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1 IIEJIb
Lensio pazpaboTku HacTosmeit npoueaypsi I1p-07-2019 «IIpunstue PCIIECHUA O MPHOCTAHOBIIE-
HHH / OTMEHE JIeHCTBHS CepTH(HKATA COOTBETCTBUS/ CY)KEHHH/ paclIHpeHHH 001acTH CepTH(HKAIAN »
ABJIACTCS YCTAHOBJICHUE I10C/IEI0BATEILHOCTH JIeHCTBHI Opranom no ceprudpuxannn 000 «UCO
KOHCAJITUHI» npu napymenusx AiepikareseM cepTuukara TpeGOBaHUI, MpeXbIBITEMBIX eMy B
NpoLecce CepTHYHUKALMM H/HIIH 10C/IE 3aBepLICHHS CepTH(HKAINH, a TAKXKe NPH HU3MEHEHHH 06IacTH

cepTHHKAIHH.

2 OBJIACTh NIPUMEHEHUS

Hactosmas npouexnypa PacrpocTpansiercs Ha JesrtensHocTs Oprana mo cepTHGHUKANMN, BHI-

TIOJTHAIOMIETO padOTHI MO OLIEHKE (TIOATBEPIKICHHIO) COOTBETCTBHS CHCTEM meHepkMenTa/O0J1P.
3 TEPMUHBI, ONIPEJIEJIEHUSI U COKPAUIEHHUS

B Hacrosmeit mpouenype u noxymentamun CMK IPHMCHAIOTCS TEPMUHBI U OTIPE/IC/ICHHSA, TIpe/i-
ctaBjieHHbIe B [[OCT P UICO/MDBK 17021-1-2017, TOCT P UCO 9000-20135, DeepaibHOM 3aKOHE OT
28.12.2013 r. Ne 412-®3 «06 AKKpEIMTAlMH B HAMOHATLHON CHCTEME aKKpEeTHTALIUHY, 4 TAKKe TEPMH-
HEI, IpHHATEIE B OC:

AHAIM3 - NIEATEIbHOCTD, MpeANPHHMMAeMas JUIs YCTAHOBJICHHS NPHUI'OJHOCTH, afeKBaTHOCTH H
PE3YJIPTATHBHOCTH pacCMaTpPHBaeMOro 00BEKTa JUIsl JOCTHXKEHHS YCTAHOBICHHBIX L.

Ayaut (mpoBepka) - CHCTEMaTHYCCKHH, HE3aBUCHMBII M AOKYMEHTHPOBAHHBIN 1Ipolece MOJTyye-
HUSA CBHJICTC/ILCTB ay/IHTa U OOBEKTHBHOIO MX OLEHHBAHHSA C LENIBIO YCTaHOBJICHHs CTETICHH BLINOJIHE-
HHs COTJIACOBAaHHBIX KPHTEPHEB ayTHTA.

AYAHTOP - U0, IPOAEMOHCTPHPOBABIIIEE CBOH JINYHbIC KayecTBa U 00J1a/jaoliee KOMIIETEHTHO-
CTBIO H JUIS IPOBEICHHS ayHUTa.

I'pynna no ayanty - o1mH nim Heckobko ayAHTOPOB, MPOBOISIIMX ayUT, IPH HEOOXOMUMOCTH
OJUIepiKHBAEMBIC TEXHUYECKHMH KCIIEPTaMH.

JloxymenT - uHpOpManms, npeacTapIeHHas Ha COOTBETCTBYIOIIEM HOCHTEJIE.

3aunTepecoBannas cropona - nuo Wi IPynna JIKIl, 3aHHTEPECOBAHHBIX B JAEATEILHOCTH MIIH
ycnexe opraHu3aiyy.

3aKa34nK - OpraHU3anKs, Ybs CHCTEMa MEHE DKMEHTa MIPOBEPAETCS C LUEIIBIO CePTH(HUKALIHH.

3akmouenus no pesyasTaTam ayaura - BBIXOZHBIC IaHHBIE ay/1HTa, IPEOCTABIICHHbIE IPYIITIOi
10 ay Ty TIOCTIC pacCMOTPEHHS LeJIeH ayiuTa U BeeX HabTIoIeH ayaura.

3anuck — okymenT, conepskarumii AOCTUTHYTBIC PE3yJIbTAThl HIIM CBHIETEILCTBA OCYIECTRICH-
HOH JIEATEIBHOCTH.

Hnpopmanus - snaunmere nannsre.

Komnerentnocrs - Bripakennsie munbie kavecrsa 1 CHOCOOHOCTH TIPUMEHSATH CBOM 3HAHHS H
HaBBIKH.

Koppekrupyiomee aeiicrsue - ACHCTBHE, MPEANPUHATOS [UISl yCTpAaHEHHS NPUYHHBI 0OHapy-
’KCHHOT'O HECOOTBETCTBHSA MIIM JAPYIoif HEXKeNIaTeIbHOI CHTYaIlHH.

Koppexuns - neiicteue, npeanpunsroe s YCTpaHeHHs 0OHaPyIKEHHOTO HECOOTBETCTRHS.

Kputepun ayaura - cookynuocts TTOJIMTHKH, IPOLEAYP HIIH TpeGOBAHHil, KOTOpbIE IPHMEHSIOT
B BUJIE CCHUIOK.

Habmonenns ayqura - pesynsrars! onennsanms COOPaHHBIX CBHAETENLCTB AYAHTA MO OTHOIIE-
HHIO K KDUTEPHUSM ayauTa.

HecooTBercrBue - HeBbImOHEHNE TpeboBaHusI.

Ob6aacts ayaura - conepskanne u T'PaHHIB] Ay IUTA.

ObbekTHBHOE CBHIETENLCTBO - AQHHBIC, MOATBEPKIAIOIINE HATHYHE HIIH HCTHHHOCTH YEro-
mbo.
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Opranusamns - rpynna paGoTHHKOB H He0GX0THMBIX CPEACTB C pacrpeie/IcHHEM OTBETCTBEHHO-
CTH, NOJITHOMOYHH U B3aHMOOTHOIIIEHHUIH.

Ilnan ayanra - onucanue AesTeIbHOCTH 1 MEPONPHATHH 10 IPOBEICHUIO Ay IUTA.

Iocrapmuk - opranusanus mwm o, TNPEAOCTABIAIONINE IIPOTYKIMIO/YCITyTY.

Iorpedurens - opranusauus wim muro, TIOJTy4aOIIHE ITPOAYKIHIO/YCITyTY.

IlpoBepsievas opranmsanms - opranusamus, MOJIBEPTaIOIIasACs ayIuTy.

IIporpamma ayamTa - COBOKYIHOCTE OHOTO MM HECKOJIbKHX ayJIMTOB, 3alJIAHMPOBAHHBIX HA
KOHKPETHBIH MEPHO BPEMEHH M HANPABJICHHBIX HA JOCTHIKEHHE KOHKPETHOH IIe/IH.

Ipoxyxuus/ycmayra - pesynsrar nponecca.

IIpouenypa - ycranosnennsiii crioco6 OCYIIECTBIICHHS ACATEILHOCTH HJIM Ipoliecca.

PesyabtatuBHoCTS - CTenens peanusanuu 3aITAaHUPOBAHHOM JIEATENIbHOCTH M JOCTHKEHHS 3a-
IUIAHUPOBAHHBIX PE3YJILTATOB.

CBueTenscTBO ayauMTa - 3anHCH, H3T0KEeHHE (haxtoB mmm mpyras undopmauus, KOTOpBIE CBSI-
3aHBI C KPHTEPHAMH ayIUTa M MOTYT GBITh POBEPEHEI.

CoorBercTBHe - BhINONHEHNE TpeGOBaHHS.

Texunuecknii skenepr - 10, o6najaloNee ClICMHATEHEME 3HAHUAMH HJIH ONBITOM, HE06XO-
JAMMBIMH TPYIIIIE 110 ayIuTy.

Dopma — JIOKYMEHT, B KOTOPBIH BHOCHTCS 3aITHCh

CMK - cucrema MeHeKMEHTa KayecTBa

OO/IP — ouenka onkrra u aenosoii penyTauuu

PK - pykoBoscTBo 110 kavecTBy

CTO - crangapr opranuszanuu

MK - nHCIIEKIHOHHEIH KOHTPOIIB

000 «MCO KOHCAJITHHI» - OBmectso ¢ OIPaHHYEHHON  OTBETCTBEHHOCTHLIO
«ICO KOHCAJITHUHT »

I'/I - renepanensiii aupektop 000 «ICO KOHCAJITHUHT »

OC - opran no ceprudukamun 000 «ICO KOHCAJITHHT »

ECC — O6mecTBo ¢ orpaHHYeHHOI OTBETCTBEHHOCTDIO «EspoCranzapr-ceprudukay

I'B - riaBusIit Gyxranrep

OC - opran no cepruduxanuu

POC - pyxoBoamrens oprana mo cepTU(HKaINu;

3POC - 3amectutens pykoBoguTess OpraHa 110 cepTU(HUKaIuH;

IC - sKenept 1o ceprudukaum

MC - menekep 1o ceprudukanum

AT’ — aymuropekas rpynma

PAT - pykoBosurens ayJINTOPCKOH rpyIIel

ICHUT - skcnept o cepTHhUKAIMY-YIeH ayJINTOPCKOM rpyTibl

4 HOPMATHUBHBIE CCBHLIKH

I'OCT P KCO 9000-2015 (ISO 9000:2015) CucreMBl MeHeKMEHTa KauecTra. OcHoBHBIE MOTO-
)KEHUs ¥ CJIOBaph.

['OCT P CO 9001-2015 (ISO 9001 :2015) CHucTeMbl MeHeKMEHTA KayecTBa. Tpe6oBanus.

'OCT P UCO 22000-2019 «CrcTteMsr MeHeDKMeHTa Oe3omacHOCTH NHILEBOM MPOIYKIHH. Tpe-
OOBaHNA K OpraHU3aLUAM, YUaCTBYIOUHM B [EIIH CO3/1aHHs MHIIEBOH MPOJIYKIIHHY.

["OCT ISO 13485-2017 «M3nenns MeumuaCKme. CHCTeMBI MeHE/DKMEHTA KauecTna. Tpebosanus
JUISL IeJIeH peryJIMpOBaHus»

'OCT P UCO 19011-2021 «Ouenka cooTBeTcTBHS. PyxoBopsmme ykasauus 1no mposeenmio
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ayMTa CHCTEM MEHE/DKMEHTay.
'OCT P UCO/MBK 17021-01-2017 (ISO/IEC 17021-1:2015) «Ouenka coorsetcTBus. Tpebosa-

HUS K OpraHam, MpoBOSIIMM ayAMT U cepTH(uKaluio cucteM MeHeukMenTa. Yacts 1. TpeGosanusy.

IAF MD 1:2023 «O6s3arensHblii 1o0kyMeHT [AF 114 ayiura U cepTHdHKAIIHN CHCTEMBI MEHE K-
MEHTa OpraHu3aliil, UMEIOIMX HECKOJIBKO MECT OCYIECTBIICHUS eI TEIbHOCTHY.

[IAF MD 2:2023 «O0s3arensHbifi 1okyMeHT [AF no nepenade akkpeIuTOBaHHOK cepTH()UKALIAN
CHCTEM MEHE/DKMEHTaY. ‘

IAF MD 11:2023 «O6s3arenpHbliii 1okymMeHT IAF no npumenenuto ISO/IEC 17021-1 ans ayau-

TOB HHTCIPHPOBAHHBLIX CHCTCEM MCHCKMCHTA».

5 OIIMCAHHME IMPOLUEAYPBI

5.2. PemmieHye 0 NPUOCTAHOBJICHHH MM OTMEHE JCHCTBUS cepTH(HUKATa COOTBETCTBHS NPUHUMA-
€TCsl IIPH NTPOBEJIEHNH I1aHoBoro uiay BHerianosoro UK.

5.1 Pemenune o cyxeHHMH 00nacTd cepTU(UKauU MokeT npuHuMmarbes OC NpH NpoBeeHUH
r1aHoBoro wix BHerianosoro MK u pecepruduxanum.

5.1 Pemenue o pacmmpenun o61acTu cepTudukanuu Moxet npuauMatbess OC npu npoBeaeHu
maHoBoro win BHeruianoBoro MK u peceprudukanyy, a Takke o HHHIMATHBE JepiKaTes cepTudHKa-
Ta O paclIipeHUH 001acTH cepTHHKALIHA.

5.3. OC mno 3anpocy 1060 CTOPOHBI JOJKEH MPEJIOCTABIIATE CBEJECHHS OTHOCHTENBHO CTaTyca
cepTH(HKaTa COOTBETCTBUS CHCTEMBI MEHE/DKMEHTa: AeWCTBYeT/He JIeHCTBYeT, MPHOCTAHOBIECH, OTMe-
HeH, 00/1acTh cepTH(UKANNH CyKeHa/pacIIupeHa.

5.4. B ciyyae nmepeMMeHOBaHUSA ajpeca 3aKa3yuka, KOTOpPOe He BieYeT 3a co0OoH Kakux-1mbo u3-
MEHEHHH, NPOBEJCHHE NIOBTOPHOIO ayuTa He TpeOyeTcs, BRBIHOCHTCS PelleHHe O Bbiade ceprudukara
COOTBETCTBHSA H OTMEHE JICHCTBHS paHee BBIIAHHOIO cepTH(HKaTa.

6. MIPUOCTAHOBJIEHUE JEVCTBUSI CEPTUGHUKATA COOTBETCTBUS

6.1. O6mue mosroKeHus

OC nomkeH NpHOCTAaHOBHUTH JAeHCTBHE CePTUUKATA B CITydasX, eCiIu:

- npu UK BhIACHS€TCSA, YTO JepiKaTeh CepTHHUKATa He MOXKET BBINOJIHHTH TPeOGOBAHHS, NPEIh-
ABJISIEMbIE TP cepTH(HUKAUMK, BKIOYas TPeOOBaHHUI K PE3yJIbTATHBHOCTH CEPTH(HUIIMPOBAHHOMN CH-
CTEMBI MEHE/DKMEHTA;

- Jepxarenb cepTuukara orkassiBaetes oT nposeaeHus UK uiam ero ormiartel, He NMO3BOJISET
nposouTh UK ¢ Tpebyemoii nepnoiHuHOCTBIO;

- JiepKaTe/lb cepTH(HKAaTa HE BBINOJHHI 3alUIaHHPOBAHHBIE KOPPEKTHPYIONIHE ACHCTBHS IO
YCTPaHEHHIO HECOOTBETCTBHIA 110 pesyibratam npeasytymero MK, mbo ceprudukanuontoro ayanra;

- BBIABJICHBI HApyUICHHUs MPAaBHJI UCIOJIB30BaHUs cepTH(HKAaTa W MPUMEHEHHS 3HAKA COOTBET-
CTBHS;

- JlepKaTenb ceprudukara J00pOBOIBHO CAeNal 3apoc O NPHOCTAHOBJICHUH JIEHCTBUS CepTH-
(ukara.

[Tocie npuocTaHOBIEHHUs AEHCTBUS cepTU(HHUKAT HA CHCTEMY MEHEKMEHTA 3aKa3qyHKa
CTAHOBHUTCSH BPEMEHHO HEJCHCTBHUTE/IBLHEIM.

IIpuoctanoBienne nedcTBUsA cepTHdHKAaTa NMPOJOKACTCS 10 MOMEHTA YCTPAaHEHHS IPHYHMH,
BBI3BaBIINX [IPHOCTAHOBIICHHE JICHCTBUS cepTH(UKaTa, HO HE MpeBbIaeT 6 (IECTH) MecsIes.

6.2. IlocstenoBaTe IbHOCTD A€iCTBHIA

6.2.1. IIpy BO3HUKHOBEHHH KaKOH-THOO M3 BBIIETICPEYHCIICHHBIX CHTYaIHi

— POC (3POC) odopmiiser pemerne o NPUOCTAHOBICHUH JeiCTBHS cepTUdHKaTa yTeM BHece-
HUsI COOTBETCTBYIOIIHUX 3anuce B popmy pemtenust ®np-04-2019 Ipunoxenue b;

— POC (3POC) npucBauBaeT HOMEp PEIICHHUS IyTeM BHECEHHS COOTBETCTBYIOIIMX 3amuceil B
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Gopmy ®pa-02-2019/11p-04-2019;

— POC (3POC) noamuceiBaeT pemmeHue 0 MPHOCTAHOBIEHUU JeHCTBHS cepTH(HKATA 110 bopme
®np-04-2019 Mpunoxenue B;

— MC 10BOAMT 10 OpraHM3allMH-IAepiKaTells CepTH(GUKATA KOMHIO MOANUCAHHOIO peleHus o
MPHOCTAHOBJICHUH JICHCTBHS cepTH(UKaTa, MOMTHHHAIK pemmenus ocraetca B OC,

6.2.2 MC BHOCHT HH(OPMALHIO O IIPHOCTAHOBJICHHH cepTuduKaTa B hopmy Dper-05-2019 «Pe-
ecTp cepruduuMpoBaHHBIX 3akazunkoB» ([Ipunoxkenune E IIp-05), koTopsiii Bemercs B 3JIEKTPOHHOM
BHJIE.

6.2.3 POC/3POC nepenaet cBesieHust O MPHOCTAHOBIEHUH IeHCTBHS CepTH(HUKATA COOTBETCTBHS
B DejiepanibHyIo ¢ilyk0y 110 aKKPEeIUTAIHH B 3JIEKTPOHHOM BHJIE MO CPEICTBOM (enepanbHoit rocynap-
CTBEHHOH HH(OPMAIMOHHON CHCTEMB! B 00JIACTH aKKPEAMTALMH B TedeHHH 10 paGounx jgHeH co aHs
NPUHATHS PEUICHUS OPraHOM 110 CEPTH(HUKALNM O IIPHOCTAHOBIICHHH CEePTH(HKATA COOTBETCTBHS.

6.2.4 Ecim opranusanms He cymeeT YCTPaHHTh NPHUYHHBI, BBI3BaBIIHE [PHOCTAHOBICHHE Jcii-
crBus ceprudukara, To POC/ 3POC npunumaet pemenue 06 oT™MeHe 1eiCTBUS cepTH(HUKaTa COOTBET-
ctBus 110 popme @np-04-2019 Ipunoxkenne b cootBercTBHM ¢ 11.7.

7. OTMEHA JIEUCTBUSI CEPTU®UKATA COOTBETCTBHUSI

7.1. Obmue moj1oxKeHus

Ormena peiicteus ceprudukara ocymectsisercs OC B ciydasx, eciid 3aKa3uuk He yCTpaHHII
IPHYMHBL, BBI3BABIINC MPUOCTAHOBJICHHE NCHCTBHA CepTHOHMKATa, MM 110 3a0pOCy OpraHHW3allHH-
Aepkatens cepTHdHKaTa B CBA3M C JIMKBHIANMell OpraHW3alMy WM IpeKpalleHHeM MPOH3BOACTBA
MPOAYKIHH, HAa KOTOPYIO paclpOCTPaHAETCS CepTHDHKAT.

7.2. Ilocae0BaTeILHOCTE e CTBHIL.

7.2.1. Tlpu BO3HMKHOBEHHH CHTYAallUH, MpeIoJararoniei OTMEHY JEHCTBHS cepTH(HKATa COOT-
BETCTBHS:

— POC/ 3POC opopmiser pelrenne IyTeM BHECEHHS COOTBETCTBYIOLIUX 3aIiCel B dopmy pe-
menus Pnp-04-2019 [punoxenne b;

— POC/ 3POC npucBauBaeT HOMEp pELICHHS NYTeM BHECEHHMS COOTBETCTBYIOIIUX 3aluceil B
(Gopmy ®@pa-02-2019/T1p-04-2019;

—POC/ 3POC noamucsiBaer penienne 06 0TMEHE AeHCTBHS cepTu(dHKaTa COOTBETCTBHS;

— MC nanpasnister 3aka3unKy KOIHIO MOAMHUCAHHOTO PEIICHHs 006 OTMEHe NeiCTBHS cepruduka-
Ta cootBeTcTBUA. [Toamuunuk pemenus ocraercs B OC.

OC mnicbMeHHO yBeOMIISIET OpraHU3aLHIO-IepKaTeNIs CepTUHUKATA COOTBETCTBHS O HeoOXxo1u-
MOCTH BO3Bpata ceprudukara B OC, 4To J0IKHO HAWTH OTpakeHHe B JOroBope, 3aKmouenHoM OC ¢
OpraHusanuei.

7.2.2 MC BHocut cBeaenus Gpopmy ®per-05-2019 «PeecTp cepTHHUHPOBAHHBIX 3aKA3UHKOBY
(ITpunoxenue E ITp-05), koTopslit Begercs B 3JIEKTPOHHOM BHJIE.

7.2.3 POC/3POC nepenaer cBesienus 06 oT™MeHe JeiicTBHS ceprudukara cooTBeTcTBHsA B Pejre-
PabHYIO CITyKOY 10 aKKPEIHTALIMH B JIEKTPOHHOM BHJIE 110 CPEJICTBOM (heiepaibHOi rocy1apcTBeHHOM
HH(OPMALMOHHON CHCTEMbI B 00/1aCTH aKKPEIHTALMH B TeyeHHH 10 pabounx aHEH CO AHS MPUHATHA
PELIEHHs OPraHoOM I10 cepTHU(UKaIMK 06 OTMEHe cepTH(HKATA COOTBETCTBHUS.

8. CYJKEHUE OBJIACTH CEPTU®HUKALIUA
8.1. Obmue nosoxkenns
8.1.1 Cyxenne obmacTi cepTH(UKALME OpraHU3aLHK-IepKaTes cepTH(UKaTa MPOUCXOIHT, ec-
mm npn UK wmm pecepTidUKALHOHHOM ay/IHTe CHCTEMbI MEHEKMEHTa 0GHapyKaTcs COKpalleHne 06-
JIACTH NPHMEHEHHS CHCTEMbl MCHE/DKMEHTA HJIM H3MEHCHHA B CHCTEME MECHEDKMEHTA, KOTOPBIE MOTYT
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cepTHHKAHK

IMOBJIMATH HA BBINOJIHEHHE TPeOOBaHMI, IPEIBABIAEMBIX IIPU CEPTU(HUKAIIUH.

8.1.2 Cyxenune obnactu ceprupukanuu MoxkeT ObITh MPOBEIEHO 110 MHALIMATHBE JepKaTeNs cep-
THukara. B 9ToM ciyyae oprammsanms-aepikarens ceprudukara Hanpasiser B OC 3agBKy (IIHCHMO-
oOpalieHue) B MPOM3BOJIBHOM (hopme ¢ ykazaHHeM HCKIIOYaEMOro BHZAA NMPOAYKIHMH MM Tpolecca CH-
CTEMbI MEHE/DKMEHTA.

8.1.3 Eciu cyxenne 06,1acTi MPOMCXOIMT 110 HHHIIHATHBE OpraHU3allMH-IepiKaTeNs CepTHHUKa-
ta, T0 MC npuHuMaeT 3as8BKy WM NMHCBEMO-oOpaleHue, peructpupyer ee B Gopme ®mne-02-2019 «Pe-
ectp 3asBok» [1p-01 u nepenaer na paccmorpenne POC/ 3POC, KoTopoe MpoBOUTCS B COOTBETCTBHH C
m. 5.3.1 I1p-01.

8.2. IlocnenoBaTeIbHOCTD A€ CTBHIL IPH CYyKeHHH 00/1aCTH

8.2.1 Pexomennanuu o cyxenuu obnactu cepruduxanuu no pesynsratram UK wim peceprudpuka-
urontoro ayauta PAT Bxmodaer B OT4eT No pe3ysibratam ayauTa, IIpH COKPALIEHHH 06JIacTH 10 WHHU-
LHaTHBE 3aKa3yMKa ayJMT IPOBOJMTCS B COOTBETCTBHH ¢ 11 9.2. [pu 3TOM:

— POC/ 3POC odpopmiser pemieHne o CyKeHHH 06/1acTH CepTH(HUKAIMU TTyTeM BHECEHHS COOT-
BETCTBYIOMIMX 3anuceit B hopmy permenns ®np-03-2019 Ipunoxenne A;

— POC/ 3POC npucBauBaeT HOMEp PELICHHsS MyTeM BHECEHHsS COOTBETCTBYIONIMX 3aIHCeil B
bopmy @pa-02-2019/11p-04-2019;

— POC/ 3POC noanuchiBaeT pelieHne 0 CyXeHHH 00JacTH cepTH(HUKAINN CHCTEMbl MEHE K-
meHTa 1o popme ®np-03-2019 [punoxenue A;

— MC noBomuT 10 OpraHusalMH-epKaTes cepTH(HKATA NOANMCAHHOE PEICHHE O CYKCHHH
obnacTu cepTUHUKALKH CHCTEMBI MEHE/DKMEHTA.

8.2.2 MC HanpasiiseT peteHne o Cy/KeHHH 00/1acTH cepTHOHUKALMH U KOMUIO CepTH(HUKATA COOT-
serctBis B ECC, u1st BeleHNs CBOJHOTO NepeyHs CepTHOUIMPOBAHHBIX CHCTEM MEHE/UKMEHTA H 1Ty GIH-
Kanuu opunmansHon nHGopMarmm.

8.2.3 B aTOM ciryuae aepxkatennio cepTH(HMKATa BbIIAECTCS HOBbIH CepTHRUKAT HA CYIKEHHYIO 06-
NacTh CEPTU(UKAIINH, ITPH ITOM NPEABITYLIHI cepTHHHUKAT OTMEHSETCS.

OC nucbMeHHO yBeOMIIAET OpraHH3aIMIO-AepKaTe/s CepTHUKATA COOTBETCTBHS 0 HEOOXOIH-
MOCTH BO3BpaTa paHee Bbl1aHHOTO cepTHdukara B OC.

8.2.4 Cpok okoHYaHHA JeHCTBHS BHOBb BBIIABAEMOTrO CepPTH(HKATA OCTAETCS TEM XKE, UTO YKa3zaH
B OTMEHEHHOM cepTH(HKaTE.

8.2.5 Odopmienne u perucTpanus cepTuUKaTa COOTBETCTBHS OCYIECTBIISETCS B COOTBETCTBHH
c IIp-05.

8.2.6 MC BHocut cenenus Gpopmy ®per-05-2019 «PeecTp cepTHGUIHPOBAHHBIX 3aKA3YHKOBY
(ITpunoxenue E Tp-05), koTOpEIil BefeTcs B 31€KTPOHHOM BHIE.

8.2.7 Beinava cepruukata COOTBETCTBHS OCYLIECTBIISETCS B COOTBETCTBHH C 11. 5.3 Tp-05.

8.2.8 POC/3POC nepenaet cBesienns 06 OTMEHE paHee BBIAHHOTO CepTH(UKATA COOTBETCTBHS B
DeneparnbHyro Ciyk0y 10 aKKpeJMTAllHH B 3MEKTPOHHOM BHJE 1O CPEJICTBOM (elepatbHoil rocynap-
CTBEHHOH MH(OPMALMOHHON CHCTEMBI B 00JIACTH aKKpeAUTauuu B Teuenun 10 paGoumx ameif co aus
MPUHATHS PEIICHHS OPraHOM 110 CEPTH(HUKAIIHHU O BblIaye cepTH(UKATA COOTBETCTBH.

9. CHEIIMAJIBHBIE AYJIUTBHI
9.1 Pacmupenne O6nacru Ceprupuxanun
9.1.1 O6nacts cepTuUKALHUA MOXKET ObITH paclIMpeHa IPH H3MCHEHHH:
- MPOLECCOB )KM3HEHHOIO IHKJIA MPOAYKIHH (YCIIyT) B paMKax OTHOPOAHOM MpoayKuuH (yciyr),
MPHMEHHUTETBHO K KOTOPO# ObLIa cepTH(GUIHPOBaHA CHCTEMA MEHEIKMEHTA,
- HOMEHKIIaTypbl NPOJYKIHH (YCIIyT), BBITyCKaeMoii (MpeocTaBisieMoi) opraHu3arueii;
- NPOMU3BOJICTBECHHBIX IJIOIIA 0K OpraHusaluH.
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9.1.2 OcHoBanuem s PacCMOTPCHHA BONIPOCA O PaCUIMPEHHH 06/1aCTH cepTH(HKauK opraHu3a-
[HH-ZIepKatess ceprudukara spisercs 3asska ®me-01-2019 [Ip-01 wmm MUCbMO-00palneHne, Hanpas-
jiennas nepxkareneM B OC B pou3sBosibHOIR dopme.

9.1.3 Ha ocrHoBanuu [THCbMa-00pallleHUS HITH 3asBKH O PAaCIIHPCHUH 00/1aCTH IEHCTBUS paHee Bbi-
AanHOro cepripukara OC 10/DKeH MPOBECTH AHAIH3 3aSBKH B COOTBETCTBUH ¢ M. 5.3.1 u onpenenuts
TPOBEPOYHbIC MEPONIPHSATHS, HEOOXOAMMBIE IS IPHHATHS COOTBETCTBYIOIIETO peMICHHMS.

9.1.4 JlesrensHocTth no paclinpenuto obnactu ceprudukamum 8 OC IJTAHUPYETCS MO aHAJIOTHH C
[I/IAHUPOBAHHEM JEATENIBHOCTH 110 CEPTH(GUKALIAY B COOTBETCTBHH C [Tp-01.

9.1.5. Topsmok neiicTsuii o PaCLIMPEHHIO 001aCTH CePTH(HKALNN CHCTeMBI MEHE/DKMEHTa aHa-
jloruten nopaaky cepruduxammu (Ip-02, Ip-03) wm HHCTICKIIHOHHOTO KOHTpois (ITp-06) B 3aBucHMO-
CTH OT IIPOBEPOYHBIX MEPONPHATHS, HEOOXOTUMBIX TSI MPHHATHS COOTBETCTBYIOMIETO PEICHHS,

9.1.6 AymuT no pacumpenuio o6mactu CepTH(GHKALIMU MOXKET OBITH NpoBeeH B couetanuu ¢ UK
CHCTEMBI MCHE/DKMCHTA OpraHH3aliHH-/epiKaTeis ceprudukara. Ipu stom ommata UK nomkna Gurth
YBEJIMYCHA HA CTOMMOCTH paboT MO pacHIMpeHHIO 061acTH CepTH(HUKAINH, ayJUT TIPOBOIMTCS B COOT-
BETCTBHH ¢ npouenypoit ceprudpukaunn (IIp-02, [1p-03) mmu uncnekmonnoro KouTpons (IIp-06) B 3a-
BHCHMOCTH OT IIPOBEPOYHBIX MEPOIIPUSTHS, HEOGXOIUMBIX JUTs NPUHATHS COOTBETCTBYIOIIETO PEIICHHSI.

9.1.8. Ha ocHoBanuu Otyera 1o pe3yJibTaTaM NpOBEJICHHOTO ay/IuTa:

— POC/3POC odopmaser pemenne o PaCIIHPEHHH 001aCTH CEPTH(GHUKALIMH ITyTeM BHECCHHS CO-
OTBETCTBYIOLIHX 3amuceii B popmy pernenus ®np-03-2019 [Ipunoxenne A;

— POC/ 3POC npucsausaer HOMED pCIICHHUS IyTeM BHECEHHS COOTBETCTBYIOLIMX 3amHCell B
(opmy ®pa-02-2019/TTp-04-2019;

— POC/ 3POC nonmuceiBaer PCUICHHE O paclIMpeHHH 06acTH CepTH(HKALMH CHCTEMBI Me-
HeJukMeHTa 1o popme ®pa-02-2019/11p-04-2019:

— MC 10BOZHT 110 3aKa34MKa MOAMHCAHHOE PCILICHHE O paclIMpeHuH 06/1acTH CepTHOUKALHE CH-
CTEMbI MEHE/DKMEHTA.

9.1.9 B stom ciyuae nepskaremo cepTu(HKaTa BBIAECTCS HOBBIH CepTH(HKAT, BKIIOYAIOMM B
cedst omucanue pacIMpeHHON 061acTH CepTH(HKALMHM, IIPH TOM TIPETbITy LIHii CepTH(HKAT OTMEHSeT-
csl.

9.1.10 Cpok OKOHUYaHHS IeHCTBHS BHOBB BBIIaBaCMOr'0 CEepTH(HUKATA OCTAETCA TEM IKe, 4TO yKa-
3aH B OTMEHEHHOM cepTu(HKaTe.

9.1.11 Ilo xenanmio nepsxkates cepradukata OC MOKET BBIAATH AOMOTHHTE BHEI cepTudHKar
Ha pacIMpseMylo 0071acTh NeATeNbHOCTH OPraHW3alMH, He OTMEHss npeasaymmid. Cpok OKOHYaHUS
ACHCTBHS OTIOIHUTENBHOTO cepTHHKATA TaKoii Ke, KaKoH ykasaH B NepBOM JeHCTByrOmIEM ceptuu-
Kare.

9.1.12 Odopmiennue u PErHCTparHst cepTH(UKATa COOTBETCTBHS OCYIIECTBIIACTCSA B COOTBETCTBHH
¢ I1p-05.

9.1.13 OC nucemenno yBegomsier OpraHM3alHnIo-NepXkaTeNs cepTH(UKATA COOTBETCTBHA O
HEOOXOIMMOCTH BO3BpaTa paHee BbIIAHHOIO ceprudukara B OC.

9.1.14 MC BHOCHT cBeieHHS bopmy ®per-05-2019 «Peectp cepTuduIMpOBaHHBIX 3aKa3UHKORY
(IIpunoxenne E ITp-053), KOTOpBIH BeJIeTCA B 3IEKTPOHHOM BHJIE.

9.1.15. Beinaya ceprudukara cooTBeTcTBHS OCYIIECTBIIACTCS B COOTBETCTBHH C 1. 5.3 [Tp-05.

9.1.16 POC/3POC nepenaer cBenenus 06 oTMeHe PaHEee BBIIAHHOTO CepPTU(IMKATA COOTBETCTBHS
B DesiepanbHyIo ciyk0y M0 aKKpeIUTaluy B JIEKTPOHHOM BHJIC IO CPE/ICTBOM (heiepanbHOii rocynap-
CTBEHHOH HH(pOPMALMOHHOMN CHCTEMBI B 061acTH AKKpeIuTanuuu B TeueHuu 10 paGoumx ameit co mus
TIPHHATHS PEIICHUS OPraHOM 110 CePTU(GUKAIHK O BhIIaye cepTuduKaTa COOTBETCTBHS.

9.2. Baensianossle ayauTsI

9.2.1 BHeniaHoBbIe ayIMTHI IPOBOASTCS:
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- U1 pacclieJOBaHus Kanod;

- B OTBET Ha NMPOU30LICIIHE H3MCHEHNUS,

- B CITydae IPHOCTAHOBIICHHS JeHCTBUS cepTU(UKATA 3aKa3UHKa.

9.2.2 POC mm 3POC ONMCHIBaET M JOBOJAMT 1O CBEJCHHS CEpTH(UIMPOBAHHBIX 3aKa34HKOB
yYCII0BHS, HA KOTOPBIX GY/yT IPOBOAMTECS ay/TUT IYTEM HAIPABICHHS CKOPPEKTHPOBAHHOH IPOrpaMME!
ayauTa B cooTBeTCTBHH ¢ 1. 5.3.2 Ip-01;

9.2.3 INpoueaypa MPOBEICHHS BHEIIAHOBOTO ay/IUTa COOTBETCTBYCT I1p-06.

9.2.4 O6BeKThl BHEIUIAHOBOTO AyJMTa OMPEIENSIOTCS B 3aBHCHMOCTH OT IPHYHHbI, BEI3BABIICH
HEOOX0MMOCTH €TI0 IPOBE/ICHHS.

9.2.5 Ipu miasupoBaHuu BHeruIaHoBoro ayaura OC IOMKEH TIMATEIBHO PacCMOTPETh COCTaB
ayJMTOPCKO# TPYNIBI, TAaK Kak y 3aKa3udka OTCYTCTBYET BO3MOKHOCTh ONPOTECTOBATH yHACTHHKOB
ay/IUTOPCKOM TPYyTIIIEL

10 JEMCTBUSA ITPU PABOTE C KOMITAHUSIMMH, CEPTU®UIIUPOBAHHBIMH I10 HE-
' CKOJIbBKUM CTAHJIAPTAM

B ciydae MPHOCTAHOBIEHHS, OTMEHEI NHCTBUS CepTH(HUKATa COOTBETCTBUS TpeOoBaHUAM O/]I-
HOTO WJIH HECKOJBKMX CTAHAApPTOB, MM CyXeHus obiactu cepruduxamuu, Oprad mo cepTHHKanuu
JOJDKEH MCC/IeI0BATh MOCIEACTBHS JaHHOTO PELICHHs B OTHONICHHH CEPTH(QUKAIMH HA COOTBETCTBHE
JIPYTHM CTaHJapTaM.

11 B3AUMO/IEMCTBHUE C OPTAHAMM, INPEJOCTABJISIIOIIIUMHA U NMPUHUMAIOIIH-
MU CEPTUO®UKALIUIO

11.1 Opranusanus, IPOXoIsas NpoueaAypy nepeaadu, A0/KHA yIOJHOMOYHTE OpraH, IMpeio-
CTABISIIONIAIN cepTH(HUKALKIO, NPEIOCTaBHTh MH(OPMALMIO, 3alpallliBAEMyI0 OpPraHOM, NMPHHHAMAIKO-
M cepridukamuio. Opras, IPeI0CTaBISIONHMA CepTUHUKAINIO, HE JO/DKEH NPHOCTAHABINBATE HIIH
OT3bIBaTh CePTH(HUKALMIO OPraHU3AIMH NOC/IE YBEIOMICHHS O TOM, YTO OpraHu3alis MPOXOIHT Mpo-
HeAypy Nepefadd OpraHy, MPHHEMAIOMEMY CEPTH(UKAIMIO, €Cli CHCTEMAa MEHE/DKMEHTa OpraHusa-
LUH TPOJIOIIKAET yAOBJIETBOPSTH TPeOOBAHUAM CEPTH(PHKALIHH.

11.2 OC, npunMMaronmii cepTHOHKALKIO, U (MIH) OpraHH3alys, MPOXOsINas Npoueaypy me-
pelaun, HeOOXOAUMO CBS3aThCA C OPTraHOM MO aKKpEeJHTAllMH, B CIIy4ae €CIH OpraH, IpeaoCTaB/IAio-
M cepTHPHKALUIO:

- He TPeIOCTaBUI 3aIPOLICHHYIO HHPOPMAIHIO OpraHy, NPHHUMAKOIIEMY cepTUHUKALHIO;

- IPHOCTAHABIMBAET MM OT3bIBACT CEPTH(OUKANMIO OPraHH3aLMH, NPOXOAIIEH Mpoueaypy me-
penauu, 6e3 Kako#-1u00 MPHYHHEL

11.3 OC 000 «ICO KOHCAJITUHI » nepenaér cepTudHKaIMIO TOJIBKO OpraHaM Mo CepTH-
dbukanuu, akKpeIUTOBaHHBIM B POCakKpeMTallMi ¥ yIOJTHOMOYCHHBIM paborare B CIIC, B KOTOpOH
IPOBO/IMJIACH MIPOLIEyPa CEPTUHHUKALIIH.

12 XPAHEHHUE JOKYMEHTALIUU
Bce MaTepuanbl 0 cepTHHUKAIHOHHOMY ayIUTY CHCTEMbl MEHE/UKMEHTA 110 KKIOMY 3aKa3qhKy
xpaHsTcs B cootBercTBuH ¢ I1-02-2019.
POC HecéT OTBETCTBEHHOCTh 3a COXPAaHHOCTH BCEX MATEPHANOB MO CePTHHUKALHOHHBIM

ayuTaM.
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OC 000

«MCO KOHCAJITHHI»

IIpoueaypa
[IpunaTHE pemeHns 0 NPHOCTAHOBJICHHH/
0TMeHe JIeHcTBHS cepTHdHKaTa /
CYKeHHH / pacmmpeHun 006.1acTn
cepTHhHKAHH

Ip-07-2019

JIuer 10 u3 13

ayuTaM.
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Tponexypa Ip-07-2019
IIpunsiTue pemenns o npuocTanosaennn/
OC 000 O0TMeHe J1elicTBus cepTuduKaTa /
«ACO KOHCAJITHUHI » CYy’KeHHH / pacmupeHun 00/1acTH Juer 11 n3 13
cepTHhHKAHN

Ipuaoxkenne A

®opma ®up-03-2019
PEIIEHUE

0 pacmMpeHHy/ Cy)KEeHUH 00/1acTH CepTU(HUKALIMN CHCTEMBI MEHE KMEHTA

Ne «_» 202 ¢

Opran no cepruduxarmn OC CM 000 «MCO KOHCAJITUHT » pacemotpen Otuer (vkasame
KaKou) oT «__ » 202_r.

HaHMEHOBaHHe NPOBEPAEMOJi OpraHH3aLMH, FOpPOI
Ha COOTBETCTBHE TPEOOBAHHAM (VKA3AMb HOMED U HA36AHUE CManoapma, Ha coomeememeue Komopomy
b6yoem nposooumucs (npo6odunacs) cepmugpuxayus)
MIPUMECHHUTENIBHO K IEHCTBYIOLIEH 061aCTH cepTHhUKALMH

H TIPHHST PElIeHHUE:

- OTMEHHTb C « _ » 20__ r. peiictBue ceprudmkata cooTsercTBHs No oT
« __» 20 r BcBasm s

- Bbl/1ATh CepTHCbHKaT COOTBETCTBHSA MPHUMEHHUTEJILHO K

(pacumpennas/cokpatiennas o6nacts cepTH(HKaLIHK,
NpH HATHYKMHK YKA3aTh HCKIIOYEHHS)

BKJIKOYas:

OcroBanue U1 OTpHLIATEILHOTO pelneHus *

3aMoIHAETCA IPH OTPHUATENEHOM pelieHHH

PykoBoaurens
/3amecTHTeNb PyKOBOAHUTE IS
Oprana no ceprudpuxanmun CM

MOANHUCH WHHLIHATLI, haMHIus

Jlata
M.II.

* Zanonusior MPH OTPULIATENTLHOM pelleHHH
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Tponexypa Tp-07-2019
[punsitne pemenus o HPHOCTAHOBJICHHH/
OC 000 OTMeHe JelcTBHS cepTrudnKaTa /
«MCO KOHCAJITUHI » CY/KeHHH / pacmiupennn ob1acTu Jner 12 3 13
L ceprupuKanuu

pnnoxenne b

®opma Oup-04-2019
PEHIEHUE

O MPHOCTAHOBJIEHHH/ 06 OTMEHE el CTBIS CepTH(HKATa COOTBETCTBHS CHCTEME] MEHEeDKMEHTa

Ne «_» 202_r.

OC CM 000 «MICO KOHCAJITHHT » TMIPUHSAT PEIICHHE PHOCTAHOBHT € «__ » 20 r.mo
«__ » 20__ r./ otmenuts ¢ «_ » 20__ r. peiictBue CepTH(HUKAT COOTBETCTBHSA
Ne OT«__ » 20__ r., BEITaHHBII

HaUMEHOBaHHE IPOBEPSEMOIT OpraHu3allim, ropoa
Ha COOTBETCTBHE TPEOOBAHUAM (VKasamb HOMep u Haséanue cmanoapma, na coomeemcmeue Komopomy
Oyoem npoeodumucs (nposoounacy) cepmughuxayus) [IPHUMEHHTEITBHO K

OCHOBAHHE MPHOCTAHOBNEHUA (OTMEHbI) AelicTBHS ceprudmkara

B CBsA3H C

OCHOBAaHHE NMPHOCTAHOBNEHHS (OTMEHBI) AeiicTBHS cepTuHKaTa

PykoBoaurens
/3amecTHTeNs pyKoBoaHTE IS
Oprana 1o ceprupukamun CM

NOJNHCH HHHLIHATBI, hamMuTus

Jara
ML.IT.
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