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MNpeaucnoewne

1 NCOroTOBNEH copmecTHOW paboyeh rpynnod B cocTape NpegeTasuTened OBWecTEa C OrpaHWYeH-
HOH oTEETCTREHHOCTEN «MEOWTECTy (OO0 s MEOWMTECT», r. Mockea) 4 3akpeiTorg akuMoHEpHOrg oG we-
cTea «Heokops (3AD «Heakop:, r. KemMepopo) Ha 0CHOBE COGCTREHHOMS NEQEBOOA HA DYOCCKHA A3LEK aHINO-
AIBINHOR BEPCHH AOKYMEHTa, YKAIaHHOM B MyHKTe 4

2 BHECEH Texuuwyecsui K0MATETOM N CTAHGAPTHAAUMK TK 438 aMedegmmMenT kadectea U obugme
SCMEKTE MEOALWHCKHE H3GEnNHHy

3 YTBEPXEH W BBEOEH B OEMCTBME Mpuxazom ®enepansHore areHTCTEA NO TEXMUYEcKoMy
pErynNHpoR2HME # METEoNork 0T 19 okTrbBpa 2021 r Ne 1162-cr

4 HacToAwMi cTaugapT ABNRETCA MOOARMUMPOBAHHEIM MO OTHOWEHWID K JoxyMenTy MexgyHapoaxo-
ro opyMa perynATopoR MeguuHMHcEy nanenuia (IMDRF) IMDEFMDEAP WGEINZ4FIMNAL: 2015 « TpeboaaHua
K OTYETY MO ay0uTy WAreTORWTENed MEeOMUMHCKMX WA0enui Ong NpeJocTAane ks B perynupyIiow|i Opras s
(IMDRFMDSAP WEMN24FINAL:2015 «Medical Device Regulatory Audit Repontss, MOD) nyTem WaMeHaHHA
B0 CTRYKTYD I

MamaHeHHbE CTRYETYDHEIG ANeMENTR B TEKCTE CTAHOADTA Bul0EMEHL KYPCHBOM.

CaageHHA O COOTRETLTBMM CObNOYHLIX HAUMOHANBHELE M MERIOCYNADCTREHHEY CTAHSANTOR MENTYVHA-
POOHEIM CTAHAADTAM ¥ OOKYMEHTARM, HCNONBICEAHHEM B KAYECTES CCINOYHEE B NDAMEHEHHOM QOKYMEHTE,
NPHBEOEHE B ACMOMHMTENEHOM NpunoseHmng 04,

ConocTagnedue cTPYETYPE HACTOAWEND CTAHMNAPTa o0 CTPYETYPOR NPUMEHEHHOMS B HEM 0OKYMEHTA
NPHBEELEH0 8 LONOTHETENEHOM NpUiosensy Db

5 B3AMEH MOCT P 34881 —2011

Moaeuna NELMENEHUR HECMORWE20 CMaHdanma YomaHoanesk 8 cmamee 28 PedepanbHoss 2aKaHa
am 29 wns 20715 20 Noe 168203 O cmandapmuzayul @ Pocoudckol Pedepayuus. HughopMauun of wa-
MEHSHLAE K HacmoAwWweaMy cmandapmy NyBnukyemcs & eXeaad oM (M0 COCMaaRLIn Ha 1 ANEaDA MaryLLEss
2oda) undhopManuoHHoM Ykazamene «HauuoHansHRse cmandapmeis, 8 OPUUUaNRERED MBKCITT UIMEHEMLIT
U TONDEE0K — & EXMEMECAYROM uMbopMayLORHOM Vradamene «Hayuoranssse cmandapmes. B cnyyae
SDECMOMPa [aMEHE UL OMMeHSl Hacmaaweao cmandapma coomaamemeaynes vaedounarue Bydam
ayEruroeaHa 8 BuKalilien eniTyCHE GMEMECAYHOSD WHDoDMALUONNC20 praJamens sHayuoHansibe
crakdapmels. COOMEamICIMEYILUES UHHODMaYLA, Yeodoamiosue U IMEKCML DAIMELEMITCH Makwe  ui-
hopMayuaRRol cucmems ofiyesn NoNEIDEFHUA — Ha ShuyuansHonM calme GedepansNo20 asermoimea no
MEXHUHECKDMY DS MUDOGIHLIC U Marmponozuy & cemu Fumeprem fwww.rst goviru)

2 Odpopsanewne, BIEY «PCT», 2021

HacToAwmi cTAHOAPT HE MOMET GBiTh NONHOCTEKD WK YACTHHHO BOCNROMIBENEH, TMPaMUpORAH W pac-
NPOCTPAHEH B KAYECTEE CMUManEHoro naganmra Bes paspeweHiA SenepansHons aneHTCTEE Mo TEXHUHECKD-
Wy DEIYIMPOBAHMIO M METRONCW

]
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Beenenue

MexoyHapoaHeli DopyM peryNATOROE MEaWUUKHCKEX Matenkd (IMDRF) ¢ yensk cogedcTerA |k nog-
Oe0Hd 80HHEX MEROyHAPOOHLY NOOXOOOE K CHCTEMaM PEryNpoBaHMA paspadoTan KoHUENUWKD Npopege-
HHA EAWHOMD ayOMTa HIroToRMTENEH MemuurHckkx wagendild (MDSAP) B pameax o710 wonuenuqs IMDRF
CTPEMWATCA HaWTH DanaWc ey OTRETCTESHHOCTEIN PEMYMMPYIOWHWNY OPraHoE No 0GeCnedeHr BhlCORSTD
YEOBHA 3BT FPAMIAH, HE COINAEAR NPH ITOM HeshocHoBaHHBIX Bapeepon ANA ayOMTOPCEHK OpraHH 3L«
M MEOKMUWHCKOR MEOMBILLITEHHOCTIA,

HacToAwrd cTasjapT ABMASTCA OOHWM W3 CEPHWH ACKYMEHTOR, paipatoTaHHbx © UENBID HIMNNEkEH-
TauMk KoOHUSNUMKA BOWHOTD ayauTa WarcTOBEHTENER MESVUMHCKHX W3genHA B JelcTeyiowmwe Wiy padophn-
pYEMLIE CHCTEMBl perymvpoBaska. Jea gokymedTa — IMDEFMDSARP/WGE/NG « Tpebopauka K ayouTopckiim
OPTaHKHIAUMAN, CCYLWWECTRNALWWMM AYOHT WACTORHTENEN MEJWUMHCKKE MIOenrd, 8 Uenss yNonHoOMOYHER-
HHA PEMYIADYVIOWHMMKM oprakasus: 1 IMDEFMDSAP/WGMNYS « Tpebopauke & NOOOTOBKE W KOMNETEHTHOCTH
CNEUMANWCTOR ayOWTORCKME OpradMIaunds, ABNAKTCR ACNONHAKLWKMMKE Apyr gpyra. O HanpasneHds Ha
VCTaHOBEMNEHWE TpeGoBaHki K ayQnTopCErM OPraHWIaunAl W HacTHEIM JKCTIEPTAM, BhiNONHACLWWM Sy0MThi
Ha COOTEETCTEWE DEryNMpYIoW9Ms TReboBaHHAM W WHEIE NPOUEOYDEl B PAMEAX JAKCHODATENLCTES B OTHOWS-
HAW MEJWLMHCERX MI0SMNKA, 3 TAKKE NPoMHE NONCHEHKA W NPegNUcCIHKA B COOTEETCTRMK C© TpebonaqurMM
PETYAAEYIOWLErD OpraHa.

Chneayowpe Tpd gokyenta — IMDRF/MDSAP WGE/NS «MeTog NnpopeneHHR OUEHEN ayOHTOPCKKK Op-
rEHAZEUNA Co CTOPOHLI PENYMADYIOLWENS Opraqa ¢ UeNbH MOHUTORHHEE M YnonHomMoskeaHda s, IMDRFIMDSAP
WEME « PykopolocTed Mo NPORESEHWY CUEHKK 3yOHTORCKHE OpTaHk3aUMi O CTOROHS DEryNApYHHILULErs opra-
Hax d IMDRF/MDSAP WGING « Tpeboeadna K NOGroToBKS W KOMOSTEHTHICTH CReUMANMCTOR NO NPoBes HAHY
OWEHKW AYOMTORCEMY OPraHW3ALMA o0 CTOPOHEL DEryNUpYILers oprasas — ARNKIOTCH A0NONHATENEH B
OokyMeHTame. 3T Tpw ackymenta M5, NG u N8 chokycHpoBadisl Ha ToM, KaK PEMYNWPYIILWE ODTaHbl K WX
CNEUMANMCTE NO NPOBE0EHRID OUEHKA ByOYT OUEHWBATE W ONPE0ENATL CODTEETCTEWE 3YQMTORCKHK OPIaHHY 1a-
Uni TpetopadnamM aoymedToR IMDREFMDSAP N3 1 N4,

HacToAwWXA cTaHOapT SEMNAETCA MOOHPWUUKPOBaHHBIM MO CTHOWEHKK K Jokysenty IMDRFMDSAP
WEM2IFINAL 2015 e Tpebopadka & OTYETY N0 AyOHTY HIMOTOBWTENEH MEIMULWHCKKY MAOenkMn gna npenc-
CTABNEHHA B DEFYTIMDYIOWMA Oprads, E0TOpEIE B CEOID CHEDENE 3aMEHAST DYKOBOSAWKA qokyseHT Llenesoi
rpynne: o rnobaneqod rapamodraaund (GHTF) SG4/M33 R16.

HacToAWWR CTaH4apT yeTaHaBnyWeasT pOopsar v Co0e paaHie oOTYETOE No NPOEGASHMD BOHHCIo ayg|Ta
WaroTosKTanal MeguuxHcErx kagenyi MOSAP, npedcTapnseMulx peryfApyYIoWHM Opraqam. OT49eT no ayauTy
CAYHFAT MACLMEHHLIM IXNIOSSEHNEN 3YGUTODCKOA TEYNNEl G CTENEHK BRINONHEHKA ToeboBaHMi, yeTaHoaneH-
HslX PEMYNWDYIOWHAL Oprasom. OH TaSe CIyMNT ANA JEMOHCTRALWA YOONHOMOHEHHDR ayOQ¥TOPCKON ODTaHM-
JAUMER NEABKEHONS NMPUMEHEHHA NPABAN K CHEM OUBHKM COOTEETCTEWA. 370 NOSECNAST ayIHUTORCKDW Gpra-
HHAALKWK MOCNEACEaTaNEHS DHECHPOEAT: JOKAIATENLCTEE COOTBETCTEMA WArOTOBWTENA KDUTEDHAM ayguTa
MDSAP u cnocabocTeopaTe obsMeHy MHPODMaALWEA MEXDY PEryNADYIOWHMK OpradHaMiy. B To #e BpemMa TaKoM
OTHET MOEET NOMOYE NPOBEPAEMONA CPrEHMIALNA NOHAT: HAOMCOeHWA 3yAMTa B NPABNERD OTPEarpoRaTE
Ha M.

Mpouecc NpoRELEHAA AYSKWTA, 3 TAKKE IAKMHHEHWA W OTHETEI N0 aYOMTY, BLINONHEHHBLIE aYOWTORCKA M
OpraHH3aLHAMC, NOGNeEKaT GanLHefLen OUEHKE OO CTOPOHL! PEMYIAEYIOWKY ORTaHcE B CTPaHax 1 Pernotar,
roE MEJWLWHCKME HIGenKA BeINYCEII0TCA B 0O DaLlaH e,

Bo Mabemadie NyTandus Mesdy ayIuTami WIroToOBUTENEH, NPOBoJWMEIMA ayOuTOpaMK ayguTODCKON
OpFaHKIaUWK, ¥ ayouTasy CaMuy ayQUToOpCKME Oprankaauril. NpoBogrmMBIME CNELUKENHCTAMKY (0 OUEHKE
paryNHoyiowme (YRoAHOMo4eHHsIK) Oprascs, B HACTOAWEM CTaHdapTe nocnegsve GyayT HMeHoBATLCA Kak
HOLBHEWH.

B
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HAUWMOHANBHBIN CTAHAOAPT POCCHMWMCKOWNW DEOQEPALUMMK

TpeGoBaHWMA K OTYETY NO AYAWUTY HAOTOBATENER MEQWMUKHCEMX HIOenKA
ANA NpeaocTABNEHKWA B PEryNUpYIOWKHA oprad

hedical device regulatory audil reports

Oarta epegedns — 2022—10—01

1 OBbnacTe NpUMEHEHWUSA

TpeQopaHvA HACTOALEND CTAKAADTA PACNDOCTRAHAINTCA Ha DopmMaT 1 0bbeM HHDODMALKK, KOTODkRE
TREEYETCR YEaILIBATE NEH COCTABNEHHK OTHETA NO aYOMTY CHCTEMBl MEHEOXMERTE KadacTea (CMK) naratosm-
TENel MEQWLWHCKHYE WAOEMKA ONA JaneHeAwWent NoedocTABNEHWA B PEryMHDYIOLME SPraHbl, YHACTEYOLWLNE
B nporpassie MDSAP. AyauTopckas Opraddlaygna JOMeHa HCnoNbIoBaTe 3ITOT OpPMaT NP COCTABNEHHM
OTYETOE N0 NOSLIA NPOBEOOH MM 2YOMTAM, 23 HCKTIOHEHAEM NeDRATS 3TANG ayquTa. B oTHOWEHHK BHEeNNaHo-
BOTO MAW MHCMHEKLMOHHOND 2Yy0MTa ayaMTORCEAR OpradMIankna gomaHa noapoiHe UMECHPORATE MDOEE DEH HEsE
INEMEHTE M HOEHTHOHUMOORATE TE ANEMEHTE, KOTODBIE HE BOWNW B cONacTe ayauTa.

2 HopMaTHUBHbIE CCbINKK

B HacTOAWEM CTAHOANTE MCROMNS3I08AHEl HOPMATHEHLIE CCBINKM Ha CNeqysoillWe CTAHOADTE.

MOCT 150 13485—2017 HMagenss seddyrHckne. CUCTeMBl MEHEDRMEHTa KadecTea. Tpeboaax«a anA
LEMNed peryiupoRanus

MOCT P S6R%G2—2016 TpebopaddA K OpraHWaauMan, OcyLECTANAICWMM ayQuT WAroToOBMTENER Medm-
WHHCKMY H3OeNHiA, B UENAX YRoNHOMOYMBaHHA PEryNupyiowmMaie opraHamu

POCT P 56885—20Me/GHTFSCINTS: 2021 CrcTemMa MeHESHMENTA KavecTEa. Vladenus MedWumH-
cere. CucTema rpadauii HecooTRETCTREMA ONA Uaneld perynupoBadia ¥ obmera sudopMauMen

MCT P MCOM3K 17021-1 Ouedka cooTaercTaMs. TpeGoBaHKA K Opradam, NpoBoORWMM ayOuT K
CEOTHOMKALUMIO CUCTEM MEHexMeHTa. HacTe 1. TpeGosaHnA

Mpwmeyas e —Npe noNs208aHWNA HECTOALLMM CTAHOAPTOM USNecoobpaiHg NposepnTe ASACTENE CobINDHHEIX
CTEHORPTOR B MHPOPMEUMOHHON crcTerme oBwen none3nsadns HE odvyraneHoM canTe Penspanklarg araHTcTea o
TEHW-EICHOMY PErYIMPOESHND M METRONOrAE 8 cemu MueTepseT mnm No eserooHouy MHEORMALMoHHOMY yrazarens «Ha-
UHMOHENBHES CTEHOAPTE®, KOTOPER omyBnMEoeas No COCTOAHWID H3 1 AHBARA TEKYILSND rMoE, ¥ No BLIMYCKEM SHEMECHY-
HOTO MHDOPMEURIHHOT YxaaaTens « HaumoHaNsHeS STEHSEPTE R 32 TEXYLIWME rog. ECRM 2amMeHeH CobINoHHEIA CTEHORT,
Ha HOTOPLIA S8HE HEOATHPOBESHHEA COBNKE, TO PEXDMEHOYETOH MONONE30283TE JEACTEYIOWYH BEPOMI STOMD CTaHOapTa
C YHETOM BCEK BHECEHHLIN B OSHHYH BERCHE HAMEHEHNA. ECnv 3aMeHeH CoRINOMHEM CTAROAPRT, Ha KOTOPRIA GaHE 0STH-
POBEHHAR CObINKS, TO PEKOMEHOYSTCH MOCNONBI0EETE BEROHED 3TOM CTAHOAQRTE C yK3IAHHBIM BEILS FOO0M YTESEHOEHA
(NpuHATIA}. ECcnw nocna yTEEpsaeHWA HACTORWEN CTEH0EAPTA B COBINDHMHER CTAHORPT, HA KOTODRN OAHE DATHRDOEAHHEA
COBINES, BHECEHD MIMEHEHWE, 3THAMEBAILES NONDHEHWE, HE KOTOROS JaHE COSTER, TO 3T NONOHEHNE DERDMEHOYETEA
NpHMEHATE BB3 VSHETE DAHHOTD MEMBHEHNR. ECny CohINDHHEIA STEHSA0T OTMEHEH Da2 Z3aMEHE, TO NONCHEHAS, B KOTOROM
AAHS CCRIMKES HA HEM, DEXOMEHOYVETCH NPWREHATE B H3CTH, HE 2ETPAMBEHILEA 3Ty CORINKY.

3 TepMKUHbI W onpegeneHWA

B HacToALWEeM CTaHZapTe NpHMeHeH TepMiaHel na FTOCT IS0 13485, NOCT P 56892 W MOCT P 56895,

I PAMEBYHaIHWE — nFII-'E HEMEIOBEIHMM TAWAK MOHATHA, E3E SMEOWMLHHCKOE M30anMes, « MESUUMHCHHE ManenwA
ON7 AWErHOCTHER dn wilios, snaroTosnrans I:FIPDHH-B;J_.'.'IHFETII:}”. HBENYCK 8 DEIFI-ELLIEIHHE*. HYI’ID.I'II-H:II‘HWEHHHﬁ NnEsaSCTaBk-

Mazganwe ogiiuManbHoe
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TEMBY, YONCTRPWIROTORE W CWMNOPTERS CHE0yeT PYHOSHACTEOESTECA TEPMHHEMA H ONPEOenaHiAMA, YoTEHDENSHHBIMK
B pelsHrR: EBpaivicEod SROBOMIHBCHDA KOMKCTHW [EDK] 1 HODMaTHEHLY NPaBOBLE SKTEX POCCHMAcEDd Pagepaund 8
CITHOLLEHAM MEMLMHCKEX MA0SN9iR.

4 PykoBoAcTBO NO COCTaBNEHWIO

4.1 Hanik oTyeTa

Ecni oTu4eT NpegnonarasTcd HanpaanATe peryNdpyiowany oprady B pamiax nporpamust MOSAR, To on
AonweH ObiTe COCTARNEH HA GHMARCKOM A3LIKE,

MNEegnoYTHTENsHS, 4T00LI 3ATOPEI MCNoONL30BANK NEH COCTABMEHAK CTYETOD IPaMMaTHYECKYI0 dopmMy
wOT NEQBOTD NWUA» B NPOWELLEM BREMaHd (G KOSHTHDMKAULWEA NEDBOTD MALUE NDE HanWYdn HeCckobiHx ag-
TopoE). VenonNeaoBaHMe aToH rpaMMartv4eckol dopMe NpHasaHs obecneduTe oy CHpOoBKY OTHETa Ha Npeg-
METE (@ HE HE OEACTEWK], HTO YMEHBLWEET ABYCMLICNEHHOCTE, MICNONLI08aHWE KOHCTDYHUMK OT NEPBCTD NuUa
ODECTIEYNEART MOEHTWHMKALMIO KOHKPETHOM YeNcEeKa, OTESTCTEEHHOND 33 ayaMTOPCKY eATENSMOCTE MW
AYOMTOPCKOR 3aEM0YeHKE . SopMyNAPOBKK CTHETA J0EEHbl Bl Th HEOBYCMBICTEHHEIM M, KPaTHKMMA, OHEBAIHE-
MK M PAITBACHAKMLMMKE, 4T MCB0R BeIBOO CRAIAH C KEakMmM-Nui0 TpeboBaHweam.

4.2 CopepMaHHe oT4eTa

4.21 HUrdpopmauna of naroToprTens (NpovisoauTens)

B otyeT HE0GX0O«MO BEMOYaTE SNeqyitlMe Dasnensl

) HEWMEHOBAHWE W A0pec WErOTOBWTENA

OTYeT DoMmeeH CoOOep#aTE HAMMEHDBEAHHWE M NONHLIE a0pec NOOBEPIUer0cs aY¥OUTyY MAFDTOBEMTENA.

MpuMeYEHWE — DELOMaEHOVETCR, YTOGL HAWMEHOBIHWME ¥ A0pec MAMOTOBMTENR COOTBETCTEOESAMNM YEAZAHHDMY
B CEpTHEMEELMOHHDM OORYMEHTS, 8 TAKHE, BGNH 3T0 NDHMEHAME, NHDoMY YIOCTOBE PERHED PEMTIMPYHNLEN COrasa;

b) HAMMEHOBAHKE W A0pEC NPOBEPASMOTD NOApasgenaHud (ofkeKTa)

DTYeT DONWEeEH COOEQHaTE HEMMEHOBAHWE W NOMNHLI[ agpec NEOREPEHHONT NOODAITENaH W, NOLNewa-
WErD AyOMTY B COOTBETCTEMM © NNAHMA 3yAnTa. Ecnd NNad ayoura oxXBaThiBaeT HECKONsKo NGOpaIlensHIR,
TO HAMMEHOBAHKE W NOMHLIFE Apec KaKD0ro NOAPaSLTENEHA DOMKHE: SiiTh YaiaHe k3K B NNaHe ay0MTa, Tak
1 B OTHETE N0 AYaUTY.

MpuMEYEHNE — HEZEEMCKMO OT KOMAWYECTEE NPOBEPREMEIX NOOPS30SNSHAR, HEMORIA NNaH ayouTa QOorsaH
MMETE CODTESTCTEYHILLWE OTHET M0 SygHTY,

C) MOEHTWEDHEALWOHHBIA HOMED WINCTOBHTENA

B cnysae NpUcEcerida peryNupyIoW A GEradom WaroTOBHTENIO KakHE-NHE0 HOBHTHDWEILATHHEN HOME-
poE (Hanpdsen, HoMep DUNS) cooTEETCTEYIOWMKA HoMeD JoN#eH OkiTh BENIOYEH B OTHET No ayQuTy Npope-
pRemorn obkexTa. B oT4eTe GomsHe: DulTh YBTHO YH23aHE WATOTOBWTENE M BIaUMOCTHOLWEHWA NDCRE DASMOTD
OELEKTA © MITOTORMTENEM,

d) opraluaauMoHHan (KopnopaTMEHARA] CTRYETYDA WaroToBKMTENA

OTyeT JormseH NoapobHD DackpelBaTe KOPNORATHBHYID CTRYRTYRY H B33MMOOTHOWEHKWA MENTY NOOpa5-
OeNeHWAMA KOpNopauMy B kodTercTe My CME, a Takke CoRIaHHYH © HWMKH NPOWIB0ACTEEHHYE J8RTENEHOCT
W NEpeYert COOTRETCTBYIOWMX MI0enii,

) KOWTAKTHOE NS

WA W KoHTAKTHAA HHEoDMaUMA NWLa, HAa3HEHEHHOMD WATCTOBATENEM ONA KOoPOHHALUWK W BaaWMo0e -
CTEWA N0 BONJOCaM NPoCBEOEHWA ayanTa,

fl NpepEOyLWWA ayauT

EcnK npusseHsain, OTH9ET JOMKEH COOepHaTe JaTy NPeisOywers ayguTa NpoeepAeMoro nogpaijene-
H9A (ohberTa) 1 Moboll KNeHTMOWEATOP CODOTRETCTRYIOWErD OTHeTa ayauTa. Ecnu ayouT warcToBuTensa npo-
BOOWTCA BREDELIE, TO 3T QONMHO GHTE YRaIAHD B OTHETE;

g} chicakike NpoREpAEMOTe NogpaldensHda {obwexTa)

OnHcarye NpoBepAeMoro NogpasneneHid (0bbekTa) OoM+He BENkaYaTh.

= MMEHZ ¥ QOMMHHOCTH BRICLIETD PYROBOACTEA NPpOREpASMOrs OOBEKTA, BRINCYAA OTEETCTEBEHHOE 33 Npo-
BEpAetsIA COBEKT NHLD,

= MMA W QOMHKHOCTE NPEJCTABMTENA PYKOBOOCTEA, OTEETCTEEHHOND 38 CHCTEMY MEHEIMMENTE KaYecTE
Ha NpOBEPAEMOM OOLEKTE,

- NPHMEPHOE BONWUECTES COTRYOHWEDE,
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= KOMMAYECTRD CMEH,

= KOMWHECTBO 303HMA, GCNH MPWBMEHWMO,

- 0BA0D DEATENLHOLTH M MPOUSCCOmn;

- DNPenenesHUe BUO0E DeATENLHOCTH, NePEaAHHE HA AYTCODCHME

Mpy HANHYAK HECKONEKME CELEKTOR ayOuTa HeohXOOKMO YUUTEIBATE CReayiowes

= MNP HANWYKA 2OUHOM NNaHa 4 80MHOND AYOWTOPCKOND OTHETS BLIUEYKAIZHHOE ONMCAHKE NPpOBEpAE-
MOTO NOSPAIARNEHMA QONMHO BbiTe COCTABMEHD B aYAMTOPCKOM OTHETE NO KR 0oMy ODheKTy!

= HEKOTODGRIE DETYNHDYIDWLKE ODraHs MOYT NOTRPEDORATE COCTABNEHWA OTORMNLHBLIK OTHYETOR NO KAXO0OMY
NpoBEQASMOMY ODLEKTY.

B cnyyae npoeese A NNaHOBLIX KW CNEUMansHeBx ayDUToa OnNUcaHdve NQCEEDASKMOrg NogpainensaHua
MOMET BT OFpAHWMYEHO TEMA YACTAMK, KOTOpIE BXOAAT 8 0NacTe NPOBOOMMONS ayauTa)

h) ofnacTe cepTvdmEauny MOSAP

COTUeT DOMmEen BENOYaTE JIa8BMEHHYK 0GNACTE NPMMEHEHMA MMM CYLLECTEVIOW VIO 0BNacTs cepTrdMKa-
e MOSAP margToexTens. B HEE BXOONT KaK ABATENEHOCTE HA PAANMYHBIX CTAOKAK XHUIHEHHOMD LKWKNAa, TakK
W NEpeLYeHs BUOOBRX TRYON UK CEMERCTE MEOWUWHCKMY MAOENKE, BRMNICHEHHED B 0DNacTes cepTrduakaimi
MOSAP. Ecne cfnacTe cepTHOMEAUMA 0BlLKPHA, TO OTYET MOMET COBMATECA KA NPHNOHEHHE,

I) HEEHTHHKALKA KPUTHYECKHY NOCTABLLKKDE

OTUeT QOMEeH BENKHATE NEPEYeHE KPUTUYECKE BAEHLIX NOCTARWMKOR, WX WPWIMUECHDE HAMMEH08-
HEE W NONHER agpec, NPOOYELMES WK YoNYry, W, @cnd NPUMEHHM0, NI0BLIE WIMEHEHUA B NEpedHe NocTap-
WHKOB, KOTOPLe DhiNd ONpEoeneHbl KAk KPUTHUYECKKE BAMHEE CO BPEMEHM NPedblgyILers ayouTa. JaHHeiR
MNepeyYeHls MOKET belTh NPUNOKEBHWUEM K OTYETY,

|} cTpaHsl NpH3HaHHA

OTUaT OOMEaH BUT0YaTs NEpeHes IPHCIMKLWEA, YHHTRIBAEM LI MEM NPOREOEHWKM ay0MTa, TO BCTh TEX, B
OTHOLWEHAW HOTOPBIK HArOTOBMTENE JANDALLMEAET WNW NOOTEEDNOAET PaEIPELLEHHE HA BEINYCK B 0GpalaHe.

4.2.2 WhdropmalMa no ayoury

B atyere nomsasd GRTh JOCTATOMHG NOOPOSHD ONWCAH XapakTep NposeqeHHoro ayoura W NpenocTan-
nexa cnedyiowan wHbopsaums:

a) TN NpoRefeHHONS 3YaMTa

B oTueTe nonmes OkiTe YEAZAH THN NDORBROEHHOND ayaMTa [(HANPUMED, NePBMYHENA ay0uT, MHCTEKLM0H-
HEHA, NOBTOPHBIE ayOUT KNK PECERTHDHEALNOHHEBR ayOKT, cneudans s ayguT) (cs. NOCT P 56852),

b KpUTEDKK ayouTa

B oTdeTe DonkHel SeiTh NepeYucneHsl KDHTERUA ayauTa. [na ayonToa, NLoBoaUMEX B COOTRETCTBMM ©
MOSAP. kak MAHWMYM, J0MFHL BbiThk NEPEYKCNEHDLI NPHMEHKMBIE DPErYRMPYIOWWE TpeboBaHKe CTRaK NpK-
IHAHWA,

C) Wen aygwra

B oTyere NomeHbl GkhiTh NEPEYMCNEHE LENW ayaMTa. 3To JOMKHO BEMOYATE B ce0R, Kagk MuHAMYM,
OLEMHKY!

- peaynLTaTHEHOCTH CME HarcTOBHTENA, BKMNKMEA NPMMEHMMEE PeryHpyiowWe TpeSoeanma (o,
MOCT P SeRQ2—2016, nymme 5.2.4 03,20 2.4.17,

- TEXHOMOTAM, CRAIAHHLIE C NDOOYELMER AN NPOYSCCDM [HANDUMED, NKUTEE NCO JABRMEHHEM, CTEDWMN-
zaluA ] (oM. FOCT P 5830922076, nyskmes 9.2 4 0 8.4 7Y

« NOCTATOUHDOCTH TEXHHUSCKOM O0KYMENTALMK Ha NDODYKLWKG B COOTRETCTEMIA C NPAMEHAMEIMK DEMYN-
pyRILLAMK TpeGoBaHRAMIA (o, FOCT P 55689220716, myskmes 3.2.4 u 5.4.1),

= HOBBIX MM WAMEHEHHLIX TEXHONOMMA, CEAZAMHLIX C NPOOYELUMER ANK NROLUEBCCaMA (HaNpUMBD, NWTeE
nog Daenequem, cTepuniaayma) (cu. FOCT P 56892-—2046, mywkm 9.3.2);

= HOBOW WA WIMBHEHHOH TEXHMSECHOR J0KYMEHTALKK Ha NDOOYRUMIO B COOTBETCTENN C NEWMMEHHMBIMA
perynupyiowrsy Tpebosandamn (cd. FMOCT P S6892—20716. nysrm 8.3 2);

= CNOCOBHOCT MAroToRrTena cobnodaTte aTh TpeGoraHuA (oM. MOCT P 568922076, nymkmer 9.2 4,
9320941

d} ofnacTe ayguTa

B oTyeTe 0oMmeHLl BuiTe ONMcade OeRTENBHMOCTE M NPOUELCs, KOTopee GopMupyioT obnacte Npooo-
OHBA0rD ayouTa,

&) 0aTel NPOBELEHMA SYOMTA 1 JATHAYEHHLIE 3YOMTO-0HH

B oT4erte NormeHbl SRTE YEA3AHE DATE NPOSSOSHMA ayOUTa «HA MECTer W OBWLee KONWYECTRO ayouToD-
CEMX OHER ONA KaK0o0ro NPoRepREMOrt NoApasnenaimws (oibekTa) o pasMiKax NNada aynuTa;
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f) ceegeHKA O COCTARE aYOQWTOPCKOR Py

B otdere DonM¥HE! DEITe YKA3aME BOE YNEHbLI SYOMTORCKOR TEyNnel (MMA, J0MEHOCTE, MECTO paboTel) |
OfNMCaHa Wy COOTRETCTEYIOWAA PoNe (HANDWAMED, FYKOBOOMTENE TREYNNE, TEXHWYECKHA IRCNERT W T.0.], Nn4-
HOCTE NEEOMD NegeBodYHEa W Gro MecTs paboTel, 3 TAKKS HABHTWDWEAUWA BOEX NPUCYTCTEYICW MY Habnwga-
TaneH;

g} ALK NPOEEGEHMA 3yaKTa

B ot4eTe gommsed ObiTe yrkasaH(k) A3bik(HM), MCNoneayeMe#{e) B xoge ayguTta,;

h} peaynNeTatsl NEpBOro 3Tana ayadTa (atan 1)

Ecnn B x008 ayaMTa MIroTOBMTENA 4Ha MEecTas, INeMEHTol ayauTa atana 1 1 atana 2 ofbedHHAINTCA,
OTHET OCMEHEH BEMYETE Y8THOE ONWCaHWE INeMEHTOR 3Tana 1, oXEaThiBagMeix B X008 ayOuTa,

i} nnad ayaqTa

OT49eT QoMKeH BENKYaTe KoMKIo NNawa ayguTa. OTYeT Jon+eH JoOKVMEHTHROBaTE W 0D LACHATE NpHYKHY
NioBiix OTENOHEHWH OT NNaHa ayauTa.

Mpemeyadna — JononHATENbHEIE yEa3aHHA N0 COOEDMAHMEY NNaH3 ayauTa npusegeds a MOCT P
HMCOMM3K 17021-1;

i} ONMCAHKWE OCHOBHBIX HAMEHESHWA, WASHTHEOWUADOBAMHLIX WATOTOBMTENEM

Ecnu maroToeMTans WOeHTHOUMUMDYeT QEATENEHOCTE MW MRPOUSCE, NOENEMALIME ayauTy, KOTODLIE Nogd-
BEQMMMCE CEPREIMBIM HMAMEBHEHMAM, TO 3Ta WHGOPMALUWMA ACM¥HA OkRITE YRaZAHa B OTYETE. ITO BRILIOYAET
AHAYMTENEHLIE HAMEHEHWA B NROAYELWA WK NPOUSCCAX, MAMEHEHWR B ODraHMIaUMOHHOR CTPYRTYDE WA Cob-
CTEEHHOCTH, HAMEHEHWR B COCTARE SNICYEELX COTRYOHKKOE W B CaMux Nogpasgenadnax, a Takse o CMK o
LIE IO,

423 CEMgeTenLCTRa ayonTa

OTyeTr gonwes coqepMaTk 4OCTATO e CRMOETENLCTRA, NOOTEEMKIAMALMWE COENAHHEIE B HEM DRIBOOE
Mo peayneTaram ayouTa. AYOUToR DOoMMeHd O0kyYMEHTUPOEATE AYAWTOPCKWE CEBUAETENLCTREA, OUSHWEATE HX B
COOTBETCTAWM C KPUTEDMAMK 2YOWTa ¥ JENaTk BREON O CO0TDeTCTEMA MNK HecoOTBETCTEMY. MudiopMayma o
NpCREDKE KOHKDETHBIX DEryNMpyIoWMy Tpebosadi npeananarasgmMbl CToaH NDMIKEHWA J0mHa OkiTe BM0-
HEHA B OTHET.

AYOHTOPCKAR CRrAHMAALWA DONMHA YEAIATE, 4TO ECNK MHEODMALMA 0 NPOBEOEHWM 8YOMTa KAKoro-nubo
acnekTa WM npouecca CMK \WaroTopdTena He ByoeT NpUcyTCTROBaTE B OTYETE, TO yyacTeyiwwe s MOSAP
PETyNAPYMALAE Opraiel MOTYT NEMATH K BRIBOOY, Y4TO ayOWUTORCKaA CPradMIaumna He NpoBooMna ayguT aTux
oeekTol. Ecni npouece CME WaroTOBWTENA, ayOKT KOTOPOrD Qon#keH SbiTe NPOBE0EH HCXOOA W3 TIKNa NpoBo-
OWMOID aYadTa (HANPUMER, NEDEMHHBIR aY0UT, HHCNEKLWOMM LI, NOBTORMEN aYOMT) HE NPOS0OMNCA, TO OTHET
OOMKeH COgRpMaTE COOTRETCTRYIOWES ODOCHORAHMWE.

B oTdete nomeHsl ObliTe 33MKCHDORAHL] KK BRBOTE O COOTRETCTAMMK, TAK M 0 HECOOTEETCTANK. ARTODEI
OTHETOR OOMNMHE BOINELEWMBATECA OT NPRACCTARNEHKA KOHKDETHEE DEROMEHDALME, MHCTDYELUMA UNK pelue-
H{it, HANDABNSHHLIX HA Pa3padoThy ¥ BHegDedne TR, WMk OT NpeanoseHni B0IMOEHOCTA ONA YyHWaHHA
fom. MOCT P 5689220718, nyukm 9.1.3).

4.2.4 Brieogbl (3akniodeHre) no peayneLTaTam ayourta

B oTyeT DonmHbl GbTe BEMOYEHE NACEMEHHBLIE BLIBOOL N0 KAXOOMY NPOUECCY WK BMOY OSATENLHO-
CTH, KOTOPLIE NEDEYACNeHks HYWEe. ECHN @ OOQuH OTHET BKMKYEHE HeCKONEKD NOOpatene i (05RaKTaR), To
HEODXOOMMO NPORECTIA YeTHOe PAINeeHne W DaIpAHUYEHKE BRBOO0E N0 KEMI0MY NPOBEDEHHOMY NOOpa3-
aeneHdi. Bulaods ayamTa AcmHsl SETe KPATHMMKA, HO BKMTIOYETE K3K MAHMMYM CIEyIoWyI0 dHgropnaMin:

= NMCAHKE NPOWECCA MMM NPOREPEHHON GEATENLHOCTH,

= ONHCAHKE MECTOHAXOMIEHKA [Kak DWIWYEckorD, Tak § OPraMdlagnoHioro) NoceWe Mo ofuerTa;

- HMEMA 11 DOMEHOCTH ONPOWEeHHELX ML,

- DCHOBHBIE NPOBERBHHBIE A0KYMENRTE! (NPOUSOYDR], PADOHHME WHCTDYHUME, 3AMHCA M T.0.);

- EMIOYEBEIE OOKYMEHTE, WCMONEIYEMERS WAMTOBUTENSM B KAYECTRE CRPABOYHBE (PYHOBOOALKE O0-
KYMEHTLI, CTAHZADTEl M T.0.)

« TN W KOMNMYECTBO NPOOEDEHHEX O0KYMEHTOR [(JOKYMEHTOR MMM TANWCER), BHNKYMAA KaYeCTBEHHOE
OnWcaMue 0DeeMa BeIDOPKMW, INE 3TO YMECTHO,

= HOEHTHLMEALKE NPCOYELAN WNH KOMIOHEHTOR, HMEUWLME OTHOWEHHME K NQCBEDASMOMY NEOUECCY MMM
DeRTENBHOCTH,

- QUBHEY AIMEHEHMA 1 WX BNAAHKE Ha COOTBETCTEME DEryvMDYIOWMM TpeboBaHKaK, 8 Takse Soilv nu
CAENAHE HEODXOOWMEIR COODLWEHWA B DeryTMpYRsLLNR Oprad B crydae HeoDxonnMOcTiI;

4
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- MTOMOBOE 3AKMIOYEHWE O COOTEETCTEMM NPOBEDEHHOMD NPOUESCE WNKW NPEanpuHATON DEATENEHOCTA
EPUTEPMARM ayOuTa.

mn PAMaYaHWeE — BrnwueHwe HOMBOOB MYHETOE B WTOIDEDE 3SKNEMHMEHHE MOMET NOMOHE MPO0eMO-CTDHpOBaTE
HAQNEHALAR QXaaT,

Ecnd ayouTop NPOBSRACT BhINOMHEHWE KOPPEXLMA WHMKW KOPDeKTUPYVIOLIMY NSRCTRWH, BhITEKIIOLMY
M NDEOLAYVILMY HECOOTEATCTEMR, TO PRIYNETATE ATOH NPORARDHM AOMEHE ORiTE BUMNIOUSHE B OTYET N0 KaK
YACTe HACTOALLETD pasznena, Nido Nog oTOeNkHEM 3Aronoaskom.

B cnyyass, Korga cobpadHele CBXOETENECTEA NOOTESEAAOT 0BHADYKEHHOE HECCOTRETCTENE, BhBO
AC0NHEH BENIKHETE NEPEKPECTHYIO CObINKY Ha HECOOTEETOTEME B Brae [NC #].

B coOTBETCTEMM © HACTORLLMM CTAHOAPTOM B OTYET M0 AYOKTY NEOUACCOR DOMKHE DRTE BEMIOYSHEL, KK
MAHMMYM, CREOYIOWWE CEAaNEHUA:

a) BeclWes pyEoBogcTan (Managemeni:

1) cTeNEHE AYTCOPCHHIA NDOUBCCOR, KOTODLIE MOMYT NOANKATE Ha CODOTERTCTEME NDOOYKLMA YCTaHOoB-
nertibiM TPeboBEaHMAM 1 NPOBEPEY NDEBRMBEHOCTH JOKYMERTALUWA N0 YNEEENEHD B CYCTEME MEHSIMMENTA
KayecTaa,

2) NpoREpKa NPOBEOEHMA AHANKAA CO CTOPOHE PYKOBOOCTES C 3ANNAHMPOBRIHHEIMNA MHTEDBANIMH, 2
TAKEE BRMIOUEHMA B HErD SHANMIA NPHIOGHOCTA M ey NETATWUBHOCTH NONWTIEY B 08NACTH KAYECTRA, Lenai B
oBNacTi KaYecTRa M CUCTEMEI MEHEIHMEHTE KAYECTEA C Uensk 0DeCnede A TOrS, Y4T0 CHCTEME MEHEIKMEH-
Ta KA4ECTEA COOTRETCTEYET BLEM NDHMEHH MM DEMYIIADYIOWMKM TReDoBamHdam,

3} ONUCAHWE OPTAHMIALWOHHOH CTRYKTYEE HAMOTOBMTENA W NDCEEDKA YOTAMOANEHHMA COOTRETCTRYMLLLERA
CTRETCTEEHMOCTA M NONHOMOYKA [HaNpHMep, No NPENCTABATEND DYKOROOCTEAY,

4) onUcadve JeATENLHOCTH MIrOTORMTENA NG YNDABMNSHAD GOKYMEHTIMK 11 JANMCAMIA,

5) npoBepxa YCTAMOBENSHMA WAMOTORUTENEM OOMeMOE KOMNSTEHTHOCTH NEPCOHANE, BRINONHANLErD pa-
BOThI, BNAADLLIME Ha KAYECTRO NPOOYELIMK, BKMOYaA ondcadue Npouesyp ofydesua U 3anyceld o NpoRepike
PEIVNETATOR OEYUEH KA,

b Hanu4We palpeleHdHa Ha BLINYCE H30ENHR W perdcTpauud nogpaizgenceHdai (Device markeling
authonzation and facilily registration)

YETAHOBNEHME TOMD, YTO MArOTOBMTaNE OCYLECTENAN COOTEETCTRYIOWWE NeACTEHA B OTHOWSHMA Nony-
YEHKWA PAIPELIEHHA HA BLINYCK B 0OpalLeHne MAOENKA | PECUCTPALMIA CROMX NOAPANENeHMid B DErYIMEYI0-
WX opradax, yHacTeyiowns B MDSAP.

C] HaMepeHre, adanus 1 ynyqwenwde (Measuremeant, analysis and improvement):

T) yeTaHDANEHWE TOM, YTO OpiK CNPEOeneH COOTRETCTEYIOWME UCTONHMEY JaHHRIX O KaYecTae ana
BEMKI4EHHA B NPOLUECC MIMODEHKA, ZHANKIA W YAYUWEHWA, BKNNYan #anobsl notpebuTenad, obparHyo
CBA3L, OTYETE O NOECOCTARNEHHLIX YCNYTAX, BOIEPALEHHYIO MPODYKLWGD, DelyNETATE BHYTREHHEMD W BHE -
HErD ayaMTa, a TAKKE OaHHBIE MOHMTORWHIE NPOOYKLMK. NPOUECCOR, HECOOTRETCTEYIOWEN NPOaYKLMA M No-
CTABLMKOR,

2) NoOTEEp#OAEHHE TOM, YTO DAHHBIE M3 3THX HCTOMHAKORE ABNAKTCH TOMHBIMIA K AHANMIKPYIOTCA © Ho-
NoMNL30BAHWEM OOCTOBEPHBEN CTATUCTMYECKAY METODOE (NPW HECBXOOMMOCTH) ONA BEABNEHHA CYLECTEYI-
WKE M NOTEHUWANEHEE HECOOTESTCTENN NDOAYKLMK U CHCTEME! MEHENHMMEHTS KIYECTES, KOTODRE MOMYT No-
TPeAODaT: KOPPEKTHDVIOWMY WNK NPenyNDed 03 I0Wny DeRCTOHM;

3} oNWCaMKe MCTOMMHKDE JaHHbIX, BulGpadHBx AN\ NPOBEREW B X008 ayauTa;

4} YCTAHOBNEHAE TOMD, YTO NPOBGOAT HCCNEO0RAHKA OMA BRIABMEHAA OCHOBMOR{EIX) MMM DAY )
BLIABMNEHHEY HECOOTEETCTEMA, MQEe HTO BOAMONHD, W NOOTESOMOEHAE TOTD, YT0 MACWTal ACCNenoBadna oo-
HIMEDMM C DHUCKOM HECOOTRBETCTEMA,

5) nogreepHAeHMe TOMo, 4T KOPPEKLMW, KOPDeKTURYIoWWE W Npeaynpesnaiowme qedcTera Bl
ONPEOEnEHbl, OCYLECTAMEHE, JOKYMEHTHDOBRHLI, PEIYIETATHEHE M HE OK33aNM OTPULATEeNBEHOrD BIMAHKA
Ha FOTORLIE MAMEMHA, 4 TAICKE NDOBRPEA TOMD, YTO KODPEKTMRYKILWME 1 NPEOYNpeMOaKe OelcTEMA CooT-
BETCTEYIOT DHCEY BOIHMKHOBEHMA HECOOTEETCTEWA N NOTEHUMANLHEY HECOOTBETCTEMA,

6} NpoREpKa TOMD, 4T0 BHYTPREHHHWE aYOHThl CHCTEMb! MEHENMEHTS KA4ECTES NPORCAST B COOTESTCTRMM ©
IAMNAHAPOBSHHEIME MEDONDHATHAMK 1 AOKYMEHTHROBAHHEIMK NPOUSAYLAMK 0NA 0BacnedeHMs CooTEETCTBHA
CHETEME! MEHEIMMEHTE KIYSCTES YCTAMOBMEHHEM TREOOBAHWAM K CHCTEME MEHELHMMENTA K3YecTBa K npu-
MEHHMEIM DETYMIMDoLLKMM TREDoBAHMAM, 3 TAKE ANA ONPeqeneHna PeIYNETATMEHGCTY CHCTEMbE KaYeCTRa;

7} NOgTBepHGeHHEe TOTO, 4TO BHYTREHHHE ayOWTel NPOBOAAT C 0DeCNeYaH HEM HEIABHMCAMOCTH ayauTopa
B OTHOLEHHK NpoBEpAEMblE 00NacTed, KOPPeKUWH, KODDEKTHRYIOWKE GeACTBMA, NOCNedyweh QeATansHo-
CTH ¥ BEpdiEaUMH KOPPEKTHPYIILLMY JERCTEIA,
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8] NoaTEepHOEHHE TOMD, YTO WAFOTOBWMTENL NDMHEAN DEIYNETATHEHLIE MEDEl BNA NOMNYYEHKR ONBITa Ha
ATANE NOCTRPOWAROACTES, PACCMOTOEHNA HANOD W MCCNEEOBAHMA NPWYKH HECOOTBETCTEMI, COAIAHHEE C MD-
ACHUTENEHBLIMA YAEOOMISHHAMK, ¢ oDecnedeHuen obpaTHOR CEATK O NDOUECCE MIMEDEHMA, AHANKIA 1 YNyY-
WEHMA, 2 TAKKE NPOREDKA TOMD, YTo MHOpMaUKA, NONYYEHHas B PRIYNLTATE AHANMAA adHbIX O KAY2CTEE
OT CTAOMA MPOWMABGACTEA W NOCTNOOMIBOACTEA, COPAIMEDHD YYUTRIBAETCA C WEMkK BHECEHMMA NONpPAROE B
AHAMNNI PUCKE MPOOYKLMM,

d) cooblwenna o HeDBNaronpEATHEE CODBITHAX C MESHUHHCKHMA WADENHAMK ¥ BeINYCH NOACHWUTENEHEX
yBEgoMneHkn (Medical device adverse events and advisory natices reporling).

1] YCTAHOBNEHWE TOMD, YTO NPOUBCCE WATOTORWTENA COOeCnedHBAINT CAOEBLEMEHHOE OOBSeHKE 00
CEE0EHMA PErYMADYIOWMY OOraHoR NOACHMTENEHLIN YEROOMOEHME 1 cooDUeHMit 0b oToeNsHEX Hefbnaronpa-
ATHBIK COOBITHAX, CEAZAHHBIX C &M MEQMUAHCEAMNA HI0EMAAMNA;

2] nepeYeHs NOACHHTENEHEX YESROMNEHHIA NPWMEHWTENLHD K KSHO0MY W3 PEYMMEYIOWKWS Oprados,
yvuacTeviowkx B MDSAP. B nepeyde 0OMEHD GRTE YEA3aH0, DRINO W NOACHWTENEHOE YESOOMISHWE JOB3-
O2HD 00 CReeHUA DeryNMpyeWero OpraMa B TR RUCOUKLMKE, M0e 3T0 MAOENNEe BeMyLLEH0 8 oDpalsasise;

&) NpoEKTHRoRaHME M paspatoTia [Desigit and developmeant).

1] kpaTkoe onkcanse NpoekTalor), oToBDaHHOMO LX) ANA PRCCMOTPEHMA, 8 Takme 0GoCHORAHKE BblGo-
pa atoro (3T npoexTalon),

2] cnucanKe NpCUEayp W 3andcel, paccMoTpPEHHBLIX ONA BelGpaHHONS NpoekTalos),

3] pepudHKaUKA TOM, YTO ABATENEHOCTE M0 MEHELRMEHTY DUCKA ONPEAaneHa 4 BHEODEHA B OTHOLE-
MMM NDOEKTUPOBAMMA W DAaspaloTEM NPOOYELMIA ¥ NPOUECCOR, YTO KDUTEPMW JOMYCTIMMOCTH DMCKOR YCTaHoB-
NeHel W cobMogaKnTcs Ha NDOTAMEHMM BCEINs NDOURCCA NPOSKTHROBAMMA M paipaboTkM, a Tauke 470 moboi
OCTATCHHEIR DUCK DUEHKERETCA WM NDH HEOSKOOWMMOCTI JOBOOWTCE A0 CRENEHKS NOTReGUTaNA;

4] onpeneneHie TONg, YT JaHHEE BANMAaUMK NDOBETUDOBAHKA K DAIPABOTHH CRMOETANLCTRY KT O TOM,
YTO YTBERHOEHHLIR NPOEKT COOTReTCTEYET TReDOBaHMAM ONA KOMEPETHOMD KCTONLICBAHMA WKW Npeqycho-
TREHHOMD MPHMEHEHIAA;

5] seprdpakailia BanMAAL WA NDORKTHROBAHKA 1 pAIpaboTEK, DEMNOY 3R KNMHHWYECKYID OUEHRY,

G} BEpHMKALUMA TOMD, 4TO 00 YTEEPHMOEHWA NPOSKTa MKW BHECEHWA MIMEHESHWE B NPOEKT ANA NEpe1aqu
B NOOMIBOACTED, NOCHABOACTREHHEE CNelMdHEILUME 1 CneuwduEanu Ha NEoOYELKED NONHOCTRD OO0SY M EH-
TUROBAHE. B YacTHOCTH, N NPUAMEHMMO, 3TO KACABTCA CNedvioLera:

= NPOUIBOOCTEEHHEE NAPAMETRL, NONYHEHHES B DEIYNLTATE BANKIALNW PEEANKAILMA NPOUSCCE, 0=
CTOREDHO NEPEHECEHEI B TEKVILYWY NPOMIEDECTREHMYI OSATEMBMOCTE, HAMNDKMED ANA NDOUEBCCA BMPYCHON
MHAKTHEALMA, ANA cBecnedenns QaHOpOaHCCTE NEE KOMOKMHALMK NeKapCTBEHHOIO CPeOCTEA M WA0ENHMA; GNA
CTEPUNKZALMK, TRED0BAHWA K MOHWTODHHNY BUOHAIPYIHA, MOMWTODMHMY W YNPABMNEHWI0 NDOWIBOOCTBEHHOA
Cpenod, aynuTy 0oas W T. 0.

= ONA HAOEnWid, COOepRalmy TEAHY, KNETKH MMM ReLECTEA MUBOTHONS MNK MUKPOSHOND NpOMCKowIe-
HHA, cofinooanTca TReDoBaHMA K DbDalLMBAHMCSKYTETHREMDOBAHMID, BETEQHHADHEIM NPOBEDKaM, OHHCTRE)
YHULSTOMEHKIO, CErperaum, TOaHCNOPTHROBAHHID, XPAHEHHIO, WCNBTAHWAM W oDPaWeHH0 ¢ MATEDHANOM,
MOONEHAULAM BEMKOYEHAID B MAOETAE,

71 onA Manenui, coaepsEallws NexapcTaeHHbe BRlecTES, cobnooanTed TpeGoBaAHnA K Xpawe Mo, oT-
Bopy NPoS 1M NDOBELEHM WOEHTHOMKALMOHHEX UCHETIHHWA MCXOAHEX MATEPHANOE (B COOTRETCTRMM C NpH-
IHAHHOW DHApMAaRONesia M COOTRETCTEYKILLER HAANE#ALWER NPOUIB0OCTEEHHOR NPAKTHKOR ONA NeKapCTRe H-
Hiblx CpeAcTe). TOTORLIE MAOENWA WCNLITEIBAWT HA COOTEETCTEME BAMNMAWDOBAHHOMY METONY WCMRITAHWA W
NpH3HaHHOA hapMakones [foe NpMMeHrsMo), 8 Taoke TPeGoEaHKAM K RoQOepHaHuk cTabHNBHOCTK,

8] yoTaHoanasne Torg, Y4T0 YNPARneHWE WIMEHEHHAMM NQOSKTHROBAHKA | PalpaboTrM, BRNKOYAA W3-
MEHEHWA B NPOUIBSICTEEHHELE NPOUECCaX, BAWMAKLLKY HA XADAKTEQHCTHRA MEOMUWHCKLY WAOENHA, BRNoYaeT
(BCAK NPUMEHMMO] BELMMDHEALMIC M BANKOALKKD B PAMKAX JeATENHOCT NO NPOeKTHROBaHWG M paspafoTye,
C YHETOM HOBBIX WM W3MEHEHHBIX DUCKOB,

9) ANA MAAEndid, B OTHOWEHWH KOTOPRIX 3YQWT NPOSKTMPOBaEHMA ABMAETCA BONYCTHMBIM WCKNFOHMOHHER,
NPCREEEA HAMMYMA W NOOGeDMAHWA WAMOTOBHMTENEM OCCTATOUHON TEXHHUYECKOR OCKYMEHTALMKA, NoOTReDM-
Oa0Wel CcOOTRETCTRME Tpehosauuan obecneye s DETonacHoCTH M IKCINYATALMOHHES XApaKTepucTrK, a
TAKKE O0YIAM COOTBETCTBYRILLIAM ParyTMpYIOLWNMIA TReDoBaHHAM,

f) ynpaanede NDOUSCCAMIA NPOKIBCOCTES W NRpegocTasne KA yenyr (Production and service confrals):

1] Kpartkoe onucadke NEPOMIRoNCTES, NPOMIBOCTREHHOMO(LIX) NPOUSCCA(oR), BEOAHOMD KOWTPONA M
CHMNANCEME Nnowanei;

2] kpaTkoe ONUCAHWE CPEOCTR YNPARMSHWA Nomydeswen, 06paboTHoM, XpaHEHHeM 1 DACNDeeneH e
NPOOYELIMIA Ha CKNa0e, BEM0Yas cPpeacTEa YyNpasneHHA NEOCNesMBaeMOCTeK;

G
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J) KpaTKOE ONWCAKWE NEPOMIBOOCTESHHBIX NPOUECCo, BeiDpaHHbix QNA PACCMOTREHKA, ¥ 0GOCHOBAHWE
ELITOpa 3TUX NpOUECCOm,

4} ONACaHWE 3aNKCen, NPoBEPEHHLIX ANS BRBpaHHEE NPOHMIE0ACTEEHHLIX NPOUECCOm,

5) OUBHES 13NWCER TEXHWYECKOrD OGCMYKHUBAHWA, ¥anHbpoBKK @ BX0OHOTS KOHTPONA, OTHOCALWXCH K
BblGpaHHOMY( M) NPOUIBEDACT BEHHOMY (BIM) NPOUBCCYEam];

&) Nposepka TOro, 4T0 BebpanHEA Npouece BN BANMOAPORaH, 8CnNy PEIYNETAT NPOUBCCa HE MOEET
BkiTe NONHCCTER BEpHPHUMPOBEH, YTO BANKOALWA ABMOHCTDHPYET CNocoBHOCTE NPOUScca NoOCNEqsBaTENb-
HO OCCTHATE JANNaHAPoOBAHHOND pE3yNsTaTa. B chyvae, ecni HIMEHEHMA NpoWM3oLIng B paHes Banngupo-
BEIHHOM NPOUECcce — YTO NPOLEcihl Gl NPOaHanMIMPoBaHE W OUEHEHE, M (8ChK ugnecoobpalko) Npose-
OEHE NOBTOPHAA BaNKA3LWA,

7] &CnW NPOAYELWA BRINYCKAETCA B CTEDWNBHOM BWOE. MOOTESDMISHKWE TOMD, YT NPOUESCS CTEDMNH-
3aUWK DanWaMpoRad, NEpHoOOYHEcK NOBTOPHD BANKOWDYETCA W MMEOTCH 3anKcH © BanKaauud. Nogroeps-
AeHKE TOMD, Y70 BbiNYCKISMBIE 8 CTEPHNBHOM BHAE WIOENWa NEPOWIBOIAT W CTERHAWIYIDT B H3GNEeHaLyHmM
oOpaIoM YNpaenaeMesx YCNOBMAY, 3 TAKKE 4TO NPOLUECT CTEPUNMIALMK ¥ BM0 DeIYNETATE GOKYMEHTHEYICT M
NPOCNEXKEBRINT B OTHOWEHWK KAWI0H NAPTHW NPOSYELMHA,

8) gcnW NPOAYELMA HYXIAETCA & NEPEOEnKe, TO NOATEEDHAEHWE TOMD, YTO KATOTORMTENE PACCMOTDEN
nrioe HEbNanoNpHATHOS BO30EACTEME NePEdenik Ha NPOGYELKID 00 NONYyHEHAA COOTRETCTEYIOWEN pajpa-
WEHAA, 8 TaEKE BEPHGHEALKI0 TOMNS, 4TO NPOUSCs Nepedentt Buin BLINONHeH B COOTEETCTEWK C YTEEPHEEH-
HOW NpOUSOypoR W peaynesTate Nepedenkd Buinn 3agokyMeHTHpoBaHe. MNodTeeps0eHWe TOMD, 4T0 Nepede-
AasMHas NpoaykusA Beina noETopHD BEpwbiUMPOBAHE © LENLI DEMOHCTPAUMK COOTBETCTENA TRebosaHmMam;

4) onucarre BepUdHEaALKK COCTOAHMA MICEEHEDHBIX CETER (HANpWMep, YONOoBWA NpOoMIBodcTREHHOR
COeOb OYMCTRA BOAOYXa, BOSONOATOTORKS, CHATEIS Aalkl), 8 TAOKE WX BANKOALWH, TEXHWYECKOrD obcnysMea-
HIA | CTaTYCA MOHATORWHE,

TO) oUEHEA YNPIENEHWA JArpAIHEHHAMHE BHYTPW MPOMIACACTESHHLIX NOMEWEHWA [HanpWMen, o49UcTra
MOMEWEHWHA, KEANAEHKIUMA NOoMELLEEHHR, Nepenal J3BNeHWA, KOAWYecTED TEEROLIX YACTHL W MUKPOODTa-
HHIMOB 1M T.0.)

11) oueHKa W ONKWCaHKWE NPOYECCE BLINYCEa NPOLYKLIHKA,

12) gcni TpebyKTCA MEPONPHATHA NO MOHTEWY, NPOBEDKa BEOSHWA 3aNWCER NO NPOBEOEHKK W BEpK-
KL MK JEATENEHOCTH NG MOHTAHY,

T3) npoBepKa TOrS, YT0 QEATENEHOCTE MO NPEOSCTARNSHWKD YCNyT NPOBSOAT 4 ACKYMEHTHRYIOT 8 C00T-
BETCTEMK C yCTAHOBNEHHEIMKE W BHEADEHHLIMM WHCTDYHLWAMK W NRoUSAYDamMM,

o) aarynkn (Purchasing):

1) onucanke adnos CUSHABAHKA NOCTARLMECS, BuIBpaHHLIX 0NA RACCMOTREHWA, K 0E0CHOBIHKE Bil-
GOpa NoCTABWMHKOS ANA PACCMOTREHKA,

2) peprdrkagna Toro, 9To NOCTABLWMEN BelGpaMsl MArOToBMTENEM Ha OCHOBE WX CNoCoDHOCTI NocTae-
NAatk NPOOYELMED WKW YCITYMA B COOTRETCTEMM © YCTAaHOBNEHHEIMIK HITCTORMTENEM TReDoBaHuAMK, a Taoue
TOM. 4TO CTEMEHE YNRABNGHWA, NPUMEHAEMAA K NOCTABWKWKY, NPONOPUWOHANEHA IHEHMMOCTH BAWAKKA No-
CTABMASMOH MPOOYKLHAA KA YCNYIW Ha K3HECTB0 roToOBOrD WAOENKA;

3) NogTEEpMOEHWE TOMNS, YTO WITOTOBMTENEM DEANWICEIHE INEeMEHTEH YNPABENeHKA, YCTAHOaNneHHES
4NA eepydiHKaLKK 3AKYNINeHHEIX NEKapCTESHHLX CPEACTE WK 33EYTIACHHELIX THEHSHA, KNeTok W MaTepi-
AN0E MWBOTHOID WK MUEPODHOMD NpoKCKoELEHWA (Hanpumep, GMP ana nekapcTeeHHBlX COeOCTE, Makwe
cAd. [1] BnA MaTepHancs MHEOTHOMD NEPOHMCXOMTEHHA],

4] nogTeepHAEHWE TOMD, YTO PE3YNETATE OUSHHBAHKWA MOCTABWMWKOR, J8ATENEHOCTH NO BepHDKKAL WA
W J@RTENEHOCTH N0 JAKyTNFKIM P3CCMaTPHEIIOTCA 3K WCTOMHHE AaHHBIX O KE3YECTEE ONA BECOA B NPOUECs Wa-
MEDEHWA, HANAIE A YNYHWEHHA,

4.2.5 Belogkl 0 HECOOTBETCTEHK

B OTHOLWEHWA KawOord HECOOTEETCTRMA CReqyeT.

= WOEHTHEMUKpoBaTe TpeboBaHie, B OTHOLWEHAW KOTOPOrD BOIHWESET HECOOTBETCTENE,

- CPOpMYNHPOBATE YTOCDWISHHE B OTHOLWEHKWK TOM, NoYemy 3Ta Tpebooaske HE SLing BeINCNHEHD,

= COENETE CoBUTEY B ayQWUTODCHOM IAKMOYEHKIA HA NOOTEEDHII0WWE oOLEKTHEHEE CEUOETENLCTRE,

= MPUCEOUTE PEMI B COOTRETCTREMK C MOCT P 58895—2016 (nyakm 9.7.2].

KpoMe Toro, KOraa B 00HH OTHET BRIHOMEHEE HECKONEKD NOOPAIAaNe i, KaMI0E HECDOTRETCTBHE JOrH=
HO HeTRO WOeHTH(gHUWMDEoRaTE NogpasgeneqHye (0DberTH], Ha KoTopoM Beink cOHapy#EHE CBHUOSTENBCTES
HECOOTBETCTEA,

Echd HECOOTBETCTEMA JA0KYMEHTHUPOBAMEl B OpPYTOM MECTE, TO COOTEETCTEYIOWAA 3aNKch SOMKHA
DbiTh OOHOIHAYHT MOEHTAQHMUMDOBAHA ¥ Ha HEE OON#MHE GETE JaHs MEPEEPECTHRIE CoBIMKW B COOTRETCTEYIO=

T
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LY aYOUTOPCKMX JAKNK4eHHANX. ECn ayguTopckan opradi3ayna Mononk3yeT OTAeNb6HYH DoDMY DerkucTpa:
LMK HECOOTBRTCTEMN, KOTOPaA CONenMKT YEAIAHHYID WHdopsMalkio, TO Takan opMa J0msHa GeTe Mpuno-
WEHA K OTHETY.

B ayoMTopckom 3aKmioHEHMe JonHHE BbiTe JafuicHpoBaHsl BOE HEYPETYNHPOBAHHEIE PAIHOMMACHA ©
WArTOBMTENEM N NOBE0DY BEHABMNEHHLIX HECOOTRETCTBAR.

Ecni WaroTOBWTENL NPOEQOHT KOPPEKLMIO 00 CHOHYAHWA aygWuTa, To NpednprHATIA M JeaTeNsHOCTE
MOMET OblTe OTPaMEHa B OTYETE, TeM HE MEWEE, ITO He OCa0GoHIaeT ayJUTOROE OT HECORIOUMOCTH Dern-
CTPHMPOBATE HECOOTBETCTEWE W HE OCEODOMEAET WArOTORMTENA OT HEOBXODWUMOCTH OCYLECTRNEHWA KOPDekTH-
PYIOLAX ASFACTEHIA, BEKNICHAA BEpHEWEaLKIE HE DeIyNsTaTUEHOCTH.

4.2.6 JononHuTenbHbIe CEEOEHWA

B orueTe wne B 8roc OTOernsHOM painens v, ecni yenecootpaido, B CooOTRETCTRYIOWEM 3y OMTOpCKOM
AAKMEHEHNA GOMHHD GeiTE 3300KYMERTUDOREIHD CNEAYHWES:

&) BoCnpenATCTBOBaHWE ayawTy (Obstacies)

B otyeTe gonmHel BeiTe 3atWKCHpOBaHE MICBue COCTCATENRCTRA, NDH KOTOPRX AYOWTOR 3aNPocKn
MHIPOPMAaLWIo, 8 WIFCTOBMTENE OTEa3aNcA NPeJoscTabTe 3TY WHDopMAaUWe Wnd OTHa3ancA NpeqocTaBMTE
A¥QUTODY O0CTYN & NoOMELUEHWA ONA NEOBSZeHHMA ayauTa. B oT4eTe JomeHbl OeiTh OTPaMEHI MOGLIE OpyTHe
BOAHWKLWWE NPENATCTEMR, KOTOPRIE MOMYT NOTEHUWANLHS NOBNWATE HA JOCTOBEDHOCTE BRBOGOE aygWMTa.

BoaHMELLME NPenATCTERR MOryT BeiTe ONWCaHe B 4. 2.7

b} chnacTi, He BoUegWikKe 8 aygWT (Areas not avdited)

B oTuaTe QONKHD COOepHaTeCH PATLACHEHHE CNYyY38E HENPOBSOEHKA [KNW HENPOBEGEHHA B J0CTaTOY-
HOW CTENEHK) AYOKTa B 3anNnNadUpoBaHHol obnacTy,

C) pasgensl, KOTopee SYOYT NpoBEpEHEl NPK NOCNEOyoWen aygnTe [(Togics fo be followed during the
naxt awdif)

[na nocnegywens paccMoTpEHWA B X008 CNEOYIoWEers ayauTa B 0THETe Jonshbl OsiTe 3a50RyMEHTH-
pOBAHE CRY4SaK HADMKOEHWA NOTEHLMANEHBIX HECOOTBETCTEWR, HO B OTHOLWEHKK KOTOPEIX He Buink cobpansl
WA 3aMEYe Hisl AOCTATOMMEIE CRMASTENLCTRE ayouTa (o, FOCT P 568522076, mywkm 2.1.3).

4.2.7 Jaknm4eHna no peaynetartam ayorta (Conclusions)

B ayouTopcroM OTYETEe OOMMHE COSEDMATLCA HOTEHE 3aKNICHEHWA O X008 NPOBESEeHWA aydWTa, ernd
OELWWE BEIBO0ANY W PEIYNETATAX. JAKMMHEHHR, COQEPHALLWECH B HACTORWEM Paadens, AuTEHbl OTHOCHTLCE K
CHCTEME MEHSI¥MEHTS KaYECTEa D USNOM W OXEATLIBATE CRedyLes:

a) CooTRETCTEAE KpHMTepHAM ayguTa [Conformily with audit criteria)

OTYET O0MeeH COOepMaTh KDaTEMe BuiBoOE W 3aKNIOYEHUE OTHOCHTENEHD COOTEETCTENA BHEADEeHHON
CHCTEMEl MEHETHMEHTE KAYECTES W PACCMOTPEHWA Kawaors Habopa KprTepHers ayuTa (o, 4.2.2 b,

b} peayneTaTHEHOCTR (Effectivenass)

OTyeT Jon#eH CoOQEpMaTE KPaTKHE BRIB0OLI ¥ 3AKMICYEBHNE & PEIYTLTATHEHOCTH CHOTEME! MEHEDHME H-
Ta KaHECTBa B JOCTHHMEHWH Uenail B 0GNacTy Ka4ecTea W COOTBRTCTEMA PEryrnDyoWwHmM TpeDoBaHnAM;

C) AoCTUMEHWE Lenel ayawTa (Confirmation of audit obyectives)

OrYeT QoNKeH CoONep¥aTe CREOeHnA O QOCTHHREHHH (N HEQOCTIHEHWA) LENeA ayOUTa, YEAIAHHLIX B
4.2.2 c). Ecnw nprsMeHHMe, oTHeT SOMHMEeH COemkaTe NPHMHHMHBl HEQOCTHMEHHA LENer ayauTa;

d} goctopepHOCTE ayauta (Relability of aualt)

OT4aT OonKeH CoQeD#MaTs BCE BLlABNEHHEIE DarTopbl, KOTOPLIE MOTYT CHHIWTE QOCTOBEDHOCTE ayQunTa.
DT BAaKTODE! MOMYT BEMEYaTE, HANPHMED, HEZOCTATOMHOCTE OTEGGEHHOID BPEMEHK, STCVTOTEWE TRebyemon
TEXHHYECKOR KOMMeTEHTHOSTI MRy NNkL N0 aYSZ|Ty MK nioboe npenarcTeqe, He yiaiawdoez B 4.2.6 a),

&) pekoMEeRIaLWd (Recommendations)

B oTueTe gomsHsl ObTE 32aHKCHDOEAHEl PEKOMEHTALHK, CORNaHHbIS 3yOHTOPCKOR MEYNN0A B OTHOLWE-
HUH cTaTyca cepThdueaguy MDSAP (B 3asucrsmocTi OT THNE ayguTa, NepBoHAYANLHLIE MK WHCNEKUAOH-
Hulit) 1 NEMMOOHOCTH CUCTEME! MEHBIMMEHTS KBYECTEA, 4 TAKKE ADYIUE NOCNeOYWMe NeRCTEMR ayauTop-
CKOW OpraHuaayiyg B STHOWEHWM ByayLus ayouTos. BoiMosHsbIE HIMEHEHWA, N0 MEDE HECDX0OMMOCTH, MOMYT
BENICHATE WIMEHEHWA B NDOTRAMME aySUTa, M3MEHEHWA B COCTABE ayOWTOPCKON royNNk MY WIMEHEHKA B
KOMHYECTREE YORTOPCEMX JHEN.

4.2.8 MoentvdhrkauMa oryera

DEOHYaTENBHEIA OTHET MO ayGuTy JOMEeH CO0ePwaTe WMA (MMEHMa), O0MEHOCT W MecTo paboTol
anTopaloa) omdeTa. OTUYeT JomeeH DeiTe JaTHpoBaH OKOHYaTENEHOR JaToN ero COCTARMNEHMA W BEMIOYATE, NDH
HEoEXOOMMICTH, HHEODALKID NS YNPIBNEHWM BEDTHAMU.

]
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Mpunomxerae 04
[cnpaBoyHoE)

CeeacHUA O COOTBETCTEMH CCLINOYHLIX HALWOHANEHLIX X MEMMOCYOAPCTEEHHLIX CTAMAAPTOR
MEHOYHAPOOHLIM CTaHOAPTAM M A0KYMEHTAM, HCAOALIOBAHH LIM B K3YeCTEE CObiNOYHEIX
B NpUMEHEHHOM OOKYMEHTE

TaGnwya OA1

DFAIHASEH NS CORNOYBEID HALWOHANEHGNS,
B N AP CT S EHEHOID S TARGARTA

Crenegns
SODTBETCTEAR

ChoIHMEHAE W HE KN EBIEAHAE CCRNOYHAN
MEROYHADAAHOID STREQUETE (0K MEHTE ]

MoCT |50 13a85—2077

IoT

IS0 134852003 allananvs MESHUWMHCKHE. CHCTaMbl
MEHELHMEHTE ka4acTad. TpaboeasnA anA uensi pe-
MYIHDOEAHARS

rMoCcT P 58882—2016

IMDRFMOSAP WGENIFINAL:2013 «Tpabozasws
OpTEHMZALNAM, DOYLWECTENRKOWAM 3yOAT HIraTOBRKTE-
Nel MEOWUMHCEMY M3OAMAA, B LENAX YNoIHOMOYMBE-
HUF PEMTIADVIOLIMMA ODIEHAMM %

MOCT P 568885—2016/GHTR/SCI/MN 18202 1

10T

GHTRESGEIMNIR2012 «CucTema MEHEOHMEHTS KaYe-
cTea. Magenvs megugnHore, CHoTEMa rpagaugnn He-
COOTESTCTEWA ONF UENal parynapoBadi W abuesa

RGO oMAaUnERn:

MoCT P MCOIM3K 170214-1 — 2017

IoT

[SCVEC 1T021-1:2015 «OueHka codTeETCTRMA. Tpe-
GOBEHKA K OpPraHan, NposogAlla ayguT 1 ceprydis-
KEUWHY CACTEM MaHaTrMaHTa. MacTe 1. TpeboeaHAs

BETCTHMA CTEHOSQTOR:
- IDT — MOeHTHYHEE STEHSA DT,

mn DAMeaYaHkERe — B HacTorwesR Tafindue Monoms3nsaHn Creqyiilae yonoBHDE oB0aHaYEHNE CTENSHA COOT-
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Npunosedtue 0B
(CApaeo4YHoe)

ConocrapneHKe cTRYKTYPLI HACTOALLErO CTAHOapTa
CO0 CTRYHTYPOW NPHMMEHBHHOTD B HEM A0HYMEHTA

Tabnuua 0.1

CTpYETYPd MEEOYHANOIHOMD DOEYKSHTS

CTpysryps AACTORWEND OTAHIADTA IR F OIS AR WG R FLEAL 2015
1 CEnacTe npemarannr [1.0) 1.0 DEnacrs NpAMEHEHMA
2 HopmaryaHwe coeined (2.0} 2.0 Copinkm
3 TepruHel 0 cnpageneddA (3.0} 3.0 Onpeganasms
4 PyroBoncreo no cottaamnaqnen (4.0) 4.0 Pyroeogoran no RpoasneHe SyauTa
4.1 Haer ordara (4.1) 4.1 Hawx 019873
4.2 Cagepwmanus arsara (4.2} 4.2 Conepsanna oTyeTa

Mpanosedne 04 CeegeHWA O COOTEETCTEMH COLINDHHEN HAUMDHANEHBIX
W MERIOCYI3PCTEEHHLI CTAROAPTOR MEMOYHAPOOHEIM CTAHOADTEM M O0-
EVMEBHTAM, HCMONbS0ESHHEIM B HAHECTER CCRNOHHBIE B NpUMEHEHHDM 00-
KYMEHTE

Mpunoxense 06 CONODCTEAMEHHE CTPYETYPR HACTORWEND CTAHOSPTE CO
CTRYETYROR MPYMEHEHHON B HEM DOKYMEHTE

BuBnwarpadien

MpuKeYsaHAE — MNooha 33MmnoeKoe pA30enas (NOgPaigenos) HACTORWEND CTAHAEPTE NoYEENEHEl B cHobxax
HOMEQDE BHANDMHHEN MM DEI0ENOE (NO0DE30ancs, MyHKTOE) MPMMEHEHHOM B HEM JOKYMEHTA.

10
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