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CgeeHust 0 JIOKyMeHTe

1. PASPABOTAHO: OC UCM «3Heprus miroc»
2. VTBEPXXJIEH 1 BBEJIEH B JIEICTBUE

[Tpukazom OO0 «ueprus mmoc» ot 27.07.2026 Ne 09 OC UCM
HpI/IMe‘IaHI/IeI yKa?,aHHI;IfI puKas, IIOMHMO apovero COACPIKUT CBHJCTCIIBCTBA O3HaKOMJICHUA
nepconana OO0 «3OHeprus MIOC» ¢ yTBEPKIAEHHBIM U BBEIEHHBIM B IeHCTBUE TOKYMEHTOM.

3. BBEJIEH B3amen P/l OC 04 Bepcus 14.

Bce BHyTpeHHHE JOKYMEHTBI CHUCTEMbl MEHEIKMEHTA KadecTBa SBIIAIOTCS COOCTBEHHOCTBIO
OO1m1ecTBa ¢ OrpaHUYEHHONW OTBETCTBEHHOCTBIO « DHEPTHSI TUIIOCY», IOITOMY HPEACTABICHUE UX CTOPOHHUM
OpraHu3alysIM U JIMIaM OCYILECTBIIETCS TOJIBKO C pa3peleHHs FeHepaabHoro aupekropa OomecTsa ¢ orpa-
HUYEHHON OTBETCTBEHHOCTBIO « DHEPTHUs ILIHOCH.
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Beenenune

Hacrosimuii JOKyMEHT COJEPKHUT cXeMy CepTH(PUKAIUN CHCTEMbl MEHEI:KMEHTA - OMHCAaHUE CH-
CTEMBbI OLICHKH COOTBETCTBHUS, OTHOCAIIYIOCS K CUCTEME MeHekMeHTa, yctaHoBieHHoM B 'OCT ISO 13485,
U COJICPKUT TPEOOBaHUS K TIPOIECCY, BBITIOTHAEMOMY OPraHOM IO CepTU(HUKAIIMN B COOTBETCTBHUU C pasJie-
aom 9 TOCT P UCO/MDK 17021-1, u pa3paboTaH B COOTBETCTBHU KPUTECPUSIMH aKKPEIUTAIIMA OPTaHOB I10
ceprudUKaK CHCTEM MEHEPKMEHTa, YTBEPKACHHBIX MpuKazoM MuHIKoHOMpa3Butus Poccuu ot 26 oOk-
Ta0pst 2020 1. No 707 «O0 yTBEpKICHHH KPUTEPHUEB aKKPEAUTAIIMHN U TIEPEUHsI JOKYMEHTOB, IMOJITBEPK/Ia0-
IIMX COOTBETCTBUE 3asIBUTENIS, AKKPEIUTOBAHHOTO JIUIA KPUTEPHUSAM aKKPEAUTALIII).

JlanHasi cxema nMpUMeHsIeTCs A cepTU(UKaIi OpraHu3alni, MMEIOIINX OJIHY MU HECKOJIBKO MPo-
M3BOJICTBEHHBIX IUIOLIAZ0K (MECT OCYIIECTBICHUS JACSITEIILHOCTH).
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1 OOuacTtb npuMeHeHUSs

Hacrosimuii 1okyMeHT pa3paboTaH C LEelIbl0 OPraHu3aluH JeSITEIbHOCTH 10 CEPTH(PUKAINN CHCTEM
MeHepKMeHTa kadecTBa Ha coorBercTBre ['OCT ISO 13485 B oprane no cepTuUKaIMi HHTETPUPOBAHHBIX
cucteM MeHekMeHTa «Heprus mwnoc» OO0 «3ueprus mmocy (nanee — OC UCM «3Oueprus mitocy). Ho-
KyMEHT yCTaHaBIIMBACT MOPAIOK cepTudukanuu cucteM MeHepxkMenta B OC MCM «3Dueprus mitoc» Ha co-
oteercTBre ['OCT ISO 13485 cornmacno 'OCT P UCO/MOK 17021-1.

2 HopmaTuBHBIE CCHLIKH

[Tpuka3 MunskoHompasutust Poccun ot 26 oxTs10pst 2020 1. Ne 707 «O6 yTBepKICHUN KPUTEPUEB aKKPEIH-
TalM{ U NepedHs JOKYMEHTOB, IOATBEPKAAIOLINX COOTBETCTBHE 3asBUTENS], aKKPEAUTOBAHHOI'O JINLA KPUTEPHUSIM aK-
KpeAUTaLum»

[Ipuxa3z MunuctepcTBa 3npaBooxpanenns Poccutickoit @enepanuu ot 6 utoHs 2012 r. N 41 «O0 yTBepKaIeHIH
HOMEHKJIaTYpPHOH Kiaccu(puKanuyu MEJUIUHCKUX H3AEIUN»

Tpynosoii kogexc Poccuiickoit @enepannu ot 30.12.2001 N 197-03

I'OCT P UCO/MDK 17021-1-2017 Ouenka coorBeTcTBHS. TpeOoBaHMs K opraHaM, IPOBOIAIINM ayaAuT U
ceprudukanuio cucteM MeHemxkMeHTa. Yacte 1. Tpebosanus (1o natel BBeaeHwus B aeiicteue [[OCT P UCO/MOK
17021-1-2025)

I'OCT P UCO/M3K 17021-1-2025 Ouenka cooTBeTCTBUsA. TpeOOBaHUS K OpraHaM, MPOBOISIINM
ayJUT U CepTH(HKAINIO CUCTeM MeHeKkMeHTa. Yacts 1. TpeboBaHus (C 1aThl BBEACHHUS B ICHCTBHE)

I'OCT P UCO/MBK 17021-3-2021 Onenxka coorBeTcTBHs. TpeboBaHMs K OpraHaM, IPOBOISAIINM ayIUT U Cep-
TUPHUKAIHIO CUCTeM MeHePKMeHTa. YacTh 3. TpeGoBaHUsI K KOMIIETEHTHOCTH JJIs IPOBEACHUS ayJUTa U cepTH(GUKAUH
CHUCTEM MEHEIKMEHTa KauyecTBa

I'OCT P UCO 19011-2021 OueHka cooTBeTCTBUS. PyKoBOIAIIME YKa3aHUS 1O IMPOBEICHUIO ayAUTa CUCTEM
MEHEKMEHTa

I'OCT ISO 13485-2017 Uznenust mequnuackre. CHCTEMBI MEHEDKMEHTA KadecTBa. 1peOOBaHMS TS LIeJIeH
peryiaupoBaHUS

I'OCT P 70510-2022 Ouenka coorBercTBus. [I[puMeHeHne HHPOPMAITIOHHO-KOMMYHHUKAIIHOHHBIX TEXHOIOTUH
(UKT) B memsix ayauta/oneHKu

IAF MD 5:2023 Onpenesnenre mpoaoKUTENbHOCTH ayIUTa CUCTEMbI MEHE)KMEHTa KauyecTBa, CUCTEMBI 3KO-
JIOTHYECKOI'0 MEHEIXKMEHTA, U CUCTEMbl MEHE/PKMEHTA OXPaHbl 310pOBbs U 0€30MIaCHOCTH Tpya

IAF MD 17:2023 CBunetenbckas e TeIbHOCTD 110 aKKPEAUTAIINU OPTAHOB 10 CePTH(DUKAIINH CUCTEM MEHEIK-
MEHTa

IAF MD 1:2023 O6s3atenbHblii AoKyMeHT IAF ni1st aynuTa u ceprudukaniyi CUCTEMbl MEHEIKMEHTa OpraHu-
3aIuii, IMEIOIINX HECKOIBKO MECT OCYIIECTBIIEHUS AesiTenbHOCcTH Obs13aTenpHbid JokyMeHT [AF mist ayaura u ceptu-
(uKanuy cUCTEMBl MEHEKMEHTA OpraHu3alui, UMEIOIINX CETh NPeANPHUATHI

I'OCT P 70621-2022 Ouenka coorBerctBus. [Ipumenenne MCO/MOK 17021-1 B obmactu cucteM MEHEIK-
MeHTa KadecTBa MeauimHckux m3aemnid (MCO 13485)

IT OC 01 IonoxxeHue no ymnpapiIeHUIO aNeUISIUSIMU U ’KajJo0aMu

IT OC 02 INonoxxenue o cucreme odecreueHus HE3aBUCUMOCTH U OECTIPUCTPACTHOCTH IO CepTH(UKAIIUY TTPH
OCYIIIECTBIICHUH JESTETHHOCTH

IT OC 03 IlonoxxeHnue o MopsiAKE yrnpaBieHUs: OJaHKaMU COOTBETCTBUS CUCTEM MEHEIKMEHTA

PJ1 OC 01 YnpaBneHue TOKyMEHTaMHU.

HpuMeanI/Ie - HpI/I IOJIb30BAaHUHU HACTOALLKUM JOKYMEHTOM LICJ'ICCOOﬁpEBHO TNIPOBEPUTH JICHCTBUE CCBHUIOYHBIX CTaHAapTOB (CBOHOB TPaBUJI M/WIH KIIACCH(HKATOPOB) B
uHPOPMALMOHHOI cHcTeMe 00IIEro NoIb30BaHUs - Ha OQULMAILHOM CaiiTe (eepaIbHOro OpraHa NCIOIHUTENBHOM BacTu B chepe CTaHAapTH3aLMK B CETH VIHTEPHET MIIM IO €XKEroiHO H31aBaeMoMy HH(OPMAILIMOH-
HOMY yKasateno "HannonanbHeie cranapTel”, KOTOPbII 0y G/IHKOBAH 110 COCTOSIHMIO Ha | SHBapsi TEKYILIEro rojia, ¥ 110 BBITYCKaM €KEMECSYHO W3/1aBaeMoro HH(OpMamoHHoro ykasarens "Haiuonanbuble cTanaapTsl”
3a TeKyLuii rox. Eciiu 3aMeHeH CChUIOUHBIH CTAHAAPT (JOKYMEHT), Ha KOTOPBIil JaHa HEJaTHPOBAHHAS CCHUIKA, TO PEKOMEHIYETCSl MCIIOJIb30BATh JCHCTBYIONIYI0 BEPCHIO 3TOr0 CTAHAAPTa (JOKYMEHTa) C YyYETOM BCEX
BHECCHHBIX B JIAHHYIO BEPCUIO H3MEHEHHH. EciM 3aMeHeH CChUIOUHBIH CTAaHAApT (IOKYMEHT), Ha KOTOPBIH JaHa JaTHPOBAHHAS CCBUIKA, TO PEKOMEH/IYETCS HCIOIb30BaTh BEPCHIO 9TOrO CTAHAAPTA (IOKYMEHTA) C yKa-
3aHHBIM BBIIIE FOAOM YTBepKAeHUs (MpuHsTHs). Eciu mociie yTBepKACHHUs HACTOALIErO CTAaHAApTa B CCHUIOYHBIN CTAHAAPT (IOKYMEHT), Ha KOTOPbIH JaHA JaTHPOBAHHAs CChLIKA, BHECCHO N3MECHEHHUE, 3aTParuBaoLIee
TIOJI0XKEHHE, Ha KOTOPOE JaHa CChUIKA, TO TO MOJIOKEHUE PEKOMEH/IYETCs IPHMEHSTh 0e3 ydeTa JaHHOro u3MeHeHus. Eciu cchutouHbIil CTaHAapT (I0KyMEHT) OTMEHEH 0e3 3aMEHBI, TO IIOJI0XKCHHE, B KOTOPOM JaHa
CCBUIKA Ha HErO, PEKOMEH/YETCSI IPUMEHSTH B YaCTH, HE 3aTPAruBAIOILECH Ty CCBUIKY.
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3  TepMHHBI M COKPALLIEHUS
3.1 Tepmunsl
B noxymente npumenstorcs Tepmussbl o 'OCT P UCO 19011, TOCT P UICO/MBK 17021-1.

3.2 CoxkpauieHus
B nacrosieM qokymeHTe ucnolib3oBanbl cokpaiienus u3 [AF MD 5 u cnegyroniye cokpaiieHus:

CM — cucreMa MEHEI)KMEHTa KauecTBa MII — MeguIMHCKOE IPOU3BOJACTBO
HJI — HopMaTuBHAs JOKYMEHTAIUS OC - opran 1o cepruduranuu

YKOIII — ycunenHas kBatupUIIMpOBaHHAS JICKTPOHHAS ITOITUCH

IO — 371eKTPOHHBIN JOKYMEHTOOOOPOT —CI10cO0 0OMEHa JOKYMEHTAMU B 3JIEKTPOHHOM BH/JIE C TIOMOIIIBIO
ceTu VIHTepHET U crenualIbHbIX CUCTEM C IPUMEHEHHEM uieKTpoHHOM noanucu. OC UCM "Dueprus mmtoc"
ABIIAETCS CTPYKTYpHbIM noapasneneaueM OO0 «OHeprus IIC», KOTOPOE BBICTYIAET 3asBUTEIEM IIPU aK-
Kkpeautauuu. B cBsi3u ¢ 3tuM nipu oomene no 9/10 3aBepeHHE TOKYMEHTOB IIPAaBOMEPHO OCYILIECTBIISIETCS
pykosoguteineM ropuandeckoro auna OO0 «DHeprus MIHCy) WM 10 JOBEPEHHOCTH OT HETO.

caiit OC — caiit B uHpOpPMALIMOHHO-TEIEKOMMYHUKAIMOHHOHN ceTu "MHTepHeT", ynpaBiseMblil B OpSIKE,
ycranoBiaeHHoM B PK OC.

4 IlpuHIUNBI
[Ipu ocymectBinenun aestenbHocTy OC pyKOBOJACTBYETCS NMPHUHLMIIAMU, NEPEUUCIEHHBIMU B p. 4
I'OCT P UICO/MDK 17021-1.

5 Ilopsgoxk nmogayu 3asiBKU
5.1 3asBka Ha cepTHUPUKALINIO

OcHoBanuem 115 Havana paboT OC ciyXuT 3asBKa 1o Gopme, MpeACTaBICHHON B MPUIOKEHUH A U
MaTtepuaibl 1o npuiiokeruio A-1. Ecnu BMecto 3asaBku B OC ObUIO HampaBlieHO MUCEMO-00paIieHue, OHO
MOJIBEpPraeTcsl aHAIM3y aHAJIOTUYHOMY aHaJN3y 3asiBKU U COMPOBOXKIIAETCS OTBETOM B CBOOOAHOMN dopme ¢
MOSICHEHHEM O HeOOXOIMMOCTH JIsl Hadalia padoT MPETOCTaBUTh 3asBKY YCTaHOBJICHHOH ()OPMBL.

5.2 Amnanus 3adBKH

OC npoBoaUT aHANIN3 3a4BKH (MMCbMO-00paIlleHNe) B YaCTH PUCKOB YIpo3 OECIIPUCTPACTHOCTHU U JUIS
orpezeNieHus: BO3MOKHOCTH MPOBEIEHUS CEPTUDUKALINU C YUETOM:

- OLIEHKHU COOTBETCTBHs 0bnactu ceptudukanun CM 3akazumka u odnactu akkpeauramuu OC;

- Haimuuuda B OC HeoOxoaumMon HHPOopMaIUK AJ1s INIAHUPOBaHUs ayAuTa (paciooKeHUe OpraHu3aliiy,
YHUCIEHHOCTh pAOOTHHUKOB, CBEICHUS 00 ayTCOPCUHTOBBIX MPOIECCaX, UCIIOJIb30BAaHUE KOHCYIbTaTHB-
HBIX YCIIYT IO CUCTEME MEHEIKMEHTA MpH €€ JOKYMEHTUPOBAHUU U BHEAPEHUH, IPEATOUYTUTENbHbIE
CPOKH MPOBEJCHUS ayIuTa, paOOUMii S3bIK ayUTa U 1Ip.);

- Haimnuug B OC BO3MOXKHOCTH MPOBEACHUS pabOT B CPOKH, MPEANOYTUTEIbHBIE ISl 3aKa3urKa, Halu-
4K COOTBETCTBYIOIUX PECYPCOB.

AHanmu3 M OLEHKY PHCKOB YIrpo3 OecrpHCTpPacTHOCTH MHPOBOJAT B MOPSAKE, YCTAHOBIEHHOM B
ITOC 02. IIpu aHanu3e Takke YUYUTHIBAIOTCS MPOYUE PUCKH, ycTaHOBIEHHbIE B 4.8 n 9.1.2, 9.4.1 I'OCT P
NCO/M3K 17021-1, uadopmanus oTpaxkaercss B OTUETE 110 aHAIU3Y 3asBKH (puiiokeHue b).

O cBoém pemienun OC UCM onoemaer 3akazuuka (npuwioxkenue B). Ilpu npunsTum pemeHus o
Hauase cepTH(UKAINU BBIIOIHSIIOT AeHCTBUS p. 6 U fasee. B ciiyuae HEBO3MOXKHOCTH IIPOBEIEHUS cepTUu-
Kalluu (OTpULIATENIbHOE 3aKJII0UEHUE B OTUETE MO aHAJU3Y 3asiBKU UJIM HEIOIMYCTUMBbIE PUCKH YIPO3 HE3aBH-
CHUMOCTH U O€CHpUCTPACTHOCTH oprana 1o ceptuduxannn) OC NuCbMEHHO U3BEIIAET 3aKa34unKa 00 OTKa3e C
000CHOBaHHMEM MPUHATOIO PEIICHUS.
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6 Paspabdorka nporpamMmbl ayauTa

6.1 TpeGoBanus K mporpamme cepTUPUKAIUOHHOTO ayIuTa

6.1.1 Jlyst 9eTKoro onpeesieHus ay IMTOPCKOM AesTelbHOCTH paboTHUK OC MpOBOAMBIINI aHATU3 3a-
SIBKU U MIPUJIAraeMbIX MaTE€pHUaioB U CBEJCHHUN B cooTBeTcTBUU ¢ TpeboBanusmu 9.1.3 TOCT P UCO/M3BK
17021-1 pa3pabarbiBaeT mporpammy ayanta 1 oGopmMIIseT o 0JHON u3 GhopM npunoxeHuit [

- I'-1 «IIporpamma ayauTta npu nepBoHadasibHoU cepTudukanuu — BAPUAHT 1»

I'-2 «IIporpamMma ayaura npu nepBoHadanbHoi ceprudukanuu — BAPUAHT 2»

I'-3 «IIporpamma aynuTa npu pecepTHGHUKALIUN.

I[Ipumeuanue: qonyckaercs NpH ONMCAHNUU BAPUAHTA CXeMbl CepTH(PUKANMU HCIOJIB30BATH KPaT-

Koe o0o3Hauenue B1 uam B2. cxema ceprudpuxannu Bl uiam B2,

6.1.2 Jlomyckaercs NpUMEHEHNE UHBIX BApUAHTOB, HE OITMCAHHBIX B IPUJIOKEHUSIX |, a Takke He IPOTH-
BOpEUAINX KPUTEPHUAM aKKpEAUTALNH, BKIIIOYas yctaHoBieHHbIM TpeboBanusm 'OCT P MICO/MOK 17021-1.
Onucanue MHOTO NMPUMEHEHHOTO BapuaHTa JIOJDKHO OBITH OTPa)XXeHO B mporpamme ceptudukanuu. Gopma

POrpaMMbl CBOOOTHASI.

6.2 IIporpamma ayauTa opraHu3anuii, MMeOIIUX CeTh MPeANPUsITHI

6.2.1 Ha ocHoBanuu TpeOOBaHUM, peryIHpyOIINX 00pallieHne MEAUIIMHCKUX U3ENNH, IS CXEMBI cep-
TUGUKAIMY TPOU3BOJCTB MEIUIMHCKUX H3JEJIUH HE JOMyCKaeTcs NpPHUMEHEHHE BBIOOPOYHOIO MeToja
otieHkH (mpu coomoaenuu TpedoBanuii 1. 9.1.5 TOCT P UCO/MOBK 17021-1 u n. MD 9.1.5 TOCT P 70621),

TaKuM 00pa3oM OpraH o cepTu(UKAIUU HE MOKET MpUMEHITh MeToooruio IAF MD 1.

6.2.2 B cnyuae ayauTa U cepTU(QHUKAUU CUCTEMbl MEHEI)KMEHTA OpraHU3alllii, UMEIOIIUX CEeTh Mpe-
HOPUSITUNA, KOTJIa OpraH no ceprudukanuu npumensiet nouoxxkenus IAF MD 1, atan 2 1 MHCTIEKIIMOHHBIE KOH-

TPOJIN OAOJIPKHBI OBITh YKa3aHbl B IpOTrpaMMe ayIuTa JJIsd KaxKa0i BBI6paHH01>i HpOHSBOHCTBeHHOﬁ IUIOMIadKH.

6.2.3 Jlns kaxoro o0bekTa BHIOOPKH TOJIKEH OBITh BHIOpaH OAMH U3 BapUAHTOB MPUMEHEHHS CXEMBbI
ceptudukanmu o n. 6.2.1 u npumenens! ocranbuble nonoxenus Pl OC 04. ITpu Benenun 3anuceii mo ¢op-
mam PJ] OC 04 yxa3bpIBaeTcsl, 4TO 3alKMCh COCTaBJIeHA JJIs Cllydas ayJJuTa U CepTH(PHUKAIUN CUCTEMbI MEHE K-
MEHTa OpraHU3alil, UMEIOIIUX CETh MPEAIPHUITHIA.

6.3 Ilporpamma aynuta sIBIS€TCS IPUIOKEHUEM K JOTOBOPY U MPOXOIUT COIIACOBAHUE C 3aKa3YHKOM
Ha JTalle COIVIaCOBAHUs YCIOBUH 10roBopa. PekomeHnayemas popma 10roBopa yTBEpKAAETCS IPUKA30M.

6.4 HMudopmaruio o 0roBope 3aHOCAT B XypHall «PeecTp 10roBopoB» C yKazaHUEM, KaK MUHUMYM

CICAYIOIUX JAaHHBIX: HOMCP U AaTa JOTOBOpa, HAMMCHOBAHUEC 3asBUTCIIA, HAJIUMYHUC B apXHUBC 6yxranTepHH

MOJIMTMCAaHHOTO JIOTOBOPA.
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7 OmnpenejieHue NPOJOIKUTETbHOCTH AyAUTA
7.1 TpeGoBaHHs K ONpPENEICHUIO MPOJAOKUTEIBHOCTH ayuTa

Okcnepr OC UCM onpeaenser npoaoKUTENIBHOCTh ayauTa B cootBerctBuu ¢ 9.1.4 TOCT P
NCO/MDK 17021-1 B 3aBucuMOCcTH OT 3P HEKTUBHON YUCICHHOCTH TIEpCOHasa MPOBEPSIEMON OpraHu3aIun

1 B COOTBETCTBUU ¢ MeToiuKou pacyeta o IAF MD 5 (¢ yaetom MD 9.1.4 mo 'OCT P 70621-2022).

7.2 Onpenesienne NPoOAOJIKMTEILHOCTH NepBOHaYaabHOro ayaura Ilp (3ram 1 + 3ranm 2) BKJIIO-

Haer:

7.2.1 Omnpenenenne IpA - npogomkuteasHocT ayaurta mo tabauie D.1 TOCT P 70621 no qaHHBIM
3asgBHUTENS 00 YPPEKTHBHON YUCIEHHOCTH MTEPCOHATIA.

Pacuér s dexTuBHOl uncinennoctu nepconana (m. 2.3 IAF MD 5 u npunoxenus D T'OCT P 70621)
IPOM3BOIUTCS BBIYUTAHUEM U3 O0IIeH YMCIEHHOCTH MIEPCOHANIA, OXBAYEHHOTO 00J1acThI0 cepTuduKanuu, /-
HOTHITHBIX IITATHBIX €IMHUI] OJHOTO YPOBHS KBaTH(UKAIMU, €CIIH X TPH U 00JIee; IPU STOM ayAUPOBAHUIO
HEOoOX0AMMO NOJBEPTHYTh HE MEHEE JBYX INTATHBIX €AWHUI] ’TOI0 HAUMEHOBAHHMS.

IIpuMmep: mratHas equHULA — TOKaph 6 paspsaaa B Koi-Be 15 equnun. Jonyckaercs u3 pacuéra BbiuecTh 13 equHuL.
7.2.2 AHaau3 (paKkToOpoB, BIMANINX HA YBeJIHYeHNe/YMeHbIIEHHE POAOIKUTEIbHOCTH ayAUTA
Ananmuszy nogmnexart (pakropsl, onucaHuble B Tadbnuue 7-1 «®akropsr MU» HacTosimiero paszena, B KO-

TOPOM yUYT€Ha COBOKYITHOCTH (DAaKTOpPOB, MPEIyCMOTPEHHBIX K paccMoTpennto B paszaene 8 IAF MD 5 mns
CMK u B npunoxenus D 'OCT P 70621.

Taomura 7-1 — ®axropsr MU

(I)aKTop])I, BJIMAIOIIHE HA Yem onpeaeaseTrcss B OTHOIECHUHU
NPOAOIZKUTECJIBHOCTD ay/iuTa OpraHusalnvu, y‘laCTBle]]_[eﬁ B OJIHOﬁ HJIN HECKOJIBKHUX CTAAUAX )KU3HCHHOI'0 IIMKJIA

9.1.42T'OCT P HCO/MDK MEAUIMHCKOI0 U31eJIUs

17021-1)
a) TpeOOBaHMsI COOTBETCTBYIO- | 3aKa3UMKH BBITOJIHAIOT JESTENBHOCTh B 00J1aCTH MPOM3BOACTBA MEIULIMHCKUX HM3/IEINH,
LIEro CTaHAapTa Ha CUCTEMY JUTSL OTISHKH TIPOJIOJDKUTEIRHOCTH crieyeT npumMenste [AF MD 5, uckimouas TpeboBa-
MEHEKMEHTA; Husg kK COM u CMBTuO3, u tabauiry CMK 1, B3aMeH KOTOpO#l IprUMeHsieTcsl Tao-
muna D.1 u3 TOCT P 70621

b) pasmep 1 CIIOKHOCTH Opra- Kn - uncneHHocTs mepcoHana onpenensieT pasMep OpraHu3alkd. Y UUTBHIBACTCS YNCIICH-
HM3aLMH 3aKa34MKa U ero CH- HOCTB [IEPCOHANIA HA KaXKIOW 3asIBIICHHOM IUIOIIA K.
CTCMBI MCHCIDKMCHTA, Kwmu - ko3 uirieHT CIOKHOCTH ayIiTa 3aBHUCHT OT TUIIA BBITYCKAEMBIX MEIUIIMHCKUX H3-

JIENTUI, BKITIOYAOIIMI KJIAcC MOTEHIMATBHOTO PUCKA MIPUMEHEHHSI HA OCHOBAaHWH TIPUKa3a
Munncrepcersa 3npaBooxpanenus Poccuiickoit @eneparm ot 6 monst 2012 1. N 41 «O0
YTBEP)KICHUN HOMEHKJIATYPHON KITacCH(HMKAIMN MEUIIMHCKUX M3/Ieininy wim [IpaBrmax
KJIACCU(UKAIY MEIMITMHCKUX M3/IEJINIA B 3aBUCHMOCTH OT MOTEHIMAITBHOTO PUCKA MpHMe-
HeHus, yTBepykaeHHbIX Perienrem Komnernn EBpa3uiickoit 3KOHOMUUYECKON KOMUCCHN OT
22 nexabps 2015 r. Ne 173, a Taroke CTepUIIbHOCTH U3ICIHS.

Tun MeTUIIMHCKOTO U3IETNS Kmn Cxema cepTuuKaum
Kiacc pucka | 1,00 Bl

KJIacc pucka 2a (HECTEepHUITLHOE) 1,05

KJIACC PUCKa 2a MPUMEHSETCS CTEPUIIBHBIM 1,10

KJ1acc pucka 26 (HeCTEpPUIIBHOE) 1,15 B2

KJIacc pucka 20 MpUMEHSIETCS] CTePUIIbHBIM 1,20

KJ1acc pucka 3 (HeCTEepHILHOE) 1,25

KJIACC pUCKa 3 IPUMEHSETCS CTEPUIBHBIM 1,30

Tum MeaUIMHCKOTO U3AETHS, ONPEAeIIsIeT 3asBUTEIb COTVIACHO TOKYMEHTaM, pPery-
JIPYIOMMM OOpallieHie MEIUIIMHCKIX W3S Ha AeHb OOpalleHus B Oprad Io
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DaKTOpPHI, BAMSIOLINE HA
NPOAOJLKUTEILHOCTD AyIUTa
9.142T0OCT P UCO/MIK
17021-1)

Yem onpeaeasaercsas B OTHOIICHUH
OpraHu3anvu, y‘{aCTBlellleﬁ B OHHOﬁ HJIN HECKOJIBKHUX CTAAUAX KU3HCHHOI'0O IIUKJIA
MCAUIIMHCKOI0 M3/1C/IUA

ceprudukanuu. Eciu B 0651aCTh CHCTEMBI MEHEKMEHTA KauecTBa BXOIAT M3IEITUS
Pa3HOro Kjlacca pUCKa, pacyET BeAETCs M0 MakcuMaibHOMY Kmu.

C) TEXHOJIOTMYECKHE OCOOCHHO-
CTH U 3aKOHOJIATEITLHOE PEry-
JIMPOBAHNC;

KpB — koappument pabouero BpeMeHH, ¢ yIETOM BIHSHUS TEXHOJIOTMYECKIX OCOOSHHO-
CTel ¥ 3aKOHOJIATEIIHHOTO PETYITUPOBAHHS

Kps = 1 nipu pabote o pexxnmy pabodero BpeMeHm™

Kpe = 1,5 nipu pabote ¢ NpeBBIIICHHEM peXkxiMa padbodero BpeMeHn He Oojiee, yeM Ha 2
gaca*®

KpB = 2 nipu paboTe ¢ TpeBBIIICHAEM pekrMa pabodero BpeMeHH OoJiee YeM Ha 2 Jaca WiH
TIPOBEJICHAE ayUTa B HOYHOE Bpemst, ycraHoBieHHoe TK P® Crarps 96*
**yCTaHOBIIEHHOTO TPYIOBBIM JtoroBopoM pabotaika OC NCM «3Heprus mwitoc»
[NprMmeyaHnvie: BpeMsl ayIUTa PacCUUTHIBACTCS TS reorpa(uueckoro 4acoBoro mosica, rie
TPOBOJIUTCSI AY/IUT.

d) mpuBIEUeHIEe COMCTIONMHIITE-
TieH (ayTCOpCHHT) IS IFOOO0i
JIEATCITEHOCTH, OXBAaTHIBACMOM
CHCTEMON MCHEKMCEHTA;

Teouc = 0, ecnut prUBIIEYEHNE COVICTIONHHUTENCH, B TOM YHCJjIe NePeBOIYMKOB, HE TpeOy-
€TCsl, a €CIIM Y4aCTHE COUCTIONTHUTES HEOOXOMMO, TPYI03aTpaThl ONPECIISIFOTCS I KaXK-
JIOT0 KOHKPETHOI'O CITydasl.

€) Pe3yJIbTaThl JFOOBIX TPE/IbI-
JIYITHX AYJIHTOB;

B orHOmIEHNMM ayIUTOB, NPOBEACHHBIX IPYIMMM OPraHU3AlMsIMU, PE3YJIbTAThl ayAuTa
JIOJDKHBI OBITH BKITFOUEHBI B OLIEHKY TPOAOILKUTEIIFHOCTH 10 TPOBEACHHIO TIEPBOTO ATaria
ay/nTa KaKk TOKyMEHTHPOBaHHBIN sniemeHT CMK.

B otHoriennn aynuros, nposenéHHbIX OC UCM «OHeprus miocy, orieHuBaeTcst UHGOop-
Marus o Hamani mMeHeHnii CMK, yka3aHHBIX/TIPOIEMOHCTPHPOBAHHBIX 3aSBUTEIIEM.
Nzmenenuss CMK:

- OTCYTCTBYIOT — IPOJIOIDKUATEHHOCTH CUMTAETCS TOJIBKO TI0 BTOPOMY STaITy aynTa.

- IMEIOTCS — MPOJOIDKUTEIFHOCTD CYMTACTCS 110 IBYM 3Tarnam (3tart 1 + 3ram 2).

f) wrcrno u pazmepsl IPOU3BOI-
CTBEHHBIX TIOIIA/IOK C YYETOM
HIX MECTOIIOJIOXKEHHS ¥ OCOOCH-
HOCTEW, CBSI3aHHBIX C TIPOBEJIE-
HHEM Ha HHX ayJIuTa,;

Pa3mep ompenensiercs uncieHHOCTRIO TiepcoHana (Km) (ueM OoJibliie IUIOMA0K — TeM
OoJIbIIIe YHCIIEHHOCTD ITepcoHalia. Tak Kak repeMelleH sl He YUUTBIBAIOTCS B OIICHKE TIPO-
JOJDKUTETbHOCTH, MECTOMOJIOYKEHHE TIPOM3BOICTBEHHOM(BIX ) TIOMIAAKM(OK) HE IMEET 3Ha-
YEHUS 111 OLIEHKH MPOJOIDKUTEILHOCTH.

£) PUCKH, CBSI3aHHBIE C MPOTYK-
LIMEW, TIpolIecCaMU W BUJIAMU
JIeTETLHOCTH OpraHU3aIlnY;

OrmpeneneHo Ko3(h(HHUIMEHTOM CIIOKHOCTH ay/IUTA B 3aBICHMOCTH OT THITA BBIITYCKaeMBIX
MeIUIMHCKUX m3enuid (Kvm).

h) sBrsFOTCS MM Ay TUTHI KOM-
OWHHPOBAHHBIMHU, COBMECT-
HBIMU WIA KOMIDIEKCHBIMH.

B ob6nacts akkpemuraipm OC NCM «DHeprus TUIr0c» BKIFOUEH OJIFH CTaHIAPT, Ha COOT-
BETCTBHE KOTOPOMY TIPOBOIUTCS CEPTH(HUKAIIHS, TIOITOMY TTOJIO0OHBIE ayAUTHI MOTYT OBITh
VHUIAVPOBAHKI TOJBKO 3aKa34MKOM M JIOBeIeHbI 10 cBeneHnst OC mpu mojade 3asBku. B
CBSI3U C BBICOKOW HEOTPEICIEHHOCTBIO CTETICHH BIMSHKS 3TOro (hakTopa, B 3alHCSX IO
OLICHKE TPOAODKUTEIIFHOCTH IO KOHKPETHOM 3asiBKE JODKHA OBITh OTPaXKEHBI:
- UHGOPMAIHS O TOM, YTO 3aKa34MK [IPOCHT IPOBECTH KOMOHMHUPOBAHHBIH ¥/MJIH COBMECT-
HBI W/WIM KOMIUIGKCHBIM ayIUT M €ro KpaTKoe OIMCaHWE B CBOOOIHOH (opMme;
- orMcaHue (haKTOPOB, BIMAIONIMX HA MPOIODKUTEILHOCTD, U OITUCAHHE (PAacy€T) KaKuM 00-
pasoM, MM YTBEPKAEHNE, 9TO OHH OTCYTCTBYIOT.

T kek = 0 ecru 3asBUTENB HE YKazall 0 HEOOXOIMMOCTH IPOBECTH KOMOMHUPOBAHHBIHN W/HIN
COBMECTHBIN W/WIM KOMIUICKCHBIN ayJIUT, & €CJIM TAKOW ayJIUT HEOOXOMM yUUTHIBAFOTCS
TPYZA03aTpaThl, ONPEEIIEMBIE T KOHKPETHOTO CITydast

@DaKTOpbI COKPALIECHUS

®axTopsl, orcanubie B 1. b ) u ¢) npunokenns D 'OCT P 70621.

7.2.3 BbluncieHHEe NPOIOIKUTEIHLHOCTH MEPBOHAYAIBHOIO ayanTa ¢ yuétoM ¢akropos MU, npu-

MCHHMBIX K 3asBUTECIII0, KPOME K.

ITp = IIpAxKmuxKps + Tcouc + Tkck [ayauroneHs]

3Ha‘-IeHI/ISI, TMOJIYYCHHOI'O MOCJIC BBIYUCICHUS, HeOGXOL[I/IMO OKPYIJIUTH B 6OJ'IBIHyIO CTOPOHY 40 3HAYCHUS, KPATHOT'O 0,5
Pacnpenenenue BpeMeHU Ha MPOBEICHUE 3TANoB | U 2 yKa3bIBaeTCsA B 1IOTOBOPE.
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7.3 Pacyér npogo/KUTEIbHOCTH HHCIIEKIIMOHHBIX H pecepTH(PUKAIMOHHOIO ayauTa

7.3.1 Pacuér npooJIKUTEIBHOCTH ayIuTa I MHCIIEKIIMOHHOTO ay/IUTa IIPOU3BOIUTCS YMHOKEHUEM
BPEMEHH, ONPEEIEHHOTO B COOTBETCTBUU ¢ 7.3 Ha koapdumuent s (m. 5 IAF MD 5). 3amnanupoBannoe
BpEMsI MHCIIEKIIMOHHOTO ay/INTa JIOJKHO IIEpECMaTpUBAThCs 10 KpaliHEN Mepe BO BpeMs KaX10I0 HHCIIEKIU-
OHHOTO U pecepTU(PUKAIIMOHHOTO ayJUTa, YTOObl YUYECTh U3MEHEHHS B OpPTaHU3allUU, 3PEIOCTh CUCTEMBI U
T.IL.

7.3.2  Pacuér npoAonKUTETbHOCTH ayUTa Ul pecepTUPUKAIIMOHHOTO ayIuTa IPOU3BOIUTCS YMHOXKE-
HUEM BPEMEHH, ONPeIeIEHHOTO TIoCiIe oyYeHus 3asBKu pecepTudukanun CM (18.1) B cooTBeTcTBUH € 7.3
Ha kod¢unuent % (1. 6 IAF MD 5).

7.4 TIpooomKUTEILHOCTh ayUTa, YCTAHOBIEHHAS OPTaHOM IO cepTU(dUKAINH, U e 000CHOBaHHE pe-
TUCTPUPYIOT MOCPEACTBOM yKa3zaHusl HH(GOPMAIMU B I0TOBODE.

8 ®opmupoBaHne ayTUTOPCKOM IPYNIIbI

8.1 Ilocie mpeacTaBieHus 3aKa34MKOM 3alPOIICHHBIX CBEACHUH U TOKYMEeHTOB CM pyKOBOIUTENH Op-
ra”a o cepTuuKalny NpUKa3oM Ha3HAuaeT ay IMTOPCKYIO TPYIITY ¢ y4€TOM TpeOOBaHUI K KOMIIETEHTHOCTH
ayJUTOPCKOH I'PYTIIbI B TEXHUYECKOH 001aCTH 10 00J1aCTH ayIuTa, a TAK)KE ayAUTOPOB C YIETOM KOMITETCHT-
HOCTHU, HEOOXOAMMOM JIJIsl TOCTHXKEHUS 1Ieiel ayauTa, U TpeboBaHui K 0eCIpUCTPACTHOCTH, YCTAHOBICHHBIX
I'OCT P UICO/M3K 17021-3 u T'OCT P 70621. Ayauropckas rpymnmna MOXeT COCTOSITh U3 OJJHOTO WJIH He-
CKOJIbKUX aynuTopoB. Eciu ayuT OCyIIECTBISIET OUH ayIUTOP, OH JOJKEH 0071a1aTh KOMIETEHTHOCTBIO,
HEOOXOJUMOM ISl BBIITOJIHEHUS 003aHHOCTEN pyKOBOIUTES ayAUTOPCKON IPyHIbl IPUMEHUTENBHO K JJaH-
HOMY ayJIUTy.

[Ipu onpeneneHny YUCIEHHOCTH U COCTaBa ay IMTOPCKOM IPYIIIbl YUUTHIBAIOT:
- 1enu, 00JacTh U KPUTEPUH Ay/ANUTa;
- CpOKHM NpPOBEJICHUS ay/InTa;
- BHJBI JEATEIBHOCTH NIPOBEPSEMON OpraHu3aluu;
- NPOJOJIKUTEIBbHOCTH IIPOBEJCHUS ayUTa;
- HeoOXOJIUMOCTh 00eCIeYeHUsI COBOKYITHOM KOMIETEHTHOCTH ayAUTOPCKOM I'PYMIIbI ISl JOCTHXKEHUS
LeJen ayuTa;
- perynupyoue TpeOoBaHus, IPUMEHUMBIE K IPOBOJUMOM OICHKE;
- oOecrieyeHHne HE3aBUCUMOCTH ayJUTOPCKOM IpyIIbl OT CEPTUPHUIIMPYEMON OpraHU3allly;
- BO3MOXHOCTb ayAMTOPCKOM rpynmsl 3¢(EeKTUBHO B3aMMOJEHCTBOBATH C MPOBEPSEMOM OpraHu3a-
e,
- A3BIK ayAMTA.
8.2 OC mpu BBINOJIHEHUHU paboT Mo cepTU(UKALUU B LEIIX COOMIONEHUS KPUTEPUEB aKKpeIUTaluu
JOJIKeH 00eCreunTh OpraHy aKKpeIUTaliid BO3MOXKHOCTh IPOBEIEHUS CBUIETEIbCKOM AESITENFHOCTH B CO-
OTBETCTBHH C NIOpAAKOM, ycTaHoBIeHHOM B IAF MD 17 u I'OCT P 70621.

8.3 B cocTaB ayauTOpCKOI TPyl B MENAX OIEHKH KOMIIETEHTHOCTH COTPYIHUKOB OC MOXKET OBITh
BKItoueH Habmogarens OC, cornacHo TpedoBanusim PJI OC 03.

8.4 B cocraB ayIuTOPCKON TPyHIbl MOTYT OBITh BKIIIOYEHBI CTaXKEPhl, pabOTaroIIKe 10 YKa3aHUsIM U
1o/l HaOJII0IEHHEM OJHOTO U3 ayJIMTOPOB IPYMIbl, HA3HAYEHHOT'O OTBETCTBEHHBIM 3a OLIEHKY JI€ATEIbHOCTH
ayJIUTOPOB-CTAXKEPOB; JAESITEIBHOCTh CTakEpa BeA€Tcs cornacHo TpedoBanusm PJI OC 03.

8.5 MHudopmanmsi, 0 cocTaBe ayTMTOPCKOM TPYIIIBI JOHKHA OBITH OTpaXkeHa B 3aMUCAX padboT 1Mo cep-
TU(UKAIMH, TIPU KOTOPBIX MPUCYTCTBOBAIH T€ WM UHBIE YUaCTHUKH ayAuTopckoi rpymmsl. OC HanpaBiser
3aKa34yuKy MPHKa3 O Ha3HAYEHUU ayJTUTOPCKOM TPYIIbI, COAEp KA (aMUIMK, U 10 3apocy MpeaocTaB-
JsieT o0Iyr0 HH(POPMAIIHIO O KAXIOM YiIeHE ayAUTOpPCKOM rpymnmsl. [Ipuka3 conepXuT nHpopmanuio, yBe-
JOMJISIFOIILLYFO 3aKa34MKa, YTO OH BIIPaBe B TeUeHHUE 2 paboumXx JHEH co JHs MOJyYeHUs IPUKa3a IPeACTaBUTh
B OC HOKyMEHTHI, TOATBEPKIAIOIIUE HECOOTBETCTBUE U€HA(OB) ayIUTOPCKON rpynnsl. Ecnu 3akazuuk B
TedeHue 2 pabounx JHEW co AHA NOJIy4YEeHHUs IPUKa3a He 3asBIAeT O HATMYMKM OOBEKTHUBHBIX IPUYMH HECOOT-
BeTcTBUA ayauTopa, OC mpoaomkaeT paboThl C yUacTHEM ayJUTOPOB, YKa3aHHBIX B ITPHUKa3e.
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[Tpu monyvyeHnn nHGOPMAIIMN O HATUYUU 0OBEKTUBHBIX MPUYUH HecOOTBEeTCTBUS ayauTtopa OC B Teue-
HHe 2 pabouyux JHEH ¢ AaThl NOTYYeHHU HHPOPMAIIUN Ha3HAYAET IPYToro ayIuTopa, U MOBTOpsAeT HH(OpMU-
pPOBaHME 3aKa34MKa.

B cnyqae BBIABJICHUSA OGLGKTI/IBHHX HpI/ILII/IH, KOTOpLIe HpI/IBOI[SIT K HCBO3MOXHOCTHU HpOBe,ZleHI/ISI pa60T,
corjacHo ycraHoBjaeHHOMY B OC mopsiiKy, ohopMIISIFOT perieHre 00 0TKa3e B Bbiaue cepTudUKaTa 1o mnpu-
noxxeauto Y.

8.6  OC npu HeoOX0AUMOCTH, 00YCIOBICHHOH 3arpy>KEHHOCTHIO IIEPCOHATA OPraHa, TePPUTOPHATILHON
yIAJICHHOCTBIO 3aKa3uuKa, Gopc-MaKOPHBIMU OOCTOSATEILCTBAMH, MOXKET MOPYYHUTh MPOBEJCHNUE OT UMEHH
oprana o cepru¢ukanun yactu ayaura CM 3aka3uuka ApyroMmy oprany mno cepTuuKanuu (MoIpsIIuKy,
BBIIIOJHSAIONIEMY YacTh Pa0OT MO CePTHU(PUKAUY HA YCIOBUIX ayTCOPCHHTA).

8.6.1 Ilpu BeIOOpE MOAPSAYNKA YUUTHIBAIOT:

- HaJIM4Ke JAeMCTBYIOILIEro aTTecTaTa akKpeIuTaluu;

- 0051aCTh aKKpEAUTALINY;

- HaJM4ue KBaau(uuupoBaHHbIX ayauTopoB CM no npoepsieMoii 001acTi 3KOHOMUYECKON AesITENb-
HOCTH, @ MPU HEOOXOAMMOCTH TEXHUYECKHUX IKCIEPTOB;

- OTCYTCTBHUE IPSIMOTO WJIM KOCBEHHOT'O ydacTHs B paboTax IO MPOEKTUPOBAHMIO, BHEAPEHUIO WU
COMPOBOXKACHHIO (KOHCYIbTUpoBaHue) CM 3aka3umka.

OC nomxeH yoeauTbcst B TOM, YTO MOJAPSAYMK U MPUBJICYEHHBIE UM JIMLIA COOTBETCTBYIOT TpeOOBa-
HUSIM Ooprasa 1o ceprudukanuu u BeinoiHsoT nojoxenus [OCT P UCO/MOK 17021-1, B Tom uucie B OT-
HOILICHUN KOMITETEHTHOCTH, OECIIPUCTPACTHOCTH M KOH(QHUACHIIMATBFHOCTH, a TAK)Ke HE CBS3aHbI HEMOCpeI-
CTBEHHO WJIHM Yepe3 Ipyroro paboToaarens ¢ MpoBepseMoil opraHu3aiueil Takum 00pa3oM, 4TOObI 3TO MOTJIO
HOBJIUATH HA UX OECIPUCTPACTHOCTb.

8.6.2 Jlns moATBep>KISHHsI B3aUMHOI'O COOTBETCTBUS MPOLIEAYp ayAuTa U OLIEHKU OpraH no ceptugu-
KallUd MOJKET MPOBEPUTH U OLIEHUTh KOMIIETEHTHOCTH IE€pPCOHANa MOAPSAYMKA, a TaKXKe NOKYMEHTaJIbHO
o(opMIIeHHbIE TPOLETYPhl CEPTUPHUKALIMM U HCIIONB3YEMbIE B X0OJI€ ayTUTOB PabOYHe JOKYMEHTHI.

8.6.3 OTHOWEHHUs MEXly OpPraHOM IO CepTU(UKALUU U TOIPSITIUKOM JIOJKHBI OBITh MOCTPOEHBI Ha
OCHOBE JIOKyMEHTaJIbHO O()OPMIIEHHOTO U MOJANKUCAHHOTO 00EMMHU CTOPOHAMHU JIOTOBOPA, MPEayCMaTpUBaALO-
IIEero BCce HEOOXOMMBIE MOJIOKEHUS, B TOM YHCIIe Kacalourecs KOHQHUISHIIMAIbHOCTH U pa3pelieH sl Crop-
HBIX BOIPOCOB, IIPU 3TOM OpraH Mo cepTU(UKAIMK JTOJDKEH YBEIOMHUTh 3aKa3urKa O mepenadye padboT wiu
4acTu paboT MOAPSAYMKY U MOIYUYHUTh COTJIacHe 3aKa3uuKa Ha nepefady padoT NOApsSIunKy.

8.6.4 Opran no cepTuduKanuy 3aKI0YAET C MOIPSAIUKOM JOTOBOP, B KOTOPOM JIOJKHBI OBITh YKA3aHbBI
CPOKHM ayauTa, CTOUMOCTb PaboT U 00s13aTeNIbCTBA CTOPOH.

8.6.5 Ilo pesynpraTam ayaurta NOAPSIUMK B HEIENbHBIM CPOK (TOCIE 3aBEpIIECHUs ayJauTa) JOJKEH
NPECTaBUTh B OPraH Mo CepTU(UKALINH SK3EMIUIIp OTYETA IO Pe3yIbTaTaM ayuTa.

8.6.6 Iloapsauuk He MMEeT MpaBa NPUHUMATH PELICHHUs O Bblade, OTKa3e B BbAAaue, MOATBEPKIACHUH,
NPUOCTAHOBIICHUH JICHCTBUS CEPTU(HKATA, PACIINPEHUHN, COKPAIIEHUH 00J1acTH CEePTU(HUKAIINH WA OTMEHE
cepTudUKaTa.

8.6.7 Opran no ceptuduKaimu, Nepeaarofii 4acTb CBOEH JesATeIbHOCTH JPyroMy OpraHy, HECET MoJ-
HYI0 OTBETCTBEHHOCTb 32 IIPOBEACHHBIN MOJIPSIAUYNKOM ayIUT, a TAK)KE HECET OTBETCTBEHHOCTD 3a IIPUHSITHE
PEIICHMA O BhIJAYC HWJIM OTKAa3€ B BbIAAYC CepTI/I(i)I/IKaTa COOTBETCTBUSA, NOATBEPKACHNUN, IPUOCTAHOBJIICHUN
JeiicTBUs cepTH(HKaTa, paCIIMPEHUH, COKPALIEHUH 00JIacTH cepTU(UKALIUN UK OTMEHE cepTu(duKara.

9 IIpoBenenue mepBoOro Tama ayaura

9.1 TIlepBslii 3Tan ayauTa 1o nepBoHadanbHO# ceprudukamun CM npoBOIAT C 1LeNbl0, ONMCAaHHOH B
nyHkre 9.3.1.2.2 TOCT P UCO/M3K 17021-1.

9.2 Ilo nepBoMy 3Tamy ayJuTa npu paboTe 1Mo BapuaHTy 1 ayauTopckas rpymmna opopmiseT:

— oT4eT 1o popMe, YCTAaHOBJICHHOW B MPUIOKEHUN [I;

- IIPOEKT IJIaHa BTOPOTO 3Talna ayJuTa «Ha MecTe» mo ¢opMe, yCTaHOBICHHOW B mpuioxeHuu XK-1,
€CJIM MTO3BOJISIFOT PE3YJIbTAThl IEPBOTO dTana ayauTa.
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[Ipumeuanue:

1) B ciydae OTCYTCTBHSI HECOOTBETCTBUM I'pyIIia ayAUTa B 3aKJIIIOYEHUHU PE3YyJIbTaTOB IIEPBOIO dTana
ay/IMTa yKa3bpIBaeT pEKOMEHAALMH O niepexoze K aynuty CM «Ha mectey.
2) eciu BbISIBIEHBI HECOOTBETCTBUS BBIIIOJHAIOTCS JEMCTBYS, ONIMCAHHbIE B 1. 9.2 1 nanee.

9.2.1 Ilpu BBIIBICHHUH HECOOTBETCTBHII 10 cXeMe CepTHU(HUKAIMK BapraHT 1. 3aka3yuK J0JDKEH Hampa-
BUTh B OC CBHIETEIHCTBA MIPOBEACHHS KOPPEKIIMKM U KOPPEKTUPYIOIIUX IEHCTBUA HE TO3aHEe 55 pabounx
JTHENl ¢ MOMEHTA IIPEIOCTaBIICHU pe3yIbTaToB ayauTa. [IpenocraBienne cBUIETENBCTB O IPOBEAECHUU KOP-
PEKTUPYIOLIUX MEPOIIPHUATHI SIBJISETCS OCHOBAHUEM JIJISl IOJITOTOBKHU K ayauTy «Ha mectey» (10.3).

9.2.2 Tlo pe3ynbTaTaM OLEHKH CBUIECTEILCTB O IPOBEICHUN 3aKa3UMKOM KOPPEKIUI U KOPPEKTUPYIO-
KX JeHCTBUN PyKOBOAMTENb ay TMTOPCKOM IpyIIbl 0(hOPMIISET 3aKIF0UEHUE 00 OLIEHKE MaTepHaJIoB 3asBU-
Tenst (mpuiioxkeHue E) u 1aeT pekoMeH1auuu o NpUHATHH (HE MPUHATHH) PELIEHUs 0 nepexoje K ayaury CM
«Ha MecTe».

PykxoBoauTenb ay JUTOPCKOM rpyNIibl FOTOBUT MPOEKT PELIeHUs 00 0TKa3e B Bbljjaue cepTHdUKara co-
otBercTBUs (mpuitokenue 1) u npenocrasinser ero Ha yreepxaenue B OC, ecnu:

- He NpeJCTaBJIEHbl CBUAETENBCTBA O IPOBEACHUN KOPPEKTUPYIOIUX MEPONPUATHIA B YCTaHOBJICHHBIH
CPOK;

- He IpeAcTaBJIeHa BO3MOXKHOCTb IIPOBEJCHUS BTOPOT'O 3Tala ayiuTa B Cpok He Oosiee 60 pabouunx aHei
10CJIe 3aBEPILEHUS IEPBOIO ATana ayanuTa;

- He NpeJCTaBJIEHbl ayIUTOPCKON IpyIIe Ha BTOPOM 3Tale ayauTa 00beKTHUBHbIE CBUETEILCTBA MPO-
BE/ICHUSI KOPPEKTUPYIOMINX MEPOIPHUIATUIN MO0 3HAYNUTEILHBIM HECOOTBETCTBHUSM, ONHMCAHHBIM B OT-
yére.

9.2.3 TlpaBuna mpoBeACHUS aHAIH3A PE3yIHTATOB PAOOT MO CePTHPUKAITUN

9.2.3.1 PykoBoautens OC unu ero 3aMecTUTElNb, €CIIU PyKOBOIUTENb BKJIIOUEH B TPYIITY ay/IUTa, aHaIH-
3UpYeT:

- JIOCTaTOYHOCTh MaTE€PHAaJIOB, IPEACTABICHHBIX TPYIIION ayanTa;

- TOJIHOTY U KOPPEKTHOCTh O(hOpMIIEHHS 3alicel 0 poIieccy;

- PEKOMEH/aIluH ayAUTOPCKOU TPYIIIIHL.

9.23.2 Ecnu no pesynpraTaM aHanm3a HEOOXOIMMBI JOTIOTHUTEIbHBIC MaTepUaIbl, CBEICHUS WM TOSIC-
HEHUS OT ayJAMTOPCKOW TPYIITBI paOOTHUK, MPOBOIUBIINI aHAIN3, MHUITUUPYET MMPOBEICHUE COBEIIAHMS, B
X0JIe KOTOPOTO TIAaHUPYIOTCS MEPOIPHATHS IJI MPOJOJDKEHUS mpoliecca. Pe3ynabpTatr coBelanus 3aHOCAT B
dbopmbl o PJ] OC 06 KOppeKTUPYIONTUX WIIH MPEAYTPERKAAIONTUX JEHCTBUN COOTBETCTBEHHO, JaJIbHEHIIEe
ynpasnenue cornacHo P/ OC 06.

9.2.33 Ecnu o pesynbratam aHanu3a He TpeOyeTcs TOMOIHUTENbHBIX MEPOTPUATHH, TPOXOAUT GOPMHU-
pOBaHWE TPYNIIBI AyAUTa ISl IPOBEJCHHS BTOPOTO ATl ayAnTa.

9.3 Ilo nepBoMy 3Tary NepBOHAYAIBLHOIO ayIUTa NMPH paboTe 10 BapUaHTy 2 UIIH pecepTUPHUKAIIMOH-
HOTO ay/AuTa MO0 BapHaHTy 2, 111 KOTOPOT'O BhISIBIIEHA HEOOXOANMMOCTh IPOBEACHUS [IEPBOTO ITarna, ayaAuTop-
cKas rpymnmna opopmiIsieT:

— IIJIaH MEPBOT0 U BTOPOIro ATamna ayuTa ¢ IPOBEJCHUEM «Ha MECTE» B COOTBETCTBUU C IpuiiokeHreM K-

1, BKJItOYast IecTBUS IO IEpBOMY M BTOpoMy 3Tany ayauta (p. 9 u 10);

- 3aIKCH Pe3yJIbTAaTOB paboT - o (hopMam, yCTaHOBICHHBIM B puiioxkeHuax XK-2 u JK-3.

[Ipumeuanue: monw3ysach npumedanueM 1. 9.3.1.2.3 TOCT P UICO/MDK 17021-1, pe3ynbratsl IEpBOTO
JTamna ayAuTa MOTYT OBITh OTPa)KEHBI B MPHIIOKEHUH K O0TUéTy 110 popme XK-2.
10 IIpoBeneHme BTOPOro 3Tana ayauTa (AyIUTa «HA MeCTe»)

10.1 IloaroTtoBka K ayauTy «HA MECTE»

Bropoii sTan aynuTta mo nepBoHavyanbHOW ceprudukanun CM mpoBOAAT C IIeNbIO, ONMUCAHHON B
nyHkre 9.3.1.3 TOCT P UICO/M3K 17021-1.
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[IpenBaputenbHOE B3aUMOJICHCTBHUE C MPOBEPAEMON OpraHU3aMeld NPOBOJUT PYKOBOJUTENb ayIH-
TOPCKOM I'PYMIIBI C LENbIO:

- ompenelieHUs KaHAIOB oOMeHa MH(opMaIueil ¢ mpoBepsieMoil OpraHu3aluei, B ToM 4uciie JUisl ya-
NEHHOTO (AMCTAaHIIMOHHOTO) aynuta, ¢ yuérom TpeboBanmii 9.4.1 TOCT P UICO/MDBK 17021-1 u
['OCT P 70510;

- COrJacoBaHHUs MOPAJKA JOCTYyNA K COOTBETCTBYIOLIUM JIOKYMEHTAM;

- COrjacoBaHHUA MOpsiaKa oOecrieueHus 6e30MacHOCTH paboT ayAUTOPOB Ha MPOU3BOJICTBEHHBIX ILIO-
H1aJIKax;

- OompenelieHus MpeICTaBUTENeH MpoBepseMOil opraHu3anuu (JIMI, COMPOBOXKIAIOIIUX ayAUTOPOB),
MPUHUMAIOIIUX COJICUCTBUE B IIPOBEJICHUN AyUTA.

[ToaroroBka miaHa ayauTa, KOTOPbIi JOHKEH COAepKaTh KaK MUHUMYM HH(GOpMaILnio, TpeOyeMyIo II.
9.3.1.3TOCT P UCO/M3K 17021-1.

10.1.1 CormnacoBaHue 1iana ayaura

PYKOBOI[I/ITCJ'IL aYHHTOpCKOﬁ IpYIIIBI COTJIACOBLIBACT € 3daKA3YMKOM IUIAH ay/IuTa (HDI/IJIO)KGHI/IG >K—1)
JUIA K&)I(I[Oﬁ M3 3a4BJICHHBIX IMTPONU3BOJACTBCHHBIX INIOMIAA0K, HOIITBep)KI[éHHI)IX Ha IICPBOM JTalIC ayauTa.

10.1.2 Ilnan ayauta AOMKEH ObITH TOBEJICH 0 CBEICHUS MPOBEPSIEMO OpraHu3alliy 10 Hayaia ayiuTa.

JIroOble BO3paXKeHMsI TPOBEPSIEMON OpraHNU3aLUu JIOJKHBI ObITh pa3pelieHsbl 10 Hayasla ayJuTa pyKo-
BOJUTEJIEM ayAMTOPCKOM TPYIIIBI U IIPEICTABUTENIEM IIPOBEPSEMON OpraHU3aAlMK, UMEIOIIIUM COOTBETCTBYIO-
LIYE IOJHOMOYHS.

B xone aynura pyKoBOAUTENb ay IMTOPCKOW IPYIIIbI BIPABE BHOCUTh U3MEHEHUS B IUIAH ayJUTa, KO-
TOpBIE T0JIKHBI OBITH COIVIACOBAHBI C IPOBEPSEMON OpraHU3aLUEH.

10.1.3 Pacnpenenenue 00s3aHHOCTENW MEX1y YJI€HAMH ayAUTOPCKOU IPYIIIbI

Ecnu aynmuTopckas rpymnma COCTOMT U3 HECKOJIBKUX ayIMTOPOB, PYKOBOJAUTENb ayAUTOPCKOM IpyMIbl,
PYKOBOJCTBYSCH IIJIAHOM ayJIuTa, 110 COIVIACOBAHUIO C WIEHAMHU ayIUTOPCKOW I'PYMIIbI, PACIPENEISIET MEXIY
HUMU 00SI3aHHOCTH 110 ayAUTY KOHKPETHBIX MOAPA3/IeICHNUN, BUAOB I€ATEIbHOCTH, IIPOLECCOB U MPOLETYP
(anemenToB) CM mpoBepsieMoi opraHu3anuy.

[Ipn pacnpenenenuu 00A3aHHOCTEH YUYMTHIBAIOT HEOOXOJUMOCTbH COOTBETCTBUS KOMIETEHTHOCTH
ayJIMTOPOB U TEXHUYECKUX IKCIIEPTOB MPOBEPSIEMBIM BHJAM IESATEIBHOCTH OPraHHU3ALMM COIJIACHO IUIAHY
ayauTa.

10.2 TlpoBenenue ayaura «Ha MECTE»

10.2.1 Tlopsnok npoBeAeHUs ayJuTa OcyllecTBiseTcss B coorBercTBuu ¢ 1. 9.3.1.3 u n. 9.4 T'OCT P
NCO/M3K 17021-1, nacrosium P/l 1 MeponpUsTHSAME, COTJIACOBAHHBIMU CTOPOHAMH B IJIAHE ayIUTA.

10.2.2 BcerynuTenbHOE COBELIAHUE

BcerynurensHOe coBenanre npoBOIST IO PYKOBOJACTBOM PYKOBOIAUTENS Ay IUTOPCKOM IPYIIIIBI C yda-
CTHEM ayJUTOPCKOM TPYyMIbl, PyKOBOJCTBA U BEIYIINX CIEIHUAIMCTOB IPOBEPSIEMOMN opranu3anuu. Begenue
3aIlMCEN Ha BCTYIHUTEIBHOM COBEIIAHUU BEIET YUYACTHUK ayJAUTOPCKOM rpynmbl. dopma mpoToKosa BCTyIHU-
TEJBLHOTO COBEIIAHMS yCTaHOBJIeHa mpuiioxkenue XK-3. Hanuuue noanucen Bcex y4aCTHUKOB COBEIIAHUS MO~
TBEPKJAET COTJIACUE C U3JI0KEHUEM ITPOTOKOJIA.

Ha BcTynuTensHOM COBELIAaHMM paccMaTpUBAIOTCS BONpPOCHl B cooTBercTBUU ¢ 1. 9.4.2 TOCT P
NCO/M3K 17021-1.

10.3 Aynutr CM «Ha mecTe»
10.3.1 OOmeH nHpopMalueii B Xxo1e ayauTa

B xozne aynura wieHsl ay IMTOPCKOM I'PYIIIBI JOJKHBI IEPUOIUYECKH OLEHUBATH [10JyYEHHBIE PE3YJILTATHI U
oOMeHHMBAThCsl HHPOpMaIUei. PyKoBoanUTENb ay ITUTOPCKO TPYIIIBI TOJHKEH TI0 Mepe HEOOXOMMOCTH Tiepe-
pacnpenenaTb 00s13aHHOCTH CPEeIU WICHOB ayIUTOPCKOM TPYIIBI M MEPUOTUISCKH COOOIIATh 3aKa34hKy O
JOCTUTHYTBIX PE3yNbTaTax U JIIOOBIX Mpodsemax, ¢ yuértom TpedoBanuii . 9.4.3 TOCT P UCO/MDK 17021-
1.
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[Ipu HEOOXOAMMOCTH PYKOBOIUTENb ayJUTOPCKOM IPYIIIBI MOXKET MEepEpaCcpeieisiTh BHINOIHIEMbIE
(GYHKINU ayAUTOPOB U TEXHUUECKUX HKCIEPTOB.

E>xeZlHEBHO B KOHILIE ayJAUTOAHS PYKOBOJIUTENb ayJAUTOPCKOM I'pyMIIbl 1OKEH IPOBOIUTH paboune
COBELIaHUs ay IUTOPCKOM I'PyIIIbIL.

Wudopmannio, TOTYYSHHYIO B XOJ€ ayIUTa, CBUACTEILCTBYIONIYIO O HATMYUN HENOCPEICTBEHHOTO
pHCKa HapylIeHUuH TpeOOBaHUH K Ka4eCTBY MPOAYKIIMH, HApYIICHUs TpeOOBaHM K TPOU3BOICTBEHHBIM IIPO-
1[eccaM WM MPOU3BOACTBEHHON Cpefie, BKIIOUAs HKOJIOTHYECKYIO O€30MacHOCTh M 0€301MacHOCTh Tpya, He-
MEJUIEHHO JOBOJST JI0 CBEACHUS PYKOBOJICTBA IIPOBEPSEMOI OpraHU3aluH.

Ecnu cBuznerenscTBa ayiuTa yKa3blBalOT HA TO, UTO LU ayUTa HEIOCTUKUMBI, PYKOBOJIUTEIb Ay 11~
TOPCKOM TPYIIIbI TOKJIaAbIBaeT 0 mpuunHax 3toro B OC NCM u npoBepsieMoid opraHu3aluu Jyisi onpeaesie-
HUS JATBHEUITNX NeHCTBUH (KOPPEKTUPOBKH TUTAHA ayAUTa, U3MCHEHHS 00JIACTH /UM O0BEKTOB ayIUTa WITH
MpEeKpaIIeHs ayauTa).

10.3.2 C6op, nmpoBepKa U perucTpaius JaHHBIX

AymuTopckasi Tpymnia cobupaer W IpoBepseT WH(POPMAIHIO, KACAIOUIYIOCS OOJIACTH U OOBEKTOB
ayquTa, BKIoYas MH(OpPMALHUIO O B3aMMOJACUCTBUU paOOTHUKOB mpeanpuatus u nporeccoB CM. Tombko
npoBepeHHast UHHOPMAIHUI MOXKET OBITh CBHICTEILCTBOM ayANTA.

B kauecTBe HCTOYHUKOB HH(POPMAIIH UCTIOIB3YIOT:

- HHTEpPBBIO C padOTHUKAMHU IIPOBEPSAEMON OpraHU3aluy;

- coOcTBeHHbIE HAOIIOICHUS Ay IUTOPOB 32 IEATEIHHOCTHIO MepcoHaNa, GyHKIIMOHUPOBAHUEM MIPOLIEC-
COB, YCJIOBUSIMU TPYJa U COCTOSTHUEM pabOYUX MECT;

- JaHHBIe OOpAaTHOM CBSI3U OT MOTpEOUTENEH;

- OTKpBITbIE HCTOYHUKU MH(POPMAIINH, COAEpKAILKE CBEACHUS 00 00bEKTE ayInTa;

- nokyMmeHTsl CM, npetycMOTpeHHbIE TPEOOBAaHUSIMU HOPMAaTUBHOTO JOKYMEHTA, YKa3aHHOT'O B 3asIBKE;

- 3alMcH CHCTEMbl MEHEJKMEHTA KauyecTBa, MPEeTyCMOTPEHHbIE TPEOOBAaHUSIMH HOPMATHUBHOTO JIOKY-
MEHTA, YKa3aHHOT'O B 3asBKE.

I/IH(I)OpMaL[I/ISI, MOoJIyuCHHasA U3 YKa3aHHbIX UCTOYHUKOB, JOJI’KHA OBITh IMPpOBECPCHA Ha 06LeKTI/IBHOCTB,
HEIMIPOTHUBOPCUNBOCTb U aACKBATHOCTD.

10.3.3 MuenTudukanus u perucTpaius B5IBOJIOB ayauTa

[Tonydyennas uHpopMalus no o0bEKTaM ayAUTa WIH CBUAETENbCTBA aAyAUTA JOJHKHBI ObITh COMOCTaB-
JIEHbI C KPUTEPUSAMH ayAuTa JUId NOdydeHus HaOmroaeHuil aynuta. CBUIETENbCTBA TOJIKHBI OBITH 0000IIEHBI
C yKa3aHHeM MecT HaOI0IeHUH, QYHKIUI, IpoeccoB U TpeOoBaHMM, KOTOpbIE ObLIN ITpoBepeHsl. [Ipu unen-
TU(GUKAIMY U PETUCTPALIMH BBIBOJIOB ayJUTA WIEHBI IPYIIBl PYKOBOJACTBYIOTCS TpeboBanusmu 9.4.5 TOCT
P UCO/MDBK 17021-1.

10.3.4 TloaroroBka 3akJIIOYEHUN ayauTa

BriBosbl aynuTa 0000MIaIONINE COOTBETCTBHS M JACTATU3UPYIONINE HECOOTBETCTBUS, JOJDKHBI OBITH
UIECHTU(OUIIMPOBAHBI, KJIACCU(MUIIMPOBAHBI U 3apETHUCTPUPOBAHBI, YTOOBI MMEIACh BO3MOXKHOCTH BBIHECTH
000CHOBAaHHOE pellIeHUE O CepTU(DUKAINY WIH TOATBEPIUTEH CePTHPHUKAINIO, 0GOpMIISIOT IO Gopme, ycTa-
HOBJICHHOW B mpuioxkennn XK-2, pykoBoacTBysick TpedoBanusmu 9.3.1.4 1 9.4.5 TOCT P UCO/MDK 17021-
1.

10.4 HpOBC,Z[CHI/IC 3aK/IIIOYUTCIIBHOT'O COBCIIaHUA

Jlo mpoBeieHus 3aKII0UUTEIEHOTO COBEIAHHs PYKOBOAUTEINb IPYIIIBI ayAUTa 00ECIIeYMBAET, YTOOBI
ayJIUTOPCKasl rpymnmna:

a) MpoaHaTU3UPOBaNIa BEIBOJIBI Ay JUTA U JTIOOYIO APYTYIO MOAXOAIIYI0 HHPOPMALIMIO, COOpAaHHYIO B
XO0JI€ ayJUTa, OTHOCUTEIILHO LIEJIEH ayuTa;

b) cormacoBana 3aKII0OUEHHs ayIUTa ¢ yYETOM HEONPEIEICHHOCTH, IPUCYIIEH MPOLECcCy ayIuTa;
C) ompenenuia Jro0bie He0OX0AUMbIE TOCIEAYIONINE NCHCTBUS;

d) moaTBepauiIa MpaBOMEPHOCTH MPOTPAMMBI ayAUTa UK ONIPEEITHIIA JIFOObIe TpeOyeMbIe U3MEHEHUS
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(HarpuMep, B OTHOILIEHUHU 00JIacTU cepTU(UKALNHU, TPOAOTKUTEIHLHOCTH UM CPOKOB MPOBEICHUS ayIUTa,
NEPUOANYHOCTH HHCIEKIIMOHHOIO KOHTPOJISL, KOMIIETEHTHOCTH ayAUTOPCKON I'PYyMIIbI).

3aKJIIOUNTEIPHOE COBEIIAHUE MPOBOJAT MO PYKOBOJACTBOM PYKOBOJMTENS ayAUTOPCKOW IPYMIIbI €
y4acTHEM ayIUTOPCKOU IPYIIIBI, pyKOBOACTBA U BEAYIIUX CIIELIMAIMCTOB IIPOBEPsIEMON opranu3aunuu. Bene-
HUE 3aMuceil Ha 3aKII0YUTEILHOM COBEIIaHUU BEAET YYACTHUK ayAUTOPCKON rpymnibl Mo ¢popMe B IPUIIOKe-
Hue XK-3. Hanuuue noamnucel BCeX YYaCTHUKOB COBEIIAHUS MOATBEPKIAET COTJIacKe ¢ U3JI0KEHUEM IIPOTO-
KOJIa.

Ha 3akmrounTeibHOM COBENIAaHWM PACCMATPUBAIOTCS BONPOCHI B cooTBeTcTBUU C 1. 9.4.7 T'OCT P
NCO/M3BK 17021-1. Ha 3aKIr04MTETIFHOM COBEIIAHUU PYKOBOJIUTEINb ayAUTOPCKOM TPYIIIBI MOAPOOHO J0-
KJIIbIBAET O pe3yJbTaTaxX MPOBEPKHU U BBIBOJAX ayIUTOPCKOMN IPYIIIIHI.

ITpumeuanue — JIroOble pa3HOIIacus MO BBIBOJAM U 3aKIFOUEHUSAM ayIUTa MEXKAY ayAUTOPCKON IpyII-
NIOW ¥ IPOBEPSIEMO OpraHu3ameil JOIDKHBI 00CYKIAThCS U, TI0 BO3MOXKHOCTH, OBITh Pa3pelIeHbl 10 3aKITI0-
YUTEIbHOIO coBellanus. Ecnu cornacue He JOCTUTHYTO, TO 00a MHEHUS 3aHOCAT B IPOTOKOJI 3aKIIIOUUTEIb-
Horo coBeulanus. [IpoBepsiemas opranuzanus rnpu 3ToM Biipase oopatutbess B OC UCM «DHeprus mitocy ¢
anesuIALued Ha ay JUTOPCKYIO TPYIILY WM IPUHATOE el perieHue (CM. 1. 14 HacTOosIero JOKyMeHTa).

OdopMITSIOT OTYET B IBYX IK3EMIUIIPaX, €CIH JPYroe He MPEeTyCMOTPEHO: OJIUH SK3EMILISp — IIPOBe-
psieMoii opraHu3anuu (3akazuuky), apyroi — OC.

10.5 Amnanu3 npuyrH HECOOTBETCTBHI

3aKa3uuK, MPU HATMIUN HECOOTBETCTBUH, JTIOJDKEH IPOBECTH aHAIIN3 IIPUYMH HECOOTBETCTBHUH U OTIpe-
JIETTUTh KOPPEKIUH U KOPPEKTHPYIOLINE AEHCTBUS, HEOOXOIUMBIE [UIsl YCTPAHEHUS BBISIBICHHBIX HECOOTBET-
CTBUH, 1 HarpaBuTh B OC:

- B OTHOIICHUH BCEX 3HAYUTEIIbHBIX HECOOTBETCTBUN: CBHJIETEIHCTBA MPEANPHUHATHIX KOPPEKIUN U
KOPPEKTUPYIOLHX AeicTBUil — He mo3aHee 100* pabouux qHEH ¢ MOMEHTa MOANUCAaHHUS CTOPOHAMH pe3yJib-
TaTOB ayJHTa;

- B OTHOIIIEHUH HE3HAYMTEIbHBIX HECOOTBETCTBHI: MJIaH JEHCTBUI MO KOPPEKIUSAM U KOPPEKTUPYIO-
MM JCUCTBUSAM — He 1mo3aHee HanpasieHuss B OC CBUAETENBCTB MPEANPHHSITHIX KOPPEKIHNA U KOPPEKTUPY-
IOIIMX JAEWCTBUI B OTHOILIEHUH BCEX 3HAUMTEIbHBIX HECOOTBETCTBHH. [Ipi 3TOM CpOKH BBINOJIHEHHS 3aIlia-
HUPOBAHHBIX JICHCTBHUH JOIKHBI OBITH 10 CPOKA TIPOBENICHHS 0YE€PETHOTO HHCTIEKIIMOHHOTO HITH pecepTudu-
KaI[MOHHOTO ayJIuTa, YKa3aHHOTO B IIPOrpamMMe ayIuTa.

* 100 paboumnx HEW COCTaBISET MPUMEPHO IISITh MECAIIEB, 3TOT CPOK HEOOXOUM JIJIsl BOZMOXK-
HOCTH JIaJIbHEHINIEro MpOBEJCHHS MPOBEPKH B OTHOIIEHUM KAaKOTr0-THOO0 3HAYHUTEIBHOTO HECOOTBETCTBUS B
tedeHue 6 mecsaueB (cormacHo 9.5.3.2 TOCT P MCO/MOBK 17021-1) nocne 3aBepieHUss BTOPOro 3ramna
ayauta (cMm. 1. 10.6).

Nudopmanus o cpokax npeaocTaBieHus nHGOpMaUy JOBOJUTCS 10 3aKa3unKa mpu GOpMUPOBAHUU
BBIBOZIOB B oTuéTe (mprioxkerue JK-2).

10.6 Pe3ynpTaTMBHOCTH KOPPEKLUN U KOPPEKTUPYIOLINX AEHUCTBUM

10.6.1 Ilpu npenocTaBieHUH 3aKa3UMKOM B YCTaHOBJIEHHbIE CPOKM MH(GOpPMAIMU O KOPPEKIIUH, BbISB-
JIEHHBIX PUYMHAX HECOOTBETCTBUI M KOPPEKTUPYIOLINX JEHCTBUSX, IPyIa ayJuTa ONpPeaeseT UX IPUEM-
JIEMOCTh U pe3ylIbTaTUBHOCTH, U 0OPMIISIET 3aKitoueHue (mpuioxenue E).

10.6.2 1ns 3nauntensHbiX HecooTBeTcTBU OC MCM omnpenenuit Cpok BBITIOJHEHHS] KOPPEKIUH U KOP-
PEKTUPYIOIINX JCUCTBUM - B Te4eHHe 6 MecsileB rocie 3aBepuieHus BToporo 3tana. CormacHo m. 9.5.3.2
I'OCT P UCO/M3K 17021-1 ecnu opras 1o cepTu(UKauy He CMOXKET IPOBEPUTH BBHITIOJIHEHNE KOPPEKLIUH
U KOPPEKTUPYIOUIMX JAESHCTBUNA B OTHOILIEHHH KAKOTr0-JIN0O 3HAYUTEIBHOTO HECOOTBETCTBUS B T€UEHHE 6 Me-
CSILIEB IOCJIE 3aBEPIIECHUS BTOPOro dTana, OH JO0JKEH CHOBA IPOBECTH BTOPOM ATall ayuTa Mepesl TeM, Kak
nepeaaTh 3aKIYeHue Ul IPUHATHUS pelleHus o Bbiade ceprudukara. [IoBTopHOE MpoBeeHNE ayiuTa Bbl-
HOJIHSETCS 32 IOTMOJHUTENBHYO IUIAaTy B MOPSAIKE, YCTAHOBICHHOM B paszeie 10 HacTosImero J0KyMeHTa.
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Ecnu xoppekTupyrolye 1eicTBUs 10 HECOOTBETCTBUSAM IIPU HAIMYMU COOTBETCTBYIOIUX OOBEKTUB-
HBIX CBUJIETEJIbCTB MPU3HAHBI HEYIOBIETBOPUTEIbHBIMU, TO PE3YJIbTAT ayAuTa U olleHku CM opranusanuu
IIPU3HAKOTCS OTPULIATEIBHBIM.

10.6.3 B ciryuae HempeaocTaBIeHUs 3aKa3UYMKOM MH(POPMALUU WM MPEIOCTaBICHUEM HH(OpMAIH C
HapyIIEeHHEM yCTaHOBJIEHHBIX CPOKOB, PYKOBOJAUTEb ayAUTOPCKOW Ipymiisl GUKCHUPYET 3TO B CBOOOAHON
MUChMEHHOHU (hopMe.

10.6.4 ChopmupoBaHHBIE BBIBOIBI IO JAHHOMY 3TAIly PyKOBOAMTENb IPYIIIBI Ay JUTa TOBOIAMT IO OpraHa
10 CepTU(PUKALMH.

11 IlpaBuia npuHATHSA pelIeHUH 10 cepTUhUKATTUT

Opran no ceprudukanmu pazpadoTan mporecc ais mpoBeneHus: dhGeKTHBHOrO aHanu3a, mpeamie-
CTBYIOLIETO MPUHSITHIO PEIICHHSI O BbIJIa4e WM OTKa3e B Bblave cepTU(UKaTa, paCIIUPEHUH WU COKpaIlie-
HUM 001acTH JeicTBus ceprudukara, BO30OHOBICHHH, IPHOCTAHOBICHUH JICHCTBUS MM OTMEHE cepTU(u-
Karta (Janee 1mo TeKCTy — peuieHus).

Jluna, MpUHUMAIOIIKME PEIICHHUS, TODKHBI COOTBETCTBOBATh TpeboBanusm 9.5.1 TOCT P UCO/MBK
17021-1. OnpeneneHue UL, TPUHAMAIONINX PEIICHHUE, TPOBOANUTCS Ha 3Tarne (GOPMUPOBAHHS ayAUTOPCKOM
TPYHIbL, B @y JUTOPCKYIO TPYIIIY UX HE BKIIOYAIOT.

11.1 Ilopsaaok NpuHATUS PELICHHUI BKIIIOYAET CIEAYIOIINUE IeHCTBUS:

11.1.1 Aymutopckas rpymma npeaocTaBiseT HHOOpMAIUIO I TIPUHATHS PELHICHHS, B TOM YHCIIC WUH-
dopmaruto, nepeuncieHayto B m. 9.5.3 TOCT P ICO/MBK 17021-1 u, nmpu HEOOXOAUMOCTH, 3aKIIFOUCHUE
00 o1ieHKe MaTepuasoB 3asBuTes (nmpuiaoxenue E).

11.1.2 Jluna, npuHUMAIOIINE PEIICHUSs, TIPH MPEIOCTABIECHNN ayUTOPCKON Ipyniod nHGOpMaIui s
NPUHATHS pelIeHUs MPOBOAST B TeUeHUe He Oojiee IBYX pabouMx JAHEH aHaau3 NOJIHOTH HHpopManuu. [Tpu
BBISIBJICHMH HeJOCTaTka WH(OpMaluy, Juia, NTpUHUMAIOIIKE pelieHns, GopMUupyoT B cBOOOIHOM (opme
olucaHue HeJlocTaroned HHpOopMaIuK U T0BOJAT A0 pyKOBOAUTENS TpyIbl ayauTa. Ha cOop HegocTaromeit
uH(pOpMaluu BbIIEIsIETCS He Oosee MATH pabounx JTHEH.

IIpumeuanue: yqaCTHUKH IPYIIIBI ayIUTA, IPEIOCTABUBIINE HH(GOPMAIIUIO HE B ITOJIHOM 00bEME, MOJIekKAT
PAcCMOTPEHHUIO B YACTH OIPEJIENIEHUS B MOTPEOHOCTH 00yUEeHHsI COTIACHO MPOLEeaAype, YCTaHOBIEHHO! B PJ1
OC 03.

11.1.3 Opran no cepTu(UKaLuu peTUCTPUPYET KAXK0€ pellieHHe 0 cepTH(UKALINHU, BKIItOYast TI00bIE J10-
MOJIHSAIOIIUE €r0 CBEACHMS WM Pa3bsCHEHUs, TOCTYNAIOIINE OT WIEHOB ayAUTOPCKON IPYMIbl MU JIPYTHX
uctouyHukoB uHopmanmu (9.5.1.4 TOCT P UCO/M3BK 17021-1). Unensl ay IMTOPCKOM TPyMIbl GOPMUPYIOT
3anucu 1o ¢popmam npunoxenuit Jl, E u XX; perucrpanus mHpopmanuu Apyrux UCTOUHUKOB — B JKypHan
«Bxonsmas koppecnionaeHus» o ¢popme npunoxenus b PII OC 01.

11.2 Buabl pemieHUii 1 OCHOBAHMS JIS1 MX NPUHATHS

OtpuuaTeIbHbIC PEIICHHS [MonoxuTenpHbIE peIeHUs

- 00 oTkaze B Bbaue CC (mpuioxkenue 1) - o Beijaue CC (npunoxenue M)

- 00 ormene CC (mpumnoxenue H) - o noarBepxkaeHuu aerictBus CC (mpuiioskeHue
- 0 nproctanoBienun neiicteus CC (mpunoxenue H) 2y

- 0 COKPAIIEHHE 06TACTH CepTHbMKAIE (IPHIOKE- i{;) B0300HOBNEeHNH jeiictBus CC (pUIoKeHHe

Hue P)

- 0 pacumpenun oosactu CC (mpunoxenue I1)

ITpoeKT COOTBETCTBYIOLIETO perieHus] POPMUPYET PYKOBOAUTENb ayIUTOPCKON TPYIIIIBL, IO YCTHOMY
PaCIOPSHKCHUIO JINLA, IPUHUMAIOLIETO PELICHHUE.

11.2.1 OtpunarenapHbie pereHus: 0GOPMIIIIOT
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Pemenue 06 otkaze B Beigaue CC OC odopmiisieT B TeueHHE He 0oJiee ABYX padovux JHeH B CiIydasx, OIu-
caHHbIX B 11. 9.4 u 1. 10.6.

Pemenus 06 ormene CC, o npuoctanoBnennu aeicteust CC u o cokpanieHuu B oommactu ceptuduranuu OC
o OpMIISIET TIPH BBISIBJICHUH [IPUYKH, ONMCAHHBIX B [[0UTHKE 1O MPUOCTAHOBJICHHUIO, OTMEHE JICHCTBUS cep-
TU(dUKaTa WIK COKpAIlleHUI0 0bmacTu cepTudukanuu, ohopmiaeHHoi B OC caMOCTOSATENBHBIM TOKYMEHTOM.

11.2.2 TTonoxurensubie pemenus OC opopMisieT B TeUeHUE He DoJiee IBYX paboumX JHe:

- o Betaue CC — mocre 3aBepuieHus (pe)cepTUPUKAIMOHHOTO ayuTa 0e3 BBISIBICHUS 3HAYUTEIBHBIX HECO-
OTBETCTBUH WM 1TociIe 0opMIIeHNUS 3aKitoueHus (mpuioxenue E), moaTBepkaaroero, 4ro A 3HaYNTeIb-
HBIX HECOOTBETCTBUM BBIITOJIHEHBI KOPPEKLIUU U IIPELYCMOTPEHHBIE KOPPEKTUPYIOLIUE NCUCTBUS;

- o noarBepxkaenuu Aeiicteust CC (npunoxenue JI) - mocie 3aBepiiieHrs HHCIEKIIMOHHOTO ayIuTa 0e3 BbISB-
JICHWS 3HAYUTEIHHBIX HECOOTBETCTBUH WK TTociie ohopmiteHus 3akiitoueHus (mpuinoxenue E)*;

- 0 BozoOHoBNeHUN neictBus CC (mpunoxenune H) - mocie opopmienus 3axmodenus (mpuioxenne E)* B
OTHOILIEHUH TPUOCTAHOBIICHHOTO cepTu(dUKara;

- o pacumpenun obnactu CC (npunoxkenue I1) - mocne 3aBepiieHnss HHCIEKIIMOHHOTO MJIM BHEIJIAHOBOTO
ayauTa 0e3 BBISIBIICHHS 3HAUYUTEILHBIX HECOOTBETCTBUN WIIM MOCIE O(hOPMIICHUS 3aKITFOUYCHUS (IPUIOKECHUE
E)*

[Ipumeuanue *: 3akmoueHne, B KOTOPOM MTOMHUMO TIPOYETo yKa3zaHa HH(popManus 00 OTCyTCTBUY NTPUYNH, OITMCAHHBIX
B [TosuTHKE MO IPUOCTAHOBIICHUIO, OTMEHE NEHCTBHSI cepTU(HUKATA WA COKPAIIICHUIO 001aCTU CePTUDUKAIIUH.

11.3 Mudopmarus o pemieHusX, IPUHATHIX OPTAaHOM IO CEPTH(HKALINH, SBISIETCS OTKPBITOH M ITyOJIH-
KyeTCs B IOPSIKE, YCTAaHOBIEHHOM B cornacHo 1. 4.5 PK OC.

12 Odopmienne ceprupuxara coorsercreusg CM

12.1.1 Ilpu nonoxurensuom pemeann OC opopmitsier ceptudurar coorsercTBrst CM ycTaHOBIEHHOTO
oOpasua (npunoxenue K). Ceprudukat MoxeT UMETh puiiokeHue. Pemenne 00 opopmiieHnn IpuioKeHUs
K cepTudukary npuHuMaet pykoBojctBo OC. Cpok neiictBus ceptudukara coorserctsust CM — Tpu rona
(kpome ciydaeB, onucanHbiX B 9.6.3.2.5 TOCT P UICO/MDK 17021-1).

B OC na ceprudukate npocTapisioT pErUCTPALIMOHHBIN HOMED, 3aTeM CePTU(PHUKAT PETUCTPUPYIOT B
Peectpe OC.

Peructparnmonnsiit Homep cepTudukara hopMupyercs o CTpykrype, yctanopineHHoit OC B crnemyro-
IEM 00BEME:

POCC XX XXXX.XXXXX npumep: POCC RU.OK54.00001
1 2 3 4

rae:
1 — mpUHAUIEKHOCTh OpraHu3aluy, ceprudunmponaniieii CM k PO;
2 — ycnoBHOE 0003HAUYEHNE CTPAaHbl HAXOXKICHHUS 3asIBUTEIIS;

3— kox OC (ueThIpe MOCIeTHUX CUMBOJIA perucTparmonHoro Homepa OC — HoMepa aTTecTaTa aKKpe-
JIATAIUN);

4— nopsakoBeIif HOMep cepTudukaTa B peectpe OC B Buae nsat 3HakoB U HaunHaoTcst ¢ 00001.
12.1.2 Vuér opopmiienHoro ceptudukara Beaércs B «Peectpe nen no cepruduxanmu CMy».
12.1.3 Ceprtucdukar pacneuarsiatoT Ha 6manke OC. Ynpasienue 61ankom cornacao [T OC 03.

12.1.4 PykoBoautens OC uiu ero 3aMeCTUTENb U PYKOBOJAMTENb Ay IUTOPCKOW IPYNIbI MOANUCHIBAIOT
ceprudukar. Ha ceprudukare crassat neuars OC.

12.1.5 OC nepenaet 3asiBUTEIIO OPUTHHAT cepTU(UKATa U PEelICHHE O Bbladye cepTuuKaTa.

12.1.6 Csenenus o BeITaHHOM cepTudukare u ero craryce B nanpaeiniem OC nepenaér B DeaepanbHyIo
CiIy 0y MO aKKpeIUTAIH MTOCPEICTBOM 3aHECEHHUS UX B TUYHBIN KaOWHET.
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12.1.7 OmnoBpemenno ¢ opopmienuem ceprudukara OC u aepkarens cepTudUKaTa 3aKII0Ya0T A0T0-
BOp Ha MPOBEJICHNE MHCIIEKIIMOHHOTO ayANTa Ha CPOK JelicTBus cepTudukara. Cpok U colepskaHue BhITOJ-
HEHHS paboT ONPENEIIAIOTCS KAICHIAPHBIM IIAHOM, YCTaHOBIICHHBIM B (popMe JI0TOBOpA.

12.2 Ilopsinok 3aMeHbI cepTUGUKATA COOTBETCTBUSA

12.2.1 JomyckaeTcs 3aMeHa cepTuduKrara COOTBETCTBUS U (MIJIH) MPUIIOKEHUNA K HEMY 0€3 BBITIOJTHEHUS
IpOLEAyp, IPELYCMOTPEHHBIX pa3aesnaMu 5 — 11 HacTosIIIero JOKyMEHTa, B CIEIYIOIIMX ClIydasx (B 3aBUCH-
MOCTHU OT IPUMEHEHHON CXEeMbI CepTHU(PUKALINN):

- BBISBJICHHE B CEPTH(UKATE COOTBETCTBHSI M MPIIOKECHUSX K HEMY OIIHUOOK (ONEYaTOK);

- H3MEHEHHE OpPraHU3aIMOHHO-TPABOBOM (OpPMBI, MecTa HAXOXACHUS (aapeca IPUINYECKOrO JUIA),
MECTa JKUTENbCTBA (PU3UUECKOTO JIUIA, 3apPETUCTPUPOBAHHOTO B KA4eCTBE MHIUBUIYATHHOTO MPE-
PUHUMATEJS, aJpeca MecTa OCYIIECTBICHUS EATEIbHOCTH (B CiIy4ae, €ClM aJpeca pa3IudaroTcs),
HOoMepa TenedoHa u (W) aapeca SJISKTPOHHOM MOYTHI 3asIBUTEIIS;

- [eperMeHOBaHue reorpapuieckoro o0beKTa, 3JeMEeHTa YIUYHO-I0POKHON CeTH (YIUIbL, TPOCTIEKTa,
IUIOINAAH, TIEpeyJIIKa, Ipoe3ia, HabepexKHo, OyIpBapa u JIp.), dJIEMEHTa IUIAHUPOBOYHON CTPYKTYPBI
(paiioH, MUKpOpaioH U JIp.), ©3MEHEHHE HyMepaluu 00beKTa ajpecaluu (Jjoma, TOMeUIeHus U Jap.),
MOYTOBOI'0 MHEKCA, YKa3aHHBIX B KAYECTBE PEKBU3UTOB aJ[peca MECTa OCYIIECTBICHHS IEATEIbHOCTH
10 U3TOTOBJICHUIO MPOIYKIUH (IIPU yCIOBUH (DAKTUUYECKOI HEM3MEHHOCTH MECTa OCYIIIECTBIICHUS JIe-
ATEILHOCTHU 110 U3TOTOBJICHUIO MPOAYKIIMH ) 3asBUTEIIS;

- M3MEHEHHE HAaMMEHOBaHUS IOPUIUYECKOro JINIA, (paMUIIuu, UMEHHU, OTUYeCTBa (MIPU HAMUYUU) HU3H-
YECKOT0 JINIIA, 3aPETUCTPUPOBAHHOTO B KAU€CTBE MHANBUIYIbHOTO IIPEANPUHUMATEIIS, IPU YCIOBUHU
COXPAaHEHUS PETUCTPALMOHHOTO WM YYETHOTO (MHAUBUAYAIBHOTO, MICHTU(PUKAITMOHHOT0) HOMEPA U
HEHM3MEHHOCTH MECT OCYIIECTBIICHUS IEITEIILHOCTHU 110 U3TOTOBJIEHUIO (IPOU3BOJICTBY) MPOAYKIIUH;

- H3MEHeHHe Koja (KOJO0B) MPOIAYKIIHH;

- COKpallleHHuE KOJMYECTBAa aJPECOB MECT OCYIIECTBICHHS AESITEIbHOCTU MO0 M3TOTOBJICHHUIO MPOIYK-
117078

B ciyuae nepenmeHoBaHMs reorpauueckoro o0beKTa, 3JIEMEHTa YINYHO-TO0POKHON ceTr (YIHUIbI,
MPOCTIEKTA, TUIOIAH, TIEpeyIIKa, Tpoe3aa, HabepexHou, OyiabpBapa u Ap.), 2JIEMEHTa IIAHUPOBOYHON CTPYK-
Typbl (pailoH, MUKPOPANOH U JIp.), U3MEHEHUsI HyMepaluu o0BbeKTa ajpecaruu (Joma, IOMEIEeHUs U JIp.),
MIOYTOBOT'O MHJIEKCA, YKa3aHHBIX B KAUECTBE PEKBU3UTOB MECTa HAXOXACHUS (aapeca IOpUIUUYEeCcKOro JInia),
MecTa )KUTEeNbCTBA (PU3NUECKOTO JIUIA, 3aPETUCTPUPOBAHHOTO B KaU€CTBE MHUBHIyaJIbHOIO MpEANPHHUMA-
TeJIA, SIBJISIOLINXCS 3asiBUTEEM U (WJIM) U3TOTOBUTEIEM MPOAYKLIMH, aApeca MecTa OCYILIECTBICHUS AeATeNb-
HOCTH 3asBUTEIIS, aJ[peca MECTa OCYIECTBICHUS JEATEIBHOCTH 10 U3TOTOBIEHUIO IPOAYKINH (TIpU YCIOBUH
(akTHUECKOW HEM3MEHHOCTH yKa3aHHBIX MECT HaXOKICHHUS, KHUTEIbCTBA U (WJIM) OCYIIECTBICHUS JesITeb-
HOCTH ), ©3MEHEHUST HoMepa TesegoHa 1 (W) aapeca dJIEKTPOHHOM MOYTHI 3asiBUTENS, Ko1a (KOJAO0B) IPOIYK-
I[UU 3aMeHa cepTU(UKaTa COOTBETCTBUS U (UJIM) MPUIIOKEHUI K HEMY OCYIIECTBISETCS TI0 YCMOTPEHHIO 3a-
SIBUTEJIS.

12.2.2 B cny4asx, npeyCMOTPEHHBIX TyHKTOM 12.2.1, HacTosmero 1okyMeHTa, nepxkarens CC Hanpas-
JSIeT B OpraH 1o cepTudukanuu 3asaBky, opuruHan CC, a Takke TOKYMEHTHI, SIBISIOIUECS] OCHOBAHUEM IS
3aMeHbI cepTU(UKaTa COOTBETCTBUS U (WJIM) MPHUIIOKEHUN K HeMY (IIpU HaJIUYUN).

3asBKa B ClIyvdasax, mpecaAyCMOTPCHHLIX ITYHKTOM 12.2.1 HACTOAIICTO JOKYMCHTA, NOJI’)KHA COACPIKATDH
I/IILCHTI/I(I)I/IKB.I_[I/IIO 3asBUTENIS U 000CHOBAHUE HGO6XOJII/IMOCTI/I 3aMCHBEI.

I[Y6J'II/IK2[TBI CepTI/I(I)I/IKaTOB COOTBCTCTBHUA 3aMCHE HE ITOJJIC)KAT.

12.2.3 Ilpu nocTyrieHnu oOpallieHus Ha 3aMeHy cepThduKkara:
- PYKOBOJMTEINb OpraHa no ceptudukanuy B TeueHue He Oosiee 3 pabouux JHEH MpUKa30M Ha3HA4yaeT
VCIIOJIHUTENIS JUIs IPOBEJEHUS OLIEHKH MaTEPUAIIOB 3asiBUTEIIS;
- Ha3HA4YEHHBIA HCIOJIHUTEIHL B TeueHUE He Oosee 3 pabouyux AHEH MPOBOIUT OLEHKY MaTepUasoB,
odopmisier 3akmodeHue (popma - npuinoxenue E) ¢ ykazanueM cooTBETCTBYIOLIEH peKOMEHIAIUH U
npenocTasigeT pykopoautento OC UM ero 3aMecTUTENIO;
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- pykoBomutenb OC UK €ro 3aMecTUTENh B TeUeHHe He Oonee 3 pabouux AHEH MPUHUMAET PEIICHUE
(1. 12.2.4) u opopmIsieT ero B COOTBETCTBUU C (POPMOIi, TpUBEACHHOH B mpuiioxenun U.

12.2.4 Tlopsaok npunsaTHs pemieHus o 3amene CC

12.2.4.1 B cayyasx, npeayCMOTPEHHBbIX MyHKTOM 12.2.1 HacTosiero fokymenra, pykopoautens OC uinu
€ro 3aMECTHTENh MPUHUMAIOT PEIICHUE BBIIATh CEPTU(PHUKAT COOTBETCTBUS C YKA3aHUEM HOBOH JaThl PEru-
CTpalluH, a TaK)Ke PEKBU3UTOB U HOMepa OJIaHKa 3aMEeHsIeMOro cepTUu(HrKaTa COOTBETCTBHUSA.

12.2.4.2 B caydasx, HE NpeayCMOTPEHHBIX IMTyHKTOM 12.2.1 HacTosimiero 1oKymeHTa, pykoBoauteias OC
WIH €T0 3aMECTUTENh IPUHUMAIOT pelieHre 00 0TKa3e B BbIAaue cepTu(UKaTa COOTBETCTBUS U O HEOOXOIH-
MOCTH MPOBEIEHUS paboT, IPEeyCMOTPEHHBIX pa3aenamu 5 — 11 HacTosIero JOKyMeHTa, B 3aBUCUMOCTH OT
MPUMEHEHHOM CXEMBI CepTU(HUKAITIH.

12.2.5 Ilopsiaok 3ameHbl cepTU(PUKATA COOTBETCTBHS

[Tpu npunstin pemenus o 3amene CC opopmisiercs ceprudukat coorBeTcTBus CM B COOTBETCTBHH
¢ 12.1 co cnenyromumMu yTOYHEHUSIMHU:

1) moroBop Ha MPOBEJECHUE UHCIIEKIIMOHHOTO ayUTa OCTA€TCS HEU3MEHHBIM;

2) B 3amensttorieM CC coxpaHSIIOTCSL BCEe CBEJCHUS, KPOME JlaThl PETUCTPALIUU U CBEJCHUM, IPU3HAH-
HBIX 00ocHOBaHHeM Ayt 3ameHbl CC. Jlata peructpanuy 3aMeHSIOIEro cepTU(UKaTa JOJKHA COOTBETCTBO-
BaTh JaTe NpUHTUA pereHus o 3amene CC.

3) HIKe IaThl peructpanuu (cM. npuinoxenne K) ykaspiBaercs ciieayromnas nHpOpMaIus:
Bbiaan B3ameH ceprudukara coorsercTBUsi Ne POCC RU.DK54.XXXXX
or JJAMM.ITTT, 6nank Ne XXXXX

B npaBoM BepxHeM yriy cepTudukaTa COOTBETCTBUS, TOAJIEKAILET0 3aMEHE, Ha3HAYCHHBIN HCTIOIHU-
tenb ykasbiBaeT "3AMEHEH", naty 3ameHsl 1 HoMep Oi1aHKa BbIIaBa€MOI'0 B3aMeH cepTU]HKaTa COOTBET-

CTBHSL.

3amensiembiit CC, B3ameH kotoporo Beizian CC Ha HOBOM OJ1aHKe, HE TIOJIJICKHUT U3BATHIO U3 o0pariie-
HUsA, T.K. €ro I[Cf/iCTBHG HpaBOMO‘-IHO C YKaSaHHI)IMI/I B HEM CBCACHUsIMHU HA MOMCHT BbIJAa4YUW U 10 MOMCHTA

W3MEHEHHMS CBEACHMI.

12.2.6 IIpaBuia yuyera u JOKYMEHTHPOBaHUS pe3yJbTaToB padoT no 3amene CC

12.2.6.1  Tlocne mpoBenenus padot mo 1. 12.2.3 — 12.2.5 B apxuB CC BHOCSAT AonoIHUTENbHBIC PP:

— oOpalieHue U MaTepuabl 3asBUTEIS, SBISIONINECS OCHOBaHUEM sl 3aMeHbl CC;

—  TpUKa3 0 HA3HAYEHUU WCIIOJTHUTEIIS,

—  3aKJIIOYEHHE 00 OIICHKE MaTEPHAJIOB 3asIBUTEIIS;

— peuwenue o Beigaye CC;

— konusa CC, opopmieHHoro B nopsake 12.2.5;

—  xomnwus 3ameHéHHOro CC co CBeIeHUSMH O 3aMEeHe, 1aTol 3aMEeHBI 1 HoMepoM OsaHka 3amensitomero CC.

12.2.6.2  OC BHOCUT COOTBETCTBYIOLIHE CBEJIEHUS B PEECTpP BBIJAHHBIX CEPTHU(PUKATOB COOTBETCTBUS B
ctpoke panee BeiganHoro CC, a Takxke myonukyet Ha caiite OC u nmepena€t creaenust B OCA.

12.3 Beipaua gyoumkara CC

12.3.1 B ciyvae yrepu (mopum) cepTudukaTa COOTBETCTBHS U (UJIU) MPUIIOKCHHUN K HEMY 3asBUTEIIEM B
Opras mo cepTu(ukanuy HampasisieTcs oOpalleHue B MPOU3BOJIBHON (OopMe ¢ yKazaHHEM OOCTOSTENLCTB
yTepu (1mopun) cepTrudruKaTa COOTBETCTBHUSA.

12.3.2 Opras no cepTuUKaIy ¢ AaThl HOTYUYSHUs OOPAIICHUS:




JHeprus ILI0C P OC 04 Jarta BBegenus B geiicreue: 27.07.2026
Bepcus 15 Ctp. 20 u3 46

— B TeyeHue 2 paboumx JHEH Ha3HayaeT UCIOIHUTENS (IIpHUKa3);

— B Te4yeHue 2 pabouux JAHEW HCIOIHUTENTh 0POpMIIIET QyOInKaT cepTudrkara COOTBETCTBUS HA HOBOM
OJaHKe ¢ COXpaHEHHEM BCEX CBEJICHHI U C yKa3aHHUEM B IIPABOM BepXHeM yriy Osanka ciosa "J[YBJIN-
KAT" n nuadopmarnus o gate ero BbIJAuH.

12.3.3 Jlybnukatrsl cepTH(PHUKATOB COOTBETCTBUSI OPOPMIICHHIO TyOIMKaTa HE MOJISKAT.

12.3.4 IIpaBuna yuera u JOKyMEHTUPOBAHUS PE3yJIbTaTOB paboT 1o Beiaye ayonukara CC

12.3.4.1 Tlocne npoBenenus padot o 1. 12.3.1 u 12.3.2 B apxuB CC BHOCST on0JIHUTEIbHBIE PP:
—  oOpaienue;

—  TpUKa3 0 HA3HAYEHUU WCIIOJTHUTEIIS,

—  konus gyomnukara CC, opopmuenHoro mo m. 12.3.2.

Ha xormmto 6:manka CC, HaXOASIIETo B Jieje, ¥ B3aMeH KOTOPOTO BBIAAH AyOJIMKAT HAHOCST CBEICHUS
0 BbIJjaue AyOJMKaTa: 1aTa ¥ HOMEp HOBOTO OJIaHKA.

12.3.4.2  OC BHOCHUT COOTBETCTBYIOLIHE CBEICHUS B PEECTP BBIJAHHBIX CEPTHU(UKATOB COOTBETCTBUS B
cTpoke panee BbinanHoro CC, a Taxxke nyonukyet Ha caiite OC u nepenaér ceaenusi B DCA.

13 IlpaBuia npeaocraB/ieHUs 3asiBUTEJIIO Pe3yJIbTATOB Pa0oT 110 MOATBEPAK/ICHUIO COOTBETCTBHA - 32-
BeplIeHHue cepTH(PUKANNM, PperHCTPAlUA U BbhiZauya ceprudukara coorsercreusi CM

PaboTa aytuTOpCKOW TPYIIIBI CYATACTCS 3aBEPIICHHOM:

- eclii BBIIOJHEHbI Bce paldoThl, MpelycMOTpeHHble MmiuaHoM ayauta CM u oT4ér mo pesyibTatam
ayauta (MHCTeKImoHHoro ayauta) CM noanucas;

- B OC (ayauropckoii rpymniie) mpeJcTaBieH IUlaH U MUCbMEHHBIN 0TYeT IpoBepsieMON OpraHu3aluy 1Mo
BBIMIOJTHEHUIO KOPPEKTUPYIOLIUX JAEUCTBUN ¢ COOTBETCTBYIOIIMMU OOBEKTUBHBIMU CBUJIETEIIHCTBAMU
00 yCTpaHEHHH HECOOTBETCTBHIA;

- 0popMIJIEHO 3aKJIIoueHue 00 OllEeHKE MaTepuasoB 3asBuTels (mpuioxxenue E) mpu HeoOX0IMMOCTH.

PesynbraTsl pabot (ceprudukanuonnbsie JokyMeHThl) OC noikeH BblAaBaTh CEPTUPUIMPOBAHHOMY
3aKa34MKY JIFOOBIM MPEANOYTUTENBHBIM /ISl HETO CIIOCOO0M.

JokymenTsl o ceptudukanuun CM xpanat B OC B COOTBETCTBUU C NMPaBUIAMH, YCTAHOBIEHHBIMU B
cooTBeTcTBYIOMMX JoKymMeHTax OC.

Aynuropckas rpynmna 1 pykoBoacTso OC He TOIKHO PaCKphIBaTh COEP/KaHUE TIOKYMEHTOB U IPYTYIO
uH(pOpMalIKIO, TOJYYEHHYIO BO BpeMs ayIuTa, a TAK)Ke COJIepKaHUe 3alcel 1o pe3ysibTaTaM ayauTa Jiro0oi
JpyTroii cTopoHe 0e3 coryiacusi MPoBepsIeMO OpraHu3aluy (3aKa3unka).

14 IIpaBunia paccMOTpeHHs K100 HA pelIeHNs], IPUHATHIC OPraHoOM IO cepTHGUKALNH, BKIIOYA-
IolMe B TOM YHCJIe, IOPSIA0K HANIPABJIeHHUs OTBETOB [0 UTOI'aM PacCMOTPEHUs Ka100

Bce anemnsnum v 5xano0bl, mOJIydeHHBIE OT 3asBUTENIEH, pacCMaTpUBAaeT pyKOBOJIUTENh OpraHa ¢ Co-
omonenueM mpouenypsl, ycranosiennoi I[1 OC 01. Ilpu sTom crnemgyeT mpoBepsTh UX 00OCHOBAHHOCTh U
COOTBETCTBHUE YCIOBUSAM KOHTPAKTA U IEUCTBYIOIIEMY 3aKOHO/IaTE€ILCTBY, BBISBIISTH IPUUUHBI, CIIOCOOCTBY-
folue pakTaM HEBBITOJHEHUS JOTOBOPHBIX 00s3aTENLCTB, 0€CX035HCTBEHHOCTH U IPYTHM HAPYIICHUSIM XO-
3HMCTBEHHON JIeATEIIHFHOCTH.

B ciygae mpusHanus xano0sl 000CHOBaHHOM, MOIpa3iesieHrue, BAHOBHOE IO MPEAbIBICHUH KAI0ObI,
MPUHUMAET MEPHI 110 MPEIOTBPALICHUIO aHAJIOTMYHBIX CIy4YaeB B JalbHEHIIEM, YIyUYIIeHUIO PabOThI MO HC-
MOJTHEHUIO PadoT, JOBOJMT UX JI0 COOTBETCTBYIOIINX MOIpa3/IeIICHUH.

Howmep perucrparimonHoii 3anucy B )ypHaje «Perucrpanus aneisaiui 1 xano0» BHOCUTCS B Tpady
«CBenenus o XxpaHeHuu fienay peecrpa aen no cepruduxannu CM (Ilpunoxenue C).

15 Ccblika Ha cepTH(I)MKAT U HCI0JIb30BAHNE 3HAKOB COOTBETCTBHUS
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15.1 Ccpuika Ha cepTudukar

15.1.1 OnnHoBpemeHHO ¢ Beigauei ceprudukata OC 3akimoyaeTt ¢ cepTUGHUIMPOBAHHBIM 3aKa3UYHMKOM J10-
TOBOpP O IPOBEJICHUN MHCIIEKIMOHHBIX ayJIHUTOB. JJOTOBOp CONEPKUT FOPUIMYECKH JCHCTBUTEIBHBIC COTJIA-
HICHHS, TPEOYIOIIUe COOI0ICHHE 3aKa3uuKoM TpeOoBanuii, ykazaHHbiX B 8.3.4 TOCT P UICO/M3K 17021-
1.

15.1.2 OC koHTpOIMPYET UCIIOJIB30BaHUE cepTU(PHKaTOB cooTBETCTBHUsI CM M CCBIIIOK Ha HETO MPH MPo-
BEJICHUU UHCIIEKIIMOHHOTO KOHTPOJIS.

15.1.3 OC B ciy4ae BBISIBIICHUSI HETIPABWIIbHBIX CCHUIOK MJIM BBOASIIMX B 320 Ty KJIEHUE CIIy4acB MPUME-
HEHUsI cepTU(HUKATOB, BBISIBICHHBIX B pEKJaMe, KaTalorax, Ha caiiTaXx MHTEPHETA M T.II. OTPAKAET B aKTE
ayJiuTa OMKMCAaHUE BBISIBICHHOTO (akTa HecooTBETCTBUS. [10 (hakTy HECOOTBETCTBHS HAPYILIUTEIEM YCIOBHI
JIOTOBOPA, JIOJDKHBI OBITH 3aIlJIAHUPOBAHBI U POBEICHBI KOPPEKIIUS U KOPPEKTHPYIOIIHNE NSHCTBUS, a B CITydae
HEOOXOJMMOCTH U B 3aBUCUMOCTH OT CTEIMIEHU MOCIEACTBUI MOTYT ObITh MPOBEICHBI MEPOIIPUSITHS TIO OTMEHE
JEHCTBUS cepTUUKATA U IyOJIMKAIHSI O TOMYIICHHBIX HAPYIICHUSIX, & TAK)KE WHBIC TPABOBBIC JICUCTBHS, CO-
OTBETCTBYIOIIUE 3aKOHOJATEIILCTBY.

15.2 3Hak cOOTBETCTBUS

15.2.1 OC UCM «DHeprus mIOc» HE NPUMEHSET COOCTBEHHBIN 3HAK COOTBETCTBUS, HE NPUMEHSET
3HAaKM COOTBETCTBUS JPYTUX CHUCTEM CepTU(UKALMY, @ TAKXKE HE MPUMEHSET 3HaK HAllMOHAJIBHON CHCTEMBbI
aKKpeIUTaLUHU.

16 IloaTrBepxkneHue ceprupuKanuy (MHCHEKIMOHHBINH KOHTPOJIb)

[IpaBuna npoBeneHUs] UHCIIEKIIMOHHOTO KOHTPOJs (MHCIIEKLMOHHOTO ayAuTa cepTU(UIUPOBAHHOM
CUCTEMBI MEHEIKMEHTA)

HHCHCKHHOHHBIﬁ aAyJUT MOXKET OBITH IUIAHOBBLIM M BHEIIIAHOBBIM.

B Teuenue cpoka neiictBus cepTuduKara MpoBOISIT HE MEHEE JBYX IUIAHOBBIX WHCIICKIIMOHHBIX KOH-
TpPOJIeH, HE PeXke OJJHOTO pa3a B TO/I.

MHCTIeKIMOHHBIN ayTUT MPOBOJAT C LIeNbI0, onucaHHoM B nmyHkTe 9.6.2.1.2 TOCT P UCO/M3K 17021-1.
16.1 JlesTenbHOCTD 10 HHCIIEKIITMOHHOMY KOHTPOJIIO

OOBEKTHI IMMPOBEPKH U OLUCHKH MPH MHCIICKIUOHHOM ayaAUTC ONMPCACIIAIOT MHAUBUAYAJIbHO JJIA KaX-
JIOTO 3asBUTEIISA, IOPSIIOK POBEACHNS NHCIIEKLIMOHHOTO ayUTa COOTBETCTBYET MOPSAKY IPOBEICHMSI CEPTHU-
¢ukanun CM cornacHo myHKTY 5.2 (IIpy HEOOXOAMMOCTH) U paszzaenam 9-11 HacTosIero 10KyMeHTa.

[Ipy MHCTIEKITMOHHOM KOHTPOJIE IIPOBOJUTCS KOHTPOJIb CUCTEMBI MEHEIKMEHTA KaueCTBa IIPOLIECCOB,
BKJTFOYEHHBIX B 00J1aCTh IPUMEHEHHUS CUCTEMBl MEHE/DKMEHTA, YKa3aHHYIO B cepTU(dUKATE.

[Tpu MHCTIEKIMOHHOM ayIUuTe 00NN 00bEM MPOBEPKHU JOIDKEH COCTABIATH MPUMEPHO 1/2 311eMEeHTOB
CM, B TOM 4uCIE 2IEMEHTOB, IPOBEPSEMBIX ITPU KaX 01 IpoBepke. [IporpaMma HHCIIEKIMOHHOTO KOHTPOJIS
JIOJDKHA BKIJIIOYATh B ce0s1 00BeKTHI, penycMoTpernsie 9.6.2.2 TOCT P UCO/M3K 17021-1, B ToM uucne
aHaJIN3 JeHCTBUM, MPEANPUHATHIX JIJIsl YBEAOMIICHUS O HEOJIAaronpUsTHBIX COOBITUSAX, PEKOMEHIATENbHbIX 13-
BELICHMSIX U OT3bIBaxX MPOIYKILUH C PbIHKA.

Hcnons3oBanue ceprudukara (MpUMEHEHUE 3HAKa COOTBETCTBHS HE MPETyCMOTPEHO, MOATOMY HE
MOJ/JIEKUT KOHTPOJIIO).

16.2 BaennaHOBBIN MHCIIEKIIMOHHBIN ayUT (ayJUT CepTUDUIMPOBAHHOTO 3aKa3YHKa C KPAaTKOCPOUYHBIM
MpeBapUTENbHBIM YBEIOMIICHHEM WU YBEAOMIICHUEM B TIOCTEIHUNA MOMEHT (6€3 yBeIOMIICHHs) TPOBOIST
B cimyvasx, nmpuBea¢HHBIX B MD 9.6.4.2 TOCT P 70621, win 1151 pacciaeqoBaHus ’Kajio0 WA B OTBET Ha MPO-
W30MICIIINEe U3MEHEHHS WU K€ JUISI KOHTPOJIS B Cllydae MPHOCTAHOBIICHUS JACUCTBUS CepTH(UKATa 3aKa3-
guka. B Takux cnydasx OC nmpoBoaut meponpusatus mno xanodam (IT OC 01) nmu KC - koopauHaImOHHBINA
cosert (I1 OC) ans muranupoBaHus JATBHEUIITNX ASWCTBUN MO BBHIIOTHEHHIO 11. 6-11 HacTOsIIero JOKyMeHTa C
y4ETOM 11€7IECO00Pa3HOCTH.

16.2.1 YBenomiieHne — MMCbMO, B KOTOPOM YKa3aHa IPUUMHA BHEIJIAHOBOI'O ayJUTa U MOPSAIOK €ro Ipo-
BEJICHUs, HAIpPaBJICHHOE HA D3JIEKTPOHHBIN aJpec 3aKa3uumka C MOCIEAYIOLIEH OTHpPaBKOW OpHUTHHaNa
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MOYTOBBIM OTHpaBieHueM Wi nocpeactsoM I/10:
- TpeaBapUTENbHOE YBEJIOMIICHHE — He MeHee 4eM 3a 10 pabounx JHEH 10 MpoBeIeHUS ayAnuTa;
- YBEJOMJICHHEM B IOCJIEIHUI MOMEHT (6e3 yBeJJOMIIEHHUs) - HE MEHee ueM 3a 2 pabouux JHA J10 Mpo-
BCACHUA ayquTa.

16.2.2 OC 000CHOBBIBaCT MPOBEJACHUE BHEIJIAHOBOTO ayauTa B ohopmiisieT 000CHOBaHME IO (GopMme
npotokosia KAX (cMm. cokpamenue B [T OC 01) umun KC, coorBerctBenHo. B o6ocHoBannn OC yka3bIBaeT
KaK TIIATeIbHO PACCMOTPEH COCTaB ayJAUTOPCKON IPYIIBI B COOTBETCTBUU C P. 8 110 MPUUUHE OTCYTCTBUS Y
3aKa34MKa BO3MOXXHOCTH OMPOTECTOBATh YYACTHUKOB ayAUTOPCKOM TPYIIIIBL.

16.2.3 OC coBmecTHO ¢ yBegomiieHueM (1. 16.2.1) nanpasmusier:
- JIONIOJIHMTENIbHOE COTJIAIIEHUE K JIOroBOpY (pe)cepTrudUKaIMi 00 N3MEHEHUH MPOrpaMMbl cepTudu-
Kall¥, KOTOpas SIBJIIETCS €0 MPUII0KEHUEM;
- xonwuto nporokoia KAX unu KC, cooTBETCTBEHHO;
- TpUKa3 0 HA3HAYEHUU ayJAUTOPCKON TPYIIIBI.

16.2.4 Beimonnenue aeicteuii mm. 6-11, 17 (mpu Heobxomaumoctn) niau 20 (mpu HEOOXOIUMOCTH ) HACTO-
AIIET0 JOKYMeHTa, crianupoBaHHbIX B Xo1e KAXK wim KC ¢ yuérom nenecoodpa3HOCTH, U COTIACOBAaHHBIX
¢ cepTu(UIIUPOBAHHBIM 3aKa3YUKOM.

17 TlopsaoK NPHOCTAHOBJIEHHUS U BO30OHOBJIEHMSI 1eCTBUS CePTUPHUKATA COOTBETCTBUS
17.1 IlpuocraHoB/ieHHe

17.1.1 PykoBOACTBYsICh MOJIUTUKON 110 IPUOCTAHOBJICHUIO, OTMEHE JIEHCTBHS cepTH(UKaTa UIM COKpa-
HICHUIO 00JacTH CepTH(HKAINN OpTraH Mo cepTU(UKANUN MPUHUMAET PEUICHHE O MPUOCTAHOBJICHUU JICH-
ctBus cepTudukara (p. 11) npurumaercs Ha cpok He Oonee mectu MecsueB. OC 10BOAUT peleHue 10 Jaep-
xKaTens cepTu(uUKara, HampaBysas eMy IPUHATOE PELIEHUE, a TAK)XKE BBIIOJIHAET NEHCTBUS, ONMCAHHbIE B II.
11.3. IIpu 3ToM Ha caiiTe oprana no ceprudukanuu nHpopmanus n1aércs B 00bEMe 3aMeHbl craTyca «/leil-
ctBye™ Ha craryc «lIpuocranosnen ¢ JJI.MM.I'TTT».

17.1.2 Ecnu mo uCTeUEHUIO CpOKa MPUOCTAHOBICHUS HE YCTPAHEHbI MPUYMHBI IPUOCTAHOBICHUS JIEH-
CTBUS cepTU(PUKATa COOTBETCTBUS MPUHUMAIOT perieHne 006 oTMene nerictus ceprudukara (p. 11). OC no-
BOJIUT PEIlIEHUE /10 AeprKarens cepTudukara, a Takke myOanuKyeT nHdopmaino 00 OTMEHE NeUCTBUS CEPTHU-
¢ukara Ha CBOEM caiiTe.

17.2 Bo3o0OHoBJieHHe

17.2.1 Ecnu npu4rHbI IPUOCTAHOBIIEHUS IEHCTBUS cepTU(PHUKATa COOTBETCTBUS YCTPAHEHBI B CPOK, JIEH-
CTBHE cepTU(HKaTa BO30OHOBISIOT, CPOK €ro ACHCTBHS MPHU ITOM ocTaércs 0e3 u3meHeHuid. OueHka ycrpa-
HEHUS MPUYMH MPUOCTAHOBIICHUS AEUCTBUSI cepTU(UKATa COOTBETCTBHSI MOXKET OBITh 3aBEPILIEHA OJHUM U3
BUJIOB TIOJIOKHUTEIBHBIX PEIICHUH WU PEIIEHHEM O COKPALIEHUH 00JIaCTH CepTU(UKALIUH.

17.2.2 Vadopmarnus o BO30OHOBIEHUH JeHCTBUS cepTuduKara myOIuKyeTcs, BHIIOJTHEHUEM IeHCTBUM,
onucaHHbIX B 1. 11.3. [Ipu aTOM Ha caiiTe oprana o cepruduxanuu uHGopMarus 1a&Tcst B 00bEMe ONrucaHus
cratyca «JleiictByet. [Ipuocranosnen ¢ JJ/.MM.ITTT. Bozoonosnén ¢ JJA.MM.ITTT».

18 Peceprudpuxanus CM

18.1 Llens pecepTudukanronHoro ayaurta ycraHoninena B 9.6.3.1.1 TOCT P UICO/MBK 17021-1. 3a-
sBKa Ha nposenaeHue peceprudukanru CM nomxHa ObITh HanpasiieHa B OC He 103/1Hee, YeM 3a ISTh MECSIIEB
JI0 OKOHYAHUS CpoKa JIeHCcTBUs cepTH(HKaTa 1o (popMe, yCTaHOBICHHON B MPUIIOKEHUH A.

18.2 PecepTuduKaiimoHHbII ayAUT BKIIIOYAET B c€0sl BHIMOTHEHHE TPEOOBAHUI, OMMCAHHBIX B MyHKTE
5.2 (mpu HEoOXoaMMOCTH) U pazaenax 6-11 macrosmero nokymenta u 9.6.3 TOCT P UICO/MDK 17021-1.
ITpu sTom stan 1 ayaura (paznen 9) NpoBOAUTCS TOJIBKO B CIIyYasix, €CIHM MPOU3OILIN 3HAYUTEIIbHBIC H3Me-
HEHHS B CHCTEME MCHEPKMEHTA, OpTraHW3alMy WU YCIOBHIX (DYHKIIMOHUPOBAHHS CHCTEMbI MEHEIKMEHTA
(m. 9.6.3.1.3TOCT P UCO/M3K 17021-1).

18.3 Ecnu nenu pecepTUPHUKAIMOHHOTO ayAUTa JTOCTUTHYTHI 10O OKOHYAHUs ICHCTBHS CepTUHUKATA CO-
OTBCTCTBHSA, BBIJAHHOT'O B XOJAC NPCAbLAYIICTO [UKIIA CepTI/I(I)I/IKaL[I/II/I, CX€Ma IMO3BOJIACT O(bOpMI/ITB peuIcHuc
0 BBIJaue cepTu(dukara COOTBETCTBHS CHCTEMBI MEHEDKMEHTAa KadeCTBa, B PEUICHUM YKa3bIBAIOT NAThI
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perucTpanvi M OKOHYaHUsA JCUCTBUSA cepTU(dHKaTa, yduThiBas ToyiokeHus myHkta 9.6.3.2.3 TOCT P
NCO/M3K 17021-1.

18.4 B nensax cobmonenust tpedosanus 1. 9.5.3.3 TOCT P ICO/MBK 17021-1 OC UCM «DHeprus
IUTIOC» MPUHSUI PEeLICHHE He Tiepe/iaBaTh BblAavy cepTHdUKaTa Ha pacCCMOTPEHUE IpYyroro oprana. B cBsi3u ¢
ITHM HE TpeOyeTCsl yCTaHABIMBATh MPOIEAYPY IS MOJYICHUS BCE HEOOXOAUMOHN emy MH(OpMALUU IS

MIPUHATHUS PEIICHUS O CepTU(HUKAIIH.
[Ipumeuanue — Cxema ceprudukarmu (Pl OC 04) He nmpeaycMaTpuBaeT clielialibHbIE PaBHIa, KaCaOLIKeCs epelaul CepTH-
¢ukanuy.

19 Pacmupenue odsacTu cepTUPUKATUA

19.1 OGnacte cepTudUKaLNU PACIIUPSIOT IPH U3MEHEHUU:
- CcTaAui )KU3HEHHOTO IMKJIA B paMKax IPYHIbl OJHOPOIHOM MPOAYKIMU, TPUMEHUTEIBHO K KOTOPOH
Obuta cepTuduuupoana CM opraHusanuy;
- HOMEHKJATypbl MPOAYKIIUHU, BBITYCKaeMOM opraHu3anuei.
19.2 Pacmmpenue obnactu cepTUGUKALNN JOITYCKASTCS MTPH HHCIIEKITMOHHOM KOHTPOJIE (TIOPSAI0K yCTa-
HOBJICH B p. 16).

19.2.1 Pacmmpennas 00:1acTh, IpY YCIOBHH OATBEPKICHUS €€ COOTBETCTBHS, YKA3bIBACTCS B CEPTH(H-
KaTe COOTBETCTBUSL.

19.2.2 Ilpu UHCIIEKLIMOHHOM KOHTpOJIE paciiupeHHasi 001acThb, IpU YCIOBUHU MOATBEPKACHUS €€ COOT-
BETCTBUS, YKa3bIBACTCS B PELICHUU O paciupeHuu oonactu ceprudukanun (Ilpunoxenue P) B nononnenue
K PELICHHIO O TIOATBEPKICHUN JACHCTBUS CEPTU(HUKATa COOTBETCTBUS. JlomycKaeTcs 1Mo MuCbMeHHOMY 00pa-
HICHUIO Aepxkarens ceprudukara opopMuTh cepTUdUKAT COOTBETCTBUS B OPSAIKE, YCTAHOBICHHOM B p. 12,
HO Ha HOBOM OJIaHKE B3aMEH paHee BbIJAHHOT'O OT JaThl IPUHSATHS PEIICHUS O PACIIUPEHNUN 00JACTH CepTU-
duKaMM ¢ COXpaHEHUEM JIaTbl OKOHYaHMS ASUCTBUS U IPOYUX CBEAECHUH 00 00BbEeKTe CepTUPHUKAIIMU, KPOME
obnactu ceprudukanuu. Psamiom ¢ Homepom Oi1aHKa TOJDKHO OBITh YKa3aHO «BBIJIaH B3aMEH OJ1aHKa *, B CBS3H
¢ petienueM o pacumpenuu oomnactu ot JJI.MM.ITTT»

19.2.3 Nudopmanuto o pacmmpeHun odnacti ceprudukanuu 3assutens OC myOiukyeT Ha CBOEM caiiTe
yKa3aHHUEM JIaHHBIX O pecepTHU(PHUKALUU WIH 100aBIeHneM HH(OPMALINY O PACIIUPEHHOMN 00JaCTH U pEeLIeHUH
0 pacuIMpeHnH 001acTH cepTU(UKALMY 110 paHee BbIJaHHOMY CepTH(HKATY.

19.2.4 B ciy4ae npuHSTHS pelIeHUs HE PaCIIUPATh 00J1acTh cepTU(]HUKALINU, TTPOIIECC 3aBEPIIACTCS BbI-
nadeit pemeHus (nmpuinoxenue P) ¢ oTpUIiaTeTbHbIM PEelIeHUEM O PACITUPEHUU.

20 Coxkpamenne 00/1acTH cCepTHPUKATNA
20.1 CoxparieHnue 06JacTi cepTUGHUKAILMU TPOBOIUTCS IO HHUIIMATUBE:

e JlepKaTelns cepTH(HUKaTa;

e OC mno pe3ynbraTaM HHCIEKLIMOHHOTO ayauTa win peceprudukanun CM, pyKoBOJICTBYSCh MOJIUTH-
KOI 10 MPUOCTAaHOBJICHUIO, OTMEHE JEHCTBHS cepTU(HUKATa WM COKpAIEHUIO 00jacTu cepTuduka-
[IUU OPTaH MO CepTUPUKAINN IPUHUMAET PEIICHUE.

ITpu nonmyyenun uaopmauu 06 n3meHeHusx B CM opranuzaiuu, KOTOpbe MOTYT MOBIIUSATH HA BbI-
noJIHeHUe TpeOoBaHM, NpeabsBIseMbIX pu cepTudukanuu, OC mpoBOAUT TONOJHUTENBHBIN ayIUT, OIjIaTa
KOTOPOT'0 OCYLIECTBIISAETCS 110 OTACIBHOMY JOTOBODY.

20.1.1 Ilopsaok paboT Mo cokpamieHnuo o0aacTu cepTudUKaLUY 110 UHUIIUATUBE JepxKaTels cepTudu-
KaTa

20.1.2 ITo uadopmarnuu nepxarens cepruduxara B OC ¢ ykazaHHEM HCKIIOYaeMOro BUA MPOIYKIIMU
WJIM UCKITIOYAaeMbIX CTaJWi KU3HEHHOTro mukiaa npoaykmuu, OC B TeueHue He Oosee ABYX pabounx gHEH
NPUHUMAET pelIeHHe O COKpamleHuHu obnactu ceprudukanun (npunoxenne C) u opopmisier ceprudukar
COOTBETCTBUS B MOPSIJIKE, YCTAHOBICHHOM B p. 12, HO Ha HOBOM OJIaHKE B3aMEH PaHee BBIIAHHOIO OT AAThI
NPUHATHS PEIIEHUS O COKpAIIEHUH O0JIACTH cepTU(UKALMU C COXPAaHEHUEM JIaThl OKOHYAHUS ACUCTBUS U
MPOYNX CBEJICHUN 00 00BeKTe cepThudHUKaK, KpoMe o01acTu cepTudukanuu. PsmoMm ¢ HoMepom OiiaHKa
JOJDKHO OBITh YKa3aHO «BBIJAH B3aMeH OJaHkKa *, B CBS3M C PEUICHHMEM O COKpAIIEHUH OOJIACTH OT
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JULMM.ITTT».

20.1.3 Tlopsaok paboT mo cokpaiieHuto oodnactu ceprudukamnyu no nannuatuse OC

20.1.3.1 PexoMeHmanuu O COKpAIICHUU 00JACTH CEPTH(PHUKAIMHA YIACTHUKU TPYIIBI ayAUTa MOTYT JIaTh
npu oreake CMK Ha 1r000M 3Tane cepTU(UKAIUKN U BKIIOYATH X B 3aIIUCH 10 PE3YJIbTaTaM IMPOBEAEHHBIX
pabor.

20.1.3.2  Ecnu cokpaiieHnue o61acT cepTUUKAIIK, yKa3aHHO! B 3asiBKE Ha CEPTHPHUKAIHIO, OBLIO PEKO-
MEH/IOBaHO Ha dTare cepTU(UKAINY, B 3aIUCAX 110 MPOBEAEHHBIM padOTaM yKa3bIBalOT 00OCHOBAaHHE COKpa-
IeHUs1 00J1aCTH CePTUDUKAIIUH; PEIICHUE O COKPALCHUH 00JIaCTH CepTU(UKALIMN B TOM cllydae He 0opM-
JsIeTCsl, CepTU(UKAT COOTBETCTBUS BBIIAETCS HAa 00JIaCTh, MOATBEPKAEHHYIO IPU CEPTH(UKAIHH.

20.1.3.3  Ecnm cokpaieHue o0nactu cepTU(UKALNUN BBISBICHO B XOJ€ MHCIEKIIMOHHOTO ayJuTa, ayIu-
TOpcKas rpymnmna opopMisieT peKOMEHIAIUU O MOATBEPXKICHUU COOTBETCTBUS B YacTU 00JacTu cepTUuduKa-
MU ¥ 0 cokpanieanu ooactu ceprudukanuu. OC B TeueHue He Ooyiee IByX pab04YnX THEH MPUHUMACT pe-
HICHHE O COKpalleHuu ooactu ceprudukanmu (npunoxenue C) u opopmirsier cepTuduKaT COOTBETCTBUS Ha
HOBOM OJIaHKE OT JaThl IPUHSATUS PEIICHUS O COKPAIEHUH 00JacTU CepTU(UKAIMKU C COXPAHEHUEM JIaThl
OKOHYAHUS JICUCTBUS M MPOUYNX CBEACHHIA, KPOME 00JIACTH CepTUPHUKAINK: YKA3bIBACTCS COKpAIICHHAs 00-
JacTh cepTU(UKAIUY.

20.1.4 Undopmanuro o cokpamenun obnactu cepruduraiuu 3asputenss OC myOauKyeT Ha CBOEM caiiTe
yKa3aHUEM JaHHBIX 00 HCKIII0YaeMOM 00J1aCTH U PEIICHUH O COKPAIICHUH 00JIaCTH CEPTUPHUKAIMH IO PaHee
BBIJIAHHOMY CepTH(]HKATY.

21 IIpaBuia yuyera U JOKYMEHTHPOBAHHS Pe3y/JIbTATOB PadoT M0 NOATBEPKICHUIO COOTBETCTBHUS

21.1 PesynwraTel padot (manee — PP), odbopmisiembie paOOTHUKAMU B XOJI€ BBIMOJHEHHUS 3asBKH Ha
(pe)cepTudukauio, J0KHB POPMUPOBATHCS B MANKY, HISHTU()UIUPOBAHHYIO YKa3aHUEM HOMEpa 3asiBKHU,
HAaUMEHOBAHUSI 3asIBUTEIIA, OTIOHUTEIbHAsE MHPopMalus (pu HeooxoaumocTH). [lanky 3aBoaut u opopMm-
JsIeT CIELUAINCT 110 BEJICHHUIO apXHBa ITPH NOCTYIUIEHUH K HeMy pe3ynbraToB padot OC. [lanky cnennanuct
M0 BEJICHUIO apXWBa pa3MeENIaeT B MECTO XpaHeHwus, uaeHTuuiupoBanHoe «Pesynbprarel pador OC» (cMm.
11.4 «3anucu o cepruduuupoBanubix 3akazunkax» PJ[ OC 01). Bce nocneaytomue MaTepuasl iena 1o
3aBepUICHUIO pabOT ¢ HUMH, ayJUTOpPCKas TpyMIa nepeaaét CueluaaucTy o BeACHHUIO apXuBa, AJs pa3zMe-
meHus Ha XpaHeHue. Korna kommiekc paboT 1o 3asBKe 3aBEpUIEH CIIEUAIUCT 110 BEACHUIO apXuBa M0 yCT-
HOMY 33/IaHUI0 PYKOBOAMTENS ayAUTOPCKOW TPYMIbI TOTOBUT OMKUCH PE3YJbTAaTOB padoT, COAEPIKAIIYy0 KaK
MUHUMYM II€PEUYEHb MaTEPUAIOB U HOMEPOB JIUCTOB.

21.2 Ilamky, copepxantyto PP 1 ux onuce, cenuanuct no BeACHNUIO apX1Ba B IEHb COCTABIIEHUS OIUCU
JIOJDKEH TepenaTh paboTHHKY, ocymiecTisomemy B OC QyHKIUU ayIuTOpa, HO HE BXOJUBIIEMY B COCTaB
ayJIMTOPCKOM TPYIIIBI [0 KOHKPETHOU 3asBKe, JUIsl TPOBEICHUS aHATIN3a COOTBETCTBHS YCTAHOBIEHHBIM (Op-
MaM.

21.3 Ananu3 noipkeH ObITh MPOBEAEH B TeueHHe He Oosiee IBYX pabouux JAHEH ¢ MOMEHTA MOJTy4eHUs
PP na ananmu3. Pe3ynbpTaThl aHamm3a mMpoBEpSIOMUNA ayauTop 0hOpMIIIET MUCbMEHHO B CBOOOHOM (opMme.
Ecnu 3ameyanus oTCYyTCTBYIOT, TO B OIIMCh 3aHOCUTCSI COOTBETCTBYIOIIAsE HHPOPMALIUS C yKa3aHHEM H.0. (a-
MUJIAH, IPOBOIMBIIETO aHaNU3 U aaThl. [locie 3aBepmeHus ananmu3a PP Bo3BpamaroT crienuanucry mo Beje-
HUIO apxuBa. Eciy B onucH yka3aHo, 4TO 3aME€YaHMs OTCYTCTBYIOT, CIICIIMAIIMCT MO BEJCHUIO apXUBa pa3Me-
HIaeT JeJI0 Ha XpaHEHHeE.

21.4 PaGotHMK, OOPMUBIINIA JOKYMEHT, OJYYUB OT CHEIHAINCTA 110 BeaeHuto apxuBa PP ¢ 3ameua-
HUSIMH, JIOJDKEH YCTPAaHUTh 3aMEUaHus B TeUEHHE He OoJiee 0JJHOrO paboyero JTHS C MOMEHTA MOJTy4YeHus 3a-
MEYaHUW, WIM AaTh MOSCHEHUSA MO OTKJIOHEHHWIO 3amedanus. Mubopmanus o NpoBeAEHHBIX IEHCTBHIX
JOJKHA OBITh M3JIOKEHA MUCHMEHHO B CBOOOJHOM (opMe M mpuiaraThCs K pe3yibraTtam padort. B cmyuae
OTCYTCTBUS pa3Horiacuii Mexay opopmurenem PP u ananu3upyronmmm ux ayauTopom, A€o MnepeiaroT crie-
[MUAHCTY 110 BEJACHUIO apXHBa JUIsl pa3MEIICHHS Ha XpaHEHUE B YCTAHOBICHHOM MECTe.

21.5 VYcrpanenue 3aMe4aHUil TPOBOAUTCA:

- B JOKYMEHTax, COJepaluX TOJIbKO pekBU3uThl OC— mepen3ganneM U yBeJIOMIIEHHEM O Tepeu3aa-
HUU 3aUHTEPECOBAHHBIX CTOPOH;
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- B JIOKyMEHTaXx, cojaepkamux pekBu3utbl OC U Apyrux opraHu3zaiuii, u3MeHeHus oGopmiIsioTes 10-
MOJIHEHUEM K JIOKYMEHTY, MOCJIE Yero MnepefaroTcs 3aMHTePECOBAaHHBIM CTOPOHAM B MOpPSJIKE, yCTa-
HOBJICHHOM JIJI51 COTJIACOBAHMSI KOHKPETHOTO JIOKYMEHTA.

21.6 3anucu o xoxae paboT 1o 3asBKe Ha (pe)cepTUuUKAIUIO WK MPOBEICHNE UHCIIEKIIMOHHOTO KOH-
TPOJIS CIICIIUATKCT TI0 BEJICHUIO apXUBa PErUCTPUPYET B KypHaie «Peectp nen no ceprudpukanuu CM» (tipu-
noxxenne C), Mpy MOCTYIIEHUU K Hemy PP.

22 KoHpuaeHunaabHOCTh HHpOPMAIMH

22.1 Hudopmanus, noixydaemas B Iporecce CepTUPHUKAIIHI, MOKET COCTABIATH CIIY>KEOHYIO WIIH KOM-
MEpYECKYIO TaliHy, €ClIi OHa UMEET AEHCTBUTEIbHYIO U OTEHIUAIBHYI0 KOMMEPUYECKYIO [IEHHOCTb U K Hel
HET CBOOO/HOIO JI0CTyIIa HAa 3aKOHHOM OCHOBAHUM.

22.2 K xoH(puaeHIHATbHON HHPOPMALIUY, B YACTHOCTH, OTHOCST:

- CBelEHHs O TEeXHOJIOTMU M OpPraHU3allM MPOU3BOJCTBA, MEPCIEKTUBHBIX pa3paboTKax MPOIYKIIHH,
HOY-Xay, KOMMEpUYECKHe U JII0ObIE PyTUe JaHHBIE, KOTOPbIE MOTYT MPEACTABIATh HHTEPEC ISl KOH-
KypEHTOB 3aKa3uuKa WM JiepxKaTess cepTudukara;

- CBeIeHHs O HeIOCTAaTKaX OpraHM3allH, HECOOTBETCTBUSX, MATEPHAIbHBIX, OPTaHU3aIIMOHHBIX U TEX-
HUYECKUX TPYIHOCTSX, a TAKXKE JIHOObIE CBE/IEHUS, KOTOPbIE MOTYT I10J0PBATh IPECTUX OPraHU3aALIH,
HAHECTH €l MOpAJIbHBIN W/MIIM MaTepUaTbHBIN yiepo;

- cBeleHHs 00 SKOHOMHYECKUX B3aMMOOTHOUICHUAX MEX/y YUaCTHUKAMU CEPTHU(PHUKALINH.

22.3 Jlnst obecriedeHns KOH(QUICHIMAIBHOCTH HE JIOMTYyCKAETCs NepeaaBaTh HHHOPMAIHIO JTI00bIM (H-
3MYECKUM JIMIIaM, HE YYacTBYIOIIMM HEMOCPEACTBEHHO B nporecce ceprudukanuu CM.

He nonyckaercs nepenaya gokymentanuu CM, oTu€ToB 10 pe3ynbTaTam ayauTa, pabounux Marepua-
JIOB TPETHUM JIMIIaM 6€e3 coryiacksi 00eMX CTOPOH, Y4aCTBOBABILUX B CePTU(UKALINH, 32 UCKIIOYEHHUEM ITPEI0-
cTaBiieHUs HHGopMaluu 00 ayautopckux otuerax B Perynupyrommuit Opran (POC3IPABHA/I30P) npwu no-
CTYIUIEHUH OT HEro o(huIuanbHOro 3ampoca.

23 Omnuara pador

Omnnata pabot no ceprudukanuu CM mpoBOAsAT Ha OCHOBE J0roBopa. Pasmep ormiarel 3aBHCHUT OT
YHCIIEHHOCTH IepCOHAja OpraHu3aliu, MacuTada opraHu3aluy, CII0)KHOCTH BBIITYCKaeMOM IPOAYKIIUHU, ITPH-
MEHSIEMbIX TEXHOJIOTHYECKUX MPOIIECCOB, KOJIMYECTBA MECT PACIIONOKEHHsI IPOU3BOACTBA ((hriIMaIos, mpo-
M3BOJICTBEHHBIX IJIOIIAJ0K U/UITU T0YEPHUX MPENNPUITHI) U JIp.

24 PabGoumii A3BIK

Bce noxkyMeHTBI, HCIIOIb3yeMble, PETUCTPUPYEMBIE U BbIIaBaeMble B paMKaX CEpPTU(HHUKAINY, a TAKKe
HepenucKy opOPMIISIOT Ha PyCCKOM SI3bIKE.
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IIpuioxenne A
(00s13aTENIBLHOE)
®opma «3asiBKa HA MpoBeeHMe (pe)cepTH(PHUKALNU CHCTeMbl MEHeKMEHTa KauecTBa»

B opran no ceprugpukanum uH-
TerpUPOBAHHBIX CHCTEM Me-
HETKMEHTAa « JHEePrus IIHC»
000 «IHeprus miarc»

3AABKA
Ha MPOBEJCHUE CePTUPHUKAINU / pecepTUDUKAITIH
CHCTEMbI MCHEPKMEHTA KayecTBa

HanmeHoBaHue 3aasutensa, NHH

agpec wpunanyeckoro amua
KonrakTHrie JJaHHBIC:

BaHKOBCKHE PEKBU3UTHI:

HPOCUT MPOBECTH CEPTHUPUKALNIO / pecepTU(HUKALIMIO CUCTEMbl MEHEIKMEHTA KauecTBa IPUMEHUTENBHO K

obnactb nPUMEeHEeHUA CUCTEeEMbl MEeHeXMEeHTa KayecTBa

Ha cooTBeTcTBHE TpeboBanusM ['OCT ISO 13485-2017

0603HaYeHnn 3aABEHHOro CTaHAapTa

JanHble 0 paHee BBIIaHHOM(BIX) cepTH(]HKaTe(aX) COOTBETCTBUS CUCTEMbI MEHEPKMEHTa KauecTBa (IpH HAIWYIHN)

HOMep CepTM¢MKaTa, KeéM U Korga BblAaH, CCbl/IKa Ha npuaaraemyto Konuto

OO6m1ast YMCIEHHOCTH MTEPCOHANIA, BOBICUEHHOTO B CUCTEMY MEHEHKMEHTA:

CBeneHMs 0 MPOU3BOICTBEHHOH TUIOIIAIKE (00HA UNU HECKOAbKO):

HaMMeHOBaHWe, aipec MecTa OCyLLeCTBNEHUA AEeATEIbHOCTM, YNCAEHHOCTb NepcoHana Ha NPOU3BOACTBEHHOMN NaolWaaKe
JIOTIOJTHUTENTbHBIE CBEICHUS

nHdopmauma, cnocobHana noBaMATbL Ha (pe)cepTuduKaumnio, B TOM YUCae NPOLLECChl, NepesaHHble Ha ayTcopcuHr, OKB3/[

HpeI[BapI/ITeJ'H:HBIC CBCACHUSA O CPOKAX, B KOTOPBIC T'OTOBLI MPEAOCTABUTH AOCTYIL ay,[[HTOpCKOﬁ rpyimme

C 3asiBJIeHHEM MNpeICTaBJIEHbI:

PacnopsauTenbHbIi JOKYMEHT O BHEAPEHUU CUCTEMBI MEHEIKMEHTA

PykoBoICTBO 110 Ka4eCTBY, JOKYMEHTHPOBAHHKIE MTPOIEAYPHI POIIECCOB*, MaTepHAIIb, HA KOTOPHIEC TaHbI CCHUIKH B
PYKOBOJICTBE 10 Ka4eCTRY.

Jannbie 00 m3nenuu(sx) (TEXHUYECKask U 3KCILTyaTallMOHHAs JIOKYMEHTAIUs, MaTEPHAIIbI, TIOJTBEPKIAOIIUE [TPABO
BEJICHUSI IS TEIILHOCTH; MaTepHallbl, IOTBEPKAAIOIINE MECTO MMPOU3BOICTBA)™*

TlonuTrka B 00J1aCTH KauecTBa, IIEJIX B 00JaCTH Ka4eCcTBa

JlokyMeHT, Ha OCHOBaHHWH KOTOPOTO YKa3aHBI CBEICHHUS O MPONU3BOICTBEHHOM IUIOIAIKE

* BKIIOUEHHBIX 8 001ACTb NPUMEHEHUSL CUCEMbI MEHEONCMEHMA KaveCmed, YKA3AHHYIO 8 3a5A6Ke

Hacrosmum noaTBep ka0 03HaAKOMIICHHE C TIPaBHIIAMH BBITIOIIHEHUS PaboT 1o (pe)cepTuduKaiul CHCTEM MEHEIK-
MeHTa KadecTBa, yctaHoBleHHBIMHU OC HUCM «3ueprus mmoc» B PJI OC 04 u onmyOnMKOBaHHBIMH Ha calTe
http://13485.ru/is013485/

PexBu3nuThl moanmcadus: J0JDKHOCTD PYKOBOAUTEIA OpraHu3alliy, pyKOIINCHas MOAINCh, JaTa, MHUIIWAJIBI, (baMI/IHI/IH

Homyckaetcst nognucanue YKITI.
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Nk W

9.

10.

11.
12.
13.
14.

IIpuniaoxenne A-1
(00s13aTENIBLHOE)
ITepeyenns MmaTepuanos s (pe)cepTuUKANU CHCTeMbl MEHEeKMEHTa KauecTBa

PacnopsinutenbHble JOKYMEHTBI O BHEAPEHHH CUCTEMbl MEHEIKMEHTA U Ha3HAYCHUH NIPEJICTABUTEIIS PyKOBOI-
CTBa I10 CUCTEME MEHEKMEHTA.

[lonutrka B 00MacTu Ka4ecTsa, 1IeTH B 00IACTH KauecTBa.

PykoBOACTBO MO KayecTBy.

JloKkyMeHTHpOBaHHbBIE IPOLIELYPhI, HA KOTOPBIE IaHbl CCBUIKU B PYKOBOJCTBE I10 KaueCTBY.

Brinucka u3 mTaTHOTO paclUcaHys, CoAepKallias JaHHbIE O paCCTaHOBKE MEpCOHAA.

Ilepeuens 3anuceil CUCTEMbl MEHEPKMEHTA.

[lepedyeHp TOKYMEHTOB CUCTEMBI Ka4eCTBa C OTPAKEHHUEM HH(POPMALIUK O IEPBOHAYAIBLHOM BBIITYCKE U IIOCIIEA-
HEM [IEPECMOTpE.

I[aHHI)IC O MCANMIUMHCKHNX U3CINAX (HGpC‘ICHB 1 KOIIMU JOKYMCHTOB, HCO6XOILI/IMI>IX JJIsL 06pameH1/I;1 MCEOUILIUH-
CKHX W3/IeTHi B cOOTBeTCTBHH ¢ 323-D3 cTathst 38), B TOM YHCIIE pe3yIbTaThl BEPU(PUKAIIIH U BATH AL,
Pesynbrar(sl) BHyTpeHHETO ayauTa™.

Pesynbrar(pl) aHanm3a co CTOPOHBI PYKOBOJICTBa*.

* 32 mepuo, MpeIIeCTBY IO Ay UTY

JlaHHBIE O BHEIUTATHBIX PA0OOTHHUKAX, IPUBIEKAEMBIX K JCSTEIBHOCTH.
Jlannsle o mporieccax, NepeJaHHbIX B CTOPOHHIOI OPraHU3alHIO.
Jannsle o mpolieccax, MoJUIeKalux BaluAalnu.

CrpyKTypHas cxema HoJapa3AesIeHHd OpraHu3aluH.

Opras 1o cepTU(PHUKAIIUN OCTABIIAET 3a COOOH MPaBO Ha 3aMPOC JOTOIHUTEIBHBIX MATEPUAIOB, HEOOXOIUMBIX IS
OKa3aHUs YCIyTH.

Martepuansl TOJKHBI OBITH IIPEICTABICHBI HA PYCCKOM SI3BIKE WIIH C TIEPEBOJIOM Ha PYCCKHUH SI3BIK B OTHOIIIEHUH 00h-
€KTOB, BKIIFOUEHHBIX B YKa3aHHYIO B 3a5BKE 00JIaCTh IPUMEHEHHSI CUCTEMbI MCHEKMEHTA.

[IpenocraBnenne MaTepruasIoB AOMycKaeTcs Ha Oymare Wi B BHJIE IEKTPOHHOTO (haiina.
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IIpunoxenune b
(o0s13aTeIbHOE)
®opMa 0TUYETA 110 AHAJIU3Y 3aIBKH

YTBEPXIAIO
JlOMKHOCTB
WNuununaner ®aMuims

JAMMITIT

OTYET IO AHAJIM3Y 3ASBKH

Opras 1o cepTu(UKAINHA UHTETPUPOBAHHBIX CUCTEM MEHEIKMEHTa « DHEPTHs TIIFOCH
OO0IIIECTBA C OTPAHNYCHHON OTBETCTBEHHOCTHIO « DHEPTHSI TLTIOC)Y

HanmeHOBaHWe OpraHa no CepTVId)MKaLI,MM

NpoBeJI AHAJIU3 3asIBKU Ne or JA.MM.ITIT u npeacraBjieHHbIX JOKYMEHTOB

HaumeHoBaHwue 3assutensa (MHH)

afpec IopuaANYecKoro nmua
Ha cemel)mcaumo / peceme[)mcaumo CUCTEMbI MECHEC/XKMECHTA Ka4eCTBa IPUMEHUTEJIBbHO K

o6nactb npumeHeHusa CM

Ha coorBercTBUE TpeboBanusM I'OCT ISO 13485-2017

NMPUHUMAsI BO BHUMAaHHe OTYeT M0 AHAJIM3Y M OLIEHKEe PHCKA YIrPpo3 0ecIPHCTPACTHOCTH OPIraHa Mo cepTH(PUKAINU

or JAMM.ITIT, u ycranoBuiI:

Ne Kpurepuii anajinza 3asBKH 3akJl0ueHue

3akiaiouenne:

O,0MHOCTb, NOANUCH MHULManbl, amununsa
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IIpunoxenune B
(00s13aTeNIbHOE)
®opma pelieHHs 0 CepTUPUKANNU

PykoBoauTento

COKpaweHHoe HaumeHoBaHWe OopraHnsauuu

MHULManbl, amununa

PELHIEHUE
O HAYAJIE CEPTUOUKALNHU / Ob OTKA3E B CEPTUOHUKALINN

Opras no cepTu(hUKay HHTETPUPOBAHHBIX CUCTEM MEHEIKMEHTa « DHEPTUs IITFOCH
00I11eCTBa C OrPaHUYCHHON OTBETCTBEHHOCTHIO « DHEPTHSI ILTIOCY

HaMmMeHOBaHuWe opraHa no ceptuduKaymm

paccMoTpe 3aaBKy Ne or JAMM.ITTT u npeacraBjieHHbIE JOKYMEHTBI

HanmeHoBaHue 3aasutena, UHH

Ha cemel)nKaunm CUCTEeMbI MEHEIKMEHTAa MIPUMEHUTEJIBbHO K

o6nactb npumeHeHuna CM

B cooTBeTcTBUM ¢ TpeGoBanusimu 'OCT ISO 13485-2017

U NPHHSJI pelieHue

O NPUHATUUN 3aABKU U Havane CepTM(bMKaLI,MM, 06 OTKNOHEHUW 3aABKM U OTKa3e B CepTMd)VIKaLI,MVI

OcHoBaHue s OTPHLHATEJIBHOT0 PeIICHUA:

3anNo/IHAETCA NPU OTpULUaTe/IbHOM peLlleHUnn
[puno:xenne:

JIOKHOCTD

noanucob MHUUMaNbI, amunmna

MLIL JULMM.ITTT
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JHeprus ILI0C

IIpuiaoxenne I'-1
(o0s13aTesIbHOE)
IIporpamma ayaura npu nepBoHavajbHoil ceprupukanuu —- BAPUAHT 1

[MPOT'PAMMA AYJUTA
TIpH MIEPBOHAYATIFHON CepTUHUKAITIT

BAPUAHT 1

BAPHUAHT 1 npumeHseTCs IpH ITepBOHAYATIEHON cepTH(HUKAITIH IS 3assBUTEIICH, B 00J1aCTh CUCTEMBI Me-
HEPKMEHTa KaueCTBa KOTOPHIX He BXOASAT MEIUITMHCKIE U3IEHsI TOTEHIIMAIBHOTO PHUCKA IPUMEHEHHS Kilacca
26 u 3.

[lepBblii TpeXIETHUI LUK - cepTUDUKALINS

PadoTsbl no cepruduxanuu OpueHTUPOBOYHbIE CPOKH
Ne JononnuresbHasi uHpoOpMauus
CHCTEMbI MECHECI)KMCHTA HavaJjia MEpPONPUATHUSA
1 IlepBoHavaNbHBIN ayuT
1.1 | Oran 1: AHanmu3 JOKYMEHTOB CH- | Ha YCIIOBUSX, YCTaHOBJICH- ?;g;lo?ﬂcaﬂa B nynkre 9.3.1.2.2 TOCT P UCO/MBK
CTeMBbl MEHEKMEHTa KaueCcTBa HbIX JloroBopom Jinst asamiza OC sanpammBaeT MaTEPHATH, YKA3aH-
HBbIE B IpUIIOKEHUN A-1
Cm. 1. 9.2
1.2 | Dram 2: Ornenka pe3y/ibTaTHBHO- | HE TO3/HEE, 4eM uepe3 3 ?;g;lofmaﬂa B nynxre 9.3.1.3 FOCT P HCO/MBK
CTH BHEJPCHHUS CUCTEMBI MCHEJUK- | MECSLA TOCHe JATBI OKOH- | joono s mpu cobmoenmn yenosmit Jlorosopa.
MEHTa KauecTBa ""Ha mecte" YaHHUs OPeabLayIIero 3Tana | Cwm.p. 10
2 WucnekimonHele ayinThl (HHCIIEKIHOHHBIN KOHTposb — MK)
2.1 | 'HCEeKUHOHHBIA ayAUT B T€YeE- yepe3 10-11 Mecsiiies ¢ Mo- | npu cobmonenun yciosuit Jlorosopa Ha
HHE TIEPBOTO TO/IA JIEUCTBUS CEP- | MEHTA BBLIAYM CepTH(HU- | HHCICKIMOHHbIH KOHTPOIb
tudukara coorserctus (MK I) KaTa COOTBETCTBHSA Cwm.p. 16
2.2 | 'HCIEeKUMOHHBIA ayaAUT B T€Ye- yepe3 22-23 MecsIeB ¢ MO- | Ipu cobumofiennn ycnosui Jlorogopa Ha
HHE BTOPOTO rojia IEHCTBHUS CEP- | MEHTA BbIAAYU CEPTU(U- | MHCICKLIMOHHBIH KOHTPOIIL
tudukara coorsercrus (MK II) KaTa COOTBETCTBHSA Cwm.p. 16
3 PecepTrduKalnoHHBIN ayIUT HA TPETUH TOJ] — IO MPOrpaMMe, YCTaHOBJICHHOW B pHIIoKeHuH ['-3.

IIpouue ycioBus:

B ciyuae n3MeHeHUs JaHHBIX, yUYaCTBYIOIIUX MPU COCTABICHUU NPOrPaMMBI ayAHTa, 3aKa34MK JODKEH
coobmmts B OC. [Iporpamma MoxeT ObITh H3MEHEHA IYTEM 0(OPMIICHHS AOIOIHUTEIBLHOTIO COTTIAIeHUs K A0-
rOBOPY.

JloroBop Ha WHCIIEKIIMOHHBIN KOHTPOIIL 0OpMIIIETCS B CiTydae BbIaYM cepTU(HUKATa COOTBETCTBHS T10
WTOTaM IIEPBOHAYAJILHOIO ayUTa.

PeceprudukannonHblii ayAUT NPOBOIUTCA MO 3asiBKE Ha pecepTudukanrio u JJoroBopy B CpokH, 03B0-
JISFOLIHE 3aBEPIIUTH MEPOTPUATHS 110 pecepTU(UKALINHN 10 HCTEYSHHS CPOKa ACHCTBUS cepTUHUKaTa.

Ecnu 3aka3unk paboTaer o cMeHHOMY rpaduKy, TO ayAUThI OyIyT MPOBOJMUTHLCS B pabOYHe 4achl CMEH.

! o xnaccuguxayuu, yemanoerennot 0oKyMenmamis:

Ipuxaz Munucmepcmea 30pasooxpanenus Poccutickoi @edepayuu om 6 utons 2012 2o0a N 41 « 06 ymeepoicoenuu HomeH-
KAAMYPHOU KNACCUPUKAYUU MEOUYUHCKUX UZ0ETULL»

unu

Ipasunax knaccuurayuy MeOUYUHCKUX U30ETUL 8 3ABUCUMOCU O NOMEHYUATILHO20 PUCKA NPUMEHEHUS], YMBEPHCOCHHBIX
Pewenuem Konneeuu Espazutickoti sxonomuueckou komuccuu om 22 dexabps 2015 2. Ne 173».
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Hpuioxenne I'-2
(o0s13aTesIbHOE)

IIporpamma ayaura npu nepBoHavyajbHoi ceprupukauuu — BAPUAHT 2

[NPOTPAMMA AYJIUTA

NIpY TIEPBOHAYANBHON cepTH(UKATUH

BAPUAHT 2

BAPHUAHT 2 npumMeHsieTcs Ipy NEpBOHAYATLHON cCepTUPHUKALNYN B cay4asix, onucanusix MD 9.3.1.2 TOCT P
70621: nns 3asBUTENEH, B 00JaCTh CUCTEMbI MEHEIDKMEHTA Ka4eCTBA KOTOPBIX BXOASAT MEIULIMHCKUE U3ACIHUs
MOTEHIMAILHOTO PUCKA TIPUMEHEHHUS Kiiacca 26 u/unu 32,

[lepBrIit TpEeXJIETHHIA UK - CEPTUDUKAIUSL

OpueHTHPOBOYHBbIE
PadoTsbl no cepruduxanuu
Ne CPOKHM HayaJja JononnurenbHass uHpopManus
CHCTEMbI MECHECI)KMCHTA
MepOoNnpUsITUSI
1 [IepBoHavaNbHBIN ayuT
1.1 | Oran 1: Ananu3 qokymeHTOB ci- | Ha mMecte mpousBojcTBa | B xoze aynra Ha mecte npoussozcrsa OC npujepxusa-
ercs menel, omucaHHbIX B myHkTe 9.3.1.2.2 m 9.3.1.3
CTE€MbI MCHC/PKMCHTA Ka4yCCTBa Ha YCJIOBUAX, YCTAHOB- | TOCT P UICO/MDK 17021-1.
«Ha MECTe» neHHslx JloroBopom, B
1.2 | Dran 2: OnenKa pe3ybTaTHBHO- | JaThl, cornacoBanHpie B | CM-1-9-31up- 10
CTH BHEJPEHUsI CHCTEMbI MEHEDK- | TIaHe 1Mo popMe MpHUIo-
MeHTa KayecTBa "Ha Mecre" xerust XK-1
2 WHcnekimonHple ayiuThl (MHCTIEKIHOHHBIN KOHTposb — MK)
2.1 | U'HCEeKUHOHHBIA ayaUT B T€Ye- yepe3 10-11 mecsner c¢ | npu coOmroneHun ycinoBuil JloroBopa Ha
HUE TIepBOTO roJla IeUCTBUS cep- | MOMEHTA BbIIaYM CEPTH- | MHCIIEKIIMOHHBIA KOHTPOJIb
tudukara coorserctus (MK I) (duKaTa COOTBETCTBHS Cum. p. 16
2.2 | 'HCIEeKUIMOHHBIA ayAUT B TE€Ye- yepe3 22-23 wmecsIeB ¢ | mpu coOnroneHun ycinoBuil JloroBopa Ha
HUE BTOPOI'O ToAa JEMCTBHA CEP- | MOMEHTA BBIIaYM CEPTH- | HHCIIEKIIMOHHBIN KOHTPOIIb
tudukara coorsercrus (MK 1) (duKaTa COOTBETCTBHS Cum.p. 16
3 PecepTrduKalnoHHBIN ayIUT HA TPETUH TOJ] — IO MPOrpaMMe, YCTaHOBJICHHOW B MpHiioyKeHuu ['-3.

IIpouue ycioBus:

B cinyyae n3MeHeHMs JaHHbIX, YYACTBYIOIUX IIPU COCTABIEHUU ITPOrpaMMbl ayIuTa, 3aKa34uK JIOJDKEH
coobmmuts B OC. [Iporpamma MoxeT ObITh U3MEHEHA TTyTEM O(OPMIICHHS JOTIOIHUTEILHOTO COTTIAeHHUS K J0-
TOBODY.

JloroBop Ha WHCIIEKIIMOHHBIN KOHTPOIIL 0OpMIIIETCS B CITydae BbIaYM cepTU(HUKATA COOTBETCTBHS T10
WUTOTaM IIEPBOHAYAJILHOIO ayUTa.
PecepruduxannoHHblii ayAUT NPOBOIUTCA MO 3asiBKE Ha pecepTudukanrio u JJoroBopy B CpokH, 03B0-
JISIIOIIME 3aBEPIIUTH MEPONIPHUSTHS 110 pecepTU(UKALINN A0 HCTEUEHHS CPpOKa JeHCTBUS cepTudHKara.

Ecnu 3aka3unk paboTaer o cMeHHOMY rpaduKy, TO ayAUThI OyIyT MPOBOJMUTHLCS B pabOYHe 4achl CMEH.

2 Ha meppumopuu P® knaccet pucka, ykasannvie 6 MD 9.3.1.2 TOCT P 70621, coomeemcmeyiom Kiaccam nomeHyuaibHo20
pucka npumenenusi 20 u 3, YKA3aHHuIX pe2yaupyioumumu mpedosaHusmu:
Ipuxaz Munucmepcmea 30pasooxpanenus Poccutickoi @edepayuu om 6 utons 2012 2o0a N 41 « 06 ymeepoicoenuu HomeH-
KAAMYPHOU KNACCUPUKAYUU MEOUYUHCKUX UZ0ETULL»

uiau

Ipasunax knaccuurayuy MeOUYUHCKUX U30ETUL 8 3ABUCUMOCU O NOMEHYUATILHO20 PUCKA NPUMEHEHUS], YMBEPHCOCHHBIX
Pewenuem Konneeuu Espazutickoti sxonomuueckou komuccuu om 22 oexabps 2015 2. Ne 173»
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IIpuiaoxenne I'-3
(o0s13aTesIbHOE)

IIporpamma ayaurta npu pecepTuuKanuu

I[TPOI'PAMMA AYIUTA

TIpH pecepTUhUKAITII

[ocnmeayronuii TpeXIeTHUI UK - pecepTHPUKAIIL

PadoTsl no cepruduxanuu
CHCTeMBbI MeHeKMeHTa

Ne

OpueHTHPOBOYHBbIE
CPOKH Hayaja
MepOoNpUATHSA

JononnureabHass HHpoOpManus

P1 PeceprudukanmoHHbIi ayAUT Ha TPETUH O — 10 HCTEUYEHUS CPOKa NeHCTBHS cepTU(UKATA COOTBETCTBUS
TIPH YCIIOBUH, YTO 3asBKa Ha PeCEPTU(PHUKAIIIO TIPEACTABICHA 32 5 MECSIICB 10 OKOHYAHUS JIEUCTBUS Cep-
TI/I(I)I/IKaTa COOTBETCTBUS, BBIIAHHOTO Ha MPEABIAYIIEM LIUKIIE

e)cepTUHKAIIHY.

yepe3 30-31 mecsii(es) ¢
MOMEHTA BBIIaYH CEPTH-
(uKaTa COOTBETCTBUS

MIPOBOJIUTCS TOJBKO TPHU 3HAUYUTENBHBIX
W3MEHEHUSAX B CHUCTEME MEHEIKMEHTa,
OpraHU3alMu Wi YCJIOBUIX (QyHKIHMOHU-
pOBaHMS CUCTEMBI MEHEKMEHTA;

OLICHKA 3HAYUTEJILHOCTH U3MEHEHHUH B CHU-
CTeME MEHEDKMEHTa IMPOBOAUTCS IIPU
aHaJIn3e 3asBKH Ha pecepTUhHUKAIHIO

P1.1 | Oran 1: AHanu3 qJOKyMEHTOB CH-
CTEMBI MEHEDKMEHTA KaueCcTBa
aynuT

P1.2 | Oram 2: OreHka mocTosIHCTBA CO-

OTBETCTBHUS U PE3yJIbTATHUBHOCTU
CHCTEMBI MEHEIDKMEHTA B LIEJIOM
"Ha mecte"

HE IO3JIHEe YeM 3a 2 Me-
csIa 10 OKOHYaHHUS JIeH-
cTBUs ceprudukara co-
OTBCTCTBUSA

Ipu COOJIIOAIGHUN YCIIOBHII OroBopa Ha
pecepTuduKanuio
Cm. p. 18

P2 WHCHeKITMOHHBIE ayTMThI (MHCIIEKIMOHHBIN KoHTposb — MK)

HHE BTOPOT'O Irojia ICHCTBUS cep-
tudukara coorsercteus (MK II)

MOMEHTA BBIIa4d CEPTHU-
(uKaTa COOTBETCTBHUS

P2.1 | IlHCneKUMOHHBIN ayAUT B TE€YE- uyepe3 10-11 mecsmeB c | mpu cobmoaennn ycinoBuid [loroBopa Ha
HUE TePBOro roja IeHCTBUS cep- | MOMEHTA BbIIa4H CEPTU- | MHCIIEKIIMOHHBIN KOHTPOJIb
tudukara coorserctBus (UK I) (dbuKaTa COOTBETCTBUS Cum. p. 16

P2.2 | IHCneKUMOHHBIN ayIUT B TE€UE- uepe3 22-23 wmecsineB ¢ | npu cobmoaeHnn ycinoBuil [loroBopa Ha

I/IHCHeKLII/IOHHI:Jﬁ KOHTPOJIb
Cm. p. 16

P3 PecepTudukanioHHbIN ayuT - HA TPETHUH TOJ1 - TP COOJIIOACHUN CPpOKa OOpaIlleHUsI, ONTMCaHHOTO B P1.
[Iporpamma odepeaHOTO MUKIIA pecepTu(UKAINU coTliacoBbiBaeTcsi CTOPOHAMU B JIOTOBOPE, COTIIACHO
cxeme ceprudukanuu, npuMmensemoii OC Ha JeHb ero 3aKIYCHNUS.

IIpoune ycnoBus:

B cniydae n3MeHeHus JaHHBIX, yYaCTBYIOIIMX IPU COCTABIECHUM MPOTrPaMMBbI ayIuTa, 3aKa3UUK JOJDKEH
coobmmuts B OC. [Iporpamma MoxeT ObITh H3MEHEHA TTyTEM O(DOPMIICHHS JOTIOIHUTEILHOTO COTTIAeHHUS K J0-

TOBODY.

PeceprudukanoHHbIN ayTUT MPOBOJAUTCS I10 3asBKE HA PECEPTH(HKAIMIO U IOTOBOPY B CPOKH, MO3BO-
JISFOLINE 3aBEPIINTH MEPONPUATHS 110 pecepTU(UKAIINHN 10 UCTCUCHHS CPOKa ACUCTBUS CepTUHUKATA.

B ciyuae 3aBepireHus pecepTH(GUKANUIOHHOTO ayauTa 1Mo Pl ¢ MONI0XUTENBHBIM PEIICHUEM O PECepPTH-
(UKaLMH1, IPUHATOM JI0 OKOHYAHHUS JICHCTBHS cepTH(HUKAaTa COOTBETCTBHS IO MPEAbLIYIIEMY HHUKITY (pe)CepTH-
(uKanuu, cepTUPUKAT COOTBETCTBUS MOXKET OBITh BBIJIAH TI0 JKEJIAHUIO 3aKa34YMKa C JaThl PEIICHus O CepTU(U-
KallMY WK C 1aThl, HACTYIIAIOIICH Ha CJIeIYIOIINN KaJeHIapHbBIN ICHD ITOCIIE 3aBEPIICHHUS ICHCTBHSI CepTU(PHUKATA
COOTBETCTBHS 110 MPEAbIAYIIEMY HUKITY (pe)cepTUDHUKAIIIH.

JloroBOp Ha MHCIIEKITMOHHBIM KOHTPOJIb 0(OPMIISIETCS B CITy4ae BBIIAYU CEPTHU(PHUKATA COOTBETCTBUS 110

uroram ayaura 1o P1.

Ecnu 3aka3unk paboTaer o cMeHHOMY rpaduKy, TO ayAUThI OYIyT MPOBOJMUTHLCS B padOYHe 4achl CMEH.
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IMpuaoxenne /|
(o0s13aTesIbHOE)
®opma «OT4eTa MO pe3yJIbTaTaM MEePBOro 3TANA AYJAUTA»

OTYET
I10 PE3YJBTATAM IIEPBOI'O DTAIIA AYJUTA

Cocrapnen: I MM.ITT

HaMmeHoBaHue 3aasutena, NHH

1. Cpoxu npoBeAeHUsI IEPBOrO 3Tana ayauTa

2. CocTaB ayJUTOPCKO TPYIIIIbI

CocraB ayauTOPCKOW T'PYIIIEI, 1IeJIb €€ paboThl M MOJTHOMOYHUS yTBepkaeHbl npukazom no OC UCM
«OHeprus mIrc» oT . Undopmanivs o Ha3HAYEHUH ayAUTOPCKON TPYMIIBI TOBEACHA 10 3a-
Ka34MKa, BO3PAKEHHUS 3aKa3UMKOM HE MPEIbSBIICHBI.

@®ynknus B rpynne  1M.0. @amunus
3. OcHoBaHue€ U1 TPOBEIEHUS paboT
PaboTs! o nepBomy stany ayauta CM IpOBOIMIUCH B COOTBETCTBUU C JOTOBOPOM
4. IlepeueHb JOKYMEHTALMU CUCTEMbl MEHEP)KMEHTA KaueCTBa 3aKa34MKa IPUBEAEH B IPUIIOKECHUN 1.

5. Pe3yHBTaTBI NIEPBOTO 3Talla ayAuTa CUCTEMbI MCHCIPKMCHTA Kau€CTBA IIPUBCACHBI B IIPUJIIOKCHUNU 2.

6. 3aKIH0YEHHUS TI0 Pe3yibTataM ayaura !

Caenenus o0 oprane cepTudukanuu

@yHKIUA B COCTaBE ayAUTOPCKOU IPYIIIIBI WNunumansr amunvs
noanuchb

IIpunoxxenus:
[Tpunoxxenne 1 IlepeueHb JOKyMEHTAIMM CUCTEMBbI MEHEIP)KMEHTA KaueCTBA 3aKa3uMKa.

IIpunoxenne 2 Pe3ynbpTaThl IEPBOIO 3TAIa ayIUTA CHCTEMBI MEHEPKMEHTA KauyeCTBa.

1 MIOMHUMO IpOYEro B JaHHOM pasaeiie npu HeO6XO,HI/IMOCTI/I YyKa3aTb HH(bOpMaHPIIO 0 TOM, 4YTO PE3YJIbTAThl, [TIOJYYCHHLIC B
X04€ IMEPBOro srana ayaura, MOT'yT NPHUBECTU K OTCPOYKE WJIIM OTMEHC IMPOBCACHUSA BTOPOI'O dTala ayauTa; B Clydac OT-
CPOYKH JaTb PEKOMCHAAIIUN O CPOKAX Ha IMPOBEACHUEC KOPPCKTUPYIOIINX MCpOHpI/IHTI/Iﬁ [0 pe3yJjibTaTaM aHajin3a.
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[Iponomxenune npunoxenus /|

(I)opMa NMPUIIOKCHU A 1k OT‘léTy Mo pe3yjabTaTaM MEPBOro 3Taia ayaura

HepequL AOKYMCHTAIIMKU CUCTCMbI MCHCIPKMCHTA Ka4CCTBA 3aKd3UMKa

Ne
n/n

IIynkr 'OCT ISO 13485-2017

HNnenTuduxanus npeacraBjieHHON JOKYMeHTALMHU

®opMa NpUJIoKeHHUA 2 K OTYETY N0 Pe3yIbTATaM IepPBOro 3TaNa ayJauTa

PeBynBTaTH MEPpBOro 3Taria ayaura CUCTEMbI MCHC/’KMCHTA Ka4CCTBa

a) pE3YyJIbTAaThl aHaJIn3da JOKYMCHTAWMN CUCTCMbI MCHCIPKMCHTA Ka4CCTBA 3dKa34nKa

Ne | OGo3HaueHue Homep
B pa3iena, Onucanne HeCOOTBETCTBUSA 1* | 2* | TOCT ISO 13485-2017
i HI MYHKTA

HUTOI'O:

* knaccu(UKaIMs HECOOTBETCTBHS:
1 — 3naunTensHble HecooTBeTcTBH (TI0 3.12 TOCT P UICO/MOK 17021-1),
2 — He3HaunTenbHBIe HecooTBeTcTBUS (110 3.13 TOCT P UCO/M3K 17021-1).

Pe3ynbrarhel ananm3a mo TOCTHKEHUIO 1IEITH EPBOTo dTana ayaura (nepeuncienus b—g 9.3.1.2.2 'OCT
P UICO/MDBK 17021-1).

[Ipu HEOOXOAMMOCTH B OTUETE U MPHIIOKEHUSIX K HEMY MOKET ObITh YKa3aHa JOMOJIHUTEIbHAs UHPOP-

Manuys.
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ITpuaoxenue E
(o0s13aTesIbHOE)
dopMa «3aka09eHHUsI 00 OLleHKe MaTepuaioB 3asiBUTEJIsD)

3AKJIFOYEHUE
00 OIICHKE MaTepPHAIIOB 3asBUTEIS

PaccmoTpensl matepuansl, npeactasiennsie . MM.ITTT

HaumeHoBaHue 3aasutena (MHH)

IlepedyeHp IpenCTaBICHHBIX MATEPHAIIOB:

Pe3ynbpTarsl oneHku:

*

Pexomennanun

OneHky npoBEN: GyHKUUS B TPyIIe ayIuTa /I0JIKHOCTh™**

n.0. damunua noanuce
para

* IOMHMO TIPOYEro AJIS 3aKJII0USHHUI 0 MaTepuaiaM, IpeICTaBICHHBIM MO JIEHCTBUSM B OTHOIICHUH HECOOTBETCTBHUH, BEIABICHHBIX IPH
MHCHEKIIMOHHOM KOHTPOJIE MM pecepTH(UKAINN YKa3bIBaTh HHGOPMANUIO 00 OIeHKe HAJIWYHS NPHYMH, ONMHcaHHbIX B [lommTnke mo
MIPUOCTAHOBIICHUIO, OTMEHE JISHCTBHS cepTH(HKATa WIK COKPAICHNIO 001acTH cepTU(HKALINT

*® €CJIM PYKOBOIUTEIIb ay}mTopcxoﬁ rpynmnel, HpOBOI[HBIHeﬁ ayJuT, 10 KOTOPOMY IPECACTAaBIICHbBI MAaTEPpUAJIbI 3aABUTEIISA, HE MOXET

MIPOBECTH OILIEHKY IPEICTAaBICHHBIX MaTEPHAIIOB, TPOBEACHHE OLIEHKH MOXKET IIPOBECTH JIPyroil pabOTHHUK OpraHa 1o cepTH(UKaum,
oGaiaronyii JOIHKHON KOMITETEHIIMeH U 00eCTIeuBAaIOIINi COOTIOICHHE BCEX YCTAaHOBICHHBIX IPUHIIMIIOB B OpraHe Mo cepTH(UKa-
IIMH, B LIEJISIX COOMIOICHNS] KPUTEPHEB aKKPEAUTALIMH, B 9TOM CJIydae J0/DKHa OBITh YKa3aHa ero J0JDKHOCTh
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IIpuiaoxenne K-1
(o0s13aTesIbHOE)
®opma IU1aHa ayAUTa CHCTEeMbl MEHEIKMEeHTAa

[IJTAH
AYJIUTA CUCTEMbBI MEHE/DKMEHTA

Hara cocrasnenus: JJIMM.ITIT

CocraBurenb: oprat o cepTudUKaIMi HHTETPUPOBAHHBIX CHCTEM MEHEDKMEHTa ""JHeprus itoc" 00-
IIECTBA C OrPAaHMYEHHON OTBETCTBEHHOCThIO "OHeprus mmoc", HoMmep akkpenurtamuun Ne POCC
RU.0001.13®K54

1 HEJIb 1 OBJIACTb AYJIUTA
Ortan ayaurta, Tin padot (ceprudukanus / pecepTudUKaIys / HHCIEKIIHOHHBIA KOHTPOJIb/ BHEIIJIAHO-
BBII ay/IUT) CHCTEMbI MEHEDKMEHTA KauecTBa, JICHCTBYIOIIECH B OpraHU3auu

HaumeHoBaHue 3aasutena (MHH)
IIPUMCHHUTECIIBHO K

o6nactb npumeHeHna CM (o6nactb cepTuduKaumnm)
Ha COOTBETCTBUE /MOATBEPKAeHUS cooTBeTCTBUA TpeboBanusam 'OCT ISO 13485-2017.

Ceprudukar coorBeTcTBHI Ne oT *
(ykasbiBaetca per. Homep CepTtudukara) (aata)

OKBO/I:
MoskeT ObITh yKa3aHa JOMOoJHUTEIbHas nH(popmanus B cooTBeTcTBuH ¢ 1. 9.2.1 TOCT P UCO/MDBK 17021-1 u
rpodvasi nHGopMaIus Ipu HeooxomuMocTu™*,

2 HOPMATHUBHAS BA3A AYJIUTA

I'OCT ISO 13485-2017, PZI OC 04, xOMIJIEKT JOKYMEHTOB CHCTEMbl MEHE/IKMEHTA KaueCTBA 3asiBU-
TeJsl, IPoYre HOPMATUBHbBIE JOKYMEHTHI (TP HEOOXOUMOCTH).

3 JATA(BI) U MECTO ITPOBEJIEHUA AVIUTA

4 COCTAB AYJIUTOPCKO! T'PVIIIIbI

5 OBBEKTBI AYIUTA

No Ioapaznenenne / Kpurepun aynura — npopepsiembie | Jlata aynura | Ayautop | IlpeacraBurtensn
n/i | TIpouecc / ®yHKuns snementsl I'OCT ISO 13485-2017 NpoBepsieMoii op-
TaHH3alUH

6 TPEBOBAHU A KOHOUJEHIMAJIBHOCTHU
7 JOITOJIHUTEJIbHBIE CBEAEHU S (ripy HE0OX0AUMOCTH )

3aBepeHne co CTOPOHBI COCTaBUTENS ***

*) uH(popMaIHs 0 cepTH(HKATE COOTBETCTBHS YKA3bIBACTCS B CITydae NPOBEACHHS HHCIIEKIIMOHHOTO MIIH BHEIUIAHOBOTO ayInTa.

**) Ipy HaJTHYIHN.

**%) mpu oopMIIeHNH IUTaHa Ha OYMa)XHOM HOCHUTEJIE IIPEICTaBUTENb OpPraHU3alIM-COCTaBUTEIS yKa3bIBaeT HOJbKHOCTE, VO u craBuT
PYKOIIUCHYIO TIOJIINCH, TIPH OGOPMIICHUH IOKYMEHTA I OOMEHa IOCPEACTBOM JJIEKTPOHHOTO IOKYMEHTOOOOPOTa C MOANHCAHUEM
YKOII pyxonucHas noanuck He Tpedyercs. Ecnu 3aka3zuuk B TeueHue 2 pabouux AHEH co AHA MOyYeHUs IJIaHA HE 3asBIIET O HAINYUU
3aMedannii K wany, OC MICM npoBoauT paboTsI COTIACHO IJIaHy.
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IIpuniaoxenne 7K-2
(o0s13aTesIbHOE)
®opma oTuéTa N0 pe3yabTATAM AyAUTA

OTYET
10 PE3YJIbTATAM AYJUTA CUCTEMbI MEHEJKMEHTA

Cocrasnen: JJMM.ITIT

CocraBurenb: oprat 1o cepTudUKaIMd HHTETPUPOBAHHBIX CHCTEM MEHEDKMEHTa ""DHeprus mitoc" 00-
IIECTBA C OrPAaHMYEHHON OTBETCTBEHHOCThIO "OHeprus mmoc", HoMmep akkpenurtamuun Ne POCC
RU.0001.13®K54

1. HEJIb 1 OBJIACTH AYIUTA

Ceptuduxkaius / pecepTudUKANNS / HHCIEKIIMOHHBIA KOHTPOJIb (MHCIIEKIIMOHHBIN ayauT) / BHEIUTAHO-
BBIi ayJTUT CUCTEMbI MEHE/DKMEHTA Ka4eCTBa, ICHCTBYIONICH B OpraHU3aIuH

HanmeHoBaHwue 3aasutena (MHH)
IIPUMEHUTEIIBHO K

06nactb npumeHeHua CM (obnacTb cepTuduKaumnm)
Ha COOTBETCTBUE / A MOATBEpkAeHHS cooTBeTcTBHA TpeboBanusm ['OCT ISO 13485-2017.

Ceptudukar coorBeTcTBHs No oT *)
(yrasbiBaetca per. Homep CepTtudukara) (gata)

2. OCHOBAHMUE

porosop Ne u gata

3. JATA(BI) U MECTO ITPOBEJIEHUA AYIUTA

B COOTBETCTBUU C NNAaHOM / oboCcHOBaHWE U3MEHEHUI AaHHDbIX, YCTAHOB/NEHHDbIX B NJ1aHE

4. COCTAB AVJIUTOPCKOW I'PYIIIIHI:
5. HOPMATHBHAS BA3A AYIUTA
6. PE3YJIBTATBI AYIUTA

7 3AKJIFOYEHUA 110 PE3VJIBTATAM AVJIUTA

**)

3aBepeHne co CTOPOHBI COCTaBUTENS ***

*) 3amonHsAeTCs B CIydyae MPOBEACHUS WHCIIEKIIMOHHOTO WK BHETIaHOBOTO aynuta CM
**) B cimydae ecnu ey ayiuTa JOCTUTHYTHI YKa3bIBa€TCSl PEKOMEH/IAIMS O BhIIaue WIIH 0TKa3e BhIIAYU
cepruduKaTa COOTBETCTBHUS WJIM PEIICHUS O MOJATBEPKICHUU JEUCTBHUS cepTU(]HKAaTa COOTBETCTBHS

HJIN pCHICHUSA O IMPUOCTAHOBJIICHUHN ,Z[CI>'ICTBPI${ CepTI/I(l)I/IKaTa COOTBCTCTBUA.

**%) npu opopMIIeHNM NOKyMeHTa Ha OyMa)KHOM HOCHUTEJIE TPEICTaBUTENb OpPraHu3allMu-COCTABUTEIIS YKa3bIBACT JIOJIK-
HOCTh, @O 1 CTaBUT PYKONMCHYIO MOJIHNCH; NPU 0POPMIICHHN JOKYMEHTa JUIsi 0OMEHa ITOCPEICTBOM 3JIEKTPOHHOTO JIOKY-
MeHTooOopoTa ¢ nognucannem YKOII pykomnucHas noAamnucs He TpedyeTcsl.
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IIpuiaoxenne K-3
(o0s13aTesIbHOE)
®opmMa NPOTOKOJIa COBEIIAHNS

IIpoTokoa * coBemanust

JAMMITIT
IIpucyrcrBoBanu:
Nuaunman(pr) Pamuiusa JomxHocTh (pyHKuMs yyacTHUKA ayauTa) | C mpoToK0JIOM 03HAKOMJIEH(a),
BO3paKeHUI He MMEI0
skskoskok
eab coBemanus: **
Jeranu copemanus *** Pe3yabTart coBelianust

yKa3aTb BMECTO:
* IpeABapUTENBHOTO (CHHOHUM — BCTYNUTEIBHOTO) WK 3aKITFOUYUTEIBHOTO

sk

JUISL BCTYIIUTEIILHOTO COBEIAHMUS: IIPENOCTABICHUE KPATKUX Pa3bICHEHHUH 110 TIOBOAY OpTraHU3aLMK IIPOBEPOY-
HOU JEATENBHOCTH IPU NMPOBEIECHNUH OLEHKN CUCTEMBI MEHEKMEHTA KaUECTBA; MOATBEPKICHUE CO CTOPOHBI
PYKOBOJCTBA POBEPSIEMOil OpraHu3aly BO3MOXKHOCTH peaji3alyy IJIaHa ayAuTa; yCTaHOBJICHUE O(pHUIIHAIb-
HBIX MIPOLIEYP B3aUMOJECUCTBHSI MEXK/y YICHAMH ayJUTOPCKOM TPYyINIIbI U COTPYIHUKAMU IPOBEPSIEMOM opra-
HU3ALWU U IIp.

JJI 3aKIIIOYUTEIIBHOI0 COBCHIaHMA: NPEACTAaBIICHUC BbIBOAOB U 3aKJIFOYCHUN 110 pe3yiibTaTaM NPOBEACHUA
CepTI/I(bI/IKaHI/II/I CHUCTCMbI MCHCPDKMCHTA Ka4€CTBa U IIp.

skeskosk

JUTSL BCTYIIUTEILHOTO COBEIIAHUS: B coorBercTBuH C I1. 9.4.2 TOCT P UICO/MDK 17021-1
JUIS 3aKJIIOYUTEIBHOTO coBelanusi: B coorBercTBru ¢ 1. 9.4.7 TOCT P UICO/MBK 17021-1

seskoskosk

IIpY MIPOBEJICHUH COBEILIAHHS

- B OYHOM (popMaTe — pyKOMHUCHAsI MOJIKCh yYaCTHHKA

- B yAaln€HHOM (opmMaTe J0IycKaeTcs yka3arh «CoriaceH Ha MOANNCAaHNe IIPOTOKOJIA IOCPEICTBOM 3JIEKTPOH-
HOTO JOKyMEHTO000pOTa MEX/ly OpraHU3alUsIMID)
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IIpunoxenne U
(o0s13aTesIbHOE)

®opma peuieHus 0 Bbiiaye (0TKa3e B BblIa4e) cepTHPUKATA COOTBETCTBUS CHCTEMbI MEH e/IK-
MEHTA Ka4ecTBa

PEIIIEHUE
O BBIZTAYE / Ob OTKA3E B BBIIAYE CEPTU®UKATA COOTBETCTBUA
CUCTEMbBI MEHEJUKMEHTA KAUYECTBA

Opran no cepTuduKai HHTErPUPOBAHHBIX CUCTEM MeHeKMeHTa «dHeprus miocy OO0 «Dueprus
IUTFOC» PacCMOTPEI:

OnncaHne pacCMOTPEHHbIX MaTepnanos

o opMIICHHBIE 110 pe3ybTaTaM ayIuTa

HanmeHoBaHwue 3aasutena (MHH)

Ha cootBeTcTBHE TpeboBanusiM ['OCT ISO 13485-2017 npuMeHUTENBHO K

obnactb cepTudmkaymum CMK

¥l IPHHSAN pelleHue’

PykoBoauTens / 3amecTUTeNb PyKOBOAUTEIS OpraHa mo
cepTuduKamu Nunnmansr Gamunug
noanuchb

JULMM.ITIT M.IL

3TIpu MOJIOKUTENLHOM PEIIEHUH — BBIIATh CEpTHHUKAT COOTBETCTBUS

[Tpu oTpUIIATETLHOM PELICHUH — OTKAa3aTh B Bblaye cepTH(HUKATa COOTBETCTBH. [IpH pere-
HUU OTKa3aTh B BblJjaue cepTu(dukaTa COOTBETCTBUS yKa3aTh IPUUUHY.

[Tpu 3amene (11. 12.2) — onricaHue 3aMEHbI C HACHTU(PUKAIMEH 3aMEHIEMOT0 JOKyMEHTa
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Ipuiaoxenne K
(o0s13aTesIbHOE)
®opma cepTu(uKaTa COOTBETCTBUS M NPUIIOKEHHUS K cepTH(PHUKATY

HAUMEHOBAHMUME OPT'AHA 110 CEPTU®PUKALIUN

AJIPEC MECTA HAXOXKIEHUS
HOMEP ATTECTATA AKKPEAUTALIMU OPT'AHA T1O CEPTU®UKAILINN
(mpu HE0OX0TUMOCTH YKa3biBaeTcs (ppasza mo m. 19.2.2 n 20.1.2)

CEPTU®UKAT COOTBETCTBUA

Boinan HAUMEHOBAHMUE 3ASIBUTEJISA (MHH)
Anpec 10pUIHYECKOTO JINLA 3aBUTEISA

JlaHHBIE O TPOU3BOJACTBEHHOM IUIOMIAJKE WIIH CChUIKA HA MTPUIIOKEHUE

HACTOSAIINNA CEPTUOUKAT YIOCTOBEPSET:
CHUCTEMa MEHEDKMEHTA KauyeCcTBA IPUMEHHUTEIIBHO K
001aCcTh IPUMEHEHHUS CUCTEMbI MEHeKMeHTa*
COOTBETCTBYET TPEBOBAHUAM
OBO3HAYEHMUE 3ASAABJIEHHOI'O CTAHJAPTA

[MpunoxxeHune sBJISETCS HEOTHEMIIEMOW YacThIO cepTUdHKaTa (YKa3bIBaeTCsl IPU HATMYMU TIPHIIOKEHHS)

Perucrpamuonnbiii Ne POCC XX XXXX. XXXXXX

ara perucrpanuu [[JJIMM.ITIT Jarta okonuanus aeicreusa® go JJJLMM.ITIT
p p

*[1o MOCTMXKEHUH AT, yKa3aHHBIX HMXKE, COBMECTHO C CEPTU(HMKATOM COOTBETCTBHUS JIOJKHBI TPEIOCTABIATHCS PEIICHHS O
TIOATBEPXKICHNS IeHCTBUS cCepTH(UKATa COOTBETCTBHS:

JOAMMITTT — mo pe3yipraTaM MepBOTo INIAHOBOTO MHCIIEKIIMOHHOTO ayIuTa (HHCIEKIIHOHHOTO KOHTPOJIA);
JIMM.ITTT — no pe3ynpTatamM BTOpOTO INITAHOBOTO WHCIIEKIIMOHHOTO ayANnTa (MHCIIEKIIHOHHOTO KOHTPOJIS).

PykoBoauTesb\ 3amecTuTE b PYKOBOIUTES

oprasa no ceprupuxkanumn Nunrman(er) @amumms
M.IL
PykoBoauTesb ayAuTOPCKOM IPyNIibl Nunnman(sr) @amumnus
Ne 6ranka

4 Ipu 6onbuiom 06béMe Tekcta B CC ykaspiBaeTcss HHOPMAIHS O IPOLECCaX KM3HEHHOTO IUKIIA MEIULUHCKOTO W3eIIHs,
B OTHOLICHUH KOTOPBIX HOATBEPKICHO COOTBETCTBHE TPEOOBAHUSIM U CChUIKA HA IPUIIOKEHHUE; B IIPHIIOKEHHH 001aCTh MPH-
MEHEHHSI CHCTEMbI MEHE/KMEHTa YKa3bIBAETCsl Pa3BEPHYTO.
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Obaactpb ceprupukanumn

IMPOAOIKCHUEC ITPUITOKECHU A K

®opma npuwiioxkeHus K ceprudpukary coorsercreusi CMK (Ha pycckoM si3bIke)

IIpunoxenue

SIBJISIETCSI HEOTHEMIIEMOU YaCThIO
ceptudukara No

Pa3BépuyToe onucanue obnactu ceprudukaiiu, HapuMep UACHTUPUKALUS pacpeaeseHus KU3HEH-

HOr'0 UKJIA ITPOAYKIUHU 11O PA3JINIHBIM IIPOU3BOACTBCHHBIM IUIOMIAAKAM WUJIU MHAA I/IH(bOpMaL[I/IH, yTo4-

HSOIIAs 00J1aCTh CEPTUPUKALINH.

PyKOBOI[l/ITeJ'Ib\ 3amecTHuTENb PYKOBOAUTEJISA

oprasa no ceprupuxkauuu

M.IL

PykoBoauTesb ayAuTOPCKOM IPyNIibl

Nunnman(er) @amumus

Nunnman(er) @amumus
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Ipunoxenne JI
(o0s13aTesIbHOE)
®opma penieHusi 0 MOATBEPKACHNH eiicTBUS cepTudUKaTA
COOTBETCTBUSA CHCTEM MeHeI:KMeHTa

PEMIEHUE
O MOATBEPXEHNN JEVCTBUS
CEPTU®UKATA COOTBETCTBUSI
CUCTEMBI MEHEKMEHTA KAUECTBA

Opras 1o cepTuhUKaIMH HHTETPUPOBAHHBIX CHCTEM MEHEDKMEHTA « JHEPTHS IITI0C» O0IIeCTBa
C OrPaHUYEHHON OTBETCTBEHHOCTBHIO « DHEPTHS IUIKOC) PACCMOTPEIT PE3YJIbTAThl MHCIIEKIIMOHHOTO KOH-
TpOJsi: OTYET MO pe3yibTaraMm ayauta cucteMbl MeHemkMeHTa ot . MM.ITTT u 3aknrouenue o6

ouenke marepuainos 3asButens oT JJA.MMITIT (npu nanuuun)

HaumeHoBaHue 3assutensa (MHH) - aepkatensa ceptudmkata

Ha cootBeTcTBHE TpeboBanusM _['OCT ISO 13485-2017 npuUMEHHUTEIHHO K:
OGOBHaHeHMe3aﬂBﬂEHHOFOCTaHAapTa

obnactb cepTudukaymmn CM
U NPUHAIT pCIICHUC TIOATBCPANUTD ,E[CI>'ICTBI/IC CepTI/I(l)I/IKaTa COOTBETCTBUA CUCTEMBI MCHCI?’KMCHTA Kadyc-
ctBa Ne ot JULMM.ITIT

PyKOBOI[I/ITeJ'IB \ 3amecTuTEIH PYKOBOOUTCIIA

oprasa 1o cepTuduKanuu Nuaunupmaner @amunust
noanucb
naTa ML.II.
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IMpuaoxenne H
(o0s13aTe1bHOE)
®opMa peleHnsi 0 MPUOCTAHOBJIEHUN/B0O300HOBIeHNH (OTMeHe) eiicTBUS cepTU(HUKATA COOT-
BETCTBHS CUCTEM MEHeI:KMEHTAa

PEIIEHUE 5
O ITPUOCTAHOBJIEHUHN / BO3OBHOBJIEHNH / Ob OTMEHE JEUCTBUA

CEPTUOUKATA COOTBETCTBHUA
CUCTEMbBI MEHEJUKMEHTA KAYECTBA

OpraH 1o cepTu(UKAIII HHTETPUPOBAHHBIX CHCTEM MEHEPKMEHTA « JHEPTHs ILTIOC) 00IIecTBa
C OTPaHUYEHHOM OTBETCTBEHHOCTHIO « DHEPTHS TUTFOCY IPUHSIT PEIICHUE IPUOCTAHOBUTE / BO3OOHOBHTH
/ ormenuts 1o JAAMMITIT* ¢ JAAMMITT pelictBue cepTH(HUKaTa COOTBETCTBHSA
No ot JJA.MM.ITTT tpedoBanusm 'OCT ISO 13485-2017, BeigaHHOTO

HaumeHoBaHue 3aasutena (MHH)

IMPUMCECHUTCIIBHO K

06nacTb cepTUOUKALMM CUCTEMBI MEHEAKMEHTA

OcHOBaHmue:

OCHOBaHWe NPUOCTAaHOBNEeHNA/BO306HOBAEHUA (OTMEHbI) AeicTBUA cepTudmKaTa

PykoBonuTens \ 3amecTUTeNb PyKOBOAUTEIS

oprasa mno cepTu(uKanuu Nuannmaner @amunms
noanucs
nata ML.IL.

* yKa3pIBaeTCA IpU IPHUOCTAHOBICHUH JEHCTBUSA
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Ipuaoxenne I1
(o0s13aTesIbHOE)
®opMa pelieHnsi 0 pacCHIMPEeHUN 00J1acTH cepTUPUKAIUN CUCTEM MEHEIKMEHTAa KayecTBa

PEINEHUE
O PACIIMPEHMU OBJIACTU CEPTUOUKALIMNA CUCTEMbI MEHEJUKMEHTA KAYECTBA

Opran no cepTuUKanuyu HHTETPUPOBAHHBIX CUCTEM MEHEKMEHTa «Heprus mmoc» Ooie-
CTBa C OTPAHUYCHHOM OTBETCTBEHHOCTHIO « DHEPTHS IUTIOCY PACCMOTPEN HH(POPMALIHIO [T IPUHATUS

pemieHus (CM. MPUIIOKEHU) IO pe3yJibTaTaM ayauTa

HaumeHoBaHue 3aasutena (MHH) aepxatena ceptudukaTta, Homep cepTudumkata, Homep 6aaHKa

Ha cooTtBeTcTBHE TpeboBanusm ['OCT ISO 13485-2017

U IPUHAJ peuieHue (He)pacupuTh 001acTh cepTU(PUKALIMN IPUMEHUTENBHO K:

onucaHue anemeHTa(oB), BKAtO4aemoro(bix) B o6nacTb cepTudmKayum

oopMHUTH cepTHU(HUKAT COOTBETCTBUS HA HOBOM OJIaHKE OT TEKYIIEH AaThl C COXpaHEHHEM JIaThl OKOH-
YaHUs JEHCTBUS U TIPOUUX CBEACHUH, KpoMe 00acTu cepTudukaiuu; o0aacTs cepTuUKaINN yKa3aTh
MIPUMEHUTETBHO K

pacwmnpeHHan 061acTb cepTUdMKaALMM UAN MPOYEPK B C/lyHae pelleHns He pacwupatb 06aacTb cepTudukaumm

BJ'IaHK, yKa3aHHLII71 BBIINIC, CYUTATh INOTralliICHHBIM.

[Tpunoxxenue(s): 3anucu ¢ nHGOpMaLuen A IPUHATHS PEeILICHUs

PykoBouTens\ 3amecTUTENh pyKOBOIUTEIS

Oprasa o cepTu(uKanun Nuuimansr ®amumnus
noanuce
fpaTa ML.II.
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IIpuinoxenune P
(o0s13aTesIbHOE)
®opMa pelieHUsI 0 COKPALLCHUH 00J1aCTH CePTUPHUKALUMN CHCTEM MeHeIKMEeHTAa

PEILIEHUE
O COKPALIEHNU OBJIACTU CEPTUDOUKALINN CUCTEMBI MEHEJDKMEHTA KAUECTBA

Opran no cepTuduKalud UHTETPUPOBAHHBIX CUCTEM MEHEKMeHTa « DHeprus mitoc» OOrie-
CTBa C OTPAaHUYEHHON OTBETCTBEHHOCTHIO « JHEPTUSl TUIFOC» PACCMOTpPEN MH(DOPMALIUIO JIJISl TPUHATHUS

perieHus (CM. IPUIIOKEHUS) IO pe3ysibTaTaM ayJJuTa CUCTEMbl MEHEI)KMEHTA KauecTBa

HaumeHoBaHue 3anasuTtensa (MHH) pepskatensa ceptudmkaTa, Homep cepTudukaTa, Homep 6aaHKa

Ha cootBeTcTBHE TpeboBanmsM ['OCT ISO 13485-2017

U IIPHUHAI pCIICHUEC UCKIIFOUUTD U3 obnactu CepTI/ICbI/IKaHI/II/IZ

onucaHue anemeHTa(oB), uckatodaemoro(bix) ns obnactm ceptudmkaumm

opopMHUTH cepTHU(HUKAT COOTBETCTBUS HA HOBOM OJIaHKE OT TEKYLIEH 1aThl ¢ COXpaHEHUEM J1aThl OKOH-
YaHUs AEUCTBUS U IPOYUX CBEACHUH, KpoMe 001acTH cepTUu(UKaIUK; 007JacTh CepTU(PHUKAINN yKa3aTh
MIPUMEHUTEIBHO K

COKpaléHHan obnactb cepTuduKauum

BJ'IaHK, YKaSaHHBIﬁ BBIIIC, CHUTATh ITOI'allICHHBIM.

[Tpunoxxenue(s): 3anucu ¢ nHGoOpMaLren A IPUHATHS PEeILIeHUs

PykoBoauTens \ 3amecTUTENb PYKOBOAUTEIS

Oprasa 1o cepTu(uKanun WNuuimansr ®amunus
noanucs
naTa M.IIL.
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Hpunoxenne C
(o0s13aTesIbHOE)
®opma «Peectp nes no ceprupuxanuu CVD»

Jeno JHara Haumeno- PyxoBo- Ayn | O6GozHaueHue JHara Jara ot1- Jara JHara or- | Mara pe- Ne Ne cepru- Cpox Csene- Caene- Ceene- | OOGmacTs pacmpocTpa-

(3a- 3as1BKU BaHHE JTUTEIb utop | HJ, npensss- | mnpuxasza yéra 1o npu- yéra 1o meHus o | OnaHka ¢bukata JecTBUs HUS O HUS BTO- HUS O Henust CMK
SIBKA) Mpeanpusi- | ayaurop- | ckas JICHHBIX Ha Juis ipo- | ouenke HJJ Kaza ay Ty BbI- ceptudu- | mnepBoM pom UK | xpane-

Ne THSI-3a51BU- CKOit rpyn ayauT BEJCHUA JUIs CMK Jlaue/oT- KaTa K HUU

Tels IPYIHIIBI na Israna IpoBe- Kasze nena
(UHH)’ JeHHs
I
9Tana

3 Undopmanus 06 UHH B xkypHase 1oiokHa ObITh yKa3aHa JUls 3asBUTENEH, MOaBIIKMX 3as8BKY T0C/e BBeieHus B aeiicteue PJI OC 04 epcus 15.




