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IIpenuciaosue

Ilenn, OCHOBHBIC MPUHIMIIBI U OCHOBHOUW TOPSIIOK MPOBEICHUS pabOT MO MEKTOCYIapCTBEHHOM
cranmaptuzanuu  ycraHoBiensl B [OCT  1.0-2015  "MexrocygapcTBeHHasi  CHUCTEMa
craggaptuzaiuu. OcHoBHble mnonoxeHusa" u ['OCT 1.2-2015 "MexrocynapcTBeHHasl cucTeMa
craggaptuzanuu.  CraHgapTel  MEXKrOCyJapCTBEHHBIC, TIpaBWja H  PEKOMEHJAIMU 110
MEXTOCyAapCTBEHHOM cTanAapTu3anuu. [IpaBuna pa3paboTku, IpUHATHS, OOHOBJIEHUS U OTMEHBI"

Cenenus o cranjapre

1 IIOAI'OTOBJIEH O6mectBom ¢ orpannueHHoi orBercTBeHHOCThIO "MEJIUTECT" Ha ocHOBe
COOCTBEHHOTO TIEPEBOA HA PYCCKUI SA3bIK AHTJIOA3BIYHON BEPCUM CTaHApTa, YKA3aHHOTO B IIYHKTE
5

2 BHECEH Texnnuyeckum komutTeTroM no crangaptuzauuu TK 436 "ViopasneHue kauecTBOM
MEIUIUHCKUX U3Aeanii"

3 IIPUHSAT MexrocyaapCcTBeHHbBIM COBETOM IO CTaHAAPTHU3ALMU, METPOJIOTUU U CepTH(PHUKALUU
(ot 7 utonst 2017 r. npotokon N 99-I1)
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Kpatkoe naumenoBanue |Kop ctpansl no MK | CokpalieHHOe HaUMEHOBaHHUE
ctpansl o MK (MCO | (MCO 3166) 004-97 |HainOHAIBHOTO OpraHa Mo CTaHAapTH3AIuU
3166) 004-97

AzepOaiiKaH AZ A3cTaniapt
IApMeHUst AM MunskoHOMUKH PecrryOmmku ApMmeHus
benapych BY ["occrannapt PecniyOnuku benapych
Kazaxcran KZ ["occranmapt Pecy6nuku Kazaxcran
Kupruzus KG KbIproizcraniapTt
Poccus RU Poccrangapr

4 Ilpuxazom dDenepanbHOro areHTCTBa MO TEXHUYECKOMY PETYJIMPOBAHUIO U MeTposioruu oT 30
utoHs 2017 1. N 615-ct mexrocynapctBennbli ctangapt ['OCT ISO 13485-2017 BBemeH B
JICMCTBUE B KAYECTBE HAIlMOHAJIbHOro cTangapta Poccuiickoit @enepaunu ¢ 1 urons 2018 1.

5 Hacrosumwmii crangapT MAEHTHYEH MexIyHapogHoMmy craHmapty ISO 13485:2016 "Uspenus
MeauuuHckue. CucTteMbl MEHEIKMEHTa KauecTBa. [peOoBaHus JUIsl LelNed peryaupoBaHus”
("Medical devices - Quality management systems - Requirements for regulatory purposes", IDT).

HpI/I MNPUMCHCHUU HACTOALICTO CTaHAapTa PCEKOMCHAYCTCA HCIOJb30BATh BMCECTO CCBUIOYHBIX
MCKAYHAPOAHBIX CTAHAAPTOB COOTBCTCTBYIOIIUE UM MCKTOCYJAPCTBECHHBLIC CTAHAAPTHI, CBCACHHUA O
KOTOPBIX HIPUBCACHBI B JOIIOJIHUTCIbHOM IIPUIIOKCHUH ]_IA

6 BBAMEH 'OCT ISO 13485-2011

Wudopmanuss 00 U3MEHEHMSX K HACTOSIIEMY CTaHIapTy NyOJIMKyeTcs B — €XEeroJHOM
nH(pOpMAIMOHHOM YyKazatene "HarmoHanbHble CTaHAAPTHI', a TEKCT W3MEHEHHWH W TONpPaBOK - B
exemecsTyHOM MH(opMarmoHHOM ykazatene "HarmumoHanpHbie cTanmapTel'. B ciiydae mepecmotpa
(3aMeHBI) HMIM OTMEHBl HACTOSIIEr0 CTaHAapTa COOTBETCTBYIOIIEE yBeAOMIIEHHE Oynaer
OnyOJIMKOBAaHO B €XEMECAYHOM MH(OpMaMOHHOM YyKazarene "HaruoHanbHble CTaHAApThHI'".
CootBercTBytomas  MHpOpMaIMs, YBEJOMJIEHHE M  TEKCThl  pa3MEIlaloTcsi  Takke B
MH(GOPMALIMOHHON CUCTEMEe OOILIero IOoJIb30BaHUs - Ha oduuUanbHOM caiite DenepanbHOro
areHTCTBA 10 TEXHUUYECKOMY PETYJMPOBAHUIO U METPOJIOTHH B ceTu MHTEpHET (WWW.gost.ru)

BBenenune

Hacrosimuii cranpapt siBiasercss TpetbuM u3ganueM [SO 13485, oTmeHsier m 3aMeHsieT BTOpOE
m3nanne (ISO 13485:2003) u ISO/TR 14969:2004, koTopble ObUTH TEXHHUYECKHU MepecMOTpeHbl. OH
TaKkKe BKIOYaeT B ceOs TexHuueckyro nonpasky ISO 13485:2003/Cor. 1:2009. Coanas Tabnuua
W3MEHEHUH, BKIIOYEHHBIX B 3TO M3JaHME [0 CPAaBHEHUIO C NpPEIbIIyIIMM, I[pUBEJIEHA B
NPUIIOKEHUH A.

0.1 O0ue MoJI0KeHUA

Hacrosmuii cranmapT ycraHaBinMBaeT TpeOOBaHMs K CHCTEME MEHEIKMEHTa KayecTBa, KOTOpbIE
MOT'YT IIPUMEHSATHCS OPraHU3alel, Y4aCTBYIOLIEH B OJHOM WJIM HECKOJIBKUX CTaIUAX KU3HEHHOIO
LMKJIa MEAULUHCKOIO U3/IeHs, BKIOYasi IPOEKTUPOBAHUE U pa3pabOTKy, IPOU3BOICTBO, XpaHEHHE
U MOCTaBKy, MOHTaX, TEXHHYECKOE OOCIIy’)KHBaHUE, OKOHYATEIbHBII BBIBOJA M3 3KCIIyaTallud U
YTWIN3ALHUI0 MEAMIMHCKUX M3AEIUI WM NPEJOCTaBICHUE CBSI3aHHBIX C HUMH YCIYyTr (Hampumep,
TEXHUYECKasi mojjiep:kka). TpeOoBaHUs, YCTAaHOBJIEHHBIE B HACTOSIIEM CTaHIAapTe, MOTYT TaKe
OBbITh MCIIOJIb30BaHbl MOCTABIIMKAMM OPTaHU3alUU WIM MHBIMH BHEIIHUMH CTOPOHAMHM (HampuMep,
MOCTABIIMKAMU CBHIPbsi, KOMIIOHEHTOB, COOPOYHBIX Y3JIOB, MEIUIMHCKHX W3JEJIUN, YCIyr IO
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CTepWJIM3alMU, IOBEpPKE M KaIUOpOBKE, AUCTPUOBIOTOPCKUX YCIYT, YCIYr MO TEXHUYECKOMY
oOciyxuBaHu10). [locTaBIIMK MIIM BHELIHSS CTOPOHA MOTYT JTOOPOBOJIBHO MPUMEHSITH HACTOSIIHIMA
CTaHJAPT JUIS JEMOHCTPALUA COOTBETCTBHUS €r0 TPEOOBaHUSAM, TUOO COOTBETCTBUE TPEOOBAHUSM
MOXET OBITh YCTAHOBIIEHO KOHTPAKTOM.

B HEKOTOPBHIX IOPUCIUKLUAX MUMEIOTCS PEryJIUpyIoue TpeOOBaHUs Uil MPUMEHEHHS K CHUCTeMaM
MEHE/DKMEHTa KayeCTBAa OpraHU3allMil, ¢ PA3JIMYHBIMUA POJSMH B LEMH ITOCTABOK MEAMIIMHCKHUX
n3nenuid. CiieoBaTeNnbHO, HACTOSIIMN CTaHAAPT NPEATIOIAaraeT, YTO OpraHu3aus:

- onpeJenser CBOK (1) poib(1) B COOTBETCTBUU C IPUMEHUMBIMU PETYIUPYIOLIUMHU TPEOOBAHUAMU;
- OMpeJieNsIeT PEryIupyIolIre TpeOOBaHUS B paMKax 3TOH (3TuX) ponu(ei);

- BKJIFOYAET 3TH IPUMEHUMBbIE PETYIUPYIOLIHE TPEOOBAaHUS B CUCTEMY MEHEKMEHTA KauecTBa.

[Ipumeyanus
1 B KOHTEKCTE HACTOSIIIETO CTaHaapTa TEPMUH "topucaukuus” O3HaYyaeT
TEPPUTOPUAIBHO-aIMUHUCTPATUBHYIO €AVHUIY, HA KOTOPYH PaCIpPOCTPAHAIOTCS PEryJIMpYyIOLue
TpeOoBaHUsI.

2 B KOHTEKCTe HACTOAIIEro CTaHIapTa TepMHUH "poib" TMOApa3syMeBaeT BHJ JEATEILHOCTH
OpraHM3aly IPUMEHUTENBHO K MEAUIIMHCKOMY U31enuIo (cM. 1. 4.1.1).

TepMuHOIOTHS B TMPUMEHUMBIX PETYIHPYIOMINX TPEOOBAHUSAX MOXKET OTIMYATHCS B Pa3TUYHBIX
cTpaHax u peruoHax. Opranmzanus JOJDKHA TIOHMMAaTh, KakuM oOpa3oM TpeOoBaHus,
YCTaHOBJICHHbIE B HACTOSIEM CTaHaapTe, OyIyT HHTEPIPETUPOBATbCS B TEPMUHOJOTHH,
WCIIONIb3YEeMOM B 3aKOHOJATENBCTBE TeX IOPUCAMKIINM, B KOTOPBIX MEIUIIMHCKUE H3AeNus OyIayT
oOparaThcsi.

Hacrosmuii  cTanmapT Takke MOMET NPUMEHATHCS BHYTPEHHMMH W BHEUIHHUMH CTOPOHaMH,
BKJIIOYAsi OpPraHbl MO cepTUdUKanmu, Ui OICHKH CIOCOOHOCTH OpraHW3allid YJOBJICTBOPSTH
TpeOOBaHUSAM TOTPEOUTENIEH W PETYJUPYIOMUM TpPeOOBAHUSM, MPEABABISAEMBIM K CHCTEME
MEHE/DKMEHTa KayeCTBa, a TaKKe COOCTBEHHBIM TpeOOBaHHSM OpraHusaiuu. TpeOoBaHUS K
CUCTeME MEHEDKMEHTa KauecTBa, YCTAHOBIEHHBIE B HACTOSIIEM CTaHAApTe, SBISIOTCS
JOTIOJTHSFOIIIMMH 10 OTHOIIICHUIO K TEXHUYECKHM TPEOOBAHUSM K MPOMYKIIUU, KOTOPBIC SBISIOTCS
HEOOXOJUMBIMU  JUIsI  YIOBJETBOPEHHUS TpeOOBaHWUH mMOTpeOUTENeH, W K NPUMEHUMBIM
perynmupyromuM — TpeOoBaHHSAM  uisi  obOecriedeHHs  0€30MacHOCTH U (YHKIIMOHAIBHBIX
XapaKTEePUCTHUK.

Coznanne cucteMbl MEHEKMEHTa KauecTBa TpeOyeT CTPaTEernuecKoro pemieHus opranu3anuu. Ha
pa3paboTKy U BHEPEHUE CHCTEMBI MCHEDKMEHTA Ka4eCTBA OPTaHU3AIH BIIHSIOT:

a) BHYTPCHHSS OpraHuU3allMOHHAA Cpcaa, M3MCHCHU 3TOM Cpeabl U BJIUSAHUC OpFaHHSaHHOHHOﬁ
CpCabl HaA COOTBCTCTBHUEC MCAULIMHCKHUX PI3,I[€JIPII>1;

b) u3MeHsroIIMeCs TOTPEOHOCTH OPTaHU3aINH;
C) KOHKpETHBIC TIeJIM OPTaHU3aI1H;

d) BeImyCcKaeMas pOIYKIIHS;

€) MPUMEHSIEMBIE MTPOIIECCHI,

f) pa3smep opranuzanuu U OpraHU3alMOHHAs CTPYKTYPA;
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g) perynupyouiue TpedoBaHus, TPUMEHUMBbIE K JIeITeIbHOCTH OpPraHu3alltu.

Hacrosmuii crapmapr He npeamnonaraeT eIuHooOpasust B CTPYKType pa3IMYHBIX CHCTEM
MEHEIPKMEHTa KauecTBa, €AMHO00pa3ns TOKyMEHTAIlMM UM BbICTPAUBaHUS 1O MMyHKTaM CTPYKTYpPBI
HAaCTOSALIETO CTaHAApTa.

CymectByer Oomnplnoe pa3zHOOOpaswe MEIUIMHCKAX W3/ACIHA, W HEKOTOphle KOHKPETHBIE
TpeOOBaHMS HACTOSIIETO CTaHAApTa MPUMEHUMBI TOJBKO K T€M IpyIaM MEIUIUHCKUX W3JEIHi,
OnpeJIelIeHUs] KOTOPBIM JaHbl B pasjene 3.

0.2 PazbpsaCHeHUE NMOHATHM

B HACTOAIICM CTAaHAAPTC HMCIOJIB3YIOTCA CICAYIOIUE TCPMUHBI HIJIM CJIOBOCOYCTAHUS, KOTOPBLIC
HCIIOJIB3YIOTCA B KOHTCKCTEC, OITMCAHHOM HHXKE.

Korma TtpeOoBaHMEe COMPOBOXKAAETCS CIOBOCOYETAaHHWEM '"eclnu Ienecoo0pa3Ho", BBIMOIHEHHE
TpeOOBaHMS SBISETCS 11€eCO00pa3HbIM, €CIM OpraHu3alus HE MOXXEeT 00OCHOBaTh OOpaTHOE.
Brinonnenue TpeboBaHUs CUMTACTCS 1IEIECO00pa3HBIM, €CITH 3TO HEOOXOAUMO /ISl TOTO, YTOOBI:

- IPOAYKIUS yAOBIETBOPsIa TPEOOBAHUSIM;

- COOTBETCTBOBATh MPUMEHUMBIM PETYIHPYIOIIUM TPEOOBAHUSIM;
- OCYILECTBJISITh KOPPEKTUPYIOIIUE JEHCTBUS;

- OCYLLECTBJISITh MEHEPKMEHT PUCKA.

Tam, rnme wucnonp3yercss TepMuH "pHUCK', NOpPUMEHEHHE TEPMHUHA B paMKax HACTOSIIEro
MEXIyHapOAHOTO CTaHAapTa OTHOCUTCS K TpeOoBaHUSM 0e30MacHOCTH U (YHKIIMOHATBHBIM
XapaKTCPUCTUKAM MCIUIUHCKOI'0 M3ACIUA WM I BBIIIOJIHCHUSA MPUMCHHUMBIX PEryJIHPYIOMHX
TpeOOBaHMIA.

Korpa neoOxoaumo, 4toObl TpeOGoBaHHE OBUIO "TOKYMEHTHPOBAHO'", OHO TakKXe MOJDKHO OBITh
YCTaHOBJIEHO, BHEAPEHO U MOIEPKUBATHCS B pab0YEM COCTOSHUU.

B Tekcre Hacrosmero craHgapra TEPMHMH 'TIPOAYKIMSA' MOXKET O3HayaTb Takxke 'yciyry'.
[Iponykuus siBasieTcst pe3yabTaToM, KOTOPBIM MpeJHa3Hau€eH JUlsl HOTPeOUTENs WM UM 3aTpeOoBaH,
1100 3aJaHHBIM PE3yJIbTaTOM IpOIiecca MPOU3BOCTBA IPOAYKIUH.

Tam, T/1e UCMONB3yeTCsl TEPMHUH "pEryIupyomre TpeOOBaHUS", OH BKIIIOYAET B ceOs TpeOoBaHUs,
cofiepKamirecs B JIt0OOM 3aKOHOJATEIbHOM aKTe, MPUMEHMMOM K I0JIb30BATEI0 HACTOSILEro
CTaHJapTa (HampuMep, 3aKOHBI, MOA3aKOHHBIC aKThI, IPEAMUCAHUS U TUPEKTUBBI).

[Ipumenenue  TepmMuHa  "perynupyromme — TpeOoBaHUsA" ~ OrpaHHYEHO  TpeOOBaHUSIMH,
NpEeabsBIAEMBIMH K CHUCTEME MEHE[DKMEHTa KauyecTBa, a Takxke 0€30MacHOCTH WM
(YHKIMOHATBHBIM XapaKTEPUCTHKAM MEIUIIMHCKOTO U3/IEIHS.

B Hacrosmem cranaapTe UCIONIb3YIOTCS ISy IOIUE TIarojbHble (POPMBbI:
n n .

- "JlomxeH" yka3pIBaeT Ha TpeOOBaHHUE;

- "Cnenyet" yka3bpIBacT Ha PEKOMEHIALUIO;

- "Moro 651" yKa3bIBaeT Ha pa3pelleHue;

- "Moxer" yKa3bpIBaeT Ha CIOCOOHOCTH UM BO3ZMOKHOCTb.


tel:+78003020956
mailto:info@rtu24.ru
https://rtu24.ru/

P I v R, 8-800-30-20-956 & info@rtu24.ru @ rtu24.ru

Nudopmanus, obo3naueHHass kak "lIpuMeuanue", HOCHUT XapakTep PYKOBOISAIIMX YKa3aHUMA IS
TTOHUMAaHMSI TN Pa3bsICHEHUSI COOTBETCTBYIOIIETO TPeOOBaHMS.

0.3 IIpoueccHbIT MOAX0/T

Hacrosmuii craHaapr OCHOBaH Ha MPOIECCHOM IMOJXOJE K MEHEKMEHTy KadecTBa. JI1oOyio
JeSITeIbHOCTh, KOTOpasi MMEET BXOJ M Ipeodpa3yeT €ro B BBIXOJ, MOXXKHO pacCMaTpUBaTh Kak
npouecc. YacTo BBIXOJ OJTHOTO MpoLiecca SBISETCS BXOAO0M CIIELYIOIIEro IIporecca.

I[JISI ycneuHoro q)yHKIII/IOHI/IPOBaHI/ISI opraHu3anvsa OO0JDKHaA OHNpCACIMTb MHOTOYMUCICHHBIC U
B3aMMOCBA3aHHBIC ITPOLECCHI U YIIPABJIATh UMU.

[IpruMeHeHrne CHUCTEMBI MPOILECCOB B paMKax OpPraHU3allMd COBMECTHO C WX HACHTU(UKANUCH U
B3aUMOJICHICTBHEM TIPOIIECCOB, a TAK)KE UX MEHEKMEHTOM JIJIsl TIOJTYYEHHUsI KEITAeMOTo pe3yibTaTa
MOET OBITh ONPEEICHO KaK "MPOIEeCCHBIN moaxo".

[IpuMeHeHne MPOIECCHOTO TI0IX0/1a B CHCTEME MEHEKMEHTA KaueCTBa ITO3BOJISIET:
a) MOHUMATh U MTOCTOSIHHO BBIMIOJHATH TPEOOBAHMUS,

b) paccMaTpuBaTh MPOIECCHI ¢ TOUKH 3pEHUS JO0OABICHHS UMH IIEHHOCTH;

C) JOCTHUTaTh Pe3YyJIbTATUBHOTO (DYHKIIMOHUPOBAHUS IPOIIECCOB;

d) ynydmarh npoiiecchl Ha OCHOBE OOBEKTUBHBIX U3MEPEHUIA.

0.4 Cesassb ¢ ISO 9001

XO0Ts HACTOSIIUI CTAaHIApPT SBJISETCS aBTOHOMHBIM, OH ocHOBaH Ha ISO 9001:2008, xoTopslii 66U
3ameHeH Ha ISO 9001:2015. [Ins ynoOcTBa mOJIB30BaHMS B MNpUIIOKEHUM B mpuBeneHo
cootBercTBUE Mexk Iy myHKkTamu [SO 9001:2015 u HacToAmMUM cTaHIAPTOM.

Hacrosimuii ~ cranmapT  npemHazHaueH Uil oOnerdeHuss  TI00AIBHOTO  COTJIACOBaHUS
COOTBETCTBYIOIIMX  PETYJIUPYIOIUX TpeOOBaHWMN K CHCTEMaM MEHEIKMEHTa KauecTBa,
MPUMEHUMBIX K OpraHU3alusaM, y4acTBYIOUIUM B OJHOW WJIM HECKOJBKHUX CTAJIUAX >KU3HEHHOTO
[MKJIA MEIUIMUHCKOTO u3nenus. Hacrosmuii cTtaHAapT BKIOYaeT B ceOs HEKOTOphIE OCOOBIC
TpeOOBaHMS JII OpPraHU3alMi, YYaCTBYIOIIMX B JKU3HCHHOM ITUKIIC METUIIMHCKUX H3ICIHN, U
HCKIIFOYaeT HekoTopble W3 TpeboBanmii ISO 9001, kotopeie He IenecooOpa3Hbl B KauyecTBE
perynupyrommx TpedoBaHuid. M3-3a 3TUX HUCKIIOYEHUN, OpPraHU3allMd, CUCTEMbl MEHEIKMEHTa
KauecTBa KOTOPBIX COOTBETCTBYIOT HACTOSIIIEMY CTaHIApTy, HE MOTYT IMpETEHIO0BaTh Ha
cootBercTBue ISO 9001, ecnmu ux cucTemMa MEHEKMEHTa KaueCcTBa HE OTBEYAET BCEM TPEOOBAHUAM
ISO 9001.

0.5 CoBMeCTMMOCTD € IPYTUMH CHCTEMAMH MEHETKMEHTA

Hacrosmuii cranaapT He COIEPIKUT CIIEUANbHBIX TPEOOBAaHUM K IPYIMM CUCTEMaM MEHEIKMEHTA,
HalpuMep K CHUCTEeMaM MEHEKMEHTa OXpaHbl OKpyJXKarolled cpensl, Oe30macHOCTH U
po(heCCHOHATILHOTO 3/I0POBbS, a TAaKXkKe (PMHAHCOBOTO MEHEKMEHTA.

O}IH&KO HaCTOHHH/Iﬁ CTaHAAapPT IMO3BOJIACT OpraHHU3allvi COIJIACOBBIBATH WJIKM MHTCTPUPOBATH CBOIO
CO6CTBCHHYIO CUCTCMY MCHC’KMCHTA KadeCTBa C COOTBCTCTBYIOIIMMU Tpe6OBaHI/I$IMI/I Apyrux
CUCTEM MCHCIKMCHTA.


tel:+78003020956
mailto:info@rtu24.ru
https://rtu24.ru/

P I v R, 8-800-30-20-956 & info@rtu24.ru @ rtu24.ru

Opranuzanys MOXET aJanTHUpPOBaTh JCHCTBYIONIYI0 CHCTEMY (CHUCTEMbI) MEHEIKMEHTa s
CO3/IaHUsl CHUCTEMBl MEHEKMEHTa KauecTBa, COOTBETCTBYIOIIEH TpPeOOBAHUAM HACTOSIIETO
CTaHzapTa.

1. Ob0saacTs NpUMEHEHUs

Hacrosiuii crangapT ycraHaBiuBaeT TpeOOBaHUS K CUCTEME MEHEKMEHTA KauecTBa B CIlydYasX,
KOIJa OpraHu3aluy HeoO0XOAMMO MPOJEMOHCTPUPOBATh CHOCOOHOCTh MOCTAaBIIATH MEIUIIMHCKUE
U3JeNUsT M TPEJOCTaBIISATh CBSI3aHHOE C HHUMH OOCITYyXHBaHHME, OTBEYAIONIMe TpeOOBaHUIM
MOTPEOUTENS M NMPUMEHUMBIM DPETYJIUPYIOIUM TpeOoBaHUsIM. Takue OpraHu3alMi MOTYT OBITb
BOBJICUEHBI B OJJHY WJIM HECKOJIBKO CTAIUM >KM3HEHHOI'O IMKJIA MEIUIMHCKOTO W3ICIUs, BKIIOYas
MPOEKTHPOBaHUE M pa3pabOTKy, MPOU3BOJACTBO, XpaHEHHE U JUCTPUOYLHIO, MOHTaX U
oOcily’KMBaHUE, a TaKKe I[POEKTUPOBAaHHE U pa3pabdOTKy WJIM OKa3aHUE CBSI3aHHBIX C
MEIUIUHCKUMHA M3AEIMSIMU YCIyr (HampuMmep, TeXHUYecKkoro oOcmykuBaHus). Hacrosmmii
CTaHJAPT TAK)K€ MOXKET OBbITh MCIIOJIb30BaH MOCTABIIMKAMHU WJIM BHEIIHUMHU CTOPOHAMHM, KOTOpPbIE
MIOCTABJIAIOT MPOAYKIIMIO U CBSI3aHHBIE C CHCTEMOM MEHEKMEHTa KayecTBa OpraHU3aluil yCIyTIH
TaKUM OpraHU3aLUsIM.

Tpe6OBaHI/ISI HAaCTOAIICTO CTaHAapTa NPUMCHUMBI K OpTraHU3allusAM HC3aBUCHUMO OT UX pa3MEpa U
BuUJa, €CJIN TOJIBKO HMCKIIOYCHUE HE OYCBUIHO. Bce TpC6OBaHI/I5[, IPUMCHUMBIC K MCIUIIWUHCKUM
U3ACIHUAM, B paBHOﬁ MCPC MPUMCHUMBI K YyCIIyraM B OTHOIICHHUU 3THUX I/I3,Z[6J'II/II71, €CJIM TaKOBBLIC
OKa3bIBAKOTCA Opr aHPI3aI.[PIeﬁ.

[Ipoueccel, TpeOyemble HACTOSIIIMM CTAaHJAPTOM U TMPUMEHUMbIE K OpraHu3alud, HO He
OCYLIECTBJISIEMbIE CaMOM OpraHu3aluell HampsMyl0, OCTAlOTCS OTBETCTBEHHOCTBbIO OPTaHM3alUU U
JOJDKHBI HAXOAMTHCS TIOJI YIPABJICHHEM CHCTEMbl MEHEIKMEHTa KayeCTBa OpraHu3aluu
MOCPEACTBOM TMPOBEACHHUSI MOHUTOPHHIA, MOJAJEpKaHUS B pabodyeM COCTOSIHUM W YIIPaBJICHUS
3TUMH MPOIIECCAMH.

Ecnu npumeHuMmble peryiupymoomue TpeOOBaHHS — JIOMYCKAalOT —HUCKIIOYEHHE  YIpaBlICHUS
MIPOEKTUPOBAHUEM U Pa3pabOTKOM U3IENUIA, TO 3TO MOXKET CIY>KUTh OCHOBAaHUEM I UCKITIOUCHHUS
COOTBETCTBYIOIIUX TpeOOBaHUM U3 KOHKPETHOM CHCTEMBl MEHEIKMEHTa KadecTBa. OTUMHU
PEryupyOIMUMHA TPeOOBAHUSMHU MOTYT OBbITh MPEAOCTABICHBI AIbTEPHATUBHBIE MOIX0/IbI, KOTOPHIE
JOJHKHBI OBITH PACCMOTPEHBI JUIsI KOHKPETHOM CHCTEMbI MEHEKMEHTa KauecTBa. OTBETCTBEHHOCTh
3a o0ecrieueHre COOTBETCTBUS TPeOOBAHUSAM HACTOSIIIEr0 CTaHAapTa MPH UCKIIOYECHUH YIPaBICHUS
MIPOEKTUPOBAHUEM U Pa3pabOTKON U3AENINI JIEKUT HAa CaMOM OpraHu3aluu.

Ecnmu xakoe-nmubo TpeGoBaHWE pa3ienoB 6, 7 WM 8 HACTOSIIEro CTaHIapTa HENb3s MPUMEHHTH
BBUJY CIEHU(BUKH JESITEIBHOCTH OPraHU3allMM WM OCOOCHHOCTEH MEIMIIMHCKOTO HW3JENHs, Ha
KOTOpBIE pPaCHpOCTpaHSETCs] CHCTeMa MEHEIPKMEHTa KayecTBa, TO OpTraHU3allMi HE CleIyeT
BKJIIOUATh Takoe TpeOOBaHWE B CBOIO CHUCTEMY MEHEKMEHTa KadecTBa. B OTHOIIEHWH KaXXIOTO
HCIIPUMCHUMOI'O TpC60BaHI/IH opraHnusanuAa JOJI’KHa JOKYMCHTHPOBATH o0ocHOBaHHE B
COOTBETCTBUU C MyHKTOM 4.2.2.

2. HopmaTuBHbBI€ CCHLIKH
B HACTOAIICM CTAHAAPTE UCIIO0JIb30BAHA HOpMATUBHAA CChIIIKA Ha CJ'Ie,Z[yIOH_[I/II\;I CTaHAapT:

ISO 9000:2015, Quality management systems - Fundamentals and vocabulary (Cucremsi
MeHeDKMeHTa KadecTBa. OCHOBHBIC TIOJIOKEHHUS U CIIOBAPH)
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3. TepMuHbI ¥ onpeeIeHUA

B nacrosmem cranpapre npuMmMeHeHbl TepMuHBI M ompezaeneHus mo ISO 9000:2015, a Taxxke
CIIETyIOIIHE TEPMUHBI C COOTBETCTBYIOIIUMH OIIPEICIICHUSMHU:

3.1 mosicuurenbHoe yBemomiieHHe (advisory notice): YBemomiieHHe, BBIMYIICHHOE OpraHu3anueit
MOCJI€ TIOCTaBKH MEAWIIMHCKOTO M3JEINHs, CoJiepiKaliee MOMOIHUTEIbHYI0 HH()OPMALUIO H/HIIH
PEKOMEHAALUH O TOM, KaKHe JICHCTBUS TOJKHBI OBITH MIPEIIPHUHSTHI TIPH:

- IPUMEHEHUU MEJIULIMHCKOTO U3IEIIHUS;

- MOAU(HUKAIIUU METUITUHCKOTO U3/,

- BO3BpaTe MEIUIIMHCKOTO U3/IENNs OpraHru3alliy, KOTOpas ero MoCTaBuia;
- YTWIM3ALUU MEIULIMHCKOTO U3IETUS.

[Ipumeuanue - BrIycK MOSICHUTEIHHOTO YBEIOMJIEHHSI MOXKET TpeOOBaThCS B COOTBETCTBUH C
MPUMEHUMBIMH PETYIUPYIOIIUMHU TPEOOBAHUSAMHU.

3.2 ynonHoMoueHHBIN npeactaBuTensd (authorized representative): dusnueckoe WK IOPUITUECKOE
JUI0, KOTOPOE OMPEENIEHO 3aKOHOATEIhCTBOM CTPAHBI WJIM PETHOHA, MOJYYHBIIEE MUCHMEHHOE
Ha3HAYCHHUE OT U3TOTOBUTEIIS JACHCTBOBATH OT €r0 MMEHU JUTSl BBITIOJHEHUS OTPE/ICIICHHBIX 3a/1a4 B
OTHOIICHUH OOS3aHHOCTEH W3rOTOBUTEJNSA, YCTAHOBIICHHBIX 3aKOHOIATEIbCTBOM KOHKPETHOMN
CTpaHbI WU PETHOHA.

[GHTF/SG1/N 055:2009, nyHKT 5.2]

3.3 wimHnyeckas oneHka (clinical evaluation): AHanu3 W OllEHWBAaHWE KIMHUYECKUX TAHHBIX B
OTHOIICHHH MEAMIIMHCKOTO W3JIENUs C IENbI0 Bepu(HKAUd 0e30MacHOCTH U (DYHKIIMOHATBHBIX
XapaKTePUCTUK U3/ACNHUs IPH €ro KIMHUYECKOM MPUMEHEHUH, KaK MPeIHa3HaYeHO U3TOTOBUTEIIEM.

[GHTF/SGS5/N 4:2010, pa3nen 4]

3.4 nmperensus (complaint): IluceMeHHOE, 3JIEKTPOHHOE MM YCTHOE COOOIEHHE O HelocTaTKax,
CBSI3aHHBIX C WACHTH(HUKAIHMEH, KaueCTBOM, CPOKOM CIIY>KOBI, HaJIe)KHOCTBIO, OE30MTaCHOCTHIO HITH
(YHKIMOHAJIBHBIMU XapaKTEPUCTUKAMHU MEAMLIUHCKOTO M3JIeNUs, BBILIEAIIEr0 U3-110] YIIPABICHHUS
OpraHu3aiieif, a Takke B OTHOLICHMU CBSI3aHHOTO C HUM OOCITy)XMBaHUS, KOTOPOE BIMSAET Ha
(YHKIMOHATbHBIE XapaKTEPUCTHKU TAKUX MEUIIMHCKUX U3JIEINH.

[Ipumeuanue - OTO omnpexnencHWe '"MpeTeH3UU" OTIMYAETCs OT OmpeneleHus, naHHoro B ISO
9000:2015.

3.5 muctpubsrorop (distributor): @usznyeckoe WU IOPUANUECKOE JTUIO B IEMH MMOCTABOK, KOTOPOE
JNCHCTBYET OT CBOCTO WMEHH M OCYIISCTBIISICT MPOJAXY MEIWIIMHCKOTO H3ICTUS KOHCUHOMY
MOTPEOUTEITIO.

[GHTF/SG1/N 055:2009, myskr 5.3]
[Ipumeyanus
1 B 1ienb mocTaBOK MOTYT OBITH BOBJIEUEHBI 00JIe€ OJHOTO TUCTPUOBIOTOPA.

2 Hnua B ICMH IMOCTABOK, BOBJICYCHHBIC B ACATCIBHOCTHL IO XPAHCHUIO W TPAHCIIOPTHUPOBKE OT
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MMEHU HW3TOTOBUTENS, UMIOpPTEpa WM AUCTPUOBIOTOpa, HE SBISIIOTCS AUCTPUOBIOTOpPaAMHU IO
JTAHHOMY OIPEJICIICHUIO.

3.6 uMIIIaHTHpYEeMoe MeauImHcKoe n3aenue (implantable medical device): MeaunuHckoe u3aenwue,
KOTOpOE€ MOKET OBITh YNAJICHO TONBKO MOCPEACTBOM MEIUIIMHCKOTO W XUPYPTUUYECKOTO
BMEIIATEILCTBA M KOTOPOE MPETHAZHAYCHO IS

- TIOJIHOT'O MJIM YaCTUYHOTO BBEJCHHUS B TEJIO WIM AHATOMUYECKYO IOJIOCTh YEJIOBEKA WU
- 3aMEIEHUS SMUTEINATBHON MOBEPXHOCTH WJIN MMOBEPXHOCTH IJ1a3a U
- HAXOX/ICHHS B MECTE UMIUIAHTAIIMH TI0CIIe TPOLIeIyphl B TeueHue He MeHee 30 aHeil.

HpI/IMC‘IaHI/Ie - 910 OonpeaAcICHNC HMIUIAHTHPYEMOI'O MCIUIMHCKOIO H3ACIHA BKIIHOYACT TaAKIKC
AKTUBHOC UMINNIAHTHUPYCMOC MCIUITUHCKOC U3ACITIUC.

3.7 HMIIOPTEP (importer): du3znyeckoe HIn HOPUINYCCKOC JIMIO, SBJIAIOMICCCA IICPBBIM B LCIH
MMOCTAaBOK, BBIBOAAIINM MCIUIUHCKOC U3ACIINEC, IIPOU3BCACHHOC B HHOMU CTpaHC WK B IOPUCAUKIINU,
Ha PBIHOK CTpaHbl, A€ U3ACIINE NPCANOIAracTCsa K peain3aluu.

[GHTF/SGI/N 055:2009, mysxT 5.4]

3.8 mapkuposka (labelling): DTukeTka, HHCTPYKIUS 110 MPUMEHEHUIO U JIF00ast nHas wHGOpMaIus,
OTHOCSIIAsACA K WACHTU(UKAIMHA, TEXHUYECKOMY OIMCAHUIO, MPEAHA3HAUEHHOMY NPUMEHEHHUIO
MCIUIUHCKOI'0 HU3ACJIHA, MCKIIOYasd TOBAPOCOIPOBOAUTCIIBHBIC JOKYMCHTBI B OTHOUICHUHA
MTOCTaBKH.

[GHTF/SG1/N 70:2011, paznen 4]

3.9 xwusnennbli 1ukna (life-cycle): Bce craaum cymiecTBOBaHHS MENWIMHCKOTO H3AETUS, OT
MePBOHAYAILHON KOHIICTIIIUU JI0 BBIBOJIA U3 IKCIUTYaTAIlH U YTHIIN3AIINH.

[ISO 14971:2007, nysxkr 2.7]

3.10 m3rotoBuTtens (manufacturer): Jlro6oe pusmdeckoe wiw IOPUINIECKOE JTUI0, OTBETCTBEHHOE 32
MPOEKTHUPOBAHKUE W/WIIM TIPOU3BOJICTBO MEIUIIMHCKOTO M3/CIHS C IENBI0 BBITYCTUTh B OOpalleHUe
MEAMIIMHCKOE HU3JIENINe TOJI €ro COOCTBEHHBIM HMEHEM, HE3aBUCHMO OT TOTO, CIIPOCKTHPOBAHO
W/WIM TIPOU3BENICHO JIM 3TO MEIUITMHCKOE HM3JeNMe OpraHu3aIlueil WK M0 €€ MOPYUYEHUIO IPYTHM
JUTIOM (JTUTIaMH ).

[GHTF/SG1/N 055:2009, nyskr 5.1]
[Ipumevanus

1 M3rotoBuTeNnb HECET KOHEUHYIO IOPUIMUECKYIO OTBETCTBEHHOCTb 32 OOECIIE€UEHUE BBIIOJIHEHUS
MPUMEHUMBIX PETYJIHPYIOMUX TpeOOBaHUI CTpaH WIM IOPUCIUKIMU B OTHOLIEHUU METUIIMHCKUX
W3JIENUM, JUIsl TMPOJaXH B KOTOPBIX OHM IPEJHA3HAYECHbI, €CIU TOJBKO HMHOE HE YCTaHOBIIEHO
CTeHUATBHBIMU TPEOOBAHUSMH PETYIHPYIOIIUX OPraHOB B TAHHON IOPUCIUKIINH.

2 OTBETCTBEHHOCTh H3rOTOBUTENS onucaHa B pykoBomsamux gokymeHtax GHTF. Orta
OTBETCTBEHHOCTh BKIIIOYACT B C€0S OTBETCTBEHHOCTh IO BBIMOJTHEHHIO KaK TMPEANMPOTaKHBIX
TpeOOBaHMI, TaK M TMOCICHPOJAKHBIX TPEOOBAHMM, TAaKMX KaK COOOMICHUS O HEOIArompUsTHBIX
COOBITUAX M YBEOMJICHHS O KOPPEKTUPYIOIINX IEHCTBUSAX.
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3 TlpoekTupoBaHWE W/WIW TPOU3BOACTBO MOTYT BKJIIOYATh B CceOsl pa3pabOTKy crenuduKaiui,
MPOAYKIIMU, TPOU3BOJCTBO, COOPKY, OOpabOTKy, YIAKOBKY, TEpEYNaKOBKY, MapKHPOBKY,
MePEeMapPKUPOBKY, CTEPUIIM3AIMI0, MOHTAX WM TEPepadOTKy MEIMIIMHCKOTO HW3JENHs, a TaKXKe
BBIITYCK Ha6opa MCIOIUIHNHCKUX H3)Ie.]'[PII7[, BO3MOXHO B KOM6I/IHaHI/II/I C IpyrumMu us3acivusiMu B
MEIUITUHCKUX TEIISAX.

4 Jluuo, oCyUIECTBIAIOIIEE B COOTBETCTBUM C MHCTPYKIMEH 10 NPUMEHEHHUI0 COOpKy U
PEeryJIupoBKY MEIUIIMHCKOTO U3/EHs], BBITYIIIEHHOIO Ha PhIHOK MHBIM JIMLIOM U IPEAHAa3HaYEHHOTO
JUI. MTHIUBUAYAJIbHOTO TIPUMEHEHUS, HE SIBJISIETCSI M3TOTOBUTENEM, €CIIM COOpKa M PEryJIUpOBKa HE
W3MEHSIOT NPEAHA3HAYEHHOTO PUMEHEHUS] METUIIUHCKOTO U3AETHS.

5 .HI/II.IO, HU3MCHAOMICEC  TPCAHAZHAYCHHOC MNpUMCHCHUC  MCIUIIMHCKOI'O n3aCianuAag  HUJiIn
MOI[I/I(l)I/IHI/Ip}IIOHICC MCIUIIMHCKOC HU3ACIINUC 0e3 coryacusi U3rOTOBUTES JJI BBIITYCKA U3ACTIUA TIOJ
CBOUM COOCTBEHHBIM HUMCHEM, CIICAYCT pacCMaTpuBaTb KaK HU3rOTOBHUTCIIA MOI[I/I(bI/IHI/IPOBaHHOFO
MCOULIMHCKOI'O U3ACINA.

6 YNOJIHOMOYEHHBIM NpPEeCTaBUTENb, AUCTPUOBIOTOP WM UMIIOPTEP, KOTOPBIA TOJNBKO J100aBIIsSET
CBOM aJpec U KOHTAKTHBIE IaHHbIE HA MEJUIIMHCKOE U3JIeJMe WIN Ha YIIAaKOBKY 0e3 yJaleHus Uiu
HU3MEHEHUs] OPUTMHAIILHON MapKUPOBKH, HE SIBJIIETCA U3TOTOBUTEIIEM.

7 B ciiydae eciay NMpUHAATICKHOCTH MOANAMAIOT MO PETyIUpyIone TpeOOBaHUS K MEIUIITHCKOMY
W3JIeNNI0, JIMIA, OTBETCTBEHHBIE 3a  MPOCKTUPOBAHWE W/MIU  TPOU3BOJCTBO  TaKUX
MIPUHAJUIC)KHOCTEH, SIBJSIOTCS U3TOTOBUTEIISIMU.

3.11 memummuckoe wuzgenue (medical device): Huctpyment, ammapar, npuOop, yCTPOWCTBO,
o0opy/ioBaHUE, UMIUIAHTAT, In VItro peareHt, MporpaMMHoOe OOecliedeHHe, MaTepual WM HHbIE
MOJOOHBIC WM CBS3aHHBIC C HUMHU W3JETHSI, TPEJHa3HAYEeHHbIE H3TOTOBUTENIEM /ISl IPUMEHEHHS K
YEJIOBEKY 110 OT/ACILHOCTH WJIM B KOMOWHALIUY:

- JMarcsoCTHUKU, HpO(bI/IJ'IaKTI/IKI/I, MOHHUTOpPHUHI'A, JICUCHHUA WU o0neryeHus 38.60J'I€B8HPII>1;
- IMariHoCTUKW, MOHUTOPHHTI A, JICUCHUA, 00JICTYCHHS UK KOMIICHCallun HOCJIGI[CTBI/Iﬁ TPaBMBbI;

- HUCCJICHNOBAHUS, 3aMCIICHUA WU U3MCHCHUS aHATOMHUYCCKOTO CTPOCHUSA HIIN CI)I/ISI/IOJ'IOFI/I‘ICCKI/IX
IpOIECCOB;,

- JKU3HEOoOecIeueHUs MU MOJIepKAHNS )KU3HEHHBIX (QYHKIUH;
- YIIpaBJICHUs 3a4aTHEM;
- Ie3UH(EKINHY MEIUIIUHCKUX U3EIH;

- MoJIy4eHus MHGOPMaAIUU MTOCPEACTBOM HCCIEAOBAaHUS In Vitro npoO, B3ATHIX U3 Tela YeJIOBeKa, a
TaKke HE JOCTUTralollde CBOEro MEpBUYHOIO IPEeIHA3HAYEHHOI'O BO3JEHCTBHS Ha OPraHU3M
YeJoBeKa 3a c4eT (PapMaKoJIOrHUECKUX, MMMYHOJIOTUYECKUX WIM METa0OJIMYECKUX CPEICTB, HO
(yHKIMU KOTOPBIX MOTYT MOJAEPKUBATHCSI TAKUMU CPEICTBAMHU.

[GHTF/SG1/N 071:2012, myHkT 5.1]

[Tpumeuanue - Hekoropble W3ENUsS B OTACIBHBIX FOPUCIAMKIIUAX MOTYT pPacCMaTpPHBAThCS Kak
MEIMIIMHCKHUE, HO B UX OTHOIIICHUU €Ile He BbIpabOTaH eAMHBIN MoaX0/. TakuMu U3AeIUsIMI MOTYT
OBITh:

- Ne3uH(UIHUPYIOIINE BEUIECTBA,
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- BCIIOMOT'aTCJIBHBIC CPCACTBA MJIA JIUI[ C OTPAaHUYCHHBIMU BO3MOKHOCTAMM;;
- U3ACJIMs, BKIIFOYAIOMMEC TKaHU )KMBOTHBIX MJIN YCJIOBCKA,

- 3T 7151 DKCTPAKOPIIOPATLHOTO OIJIOJOTBOPEHUSI U PENPOTYKTUBHBIX TEXHOIOTHA.

3.12 cemeiictBo Menunmackux usnenuit (medical device family): I'pynna MeaTuIMHCKUX W3IETHH,
MIPOU3BOJIMMBIX OJHOW M TOW K€ WIIM JIJIsl OJTHOM U TOM K€ OpraHu3allii ¥ UMEIOIINX OJHHAKOBYIO
0a30ByI0 KOHCTPYKIUIO ¥ (YHKIMOHAIBHBIC XapPaKTCPUCTUKA B OTHONICHHH O€30MaCHOCTH,
MpeIHa3HaYeHHOT0 MPUMEHEHUS U QYHKIIMOHUPOBAHHSL.

3.13 onenuBanue (HYHKIIMOHATBHBIX XapakTepucTHK (performance evaluation): OneHka u aHanmu3
TAHHBIX JUIS YCTAHOBJICHUS WJIM TIPOBEPKU CIOCOOHOCTH W3JENHs JUISl JTUATHOCTHKU in Vitro
JOCTHTaTh CBOETO HAa3HAYCHUSI.

3.14 mocnenponaxxnoe HabmroaeHue (post-market surveillance): Cuctemarndeckuit mporecc coopa
Y aHaJIM3a ONbITA, MOJYYCHHOTO B OTHOIICHUH MEAUIIMHCKUX U3/ICITUH, BBITYIIICHHBIX HA PHIHOK.

3.15 mpoaykmus (product): Pesynbrat mporecca.

[ISO 9000:2005, nyskr 3.4.2]

[Ipumeuanus

1 Cy1iecTByIOT 4eThIpe 0OLIMe KaTeropuu MpoTyKIHH:

- ycnyru (HarmpuMmep, epeBO3KH);

- IPOrpaMMHBIE CPEJICTBA (HapuUMep, KOMIbIOTEpHAs IPorpaMma, ClIoBaphb);
- TEXHUYECKHE CPEJICTBA (HAlIpUMep, MEXaHWYecKasi 4YacTh ABUTATENs);

- mepepadaTpIBaeMbie MaTEepPHAIBI (HAIIpUMEp, CMa3Ka).

MHorue BUJIBI POAYKIUU COAEPKAT AJIEMEHTHI, OTHOCSIIMECS K PA3IUYHBIM OOIIUM KaTerOpUsM
npoaykuuu. OTHeceHHWE MNPOAYKIMU K YCIyraM, MPOTPaMMHBIM, TEXHHUYECKUM CpEJCTBAM WU
nepepabaTbIBaEMbIM ~ MaTepuajlaM  3aBHCUT OT mpeoOnajarouiero aseMmeHTta. Hampumep,
MoCTaBsieMasi MPOJYKIHS "aBTOMOOWIB" COCTOMT M3 TEXHHYECKHX CPEJCTB (Hampumep, IIUH),
nepepadbaThIBAEMBIX MaTEpHUAOB (HampuMep, Toprovee, OXJIaXKIaromas KUJAKOCT), MPOTrPAMMHBIX
cpencTB (Hampumep, TPOrpaMMHOE yIIPABJICHHUE ABUTATENIEM, HHCTPYKIIHS JIJISl BOJAUTENS) U yCIYTH
(HampuMmep, pa3bsICHEHUS 10 SKCILTyaTallly, 1aBaeMbIe MPOIABIIOM).

2 VYcayra sBiseTcss pe3ylbTaToM [0 MEHbIIEH Mepe OJHOro JeHCTBHUS, 00s3aTelnbHO
OCYILECTBJICHHOTO NpPHU B3aMMOJEHCTBMM IIOCTAaBUIMKAa M MOTpeduTeNs, M, Kak IpaBuio,
HeMaTepualbHa.

[IpenocraBiienne yciayru MOXKET BKIIOYATh B ce0sl, HaIpuMep, Cleayrolee:

- JIeSITENbHOCTb, OCYILIECTBICHHYIO C IMOCTaBJICHHOW MOTpeOHTEIeM MaTepHaIbHON MNpOIyKUIHEH
(HampuMep, pEMOHT HEUCIIPAaBHOTO aBTOMOOWIIS);

- JIeSTeNbHOCTh, OCYLIECTBICHHYIO C IOCTaBJIEHHON MOTpeOUTENEeM HEeMaTepUaIbHOW MPOIyKIKEH
(HampuMep, COCTaBICHHE 3asiBICHUS O 10X0AaX, HEOOXOAUMOTO JIJIs OIIPEIETICHUS pa3Mepa Hajlora);

- MpeA0CTaBICHNE HEMAaTepUaIbHON MPOAYKIMH (HanpuMmep, HHPOPMALMU B KOHTEKCTE Mepeaadu
3HaHUM);
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- CO3/IaHM€ YCJIOBHH /IS TOTpeOuTeseH (HampuMep, B TOCTHHHUIIAX U PECTOpPaHax).

[IporpaMMHOe CpeacTBO COAECPKUT MH(DOPMALUIO ¥ OOBIYHO SIBJISIETCS HEMAaTEPHUATbHBIM U MOXKET
OBITh TaKKe B (POpPME MOIX0I0B, ONEPALIUNA UITH MPOLIETYD.

TexHuueckoe CpencTBO, Kak IPAaBUIIO, SBISAETCS MaT€pUaIbHBIM, U €r0 KOJMYECTBO BBIPAKACTCS
ucuuciasieMol  xapaktepuctukod.  IlepepabarbiBaeMble  MaTepuanbl  OOBIYHO  SIBIISIIOTCSA
MaTepUaIbHBIMU, U MX KOJUYECTBO BBIPAKACTCS HENPEPBIBHOM XapaKTepUCTHKOW. TexHudeckue
CpezAcTBa U nepepabaThiBaeMble MaTepHUaibl YaCTO Ha3bIBAIOT TOBAPAMHU.

3 JlanHO€ ompenescHuEe TepMHUHA "MPOAYKIUA" UMEET OTIUYHS OT ONpPEACIICHUs, PUBEICHHOTO B
ISO 9000:2015.

3.16 3akymaemas mnpoaykmnus (purchased product): Ilpoaykius, mpemocTaBieHHas KaKOW-JTHOO
CTOPOHOM, HAXOIAIICHCS BHE CUCTEMbl MEHEIPKMEHTA Ka4eCTBa OpraHU3aIiu.

[Ipumeuanue - IlpenocraBieHue NPOIYKIUU HE BCETJa COMPOBOXKIACTCS KOMMEPUYECKUMHU WM
(hMHAHCOBBIMHU COTJIALIICHUSMH.

3.17 puck (risk): Couetanue BepOsITHOCTH MPUYMHEHHS Bpea U TSHKECTH STOTO Bpea.
[ISO 14971:2007, myHkt 2.16]

[Ipumeuanue - O1o onpeneneHue "pucka" orauvaercs ot onpeaeneHus, 1aasoro B ISO 9000:2015.

3.18 menemxMeHT pucka (risk management): CucreMaTuueckoe MpUMEHEHHE MOJIUTUKH, TPOIIETyp
Y TIPAKTUYECKUX METOJOB MEHE/KMEHTA JIJIsl PELICHUs 3a/1ay aHalin3a, OIICHUBAHMS, YIIPABICHUS U
MOHUTOPHHTA PUCKA.

[ISO 14971:2007, myHkT 2.22]

3.19 cucrema OapbepoB cTepwibHOCTH (sterile barrier system): MUHHUMaJbHBIH KOMILIECKC
TEXHUUYECKUX CPEJICTB, KOTOPBIA MPEMSITCTBYET MPOHUKHOBEHUIO MHKPOOPTAaHHU3MOB M TO3BOJISIET
00eCTIeunTh CTEPHUIIBHOCTh TPOAYKIIHH JI0 €€ HCIIOTh30BaHUS.

[ISO 11607-1:2006, nynxT 3.22]

3.20 crepunpHoe MemunumHCKOe wm3nenue (sterile medical device): MemaunuHckoe wu3aenHe,
COOTBETCTBYIOIIIEE TPEOOBAHUSM K CTEPHIILHOCTH.

[Mpumeuanue - TpeGoBaHHS K CTEPHIIBHOCTH MEAMIIMHCKUAX HM3ACTHA MOTYT OBITh YCTaHOBJICHBI
[IPUMEHUMBIMH PETYJIUPYIOIIUMU TPEOOBAaHUSIMU U CTaHIapPTaMH.

4. CucreMa MEHEIKMEHTA KAa4eCcTBa

4.1. O01me TpedGoBaHM

4.1.1 Opranuzanusi 10JbKHA JOKYMEHTUPOBATh CUCTEMY MEHEIKMEHTA KayeCcTBa M MOICPKUBATH
€e pe3yJbTaTHBHOCTh B COOTBETCTBUU C TPeOOBAHMSAMHU HACTOSIIETO CTaHIAPTAa M MPUMEHHUMBIMU
perynupyromumMu  TpeboBaHusiMu.  OpraHuzanusi  JOKHA  yCTaHABIWMBATb, BHEIPITH U
MOJ/IEP)KUBaTh JII000e TpeOoBaHUE, MPOLEAYPY, HEATEIHPHOCTh WM MEPOIPUSATHE, KOTOPHIC


tel:+78003020956
mailto:info@rtu24.ru
https://rtu24.ru/

P I v R, 8-800-30-20-956 & info@rtu24.ru @ rtu24.ru

JIOJKHBI OBITh JIOKYMEHTHPOBAHbI B COOTBETCTBMHM C TPEOOBAHUSAMHM HACTOSILIErO CTaHAApTa U
MPUMEHUMBIMH PETYIUPYIOIIUMHU TPEOOBAHUAMHU.

Opranuzanus JOJKHA JOKYMEHTalIbHO OQOPMUTH CBOIO(M) pOJb(M) B COOTBETCTBUM C
MPUMEHUMBIMH PETYJIUPYIOIIUMHU TPEOOBAHUAMHU.

[Ipumeuanue - Ponu, npuHsAThIe Ha ce0s opraHu3anued, MOTYT BKJIIOYaTh B ce0s posn
M3TOTOBUTEIS, YIIOJIHOMOYEHHOTO IPEJCTaBUTENSA, UMIIOPTEpa UM JUCTPUOBIOTOpA.

4.1.2 Opranuzanus J0JKHA!

a) OTpeNeNIATh MPOIECChl, HEOOXOIUMBIE JUTSI CUCTEMbI MEHEPKMEHTA KaueCTBa, U MX IPUMEHEHUE B
OpraHH3aIH C YYETOM poJieH, MPUHATHIX Ha ceOs;

b) MNPUMCHATH pI/ICK-OpHCHTI/IpOBaHHblﬁ noaxod K yHnpaBJICHUIO COOTBCTCTBYIOIIMMHU IMPOLHCCCaAMU,
H€O6XOILI/IMHMI/I JJIs1 CUCTEMBI MCHCIP)KMCHTA Ka4CCTBaA,

C) OIpEIENATh MOCIe0BATEILHOCTh U B3aUMOICHCTBHE ITHX MPOIECCOB.
4.1.3 [Ins kaxxaoro mpoliecca B CHCTEME MEHEI)KMEHTA KaueCTBA OpraHu3anus I0JHKHA:

a) ONpCACIIATh KPUTCPUHU U MCTOIBI, HGO6XO,Z[I/IMI>IC JIIsL obecrieueHust PE3YyJIbTAaTUBHOCTHU, KaK IIpH
OCYHICCTBJICHHUH, TAK U IIPU YIIPABJICHUU 3TUMU MTPOLICCCAMU,;

b) obecreunBaTh HamMyMe PECYpcoB M HHPOPMALUHU, HEOOXOMUMBIX ISl HOJAEPIKKU
(YHKIIMOHMPOBAHUS 1 MOHUTOPUHTA 3TUX MPOIECCOB;

C) OCYHICCTBJIATDH ﬂeﬁCTBHH, HeO6XO,Z[I/IMBIC AJI1 JOCTUIKCHUS 3allJIAaHUPOBAHHBIX PE3YJIbTATOB U
noaacpiKaHus pe3yJbTaTUBHOCTU 3TUX MTPOILIECCOB;

d) OCYHICCTBIATE MOHUTOPHUHI', UBMCPCHHUEC, €CIIN HCJ’ICCOO6p33HO, M aHaJIu3 3THUX IIPOLECCOB;

€) OmpenessaTh U MOJAECPKUBATh B pabOUeM COCTOSHUM 3alUCH IS JEMOHCTPAIMA COOTBETCTBUS
TpeOOBAHMAM HACTOSIIETO CTaHAapTa U IPUMEHUMBIM PETyJIUPYIONUM TpeOoBaHusM (4.2.5).

4.1.4 Opranuzanus J10JDKHA OCYIIECTBIIATh MEHEIKMEHT 3THX MPOIECCOB CUCTEMbI MEHEIKMEHTA
KauecTBa B COOTBETCTBUM C TPeOOBAaHMSIMH HACTOSIIETO CTaHAapTa W MPUMEHUMBIMHU
perynupyromumMu TpedoBanusiMi. I3MeHeHrs, BHOCUMBIE B 3TH MIPOLIECCHI, JOKHBI:

a) OLICHUBATHCA C TOYKU 3PCHUA BO3}1€I\/'ICTBI/I$I Ha CUCTEMY MCHC/DKMCHTA Ka4CCTBA,

6) OLICHUBATLCA C TOYKU 3PCHUA BO3JCHCTBUS Ha MEIUIIMHCKHUE HU3JCIINA, MIPOU3BOAUMBIC B paMKax
CHUCTEMBI MCHC/IP)KMCHTA Ka4u€CTBA,

B) KOHTPOJMPOBATHCS B COOTBETCTBUHU C TPEOOBAHUSAMM HACTOALIETO CTAaHAApPTa U MPUMEHUMBIMHU
peryIupyromuM1I TpeOOBaHUSAMH.

4.1.5 Ecnu opraHM3aunus pemiaer Inepeiarb Ha CTOPOHY BBIIOJHEHHME Kakoro-aubo mporiecca,
BIIMSIIOIIETO HAa COOTBETCTBHE MPOAYKLUHU TPEOOBAHMIM, OHA JOJDKHA OCYLIECTBISATH MOHUTOPUHT U
o0ecrieunBaTh CO CBOEW CTOPOHBI YIpaBlieHHWE TaKUMM Ipoueccamu. OpraHusanusi COXpaHseT
OTBETCTBEHHOCTh 32 COOTBETCTBME TAKOIO TIpolecca TpeOOBaHUSIM HACTOSILEro CTaHAapTa,
TpeOOBaHUAM NOTPEOUTENST U MPUMEHUMBIM PETYIUPYIOIIUM TPeOOBaHUAM. YTIpaBICHUE JOIKHO
ObITh MPOMOPLUOHATIBLHO PHUCKY, CBA3aHHOMY C BO3MOKHOCTBbIO BHEIIHEW CTOPOHBI OOECIEYUTh
COOTBETCTBUE TPeOOBAHUAM IYHKTa 7.4. YIIpaBieHHe JOKHO BKIIOYATh MMCbMEHHBIE COTJIAIIECHUS
10 KaYEeCTBY.
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4.1.6 Opranuzamus J0DKHA ~ JOKYMEHTHPOBATh  MPOLEAYPhl  BalMJAaMU  NPUMEHEHUS
KOMIIBIOTEPHOT'0 MPOTPAMMHOT0 00ECIIeUeHHsl, UCIOIb3yEeMOT0 B CHCTEME MEHEIKMEHTA KayecTBa.
[MpunokeHuss TaKOro MPOTPAMMHOIO OOECTeueHUss HEOOXOIMMO BaIWIMPOBAThH JIO Hadyala
MIPUMEHEHHUSI U, €CIIM Lielecoo0pa3Ho, MOocae BHECEHUsT U3MEHEHUI B MpOorpaMMHOE obecredeHue
WJIM €T0 PUMEHEHHE.

KOHKpGTHBIfI nmoaxoa "W BHUABI ACATCIBHOCTU II0 BaJIMAAIMU W peBAJIMAAINH IMMPOTrpaMMHOI0
oOecriedeHnsT JIOJDKHBI OBITh TPOTNOPIHOHAIBLHBI PUCKY, CBS3aHHOMY C TPUMEHEHHEM TaKOTO
MPOrPaMMHOTO obecrieueHusl. 3anucu 00 3TON AeATENBHOCTH JAOKHBI TIOIIEPKUBATHCS B paboueM
cocrosinu (4.2.5).

4.2. TpeOoBaHUSs K JOKYMEHTAIIUA

4.2.1 O0mme MoJI0KeHUA
JlokymeHTaIusi CUCTEMbI MEHEPKMEHTA KaduecTBa (4.2.4) noiKHa BKIIIOYATh:
a) TOKYMEHTaIbHO O(OPMIICHHBIE 3asIBJICHUS O TIOJUTHKE U LIEJIAX B 00JIACTH KauecTBa;
b) pyKOBOJCTBO MO KauecTBY;
C) IOKYMEHTHPOBAHHBIE MPOIIEIYPhI U 3aMKUCH, TpeOyeMble HACTOSIIIIUM CTaHIapTOM;

d) JOKyMeHTBHI, BKJIOYAs 3alCH, ONPEICICHHBIE OpraHU3alMe KaKk HEeOOXOAUMBIC s
obecrieueHus pe3yIbTaTUBHOTO MIIAHUPOBAHUS, OCYILIECTBICHHUSI IPOLIECCOB M YIIPABICHUS UMU;

€) Ipyrylo JOKYMEHTAIUIO, YCTAHOBJICHHYIO TPUMEHUMBIMU PETYIUPYIOIIMMU TPEOOBAaHUSIMHU.

4.2.2 PyKoBOJACTBO 110 KAY€CTBY
OpFaHI/ISaHI/Iﬂ JOJIDKHAa JOKYMCHTHUPOBATh PYKOBOACTBO I10 KAaUYE€CTBY, COACPKAIIECC:

a) 00J1acTh MPUMEHEHUSI CUCTEMbI MEHEKMEHTA KauecTBa, BKIItoUasi OJAPOOHOCTH U 0OOCHOBAaHHE
JOOBIX UCKITIOUCHUH W/WIJI HETIPUMEHCHHS;

0) TOKyMEHTHpPOBaHHBIC MPOIEIYPhI, pa3paOOTaHHBIC JJIsi CHCTEMbl MEHEI)KMEHTA KauecTBa, WU
CCBUIKY HA HUX;

B) OIMCAaHUE B3aMMOICHCTBUS mponecCcoB CUCTECMbI MCHCIPKMCHTA Ka4€CTBA.

PykoBoicTBO 1O KadecTBY JOJDKHO OMNPENENATh CTPYKTYpY HOOKYMEHTAIMH, HCIOJIb3yeMOH B
CUCTEME MEHE)KMEHTa KayecTBa.

4.2.3 ®ailj1 MeIUIIMHCKOT0 U31eJIUA

Jns Kaxaoro TuIla WIM CEMENCTBA MEIUMLMHCKUX M3JEIUK OpraHu3auus JO0JDKHA CO3/1aThb W
MOJ/IEPKUBATh B paboueM COCTOSHUU OJIMH WJIM HECKOJIBKO (DailyioB, COMEPIKAMUX TOKYMEHThI UITH
JAIOIIMX CCHUIKU Ha HUX, Ui TOATBEPKICHUSI COOTBETCTBUS TPEOOBAHUSM HACTOSIIETO CTaHIapTa
Y IPUMEHUMBIM PETYJIUPYIOIIUM TPEOOBAHUSIM.

Copepxanue (aiina(oB) T0MKHO BKJIIOYAThH IO MEHBIIEH Mepe:
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a) oOuiee omMcaHWe MEIUIMHCKOTO W3JAETHS, €ro IpeayCMOTPEHHOrO Ha3HAYeHUsS/IPUMEHEHUS,
MapKUPOBKH, BKIIIOUAsi JTFOObIE MHCTPYKIIMH 110 TPUMEHEHUIO;

b) cenudukanuy npoyKIuy;

C) crierugpUKaMK WM TPOoLeIypbl TPOU3BOJICTBA, YIAKOBKH, XpaHEHHs, 0OpallleHHsl C U3/AeIHeM, a
TaKXe AUCTpUOYyLIHH;

d) mpoueaypsl U3MEpPEeHUs] © MOHUTOPHHTA;
€) TpeOOBaHUS K MOHTAXYy, €CJIU IPUMEHUMO;

f) mponerypsl TEXHHUECKOTO 0OCITYKUBAHUS, €CIIA TPUMEHHMO.

4.2.4 YupasjeHue JOKyMeHTaAMHU

JIOKyMeHTaMH CHCTEMBbl MEHEPKMEHTa KauecTBa HEOOXOJUMO YNpaBJATh. 3aIUCH - OCOOBIH BUJ
JIOKYMEHTOB, U MU HaJI0 YIIPABJIATh COTJIACHO TpeOOBaHUIM, IPUBEACHHBIM B MMyHKTE 4.2.5.

Jist  ompeneneHuss HEOOXOMMMBIX — CPEACTB  YNpaBJICHHsS JIOJDKHA  OBITH  pa3paboraHa
JIOKYMEHTHUPOBaHHAs POLIeAypa, TPeAyCMaTPUBAIOIIAS:

a) aHaiu3 W oduUUaANbHOE 0J00peHHE JOKYMEHTOB C TOUYKM 3PEHHMS HX aJeKBATHOCTH JI0 UX
BBIITYCKA;

b) ananu3 u akTyanuzaluioo, MO0 Mepe HEOOXOAWMOCTH, U TMOBTOPHOE O(HUIMAIBLHOE O0I00peHHe
JIOKYMEHTOB;

c) obecrieyeHrne HACHTU(QHUKALIMN N3MEHEHUH 1 CTaTyca IIepecMoTpa TIOKYMEHTOB;
d) obecnieueHne HaJIMYMs COOTBETCTBYIOIUX BEPCUI IOKYMEHTOB B MECTaX UX MPUMEHEHHUS;
) o0ecrieyeHne COXpaHeHUs JOKYMEHTOB YETKUMHU U JIETKO UACHTUDHUIIPYEMBIMU;

f) oOecreueHne wuneHTU(HUKAIIMA JOKYMEHTOB BHEIIHETO IPOMCXOXKICHHUS, OIpPEACTICHHbBIX
OpraHmM3alieil Kak HeoOXOoJuMble s IUIAHUPOBAaHUS M (YHKIIMOHHUPOBAHUS  CHUCTEMBI
MEHEKMEHTa KaueCTBa, U YIPABJICHUE UX PACCHUIKOM;

g) IpefoTBpalleHue TOPYH UIIH TOTEPH JOKYMEHTOB;

h) npenoTBpaileHre HerpeIHaMEPEHHOTO UCIIOJIb30BaHUs YCTapEBIINX JTOKYMEHTOB U IPUMEHEHHE
COOTBETCTBYIOLIECH HIEHTU(UKALIUHN K HUM.

Opranuzanus q0pKHA 00ecIeunBaTh aHAIN3 U o(UIIaTbHOE 0/100peHNe H3MEHEHUH B JOKyMEHTaxX
1100 JOJDKHOCTHBIM JIMIIOM, OJ00PHBIIMM ITEPBOHAYAIBHBINA IOKYMEHT, JINOO APYTHM CHEIHAIBHO
HA3HAUYEHHBIM JOJDKHOCTHBIM JIMLIOM, HMMEIOIIUM JOCTyll K COOTBETCTBYIOIIEH HMCXOJHOMN
nH(pOpMaINY, HA OCHOBAaHUU KOTOPOH MPHUHUMAETCS pPEIICHHE.

Opranuzanust JOJKHA ONPENEsATh MEPUOJ] BPEMEHH, B TEUEHHUE KOTOPOTO CIEAYET XPaHUTh HE
MEHee OJIHOW KOMHUH yCTapeBIIMX JOKYMEHTOB. Ha 3TOT meproa noinKeH ObITh 00ecredeH TOCTyI K
JIOKyMEHTaM, B COOTBETCTBHH C KOTOPBIMHU MEIUITMHCKOE M3/EJINE OBLJI0O M3TOTOBJICHO W UCIBITAHO,
B T€UCHHUE, N0 KpaliHel Mepe, cpoka CITy>KObl H3eNus, ONpeeIEHHOTO OpraHu3allieil, HO He MEHee
Cpoka XxpaHeHus o000 wuToroBoil 3amucu (4.2.5) WM B COOTBETCTBUU C TNPUMEHUMBIMU
PEeryIupyrnMMu TpeOOBaHUSIMH.
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4.2.5 YupasJjieHue 3anucaMu

3anucu JOKHBI TOAJIEPKUBATHCA B PadOuYeM COCTOSHUM JUIsl MPEAOCTABICHUS CBUICTEIHCTB
COOTBETCTBHUSI TPEOOBAaHUSM U PE3yJBTATUBHOTO (PYHKIIMOHUPOBAHUS CUCTEMBI MEHEIKMEHTa
kauectBa. OpraHuzanus [0JDKHA JIOKyMEHTUPOBAaTh IMPOLEAYpPhl [UId ONPENEIICHUs CpPEJICTB
yOpaBlieHUsl, HEOOXOAUWMBIX i1 WIACHTU(PHUKAIIMM, XpaHEHHUs, Oe30MacHOCTH U IIeIOCTHOCTH,
BOCCTaHOBJICHUSI, BKJIIOYAs! ONPEACIICHUS] CPOKOB XpPaHEHUS!, U TIOPSJIKA U3bITHUS 3aIHCEH.

Opranu3anus 10JHKHA OTPEICITUTh U BHEAPUTH METOJIbI 3aIIUTHl KOHPHUICHIIMATHLHONH HH(POpMALIUN
0 370pOBbE, COAEpIKAIEHCS B 3amMUCSAX, B COOTBETCTBHH C MPUMEHUMBIMU PETYIHPYIOIIHMH
TpeOOBAHUSIMHU.

3anmucu JOJDKHBI OCTaBaThCs YETKUMH, JIETKO HIACHTU(GUUIUPYEMBIMH W BOCCTaHABIMBACMBIMU.
W3MeHeHus B 3aUCSIX JIOJKHBI OBITh UACHTH(QHUIIUPYEMBIMH.

Opranu3anus J0JKHA XpaHUTb 3allMCH B TEYEHUE, 110 KpaiiHel Mepe, CpoKa CIIy>KObl METUIIMHCKOTO
U3JeIus, OIPEIEICHHOIO OpraHu3alkell, HO He MEHee JIBYX JIET ¢ MOMEHTA BBIITYCKa MEAUIUHCKOIO
W3JIeHs OpraHu3alyel Wik B COOTBETCTBUU C IPUMEHUMBIMU PETYIUPYIOLIIUMH TPEOOBAHUSIMHU.

5. OTBeTCTBEHHOCTh PYKOBOACTBA

5.1 O0s13aTebCTBA PYKOBO/JCTBA

Bricmee PYKOBOJACTBO opranusanuvu JOJIKHO npeaoCTaBIATH CBHACTCIIBCTBA CBOCH
IIPUBEPIKCHHOCTH pa3pa60TKe U BHCAPCHUIO CHUCTEMBI MCHCIXKMCHTa Kad€CTBa, a TaKXKeE
NOAACPIKAHUTIO €€ PE3YJIbTATUBHOCTU IMOCPCACTBOM!

a) JIOBENIEHUS JIO0 CBEIEHUS OPTaHW3allM¥ Ba)XHOCTU BBIMIOJHEHHUS TPEOOBaHUN MOTpeOuTeNs, a
TaKXKE MPUMEHUMBIX PEryJIUPYIOLUINX TpeOOBaHMIA;

b) pa3paboTKu MOJUTHKHU B 00JIaCTH Ka4eCTBa;
¢) obecrieueHus pa3paboOTKH 1enel B 00JacTH KauecTBa;
d) mpoBeaeHUs aHAIKM3a CO CTOPOHBI PYKOBO/ICTBA;

) o0ecriedeHnss HEOOXOIUMBIMU PECYPCaMHU.

5.2. OpueHTanus HA NOTPeOUTENS

Briciiee pykoBOJACTBO JOMKHO oOOECHeuMBaTh ONpEAENieHUE U BBINOJHEHHE TpeOOBaHMM
NOTpeOUTENS U IPUMEHUMBIX PETYIUPYIOIINUX TPeOOBAHUH.

5.3. IloiuTHKA B 00)1aCTH KA4eCTBA
BBICIJ_Iee py'KOBOI[CTBO JOJI2DKHO O6€CH€“IHB&TB, I'ITO6BI IIOJIUTHKA B O6J'IaCTI/I KadyecCTBa.
a) COOTBETCTBOBAJIA CTPATETUYECKUM HAMEPEHUSIM OpTraHU3aIIHH;

b) BriIrOYanma 00sS3aTEIBCTBO COOTBETCTBOBATH TPEOOBAHMSIM CHCTEMBI MEHE/PKMEHTA KadecTBa H
HO)I)Iep)KI/IBaTB cc pGSYJ'IBTaTI/IBHOCTI:;
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¢) obecrnieunBaia OCHOBBI JJIs IOCTAHOBKH M aHAJIM3a I1eJIel B 00JIaCTH KauecTBa,
d) OpuTa MOBEIEHa 10 CBEACHHUS ITepCOHANa OpraHU3aIliy U MOHSATHA EMY;

€) aHAJIM3UPOBAJIACH HA MTOCTOSTHHYIO TPUTOHOCTD.
5.4. IlnanupoBanue

5.4.1 llesu B o0/1acTH KayecTBA

Briciiee pykoBOACTBO OpraHM3allud JOJDKHO OO0ecreyuTh, yTOoOBl e B 00JacTH KayecTBa,
BKJIIOYAsl T€, KOTOPbIe HEOOXOAMMBI JIISl BHIOJHEHUS IPUMEHUMBIX PETYIUPYIOIUX TPeOOBAHUN U
TpeOOBaHMIT K WPOAYKIHMH, OBUTM YCTAaHOBIEHBI JUII COOTBETCTBYIOMIMX (YHKIMH W Ha
COOTBETCTBYIOIIMX YPOBHSIX BHYTpU oOpranu3zauud. llenm B oOnacTu KadyecTBa JOJKHBI ObITh
W3MEPUMBIMU U COTJIACOBAHHBIMU C TIOJTUTHKOM B 00JIACTH KauyecTBa.

5.4.2 IlnaHupoBaHUE CUCTEMBI MEHEIKMEHTA Ka4eCTBA
Bricmiee pykoBOACTBO JOKHO 00ECIIEUNBATH:

a) IIJIaHUPOBAHUE CUCTEMBI MCHCIPKMEHTA Ka4€CTBa IJI BBIITOJTHCHUA TpC6OBaHHfI, IMPUBCJACHHELIX B
ITYHKTC 41, a TakKe JJI9 JOCTHKEHUS 1elIei B obmactu KadyCCTBa,

b) coxpaHeHHe 1EeJTOCTHOCTH CUCTEMbI MEHEKMEHTA KauecTBa MPH IJIAHWPOBAHWU U BHEJAPEHUU B
Hee U3MEHEHUN.

5.5. OTBeTCTBEHHOCTD, NOJTHOMOYHS M 00MeH MH(poOpMaLHeH

5.5.1 OTBEeTCTBEHHOCTH M MMOJTHOMOYMS

Bricmee PYKOBOJACTBO JOJIKHO O6€CHC‘{I/ITB, YTOOBl OTBETCTBEHHOCTh M IOJHOMOYHSA OBUIH
OIPCACIICHbI, JOKYMCHTHPOBAHLI U TOBCACHBI 1O CBCACHUS ICPCOHAJIA OpTaHHU3all1H.

Bricmee PYKOBOACTBO JOJIKHO JOKYMCHTHUPOBATH BSaHMOHCﬁCTBHC IepCoHalla, PyYKOBOIALICTO,
BBIIIOJIHAKOIICIO U BepH(bHquonmero pa60Ty o 00eCIeCYCHUIO KadyeCTBa, H o0ecrieunBaTh
IIOJIHOMOYHMS U HE3aBUCHUMOCTD, H€O6XOIII/IMI)I€ JJI BBIIIOJIHCHUS OTUX 3a1a4.

5.5.2 llpeacraBuTe/ib pYKOBOACTBA

Briciiee pykoBOACTBO MOMKHO HAa3HAUYWUTh MPEICTaBUTENS M3 COCTaBa PYKOBOJACTBA, KOTOPBIN
HE3aBHCHUMO OT Jpyrux oOs3aHHOCTEH 007ajaeT OTBETCTBEHHOCTHIO U IMOJHOMOYHSIMH,
BKJIFOYAIOIUMHU:

a) oOecreyeHHe TOro, YTOObI MPOLECChl, HEOOXOAMMBIE AJISI CUCTEMbl MEHEIKMEHTa KadyecTBa,
ObUTN JIOKyMEHTHPOBAHBI;

b) mpencTaBieHHe OTYETOB BBHICIIEMY PYKOBOJICTBY O PE3yJIbTAaTUBHOCTH CHUCTEMbl MEHEI)KMEHTa
KauecTBa U HeoOXoauMocTu ynydineHus (8.5);
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c) obecrnedyeHHe pacIpOCTPAHCHHs] TOHMMAHHUS MPUMEHUMBIX PETYIUPYIOMKUX TPeOOBaHUM W
TpeOOBaHUI CHCTEMbI MEHE/DKMEHTA Ka4eCTBa B paMKaX BCEH OpraHH3aIlky.

5.5.3 Buyrpennuii o0MeH nH(popManuen

Briciiee pyKoOBOJACTBO JOJDKHO OOecreurMBaTh pa3paboOTKy B OpraHHM3allMd COOTBETCTBYIOIIUX
mporeccoB oOMeHa HH(poOpManued, B TOM 4YHCIE€ IO BONPOCAaM pPE3yIbTaTUBHOCTH CHCTEMBI
MEHEDKMEHTa KauecTBa.

5.6. AHaJIM3 CO CTOPOHBI PYKOBOJACTBA

5.6.1 O01mue moJ10KeHUus

Opranuzanus AODKHA JOKYMEHTHPOBATh MPOLEAYphl JUIS aHAIW3a CO CTOPOHBI PYKOBOJCTBA.
Briciiee pykoBOACTBO JOJDKHO —aHAJIM3UPOBATh YEpe3 JTOKYMEHTAJIbHO 3allJlaHUPOBAHHBIC
WHTEPBAJIbI CUCTEMY MEHEIPKMEHTA Ka4eCTBa OPraHU3allMy C LETbI0 00eCIeUeHUsl €€ MOCTOSTHHOM
MPUTOAHOCTH, aJCKBATHOCTH M  PE3yJbTaTUBHOCTU. AHAIU3 JODKEH BKJIIOYATh OILICHKY
BO3MOXKHOCTEH YIy4IlIeHHs U HEOOXOIUMOCTH BHECEHUS W3MEHEHUH B CHCTEMY MEHEIKMEHTa
KauecTBa OpraHu3alyy, B TOM YHCIIE B MTOJIMTHKE U LEJISIX B 00JIaCTH KauecTBa.

3anucu aHaIM3a O CTOPOHBI PYKOBOJCTBA JIOJIKHBI MOAIEPKUBATHCS B paboueM cocTosiHuH (4.2.5).

5.6.2 Bxoauble TaHHBIE JIS AaHAJIHU3A

Bxonnele paHHBlE IS aHaAlM3a CO CTOPOHBI PYKOBOJACTBA JOJDKHBI BKIIOYAaTh, HO HE
OTPAaHUYUBATHCS ITUM, CICAYIONIYI0 HHPOPMAITUIO, TTOTYUYEHHYIO 13!

a) oOpaTHOM CBSI3H;

b) oOpatenust ¢ npeTeH3uei;

C) OTYETHOCTHU B PETYJIUPYIOIINE OPTaHBbI;

d) ayauTos;

€) MOHUTOPUHTA U U3MEPEHHSI POIIECCOB;

f) MOHUTOpPHHTA ¥ U3MEPEHUS POTYKIIUH;

£) KOPPEKTUPYIOLIETO AeHCTBUS;

h) mpenynpexaaromiero qecTBus;

1) MOCTIe MY FOIINX JCWCTBUH, BRITEKAIOINX U3 PEABLAYIINX aHAIN30B CO CTOPOHBI PYKOBOJICTBA;
J) I3MEHEHUH, KOTOPbIe MOTJIM OBI MMOBIUATH HA CUCTEMY MEHE/DKMEHTa KauecTBa,
k) pexomeHganuii Mo yJIy4dIieHHUIO;

1) HOBBIX MJIH TIEPECMOTPEHHBIX MPUMEHUMBIX PETYIUPYIOMINX TPEOOBAHUHA.

5.6.3 BuixoaHble JaHHBIE TJIA aHAJIHU3A


tel:+78003020956
mailto:info@rtu24.ru
https://rtu24.ru/

P I v R, 8-800-30-20-956 & info@rtu24.ru @ rtu24.ru

Boixoanble qaHHBIE U aHaiW3a CO CTOPOHBI PYKOBOJICTBA JOJKHBI OBITh 3aperuCTPUPOBAHBI
(4.2.5) m BKIOUYaTh MPOAHATM3UPOBAHHBIC BXOAHBIC HAHHBIE U JIOObIE PEIICHUS U JCHCTBUA,
OTHOCSIIIHUECH K:

a) YIyUlICHHAM, HCO6XOI[I/IMLIM JJIA noAACPIKAHUA IMPUTrOJHOCTH, aICKBATHOCTH u
PE3YIbTATUBHOCTHU CUCTCMbI MCHCIIPDKMCHTA KaYCCTBA U €€ IPOIICCCOB;

b) ynydieHuto mpoayKIIUU COTIACHO TPEOOBAHUSAM MOTPEOUTENCH;

C) HU3MCHCHUAM, HCO6XOI[I/IMLIM I pearupoBaHuss Ha HOBBIC WJIM NECPCCMOTPCHHBIC MMPUMCHUMBIC
perynupyrornie TpeOoBaHus;

d) motpebHOCTH B pecypcax.
6. MeHe’KMEHT pecypcoB

6.1. O0ecnieueHue pecypcamu
Opl" aHu3alus JOJDKHA OIPCACIIATE U o0ecreynBaTh PECYPCHI, HCOGXOI{I/IMBIC JJIAC
a) BHCAPCHUA CUCTEMbI MCHCIPKMCHTA KQY€CTBA U MMOAACP)KAHUSA €€ PE3YJIBTATUBHOCTH,

b) cooTBETCTBUS MPUMEHUMBIM PETYIUPYIOIINUM TpeOOBaHUAM U TPeOOBAHUAM MOTPEOUTEINS.

6.2. YenoBeueckue pecypchbl

[lepconas, oCyIIECTBISIIOMINNA 1€ATEIbHOCTD, BIMSIOUIYIO HA Ka4eCTBO MPOIYKIUH, JOKEH OBITh
KOMIIETEHTHBIM B COOTBETCTBUM C IIOJYYEHHbIM OOpa30BaHUEM, IOATOTOBKOH, HaBBIKAMU MU
OIIBITOM.

Opranuzanusi J0DKHA JIOKYMEHTHPOBATh Tmporiecc(bl), OMpeAeNsionuii(e) KOMIETEHTHOCTh
NepcoHaa, mpoBeeHne ooyueHus, odecrnedeHrne "HHOPMUPOBAHHOCTH MEPCOHAA.

Opranuzanus J0JKHa:

a) OIPCACIATh HGO6XOI[I/IMyIO KOMIIECTCHTHOCTh II€PCOHANIA, OCYHICCTBIAOMICTO ACATCIILHOCTD,
BJIMAIOIIYIO HAa KAaUCCTBO IMPOAYKIIUHA

b) obecrieunBaTh MOATOTOBKY MWJIM NOPCANPUHHUMATL AOPYIUc JEUCTBUSA IS JTOCTHMIKCHMS WIIH
noaacpKaHus H€06XOIIHMOﬁ KOMIICTCHTHOCTH,

C) OLICHUBATL PE3YJIbTATUBHOCTD IIPUHATBIX MEP;

d) oOecrieunBaTh OCBEAOMJIEHHOCTH CBOETO TMEpPCOHAIa OO0 AaKTyaJlbHOCTH W BaXXHOCTH €r0
JIeITEIbHOCTU U BKJIAJIC B JOCTIDKEHUE 1IeJIel B 00JIACTH KayeCTBa;

€) TO/IJICP)KUBATh B paboueM COCTOSITHHHM COOTBETCTBYIOIIHME 3amucH 00 00pa30oBaHMHM, MOATOTOBKE,
HaBbIKax U ombITe (4.2.5).

[Mpumedanue - MeTomoNOTHs, HCMONB3yeMasi Ul TPOBEPKH PE3YJIbTaTHBHOCTH, IOJDKHA OBITH
IIPONIOPLIMOHAJIBHA PHUCKY, CBA3AHHOMY C JEATEIBHOCTBIO, B OTHOIIEHWU KOTOPOM IPOBENEHO
o0y4yeHHe WK UHbIE IeHCTBUS.
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6.3. UudpacTpykrypa

Opranuzanus JODKHA JTOKYMEHTHPOBATh TpeOOBaHUA K HHQPPACTPYKType, HEOOXOTUMOW s
JOCTIDKEHHSI COOTBETCTBUSI TPeOOBAHUSAM K MPOAYKLIHH, TMPEIOTBPAIICHHUS MEpenyThIBaHUs
MPOAYKIIMH M O0ECTIICUCHHS Ha/IIeXKAIIero oOpalieHus ¢ Heil.

HNudpacTpykTypa MOXKET BKIIOYATh, €CIIU I[EI1eC000pa3Ho:

a) 371aHus, pabodee MPOCTPAHCTBO U CBSI3aHHBIE C HUM CHCTEMbI HH)KEHEPHOTO 00eCIeUeHUs;
b) o6opynoBanue, BKIItOYask TEXHUIECKUE U TPOTPAMMHEBIC CPEJ/ICTBA;

C) BCIIOMOTATENbHBIC YCIIYTH (HAlPUMEp, TPAHCTIOPT, CBSI3b HIIM HHPOPMAIMOHHBIC CHCTEMBI).

OpraHmaupm JOJDKHa JOKYMCHTUPOBATH TpC6OBaHI/I$I K JCATCIbHOCTH II0 TCXHUUYCCKOMY
06CJ'Iy}KI/IBaHI/IIO, B TOM YHMCJIC MHTCPBAJIbl BBLIIIOJHCHUS pa60T IO TCXHUYCCKOMY 06CJ'Iy}KI/IBaHI/II-O,
€CJIM OTH HCﬁCTBHH HJIN UX OTCYTCTBHUEC MOTYT IIOBJIMATH Ha KAYC€CTBO NPOAYKIHUH.

Ecnu nenecoobpazno, TpebGoBaHUs JOKHBI MPUMEHSTHCS K 00OPYIOBAHMIO, MCIOJIB3YEMOMY B
MIPOU3BOJICTBE, AJI YIPaBICHUSI POU3BOACTBEHHOMN Cpeioi, MOHUTOPUHTA U U3MEPEHHUSL.

3anmycu Takoro TEXHHYSCKOIO O6CJ'Iy>KI/IBaHI/I$I JOJIKHBI TTOAACPKUBATBCA B pa6oqu COCTOSIHHUH

(4.2.5).
6.4. IIpouzBoacTBeHHAs cpela M KOHTPOJIb 3arPA3HECHUA

6.4.1 IlpousBoacTBeHHas cpeaa

Opraauzanusi JoJDKHA JIOKYMEHTHPOBATh TPEOOBaHUS K MPOW3BOJACTBEHHOW cpeje, He0OXO0aMMOn
JUTS TOCTUKECHHSI COOTBETCTBUS TPEOOBAHUAM K TIPOAYKIIHH.

Ecmu ycinoBuss NpOU3BOACTBEHHOM Cpelbl MOTYT OKa3aTh HEraTMBHOE BIIMSHHE HAa KadeCTBO
MPOAYKIUH, OpraHu3alus J0JDKHA JOKYMEHTHPOBaTh TpeOOBaHUs K MPOU3BOACTBEHHON cpesie U
MpOLEAYPHI VISl MOHUTOPUHTA U YIIPABJICHUS IIPOU3BOJACTBEHHOM CPEIOM.

Opranu3zanusi 10JDKHA:

a) pa3paboTaTh JOKYMEHTHUPOBAaHHbIE TPeOOBAaHUS K COCTOSHUIO 37J0POBbS, YUCTOTE U OMACKIE
MepPCOHANa, €CIM KOHTaKT MEXJy IMEepPCOHAJIOM U MPOIYKIMEH WM TPOU3BOJICTBEHHOW Cpenoit
MOXKET OKa3aTh BIMSIHHE Ha 0€30MacCHOCTh METUIIMHCKOTO H3JeNus WIH ero (hyHKIMOHAIIbHBIE
XapaKTEPUCTHUKY;

b) oOecneuntb, 4YTOOBI BECh NEPCOHAN, BPEMEHHO pPa0OTAIOMMKA B OCOOBIX YCIOBHUSX
MPOU3BOJICTBEHHON  Cpeabl, OBUT KOMIIETEHTHBIM WJIM HaXOAWJICS TOJA  HaOIIOJCHHEM
KOMITETEHTHOT O JIMIIA.

[Ipumedanue - JlononaurensHyto nHpopmaruio MmoxxkHo HaiiTi B ISO 14644 u ISO 14698.

6.4.2 Koutpoub 3arpsi3HeHuUs

Ecnu nenecooOpasHo, opranu3anus JOHKHA MJIAHUPOBATh U JOKYMEHTHPOBATh MEPHI JUIsl KOHTPOJIS
3arpsA3HEHHOM MM MOTEHIMAJIbHO 3arpsA3HEHHOW MPOAYKLUHMH C LENbl0 MPeAOoTBpalleHUs
3arpsi3HEHUs IPOU3BOACTBEHHOM CpEbl, IEPCOHANIA WIIA TPOLYKIIUH.
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Jis cTepuIbHBIX MEIUIMHCKUX M3AETUN OpraHu3anus JODKHA JOKYMEHTHpPOBATh TpeOOBaHHUS K
YOPaBIEHUIO 3arpsi3HEHHEM MHKPOOPTaHM3MaMH WM TBEPAbIMH YacTHIIAMHM U TOAJIEP>KUBATH
TpeOyeMyIo YHCTOTY B MPOIECCaX COOPKHU U YITAKOBKH.

7. Ilpouecchl ;KU3HEHHOI'0 LUKJIA MPOAYKIMH

7.1. Il1anupoBaHue MPOLECCOB )KU3HEHHOI0 HUKJIA NPOAYKIMHA

Opranuzanus JOHKHA TUTAHUPOBATh U pa3padaThiBaTh MPOIECCHl, HEOOXOAUMEBIE NI 0O0ecTieueHus
JKA3HEHHOTO IMKJIAa NOpoayKiuu. llmanupoBaHue mnpOIECCOB >XKU3HEHHOIO LHKJIA MPOLYKIIHHU
JOJDKHO OBITH COTJIACOBAaHO C TpeOOBaHUSMH K JPYTMM IIpOIeccCaM CHCTEMBbl MEHEKMEHTa
KavecTBa.

Opraauzanusi J0JDKHA JOKYMEHTHPOBATh OJIMH WIM 0oJjiee MPOIECCOB MEHEIKMEHTa PHCKa B
Mpolieccax KU3HEHHOTO KA MPOIYKIUH.

3anucu Mo MEHEHKMEHTY PUCKa JIOJKHBI TTOIIEPKUBATHCS B pabodeM cocTosiHuM (4.2.5).

IIpu maHMpOBaHUM IIPOLIECCOB KU3HEHHOI'O LUKJIA MPOAYKIUU OpraHu3alus JOJKHA YCTaHOBUTD,
€CJIH 11eJ1IeCO00Pa3HO:;

a) Ociu B 00J1acTH KayecTBa U Tpe6OBaHI/I$I K OIpOAYKIIUHA;

b) moTpeOHOCTE B pa3zpaboTKe MpoIeccoB, JOKYMEeHTOB (4.2.4), a Takke B o0ecreueHnn pecypcamMmu
JUTsl KOHKPETHOH MPOYKIIMU, BKJIFOYAsk HHPPACTPYKTYPY M MPOU3BOACTBEHHYIO CPEY;

C) HEOOXOJMMYIO JAESITEIbHOCTh M0 BepU(UKAIUU, BAIUIALUN, MOHUTOPUHTY, KOHTPOIIO U
UCHBITAaHUAM, 00pa0OTKe, XpaHEHMIO, PACHPEAEICHUI0O U IPOCIEKUBAEMOCTH KOHKPETHOU
MPOAYKIIMY BMECTE C KPUTEPUAMU IPUEMKH IIPOLYKLIHH;

d) 3anucu, HeoOXoqUMBbIe JUIsl 00ecCTIeueH s CBUJIETENIBCTBA TOTO, YTO MPOLECCHI JKU3HEHHOIO IIUKIIa
MPOAYKIUHU U TOTOBasI MPOIYKIIHsI COOTBETCTBYIOT TpeOoBaHusM (4.2.5).

Pe3ynpTarhl 3TOro miIaHUPOBAHUS JIOJKHBI OBITH TOKYMEHTUPOBaHBI B ()OpME, COOTBETCTBYIOIIEH
MIPAaKTUKE OpraHU3alyH.

[Ipumeuanue - JlononHuTENbHYIO HHPOpMaLIMIO MOKHO HaiiTu B SO 14971.
7.2. IIpoueccel, CBA3aHHBIE ¢ MOTPEOUTEIAMHU

7.2.1 Onpenesienne TpeOOBAHNI, OTHOCAIIUXCH K MPOAYKINH
Opranu3anust 10JKHA OTIPEICTUTh:
a) Tpe6OBaHI/I${ HOTpe6I/ITeJIH, BKJIO4Yas Tpe6OBaHI/I$I K IIOCTAaBKC U ACATCIBHOCTHU I1IOCJIC IIOCTAaBKH,

b) TpeGoBaHus, HE oOmpeneIECHHBIE MOTpeOUTENeM, HO HEOOXOIMMBIC ISl KOHKPETHOTO WIIU
MPE/I0IaracMoro UCIOIb30BaHUS, KOTa OHO M3BECTHO;

C) MPUMEHHUMBIC PETYIUPYIOIINE TPEOOBAHMS, OTHOCSIIUECS K MTPOTYKIIHH;

d) moboe oOyueHue mnosib3oBaTeNnei, HeoOXoauMoe Il o0ecTiedeHNs 3aaHHBIX (DYHKIIMOHAIBHBIX
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XapaKTCpUCTUK U 0e301macHOCTH IMPUMEHCHUSA MEIUITUHCKOI'O U3ACIINUA;

€) J1100bIe JONOTHUTEIbHBIC TPEOOBAHNUS, ONIPEICTICHHBIC OpraHU3alueH.

7.2.2 AHayqu3 TpeOOBAHUI, OTHOCAIIUXCH K MPOAYKIIMH

Opranuzanusi J0KHA aHATM3UPOBATH TPEOOBAHMS, OTHOCSIIMECS K MPOAYKIHMH. DTOT aHAIIU3
JOJDKEH TIPOBOJIUTHCS JI0 TPHHATHS OpraHu3aieil o0s3aTeNbcTBa TOCTABIATH MPOIYKITHIO
MOTPEOUTENIO (HAPUMEp, y4acTus B TEHIEPax, MPUHATHS KOHTPAKTOB WJIM 3aKa30B, MPUHATHS
W3MEHEHUN K KOHTPAKTaM WJIM 3aKa3aM) U JJOJKEH 00eCIeunBaTh:

a) oIpeieNIeHue U JOKyMEHTUPOBaHHE TPeOOBaHUI K MPOIYKIIUU;

b) cormacoBanme TpeOOBaHWI KOHTpAaKTa WM  3aKa3a, OTJIMYAIONIUXCS OT  paHee
c(OpPMyYITHPOBAHHBIX;

C) BBIIIOJIHEHUE PUMEHUMBIX PEryJIUPYIOLUINX TPeOOBaHMUI;

d) mo6oe oOydeHue A MOJb30BaTeiei B COOTBETCTBUM C IyYHKTOM 7.2.1, ero JAOCTYMHOCTb WITU
IJIaHUPOBAHUE 00ECTIEUEHMSI TIOCTYITHOCTH;

e) CIIOCOOHOCTE OpraHru3ali COOTBCTCTBOBATb OIIPCACIICHHBIM Tpe6OBaHI/I$IM.

3anucu pe3ysbTaTOB aHAIW3a W IMOCICAYIOMUX JACHCTBHM, BBITEKAIONUX W3 aHAIN3a, JOJKHBI
MOIEP)KUBATLCS B paboueM cocTostHuU (4.2.5).

Eciu nortpeburens He mNpeacTaBusl JOKYMEHTHPOBAHHBIX TpeOOBaHMM, OpraHu3alus [JOJDKHA
MOJATBEPAUTh UX Y MOTPEOUTENS 10 MPUHATUSA K UCTIOTHEHHUIO.

Eciu TpebGoBaHmMsi K TPOMYKIIMU WM3MEHEHBI, OpraHW3aius JOJDKHA O00eCleYuTh, YTOOBI
COOTBETCTBYIOIIME JOKYMEHTHI OBUIM WCIPABJICHBL, a COOTBETCTBYIOIIWN TII€pCOHAN  ObLI
nporH(pOpMHUPOBaH 00 U3MEHHUBIIUXCS TPEOOBAHUSAX.

7.2.3 CBs3b ¢ NOTPEOUTEISAMH

Opranuzanus JO/DKHA IJIAHUPOBAaTh M JIOKYMEHTHPOBATb MEpbl IO MOJAJAEP)KAHUIO CBSI3U C
MOTPEOUTENAMU, KacaroIIHeCs:

a) nHGOpPMAaLIUU O IPOIYKIIIH;

b) npoxoxaeHus 3ampoCcoB, KOHTPAKTA WM 3aKa3a, BKIIOUas U3MEHEHUS,
c) oOpaTHOM CBSI3U C MOTpeOuTENEeM, BKIIOYast IPETEH3UN NOTpeOUTENeH;
d) MOSICHUTENBEHBIX YBEIOMIICHH.

Opranuzanusi J0JDKHA TOJCPKUBATh CBSI3b C PETYJHPYIONIMMU OpraHaMd B COOTBETCTBUH C
MIPUMEHUMBIMU PETYIUPYIOLIUMHI TPEOOBAHUSAMHU.

7.3. IlIpoexkTupoBanue u pa3padorka

7.3.1 O01Me mo10KeHu
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Opranu3zanus J0HKHA JOKYMEHTHUPOBATh MPOLEAY Pl IPOSKTUPOBAHUS U pa3pabOTKU.

7.3.2 [lnaHupoBaHue NPOCKTUPOBAHUS U Pa3padoOTKHU

Opranu3anus A0JDKHA IUIAHUPOBATh M YNPABJIATh MPOEKTUPOBAHMEM M Pa3pabOTKON MPOTYKIHH.
Ecnu nenecoobpasHo, JOKyMEHTAIUs MO TUIAHUPOBAHUIO MPOEKTUPOBAHUSA M pa3pabOTKU JTOJHKHA
MOJICPKUBATHCS M OOHOBIIATHCS IOXO/Ly MPOEKTUPOBAHUS U Pa3pabOTKH.

B xoze miianupoBaHus IPOEKTUPOBAHMS U pa3pabOTKHU OpraHU3aLus J0JKHA JOKYMEHTUPOBATh:
a) CTaJIuU NTPOCKTUPOBAHUS U Pa3pabOTKH,
b) ananu3(s1), He0OXOAUMBIEC Ha KAXKIOH CTAIMU IPOSKTHPOBAHUS U pPa3pabOTKH;

C) AEATENILHOCTh 10 Bepu(UKALMK, BAIUAALUHN U IepeJade MPOeKTa, eclid 3TO LeIeco00pa3Ho A
KaX/I0M CTaJIuu MPOEKTUPOBAHUS U Pa3pabOTKH;

d) OTBETCTBEHHOCTD U MOJTHOMOYHS B 00JIACTH MTPOCKTHUPOBAHKS U Pa3pabOTKH;

€) METOJIbI 00ECTICUeHHUS TTPOCIICKUBAEMOCTH BBIXOHBIX JaHHBIX MPOCKTHPOBAHUS U Pa3pabOTKH K
BXOJTHBIM JTAaHHBIM;

f) HeoOXoMMBIE pecypchl, BKITIOYas TPeOyeMyto KOMIIETEHTHOCTh MIepCOHAIA.

7.3.3 BxoaHble JaHHbIE IPOEKTHPOBAHUS U Pa3padoTKu

BXOI[HI)IG JAaHHBIC, OTHOCAIIUECA K Tpe6OBaHI/I$[M K MpOAYKIHH, AOJIZKHBI 6I)ITI> OIIPCACIICHbI, a
3aMuCH JO0DKHBI TTOIEP)KUBATHCS B paboueM cocTostHuu (4.2.5).

BXOI[HBIC JaHHBIC JOJDKHBI BKIIIOYATh:

a) (yHKIMOHAJIbHBIE, 3KCIUTyaTallUOHHbIE TpeOoBaHMsA, TpeOOBaHMs yA0OCTBa MOJb30BAHUSA U
0€301acHOCTH B COOTBETCTBHH C TMPEAHA3HAYEHHBIM IPUMEHEHUEM;

b) npumMeHuMBIE perynupyrolue TpeOOBaHus U CTaHIaPThI;

C) MPUMEHHUMbIE BBIXOJIHBIC IAHHBIC IO MEHEPKMEHTY PUCKA;

d) Tam, rae »To nenecooOpa3Ho, HHGOPMAIIKIO, B3ATYIO U3 MPEABIAYIINX aHAIOTUYHBIX TIPOEKTOB;
€) npyrue TpeOoBaHMs, BAXKHBIC IS MPOSKTUPOBAHUS U Pa3paOOTKH MPOIYKIIMU UITH TIPOLIECCOB.
BxonHble naHHBIC JOKHBI OBITH MPOAHATU3UPOBAHBI HA aJIEKBATHOCTh U OPUITHATIEHO OJJOOPEHBI.

Tpe6OBaHI/I${ JOJIXKHBI OBITH IMOJIHBIMH, HEABYCMBICIICHHBIMHU, IMPUTOJHBIMU I BepI/I(l)I/IKaI_II/II/I N
BaJlnallu 1 HCIIPOTUBOPCUYUBBIMU.

[Ipumeuanue - JlononHurtenbHyo nHGopmanuio MoxHo HaiiTh B IEC 62366-1.

7.3.4 BbIxoaHbI€ JaHHbIE IPOCKTUPOBAHUSA U Pa3padOTKHU
BBIXOI[HBIe JAaHHBIC IIPOCKTUPOBAHUSA U pa3pa60T1<H JOJIDKHBI:
a) COOTBETCTBOBATh BXOHBIM JIaHHBIM IIPOCKTUPOBAHUS U pa3pabOTKU;

b) obecneunBaTh COOTBETCTBYIOLIEH HH(pOpMaLUEl B OTHOIIEHUM 3aKyNOK, HPOM3BOJCTBA U
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o0cy>KUBaHUS;
C) cozlep KaTh KPUTEPUN ITPUEMKH MPOAYKLNHN I CCBUIKUA Ha HUX;

d) ompenensaTh XapaKTEpPUCTUKHU MPOAYKIIMH, CYIIECTBEHHbIE IJisi €€ 0e30MacHOro M MpaBUILHOIO
WCIIOb30BAHMUS.

BoixogHble JaHHbIE MPOEKTUPOBAHUS U pa3pabOTKU JOKHBI OBITH NpEACTaBIE€HBI B (opme,
MO3BOJISIFONIECH TPOBECTH BEPU(PUKAIMIO OTHOCUTENIBHO BXOJHBIX JAaHHBIX MPOCKTHUPOBAHUS H
pa3paboTKy, a TaKKe JOJKHBI OBITH 0100pPEHBI 10 UX MOCIEAYIOIIEr0 HCIIOJIb30BaHMS.

3anucy BBIXOJHBIX JAAHHBIX MPOCKTHPOBAHUSA U Pa3pabOTKH JIOJDKHBI MOICPKUBATHCS B padoueM
coctosiuu (4.2.5).

7.3.5 AHaIM3 NPOEKTUPOBAHMS M Pa3padOTKH

Ha Tex craguiax, rac 93TO uenecooGpasHo, JOJIDKCH TTPOBOAUTHCA CHCTEMaTHUYECKUN aHaIu3
IIPOCKTUPOBAHUSA U p83pa6OTKPI B COOTBCTCTBUU C 3aAINIAHUPOBAHHBIMU W AJOKYMCHTUPOBAHHBIMHU
MCPONPUATHAMUA C LCIIBIO:

a) OIICHKA CIOCOOHOCTH PE3yJIbTaTOB TNPOSKTHUPOBAHWS U Ppa3pabOTKH COOTBETCTBOBATH
TpeOOBaHUSM;

b) naeHTHGUKAIIY ¥ TIPEIOKEHUST HEOOXOANUMBIX ACHCTBUH.

Takoit amanus AOJDKHBI  BBIIOJIHATH  HOPCACTABUTCIIN CHy)KG, UMCIOIIIMX  OTHOIICHHUE K
AHAIIM3UPYEMBIM CTaJusAIM IIPOCKTUPOBAHUA U pa3pa60TKH, a TaxKiKeC JOpyruc CrncuuaarcCTbl
OpraHu3anuu.

3amnucu pe3yJIbTaToOB aHAIN3a U BCEX HEOOXOMMBIX JACHCTBHUI ODKHBI MOICPKUBATHCS B pabouemM
COCTOSIHUM W BKJIIOYATh OMHCAHWE MPOEKTa B paMKax aHalInW3a, BOBJICUCHHBIX YYaCTHUKOB H ATy
ananusza (4.2.5).

7.3.6 Bepupukanusi npoeKTUPOBAHUSA U Pa3padoTKu

Bepudukanus mnpoeKTHpOBaHUA U Pa3pabOTKH JOJDKHA OCYIIECTBIATHCS B COOTBETCTBUU C
3aIJJAaHUPOBAHHBIMU M JOKYMEHTHUPOBAaHHBIMU MEPONPUATUIMU JJIs1 00ECHedeHHs] TOro, 4YTOOBI
BBIXOJHBIC JaHHBIE MPOEKTUPOBAHUS M pPa3pabOTKM COOTBETCTBOBAIM BXOAHBIM JTAaHHBIM
MIPOEKTHUPOBAHUA U pa3pabOTKH.

Opranuzanus JA0JDKHA JTOKYMEHTHUPOBATH IUIaHbI BepU(UKAIMU, BKIIOYAas METOMAbI, KpUTEpUU
MIPUEMKH H, €CJIH 11eJeco00pa3HO, CTATUCTUYECKUE METOBI C 000CHOBAaHHUEM 00bEeMa BEIOOPKH.

Ecnm npemycMoTpeHHOE MPUMEHEHHE COACPIKUT TPeOOBaHHE, YTOOBI MEAUIIMHCKOE U3/enne OblIo
MOJKIIOYEHO MM HUMeNo HHTepdelc ainsd COeIUHEeHHs C JpYruM(M) MEeJUIMHCKUAM(H)
n3zenueM(siMu), BepuuKaIus J0DKHA BKIIOYATh MPOBEPKY TOTO, YTO BBIXOJHBIC JAaHHBIE MPOEKTa
COOTBETCTBYIOT BXOJHBIM JAHHBIM ITPH TAaKOM MOIKITIOYCHUH WM COSTMHEHUN Yepe3 nHTep(eiic.

3anmucu  pe3yNbTaTOB M BBHIBOJAOB 10 BepHUPHUKAIMM M HEOOXOMUMBIX JCHCTBHHA JIOJIKHBI
MOAJIEPKUBATHCS B paboueM cocrosiuuu (4.2.4 n 4.2.5).

7.3.7 Baauaauus nNpoeKTUPOBAHUS U Pa3padoTKu
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Banupauust mnpoektupoBaHusT M pa3paOOTKU JIOJDKHA OCYIIECTBISTHCS B COOTBETCTBHHM C
3alJIaHUPOBAHHBIMA U JOKYMEHTHPOBAHHBIMH MEPOIPHUATHAMHU ISl 00ECTeYeHHs] COOTBETCTBHUS
TOTOBOU MPOIYKITUHN TPEOOBAHUSM K €€ MPeAHa3HAYCHHOMY WJIH MPEANOIaracéMoMy MPUMEHEHUIO.

Opranu3zanus JT0JKHA JJOKYMEHTHPOBATh IUIaHbI BAJTUIAIMN, BKIIIOYAs METO/IbI, KPUTEPUU TPHUEMKH
1, €CITU 11eJIeCO00Pa3HO, CTATUCTUYECKHE METOIBI C 000CHOBaHHEM 00beMa BBEIOOPKH.

Bammnanus nommkHa ObITh TPOBEICHA HA TUTIOBOM (PEMPE3eHTaTUBHOM) U3CIUU. THUIIOBOE U3/IEeTHE
MOXKET TMPEACTaBIATh, €000 TMepBble 0OO0pa3lbl MPOAYKIMH, MAPTHH WIA HX OSKBHUBAJICHTHI.
O6ocHOBaHME BRIOOpA TAKUX TMPOAYKTOB JJIsl BATHIAIMH JOJHKHO OBITh IOKyMEHTUPOBAHO (4.2.5).

Kak wuactp BaJuganuu MPOEKTUPOBAHMS M pa3pabOTKU OpraHu3alus JOJDKHA BBIIOJIHSATH
KJIMHUYECKHE OLIEHKU WJIM OLEHMBAaHWE (PYHKIMOHAIBHBIX XapaKTEPUCTHK MEJUIIMHCKOTO W3ENUs
B COOTBETCTBUU C MPUMEHUMBIMU PETYJIHUPYIOMHUMU TPEOOBAHUSIMH.

MeaunuHCKOEe  HW3AETUE, UCHONIb3yeMOe Il  KIMHUYECKOW OLCHKH WM  OIICHUBAHHUS
(OYHKIIMOHATLHBIX XapaKTePUCTHK, HE PAcCCMATPUBACTCA KaK BBIMYIIEHHOE JJIS WCIOJB30BAHUS
noTpeduTesem.

Ecnu nmpenycmoTpeHHOE pUMEHEHHE TpeOyeT, 4TOObl MEIUIIMHCKOE U3JeNie ObUTO TMOIKII0YEHO
WM UMeNo HHTepdeic s coeauHeHUs C IpYyruM(d) MEAUIUHCKUM(U) H3ISTHEM(SIMH), TO
BaJMAallMs JOJDKHA BKJIIOYATh MPOBEPKY TOTO, YTO TpeOOBaHWs IS MPEJHA3HAYEHHOTO WM
npeamnojgaracMoro MnpuMCEHCHUS 6BIHI/I BBITIOJIHCHBI NPpU TMOAKIIOYCHHU WM COCAUHCHHUHN 4YCPC3
uHTepderc.

Banupanus momkHa ObITH IPOBEEHA JI0 MTOCTABKY MPOYKIIHH MTOTPEOUTEIIO.

3amucH  pe3ysIbTaTOB W BBIBOJOB 0 BAIUJANMA W HEOOXOIUMBIX JCHCTBHHA JIOJDKHBI
MOAJIEPKUBATECS B paboueM cocrostaun (4.2.4 u 4.2.5).

7.3.8 Ilepenaua npoexTa u pa3padoTKu

Opranuzanus  JOJDKHa  JIOKYMEHTHpPOBAaTb  MPOLEAYpbl  IEpeJauyd  BBIXOJHBIX  JIAHHBIX
MIPOEKTUPOBAHUS U pa3pabOTKU B MPOM3BOACTBO. DTHU MPOLELYpPHl JOJKHBI 00ECHEYUTh, YTOOBI
BBIXO/IHbIE JaHHBIE MPOCKTHPOBAHUS M Pa3pabOTKU ObUTM BepU(PUIIMPOBAHBI HA COOTBETCTBUE
TpeOOBaHUSM TIPOM3BOJICTBA, TMPEXKAE YEM CTaTh OKOHYATEIbHBIMH IPOW3BOJCTBEHHBIMHU
cnenupuKanusiMid, W YTOObl MPOU3BOACTBEHHbIE BO3MOXKHOCTH MOIVIM COOTBETCTBOBATH
TpeOOBaHUAM K MPOAYKIIHUH.

Pe3ynbrathl 1 BEIBOIBI TIEpEIadyl JOHKHBI OBITH 3aperucTpupoBaHsl (4.2.5).

7.3.9 YupaBiieHue N3MEeHEHUSIMH NMPOEKTUPOBAHUSA U Pa3padoTKu

Opranmzanys JO/DKHA  JIOKYMEHTHPOBATh  IHPOLEAYPbl Ul YIpPaBICHUS  W3MEHEHHSIMHU
MPOEKTHPOBaHUSA U pa3zpaboTku. OpraHusanus AOJDKHA ONPEAENATh 3HAYUMOCTb M3MEHEHHH IS
(YHKIMOHATBHBIX, OSKCIUTyaTallMOHHBIX TpeOoBaHM, TpeOOBaHWN ym0OCTBA MOJB30BAHHA,
0€301MacHOCTH U MPUMEHUMBIX PEryJNPYIOIUX TpeOOBaHHMH B OTHOLIICHUH MEIUIIMHCKOTO M3ICTHS
U ero MpeayCMOTPEHHOTO TPUMEHEHHUS.

W3MeHeHus B POEKTUPOBAHUM U Pa3pabOTKe JOJKHBI ObITh UAEHTU(ULINPOBAHBI.

I[O BHCAPCHUA U3MCHCHU S NOJIPKHbBI OBITH:
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a) MpoaHaIN3UPOBAHBI;

b) BepudunpoBaHsr;

C) BAIMIUPOBAHBI, €CITU ATO 11ETIECO00Pa3HO;
d) omoOpeHsbLI.

AHanu3 M3MEHEHWH MNPOEKTHPOBAHMS U Pa3pabOTKH JOJKEH BKIIOYATh OLIGHWBAHWE BIIHMSHHUS
W3MEHEHUN Ha COCTaBHBIE YacTH, NoNy(paOpHKaThl WU YK€ TOCTaBICHHYI NPOAYKIHIO, Ha
BXOJIHBIE WJIM BBIXOJHBIE JAaHHbIE MEHEKMEHTAa pHUCKAa M TMPOLECCHhl >KU3HEHHOI0 UHKIa
NIPOLYKLIMH.

3anucu U3MEHEHHH, pe3yIbTaTOB aHAIM3a U3MEHEHUN U JIFOOBIX HEOOXOIUMBIX JICHCTBUN JOJKHBI
MOIEP)KUBATLCS B paboueM cocTostHuU (4.2.5).

7.3.10 ®aiisibl NIPOEKTHPOBAHUA U PA3PA0OTKH

Opranuzanus JODKHA TOIEPKUBATh (Bailil MPOSKTUPOBAHUS U Pa3pabOTKH sl KaKI0r0 TUIIA WIH
ceMeiCcTBa MEAUIMHCKUX U3Aenuil. JlanHbid (aiia Jo/KeH BKIIIOYATh 3alUCH WIIM CCBUTKM Ha HUX,
c(OpMHUPOBAHHBIE ISl JEMOHCTPALIUU COOTBETCTBHSI TPEOOBAHUAM IIPOEKTUPOBAHUS U pa3pabOTKU
U 3aIMCHU U3MEHEHUH MPOEKTUPOBAHUS U Pa3pabOTKH.

7.4. 3akynku

7.4.1 Ilpouecc 3aKynoxk

Opranuzanus OOMKHA JTOKYMEHTHUPOBATh mpouenypsl (4.2.4), oOecnedrBaroIiue COOTBETCTBUE
3aKyIIJICHHOW MPOIYKIIMH YCTAHOBICHHBIM TPEOOBAHMSIM K 3aKyTIKaM.

Opranu3anus JA0/DKHA YCTAaHOBUTHh KPUTEPUH JIJISL OIICHUBAHUS M BBIOOpA MOCTaBITUKOB. Kpurepun
JIOJIKHBI OBITH:

a) OCHOBaHbl Ha CIOCOOHOCTH IIOCTAaBIIMKA IOCTaBISATh MPOAYKIMIO, COOTBETCTBYIOIIYIO
TpeOOBaHUSAM OpraHU3allNu;

b) ocHOBaHBI Ha pe3yJIbTaTaX ACSITEIHPHOCTH MTOCTABIINKA,
C) OCHOBAHBI Ha BIIUSHUU 3aKyMaeMOW MPOIYKIIMU HAa KAYeCTBO MEAUIIMHCKOTO W3/ICIHS;
d) mpomoproHaTBHEI PUCKY, CBSI3aHHOMY C MEJMIIMHCKUAM H3/ICITHEM.

OpFaHI/BaIII/ISI JAO0JDKHA IMIIaHUPOBATh MOHUTOPHUHI' KU TOBTOPHOC OICHUBAHUEC ITOCTABIINKOB. I[OJDKCH
OCYHICCTBIIATHECA MOHUTOPHUHT PE3YJIbTATOB ACATCIbHOCTHU ITOCTaBIIMKA B OTHOICHU N COOTBCTCTBHA
3a1<ynaeM017I npoayKnuunu TpC6OBaHI/I$IM. PCSy.]'IBTaTLI MOHUTOPHHTIA HOJI’KHBI OBITH BKJIIOYEHBI BO
BXOJAHBIC JAHHBIC MPOLICCCAa MOBTOPHOTO OLICHUBAHUS ITOCTAaBIIHKA.

HeBeplnonHeHne nNocTaBIMKOM TpeOOBaHUH K 3aKylmaeMo MPOAYKIUH JOJDKHO OBITh PacCMOTPEHO
MPONOPLUUOHAIBHO PUCKY, CBA3aHHOMY C 3aKylnaeMOW MNpPOAYKIMEH U [PUMEHUMBIMU
peryupyromuM1u TpeOOBaHUSIMHU.

3amucu  pe3yNbTaTOB  OICHUBAHHS, BbIOOpAa, MOHHTOPHHTa U TOBTOPHOTO OIICHUBAHHUS
BO3MOYKHOCTEH TMOCTABIIMKA WIH PE3yJbTAaTOB JIESTEIBHOCTH MU JFOOBIX HEOOXOIUMBIX JTECUCTBUMA,
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BBITEKAIOIINX U3 ITOU JEATEIHHOCTH, TOJDKHBI IMOJIEPKUBATHCS B pabodyem cocrosinuu (4.2.5).

7.4.2 Uudopmanusa mo 3akynkKam

Hudopmanus 1o 3aKymkaMm JOJDKHA OIKCHIBATH HWIIM COJCPKATh CCHUIKA Ha 3aKyHaeMylo
MPOAYKIUIO, BKIIIOYAs, €CIIU 1esIeco00pa3Ho:

a) crienuuKaIy TPOIYKITNH;

b) TpeboBaHuUs K MpHEMKe POy KIIUH, POIIeIypaM, IporieccaM U 000pyI0BaHUIO;
¢) TpeOoBaHUS K KBaTU(UKALUU MTEPCOHANA TOCTABIIINKA;

d) TpeboBanHMs K CHCTEME MEHEKMEHTA KaueCTBa.

Opranu3zanus J0JpKHa 00eCIeurBaTh aIeKBaTHOCTh YCTAHOBIICHHBIX TPEOOBAaHMH K 3aKyIKaM JI0 UX
COOOIIEHNUS TIOCTABIIUKY.

I/IH(i)OpMaHI/ISI IO 3aKyIIKaM JOJI’KHAa BKJIKOYATb, €CJIIN 3TO NPUMEHUMO, IIMCBMCHHOC COIJIAIICHUE O
TOM, YTO IMOCTAaBIIUK YBCAOMIIACT OpPraHU3aALUIO 00 M3MEHEHHSAX B MOCTaBJISIEMOM npoayKuuu no
BHCAPCHUA OTHUX W3MCHCHHH B clIydaec, €CJIM OHM OKa3bIBAKOT BJIUMAHUEC HA COOTBECTCTBUEC MMPOAYKIINN
YCTaHOBJICHHBIM Tpe6OBaHI/I${M K 3aKyIIKaM.

B ToOif cremeHn, B Kakoil 3TO HEOOXOAUMO Il OCYIIECTBIICHUS TpociexuBaemoctu (7.5.9),
OpraHu3aiys J0JDKHA MOAJICPKUBATh B pab0UeM COCTOSIHUU COOTBETCTBYIOIIYIO MH(OpMAIIHIO TIO
3aKkynkam B (popme noxkymenToB (4.2.4) u 3anuceii (4.2.5).

7.4.3 Bepupukanus 3aKynaeMou nNpogyKuuu

Opranuzanusi JOJKHA pa3padoTaTh U OCYIIECTBISATH KOHTPOJb WJIM WHBIE BHJBI JNEATEILHOCTH,
HEOOXOAWMBIC I OOECIEYeHUs] COOTBETCTBUSI 3aKylmaeMoOW TPOIYKIIMU YCTaHOBJIECHHBIM
TpeOOBaHUAM K 3aKyITKaM.

O0beM NeATeNTbHOCTH MO0 BepH(UKAIMK JODKEH OBITh OCHOBAaH Ha pE3yJIbTaTax OICHUBAHUS
MOCTAaBIIUKA U OBITH MPOMOPIIMOHATBLHBIM PUCKaM, CB3aHHBIM C 3aKyNaeMOM MPOYKITHEH.

Ecnm opranmuzanus noiydaet nHQOpMAIHIO 0 KaKUX-TM00 U3MEHEHUSAX B 3aKyNaeMO MPOIYKIUH,
TO OHA JOJDKHA ONPEACIIMTH, HACKOJIBKO ITHU WM3MEHEHMS IOBJHSIOT HA IPOLECCHl KU3HEHHOIO
LMKJIA TPOAYKIMH WIIM MEAULMHCKOE U3JIEIINE.

Ecnu opranuzanusi uiau noTpedUTeNns MpeiaraloT OCYIIECTBUTh BepU(UKALMIO HA TPEIIPUITHH
MOCTAaBIIIMKA, TO OPraHMU3aIUs J0JKHA YCTAHOBUTH B MH(OPMALIMY IO 3aKyINKaM IpearoaracMbie
Mepbl 0 BepU(pUKALMU U TOPAIO0K BbIITyCKa MPOIYKIUHU Y OCTABILKKA.

3anucu o BepudUKaINK JOHKHBI MOJIEPKUBAThCA B pabodeM cocTosiHuu (4.2.5).
7.5. IIpou3BOACTBO M 00CTYyKMBAHUE

7.5.1 YnpaBiieHue npou3BoOACTBOM U 00CTY:KUBAHUEM

HpOI/I?)BO,Z[CTBO u 06CJ'IY)KI/IB8.HI/I€ JOJDKHBI  IINITAHUPOBATBLCSA, OCYHICCTBIIATLCA, IIOABCPIraTbCsa
MOHUTOPHUHTY U YHPABJICHUIO I o0ecreueHUs COOTBETCTBHS npoayKInuu CHQI_II/I(I)I/IKaL[I/II/I.
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Ecnu nenecooOpasHo, ynpasisieMble yCIOBUS TPOU3BOJICTBA JAOJKHBI BKIKOYATh, HE OTPaHUYMBAsChH
YMHU:

a) IOKYMEHTHUPOBAHHBIE MPOIETYPhl U METOBI YIIPABICHUS TPOU3BOACTBOM (4.2.4);

b) kBamudukanuo HHGPACTPYKTYPHI;

C) MpOBe/IEHNE MOHUTOPUHTA U U3MEPEHUH MapaMeTpOB MPOLECCOB U XapaKTEPUCTUK MPOTYKIUH;
d) Hanmuuue u mpuMeHeHne 000pYI0BAHUS ISl MOHUTOPUHTA U U3MEPEHUIA;

€) BBIIIOJIHEHUE YCTAaHOBIIEHHBIX OIEpallHii 10 MAPKUPOBKE U YIAKOBKE;

f) ocymiecTBieHuE BBINYyCKa, IOCTABKU U ACWCTBUM MTOCIIE IOCTAaBKH MPOTYKIUH.

Opranuzanus I0KHA pa3paboTaTh M MOJJIEPKUBATH B paboyeM cocTosiHUM 3amucu (4.2.5) mns
KKIO0T0 MEIUIIMHCKOTO M3CIUS WIIA KXKIO0W MapTHH MEAUIIMHCKUX U3/, 4TOOBI 00ECTIeUnTh
WX TPOCIEKUBAEMOCTh B COOTBETCTBMM C€ NYHKTOM 7.5.9 u omnpeneneHue KOIUYECTBA
MIPOU3BEACHHON MPOAYKIUU U MPOAYKIUHU, OJOOPEHHOMN NIl pacpOoCTpaHeHUs. 3alucH JIOJIKHBI
OBbITh BepH(PHUIUPOBAHBI U OYUITHATIEHO 0JI00PEHBI.

7.5.2 YucTroTa NpoayKIun

OpraHmauHa A0JDKHAa AOOKYMCHTUPOBATDH TpC6OBaHI/I$[ K YUCTOTC HJIM KOHTPOJIO 3arpA3HCHUA
IpoayKIuun, €Ciu:

a) MPOJIYKITUS TIepe] CTePIIIN3AMCH U/UTN MPUMEHEHHEM ITPOXOJIUT OYUCTKY B OpraHU3aIlNu;

b) NpoaAYKIHUA IIOCTABIISICTCA HCCTepHHLHOﬁ U MOMAJICKUT OYHCTKEC IICPEH CTCpHHHSaHHeﬁ H/unu
NPHUMCHCHUCM,

C) OpOoaAYKIHA HC MOXKET OBITH O4UHIICHA IICPCa CTCpHHHSaHHeﬁ n/unu MMPUMCHCHUECM, HO €C YHCTOTAa
HUMECT 3HAYCHUC IJId TPUMCHCHU A,

d) IpoaAyKIusa IIOCTABJIACTCA [JIsA HCIIOJIb30BAHHA HeCTCpHHBHOﬁ, HO €€ 4YuCTOTa ABJIACTCA
CYH_ICCTBGHHOI‘/’I AJIL TPUMCHCHU A U3CIINSA

€) peareHTbl, MPUMEHSEMbIe JJIi OYUCTKU MPOAYKLHHU, JOJDKHBI ObITh yAaJe€Hbl B IpOIEcce ee
U3TOTOBJICHUS.

Ecnu nponykius nonsepraercss OUMCTKE B COOTBETCTBUU € NIEPEUUCIECHUSIMU a) Ui b), TpeboBaHUs
nyHKTa 6.4.1 HE NPUMEHSIOTCA 10 3Tara OYUCTKHU.

7.5.3 JleATeIbHOCTH 10 MOHTAKY

OpraHmauI/m AO0JDKHA HJOKYMCHTHUPOBATH Tp€6OBaHI/IH K MOHTaXy MCIUIUHCKOI'O MH3ACIUA U
KPUTCPUHU IPUCMKU JJTA BCqu)HKaIII/II/I MOHTaXa MCAUIUHCKOI'O U3ACIusA, €CJIU IPUMCHUMO.

Ecnu cornacoBanHble ¢ oTpeduTeneM TpeOOBaHUS MO3BOJISIOT BBHITOIHATH MOHTAK MEIHIIMHCKOTO
WU3JENUST BHEIIHEW CTOPOHOW, OTJIMYHOM OT OpraHu3alMyd WM €€ IOCTaBIIMKA, OpraHu3alus
JOJDKHA TIPEOCTaBUTh JIOKYMEHTHPOBAHHBIE TPEOOBAHMS K MOHTAXY MEIMIIMHCKOTO HM3ICIUS U
BepU(pUKAIIUU MOHTaXa.

3anmucu 0 MOHTaXe W BEepU(DHUKAIIMKA METUIIMHCKOTO W3NS, KOTOPHIC BBIMOIHSIET OpraHU3aIus
WJTU €€ TIOCTABIIHK, JTOJDKHBI TTOIJIEP)KUBATHCS B pabodeM cocTostHuU (4.2.5).
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7.5.4 JlesATeIbHOCTD MO 00CJTYKMBAHUIO

Ecnmu  oOciy)xnBaHuWe MEIUIIMHCKOTO HW3JENUSl  SBISETCS  YCTAaHOBJIEHHBIM — TpeOOBaHUEM,
opraHusanusi [JOJDKHA pa3paboTaTh JIOKYMEHTUPOBAHHBIE MPOLENYphl IO 0OCIYyKMBAHHUIO,
CIpaBOYHBbIE MaTepuaslbl U pedepeHTHbIE MPOUEIypbl H3MEPEHMs, €CI HeoO0XO0AUMO, s
OCYIIECTBIICHHS 00CITY)KMUBaHUS ¥ BEpUPHUKAIIMH TOTO, YTO TPEOOBAHUS K IMPOIYKLUHU BBIITOJTHEHBI.

OpFaHI/ISaHI/Iﬂ J0JDKHA aHAJIM3UPOBATH 3allMCH 110 O6CJ'Iy>KI/IBaHI/IIO, BBIIIOJIHACMOMY OpFaHI/ISaHI/Ieﬁ
NN €€ IMOCTaBIIMKOM:

a) Ui ompeesieHus, oOpamaThes Jiu ¢ HHpopManuei, Kak ¢ MpeTeH3ueil;
b) eciu ienecooOpa3Ho, UCMOIB30BaTh KaK BXOIHBIC TAaHHBIE MPOIECcca YIyUIIeHUs.

3amuck 1Mo 00CIYyKMBAHHIO, BBIIOJHIEMOMY OpraHHM3alHMeldl WM €€ IOCTABIIUKOM, IOJDKHBI
MOJIICPIKUBATECS B paboueM coctostHuu (4.2.5).

7.5.5 CneunajbHble TPEOOBAHMS K CTEPUIBLHBIM MeIUIIMHCKUAM
U3aeJIUAM

Opranuzanus JODKHAa TOJAEpKHUBaTh 3allCH [0 [apameTpaM Ipolecca CTepUIIU3aliu,
MPUMEHSEMOT0 IS KKJION MapTUU CTEPUIN3yeMOor poaykiuu (4.2.5). 3anucu mo cTepriin3aiu
JIOJIKHBI MIPOCIICKUBATHCS AJIs KaXKA0M MapTUU MPOU3BEACHHBIX MEAUIIMHCKUX U3IETUH.

7.5.6 Basmaanusi npoueccoB NMPOM3BOACTBA U 00CTYKMBAHMS

Opranm3zanus J0DKHA BaUAWPOBATH JIIOOBIE TPOLIECCH TMPOU3BOJACTBA M OOCITYXHBaHHA,
pe3yabTaThl KOTOPBIX HENb3sl MPOBEPUTH IOCPEACTBOM IOCIEIOBATEIBHOIO MOHUTOPHHIA WM
U3MEpPEHUS] U, CIENO0BATEIbHO, HEAOCTATKHM KOTOPBIX CTAHOBATCS OYEBMIHBIMHM TOJIBKO IIOCIIE
Hayaja MCIOIb30BaHMUs MPOAYKLNN WIN €€ 00CITyKUBaHUS.

Banupanus nomkHa OpoAEeMOHCTPUPOBATH CHOCOOHOCTh 3THUX IPOLIECCOB MOCTOSHHO JOCTUTATh
3aIUIAHUPOBAHHBIX PE3YJIbTATOB.

Opranu3zanys J0/HKHA TOKYMEHTHPOBATh MPOLEAYPhl BATUAAIMH MPOLIECCOB, BKITIOYAS:
a) oTpeieNIeHHbIe KPUTEPHH ISl aHAIHM3a U 0JI00PEHUS TPOIIECCOB;

b) onpezneneHre NpUrogHOCTH 00OPYAOBAHUS M MOATOTOBICHHOCTH IIEPCOHAIA;

C) MPUMEHEHHE KOHKPETHBIX METOI0B, IPOLEAYDP U KPUTEPUEB IPUEMKHU;

d) ecnu nenecoobpazHo, CTATUCTUYECKHE METOIBI C 000CHOBAaHHEM 00bEMOB BHIOOPKH;
€) TpeboBaHus K 3anucsaM (4.2.5);

f) peBanmmanmio, BKItOYas €€ KpUTEPUH;

g) omoOpeHre N3MEHEHHH B IpoIeccax.

Opranuzanusi A0DKHA JOKYMEHTHPOBATh MPOIEAYPhl BAIMIAUUM TPUMEHEHHUS KOMITBIOTEPHOTO
MPOrpaMMHOTO  00ecledeHusl, HUCHOJIB3YyeMOro B MPOM3BOJACTBE U O0cHykuBaHMH. Takoe
MpOrpaMMHOE OOecleueHne AO0KHO OBITh BaIMAMPOBAHO O €0 MEPBOTO MPUMEHEHUS U, eCIH
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nenecooOpa3Ho, Iociie BHECEHUS HW3MEHEHWH B IMPOrpaMMHOE OOECICUeHHUE WIH  €ro
ucrnojib3oBaHue. KOHKpETHBIH TOAXOM H JCATEIBHOCTh 1O BaIMIAMA W PEBATHIAINH
MPOTrPaMMHOTO  OOeCriedeHuss JOJKHBI OBITh  MPOMOPIIMOHANBHBI PHCKY, CBS3aHHOMY C
MIPUMEHCHHEM TIPOTPaMMHOTO 00€CIIeUCHHsI, BKIIFOYasl €ro BIUSHUE HAa COOTBETCTBHE IPOYKITHH
crenupUKaIUsIM.

3amucu pe3yabTaTOB W BBIBOJIOB, @ TAaKXKe HEOOXOMUMBIX JIEHCTBUH 1O BaJHWJAIlUH, JOJDKHBI
MO/ICP)KUBATLCS B paboueM cocTosiHuu (4.2.4 1 4.2.5).

7.5.7 CneumnajibHble TPeOOBAHMS K BAJUIAIMH NPOLECCOB
CTEPWIN3ALMHU U CUCTeMaM 0apbepoB CTEPUIbHOCTH

Opranuzanus J10JKHA TOKYMEHTHPOBATH Mpoueaypsl (4.2.4) Baauaay IpoIeccoB CTEPHIIN3aluU
U cucreM 0apbepoB CTEPUIIBHOCTU. [Ipoleccsl CTepuIM3aluu U CUCTEMbI 0apbepOB CTEPUIIBHOCTU
clielyeT BaJIMAMPOBATH 10 UX MEPBOrO NMPUMEHEHHs M MOCJIE€ BHECEHHS M3MEHEHHWH NMpPOIyKIHUH B
IPOLIECCHI, ECITH L[EJIECO00pa3HO.

3anmucu pe3ysibTaTOB M BBIBOJOB, a TaKK€ M HEOOXOMMMBIX JCHCTBHH MO BAIMIAINHU, TOJDKHBI
MOJIEPKUBATHCS B paboueM cocrostaun (4.2.4 n 4.2.5).

[Ipumeuanue - JlononuurenbHyo nHGopmanuio MoxxHo Haiiti B ISO 11607-1 u ISO 11607-2.

7.5.8 UnenTupuranus

Opranuzanusi JIOJDKHAa JOKYMEHTHPOBATh MPONEAYPhl 10 HACHTH(PUKAIMK TMPOAYKIIUH U
UICHTUPUIIMPOBATh MPOAYKIHIO MOAXOMAIIMMH CpPEIACTBAMH Ha MPOTSHKEHHH MPOIECCOB
YKU3HEHHOTO IIUKJIA TPOYKIUH.

Opl" aHu3anuAa AOOJIXKHa I/IJIGHTI/I(I)I/II_II/IpOBaTL CTaTyC MNpOAYKIHHU IO OTHOHICHUIO K TpC6OBaHI/IHM
MOHHUTOpPHHIA U I/I3M€peHI/H71 Ha OPOTAKCHHUU ITPOLECCCOB JKUZHCHHOT'O LTUKJIA MPOAYKIIUU.

I/I,I[eHTI/I(bI/IKaI_II/IH CTarycCa IIPOAYKIHHU HOOJDKHA MNMOAACPIKUBATHCSA Ha 3Tallax €€ IPOU3BOJACTBA,
XpaHCHUA, MOHTaXa U 06CJIy)KI/IBaHI/ISI JJIA obecrieueHus MMOCTaBKH, IMPUMCHCHUA HJIM MOHTAXa
TOJILKO TOH MMpoAyKIHMHU, KOTOpad IpoIljia BCE HGO6XO}II/IMLI€ BHUbl KOHTPOJIA U HUCIBITAaHUN WIIH
HUMCCT O(i)I/II_[I/IaJ'IBHOG PaspC€IiCcHUC Ha OTKIIOHCHUEC OT YCTAHOBJICHHBIX Tpe6OBaHHﬁ.

Ecin  tpebyercs NpPUMEHUMBIMH PETYIUPYIOIMIMMH TPEOOBAaHUSIMU, OpraHU3alus JOJKHA
JIOKYyMEHTHPOBATh CUCTEMY YHUKAJIbHON UIACHTU(UKAITUN MEAUITUHCKUX WU3ICTUH.

Opranuzanus J0JDKHA TOKYMEHTHPOBATH MPOIEAYPHI Ui 00ECTIeUeHHUsT TOr0, YTOOBI MEIUIIMHCKHE
W3/ENHs, BO3BpAICHHBIE OpPTaHHW3allid, ObUTH HMJICHTU(OUIIMPOBAHBI M OTACJCHBI OT MPOIYKIIUH,
COOTBETCTBYIOIIEH TPEOOBAHHSIM.

7.5.9 IIpocaexnBaeMocTb

7.5.9.1 O01mue moJioKeHus

OpFaHI/ISaHI/IH J0JKHA JOKYMCHTHUPOBATL IPOLUCAYPHI AJIA oOecneyeHus IMPOCJIIC)KUBACMOCTH. Takue
nponeaypbl AOOJDKHBL ONPEACTIATH CTCICHDL IPOCICKHBACMOCTU MPOAYKIHU B COOTBCTCTBHUH C
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MPUMEHUMBIMH PETYJIUPYIOIIMMU TPEOOBAHUSIMH H 3aIUCH, KOTOPBIE HEOOXOIUMO TOIEPKUBAThH B
pabouem cocrosiHuM (4.2.5).

7.5.9.2 CneunajibHble TPeOOBAHUA K MMILIAHTHPYEMbIM
MeIMUMHCKUM H3/1eJTUAM

3anucu, Tpebyemble s MPOCIEKHBAEMOCTH, JOJDKHBI BKJIIOYATh 3allUCH O KOMIIOHEHTAX,
MaTepuaiax M yCIOBHUSX MPOU3BOJCTBEHHON CPE/bl, €CIU 3TO MOKET MPUBECTU K HECOOTBETCTBHUIO
MEIUIUHCKOIO  M3AENHs 3aJaHHbIM  TpeOoBaHMAM  0e30macHOCTH M (YHKIMOHAJIBHBIM
XapaKTepUCTHUKAM.

Opranusanus IODKHA TpeOOBaTh OT IOCTABIIMKOB YCIYI IO JIOCTaBKE WM JAUCTPUOBIOTOPOB
NOAJNEPKUBATh  3allUCH O  PACIHPENCIICHUMM  MENUUUHCKUX  M3JIeIUd Ul JOCTHIKEHHUS
MIPOCIIEKUBAEMOCTH U JOCTYITHOCTH 3THX 3aIlIUCEMN IS IPOBEPKHU.

3amucM O HAMMEHOBAaHWUHM U aJpece Tpy30MoiydaTens AOJDKHBI MOAIepKUBAaThCS B padoueM
cocrosinud (4.2.5).

7.5.10 CoOcTBEeHHOCTH OTPEeOuTE e

Opranuzauus JOJKHa  MJIEHTU(GUUIUPOBATh, BEepUPUIMPOBATH, 3aIIMIIATh M  COXPAHATH
COOCTBEHHOCTh TMOTPEOUTENsI, MPEAOCTABICHHYIO Ui HCIOJb30BAHUS MM BKJIIOYCHUS B
NpOAYKIHIO, IMTOKAa OHAa HAXOJUTCA TOA YHIPABJICHUCM OpPraHu3alluu WK HCIIOJIB3YCTCA CHO. Ecmu
COOCTBEHHOCTh INOTPEOUTENss yTepsiHa, [OBpEXJAE€HAa WM [pU3HAHA HENpUroJHOM  auis
HCIOJIB30BaHMUS, TIOTPEOUTEND JOKEH OBITh 00 TOM H3BEIICH, a 3aIIMCH JOUKHBI ITOICPKUBATHCS
B paboueM coctosiHuU (4.2.5).

7.5.11 CoxpaHeHune COOTBETCTBHS MPOAYKINH

OpraHmauI/m J0JDKHa AOKYMCHTHUPOBATHL MPOLCAYPHI ITIO COXPAaHCHUIO COOTBETCTBUSA IMPOAYKIHNU
TpeOOBaHMAM B TIpollecCe IPOM3BOJCTBA, XpaHEHUs, 00paboTku u mocTaBku. CoxpaHeHHe
COOTBETCTBUS IOJDKHO MPUMEHSTHCS M K COCTABHBIM YacTAM MEAUIIMHCKOTO U3CIHS.

Opranuzanus J0JDKHA MPEJOXpaHsITh MPOAYKLUHMIO OT HECAaHKIMOHMPOBAHHBIX HW3MEHEHHH,
3arpsi3HEHUS WM TOBPEXKACHUN, CBSI3aHHBIX C BO3JCHCTBHEM MPEANONaraeMbIX YCIOBUU H
OTIaCHOCTEM B MpoIiecce MPOU3BOJCTBA, XPaHEHUs, 00paOOTKU U MIOCTABKH ITOCPEACTBOM:

a) pa3pabOTKHU U CO3JIaHUs MOIXOASIIEH YITaKOBKH U TPAHCIIOPTHOM Taphl,

b) moxymeHTHpOBaHUS TPEOOBAHUH K CIEIUATBLHBIM YCIOBHUSIM B CiIydyae, €Clid YIIaKOBKa HE MOXKET
00ecreunTh COXPaHHOCTb.

Ecimu TpeOyroTcsi cHenualbHBIE YCIOBHS, TO OHHM JIOJDKHBI IIOJABEPraThCs YIPABJICHUIO W
peructpanuu (4.2.5).

7.6. YnpaBiienue 000pya0BaHHEM IJIsI MOHUTOPUHIA U U3MEPEHUH

OpFaHI/IBaHI/IH JO0JDKHa  OoNpCACiiuTb MOHHUTOPHMHIT W HU3MCPCHHA, KOTOPLIC HeO6XO,Z[I/IMO
OCYHICCTBJIATh, A TaKKC 060py;[013aH1/1e AJi4 MOHUTOPHUHI'a U HU3SMCPCHH, HGOGXO,Z[I/IMLIG JJIA
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obOecrieueHus CBHUACTCIIBCTBA COOTBETCTBUSA IIPOAYKIIMHU YCTAHOBJICHHBIM Tpe6OBaHI/IﬂM.

OpraHH3au1/151 JOJDKHA NOKYMCHTUPOBATL MPOUCAYPHI I obecreyeHus TOro, 4YTO MOHHUTOPHUHI U
U3MEPCHUA MOTYT OCYLICCTBIIATBCA MW OCYHICCTBJIIAIOTCA B COOTBCTCTBHU C Tp€6OBaHI/I$IMI/I K
MOHUTOPUHTY U UBMCPCHUSM.

Tam, roe HEOOXOAMMO 00ECIICYUTH JOCTOBEPHOCTH PE3yJbTAaTOB, H3MEPUTEIHHOE O0OPYIOBAHHE
JIOJDKHO OBITH:

a) OTKaJMOPOBAHO /MM MOBEPEHO B YCTAHOBJICHHBIC MEPHOMABI MM MEPE €ro MPUMEHEHHEM I10
00pa3oBBIM ATAJIOHAM, TEpPENAIONIMM pa3Mepbl eIWHUI] B CPAaBHEHHH C MEXIyHAPOIHBIMH FHITH
HAaIlMOHAJIBHBIMU ATajoHaMH. [IpM OTCyTCTBMM TakMX 53TajJoOHOB 0a3a, MCIIOJIb30BaHHAS IS
KaTHMOpOBKY WJIM TIOBEPKH, OJDKHA OBITH 3aperucTpupoBana (4.2.5);

b) oTperyiaMpoBaHo WM MOBTOPHO OTPErYJIMPOBAHO MO Mepe HEOOX0JUMOCTU. Takasi peryinpoBKa
WM TOBTOPHAS PETyJIMPOBKA JOJDKHBI ObITh 3aperUCTpUpOBaHbI (4.2.5);

C) HACHTU(PHUITUPOBAHO C LIETBI0 YCTAHOBJICHHS CTaTyca KaTMOPOBKHY;
d) 3amumieHo oT peryaupoBOK, KOTOPBIE CIenaiy Obl HeICHCTBUTEIHPHBIMU PE3YIIbTaThl H3MEPCHHUS,

e) 3allMUIICHO OT IMOBPCKACHUA N YXYALICHHSA COCTOSHUA B XOAC IKCILUIyaTalluu, TEXHHUYCCKOI'O
OGCHy)KI/IBaHI/ISI " XPaHCHUS.

Opranuzanus JODKHAa — BBIIOJMHATH — KAIMOpPOBKY  WJIM  TOBEPKY B COOTBETCTBUH  C
JOKYMEHTHUPOBAaHHBIMU ITPOLIEyPaMH.

Kpome Toro, opraHmzamusi J0DKHA OLEHHTH W 3apErHCTPUPOBATH JOCTOBEPHOCTH HPEABIIYIINX
pe3ybTaTOB U3MEPEHUs, ecil OOHapYy>KEHO, YTO 000py/IOBaHHE HE COOTBETCTBYET TPEOOBaAHMSIM.
OpI‘ aHu3alusa OOJDKHa MPCANPHUHATH COOTBCTCTBYIOIIMC ﬂeﬁCTBHH B OTHOIICHHH TaKOI'O
o0opyoBaHus U J1t000i U3MEPEHHOI NMPOTYKIUH.

3anucHu pe3ysibTaTOB KAIMOPOBKM M TOBEPKH OJDKHBI MOJJIEPKUBATHCS B pabO4YeM COCTOSHUHU
(4.2.5).

Opranuzanust J0KHA JOKYMEHTHPOBATh MPOIEAYPhl BAIMJAUUM MPUMEHEHUS KOMIIbIOTEPHOTO
MPOTPAaMMHOTO  OOECIICUYEHHs, UCIOJB3YEMOr0 JUIsi MOHHTOpMHTa U u3MepeHus. Takoe
MporpaMMHOE 00€CTIeUeHHUE JTOJDKHO OBITh BaJUAMPOBAHO JIO €ro MEpBOTO MPUMEHEHUS W, €CIU
1enecoo0pa3Ho, TMOCiIe BHECEHUS U3MEHEHUWH B MpPOrpaMMHOE OOECTIeueHHuEe WIH €ro
HCnoJib30BaHuE. KOHKPETHBIN NOAXO U ACITENbHOCTD, CBA3aHHAS C BAIUAALKUEH U peBalugaluei
MPOTPAaMMHOTO  00€CIIeUeHHUsI, JOJKHBI OBITh IPOMOPIMOHAIBHBI PHCKY, CBSI3aHHOMY C
MPUMEHEHHEM MPOrPaMMHOTO OOECIEeUeHHUs, M €ro BIUSHUEM Ha COOTBETCTBHE MPOAYKIIMH
CHeTI(PUKAIUSM.

3anucu pe3yibTaTOB U BBIBOJOB, a TaKXKe HEOOXOAMMBIX IEUCTBUI IO BaJIMIALMH, JOJIKHBI
MOJIEPKUBATHLCS B paboueM cocTosiHuu (4.2.4 1 4.2.5).

[Tpumevanue - lonomautensHyo nHGpopMaluo MoxHo HaiTa B ISO 10012.
8. U3mepenue, aHAIU3 U yJIy4YlIeHHE

8.1. O0mue moroxKeHus
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Opranuzanus JO/DKHA IUIAaHUPOBaTh M OCYIISCTBIIATH IPOLECCHI MOHHTOPHHIA, H3MEPCHUS
(oLleHKH), aHATTN3a U YIYYIIeHUs, HEOOXOIUMbIE JIJIS:

a) IEMOHCTpAIMH COOTBETCTBUS MTPOTYKIIUH;
b) obecrieyeHns COOTBETCTBUS CUCTEMBl MEHEPKMEHTA KaueCTBa;
C) NOJAEPKaHUS Pe3yJIbTaTUBHOCTH CUCTEMbl MEHE)KMEHTA KauecTBa.

OTO NOHKHO BKIIOYATh OMpPEENICHHE MPHUMEHSEMBIX METOJOB, B TOM YHCIE CTATUCTHMYECKUX, U
o0acTu uX MPUMEHEHHUS.

8.2. MOHUTOPHHT U U3MEpPEHUE

8.2.1 O0paTHasi cBA3b

B kauectBe OJHOro M3 CrOCOOOB OLEHKU PE3YyJIbTATUBHOCTH CHUCTEMbl MEHEIKMEHTa KauecTBa
opraHu3ainus JI0JDKHa coOupaTh MH(pOpPMAINIO, OTHOCAUIYIOCS K YJOBJIETBOPEHHUIO OpraHu3aluen
TpeOOBaHUI MOTPEOUTENISA, U OCYIIECTBIATH €€ MOHUTOPHUHT.

MeTo/1b1 TOJTy4€HUS U UCTIOJIB30BaHUs 3TON MHPOPMALIMH JTOJIKHBI OBITh IOKyMEHTHPOBAHBI.

Opranuzanus J0JDKHA JOKYMEHTHPOBATH MPOLEAYphl MO mporeccy obpatHoi cBsizu. [Iporecc
0o0paTHOW CBs3M JOHKEH BKIIIOYATHh MOPAIOK cOOpa JMaHHBIX, KaK Ha CTaJWH MPOU3BOJICTBA, TaK U
MOCTIIPOU3BO/ICTBA.

Wndopmanus, coOpaHHas B mpolecce OOpaTHOM CBsI3M, OJKHA HCIIOJIB30BAaThCs B KauecTBE
MOTEHIMAIBHBIX BXOJHBIX JAHHBIX B MEHEIKMEHT PHCKA C LEJIBI0 MOHUTOPHUHIA U TOJIEP KaHHs
TpeOOBaHUi K MPOIYKIIMH, a TAKKE K MpoLieccaM ee )KU3HEHHOT0 LIMKJIa U MpolieccaM yIydIlIeHusl.

Ecnu B COOTBETCTBHHM C NMPUMEHHMBIMH PETYJIHPYIONIMMUA TPEOOBAaHHUSIMH OpTaHHU3alUs JIOJDKHA
HaKalJuBaTh  ONpENCNCHHBI ONBIT HAa  OCHOBAaHMM  WH(POpMAIMK, TIONYyUYEHHOW  Ha
MOCTIIPOW3BOJICTBEHHON CTaJMiM, aHAJIM3 TaKOTO OIBITa JOJDKEH SBISITHCS YacThIO Ipoliecca
00paTHOI1 CBsI3H.

8.2.2 PaccmoTpeHue npereH3ui

Opranuzanus [OJDKHA JOKYMEHTHPOBATH IPOLEAYpPHl Il CBOEBPEMEHHOIO PACCMOTPEHUs
NpEeTEeH3uil B COOTBETCTBUM C TPHUMEHUMBIMH DPETYJIHPYIOIUMH TpeboBaHusIMU. JlaHHBIE
MpoLEeayphl JOJDKHBI, IO MEHBIIEH Mepe, yCTaHaBlIMBaTb TpPeOOBaHUS U paclpeseieHue
OTBETCTBEHHOCTU B OTHOLLICHUH:

a) IOJYYeHHS U PEruCTpalui HHHOpMAIIHH;
b) ouleHuBaHus HH(GOPMALIMU AJIS ONIPEETICHUS TOTO, SIBJISETCS JIM 0OpaTHas CBSI3b MPETEH3HEH;
a) paccie0BaHus IPETCH3UH;

B snexmponnom 0oKkymenme Hymepayus nyHKnoe cOOmeemcmeyen opuyuaibHomy
UCMOYHUKY.

b) onpenenenuss HeOOXOAMMOCTH HH(POPMHUPOBAHUS COOTBETCTBYIOLINX PErYIUPYIOLUIUX OPraHOB;
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€) IeHUCTBHI C MPOAYKIMEH, B OTHOIIEHUH KOTOPOU MOJIydeHa MPETECH3US;
f) onpenenenus HeOOXOAUMMOCTH UHUIIMMPOBATH KOPPEKIIUHU HITH KOPPEKTUPYIOIINE ICHCTBHSL.

Ecim kakas-mubo mpereH3wss He Obuta pacciefoBaHa, TO OOOCHOBaHWE JOHKHO OBIThH
JTOKyMeHTHpoBaHO. Jlto0asi Koppekuus WM KOpPpEeKTUpYIoIlee JelcTBHE B  pe3yibTare
PaccMOTpPEHMSI MPETEH3UHU JIOJKHBI OBITh JOKYMEHTHpOBaHbL. Eciu mpoBeneHHOE pacciieloBaHHe
MOKa3aJio, YTO TMPUYUHON TIPETEH3MM SBUJACh JCSATCIIBHOCTh BHE OpraHW3aIluH, JIOJIKEH
OCYIIECTBISITBCS OOMEH COOTBETCTBYIOIIECH HHGOpMAIMel MexXay OpraHuzalveidl W BHEIIHEH
CTOPOHOM.

3anucu Mo pacCMOTPEHUIO MPETEH3UH JTOJDKHBI MOAIEPKUBAThCs B pabodeM cocTosiHuU (4.2.5).

8.2.3 OT4eTHOCTH B peryjMpyronue Opraubl

Ecnmu nmpumenumble perynupyronige TpeOoBaHMsS O0OA3BIBAIOT YBEJOMIIATH O MPETEH3USX,
COOTBETCTBYIOIIUX YCTAHOBJICHHBIM KPHUTEPHUSM OTYETHOCTH O HEOIArONpUATHBIX COOBITHUAX WM
BBIITYCKE MOSCHUTEIIBHOIO YBEAOMIICHHS, OpraHu3alus J0/KHA JOKYMEHTUPOBATh MIPOLEAYPBI s
YBEJIOMIICHHSI COOTBETCTBYIOLIUX PErYJIUPYIOIUX OPTaHOB.

3amucH, CBS3aHHBIE C OTYCTHOCTHIO B PErYJIMPYIONIUE OPraHbl, JOJDKHBI IOACPKUBATHCS B
pabouem cocrosiHuM (4.2.5).

8.2.4 BuyTpeHHuii ayaur

OpI‘ aHu3alusa OOJKHA HNPOBOJUTH BHYTPCHHUC ayAUTHI YCPE3 3alVIAHUPOBAHHBIC HHTCPBAJIBI C
LEJIbI0 YCTAHOBJICHUA TOI'O, UYTO CUCTEMA MCHCIP)KMCHTA Ka4€CTBAa:

a) COOTBETCTBYET 3aIUIAHMPOBAHHBIM M JOKYMEHTHPOBAHHBIM MEPOIPUATUAM, TPeOOBAaHUAM
HACTOAILIEr0 CTaHJapTa, TPeOOBaHUAM K CHCTEME MEHEIKMEHTa KadecTBa, pa3padOTaHHBIM
OpraHu3alyeil, ¥ IPUMEHUMBIM PETYIUPYIOMIUM TPeOOBaHUSIM;

b) BHeIpeHa pe3yIbTaTUBHO U MOJICPIKUBACTCS B paO0UEM COCTOSIHHH.

OpFaHI/IL’»aHI/Iﬂ AOJDKHA JOKYMCHTHUPOBATL HNPOUCAYPY, OHNPCACIAIONIYH0O OTBETCTBCHHOCTH U
Tpe6OBaHI/ISI K IJIAaHUPOBAHHUIO U MTPOBCACHUIO Ay IUTOB, 3alIUCAM U OTUCTAM O pC3yJibTaTax ayauTa.

[IporpammMa ayiMTOB 0JIKHA MJIAHUPOBATHCS C YUETOM CTaTyca M BaXKHOCTH IIPOLIECCOB U 0071aCTH
ayJMTa, a TaKKe pe3yJbTaToOB MpeablIyluX ayauToB. Kputepuu, o0nacTs NpuMEHEHHs, 4acToTa U
METOJIbl ay/UTOB JIOJKHBI OBITH OINpEAENeHbl U 3apeructpupoBansl (4.2.5). Beibop ayniuTopoB u
IIPOBEICHUE ayJIUTOB JAOJDKHBI 00ecledrnBaTh OOBEKTUBHOCTh M OECHPUCTPACTHOCTH Ipolecca
ayauTa. AyaUTOpBI HE JOJDKHBI TPOBEPATH CBOIO COOCTBEHHYIO padoTy.

3anucu B OTHOIIEHWH ayJIUTOB M UX pE3yJNbTAaTOB, BKIOYAs HIACHTU(DUKAIMIO MPOIECCOB H
obnacteil ayiuTa, a TakKe BBIBOAOB IO ayJIUTY, JOJKHBI MOJIICPKUBATHCS B paboueM COCTOSHUU
(4.2.5).

PyKOBOJICTBO, OTBETCTBEHHOE 3a IPOBEPSEMBbIC OOJIACTU JESTEIBHOCTH, JOJDKHO O0OeCreunBaTh,
9TOOBI JII0OBIe HEOOXOAWMBIE KOPPEKUUH U KOPPEKTHPYIOUIUE JACHCTBHS MpPEANPHHUMAINCH 0e3
W3IUINHEH OTCPOYKM ISl YCTpaHeHHs OOHApy>KEHHBIX HECOOTBETCTBHH H WX IPHYMH.
[Mocnenyromue nEHCTBUS JODKHBI BKIIOYATh BEPUGHUKALMIO MPEANPHHATHIX MEp U OTYET O
pe3yabTarax Bepupukanuu.
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[Ipumevanue - JononuurensHyto nHpopMaiuio Moxuo Haita B ISO 19011.

8.2.5 MOHUTOPHHT U U3MEpPEeHHUEe NMPOLEeCcCOB

Opranuzanus I10JKHA TPUMEHATh MMOAXOISAIINE METOIbl MOHUTOPUHTA U, €CIIH 3TO LeIeco00pa3Ho,
M3MEpEHUs MPOIECCOB CUCTEMbl MEHEKMEHTA KauecTBa. DTH METOJIbI JOJKHBI J€MOHCTPUPOBATH
CIIOCOOHOCTH MPOILIECCOB JIOCTUraTh 3alVIaHUPOBAHHBIX pe3yJbTaToB. Eciu 3amiaHupoBaHHBIE
pe3ysbTaThl HE JIOCTUTHYTHI, JOJDKHBI TPEANPUHUMATHCS KOPPEKUMH U  KOPPEKTHPYIOIIHE
JeWCTBUS, €CIIU ATO 1IeTIECO00PasHoO.

8.2.6 MOHUTOPHUHT U U3MEpPeHHUe NMPOXYKIIMH

Opranu3zanus 10JKHA MPOBOJAUTh MOHHUTOPUHT U U3MEPEHHUE XAPAKTEPUCTUK MPOIYKIUU C LEIBIO
BepU(UKALUKA COOTBETCTBHSl MPOAYKIIMH  YCTAHOBJCHHBIM TpeOOBaHUSM. OTO  JTOJKHO
OCYLIECTBJISATHCA HA COOTBETCTBYIOIIMX CTAAUSAX IMPOLIECCOB >KM3HEHHOI'O LMKJIA MPOAYKIUU U B
COOTBETCTBMM C  3aIUIAHUPOBAHHBIMM U JOKYMEHTUPOBAHHBIMHU  MEPOIPHUATUIMH U
JOKYMEHTHUPOBAaHHBIMHU MTPOLIEYyPaMH.

CBupaerenbcTBa COOTBETCTBUS KPUTEPUSM MPUEMKH JIOJDKHBI TIOJJIEPKUBAThCs B pabouem
COCTOSIHMM. 3alyCH JIOJKHBI yKa3bIBaTh JIMILO, CAHKIMOHUPOBABIIEE BBIMTYCK Hpoaykuuu (4.2.5).
Ecnu nenecoobpa3Ho, 3anucu J0JXKHBI UISHTU(UIUPOBATh 000pYIOBAHUE, UCIOIB30BAHHOE AJIS
U3MEPECHUM.

Boinyck mpoaykuuu u oOCiIyXKHBaHHE HE JTOJKHBI OCYHIECTBISATHCS 1O YCIEIIHOTO 3aBEpIlEeHUS
3aIIaHUPOBAHHBIX U IOKYMEHTUPOBAHHBIX MEPOIIPHUSITHIA.

,21.]'[5[ UMIUNTAHTUPYEMBIX MCIUIIMHCKUX I/ISJIGJ'II/Iﬁ opraHusanusa AO0JDKHAa BCECTH 3alucCu 110
I/IJICHTI/I(I)I/IKB.LII/II/I nepcoHala, mpoBOAALICTO JII00bIE BHUJbI KOHTPOJIS WA HUCIBITAaHUH.

8.3. YnpaBjieHue HeCOOTBETCTBYIOILEH MPOAYKIMEH

8.3.1 O01mue moJiokeHus

Opranuzanus I10KHa 00eCeunBaTh, YTOOBI MPOIYKIUs, KOTOpask HE COOTBETCTBYET TPEOOBAHUSAM,
Obula HMIEeHTH(GUUIMpOBAHA M YHOPABIUIACh C UENbl0 NPEAOTBPAIICHUS HENpeIHAMEPECHHOTO
WCTIONB30BaHUS WM  TocTaBku. OpraHuzamus J0DKHA  JOKYMEHTHPOBATh — IPOLELYpPY,
ONPEIENSAOLIYI0 CPEACTBA YIPABIEHHUS, COOTBETCTBYIOINE OTBETCTBEHHOCTh U IOJHOMOYMS IS
I/II[eHTI/I(bI/IKaLII/II/I, JOKYMCHTHUPOBAHUA, OTACJICHUA, OLICHUBAaHUA n pasMCIICHUs
HECOOTBETCTBYIOIIEH TPOAYKIUH.

OrneHuBaHUEe HECOOTBETCTBHM JOJDKHO BKIIOYATh OMpEIeieHne He0OXOIUMOCTH MPOBEICHUS
pacciesioBaHMsl M YBEAOMJICHUS  KakOW-TMOO  BHEIIHEM CTOPOHBI, OTBETCTBEHHOM 3a
HECOOTBETCTBUE.

3amucu 0 XapakTepe HECOOTBETCTBHHA M JIFOOBIX MOCIEAYIONUX TMPEANPUHATHIX JIEHCTBUIX,
BKITIOYAst OIEHUBAHHUE, JTIF000€ paccieoBaHne U 000CHOBAHHE PEIICHUH, TOJHKHBI TTOIEPKIUBATHCS
B pabouem coctosiHum (4.2.5).
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8.3.2 /leiicTBHSI B OTHOIICHUH HECOOTBETCTBYHOLIEH MPOTYKIIMH,
00HAPYKEHHOH /10 MOCTABKHU

Opranuzanus JOJKHA MOCTYIMATh C HECOOTBETCTBYIOMICH MPOAYKIIMEH OJHUM WM HECKOJIbKUMU
CJIeTIOLIMMU CITIOCOOAMU:

a) OCYHICCTBJIATDH JIEUCTBUS C LIEIBIO YCTpaHCHUA O6H8.py>KCHHOFO HECOOTBCTCTBHUA,

b) ocymecTBiATh NEMCTBUS C LENbI0 MPEJOTBPALICHUS] €€ NEPBOHAYAIBLHOIO MPEANoIaraeMoro
WCIIOJIb30BAHUS UM IPUMEHEHHS;

C) CaHKIIMOHMPOBAThH €€ UCIOJIb30BAHNE, BBITYCK WM MPUEMKY 10 Pa3pelIeHUI0 Ha OTKJIOHEHUE OT
YCTaHOBJICHHBIX TPEOOBaHUM.

Opranmzanus AoDKHa obecreynBaTh, 4TOOBI MPHUHATHE HECOOTBETCTBYIOIIEH NPOIYKIHMU TpPU
MOJTY4YEHUH Pa3pelIeHHsI Ha OTKJIOHEHHE MOTJIO OBITh OCYIIECTBIEHO TOJBKO B TOM CIIydae, eCIH
9TO JIONYCKAETCs pPEeryJupyrollMMU TpeOOBaHUSAMH. 3amMCH O TMPHUHITUU pa3pelieHus Ha
OTKJIOHEHHWE M MICHTH(PHUKALNY JIMIIA, CAHKIIMOHHUPOBABILETO pa3pelieHHe Ha OTKIOHEHUE, JOJIKHBI
MO/IIEPKUBATHCS B paboueM cocTostHuH (4.2.5).

8.3.3 [leiicTBMSI B OTHOLICHUH HECOOTBETCTBYHOLIEH MPOAYKIHH,
00HApPYKEHHOI MoCcJIe NOCTABKH

Ecan HECOOTBCTCTBYIOIIAA MPOAYKHIHA BBIABJICHA IIOCJIC IMOCTAaBKH WJIM Havalla HNPUMCHCHUA,
opranu3anus AOJDKHaA  OpPCAIPUHATH IIeI>'ICTBI/ISI, COOTBCTCTBYIOIIIHC MNOCICACTBUAM Ui
NOTCHIHUAJIbHBIM ITOCIICACTBUAM HECOOTBCTCTBHA.

3anucH NpenpruHATHIX JeHCTBUI TOJIKHBI MOAIEPKUBATHCS B paboueM cocTossHuM (4.2.5).

Opranusanus JOJKHA JOKYMEHTHPOBATH HPOLEIYphbl BbIyCKa M NPUMEHEHHs MOSICHUTEIbHBIX
YBEIOMJICHUH B COOTBETCTBUH C IPUMEHUMBIMHU PETYIUPYIOIIUMHI TPEOOBAaHUAMU. DTU MPOLETYPHI
JIOJKHBI OBITh TOTOBBI K BBEJICHUIO B JIEHCTBHUE B JII000E BpPEMSI.

3anucu AeMCTBUIA 110 BBITYCKY MOSCHUTENIBHBIX YBEAOMICHUM TOJKHBI TIOACPKUBATHCS B paboueM
coctosiHuu (4.2.5).

8.3.4 Ilepenenka

Opranuzanusi JIOJDKHA BBITIOJNIHATH TEPENIEIKY B COOTBETCTBHU C JOKYMEHTHPOBAHHBIMU
Ipoueaypamy, IIpUHMMas BO BHHUMaHUE IIOTCHUUAJIBHBIE HEXKEJATEIbHBIE  IOCIEACTBUS
BO3JEHCTBUS MEPEIECIKHA HA MPOIYKIIHIO.

OTU npoueaypbl AOJKHBI IPOUTH TOT e aHaJIU3 U 0J00peHne, Kak U epBOHAYANIbHBIE TPOLIETYPHI.

[locne 3aBepuieHHs] MEpeNeNKHd MPOAYKIHS IODKHA OBITh BepUHUIMPOBAaHA HAa COOTBETCTBUE
MIPUMEHUMBIM KPUTEPHUSAM MPUEMKU U PETYIUPYIOIIUM TPEOOBAHUSIM.

3anucu o nepeaesike T0JKHBI OAJIEPKUBATHCA B paboueM cocTostHuu (4.2.5).

8.4. AHa/In3 TaHHBIX
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Opranuzanus J0JDKHA JOKYMEHTHPOBaTh IpOLEAYphbl OmpeneneHus, cOopa U aHaimu3a
COOTBETCTBYIOIIUX AAHHBIX Ui IEMOHCTPAIMH MPUTOTHOCTH, aJICKBATHOCTH U PE3yJIbTaTUBHOCTH
CUCTEMBI MEHE/I)KMEHTA KauecTBa.

Ot nmpoucaypbl AOJIKHBI BKIIFOYATH OIPCACIICHUC IMOAXOAAINMNX MCETOIOB aHAJIM3d, B TOM YHUCIIC
CTaTUCTUYCCKUEC METOABI U 00J1aCTh MX MMPUMCHCHUA.

JlanHble JOHKHBI BKIIIOYATh HH(OPMALINIO, TTOTYYEHHYIO B Pe3yJIbTaTe MOHUTOPUHTA U U3MEPEHHUS,
a TaKXe U U3 JPYruX COOTBETCTBYIOLIMX UCTOYHUKOB, BKJIIOUasi, IO MEHbIIIEH Mepe, JaHHbIE:

a) oOpaTHOM CBSI3W;
b) cooTBeTCcTBUS TPEOOBAHUIM K IPOAYKIIUH;

C) XapaKTepUCTHMKaM M TEHACHLUSAM IPOLECCOB M MPOAYKLHH, BKJIHOYas BO3MOXHOCTH I10
YIyUIIEHUIO;

d) mocraBmmkam;
€) ayauTam;
f) oryeram 1Mo TeXHUYECKOMY OOCITYKHBAaHHUIO, €CITH 11€71€CO00pa3HO.

Ecnu anmanu3 naHHBIX yKa3blBae€T Ha TO, YTO CHUCTEMa MEHEIKMEHTa KadecTBa HE SBISETCA
MPUTOJTHOM, aJ€KBAaTHON WJIM Pe3yJbTaTUBHOW, OpraHW3alluds JIOJDKHA MCIIOJIL30BAaTh ATOT aHAIN3
KaK BXOJIHbIE JaHHbBIE I YIYULICHUSI B COOTBETCTBUU C 8.5.

3amucu pe3yJIbTaTOB aHaIN3a JaHHBIX JOJKHBI IMOIEPKUBAThHCS B pabodyem cocrosiuuu (4.2.5).
8.5. Yayumenue

8.5.1 O01mue mo10:KkeHUuA

Opraauzanus 0HKHA UASHTUOUIIMPOBATH M OCYIIECTBIIATH JIOObIE U3MEHEHUS, HEOOXOANUMBIC IS
obecrieueHUsT W TOJMJEP)KAHUS TIOCTOSSHHOW TPUTOJHOCTH, aJ€KBAaTHOCTH M PE3yJbTaTHBHOCTH
CUCTeMBbl MEHEIKMEHTa KadecTBa, a TakKe O€30MacHOCTH M (YHKIIMOHAJIBHBIX XapaKTEPUCTHUK
MEIUIIMHCKUX HW3AENUN, UCIOJIb3Yys MOJUTUKY B OOJACTH KadecTBa, IEJIM B 00JIaCTH KadecTsa,
pe3yabTaThl ayAWTOB, IOCICIPOJAKHOTO HAOMIONCHUsI, aHaW3a JaHHBIX, KOPPEKTUPYIOIIHMX W
NpeAyNpexRIAI0MMNX JEHCTBUM U aHAIM3a CO CTOPOHBI PyKOBOJCTBA.

8.5.2 KoppexkTupymommue neiicTBus

Opranuzanus J0JDKHA NMpEeANpUHUMATh IEHCTBUS C LIEJbI0 YCTPAHEHHUS MPUYUH HECOOTBETCTBUM
U1 TIPEyNPEXICHUsST TOBTOPHOIO MX BO3HUKHOBEHUs. JIroOble HEOOXOOMMBIE KOPPEKTHPYIOIINE
NeUCTBUS JTOJDKHBI OBITH MPHUHATHI 0€3 HeoOOCHOBaHHOU 3ajepxkku. KoppekTupyromume AedcTBUS
JIOJKHBI OBITH MPONOPLIMOHATIBHBI IOCTIEACTBUSAM BBISIBICHHBIX HECOOTBETCTBUH.

Opranuzanus J0JKHA JOKYMEHTHPOBATh MPOLEAYPY VI ONpeieieHusl TpeOOBaHHM K:
a) aHaIM3y HECOOTBETCTBUH (BKJIIOYAsl IPETEH3UN);

b) YCTAHOBJICHUIO ITPUYIHNH HeCOOTBeTCTBHﬁ;
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C) OLICHUBAHUIO HEOOXOUMOCTH JICHCTBHM, YTOOBI N30€KaTh MOBTOPEHUS HECOOTBETCTBUIA,

d) mIaHUPOBAaHUIO W JOKYMEHTHUPOBAHHIO HEOOXOIUMBIX JEHCTBHM M HMX OCYIIECTBIICHUIO,
BKJIIOYasl, €CIIU LI€JIECO00Pa3HO, aKTyaIU3alui0 JOKYMEHTAlUY;

€) Bepu(pHUKAIIUU TOTO, YTO KOPPEKTUPYIOIINE NEHCTBUS HE OKA3bIBAIOT HETaTHBHOTO BIUSHUS Ha
COOTBETCTBUE PETYJIUPYIOMUM TpeOOBaHUSAM, a TaKKe Ha O€30MacHOCTh W (DYHKIMOHAILHEIC
XapaKTePUCTUKH METUIIUHCKOTO U3IENHs;

f) ananu3y pe3yabTaTUBHOCTH MPEANPUHATHIX KOPPEKTUPYIOIIUX JCHCTBUH.

3anmcn  pe3yibTATOB  JIIOOOTO — pAacCleOBaHUS W TPENNPUHATHIX — JCHCTBHHA  JOJDKHBI
MOIIEPKUBATHCS B paboueM cocTostHuM (4.2.5).

8.5.3 IIpexynpexnarommue qeicTBUS

OpFaHI/BaIII/ISI AO0JDKHA OIpCACIIUTb JEHCTBHSA C MEJbIO YCTpaHCHUA MNOPHUYHUH NOTCHIHUAJIbHBIX
HECOOTBETCTBUM U1 IIPCAYNPCIKACHUS WX ITOABJICHUA. Hpenynpexo:[afomne ﬂeﬁCTBHH JOJI>KHBI
OBITh MpOoNnoOpHHUOHAIIBHBI MOCICACTBUAM IMOTCHIIUAJIBHBIX HpO6JICM.

Opranu3zanusi 10JbKHA JOKYMEHTHPOBATH MPOIEAYPY, YCTAaHABIUBAIOIIYIO TPEOOBAHUS K:
a) OIpeAeNICHUIO MOTEHIIMAIbHBIX HECOOTBETCTBUI M UX MPUUHH;
b) olleHHBaHUIO HEOOXOAMMOCTH JEHCTBUM C 1IEIIBIO MPEAYTPEKACHUS TOSIBJICHUS HECOOTBETCTBUM;

C) MJIAHUPOBAHUIO U JIOKYMEHTHPOBAHUIO HEOOXOAMMBIX ACHUCTBUN U WX OCYIIECTBICHHIO, BKIIIOYAs,
€CJIM 11eJ1eco00pa3Ho, aKTyalTu3aluio0 JOKYMEHTAIlUH;

d) Bepudukamum TOro, YTO JMEHCTBUS HE OKa3bIBAIOT HETATUBHOTO BIUSHUS Ha COOTBETCTBUE
pPEeryJIupyONMM TpeOOBaHUsAM, a TaKKe Ha 0E€30MacHOCTh M (YHKIIMOHAJIBHBIC XapaKTEPUCTHKU
MEIULIUHCKOTO U3EIIHNS;

€) aHAJIM3y Pe3yIbTAaTUBHOCTH MIPEANPUHATHIX MPETYTPEKIAIONTUX IEHCTBHM, €CITU 1IeIIeCO00pa3Ho.

3anucu pe3ynbTaToB JIFOOBIX pacciaeoOBaHUN U MPEANPUHATHIX JEHCTBHI JTOMKHBI MTOAICPKUBATHCS
B pabouem coctosinuu (4.2.5).

Ipunoowcenue A

(cnpasounoe)

CPABHEHHUE COIEPKAHUA ISO 13485:2003 U ISO
13485:2016

B tabmuue A.1 mpuBeaeHa uHdopmaims 0 BHECEHHBIX M3MEHEHUsX B HacTosammil ctanaapt (ISO
13485:2016) no cpaBuenuto ¢ npeapiaymmm uzganueM (ISO 13485:2003).

Tabauya A.1
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[TynkTer [ISO KomMeHTapuu K MU3MEHEHUSIM 110 CPABHEHUIO C PEABLIY UM
13485:2016 uznanuem (ISO 13485:2003)
Brenenue Pa3bsicHsIET 3HAUEHUE TPETHETO M3/IaHUsI HACTOSIIET0 CTaHIapTa
OO011I1e TOJ0KEeHUs BiutouaeT B ce0s1 3HAYUTENBHO 0O0JIbIIE MOAPOOHOCTEH, CBA3AHHBIX

C 0COOCHHOCTSIMU OpraHU3aIlHii, OXBATHIBAEMbBIX TPEOOBAHUSIMH
HACTOSAIIET0 CTaHapTa, B TOM YHCIIE 110 CTaAUSIM KU3HEHHOTO
[I1KIIA.

OOBsCHSET, 4TO TPEOOBAHUS CTAaHAAPTA MOTYT OBITh TPUMEHEHBI
[MOCTAaBIIMKAMU WM JPYTMMH BHEIIHUMHU CTOPOHAMH 100POBOJIBHO
11100 B COOTBETCTBUU C TPEOOBAHUSMH KOHTPAKTA.

BrurouaeT 00s13aTenbCTBa OpraHu3aluii B paMKax CUCTEMBI
MEHEPKMEHTa KaueCTBa IPUMEHATh PEryJIUpyIoIre TpeOOBaHMUsL.
HpOopMUpYyeT OpraHu3alMy O pas3InyMsIX B CHCTEMAX
PETYIUPOBAHMS U MX O0SI3aHHOCTH MOHUMATh, KaK 3TH TpeOOBaHUs
OyAyT BIMATH Ha UX CUCTEMY MEHEI)KMEHTA KaueCTBa.

JloGaBiisieT 0043aTeNbCTBO YAOBIETBOPATH COOCTBEHHBIM
TpeOOBaHUAM K CUCTEME MEHEKMEHTa KauecTBa.

'Y cTaHaBIMBAET aKIEHT HA HEOOXOAUMOCTH "y IOBIIETBOPEHHS
TpeOOBaHUs MOTPEOUTENS U IPUMEHUMBIX PErYIHPYIOLIIX
TpeboBaHUl K 0OecreueHuI0 0€30MacHOCTH U (PYyHKIIMOHAIBHBIX
XapaKTEepUCTUK'".

[TonuepkuBaet, 4To TpeOOBAHUS K MPOLYKIIMH, KOTOPBIE CBSA3aHBI C
oOecriedeHreM 0e30MacHOCTU M (PYHKIIMOHAIBHBIX XapaKTEPUCTHK,
SIBJISIFOTCS BAKHBIMH.

/loGaBsieT n1Ba akTopa BIUSHUS HA IPUPOY CUCTEMBI
MEHEDKMEHTa KauecTBa, KOTOpbIe HE ObLIM B IEPBOHAYATBHOM
M31aHud (OpraHU3alMOHHAs CPEAa U PeryInupyIoLIe TpeOOBaHMs).
'YTouHsIeT, 4TO OpraHu3alus He 00s13aHa IPUBOJUTH CBOIO
ITOKYMEHTAIMIO B COOTBETCTBUHU CO CTPYKTYPOM HACTOSIIETO
CTaHjapTa

PazbsicHeHue noHATHil  |Jlo0aBisieT ABa JONOIHUTENbHBIX KPUTEPHUS, CBI3aHHBIX C
PEryIUpPYIOIIUMHU TPEOOBAHUAMMU:

- CoOuro/ieHre peryaupyonmx TpeOoBaHmil;

- TpeGoBanus, HEOOXOIUMBIE JIJIsI OCYIIECTBICHUSI MEHEDKMEHTA
pHCKa.

Ornpenensier mpenensl IPUMEHEHUsI TEpMUHA "pUCK' OTHOCUTEIBHO
oOecnieueHust 0€30MacCHOCTH U (PYHKIMOHAIBHBIX XapaKTEPUCTUK
MEIMIIMHCKOTO U3ETHSI U B LIENISAX COOTBETCTBUS
PETYIUPYIOIIUM TPEOOBAHUSIM.

Pa3bscHseT, 4TO TEPMUH "JJOKYMEHTHPOBaHO" BKIIIOUAET B ce0s
HEOO0X0IMMOCTh CO3/JaHUs, BHEIPEHUS U MOAIEP KaHUs.
Pa3bsacHsAET, 4TO TEPMUH "IPOAYKIMS" OTHOCUTCS K pe3ysbTaram,
KOTOpBIE IPEeIHA3HAYECHBI JAJIs1 HOTPEOUTENS UM UM 3aTpeOOBaHbl,
WU TIPEJICTaBIISIOT COO00M 3aJaHHBINA PE3yIbTaT B IIpoliecce
[IPOU3BOJICTBA IPOAYKLIUU

[TporieccHbid moaxoa  |[PactmupsieT 00bsICHEHUS MPOIIECCHOTO MOIX0/1a

Cas3b ¢ ISO 9001 Omnpenenser cBa3p Mexay [SO 13485:2016 u ISO 9001.
'YKa3bIBaeT, UTO CTPYKTYpHAasi B3auMocBsi3b Mexay ISO 13485:2016
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1 ISO 9001:2015 Gyxer mpuBeeHa B IPUIIOKEHUHN B.
IcKITI0U€HO UCTONB30BAaHUE KYPCUBA TEKCTA B CTAHAAPTE AJIs
0003HaueHust n3MeHeHu o cpapHenuto ¢ SO 9001:2008

1 O6nacTh NpUMEHEHUS

Y Ka3bIBa€T MPUMEHUMOCTD HACTOALIErO CTAHAPTA VIS
OpraHu3alui, KOTOPbIE Y4aCTBYIOT B OJHOU HMIIM HECKOJIBKUX
CTa/MAX )KU3HEHHOTO IUKJIA METULIUHCKOTO U3/EIusl.

VKa3bpIBaeT, YTO HACTOSIIIMI CTaHAAPT MOXKET TaKXke ObITh
MCII0JIb30BaH MOCTABIIMKAMU WJIM BHEITHUMH CTOPOHAMM, KOTOPBIE
[TOCTaBJISAIOT IPOIYKIIMIO U CBSI3aHHBIE C CUCTEMOI MEHEKMEHTA
KayecTBa OPraHU3alni yCIIyTH TaKUM OPTaHHU3aLAM.

OrnpenensieT OTBETCTBEHHOCTh OPTaHNU3allMK 38 MOHUTOPHHT,
[o/iepKaHe B paboyeM COCTOSIHUU U YTIPaBJIEHUE ITPOLIECCaMH,
[epeJaHHbIMU Ha CTOPOHY.

Paciupsier TpeboBaHMs, KOTOPbIE MOTYT ObITh HE PUMEHHMBI K
TO JIM MHOMU AESATEIbHOCTU B COOTBETCTBUU C IMyHKTamMH 6 u 8.
Pa3bsicHsieT, 9TO TEpMHH "peryaupyroIiue TpeOoBaHus" BKIIIOYAET
B ceOs1 3aKOHO/1aTeNIbHbIE aKThI (HallpUMep, 3aKOHBI, TI0[3aKOHHBIE
AKTBI, IPEIIMCAHUS U TUPEKTUBBI) M OTPAaHUYUBACT Chepy
[pUMEHEHHUS "PEeryIupyolmx TpeOoBaHUl" TOJIBKO K CCTEME
MEHE/DKMEHTa KauecTBa, a Takke odecreueHno 0€30MacHOCTH WU
(DYHKIIMOHAJIbHBIX XapaKTEPUCTUK MEAUIIMHCKOTO W3S

3 TepmuHb 1

/lo0aBI€HO HECKOJILKO HOBBIX OIMPENICTICHUN U YTOUHEHbI

oTIpeIesIeHUs HEKOTOpHIE CYIIECTBYIOIINE ONPEIeTICHHS
4 Cucrtema JloGaBiieHBI TpEOOBaHMS K JOKYMEHTUPOBAHUIO POJIH(eif)
MEHEDKMEHTA OpraHu3aIny.

KauecTBa /loGaBieHbI TPeOOBAHUS K ONPEIEICHUIO MPOIIECCOB 'C yUeTOM

4.1 OGmmue TpeboBaHUS

poiin(eit), OCyIIeCTBIIsIEMbIE OpraHu3aiuen’.

/To6aBiieHo TpeboBaHME "TIPUMEHSATD PUCK-OPUEHTUPOBAHHBIN
[OIXO/] K YIIPaBJICHUIO COOTBETCTBYIOLINMH MPOIIECCaAMHU,
HEO0OXOAMMBIMHU JIJISi CHCTEMbI MEHE/PKMEHTA KadecTBa'.
/To6aByieHbl TpeOOBAHHUS, OTHOCSIIHECS K NU3MCHEHHUSIM B
poreccax.

JloGaBiieHBI TPEOOBaHMS, OTHOCAIIMECS K BAMAAINN IPUMEHEHHUS
KOMITBIOTEPHOT'O TTPOTPAMMHOTO 00ECIICUSHHUS, HCITOJIB3yEeMOTO B
cucTeMe MeHeI)KMEHTa KauecTBa

4.2 TpeboBanus K
ITOKyMEHTAIHH

BrorrouaeT B ce0st mpoliece ynpaBlIeHHs 3aMUCIMH B paMKax
TpeOOBaHMI K yIPABJICHHUIO JOKYMEHTAIIUECH.
OrnpeneneH nepeyeHb J0KyMEHTOB, KOTOPbIE JOKHBI OBITh
BKJTIOYEHBI B (hailyl METUITTHCKOTO U3IETIHSL.
BiuroueHo TpeOoBaHUE OTHOCUTEIHHO 3aLTUTHI
KOH(UICHIIMATBFHON MepcoHanbHONU HHPOPMAIUH.

00aBJICHO HOBOE TPEOOBAHKE 110 CPOKAM XPAHCHHUS 3aITHCEH

5.6 AHaJIN3 CO CTOPOHBI
[PYKOBOJCTBA

BiuroueHbl TpeOOBaHUS K JOKYMEHTHPOBAHUIO TPOLIEAYPHI 1715
AHAJIM3a CO CTOPOHBI PYKOBOJICTBA U TPeOOBAHUS ISl TPOBEICHUS
QHaAJIM3a CO CTOPOHBI PYKOBOJICTBA B 3aINIAHUPOBAHHBIE MHTEPBAJIBI
B COOTBETCTBHUHM C JOKYMEHTHPOBAHHOM MPOIIEAYPOH.

Pacimpen nepeueHb BXOAHBIX M BBIXOAHBIX JAHHBIX JJI aHATU3a

CO CTOPOHBI PYKOBOJICTBA

@ rtu24.ru
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6.2 UenoBeueckue
[pecypchl

BrirroueHo HOBOE TpeOOBaHHUE M0 JOKYMEHTHPOBAHHUIO MTPOIIECCOB
YCTaHOBJICHUS] KOMIIETEHTHOCTHU TIEpCOHAIIA, TIPOBEACHHUS
00yueHwns1, o0ecredeHus OCBEIOMIICHHOCTH TTepcoHaa

6.3 Nudpactpykrypa

/loGaBieHbl TpeOOBaHUS K UHPPACTPYKType I IPEIOTBPALLCHUS
MepernyThIBAHUS MTPOYKITUN H 00E€CIICUCHHSI HA ICKAIIIETO
0OpareHus ¢ MpoIyKIUeH.

B niepeueHp BCrioMorareabHbIX YCIyr 100aBieHa
"uHdopmanronHas cucrema"

6.4 [IpousBoacTBEHHAS
cpena ¥ KOHTPOJIb
Barpsi3HEHUs

/ToGaBieHb! TpeOOBaHUS K TOKYMEHTHPOBAHUIO MPOU3BOICTBEHHOMN
CpEIBbL.

/loGaBiieHbI TpEOOBaHMSI, CBSI3aHHBIE C KOHTPOJIEM 3arpsI3HEHHS
MUKPOQIIOPHI U 3arpsiI3HEHUS MEJIKOJUCIIEPHBIMH YaCTUIIAMU JISI
CTEPUIIbHBIX MEIMIMHCKUX U3ACIUN

7.1 IlnanupoBanue
[IPOLIECCOB JKU3HEHHOIO
[IMKJIa TPOAYKIIUH

JlommomHUTENBHBIC TPEOOBaHMS 100aBICHBI B IEPEUUCIICHUE

7.2 Ilpoueccsl, /lononHUTENbHBIE TPEOOBaHMSI 10OABIEHBI B IEPEUNCIICHUE.
CBSI3aHHBIE C Jlo6aBiieHb! TPeOOBAHMS K HOICPKAHUIO CBS3H C
NOTPEOUTEISIMU eryJIMPYIOIIMMH OpraHaMy

7.3.2 [lnanupoBanue
[POCKTUPOBAHUS
[pa3paboTKu

/lononuurtensHble TpeOOBaHUs 10OABIICHBI B IEPEUUCIICHHUE.
VckinroueHbl TpeOOBaHUS, CBA3aHHbBIE CO B3AUMOJCHCTBHEM MEXIY
[Pa3IMYHBIMU TPYNIaMH, YYACTBYIOIMMHU B POEKTUPOBAHUU U
pa3paboTke

7.3.3 BXxoaHble naHHbIE
TUIsS TPOCKTUPOBAHUS U
[pa3paboTKu

JlononHuTENbHBIE TPEOOBAHUS TOOABICHBI B IIEPEUHCIICHHE.
OnpezeneHo, yTo TpeOOBaHUS JOKHBI OBITH BEpUDHUIIPYEMBIMU
WJTH BJIHIIPYEMbIMH

7.3.5 AHanu3 npoeKTa u
[pa3paboTKu

/loGaBieHbI TOJPOOHOCTH COACPIKAHUS 3aITUCEH

7.3.6 Bepudukamms
MpOoeKTa U pa3paboTKu

Jlo6aBiieHb! TPEOOBAHUS ISl TIOKYMEHTHPOBAHUS ITAHOB
BepuduKkaluy, BKItoyas TpeOoBaHUs K Bepudukauu natepgeiica.
00aBJIeHBI TPEOOBAHMUSI K 3aMKCSIM BepU(DUKAIINH

7.3.7 Banmnmanus
[IPOEKTa U pa3paboOTKu

/loGaBieHbl TpeOOBaHUS ISl JOKYMEHTHPOBAHUSI TIJIAHOB
BaJTMIalliy, BKITIOYas TpeOOBaHuUs K Baluaaluu uaTepdeiica.
/loGaBeHb! TpeOOBAHMUS IS 3aIMCEH BATUIAINN

7.3.8 [lepenaya mpoekta
1 pa3paboTKu

/To6aByieH HOBBIW MTOAMYHKT

7.3.9 YnpaBnenue
M3MEHEHUSIMHU TIPOCKTA
1 pa3paboTKH

/lo6aByieHO TpeOOBaHKE O BKIIOUCHUH OLIEHKH BIUSHUS U3MEHEHUN
Ha COCTaBHBIEC YaCTH U3JIEIHH U YK€ TOCTaBIEHHYIO MPOYKITHUIO.
Jlo6aBiieHbI TOAPOOHOCTH 10 UJICHTU()UKALIUY U aHATTU3Y
M3MEHEHU N

7.3.10 Daiinsl
[MPOCKTUPOBAHHUS U
a3pabOTKH

/loOaBJIeH HOBBIN MOAMYHKT

7.4.1 Ilponecc 3aKynok

C,Z[eﬂaHBI AKICHTBI HAa KPUTCPUU BBI60pa IoCTaBIIMKA B
3aBUCUMOCTH OT BJIMSAHUWA PC3YJIbTATOB ACATCIILHOCTU MMOCTABIIMKA
Ha KQYE€CTBO MCIUITUHCKOI'O U3ACINUA, PUCKH, CBA3aHHLIC C
MCIUIIUHCKUM U3ACIIUCM, d TAKIKC COOTBCTCTBUC MTPOAYKIIUU

IPUMEHUMBIM PETYJIUPYIOUUM TPEOOBAHUSIM.

@ rtu24.ru
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/To6aByieHBI HOBBIC TPEOOBAHUS, CBA3aHHBIC C MOHUTOPHHTOM U
[MIOBTOPHOW OLIEHKOM IOCTABIIMKOB, & TAKXKE K JCHCTBUAMM,
KOTOpbIE HEOOXOAUMO MPHHATH, KOT/Ia TPEOOBAHMS K 3aKyITKaM He
OylyT BBITTOJTHEHBI.

Bx1t04eHbI JOTIOTHUTEIbHBIE TTOIPOOHOCTH, OTHOCSIIHECS K
COJIEP)KAHUIO 3anucei

7.4.2 Undopmanust mo  |Jlo6aBieHO HOBOE TpeOOBaHUE /TSl BKIFOUCHHUS YBEIOMIICHUH 00
3BaKynKam M3MEHEHHUSX B ITOCTABJISIEMOM MPOIYKLIUU

7.4.3 Bepudukanus /loOaBiieHbI HOBBIE TPEOOBAHUS O IEATEIBHOCTH 110 KOHTPOJIIO U
3aKyTJICHHOU MepaM, KOTOpble HE0OXO0MMO MPUHSTH, KOT/1a OpPraHU3aIuu
[POAYKIIUU CTAaHOBHUTCS M3BECTHO O KaKUX-THOO U3MEHEHUX B 3aKylaeMon

POTYKITUH

7.5.1 Ynpasnenue
[IPOU3BOJICTBOM U

I[O6aBJIeHBI HO,I[pO6HOCTI/I, CBS3aHHLIC C YIIPABJICHHUEM
IIPONU3BOJCTBOM U OKa3aHUSA YCIIYT

00CTy)KUBaHUEM

7.5.2 Yncrora JlononHUTENbHBIE TPEOOBaHNUS JOOABJICHBI B IIEPEUHCICHHUE
POTYKIIUU

7.5.4 JlearensHocTh 0 [Jl00aBIeHO TpeOOBaHME MO MPOBEACHUIO aHAIN3a 3aIUCcei
00CITy>)KHUBAaHUIO NesITeIbHOCTH, CBSI3aHHOM C 00CITY)KHBAaHUEM

7.5.6 Banmunauus JlononHUTENbHBIE TPeOOBaHMS 100OABICHBI B IEPEUHCIICHUE.
POLIECCOB /loGaBieHbl TOAPOOHOCTH, OTHOCAIIUECS K IEATEIbHOCTH,
[IPOU3BOJICTBA U TpeOyIolIel HATNYHS TPOLETYP.

00CTy>)KUBaHUS Ornpeneneno TpeOoOBaHNE K BAIMIAIUU POTPAMMHOTO

00ecrieueHnst OTHOCUTENBHO PUCKOB, CBA3aHHBIX C IPUMEHEHUEM
[IPOrPaMMHOTO O0ECTICUeHHUSI.
00aBJICHBI TPEOOBAHMUS, OTHOCSIIIMECS K 3AIHCSM 10 BATHIAITUU

7.5.7 CriennajabHbIE
TpeOoBaHUs K
BaJTUIAIAH TTPOIIECCOB
CTepUIIN3aUU U
crucreMam 0apbepoB
CTCPUIIBHOCTH

JloGaBrieHbl TpeOOBaHMSI U1l CUCTEM 0apbepoB CTEPUIIBHOCTU

7.5.8 Unentudukanus

/loGaBnieHbl TpeOOBaHMS Il YHUKAIbHON MICHTU(DUKALIUU

15K31 (SUN50%8

/loGaBieHO TpeboBaHKHE JOKYMEHTUPOBAHUS TPOLIETYPBI
MACHTU(UKAIMY TPOAYKIIUH, B TOM YHCIIE€ B OTHOLIEHUN
MICHTU(HUKAIMY U cTaTyca NPOAYKIMHU B Ipoliecce MPOU3BOACTBA

7.5.11 Coxpanenue
COOTBETCTBUS
MPOAYKIIHN

/To6aByieHBI TOAPOOHOCTH TIO TOCTUKEHUIO COXPAHHOCTH

8.2.1 OOpatHas CBs3b

/To6aByiena nHGopMaIusi 0 TOM, 4TO OOpaTHAsI CBS3b JOHKHA
BKJIIOUATh COOp JAHHBIX KaK C MPOU3BOJCTBA, TAK U MOCIE
[TPOJTAKU.

Jo6aByieHO TpeOOBaHME UCTIOIL30BAHMS OOPATHOM CBSI3H B
[poleccax MEHePKMEHTA PUCKa U B TIENIAX MOIePKAHUS
COOTBETCTBUS TPEOOBAHMIA K MPOTYKITUU

8.2.2 PaccmoTpenue
MpeTeH3UI

/Io6aByieH HOBBIN MTOAIMYHKT
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8.2.3 OTYETHOCTE B /lo6aByieH HOBBIN MTOAMYHKT
[PETYJIUPYIOIINE OPTaHbI
8.2.6 Monutopunr u  |/loGaBieHo TpeboBaHue MO UJIEHTUPUKALUN 000pYyI0BaHUS,
M3MEPEHHE MPOAYKIMH  [ICTIOJIB3YyEeMOT0 JIJIsl H3MEPEHUN

8.3 Yopasnenue Jlo0aBIeHBI TOJPOOHOCTH, OTHOCSIITUECS K BUaM KOHTPOJIS,
HECOOTBETCTBYIOIIEH  [KOTOPBIE TOJKHBI OBITH JOKYMEHTHPOBAHBI.
POIYKIHEH (O600111eHbI TPEOOBAHUS O BKIIOUEHUU MPEINPUHITHIX IEHCTBUI U

000CHOBAHMS MPUHATHIX PEIICHHH.
/loGaBieHb! TpeOOBAaHUSI, OTHOCSIIMECS K pa3pelieHUsIM Ha
OTCTYIUICHHE.
PazneneHsl TpebGoBaHMs K 00HAPYKEHHBIM HECOOTBETCTBUSAM TEpe/t
[MOCTaBKOW, 00HAPY>KEHHBIM ITOCIIE TIOCTABKH U B XOJI€ TIEPEICIIKH.
Jlo6aBiieHO TpeOOBaHUE K JOKYMEHTAIMH, CBSI3aHHOE C BhIIaYeH
MOSICHUTENIbHBIX YBEIOMIICHHH
8.4 AHanu3 JaHHbBIX /loGaBieHO TpeGOBaHKE 10 ONPENIETICHNUIO U BKIIOUEHHUIO
MOIXO/SIIIIMX METOAOB, BKIIIOYAsi CTATUCTHYECKHE METObI, U
CTETIEHU MX HCIIOJIb30BaHMS.

00aBJIeHBI TOJPOOHOCTH B IEpPEUeHb BXOIHBIX JTAHHBIX
8.5.2 Koppekrupytomue [[lo6aBieHo TpeOoBaHUE 0 HEOOXOUMOCTH YOCAUTHCS, YTO
nelicTBus KOPPEKTHUPYIOLIHE JCHCTBUS HE OKa3bIBAIOT HETAaTUBHOTO BIIMSHUSI.
/loGaBieHbl TpeOOBAHUS O HEOOXOAUMOCTH MPUHATHUS
KOPPEKTHPYIOUIMX ICUCTBHIA 0€3 HeonpaBIaHHOH 3aIepiKKU

8.5.3 /loGaBrieHO TpeboBaHNE 0 HEOOXOAUMOCTH YOS TUTHCS, YTO
[Ipenynpexparompe  [IpeaynpexKIaroniue ISHCTBUS He OKa3bIBAIOT HETaTHBHOT'O
nericTBus BIIHSTHUS

Ilpunoosicenue B

(cnpasounoe)

COOTBETCTBHUE MEKIAY ISO 13485:2016 U I1SO
9001:2015

B tabmunax B.1 u B.2 npuBeneno coorerctBue mexay 1SO 13485:2016 u ISO 9001:2015.
Tabnuya B. 1

CootBerctBue Mexay [SO 13485:2016 u ISO 9001:2015

[TynaxTe! ISO 13485:2016  |[[Tynktel ISO 9001:2015

1 O6nacTh NpUMEHEHUS 1 O6nacTh NpUMEHEHUS

4.1.1 (6e3 HaumenoBanus) 4.3 Onpenenenrue 001acTH TPUMEHEHUS CUCTEMBI
MeHePKMEHTa KauecTBa

4 Cucrema MmeHemxkMeHTa 4 Cpena opranusanuu

KaueCcTBa 4.1 IToHnMaHue OpraHu3aly U €€ Cpebl
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4.2 [Tonnmanue MoTpeOHOCTEN M OKUTAHUT
3AMHTEPECOBAHHBIX CTOPOH
4.4 Cuctema MEHEPKMEHTA Ka4eCTBa M €€ MPOIECCHI

4.1 O0mue TpeGoBaHUs

4.4 Cuctema MEHEIPKMEHTA KaueCTBAa U €€ MPOLECChl
8.4 YmpasieHue npoueccaMy, IpogyKIHENH U ycIyramy,
[MOCTABJIAEMBIMI BHENTHUMHU [TOCTABIINKAMHU

4.2 TpeboBaHus K
TOKYMEHTAITN!

7.5 JlokymeHTHpOBaHHAas WH(OpMaLIUS

4.2.1 O0mme mMoI0XKEHNSA

7.5.1 OOmme mooKeHus

4.2.2 PykoBoaCTBO 1O
KauecTBY

4.3 Onpenenenue 061acTH MPUMEHEHUSI CHCTEMBI
MEHEPKMEHTA KauecTBa

4.4 Cuctema MEHEIPKMEHTA KaueCcTBa U €€ MPOLECChI
7.5.1 O0mme moa0XKeHus

4.2.3 Daiin METUITTHCKOTO
M3IeIus

DKBHBAJICHTHBIN ITYHKT OTCYTCTBYCT

4.2.4 Yopasnenue 7.5.2 Co3znaHue U akTyan3anus
[TOKyMEHTaluen 7.5.3 YrpaBineHue TOKyMEHTHPOBAaHHON MHGbopMaIuei
4.2.5 Yopasnenue 7.5.2 Co3gaHue U akTyaau3anus
BanucsIMu 7.5.3 YupasineHue JOKyMEHTHPOBAHHOM nHGopMarmeit
S5 OTBETCTBEHHOCTD S JIuaepcTBo
[PYKOBOJCTBA
5.1 O0s3arensCcTBa 5.1 JIugepcTBO U MPUBEPKEHHOCTD
YKOBOJICTBA 5.1.1 OOmue monoKeHus
5.2 OpueHnTanus Ha 5.1.2 Opuenranus Ha HoTpeduTenen
moTpeduTens

5.3 [onuTrka B 001acTH
KauecTBa

5.2 ITomutuka
5.2.1 Pa3paboTka MOJUTHKH B 00J1aCTH KadecTBa
5.2.2 JloBeaeHNe MOJUTHKN B 00JIACTH Ka4ecTBa

5.4 IlnanupoBanue

6 [1nanupoBanue

5.4.1 Ilenu B oOmacTu
KayecTBa

6.2 Llenu B o6iiacTu KayecTBa U IUIAHUPOBAHHUE UX JTOCTHKEHUS

5.4.2 IlnanupoBanue
CO3IaHUS U PA3BUTHS
CHCTEMBbl MEHEPKMEHTA
KauecTBa

6 [InanupoBanue
6.1 /lelicTBHS B OTHOIIIEHUU PUCKOB U BO3MOKHOCTEM
6.3 IInanupoBaHue N3MEHEHU I

5.5 OTBETCTBEHHOCTD,
[TOJTHOMOYHS U1 OOMEH
mH(popMaren

S JIupepcTBo

5.5.1 OTBETCTBEHHOCTE U
TOJTHOMOYHS

5.3 CDYHKI_[I/II/I, OTBCTCTBCHHOCTDH U ITIOJITHOMOYHA B OpraHu3aluu

5.5.2 IlpeacraBurens
YKOBOJICTBA

5.3 OyHKIMH, OTBETCTBEHHOCTh M TOJITHOMOYHS B OPraHU3aAINU

5.5.3 Buytpennuit oomeH
mHpOpMaren

7.4 O6MeH nHpOpMaIUeH

5.6 AHaIu3 CO CTOPOHBI
[PYKOBOJICTBA

9.3 AHanu3 co CTOPOHBI PYKOBOJICTBA

5.6.1 OO1Me 10I0XKEHUS

9.3.1 OO0mue moa0KEHUI
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5.6.2 BxoaHble JaHHbBIE I
aHaIM3a

0.3.2 BXoaHble JaHHBIE aHAIM3a CO CTOPOHBI PYKOBOJCTBA

5.6.3 BrixoaHable 1aHHbBIE
T aHaAIH3a

0.3.3 BbIxo/iHbIe JaHHBIE aHAJIM3a CO CTOPOHBI PYKOBOJICTBA

6 MeHeKMEHT PecypcoB

7.1 Pecypcol

6.1 OOecrieuenue
[pecypcamu

7.1.1 OOmmue monoKeHus
7.1.2 YenoBeueckue pecypebl

6.2 UenoBeueckue pecypcesl

7.2 KoMIeTeHTHOCTH
7.3 OcBe1OMIIEHHOCTD

6.3 Mudpactpykrypa

7.1.3 UadpacTpykTypa

6.4 IIpon3BOACTBEHHAS
cpena

7.1.4 Cpena myist QyHKIIMOHUPOBAHUS TTPOIIECCOB

7 IIponieccel ) KU3HEHHOTO
LKA TPOAYKIUH

8 JlesTenbHOCTh HA CTAIUSX )KU3HEHHOTO [IUKJIA IPOTYKIIUH U
yCIryT

7.1 IlnanupoBanue
[IPOLIECCOB JKU3HEHHOIO
[IMKJIa TPOAYKIUH

8.1 [InannpoBaHuE U yIpaBIEHUE AEATEIBHOCTHIO HA CTAUAX
PKU3HEHHOTO IIMKJIa IPOAYKIUHU U yCIIyT

7.2 Ilpouiecchl, CBSI3aHHBIE C
moTpeOuTeIIMU

8.2 TpeboBaHMs K MPOAYKIIUHN U yCIyram

7.2.1 Onpenenenue
TpeOOBaHUMN, OTHOCSIIUXCS
K IPOTYKIIUH

8.2.2 OnpeneneHue TpeOOBaHUM, OTHOCALIMXCS K MPOIYKLIHUU U
ycayram

7.2.2 AHanu3 TpeOoBaHuH,
OTHOCSIINXCS K POTYKIIUU

8.2.3 Ananu3 TpeOOBaHU K MPOAYKLUHU U yCIyram
8.2.4 Vsmenenust TpeOOBaHUM K NPOAYKIIMU U yCIyram

7.2.3 CBs3b C
moTpeOuTeIIMU

8.2.1 CBs3b C MOTPEOUTENAMHI

7.3 IIpoekTupoBaHue u
azpaboTka

8.3 IIpoexTupoBanue u pazpadboTKa MPOAYKIIUU U YCIyT

7.3.1 OO01He MoN0XKEHUA

8.3.1 OO0mmMe moI0KEHUS

7.3.2 [InanupoBanue
[IPOCKTUPOBAHHUS U
[pa3paboTKu

8.3.2 [ImanupoBaHue MPOSKTUPOBAHUSI K pa3pabOTKH

7.3.3 BXxoaHble TaHHBIE
[IPOEKTUPOBAHUS U
a3pabOTKH

8.3.3 BxoaHble TaHHbIE I IPOSKTUPOBAHUS U pa3pabOTKU

7.3.4 BeixoaHble TaHHBIE
MPOCKTUPOBAHUS U
a3pabOTKH

8.3.5 BbIxo/iHbIE JaHHBIE IPOEKTUPOBAHUS U Pa3pabOTKU

7.3.5 AHanu3 npoekTa u
[pa3paboTKu

8.3.4 CpencTBa ynpaBieHUs: IPOEKTUPOBAHUEM U Pa3pabOTKOi

7.3.6 Bepudukamms
[IPOEKTa U pa3pabOTKu

8.3.4 CpencTBa ynpaBiieHHS TPOSKTHPOBAHUEM H pa3pabOTKOM

7.3.7 Banupanus npoekra u
a3paboTKu

8.3.4 CpencTBa ynpaByieHHsS TPOSKTHPOBAHUEM U Pa3pabOTKOM

7.3.8 Ilepenaua npoekra u
a3pabOTKH

8.3.4 CpencTBa ynpaBiieHHs] TPOSKTUPOBAHUEM U Pa3pabOTKOM

7.3.9 Ynpasnenue

8.3.6 VI3mMeHeHus MPOSKTHPOBAHUS M pa3pabOTKu

@ rtu24.ru
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M3MEHEHUSIMU MpoekTa U (8.5.6 YnpaBieHue U3MEHEHUSIMU

[pa3paboTKu
7.3.10 Daiinbl 7.5.3 YrpaBneHue T0OKyMEHTHUPOBAHHON MH(pOpMaIei
[IPOEKTUPOBAHUS U
[pa3paboTKu
7.4 3akynku 8.4 YnpasieHue npouneccamu, NPOAYKIUEN U YCIyTaAMH,
[MOCTaBJIsIEMbIMU BHEITHUMH IMOCTaBIIMKAMHU
7.4.1 Ilponecc 3aKynok 8.4 YmpasieHnue npoueccamu, IpoayKIHENH U ycIyramy,
[MOCTaBJIIEMbIMHA BHEITHUMH MOCTaBIIMKAMHU
8.4.1 O01IHMe MoIoKEeHU
8.4.2 Tun u cTeneHb yIpaBJICHU
7.4.2 ndopmanus mo 8.4.3 Nndopmarus, mpeaocTapiseMas BHEITHUM TOCTABIIHMKAM
3BaKynKam
7.4.3 Bepudukanus 8.4.2 Tum u cTeneHb ynpaBieHus

BaKyTuIeHHOU npoaykuuu  [8.4.3 MHdopmarus, mpeaocTapiseMasi BHEITHUM MTOCTABIIHKAM
8.6 Bpimyck NpoayKIUU U yCIIyT

7.5 IIpon3BoACTBO U 8.5 IIpon3BoACTBO MPOTYKIIMH U NMPEJOCTABICHHUE YCIYT
00CTy)KMBaHUE

7.5.1 Ynpasnenue 8.5.1 YnpaBienue npou3BoACTBOM MPOIYKIUHU U
[IPOU3BOJICTBOM U [IPEOCTABICHUEM YCIyT

00CTy)KUBaHUEM

7.5.2 YncToTa OpOAYKUMH  PKBUBAJIEHTHBIM MYHKT OTCYTCTBYET

7.5.3 JlesTenbHOCTh MO PKBHUBAJICHTHBINA MyHKT OTCYTCTBYET

MOHTaXXy

7.5.4 JleATenpHOCTh 1O ADKBUBAJICHTHBIN ITYHKT OTCYTCTBYET
00CTy)KMBAaHUIO

7.5.5 CneunanbHble ODKBUBAJICHTHBIHN ITYHKT OTCYTCTBYET

TpeOOBaHNS K CTEPHIIBHBIM
MEMITMHCKUM U3IeNTUSAM
7.5.6 Banupanus npoueccos(8.5.1 YnpasieHne Npou3BOACTBOM MPOIYKIIMH U

[IPOM3BOJICTBA U [IPEOCTABICHUEM YCIyT
00CTy)KHUBaHUS
7.5.7 CnieunanbHbIe PKBUBAJICHTHBIN ITYHKT OTCYTCTBYET

TpeOoBaHMs K BaJIMIalluU
IIPOILICCCOB CTCPUIIN3AlIUN U
crucTeMaM 0apbepoB

CTEpUIILHOCTH
7.5.8 Unentudukanus 8.5.2 nenTudukaius u IpociIeKHBAEMOCTh

7.5.9 TlpocnexxuBaemocth  [8.5.2 UneHTudukaus u npocaekKuBaeMOCTh
7.5.10 CoOCTBEHHOCTD 8.5.3 CobcTBEHHOCTH MOTPEOUTENEH UM BHEITHUX
rmorpeduTenei [MOCTaBIINKOB

7.5.11 Coxpanenue 8.5.4 Coxpanenue

COOTBETCTBUS TPOYKIIUU

7.6 YnpasieHue 7.1.5 Pecypchl 1711 MOHUTOPUHTA U U3MEPEHUS

YCTPOMCTBAMU ISt
MOHUTOPUHIA U U3MEPEHUI
8 M3mepenue, aHauus3 u O OneHka pe3yabTaToB JEATeIIbHOCTH
YITYUIICHUS 9.1 MOHUTOPUHT, U3MEPEHHUE, AHAJIU3 U OLIEHKA
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8.1 OO1IKe MoJI0KEHNA 9.1.1 OO01ue moIoKEHUA
8.2 MoHUTOpUHT U 9.1 MOHUTOPUHT, U3MEPEHHE, AHAJIN3 U OLICHKA
3MEpPEeHNE
8.2.1 ObpaTHas cBs3b 8.5.5 JlesTenbHOCTh MOCIE OCTABKU

0.1.2 Y 10BJICTBOPEHHOCTD MTOTPEOUTEICH
8.2.2 PaccMoTpenue 0.1.2 Y 10BIETBOPEHHOCTD TTOTpEeOUTENEH
MpeTeH3UI
8.2.3 OTueTHOCTh B 8.5.5 JlesTenbHOCTD MOCTIE TTOCTaBKU

eryJIMPYIONINE OpraHbl

8.2.4 Buyrpennuii aymut 9.2 BHyTpeHHuii ayaut
8.2.5 MOHUTOPUHT U 9.1.1 OOmue moIoKEHUI
M3MEPEHHE MPOLECCOB
8.2.6 MOHUTOPUHT U 8.6 Brinmyck npoaAyKUKU U yCIayT
3MepeHne MPOoTyKIUU
8.3 Ympasnenue 8.7 Y1paBieHHE HECOOTBETCTBYIOIIMMU PE3yIbTaTaMu
HECOOTBETCTBYIOIIEH [IPOLIECCOB
MPOAYKIMEH
8.3.1 O6mue nmonoxkenust  |10.2
8.3.2 JleiicTBus B 8.7 Y1paBiieHME HECOOTBETCTBYIOIIUMU PE3YIbTaTaAMHU
OTHOLLUEHUU [IPOLIECCOB
HECOOTBETCTBYIOLICH
[MPOIYKIIMH, OOHAPYKEHHOM
10 OCTAaBKH
8.3.3 JlelicTBus B 8.7 YipaBieHrne HECOOTBETCTBYIOIIMMU pe3yIbTaTaMu
OTHOIIICHUHU [IPOLIECCOB
HECOOTBETCTBYIOLIEH
[IPOIYKIH, OOHAPYKEHHOM
[ocJie TOCTaBKU
8.4 AHann3 JaHHBIX 9.1.3 AHanu3 u oreHKa
8.5 Yiyumenue 10 Yayumenue
8.5.1 Obmue monoxenuss  |10.1 O6mue nonoxxeHus

10.3 TlocTosiHHOE yy4IlleHHE
8.5.2 Koppektupyroniue 10.2 HecooTBETCTBUS M KOPPEKTUPYIOIIUE ACHUCTBUS
NIEHCTBUS
8.5.3 Ilpenynpexnaronue [0.3.3 PUCK-OpUEHTUPOBAHHOE MBILLJICHUE
nercTBU 6.1 /lelicTBHS B OTHOIIIEHUH PUCKOB M BO3MOKHOCTEM

10.1 OGmue nonoxeHus

10.3 ITocTosiHHOE yaydIIeHue

Tabnuya B.2

CootBerctBue Mexay [SO 9001:2015 u ISO 13485:2016

ITynaxTs! ISO 9001:2015

ITynxTs! ISO 13485:2016

1 OGnacTe NpUMEHEHUs

1 OGnacTh NpUMEHEHUS

4 Cpena opranusamnuu

4 CucremMa MEHEIKMEHTA KauecTBa
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4.1 IlonnMaHue opraHu3alu U €€ Cpeibl

4.1 O6mue TpeboBaHuUs

4.2 Tlonumanue noTpeOHOCTEN U OKUIAHUIA
BaMHTEPECOBAHHBIX CTOPOH

4.1 OGmmue TpeboBaHus

4.3 Onpenenenue o0IacTu IPUMEHEHUS
CHCTEMbI MEHE/IDKMEHTA KaueCTBa

4.1 O6mue TpeboBaHuUs
4.2.2

4.4 CucteMa MeHeHKMEHTA KayecTBa U €€
MpoIeCChl

4.1 O6mue TpeGoBaHUs

S JIunepcTBo

5 OTBETCTBEHHOCTh PYKOBOJICTBA

5.1 JIugepcTBO M NPUBEP)KEHHOCTH

5.1 O6s3aTenbCTBA PYKOBOJICTBA

5.1.1 OOume moJI0KEHUS

5.1 O6s13aTenbCTBA PYKOBOJICTBA

5.1.2 OpueHTanus Ha moTpeouTenen

5.2 OpueHTaIus Ha TOTPEOUTENS

5.2 TTonutnka

5.3 [ToauTuka B 00J1aCTU Ka4ecTBa

5.2.1 Pa3zpaboTka MomuTHKA B 001aCTH
KadecTBa

5.3 [ToauTrka B 00J1aCTH KadecTBa

5.2.2 JloBeJicHHE TTOJINTUKH B OOJIACTH
KavyecTBa

5.3 [ToauTuka B 00J1aCTU Ka4ecTBa

5.3 OyHKIUU, OTBETCTBEHHOCTh U
[TOJTHOMOYMS B OpraHu3aluu

5.4.2 InanupoBaHue CO3AaHUS U Pa3BUTHUSA
CHUCTEMBI MEHEIKMEHTA KauyecTBa

5.5.1 OTBETCTBEHHOCTH M ITOJTHOMOYMS
5.5.2 IlpeacraBuTenb pyKOBOJCTBA

6 [ llnanupoBanue

5.4.2 [InanupoBanue Co3JaHUsI U pa3BUTHUSA
CHCTEMbl MEHE/DKMEHTA KauecTBa

6.1 JlelicTBUS B OTHOILIEHUH PUCKOB U
BO3MOXKHOCTEN

5.4.2 InanupoBaHue CO3AaHUS U Pa3BUTHUS
CHCTEMBbl MCHEPKMEHTA KadeCcTBa
8.5.3 Buytpennuii oOMeH nHdopmarmei

6.2 Llenu B o0acTu KayecTBa U IUIAHUPOBAHUE
VX JIOCTHOKCHHUS

5.4.1 Llenu B 00J1acTH KayecTBa

6.3 [InanupoBanre N3MEHEHUM

5.4.2 InanupoBaHue CO3AaHUS U PA3BUTHUSA
CHCTEMbl MCHEPKMEHTA Ka4eCTBa

7 CpencTBa obecnedeHus

6 MeHeKMEHT pecypcoB

7.1 Pecypcol

6 MeHeKMEHT PecypcoB

7.1.1 OOmre monoXKeHus

6.1 OGecnieueHne pecypcamu

7.1.2 YenoBeueckue pecypehbl

6.2 YenoBeueckue pecypehl

7.1.3 UndpactpykTypa

6.3 Undpactpykrypa

7.1.4 Cpena st GyHKIMOHUPOBAHUS
[TPOIIECCOB

6.4.1 Ilpon3BoacTBEHHAs cpena

7.1.5 Pecypchl 11 MOHUTOPUHTA U U3MEPEHUS

7.6 YpaBieHue yCTpoicTBaMu Jis
MOHHUTOPHUHTA M U3MEPEHHI

7.1.5.1 O6mume TpeboBaHUs

7.6 YrpaBieHue yCTpOMCTBAMM IS
MOHUTOPUHIA U U3MEPEHUN

7.1.5.2 [IpocnexxnBaeMoCTb U3MEPEHUS

7.6 YpaBieHue yCTpOMUCTBAMU IS
MOHHUTOPUHTA ¥ U3MEPEHUI

7.1.6 3HaHUs OpraHu3alu

6.2 YenoBeueckue pecypcehl

7.2 KoMIIeTeHTHOCTE

6.2 UenoBedyeckne pecypehl

7.3 OcBEIOMIIEHHOCTD

6.2 YenoBeuecKkue pecypehl

7.4 O6meH uHbopMalmei

5.5.3 BHyTpeHnHuii oOMeH uHpopmaluei

7.5 JlokymeHTHpoBaHHast HH(popMaius

4.2 TpeOoBaHMs K JOKYMECHTAIIMU
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7.5.1 OOure monoXeHust

4.2.1 O0ure moa0XKeHus

7.5.2 Co3znaHue U akTyalnu3alus

4.2.4 Yupapienue TOKyMeHTauen
4.2.5 YrpaBneHue 3anucsMu

7.5.3 YnpaBiieHue JOKyMEHTUPOBAHHOU
MHpOpMaueit

4.2 .3 daiin MEAUITUHCKOTO U3ETIU
4.2.4 YpapiieHue JOKyMEHTaluen
4.2.5 YrpapieHue 3anucamMu

7.3.10 daiinbl MPOSKTUPOBAHUS U
pa3paboTKu

8 JlesATenbHOCTh Ha CTAAMSIX )KU3HEHHOTO
[MKJIa TPOAYKIIMU U YCITYT

7 IIporieccrl )KU3HEHHOTO IUKJIA TPOTyKIIUH

8.1 [InanupoBaHue U ynpaBieHue
e TeIbHOCTRIO Ha CTAUAX KHU3HEHHOTO
[IMKJIa TPOAYKIIMH U YCIYT

7.1 IlnaHupoBaHuE IPOLECCOB KU3ZHEHHOTO
LIIKJIa TPOAYKIMH

8.2 TpeOoBaHMs K NPOAYKLIUHU U yCIyram

7.2 Tlporniecchl, CBsI3aHHBIEC C TOTPEOUTEISIMU

8.2.1 CBsi3b C MOTPEeOUTENIMU

7.2.3 CBsi3b C MOTPEOUTENIAMU

8.2.2 OmpeneneHre TpeOOBaHUH,
OTHOCSIIIIMXCS K TPOAYKIIMU B yCIyTraM

7.2.1 Onpenenenve TpeOOBaHUIM,
OTHOCSIIIMXCS K IPOJTYKIIUU

8.2.3 Ananu3 TpeOOBaHUM K MPOIYKIHHU U
ycayram

7.2.2 Ananu3 TpeOOBaHUN, OTHOCSIIUXCS K
PO TYKIIH

8.2.4 M3meHenus TpeboBaHU K TPOAYKIIMH U
lycayram

7.2.2 AHam3 TpeOOBaHUM, OTHOCSIIIMXCS K
MPOIYKITUHI

8.3 IlpoexkTupoBanue u pazpadboTka
POJTYKIUU U YCIIYT

7.3 IlpoexkTrpoBanue U pa3padoTKa

8.3.1 O0ume moI0KEHUS

7.3.1 OO01ume moNoKeHu

8.3.2 [InanupoBaHre NPOCKTUPOBAHUS U
[pa3paboTKu

7.3.2 [InanupoBaHre NPOCKTUPOBAHUS U
pa3paboTKu

8.3.3 BxoaHble 1aHHBIE AJ1 MPOCKTUPOBAHUS
U pa3paboTKu

7.3.3 BXogHbIe JaHHBIE TPOCKTUPOBAHUS U
a3pabOTKH

8.3.4 CpencrBa ynpaBieHUs
MPOESKTUPOBAHNEM U pa3pabOTKOi

7.3.5 AHanu3 NPOEKTUPOBAHUS U pa3pabOTKH
7.3.6 Bepudukanus npoeKTUPOBAHUS U
pa3paboTKu

7.3.7 Banupauus NpoeKTHPOBaHUS U
[pa3pabOTKH

7.3.8 Ilepenaua npoekra u pazpabOTKU

8.3.5 BbIxo/iHbIe JaHHBIE TPOEKTUPOBAHUS U
a3pabOTKH

7.3.4 BpIxoHbIE JTaHHBIE TPOEKTUPOBAHUS U
a3pabOTKH

8.3.6 1I3MeHeHMs IPOEKTUPOBAHUS U
a3pabOTKH

7.3.9 YnpaBneHue u3MEeHEHUSIMU
[IPOEKTHPOBAaHMSI U pa3pabOTKH

8.4 YpasieHue nmpoueccamu, IpoIyKIUEN U
yCJIyraMy, IOCTaBJIsiEMbIMA BHEITHUMU
[MOCTAaBIIMKAMU

4.1 O6uue TpedoBanus (4.1.5)
7.4.1 Ilponecc 3aKynok

8.4.1 OO01Me 1M0I0KEHUSA

7.4.1 Ilporiecc 3aKynok

8.4.2 Tum u cTeneHb ynpaBaeHus

4.1 O6mue TpedboBanus (4.1.5)
7.4.1 Iporecc 3akymnok

7.4.3 Bepudukaius 3aKyrieHHON
[TPOTYKITUHT

8.4.3 Undopmarnus, npegocrapisiemast

7.4.2 IHpopManusi o 3aKymnKam

@ rtu24.ru



tel:+78003020956
mailto:info@rtu24.ru
https://rtu24.ru/

P I v R, 8-800-30-20-956 & info@rtu24.ru @ rtu24.ru

BHEIIITHUM [MOCTaBIIMKAM 7.4.3 Bepudukanus 3aKyrjieHHON
[TPOTYKITUHI
8.5 IIpon3BOACTBO MPOAYKIIMH U 7.5 IIpou3BOACTBO U OOCITYKUBAaHUE

[PEOCTaBICHUE YCIYT
8.5.1 YnpaBnenue npousBoaAcTBOM npoaykuuu|(7.5.1 Ypasnenne npou3BoJACTBOM U

1 IPEOCTABICHUEM YCITYT 00CTy>)KUBaHUEM

7.5.6 Baninaanus npoueccoB Npou3BOJICTBA U
00CTy)KUBaHUS

8.5.2 Unentuduxamnus u nmpocinexuBaeMocts (7.5.8 Unentudukanms

7.5.9 Ilpociie:)knBaeMoOCTh

8.5.3 CoOcTBEHHOCTD MOTpEOUTENEH UITN 7.5.10 CoOcTBEHHOCTH TOTpEOUTENEH

BHEIIHUX [TOCTABUIMKOB

8.5.4 Coxpanenue 7.5.11 CoxpaHeHne COOTBETCTBUS
[TPOTYKITUHI

8.5.5 JlesTeabHOCTD MOCIIE MOCTaBKU 7.5.1 YnpaBiieHre TpOU3BOJACTBOM U
00CITy)KHBaHHEM

7.5.3 JleATenbHOCTh IO MOHTaXy

7.5.4 JleaTenbHOCTh IO 0OCTY>KUBAHUIO
8.2.2 PaccMoTpeHne npeTeH3ui

8.2.3 OTueTHOCTh B PETYJIUPYIOIINE OPTaHbl
8.3.3 JleiicTBUSA B OTHOILLICHUH
HECOOTBETCTBYIOLIEH IIPOLYKIIUH,
0OHAPYKEHHOM TOCJIe ITOCTAaBKH

8.5.6 YpaBineHue u3aMeHEHUSIMU 7.3.9 YnpaBiieHHME U3MEHECHUSIMHU MPOEKTa 1
[pa3pabOTKH

8.6 Boimyck mpoAyKIUH U yCIyT 7.3.4 BoIXxOoAHBIEC TAHHBIE TPOCKTUPOBAHUS U
pa3paboTKu
8.2.6 MOHUTOPHHT U U3MEPEHUE TPOTYKIIUU

8.7 YnpaBieHue HECOOTBETCTBYIOIIUMU 8.3 YnpaBiieHuE HECOOTBETCTBYIOIICH

[pe3yJbTaTaMu IPOLIECCOB [POAYKIIMEH

9 O1ieHKa pe3yJIbTaTOB JAeSITeIbHOCTH 8 3mepenune, aHamu3 U yIydlieHUue

9.1 MOHUTOPUHT, U3MEPEHHE, aHAIU3 U 8 M3amepeHue, aHanu3 U yIyqllIeHue

OLICHKA

9.1.1 OOmre MoI0KEHUS 8.1 OO01IHe moJI0KEHN

8.2.5 MOHUTOPHHT U U3MEPEHHUE MTPOLIECCOB
8.2.6 MOHUTOPHHT U U3MEPEHUE TPOTYKIIUU
9.1.2 Y 10BIETBOPEHHOCTD MOTpeOUTENSH 7.2.3 CBsI3b C IOTPEOUTESIMU

8.2.1 ObpatHas cBsI3b

8.2.2 O0painieHne ¢ MpeTeH3UsIMU

9.1.3 Aganus " olleHKa 8.4 AHanu3 JaHHBIX

9.2 BHyTpeHHUH ayauT 8.2.4 BuyTtpennuii ayaut

9.3 AHaiu3 cO CTOPOHBI PYKOBOJICTBA 5.6 AHaJIM3 CO CTOPOHBI PYKOBOJICTBA
9.3.1 O6mue nooxKeHus 5.6.1 O0mue noJ0KeHus

9.3.2 BXoHbIe JaHHBIE aHAIM3a CO CTOPOHBI  |5.6.2 BXOaHbIE JaHHBIE )1 aHAIU3a
[PYKOBOJACTBA

9.3.3 BrixoaHbIe JaHHBIE aHATIM3a CO CTOPOHBI |[5.6.3 BBIXOIHBIE TaHHbBIE I aHATU3a
YKOBOJICTBA
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10 Yayumienue

8.5 Yayuuienue

10.1 OO0wmue monoXeHus

8.5.1 OO0uIMe moJI0KEHU

10.2 HecoOoTBETCTBHS M KOPPEKTUPYIOIIUE

nericTBUS

8.3 YnpaBiieHre HECOOTBETCTBYIOIIEH
[IPOAYKLHEH
8.5.2 KoppekTupyromue I1eiCTBU

10.3 [TocTositHHOE yiIydllIeHHE

5.6.1 OO1re MoI0KEHU
8.5 Yiyuiienue

Ilpunoscenue /[A

(cnpasounoe)

CBEJEHMS O COOTBETCTBUU CCHLJIOYHBIX
MEKIYHAPOJIHBIX CTAHJIAPTOB
MEKTOCYJIAPCTBEHHBIM CTAHJIAPTAM

Tabnuya 1A.1

O0o3HaueHNe 1 HaHMEHOBAHKE CreneHb O0o3HaueHe 1 HAaUMEHOBAHHE
CCBUTOYHOT'O MEXKIYHAPOHOTO COOTBETCTBHUSI | MEXTOCYJAapCTBEHHOTO CTaHapTa
CTaHaapTa
SO 9000:2015 - <>

<*> COOTBETCTBYIOIINI MEXTOCYIapCTBEHHBIN CTaHAApT OTCYTCTBYET. [0 ero
YTBEPK/ICHUSI PEKOMEH1yEeTCsl UCII0JIb30BaTh IEPEBOJ HA PYCCKUH S3bIK TAHHOTO
MeXTyHapOAHOro cTanaapTa. [lepeBoa 1aHHOTr0 MEX/IyHapOIHOTO CTaHIapTa HaXOAUTCS B

DeaepaabHOM HHGOOPMAITMOHHOM (hOHJIE CTaHIAPTOB.

BUB/IUOI' PADUA

[1] ISO9001:2015 Quality management systems - Requirements (CructeMsr
MEHEe/DKMEHTa KauecTBa. TpeboBaHMs)
[2] ISO 10012 Measurement management systems - Requirements for

measurement processes and measuring equipment (Cuctemsl
MEHEeDKMEHTa u3MepeHuid. TpeboBaHus K TIpolieccam
M3MEPEHUI U U3MEPUTEIIEHOMY 000PYA0BAHHIO)

[3] ISO 11607-1:2006 Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and
packaging systems (YnakoBka METULIMHCKUX U3/ETHMH,
noJyIeXaIX GUHUIITHON cTeprin3anuu. Yacts 1.
TpeboBanus k MaTepuaiaM, 6apbepHbIM CUCTEMaM ISl
CTEPUJIN3AIMH U YTTAKOBOYHBIM CHUCTEMaM)

[4] ISO 11607-2 Packaging for terminally sterilized medical devices - Part 2:
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[5] ISO 14644 (Bce yacTh)

[6] ISO 14698 (Bce yacTh)

[7] ISO 14971:2007

[8] ISO 19011

[9] IEC 62366-1

R, 8-800-30-20-956 & info@rtu24.ru @ rtu24.ru

Validation requirements for forming, sealing and assembly
processes (YakoBKa METUIIMHCKUX W3ICTHMA, TIOUICKAIIX
¢bunMIHON crepunu3anuu. Yacts 2. TpeboBaHUs K
BaJTMIAIAN TTPOIIECCOB (POPMHUPOBAHUS, TEPMETH3AIMH U
cOOpKH)

Cleanrooms and associated controlled environments (UucTtbie
MTOMEIIEHUS ¥ CBSI3aHHBIC C HUMH KOHTPOJIUPYEMBIC CPEJIbI)
Cleanrooms and associated controlled environments -
Biocontamination control (UncTbie moMenieHus U CBI3aHHbBIE
C HUMH KOHTpPOJHpyeMble cpepl. KoHTpoIb
Ono3arps3HeHU )

Medical devices - Application of risk management to medical
devices (U3nenus meaunmackue. [IpumeHeHne
MEHE/DKMEHTA PUCKa K MEJMIIMHCKAM H3/ICITHSIM)

Guidelines for auditing management systems (PykoBozcTBo
0 AyJAUTY CHCTEM MEHEKMEHTA)

Medical devices - Part 1: Application of usability engineering
to medical devices (M3nenus mequimackue. Yacts 1.
[TpuMmeHeHre TPOEKTUPOBAHUS C YUETOM IKCIUTyaTallMOHHON
MPUTOTHOCTH K MEAUIIUHCKUM H3JICITHSIM)

[10] GHTF/SG1/N 055:20094 Definition of the Terms "Manufacturer", "Authorized

[11] GHTF/SG5/N 4:2010

[12] GHTF/SGI/N 70:20116

Representative", "Distributor" and "Importer" (Onpenencuue
tepMuHOB "M3roroButens", "OdunnanbHbIi
npeacrasutens”, " JIuctpudsrotop” u "Ummoprep")
Post-Market Clinical Follow-Up Studies (ITocnenponaxsaoe
HaOJIOJICHUE B paMKax KIMHHUYECKUX HCCIICIOBAHUIN)

Label and Instructions for Use for Medical Devices
(OTHKeTKa M HHCTPYKITUU 110 TPUMEHEHUIO MEAUIIMHCKUX

W3/IeTTUI)

[13] GHTF/SGI1/N 071:20127 Definition of the Terms "Medical Device" and "In Vitro

Diagnostic (IVD) Medical Device" (Onpenenenue TepMHUHOB
"Menununackoe nsaenue’ u "MeaunuHCcKoe U3aeane I
JTUATHOCTUKH in-vitro™)
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