPONOMAM

HAUWOHANBHBIW rOCTP
CTAHOAPT
POCCHMACKOW 59767—
QEOEPALUMN 2021

Napenna MmeguuUHCKKe

MEHEOXMEHT PUCKA

OueHKa pMcKa nNpuv NpoeKTUpoBaHnMMn
n pa3paboTke MegUUMHCKUX U3genumn

MananWe odpHUHanLHOS

Moceea
PoccHACKEMA HHCTHTYT CTAHOAPTHIALMK

2021

GostExpert.ru
https://GostExpert.ru/gost/gost-59767-2021



https://gostexpert.ru?utm_source=pdf&utm_medium=64482
https://gostexpert.ru/gost/gost-59767-2021?utm_source=pdf&utm_medium=64482&utm_term=page

MacT P 59767—2021

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
pEMYMWPOBAHAK # METRoNonK 0T 19 okTabBpa 2021 r. Ne 1157-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 WK YACTHYHO DOCTDOMABERGEH, TMRANMOOaaAM W pac-
NEOCTDEaHEN B KAYECTEE GhMUMAanEHorD naganva Ges paspeweHA $enepansHone areHTCTEa No TEXHUHECKD-
MYy CEMYITADOBAHMIO M METDONCTN
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Beenenue

HacToAwxh cTaHaapT pEKOMEHAYETCA DACCMATOMBATE KAK PYKOBOACTED N0 NDORENEHMN SLEHKM DHCES
B NpOUeccs NDoEKTHPOBAHKA W pa1paloT MEdRUWHCKE WAOEnHA

HacToAwxE cTasgapT NEpegHaIHaqed HENOCPEOCTEEHHD ONA WATOTOBMTENER MEeOWMUMHCKHY MADEMMH |
CHCTEM, NMpUAMEHAKLWLKEE TpebonasWa CTAMOaRToR K NPOSKTHROEIHMID W paspatoTee M MEHEO¥MEHTY DHCES
REEOMLMHCHMR WITENHi,

Pucks cyIL@cTaYIOT Ha MROTAMEHMA BOeno MAIHEHHOM LMKNE METRUMHCKOM MAnenua. AHanda | oge-
HABAHHE DWCKOE HE CTAGHM NPOEXTHROEAHMA M paspaboThK MMEET DEWAIOWIEES IHAYEHKE GNA BOEK NOCNEay-
PILLME STAMN0E MEIHEHHOTD LHENS MEQWUHHCKDID MANenKa, NOCKoNERY KMEHHD 3THM 3Tanos onpegenaknTca
DYHEUACHANEHEIS XADAKTEDUCTHEN KAOENWA, BF0 KAYacTR0 M Be3onacHoCTe, SKCNNYATALNOHHAR NPHMIoIHOCTL,
COOTEETCTAME CORDEMEHHOMY YDODHID HAYIHO-TEXHHUBCHOTD PaIBMTHA. Yem Nyywe yUTeHE ONbIT JECMRAYE-
TauMia, NPOMIEGACTEEHHAR W NOCTNPOMIAOOCTREH HAS MHDODMALIKWE NO AHaN0rMdH kM WA0ENWEM B NPOLERCoR
NPCEKTUPORAHKA ¥ PAZRAGOTEM, TeM GONBLIE MOXET DkiTh YREDEHHOCTH B TOM, YTD Wanenue ByaeT pocTpedo-
BaHHBEIM, HAZERHEIM, EAYECTEEHHBLIM 1 GEICNACHBIM.

HacToAwxi cTaigapT NpegHasHadeH ONA OKa3aHkia NoMoWwK HAroTOBHTENAM MEOWLWHCKME KANankiE B
oEECNeYEHE NPSEALHED MOIXOOOE K OUSHKE DHCKS HI TAKoR DaMHON CTAOMH HMAIHEHHOMD LHKNS MpOogyh-
LI, KSK NDOEKTUD0BAHWE 1 paspaboTea.

HacToAwmxE cTaHnapT ocHORBRBARTEA Ha TOeDORaAHMAY K NPLeKTUDORAHMIO ¥ paipaboTie B CHoTaMax
MEHEDHMEHTA KAYECTES ¥ TPEGORAHWAK K COYLLECTENEHMIE MEHEIHMEHTA DHCEXA W NPEONonarasT MHTErpa-
LMK MEHEDHBMEHTA PUCKa B CHCTEMY MEHELEMEHTS HAYSCTEA opradHuzaume. MHTErpauqa MoHETHMEHTS B1-
CKa B CHCTEMY MEHEL#MEHTA KSYECTRA OpFaqHMaalMy He ApnAeTch TpeboBpaden, HO NONE3aHa ONA CHCTEMB
MEHEDHMENTE OPrAHWIALWNA B UEROM M B OTHOWEHWM BLINYCHA KaUgcToeHH0R 4 GeIonacHoil npoayiue
SACTHOCTH.

PeayNeTaTMEHAA CHCTEMA MEHEIHMEHTa KAYECTEA BAMHA ONA HAGNEMAWEND HYHEKLHOHKPOBIHKA M-
OWUMHCEAY H30endi ¥ obecneueHna Mx DesonacHocTi. BENHMYaDWEeN pasHbie acnekTel. [NpW NpHOpHTETHOM
BHAMAHMK K 2cNerTaM BeaonacHoCTi NONEIHD WOEHTUGHUMDODATE HEKOTODLIE OCHOBHEE BWOR QEATENEHO-
CTI, BRWALLAE H NPAMEHEHWE METHUKHCEHY MA0enyi 1 obecney B owne HaonesaWe BXoaHbIE OaHHEIE,
a TAcKEe Haanewaulyw oBpaTHy CBA3L ONA NPOSKTUROBAHWA W Pa3paboTiM M CUCTEMEI MEHBIMMEHTA Kaye-
CTEA B LGNGO,

CTeneHe BHAMaHKA K acnekTam DE3oNacHocTH CNenyeT COOTHOCHTE GO CTENEHRMD PUCKka. CywecTayeT
WMAOENWA © OTHOCKTEMNEHD HAIK0E CTENEHEID PUCKS WNH MAOENHE, PUCKH NPAMEHENMA KOTOPED XODOLID HWIyse-
Hisl, B TO BOEMA KaK ApyTae TPREVIOT Men No YNRaENEHMI0 DUCKOM, OCHOBaHHE HA COBDEMEHHBLIX O0CTANE-
FMAN HEYEMN 1A TEXHMKNA.

B HEHOTOPBX PErynpyeclldy: AoKYMBHTAX W CTAHJALTAX YCTAHOANEHA HEPADXWA YNDABRNEHWA PHUCHOM,
OCHOBAHHARA HA PESYNLTATAX OUSHKN DHCRA © YYeTOM BOIMOHHOCTER YNPABNEHKWA MM, KOTORYIS CNeayeT pac-
CMATPMEATE B CREOYIOWEeM NopRdke:

- MEpsl, 0GECNEUMBIEMEE BHYTPpaHHER BERIONACHOCTEM, JIANOMEHHOA NPW NPOBKTUDOBIHMA ¥ DaIpa-
BoTHe:;

- CPEACTEA IALHTE, MMEKWEGCA B HAOENHK WNKE HCNONE30BEAHHBIE MDA BM0 WITOTORNEHKN,

- MHPOpMAUFA No BEa0NacHoCTE, HENDUMED NPedynNDeRaeHuA 1 T. 4.

Ha npoTasesdd Boero KRAHEHHOMD LUKINE MequuWHCKOrD MI0enWA WaroToOBWTENs SOrMeH OTCNEMESTE
OONYCTAMOCTE MOEHTWDALMpOBaHH X DUCKOD 1M OTCYTCTEME HOBLIX ONACHOCTER U ONACHEIX CHTYaURE, HacTsM0
MCHATORKENE MOMET GeiTe MHEODMALME. NONYYASMER G NOMOWEK CHCTEME! MEHEOKMEHTS KAYESCTRS, HANpMN-
hED NPOWN3BOACTESHHAA, NPETEHAKMK W 0BDRATHAR CBR3L ¢ NOTpeSuTanes. Ecnu pUcK CTAHOBWTCA HEOOoNYCTH-
MEil, TO M3 aHanid cNedyeT NoEToOPHTE W NPERNPUMHATE ABRCTEMA, NOIBONAIWLWE JOLTHYE COOTEETCTEMA
YVETAHOBMEHHEIM EDHTERHAM OCNYCTHMOCTH pHCRa. TMpe MASHTHDHEILKY HOBOW ONAcHOCTH WIMNK onacHod
CHTYELUMM CHESYET BaINONHMTE JaH0E0 BCR 3TANk YNDARNEHHA PUCKDM.
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HAUWMOHANBHBIN CTAHAOAPT POCCHMWMCKOWNW DEOQEPALUMMK

Mamenua MeaMUMHCKKE
MEHEO¥MEHT PHCKA

CueHEa pHCEA NMPH NPOEKTHPORAHWK KW pailpaboTie MeAWUMHCKWME MAnanKiA

Medical devices. Risk management.
Risk assessmant in the design and develaprmeant of medical devicas

Oara egenexns — 2022—10—01

1 OBnacTbh NpUMeHEeHHA

HacToRLWKA CTAHAPT YCTAHABNWMERET NOAXO0R| K CUEHKE DHCEA NPH OCYLWeCTRNSHMW NDCUECCa NPOSKTH-
COBAHWA 1 PAIRABOTEA MEQWUMHCEHY MAOENWA W NDUMEHAETER COBMECTHD ¢ TpebosaruamK MOCT IS0 13485
u MOCT IS0 14971, TpebosaHWa HACTOAWETD CTAHOARTE NPUMEHUMBl KD BCEM CTASWAM BHMIHEHHOM WHEKNS
MEDMUMHCKUX MAOSMA, KOTOpLE PACCMATDMBAINTCA NDW NPOSKTHPOBAHWMA W pa1paboThe MedHLWHCKNE nage-
MAR M BKNMOHANT ITANE AHANMIE 1M OLBHMBAHWA DHCKOR.

CrasgapT npeaHasdaded AN\ oKaiaqus NoOMoWM MArNTOBMTENAM 1 ODYIMM NONBIOBATENAM B NPaKTH-
HeCKod peandaaudu Tpebosadqi TOCT S0 13485 4 NTOCT IS0 14971 no asanday W OUEHHBAHKKD DHoKa B
NPOUSCCe NPoeXTHPOBAHKMA W pa3paGoTKA N0 cNeaysel vl HanpannesuaM.

= NoHWMaHde Tpebopankia FTOCT 150 13485 K npoekTHpOBaHKIO KW paipaboTee,

= noHkmarre Tpedosanwi FOCT 130 14971 £ oueHKe DHUCKa KaK K NONHOMY NPOUSCcoy aHandaa i oueH -
BAHKMA PHUCKA B NDCUECCE NPOSKTHDOEAHKA W DaapalboTiM,

= NoMKMMaRWe 3agad ¥ ofnacTW COBMECTHOrD npdMedenns Tpeboeawwi MDCT 150 13485 W
MOCT IS0 140871 K oueHKe pWcKa;

= OCOAHAMME PONK NPOLECCE aHANYAS W OLUSHWBAHMA DUCKA K3K 3TaNa TAKOMD BAMHOM NPOUeCea Ml
HEHHOND LWENa NPOOYKLMW, KaK NPOeKTHpoBaHWe 1M pailpaboTia;

« MpMEHEHKE NPOMIB0OCTEEHHOR W NOCTNPOMIBOOCTRSHHON MHEODRMALMA;

- NPAMEHEHHE AHAMKMAA ¥ OLUEHHEIHAA DHCKS HA ATANAX NOCEKTHPOBAHKE M paapalboThM,

- COANAHME W COXDAHBHME DOXYMEHTHPORAHHOR MHDODMALMKY NS AHANKIY W OLEHKEAHMKD DHCKS.

2 HopMmaTHBHbIE CChINKW

B HACTORALWEM CTAHOADTE MCHONS3I08aHEl HOPMATHEHRLIE CCBINKK HA CNe0yCLWMe CTAHOADTE.

MOCT 150 13485—2017 Wanenus segdukEcide. CHCTEMBL MERSIMMEHTS KadecTea. TpeboBaH«A onA
LEned perynupoaaHng

FPOCT 150 14871—2011 Magenda seguuuackde. NprMereriie MEHBSHMEHTA PUCKA £ MESWLKHCEHM
HIOENHAM

MoCT P 33918—2010 Magenus MeguudHcEMe. PyKOBOOCTED M0 MHTEMPEUMH TPUHLANOE MEHEKMEHTR
pUCKa B CHCTEMY MEHEOHMEHTE Ka4ecTea

MOCT P M3K 62366—2013 Manenwa MequudHckHe. [poekTARORAHUE METHLWHCKHME KITENWR C YUeTomM
IKCANYATAUHOHHOW NEHrCOHOCTI

mn PAMEYHaHKHE — I'I|::|r'| NONEICEaHE HACTOHLMM CTaHOAETOM LIEﬂEtA'JDE-PH-!I-Iﬂ NMPCEEPATE HEACTBME CoLINOH-
HEX CTAHOAPTDE B HHI:tIIZIPMELi,HEIHHD.I-'I CICTERS O0LErD NONE30BAHMA Ha UI:'JI.'LUI.-'IE.I'II:-HDM CARTE ﬂ:'E'J:I_EpEJ'IhHDI'EI dreHTCTES

Mazganwe ogiiuManbHoe
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Mo TEXHAHECHOMY DETYIHPOSaHMED W weTponory 8 ceme MuTepser wnn no exerogHosy iHPopMauMoHHOMY YEa3aTe-
N sHauMoHAMSHEE CTAHOAPTEIN, KOTOPRIE nyONHEOEEH MO COCTORHUKD HE 7 AHBAPA TEEYLWEID FOGE, W N0 BeIMYCKEM
EERMECHFYHON HADOPMBLMOHROM yEa3atens cHAaUMOoHaENEHEE CTAHOAPTRID 38 TEEYLWHA . EChn 3aMeHeH ConmoqHBbIR
CTAHZART. HE KOTOPLIF O3HA HEOATWROBAHHER CORMKES, T0 PEHOMEHOYETOR WONONEIneaTs DeRCTEVIOWYH: BRpoMED STO
CTAHOARTA © YHETOM BCEX BHECHEHHEX B DRHHYH BEPCHE MIMEHEHNA. ECny 33MEHEH COBINOHHEEA CTARDEPT, HE KOTORLIR
OaHE SATHDOEAHHEA CCRNKE, TO PEOMEHIYETCR BENONE30ES T BSPCHID 3TOTD STEHOAPTA © VESIAHHLIM BELWSE roaomM yT-
BEpHOSHWA (NPAHATHR) Ecnu nocne yTESpHOsHUA HACTOREND CTAHGEPTE B OCRNOYHEIR CTEHOEPT, HE HOTOPRA S8Ha
SETHPOEAHHAR CORINKE, BHECEHD WIMEHEHAE, S3aTPAMBAIOWEE MONDKEHWE, HE KOTOPOE OaHE COBUMKE, TO 3710 NOHAHEHHE
PEHOMEHOYETCA MPUMEHAT L B33 YHETE SAHHOND WIMEHEHWR. ECOM CORNOYHER CTAHOEPT DTMEHEH DB2 33MEHLL TO NORo-
HEHWE. B KOTODOM Q8HE COLTKE HE HEMD, PEROMEHOYETCA NPMMEHATE B HACTH, HE 33TPEregsilled 3Ty Cosingy.

3 TepMWHbl M onpeaeneHa

B HacToAwesM CTaAHJapTE NPUMEHEHD TERMHHE: o TOCT 33 14971, NOCT (50 13485,

Mpume4aHnne — Tpy HONONLE30BAHHK HACTORLLEND CTAHOGARTE CNEOYET THOHE DYEOBOACTEOSSTLEER TEDMM-
HEMIE 1 CNEE0EneHHAMA, YCTEHOENSHRBIMK B DEWEHHRE EBpancROn SKOROMHHECHONA komrconr (E3K) 1 HopuaTnaso-
npaBoskix aktax PoccyAckDd Pegepdaume B OTHDWEHHN MEDWUMHCKHA H3gamdl. 310 ocobeHHD BRXHO N KONonNsanea-
HHA TEKWE NOHATHA, 3K #RMEQHLIWHCHDS HAOENMes, SMEOMEHHCHAE MaNeNUA GNA SHAHDCTHMRA i wios auaroroe9rens
(NpowsaBOgMTENL)R, YELINYCK B 0BpaweHwa, «OucTpMDBEITOD » 1 GMMNOETEDS. SKOPDEXTHPYHILLEE O8RCTEVER, 8 KODPEKT H-
pyHWEs QERCTENE ND GE30NA0HOCTA MESHUWHCHOND H3ganuas, eBabnaronpuaTHoS coDeITHE {MHUASGEHT N, SHERENITEN-
HOoe cofelThes, «NONB3I0EATENL. $PEEPEHTHOE TOCY0apCTEO, #CONPOBOOMTENEHEA MHORDDMEUKHA | DORYMEHTALMA k.
#oyisanTel 0OPaWEHAR MEQWUMHCEME MANSNWAR, FYBE00MIEHNE ND GE30NACHOCTH MEJWMUWMHCKDID WAGBNWAD, #yNonHD-
MOHEHHEA NPROCTARATEN: MpoMIsogMTarHy (o, [1]5.

4 DBwme TpeboBaHMA

DOprasm3auyma JomyHa JoKyMEHTHPOBETE NPoUSdyPE NPOEKTHWPOBAHKWA W paspaboTik. [Nockonesy npo-
EETHPOBEHWE W PaipaboTEa MeORUWHCKAX MI0eNHd ARNAINTCA IB0MIOUWOHHEIME NPOUECCAMK, BEMKSa KW KM
B cebA MHOTHE TEXHWYOCKHE ¥ YyTIDEENSHYOCKHE BMOb JEATENLHOCTH, LenecooGpasHo HHTErpHpoBaTe MOeH:
THPHEALKIO PUCKOE W YOPASNeHWe WMK B NPOUEBCCkl NPOeETHPOBZHMA W paspatoTik, YTolkl MEHSZHMaHT
PHCKE MOF CTaTk YACTh COCTARMNAMLMY WX BHO0B OeATENBLHOCTKA (oM. TOCT P 53818—2010, pazgen 7).

[okyMeHTUpoRaHHbIE NROUEAYDE NPOSETHPOBSHWA W paipaboTkk JomeHsl BEMIOHATL NROLECs MEHEel-
HMEHTA DYICKE, NOCPEOCTEOM KOTOPOTD NPW NPOSKTHPOBAHWHA 1 PaIpatoTEe MEOWUWMHCKOND W3genda ByoyT
WOEHTHEHMUMDOEaTLCR ONACHOCTA, CEAIEHHEIR © MEQHLWHCKWM MAJanHeM, onpedenaTecA @ CUBHWBATECA BH-
CHH, CAAIAHHEME © 2TUMH CMNAacHOCTAMA, CCOYWECTENRTECA YIPABNEHHE ITHMH DHCKIMH W MOHWTOPHHT DE3yNk:
TATUBHOCTH 3TOMD YPABNEHKS,

Ha ynpasnesdse prcKkami MOoTyT CHaIRBATE BMMAHME TEXHHUYECKAE W KOMMEDHYECKHE QakTopbl, 2 Takwe
DYHEUMOHANBHBIE KARAKTODMCTHEY W CBAIAHHAA C HKMKA KNMHWHECKaA PEIYNLTATHEHOCT L METHLMHCKWE Wage-
NHA. TP NPCeRTAPOBEIHKA 1 PA3paboTie MEJWUWHCKOTS M3Oenya WaroToEMTENs JomkeH KoeHTHDWUKPOEaTE
W OOKYMEHTHOBATE KAYSCTEEHHEE H KONWYBCTBEHHEE XapaKTEPWCTHIN KOHEPETHOM PacCcMaTpHBISMonD Ma-
OWUMHCKOND W3GENWA, KOTOPLIE MOMYT NOBMNWATE HAa GE20NacHOCTE MEdUUMHCEOND HIgen«s. Ecni noumMeH -
WO, MArOTOBWTENS OCMEEH SNPEAENHTE NPEGENsHBIE IHAYEHKWE GaHHBIX XapAKTEPUCTHE. 3Ta A0KYMEHTALMA
OCMMHA MOAJeDHHEITECR B dadne MeHelxMeHTa presa (cm. TOCT IS0 1497 1—=2011. nogpaanen 3.3).

OnA ocTHsEHWA UENKM CHWHEHWA DHCKOBR, CEBAIAHHBE C MEIMLWHCKNM MITENWEM, COXPAHAR NDW 3TOM
KARHWHECKYH PRayNETATAEHOCTE W YHELMOHANLHLIE XapaKTepUCTHKA MEOHLWMHCKHY W3T0enHi, Ha4ansHoo
BaKHOM 330346l NPCEKTHPORAHKA ¥ DaIpadoTed ABRNAKTCA AHANKI # OUSHWBEAHKWE [DUS8HKa) PHCKOE Ha CTa-
OKK NEOSKTUPOBaHEA 1 paapaboTk B cooTeetTcTawu ¢ NMOCT 150 14571

Ecn prckd BolARNEHE! W OUEHEHE NTPEBWNEHT, CREOYHLWLEA 380348l NPpoYEcca NPoBKTHPORAHHA K pas-
patoTEW ABMASTCA YNPABNEHWE WMK, T. 8. paipaboTa W OCYIWECTRNEHWE a0SKBATHLIX, JOCTATOMHLIK W BOS-
MOWHEIX O7A BRBOAHSHHR MED N0 CHAKEHWID PHCKE. LLeNsi MeHSOMMEHTA DYCKa pears ABnAETCA end NoNHoE
YCTDAHEHWE, CHOPEE Pyl WOET o0 yMEHELEHIM OTHEMNLHSX DHCKOB 00 DONYCTUMOD YPORMA MW COXDaHEHNG
KAMHHUYECKOR PEIYNETATUEHOCTH ¥ (BYHELHOHANBHLIX X3PaKTEPHCTHE MEOMUMHCKUX MAZEnwiA.

LeATensHocTs N0 MEHSIEMEHTY DHCKA CNEnyeT HadkiHaTe Ha camMon pasHBA CTAQWMK 3Tana NpoekT W
poRaHMA W paapaboTkW, Korda nerde NpegynpetnTe BOIHHEHOBEHWE NPpoGnem, YoM KOpDEKTHpOBaTe Mx. 0nA
HAMOOH HOBHTWDHLHMPOEIHHOH ONAcHOCTY HEoDXOOKMO OUEHHEATE DHCEW KAk B HOPManNuHeIX YCNoOBMRR NEW-
MEHEHHA, TAK W B yCNOBKAX OTK313 [HEWMCNPABHOCTH), & Takke 0DoCHOBAHHD NpOrHOIMpyeMEBE NoCNagoea-

2
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TENBEHOCTH MMM KoMEHHAUMK CODBITHWA, KOTOPLIE MOTYT NPHEECTH K BOIHMKHOBEHAID ONACHOR CHTYALWH, WOek-
THRWLMPOBaTE W O0KYMEHTWDOESTE QNACHICTA W ONacHBIE CWTYaLKMK, STODRI PEWWTE BONPOC O BOIMOHHOCT M
WX YhE HBLLEHIA.

PeaynuTaTel CUSHEW DHCEA, BEINCMNHEHHEIR, B TOM Y4CNE, PAHEe Mo OTHOWEHKIO K ADYTIHM SHANOMHYH LM
HIOENMAM, CTAHOBATCH JATEM YaCTeH BX0OHLIX A3HHEE ANA 3Tana NEoekTMpoRanka | paapaboTen. Hanpm-
MED, S8CMA B X008 NPOeKTUPoBaHKA ¥ paspaboTed aHANCTHYHELX MATENKWHA WK Ka 3Tane chopa nocTnpoMasog-
CTREHHOH WHEDOPMAUMH Gbifv BRAENSHLI HEOONYCTHMBIE PACKK, NO OTHOWEHWID K KOTOPRIM paspadaTkiaa-
MACE MEPLI Mo YNPAENEHAR PHCKOM, Takan WHPOPMaLKa JoM+HA HCNoNLICEATECA KAK BROOHEE JaHHEE ANA
NpoeKTAPORaHAA W paspaboTeu (ou. MOCT 130 13485—2017, nyHET 7.3.3).

Mepk No yNoaBneHduss PUCKOM SBNAMNTCE HacTe0 BaXOOHEX JaHHEBIX 3Tana NPoekTHPOBEHMA 1 OLEHK-
BAWTCA B NPOUECCe BEpUdHEaUMH NPoekTa, ONUCAHHER LHEN (NOMyHeHde BROOREX BblX00HBIX DAHHEX M HX
BEpMEDWEALWA) NOBTOPASTCA HA NCTAKEHWK BCETD NPOUECCA YIPABMEHWA NPOSKTHPOBAHWERM MEIRLWHCKOMD
HIOEMHA 00 Tex NOp, Noka OCTaToYHBIE PUCKH HE DYOYT yMEHBLLIGHE H NOASEPHAHE Ha JONYCTHMOM YROBHE
[cw. TOCT 150 148712011, paagen 4). OBWan peayNeTaTHEHOCTE MED MO YNPABNEHAID PACKAMK NOOTEE D=
GAETCA MPW BaNKHIaLKA NEoEKTA.

Mpy ynpasnedn PHCKaMK HEASCTATOMHO NONATaTECA MCKMKSHUTENEHG HE NPOUECohl NPOEKTHROBIHWMA
# paspaborky. Jawe npe Hanu4eWe ONTHMANEHBR NRPOUSCCOR TPYOHS ODECneYHTE CBOEoOHEE OT SHbok
BhIX0OHLIE GaHHbIE NPOEKTADOEIHWA. MOIToMY NPOUESe MEHEZHMENTA PUCKA ABNASTCA MTEDATHEHLIM Npo-
LEecco ¢ TpedyeT NoCToOAHHONS cBopa NPoWABndcTEEHHOR W NOCTNROWIB0ACTESHHOH WHEDOPMaLK, 3 TasKe
MOCTOAHKOMD 88 OUSHWEAHMA © Lalki NDUHETHA, B Chy4ae HeoDXoqUMOCTr, MED No YTIPARMNEHKI0 BHORL Bii-
ARNEHHBIMW DHUCEAMA WA MREAHATHIC JCNCNHATENEHLIX MED NO PAHEE BEARNEHHBIM puckam. MNacne Benycka
METMLHHCKOND WagenvA B oDpaleHne OeRTENLHOCTE N0 MEHEOMMEHTY PHCKa OCYLUECTEMNASTCA B paMEax
CWCTEME MEHELHEMEHTa KasecTea (CME) opraisiagmd Ha BCEX CTAOWAX MAIHEHHOMD LWENE NPOZYVELAK, Ha-
NpKMMep Ha CTAGWAX IEYNKA, NPOMIBIACTEa W OBCNY#AMBAHKA, BIAWMOGEACTEBWA C NOTPESHTENAMK, 3 TaoKe
B NpoUgccax yNpasnaHua HeCcooTEETCTEYIOWEH NPOOYELMER, KOPPEKTADYIOWKE |1 NPeqyNpesaiowHy gemd-
cTedd. Ana chopa NpadIBoqcTREHHON ¥ FOCTRRPOMAB0ACTEEHHOR MHBOPMaLKWK B OprasH3an9ds AomsHa DkiTe
paspatoTaka W QOKYMEHTHPOBAHA CHCTeMa COopa, adaniia W OUeHKW COOTEETCTEYIOWER MidopMauny aAna
paspatoTid HeoBKOOMMEX KOPPEKTHEYVICWKME DelcTerid. Cxema chopa widopmaudk B CME opradkaanmm
npreegena s NOCT P 53918—2010, pazagen 13.

MeHegHMEHT DHCKS NPH NPOSKTUPCRAHKK W pa3paboTie oMsed NoGepHHBaTECA COOTBETCTEYHILLERA
GoEyMEHTALWER B Qralne NpoSKTHPOBaHKME ¥ paapaboTir, KoTopas checnedyBaeT ODbEKTHAHCE CEBMOBTE b~
CTEO O COOTEETCTOHM XADAKTEDE ¥ CTENEHN YNPABMNEHKA HASHTUDMUWDOBAHHEMA DHCKAMK,

B MOCT P S3018—2010, nprnoxenke B, npueegeHa Bnok-cxema « BHegpeHue BUOCE DeATENHOCTH Mo
MEHEGHMEHTY DHCKA B NPOSKTHROBAHNE W P33paboTry », KOTOPAA HANIOCTEHEYET BHEOREHWE BUOOE J8ATENL-
HOCTH MO MEHEAHXMERTY PUCKa B NPOUEBCOE NPOEKTHROBAMMA 1 palpaboTkm.

4.1 MnanupoBadve NPoOEKTHPOBAHKMA ¥ paspaboTeM

B OCKyMEHTUDOEIHHON NPOUSSYDe No NOOSKTUPOBaHWIO ¥ [a3paboTke QONKHE SbiTk, KPOME NPOYEro,
YCTAHOBNEHLl TREDOBAHKA K OUEHES DWCKA HA BOEX 3TANax NPOEKTHPOBAHUS W paizpaboTtsd. Opraknaagma
BON¥HE YCTAHOBWTE W MGEHTHEHUWECBaTD!

- BAGHMOCEAIL]H) MEKDY BHOaMK JSATENLHOCTH NO MEHEOHMEHTY PHCKA W 3TANAMM NPOSKTUDOBIHKA K
FaspadoThH, HA KOTORLIX OOMEHE OCYWECTENATECA JEATENLHCCTE NO MEHSDHMEHTY DHCES,

= HEoOX0auMBble pECYPCSE! (B TOM YWMCAE NPOBEOSHWE IKCNEPTHR), TPEOYIOWMECA NS AHaAn3a BOIk0H-
Hiix Npoines: BeIcnacHocTA.

Mp« paipaboThe W NPOEKTHROBAHWA HOBOTD WAZENWA K aHANKIY W OUEHHBEAHWK PWcKa HEQEKOOMMO Nog-
XOOWTE CHEHE TILATENEHS. [EH BHECEHWA MIMEHEHKA B BeINYCRIBMOE H3JENHe o0NacTe NEMMEHEHHA OUEHKM
pHCKES MOET BLiTh GOnNea orpaHA-eHHoN.

B ofwemr cnysas npd NNadAgoEasdkn aHandia pyucka Son#Hsl STk PAcCMOTReHl CReayIowHe Bonpa-
il {cm. TOCT P 533818—2010. paznen 4):

a) NpedycMoToeEHHDE NMMEHEHE W ONPedeNeHns XapakTegHcTE, OTHOCAWLMXCA K De3onacHocTi npo-
Ly HLKN,

) HOEHTADMEALWA OMacHoCTER W BOIMOMHBIX ONACHLIX CHTYAUKMA,

B} ONpEaeneHAe pUCcKa AN Kawa0H OnacHon CATYaUMH.

CeHEa PHCEA JOMHHA NNAHWPORATHCR Ha BOBX 3Tanax NpoeKTUPOoRAHKE U paipaboTel v gonsna OwiTe
¥BAIAHA GO BOBMM CTAOMAMA MHIHEHHDMD UAKNE NPCeKTHRYEMOH NPOOYKUHMH, BOIMOMHBIMK HENDaBHNEHBIMA
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OACTERAME WY Ge3deRcTEMEM MONLI0BATENA W ODOCHDBAMKO NPOTHOIKDYEMBbIM HENDADWNbHBIM NTRAME-
HEHHEM NPpooyKUMe (ca. TOCT P M3K 62366—2013, npunosedne. BY, DH0CHOBAHHO NPOFHOIMPYEMOE HE-
MNpaprnNLHOE NDHMEHEHWE JNPBGENASTCR KaK WCNoNBI0BEAHWE METHLWHCKOIMD M3Inenka cnocobomM, He NpedHa-
IHAYEHHEIM KICTOBKTEMEM ANA NPHMSHEHAA, HO KOTODEIR MOKET BbiTe PEIyNETATOM NEMKD NPEOCKIIYVEMOnT
NoOBEQEHKA HEMNoEexa.

MpW adankse NPegyCMOTPEHMOTS NDMMEHSHWA HEODXOOHMD YHUTHIBaTE Takyw WHQOPMaLWD, Kak
NpednofarasMos  MegWUHHCKDE NoKasadie [(Hanpwviepn, NededHHe Wnd GUardccTHea caxapHoro guabe-
Ta BTOPOrd THNE, CepQeqH0o-CoCYQWCThIE 3abanesaHWA), Nonynauso NaudeHToR (HAanpdMep, non, Bos-
pacT), Y4acTk TN, C© HOTOROA BIAMMOOBACTEYET WAOEenMe (Hanpusep, HOra, pyea, npodunb NoNkS0-
gartena 1 gp. (cw. MOCT P M3K 62366—2013, nogpaagen 5.1 vnw sug npobel ANA GUArHocTHER in wilno
(ca. TOCT IS0 14971 —2011. npunoserma H).

CrneayeT NNaHMpoBaTs OUEHEY PHCKa C yHETOM EIaMMOCEAIM NPOUECCA NPOSKTHROBAHWA ¥ paspaboTrm
C BOIMIKHOCTAMA GEACTEYICWETD NPOHIBOICTEEHHOTD NPoUecca ¥ ero paleMTHeM. ONA ogHWXY TEXHOMmOria
TakaA CBAdE MORET ObiTe OHEHE TECHOH, NS ODYIHE — BECKMA 0TJANEHHOH.

HeaaeucHmMo OT TOrS, HACKONEKO TECHA 3Ta CBAZL, NEpEXnd OT NPoOekTHPOBAHWA ¥ PaipaboTkK K NpoHs-
BOACTEY HEOGXOZUMO YHUTEIBATE NPK NNAHKPOBAHWA NPOEKTUPODAHWA ¥ paspalboTid B WENOM, B TOM YWMcna
OLEHKEK PHCKEA.

4.2 BoaHkle aHHLIE NPOSETHPOBAHKA W pazpaboTem

BroOHbie AaHHbE NPOEKTHROBAHWA W CaspaboTi MEOWUWHCKOMD WAZenyWA oMbl OeiTe NpeocTas-
NEHE B OOKYMEHTAX, SENSI0WMXCAE OCHOB0A JANEHERWWE BWOOE OeATENLHOSTH, W BKAMHATE PACCMOTPaHHE
NPeqyCMoTREHHOD NpUMeHeHua, TpeSoparda K OYHELWOHKPOBIHMG, IKCNNYATALMOHHEM CRORCTRAM o Da3-
ONACHOCTK, A TAKKE perynupyowme Tpeboaauwa.

Mepsl No YNPaaNeHEio HCKosM. NPEaNprUHATEE DAHEE NDW NPOSKTARCEAHWK ¥ DalpaboTee AManori4-
HilX WALENUA, 8 TAKKE NEeanpUHAMASKMEIE B X008 X 0DpaweHds Ha PRHKE, ABNAKTCA O4HMM W3 BUACE Bli-
HKOQHLIY JaHHBIE NDOUSCCa MEHEMMEHTA DUCKA OTHOCHTENEHD 3THXY WAOEMKA, ¥ COHOBDEMEHHD BXOOHEIMA
OAHHERI NPOSKTHEOEAHMA 1 PAspAGOTIH HOBLIX WNK YCOREDLUEHCTBOBAHHED MINenuid. TakoR OneET opra-
HUIAUWA OBAIATENBLHD J0MMEHA YHUTelBATE. MCNonb1oRadne gaHHb Mo peaynsTatamM MeHedMMeHTa pucKa
AHANOTHYHBIX WI0ENHAR NOIBONAST COBEDIUEHCTRORATE HOBLIA NMPORKT, YAYYLIATL KaYecTeo M BeaonacHoCTs
WMIOENWA, @rg AKCINYATALUWOHHYD NRPWIDAHOCTE, BRINYCKaTE HOBEE GONee COREDWEHHEIR MPOTOTANL] HI0ENHA
ONA OOHOTS W TOMD ¥E NDEAHAIHAYSHHOMD NPHMeHEHKE NMED DACIWKMDATE 0BNACTE MX NDUMEHSHMA. COI0aABATE
HOBLIE WATENHA HA HOBOM HAYYHO-TEXHHYSCKDM YDOBHE,

AHANWMI DUCKA 3ANMIOYARTCH B MOEHTHEWKALWMA BOIMOKHEX CNACHOCTER, ONAcHBIX CHTYALMR, WHMLLA-
HMEYIOWME WX CODRITHR W NPHYUHASKMOND MMM BREOA, 3 TAKKE B OUEHMBAMKMK PHCKOBR OT NPHYSHMHEHWA BpEOA.
HMogHTUdKau«a oNacHoCTen HANMHARTCR C PACCMOTREHMKE NPESVCMOTPEHHOMD NDKMEHEHHA MEQWLKHCKOID
HMIOENWA, Br0 XApaKTEPUCTHE M DakTOROR OEDYHAIOWEeA cpeanl. NMpr HankYMu PUCKa NDPUMEHSHMA OaHHEOM Wa-
OenvA PeKoMaddyeTon PACCMaTOHEATE NOCTNROUSBOOCTBEHHYI0 MHBOPMALMD M MHGQOPMALMID, OTHOCALL Y-
CA K TEXHONOMKW 2o WAroTORNEHWA 1 NPAKTHEE 28 peanuiagnd. 3T OeACTEWA, K3k NPapUno, JaKaHyMBaKTca
COCTABMEHUEM NPEOBADHTENEHOMD NEPEYHA HARECTHBIX M NPOTHOIWDYEMEIX ONACHOCTENR, ONAGHEIX CHTYaLMI
W HHALMAPYROWMAE WX CODLITHE, NPWMEPE KOTOPRIX NPUBEOEHE B COOTEETCTEVIOWWY cTaHgapTax, HanpuMen
FOCT S0 14971, wnM BpYTHE ACTONHWMESX, HANDHMED B Da3a% OaHHLIX CHOTEME HabMOoDeHHA H OMROBELIEHHA
06 MHUMAEHTAX, HEIARMCHMBIX OTUETAX 00 MCNEHTAHKWAY Manendi n T. 4.

HenocpegcTEeHHO K Bpeay NpUMBOOAT ONACHBE CHTYALMKW, KOTOPRIE, KAK M ONacHOCTHA, W Dk3BasiMe
WX NDMYMEBL, DOMHHE BHITe WISHTUOUUMpoaas. Hem Sonslue TARECTE BPEOA W BEPOATHOCTE &M BO3-
HAKHOBEHWA, TaM Bbiie puck. [ooxods K ONDEOoeneHdi0 DHCKa, er0 aHANKay W OUEHHBAHHID HCaHL B
MOCT 20 149712011, npunokeuwe D,

MpW NpoSETAROBAHMA MEOMLWHCKAY H3DENUA GNA QUaArHCCTHEK 1 vilro, NpegHasHaseHHelx ang nago-
PATODHEY MCCNeqoBaHME UMY HCCNeQoRIHMA Ha MECTE NPOEEJeHKA NedeHus, HEODXOOUMO YUNTLBEATE WX
OCOGRHHOCTH, JAKNICYAIOWWECA B TOM, 4TO OHK HE NDAMO. HO ONOCDEO0BAHHG MOMYT CNOCOBCTROBATE NP MY H-
HEHHIO apena nauseHTy (ca. FOCT IS0 1497 1—=2011, npunoxenve H, proyaok Ho1 ) OwnbBoqHBsle Nk 3ano-
ANANLIE PEAYVIETATE MOYT NEHBECTH K OWABOYHEIS KK 33N0A0ANGLIM MEQHLUMHIKMM DELLIEHAAM 0 DeHCTRRAM,
KOTODGIE MOMYT HABDEOWTE NAaUWeNTy. DWHGoUHBEe PEayIETATE, NOMYYESHHBE NPE NDAMEHEHWA MEOHUWHCKMX
MAOENUA ANA OWArHOCTMEM i1 Vile0, NPeaHaAIHIYeHHEX ONA CKDMHMHNS NepenyeaHdins KpoBK 1 TRaHCNaHnTa LM
OpTaHCE, NOTEHUMANBHD MOMYT NPUYMHNTE BDE0 PeUBTMEHTAM KPOBKW MNK 0prasdon. OwMBouHbe pesyeTaThl,
MY EHHBIE MDA TPAMEHE AN MEOMUWHCKAK WAOENWA AR QMarHocTUEW in Vi, NpegHalHa“eHHbix ONA BeiAe-

4
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NEHHA HHPeKUMCHHEYX 3300NeBAHKA, MOryT NPecTAaNATE NOTEHUMANSHYID ONACHOCTE AnS oOWeCcT BeHMOm
IEODOELA.

Tamwe He0bKoOONMO YYMTRBATE, YTO OHW MMEIOT OBYX NONEIDBATENEA, MaQMUAHCKOTD pagaTHMEA, Npo-
BOOALLEMND KCCNeqoBAHWE, W MEQWLWHCKOMD padoTHWKD, NONYYAWLEND ey NeTaATel, MHTERNDETHRVIOLLEMD WX 1
OEACTEVICLRID Ha MX OCHOBAHMK. B cnyyase MeanuHckls Wa0enni Ong camMonqdar HOcTMKa in wiino enMac Toes-
HiM NONBI0EATENEM MOMET ObiTe CAM NaLHENT,

Mpe HZeHTAQUEELHK NPEOYCMOTREHHOMD NPHUMEHEHKA MEOKUMHCKME HAOENHE ONA QUArHSCTHR 1IN wilro
CEoVeT TAKKE PACCMATOHMBATE ISABMNEHHEE LIEMM HATOTORWTENA B OTHOLLEHHK BAPHAHTOR NPHMEHEHNA. NEkM-
MEHEHHE MEOMLMHCKOrD MANen|a ANA NoNYYeHMa PesyNETATOR HCCNENoDAHNA; NPHMEHEHKE DeayNETATOR Ho-
CMHEQOBaAMMA ANS OMarHoCTIKY, TEedeHna i Habniooesna aa nauyrenTomM. NpeaycsoTpeHHoR NpHMEHEHE
MEQWUMHCKGD MAOENKA ANS DUAMHOCTHEA /0 WIrg soseT BENDYaTe 8 ceba TpeboBadus £ WaMepHTENLHDR
CHOTEME, aHanMadpyemieiM npodam (oGpasuam), natopatopiony 0GopyaoBaHMIO, METPWUE Npod, Npoueaype
HCCNEoBAHMA (AHANKA N0 KAYECTBEMHEIM, NOMYEOMMUBCTREHHEM WK KOMHYECTREHHbIM NPHIHAKIM), THNY
onEparopa | MecTy npuManeHuA (cym. TOCT (50 14971—2011, npunoweHne H, nysst H.2.1.2).

FUCEWM, BOOHMKQMWNE NPH HAMNHYMHY ONACHOCTER M BLITEKAOWME U3 KX NPK onpeneneHHbx obeToR-
TEMNBCTEAX ONACHB CUTYALMAXN, CUSHUBAKITCR M0 NPEOBAPMTENEMO YCTAHOBMEHHBIM B NANAHAX MEHEIKMEHTE
PHCKA KPUTEDHAEM OONYCTHMOCTH DMCKS ONA CNPedeneHva HeoBXoluMocTd Mep No yNEaBRneHHD DUCKoM.

Boe onpegeneHibie NDoAHANAIHROBEAHHLIE | OLUEHEHHLE KAk HELONYCTUMEBIE DWMCKH B Xo0e NDoeKTUpo-
BAHKA K DAIPABOTEH NOOBERrAOTCA YNEIBENEHHIO C LENkE0 WK CHIAXEeHWA. Mepsl NO yNDABMEHWED DHCHOM MOMyT
MEMBOOHTE K MIMEHEHMI0 MOSHTEMMpOSaH KB XaDaKTEPUCTUK NDORKTA, CReuMduEani, 4To Takke GorHiEo
Db Th OUEHEHO C TOMEA IDEHWA NOCTOAHRON DE30NACHOCTH W QYHELMOHUDOBAHMA MEOMUMHCKOrD MIOenMA B0
BHECEHHA ITHE HAMEHEHMEA.

Ecnd vanenve NpeaHdasHaqeso fna NPMMeHEHAR B KOMMNEKTE © ApYTHM WIGETTHeM UNKW obopyYEoBaHH-
M MAG0 MOHTHRYETCA WNW NOGCOSIWHABTCA K HEMY, TO ONACHOCTH W MEPLI N0 YNPABNEHWI0 DHCKOM CNegyeT
OUEHMBATE 0NA KaWO0re WAnends OTOensHD | AN CHCTEME! WA KOMOMHALNK WIGENHE B HEnomM.

OigezHEa PUCKa JOMEHS HadMHATECA © aHanMia BXOOHLIX DaHHLIX, BEANHEA NPEOBAYILWA ONbIT Npo-
EETHPOEaHHE W paspaloTid NpoMaBoaCcTES aHanomiHHBbIX MIAenyi ¥ 0DpaTHYH: CBRIL C NoTpebwvTenamd. [pW
PRACCMOTREHAK BEXOAHEY JAHHEX NRPOSETAROEAMWA W paipaboTel CNegveT TAKES YYUTelBaTe HEoBXanuMOCTS
MEKHATHAR MEp No YIPARMEHAID PUCKOM. ECNK 0Hd NDUIHAHSL HEODXODOWMEBIMKE W ONDE0ENEHEL HA HAYAMNEH3M
aTane, To CTAHOBATCA BLMODHEMA JaHHEMY KAK YACTE MTEPATHEHOND UWKNA.

4.3 BeixogHsie QaHHLIE NPOSKTHPOBAHKA W pazpaboTEM

BrixoaMssi JaHHLMA N0 NPOEKTHROBRIHMED M paspaSoTke ABNAKTCHA MEPR Mo YNPARNEHAID DHCKOM,
HOEHTWDWUKWPOBAHHEIE HA HE4YankHOM 3TAMNE Ha OCHOBE WMEKLWErOCA Ha MOMEHT NPOEETHPOBAHKWA W pal-
paboTHM ONETa. 3T MEpLl JOMKHE BRMOHATHCA B BRIKOOHBIE GaHHLIE NPOSKTHROBEEHWA M paspadoTiw K nog-
BEQraTLCA OUEHEE C TOYKM IDEHWA KR OCYLUECTEMMOCTA. ECNK HX N0 KaKAM-NWBo NPAYHMHIM OCYLWECTBnTE
HEBOSMOMHD, CNE0YeT NPOBGLATE JONCNHATENEMYI0 OLSHKY DHCKE 4 pa3padaThlBaTs IPYIME MERL NO yNpas-
TIEH KD PACKOM.

Mepk, BENONAEMEIE B BRIXOOHBIE OaHHBIE NPOBKTHPOBAHMA W paspaboTEM, MOMHD DAIOENKTE HA TPK
TAMA: NEPBLIA — BEMIOYAINT B cebA NogpobHule CEEgEHWA O X¥apakTepUcTHEaX MEOMUWHCKOND WIJenKs, ooo-
BEHHD OTHOCAWMXCA £ ero BEsonacHocT M NpeaychMOTREHHOMY NEMMEHBHHIN, BTOROND — CER3aHE C Tpebo-
BIHMAMK K JAEYTKAM, HIrOTOBNEHWD, COPAWEHAD, PACNPOICTRaHEHRMD M 0GCNYAHBAHKK, TRETREND — ONpe-
LENAOT KPHTEDMA NPUEMKE Waaenda. JadKbie BCexX TUNoa soryT CoOepMaTs MHDopMaLMID, CYLECTEEHHYIO
ans BeaonacHocTh M NPEAYCMOTPEHHOIS NPAMEHEHEA . AHAMNMI ITUX MED 11 BIKAHWE MX HA CHICKEHWUE DUCKOD
OONHHE oDECnedHTE Ka%ecTRO W De30nNacHOcTE MADENHA Ha aTane NpoekTEpoBaHHA 1 paspaboTks. Heolixo-
SAMO YYWTRIBATE, Y4TO CaMbBIMH OOPOrMMA ONA WIFOTOBMTENA ABMNAKTCR GUMBKW, QONYLWEHHEE B NpoUeccs
NpoesTHPOBIHWA A Pa3IpatoTEM.

BrixodMsle J3aHHEE NPOEKTAROEAHAA M PaspatoTkid JONKHE BENOYATE B CE0A CNElMansHble Mepsl o
YNDABNEHAME BHCKOM W YRAIAHMA N WX NDMRMEHEHW,

Mpy NPOEKTUDCERHWA W pa3patoTre, BCNy HEBCIMOHHD WKW NPaKTHHECKH HEOCYLUECTBWMOD NPOSKTIpo-
B3HHE BHYTPEHHER Bo30NAcHOCTH M3NENHA WHNK COSACTE JaWWTE, BERSOHEMA GEHHLIMA MOrYT CTatk J0-
NONHATENEHEIE MEDEI MO YIE3ENEHWID PHCHKOM, TEKWE KaE MApKHPOBaHME {ITHHETHPOBAHWE ), 0GYYEHWE NOTPE=
GUTENSR NONLI0BATENEHR W KHDODMHPOBIHWE WX OF OCTaATOUHOM [BIX ] PUCKE[aR), KOTOPEIS CNEQYET NPHMEHATE
B TEHEHKE BCEID MUIHSHHOM LHKN3 MEAMUWHCKOND MATENMA.

Pa3paboTka anekTpoHHON Bepcumn - nopTan GostExpert.ru 9/16
CTpaHuua gokymeHTa - https://GostExpert.ru/gost/gost-59767-2021



https://gostexpert.ru?utm_source=pdf&utm_medium=64482
https://gostexpert.ru/gost/gost-59767-2021?utm_source=pdf&utm_medium=64482&utm_term=page

MacT P 59767—2021

4.4 AHanwa npoeKTa 4 paipaboTkr

MpW aHaANKMIE NPOBKTA 1 pAsPAGOTHH HEOFXOOMMO ONPEARNMTE HAQNEHAES WHQOPMBDOBAHWME 13KH-
TEDECOBAHHER MWL (BKMHCHAA NONLICEATaNel} 0f OTOENbHbX CCTATOMHBX PUCKAX M O COBOKYTHOM CCTaTON-
HOM DMCKE, d TAKKE NOOTEERINTE OBOCHOBAHHOCTE DEILEHWEA O COOTHOWEHAN DMCKNONEIA & TOYWKH 3PEHHA
OCNYCTAMOCTH COROKYTIHOM OCTATOYHOM presd. Nuua, NposooALMe aHANHS, OOMHKHEL BhITh KOMNETEHTHEIMM
B OUSHUBZHAN PELISHHAR, NPMMATEX B NPOLECCE NPOEKTURODAHMA, O DONYCTHUMOCTI PUCKE.

B npouecce adanvaa NoosKTa Ha CoOTRETCTRYIOLIMY ATanax NPoaKTHROBAHAA 1 pAspaGoTi DEKOMEH-
OYETCA CUEHATE KAYECTEO W TNyGuUHY NPOBEOEHHOND AHANWIE M OUEHHMBAHMA DHCKA:

- MOEHTUEMEALMID BCEX ONACHOCTEN, CNACHRIX CATYALMWA 1 BOIMOMHEL NPUHUH WK BOIHHEHOBEHWA [HHW-
LMMPYIOLWME COBRITHA ], CNPegenstme, MoeHTHEMKILD W CUEHMBAHWE DMCKOR,

- NOAOEPHIHNE HENDEePEEHOCTA npodeccs chopd W asanuia NpoMIBoOCTEEHHON M NOCTIPOMIBO-
CTEEHHOW WuchopMalmy, OGRCNeYRHME YNDARNAEMOCTA NPOLUECCA OUBHKM PACKE W BEDAMMEALMA  HO-
BblX WOSHTHOMUMPOBAHHEY BRIXNGOHELX OAHHBR, CEAIAHHE C DMCKOM, B MPOUECCE Nepeaadn NpoekTa
(ca. TOCT ISO134B5—2017, nyueT 7.3.8).

4.5 BepudvHauma npoekTa W paspaboTeim

B peayneTate pepudHEaLWA NpoEKTE W papaboThi HeobXoaMmo NonyHnTe O0LeKTHEALIE CRHEETEND-
CTED TONG, UTO DHCKM NDAEMMEHD NPOSHANWIMDoEAHE, ONpaaeneHs, iEeHTHONUMPOBaHE H OLEHEHS], 11 MEDbI
Mo YNDAREEHAR MMM PEanUs0eael Hagnesawya obpaiom ¥ pepud MUK PoRINE Ha PeayNETATHEHOCTE COOT:
BETCTAWA KOHEYHEDY DEIYNIETATOR YCTAHOBMEH HBIM ERHTEDMAM QONYCTMMOCTA pioka. 0T KaYecTRa aHanusa M
OUESHHUBAHWA RUCKS 38BKMCHT PeIyNETaT BCETO NEOEKTS B LSOk,

LosyMaHTUpoBaHHas NPpoUuesypa no NPoEKTHPOBAaHHID W paspaboTEe QOMHKHa ONpedenATe SHAMNHTH-
UBCKEES METOOL M METOOE HOTEITAHKA, OOYCNOBRNEHHLIE TRebosaHuamK BeaonacHooTi. JanHee Npouesyekl
OonsHel ofecnedunTe NOOCNEMBAEMOCTE NWOEHTHOWLWDORIAHHEY ONECHOCTER, ONacHsx CHTYIURE, Mep nNo
YRPARNEHWIO DUCKOM, TREACRAHKA K NPOSKTUROEIHMD U paspaboTee MEOMUMHCKORD MAOEMWA, MNaH0E WMk
TAHKK 1 WX DEIYNBETATOR, HANDKMED, B Brae Tabnuyy (cm. MOCT P 5391 8—2010. npunosesie ).

4.6 Banupauyua npoekTa M pazpaboTiu

Banuoauna gonkHa noaTeepiuie, Y10 MeQUUMHCKoE HA0ENMe YOOBNETEBORAET NOTPROHOCTAM Nonk30-
BATEMNZA W NDESYCMOTREHHOMY NPAMEHEHAKD, 8 COBOKYTHEA OCTATOYHLIR DWCK — BCEM KEDHTEDMAM J0NYCTH-
MOCTH PUCKE.

Banuasyuo NpoekTHPoRaHWA M paipaloTer cnegyeT OcyWecTENATE 8 COOTEETCTEMIA C IANNAMM ORI H-
HislbA M GOKYMEHTHPOBaHHBIMA MeponplaTuasa (o TOCT IS0 134852017, nyukr 7.3.7)L

OpradM3aU9da GomeHa AoKyMEHTUPOBATL Niaks BandEaLuK, BEMOHan METOOb, EPHTERA NPHEMER |,
2CNd UenecoobpaiHo, CTATUCTMHYECKHME METOOR ¢ oBoCHOBAHWEM ODLEMA BLIBOpKA.

Kak 4acTe Banuaagii NRoeETHROBAHMA 1 DaXpaboTEM, 0pFaHH3IaUMA JOMEHA BeINONHATE KNUHHYBCEME
OUEHKA WM OUEHWBEAHWE (DYHELMOHANLHLIX X3PAKTEDHCTHE MEOHLWHMCKOTD M30ENMA B COOTAETCTBUK C NpK-
MEHUMEBIMK DEMYIMDYIOWMMK TReBodaHwamMM.

Ecnu npenycroTOeHHoe NoMMeHerne ToelyeT, JyToDul MEOWMUWHCKOE WANenKue Suing NoOLKNCHEHs MW
HMBENs MHTERPEAC ANA COBAMHEHWA C APYMAM{M) MEeDWUKHCEHIM{K) HinenUes{AME ), To BEENHOALKA A0reEHa
BEMCMATE NDOAEDKEY TOMD, 4To TReboBaHMa 0NA NPESHAIHAYEHHOTD MK NPEONenaraesiord NpUseHe s Demns
BEMOMHEHE! NPM NOOKMAEHMIA MM COBAMHEHNA Yaped nHTepdganc.

Mepul no ynpaaneaymn pUckoM Jon#He OslTe paipaboTaqsl M peanvacBadbl A0 NDORSOEHAA KNHHMYE-
CHHX HCCNenoBaHWMA.

3anNdcH PEYNETATOR W BRBSOOB NO BANKAALUWK H HECDXOAMMBIX OSHCTEMI J0MEHsl NOLOSRHUBATECA B
paboyen COCTORHMM,

4.7 ¥npaeneHWe WIMEHEHWAMM NPpOSKTa W paapatoTHH

Mobusie, Ha NePELIW BADNAL KAHYLUMECH HEIHAYNTENbHLIMEA, WIMEHEHHA MEONLWUHCKOrD M3OenHa | anu
NPOUECCoa e WAroTORNEHWA MOTYT HMETE HENDEeBNAeHHEIE M WHOMDA KaTacTpoguyeckie NoOCNencTaME, Ko-
TODLIE CNeOYeT OUeHMBATE C TOMKH ADEHWA WX BOAJRACTEMA Ha BE30NacHOCTE Ha OCHORE KPMTERMEER 0Ny CTH-
MOCTH PUCKR, YOTAHOBNEHHEDX B NNaHax No MeHegsMaHTy proka (cam. NOCT P 53818—2010, noapaanen 7.7}

OoryMeHTUDOBAHHAR NROUEIYDA N0 YNEIRNEHHID NPOSKTHROBAHKWEM M DaIpaboTEol A0MEHA BENI0YATE
YIPABAEHWE HIMEHEHNAMM K3K B X008 NPOSKTHPOBIHMA 1M 0a1paboTid HOBOMD WANeNWA, TaK U B X008 BHECE-
HAA H3MEHEHWA B JSACTEVIOLWMA NpOEKT.

G
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CpralyIauua JoreHa onpegenaTh IHAYMMOCTE WIMEHSHWA ANA OyHELWOHANBHER, JKCNNYATALMOHHBLIX
TPEBoRaHKA, IKCANYATAUAMCHHDA NPUIoOHoCTH, H NoOHMEHKMBIX PECYIMDYIOWW: TReDoBa WA Yepes NpHaMy
GEI0NAcHOCTH MaJuUWHCKOMD MIOenWA KW ero NpegycMoTpeHHoro NoWMEHEHWA, OUEHWMEaGR PHCKW M Npegnpi-
HIMas Mepk No YNPAERSHUD HMK, 3TH MEpPkl MOTYT BilTh CEAIAHE C BHECEHAEM WIMEHEHMA, JONOAHEHMA
B POSKT MEAMUWMHCKOND MIJENHs M BoEMHY HeotX00MMEIMI ROCNEOYIOWMMA JEACTRHEMM, Bl TEXIIOWAMEA 13
PEMYIIMPYIOWWY TRESOEIHAER.

HeobxoddMOCTE MIMEHEHHA MOMET BOIHWKHY T Ha NIOGoR CTAOMH MHIHEHHOMD WWMENS MedHLWHCKOrD
H3IOENHA, HEKOTOPLIE M3 ROTODLIX MOTYT HHALHKWPOBATE HOBLIE ON3CHOCTH AW ONACHLIE CHTYALWA, YMEHLLIATE
CYWBCTEYIOWME WNW MIMEHATL CEAIEHHLIA C HWMK YPOBEHL pUCKA. MaMeHeHWe MOomeT ObiTh PEIYNLTATOM
MHOME DaKTOpPoE, BEMCHAR MEDE NC YIPAANEHKIO DACKOM KM 870 NOETORHOE ougHnEaHue. MNpr BHeapesn
WEMEHEHWA CNEQYET NPOAHANWAKDOBATE W NPK HECDXOOHMOCTIA NERECMOTRETE WMEKWYICA OUEHKY DIACKAE.

YEAIAHHLIE HAMEHEHAA MOTYT DblTh CBA3AMI.

- © 33MEH0H MaTEpHana (B TOM YHCNE WOEHTHYHLIM N0 HAMMEHOBAHKEY, HO OT OpYyTOro NocTaBwWHWEa),

= 3AMEHOA HCTIONEIYEMOTD B NpoUecoe 0GopyACEAHKWA OpyriM obopyaoEaHHEM;

= HEIHAYMTENEHERM AIMEHEHWRMH NADAMETPOR NPOUBCCa, 4T0 MOMET WMETL KyMYNATHRHEIH 3hderT,

= 3AMEH0A NOCTARLMKDE;

= AIMEHEHWAMM, BHECEHHLIMK NOCTABLWMKAMK, O KOTORbIX HE DelNe coobWaHs MaroToBUTENIO, a WaraTo-
BHTENEM HE Bhina NpegyCcMOTPeHE NOCTOAHHAR 0BpaTHEA CEAIL C NOCTABLWWKOM MO BONPOCAM HIMOHEHWA,

= MAMEHEHHAMMA NPEYCMOTREHHOTD NPMMEHEHKHA WA NPEIYCMOTPEHHOMD NONBI0BATENA.

Ecne magenue ABNASTCA HYAcThid CUCTEMBI, TO MPKW HAMEHEHUA MoDkx $apakTepucTrk HeolxoguMo 3a-
HOBOD OUSHWBATE 88 KAk BOMHOE LER0E,

Ho sHegpeHda Moboro MIMEHEHKA CNegyeT rapaHTHPOBaTL ONPegeneHie i CoXpaHeHHe QoNyCTHMOCT
E# Q000 OCTATOHHOMD PUCKS OTAENLHD M COBOKYNMHOMD OCTATOMHOTD PACKE B LENOM.

MamMeHeHdA B NPoesTHPOBaHWKW W paapabortie Son#He  BelTe #OeHTHDWUWPOBAHE
(em. TOCT IS0 134852017, nyWkT 7.3.9).

o BHegpeHra HAMEHEHWA JoM#Hb ObiTe:

) NpoaHanHIMpoRaHsl;

G BepuiEUrpoRaHEL,

B} BANWOWpOaaHLl, ECNH 3TC YenacoobpasHo,

r ogobpeHn.

AHANWI HIMEHEHWA NPOEKTHPOBAMMA ¥ 0AIpalboTel NoMMeH BENYaTE CUBHUBAHWE BINUAMWA MIkEHE-
HIAK Ha COCTagMbIE YacTd, NONYHaboHKaTE WNK Y#E NOCTABNSHHYIC NPoOYSUMHIO, HA BROOHEIE WNH BRX0HEE
LAaHHbIE MEHSOHMEHTE PUCKE W NPOUBCCH] MHIHEHHOMD UHKNS NDOEYHLAK.

Jannck MasMeHEHKR, DEAYNETATOR AHANWIE WIMEHEHHA W HobLIX HEODXOOWMBIX JEACTEMHA SONMKHE Nog-
BEQHHBATHCA B pabouen COCTORHMH.

5 MpocnexknBaeMocCTb

Dansple No aHanday v OLSHWBAHKKD DHCKA B DAMESX BCEX OaHHBIX MO MEeHELEMEHTY DHCEA B Npo-
Wecoe NPoEKTHPOBAHMA W palpaboTel crneayeT WCNonbL30BaTe ONA ONPegeneHMA TOoro, Kasme wage-
NWA, KOMOOHEHTEl, MaTEpHansl ¥ YyonoBuA NPoUIBCOCTEEHHON CPEOE HYMOAINTCA B NpOCNeXnBaeMocTi
(cm. MOCT P 53918—2010, nogpaagen B).

OnA yeTaHoRNEHWA KPHTELWER NDOCNEKHBASMOCTH BAQE JEATENEHOCTH N0 MEHEOMMENTY PUCKS PEKO-
MEHOYETCR NDWMEHATE B0 BIAMMOOEACTENK G PEMYIMDYIOLIMME Tpebosanuamu. [pyd 31om seobxogrmo pac-
CMOTPETE CNEYICLLWE ACNEKThl BOIMOMHOND BIMAHKA Ha KAYECTES M BE30NACHOCTE METWULMHCEMX MATenHia 1,
KaK CNencTEMe, Ha ONpegeneHHe KpMTERMER NPOCNeExKBaeMOCTH,

« NPOMEXOMOEHKE KOMNOHEHTOR M MaTEPUANOE;

- MCTOPMKD TEXHONOTMYECKRY NPOLBCCOm,

- pACTIpE0EnaHHE W MECTOHAXCHWOEHNE MEQWLUHHCKOTS HAOENWA NOCNE NOCTAaBKK (NepaoMy TRyacnomy-
HaTenia);

- NPeOYCMOTPEHHOE NPUMEHEHHWE WIGENWA, HANPKMED, OANA NOOANEeDHAHWA RHIHM, HHaneobecnedenma
MM MM TNAH THRYEMOE

« BOAMOMHOCTE OTHA2E,

= HEOTXOAMMOCTE KODDEKUWE, CEAIAHHEE ¢ DE30NACHOCTED {OTARIE MEDWLHHCKOMD MA0ENHA, PacChiNKa
NORCHWTENEHOID YBEGOMASHKA, YTOUYHEHME OGMACTH NPUMEHEHKA W T. 0.}

- NOCNEOCTEMA OTEAZ3 MAOeNKA ANA NAUKeHTOR, NONEICEATENER MK DEYTHXY LY.
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Yrobbl CNpeaenuTe, KaKMe Janicy HeoBXooumME ANA OCYLUECTENEHHA NPOCNEMUBASMOCTH, B X008 NEo-
EKTUPOBAHWA ¥ paspaloTid CNegyeT pACCMOTRETE BOE MAOENHR, HOMNOHEHTE, MATEDHANS! M YCNOBWA NDOWa-
BOACTBEHHOA COROE, KOTOPBIE MOMYT CTaTE NPHYKUHON HECOOTRETCTEWA MEIWLWHCKOrD WAOENWA NpeTRABNAE-
RN K MYy Toe0oBaHWAM, BRMICYaA Tpefosadks BeaonacHocTy.

6 YnpaBneHwe npoUeccami MU3HEHHOTO LMKNa NPpoayKL MK

MpoMaBoACTBEHHBIA NPOUECT MOMET DTk HCTOYHMKOM ONacHOCTER, KOTOPRIE BOIHMESNT Wa-3a obopy-
OOBIHWA, NPOHIBOOCTEEHHON CRadsl, NEPCOHANS, TEXHONMOTHYECKWX W NpOYMK QEakTopoR WK KM3-33 BHECE H-
HBlX B HHWX WasmeHeHWA (ca. FTOCT P 53818—2010, paagen 10).

Mpk NpoEKTHPOBZHKWK W paipaboTie HeoBxXoauMo HOEHTHPUUMPOBATE 3TH CNACHOCTH W ONACHEIE CTY-
ALMM, MCNONEAYR ANS 3TOMD HAKoMNeHHsd 8 xoge chopa NPOMIBOOCTEEHHON M NOCTNDOMIBOACTBEHHON KH-
dopManid oneiT. Mepbl o yNpaaneddio pHoyKoM, HeoBXogrMeEe ANA YMEHLLWEHWA MKW W3beradwa pUCcKoR,
CEAIAHHBIE C 3THMH ONACHICTAMK, GONMHE BuiTe BEMMNYEHLE B ZOKYMEHTHPOBaEHHLIE NPOUSYPE YNRABNEHAA
TEMIA WTH AHEMA NECUSCCaMA BHIHEHHOM UHENE NPOOYKUMK Ha 3Tane NPOekTHPOBAHWA W paipaboTin WM
PEKCMEHZOEAHLl ANA BHECEHWA B COOTEETCTRYIOWME QOKYMEHTE CHCTEMBl MEHEIHMMEHTA KA4SCTEA ODTaHM-
ALK,

BrixogHse JaHHEE BHGOR OS8ATENEHOCTH N0 MEHEIMMEHTY PHCKE, W B NEPBYKD O4EDEedb OLSHKE DHCKA,
MOrYT CTaTh BXOOHLIMN SaHHLIMA JNA paipaboTHi COOTEETCTEVIOWME METOOOR HIMEDEHWA W MOHWTODMHE
MEOUECCoR HITCTORMEHWA.

OUeHES PHCES C #HCNONbICEIHWEM TAKAX METOOO0E, KAK AHANKA ONACHOCTER B KPUTHYECKWE KOHTPOMEHEX
Todkax (Hazard Analysis on Critical Contrel Points; HACCP), nocnegoeadue oNacKocTeR WM SKCnNyaTausoH-
HOH NpurogHocTi (Hazard and Operability Study, HAZDOP), asanna «gpesa HedcnpasHocTeids (Fault Tree
Analysis, FTA), avanva xapakTepa | nocnegetedi otkasce (Failure Mode and Effect Analysis, FMEA), npo-
LECCHO-aHaNKMTHYeCKan TexHonordd [Process Analytical Technology, PAT) 1 gp., MOWET NoMOYE paspaboTaTk
WK YNYyHWHTE CPEOCcTEa YNPABNeHHa NPOHIBCICTEEHHEIMH NPOUSCCAMH C NOMOWBH CNPedensHinA;

- HaubONee yAIBKMslX MECT B Ka® 00K CTRAMM NPOLECCa,

= BIMAHKA OTKAI0B HA WAOemWe,

- BEPOATHOCTIA OTKa30®,

- CPEACTE YNEABNEHKA OBHAPYHEHWEM W NPEgYNPeKIEHWENM GTEAZ0E H WX NPHYWH.

HMcrounikania cHopa NpoyIeoqcTaeHHoH HHGopMaUkH ABNRIOTCA DaHHLIE!

= BAOHHTOPMHIE GEATENLHOCTI NoCTABLYWES,;

« MOMWTODMHIE W WIMEPEHHA NPOUSCCOB MWIHEHHOMD WHMENa NPOOYEUAW W HENOCPeOcTBeHHD Npowa-
BOOCTEA;

= MOHWTOEMHME W HIMEDEHWA NECGYRLMK, SbiNONHARMBIE B KOO8 NPOWMIESOCTRA,

- BHYTPEHHHEBHEWHWE YIHTH,

Peayneratom auanza 3rol RHOopmMauun MoryT BsiTh TAKKE NOKa3aTeny, KK NPOUeHT HECOOTBETCTANA,
npoueHT nepepabarsEaembix Maneniki 1 DpakoBanHely MATENKE, NOANEXALLMY YTHNWIAUMK, TPOMIBIKTENE-
HOCTE TREYOE U OPYTAE XapakTepHcTHEA KAYScTES, KOTOPHE CNedyeT OUEHHESTE M CRaBHMBaTE © HMEIOLLWAMIACA
BEIKOOHEIMH JaHHEMA NS MEHEZHMEHTY PHCKS ONA NoATEELW4SHWA COOTERTCTEMA M NONHOTE: YNRABENSHHA
pACKOM. ECE nonyYernan WHpopMayna cEMJeTeNLCTEYET O HEOBX0OMMOCTIH BHECEHHA HIMEHEHWA B NpO-
exT (oM. 4.7), NPHHMMAIOTCA COCTRETCTEYIOWHE PEWEHKA, NNEaHVPYIOTCA W OCYWEeCTRNAKGTCA Hechioanmele
OeECTEH#SA,

7 CosgaHMe v coXpaHeHWe AOKYMEHTHPOBAHHOW MHhOPMALKMK NO OLEHKE PUCKa
B NPOLUecce NPoeKTHPOBAHWA W pa3paboTku

B cooTeeToTeMd © Tpebosanuani MOCT 150 13485 opradyiaunma ZonKHa NoanepsyBeate ann npoek-
THROBAHAA W paapaboTEM 0NA KAEI0M BAJa WK CEMBACTES MeOHUMHCKKE HagenAd. JanHeid rain Jomse i
BEMIOYATE ZAMACH UMK COBUKH Ha HMX, CHOPMUPOBaHHEIE ONA JEMOHCTDALWA COOTRETCTAMA TPeGoaaHMAM
APCSKTUPOBAHMA 1 PAIpaboT, M 3aMNUCK WAMEHEHHA NPOEKTMPOBAMHA 1 PaIpaboTrIA.

MaroToRHMTENE OOMTKEH TAICKE 8 paMEEX NDOEKTMPOBAWKMA U paapaboTeM CO30aTh ¥ NOANSOMWEATE B pa-
GodeM COCTORAHKA dain MeHeHMeHTa prcka (cwm. TOCT IS0 14971 —2011, noopaanen 3.5) gna paccKMaTtpi-
BASMOID MeJHULKMHCKDTD Wanenvd. Nockonsry MeHeIEMEHT PUCKa — 3TC WTERATUEHEIN NPOLECT Ha BoEM Npo-
TAMEHAH MUIHEHHOMD UMKND MEeJMUMHCKOrD Manenia, @ain MeHETHKMEHRTa PHCKA HE ABNRETCA JaK0HYSHHEBIM

]
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GORYMEHTOM OaMe Ha ITane NposkTURnoBaHKA W paapaboTid 1 BygeT TpebosaTe pEryNADHOND BOIBDALLEHAA K
HEMY NG MEDE HAKONNEHAR W AHANK3E NDCUIB0ACTEEHHONR K NOCTOPOWIASACTEEHHON HHIPODMaLMWK 1 CUEHW-
BAHWA HOBBIX PUCKOE WMNK HEODKOOHMOCTH HIMEHEHWA NDEILHIYLWWE OUEHOK.

HacTe haina MeHe MeNTa DHCKa, C030aHHaA B NPOUBCce NpoeKTWDOBAHKA W PaIpalboTel, MOeT Ap-
MNATHCA HaCTeK ralina NPOeKTHPOBaHKMA ¥ PaIpaboTK K3k NepBEIA ToM BYAVILErD HAKONHMTENA KHEDODMAL MK
ONA OUEHEH PHCKA, 3 TAKKE NPWHATHA HOBLIX WK GONONHETENEHER MER N0 BIDEraHUN WK YMEHBILIEHKID
FHCKA.

PN MeHETHMENTA PUCKa Ha MDGoM 3Tane gonked oDacnEYHEaTs NPOCHEEHBAEMOCTE KAR G0N HEeH-
THRALMPODaHHGHE ONACHOCTA, BENIOYAA ONACHEE CHTYALWH H MHALWWPYIOLWHAE WE COTETHR, B OTHOWEHKA!

- AHANMAA pucea,

= DUEHHBAHWA PUCHA;

- BLMOMHEHHA M BEPHDHKALKMK MOP N0 YNPaaNeHnid DHCKoM,

= OUEHEA OACNYCTHMOCTH THOGOMo(kix) OCTaTOMHOMO{BIK] PHCEA{0R].

3annuck ¥ Opyrde JOKYMEHTSEl, COCTAENRIOWME ain MeHEIHMadTa PHCKa, MOoryT SblTe YaCTeM OpY-
X Tpedyenby QOKYMEHTOR W Gainos, HanpUMEeD YBCTED CUCTEMEl MEHEIMMENTE KAHECTBa HAMOTORMTENA.
DAAN MEHETEMEHTA PUCKA HE 0GAIATENLHO JOMEEH HETIOCDEACTEEHHD BEM0YaTE B CE0R BOR 3aNHcd W Opy-
THE JORYMEHTL, OTHOCALWECA K MEHGIMMEHTY PUCKE, B TOM YMCINE K OUBHKE PYCKa. OOHaKo OH DOreH oo-
QEQHETE, ND MEHELEA MEPE, COBINER MW YKaIaTENK Ha Boe TPEGyYeMbIE OOKYMEHTEl W MECTa WX HAKOHOSHAA.

Praian MeHewMeHTa PWCKa MOMET DbiTe NPEACTABNEH B MIOGOR DODME WA Ha NKNGOM HOCHTERE KWH-
popraLe.
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BEuGnuorpadua

[1] [paswna npoBEOSHUA MOHMTORRHTE BE30NaCHOCTA. KRAYECTES U e THEHOOTH MEOHLMHTRMAN WIGENHA {YTRSDE-
AeHel Pawedren Konnerw EBpazvRChioR S3ROH0MWHECKDH KoMUocr o1 22 gexabpn 2015 r N2 174)
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Pepaktop E.E. Hyyhoea
TexHrmeskwd pagartop MLE. Yepenuosa
Hoppastop E.0. dpneteds
KommsirapHan eepotea M B, fTebadeand

Cpanp o mabop 2002021, Moanwcama s nesars 28102021, Topmar G0x84%. Tapratypa Agaan.
Yen oned. i 1 B8, Yw-magono 1,58
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Co3aamo o BEGEHHYHOM Renomserdd 8 BrEY «PCTe
ONR KOMAMEKTOEBIHHA DeaspansHor MHdope ageaiara (HoHGa CTakgapran
TIT41B Mocked, Haxvmancuad np-1, 4. 31, & 2.
www.gaslinfz.ru  infsfgostnio.u
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