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«Pycckuit Ixkcnepm»

CBEIAEHIMA O HI Ne 041.21

[TonroroBnen [dupextopom mo pasButuio OOliecTBa ¢ OrpaHUYEHHON OTBET-
CTBEHHOCTBIO «Pycckuilt Dkcniept» (nanee — PO) u yrBepkn€H I 'eHepanbHbIM JUPEK-
TopoMm PD.

ITpouecc cornacoBanus gokyMeHTa (o0cyxnaenue Ha Ceprudukannonsom Cose-
te) nposeneH 15.09.2025 roxa,

Pesynbratel 3apeructpupoBanbl [Ipotokosom Ne 1474 ot 15.09.2025r.

JIOKyMEHT sBIIsIeTCSl HOpMaTUBHBIM Juisi PO. BeTymaer B cuily ¢ MOMEHTa yTBep-
KAeHUs ['eHepanbHbIM JUpeKTOpoM PO.

HacTtosiimmii ToKyMeHT SIBJII€TCS UHTEJUIEKTYaJIbHOW coOCTBeHHOCThIO PO. Tlepe-
IIe4aTKa, paCIpOCTPAHEHUE WU UCIIOJIb30BaHNE JAaHHOTO JOKYMEHTA WIIA €T0 YacTen

BO3MOYHO TOJBKO C pa3peieHus PO.
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1. BBenenue

Hacrosimee PyxoBonctBo «Ilopsimok mpoBeneHus padboT mo cepTudukanuu cu-
CTEM MEHEI)KMEHTa KayecTBa MPOMU3BOJAMUTENICH MEIMIIMHCKUX HW3JAenuil» (manee —
PyKOBOJCTBO) yCTaHaBIMBAET OONIME IMOJIOKEHUS, 3TAMbl U MOPSIOK MPOBEACHHUS
paboT mo cepTU(dUKAIMN CHCTEeM MEHEPKMEHTa KadecTBa TMPOU3BOJIUTENCH MeEIu-
nuHckux maemmii (nainee — CMK IIMU) opranuzanmii Ha COOTBETCTBHE TPEOOBAHU-
am cragaapta ['OCT ISO 13485.

TpeGoBaHus HACTOSIIETO PYKOBOJCTBAa MpUMEHMMBI mpu ceptudukamuun CMK
[IMU opranuzainuii, 3aHUMAIOIIUXCS BUAAMU JIESITEIIbHOCTHIO B COOTBETCTBUU C 00-
JAcThIO0 akkpeauTanuu PO, xorma moTpeOHOCTh B CepTH(UKATaX COOTBETCTBHUS Ha
CMK IIMU onpenensercs o0s3aTenbHbIMUA, KOHTPAKTHBIMHU WM MHBIMU YCIIOBHUSIMH.

ITpu mposenenun ceprudukammu CMK IIMU opranuzamuii PO BwICcTymaeT u
NEUCTBYET KaK HE3aBUCHUMAs TPEThS CTOPOHA.

KoHTponbpHbII 3K3eMIUISP HACTOSIIETO PyKOBOACTBA yNPABISIETCA COTJIACHO Tpe-
OoBaHMsM, yCcTaHOBJIEHHbIM B PykoBojactBe «llopsnok ympaBieHHs HOKYMEHTHPO-

BaHHO# undopmarmein» (HJ] Ne002.18).
2. HopMaTuBHBIE CCHIJIKH
2.1 CebLaku

[Ipu paszpaboTke HacTosiero PykoBojcTBa yuTeHbl TpeOOBaHUS TEKYIIMX Bep-
CUH CIEQYIOLIMX HOPMATUBHBIX JOKYMEHTOB (JIEUCTBYIOIIUX BEPCUI):

— I'OCT P UCO/MBK 17021-1-2017— «Onenka cooTBeTcTBUsi. TpebdoBaHus K
opraHam, MPOBOJSLIUM ayIuT U cepTU(DUKALUIO CUCTeM MeHemkmeHTa. YacTs 1.
TpeGoBanus»;

— T'OCT P MCO 19011-2021 — «PykoBonsiiye ykazaHus 0 MPOBEACHUIO ayIu-
Ta CUCTEM MEHEII)KMEHTAY;

— I'OCT ISO 13485-2017 — «13nemnsa menuimackue. CUCTEMBI MEHEIKMEHTA

KadecTBa. TpeOOBaHMs IS UENEH peryJIupOBaHUs»;
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— I'OCT ISO 14971-2021 — «M3nenus menuuuHckue. [IpumMeHeHUE MEHEeIX-
MEHTa pUCKa K MEAUIIMHCKUM H3AETUIM;

— T'OCT P HCO 10012-2008 — «MenemxmeHT opranuzanuu. CHCTeMbl Me-
HEePKMEHTa u3MepeHuid. TpeboBaHusl K mpoiieccaM U3MEpPEHUN M U3MEPUTEIbHOMY
000pyI0BaHUION;

— I'OCT ISO 11607-1-2018 — «YnakoBKa JJ11 MEIMIIMHCKUX W3S, ITOJJIe-
xamux puHUIHON crepunuzanun. Yacts 1. TpeboBanus k maTepuanam, OapbepHbIM
cUCTeMaM JIJIsl CTEPUWIN3ALUKA U YITAKOBOYHBIM CUCTEMaM);

— I'OCT ISO 11607-2-2018 — «YnakoBKa AJ11 MEIMIIMHCKUX W3S, ITOJJIe-
Kamux puaumHON crepum3anuu. Yacte 2. TpeOoBaHuS K BaTuAalMd MPOIECCOB
(hopMHUpOBaHHUSI, TEPMETU3AINNA U COOPKI;

— I'OCT P HUCO 14644-1-2017 — «YucTele MOMENIEHUS U CBSI3aHHBIE C HUMH
KoHTpoJmpyemble cpenbl. Yacts 1. Knaccudukarus 9ucToThl BO3ayXa MO KOHIIEH-
TpalUK YaCTUIDY;

— I'OCT P UCO 14644-2-2020 — «YHucTtble NMOMEIIECHUS U CBSI3aHHbIE C HUMH
KOHTpoJipyemble cpenbl. HacTp 2. Tekymuil KOHTpOIb ISl OATBEPKACHHUS MOCTO-
SSTHHOTO COOTBETCTBHS YUCTOTHI BO3AyXa MO KOHIIEHTPAIIUU YaCTHUILY;

— I'OCT P HUCO 14644-3-2020 — «YHucTtble NOMEIIECHUS U CBSI3aHHbIE C HUMH
KOHTposMpyembie cpefibl. YacTh 3. MeToabl UCTIBITAHUI,;

— I'OCT P UCO 14644-4-2002 — «HucTtele IMOMEILEHUS U CBI3aHHBIE C HUMHU
KOHTposupyembie cpenbl. Yacth 4. [IpoekTupoBanue, CTpOUTEILCTBO U BBOJ B JKC-
Ty aTaIuioy;

— I'OCT P UCO 14644-5-2005 — «HucTtele mMOMEILEHNUS U CBI3aHHBIE C HUMHU
KOHTpOJIUpyeMble cpefibl. YacTh 5. DKcrutyaramus»;

— I'OCT P UCO 14644-6-2010 — «YHuctble MOMEIIECHUS U CBSI3aHHBIE C HUMH

KOHTpoJupyembie cpeibl. HacTh 6. TepMUHbI»;
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— I'OCT P UCO 14644-7-2007 — «HucTtele IMOMEILEHNUS U CBI3aHHBIE C HUMHU
KOHTposMpyembie cpenbl. Yacts 7. M3omupytromiue ycTporcTBa (YKPBITHS C YUCTHIM
BO3JIyXOM, OOKCHI MIepUaTOYHBIC, U30JISATOPHl 1 MUHHU-OKPYKCHHUS )»;

— I'OCT P UCO 14644-8-2014 — «HucTtele mMOMEILEHNUS M CBI3aHHBIE C HUMHU
KoHTposupyembie cpeabl. Yacts 8. Kimaccudukanus 4ucToThl BO3yXa MO KOHIICH-
TpalMy XUMUYECKUX 3arps3HCHUN»;

— I'OCT P UCO 14644-9-2013 — «HucTtele mMOMEILEHNUS U CBI3aHHBIE C HUMHU
KoHTposupyembie cpenbl. YacTs 9. Knaccudukaims 4ucToThl TOBEPXHOCTEHN MO KOH-
LHEHTPAIMX YaCTUILY;

— I'OCT P UCO 14644-10-2014 — «YucTtele IOMEILIEHUS U CBA3aHHLIE C HUMHU
KoHTposupyembie cpeabl. Yacts 10. Kiaccudukanus 4ucTOThI MOBEPXHOCTEH IO
KOHIIEHTPALIMU XUMHYECKUX 3arpA3HCHUN»;

— I'OCT P UCO 14644-12-2020 — «HucTtele IOMEILIEHUS U CBA3aHHLIE C HUMHU
KoHTpospyembie cpeabl. Yacte 12. TpeOoBaHus K TEKylIEMY KOHTPOJIO YUCTOTHI
BO3/yXa MO KOHILIEHTPALMKU YaCTHIl C pa3MepaMy B HAHOIUATIA30HEY;

— I'OCT HCO 14698-1-2005 — «Ynctble mOMENMIEHUS U CBA3aHHLIE C HUMU KOH-
Tposmpyembie cpeapl. Kontpoins Ono3arpsizaenuit. Yacts 1. OOmme npuHIATIBE U Me-
TOJIBI»;

— I'OCT HUCO 14698-2-2005 — «Ynctble MOMENMIEHUS U CBA3aHHLIE C HUMU KOH-
Tposmpyembie cpeabl. KonTpons OnosarpszHennii. Yacts 2. AHaJIM3 TaHHBIX O OHWO-
3arpsI3HEHUSIXY;

— I'OCT P M3K 62366-1-2023 — «M3nenust meaunumuckue. Yacte 1. [Ipoextu-
POBaHKUE MEAUIMHCKUX U3JIEUN C YYETOM SKCILTyaTallMOHHON MPUTOTHOCTI;

— I'OCT 31508-2012 — «M3nenust meauumnckue. Kinaccuduxamusi B 3aBUCUMO-
CTH OT MOTEHIIMAJILHOTO prucka mpuMeHeHus. O01me TpedoBaHUs»;

— T'OCT P 70621-2022 «IIpumenenue MCO/MDOK 17021-1 B obnactu cucrem
MEeHeKMeHTa KaduecTBa MeauuuHckux m3aenuit (MCO 13485)» (IAF MD 9:2022);

— HJI NeOO1.18 — PykoBOaCTBO IO Ka4€eCTBY;
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— HJ Ne002.18 — PykoBoactBo «llopsimok ympaBiieHUsS TOKYMEHTHPOBAHHOM
uHopMarmen»;

— HJI Ne007.18 — PykoBoacTBO «Y Cli0BuUs palbOT MO CepTUPUKALIUNY;

— HJI Ne010.18 — PykoBoacTtBo «OlieHKa KOMOETEHTHOCTH W MOATOTOBKA IMEp-
COHaJlay;

— HJI Ne011.18 — PykoBoactBo «Ilopsimok npumeHeHus ceptudukara, JOroTuna
U 3HaKa COOTBETCTBUS;

— HJ Ne012.18 — PykoBojictBo «Benenue peecTpoB U opopMiieHHE BBIJAHHBIX
CEePTU(PUKATOB, 3AKITIOYEHUI O COOTBETCTBUNY;

— HJI Ne013.18 — PykoBoacTBO «YmpaBiieHne aneuIAIusIMU 1 jKalo0amm»;

— HJI Ne014.18 — PykoBoacTBO «Pacuet npoomKuTeIbHOCTHY;

— HJI Ne043.22 — PykoBojicTBO «Ilopsok npoBeAeHUs] JUCTAHIIMOHHOTO ay/InTa
CUCTEMbl MEHEI)KMEHTAY;

— I'moccapui.

B pabore PD ucnonb3yiorcss TONBKO ACUCTBYIOUINE / aKTyajbHbIE TpeOOBaHHUS

HOPMATUBHBIX JOKYMEHTOB.
2.2. TepMuHbl, onpeaeeHUus1, COKPaLleHUSI

B nacrosiiiem PykoBojCTBe NMpuBeEHbl TEPMUHBI U ONIPEICTICHUS, IPEACTaBICH-
Hele B ctangaprax MCO u ['noccapun.

B nacrosimiem PykoBoaCTBE COKpallleHHs] IPUBEJEHBI IO TEKCTY B CKOOKaX.
3. O0mue moJ1o:KeHus

Pa6otel o ceptudukanuu CMK IIMU ocymiecTBisitoTcs M0 MHUIIMATHBE TPOBE-
psieMoii opraHu3aluy (J1ajgee — OpraHu3ally) Ha JO0TOBOPHBIX YCIOBUAX MEXYy PO u
IIPOBEPSEMOU OpPraHU3ALUEN.

VYcnoBueM nposeneHus padoT 1o cepTuUKaLMU ABISETCS HAIUMYUE B OpraHu3a-
uuu BHeapenHot CMK ITMU.

OcHoBubIME 11ensMU TIpoBeaeHus ceptudukannn CMK [IMU senstores:
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— o0OecrieueHue I[OCT&TO‘IHOﬁ YBEPCHHOCTHU 3aWMHTCPCCOBAHHBIX CTOPOH B TOM,

yto CMK IIMUM Opranuzaimu oTBe4YaeT NpeabsIBIsIeMbIM TPEOOBAHUIM;

— obecrniedyeHne JO0CTaTOYHOUW yBepeHHOCTH PO B ToMm, uto OpraHusaiusi BHE-

pwiia u nogaepxuBaet pesynbratuBayto CMK [IMU B ykazannoit o6nactu.

OCHOBHBIM YCIIOBUEM BblJa4H1 CepTI/I(I)I/IKaTa COOTBCTCTBH ABJIACTCS MMOJTYYCHHOC

B OMMPCACICHHOM HACTOJAIMIUM PYKOBOJACTBOM MOPAAKE IMMOATBCPKACHNC COOTBECTCTBUA

CMK IIMU opranuzammuu tpedoBanusim ['OCT ISO 13485.

O6nacte npumenenus CMK I[IMU u Bux paboT onpeaesieT opraHu3ais B 3a-

ABKe Ha cepTudukanuio (mamee — 3aaBke). O6macte ceprudukammu CMK TIMU

onpenenser PO no pesyipraram ayaura.

PykoBoactBo npumensercs npu ceptudurkannun CMK Opranuzamuii o 'OCT

ISO 13485, 3annmaronuxcst HUKe MepeYUCICHHBIMUA BUJIAMU JEATEIbHOCTH:

Ne Bug sxoHOMHUECKOI N€ATETHLHOCTH OKB3/]
1. [Ipon3BOACTBO MPOYMX TEKCTUIIBHBIX U3/EIINI, HE BKIIFOUECH- 13.99
HbIX B IPYTUE IPYIIHAPOBKU '
2. [Ipon3BoACTBO MpOYEH OEKIBI U AKCECCYapOB 14.19
OJIEIKIIBI ’
3. [IpousBoacTBO 00YBH 15.20
4. | Ilpou3BosicTBO OYMaXKHBIX U3/AENIUNA X035UCTBEHHO-OBITOBOTO U 1722
CAHUTAPHO-TUTMEHUYECKOT0 Ha3HAUYECHUS '
S [Tpon3BOICTBO MPOMBIIIJIEHHBIX FA30B 20.11
6. [Ipon3BoACTBO MaTEpUaIOB, IPUMEHAEMBIX B MEAUIIUMHCKUX 21202
LEJIAX o
7. [TIpor3BOCTBO MPOUMX PE3UHOBBIX U3/ICIINN 22.19
8. IIpon3BOACTBO NPOUYMX IIIACTMACCOBBIX U3IEIIAN 22.29
9. [TIpor3BOICTBO MONBIX CTEKIISIHHBIX U3IECIUI 23.13
10. | IIpousBoacTBo 1 00pabOTKa MPOUYUX CTEKISHHBIX U3EIHH, 23.19
BKJIIOYAsi TEXHUUECKUE U3ENIHS U3 CTEKIIA '
11. [Ipon3BOICTBO KEPAMUYECKUX CAHUTAPHO-TEXHUYECKHUX 23.42
)5 €31 (1507 '
12. | TIpou3BOACTBO KEpAMUYECKUX U3EIUI 1abOpaTOPHOTO, XU- 23.44.1

MHWYCCKOI'0 M MPOMBINIJICHHOI'O HA3HAYCHM
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13.

O06paboTka METaJIOB U HAHECEHHE MOKPBITUI Ha

25.61
METaJlIbI
14. O06paboTKa METaUTMYECKUX U3ICITUH MEXaHNIECKas 25.62
15. [Ipon3BOACTBO IPOYMX TOTOBBIX METAJUIMYECKHUX 2509
W3JEJIUN, HE BKIIKOYCHHBIX B APYTUE IPYIITUPOBKH '
16. [Ipon3BOICTBO ANEMEHTOB 3JIEKTPOHHOM aIapaTypbl 26.11
17. | TIpon3BoacTBO MpUOOPOB U aANMapaTypbl Al U3MEPEHHUS dJICK- 26.51 4
TPUYECKHUX BEJIUYMH WM MOHU3UPYIOIINX U3JTYYEHUN T
18. | IIponsBoacTBO MPUOOPOB Ik KOHTPOJIS MPOUUX (PU3UUIECKUX 26.51.5
BEJIMYUH T
19. | IIpou3BoACTBO MpOYMX MPUOOPOB, TATUYMKOB, allllapaTypsl U 26.51.6
MHCTPYMEHTOB JUIsl U3MEPEHUs, KOHTPOJISL U UCIIBITAHUM T
20. | IIpousBoicTBO MPUOOPOB U aNMapaTyphl A1 ABTOMATUYECKOTO 26.51.7
pPETYJIMPOBAHMS WJIM YIIPABJICHUS T
21. | IIpousBoacTBO yacTeil MpuOOPOB U MHCTPYMEHTOB JJIsl HABU-
ralyu, ynpasJeHHs, U3MEPEHHUsI, KOHTPOJISA, UCTIBITAHUM U IPO- 26.51.8
quX Hejen
22. €sTEeNIbHOCTh, CBSI3aHHAS C MPOEKTHUPOBAHUEM, Pa3pabOTKOM 71.12
9 9
23.| IIpou3BOACTBO OOIYUAIOLIETO U 3JIEKTPOTEPANEBTUUECKOTO 26.60
000pyI0BaHUsl, IPUMEHSEMOT0 B METULIMHCKUX IIEJIAX '
24. [Ipon3BOACTBO HE3ANMMCAHHBIX MATHUTHBIX U ONTHYECKUX 26.80
TEXHUYECKUX HOCHUTEINEeH nHDOpMAIuu ’
25. [1pon3BOACTBO 3IEKTPOYCTAHOBOUYHBIX U3EIHIA 27.33
26. [Tpou3BOACTBO NEKTPUUECKHUX JIAMIT U OCBETUTEIHHOTO 27 40
000pyTOBaHUS '
27. [Ipon3BOICTBO IPOUETO IEKTPUUECKOTO 2790
o0opyioBaHUs '
28. [1pon3BOACTBO MHBAIMIHBIX KOJISICOK 30.92.2
29. | IIpousBoACTBO YacTel U MPUHAJICKHOCTH BETOCUTIEIOB U UH- 30.92 3
BaJINJIHBIX KOJISICOK o
30. [IpousBoaCcTBO MaTpacoB 31.03
31. [IpousBoacTBO mpoueit medemnu 31.09
32. [Tpon3BOACTBO MEAUIIMHCKUX HHCTPYMEHTOB U 000pYA0BaHUS 32.50
33. PemoHT mamuH u 060pyaoBaHuUs 33.12
34. PeMOHT 3JIeKTPOHHOTO ¥ ONITHYECKOT0 000PYT0BAHMSI 33.13
35. PeMOHT a51eKTpriecKoro 000py/10BaHMs 33.14
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36. PemoHT npouero o6opyroBaHus 33.19
37. MoHTaXX MPOMBIIICHHBIX MAIlIUH U 000PYI0BaAHUS 33.20
38. Pa3paboTka KOMIBIOTEPHOTO MPOTPAMMHOTO 00ECTICUCHHUSI 62.01

4. Onpenenenne ueJiei, 00J1acTH U KPUTEPHEB ayJANUTA

4.1 PO omnpenensieT nenu ayauTa U yCTaHABIMBAEeT O0JIACTh U KPUTEPUHU ayaUTa
ocJie 00CYKIEHUS C KITUEHTOM.

4.2 llenn aynuTa OMUCHIBAIOT, YTO HEOOXOJAMMO BBITIOJIHUTH BO BpeMsl ayJauTa U
BKJIIOYAIOT CJIEAYIOIIEE:

- onpenenenue cootBercTBusi CMK [IMU knueHTta unu ee yacteid, COBMECTHO C
KPUTEPUSIMU ITPOBEPKH;

- ompenenenue crnocooHoctu CMK TIMU oGecneunBath TO, YTO OpraHu3anus
KJINEHTa COOTBETCTBYET MPUMEHUMBIM YCTAaBHBIM, PETYISTUBHBIM U JOTOBOPHBIM, a
TaK)Xe 3aKOHO/IaTeNIbHBIM TPEOOBAHUSIM;

- onpenenenne pesynbraruBHocT CMK TIMU mist obecniedenus TOro, 9To MOX-
HO OOOCHOBaHHO OXKWJATh, YTO OPTraHM3aAlMsl KJIMEHTA JOCTUTHET yCTaHOBJIEHHBIX
HeJIeH;

- €clld NMPUMEHUMO, UACHTUPUKAIMIO 00JacTell MOTEHIUATBHOTO YIy4IlEeHUs
CMK IIMU.

4.3 Ob6nacTh ayauTa OMUCHIBAET 00BEM U TPAHUIIBI ayAUTa, TAKUE KaK IJIOMIAIKH,
NOAPA3AEICHUS B OPraHU3allMi U MPOBEPSIEMbIE BUJbI JEATEIBHOCTH U IMPOLECCHI.
Ecnm mporiecc nmepBoHaYaIbHON MPOBEPKU WIIH PecepTUPHUKAITMOHHON TTPOBEPKHU CO-
CTOMUT U3 OoJjiee, YeM OJIHOTrO ayauTa (HampuMep, OXBATHIBAET pa3IMYHbIE IUIOLIAM-
K1), 00JIaCTh KaXJIO0ro ayJuTa MOXET HE OXBaThIBaTh BCIO 00JACTh cepTU(UKAIUH,
OJTHAKO TPOBEPKH B LIEJIOM JTOJIKHBI COOTBETCTBOBAThH 00JIACTH CEPTUHHUKALIUU.

4.4 Kputepuun ayauta UCHOJB3YIOTCS B Ka4€CTBE CIPABOYHOIO JIOKYMEHTA, MO
KOTOPOMY OIPENEISAETCA COOTBETCTBUE, U OHU BKIIKOYAIOT:

- TpeOOBaHuUs ONpeAEICHHOT0 HOpMaTUBHOTO HokyMeHTa uinu CMK [IMU;
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- OIpeeJIeHHbIE MPOLECChl U JOKYMEHTHPOBAHHYIO MH(OPMALIUIO (IOKYMEHTHI,

3anucu) mo CMK IIMMU, pa3paboTaHHYIO KIIHEHTOM.
5. lIpouecc ceprupuxkannu CMK IIMHU

ITponecc ceprudukanmu CMK [IMU BkirogaeT ciaeayroniyue dTarbl:

— OpraHu3alMOHHBIN ATamn padorT;

— cepTudUKAIMOHHBIN aynuT (TIpeBapUTeSbHAs OlCHKA W aHaJIU3 JOKyMEHTa-
1uu (1-# aTamn), ceprudukamonHas nposepka (2-i srar);

— WHCIIEKIMOHHBIE ayJWThl B TEUEHHUE CpOKa JACHCTBHS cepTU(dHUKAaTa COOTBET-
CTBHS;

— pecepTUUKAIIMOHHBIN Ay NT.

TpexneTHuil cepTUUKAIMOHHBIA IMKJ HAYMHAETCS C MPUHATUS PEIICHUS O

cepTU(PHUKALIUU WU pecepTUUKAIIY.
5.1. Oopamenue Opranuzauuu

OcHoBanuem 1t opranuzanuu padot no ceprtudukannu CMK IIMU cnyxur 3a-
sBka (AnpOoM OnankoB/ 3asBku/ P3.016) m ankeTa mpou3BOAUTENST MEIUIIMHCKHUX
W3JIeNni, KaK MpUiIoKeHne K 3asBke (AnpObom Onankos/ 3asBku/ PD.093), 3anomHeH-
HbIE OpTaHU3alMeEN U HAIIPaBJIEHHBIE IO 3JIEKTPOHHOM 1o4Te B ajapec PO.

B cnyuae, ecnmu Opranu3zanus UMeeT MpoLecCchl ayTCOPCUHTA, TIPU aHAIIU3E 3asB-
KU ONPENeNseTCs CIeluaibHas KOMIETEHTHOCTh B TPYIIIE ayJAUTOPOB ISl OIEHKH
naHHBIX nporeccoB. Kobl BuoB 3koHOMUYeckor nearenbHoctr (OKB3JI) nporiec-
COB ayTCOPCHHTA YKa3bIBaIOTCS B AHKETE MPOU3BOJUTENS MEIMIIMHCKUX H3ETUi
(Anp6oMm OankoB/ 3asBku/ PD.093).

HauanbHUK OTAEna perucTpaiuu 3asiBOK M JOTOBOPOB PETHCTPHUPYET 3asBKY B
uH(pOpMallMOHHON 0a3e u opraHusyer npouecc ee ananuza Ceprudukanuonusim Co-
BETOM C IpHUBJICUCHHEM MpenacTtaBuTeneit Komuccuu no 0ecnpucTpacTHOCTH € yue-

TOM:
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— olleHKU cooTBeTcTBUsA obnactu npumeHeHuss CMK TIMU opranuzaruu o6:a-
CTH akkpeaurauuu PO;

— "Hanuuus y PO HEoOXOIUMBIX PECypcoB, B TOM UYHCJIE ayJIMTOPOB U TEXHHUYE-
CKHX JKCIIEPTOB, U BO3MOXXHOCTH TPOBEACHUS PadOT B CPOKH, MPEANOUYTUTEIHLHBIC
IUIsl OpTaHU3aLNH;

— JIOCTAaTOYHOCTH HMMerorieiics B PO uHbopManmu 171 TUTAaHUPOBAHUS ayAuTa,
BKJIIOYAs:

v/ MECTOIIOJIOKEHNUE OPTaHU3aIlHH;

v/ 4HUCIIEHHOCTH PaOOTHUKOB;

v/ 4HCII0 TIPOU3BOACTBEHHBIX IIOMA0K M HX MECTOIOJIOKEHHUE;

v/ CBEJICHUS I10 TIpoIeccaMm, TIepeIaHHbIM Ha Ay TCOPCHHT

v/ IIpEIIOYTUTENLHBIE CPOKH IPOBEAEHHS AYINTa;

v/ YPOBEHb PUCKOB, KOTOPBIE HAXOAATCS O] YIPABICHUEM OpPTraHU3aIMEN;

v/ paboumii A3BIK AyAUTa U JIP.

— uH@OpPMALIUU O JIOOBIX CIIy4asX HaJu4Msl CUTyalud, CBUACTEIbCTBYIOIIHUX O
BO3MOXKHOM KOH(IMKTE MHTEPECOB MEXAYy opraHuzamuei PO, KoTopbie MOTyT mo-
BJIMSITH HA HE3aBUCUMOCTD MPOIECCa CEPTUPUKALIUU.

ITo pe3ynbTaTaM paccMOTpeHHUs 3asiBKU PO mpuHUMaeT pemieHue 0 BO3MOKHO-
CTH/HEBO3MOKHOCTH MPOBEACHUS cepTU(PUKALMK U MUCbMEHHO M3BEUIAaeT OpraHu3a-
IIUIO O PELICHUHU MPUHATH/HE MPUHSATH 3asIBKY B paboTy.

B cnydae nmonoXXuTeNbHOTO PEIIeHUs] O TPUHATUM 3asiBKU PO u opranuszanus 3a-
KJIFOYAIOT JOTOBOp Ha cepTuduKaimio (nanee — gorosop). [lopsiaok 3akintoueHus o-
rOBOPOB ¢ 3asBUTENsIMU onpenesieH B 1. 8.2.3 HJ[ Ne 001.18. B gorosop ¢ nposepsie-
MOU opraHu3anuei 00s13aTeIbHO TOJDKEH OBITh BKJIIOYEH MYHKT O COTJIACHUU CO CTO-
POHBI IPOBEPSAEMON OopraHu3aluu, 4To PO MoxkeT packpbiBaTh HHPOpMaLIKIO 00 OT-
YETHBIX JIOKYMEHTax MO ayAuTaM peryJupyromuMm opranam (painee — PO), koTopslie
npusHatoT MCO 13485 (I'ocynmapcTBeHHBIE YUPEKIACHHUS, KOTOPHIE YIOJIHOMOYEHBI

Ha 3aKOHOAATCJIbHOM YPOBHE KOHTPOJHUPOBATH MPUMCHCHUEC HUIIN IIPOJAXKYy MCAULINH-
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CKHX W3JIeJIMH B paMKaxX CBOEH IOPUCAMKLIMU U MOT'YT IPUHUMATh MEPbI BO3JAEHCTBUSA
C LeNbl0 00ecleueHrs TOro, YTo MEIWLMHCKUE U3JIEus, MpoJaBaeMble HA PBIHKE
0] UX IOPUCAUKIIUEH, COOTBETCTBYIOT TPEOOBAHUSM 3aKOHOIATEIBCTBA).

[Tocne omnatel paboT mo poroBopy Jupekrop no ceptudukanuu HazHayaeT Py-
KOBOJIUTEIIA ayAUTOPCKOM I'PYIIIbl, KOTOPBIN OMPENEAET COCTaB IPYIIIbl Ay JUTOPOB
C YYETOM MX KOMIIETEHTHOCTU coriacHo PykoBoacTBy «OneHKa KOMIIETEHTHOCTH U
noaroroka nepconana» (HJ Ne010.18). PykoBoauTtenb ayaAMTOPCKOM TPyMIIbI MPO-
BEpSIET HE3aBUCUMOCTh U OECIPUCTPACTHOCTh ayIUTOPOB IPYIIIBI 10 OTHOILIEHUIO K
nposepsiemoid Opranuzanuu. B coctaB rpynnsl ayIMTOPOB TaK K€ MOTYT BKJIIOYATh-
Csl CTayKEpHI.

PykoBoguTenb ayquTOPCKOW IPyIIIbl, Ay JUTOPBI JJIsl MPOBEACHUS IIE€PBOHAYAb-
HOM, BO30OHOBIIAIONIEH CepTUPUKALMYA U MHCIIEKIIMOHHON MPOBEPKU Ha3HAYAETCs U3
Yyyucja MTaTHBIX U BHEIITATHBIX COTPYAHUKOB PO, arrectoBaHHbIX B PO B kauecTBe
PYKOBOJIMTEINEN ayJUTOPCKOM IPYIIIbl, ayIUTOPOB B COOTBETCTBUU ¢ PyKoBOICTBOM
«O11eHKa KOMIIETEHTHOCTH U TtoAroToBka nepconana» (HJ[ Ne010.18).

B cnyuasix, korga rpyrmna ayIdTOpoB HE 001a/1a€T COOTBETCTBYIOIIMMU TEXHUYE-
CKMMHU 3HAHUSIMU T10 MPOBEPSIEMOMY BHly SKOHOMUYECKOU AesTenbHOCTH OpraHusa-
IIUU, TO HEJAOCTAIOIINE 3HAHUS U ONbIT 00ECTICUMBAIOTCS BKIIIOUEHUEM B IPYIIITY TEX-
HU4Yeckoro(ux) skcnepta(oB). JlaHHoe TpeOoBaHME HE PACHPOCTPAHSIETCS Ha MPOBE-
JIEHUE TEepPBOro 3Tamna cepTU(PUKAIIMOHHOTO ay/luTa, T.K. M0 €ro pe3ysbTraraMm 3asB-
neHHble opranuzanueit koasl OKB3/Jl moryT ObITh yTOUHEHBI. BO Bpems ayauta Tex-
HUYECKHUI SKCIIEPT CBOEBPEMEHHO MEpEeacT ayIuTopy MH(OPMALIUIO U CBOE CYXKIe-
HUE MO paccMaTpUBAEMbIM BOIIPOCAM, BXOJSIIMM B 00JIACTh €r0 KOMIIETEHTHOCTH.
[IpoBepka MOXKET NPOBOJUTHCA OJHHUM ayAUTOPOM. B 3TOM ciydyae OH BBINNOJHSET
(GYHKIMUA PYKOBOAUTENS Ay IUTOPCKOMN TPYMIIbI.

PykoBoauTens ayIUTOPCKOW Tpymnmbl coryiacoBeiBaeT ¢ OpraHu3zanuend COCTaB
rpynnsl poBepku. [IpoBepsiemass Opranuzaiusi HHQPOPMHUPYETCSI O BO3MOKHOCTH

MMPpEACTAaBUTh CBOU BO3PAXCHHA ITPOTUB HA3SHAYCHUS JTFOOBIX KOHKPCTHEBIX ayAUTOPOB
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U3 TPyNIbl MPOBEPKH, BKIKOYAs TEXHUYECKHUX 3KcnepToB. IIpu momydeHum Takux
000OCHOBaHHBIX BO3PAXKEHUN MPOBOAUTCS JOIMOJHUTEIBHOE COTrIacCOBaHUE COCTaBa
rpynmsl ayautopos. 1o 3anpocy Opranuzanuu pyKOBOAUTENb ayIUTOPCKOM TPYIIIIbI
HaMpapisieT UHPOPMAIIMIO MO MPEABIAYIIEMY OIBITY U KBATU(UKAIUU KAXKIAOTO U3
YJIEHOB ayAUTOPCKOM IPyIIIIbI.

[IpucyTcTBUE M MPUUMHBI TPUCYTCTBUS HaONOnaTeNel BO BpeMs mpoBepku PO
Tak *e corinacyer ¢ OpraHuzanued 10 NpoBeAeHUs ayaurta. ['pynma ayauTopoB
oOecnieunBaeT, 4ToObl HAOMIOATENN HE MPEMSITCTBOBAIMN MPOLIECCY ayauTa WU HE
MOTJIM TIOBJIMSITh HA PE3yJIbTAaThl NPOBEPKU. B ciiyyae, korga ayauT NpoOBOAUTCS JIU-
cTaHIMOHHO, pykoBoAcTBYytoTcs: HJ[ Ne043.22 PykoBoactBo «Ilopsiok npoBeaeHus

JUCTAHIIMOHHOTO ayIUTa CUCTEMbBI MEHEIKMEHTA.
5.2. [Iporpamma ayauToB

[Tpu moaroroBke k 1 3tamy ceptudukanun PykoBoaurenas ayaIuTOPCKON TPYIIIBI
cocrasiseT [IporpaMMy aynuToB Ha Bech CepTU(UKALMOHHBIA UK (ABOOM Os1aH-
koB/ ®opmbr o ceprudukammu CM/ PD.028) ¢ pacueroMm TpOIOIKUTEIHHOCTH
aynutoB (Anpbom OnankoB/ DopMbl pacdeTa MPOJOJDKUTEIBHOCTH M CTOMMOCTHU
npoBepku/ PD.094, PD.127). Pacuetr npoaoKUTEILHOCTU BBINOJIHSAETCS B COOTBET-
ctBuM ¢ TpeOoBanusimu PykoBoactBa «Pacuer mpopomxurensHocTH» (HJL
Ne014.18).

B nporpamme aynurta uaeHTH(QUIMPOBAHBI ayAUT/I€ATEIBHOCTD, TpeOyemble IS
aemoHcTpauuu toro, uto CMK I[IMU cootBeTcTBYET TpeOOBaHUSIM CEpTU(HUKALINU C
y4E€TOM KpUTEPHUEB ayaUTA.

[Iporpamma ayauToB oOecreyrBaeT ayJUT BCEX NPUMEHHMBIX TpeOOBaHM K
CMK IIMMU 3a cepTuduKaiimoOHHbIN ITUKIL.

B IIporpamMMy ayiuTOB BXOJAT: EpBOHAYaIbHBINA ayauT (1 u 2 3tarmsl), exxeroi-
HBbI€ HaJ30pHBbIC ayIUTHl U pe-cepTU(UKAIMs 10 MOMEHTAa OKOHYAHUS CPOKa JeH-

CTBUSA cepTUdUKATA.
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[lepBoiii TpexaeTHUN cepTU(PUKAIIMOHHBIN UK HAYMHAETCA C JaThl PELICHUS O
cepTuduKanmy, MOCcieIyoMe cepTU(UKALMOHHBIE LIMKIIBI — C 1aThl PELEHUS O pe-
cepTU(UKALIHH.

ITpu pa3paboTke/mepecMoTpe NporpaMMbl ayAUTOB NIPUHUMAIOTCSI BO BHUMaHHE
pasMepsl opraHuzamuu, oojacte ceprudukamnuu, cioxnocts CMK TIMU, nmpoayk-
LIMA W IIPOLIECCOB, A TAKXKE IPOJAEMOHCTPUPOBAHHBIN YPOBEHb PE3YyJIbTATUBHOCTHU
CMK IIMMH u pe3ynbTaThl IPEAbIAYIINX Ay AUTOB.

Crnenyromast nHPOpMAIUS TaKKe MOXKET OBbITh PACCMOTPEHA U MPUHATA BO BHH-
MaHUE MpU pa3pabOTKe WU MEPECMOTPE MPOTPAMMBI Ay IUTOB:

- IPETEH3UH, NTOJIy4eHHbIE PO 0 1esTenbHOCTH/ IPOIyKIIMU OPTaHU3alNY;

- U3MEeHeHUs TpeOoBaHuil MO cepTU(UKALINH;

- U3MEHEHHUS 3aKOHOAATEIbHBIX TPEOOBAHUI;

- U3MEHEHUsI TPEOOBAaHUI MO aKKPEIUTALINH;

- pe3yabTaThl paboThl opranu3anuu (Hanpumep, KPI, ypoBens nedexrton);

- MHEHHUE 3aMHTEPECOBAHHBIX CTOPOH, COAEpXKalllee 3HAYMMYI0 HH(OpPMALHUIO,
kacaromytocs pynkunonupoBanusi CMK IIMU, nponeccoB u npoaykuuu Opranusa-
LIUH;

- nepedyeHb CMN3, HEOOXOAUMBIX JUIsl TPOBEICHUS ayIuTa Ha IIOIAAKaX.

[IporpamMma ayTMTOB COAEPKUT CIAESAYIOUTYIO HH(POPMAIIHIO:

- CPOKH Ka)KJIOT0 ayJHuTa Ha IUIOLIAJIKE B paMKax CEpTU(PUKALMOHHOTO IIUKJIa;

- npoueccel CMK IIMUM opranuzanuu, noajexaniye npoBepKe Ha KaKIOM U3
ATANOB CEPTUPHUKAITMOHHOTO ITUKIIA;

- HAJINYUE YJIAJICHHBIX TOCTOSHHBIX U BPEMEHHBIX ITUIOLIA/I0K.

NHCneKMOHHbIE MPOBEPKU NPOBOIATCS HE PEXKE OJHOTO pa3a B KaJeHIAPHBIU
rojl, 3a UCKJIIOUYEHUEM Trojia, KOrja 3aIulaHupoBaHa pe-cepTudukanus. [lepBas un-
CIIEKLIMOHHAs MIPOBEPKA JOJKHA OBbITh NPOBEIECHA HE MO3/HEe 12-TH MecsAleB ¢ Mo-
MEHTAa JIaThl MPUHATHUS pelIeHus o cepTudukanuu. Crenyromas nmpoBepka J0HKHA

OBITH MpoBeicHa uepe3 12 mecsies (+/-2 mecsna).
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[Ipu pazpabotke mporpaMmbl ayauToB PO mpuHHMaeT BO BHUMaHHE HaJIAYHeE
cepTuduKaTa U ayJuThl, IPOBEACHHBIE IPYIMM OpraHoM 1o ceptuduxanuu. B stom
Clly4dae 3alpaliyBacTCs JOCTATOYHOE KOJIMYECTBO CBUAETENIBLCTB, TAKUX KaK OTYETHI
00 ayznuTax Jpyroro opraHa no cepTu(pukalnuy u uHopMalus O BBIIOJIHEHHBIX KOP-
PEKTUPYIOLIMX JEHCTBUSX 110 BBISIBJICHHBIM HECOOTBETCTBHUSM.

[Ipu pa3pa®oTke mporpamMmbl ayJUTOB W IJIaHA ayAUTa y4YUThIBaeTcs (HakTop
CMEHHOCTH padoT B IPOBEPSAEMON OpraHU3aLUH.

IIporpamma ayauTOB NEPECMATPUBAETCA C YYETOM PE3yJIbTATOB Ka)XJOro 3Tana
cepTU(UKAIIMOHHOTO IHMKIAa U TOM MH(popManuu, kotopas noctynaer B PO o CMK
I[IMH Opranuzanuu.

JIroOble OTKJIOHEHHUS OT 3aIUIAHMPOBAHHBIX B MPOTPaMME ayAUTOB BHIOB Jesi-

TEJILHOCTH BEAYT K €€ OOHOBJICHUIO.
5.3. [IpeaBapurtesabHas oneHka (1 stan ceprupuxanumn)

OCHOBHBI€ 1LI€JIM JAHHOTO 3Tamna:

- MPOBECTH aHanu3 AoKyMmeHTupoBaHHON uHopmarmun CMK I[IMU u ycrano-
BUTH €€ aJIEKBAaTHOCTh KPUTEPHUSIM CePTUDUKAITNY;

- MPOBECTH OCMOTP mIomank OpraHu3alnuy U yCIOBHM MPOU3BOACTBA, a TAKKE
npoBecTu O6ecepl ¢ mepcoHanoM OpraHu3auy ¢ LEIbI0 ONpeAeICHUs! €€ TOTOBHOCTH
KO 2-My 3Tany cepTuUKaIuu;

- TIPOBECTH aHAJU3 CTETICHW BHEAPEHUS W MOHUMAHUS KIMEHTOM TpeOOBaHUM
CTaHJapTa, B YaCTHOCTH B OTHOIICHUM HICHTU(DHKAIIMK KIFOUEBBIX IMOKa3aTeseH,
3HAYMMBIX PUCKOB, IIPOIIECCOB, 1esel u ¢pynkiumonuporanus CMK IIMU;

- coOpath HEOOXOAMMYIO HH(POPMAIMIO OTHOCUTEIHHO 00JacTH cepTuduKanuu
CMK IIMMU, Bxarouas:

v/ IUIOIIA/IKY;

v/ TIPOIIECCHI U UCTIOJIB3yEMOE 000PYI0BAHHE;

v/ YPOBEHB CYIIECTBYIOIIETO YIPaBICHUS (B YaCTHOCTH B CIIy4ae OpraHHU3aI[fH C

HECKOJbKHMMH TUIOIIagKaMK);
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v UH)OPMALMIO [0 NPHUMEHMMBIM 3aKOHOAATENBHLIM TPeOOBaHMAM (BKIIOYAS
JIULIECH3UHU / pa3pelIeHus).

- OLICHUTH JOCTATOYHOCTH PECYypCOB, HEOOXOMUMBIX JIsl MPOBEACHUS 2 STama
cepTU(UKALMU, U COTJacoBaTh C OpraHu3alluell JAeTaiu NpoBeJIeHUs 2 3Tana cepTH-
dbuxanuu;

- CIUTAaHUPOBaTh 2 3Tal CepPTU(PHUKAIMHU C YYETOM MOHHUMAHUS CYIIECTBEHHBIX
CMK IIMU opranuzaniuu B KOHTEKCTE TPUMEHUMBIX TPEOOBAHUI;

- OLICHWTb, INIAHUPYIOTCS U BBINOJHAIOTCA JIn BHyTpeHHue ayauTel CMK 1IMU n
aHaJiM3 CO CTOPOHBI PYKOBOJCTBA, a TaKKe TO, 4yTO cTeneHb BHeApenuss CMK [IMU
CBUJIETENBCTBYET O roToBHOCTH Opranu3anuy K MPOBEACHHIO 2 dTana cepTuduka-
11y;

- YCTaHOBUTH HaJM4yue CHUCTEeMbl yrmpasiieHus puckamu (ucmnoiszyss I'OCT ISO
14971).

JIJist MTOCTMKEHUST BBIMIEYTIOMSHYTBHIX Il 4acTh 1-ro sTama cepTuduKaiim
IPOBOJMTCS Ha IIowmaake OpraHuzamuu.

Oco0oe BHUMaHHE TPYIIIbI ayJUTOPOB OOpAILIEHO HAa aHAIU3 U MOATBEPKIACHUE
obnactu ceprudukanuun CMK TIMU, 3asenennoit Opranuzanueit s ceprudukanum
Y NPAaBOMOYHOCTH WCKJIKOYEHHUN M3 HEE C YU4E€TOM IpoleccoB ayrcopcunra. He no-
ITyCKaeTCs UCKIIIOUEHNE YaCTH NPOLECCOB (3a UCKIIOYEHUEM CIy4daeB, KOIria 3TO J10-
nyckaercs Perynupyromum opranomM), NpoAyKIMU UK YCIyT U3 00JIacTU MO CEepPTH-
¢bukanuu, ecau 3TH NPOLECChl, MPOAYKIHS WIH YCIYTH UMEIOT BIUsSHUE HA Oe3omac-
HOCTb Y KQYECTBO MPOIYKIIMH.

[Inan 1-ro srama ytBepxkaaer JupekTop mo cepTuUKaly U MpUCBaUBaET HO-
Mep ayauTa, pErUCTPUPYS €ro B XKypHaJle perucTpaluu ayauToB (Anb00M O1aHKOB/
Kypunansl/ P3.011). [Tocne ero yrBep»KaeHUsI OH TIOBOIUTCS 10 CBEJCHUSI ITPOBEPsie-
MOH OpraHu3aly PYKOBOAMUTENEM TpYIIbl ayauTa [0 Hayalda ayauTra IyTeM

HaIIpaBJICHUA Ha 3JICKTPOHHYIO ITOYTY OpraHu3anuu.
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[Ipu npoBeaeHnU peABAPUTEIBLHON OLIEHKH 0CO00€ BHUMAHUE YACISIETCS HaJM-
qyuio B nposepsieMoit Opranuzamnuu Becex Tpedyembix ctanaaprom I'OCT ISO 13485
anemenToB CMK TIMU, Bkimtouass TOKyMEHTUPOBaHHYIO MHGOPMAIIHIO, U COOIOIe-
HUIO 0cHOBHBIX npuHIMIoB CMK IIMU B pamkax 3asBiaeHHON 00acTu cepTudurKa-
1007058

OnpenensieTcs:

- COOTBETCTBYET JIM 3asBJICHHAsI 001acTh cepTUPUKALUUA (PAKTUUECKON JesATEb-
HOCTHU OpraHMu3aliy (OKa3blBAEMBIM yCIIyraM, BBIITYCKAEMOM MPOTYKIIUH);

- BCE JIM BKJIFOYCHHBIC B 00JIACTh CEPTH(PUKANMH BHUJBI JEATEIHHOCTH HAIUIA
aJIeKBaTHOE OTpakeHue B anemeHTax pynknuonupoBanuss CMK IIMU Opranuzamuu
(cTpykType, mpoleaypax, MOJUTHKE, LENsIX, 3ajadaX, BHYTPEHHHUX JOKYMEHTaX M
T.J1.);

- BCE JIM JOKYMEHTUpOBaHHbIe Tporeaypsl, Tpedyembie ['OCT ISO 13485, pas-
paboTaHBbI;

- Bce s aneMeHThl crangapra ['OCT ISO 13485 oTpakeHbl B pyKOBOJICTBE 11O
KaueCTRBY;

- pa3paboTaHbl Ju TpeOOBaHUS K YIPABICHUIO PUCKAMHU JJisi BCEX IMPOILIECCOB
*Ku3HeHHOTo 1ukia npoaykiuu (corsmacHo 'OCT ISO 14971), unentuduiupoBaHbl
JIM BCE PUCKH, CBSI3aHHBIE C 00JIACTHIO ACSITETLHOCTH OpraHU3alIiH;

- IMEIOTCS JIM IIPOLIECCHI ayTCOPCUHTA, U KAK OpraHu3alus yIIpaBisieT UMHU;

- uMeroTes i y OpraHu3anuu JIMIEH3UH, Pa3pellieHus] U npovasi pa3peiinTelib-
Has TOKYMEHTaIHsl, He0OX0uMast 11 BEJICHUS BCEX 3asIBJICHHBIX BUIIOB JICSITEIILHO-
CTH;

- TIPOBOJIUTCSL U COOTBETCTBYET JIM TPEOOBAHMSIM 3asBJICHHOTO CTaHIapTa BHYT-
PEHHUM ayJIunT;

- MPOBOJUTCS JIX C YCTAHOBJIEHHON NEPUOJUYHOCTBIO aHAJIU3 CO CTOPOHBI PYKO-
BOJICTBA U OTpa)kaeT JIM TakoW aHanu3 Bompochl noaaepxkanuss CMK I[IMU B pabo-

4YEM COCTOSAHHNH, €€ aACKBATHOCTDb N PC3YJIbTATUBHOCTD,
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- KTO B OpPTaHM3allMd HAa3HAY€H MPEACTABUTENEM PYKOBOJCTBA, KAKMM 00pa3oM
3aKpeIyieHa ero OTBETCTBEHHOCTh U MOJHOMOYMSI, TOCTATOYHBI JIU €r0 MOJTHOMOYMS
JUIA BBITIOJHEHHUsS] OO0S3aHHOCTEW B COOTBETCTBUU C TPEOOBAHUSIMHU 3asBICHHOTO
CTaHJapTa;

- MOXET JIM KOHTAKT MEXy II€PCOHAJIOM U MPOIyKIUEH/IPON3BOACTBEHHOMN Cpe-
J0W OTPUIIATENIHO MOBJIHATH Ha 0€30MAaCHOCTh WM SKCIUTyaTallMOHHBIE XapaKTepH-
CTUKU MEJUIMHCKOTO W3JENUs, CYIIECTBYIOT JIM B OpraHU3alud OCOObIE YCIIOBUS
MPOU3BOJCTBEHHOW CPEIbI,

- CYUIECTBYET JH BO3MOXKHOCTb 3arps3HEHHUS UYMCTOW MPOIYKIUHU, MPOU3BO-
CTBEHHOW Cpelbl WJIM NEPCOHANA 3arpsi3HEHHOM WM NOTEHUHUATIbHO 3arpsi3HEHHOU
MPOAYKIIUEN;

- CYLIECTBYET JIM BO3MOKHOCTb 3arpsA3HEHMS] MUKPOOPraHU3MaMu WU TBEPbIMU
YacTULIAMU B Ipoliecce COOPKU W/MIIU YHAKOBKH (J11 CTEPUIIbHBIX MEAUIIMHCKUX W3-
TeNni);

- umeetcs a1 B OpraHu3anuu Mpouecc 1o UASHTU(PHUKALUU PEryIUPYIOIINX Tpe-
OOBaHUM, OTHOCSIIUXCS K MPOAYKLIUHU/YCITyTE;

- YCTaHOBJIEHA JIU U BeAETCS U (opMa 3alllUCU MO YUYETYy U MPOCIECKUBAEMOCTU
Ka)K10r0 MEJUIIMHCKOTO M3/1EIUs WIN KaKJOW MapTUil MPOU3BEACHHON NPOAYKLMU U
NPOAYKIMH, 0100PEHHON K pacpOCTPaHEHUIO;

- SIBJSIETCSl M OOCITYy’KMBaHUE YCTAHOBJIEHHBIM TpPeOOBaHUEM K MEIULIMHCKUM
U3ICIHSIM;

- HCTIOJIb3YETCS JIM MPU MPOU3BOACTBE METUIIMHCKUX U3/ICTUI U PEIOCTaBICHUN
YCIIyT KOMIIBIOTEPHOE NPOrpaMMHOE 00ecneueHrne, KOTOPOE MOXKET OKa3aTh BIMSIHUE
Ha CIIOCOOHOCTH MPOYKIIUU COOTBETCTBOBATH CHEIU(UKALIUSIM;

- Ha BCEX JIM dTamax MpOU3BOJCTBA, XPAaHEHMsI, MOHTAaKa U OOCITYyKUBaHUS MPO-
OYKIMKM OCYLIECTBIIAECTCA MACHTU(DUKALMS ee cTaryca JUlsl 0OecleueHusl OTIpPaBKH,
NPUMEHEHUS WM MOHTaXXa TOJIbKO MPOAYKIIMH, MPOLIeANIeii Bce HEOOX0AUMbIE BU-

Abl KOHTPOJIA U UCIIBITAHHA WUJIH PIM@IOHICﬁ Oq)HHPIaHBHOG pa3spCUICHuC,
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- pa3pabartbIBaeT M opranuzanus (paitn(sl) MEAUIIMHCKOTO U3AETHS AJIS KaXK0TO
TUIIA MEAULIMHCKOIO M3Jeus/ceMeiicTBa MEAULIMHCKUX n3aenuil. Bee nmu qokymMen-
ThI, ONIPEIETICHHbIE TPEOOBAHUSAMU CTaHJApTa, BXOAAT B (haiis(bl) MEAUIIMHCKOTO U3-
TICIIAS.

PykoBonuTenb ayaquTOpCKOM rpymmsl onpeneiseT Te mpouecchl/anemenTsl CMK
[IMU, KOTOpPBIM JOJKHO OBITh yAEJIEHO MMOBBIIIEHHOE BHUMAHHUE IIPU MTPOBEACHUM 2
stana ceptuduxkanuun CMK [IMU, u HaMeTuTh ONTUMAaNBHBIN MapuIpyT cepTuduka-
IIMOHHOM MPOBEPKU UCXOAS U3 GU3NYECKOTO PACTIOIOKEHHS TIIOMIAA0K U MOApa3/e-
nenui Opranuzanuu U B3aumojencteuid nporeccos CMK IIMU.

PykoBonuTenb ayaAuTOpCcKON rpymnmsl coodaeT nposepseMoit OpraHuzanuu, 4To
Ha 2 3Tane cepTU(PHUKAIUN MOKET MOTPEeOOBATHCS IETANBHOE H3yUEHHE:!

- uHpopMaluu O COOOLIEHMSIX, MOJYYEHHBIX OT BHEIIHHUX 3aUHTEPECOBAHHBIX
CTOPOH, BKJIIOUAas 5kajlo0bl, U O MPEANPUHSATHIX IEHCTBUSAX;

- uHdopMaluu O BbIIBICHHbIX OpraHuzaiueil HECOOTBETCTBUSAX U pa3paboTaH-
HBIX KOPPEKTUPYIOIIUX JCUCTBUAX 3a MOCIEAHNE 12 MecsleB WM ¢ MOMEHTAa BHE-
penust CMK I[IMU.

PykoBoguTens ayaUTOPCKOM TPYNIBI pacHpenesssieT KOMIUIEKT JOKYMEHTHPO-
BaHHOM MH(pOpMalMu MEXJy BCEMHU WIEHAMU TPYMIBI ayAUTOPOB, OCYLIECTBIISET
KOHTPOJIb M TPOBEPSIET pPe3yJbTaThl aHalIM3a JAOKYMEHTHPOBAHHOW HH(pOpMaIu,
IIPEICTABIICHHBIE Ay IUTOPAMM.

OO0s13aHHOCTHU U MOJIHOMOYUSI PYKOBOAUTENS 2y AUTOPCKON IPYIIIbI IPU IPOBEIE-
HUU aHaJIM3a JOKYMEHTUPOBAHHON HH(OPMAIIIH:

- ONPEIENATh U OLICHMBATh KOMIUIEKTHOCTh IPEICTABICHHON NOKYMEHTUPOBAaH-
HOM nH(OPMALIUK U BO3MOKHOCTh €€ PACCMOTPEHUS;

- OpPraHu30BbIBAaTh PACCMOTPEHUE IOKyMeHTHUpoBaHHON uHpopmamuun CMK c
[IPUBJICYEHUEM JIPYTUX CIIELUAINCTOB;

- KOHTPOJHMPOBATh COOJIOJCHHE YCTAHOBJICHHBIX CPOKOB PACCMOTPEHUS JIOKY-

MeHTupoBa"Hou nHpopmanuu CMK TIMU;
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- Ha OCHOBAHUU PE3yJIbTATOB aHAIN3a TOKyMEHTHUPOBAaHHON MH(OpMAaIMH, Tpea-
CTaBJIEHHBIX ayJUTOpPAMH, MOATOTABIMBATH OOLIUE PE3YIbTaThl AHANIM3A JOKYMEHTH-
poBanHo# napopmaruun CMK [IMU;

- obecnieurBaTh NPOBEJICHWE aHAJIW3a U3MEHEHUN B JOKYMEHTHUPOBAHHOW WH-
dbopmanun CMK TIMU no ycTpaHeHHIO BBISBICHHBIX HECOOTBETCTBUN KPUTEPHUSIM
ayauTa;

- IPUHUMATh CBOEBPEMEHHBIE MEPBI JIJIS1 3AILUTHI HECOOTBETCTBYIOLIEH YCIYTH OT
HEIPETHAMEPEHHOT0 UCTIOJIb30BaHus. 1101 HECOOTBETCTBYIOIIEN YCIIyT O, IPUMEHH-
TEIbHO K aHAJIM3y JOKYMEHTHPOBAHHOW MH(pOpMAIH, TOHUMAETCs OOHApYyKEHHOE
HECOOTBETCTBUE JOKYMEHTAJIbHO O(GOpPMIIEHHOrO 3akitoueHus PO mo pesynbraram
aHanu3a AokyMeHtupoBanHoi mH(popmaunu CMK IIMU. Heobxonumas undopma-
s 110 HECOOTBETCTBYIOILIEH YCIyTe HaIlpaBIIIETCS B TE€ K€ aapeca, KyJa HanpasJis-
I0TCS pe3ybTaThl aHAJIN3a JOKYMEHTUPOBAHHON MH(MOPMAIIH.

[TepBoHauyanbHbI 00BEM JOKYMEHTUPOBAHHON MHGOPMAIIUU, HEOOXOAUMBIN IS
aHaiM3a, OMpeNeNsseTCs PYKOBOJAUTENEM IPYIIbI HA dTare MJIaHUPOBaHUS paboT Mo
ceprudukammu CMK I[IMU u cornacoBeiBaercs ¢ Opranusaiuei.

Munumanbshbiii coctaB npouenyp CMK [IMU, uHbIX 10KYMEHTOB U 00s13aTeb-
HOCTh Hanmuuus Pykooacta mo CMK ITIMMU, kotopeie H0MKHBI OBITH MpOAHAIN3H-
pPOBaHbI Ha aJIEKBATHOCTh, ONPEACIAIOTCA UCXO01 U3 TpeOOBaHUI K JOKYMEHTHPOBa-
HUIO, YCTAHOBJICHHBIX B 3asBJICHHBIX KPUTEPUAX ay/IUTA.

[Ipu aHanu3e TOKyMEHTHPOBAHHOW MH(OPMALIMU YCTaHABINBACTCS:

- onpezeneHsl U B PykoBozacTBe no kauecTBy obnacts npumenenus CMK [IMU
(obmacth ceprudukanuu), npuHIUNbl U 1eau Gyakiuonuporanus CMK IIMU, co-
CTaB U CojiepkKaHHE TPeOOBaHUI, COACPKUT JTH OHO JOKYMEHTUPOBAHHBIE MPOIIEIY-
pb1l CMK TIMU unu cCbUIKM HA HUX;

- ompeznenensl au B [Ipouenypax comep:xaHue, nopsI0K, CPEACTBA U METOMBI pe-

anuzanuu TpedoBanuii, yctanopneHusix CMK IIMU.
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Pe3synbTarhl aHanu3a M3MEHEHUH K JOKYMEHTHPOBaHHOM MH(popManuu odopm-
JSIOTCSL B OTYETaX MO pe3ysibTaTaM MHCIEKIMOHHOM MPOBEPKH, pecepTUu(PUKaIOH-
Ho1 poBepku (AnbOom OmankoB/ @opmsl o ceptuduranun CM/ PD.033).

ITo pesynbTaTtam 1-ro sTama odopmiseTcs oT4eT no 1-my stamy (Ans0om OaH-
koB/ ®opmel 1o ceprudukanuu CM/ PD.032), koTopblii COAEPKUT 3apUKCUPOBaH-
HYIO B XOJI€ TPEIBAPUTEIbHON OLEHKH MH(pOpMaIKI0 000 Bcex MpoOiieMHbIX 00ma-
CTSIX, KOTOpasi MOXET ObITh KiacCU(pUIIMpPOBaHA KaK HECOOTBETCTBUS MPHU MPOBEE-
HUU 2-TO 3Tana cepTU(UKALNUNA U BOZMOKHOCTHU JJIsi COBEPIIEHCTBOBAHMS, KOTOPHIE
MOTYT OBITh WCIOJIb30BaHbl opranuzauued ansa ynyudmenuss CMK [IMU, Bxmrouas
uH(GOpMAIMIO O pe3yJibTaTax aHalu3a JOKYMEHTUPOBAHHOW MHGOpPMAIIMH, a TaKXKe
pelIeHre 0 TOTOBHOCTH OpraHU3aliy KO 2-My 3Talry.

Otyer no 1-My stany HampasisieTcss B OpraHu3aiuio, a TakKe HampaBisieTcsl B
PD nnst mpoBepku U aHanu3a.

B otuere o 1-my aTamny coaepxurcs:

- IOCTaTOYHOE KOJMYECTBO OOBEKTHUBHBIX CBUIECTENHCTB, YKA3bIBAIOLIUX HA TO,
4T0 OBLJIAa TPOBEICHA OIlEHKA BceX HeoOxoanmbix emenToB CMK I[TMU;

- kpaTkue cBeqenust 00 Opranuzamnuu u ee CMK TIMU;

- uHpopManus 1o odJacTsiM, TpeOyromuM BHUManus OpraHu3aium;

- nuHopmanus o creneHu cobmoaenuss Opranuzanyeil TPUMEHUMBIX 3aKOHOA-
TEJIbHBIX U HOPMATUBHBIX TpeOOBaHUM (BKIIFOUAs JIMIICH3UM / Pa3PEIICHUS) U JTFOOBIX
COTJIAIIEHUH C TOCYAapCTBEHHBIMUA KOHTPOIUPYIOIMIMMH OpraHaAMH.

B cnyuae, eciiu o pesyiabtatam npensaputensHoi oneHkn CMK IIMU Oyner
onpeneneno, uto CMK TIMU Opranuzaiuu He COOTBETCTBYET TpeOOBaHMSIM 3asiB-
JeHHoro cranaapta u OpraHu3anus HE TOTOBA K MPOXOXKJIEHUIO cepTHU(HKAIUH, 00
ATOM coo001aeTcs npoepsieMoil Opranuzaiuu ¢ o0a3aTeNbHbIM OTpakeHueM B OT-
yere no 1-my sramy.

[Ipu ompexneneHNH CPOKOB 2-TO 3Tana YYUTHIBAETCS, YTO OpraHMU3aAIMN HEOO0XO-

AUMO PCHIUTb BOIIPOCHEI B HpO6HCMHBIX 06HaCTHX, BBIABJIICHHBIX B XOJ€ 1-ro sTana
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ceprudukanuu. B ToM dncie MOXKeT Takke MOoTpeOOBaThCS MEPECMOTPETh 3aIlIaHu-
POBaHHbIE [l 2-TO 3Tana MEponpuiTus. B ciyuae, ecnu opraHu3anusi HeE roToBa K
MIPOBEICHUIO 2-TO dTana cepTu(ukauy, MmiaHupOBaHUE TATbHEHINX ITEUCTBUM 10
npoBeaeHnto ceptudukanmu CMK IIMU npruoctanaBiuBaeTcst 0 MOMEHTA TOJTyde-
HUS TOATBEPKACHUS CO CTOPOHbI OpraHu3alnyu TOro, 4YTO MPUYUHBI HETOTOBHOCTH
Opranmzaiuu K cepTuuKauy, BHISIBICHHBIC B XOJI€ MTPEABAPUTEILHON OIICHKH, ObI-
T yCTPAHEHBI.

2-# sTan cepTu(UKaIy IPOBOJUTCS HE MO3THEE YeM Yepe3 MIeCTh MECAIIEB I0-
cie mpoBeneHus 1-ro stama ceptudukanuu. B mpoTuBHOM citydae TpeOyeTcs mo-
BTOpHOE MpoBeAeHue 1-ro stana ceprudukanuu. Takke MOBTOpHOE MpoBejeHue 1-
ro JTama CepTU(PUKANNA MOXKET MOTPEOOBATHCS B CIIydae MPOU3OIICIIINX 3HAYHU-
TEJIbHBIX W3MEHEHUM, KoTopble Moriu mnoBauATh Ha CMK IIMUM opranuzauuu
(Hanmpumep, U3MEHEHHS 3aKOHOJATENIbHBIX TPEOOBAHUH, CYIIIECTBEHHbIE U3MEHEHUS B
MIPOU3BOJICTBEHHBIX MOIIHOCTSIX, IEPCOHATIE).

Ha ocHoBanuu pesynbratoB npenaputenbHoil onenku CMK IIMU pykoBoau-
T€Jlb Ay IUTOPCKOW TPYIIIbI MOJArOTABIMBAET U MPEACTABIACT B PO 1 yTBepKACHUS
npoekT Ilnana aynura (Ans6om 6mankos/ @opmel o ceptudukanuun CM/ P3.030).
[Inan ayauTa aHanu3upyeTcsl Ha MPEAMET COOTBETCTBUS TpeboBaHUsIM PO mo obuieit
KOMITETEHTHOCTH TPYIIIBI MPOBEPKU U HEOOXOIMMOTO 00heMa MPOBEPKU, B TOM UYHC-
Jie 10 MPOJAOHKUTENILHOCTU U yTBepxkaaercs [upexkropoM mo cepruduxanuu, npu-
CBauBas HOMEp ayJuTa U PETHCTPUPYS €ro B )KypHAJIe PErUcTpanuu ayauToB (Ajb-
6oMm 6mankoB/ Kypuansl/ PO.011).

[InanupoBaHue MapiipyTa MPOBEPKH, COCTaBa M OOBEMOB, 3aKpEIJICHUE KOH-
KPETHBIX 00BEKTOB 32 KaXKIBIM ayIUTOPOM TIPOU3BOJAUTCS PYKOBOJIUTEIEM ayIAUTOP-
CKOM TpYyIIbl MOCPEACTBOM COCTaBJIeHUs NpuiiokeHus K [lmany aynurta (AnbsOom
6sankoB/ ®opmel o ceprudukanuu CM/ P3.031).

[Ipn ranupoBaHuM ayauTa OpraHU3aldi, KOTOPBIE MEpeaald Ha ayTCOPCUHT

nporuecc(bl), BXOJAIME B 00JaCTh cepTU(DUKALIMU, B MPWIOKEHUU K IJIAHY ayauTa
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uAeHTU(PUIIMPOBaHA MTPOBEPKA JAHHBIX MPOIIECCOB, BKIIOYAs, €CIU MPUMEHUMO, Oe-
ce/ly C IIepCOHAJIOM CyOnoApsAIYMKa U HAOJII0IEHUEM 33 ATUMHU ITPOLIECCAMHU.

B Tom cnydae, ecny IIaHUPYETCS OJHOBPEMEHHOE HAXOXKIEHUE B OJHOM IOA-
pa3JeIeHuN HECKOJIbKMX ayJWTOpPOB, MX padoTa CTPOUTCS TaKUM 00pa3oM, UTOOBI
UCKJIK0YaTh MOTEPIO BPEMEHH HA MapaJljIeNIbHbIN ONPOC OJJHUX U TEX XKE JIUI U aHAJIU3
OJIHOM M TOH K€ AOKYMEHTALMH. DTO pa3/elICHUE ONPENENSIeTCs] B NMPUIIOKEHUN K
[Ina"y nmocpeacTBOM yKa3aHHs CTaHIapTOB/IIyHKTOB CTAHAAPTOB JJIsl KAKIOTO ayu-
TOpA.

[InanupoBanue aynuTa B MOAPA3JAEICHUN OCYIIECTBISETCS TaKUM 00pa3oM, 4To-
OBl 3aIUIAaHMPOBAHHOTO BPEMEHHU Ha MPOBEPKY (PYHKIIMOHUPOBAHUS BCEX MPOLECCOB,
ykazanHbIX B [Ipunoxenun k [lnany, ObIJI0 JOCTATOUHO [JIsl MPOBEACHUS PE3YJIbTa-
TUBHOTO ayJuTa 3TUX MIPOLIECCOB.

3aKkpeneHre OTBETCTBEHHOCTH ayAUTOPOB 3a IPOBEPKY TaKUX IPOLECCOB, Kak
IIPOU3BOACTBO NPOAYKLUHU, MPOEKTUPOBAHUE OCYILECTBIIAECTCS C YYETOM MX KOMIIE-
TEHTHOCTH 10 BUJIaM SKOHOMUYECKON AesTeIbHOCTH OpraHu3aiuy.

OcranbHble TPOLIECCHI, HANPUMEpP, 3aKyNKW, BHYTPEHHUN ayJIuT, MOATOTOBKA
IepcoHasla, MOCTaBKa MPOAYKIHMHU U T.I. MOTYT OBITh NPOBEPEHBI JHOOBIM aTTECTO-
BaHHBIM B PO ayautopom.

[Inan aynura npeAcTaBisIeTCsl IPEACTABUTENI0 PYKOBOJACTBA OpraHM3aliy 3apa-
Hee I 03HAKOMJIEHHsI U of00peHusa. PykoBoauTenb ayJIuTOPCKON IpyNIbl O3Ha-
KOMJISIET Ka)KJ0r0 wieHa rpynnsl ¢ [Inanom ayaura.

CoriacoBaHue U pelIeHHE CIOPHBIX BONPOCOB MO KOHKPETHBIM IyHKTaMm [lnana

IPOU3BOAUTCS 1O Hayasla IPOBEACHUSI IPOBEPKH.
5.4. CeprupuxanuonHas nposepka (2 3ran cepTupuKALNU)

[lensro mpoBepku sBisiercst onpeneneHue coorerctsusds CMK IIMU Opranusa-
MU BceM npuMeHuMbIM TpeboBanusiMm ctanaapta ['OCT ISO 13485, onenka ee pe-
3yJBTATUBHOCTU U CIIOCOOHOCTH JOCTUYb YCTAHOBJICHHBIX IIEJIe B paMKax peannsa-

MY TIOJINTUKU B OOJIACTH KadyecTBa, OICHKA CTereHu cobmomenus OpraHu3amme
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00s13aTeNIbHBIX 3aKOHOAATENbHBIX U PErIAMEHTHPYIOUINX TPEOOBaHUMN, OTHOCAIINXCS
K 0€30MaCHOCTH M 3KCIUTyaTallMOHHBIM XapaKTePUCTUKAM MEIUIUHCKUX U3/CIIUN.

B ciydasx, korna kakas-n0o 4acTh MPOBEPKH MPOBOAUTCS C HCIOJIb30BAaHHEM
AIEKTPOHHBIX CPEACTB CBA3U WM B CIIy4asX, KOT/a IpoBepsieMast IJIOMIaAKa SIBISET-
Csl BUPTYaJIbHOM, 3TO OTPAKAETCS B IJIAHE U MPUJIOKEHUU K IUIaHY ayJIUTY COTJIACHO
H/T Ne043.22 PykoBoactBo «Ilopsimok mpoBeneHHs] TMCTaHIUOHHOTO ayJIuTa CUCTe-
MBI MEHEIKMEHTA.

JIOOTHUTENBHOE BHHMAaHHWE YJIEISETCS HA3HAYEHUIO Ha JAHHYIO IPOBEPKY
aynutopa(oB), 001aaaromero(1ux) COOTBETCTBYIOIIMM YPOBHEM KOMITETEHTHOCTH.

CBuzeTeNnbCTBA, MONYYEHHBIE B X0/I€ TAKOW MPOBEPKHU, JOJKHBI OBITH JOCTATOY-
HBIMH JUJIsl IPUHATHUSL Ay TMTOPOM OOOCHOBAHHOTO PEIICHHUS O COOTBETCTBUH MpUME-
HUMBIM TPEOOBaHUSIM.

[Tpoepka CMK TIMU Opranuzanuu BKIOYAET CIEAYIOIIEE:

— uH@OpMalUA U CBUJIETEIHCTBA COOTBETCTBUS BCEM MPUMEHUMBIM TPEOOBaHU-
M, BKJIFOUasi pe3yJIbTaTUBHOCTb, KDUTEPUEB ayUTa;

— MOHHUTOPHHI, U3MEPEHUE, BEACHUE 3alIUCEN U aHAIU3 PE3YJIbTaTOB B COOTBET-
CTBUH C YCTAHOBJICHHBIMU LIETISIMU U 331a4aMU, U TpeOOBAaHUSAMHU MPUMEHUMBIX KPH-
TEpUEB AyJIUTA;

— cnocobHocte CMK TIMU opranuzanmu, BKIHOYasi JOCTUTHYThIE PE3yJbTaThl,
00ecne4YnTh COOTBETCTBUE MPUMEHUMBIM 3aKOHOAATEIbHBIM U KOHTPAKTHBIM TPeOo-
BaHUSIM;

— OIEpalMOHHBIA KOHTPOJIb TPOLIECCOB OPTraHU3aLUY;

— BHYTPEHHUU ayJuT U aHAJIM3 CO CTOPOHBI PyKOBO/ICTBA;

— OTBETCTBEHHOCTb PYKOBOJICTBA 32 COOJIIOJICHHE MOJMTUKUA B OTHOILIEHUU CO-
TPYIHUKOB U JIPYTUX 3aUHTEPECOBAHHBIX CTOPOH.

BerynurensHoe coBeliaHue SBisieTCsl 00513aTeIbHOM 4acThl0 2-ro 3Tamna cepTH-
¢ukanuu, 4T0 HAXOAUT CBOE oTpakeHue B Ilnane. Pexomennyemast mpoaoKuTe b-

HOCTb BCTYNUTEJILHOTO coBellanus — He 6osee 30 (TpuaLaTh) MUHYT.
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3a NOJArOTOBKY M OPraHHU3alUIO MMPOBEACHUS BCTYNUTENIBHOIO COBEILIAHUS HECET
OTBETCTBEHHOCTb MPEJACTABUTENb PYKOBOJICTBA OPTaHU3ALIUH.

BcerynurensHOE coBelIaHWE BEAET PYKOBOIAUTEINb AYJIUTOPCKOM TPYIIbL. YPO-
BEHb JCTAJIBHOCTH PACCMATPUBAEMBIX Ha BCTYIUTEIBHOM COBEUIAHWU BOMIPOCOB CO-
OTBETCTBYET OCBEJOMJICHHOCTH KJIMEHTA O MPOLIECCE ayIHUTA.

BerynurensHoe COBEIIaHME MPOBOAUTCS C y4aCTUEM IPEACTaBUTENEN PYKOBOJ-
CTBa OpPraHM3allMy U, NMPU HEOOXOJUMOCTH, JIMI OTBETCTBEHHBIX 3a MPOBEpSiEMbIC
(GYHKIIUU U IPOLIECCHI.

L{enpr0 BCTYNUTENBHOTO COBELIAHUS SIBIISIETCS:

— MpeICTaBICHUE COCTaBa IPYIIBI Ay AUTOPOB U UX 00SA3aHHOCTE;

— MOATBEPXKJIEHUE 00JIacTU CePTUPUKALINH;

— noxarBepxkaenue [lnana npoBepku (B TOM vucie, MHGOpMAUU O LENH, CPOKaX,
o0BeMe, U KPUTEPHSIX ayauTa) U JTHOOBIX N3MEHEHU;

— TMOATBEP>KICHUE BPEMEHHM M JAThl 3aKIIOUYUTEIBHOTO M MPOMEXYTOUYHBIX CO-
BEIIIAHUI ayAUTOPOB U MpeacTaBuTeneit OpraHuzamuy;

— TMOATBEPKJICHUE MOPSAJIKA U CIIOCOOOB OOIIEHHS MEXKY TPYIION ayJUTOpPOB U
npeactaBuressiMu OpraHuzaiuu;

— TMOATBEPXKICHUE HAIUYMUS PECYpPCOB M YCIOBHM, HEOOXOAMMBIX IJisi pabOThI
IpyIIIbl Ay JUTOPOB (IOMEILEHHUE, TPAHCIIOPT, CBSA3b U T.I1.);

— 3asBieHue o0 o0s3aTenscTBax PO 1o KoHGUACHIIMATBEHOCTH;

— TMOATBEPKICHUE CO3/IaHUsl YCIOBHM CO CTOPOHBI OpraHM3allH Mo obecreue-
HUIO COOTBETCTBYIOIIEH TEXHUKHA O€30MaCHOCTH, aBAPUIHBIX U OXPAaHHBIX MPOLIEAYD
JUTSl TPYIIIBI Ay IUTOPOB;

— TMOATBEP>KICHHUE TOCTYIMHOCTH, OTBETCTBEHHOCTH M IEPCOHAIBHOIO COCTaBa
COMPOBOXK/IAIOIINX U HAOIIOAAaTeNeH;

— KpaTKO€ H3JI0’)KEHUE METOAOB M IPOLEAYpP, UCIOIb3YEMbBIX MPU MPOBEACHUU
MIPOBEPKHU, BEIOOPKH, METO/I0B OTYETHOCTH M Ipajlaliii HAOMIOEHUI 10 pe3yabTaTam

ayauTa;
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— uHpopmanusa 00 yCIOBUSX, IPU KOTOPBIX MPOBEPKA MOXKET OBbITh MPEXIEBpE-
MEHHO MPEKPAILEHA;

— NOATBEPKACHUE TOr0, YTO PYKOBOAUTEIDL AYIUTOPCKOW I'PYIIIBI U AyIATOPBI
PO HecyT OTBETCTBEHHOCTH 3a JAaHHBIM ayIUT U JOJDKHBI KOHTPOJIUPOBATH BBINOJIHE-
HUE IUIAH ayauTa,

— NOJATBEPKICHUE CTATyCa MEPOIPHUATUM IO PE3yJIbTaTaM IPEABIAYILErO ayau-
Ta, €CIIM 3TO IPUMEHUMO;

— TMOATBEPKICHHUE S3bIKA, KOTOPBIN OYAET UCIOJIb30BATHCA B XO/I€ AYAUTA;

— MOATBEPXKICHUE TOTO, UTO BO BPEMs ayJUTa KIHEHT OyaeT NpouH()OpMHUpPOBAH
0 XOJIe ayJUTa U JHObIX BOSHUKIINX BOMPOCAX;

— OTBETHI Ha BOIIPOCHI.
5.5. KoMMyHuKanuu BO BpeMs ayauTa

['pynma aynuTopoB MEPUOIMYECKH COOMpaeTcss sl OOCYXACHHUS MOyYEeHHOM
uH(boOpMaIMK U OLIEHKU Iporpecca ayauta. B OCHOBHOM ISl 3TOTO HMCHOJB3YIOTCS
COBEILIAHUs MO pe3yiabTaTaM Kaxzaoro nHs. I[Ipu momydeHuM B mpolecce NpOBEPKU
nononHutenbHol nHpopMmanuu o CMK IIMU Opranuzanmu, MapupyT IpOBEAeHHs
IPOBEPKU MOKET KOppeKTUpoBaThea. [Ipr 3TOM pyKOBOAUTEND 2y AUTOPCKOM TPYIIIIBI
MOXET BHOCUTb U3MEHEHUS B IIPUIIOKEHUE K [lnaHy mpoBepku m B pacnpeneneHue
00s13aHHOCTEN ayIUTOPOB, €CIIH ATO HEOOXOUMO ISl JOCTHXKEHHUS 1IEIe MTPOBEPKH.
060 Bcex m3meHenusix [lnana ayaura, CylecTBYIOIIMX MPOOJIEMHBIX O0JIACTAX U3-
BEILIAECTCS NIPEACTABUTEIb OPTaHU3ALNH.

Bce HaGnrofeHust U BBIBO/BI, ClI€JIaHHBIE B XOJ€ MPOBEPKU AyJUTOPAMU, OCHO-
BBIBAIOTCS TOJBKO HA OObEKTUBHBIX CBHUIETEIbCTBAX.

Ecnu noctynHoe CBUAETENBCTBO YKa3bIBAET HA TO, YTO LIEJIN IPOBEPKU HEJOCTH-
KUMBI WU MPEANOJAaracTcs HaJIW4YUe HEMOCPEACTBEHHOTO M 3HAYMTEILHOTO pUCKA
(Hanpumep, 6€30MaCHOCTH), PYKOBOAUTENb ayIMTOPCKOM TPYMIBI COO0MAeT 00 ITOM
Opranuzanuu 1 pykoBoauTento nporpammel ceprudukaruu CMK [IMU nns npuns-

THA HAJJICKAIIUX MCP. HOIIO6HI>IC MCPBI MOT'YT BKIIIOYAaTb ITOBTOPHOC IMOATBCPIKAC-
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HUE WU W3MEHEHUE TUIaHa ayAuTa, U3MEHEHHE B IIeNIAX U 00JIaCTU MPOBEPKH WIH
IpEKpalleHue ayauTa. PyKoBOAMTENb ayIUTOPCKOW I'PYIIIbI MPEACTABISIET B alpec
pykoBoacTBa Opranuzauuud U PD NMOMOTHUTENbHBIN OTYET ¢ MoApoOHOM MHpOpMa-
[MeH, paCKPBIBAIOIIECH TaHHBIE CBUIETENBCTBA IIPOBEPKH.

PykoBoguTens aynUTOPCKOM I'PYIIIBI aHAIUM3ZHPYET COBMECTHO ¢ OpraHusanuein
J100bIe TOTPEOHOCTH U3MEHEHUH B 00JIaCTH MPOBEPKHU, KOTOPBIE CTAIH OYEBUIHBI BO
BpeMs IpoLiecca MPOBEPKH Ha IJIOLIAAKE, U coo01iaeT 00 3TOM PYKOBOAUTEIIO IPO-

rpamMmel ceptudukanuu CMK [IMU.

5.6. Coop u mposepka unHpopmauuu. Unenrndukanusa m ¢ukcupoBanue

HAOJII0leHUH ayauTa

B xone ayaura nHbopmanus, BaxHas ¢ TOUYKH 3pEHUS IIeNiel, 001acTu U KpuTe-
pueB aynuTa (BKIIOYas B3aMMOJCHCTBHE MEXKIY Pa3TUYHBIMU QYHKIUSMH, BUIAMH
TESATETLHOCTH U TIPOIlecCaMu) cOOMpaeTcss Ha OCHOBAaHUHM COOTBETCTBYIOIEH BBHIOOP-
KU U TIPOBEPSACTCS IS TOTO, YTOOBI OBITH MCIIOJIb30BAHHON B KA4e€CTBE CBH/IETEIHCTB
ayauTa.

HenocpeacTBeHHO mpoIiecc MPOBEPKH 3aKIII0YAETCsl B paboTe TPYMIIbI ay TUTOPOB
no cOopy OOBEKTHBHBIX CBHJICTEIHCTB IOCPEICTBOM HAOIIOACHHUS 32 YCIOBHSIMHU
MIPOU3BOJICTBA, BHITIOJHEHUEM Pa0OT U MEPOTIPUSITHIA TIO YIIPABICHUIO TPOIECCAMU H
00ECIIEUYCHNI0 YCIOBUH palbOTHl B TPOBEPSIEMBIX TMOAPA3ICICHUIX OpPTraHHU3AIHH,
orpoca, U3y4eHUs JOKYMEHTHPOBAHHON MH(POPMAIMKA O Ka4eCTBE I JATbHEHIIIETO
ux aHanu3a u oreHKku. CoOpaHHBIE CBHETEIHCTBA ayauTa OTPAKAOTCSI B dopme
(Ans60M Os1ankoB/ ®opmel o ceprudukaruu CM/ P3.099).

CobOpannbpie HAOMIOICHUS ayaWTa, MOITBEPKIAIOIINE COOTBETCTBUE WU CBUJIC-
TEIbCTBYIONINE O HECOOTBETCTBUSIX, IOJDKHBI OBITh MACHTU(UIIMPOBAHBI, Ki1acCU(pu-
[IUPOBaHBl U JTOKYMEHTHPOBAHBI JJIsI OOECIEUYCHUs HAIU4YUs HEOOXOoAuMou HHQOp-
MaIlli| JUTsl TPUHSATHS PEIICHUS TI0 CepTU(UKAIIH.

[Ipn mpoBepke MPOIECCOB OCHOBHOW NIEATEIBHOCTH OPTaHWU3AIMU ayJAUTOPHI

00€eCIeunBaOT MPOBEPKY YMPABISIEMOCTH BCEU IEMOYKH TEXHOJOTUYECKUX ITATIOB
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OT BXOJA CBIPbSl O peaju3allMy TOTOBOW MPOAYKIMU/TIPEAOCTaBICHUS YCIyrud. B
cllyyae, €cM Ha MOMEHT MPOBEpPKU OpraHu3alus MO OOBEKTHBHBIM NMPUYMHAM HE
MO’KET MPOJAEMOHCTPUPOBATH BHITIOJHEHUE TE€X HIIM MHBIX TEXHOJOTUYECKUX ITAroOB
Ha TpuUMepe MPaKTHYECKOW NEeATeNbHOCTH (B Mpollecce MPOM3BOACTBA / OKa3aHUS
yCIIyTH), OIICHUBAETCSI BO3MOXKHOCTh UX PeajM3allMd Ha OCHOBAHUHU HUMEIOIIUXCS Y
OpraHM3alK PeCypcoB (HampuMep: Ha OCHOBAHUHM OTYETHBIX JOKYMEHTOB IO paHee
peanu30BaHHOMY TEXHOJIOTHYecKoMy 3Tany). IIpu 3ToM (akT oTCyTCTBHS nesATeNb-
HOCTHU TIO TIOJTHOMY TEXHOJIOTHYECKOMY LMKy OTMEYaeTcsi B OTUETE O TMPOBEPKE
(Anp6om 6:1ankoB/ ®opmsl o ceptudukannu CM/ P3.033) ¢ BeiBogamu ayutopa o
JOCTAaTOYHOCTHU TMOJTYYEHHBIX OOBEKTUBHBIX CBUICTEILCTB I OLEHKU MPOBEPSIEMO-
r'o TEXHOJIOIMYECKOTo Mpolecca.

Kaxnplii ayaurop Benet 3amucu win (GpoTooTyeT Hanbojee BaKHBIX CBHUJIETEIb-
CTB, MOJIy4€HHBIX B X0Ji¢ IpoBepKu. [Ipu 3TOM 10OMONHUTENbHOE BHUMaHUE o0Opaiia-
€TCsl Ha TOYHYIO WIACHTH(PHUKAIUIO (DaKTa, MOATBEPIKAAIOIIETO COOTBETCTBUE WIIU
YKa3bIBAIOLIETO Ha BO3MOXKHOE HECOOTBETCTBHE, KOTOPBI BIOCIEACTBUU OyIeT sIB-
JSATHCS TPEIMETOM JOTMOJHUTEIBHOTO H3Y4YeHHMs] M aHaju3a. Bo3moxkHocTH Is
yIyUIIeHUS! UISHTH(PUIHUPYIOTCS U 3aMChIBAIOTCA.

[Tocne mpoBepkH WM B XOJI€ €€ ayJUTOpPbl pacCMaTpUBAIOT U OOCY>KIAalOT BCE
CBOM CBHJIETEJIHCTBA MPOBEPKH ISl TOTO, YTOOBI PyKOBOJUTENb ayAUTOPCKON IpyI-
bl MOT' PEIINTh, KAKHE U3 HUX CBUIETEIbCTBYIOT O HECOOTBETCTBHUSX.

Bce cBunerenbcTBa MpOBEPKH, YKa3bIBAIOIIME HA BBISIBICHHBIE HECOOTBETCTBHS,
coriacyrorcsi ¢ mpeactaButesneM OpraHuzanuu Ui 00ecnedyeHrs Toro, 4To CBHUJE-
TEJIbCTBA ayAUTa BEPHO U HECOOTBETCTBHE MOHATHO.

[Ipu peructpanuu HECOOTBETCTBUI PYKOBOACTBYIOTCS CIEAYIOIIUMHU TpPEMs
HNPUHIUITAMU:

- €CJIM OTCYTCTBYIOT OOBEKTHUBHBIE CBUIECTEIHCTBA — HECOOTBETCTBUE OTCYTCTBY-

eT;
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- ecnu 0OBEKTUBHBIE CBUAETEIHCTBA UMEIOTCS — 3TO JOKHO OBITh JOKYMEHTH-
POBaHO KaK HECOOTBETCTBUE;

- HECOOTBETCTBUE — 3TO HECOOI0IEHNE TPeOOBAHUM, TTOFTOMY €CIIU ayJUTOp HE
MOJKET UIEHTU(UIUPOBATH TpeOOBaHKE, TO, CIEIOBATENILHO, ayIUTOP HE MOXKET 3a-
(¢uKcupoBaTh HECOOTBETCTBUE.

COBOKYITHOCTBh BCEX HAOJIOJECHUN, OJYYEHHBIX B XO€ MPOBEPKHU, AOJDKHA 103~
BOJIUTh ayIUTOpPaM YJOCTOBEPUTCS B TOM, UTO:

- nestenbHOCTh OpraHu3aldd COOTBETCTBYET TpeOOBaHUAM, H3J0KEHHBIM B
crannapte Ha CMK IIMU, nopmatuBueix nokymenrax CMK IIMU, a taxxe Tpebo-
BaHUSAM KJIMEHTOB OpraHuzanuu;

- CMK IIMHU oGecneunBaetr cOOMIOEHHE MPUMEHUMBIX 3aKOHOJATENbHBIX U
UHBIX TPEOOBAHUMN K ITPOLYKIHH;

- nokyMeHTbl CMK TIMU 1oiaHOCTBIO BHEAPEHBI U MPUMEHSIOTCS MIEPCOHAIOM
Opranu3zanuu 0py BBHITIOJTHEHUH OCHOBHBIX MPOU3BOCTBEHHBIX, BCIIOMOTATENbHbBIX U
o0ecneuMBaroIIMX NPOLECCOB;

- TpeOyemble KOPPEKTUPYIOIIKE ACHCTBUS IO BBIIBICHHBIM HECOOTBETCTBHUSAM

pa3pabOTaHbl U BHIMOJHEHBI.
5.7. eiicTBHSsI C HECOOTBETCTBUSIMH, 00HAPY:KEHHBIMH B X0/1€ POBEPKHU

B ciydasix, korma pyKoBOIUTENb ayJUTOPCKOM TPYMIbl MPUHUMAET PEIICHHE O
HaJMYMHA HECOOTBETCTBUI/BO3MOXKHOCTEH MJII COBEPIICHCTBOBAHMS, OHU TOJJIEKAT
o0s3aTeTbHOMY O(POPMIICHUIO B BUJE aKTa O HECOOTBETCTBHH/BO3MOKHOCTHU JJISI CO-
BeplieHcTBoBaHUs (AsbOoM OankoB/ @opmel 1o ceptudukamuun CM/ PD.035).

O6mme  TpeboBaHMA K  perucTpamm W O(QOPMIICHHIO  HECOOTBET-
CTBUI/BO3MOKHOCTEH JJIsl COBEPILICHCTBOBAHUS:

— Ha Ka)XXJ0€ HECOOTBETCTBUE/BO3MOKHOCThH JJIsl COBEPIICHCTBOBAHUS 0()DOPMIISI-

€TCS OTAEJIbHBIN AKT.
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— KaXIbld AKT JOJIKEH ObITh MJIEHTU(UIUPOBAH C NOMOIIbIO HOMEpa U yKasa-
HUSI COOTBETCTBYIOIINX CJIOB ((HECOOTBETCTBUE» WJIM «BO3MOKHOCTb /ISl COBEPLICH-
CTBOBAHUS» ).

— HECOOTBETCTBUE JOJDKHO COOTHOCHUTHCS TOJIBKO C OJHUM ITyHKTOM CTaHAApTA.

Knaccugukanus HECOOTBETCTBUH OCYIIECTBISIETCS PYKOBOJUTENEM ayJUTOp-
CKOM TpYMNIBI [0 NIPUHIUILY Pa3[eiICHUs BbISIBICHHBIX HECOOTBETCTBUM Ha JIBE KaTe-
TOPHUH — MAJIO3HAYUTEIIBHBIE U 3HAYNTEIIbHBIC.

ITpu 3TOM TOMOIHUTEIBHO PYKOBOACTBYIOTCS CIEAYIOUIUMHU COOOPaKEHUSMHU:

B xauecTBe 3HaYNTEIBHBIX PACCMATPUBAIOTCS HECOOTBETCTBHUSA, KOTOPBIEC BIUSIOT
Ha cniocoOHocTs CMK IIMU opranuzanuu 40cTUraTh HEOOXOIUMBIX PE3YJIbTATOB.

Hammpumep:

- KOJIMYECTBO HE3HAYNTEIIBHBIX HECOOTBETCTBUM, OTHOCAIINXCA K OJJHOM U TOMY
e TpeOOBaHUIO, CBUAETEIbCTBYIOT O HAJIMYUN CUCTEMHOM MPOOIEeMBbI, TN

- CHATyalMsi, KOTOpas BBI3BIBAET CEPHE3HBIE COMHEHHUSA B TOM, YTO PE3YJIbTATUB-
HBII MPoLIeCC KOHTPOJIS BHEIPEH WIIM YTO B IPOIECCE MPOU3BOACTBA paboT, MU OKa-
3aHMS YCIYT IPUMEHUMBIE METO/bI YIIPABJICHUS PUCKAaMU COOTBETCTBYET BCEM IIPU-
MEHUMBIM TPEOOBaAHUSIM.

Bce ocranbHble HECOOTBETCTBUSI MOTYT OBITh PACCMOTPEHBI KaK HE3HAUYMTEIIb-
HBIE.

BaxxupiM KpuTEepueM MpH KJIacCU(PHUKAIUU HECOOTBETCTBUS ABIISETCS OIICHKA I10-
CJIEICTBUI, KOTOPbIE MOT'YT OBITh UM BbI3BaHBI.

B03MOXHOCTD 1711 COBEPIICHCTBOBAHUS - 3apETUCTPUPOBAHHOE OOBEKTUBHOE
CBHUJIETEJILCTBO ayIUTA, YKa3bIBAIOLIEE:

- Ha BO3MOJKHbIE 00JAacCTH BO3HUKHOBEHHUS HECOOTBETCTBHs (€CIM HA MOMEHT
MIPOBEPKU OTCYTCTBYIOT IOCTATOYHO YOEAUTEIbHBIE T0KA3aTeIbCTBA WU MOCIETHIE
TpeOyIOT JONOJHUTENBHOTO U3yUEHUS);

- WIK Ha BO3MOXKHbIE oOacTu yay4diieHuss CMK TIMU.
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PykoBoguTenb ayAUTOPCKON TPyHIbl 03HAKOMIIIET IPEICTaBUTEIISI OpPraHU3aALNH
C HECOOTBETCTBUSIMM U BO3MOKHOCTSIMU JIJIsl COBEPLIIEHCTBOBAHUS BO BPEMSL:

- @KEHEBHBIX COBEUIAHMI 0 pe3ysIbTaTaM aHain3a pabovero JHS MPOBEPKU;

- 3aKJIFOYUTEILHOTO COBEIIAHUS 10 pe3ysibTaTaM IPOBEPKHU.

OTBETCTBEHHOCTH 3a ITPOBEJICHUE aHAJIM3a IPUYNH, BEIPAOOTKY MEP KOPPEKLMH U
KOPPEKTUPYIOIIMX JEHCTBUN B YCTAHOBJIEHHBIE CPOKHU (B T€UEHHUE 1-ro Mecdla rnocmue
IPOBEJCHUS 3aKIIOYUTENIBHOTO COBEIaHus (AaHHasg MH(OpMAaLMs yKa3aHa B akTe O
HecooTBeTcTBUH (AnpOoM O6mankos/ @opmel o ceptuduramun CM/ PD.035)) u ux
PE3yIBTATUBHOCTh MPU YCTPAHEHHH HECOOTBETCTBUN HeceT opraHuzauus. Koppek-
TUPYIOLME NEHCTBUS JOJDKHBI OBITH TIOCTATOYHO PE3yJIbTaTUBHBIMM AJi1 oOecreue-
HUSl YBEPEHHOCTH B YCTPAHEHUU MPUYUH HECOOTBETCTBHUM U MPENyNpPEKACHUS MOSIB-
JIEHUS] UX BHOBBb.

OOHapyKeHHbIE B X0/1€ MPOBEPKH HECOOTBETCTBUS YCTPAHSIOTCS OpraHU3alMen
B COIJIACOBAHHbBIE C PYKOBOAMTENEM ayIUTOPCKOM I'pyMIbl CPOKU, HO HE Ooree 3-X
MECSILIEB MOCJE IMPOBEIEHUS 3aKIIOUUTENIBHOTO COBELIaHUs (JaHHas HMHMOpManus
yKa3aHa B aKkTe€ O HecOOTBETCTBHM (AnbO0M OnankoB/ Dopmbl Mo cepTudUKaIu
CM/ P3.035). Cpoku, IOMyCTUMBIE JJIsl OCYIIECTBICHUS KOPPEKTUPYIONIUX k-
CTBUH, TOJKHBI COOTBETCTBOBATh CEPHE3HOCTHU BBISIBIEHHOI'O HECOOTBETCTBUS U PHUC-

Ky HeoOecrneueHus: TpeOyeMoro KauecTBa npoIyKIuu.
5.8. OdopmiieHne pe3yJibTaTOB IPOBEPKHU

Pe3ynbTaThl mpoBEpKH MOATOTABIMBAIOTCA PYKOBOJUTENEM ayJUTOPCKOM rpym-
Il B TeUeHHUE 14 KaneHAapHBIX JHEH Mocie MPOBEISHUS 3aKITFOUUTEIHFHOTO COBEIIa-
HUSL.

Pe3ynbTaTel npoBepku ohOpMIISIOTCS B BUAE OTYeTa Mo ayauty (AiapOom OaH-
koB/ ®opmel 1o ceptudukanuu CM/ P3.033). Homep otdera COOTBETCTBYET HOME-
pY, YKa3aHHOMY B KypHaje perucrpaiuu ayautoB (Amboom Omankos/ JKypHaibl/

PD.011).
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ITo pesynpraTam nposepku CMK IIMU opranuzanmu, pyKOBOAUTENb ayAUTOP-
CKOW IpyMNibl MOATBEPKIAET OAUH U3 BAPUAHTOB PEKOMEHAAIMN PYKOBOACTBY PO:

- CMK IIMMU cooTBETCTBYET KPUTEPHSIM ayIUTA.

- CMK TIMHU B nienom cootBeTcTBYeT Kputepusm. HeoOXoammMocTs poBeAeHUs
JOTIOJIHUTEJIBHON MPOBEPKU B MOAPA3AECICHUSAX OPraHU3allU C LEIbI0 MOITBEPKIEC-
HUsl YCTPAHEHHsI HECOOTBETCTBUM OTCYTCTBYET. JlOCTATOYHO MPEACTABIEHUS CO CTO-
poHbl OpraHuzaiuu IJlaHa Mep KOPPEKIUU U KOPPEKTUPYIOLWINUX NEeUCTBUNA. MOKET
ObITh BbIlaH CepTU(UKAT COOTBETCTBUS. JlaHHAs peKOMEHIalusl BO3MOYKHA TOJIBKO B
TOM CIIy4ae, KOT/1a HE BBISIBJIEHO 3HAYNUTEIIBHBIX HECOOTBETCTBUM B XO/€ AyINTA;

- CMK I[IMU B 1esioM cOOTBETCTBYET KpUTepusaM ayaura. HeobxoaumocTs mpo-
BEJICHUS JIONOJIHUTEIBbHON IPOBEPKU B MojApasaeieHusax Opraiu3alnuu ¢ LeIbo MO
TBEPKJICHHS YCTPAHEHUSI HECOOTBETCTBUM OTCYTCTBYET. [[0CTATOUHO MpencTaBIEHUS
co cTOpoHbl Opranuzanuu O0ObEKTUBHBIX JOKYMEHTAIbHBIX CBHUIETEILCTB pealin3a-
UU KOppeKTUpyromux neictBuil. Ceptuduxar COOTBETCTBHSI MOXKET OBITH BBIJaH
NOCJIE€ MOATBEPKIICHHS YCTPAHEHUSI HECOOTBETCTBUI.

- CMK I[IMHU B nenoM cooTBETCTBYET KpuTepusiM ayauta. Heobxomumo mpose-
CTU JOTNOJHUTEIbHYIO MPOBEPKY B nojpasnaeiicHusx OpraHu3alud ¢ UEIbI0 TMOJI-
TBEPXKJICHHUS YCTPAHEHHs HECOOTBETCTBUM. Ilocne mnoAaTBEpKIAEHUS YyCTpaHEHUs
HECOOTBETCTBUI MOXeET ObITh BbiaH CepTu(uKaT COOTBETCTBUSI.

- CMK IIMMU He cooTBeTCTBYET Kputepusim ayauta. CepTudukar coOOTBETCTBUS
HE MOXXET OBITh BBIJIaH.

OTyeTHBIE JOKYMEHTHI MO NPOBEPKE HAIPABISAIOTCS ajgpecaraM, yKa3aHHbIM B
riade ayauta. CocTaB OTYETHBIX JOKYMEHTOB OINpPEAENICH B OTUYETE 10 ayuTy (Ajb-

6om G6mankoB/ @opmel o ceptudukaruu CM/ P3.033).
5.9. 3aki04uTeILHOE COBEIIAHUE

ITox pyKOBOACTBOM PYKOBOAMTEINS &y AUTOPCKOM IPYMIIbI 10 MPOBEACHUS 3aKIIIO-

YUTCJIBbHOI'O COBCIIAHUSA I'PYIIIIa ayAUTOPOB!:
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- aHAJIM3HUPYET MOJYyUYEHHBIE TaHHBIE W JI00YI0 APYTYIO0 HaJJIexKanryo nHbopma-
1[I0, COOpaHHYIO BO BpeMs MPOBEPKHU B OTHOIIICHUH 11eJIel U KPUTEPUEB ITPOBEPKU U
KJaccu(puIpyeT HECOOTBETCTBUS;

- corJlacyeT 3aKJIIOUEeHHS 10 MPOBEPKE, MPUHUMAsI BO BHUMAHUE JI0JII0 HEOMpeie-
JIEHHOCTH, KOTOpasi MOXKET OBbITh MPUCYINA MPOIECCY ayauTa B CHUIY BBIOOPOUHOIO
XapaKTepa ero MpoBEACHUS;

- UACHTU(PHUIIUPYET BCE HEOOXOAMMBIE MEPhI MO MPOBEPKE YCTPAHEHUSI HECOOT-
BETCTBUI;

- TIOJITBEPXKAAET MPUTOJTHOCTH MPOTPAMMBbI IPOBEPKH WM HICHTUDUIIUPYET Ka-
KHe-IM00 HEOOXOAMMBbIE M3MEHEHUS IS TMOCIEAYIOIMX ayJIuToB (Hampumep, o0-
JaCTh, BPEMS WIH JIaThl MPOBEPKU, YACTOTY HAT30PHBIX MPOBEPOK, KOMIIETEHTHOCTB ).

3aKIIIOUUTENIPHOE COBEIIAaHUE MPOBOJUTCS B KOHIE NpoBepku. Ilepen mposene-
HUEM 3aKJIIOUUTEIHFHOTO COBEIIAHUS PYKOBOJIUTEIb ayAMTOPCKOM IPYMIbl MPOBOIUT
BCTpEUy C MPEACTABUTENIEM PYKOBOJCTBA OPTaHHU3AIUMU JJISi OOCYXKICHUS pe3yJIbTa-
TOB MPOBEPKHU U TTOBECTKH JHS COBEIIIAHMUS.

[{enbr0 3aKTIOYUTENBHOTO COBEIIAHUS SBIICTCS MPEICTABICHUE TPYTIION ayau-
TOPOB BBIBOJIOB 110 pe3ysbTaTaM mpoBepkrn CMK IIMU opranuzamuu ¢ pekoMeH1a-
IIUSAMH PYKOBOJCTBY PD 0 mpu3HaHUU €€ COOTBETCTBHS TPEOOBAHUSM 3asBJICHHOTO
cTaHaapTa. BeIsBICHHBIE HECOOTBETCTBUS MPEACTABIISIIOTCS TaKUM 00pa3oM, YTOOBI
OHHM OBLJIM MOHSTHBI JJI KJIMCHTA.

3aKTIOYUTETHFHOE COBEIIAHKME TTPOBOIUTCS MO MPEACEAATEILCTBOM PyKOBOIUTE-
T ayJIATOPCKOM TIpynmbl. B moBecTKe COBEIIaHUSA PYyKOBOIUTENb AYIUTOPCKOU
rpymnmbl (YPOBEHb JE€TaJbHOCTU 3aBUCUT OT OCBEIOMJIEHHOCTH KJIMEHTa O TpeOoBa-
Husx PO):

- O6maromaput nepconan OpraHuzaldy 3a OKa3aHHYIO MOMOIIb B OpraHu3alluy 1

IPOBEICHUU [TPOBEPKHU;
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- HAIIOMUHAET MPUCYTCTBYIOIIUM O MPUYHUHAX, 00BEME, 1IeJTU U METO/Iax MPOBEp-
KU (B TOM YHUCJE O TOM, YTO CBUJETEIHCTBA ayJUTa ObLIM COOpaHbI C MPUMEHEHUEM
MeTO/1a BEIOOPKH, MO3TOMY MPUCYTCTBYET 3JIE€MEHT HEONPEACIEHHOCTH );

- MOJIBOJIUT UTOTH M MPEICTABISIET BHIBOABI IPYIIIbI ayAUTOPOB IO pe3ysbTaTaM
POBEPKH C HEOOXOAUMBIMHU (paKTaMH M KOMMEHTAPHUSIMU 110 BBISBICHHBIM HECOOT-
BETCTBUSAM M BO3MOKHOCTSIM J1JISl COBEPILICHCTBOBAHMS;

- uH(popMUpyeT 0 peKoMeHAAIUAX pyKoBoJcTBY PO o coorBercTBun CMK IIMU
TpeOOBaHUSAM 3asBJIEHHOTO CTAaHAAPTA;

- uHboOpMHUpYeT KIMEeHTa 0 TpeboBaHuax PO mo cpokam mpencraBieHHs IJIaHa
KOPPEKLMN U KOPPEKTUPYIOIIMX ACHCTBHM 110 BCEM BBISBIEHHBIM HECOOTBETCTBHUSIM,
BKJIIOYAs aHAJIN3 MIPUYUH BOSHUKHOBEHHUS HECOOTBETCTBHUIA;

- uH(opMUpYET KiIMeHTa 0 TpeOoBaHUAX PO B OTHOIIEHNHU BBISIBICHHBIX HECOOT-
BETCTBUIA, B TOM YHCII€ O TOM, KaK OHU MOT'YT MOBJIMAThH Ha CTaTyC CEPTU(PUKALINH;

- 3HAKOMHUT (TpU HEOOXOJUMOCTH ) PUCYTCTBYIONINX C YCIOBUSIMH BBIA4H, CPO-
kax nerictBust CepTtudukara COOTBETCTBUS M OCHOBHBIX MOJOKEHUSIX MPOUEAYPHI MO
Ha;3opy 3a CMK TIMU;

- uH(opMUpYET 0 cynlecTByolleil B PO npouenype nogayuu xanod U anesisuui
coryiacHo PykoBojaCTBy «YnpasieHue anemusiusamu u xanooamu» (HJ] Ne013.18);

- OTBEYAET HAa BCE MHTEPECYIOIINE BOIIPOCHI TPUCYTCTBYIOIINX;

- TiepesiaeT MpeACTaBUTEN0 PYKOBOACTBAa opranu3auud Otdyer no ayauty (Amb-
6oMm Onankos/ @opwmel no ceptudukammu CM/ P3.033) unu undopmupyer o cpokax

€ro MPe10CTaBICHUS.
5.10. deiicTBHS M0 pe3yibTaTaM IPOBEPKH

Bce mepbl KOppeKIMyu U KOPPEKTUPYIOIINE JASHCTBUS, HANIpaBiICHHbIE HA yCTpa-
HEHUE BBISBIICHHBIX HECOOTBETCTBUI M UX MPUYMH, U CPOKH UX MPOBEJICHUS OIpee-
JSIOTCS UCKITIOUUTENBHO OpraHu3anuei, 0opopMIISIFOTCS €€ MPEACTaBUTEIEM U B CPO-
KU, YCTaHOBJICHHBIE B M. 5.7 maHHoro PykoBoJicTBa, HampaBsSIIOTCS PYKOBOIAUTEIIO

ayIUTOPCKOM Ipynmsl Ui aHanu3a B Buae [lmana KOppeKTUPYIOIUX IEUCTBUM, MEP
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koppekuuu (Anasoom 6mankos/ ®opmel o ceptudukanun CM/ P2.034 (Pexomeny-
emMas popma)) Ui 1o opme, IPUHATON B OpraHU3AINH.

B 3aBHCHMOCTH OT pelIeHusi pyKOBOIUTENS ayJUTOPCKOI IPpyMIbl MPOBEPKa BbI-
MOJIHEHUSI KOPPEKTUPYIOIINX JEHCTBUN, MEP KOPPEKIIMH U OLEHKA UX Pe3yJIbTaTHB-
HOCTH MO>KET MPOBOJIUTHCS Ha MecTe B OpraHu3alluy Wil OCHOBBIBATHCS HA JTAHHBIX,
Mpe/ICTaBICHHBIX OpraHu3alre (B MOCIEIHEM Clyyae pe3yIbTaTUBHOCTh KOPPEKTH-
pPYIOIIMX ACHCTBUM, MEp KOPPEKIMH MOMJIEKUT 00s3aTeIbHOM OlLIEHKE B XOJIe OYe-
penHoro ayauta). /laHHble, MOATBEPKAAIONINE PE3YIbTATUBHOCTh KOPPEKTUPYIOIIUX
NEUCTBUN, MEp KOPPEKIMH, OOOCHOBAaHHOCTh YCTPaHEHUS HECOOTBETCTBUM, pPErU-
CTPUPYIOTCA B oTuerax 00 ayaute (AnpOom OnaHkoB/ @opmbl MO cepTUPUKALIU

CM/ P2.033).
5.11. YTBep:kaeHue pe3yjibTaTOB MPOBEPKH

[To pesynbTaram NpOBEPKU PYKOBOJIUTENL AYAUTOPCKOU TPYIIbI MPEACTABISIET
pPYKOBOACTBY PO OTUETHBIE TOKYMEHTHI IO AyJUTY .

Pesynbrarer npoBepku (1-i u 2-it aTan cepTuduKanmm) TPOBEPSIOTCS Ha3HAYCH-
HBIM crienraiucToM PO, mMeronmum KBamu(UKAIUMIO TI0 TMPOBEPKE OTUYETHBIX JTOKY-
MeHTOB 110 nporpamme ceptudukanuun CMK [IMU B PO 1 cOOTBETCTBYIONIYIO KOM-
METEeHTHOCTh, U YTBEPKIAIOTCS YINOJIHOMOYEHHBIM JOJKHOCTHBIM JuiioM P3. Ilep-
COHAJI, MPUHUMAIOIIMN yYacTHe B MOATOTOBKE PEIICHUs N0 cepTU(UKaluy He 3aeil-
CTBOBaH B IPOBEJCHUH JAHHOIO ayJUTa B KA4YECTBE ayAUTOpa W PYKOBOIAUTEIA
TPYIIIIHI.

Nudopmanusi, nmpeaoctaBieHHas rpynmnod ayauTOpOB, JUJIS MPUHATUS PEIICHUS

M0 pe3yJibTaTaM CepTU(UKALNN BKIIIOYALT:

porpamMma ayJauToB;
— pacyeT NpOJOJLKUTEILHOCTH ayAUTOB;
— mjaH 1-ro 3ramna;

— oT4eT no 1-my srany;

— IJIaH 2-To JTarna;
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— OTYET I10 2-My JTaIly;

— IInan KOppeKTUpPYIOIMX AEUCTBUM, MEP KOPPEKLUHU IO HECOOTBETCTBUAM, BbI-
SBJICHHBIM IIPHU IIPOBEIECHUHU 2-r0 dTana. IIpu BeIsABICHUM B XOA€ ayAUTa 3HAYUTEIIb-
HBIX HECOOTBETCTBHI WM OOJBIIOrO KOJWYECTBA MajO3HAUYUTEIBHBIX HECOOTBET-
CTBUI NPUKIIAABIBAIOTCS OOBEKTUBHBIE CBUIETEILCTBA YCTPAHEHUSI HECOOTBETCTBUIA;

— JIaHHBIE OpraHu3aluu sl ohopmiieHus: cepTudukara COOTBETCTBUS (OKOHYA-
TEIBHO YTBEPKAAIOTCS MPH MOAMUCAHUN OTUETa 2-TO ATara Mo CepTHUPUKAILIUN).

Ecmu PO He cmoOkeT mOATBEpIUTh PE3yJIbTATUBHOCTh KOPPEKLUHUU U KOPPEKTH-
PYIOLIMX JEHUCTBUN IO BCEM BBISBICHHBIM 3HAYUTEIBHBIM HECOOTBETCTBUSM B TeUe-
HUE 6 MECSIIeB C MOMEHTA 3aKJIIOUUTEIBHOTO COBEIIAHUS 110 2-MY 3TaIy cepTuduka-
UK, 2-1 3Tan cepTUPUKALNN TOJIKEH ObITh IPOBEAEH NOBTOPHO 0 MPUHATHUSA IO-

JIO)KUTEITLHOTO PEIICHUS TI0 CePTU(DUKATIHH.
5.12. Cepruduxar coorserctBusa CMK IIMU

OKOHYaTENbHOE PEUIEHUE IO BbIJIaY€ WM HE BbIIaYU JOKYMEHTOB COOTBETCTBHSI,
npuHuMaeT CepTu(dUKaIMOHHBIA COBET € MpUBIeYeHHEM npeactaButenein Kommuc-
CUU MO OECHpPUCTPACTHOCTH IO MPEJOCTABICHHBIM OTYETHBIM JIOKyMeHTaM Jlupek-
1y 1o cepruduxanun. B coctaB CepTuukaiioHHOr0 coBeTa BKIIOYAIOTCS TOIBKO
IITaTHBIE COTPYIHHUKUA PO 3a MCKIIOYEHHEM NMPUHHUMABIIMX Y4YacTHE B MPOBEACHUU
aynura.

Pemenne 3akperuisercs MPOTOKOJIOM cepTuukanuoHHoro cosera (Popma
P2.005).

[Ipy MONMOXXWTENBHOM pElIeHWH O BblAaue ceprudukata coorBercTBUsT CMK
I[IMU [IupexTop mo cepTuduxanuu oGopMisieT MUCbMEHHOE pPEIICHHE O BblIaue
cepTu(uKaTa COOTBETCTBUA C pa3pellieHUEeM Ha UCIOJIb30BAHUE JIOTOTUIIA B COOTBET-
ctBue ¢ PykoBoactBom «Ilopsiiok nmpumeneHus cepruduxara, JOrOTUIA U 3HAKa CO-
orBerctBus» (HJ[ NeO11.18). Hanuuue nuceMenHoro yBeaomiienus PO sBusercs oc-
HOBaHHUEM JJIsl OpraHu3aluu HHHOPMUPOBATH BCE 3aMHTEPECOBAHHBIE CTOPOHBI O pe-

3yJbTaTax cepTuduKanum.
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Ha ocHoBaHWYM MaHHBIX 3aSBUTEIS U OTYETHBIX JOKYMEHTOB 10 1-My, 2-My dTamy
ceprudukanmu Jupextop no cepruduranuy opopmMiIsieT MPOEKT cepTudukaTa cooT-
BercTBUS CMK TIMU Tpedoanusam 'OCT ISO 13485. Tlopsanok BeaeHus peecTpoB
1 0pOpPMIICHUS BBIJAHHBIX CEPTU(UKATOB COOTBETCTBUA OlpeneiieH B PykoBoacTee
«Benenue peectpoB 1 0OPMIICHHE BBITAHHBIX CEPTU(PUKATOB, 3aKIFOYCHUA O COOT-
BerctBum» (HJI Ne012.18). Korma storo tpebyet 3akon wnu PO, PO npenocTasiser
PO undopmanmro, mo cormacoBanHoii ¢ PO ¢opme, 0 BeITaHHBIX, TIPUOCTAHOBIICH-

HBIX WJIM OTMEHEHHBIX cepTudukarax coorBercteust CMK [IMU.
5.13. YcaoBus cepruguxkanmuu

Ycnosus ceprudpukannu CMK I[IMU uznoxenst B PykoBonctee «Ilopsamox mpu-

MEHEHHUSs cepTudukara, Jorotura u 3Haka coorsetcTBus» (H Ne011.18).

5.14. Tlonpnep:xanue ceprupuxkanuu. Hanzop 3a ceprupunuposannoin CMK
MU

B coctaB paboT mo HaA30py BXOIAT ayJUThl Ha MECTaX, MPU3BAHHBIE OLECHUTDH
cTeneHb codmoaenus Opranusanuei ycTaHoBIEHHBIX TpeOoBanuii ctannapra 'OCT
ISO 13485.

Jupektop mo ceprudukaiy BMECTE CO CUETOM Ha MPOBEACHUE MHCIEKIIMOHHO-
ro aynura CMK TIMU nHampaBiser Ha AJIEKTPOHHYIO MOUTY OpraHuzanuu (popmy
CBeJIeHUs1 00 M3MEHEHHUAX, MPOU3OLIEAIINX C MOMEHTA MPOBEJICHUS MPEAbITYIIETO
aynuta (Ans0om 6markoB/ @opmer o ceprudukanuu CM/ PD.133). [Tocne momyde-
HUS 3aloJHEHHON (Gopmbl JIMpeKTOp Mo cepTU(dUKAIMU aHAIU3UPYET MPOILIEIIINe
M3MEHEHHUs. AHAIN3 MPOU3OIIEAININX U3MEHEHUH, TpeboBanui Opranuszaiuu nIpoBo-
JUTCSl aHAJIOTUYHO OmMMCaHHOMY B mm. 5.1-5.9 manHoro PykoBoactBa. OO0BeM WH-
CIIEKIIMOHHOTO ayJIUTa OMPENEIACTCS UCX0As U3 npousomenmux ndmesennii B CMK
[IMU, ocoboe BHUMaHuE pU MPOBEACHUN ayAUTa yAESETCS CTEIICHU BIUSHUS JaH-

HBbIX U3MeHeHul Ha ceptudunupoBannyro CMK IIMU Opranuzanuu. ®@opma P3.133
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TaK K€ MPHUKIAIBIBACTCS K CEPTUDUKAIMOHHOMY Jely mpu (HOPMHPOBAHUU OTUET-
HBIX JIOKYMEHTOB I10 UTOTAM MHCIEKIIMOHHOIO ayIUTa.

IIpoune nencTBrs B paMKax HaA30pa MOTYT BKIJIFOYATh:

- 3aIpockl, HanpasisieMble PO B Opranu3anuio mo pa3iuvyHbIM ACIEKTAM CEPTH-
dbuxanuu;

- paccMmoTpeHue uHpopManuu o aeareiabHoctd OpraHuzanuu (Hampumep, pe-
KJIaMHBIX MaTe€puaioB, BeO-caiiTa);

- 3anpockl B aapec OpraHu3anuy O NpeJIoCTaBICHUU JTOKYMEHTOB U 3anucel (Ha
OYMa’KHBIX MJTH DJICKTPOHHBIX HOCUTEISIX );

- IpyrHe CpelicTBa MOHUTOPUHTA NIOKa3zaTesiel paboTsl ceptuduuupoBanHoit Op-
raHU3aluu.

Nucnexunonnsie ayautsl CMK I[IMU npoBoasitca Ha miomaake OpraHu3annu B
coorBeTcTBUM C IIporpammoii ayautoB. MHCHEKIIMOHHBIE ayIWUThI IUIAHUPYIOTCS
COBMECTHO C MpOYeil Haa30pHOI paboTOM i TOTO, YTOOBI COXPAaHATh YBEPEHHOCTD
B ToM, uto ceprudunupoBandas CMK IIMU npoponxkaeTr cooTBETCTBOBATH TpebO-
BaHMSIM B TMPOMEXYTKAX MEXIy MPOBEICHUEM pPe-CepTU(UKAIMOHHBIX MPOBEPOK C
y4eTOM MPOU3O0LIECIIINX U3MEHEHUH B cepTUduLMpoBaHHOM opranu3auuu u ee CMK
IIMMU. TIpoBepku MIaHUPYIOTCS TAaKMM 00pa3oM, 4TOOBI 3a BECh CpoK aeicTBus Cep-
Tu(ukara mpoBepkoit Obutn oxBaueHsl Bee mporeccsl CMK IIMU Opranuzanuu.

Hanzop 3a CMK [IMU Opranuzanuu BKJIHOYaeT B ce0s:

— aHaJU3 U OUEHKY U3MEHEHUM, BHECEHHbIX OpraHu3anueil B JOKyYMEHTALUIO U
nporeccel CMK IIMU na agexBatHOCTh TpeOoBanusm cranmapta ['OCT ISO 13485;

— NPOBEPKY IMPOLECCOB BHYTPEHHETO ayJWTAa W AHAJINA3a CO CTOPOHBI PYKOBOJ-
CTBa;

— aHaJm3 paboThl C MPETEH3USIMU CO CTOPOHBI TOTPEOUTENEH;

— aHaJIM3 NpCANIPUHHUMACMbIX I[GﬁCTBI’Iﬁ 10 U3BCIUICHUIO O H€6HaFOHpI/I${THBIX CO-

OBITUSIX, TIO BBIITYCKY MOSICHUTENBHBIX YBEIOMIICHUN U OT3bIBY U3/1EIUH;
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— OLIEHKY pe3YyJIbTATUBHOCTU KOPPEKTUPYIOLINX IEUCTBUNA IO HECOOTBETCTBUSAM,
BBISIBJIEHHBIM TPHU NpebIAyIeil mpoBepke (¢ 00s13aTeIbHbIM yKa3aHUEM JIaHHOW MH-
(dbopmalu B oTYETE O MPOBEPKE B pazzene «BolonHeHue miana ayauray);

— oneHky pesyabratuBHOCTH CMK IIMHW Opranuszanuu ¢ TOYKH 3pEHUS] JOCTH-
*eHus 1eneil Oprauu3anyy U 0KUIAEMBIX PE3YJIbTATOB;

— aHaJIU3 YCHEUIHOCTH BBINOJHEHHUS 3aIlJJaHUPOBAHHBIX MEPOIPUATHM, HALIEJICH-
HBIX Ha HENIPEPBIBHOE YJIyYILICHUE;

— OLICHKY YHIPABJIEHUS AEATEIBHOCTBIO;

— KOHTpPOJb COOJIOACHUS YCIOBHM CepTU(UKAIMU U TPABHI HCIOJIb30BAHUSA
Ceprudukara u JIOroTuIa.

IIpoAOIDKUATENBHOCTh MHCIIEKIUOHHBIX AYJIUTOB ONPENEIAIOTCS B COOTBETCTBUH
¢ PykoBonctBom «Pacuet npogosmkurenbHocTHy (HJL NeO14.18).

PykoBonuTenb ayAUTOPCKON TPpyIIbl ayAUTOPOB I HAa30pa 3a CepTUPUIUPO-
BanHOi1 CMK [IMU unu moGoro ero stana onpenensercs Jupekropom mo ceptudu-
120017078

st apdextuBHOoTO Benenus Hamzopa 3a CMK TIMU weobxoaumo obecneduTs,
YTOOBI:

— Opranuzanys NpeAcTaBisula B COIJIACOBAHHBIE CPOKM PYKOBOAMTEINIO ayau-
TOPCKOM rpymibl HeoOoxoaumyro uHpopmMaimio 000 Bcex m3meneHusx CMK IIMU;

— PykoBomuTens ayauTOpPCKOM I'pyNIbl CUCTEMATU3UPOBAT U aHAJIM3UPOBAI pe-
3yJIbTAThl MPEIBIAYIINX TPOBEPOK U CBUAETEILCTB MPH OLIEHKE COOTBETCTBUSA U pe-
syapTaTuBHOCTH CMK IIMU 10 Havanma M BO BpeMsl OYEPEAHBIX MHCIEKIIMOHHBIX
IPOBEPOK.

OueHka MPOU3BOAUTCS HA OCHOBAaHUM BBIOOPOYHOM MPOBEPKH OTAEIbHBIX IMOJ-
pazzeneHuil 1 npoueccoB OpraHuzanuu.

C yderom oObema BHIOOPKM HE BCE MPOM3BOJICTBEHHBIE MPOLIECCHI MOTYT OBITH
BKJIIOYEHBI B 00BEM KOHKPETHOW MHCHEKIIMOHHOW MPOBEPKU. B 3TOM ciiyyae komrie-

TCHTHOCTb TPYIIIbI ayIUTOPOB AOJDKHA B COBOKYIIHOCTH IICPCKPBLIBATH BCC BHIbI
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HKOHOMUYECKON nesTenbHOCTH OpraHusaluy, OXBaueHHble OOBEMOM JTaHHOW WH-
CHEKIIMOHHOM MpoBepku. T.e. gomyckaercss He BKIKOYaTh B TIPYIIy ayJIuTo-
POB/TEXHUYECKHUX KCIIEPTOB IO TEM BUIAM 3KOHOMUYECKOU NEATEIbHOCTH, KOTOPHIE
HE TOMNaju B 00bEM JIaHHOM MHCIEKIMOHHOM MpoBepkHU (B 3TOM ciyuae 3To 10JKHO
OBITh YUTEHO MPU COCTABJICHUH MPWIOKEHUS K IUIaHy IPOBEPKU U OTPAXKEHO B OTYE-
Te 1o aynuty (Anap0om 6mankoB/ @opmbl o ceptudukanuun CM/ P3.033)).

ITopsimok MpoBeAEHUST MHCIEKIIMOHHOIO ayJuTa U COCTaB JOKYMEHTOB aHaJOTH-
4yeH TpeboBaHusaM nm. 5.4-5.9 nannoro PykoBojcTtaa.

[Ipy MOJOKUTENBHBIX PE3yJIbTaTaX MHCIEKIHMOHHON NMpoBepku aeiictBue CepTu-
(¢uKaTta COOTBETCTBMSI ITOATBEPAKIAECTCS HA OCHOBAHNUHU MOJIOKUTEJIBHBIX PEKOMEH/a-
U PYKOBOJUTENS ay JUTOPCKOM rpynmbl 0e3 MpOoBeAeHHs HE3aBUCUMOIO aHalu3a U
IPUHATHUS PELICHUs, IIPU YCIOBUH, YTO:

- PYKOBOJUTEND ayJUTOPCKON IPYIIIBI 10JKEH MHPOPMUPOBATh 000 BCEX 3HAUYU-
TEJbHBIX HECOOTBETCTBUSAX WJIM MHBIX CUTyalUsiX, KOTOPbIE MOT'YT IIPUBECTH K IPH-
OCTAHOBKE WJIM aHHYJUPOBAaHUIO cepTU(UKaTa. B 3TOM cilyyae nmpoBOIUTCS HE3aBU-
CUMBIIl aHaIu3 OTYETAa HA3HAYEHHBIM crienuanucToM PO nis onpeaeneHus qanbHE-
IIHUX JEHUCTBUM (BO3MOXHOCTh MOATBEPXKIEHUS CePTU(PHUKATA, IPUOCTAHOBKA, aHHY-
JIUPOBAHMUE);

- OCYILECTBIISIETCA KOHTPOJb CPOKOB IPOBEICHHSI MHCIEKIIMOHHBIX MPOBEPOK U
Ha BbIOOPOYHON OCHOBE OCYILECTBIISIETCSI HE3aBUCUMBIA aHAIU3 U MPOBEPKA OTYET-
HBIX JOKYMEHTOB I10 pe3yJibTaTaM MHCIEKIHOHHBIX IPOBEPOK HA3HAYEHHBIM CIEIH-
anuctoM PO.

B ciyyae BBISBICHUS HECOOTBETCTBUM IIPU IPOBEIECHUU HMHCIIEKLIMOHHOW INpO-
BEPKH, JAHHBIE HECOOTBETCTBHS JOJDKHBI ObITh ycTpaHeHbl OpraHuzanuei B coria-
coBaHHble ¢ PO cpoku.

JlonosHUTENbHBIE (BHEOUEPENHBIE) MPOBEPKU MOTYT IPOBOAUThCA PO B cieny-

IOuX ClIydasix:
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- TIpU MOCTYIUIEHUU MH(pOpMAaLUU O mpeTeH3usx kK OpraHuzanuu OT COTPYIHU-
KOB;

- IPU BOCCTaHOBIJIeHUH AeiicTBUa CepTudukara COOTBETCTBUS;

- npu 3HauuTeNbHBIX M3MeHeHnsX CMK [IMU unu kagpoBoro cocraBa Opranu-
3a1[MU B NIEPUOJ MEXKIY 3aIJIAHUPOBAHHBIMU IIPOBEPKAMH;

- o 3anpocy Opranuzaiuu (Hanpumep, Npu U3MEHEHUU 00JIaCTH cepTUdUKAIINN

CMK IIMN).
5.15. Peceprudpuxanus CMK IIMU

Pabotel o pecepTudukany TpoBOISITCS HA OCHOBAHUU 3asiBKU (Anb0oM OtaH-
koB/ 3asBku/ PD.016), 3anomHeHHON OpraHU3ayeil U HaMPaBICHHOW O AJIEKTPOH-
HOM mouTe B aapec PO. Ananmus tpeboBanuii Opranuzaiuu IpOBOJUTCS aHAJOTUYHO
TpeboBaHusIM TyHKTOB 5.1-5.9 Hactosimero PykoBonctBa. llensio peceprudukaim-
OHHOIO aynuTa siBjsierca noarsepxaeHue coorserctsua CMK IIMU u ee pesynbra-
TUBHOCTHU B LI€JIOM U €€ COOTBETCTBHE, U IPUMEHUMOCTh K 00JaCTH cepTU(dUKAIUY.
Peceptuduxamnus nomwkHa ObITH CIUIAHMPOBAHA W MPOBEJEHA 3a0JarOBPEMEHHO 0
MOMEHTa OKOHYaHHs MPeNbIAyIIero cepTudukaTa (peKoMeHayeTCs IIaHUpOBaTh pe-
CEepPTU(PUKALMOHHBIN ayIUT MUHUMYM 3a TPU Mecslia JO0 OKOHYAHUs JIEUCTBUS Cep-
Tu(uKara).

JlesiTenbHOCTh MO MIAHUPOBAHUIO PECEePTU(PUKALIMKN OXBATHIBAET PACCMOTPEHHE
pabotst CMK ITIMU Ha npoTspkeHuu Bcero mepuoja cepTuuKaiuy, BKIIOYas aHa-
JIM3 OTYETOB IO Pe3ysIbTaTaM MHCIIEKIMOHHBIX IPOBEPOK. IIpensapurenbubiii aHanu3
¢dbyukimonuporanus CMK I[IMU npoBogut dupektop mno ceprudukaium, Ha OCHO-
BAHHMM JAHHBIX COAEPKALIUXCS B CUCTEME, B TOM YHCJIE, OTHOCUTEIBHO yrpo3 Oec-
NPUCTPACTHOCTH CepTU(UKAIMHU, CBA3AHHBIX C COCTABOM T'pyMIbl ayauTopoB. Bce-
CTOpPOHHUI aHanu3 (YHKIUOHUPOBAHUS BBIMOJHSAET PYKOBOJIUTENh ayJIUTOPCKOU
rpynmsl (COBMECTHO ¢ pykoBoaureneM nporpammel no CMK IIMUM), kotopomy mo-
pyudeHo mnpoBeqeHue paboT no peceprudukanuu. [Ipy HEOOXOTUMOCTH K JAHHOMY

MPOLIECCY MOTYT OBbITh MPUBJICUEHBI Ay IUTOPHI, TPOBOJIMBIINE CEPTUPHUKALUIO U UH-
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cnekiuoHHble npoBepku. 1o utory anamusa ¢pynkimonupoanuss CMK I[IMU pyxko-
BOJIUTENb ayJUTOPCKOM rpymnmbl opopmisieT [IpoTokon aHanu3a gyHKIMOHUPOBAHUS
CM (Anb6om 6mankos/ @opmel o ceptudukammu CM/ PO.111).

[enstmu mpoBeieHUsl pecepTUPUKALINU SBIISIOTCS:

— mpoBepka obmeit pesynbratuBHocTH CMK [IMU Opranuzanuum 3a nepuop
aeiictBus npeabiayniero Ceprudukara;

— MPOBEpKa Pe3yNbTATUBHOCTH B3aMMOJEHCTBUSA MPOILECCOB U 31eMeHToB CMK
IIMU;

— OINPEJEIIEHNE COOTBETCTBUS JIEATEIBHOCTH BCEM NMPUMEHUMBIM TPEOOBAHUAM
3asBJICHHOTI'O CTaHAAPTA;

— MOATBEPKICHNUE MPUMEHUMOCTH U MPaBOMOYHOCTH 3asBJICHHOW 00JacTH cep-
TUPUKAITIY.

Peceptuduxanus sxiarouaer B ce0s ananu3 gokymentanuun CMK IIMU Opranu-
3auuu. ITopsanok npoBeaeHus pecepTudukanm, cocTaB U GOpMbl JOKYMEHTOB aHa-
JIOTUYHBI OMMCAaHHBIM B MII. 5.2-5.9 HacTosiiero PykoBojicTBa.

[TpoaomKUTENEHOCTD pecepTUPHUKAIIUN OTIPECIAETCA B COOTBETCTBUU C ¢ Pyko-
BoZicTBOM «Pacuer npogomkurensHocty (HI Ne014.18).

Peceptuduxarus BKIOYaeT ayJUT Ha IUIOIIAJKE, T/I€ PACCMATPUBAIOTCS CIEIy-
IOLME BOIPOCHI:

- pe3yabratuBHOCTH Beceilt CMK TIMU B cBeTe BHYTPEHHUX UM BHEIIHUX HM3MEHE-
HUH U ee MOCTOSIHHASA aJIeKBaTHOCTh, U MMPUMEHUMOCTh K 3asBJICHHON 00JacTu cep-
TUpUKAIUY;

- JI€EMOHCTpUpYyeMasi MPUBEPKEHHOCTh MO MOAJEPKAHUIO PE3YyJIbTATUBHOCTH U
pabote Hax ynyumennem CMK IIMU c¢ nenpio noBeIeHrs o0mMUX Moka3aTeneu pa-
OOTHI,

- BHOCHUT 11 pabota ceptudunmpoBanHoit CMK IIMU Bknajg B peanuzanuio mo-

autuku OpraHu3aiuy 1 ee 1ele.
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B cnyuae BbIsIBJI€HHMS HECOOTBETCTBUI MPHU MPOBEACHUM pecepTUdUKAINM, TaH-
HbI€ HECOOTBETCTBHUSI JIOJIKHBI ObITh YCTPAHEHBI B COOTBETCTBUU C M. 5.7-5.8 HacTo-
AIIETO PYKOBOJICTBA, BCE HEOOXOANMBIE AEUCTBUS CO CTOPOHBI OpTraHU3aIUHU JTOKHBI
OBITH BBITIOJIHEHBI IO MOMEHTa OKOHYaHUsI cpoka AeicTBusa Ceprudukara.

[Topsimok  Beimaun  CepTudukata COOTBETCTBUS 1O  pe3yjbTaTaM  pe-
cepTuduUKaMK aHAJIOTUYEH M3NI0KeHHOMY B 1. 5.12 Hactosmero PykoBoactaa. [lpu
OPUHATUU JAHHOTO PEIICHUS] YUYUTHIBAIOTCS Pe3yJIbTaThl pecepTu(PUKanuu, a TaKxe
pe3yabTaThl ananm3a ¢pyakmuonupoBanuss CMK IIMU Ha npoTshkeHun Bcero mepuo-
na peictBus CepTudukaTta U pe3yabTaThl aHAIN3a Kano0, MOTYYEHHBIX OT MOTPEOu-
tenen ceprudunmpyemoit Opranuzamuu.

B tom cnydae, korja nedaTeabHOCTh MO pecepTuduKanuy Obljia YCIEIIHO 3aBep-
IIeHa 10 JaThl OKOHYAaHUS MpeIbLIylIero ceprudukara, aara OKOHYaHHS HOBOIO
cepTudUKaTa ONpeesieTcss C YYeTOM CpoKa JEHCTBUSA MpeAbIayIIero cepTudukara.
JlaTta BpI1auM HOBOTO cepTU(UKaTa HE JOJDKHA ObITh paHbIlle IaThl IPUHATUS pPelle-
HUS IO pe3yJbTaTaM pecepTudUKauu.

B tom ciyuae, korga pecepTU(PHUKAIMOHHBIN ayIUT HE MPOBEIEH MM HEBO3MOXK-
HO yOEIUTHCS B PE3YJIBTATUBHOCTH MEP KOPPEKIMH U KOPPEKTUPYIOLIUX MEPOIpPHsI-
THM TIO BCEM BBIABICHHBIM 3HAYUTEIbHBIM HECOOTBETCTBUAM IO AAThl OKOHYAHUS
npenbIayIIero ceprudukaTa, NOJOKUTEIBHOE PEIICHHE IO pecepTUUKALUN HE MO-
KET OBITh PEKOMEHJ0BAHO U MpuHATO. KineHT unpopmupyetcsi 06 3ToM ¢ 00bsicHe-
HHUEM IOCIIC/ICTBUM.

B cnyuae ucteuenust cpokoB peceptudukanuu, PO MoXeT B TeueHHE LIECTU Me-
CSILIEB MPUMEHUTH MPOLIEAYPY pecepTUdUKAIIMK ISl JAHHOTO KJIMEHTA MPHU YCIOBUH,
4yTO BCe TpeOyemble Ha ATarne ACHCTBHS MO pecepTuUKauuu OyAyT BBIOJHEHBI B
ATOT CPOK, B MPOTHUBHOM CiIyyae JOJKHA ObITh IMPOBEIECHA MEepBOHAaYaIbHAsI CEPTH-
(dbukanus Kak MUHUMYM B o0beMe 2 3Tana ceptudukanuu. Pemenne 06 3ToM mpu-

HUMaetcs pykoBoaureneM nporpammel CMK IIMU.
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B stom cimydae nata HOBOro ceprudukarta — JaTa MPUHSATUS PEIICHUS MO pe-
cepTu(uUKalMM, a CPOK JEHCTBUS ONPENENIeTCs Ha OCHOBAaHUM CPOKA JEWCTBHUSA

npebIayIero ceprudukara.
5.16. CnenuajabHble AyTUTHI
5.16.1. U3menenne odaactu ceprupuxannu CMK IIMHU

Pabotel mo pacumpenuto/cyxxennto obnactu ceptudukanuu CMK IIMU Opra-
HU3AIMM TPOBOJATCS HA OCHOBaHWM oOpareHusi OpraHu3anud B MPOU3BOJILHOM
dbopme ¢ ykazaHueM 00OCHOBaHHUS JAHHOTO MU3MEHEHHUS U JKeJlaeMOil HOBOM 001acTH
cepTU(UKALMKA U HAMPABIIAET €ro Mo AIEKTPOHHOU moute B aapec PO. Ananus Tpe-
6oBanuit OpraHu3anuy NPOBOJUTCS aHAJOTUYHO OMUCAaHHOMY B M. 5.1-5.9 Hacros-
mero PykoBoacTaa.

Aymut ¢ nensto u3Menenus oonactu ceprudukammun CMK [IMU Opranuzanum
M0 COTJIACOBAHUIO C 3asIBUTEIIEM MOXKET OBITh MPOBEIACH KaK BO BPEMS OYEPEIHOTO
WHCIIEKIMOHHOTO ayJINTa, TaK U B BUJI€ TOMTOJIHUTEIBHOTO ayIUTa.

Aymut ¢ nensto u3Menenus oonactu ceprudukammun CMK [IMU Opranuzanum
BKJIFOYaeT B cebOst aHanu3 udMeHeHuil gokymentanuu CMK IIMU Opranuzamnuu u
MIPOBEPKY COOTBETCTBUS. [lOopsmok mpoBeneHus AAHHOTO ayauTa, COCTaB M (DOPMBI
JIOKYMEHTOB aHAJIOTUYHBI ONMKCAHHBIM B II1. 5.2-5.9 Hactosimero PykoBojacTaa.

O0beM IPOBEPKH OTMPEAEISIETCS UCXOs U3 U3MEHEHHM 001acTu cepTudukanuu
CMK TIMU. Ocoboe BHIMaHUE MPU MPOBEIACHUN JAHHOW MPOBEPKHU YIEIISAETCS CTe-
NIEHU BJIUSHUS JAHHOTO M3MeHeHus Ha cepTuduinmporannyo CMK IIMU Opranuza-
1007058

Ha ocHoBaHuuM pe3ynbTaToB MPOBEPKU U MOCJE UX YTBEPKIACHHUS, HA3HAUYCHHBIN
cnenuaiucT PO opopmisier perienne o Bbliaue cepTudukara coorBeTcTBusi. HoBomy
CepTtudukaTy COOTBETCTBHS MPUCBAMBAETCS TOT JK€ PETUCTPAIMOHHBIA HOMEDP, CPOK
€ro JCHCTBUS HE M3MEHSIETCS, MEHSETCS TOJbKO JaTa Bblgauu (yKa3blBaeTcsl JaTa

NpUHATHS petieHus o nepeodopmiiennn Ceprudukara).
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5.16.2. Ayaur 0e3 3a0,1ar0BpeMeHHOI0 yYBeIOMJICHUS WIH 0e3 yBelOMJICHUsI

B psage cnydyaeB PO moxer motpeboBaTh MPOBECTU ayIUT CEPTUDUIIMPOBAHHOM
Opranu3zanuu 6e3 3a061aroBpeMeHHOT0 YBEAOMIICHHSI WU 0€3 YBEJOMIICHUS:

- C LI pPAacCMOTPEHUs TOCTYNHMBIIMX B PO mnpeTeH3uii Ha JeATellb-
HOCTB/TIPOYKIIMIO TaHHOW OpraHu3aiumy;

- B OTBET HA 3HAYUTEIbHbIC U3MEHEHHUs, npou3oleaimre B OpraHu3alnuy Uiv B
ee CMK IIMU;

- B pe3yJbTaTe npuocTaHoBKH nericTBus CepTudukara nannoi Opranusamnum,

- C LIEJIbI0 PACCMOTPEHUS CYIIECTBEHHOM MH(POpMAIIMU B OTHOIIIEHUU Oe30MacHo-
CTH MEIUIIMHCKHUX M3JEJINH CTaBIIEeH U3BECTHOU PD;

- C IEJbI0 PACCMOTPEHHUSI MOCIETPOAAKHBIX JTAHHBIX 00 M3EIHUIX, CTABIIUX W3-
BECTHBIMM PD M yKa3bIBalOIIMX Ha BO3MOXKHOE 3HauMTeNbHOe HapymieHue B CMK
IIMU;

- JUISl TIPOBEPKH BBITIOJTHEHUSI KOPPEKTUPYIONTUX JIEHCTBUIN WU MPOBEPKU COOT-
BETCTBUS CTAHJAPTY U PETYJHUPYIOMKUM TPEOOBAHUSM MPU HATMYHMHM 3aKOHHBIX OCHO-
BaHUI.

B takux ciyuasx oco0oe BHUMaHUE yAEJSAETCS COCTaBY TPYIIIbI ayIUTOPOB MPH
€€ YTBEPKIAEHUU U3-32 OTCYTCTBUSI Y KIMEHTA BO3MOXXHOCTH BO3pPa3UTh MPOTUB KOTO-
JINOO0 M3 €€ YJICHOB.

[Topsimox mpoBeneHUsT TaHHOW MPOBEPKHU, COCTaB M (DOPMBI JTOKYMEHTOB aHAJIO-
TUYHBI OMKUCAHHBIM B MI. 5.2-5.9 HacTosimero PykoBoacCTBa, 32 UCKIIOUEHUEM TOTO,

yrto I1nan ayauTa B Opraﬂmaun}o Ha COrjlaCOBaHMUEC HC HAIIPABJISACTCA.

5.17. IIlpuocTtaHoBKAa AeiiCTBHS, AHHYJIUPOBaHUE cepTUUKATA U/ WIH CYyXKe-

Hue obsactu ceprupukannu CMK IIMHU

[IpyunHBl ¥ yCIIOBUSI MPUOCTAHOBKU NEUCTBUS, aHHynupoBanus CepTudukara
COOTBETCTBUSI W/WJIM CYy>KEHHUs 005acTu cepTudukanuu u3jIoxkeHsl B PykoBojacTse

«Ycnous padot no cepruduramumy (HJ] Ne007.18).
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Pemenne 006 anHynupoBaHuH, TpHOCTaHOBKe nedcTBusi CepTudukara, B0300-
HoBJyieHUU JAeiictBust CepTudukaTa COOTBETCTBUS U / WM Cy)KEHHUS 00JacTH CEpTH-
¢ukanuu npuHuMaetT CepTU(PUKAMOHHBIN COBET C MPUBICYCHUEM IpeICTaBUTENIEH
Komuccun no 6ecripuctpactHoctu. B coctaB CepTudrKalilmOHHOTO COBETa BKIIIOYA-
IOTCSl TOJIBKO IITATHbIE COTPYAHUKHM PD 3a MCKIIOYEHHEM MPUHMMABIIHUX Y4YacTHE B
NpoBeeHUN ayauTa. Pemenue 3akperisieTcs MpoTOKOJIOM CepTU(UKAIIMOHHOTO CO-
Beta (Dopma P3.005).

B cnydae annynupoBanus, mpuocTaHoBKU JencTBusl CepTrudukara COOTBETCTBUS
u/unu cyxenus oonactu ceptudukanuu PO B nmuceMeHHoM Buje uHbopmupyeTt Op-
TaHU3ALMIO0 O IPUHATOM PELIEHUH U €r0 IpUYMHAX.

HeiictBue CepTudukara COOTBETCTBUS MOXKET ObITh MPUOCTAHOBJICHO HA CPOK JI0
6 Mecsues. B cioyuae ecnu npoOseMsl, IpUBEAIINE K IpUOCTaHOBKe neicTBus Cep-
TU(UKATa COOTBETCTBUS, HE YJACTCs Pa3pelInTh B TEUYEHUE YCTAaHOBJIEHHOI'O BpeMe-
Hu, Ceprudukar cooTBeTCTBUA IMO0 aHHYIHpYyeTcs, 1100 PO mpuHuMaer peuieHue
0 CY>KeHHMH 00J1acTH cepTUuduKaIuu.

Bozo6nonenue aeiictBus Cepruduxara COOTBETCTBHUS IPOU3BOJUTCS TOJIBKO Ha
OCHOBAaHUU IPOBEPEHHBIX (PAKTOB YCTPAHEHUS NPHUYMH, MOBJIEKIIUX €ro MpHOCTa-
HoBiieHUE. Bo3oOHoBieHue aelictBus CepTudukara COOTBETCTBHUS, KOTOPHIA ObLI
MPUOCTAHOBIIEH MO MpockOe OpraHu3anum, MPOU3BOINUTCS HA OCHOBAaHUH OOpaIeHHs
Opranuzanuu B TeUEHUE CpOKa NpUocTaHOBKU CepTrudukaTa COOTBETCTBUS.

B ciyuae neBbimonHenust Opranuzanuei cepTu(ruKalMoOHHBIX TPeOOBaHUH B OT-
HOILICEHUU OMNpPEEICHHON 4acTH 00JacTH CepTHU(PHKAIUH, I TOTO, YTOOBI HCKIIIO-
YUTh YACTH 00JIaCTU CepTU(UKALINY, HE OTBEYAIOIINE YCTAHOBIECHHBIM TPEOOBaHUSIM,
PO mpunnmaer peiieHue o cykeHuu obnactu ceprudpukanuu Opranusanuu ¢ mnepe-
odopmienneM CepTudukara COOTBETCTBUSL.

OTMeHeHHbIN cepTU(UKAT COOTBETCTBUS NOJJIEKUT Bo3BpaTy B PO. Jlupekrop

no cepTU(UKAIMKN HAMpPaBISIET Ha 3JCKTPOHHYIO MOYTY OpraHu3aluy HHPOpMAaIu-
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OHHOE MHUCHMO 00 OTMEHE JEHCTBUS cepTU(UKAaTa COOTBETCTBUS M MPOCHOOI Bep-
HYTb OpUT'MHAJI OTMEHEHHOTr0 cepTudukara B PO.

JlupekTop no cepTudukaiiy AeaaeT OTMETKY B XKypHaJe perucTpanuu ceptudu-
KaTOB COOTBETCTBUSI 00 oOTMeHe ceptudukara (Anr6om OnankoB/ JKypHanbl/
P2.012).

CBeneHust 0 pacmupeHund o0JacTH cepTU(PUKAINH, TPHOCTAHOBKE, aHHYJIUPOBa-
HUM cepTU(UKATa W/NUIN CYKEHUH 00IacTU CePTUPUKALIUN TAKKE BHOCATCS B PEECTP
ceptuduumpoBanubix Opranusanuii coriacHo PykoBonctBy «Benenue peectpoB u

opopMiieHHE BBIAHHBIX cepTU(UKATOB, 3akimoueHHid O cooTBercTBuM» (HJI

Ne(012.18).
5.18. JloroTun

JIns uHpOpPMUPOBAHUS 3aMHTEPECOBAHHBIX CTOPOH 0 cepTudukannun CMK ITMU
Opranu3zaiiusi BpaBe UCIOIb30BaTh JIOTOTHII.

[Topsimok mpuUMeHEHHUsl JIOTOTHUIIA, a TaKKe OCHOBHbIE TpeOoBaHUs K UX (opme
onpeneneHsl B PykoBoactee «Ilopsimok mpumeHeHus ceptudukara, JOTOTUIA U 3HA-
ka cootBeTcTBUs» (HI[ NeO11.18).

PD ocyuiecTBiasieT KOHTPOIb HAJ COOIIOIEHUEM MTPABUII IPUMEHEHUS JTOTOTHUIA U
Ceptudukata COOTBETCTBUS TNPU TMPOBEACHUU HAI30pa 3a CepTUHHUIIMPOBAHHON

CMK IIMUA Opranuzanum.
5.19. S13bIk MpoBepKH

OdurmansubiMu si3pikamMu poBepku PO nipu ceprudukaruun CMK I[IMUA siBiis-
FOTCS PYCCKHAW U aHTJIMMCKUN SI3BIKU.

JIOKyMEHTBI, UCIOIb3yEMbIE, PETUCTPUPYEMbIE U BbIJABAEMBIE MO PE3yJbTaTam
paboT, a TakKe Mepenucka ¢ KJIMEeHTaMU B PaBHOW CTENEHU MOYKET OCYIIECTBIISITHCS

Ha J1I000M U3 dTHUX ABYX SA3BIKOB I10 COTJIACOBAHHIO C 3aiABUTCIICM U OpraHmauI/Ieﬁ.
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O6I.H€CTB£) C OrpaHMYEHHON OTBETCTBEHHOCTHIO HJT Ne 041.21 B8
«Pycckuit Ixkcnepm»

[Tpu mpoBenenun padot no onenke/cepruduramun CMK IIMU ¢ Opranuzanus-
MH — HOCUTEJISIMU JIPYTHX SI3BIKOB, B PO MCMONB3yIOTCS CrIENUATUCTHI-IEPEBOUUKH

Ha TOI'OBOPHBIX YCJIIOBUAX.
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