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Mpegucnoene

1 NOOroTOBNEH OfwecTeoMm C orpaHMYeHHol oTeeTcTReHHOCTED sMEOWTECT» Ha ocHope cob-
CTBEHHOMD AYyTEHTHYHOID NepeR0A HA PYCCHHA ALK MEKOYHAROOHOTD QOKYMEHTE, YEA3aHHOMO B NyHKTE 4

2 BHECEH TexHW4eCcHHM KOMWTETOM No CTaHAapTWaauud TK 436 s¥npapneqde Ka4ecTBomM MEequuuH-
CKMX W30 EnNHAn

3 YTBEPMOEH W BBEOEH B OEWCTEBWE Mpikasom PegepantHoro areHTCTES NO TEXHWYECKOMY pe-
rYNUMpoBaHKID W MeTponord oT 17 mapta 2016 r. Ne 156-cT

4 HacToAwmWid cTaHoapT WOeHTHYEH MexdyHapogHomy nokymedty Mesoywapoguoro dopyma pery-
NATOPOBE MefuUMHCEMX wagendi (Intemational Medical Device Regulators Forum, IMDRF) IMDRFMDSAP
WGENIFINAL:2013 «TpeboBaHWA K OpraHy3aynamM, oCyWUecTENADWAM aYOWT HIToTOBMTENeR MEQMUMHCKHK
MAgenKd, B UenAx yNonHoMoOHWBaHMs peryndpyownmn opranasmia: (IMDRF/MDSAP WGEMN3FINAL:2013
uRequirements for medical device auditing organizations for regulatory authority recognitions)

MNeH NPHUMEHEHNH HACTOAWETS CTAHOADTA DEKOMEHTYETCA HCTNONBIOEATE BMECTO CORMNOYHBIY MERTYHA-
pOOHBX CTAHOAPTOR COOTEETCTRYIOWME MM HALWOHANBHEE CTAHOAPTH Poccrickon Penepauyqu, cREOeHWA O
KOTODBIX NPMBEAEHE B JONOMHATENEHOM NRANCHEHAW 14

5 BBEQOEH BMEPBLIE

fMpasuna NpuMexesLs HACMoAWe2e cmaqdapma ycmanoanassi @ TOCT P 1.0—2012 (paaden 8).
HuchopMauua of UaMeseHUax ¥ HacmodlleM)y cmatdapmy nyGnukyemca & exezodHoM (Mo COCMOANLIK Ha
1 Aneapa mexyuweso 20da) ughopMayUoHHOM Yrazamane sHayuonanstse cmandapme s, & oguuams sl
MeKcM UIMeHENUD U MONDEBOK — 8 EMBMECAYHOM UMDODMAUUOHHOM pKasamene «HayuoHamsHee
cmardapmes. B clyyae nepecompa (3asmatsn) LWL OMMeHs HacmoaLeao cmasdapma coomesmomayouwes
yesdoMnedue Bydem onybnukosaHo & Gnusaliuen aNYCKe EXEMECAYROE0 UHPODMaLUOHROSD VKaszamens
v HauworansHee cmandapmsis. Coomesmoeyiowan uHhopMaUUs, yaedomIaHUIe U MeKcimsl DaIMew snimca
maike @ UHPOpMaUUOHHOD cucmele obies0 NonNsIoeanUuA — Ha opuluansqoM cadme DedepansHoao
a2EHIMCIMEa N0 MEXHUYECKOMY DeSyTUDOSaHIND U Mamponozuy @ cemy Hameprem (www.gostru)

& Ctampaptvrdgopm, 2016

HacToAwmi cTaHaapT He MOMET GeTe NOMHCCTEN WM Y3CTHYHO BOCNDOMIBENEH, TUDAMMDOBAH W pac-
MPOCTRAHEH B KAUECTES OfMUMANEHON MagaHuA Gea paspeweHss PenepansHono areHTeTea No TEXHWYECcHD-
MY PEMYIADOBAHHIO M METPOMNOIAN



rocT P 56892—2016

CopepwaHue
1 OBnacTe NPUMEHEHKWA vl
2 P DD R TP S TCRITIIN: -, o bt i e s bttt O i i et g T I e . i e
R LT T [ R g 0 o Ta Tl T RO ol .. | OO S, |, 0 ool NN |
o TUDMBLIIIEE o i, i v i e o i i T T A ol 0 e o i 4 S
B YR TRBBOBRHMA. - =« o e ey v bt oW e e B B0 oo 0w b O S
9.1 OcobeHHOCTH, CRAIAHHEE C 3AKOHOOATENBECTROM W QUMBOPAMM .. .. .. .cviwinmuninnesneaas
5.2 YaparneHue GBCNPMCTRECTHOCTIR] . & . o i b o ot e s i nece o ae e st e e e s i i e e mim s b i o B
5.3 MartepransHas OTEETCTEEHHOCTE W COMHAHCHPOBEHME . . .\ o\t e sa e ot i ee s nmai e me e ]
G TPGORIHMA K CTPARTRI-=  d R M e e i R e S e
6.1 OpraHM3alnoHHAA CTRYETYPA W BhICLUBE PYMOBOACTBD . . ... oie it b oen i e it v aea i &
6.2 KomuTeT no obacnedaHio BacnpHCTRaCTHOCT . . . .o ... . it oot iiicaiecaiivaeiieea.. B
T Tper N R Y TSN - - o R R e e A R R e T L i R T
7.1 KOMMBTEHTHOCTE DYKOBOACTEA M MBPODHANA . . .. .t oo i et o tes it e e e e e eaaas T
7.2 Nepcoxan, y4acTByYIOWM B ABATENEHOCTH N0 CEPTMMMEALMHE . . .. . . . . . ..t eee . 8
7.3 MNpuENeYSHWE BHELLHWX aYONTOPOR M TEXHWIBCKMX JKCTIEBPTOR . . ..ottt iee et mmnm e amemmmas ]
T.4 3anvcil o NepooHane . ... .. ............. .
7.5 MNpueneyeHue CoONCNoNHWTEeNngA l[ach:crpm-l HIY . .
B Tpebosauuma K mHbopMaLKe . . - -
8.1 WHdopmauna, HaxoQlWanch B OTHPETOM QOCTyne . .9
8.2C&pmmhnauunHHue,qnuymaum........___...__...___....__.........................9
8.3 Cceinka Ha cepTHdMKAT M MCNONLI0BAHKE IHAKOB COOTBETCTEMA . . ... . ..ot e e ... 10
8.4 KoHpHaeHUMANBHOCTE . - o {1
8.5 ObmeH WHdopMalMel mexsay amumpcmﬁ GEraHKIALKEN M 33KaTIREIMI. P TG | |
9Tpaﬁnnaunnxnpnu&cw.......___._.......__...___...___...__....__...___.............11
81 DBs TRSBOBEHME o e S e Lo L S el W R e aa e e
9.2 MNepBWdHERA ayouT STt s e e s
9.3 [earansHOCTe MO WHCMBKLMWOHHOMY KOMTPOMIO . . . oot v e e i e e e T e s e 12
B PR R R L - R e S e e e e
S8 Cneu e eI A e e g R T R R S S L R L 13
9.6 MNpuocTanoBNEHWE, OTMEHA NeACTEMA CepTHDMEATA WK CyxeHwe 0BnNacTH cepTUdMKanmn . . ... . 14
R TR TN X o 6 o e o s e By e 0l B By 5 o 8 B e e e i T T, P 14
B HCAVIONEL. 5.2 0 2.8 o e o e oy 0 P B BT P, i i 8 2 ot 2 e U R 14
9.8 Janwcw o 3a9ENTENAK 1M 3aKaHMKax . 14
10 TDEEDBEHHFIKEHEIEMEMBH&.EI,!HMBHTEIHEHE::TB-E.D,J'IHE:JD,HTDFICKH:DprEII-IH:!EU;Hﬁ S
10.1 Bapuantel . ...... 14
10.2 Bapuant A Tpeﬁua.auuﬂ K CHCTEME MEHEI#MEHTA B COOTRETCTEHK C ISO E!EIEI‘I .............. 15
10.3 Bapuant B: OBwwe TpeboBaHMa K CHCTEME MEBHEQMMBHTA . . . ... ... .. .......c...cu..oo-..1B
11 OTMEHE YNONHOMOYMBAHKA ayNWTOPCKON opralMaaLMl ... ... ... .. ..............c.-0.o.-..18

Mpunoseswe 04 (cnpasoysoe) CRENEHHA O COOTEETCTEMKM CCLINDYHELX MENAYHAPO4HEN CTAHLAPTOR
HALMOHANBHBIM CTaHOapTaM PoccHAckoR Ceqepauri (M QEACTEYIOW KM B ITOM Ka4ecTRE

MEMIOCYOAPCTEEMHEIM CTAHAAPTAM) .. . ... . oo vnan .

...................... 16

I



rocT P 56892—2016

Beepenune

HacToAwMiA cTaHdapT ABNASTCA OOHWM W3 CEPHUY OOKYMEHTOB, paspaboTaHHelx MewayHapogHeim
HOpYMOM DEMYNATOPOE MEIWUMHCKMY nagenuwi (International Medical Device Regulators Forum, IMDRF) c
UENED BHELPEHHA KOMUSNUWK 80MHOMS ayOWTa WIroTOBWTENEd MeguuMHCKMX wanendid (Medical Device
Single Audit Program, MD2AP). Oea gokymenta — IMDREFMDSAPMWGING 1 IMDREFMDSAPMWGING — ap-
MAKTCA JONCNHAKWAMK gpyr Apyra. Oxd Hanpaenedsl Ha yCTAHOBNEHWE TPeSoBaHMA K ayJWTODCKMM opra-
HH3ALMAM M YACTHEIM IKCNEDTAM, BRINONHANWWM 3Y0MTE Ha COOTRETCTEME PEMYNMPYIOW MM TpeboBaHuAM 1
HMHblE NPOLEAYDE B DAMEAX 33K0HOOATENECTES B OTHOLLEHNK MEAMLMHCKAY WIAENKA, 8 TAKKE NDOYNY Perymik-
PYIOLWHE NONCHEEHWE W NDEONWCAHWEA B COOTBETCTRYIOWEH OBNAcTH KpHUCOUELAM.

Dea gpononuurensHex gokysmedTa IMDEFMDSAP/WGMS v IMDRFE/MDSAP! WGMNE Tacke gononHaoT
apyr gpyra. Oy YCTRHARNABAWNT TReGoBaHWMA K DENYMMEYIOWMM ODradan 1 WX JLCTEpTam 8 OTHOLWEHAWY To,
KaK oMK SyOyT CUEeHWBATE COOTBETCTEWE AyOQMTORCKMX OPraHMIaumin TPeGoEaHMAM, YCTAHOBNEHHEM B O0KY-
weHTax IMDRFMDSAPWGENG v IMDRF/MDSAPMWGING.

B pononuesHne gokysedT IMDREFMDSAPMWGEMNT1 onpeqenfeT MeTo «rpadayds HecooTRETCTERE B
pPEIYNETATE MHCTEHUWMA ayQUTOPCHMY ODraHK3aUMia CO CTOPOHE BEryNTHPYIoLWWY OQraHoB, a TaKe ONpeaenseT,
KAK QOKYMEHTHPOBATE NPOUSCT NDHMHATAA DEWEHWA B OTHOWEHHAK YNONHOMOYHBAHWA aydWTOPCKHX OpraHMaa-
LMA WK OTMEHE TAKOMD YNONHOMOHHBaHAA.

DOanuan nogbopra gokymerTos IMDRF MDSAP ofecnewnT NOCTpOEHWE OCHOBHLIX Dnoxoa Tpedopa-
MM, YCTAHABNWMBAMILMY BOMHEIE MDAHLWNGE ON8 NPUIHAHKA 1 MOHATODWHTE Opradn3aunMii, BeiNonHARLMY
PErYNATOPHEE AYAWTE W ODYIME BMOL OSATENEHOCTH, CO CTOPROHLI PEryNMDYIOWMY oprados. B HekoTopkx
HIPUCOMELMAX NPOLUECT TAKGNO NPHUIHAHWA HASLIBIATCA YNONHOMOYMBAHKEM, HOTHDUEAUWER, pEMMCTDaUKER,
WK AEDEOHTALIMER.

IMDRF paspaGoTtan MDSAP ona cofeRcTBMA W NOOOEPHEM BOWHEIX MEMOYHADOOHEE NOOXOO0E K CH-
cTeMam perynupoeanua. B pamkax atoro IMDRF cTpemdTca HaiTH Banadc mMasny OTBeTCTEEHHOCTLID pery-
NUPYIOLLKMY OPraHos OnA oDecneYeHHA IaWMTsl fpamad v, B TO Me BpemMs. He coifnasad HeobocHoBaHHbIE
nperpags AnA ayIHTORCKMY OPraHUIaLKa W MEOWLWHCKOR NPOMBILLNEHHOCTH. PEMYNADYIoWKME Oprads MoryT
YETAHARNWBAT b JONOMHHTENLHEE TPEGORAHKWA, NOMUME TpebosaHKil HacTOALLErD CTAHAAPTA, B CNYYaE KOO
Tasne TpefosaskA HEoDKOOWME B PAMEAX HALWOHANBHOM 3aKOHO0ATENLCTER.

Lienso HacTOALLEN: CTAMAARTa ABNABTCA ONpedenaHue ToeDoBaHHA K ayOHTORCKNM ODTaHWIALMAM, Bhi-
MOMHAOLMK 2YIATE HE COOTBETCTEME DEMYIHMPYIOWMM TREG0RaHMAM, 8 TAKHE OPYTAM SCNexTamM, CEAZaHHEIM
C 3THM npoueccon. Mpouecc NpoBEOEHMA ayAMTa | JENMNHEHHA N0 aYOMTY, BaINONHEHHEIE 3YOHTODCKMMK
ODTaHUIALUMAMK, NOONENaT BankHe AN OLEHKE CO CTOPOHL! DETYTTHPYIIWMY ORTaHoRE B CTPAHAX M DEMOoHAaX,
rae MEaUUMHCKWE HAOENKWA NPOMAIB0AATCA UMM BeINYCKAINTCA B 0GpaLyEHmHe .
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HALWOHANbHBIA CTAHOAPT POCCHMRMCKOWN SEOEPAUMWM

TpeGonaHMMA K OPraHnIalMaAM, OCYLIeCTENAKLWM ay4MT HIrOTOBMTENCH MeOWLUHNHCKMY WI0enHA,
B UenAx yNonHoMOYHBEIHWA PEryRARYIGLWHMH OpraHaMu

Raquiremants for medical device auditing organizations for ragulatery authority recognition

Oara eeegesunAa — 201 T—03—0M

1 OBnacTb NpUMEeHEHWA

Pauvee perynupylolwvMy opradasi Guinie yEalade HegocTaTkd CTAHOapTOR, KOTOPRE WCNoNBI0BANUCE
ANA YyNoNHOMOYHMBAHHA 0DrasU3aU«Mia, NPoEOOALMY ayAMTel ONA Uened perynipoBaHHn B OTHOWEHWH MEegW-
UHMHCKWX M3nenyid. 3TH cTasgapTsl Bend cnwromM oBWHME 1 NPedHAZHEYANUcE ONA KOMMEDHECKHUY LEnei.
Tem He MEHESE MHOME OPTaHWMIALIMA, JERCTEYIHLME B DaMKaX CHCTEMEl PEMYNIMDOBAHWA MEOWLMHCKMY W30e-
TNAR, ACNHHEl COOTRBETCTROBATE ITHM CTAMOADTAM MO MHOTAM NPHYMHAM.

Mepen papaboThol HacToAWere gokyMenTa paboyan rpynna IMDEF MDSAP npopena aHania sMHOMx
CYLBCTRYIOWMY CTAHOARTOR, DYKOBOOALMY JOKYMEHTOR M DEMYNWEYIOWKE TpeGoBaHWA, BEMIOHAA OOKYMEHTE
MesgyHapogHore diopyma no awkpeguTadue (International Accreditation Forum, IAF), 4Tofbl BeABMTE OC-
HOBY ONA YNONHOMOHWMEAHMS ayOMTODCKUE OPrasv3auuWid. Tem He MeHes perynvpyiowWe opradsl B COCTaBs
IMDREF He dmenT ofuUMansHorg cTaTyca B Takdx paboduy rpynnax Kak |AF M He WMesT Npaea ronoca &
ynpaeneHud LAF une npraaTid noadyur AF B paMeax Kakuk-nubo cornawerii, 4To He NoO3IBanAeT peryn9-
PYHILLMM ORTAHAM HHMUWKHDOBATE NEPecMoTp okyMedTos LAF ana obecnedenns COOTBETCTEMA CBOWM Tpebo-
paHMAM. Takse DLN0 CTMEYEHD, 4TO HAWEOoNEe YacTo NPUMEHAEMBIM CTAHOAPTOM ARNASTCA paspatoTaHHER
MesgyHapooHoi opraHdIauMen no ctasgaptraaume (Intemational Organization for Standardization, 150) 1
MexagyHapoaHoA aNeETpoTeXHWYacKon KoMucoHel (Intermational Electrotechnical Commissio, IEC) ctangapr
ISMIEC 17021-1:2015 «OyesHka COOTERETCTEMA. TpEDoBaAHWA K OpraHMIaUMaM, NPoBOOALLMM ayOWT 1 CEpTH=
PUEALKMIO cHUCTeM MeHeEMeHTa. YacTe 1. TpeGopauMas.

Parynipylowye opradei N0 MedqUMHCKHM Wa0enuaM TakHe WMET HeIHAYWTeNLHOS BNWAHKE Ha opra-
HW3ALMK, Pa3pabaTeiBasiLWe ATOT CTAHOAPRT, M HE MOMYT HANPAMYD WHUMUWMWDOEATE MIMEHEHWE B HeM AnA
BEINCNHEHMA perynupyowrx Tpeboeanui. MoatoMy peryndpyicwkme opradamu B coctaee IMDRF Buina
NpHaHaHa HeoGxogUMocTe paspatoTik OTOenNsHOM Naketa Tpefosadyit ANA AyOUTOPCKWY OpraHkaauMia, ocy-
WECTRMAKLWY 2YAWTEl KAFOTORMTENER MEOUUMHCKMY WINENWHA, HCNONBIYA, 08 BOAMOMHO, CyLLECTRY0LLWE
CTAHQADTEL

BeisonoM pabodei  rpynnel, NPOBCOWBLLSH AHANKI, ABMNAETCA BOIMOMHOCTE  MCNONBIDBEAHAA
ISOIEC 17021-1:2015 8 KayecTee OCHOBRI ONA paszpaboTev TpefoBaHWA HACTOAWErD cTawgapTa nocpen-
CTBOM BHMOYEHWA KEOHKDETHEN TReboBaHWA K ayOuTOPCKMM GRIaHWM3aLMAM W MCENIOYEHUA WKW CMAMYeHnA He-
KOTOPRE obWWMx TPE6oBAHWIA, KOTopbE BNk NPEaHAIHAYEHE CNEUWANLHD GNA KOMBMEDYECKHE GRraluaaLmia,
B TOM CMy4ae, KOMa ayquTopCkan opradiialWa caMa REMRETCA PErynMpyIOWHM oprasom. AyQHTopCKWe opra-
HW3ALWW, ABNAKLLMECH DENYNADYIOWMMA CRraHamiy, NoanagasnT Nog MHoe 3aKoHC0aTensLCTES W TPeboBaHmua.

ISONEC 17021-1:2015 WCNONkayeTCA Kak HOPMATHEHAA CChIMKA B paMeax HACTORLLErD CcTaqOapTa.
B cnyyae nepecmoTpa ctamgapta ISOAEC 17021-1:2015, IMDRF paccmoTpHT HOBYM BEDCHM CTAHAAPTAE M
QNpeqenuT, Hy*03aeTcA Nk B NeQecMoTpe HACTOALLMIA CTaKdapT.

Tamwe oMWMOAETCA, YTO OUEHKS ayOWTODCKMX OPraHviauWid co CTOpPOHBL PEMYNMPYIOWHX oprados Gy-
OET BHMOMATE kak ofwwe, Tak W cnelddwuecskne TpeboBaHHA, yXalauHse B HACTORWEM cTadpapte. MNo-
ITOMY HYMBPALWA MyHKTOB HACTOAWErD CTaHgapTa NpWBEOEHa B COOTBETCTBME © HYMEPAUMEH NyHKTOR
ISOMIEC 17021-1:2015.

Haganue oduumanesHoe
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HacToAWMEA CTAHOADT NPWAMSHALL K 3YOMTODCKMM ODFaMH3aUMaM, KOTODEE NPOROOAT aYOMTE WAFOTo-
BATENER MEOULWHCKAX HAOENWA, 3 TAKKE BuINONHAKT Kakke-NAG0 MHbIE NPOUSOYDL, CEA3AHHLIE C AYOMTOM.
K ayoWTopcrus opradnaayaM npedeAEnaioTca TpefosaHnA No NPOBEaeaHid OUEHKH De3ynsTaTHEHOCTH Ch-
CTEMBl MEHEQ#MMEHTA kadecTea {CMK) HaroToBMTENA, 8 TAKKE MHBIX ACNEKTOR, KOTODLIE MOMYT BEMOYATE

- CEASAHHLIE C NPOAYKLUWER WMk NPOLeccamMy TEXHONOMKA NPoOMIBoACcTEa (HANPWMED, NWTeE Nog JaBne-
HHEM, CTEDMAMIALNKA),

= CEMOETENLCTEA COOTRETCTRMA TEXHWYBCKON OOKYMEHTALMK Ha NPOOYELMKD NDHMEHHMBIEA DPEryTTHDYI0-
Lgmm TpebonaHuam’)

HacToAwmA cTavgapT He YCTAHABRMMBART KaKMX-NAG0 J0NoNHUTENEHLX TpeboBaHui K cepTndiKanmm
npogysuun (ISONEC 17065:2012) inK TpeGoBaHKiA K HCNBITaHHAM npogykgun (ISOAEC 17025:2005).

Crnedyouwmwe BHOLI DEATENEHOCTA MCKNHEHEl W3 oBNacTh NpUMEHEHMA HACTOALWBMD CTAHdapTa Wa-3a
PA3HOPOOHOCTH B PAINHYHLIX CTRAHAX DErYNHEYIoWWX TpebosaxHi no:

= AKCMEPTHAE OOKYMEHTALMA 00 BeINYCcKa B obpawesus (HAaNDUMED, IKCTIERTHAA O0CkE N0 paipaboTee,
AAABNESHWNA HA PEMACTPALMI0, 33RBNEHWA NO PETHCTRAUMWHOTHDWEALWK], KOTOPaR O0LIMHO BRINONHABTCA Cg-
LUHANACTAMM NO KOHKPETHOR NpOGgyHLIAW;

= OHOHYATENBHBIM DELUSHHAM MO GE30NACHOCTH W OYHKLKOHANBHEIM XapakTepUCTHEaM [3D0ETHERO-
CTH) MEJULMHCEHX WANENWA, KOTODLIE NPWHWMAINTCA PETYNHUEYIGLMMK OPraHamm.

DYHELMW ayQUTODCKOA OPradnaaunmi, BEMoYeHHee B 0BNacTs NPUMEHEHHA HACTOAWEro CcTadgapTa, a
Takke PACNPEfensHUe OTRETCTREHHOCTI, NPEqCTARNEHE B TaGnuye 1.

Tabnuua 1 — PyHEUMA W PECNPEOSNSHWE OTESTCTEEHHOCTH B ByOMTOPCRDEA OpraHHM331HA

ByHELRMR Mp@ aygute Mpi NPUHATARN pEuEiER
AHANWI 32ABEK MIDTOEMTENA ONA CNpegenequn Tpebo- He npursaHnmo Mpeacenarens
BEHWA K KBANMEWMKALMA MPyNnkl 8ygMTopos, BxGopa wnasos KOMWACCHH

rpyNnk 1 ONPENENaMMA NPOGTEM TEMLHOCTH ByNuTa

DLEHEE CHETEME! MEHERMEHTE KEHBCTEA Begywima ayaumop! He npumeHarn
AyouTop
CLBHEE TEXHONOMME, CERISHHBIX © NpogyRyHaRnpolsec- TEXHAYECKHR SRCnapT He npumeHane
Camm
OlaHKa TEXHW-E KA p,ukwemmuu” TEXHAHECKHMA 3RCnapT He npumeHano
COuaHia parynupyralne TpebosaHni Bepywyun ayouroprAynmrop’ He npumeHare

TEXHAYECHMI 3HCnapT

YTEAPHOSHKME PEIYVNETATOR He npursaHnmo PysoBaauTens oprasa
no capTwhuxaumie

2 HopMaTHBHbIE CCbINKK

ISWIEC 17021-1:2015 Ouedka cocTeeTcTeMA. Tpelosawma K Oprasam, NpoBoOAWMM ayguT ¥ cep-
THOHKALMID CHCTEM MeHEOMmMeNTa. HacTe 1. Tpebosanua (ISOMIEC 17021-1:2015 Conformity Assessment.
Requirements for bodies providing audit and certification of management system. Part 1: Requirements)

GHTF/SGIMN19:.2012 Magenus megiuuHckMe. CHCTEMEl MEHEIXMEHTA Ka4ecTEa. CucTema knaccidn-
KALUWA HECOOTRETCTEMA ONA LYened perynuposadya ¥ obmexa widopMagwed (GHTF/SGIN19:2012 Cuality
management system. Medical devices. Monconformity Grading System for Regulatory Purposes and Informa-
tion Exchange)

GHTF/SGI/MNTE. 2012 MNprHuMnes CUEBHKW COOTRETCTEMA MEOHUMHCKUX nagenui (GHTF/SG1/INT8 2012
Principles of Conformity Assessment for Medical Devices)

GHTF/SG1MN46: 2007 MprHUMNE CUEHEM COOTBETCTEWA MEQWLUMHCKWX W3Nendid anA JMarHoCTHHEA
in ¥ tro (GHTF/SG1/MN46:2007 Principles of Conformity Assessment for In Vitro Diagnostic Medical Devices)

11 B 7oA Maps, HACKONLRD 3T0 BOIMOKHD NP NPOBSOAHHA BYOMTA HA MECTE, W B COOTBETCTEMN & NPMMEHMMEIMA
PECYIARYIOWLAMKE TRaBaBaHAAMA.

2
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GHTFSG1/N29:2005 OnpeggneHye TeEpMUHoE aMequuMeckoe nagenves 1 «MeauuuHckoe Wigenue
AnA auarHocTrin in vitroy (GHTFSG 1VN28:2005 Definition of the Term «Medical Devicex and «In Vitro Diag-
nostic Medical Devices)

ISO/NEC 17000:2004 CueHka coOTEBETCTEWA. CRoBape W obwme npuHukne (ISOVIEC 17000:2004 Con-
formity Assessment. Vocabulary and general principles)

3 TepMmuHBI U ONpedeneHus

B HacTOAWEM CTaHOAPTE NPMMEHMMEl CNEIVIOLIME TEPMHHE C COOTEETCTEY IOLMMKA ONPegEnaHuaiH.
3.1

ayauT (audit): CHcTeMaTUHECKHA, HEIABHNCHMEIA M Q0KYMEHTMDOBAHHLIA NPOWECE NONYYEHWA Ianucei,
HECHPOBAHWMA RaKTOR MMM ADYToN COOTEETCTEYIWER HHDOPMALMK ¥ X o0beKTHBHOND OUEBHMBAHWA ©
UENk0 YCTAHOBMEHWA CTENEHH BaINCNHEHHA 3a0aHHBE TRebosaHKi.

IS0 17000:2004]

3.2 ayguropckana opradmiauma {auditing organization). Opravkaagua, NPpoBCgAWER ayOHT MaraToBM=
TEN8 MEJUUMHCKOND WINenua Ha COOTBeTCTEME TPeGOoBRaHMAM CUCTEMbI MEHEOHMMENTa KadYecTBa W OpYTHM
MPHMEHKMEIR DEMYIADYIOWHM TPEGoBRaHIWAM B OTHOLEHMH MEQWLKHCKOTD WADEMWA. AYOKTOPCKaR OpraMduas-
UWA MOEET ObiTh KAK HEIABWCHMON OPraHHIaLMENR, TAK W CAMWM DEryNMDYIoWMM OPraHoM, KOTODLIH NECRSOMT
AYaWTE H3 COOTBETCTEME PEryNMpyIowKMm TReGoBaHHAM.

33 meavuymHcKos Magenuwa (medical device)': Mool MecTpyMelT, annapat, npwiop, YCTPORCTRO,
obopyQosaHve, WMnNnadTar, n vilro pearedT unK kanubpartop, nporpamsHoe oBecnedyeHre, MaTepuan 1K
MHBIE NOGOGHEIE MMM CRAJAHHLIE C HUMK W3NENHR, NPEOHAIHAYEHHLIE WIMDTORMTENEM ONA NPUMEHEHHA K
HEMOBEKY NO OTOENLHOCTIA MNK B CONETAHKKA OPYT ¢ OpYyTol B LIENAx:

- AHATHOCTWMKK, NPohHNAKTHKA, MOHWTODUHME, NeYaHHA Nk obnerdesnA sabonesaHuit;

= AWATHOCTHEM, MOMHUTOPHHIE, NeYena, oBnerdesina WK KOMIEHCAUKMK NoOCNeacTEWA TRABMEI,

- MCCMEgoBaAHKA, IAMELEHHMA UMK MAMEHEHHA AHATOMKWYECKOND CTPOEHKA MNH IMONorMYeck s Npo-
=Tt vla:

- NMOASEMHAHMA WK COXDAHEHHA HHIHM,

- YNDARNEHHA IBYATHEM,

- AeaHDEELMH MEOWUMHCENY WAOEMHRA;

= NONYYEHWA WHDOPMALKA ONA METHLWHCKWY LEnad NocpencT BOM MCCNEeaoEaHMa in witro npob, BIATRIX
W3 TENA YeNoBEKa, NPU YCNOBHW, YTO MX YHELWOHANEHOE BOANSACTENE HA YENOBEYECcKMH OpraHMaM He pe-
ANAIYETCA 33 CHeT DapMaKoiorHeckky, HMMYHOMOMMYECKKE UMK MeTabonuyeckx CPedcTs, Ko MOXET nod-
OEDHWBATECA TAKMMH COEOCTRAMK.

Mpuumeyanwe — CnagyowMe MAOAMKMA MOMYT PECCMETPHEAITLOA B HEKOTOPEX CTRAHAY KBX MEJWUWHCKWE, HO
B WX OTHOLIEHMH S48 He BeipafoTad equHER nooxon;

BCMOMOTETENLEHLE CREOCTEE ONA MWl G OFpaHMYHEHHEIMKY BOSMOEEHOCTAME MMM C IMZMHECKUME W YMCTEEHHEIMA
HEOOCTETRAMN;

- M3OENKA ANA NE4eHWAIOMBMHOCTERK 3800N8BAHMA M TREEM ¥ HHMBOTHEIX,

- MPUHADMEHHOCTI MEOMLIMHCKAE W30Aarnmin;

- HEAMHMLFPYIOLLME BELLSCTES:

- MAOENKA, BENHPAE0WWE THEHW MUBOTHEIX WK Jenoeeka (GHTRSG1/NT1:2012).

4 MpuHYMNBI

B HacToAwem pasgens He cOQEpHMTCA TPEBoRaHMA K ayIWTODCKMM OpraHHaauman.

B nyrkTe 4.1.1 ISOVIEC 17021-1:2015 onpegenaHo «TpusLLns, NpuaedesHbie & HacmoALeM pasde-
ne, AENAIMcA CCHOB0M 3R UANoKeHHEX 8 Cmandamme QyHKLLOHAMBHLIX U ONMUCaMmensHbix mpetosanud.
Hacmoawuld cmakdapm He codepum KOWKDEmHaY MpeSoeanuld Ana ecex S0IMONMbLIX CLUMyayud. Jmu
NOUHLLAE cRedyem NDUMEHAME KaK pyKoendAWue KaIaHUR Mo NOUHAMUL DeWwenul, KOmopee MOSynT M-
mpafogambea @ Henpedauderkaix CUMyaUUay. NpUHLLUNE He FETAOMcR MpebosaHuAML ».

TV B kaMecTEe A0NONHWTENEHOM NOACHEHWA, B ONPEMENRAHHLN CTRAHAY WINENWA QNA KOCMETWHECKHR 3cTaTIe-
CHMX LENEH TADKE MOMYT PACCMATHHMBEATLCR KBE MBIWLIMHCENE M30SNAR.

3
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5 Obwme TpeboBaHuA

51 OcobeHHOCTH, CEAIAHHEIE C JAKOHOO0ATENECTEOM W QOroBOpaMM

HayWoHansHelE 3aK0Hs W HAUWMOHANEHOE DEMYIMPOEIHME NOMUMO TPEGOBAHWNA, YCTAHORNEHHBIX PEryY-
NUPYIOLWLAM OPrasHos Mo MegMuMHCKHM H30ENHAM, MOrYT DeiTh NPHMEHWME! K WAFOTOBMTENKD B OTHOWEHWK Kak
HOPUOWHECKON, TaK U DHHAHCOBOR OTEETCTEEHHOCTH.

Kipnawyecsoe NWUo He MOoMeT ObiTh ayQMTOpCHOR OpraqM3auqel, ecii oHO NPWIHAHC BHHOBHEIM B
HAPYLLEHHH HALMOHANBHLIX JAKOHOE WNA DEryNEpoBaHWA MEOHLMHCKKY HITEeNHd, WNd B NPegoCTARMEHHA
NOWHBIX CEEOSHHA ¥ OCYLUECTENEHWA HECOOTBETCTEYIOWENR QeATeNsHOCT.

Mcrnwodvenna wa ISO/INEC 17021-1:2015

Parynupyioiliid oprad, ocylUecTENAMILWA JeATeNsHOCTE B KAYSCTEE AyJWTOPCKOR OpTraHMIaumMd, He
HY#OAETCA B KOPMOMYECKA ODODMNEHHOM Q0TOBODE © MATOTOBMTENEM MEOMUWHCKAX HAOBMHA B CNy4Yas Bhi-
MONHEHKA DaHMBIX padoT B paMKax CcOOTRETCTRYWETS 3AK0HO0ATENECTRS .

CneynansHiie TpeGoBaHWA B OTHOWEHWM ayOWTOPCEMX OPraHMIaUMi, OCYLWBCTENAKLWY ayouT
HITOTORMTENEH MEJWLMHCKME WAO8NHA

511 AyouTOpCKaA OpradK3auUmMa AHHA NPeqOCTABUTE YNONHOMOUHBAIOWEMY DErYNHDYIOLWEMY Opra-
MY WHDODMALKIO 0 CEOSR OPraHMIaluoHHoN CTRYETYDE, BNAOSNBLUAK, 8 TAKKE KDHAHYECKHE W DHUIHYECKMX
NUUAX, KOHTEONMDYKWAE Y OUTODCKYID ODraHHIALMID.

5.1.2 Ecnn ayaMTopCKan OpraHv3aUMa ABNRETCH I0PUOMYSCKMM NUUOM, HAXOOALMMCA YacTHYHD KM
MONHOCTLED B COCTaRe Gones KpyNHOW ODTaHW3ALMK, AyOHTOPCKAA OPraHW3alUMa JOMTHHA YETHD JOKyMEHTHRO-
BaTk CEOM BMAL OEATEMNEHOCTH, CTRPYETYRY W YNPABNEHHWE B PaMKax ronoaHoH OpraHiaauiy 1 e BIavMoaein-
CTBME C ayQMTOPCKOH OPraHu3aLmMen.

513 Ecnv ayouToposan OpraHMIaumne NonsocTeES MNW YacTUYHO ANA0eaT APYTHMK I0DMOUYECKEMK
nuuasK, To ayOMTOPCKaA CPraHv3ayna 0oM+Ha YeTKD ONPeendTs W DoOKYMEHTANBHO odhopMHTE BUOLl Oes-
TENEHOCTH M OTEETCTESHHOCTH ITHX IKDWOWYECKAX NHL, a TAKKE WX IPWOHYECKHE W ONepPayHoHHBLIE CBAIW C
ayouTORCKOR CpraHnaaLmnei.

B gonondexye, ayguTopckan opraHuaauMa, KOTopas MMEeeT HECKONsKD DUNKancs, yYacTeyiowMs B npo-
Uecoe ayauTa, OonMHa obacneyuTs, YTobk NONHOMOYKA W OTEETCTBEHHOCTE B AYOWTOPCKON OpraqdIaLMm M
Boex ee gunyanax Beiny onpegenasbl 1 YCTAHORNEHLL.

5.4 AYOWTOPCKAA OpraqMyM3alWA (Bcni He ARNASTCA PEerynHupyiowWe CpraHomM) GONKHE WMeTs KpK-
OWYECKH IHAHMMBIE O0MCBOPE C WIMOTOBUTENAMKM METHUWHCKMY WIOENMWH, NoIBCNRIOWHME NePCoOHANy pery-
NUPYIOWErD Dpraxda, ynonHoMOYMBLLISMY 82, NpOBEDATE W OUBHHBATE AyOMTe, NPOBSOEHHEIS AYLWTORCHKOHA
opraddzauxei. 0orosopsl JonHs NESAYCMATPHUBATE BOIMOMHOCTE N0 3ANPOCY NOMYYaTE GOCTYI K SANUCAM
W DOKYMEHTALWK MITOTOEMTENA NEQCOMANY PEMYNWRYIOWEND OpTaHa, OTHOCALEBACA K ayOuTy W NPOLEcCy npK-
HATHA PELLIEHAR.

5.1.5 AyouTopcKan opradMIayua (2cny He ABNSETCA PeryNUPYIoLWMs OprasoM) SONKHA KMETE IpKra-
YECKH IHFHHMBIE JOMOBOPE C MAMOTOBMTENAKMK MEJWLMHCKHXY WA0ENHA, KOTOPBIE NOABOMNAKT DEryNHpYILLAM
Opradam OCYLUEeCTBNATE ofmed Mexmoy cofol moGsiMy DOKYMEHTAMA M JANKMCAMKA C YHETOM YCTAHORNEHHBIX
TpefopaHni No KoHDWGEHUWANLHOCTH, BKMOYAA ABTORCKOE NPAB0 W KOMMEDHECKYI0 TAHHY.

5.2 ¥YnpaeneHwe SecnpUcTpacTHOCTLID

Tpebopauus HACTOALWErND pA3nena He ABRNATCH NPEnATCTEMeM OnA obMmeHa weibopsauren Mesgy
aYOWTORCKOR ODraHuIaLWeR ¥ MArOTORMTEMNEM.

CneyuansHikie TDEGORAHKA B OTHOWEHWM aYOUTORCKMY OPraHMIaUWH, OCYLLGCTRNAKLLIMY ayOHT
HIroTOBMTENEW MEOWUMHCKMX HAOenMA

521 AyOWTODCKAA OPraHMIayWA A0MEHa BelTh KDAQWYECKKM NHLOM, HEZABWCHMBIM OT WIOTORMTENA
METHLMHCKME HIOeNWA, B OTHOWEHHK KOTOROro NPOBOAWTCA 3YAMT. AYOMTOPCKAA OpradkuIauMa JOonxHa TaKse
Bl Th HEAABHCHMON OT KAKWMX=MAB0 OpYrHx XO3RACT BY LMK CYEBEKTOR, KOTODBIE WMEKT HHTEDECH B OTHOLE-
MWW 3TOH NPOOYELKMK, 4 TAKHe OT KOHEYDEHTOS 3TOM0 MIMOTOBMTENA. (XOSANRCTEYIOWMMKY CyOLerTamMu MoryT
GlTh TAKKE KDHOWYECKWE NKUA, KaK AHCTPHMOBIOTODE, OdMUMansHEE NEEOCTARMTENBCTEA MK HMNORTEREL. )

5.2.2 AYOWUTOPCKAA OpTAHMIALMA O0MEHA JOKYMEHTANBEHO HPOpMUTE W BHEODWTE CTPYETYDY M Npo-
UedyDhl N0 COXpaHEHWID M NOAOepHaHKG BEcnpUCcTpACTHOCTM B OTHOWEHWW NepcoHana, ofbeKTHaHOCTA |
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HESABMCHMOCTH BO BCEH OPraHduIawKn, a Tamwe npd ayouwTax. Takue Npousoype OomeEHel 30gekTURHO No-
IBOMATE BLIABNATE, PACCNE00BATE M NPHHAMATE DELLEHKMA No NGRM CNYYaRM, B KOTODIX MOKET BOIHMKHY T
KOMENMMET MHTEPECOE. AYOMTOPCKAR OPraHMIanMA DONMHE O0KYMEHTANEHD 0DOpMIATE BCE PACCNaN0BAHMA,
BhIBOOE: M DELEHHR.

5.2.3 AyOWTOpCKan opraHMIauMa, 28 BRICIUeE PYKOBOACTEO M NepCoHan (BKMOoYan Cynpyros |1 QeTen),
KOTOPEIA HECET OTBETCTEEHHOCTE 33 NPOBEREHWE AYIMTOR HE DOMNMHE:

- BeiTe paspaboTYMKOM, WIFOTOBMTENEM, NOCTABLLMKOM, OCYLYBCTENATE MOHTEHE, GbiTe QUCTRPHBBITO-
poOM, NoKyNarenam, BNagensues, OCYLWecTENATE obcnysuBarie MEqHUMHCKAY HA0envid MnK obyueHua no
8ro NPHMEHEHHID, B OTHOLWEHYM KOTOPREE OHWA NPOBCOAT OLeHKY. TAKEE OHM HE A0MTEHL GETE OULKANTEHEIM
NPegcTaBMTENEM OPraHnaIanni, oCyWecTRNAKIWMY TAKWE BHOsl QeaTensHocTH. Janqoe Tpeboeanme He aa-
NnpelwaaT MCNONLI0BAHWE CUSHWUBABMBIX MEIHUMHCKAX MATENAR NP HEoBXoOUMOCTH MX NPHMEHEHWA B ay0uM-
TOPCHOR Opradnaaumi (HanpuMep, cpeacTE HAMEDEHHIA) WA HCNONLIVBAHWE TAKAN MEQHLMHCHHX MIOENHA B
NAYHBIX LENAX,

- Yy4acTBOBATE B paspaboTke, NPOWABRCACTEE WM COOPKE, MAPKETHHIE, MOHTAME, JKCNMYaTALMA HITK
OBCNYyRMBaHMK QaHHEX WAOENWA WKW NPEaCTARNATE CTOPOHE, YYACTEYVICWME B TAKKX BMOAX ASATENEHOCTA.
Mepcodan He SomMeH YHacTBOBETE B KAK0H-NuG0 JBRTENLHOCTH, KOTOPaA MOMET HANOOWTLCA B KOHGNWMKTE
WHTEDECOR C Bro GeCNDUCTRACTHOCTRID B CYXASHWAX MNH YYACTHEM B ayQWTe;

- NPEANAraTkE WNW NpedocTaanATe Kakve-Nubo yonyri, KoTOpeE MOTYT NPHUBECTH K COMHEHWAM B 8ro
CeCNpUCTPACcTHOCTH, HEFABWCHMOCTH MNKM ODReKTHEHOCTH. B YyacTHOCTH, NepocoHan He JOM%eH NpegocTas-
NATE KOHCANTWHMOBLIE YCMYIW WArOTOBWMTENIO, M0 YNONHOMOHEHHOMY WNW OMWLHANEHOMY NPEICTABWTEID,
NOCTABLMKY WM KOMMEDHECKOMY HOHEYREHTY B OTHOLWEHWM pa3paboTkl, NpoKapogcTea, cOopkM, MapEaTHH-
ra, MOMTaMa, HCNONBIDBAHKA MK oOCNYXMBAHKMA MEQWLWMHCKOrD WAGENWA WNK B OTHOLWEHKY NPOUECCOB B
pankax aynuTa;

= MCNONB3I0BATE YCNYMA KEaKoi-NME0 opraHM3aumm nne QU3dUeckorns NUUa, KoTopsle MNpegocTaanan
KOHCANTHHMOBEIE YCMYTH MArOTOBMTENWD, 8r0 odHEMaANEHOMY NPESCTARMTENI0 MW NOCTABLMKY, KOTODEE Npo-
XOOAT aYOWT CO CTOROHE AYQWTOPCKOR OpranIaumn, B oTHoweHkKM CHE Wy acnekTos, yEalaHHsX B Npeds)-
aywem ablaue, B Te4eHwe TREX MNET G MOMEHTA, KOfda TAKME YCIYTH OHA3BANKCE.

Mpamedanue — JadHHoa Tpabosanve Ha aanpawaeTt obupe yonyrm no 00yHeHHi B OTHOWEHAY PEryapyEs-
WX TPEOoBAHHA MO MEDWLHHCKAM HaganusM, obwes obysanme no CME » nposdm cTaqgapTam, He cneurdgsayHeIn SnA
KOHEPETHOM WMaTOTOSMTENA. TAEHE 310 HE JANPEWAET PEMYMMPYHOLWLMM CPrasan, AENRHWAMCA yORTOPCEMMKA OpraHuaa-
UMAMK, OABESTE PEKOMEHOALMH WITOTOSMTEMNAM B OTHOWSHWE 388ENEHAA HE DETWCTDALMK (HEnpUMep, COBEWaHWA No
OOKNAHAYHECKMM MCCNagosaHHAM ).

524 AyOWTORCKaA OPraHM3auMa OOMHHA Npy NpHemMe Ha paboTy QoKYMEHTaNEHD OhOopMWTE CBHOE-
TEMNECTEA YYACTHA NEPCOHANA B KOHCANTHHIORLIX YCNYIaX B OTHOLWEHHM MEBAWUWHCKKE WITENHH, HOTOpDBIE
OBINK BRNONHEHE! COTPYOHWEOM 40 NPMEMA B 8YOHTODCKY OPraHnIann. AyOUTOpCKaA Opradnaawnma Qom-
Ha HAGMOOATE W NEUHWMATE DEIUEHWA B OTHOWEHWKM MOBore BOAMORHOND KOMTHKTa HHTEDECOE B COOTRET-
CTEHH C EPMTEDHAMK, YCTAHOBNEHHLIMW B HACTOALEM CTAKOADTE.

525 Ecnu BeiCIUGE DYEOBIOCTRO AYWTODCKEDH OPraqHMIayiy MNy Nepcodan, oTESTCTBEHHBIA 33 npo-
BEOEHWE AYAWTOR, paHee GbiNM COTPYOHWKAMK WATOTOBMTENS MEOWULWHCENX WIOeNWi Mnv NpegocTannang
KOMCANTHHMOBBIE YCYTA B OTHOWEHAM MELWUMHCKMX M3OeNKWA ONA HOHERPETHOM WAroTOBMTENA J0 NpHeMa Ha
pafoTy B ayOMTOPCKYI0 OPraHKWIalnWia, TO TaKkoi NepooHan e JomeeH ObiTe HE3IHAYEH HA NpoBeneHUue padoT
B OTHOLUEHWM 3THX KOHKDETHLX WAFOTOBATENEA WINH KOMNAHWA, NDPUHAONEKALWME K TOW e rpynne, B TEHeHWE
TpEx Nar.

528 AyouTOpCKans OpraHniaywA He QONMHa DeknaMuposaTs, JenaTk 3ARENEHUA, rApaHTMPOBATE (MNK
COA0aBaTE NogobHoe BNEYaATNEHHE) B OTHOWEHHK 3ABWCHMOCTH DEIYNETATOR AYOWTA, NPOBOOHMONT ayourop-
CEDH OpraHuaagneit, o7 GUHAHCOBLEX MK MHBIX YCNOBWA JOroBopa.

5.2.7 AyowTopcxan opraduiIauMa GonwHa oDecned T 1 0KYMEHTANLHD 3aMHCHPOBATE, YTO BATEb-
HOCTE BoeX @8 UNUANOR, WNK cyGnogpANYHESE, KINK ACCOUMHPORAHHBIX OPraMM3alvi He BNURET Ha Meaa-
BUCHMOCTE, BECNPUCTPAcTHOCTE W 0GLEKTHBHOCTE yOMTOR.

5.2.8 [Ona obecne4eHA DECMPUCTRACTHOCTH WM A8MOHCTPAL MM BECNPUCTRPACTHOCTH ayaHTOPE HE MOTyYT
ObiTh PYKOBOOWTENAMHE TPYNNLL ayguTa Sonee Tpex NeT B OTHOLWSHWH OOHOR M TOR #e NPOMIBoaCTBEHHON
NNoWAAKA, HO MOMYT DBITE YNEHaMKH FpYNNEl ayguTa.

Moumevadue — G uenso obecnaqeHnn BecnpMcTpacTHOCT AyQUTORCHAR OPFaHWIALMA JONMHA NpSanp9-
HATE BCE YOHUIMA ONA M3MEHEHHA COCTARA rPYNnbl ByIHTOPOE HA NPOMIBOACTEEHHOA NNOWANKE ¢ TEHEHWEM BREMEHIA.
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5.2.9 AynUTOpCKaA opraHvIau«a JonMHEa TpeGoRaTh 0T BCETD NEPCOHANS MUCEMERHOND NONTEEDWIE-
HHA NOHEEPHEHHOCTH NPABMNAM aYOMTOPCKOA ODraHM3aLUMKE B OTHOWEHWA KOHMUIEHUMANEHOCTA W HEZaBK-
CHMOCTH OT KOMMEDHECHHY N MHBIX HHTEPECOE, 3 TAKME CYLWACTEYIOWMX WKW HMEBLLMX MECTO B NPOLWNOM
CBAZEMA C KAKMMH-NTHOD MAraTOBUTENAMK, B OTHOLWEHKK KOTOPLE Y OWTOPCKaA ORTAHW3IALMA NDOEOIET ayaMTh.

5210 Ecne ayguTopcKan opraHKaalWn ABNASTCA I0PHOUHECHUM NMUOM, HOTOPOE NOMHOCTRE WK Ya-
CTU4HO BXOOWT B COCTAR MONOBHOA OPradv3auyny, To Tpedopakve K DecnpucTRacTHOCTH B PaMKaX HacTOAWEro
OOKYMEHTE NPMMEHWMO KAK K 3YOWTOPCKOA OPraHuaalig, Tk W K opradviagud, B COCTAR KOTOPOH OHA BXOOMT.

5.3 MarepuankHan oTBETCTEEHHOCTL W (PUHAHCHMPOBAHME

CneynancHbie TPEGOBAHWA B OTHOWEHHMM aYAWMTOPCKHY OPraHMIagMid, OCYWECTEAAMKLIAX ayauT
MIrOTOBRMTENEH MEOWUMHCKMX W3OenHA

53.3.1 AyOuTOopCKan OpraHHIauMa JoM«Ha 3acTpaxosark CEOK MaTepUankHys OTRETCTEEHHOCTE, SCNM
TONBLED HAUWMOHANBHOE JAKOHOOATANLCTED HE NOKPLHEAET TAKYK OTBETCTREMHOCTE MW ECNM PEMYNAPDYIOLWHA
Oprad He HeCET NPAMOR OTEETCTEEHHOCTH 33 ayQnThl.

ObocHopanwe oOMNacTh pacnpocTpaseHyA W oBlel DUHAHCOBOH OTEETCTREHHOCTH B CTRAX0BOM O00-
FOBOQE QOMMHO GbiTh SOKYMEHTANBHO OPOPMAEHD M YSHTBIBATE BAOL H TEPPHTORMID NPESOCTABMEHWA YEMyT
ayOUTOPCHON OPraHWIauken v ypoBEHs PHCKA MAOENMA, KOTODLIE OUBHHBAET ayOWTOPCKan OpraHMIaLma.

5.3.2 AYOWTOPCKaA OpraddaaymA JONsHa MMEeTE B CEOSM DAcNOPAMEHWUA DHHAHCOBRE PECYRCH, Tpe-
ByeMele NG NPOBEJEHKA aYOUTOR M COOTRETCTEYIOWMY KOMMEPHECKWX Onepaumi.

6 TpeboBaHMA K CTPYKTYpe

6.1 OpraHMIalMoHHaA CTRPYETYPa W BbICLUSS PYKOBOOCTED

CneynansHebie TpeGoBaAHWA B OTHOWEHWM aYOWTOPCEMY OPraHMIauvi, OCYLWECTENAKLLWY ayouT
WArOTORMTEMNEH MEOMUMHCKMX Wagenyi

6.1.1 Ana npoaeieHMa ayouToOR MITOTORMTENEA MEQWMUWHCKKE WANENWi ayauTOpCKas OpradM3aumMA
OomsHa oBecneynTe, YTobk 88 coTpyOHHKM cONagand oNETOM M IHAHWAMK B 0BNACTH TEXHONOTHIA MEQULIMH-
CHHX HIOENHH U PENYNHEYIOLWME TPeBoBaHHR K METWLMHCKMM MI0ennaAs,

6.1.2 AYOWTODCKAA OpraHM3aUMA DONKHA WMETE ORraHWIALMOHHES BOIMOMHOCTIA ONA OCYLECTRNEHWA
YNpABNEHYECKod W AAMAHHCTRATHEHON NOAOSDHEM, 8 TAKKE COOTBETCTEYIOWWIO HHPPAcTDYKTYDY ONA Bhki-
NONHEHWA BCEX pafor, B OTHOWEHKW KOTODBIX 33KNIOYEHE AOTOB0RLL.

6.1.3 AyOUTOPCKAA OpraHWIaUMa O0MEHA NPUHWMATE YHACTHE B KaKMx-NHBo pabouMy MnK KoopaMHa-
LUMOHHBIX TRYNNAX MO BONPOCAM PEryNUpOEaHKA C LUeNsH QOBEOEHWA 00 CEEOeHUA NepCOHana ceoel opra-
HH3ALMA PEMYNHMDYIOWAY TPeSoaaHui N0 MEOHUWHCKMM MIOENWAM, DYKOBOOALLWY QOKYMEHTOR, CTAHOADTOR W
HAWMYYLLIAX NDAKTHE B CHCTEMAX DEryNMDosa HHA.

6.1.4 AyYyOQWUTOPCKaA OpRraHWIaULMa NoMmsHa paspaboTaTe W BHEADMTE HEOEX0OMMEBE DYKOBOACTES M HAK-
My4NE NpANTHEK, BENoYan Mobsie orpasnHeHma.

6.1.5 AyouTopcKan opradulauqa gonsHa pazpaboTaTe @ BHEOPMTL KOOEKC AeATenkHoCcTH. Kogeko
OeATeNsHOCTA O0MKEH YCTAHABNKEAT b MEXAHHIM NO MOHWTODHHIY M NDCBEDKE M0 BsNONHEHHA. Hapywesna
KOAEKCa HeoBxXoquMo PACCMAETPUEATE ONA NPUHATHA COOTRETCTEYVIOW MY OSRCTRHA (CM. 7.1.5).

6.1.6 AyOWTOpCKAA OPTaHM3aUMA DONKHa JoKYMEHTANEHD oROoDMWUTE NONHOMOHKA, OTBETCTEEHHOCT M
OTYETHOCTE ONA BCEMD NEPCOMANE, BRNKHYAA CyBNoADATYHKOR, KOTODEIE YYACTREYIOT WK NOTEHUMANBHD MOTYT
YUACTEOBATE B AyOUTaX WAOTOBMTENEH MEJMUMHCKAY WAOEMNMA MNK B NpOLSCCE NPMHATHA DELLIEHWA.

6.1.7 AyOWTOPCKAA OpraHM3aumMA O0MHHE HMETE JOKYMEHTANLHO OCDODMIEHHENE NPOLUECCH M NDOLSTy-
pel AnA ofecnewye | TOM, YT NepCoHan ayguTopCcKoR OpraHHIanMKy He NPOBOOWT OUEHKY caoel coboTeen-
HOW pA0OTE H HE YHACTEYET B 88 yTEEDMISHWA. [Nepel NpHHATWEM CKOHYATENLHOID pelleHuA paboTa ayauTo-
pa OorEHa NpoRTM NPCBEPKY W YTESMKOEHWE CO CTOPOHL COTRYQHHED, HEIABMCHMOND OT KOHKDETHOD ayquTa.

6.2 KomuTeT no ofecneYyerHnio BeCcNpUcCTpacTHOCTH

AYOUTOPCKWE ODTAHMIALMMK, ARNAIOWWECA DEMYIMDYIOWHAMKA ORrasamy, He HYRO20TCA B BhiNGNHEHNR
nyHkTa 6.2 ISOAEC 17021-1:2015 B OTHOWEHWKH OTOEMBHOM KOMWTETA N0 BECNPWUCTPACTHOCTH, HO OCMEHEI
YOORNETBOPATE TPEGoBaHUAM MyHETa 6.2, B 4aCTW MEXaHWIMA HAOI0PA 33 PEryNUpYIOLHIMY ODraHamMu.

&
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CneyHankHeg TpeGoBAHWA B OTHOLWEHHW AYAMTOPCKAY OPraHWIaunE, ocyLUecTENAKLLMWY 3yaMT
HMIroTOBMTENEA MEOWLMHCKMX MIOenKi

6.2.1 KomuTeT no obecnederdio BecnpucTpacTHOCTH A0MeH BIaWMOOSRCTROBATE C NEPCOHANOM Op-
raHMIaLMK, HMBIOLWM ONbIT K 3HAHWA B 0BNACTH MEJWLIMHCEHME MIOENWH, C LNk NonyYeHna HesaBucMmMbl
AKCMEPTHEX OUEHOK,

7 TpeGoBaHWA K pecypcam

7.1 KoMneTeHTHOCTE PYKOBOOCTEA W NepcoHana

CneydaneHsie TpeGoBAHWA B OTHOWEHHW AYyAMTOPCKAY OPradHWIauni, ocyLWecTBNAKWAWN ayquT
HIrOTOBMTENEHW MOOWLIMHCKWE MIOenKd

7.1.1 AyOWTOpCKAan Opradu3sauMa OoMmEHa coOOTBETCTEOBATE CNEUMAnbHEIM TPEGORAHUAM K KOMNETaHT-
HOCTH 1 NOOOSMHAHHID KOMMETEHTHOCTK, KaK aTo onpegenado g IMDRFIMDSAPMNWG/NG.

7.1.2 AyOWTOpPCKAA ODraHM3IaUMa OONMHA HMETE He0BXOOUMBIA aNMAHWCTDATHEHEKA, a8 TAKKE TEXHH-
YECEMA Nepcoqan, ofnagawwul cooTEBETCTEYIOWMMM TEXHHYECKUMI 3HAHMAMKY 1 ACCTATOMHBIM ONLITCM B
OTHOLWEHHH MEOWUWHCKAX MAOENWA W COOTEETCT BY MOLLMX TEXHCONOTHA.

7.1.3 PyroBOOCTEO AYOWTOPCKON OPraHWM3alMM OOMHHO paipaboTaTe W BHEPWTE NPoUecchl BsIGopa
COTRYAHMKDR O0NA NPOBSOEHWA 3YOMTOR, NPOBEQPKA KUY KOMNETEHTHOCT, PACNPEqEnNeHHA padoT, NepBryHOMM
W nocredyowers obydeHts, WHCTRYKTama ¥ Habnogesda 3a coTpydHMEamMy ana obecneyesma Toro, YTobe
NepocoHan, oCyWecTENANLLWA YNPABNEHYECKYID GEATENLHOCTE W BEINQNHAOWWA ay0nTel, BsiN KOMNETEHTHLM
B OTHOLLUEHWMW DABOT, B KOTORLIX OH YY3CTRYET.

7.1.4 AynuTopcxan opradu3auMA O0/DEHa ONPenenTh K3k MAHUMYM 00HOM NPEqCTABMTENA M3 Bhic-
Wero pyKOBOACTES, KOTODbLIR HeceT obly OTEETCTRBEHHOCTE 38 BCE AY[WThl MATOTOBMTENEH MERWLIMHCKHX
HAOENWA, PACCMATDMBAEMEIX B DAMKAX HACTOALEND CTaAHAARTA.

7.1.5 AyouTopcKan OpraHM3auMa SOMKHA WMETh BOIMOMHOCTE OCYIUECTRNATE CBOI0 OEATENLHOCTE,
CNESYA BEICOKHM NPOQEcCoHansHEIM CTAKOAPTAM M TEXHHYECKOH KOMNETEHTHOCTH B CBOER 0bnacT B cny-
Yyae, ecny 373 OeATENLHOCTE BLINONHABTCA CAMON ayQMTOPCKON QpradWiauMel, TaKk W B ChydYae, ecnv oHa
BLINCMAHASTCA TPETLER CTOPOHOH NOD OTEETCTREHHOCTE AY0WTODCKON SpraHnaIaLm.

7.16 AyguTopcKaa oprasM3auna pomssa obecnednTe, YTobDel ayauTopsl W MHOH NEPCOHAN, BOBMEYaH=
MBIl B ayWTel HA COOTBETCTEME PEryNMDVIOWWM TPeboBaHUANM, NOHKUMAN BAMHOCTE CNEJ0BAHKMA MPUHLMNEM
KOOEeKta OeATenkHOCTA ANA NOANEeHAHKA UBNOCTHOCTH CUCTEME! NPOBEREHWA ayauToR. [oRyMEHTUDOBaHHES
CEBWOETENECTEE 0NHHE BEMOHCTRMPOBATE, YTO CREQYIOWKWE SCNekThl BKMNK4EHE B KOO8KS OEATENLHOCTH.

1 JedcTRoBaTE NPOPECCHOHANEHRD M ATHYHO B MI0BbIX 0GCTOATENBCTBAX,

2 NobpocoBecTHO NPEOCTARNATE MHTERECK DeryNHpYIoWKY Opraoe, YNoNHOMMOYHBLLKY ayQUTORCEYIO
OPraHAIaLKH.

3 He copepluats ESMHMX-NA00 OSACTEWA, KOTOPRE WMEnd Bsl NPEaRIAToCTE B OTHOWEHWW WHTEpEcon
WK DENYTAUWH DPErYNMDYIOWWE OPraqon, YyNoMHOMCUHBILMY ayQUTODCKYID OpraquaaumMio.

4 He copepliars Kasmx-NvEo QeRCTEWMA, KOTODLIE MMeny Bsl NPEOBIATOCTE B OTHOWEHWA LENoCTHOCTIA
paboTel KNY Leneid penyTauKMy PEryNHpYIoWME Oprados, YNonHoMoYHBLIMY aYOUTOPCKY OpraHH3aume.

5 PackpbiBaTe NMOOBE OTHOWEHWA, BEMIOYAA $MHAHCOBRME, B NPOWNOA MNK TEKYILEH OERTeNsHOCTHA,
KOTOPES® MOMYT NPUBECTH K KOMINUKTY MMTEDECoBs, MNKW 0GCTOATENLCTEBA, CROMME C KOHDMNWKTOM HHTEPECOE,
H YBEOOMNATE PYHOBGOCTRS O KAKMX-NHE0 HOBLIX KOHDMMKTAY HHTEDECOR WMK NOTEHUKANLHEIX KOMBDNMETAX
HHTEDECOR, HOTOPRIE MOTYT NOABMTECA B Gnusaiiwen Syoyuen.

G He npuH@MaTs y4acTve B Kakoi-nvbo JeaTensHoCTH MMM BIAWMOOT HOWEHHAX C TRETEHMK NHLAMM,
HOTOPEIS MOTYT HEraTHMBHO OTPAIWTLCA MNK CO30aTE BNEYATNEHWE HEMATHEHOMD BNHAHKWA Ha OOBEKTHEHOCTE,
GECNpUCTRACTHOCTE MMM NPOMECCHOHANMIM COTRYIHUES.

7 He npuuumarte kasve-nubo nogapks, He NONYYaTe CKMOKK Ha TOBADGLIYCIYTH, HHEE BHOM Bnarcgap-
HOCTH, WM HHOE CTHMYNWPOBAHWE OT WAroTOBMTENEH MEQWUMHCKHMXY MAOSNMA, WX NDedCTABMTEMNEA WK KOM-
MEPHECKUY NADTHEDOR.

8 OcywecTENATE JanNMcH W JOCTOBEPHO COODLWATE CEMOSTENECTEA ayauTa GecnpUCTDacTHLIM U He-
Npeas3ATelM 0Gpasom.

9 OcyWecTENATE JAMHCKH M JOCTOREPHD W TOYHO co0BWaTe o MobklX BaMHeE DaKTax, KoTopsEe MOTYT
BMNWATE HA HAOEMHOCTE PEIYNETATOR ayQuTAa.
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10 He npeaocTasnATe KAKMX-NAG0 KOHCANTHHIOBLIX YCNYT HATOTOBWTENAM, B OTHOLUEHHW KOTODEIX Npo-
BOOMTCA ayguT.

11 He pasrmawartes yCTHO MK NHCeMeRHD Mobye wHdopMaumio, NonyYeHHYI0 B X008 ayauTa, KaKHm-
nubo TPETEKM CTOPOHAKM, 38 WCKMIDHEHWEM YIONHOMOYWBLLIAY DEYTIHDYIOLLME Oprados, @Cnid TOMNLKD B OT-
HOLWEHAW GAHHCTD Da3rMaleHHA CYLLBCTBYET NHCEMEHHO® PAIpeLeHWE UNM OHO NONagaeT noa JedcTawe
33aKOHOOATENLCTEA.

12 He Mcnonk30BaTh HHDOPMELMI0, NOMYHEHHYI0 B X008 ay0WTa, B NHYHbIX LIENAN.

13 He npoeoguTe kakue-nubo ayguTel CHNamy COTDYOHWEDR, KOTOPRE HE MMEIT TPeDyeMbIX HABLIKOE,
AHAHMIA WMWK ONETA, OQUMUHANEHD He BEMNHCHeHHBX B COCTAR KOMWCCHIA NO ayQuTy WK 007 KOTOPLIX HE onpe-
OeneHa OTRETCTEEHHOCTE B ATOH KOMHCCHIA.

14 He oCcylWecTENATE KakMe-NuE0 ayauThl C MCNONbLICBAHWEM A3LIKA, KOTODLIM HE BMNANEET COTPYAHME,
Ge3 YYacTkA NepesnduMKEa WHNY CUHXPOMKWCTA.

15 MNoCTOAHKS YMTyHWaTE NPOhecCHOHANKAM, PEIYNETATHEROCTE W KA4ECTED CROEH paboTel.

16 Heaameqn«Tenswo cooBllaTh PYKOBRSOCTEY 000 BCEX HADYILEHWAY OaHHBLIX NDEEWN CAMAM COTDYE-
HWKGM WM 8ro KoMnNeraMy | NpeaoscTasnATe NoOMOLWLE B NPOBSdEHKM PACCNEA0BaAHMA TAEWK HADYLLEHWH.

7.2 Nepconan, Y4acTEYHOIWWWA B AEATENLHOCTH MO CopTHgMEaLMW

CneunansHeie TpeSoBaHKA B OTHOWEHKWA AYOWTOPCKWMX OPraHMIALMA, OCYLWBCTENAKLIMX ayAWT
HArOTORMTENEH MEOMUMHCKME W3OenuiA

7.2.1 Mepcodan, oTBETCTEEHHMBIA 33 onpegeneque TpeDoEaHui, NPeJLABNAEMME K ayQUTORamM B OTHO-
WEHAK NpOBE0EHAA KOHKPeTHEX aYOWTOR, 3 TACKE NepcoHan, oTBeTCTESHHEIR 33 NPWHATHE OXOHYaTENLHOND
PELWSHWS O COOTBETCTBAM CHCTEME MEHBIRMEHTA KEYECTEA N0 PEIYNETATAM AYANTa, A0MKHE ABNATECA CO-
TOYQHUERMH 2YOHTORCKOR OPraHH3aLUM M J0MHHE MMETE NOOTEEDHOEHUE IHAHWA M ONLITA B CNeTyRoLLan:

- JAKOHOOATENLHEIE AKTE B OTHOWEHHH MEQVLMHCKMX HIOENKH, CoOTERTCTEYIOWME DYNOBOOAWME 0o-
KYMEHTRI 1 CTAHAADRTE, NPMMEHWMEE B COOTBETCTEYIOWMX CHCTEMaX PEMYNUDOBAHKA,

= KBANWHUKALKA, OfLIT i 3HAHKA, OTHOCALMBCR K 3y OMTAM KIrOTOBUTENEN MEJULMHCKX Maneniil;

- WHMPDKMA CNEKTD 3HAHWH B OTHOLWSHKK TEXHOMOTANA M MANOTOBNEHHA MEQWLMHCEHX HIOENHA, NpoeKTh-
pOBAHKA W paIpaboTe MEIMUWHCKAX W3OEnWii;

- TpefoBaHnA CUCTEMBl MEHEIMMEHTA KAYECTEA AYAWTOPCHCH OPraHW3auwM, COOTRETCTEYIOWME Npo-
Lenypsl M KPUTEpHKH COOTEETCTBMA KBANMEMKaLIIAM;

- TpeboBaHUA K oByYEHrIo NEPCOHANES, YYACTEYIOWEND B 2YAMTAX N0 MEISHLWHCKAM KIOENAM.

7.3 npumqnum BHEWHHWY aYyAMTOPOR W TEXHAYSCKHY JKCNepTOoR

CneunansHikie TRESORAHKWA B OTHOWEHWM aYOWTOPCKMY OPraHMIaLWHA, OCYLLGCTRNAMKILLMY ayOuT
WAroTORMTENEH MEOQMUMHCKME W3OenHi

7.3.1 BHeWwHWA ayauTop MK TEXHHYECKWA IKCNEDT HE MOMET HECTH CTEETCTBEHHOCTE 33 ONPeneneH1e
TpeBoBaHWA K KBANKDWKALKKY AYAXNTODA MK TEXHUYECKOMND IKCNERTA ONA BeINOMHEHWA KOHEDETHLIX pabor, a
TAKHE HE MOMET HBCTH OTBETCTEEHHOCTE 33 OKOHYATENEHYI0 OUEHEY MMM NEHHATHE DelleHuA NO peaynsTaTam
ayOouTa Ha CoOTEETCTEME DEryNHpYILMM TpeBosaHruanM.

7.32 B cny4ae 2cni ayauToPCKaR OpraHWn3aLMA HCNONsIYET BHEWHHY TEXHMHECKME IKCNEDTOR B pam-
KAX YAWTA, OHA JOMNEHE WMETE COOTRETCTEYIOLYIO KOMMETEHTHOCTE B OTHOLWEHWK JAHHONH NPOAYELNE, YTOG!
MNEOBEPWUTE COOTRETCTEME M AHAYWMOCTE OGLEKTHEHBIX CEMASTENLCTE, NPEASCTARNEHHE BHELLHMM IKCNep-
TOM ONA NPOBE0EHWA OKOHYATENEHON OLEHKH ¥ NPUHATHA DEWEeHWA O COOTEESTCTEMH PErynH|py e Tpedo-
BAHHAM.

7.3.3 AyoUTOpCKan OpraHM3auMs JoMmsHa A0KyMEHTANLHS 0DODMWUTE BCE OTHOLIEHKS C BHELHMMK ay-
OWTOPEMH W TEXHWHECKHMH JECNE0TaMK M NPEOoCTARNATE GaHHYED WHEOPMALHMID YyNIONHOMOYMBILKWM 8 pe-
MYNADYIoWAM oprasam no vy Tpebosaduio. AyQWTOPCKaA OPraMnIauns JoMmsHa WMEeTs JOKYMEHTHPOBAHHOS
COMACHE BHELLHWY AYOIWTOROE 1 TEXHWYECKMY IKCNEpTOR Ha NPOBEOEHWE AYIHTOR HA COOTRETCTRME [Eryrii-
DYIOLMM TRpeGoBaHWAM, 3 TAKHE CCYLLBCTENSHUE OUEBHEN W HAGNMOBHWA PEryYNMPYIOWMM OpradHem 3a paboTa-
B4, NPOBOOMMBIMH 3YOMTOPCKOR OpraHdIannel.

7.3.4 AynNWUTOPCKAA OpraHWu3alWa HeceT OTRETCTEEHHOCTE 33 OBecnEYeHWE OUEHEM BCEX BHELL-
HHX aYAWTOPOE W TEXHWYECKWE IKCNEPTOR CO CEBORA CTOPOHLI ANRA COOTBETCTRMA BRNONHeHHs TpeboBaHWi
IMDRFIMDSAPMWGING » IMDRFMDSAP/WG/NG.

8
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7.4 3anWcH o nepcoHans

CneuransHuie TpefoBaHMA B OTHOWEHMA AYAMTOPCKAX OPraHWMIauMi, ocyWecTBNAKLWWY ayauT
HIrOTOBMTENEHW MEOWLIMHCKWY MIOenKA

7.4.1 B ponondesue k aanvcam, TpeSyemem IMDRFIMDSAPANGING, ayaMTopcsan opraduaaLMa Ooms-
Ha CPOpPMUPORATE W NOSASRHMHBEATE B paGoqem COCTORHWMM J3NHUCH N0 KAKO0MY 3YOHTOPRY B OTHOLLIEHHM:

- YCTAHOBNEHHBX ONA AyOuTopa ACM#HOCTHLIX 06A3aHHOCTER;

- CEMOETENBCTE TOMD, YTO KBanuukalua, ofyHeHHs, IHaHWA M ONKT ayAMTopa CooTRETCTRYIOT TpeboRa-
HWAM K KOMNETEHTHOCTH ANA YCTAHOBNEHHEX 00R3IaHHoCTEN.

NAaHHbIE 330WCKH O MERCOHANE GON¥HE AKTYANUIMPDOBATLCA NPH BOANOHKEHHK Ha SYOHTORA HOBRIX OOME-
HOCTHREE 00AZAHHOCTER. JokyMeEHTALMA B OTHOWEHWW (DAKTHYECKH BRINONHEHHEE paboT (&ypHan ayauToR) 8
cooTReTCTEHK ¢ IMDRFMDAP M GING nomkes akTyanvanpoBaTECA MO MEHBLLEA MEDE EMETQOHD.

7.5 MNpWBaneYyeHHe COMCNONHATENEN (aYTCOPCUHT)

CTopoHHEH OpravMIauWel ADNASTCA OPraMMIaUrA, He BHMOYEHHAR B CHCTEMY MEHEIEMEHTA KaYecTea
AYOMTOPCKDH OpraHMaaLMi.

CneuransHiele TpeGoBRaHMA B OTHOWEHHA AYOUTORCKAX ORPraHMIauMA, OCYIWECTENAKLWWX AyOuT
HIrOTOBMTENEA MEeWUMHCKHX MIOeni

7.3.1 Ecnu aygMTopCcKas OpraHHIaurA NPHENSKAET CTOPOMHIND OpraHHIaLng ONA NPOBEgeHHA ayaH-
TOB WNH TEXHHYECKOH IKCTIEPTHALI, ayQWTOPCKAA CRraHWIayMa AoN+Ha HECTH OTEETCTEEHHOCTE 33 ONpege-
NEHwe TPEBOBAMKA K KOMNETEHTHOCTA KAMO0M0 SyAMTODa MNM TEXHWYECKOTD IKCNEPTA, YY4acTRYIOWErD B KoH-
KPETHRIX paBoTax, a TAICKE 33 CHOHYATENEHYHY OUEHKY M NPUHATHE DELUISHWA O COOTBETCTEMKM O0LEKTA ayauTa

PEMYIIAPYIOWMe TpeboBaHmA.
7.5.2 Ecnw ayouTopckas OpraHM3aliA NpHBNEKAET CTOPOHHING OPraHMIaUWe OnA NPOBENeHHA ayaH-

TOB WM TEXHWYECKDA IKCNEPTHaL, ayOMTOpCcKad opraiviauus aomyHa odnafars CoOTRETCTEYIWER KomMne-
TEHTHOCTEID B OTHOLWEHWA KOHKPETHOW NpoOyELHKA, YTobk NpOBEDHTE COOTRETCTEME M 3HAYMMOCTE OBBEKTHE-
HBIX CEBUOETENLCTE, NPESOCTARMEHHEX CTOROHHER OpraMM3aurel ANA NPOBEIEHWA DKOHYATENBHOM OLEHKK 1
NPUHATHA DELLEHHA O CCOTBRTCTEMK O0LeKTa ayQuTa perynupyioLw WM TpebosaHmMam.

7.5.3 AyoWTopcKan OpradlaauMs OoMmeHa QoKYMEHTANLHO COPMUTE BCE OTHOLWEHWA CO0 CTOPOHHAK
OPraHuIaunAMK W NDESOCTARNATE OAHHYI0 HHGODMALMIO DEryNUDYILEMY OPraHy, KOTODLIA 88 YNONHOMOYMU,
no ene Tpefopadnio. AYOUTODCHAA OPraHMIALKMA OOMMHE 0OBECNEYMTE, Y4ToDk BCE CTOPOMHWE OpraHuIaLmMM
MMENH J0KYIMeHTHEOEAHHOE COMAacHe Ha NDOBESeHWE PEryIMDYIOLIMMKA ODrasami oUeH M W Habniogesus 3a
paboTami, NPOBOOWMMEIMK AYAMTODCKOR ODTaHHIaLIMER.

7.5.4 AyOWTOpCKAN OpraHM3aUMA HECET OTBETCTEEHHOCTE 33 ofecnedysHWe HeNoCpeqcTREHHON DUEHEN
BCEX 3308WCTEOBAHHEIX COTPYOHUKOR CTOPOHHME CPraHWIauMiA co CTODOHE aYOWTODCKOA opradMIaumMy ana
NoOAASEAHKWA COOTEETCTBUA TpebosaHuaM IMORFIMDSAPMWGNG 1 IMDRFMD SAPMNGMNA.

8 TpeboeaHnwuA K MHOpMaLMK

8.1 Wudopmayua, HAXOOAWAACA B OTEPLITOM OOCTYNE

CneunansHiie TpeGoBAHWA B OTHOLIEHHKA AYAMTOPCKMY OPraHWIaLWA, OCYLWECTRMAAKLWMY AY0NT
HIroTOBWTENEA MEOWUWHCHHE Haaenuid
CneuxransHee TpebosaHMA OTCYTCTEYIOT.

8.2 CeprudHEaUMOHHLIE QOKYMEHTLI

CneyHaneHse TpeGoBAHWA B OTHOWEHHW ayAMTOPCHHAX OPraHWIauni, ocyWacTENAKLWMWY ayoaT
HIrOTOBMTENEHA MEOWLMHCKWE M3OenKi

£.2.1 Ecnu ayouTopcHas opraduaayns BEAAeT cepTUhMEaTh Hnk opMUDYET OTYETEl, 3TK cepTrdika-
Thi M OTHETE OO/DEHEl COOTEETCTECEATE TReDoBaHWAM DEryNARYIOWME OPraloe K cepTuduEaTam M oTYeTam.

8.2.2 Ecnv ayguWTopCcKkan OpraHyiaynA Bel0aeT CepTHuKkaTsl Wnn (popsMUpyeT OTYeTh, NpegHaiHa-
YEHHBIE ONA KOHEPETHOTD DEeryNUpYLLero oprada, cepTidiHiarkl 1M OTHEeTH JOMHHE TOYHO onpetenats ofb-
NacTk ayOWTa, KPUTEDHKH ayouTa v obBnacTe cepTHdMKaLMK, BEMNCYaA TpeloBaHiua perynvpyiowen oprada.
AYOWTOPCKAA OPraHUIanna He OOMEHA WCKNHaTE Kakke-Nubo Npouecc, NPogyHLMED WNK YCNyria 1a obnacti

g
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aynuTa WnK oBNacTi CepTMMMKaLKMA, SCNM TONLKD PEMYNAPOBAHME, YCTAHOBMEHHOE YIOMHOMOSMBAKILIMMK
PETYNHEYHILLAMK OPraHamy, He OoNyCKIeT TAKOMD MCKIMIOHEHWS,

8.2.3 Ecny NpuiseHHs0, ayauTORCKSR Opradilauna OonMHa CoOTEETCTEORATE YCTAHORMEHHEM Dary-
TIHPYIOLMM CPraHOoM TPEGoBaAHMAM B OTHOWEHKK ONyONMEOBAHMA MHDODMALMK O COPTUHDMLMPOBAHHLIX W3-
TOTOBWTENAN.

B.3 Ceobinka Ha cepTUgHEAT M MCNONLAOBAHWE IHAKOB COOTBETCTENA

CneyraneHse TpeboBaHnA OTCYTCTRYIOT,

B.4 HondmoeHUWaANEHOCTE

CneyuancHble TPEGOBAHWA B OTHOWEHHWA 3YAWUTORCKHY OPraHMIayMi, ocYLWBCTEAAKLLIAXY ayauT
HATOTORWTENEW MaOMUMHCKME WIO8NHA

8.4.1 AyOMTOPCKaA OpraHdnaayMa SonKHa WMEeTs OOKYMEHTHPOBAHHEIE Npouedypsl Ana obecneyeHHA
KoHsaeHYHaneEHoCcTH MHGopMaUMK, KOTODYIO OHA NoMy4YaeT B Xoge nposenenna ayguroe. Jadkan npoue-
Oypa OoMmEHa NPUMEHATECA BCEM MNEQCOHANoM, KOMMTETaMK, CyGnoapAa4MKaMK, BHELWHHWMKH ayquTODamMH,
TEXHWSECKAMM JKCNEDTAMME M CTODOHHHMIA OPraHdIaLnAME 338 WCKMIoHEHWEM CNYYass No pacKDbITHIO WHgop-
MALMH, BCAKM TAKOBLIE TPEGYIOTCA 3aK0HOOATENEHEIMKM AKTAMM.

B4 2 MepocoMan ayouTopcKoR OpraHyaanWyg, BHELMHE aYOWTODR, TEXHAYECKHE IKCHSDTE WK CTODOM-
HWE OPTaHMIALMK DOMKHE coBnaaTs KoHEUOeHUMANEHOCTE B OTHOWEHHE HHEDODMALMKE, NOMYYEHHOR WMK
B pAMEAX BRNONHEHHA paGoT No ayouTam 33 WCKMKYeHHenm WRdopManmi, 3aTpeboBaHHol Derynupyscl M
Oprasom.

8.5 OGmen nHpopMaLHeR MeXOy AYAMTOPCKON OpranMaauned M IaKasyuruKamm

B8.5.1 OGmeH uHopMaLHen MOy aYOMTOPCKOW OPraHMIauWed (8cnM OHa HE ARMNASTCA PErynv-
PYHLWAM OPTaHoM) W YNONHOMOYHBIWMM €8 DErynapy oW oprasios

8.5.1.1 AyguTopcKan opraH|3ayna A0MHHa oNPe0enqTs B CBOSA CTRYETYDE YHELMOHANLHYID SaWHKLY,
OTBETCTREHHYID 33 CBORBPEMEHHLIR 0EMeHd MHGOPMaUWER C PENYTIADYIOLLMMEH OPraHamMM, YNONHOMOUMEBLLMMK
AYOUTODCKYID ORraHWIALLAKD, BRAMMEA OTEETH HA 3aNDOCk! . AYLWTODCKAA OPraHUIALWMA A0MEHa 05eCneYMBaTE
HENPEPEBHYID PAGOTY DaHHOW DYHKLMOHANBHON 80MHMLUE.

8.5.1.2 AyoWTOpCKAA OpradMialvA A0N#Ma NHCeMeHHo CooblWaTe YNONHOMOHMBILMKM &8 Perynapyin-
LM Oprasam ofo Boex CNyYanx Nnoanora i ofHapyse s KoHTEadakTHOW NPoAYELME CO CTOROHL! WArOTOBK-
TEnA He Noagdes 5 paGouyus QHER © 0aTk WX BLIABNEHKA.

8.5.1.3 AyouTopCKan oprasuiauMA DOMEHA NPefoCcTABNATE HHPOPMaLMIO YNIONHOMOYHELLMM B8 pEry-
NHPYIOLLWM OPraHaM B OTHOWEHUH NDOBSAEHHEIX 3YAHTOR M DRLLIEHWA O COOTEETCTEMK CHCTEM MEHEIMMEHTA
KAYBCTES.

8.5.1.4 AyguTopCKan OpraMuIauns QOMeHa YyEEOOMMTE NUCLMEHHD YNONHOMOYKMBLLME B8 PerynHpy-
LiMe Opradsl of OTHa3e B BelAaqe cepTudMkara, erc NPUoCTaHoBKE, Bo3oOHORNS8HWN, OTPaHUYEHKH O8RCTEMA
WNK OTasiBe, He noagHee 5 paboudx OHER OT JaTkl NPHHATHA DELWIEHWA. YBEOOMNEHHE QOMKHD COQepMaTk
OGOCHOBIHME TAKMX OeACTEKIA.

B.5.1.5 AyQuTopCKan OpraHvaauma QOMHHE YEELOMHTE MACEMEHHD YNONHOMOYKMBLLME B8 DPeryEpyo-
WMe opralel e noagHee 5 pabounx Axel O CYLWECTBEHHEBN MIMEHEHWAX, BMNAKWKY Ha B8 YyNoNHOMOYKMBa-
HWE, B YACTHOCTH O MICBBIX MIMBHEHAAX JAHHEY W A8ATENLHOCTH, OTHOCALERCA K

= IOPMOWYECKDMY, KOMMEDYECKOMY, OPraHMIALMOHHOMY NONOMEHMID, 3 TAKKE K CODCTEEHHWKaM,

- OpraHMIaLMOMHOR CTRYRTYPE, BEICLISMY PYKOBOOCTEY WNW OCHOBHOMY NEpCOMaITy;

= OCHOBONONATAI0WWM NONUTHEIM,

- DECYPCAM, OUACHBIM NOMELLEHKAM W DAKTHYECKOMY MECTOMAX0MTEHAY,

- pnacT¥ YyNoNHOMOYMEAHKA B KAYECTEE ayOWTOPCKOR OpraHMaaLimm;

= NPOHAM NOSoOHLIM BONPOCAM, KOTOPEIE MOMYT OKA3aTk BNWAHME HA BOAMOMHOCTH ayOUTODCKON opra-
HAZALMA BRINCMHATE TREGOBAHWA, OTHOCALUMECH K YIONHOMOHUBAHWIO.

8.5.2 O6men nHidopmauved Mexay AYOMTOPCKMMM OPraHM3aLHAMK

8.52.1 Ecnv ayouToOpCcKas Opraqiialia 3apepliaseT CEOKM BIaNMOOTHOLIEHKA C KAKAM-NHE0 HIroToRK-
TENEM WK 2ro NPoWIB0ACTESHHONR NNOWAaaKoA, TO No TPeSoBAKKMID U C COMACHA WINOTOBMTENA OHA O0MHA
NpefoCTABMTE NOCNEeyI0Wed ayIUTOPCKDNA OPradMaaU i KONKWK BCEX OTHETOR NO ayOMTy B pamMEaN TeKyYLEro
CEpTUHMEALMOHHOM LUMKNA, 3 TAKHe JeRCTEVIOWWA cepTHMKAT JaHHOMN HArDTORUTENA MMM OTHOCALWMACA K
COOTEETCTEYIOWEH NPOMABOOCTEEHHON NNOWaaKe,

10
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9 TpeboBaHuA K NpoUeccy

9.1 Obwwre TpeboBanKnA

Herwnwyenua vz ISONEC 17021-1:2015

MaroToeuTENAM MEJWLMHCKMX MATENWA He NPpedocTABNARTCA BOIMOMHOCTE BOIpaxeHHi No cocTasy
rpynnel ayouta, Kak ykasasce e n. 9.1.7 ISOMAEC 17021-1:201 5. MarcToBWTENW MOMYT MCNCNB30BATE NPOUECS
AnennAgry anA YEEOOMMNEHHA aYAUTOPCHOW ORTaHksaumMy o Kakux-nibo wanofax B OTHOWEHWK COCTaBa

TEYNNEl ayaMTa.

CneynansHisle TpeGoBaHMA B OTHOLWEHHKY aYAMTOPCKAX OPraHMIaune, ocyWecTENAKWMY ayaquT
HIrOTOBMTENEHW MEOWLIMHCKHY MIOanKH

9.1.1 AyouTopcxans OpraskIagWs O00MmsHa paspafoTaTe JOKYMEHTHRPOBAHHLIE NMPOUEOYPE B OTHOWE-
HHK, MO MEHbLLUIER MEpE, CNeayLeno:

- ohOpMNEHHA 3GABKA OT WAFOTORBMTENA HA NPOBEOEHWE AyoUTa;

- obpaboTka Takx 3aAB0K, BRMIOYAA NPOBEDKY NONHOTE! JOKYMEHTALWW, OTHECEHHA NPOOYKLANA K MEgH-
LUMHCKAM MAOeNHAM W 28 Enaccudmealmu;

= ASEK OHOPMIEHMA JAAB0K, OTHETOE M QOEYMEHTALIKK,

= OPOpMMEHAE QOTOROD0E C WAMOTCRMTENSM UMW erd ODHUKANEHER NPEACTABMTENEM, SCIH NDHMEHHIMO;

= OMMarhl No ayauTy;

= MNAHKPOBAHKMA, NPOBedeHHa W oopMNEHMA OTYETOR N0 NEPEMYHOMY, WHCNEKLMOHHOMY W DECEDTH-
PUKALHOHHDMY 3YOMTaM,

= NPOUECCa, NO KOTOROMY SYOWTOPCKaRA OpraHdaanmua onpeqenseT, KaKkue NpoMIRGOCTREHHbIE NMNOWS LKA
HArOTOBWTENA MNW Mg NeCTABWMKEOE BYOyT NoOBeprHYTh aYOUTY,

= HAAHAYEHWA AYAWTOPOB HA KOHKPETHEIE DADOTE HA OCHOBE WX KOMMETEHTHOCTH,

- NpOUBCCa NPUHATHA PEWEHWA O COOTEETCTEMM CHCTEMEBl MEHEIHMEHTA KEaHBCTES, BKNK4ARA, BCAW NpH-
MEHHMO, PELWEHWA O BLiQa4e, OTHA3E, NPHOCTAH0BKE, NOCNe0YOWEN BeaYe, OTPaHNYEHHK, BHECEHMI HiMe-
HEHHA K OTIBIBE CEPTMMMKATOR, 3 TAKKE BOIMONHER YCNOBWA W OTPAHHYE WA,

= OLEHKA KOHEDETHEY W3MMEHEHWE, KOTOPAA OOMKHE NPOBGOWTECA Nepel MX YTRE DHISHNEM,

- OTCNERHBAHKA KOPPEKLMIA 1 KOPPEXTH YN 0BACTEMA B OTHOLWEHMK HECOOTERTCTEWA, BLIABMEHHLIX
np9 ayourax;

= BOICOHOBNEHWA KAMMX-NHO0 CepTHDHEATOR, BCMA NPHMEHKMO.

9.1.2 AynuTopCsMe OPraHvIalMy O0EHE HCNONLI0BATE foxyMenT GHTF/SGINT9:2012 nna npuceo-
SHWA MpafAUKA BCEM HECOOTEETCTBMAM, KOTODbIE MOMYT BeMh obHApy#eHsl B pAMKAX ayOWTa HA COOTBRET-
CTEHE PEryNMpYIoLHe TReBoBaAHMAM.

9.1.3 OT4ETH NO aYOWTaM, NOArOTORNEHHELIE AyAHTORCEMMI OPraHMIaunAMKY, HE OONHMHE COOSPHAaTh
pazgena «BoamMosHOCTH NO Yy WEHWI0 JSATENEHOCTH S, TAK K3k 3T0 CO303aT BNeYaTnede NpoeegeHuA KoH-
CANTHHIE K MOWET SEHTECA KOMEAMETOM WHTEDECOR. PeayneTaTel ayAMTa JOMHE TONLES AOKYMEHTUDOBATS
BEINCMAHEHKWE WK HEBEINONHEHWE TREboBaHWi, KaK cnedyeT u3 oOLeHTUBHEX CEMORTeNLCTR, a Taks Habnw-
fevuA. OTueT No ayguTy MOMET BRNICYaTe HADMKOeHWA, KOTOPLIE ABRMAKNTCA NOTEHUWMANEHEIMA HECCOTBRT-
CTEMAMIA, HO B WX OTHOWEHWW He coBpaHn JoCTaToONHO JaHHbLX B DAMEAX ayauTa.

9.2 NepeHYHLIA ayoET

CneynansHeie TpeGoBaAHHA B OTHOLWEHHKA aYAMTOPCKMY OPraHvIaunE, oCyWecTENAKLWMXY Ay 0nT
HIrOTOBMTENEHW MOOWLMHCKWE MAOenKd

9.2.1 AyOWTOpCKanA opraHuIaumMa OomeHa cobpate HHPOPMaLMID O KPMTHYECKKUX NOCTABWMKAX MaroTo=
BMTEMNSA, BEMNHHEA WX HAWMEHOBIHWE W MECTODACNONCHEHWE, NO YCNYTEM W NPOOYELUMK, KaK 3TO ONpefenaHs &
NPOrpamMMe MEHEINMEHTE DUCKA HATOTOBUTENSR,

9.2.2 AYOMTOpCKAn OpraHWIaLWMA O0NHHA NEPOBOOWTE 3YAWT BCEX NPOWIBOOCTEEHHE NNOWaNoH, KO-
TOPEIE BEMOYEHE B CepTUdgMKaT. Kakue-nubo nnowaged, OTHOCALWECH K CUCTEME MEHEIMMEHTS KaqecTsa
HIFOTOBWTENA, HO NPOBEPAEMEIE JUCTAHUMOHHD, HE BON#HE BhiTh YKA3aHL B CepTHOMKETE.

9.2.3 AyOMTOpCKAn OPraHM3aUMA NOMCEHA ONPEfennTE, K3K HAWNyHwW«HM o5palomM BsNONHWTE 3agaqdu
atana 1« atana 2 (cm. ISOIEC 17021-1:2015}) Ha ocHoBe QUCTAHUAIHHOMD aHANKWAA OOKYMEHTALWMK W NpOBE-
pOK Ha MECTAX. AYOWTOPCKAA ODTraHH3aUMA MOXMET COBMBLULATE NeMeNTe 3Tana 1 1 atana 2 Ang opraduaag
COHOTD NOCEWEHWA HATOTOBKTENA.

"
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8924 B uenu atana 2 gomeHa BeiTe CReUMansHo BENIOYEHA OUBHKA B OTHOLEHWAK:

= pE3YNETATHAMOCTH CMEK MaroToBWTENA B COOTEETCTEMM C NPMMEHWMEIMKA DeTyNHPYIOWKHMKE Tpebosa-
HAAMH,

= NPOGYHUMMINDOLUECCos M COOTRETCTEYIOWMY TEXHONOMA (HaNpUMepD, NETEE Nog JaBNeHWer, CTe DMk
aayma);

= COOTBETCTEYIOWEA TEXHWYECKOR JOKYMEHTALMA Ha NPOAYKLWED B CBAIW C NDWMEHHMEIMIA PeryTapy-
LR TREBOBAHAAMMH,

= BOAMOEHOCTAMK WATOTOBWTENA BEINOMNHATE JaHHsle Tpebosadua.

925 PeaynNeTaTel BCEX ayAUTOR («NPOBEDOYHBIN aYOWTOR:, «OLUEHKW HENOCTATKOB» WNK «NpEnpapi-
TENeHLIX AYOWTOR? BHe 0BNacTM atana 1/atana 2), AomeHsl ObiTE JOKYMEHTANBHO OopMITEHE! M NPHHATE BO
BHUMAHWE NDI NPAJALKMA HECOOTBETCTEMNA B PaMKaX NOCNeyIoLErD ayauTa Ha COOTRETCTENE DEryIHpYILLLAM
TpeboBRaHMAM. AYOHMTEl MATOTOBMTENEN, KOTOpEIe BeNM MCNONE30BaAKE B KayecTee oby4aHA GNA perynupyio-
LMY OPrasos 1 He Beind 3a8eplleH KEaKMMH-NHE0 OTYETaMK UNK NEpeYHEM [e3YNETATOR, HE pacCMaTpuBa-
HITCA KaK 4NpOBEpOYHEIE AYVOMTE» B KOHTEKCTE JaMHOND NYHKTA.

926 AYOWTOPCKAA OpradHd3IauwA, NPpoBOOALIEA NepBEHYHBIR ayauT, He NomeHa $OopMUpOBaTE Mo-
NOEATENEHOS IAKMOYMEHWE O TOM, YTO WArCTOBMTENE BRINONHAST perynupyiowwe Tpedopadua, ecnu (oM.
GHTF/SG3MN19:2012):

- QOHOMY WK Donee HeCOOTBETCTEMAM NDWCEOSHA NPadayqa Sy 1nu,

- Gonee ABYM HECOOTBETCTEWAM NPWCBOEHA rpajaums «dn.

9.2.7 AYOWUTOPCKaA OpTraHMIanmMa, NpoeonALLAR NEDEHYHBIR 3YOHT, OOMEHA WMETE JOCTATOMHBE M 0bk-
EXTHRHLIE CEWOETENLCTEA ANA NOOTESDHAEHNA CROSMD DRLUEHWA O COOTBETCTRMM MNKM HECOOTBETCTRHM DEry-
NUApyWrM Tpedosadnan.

9.2.8 AyOWUTOPCKAA OpraqHd3agna, NPoBOOALLAR NePBRYHEIN 3YOKT, HEé OONKHa (PoOpMUpOBATE NOMOHK-
TENLHOE JAKMOHEHAE O TOM, 4TO WArOTOBMTENE BLINOMNHAET PerynvpyowHe Tpebopanua, ecny ayauTopckan
ODTaHMIAUMA WMEET WHDOPMALMG, YEAILIBAIOWYIOD HA CYLECTROBAHWE CEDREIHON ONACHOCTH ANA ofwe-
CTEEHHOM 3nopoBEA. Takas MHpopMaLMa O0MmEHa GbiTe COOGLLEHa PEMYNIMDYIOLWKWM Opradam B Tedesue 5 pa-
BodKx AHeR (oM. 8.5.1).

9.3 NeATenkbHOCTE MO MHCNEKLMOHHOMY KOHTRONK

CneynansHebie TpEGOBaAHWA B OTHOWEHWM ayOWTORPCEMX OPraHMIaUMi, OCYLWBCTENAKLHWY ayouT
HITOTORMTENEW MEAWLUMHCKHX WAOB8NWA

9.3.1 WMHCNeKUWOHHBIE AYOWTH NOMEHEl BENKYATE aHANW3 MHUWOSHTOE, WMELWME OTHOWEHWE K Bea-
ONACHOCTA W YHELMOHANBHBIM XADAKTEDUCTHRAM MEOUUMHCKAY HAOENWl, B YacTHOCTH #anod, oT4YeTos o
npoGneMa, oTYeToR & MOMHTOPUHNE BeaonacHOCTH, OTIBIBOE NPOOYKLWA, KODPEKTUDYIOWMXY ASACTAUAX, NO-
ACHWTEMNBHBIX YESOOMITEHHH.

9.3.2 Lend WHCNEUWOHHBIX 3YOUTOR B TEYEHWE LUMKNA O0MEHLl O0AIATENEHD BKNKKYATE OUEBHEY pe-
ayneTaTUBHOCTH CME MaroToBrTenA B OTHOWEHWH NEPMMEHMMBEX DEMYNMPYIoW MK TPeBoBaHKi 1 BOISOMHCCTH
WMATOTORMTENA N0 BEMNONHEHKD ATWX TPEGoRaHWA. TaKe QONKHE PaCCMaTRHEATECA:

= HOBLI2 MNA MIMEHEHHBIE TEXHOMNOW B OTHOWEHWKA NESOYHLHANPoURCCOR (HANDHMED, NATEE Nog Jas-
NEHNEM, CTEPUNKIALKAY,

= HOBAA WK WIMEHEHHAR TEXHMYECKAR NOKYMEHTALWA, HMELAA OTHOWEHWE K COOTRETCTBYIKLLMM D
MYNADyYIoWwsEm TpedosaHHAM.

9.3.3 AYOWTOPCKAaA ODTaHM3aLMA MOMET NOATEEDWOATE CTATYC CEPTHRMKATE WIrOTOBMTENA Ha oc-
HOBE NONOEWTENBHLIX AAKMOYEHWA pPYKORCSGWTENA MEYNNel ayaura 8 cooTeetcTedd © n. 933 (a n b)
ISOMEC 17021-1:2015, 8Cnid TONBKO PYKOAOOMTENE TPYMNE &YAHTa HE ABNASTCA BHELLHWM aYTMTOROM, BHELL-
HAM TEXHHUECHEHM JHCNERTOM UMK ayOuTOpOoi WK TEXHHYECKHUM JECNepTOM CTODOHHEA opradMaaumi. Ecnm
PYHOBOOWTENE TPYMMNEl AYOUTA ABNASTCA BHELWHHM ayOUTODOM, BHEWHUM TEXHHHECKUM IKCNBDTOM UNK aygu-
TODOM WA TEXHHYECKKWM 3KCNEDTOM CTOPOHHER ODraHknIauuMi, Ta TpebyeTcA HEIARKCHMAR OUEHKA CO CTORO-

Hil 8YOUTORCKOH ORraHnIaLm.
9.4 Peceptrdivrauma

CneunansHeie TpaGoBaHWA B OTHOWEHWM ayOWTORCEMY OPraHMIaUWi, OCYLWBCTRENAKWMHE ayouT
HIroTORMTENEH MEOQMUMHCKHX H3genni

941 Uenw pecepTRDUEaLWOHHOMD ayauTa AomsHs OORIATENEHD BENIOYATE OLUEHEY B OTHOLIEHWH!

= pEAYNETATHEHOCTH CMK MaroToBrTENA 1M BEINONHEHWA MI NDHMEHMMEIX DEMYNMDYIOWWS TpebosanHii;
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= TEXHOMOMWA B OTHOLWEHWA NPOOYEKLWANPOUECCOR (HAnNpUlep, NHTEE NOA JaBneHden, CTEDRNAIALNA);

= COOTBETCTEMA TEXHMHYECKOR DOKYMEHTAUWHA HA NPOSYKLMID COOTEETCTEYIOWMM PEryMMDYIoLMm Tpebo-
BEAHMAM,

= BOAMOWHOCTH MITOTOBKMTENA NPOAEEaTE BRINONHATE 3TH TpebosaHMa.

942 AyOWTopcEan opradM3auMs DoNMHa NRaHHPoBaTE NPoBE0eHne pEcepTUMEALMOHHLIY ayauToD
TaK, YToDH OCTABANOCH ACCTATOYHOE BPeMA ONA 3aBEpWEeHMA NPOUECcCa PeCepTHhMKAUMK 40 OKOHUYaHMA
CpoKa neRcTeMA cepTudiukaTa.

9.4.3 AyowTopcxan opraHnaauns, NpoBogAWAaR PECEPTHEMEALMOHHEIR ayOUT MMM PACCMaTpMBAI0LENA
PENYNLETATE pEcepTUdHUKaUnE, e DonsHa GOpMAPOBaTE NONOMHTENEHOE IAKMICHEHKE O TOM, 4TO WAroTORMW-
TeNk BEMONHAET perynupyrowne Tpebosanna, ecnn (cu. GHTF/SG3N19:2012):

- oaHMoMY UNK Gonee HeCOOTRETCTEHAM NPUCBOSHA rpagauMa «5e Mnu

= bonee Opym HECOOTEETCTEHAM NPUCBOSHA rpagaumMa 4.,

9.4 4 AynWTOpCKAn OPraHKIauMA, NPOBOOALLAR DECcepTHRMEAUMOHHEIR SyQWT UMK NNSHWDYIoWan pe-
CEpTHDMEALMWID, O0MEHA MMETE JOCTATOYHLIE W HAOEMHEIE CEBMOETENECTEA ANA NOOTREDHOEHHA CBOSMD pe-
WEHWA O COOTRETCTRMM MMM HECOOTBETCTEMMH PEFYIIHDYIOWWM TReDoBaHWAM.

9.4.5 AyouTOpCKans OpraHnaauns, NpoBOgAWAR PECEPTHRNKALMOHHEIR YOHT MMM DACCMATDMBAI0LANA
pPEIYNLTATE PECEPTUDNKALWA, HE DoNHHa POPMHDPOBaTE NONOMHTENEHOE IZKMICHEHKE O TOM, 4TO MIroToBM-
TEMNE BLINONHAET DErynpylwmMe TpeSosaHnA, BCnin ayOWTOPCKAR OPradnIaunA MMEeeT MHpopMaumio, yra-
SHBEIIOWYID HA CYLLECTEORAHKE CEDBEIHON ONacHoCTH oNA oblWecTEeHHOM 30opossa. Takas uHdopMmayma
OoN#HA GeiTe COoBLEHA NPUIHAIOLWME PENYNARYIOWWM Opradam B Tedende 5 pabouny gHei (Cm.B8.5.1).

9.4.6 AyOWMTOPCKAA OPraHMIanHMa GONKHE NPOoBOOHTE SYOMT BCEX NPOMIB0ICTREHHEIX NNOWAT0K, KOTO=
phig yKalaHel B cepTudmikare. MNowanky, OTHOCALWMECA K CHCTEME MEHEMMENTA KaYecTEa HIOTOBKTENA,
HO NpOREDAEMBIE OUCTAHLMOHHO, HE O0MEHSl GbTh YEA3aHL B cepTriDMEaTE.

9.5 CneuHansHiLe ayauTel

YNONHOMOUMBRIOWME PEFYIMDYIOWWE OPraksl MOTYT CAMOCTOATENEHE NPOBOARTE CNEUMANLHBIE aYaH-
Thi, BEMIOYARA BHENMNAHOBLIE AyOWTE B N0B0R MOMEHT, KO0A 3T0 HEoBXOOKMO W COOTRETCTEYET MX I0PNGOME-
Wi, Llensio aygWMToR CO CTOPOHE YNONHOMOYABSIOWMY PEryNWPYIOWHMY OPrakloa ABNRIOTCA OOHOBPEMEHHD
KAK AYAUT WATOTOBWTENA MESWLUMHCKWX MANENWH, TAK ¥ OLUEHHEAHWE ayOUTODCKON CRraHUaaLMy.

CneyrantHele TpeGoBaAHWA B OTHOWEHHW AYQMTOPCKAX OPradHMIauni, ocyLWecTBNAK WMWY ayonT
HIrOTOBMTENEA MEMLMHCKMX MaaenMi

9.5.1 No TpeboBaHKKD YNOMHOMOYWBLLEND PErynHMDyYIOLWEeTrs Oprada ayquTopCEad opraHMIaUMs oomeHa
NPOBCOMTE CRELMANEHSLIN SYQUT WINTOBKMTENA NOY PYKOBOACTEOM PeryNdpyiowen oprada, satpefosaswero
TaKOR ayoWT.

952 Kpurepuu ONA BHENNAHOBRX CREUWaNbHEX ayguToa.

1) AyOWTOpCKAR OpraHM3auMA OOMEHa NPOB0OWTE BHEMNAHOBEE AYOWTel, BCNW NPegwecTEyHW e
AYONTEL YHAILIBAKT HA CEPLEIHEE WK HACThIE HECOOTEETCTEMA. AYAMTOPCKAR OPraHMIaLMA BONMHE NpH-
MeHATE GHTF/SG3MN19:2012 gna onpeengHna Toro, RSENAKTCA N HECOOTBETCTEMA CYLUEBCTEEHHBIMN, Ya-
CThiBW WK NOCAYHWBWWMA NPMYAHCH BRIMYCKa HECOOTBETCTEYIOWMY MEOHUWHCKNY Wagen@i B obpawerme.
BHennaHoakid ayguT aomsed GsiTe NpOBE0EH B CNy4Yase CNeayiolvy peiynsTaTos NpedwUecTey0WEnd ayouTa:

- OOHOMY Uni Bonee HeCOOTAETCTEHAM NPHCEOEHA rPafaUMa «5s KK

- Bonee OBYM HECOOTEETCTBMAM NPUCBOEHA rpagauma sde.

MpoaeneHre BHENMAHOBEY AYOQWTOE HE J0MEHE GhTh 3ANNAHUPOBAHHLIM W QOMKHD ARMATLCA OON0N-
HEHHERM K OObIYHBI 3ANNAHWPOBAHKBIM AY0UTaM. B cny4as BHENNAHOBOND AY0WUTE NO NDWYKHE YACTRIX He-
COOTBETCTEMA AW BbINYCKA HECOOTBETCTEVIOLIMY MEOHLMHCKMY M3NENUA ayOWTOPCKanA OPraHkuaanna SonmHa
NPeAcCTARMTE HATOTORMTENIO NpMMepHo B—9 Mmecaues ANA OCYIWBCTRNEHUA KODDeKTUDYIOWNY OeRcTBMiA,
SCIMA TONLED WAFOTOBMTENS HE NPEACCTABWN CAMOETENECTREA TOMD, Y4Te KOPDEeKTHDYIoWWE JERACTENA BLiNY Bl
nonHeHs padee. BHennadoese ayauTsl JomssHsl OsiTe clDOKYCHDOBAHL! Ha HECOOTEETCTEMAX, MK KOPDEKLMM,
KOPPEXTHRYIILLME OSRCTEMAX, NRPEOANDHHATEX K3K B OTHOLWEHWH CMCTEMBl MEHEIMMEHTA KA4SCTES WIrQTOBM-
TEMA, TAK 1 B OTHOWEHWA MEWLAHCKMY HATENWA, HAOTORNEHHEIX B NEDHUO BHABMSHWA HECOOTRETCTEMA, KaK
YHE BRINYWEHHBY B oBpaliese, Tak 1 e HaXodAWMECR Nod YNPaeneHMeM HaroToErTens.

B kasecToe ofUero NpAEMna, BHENNAHOBLIA ayOuT JonMed beiTe NPOBEOEH N0 MEHLLUER MEpe OBYMA
AYOWTOPaMK 1M HE O0NMEH QNUTECA MEHEE OOHOMD OHA.

2) AYOWTOpCHME OpraHAZaLMA OMKHE NPOBCOMTE BHENNAHOBEE 3YOUTEl, BCNK KOHKPETHAA MHDopMa-
UWA NaeT CCHOBAHWA NPEONONAraTe HANHYMe CepbEIHLIX HECOOTEETCTEMA B OTHOWEHKKM WiNenWid WM B oT-

13
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HMOLLEHAM MIFOTORWTENA, MK YNONHOMOYHBIIHE DEMYNHDYIOWWE ODTaHb TPeDYIOT NEPOBSAEHHA BHENNAHOBEX
ayguTona. Takue BHENNAHOBLE ayOWTel DONKHE BbiTe OCHOBAHE HA MHODMALWA N0 CEPEE3HEIM HECOOTRET-
CTEMAM WM Ha TRESORAMWK YNONHOMOYHMBLLIMY DEryNHPYIOWMY ODraHos.

3} Mpoeegese BHEMNAHOBLN AYOMTOR aHA MECTEH Y WITCTOBMTENA WK Y @N0 KPUTHYECKX nocTae-
LMK MOMHHO ShiTh NPEayCMOTPEHD YCNOBMAMN GOMOBO00E KaK MEMOY MAMOTOBMTENEM W KPUTUHECHUMI No-
CTABLLMKAMMW, TAK 1 MEXTDY aYOWTODCKDR OpradMaaumMen i narotoeydTenas. EcCny anA NocewesHa cTpaMb-1a-
roToRWTENA TpedyeTcA BK3a, TO YCNoRWA OOrCROPE MOMYT COOQEDHATE B KAYECTRE NPUNOHEHHE NDHINAILSHWE
0 NOCELEHHH HITOTOEMTENA W er KPWTHYSCKWX NoCTaswHWKos 8 Moboe BpemMa C© OTHPLITOR JaTOR BMIKTA.
YonoBRWA AOMOBOPOR MOMYT CONEDMATE B KAYSCTES NPUNOMEHWA SHANOTHYHEE NPHTIAWEHHA OT KPUTHUYECKHMK
MOCTABLMECE. ¥CNoaMA QOroaopoR OoNHHE 03BaTE NPAB0 AYOWTORCKOR OPraH|3auWs pacToprHyTE Q0roaop,
BCIH B0AMOKHOCTL NPOEENEHNA BHENNAHOBLIX 3YAHTOB MINOTORMTENA MNK M0 KPUTHUHECKHY NOCTABLMKGE He
ofecnevrBaeTcH. TamwKe YCNOBMA OOM0BOPA MOMYT BENMHETE MEPE CO CTOPOHE! 2YOWMTOPCKOR OpraHM3IaLMm
no obecnedednn Ge3onacHocTi ayoUuTopoR. 3TO MOHET BEMIOYAETE AEHEMHEIE KOMNIEHCALKA aYOMTODaM, Bhi-
MONHAKLLWM BHENNAHO08RIE AYAXTEl, 3 TAKWE rapaHTMH DeaonacHoCTIA.

9.5.3 AYIWTOPCKAA OPraHWIaLWMA, BENONHAIOWAA CNEUWansHEIR ayauT No TpEGoBaHWD YNONHOMOYKE-
WErD e PEryndpyIoWens oprasda Wik BHennadoBLi ayguT No KpUTEpHAM, YHAZaHHEIM B HACTOALWEM OOKY-
MEHTE, ACMHHA NPEOCCTABWTE PEMYNMDYIOWEMY 0prady oTYeT No ayguTy He noadses 15 gHel o nocnegHers
OHA ayguTa.

9.6 MNpuocTaHoBNEHWE, OTMEHA AEWCTEWA COPTHMHEATA UMK CYXMeHWE 0BNACTH capTHhUKALIWA

CneyuansHebie TPEGOBAHKMA B OTHOWEHWM AYOWTORCKMX OPTAHMIALMEA, OCYILeCTEMAKLLAX ayauT
HIFOTORMTENEW MEJWLUMHCKME WIO8NHA

961 Ecnv ayauTopocKas OpraHvsauMa NPUOCTaHaBNWBAET, OTMEHAET ASACTBME MNK cymaeT obnacTe
CERTURMEALWMA, TO OHA JONKHA NDOKWHDODMUDOEATE YIONHCMOYUBLIKE &8 DEMYNHDYIOLLWE OpraHb.

9.7 AnennAaunK

CneynansHble TPEBORAHWA B OTHOWEHHW aYAWUTORCKHY OPraHMIagMi, ocyLWECTENAKLIAX ayauT
HIrOTORMTENEH MaOMLUMHCKME WIOenHA
CneywansHeie TpeboBaHUA OTCYTCTEYIOT.

9.8 ManoOkl

CneyMansHebie TPEGOBAHNMA B OTHOWEHWM AYOWTORCKMX OPTAHMIALME, OCYLLECTEMNAKILLAX ayauT
HIFOTORMTENEW MEOWLMHCKME WIO8NHA

9.B.1 AyoWMTOpCKaA OpraHuaauMA JoNHHa NegeHanpasnATe YNONHOMOYVBILWMA B8 DEryNHpyHoWL MM op-
rasam manobs (HanpuMep, CogepMallve KpWTHYESCKY 0 MHGMOpMaUMIo), HOTODENE OHA NOMNYYaeT B OTHOLLIEHHM
WATOTOBRMTENER MEQUUMHCKNY HAOENKWA W KOTODHE MOMYT YHA3LIBaTe Ha Npotnemesl, cEBAZaHHee ¢ Ge3lonac-
HOCTEI, EYHELAOHANBHBIMA XADAKTEDUCTHEAMKE MEOWLHHCKMY HAO8nHid WnH pUckoM Ana oblWUecTREHHDTD
ANOpPoBEA.

9.9 3anMcui O JIARABMTENAN W 3aKaTuMea

CneunansHikie ThaGoBaHWA B OTHOWEHWM aYOMTOPCKMX OPraHMIALMA, OCYLLGCTRNAKLMY Y OHT
HIroTOBRMTENEW MEOWUMHCKMX W3OenMA
CneuranesHe:e TpeboBaHWA OTCYTCTEYIOT.

10 TpeboBaHMA K CUCTEME MEHEOMMEHTA KavecTea ANA ayAMTOPCKMX
opraHuzauuni

10.1 BapwaHTtii

CneynansHeie TpeSoBaHWA B OTHOWEHWW aYOWTOPCKMX OPraHMIaUMi, OCYLWECTENAKLLME ayouT
HAroTORMTENEAW MEOQMUMHCKMX Wagenui

10.1.1 AYBMTOPCKan OpradKaaumna JomsHa pa3paboTare, AoNYMeHTMPOBaTk, BHEOPUTE, NOAJepKUBaT
W WCNONLIOBATE CUCTEMY MEHBIMMEHTA KAYeCTBa, HOTOPaA COOTBETCTEYET BMgam, oBnactd u obbemy e
AyOMTOR, 3 TaKKe JOoN¥HA NoQOenBaTE U EMOHCTPHWPOEATE BuINGNHeHre TReDoaaHHi NPUMEHMMOID pary-
NHPOBAHMA N MEJULIMHCKMM HADENAAM W DeTy DY MY NONATHENPOrpEii.
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10.1.2 AYOMTOpPCKAR OpraHM3alWa QOMKHa COXPaHATE Janucy O COOTBETCTRWKY TpebosaHHAM HacToA-
Wero cTaHgapTa He meHee 15 net.

10.1.3 AyOWMTOpPCKAR OPradUIanka OoNKHa NPOBOOMTE CUBHKY, MOHWMTODHHD K AHANK3 CBOEA NpOrpam-
Mil ayauTos AR ciopa MHAQOPMaLKWE B OTHOWEHKK XapakTepUCTHK 1 TREHOO0E B CBOWMX NPOUECcCaX, B 4acT-
HOCTM: LBNOCTHOCTA CTYETOR Mo ayOqTaM, NPEOBIATOCTH B BuABNEHHEX HECOOTRETCTAMAX, oDpaTHOR CBRIK
OT MAMCTOBWMTENEN MEQWUWHCKAX WAOenKA |1 T.0.

10.1.4 AyouTopcKas OpradWIayua, Wononeayiowan kaxk Bapuwawt A, Tak w Bapwawt B n. 10
ISQIEC 17021-1.20135, 0oMmsHa NPOBOOKTE BHYTPEHHWE aydWThl, KOTOPEIE BKMKOYAKT BCE &2 OdMchl, yya-
CTEYIOLWE B NPOUBCCE AYAWTOR Ha COOTBETCTREWE PEryNUpYIOLWM TPeSoRAHMAM.

10.2 Bapuanr A: TpeSoBaHWA K CHECTEME MEHEOXMEHTA B cooTBeTeTEMM ¢ IS0 9001

CneyvankHsie TpeSonaHWA B OTHOLWEHHK AYAMTOPCKHNX OPradHWIauni, ocylecTRNAKLWMWY 3y aHT
HIrOTOBMTENEA MegHUMHCKHX MaOenMi
CneyuansHeie TpeoBaHMA OTCYTCTRYIOT.

10.3 BapuwanTt B: ObBwme TpeboBaHWA K CHCTEME MEHEKMEHTA

CneydaneHele TpeGoBaHWA B OTHOWEHHKW AYAMTOPCKHAY OPradHMIauni, ocyLWecTENAKWAY ayquT
HIrOTOBMTENEH MEOWLIMHCHKWE MIOenKA
CneyvansHsie TpeboBasia OTCyTCTRYIOT.

11 OTMeHa yNnonHOMo4MBaHWA ayOUTOPCKOW OPraHK3aumMm

¥NonHosMo4MBAHWE ayAWTOPCKOR OpraHMIayMy NoMmeHe GkiTh OTOABAHO, &CNK 8YIWTOPCKAA Opraduaa-
UWA HE YOOBNETEORAET TRpeBoBaHWAM HACTOALEND CTAHAAPTA B peanuvaauuMy COOTEETCTBYIOWME NpOUSCCos.
B oTHOWeEHMY JansHedweRn nHopManiy No oTasisy ynonHomodreadsa oM. IMDRFIMDEAPWGEMA1.
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Npunoxedwe 0A
(CnpaeoYHoe)

CeegeHMA O COOTEETCTEWH COBINOYHLIX MEXOYHAPOOHEIX CTAHAAPTOR HAUMOHANLHEIM CTAHOAPTAM
Pocewichon @engepauymn (W OBACTEYIOWWM B 3TOM KA4Y8CTES MEHIOCYOAPCTEEHHLIM CTAHAAPTAM)

Tabnuua O&1

OfoansusHAE CoNOURaNT Cremene

OEAInASEHHE M HAMMEHOBAHRE CGBIN GMETD HAYMOHENEHENT CTAHIapTS
MERAFHAPAQHAMN STANGAPTR copTRaTcTann

ISOVEC 17021-1:2015 — &

ISCAEC 17000:2004 10T MOCT ISQVEC 17000—2012 aCOusHEa codTeETCTEMA. CRosaps v ob-
L8 MPEHLMIED

* COOTEETCTEYHILLMA HALWMOHANEHEA CTAHOART oTeyTeTEyeT. [0 aro yTEEpHOEHHR PEKOMEHOYETCA MCNONSI0EATE
NepaBEng HA PYCCHHA R3LIK OaHHO M MEROYHEPOOHON CTAHOAPTA.

Mpuumeavanue — B HacToRwER TAGNMUES MCNONLIDBAHD CREOYHLWEES yonoeHos 0003HTHEHWE CTENSHW Co-
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YK 006.83:006.354 OKC 03.120.10 KN 94 000
11.040.01

Kniuenkiea cNOBA CMCTEME MEHEMHMEHTA KAHBCTER, WANENHR MENWUMHCKKE, TPeGoBaHMA K ayauTopCKMM
OpPraHKaaLMAM, 3¥OuT Ha COOTRETCTEHE DEMYIMPVIOLLMA TReGOEIHUAM, MATOTOBMTENH MELWNLMHCKMX WIDenwi

Pegaxtop H.A. ApzyHoea
TexHuackdid penaktop 5.4, Domueas
Koppekrop MM, Nepuaiuna
KomneloTepHar eapctka E.E. Kpysoaa

Caoaso o mabop 04.04 2018, Moanucasio o peuate 12.04 2018 Daopmar G048 Ve Fapumrypa Apuan
¥Yon. new. n. 232, Yu-nag. n. 1,90, Tupam 31 3ka. Jar. 1018

Magano w ormesarana po @Y aCTAHOAPTHAHE 0Py, 123885 Mosksa, Mpanatrisi nep., 4
www.gostinforu  info@gostinforu



