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BsefeHue

[OCT P 51538 saBnsetca npsaMuM NpUMeHeHWeMm MexayHapogHoro ctaHgapta MCO 14969—99
«Cuctembl Kayectsa. M3genus meguumMHCKMe. PyKOBOACTBO no npumeHeHnto MCO 1348596 n NCO
13488- 96*, noarotoBneHHOro TexHnyeckum Kommutetom NCO 210 «YnpaBieHne KauyecTBOM W COOTBET-
CTBYIOLLME acneKTbl AN MEANLUHCKNX U3LENniA*.

HacToawwnii cTaHgapT npeacTaBnsieT coboii pyKOBOACTBO MO MPUMEHEHWIO TpeboBaHWiA K CuUCTEME
KayecTBa npw paspaboTke, MPOM3BOACTBE, 0OCNY>XMBAHUM U MOLEPHU3ALMU MEAULUHCKUX W3Aenvin c
y4yeTom Tpe6oBaHuii TOCT P 51536 u TOCT P 51537. 3T cTaHfapTbl ycTaHaB/IMBalOT COBMECTHO C
FOCT P NCO 9001 un ['OCT P MCO 9002 TpeboBaHWS K CUCTEME KauecTBa MeSULMHCKWX W3AENWA.
FOCT P 51536 otnnuaetca oT TOCT P 51537 Tem, YTO He COAEPXXWUT TpeboBaHWA MO ynpaBneHUO
NPOEKTUPOBAHNEM.

Mpy oueHKe NPUMEHUMOCTW HAaCTOSLLEero ctaHAapTa pPacCcMaTpuBaloT HasHayeHWe MeULIMHCKOro
U3LeNns, NMOTEHUMANbHBIA PUCK, CONYTCTBYIOLLWA €ro UCMOMb30BaHNIO, U MPUMEHVMbIE PETY/MPYHOLLME
TpeboBaHus.

TepMUH «peryvpytoLLme TpeboBaHNS™*, NCMONb3YEMbIA B HACTOSLLEM CTaHAapTe, BK/IKOYAET Ty YacTb
(hefilepanbHOro0 3aKoHa, NOCTAHOB/IEHUSA, feKpeTa WAM Apyroro AUPeKTUBHOMO [LOKYMEHTa, MMEHLLero
HOPUANYECKYH CUNY, KOTOpas NMPUMEHSIETCA K CUCTEMaM Ka4yecTBa U3roTOBUTENE MEeSULMHCKNX U3LENWIA.
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FOCYLAPCTBEHHbLIN CTAHALAPT POCC UACKOWN ®EAE PAL UM

CucTeMbl KayecTsa

M3OENNA MEOVNUMNHCKNE

PykoBogcTBo no npumveHeHwio FTOCT P 51536-99( MCO 13485-96)
n FOCT P 51537—99(NICO 13488-96)

) o Quali?/s ems. Medical devices.
Guidance on the application of GOST R 51536-99 (ISO 13485) and GOST R 51537-99 (ISO 13488-%)

[ata BeefeHns 2001-01-01

1 O6nacTb NpUMeHEeHUS

HacToswwnin cTaHapT NpeAcTaBnseT coboil pyKOBOACTBO MO NPUMEHEHUIO TPeboBaHUM K CUCTEMaM
KayecTBa MeAMUMHCKUX u3genuidi (ganee —wusgenwin), cogepxkawmxca B FOCT I' 51536 u FOCT P
51537. 1 MOXET UCMOoNb30BaTLCA ANA NyYLIEro MOHUMaHNA anbTepHATUBHbIX METOLOB.

TpeboBaHMA HACTOALLEro cTaHJapTa SBNAKTCA PeKOMeHAyeMbIMU.

PyKoBOACTBO, NpeACTaB/fieHHOE B HACTOALLEM CTaHAapTe, MPUMEHUMO ANs:

- MOCTaBLLMKOB, XenatloLuX OCYLLEeCTBAATL U MNOAAEPXKUBATL CUCTEMbI KaYecTBa, COOTBETCTBYHOLLME
FOCT P 51536 u OCT P 51537,

- OpraHv3auuii, CepTUOULMPYIOLLMX U INLEH3NPYIOLLMX CUCTEMbI Ka4eCTBa MeAULMHCKUX U3AENNIA;

- Haf30pHbIX OPraHoB, B KOMMETEHLMIO KOTOPbIX BXOAUT KOHTPO/Ib 32 BbIMOJIHEHUEM PerynupyoLwmx
Tpe6oBaHMiA, NpuBeaeHHbIXx B TOCT P 51536 n FOCT P 51537.

OTK opraHu3aumMy U HaA30pHbIE OpraHbl JO/MKHbI NOHATL MPerMyLLeCcTBa PyKOBOACTBA U crieyunanb-
HbIX NpaBW/, NPUBEAEHHbLIX B JaHHOM CTaHAapTe.

a) CneuuanbHble npasuia Ansa nocTasLLMKOB

TpeboBaHMS HACTOALLEr0 CTaHA4apTa NPUMEHMMbI MU pa3paboTke, NPOM3BOACTBE, MOHTaXE U 06-
CNY)XXVBaHWN M30eNnii Bcex BMAOB. B HacTosLLeM CTaHAapTe NpUBEAEHbI KOHLEMUMM 1N METOAbI, KOTOpble
MOTyT paccMaTpyBaTbCcs MOCTaBLYMKaMM NpW pa3paboTke U NOLAepXaHWM CUCTEMbI KayecTsa.

M3rotoButenb HeceT OTBETCTBEHHOCTb 3a BbI6OP KOHKPETHOro PYKOBOACTBA, NMPUMEHUMOrO K €ro
npouesypaM W BK/IKOYEHHOrO B €ro CUCTeMY KauyecTBa. 3roToBuTenb LO/MKEH MOHUMATb, YTO €Cnn OH
[06POBONBLHO BK/IKOYaeT TpeboBaHMA HACTOALLEro craHjapTa B CBOK CUCTEMY KauvyecTBa, PYKOBOLCTBO
[O/MKHO BbIMONHATLCA. HapylueHne TpeboBaHWn NMPUHATOrO PYKOBOACTBA MOXET ObITb OMpPeAeneHo Kak
HefoCTaTOK MpW MPOBEAEHUN OTBETCTBEHHbLIX BHYTPEHHUX WAW BHELWIHWUX OLEHOK CUCTEMbl KayecTsa,
WHCNEKLWIA 1 NPOBEPOK.

M3rotoButenb LJOMKEH TAKXXe MOHWMATb, YTO ero CUCTeMa KauyecTBa MOXET ObITb OnpefenieHa Kak
HeAOoCTaTO4YHas MpY HEMOHOM COOTBETCTBUM TPEOOBaHMAM HaCTOSLLEro cTaHAapTa.

6) CneymnanbHble Npasuia 418 rOCyAapCTBEHHbIX MHCNEKTOPOB, OPraHoB Mo cepTuduKauum n nu-
LieH31poBaHnio

PyKoBOACTBO, MpVBELEHHOE B HACTOALLEM CTaHAapTe, MOXET ObITb NOME3HO A1 PACCMATPUBAOLLMX
CUCTEMY KayecCTBa roCyAapCTBEHHbLIX WHCMEKTOPOB, OPraHoB Mo cepTUduKaLum 1 NULEeH3NPOBaHNIO.

Py KOBOACTBO, COAepKalLleecs B HACTOSALLEM CTaHAapTe, He LOJIXHO UCNONb30BaThCA AJF BbISBNEHUA
cneumpuYecknx HefoCTaTKOB CUCTEM KayecTBa. TO/MbKO B C/yyae, ecin Takoe PyKOBOACTBO A06POBOJIbHO
BK/IIOYEHO W3roTOBUTENeM B KOMIMIEKT AOKYMEHTaluMuM WAW ecnv Takoe PYKOBOACTBO AMPEKTUBHbLIMU
LOKYMEHTamy OMpefeNieHo Kak 4acTb perynvpyrowmx TpeboBaHWiA, cnefoBaHve AaHHOMY CTaHAapTy co
CTOPOHbI M3rOTOBUTENS 0653aTeNbHO.

W3paHne oduymanbHoe
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2 HopmaTuBHbIe CCbINKK

B HacTosileM cTaHAapTe UCNOMbL3YHTCA CCbIIKW Ha Cleaytolime cTaHaapThl:

FOCT I' CO 9001—% CwucTembl KayecTBa. Mogenb ans o6ecneyeHmsi KayecTBa B MPOEKTMPOBa-
HUK, pa3paboTke, MPOM3BOLCTBE, MOHTaXE U 06CNYKMBAHUN

FOCT P NCO 9002—96 Cuctembl kadvectBa. Mogenb ans obecrneveHns KayecTsa B NPOM3BOACTBE,
MOHTaXe U 06CNYyXMUBaHUN

FOCT P 51536—99 (MNCO 13485—96) Cuctembl kavecTBa. V3genvs meguunHckmne. CneynanbHble
TpeboBaHus no npumeHenuto FOCT P NCO 9001—96

FOCT P 51537—99 (NCO 13488—96) Cuctembl kavectsa. M3genusa meamuuHckune. CneuunanbHble
TpeboBaHus no npumeHenuto FOCT P NCO 9002—96

NCO 8402-94* YnpaBneHue KauyecTBOM 1 obecneuyeHve kadectsa. CnoBapb

MCO 9000-2-97* ¥YnpasneHue ka4yecTBOM 1 obecneyeHne Kadectsa. Yactb 2. OCHOBHbIE PyKOBOAS-
Wme npuHUMNbl no npumeHeHnto MCO 9001, NCO 9002 n UCO 9003

3 OnpegeneHuns

B HacTosLem cTaHAapTe UCMONb30BaHbl TEPMUHbI, ycTaHoB/eHHble B MICO 8402, TOCT P 51536 u
FOCT P 51537, 3a UCKNtOYEHMEM TepMUHA «NPOAYKLUs», KOTOpbIA ycTaHoBneH B FTOCT P MCO 9001
n rOCT P NCO 9002.

4 TpebGoBaHMA K cMCTEME KauyecTBa

4.1 OTBETCTBEHHOCTb PYKOBOACTBA

4.1.1 TlonuTrkKa B 0611aCTU KayecTBa

PykoBoACTBO M0 MeAMLMHCKUM usgenuam npusegeHo 8 MICO 9000-2, 4.1.1.

4.1.2 OpraHu3sauus

4,1.2.1 OTBETCTBEHHOCTb M NonHoMouusa —no NCO 9000-2, 4.1.2.1.

Mpn Heo6X0AMMOCTU AOMKHbI OblTb Ha3HauyeHbl W 0BYyYeHbl AL, UCMONHAKLLME 0683aHHOCTM
3amMecTuTeneli MepcoHana, Hecyllero OTBETCTBEHHOCTb 3a MPUHATME PELLeHWA, C MOMOLLbID KOTOPbIX
YMNpaBfAOTCA 3/1eMEHTbI CUCTEMbI KayecTsa M MPOU3BOACTBA.

4.1.2.2 Pecypcbl - no MCO 9000-2, 4.1.2.2.

4.1.2.3 CneunanbHble pykosogenw —no NCO 9000-2, 4.1.2.3.

4.1.3 AHanu3 co CTopoHbl pykoBoacTea —no MCO 9000-2, 4.1.3.

4.2 Cuctema KavecTsa

421 O6wme nonoxeHuns —no MCO 9000-2, 4.2.1.

4.2.2 TMpouenypbl cuctemMbl Kadectsa —mno NCO 9000-2, 4.2.2.

4.2.3 TMnaHnposaHune kayectsa —no VICO 9000-2, 4.2.3.

MyHkT 4.2.3 TOCT P 51536 uHorga yctaHaBnuBaeT ApYTHe TEPMUHbI (CM. Npunoxexve B).

4.3 AHaN3 KOHTpaKTa

4.3.1 O6wwue nonoxeuna —no NCO 9000-2, 4.3.1

4.3.2 AHanus - no NCO 9000-2, 4.3.2.

4.3.3 TonpaBka K KoHTpakty —no CO 9000-2. 4.3.3.

4.3.4 Peructpaums gaHHbix —no CO 9000-2. 4.3.4.

4.4 YnpasneHue MpoeKTUPOBAHMEM

4.4.1 O6wwme nonoxeHns —no MCO 9000-2, 4.4.1.

CTeneHb OLIEHKM, NPOBEPKN U YTBEPXKAEHUSA U34€eNNIA OMKHa ObITb COpPa3MepHa C XapakTepom PUCKOB
1 MPenMYLLECTB, COMYTCTBYIOLMX UCMONb30BAHWNIO MEAULIMHCKOTO U3LeNnns.

AHann3 pucka ¢ NPUMEHEHMEM Pa3/INYHbIX METOAO0B aHanm3a M Knaccuukaumm HeucrnpaBHOCTEN
MPOBOAAT MNa Pas/IMyHbIX CTaAuAX NPOEKTUPOBaHWS. Takme MeTofbl MOTYT TakXe OblTb MOME3HbIMU MpU
ornpefefieHn xapakTepa BO3MOXHbIX HEAOCTATKOB MPOEKTUPOBAHUA W COMYTCTBYIOLIMX PUCKOB. ITU
METOfbl MOTYT TaKXe WAEHTU(DULMPOBATb U3MEHEHUS, Tpebyemble 41 YBEMYEHNS HafeXHOCTU 1 6e3-
onacHoctu. MNMpumeHeHne MeTogoB aHanm3a pucka no FOCT P NCO 14971.1 (cm. 6ubnmorpaduio).

JIOKYMEHTbI 1 OTYeTbI, CBA3aHHbIE C MPOEKTUPOBAHWEM, LO/DKHbI (HOPMUPOBATL YacTb KOMMIEKTa
TEXHUYECKON AOKYMEHTauun (npunoxenme B. nyHKT 1).

4.4.2 TMnaHnMpoBaHMe MPOEKTMPOBaHUA U pa3paboTkm —no MICO 9000-2. 4.4.2.

MexayHapoaHble ctaHfapTel —Bo BHUWIKW  MocctaHgapTa Poccum.
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MnaHvpoBaHWe NPOEKTNPOBaHWUSA W Pa3paboTKM LO/DKHO rapaHTMpoBaTb, YTO NPOLECC NMPOEKTUPO-
BaHWS yNpasfiseTcs COOTBETCTBYIOLLMM 06pa3oM W Lienu NPOEKTUPOBaHUS BbIMONHEHbI. Bbi6paHHbI MeTos,
W [eTanM MOryT 3aBWCETb OT C/O0XKHOCTW MPOEKTa W YPOBHA PUCKa, COMYTCTBYIOLLErO MeAULMHCKOMY
U3AeNuio.

O6bIYUHO M1aH MPOEKTUPOBaHUs BKNIOYAeT MeTOAbl 06ecneyeHns KauyecTBa, METOAOMOMIO OLEHKM,
TpeboBaHMA K [OKYMEHTaLMK, COXpaHeHNe OTYETOB, PECYPChbl W MOC/ef0BaTE/IbHOCTb AeNCTBUM, COOTBET-
CTBYHOLUMX CMeundUUecKoMy NPOEKTUPOBAHWIO WM KaTeropun MPOEKTUPOBaHWUsA, BbiGOpY BPEMEHU W
cofiep>kaHunto 0630pa NPoeKTUPOBaHWS. INi1aH COCTaB/IAOT Ha OCHOBE 3aKOHOB, CTaHAAaPTOB, PErYINPYHOLLNX
TpeboBaHWii, cneunpuKaLnini n KpuTepmes Npuemku. [eiiCTBMA NO MPOEKTUPOBAHWIO OMpefenstoT Mo
YPOBHIO feTann3auun, Heobxoaumol Ans MpoBefeHMs mpoLecca NMPOeKTUPOBaHWSA CMOCO60M, KOTOpbI
o6ecneynBaeT HopMUpOBaHME 06 BEKTUBHOIO 0Ka3aTebCTBa 3aBePLLEHMNS AeliCTBUI MO MPOEKTUPOBAHNIO.
MnaHbl NMPOEKTUPOBAHUSA He AO/MKHBI 6bITb CI0XHBIMU. B HWUX [O/MKHBI 6bITh YKa3aHbl AeNCTBUS, KOTOpbIE
OyLyT MpeAnpuHATLI, U OTBETCTBEHEHHbI 33 WX BbIMOAHeHMe. [Mpyu HEO6XOAMMOCTM, MPUMEHSIEMble
3aKOHbI, CTaHAapTbl, perynvpyolme TpeboBaHus, cneundukaumm n KpUtepum nNpueMKn MoryT 6biTb
BK/HOYEHbI B MNaH.

Mpouecc NPUHATWSA PeLLeHns Mo BONPOCY, ABNAETCA NN KNUHMYECKOe McCnefoBaHNe He06X04MbIM,
[O/MKeH 6blTb OCHOBaH Ha nepeoucToyHuke (TOCT P 51536, npumevaHue K 4.4.8).

4.4.3 OpraHu3aLMoHHO-TEXHUYEeCKoe B3aumogeincTeue —no MCO 9000-2, 4.4.3.

K npoueccy npoekTupoBaHua n3genunii 06bIYHO NPUB/EKAIOT NepCcoHa, 3aHATLIA HenocpeacTBEHHO
MPOLLIeCCOM MPOEKTMPOBAHWS, U Apyre BHYTPEHHWe MoapasgeneHuns (Cnyxobl MapKeTWHra, 3akynok u
NPoA&X, NPOU3BOACTBEHHbIE, UCTbITaTENbHbIE CYXObl, 06ecneveHns KayecTBa, KIMHUYECKME W Perynu-
pytowme oTgensl). Kpome TOro, MoryT ObiTb MPUBMEYEHbl BHELUHWE OPraHu3auuvM N0 OTHOLIEHMIO K
M3roTOBUTENKO U3AENNIA.

Mpouenypbl ONepaTMBHOIO B3aMMOAENCTBUS pa3pabaTbiBaloT Ans 06eCrneyeHns rapaHTum TOro, YTo
MH(opMaumMa 0T BCeX MoApasdeneHnidi opraHn3auun ABaseTcs AOCTYMHOWM yYaCTHMKaM npouecca Npoek-
TUPOBaHWUA.

Own6KN Npu B3aMMOLENCTBUM MOAPa3AeNeHUN Ha BCEX YPOBHAX MOTYT 3aKOHUYMUTLCS Hecrnoco6HoC-
ThbiO OPraHn3aunm ycTpaHuTb MX. KOrga HeobxoLumo.

4.4.4 VicxofHble NpoekTHble faHHble —no VCO 9000-2. 4.4.4.

Vicxo4Hble MPOEKTHbIE AaHHbIE ONpefenstoT A obecneydeHns aIPHEKTUBHOIO YPOBHA HEOOXO0AUMbIX
[eNCTBUIA NpW NMPOEKTUPOBAHUW U CYXXAT OCHOBOW ATSA BbIMOAHEHWS, MPOBEPKN U YTBEPXKAEHUS MPOeK-
TUPYEMOrO W3AeNNs.

MpumMepbl MCXOAHLIX MNPOEKTHLIX AaHHbIX, KOTOPble AO/MKHbI ObiTb YCTaHOBMEHbI, PAaCCMOTPEHBI,
006peHbI 1 3aperncTpupoBaHbl PaspaboTyunmKom (M3roToBUTENEM), BK/IKOYAOT B Cebs:

- MpefnonaraeMoe KIMHWYECKOe HasHauyeHue;

- Tpe6oBaHWUA NoTpebuTens, HanpumMep npegnonaraemble MYHKLNOHANbHbIE BOSMOXHOCTW M34enus
(nokasatenu NPUMEHEHWs) N OrpaHNYeHns ero NPUMeHeHNs;

- Tpeb6oBaHMA K NOKasaTensM HasHayeHus, Hanpumep, NpyW HOPManbHOM WCMOMb30BaHUM, XpaHe-
HWUW. NOTPy30pa3rpy30UHbIX paboTax n 06CNYyXMBAHUN;

- Tpeb60oBaHMA K PasnMYHbIM BapuaHTaM MapKMPOBKM B WHCTPYKLMW MO UCMOMb30BaHUIO U 06CY-
XWNBaHUIO;

- TpeboBaHMs K OKpy>KatoLleli cpeae, 6e30MacHOCTU U perynupyiolime TpeboBaHus;

- 9ProHOMMUYECKMEe W [pyrvie YenoBeyeckne hakTopbl;

- BCromoraTe/ibHble CTaH4apTbI:

- 3/M1EMEHTbl CUCTEMbI, €CAIN U3[enne UCMOMb3YIOT B KOMOMHALMK C APYTUM M34enviem, Hanpumep,
Apyroe obopyfoBaHuMe WM MNPUHAATEXHOCTU. B 3TOM Cnyyae MCXOAHblE MPOEKTHble AaHHbIE [O/KHbI
MONHOCTbLIO OMNpeAensTb TpeboBaHUA B3aUMOAEACTBUA 3/1EMEHTOB CUCTEMBI.

Mpw onpefeneHMn NCXOLHbIX MPOEKTHbIX faHHbIX MOCTABLLMK LO/KEH PacCMOTPETb MpearnonaraemMmoe
HasHayeHWe, HempaBWbHOE WCMOMb30BaHWE W3LeNNUs W /oOble, CBA3AHHbIE C €ro UCMo/b30BaHWEM,
TpeboBaHMA K CneLunanbHON MapKUpoBKe M3Lenvs 1 06yyeHnto noTpebuTens (NonbL30BaTens).

[oKymeHT (bl) N0 NCXOAHBIM MPOEKTHLIM JAHHbLIM AOMKEH 06HOBNATLCA W Nepen3faBaTbCs no mepe
HeobXx0AMMOCTM, BM/IOTb 40 OKOHYAHWSA CPOKa CNyX6bl n3genusa. OTHET JOMKEH COXPaHATb BCe COrnaco-
BaHHbIE M3MEHEHNS UCXOAHBIX NPOEKTHBLIX AaHHbIX, €C/IM OHU NPUHUMANNCL B TEYEHMe MpoLecca Mpoek-
TUPOBaHUS.

Mpouecc nepefayn NPOEKTUPYEMOro W3AeNns B NPOU3BOLCTBO NPOTEKaeT 6osiee YCMELHO, ecin Ha
cTagum pa3paboTKyM MCXOAHbIX MPOEKTHbIX AaHHbIX MPUHMMAKOT BO BHUMaHWE KOHEYHOe NpPOU3BOACTBO
(BO3MOXHOCTb MPOM3BOACTBA, AOCTYMHOCTL YaeTeli/MaTepnanoB. NOTPe6HOCTL B MPOM3BOACTBEHHOM 060-
pyfLoBaHuM, 0By4eHWe OnepaTopoB M T.4.) W TpeboBaHUA OLEHKWM COOTBETCTBMA u3aenus (npouegypbl,
MeTOoAbl, 060pyf0BaHME).

445 BbIXoAHble MPoOeKTHbIe faHHble —no MCO 9000-2. 4.4.5.
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BbIX0fHblE MPOEKTHbIE JaHHbIE MOFYT BK/IlOYaTb TpeboBaHMs K:

- CbIpblO:

- COCTaBNAOWMUM YaCcTAM:

- Cc6OpOYHbIM yriam;

- 3aKOHYEHHbIM W3AeNUAM;

- MpoLeccy co3faHus v NpYMeHeHWs NPOrpaMMHOro obecneyeHmns:

- npoueaypam rapaHTUM KauyecTBa, BK/IKOYas KpUTEPUU NMPUEMKU;

- MPOW3BOACTBEHHLIM M NPOBEPOYHBLIM MpoLiefypam;

- YMaKoBKe W MapKMUPOBKE;

- npouefype MAeHTU(MUKALMN 1 MPOCNEXNBAEMOCTH;

- npouesype v mMaTepuanaM no MOHTaXy U 06CNYXMBaHUIO.

JOKYyMEeHTbI MO BbIXOAHBIM MPOEKTHbIM JaHHbIM WM LOMO/HEHUA K HUM AOMKHbI ObiTb B BUAE
0TueTOB/(hainNIoB, 4EMOHCTPUPYIOLMX, YTO KaXXAbIi MPOEKT 6bin pa3paboTaH M NPOBEPEH B COOTBETCTBUU
C 0406pEHHBIM M1aHOM MPOEKTa.

MpoekTupyemoe u3genvie nepefatoT B NPOM3BOACTBO MOC/E aHanM3a WU NPUHATMS TpeboBaHWiA 1
npoueanyp. ALeKBaTHOCTb TpeboBaHWUiA, METOAOB M MPOLEeAYP YCTaHaB/MBalOT B MPOLIECCE YTBEPXKAEHNS,
BK/IHOYaA MCMNbITAHMA TOTOBOIO U3AeNns Npy PakTUUYECKUX UM MOLENNPYEMbIX YCOBUAX NPUMEHEHNS.

4.4.6 AHanus npoekta —no NCO 9000-2, 4.4.6.

[na obecneyeHns 0OBEKTUBHOCTM aHaim3a MPOEKTa PEKOMEHAYeTCs npuanekaTb OLHOr0 WM He-
CKOMbKMX 3KCMEPTOB, He HECYLUMX NPSIMYHD OTBETCTBEHHOCTb 3a pacCMaTpuBaeMble 4eiiCTBUA MO NPOEeK-
TUPOBaHMIO. JTO MO3BOMAET PELEH3EHTaM MPUHATbL BO BHMMaHWE BCE acMekTbl MHTEPECcOB MOCTaBLUMKA
npy Npon3BOACTBE, MapKETUHIe, NPOEKTUPOBaHMM, NOCAENPOAAXKHOM 06CNYXMBaHUU, NOALEPXKKE U Be-
POSTHYIO MELULMHCKYI0 3(h(eKTUBHOCTb MpoekTa. [ns MeAMUMHCKUX W3LENWIA aHann3 JO/KEH Takoke
COAepXartb CrefytoLme OLeHKN:

- MpoBefeHVe aHann3a pucka, rapaHTMPYIOLLEro, YTo BOMPOChl 6€30MacHOCTU GbIN PacCMOTPEHBI:

- a[leKBaTHOCTb MapKMUPOBKU;

- BO3MOXXHOCTb M3AeNNs pa3yMHO BbINOMHATL NpeAnoiaraeMoe MeauLUHCKOE Ha3HaueHue;

- afeKBaTHOCTb YNaKOBKW, 0COBEHHO AN1S CTEPUIIbHBIX U3AENWIA:

- afeKBaTHOCTb MpoLecca CTepunm3aLmm;,

COBMECTMMOCTb M3Je/nsi U METOAa CTepuamnsaumm.

I‘Iocne 3aBepLUEHNS BaXKHbIX CTafuiA MpoLiecca NPOEKTUPOBaHNS BbIXOAHbIE MPOEKTHbLIE AOKYMEHTbI
[OMKHbI ObITb PACCMOTPEHbI U MPUHSATLI B YCTAHOBMIEHHOM MOPSAKE ans nocnefytoLWero BbiNOMHEHMS.

Peructpauus oT4eToB 06 aHanM3e MpoekTa fO/MKHA OblTb MAEHTU(GULMPOBaAHA M BKIKOYaThL B cebs
MPUHATBIE PELUEHNS.

MpuXcyaHuc —AHaIM3 NPOEKTa LOMKEH BKIHOYATb MPOBEPKY ydeTa TpeGOoBaHWiA AEVCTBYHOLMX CaHU-
TapHbIX MPaBU U HOPM.

4.4.7 Tposepka npoekta —no NCO 9000-2, 4.4.7.

Kak TONbKO NPOEKTUPYyeMOe W3feNine nepeBefieHO B MaTepuasibHyt0 (opmy, ero 6e30macHocCTb,
MoKasaTe/ HasHauYeHNs 1 HafleXXHOCTb JO/KHbI ObITb NPOBEPEHbI HA COOTBETCTBME UCXO4HBIM NPOEKTHbLIM
JaHHbIM. Takune NPOBEPKM BKNOYAIOT:

- aHanm3 TeXHUYECKUX TPeboBaHW U PUCYHKOB;

- (hM3nYecKne N XMMUYECKME NabopaTopHble UCMbITaHUS;

- MCMbITAHMA in Vitro;

- MCMbITAHKUSA in Vivo;

- aHanu3 ynakoBkv v MapkuMpoBku (cm. 4.15.4).

MpumeyaHue —Ipu NPoBEpKe MPOEKTA HEOBXOAMMO YBEANUTLCS, UTO AOKYMEHTALS MO U3rOTOB/IEHMIO,
MOHTAXKY 1 OBC/Y>KMBAHNIO MEAVLIMHCKIX M3AENniA CONemKUT TPeboBaHs 6e30MacHOCTU B HEOBXOAMMOM 0GLEME.

4.4.8 YT1BepxaeHue npoekta —no MCO 9000-2, 4.4.8.

YTBepXeHve NPOEKTVPYEMOro U3aenvs naeT 6e3 NPOBEPKM TEXHUYECKNX BO3MOXHOCTel COOTBET-
CTBMSI BXOAHbIX MPOEKTHbIX XapakTepUCTUK U BbIXOAHbIX MPOEKTHbIX AaHHbIX W MNpefHa3Ha4yeHo ans
obecneyeHns TOro, YTo MeAMLMHCKOE U3feNne 0TBeYaeT MOTPEOHOCTAM NOTPEOMTENS U MOXKET MCMO/b30-
BaTbCS MO HA3HA4YeHMI0. ITO AOCTMraeTcs NPW U3yYeHUW NOLrOTOBKU U BO3MOXHOCTEV MOTEHLMabHOro
noTpebuTens, UHCTPYKLUIA NOTPebuTens, COBMECTUMOCTU C APYTUMU CUCTEMAaMU W NHOBbIX OFpaHUYeHWi
no NPUMEHEHWNIO M3Lenus.

3K3eMNaspbl MEAVLUHCKUX N3AeNNIA, NCMOMb3yeMble a3 YTBEPXKAEHUS, 4OMKHbI ObITb M3rOTOB/EHbI
KaK OKOHYaTe/lbHble M34enns B OT/AMYME OT MepBOHaYasbHbIX 00pasLoB. YTBEpXAEHME MPOBOAAT Mpw
(haKTUYECKUX U MOLENMPYEMBIX YCNOBMAX NPUMEHEHUSA, NMPU 3TOM MOXET NoTpe6oBaThLCs NPOBeAeHUE
MEeANLMHCKNX UCCnefoBaHNN.

4.49 WN3meHeHunsa npoekta —no NCO 9000-2. 4.4.9.
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B 3aBMCHMOCTM OT TOrO, HaxoAWUTCA NN U3Lenve B MPOJake B HACTOSLLEE BPEMS WU HeT, nepeq
paspeLueHeM M3MEHEHMWI K NPUHATOMY NMPOEKTHOMY W3LeNNI0, Cpeay MPoYMX AOMKHbI 6biTb paccMoTpe-
Hbl CnegytoLme BONPOChHI:

- bypaeT nn n3genve coOTBETCTBOBATL TPEGOBAHWAM MOC/NE BHECEHWUS U3MEHEHUIA?

- BypgeT nu n3genve cooTBETCTBOBATH CNeLM(pUKaLUAM NOCAE BHECEHUS W3MEHEHWA?

- Byget nin usgenve “cnosb3oBaTbCa Mo HasHayYeHo?

- ByayT v BAUATL U3MEHEHUA Ha pa3/iyHble KOMMOHEHTbI U34eNus Uan CUCTEMbI?

- Byget M @u3nNYecKuii KOHTaKT C APYrMMW KOMMOHEHTaMU B U3JeNNN UN cUCTeMe?

- Co3pasyT N M3MeHeHMs Npo6emMbl MPU U3FOTOBMEHUW, MOHTXKE WU NPUMEHEHWUN?

- OcrTaHeTtca v n3genvie NoAgatoLLMca NPoBepKe ?

- 3aTPOHYT I U3MEHEHUA PEryNnpYIOLLWA cTaTyc n3penuns?

4.5 YnpaBneHve AOKyMeHTaLWeld U faHHbIMU

45.1 O6wwe nonoxeHns —no MCO 9000-2, 4.5.1.

MpumMepbl ynpaBneHWs AOKYMeHTaLMen N AaHHbIMW, KOTOPbIe AO/MKHbI 6bITb NOAYMHEHBI OPManb-
HbIM MpoLieAypam KOHTPOAS:

- PYKOBO[CTBO MO KayecTBy:

- CTaHAapTHble OnepauMoHHbIE NPOLEaypbl, METOAMKM UCMNbITAHWIA 1 paboune MHCTPYKLMK;

- TexHuWyeckue Tpeb6OBaHWA, PUCYHKU, Hanpumep, TpeboBaHMA K 3aKynkam, rpoleccam, yrnakoBke
N MapKUpOBKe;

- COOTBETCTBYHOLLWIA peknaMHblii MaTepuan, pyKoBoACTBa NOTPebUTENs, MHCTPYKLMK MO 3KcnyaTa-
umn n 1.4,

- 9NeKTPOHHbIe pe3epBHble KOMWUW Bepcuii LJOKYMEHTOB Ha CMCTEMY KauyecTBa U Tpe6oBaHus.

Ha npoTskeHWM cpoka cnyx6bl Konuu onyo6nnKoBaHHbIX BHELLUHWX CTaHAapTOB, PErynvpYoLmX
MpaBu/ 1 NPakTUYECKNX 3aKOHOB, KOTOPble OTHOCATCS K CUCTEMe KayecTBa Wau TpeboBaHUii K U3Aenuio,
JOMKHbI KOHTPO/NNPOBATLCA TakvM 06pa3oM, 4T06bl MOXHO OblNO ACHO MpPefCcTaBnATb, Kakas Bepcus
[OKyMeHTa 6blna UCMo/b30BaHa.

4.5.2 YTBepXfeHue 1 BbiMyCcK JOKYMEHTaUMUM 1 flaHHbIXx —no MCO 9000-2, 4.5.2.

YCcTaHOBNEHHas cucTeMa ANs ynpaBieHus OKYMeHTalved n pesynbTatamm Ao/mKHa:

- BK/KOYaTb NEPUOANYECKNIA aHann3 LOKYMEHTaLMK, ecnn TpebyeTca cMCTEMOl KadecTsa:

- Ha3HayaTb OTBETCTBEHHbIX 3a MOArOTOBKY, NMPOBEPKY W BbIMYCK [OKYMEHTOB;

- Tpe6oBaTb aHanM3a BCeli CBA3AHHOWM C Ka4eCTBOM [OKYMeHTauun ans obecneyeHns yBepPeHHOCTU B
3aKOHYEHHOCTN U eé NpaBUIbHOCTU Mepes YTBEPXKAEHUEM U BbIMYCKOM,;

- WAEHTM(ULMPOBATbL NoyyaTeneil KOHTPOAbHbLIX KOMWUIA JOKYMEHTOB:

- rapaHTMpoBaTb ObICTPOE aHHYNMPOBaHME YCTapeBLUMX KOMWIA KOHTPOAMPYEMbIX AOKYMEHTOB (CM.
4.5.2);

- OnpefenaTb MeTo4 perncTpauuu, faTbl BHECEHUA U3MEHEHWI B AOKYMEHTALMIO.

Mpovueaypbl yNpasneHus fOKYMeHTaLeR perynvpyroT NPUHATUEM NOCTOSHHON CTPYKTYPbI JOKYMEH-
TOB B paMKax CUCTEMbI KayecTBa W yKa3blBaloT, Kakasg MH(popMaLns U3 JOKYMEHTALUN YNpaBeHNs LOMKHA
ObiTb BK/IHOYEHA B MHAMBWAYASIbHYIO KOHTPONMPYEMYKO [OKYMeHTaLuio. B paccmoTpeHue Heo6XxoanMmo
BK/IIOUNTD:

- HasBaHue 1 06/1acTb NPUMEHeHUS;

- CCbIIOYHBIA HOMEP [OKYMEHTE;

- [Jaty BbINyCKa;

- CTaTyCc nepecmMoTpa;

- [aTy NPOBEPKMW UM YacTOTY NPOBEPKK, eC/in TpebyeTcs Neproanyecknini aHanmns CUCTEMbI Ka4ecTBa.

- WCTOPWIO MPOBEPKY;

- opraHusaropa W aBsTopa;

- YTBEPXAAKOLWYH NepcoHy (bl);

- NepcoHy (bl), OTBETCTBEHHYIO 3a BbINYCK;

- NOPAAOK yTunmnsauuu;

- HyMepauuio cTpaHuL, u

- CCbI/IKY Ha 3MeKTPOHHYI0 Konuio (chaiin KOMNbOTepPa), eCNy OHa CyLLECTBYET.

CwucTema ynpas/ieHus [OKYMeHTauuen fo/mkHa obecneymsaTb BO3MOXHOCTb OT/IMUMS YNPaB/seMblX
N HeynpasnfeMblX [JOKYMEHTOB.

CoxpaHeHue YeTKO OTMEeYeHHOI yCTapeBLUeli 1 3aMeHEHHOM ynpaBnseMol JOKyMeHTaLuy nomoraet
B 06ecneyeH NOAHOW KapTWUHbI XU3HEHHOIO HUKA U3fenus.

453 WN3MeHeHNS JOKYMeHTOB M faHHbIX —no NCO 9(UK)-2. 4.5.3.

N3mMeHeHVs [JOKYMEHTaLMN W pe3ynbTaToB, BK/IKOYAA KOMMLIOTEPHYIO [AOKYMEHTALMIO, NMPON3BOAUT
YMO/IHOMOYEHHbIA MepcoHaT (Hanpumep NOAM C NPaBoOM AOCTyna K JOKYMeHTauun u dainam [aHHbIX,
KOTOPbIE MOANEXAT U3MEHEHWNIO). YTBEPXAEHVE YNONHOMOUYEHHbIX AN BHECEHUSA N3MEHEHWI LOMKHO BbITh

5
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3a()MKCMPOBaHO B AOKYMEHTaLMW (UNK pe3ynbTatax) UK B COMYTCTBYHOLLEM NINCTE PerncTpauuyu nsMeHe-
HWIA. N8 NpefoTBpaLLEHNS HEMPABOMOUYHbIX U3MEHEHUI B KOMMbIOTEPHOW JOKYMEHTaLWUM W pesy/bTaTax
VX MepefatoT 3aMHTEPeCOBaHHbIM MLAaM, He YNOMHOMOYEHHbIM BHOCUTb U3MEHEHUS, B BUAE, AOCTYMHOM
«TOMIbKO ANA YTeHUA™,

4.6 3akynku

4.6.1 O6wme nonoxeHns —no MICO 9000-2, 4.6.1.

MocTaBLLMK MOXET M3 PasfINiHbIX UCTOYHWKOB NOKYNaTb W3LeNNs WU YCIyru, KOTOpble MOFYT HEno-
CPEeACTBEHHO WM KOCBEHHO 3aTparveaTb BOMPOCHI 6e30MacHOCTM, aP(eKTMBHOCTM 1 06LLEero KadvecTsa
KOHEYHOro MeAuUMHCKOro nsgenus. K Takum usgenusm u ycnyram oTHOCATCS:

- CbIpbe;

- KOMMOHEHTb! Un C60POYHbIE YTNbl, U3FOTOB/EHHBIE APYTMMU NPOWU3BOLUTENAMU, C UCMONL30BA-
HUEM MPUHaANEeXaLlero NocTasLMKy 060pyAoBaHMa 1 (Mn) maTepuanos, NpPefocTaBieHHbIX NOCTaBLUM-
KOM;

- KOMMOHEHTbI MM C60POYHBIE Y3/ibl, NPeACTaBAAOLLME CTaHAAPTHbIE 610KMN M3 APYTMX NCTOYHWUKOB;

- KOMMOHEHTbI Uu C60POYHbIE YMbI. U3TOTOBJIEHHbIE PYTUMU MPON3BOANTENIAMM M0 TEXHNYECKUM
[OKYMEHTaM MOCTaBLUMKa,;

- 3aKOHYEHHOEe W3feNne, HOCALlee MapKy W (Mn) UMS W3rOTOBUTENSA W3fEeNWA; 3TO MOTyT 6bITb
U3Aenns, roToBble K NPOAaXKe UK TpebytoLlye HEKOTOPOI AanbHelilleil fopaboTKy (TWna ynakoBku U (Uam)
cTepunusaumn);

- YMaKOBOYHbIA CTaHAAPTHbIV MaTepuan Wau MaTepuar, U3roToBMIEHHbIV MO TEXHUYECKON [LOKYMEH-
TauMy NoCTaBLLMKa;

- MapKMpOBKa, YCTAHOB/IEHHAS MO TEXHUYECKUM [OKYMEHTaM MOCTaBLLMKa;

- YCAyru crefyowmx BUAOB: MexaHu3aums, BbICOKOTeMnepaTypHas o6paboTka, cTepuamsaums, Ka-
NMBPOBKA, UCMbITAHWNE, CAHUTAPHO-XVMUWUYECKNIA KOHTPO/b, YTUNN3ALMA OTXOL0B NPON3BOACTBA, OUYNCTKA,
KOHTPO/b OKPY>KatoLLed cpefibl, YCIyrn npayeyHon, TpaHCMOPTUPOBaHWE, MOHTaX.

- KOHCY/bTauMOHHbIE YCNyru.

4.6.2 OueHka cybnogpsgunkos —no MCO 9000-2, 4.6.2.

TepMuH «cybnofpagumk™ B3aT 419 BKAHOYEHUS NPeTeHAEHTOB B MOCTaBLUMKN MaTepuanos, KOMMO-
HEHTOB. COOPOYHbIX Y3/10B UMW 3aKOHUYEHHbIX W3LENNA UK ycnyr.

Bbi6op MOTeHUManbHbIX Cy6noapsgunkoB 06bI4HO MOXET BK/IHOYATb OLEHKY WX MPOW3BOACTBEHHbBIX
MOLLHOCTEM, CNOCOBHOCTEN, HaBbIKOB, PECYPCOB U T.4., LEMOHCTPUPYIOLLMX CMOCOBHOCTL CybnoapagumnKka
BbIMO/IHUTb COOTBETCTBYIOLLME TPEOOBAHNS 415 MEANLIMHCKNX W3LEeNWiA.

MpremnemMble CybnoapaaYMKI LOMKHBI BbiTb 3aHECEHbI B KOHTPO/bHBIV CMUCOK, B KOTOPOM [O/MKHbI
ObITb YKa3aHbl:

- HasBaHuWe (MPMbl U ee aapec;

- KOHTaKTHOe NuLo;

- HasBaHue NPOAYKLUMW WK YCIYTn, KOTOPbIe MOTYT ObiTb KyMN/eHbI.

Ecnu nocTasLmMK 3aKynaeT cbopoyHble Y3nbl, pa3paboTaHHble CyOnoApaguYMKOM, OH JOMKEH Mony-
unTb 0T cybrnoapaguMKa MHKHOPMALMIO, NO3BONSIOLLYI0 NPOBOANTL CEPBMUCHOE O0BCNYXMBaHWE W3Aenuii
noTeHUMaNbHbIM MOKYNaTensm.

Ecnm cybnogpsgumk noctaBnseT 3aKOM4YeHHOe W3Aenve NOCTaBLUMKY [ PacnpocTpaHeHWs oA
TOProBO MapKoi MNOCTaBLYMKa, MOCTaBLYMK JO/MKEH 3HATb O NOOLIX HefoCTaTKax B CUCTEME KayecTBa
cybnogpsagumka, Kotopas 4o/mKHa 6bITb COrIacoBaHa C MOCTaBLUVKOM.

Ecnn BbinonHeHne Tpe6GOBaHW TEXHWYECKON [OKYMEHTaLMN CBA3aHO C YY4eTOM YPOBHS rapaHTuu
KauecTBa, JOCTUrHYTOW Cy6noapsa4nKamy, NocTaBWMK U NOTeHUManbHble cybnoapagunkn JOMKHbI [0-
roBapvBaTbCs 06 YPOBHAX CTaHAapTOB CUCTEMbI Ka4ecTBa U METO/0B NPOBEPKY, & TaKKe CO3aBaTb YC/0BUS
4N yperynmpoBaHns CrnopoB OTHOCMTE/IbHO KauecTBa.

Mo BO3MOXHOCTK, NOCTABLUMK JODKEH MOMYUYNTH COrnacue cybnoapsaaumnka o6 yseoMaeHny nocras-
LMKa C Lenblo 0f06peHNs N3MEHEHNIA MPOLIECCOB, KOTOPbIE MOFM Bbl 3aTparmBaTh Ka4ecTBO KymnaeHHOro
u3genusa unu ycnyru. FNpu nonyyveHnn yBefOMIEHNS O BHECEHUWN U3MEHEHMWIA NOCTaBLUMK JOMKEH OLEHUTb
UX BNNSHUE HA KOHEYHOEe u3fenve.

KOHTpO/Ib CUCTEMBI KayecTBa CyonoapsaUmKa Mor Bbl BKNOUYaTb HEKOTOPbIE U3 CIEAYIOT UXAEACTBIIA:

a) 417 NoCTaBLLMKa KOMMEPYECKN AOCTYMHbIX U3AENWA:

- Nepuognyeckas MpoBepKa NOMyYeHHbIX U3Aenuii;

- KOHTPO/b Pe3y/ibTaToB NPOBEPKM,;

- NpoBefieHne cepTUMKaLUM CUCTEMbI KayecTBa CybrnoapaaumnKa TPETbUMU NNLAMN;

- MOny4eHvie cepTU(NKATOB O COOTBETCTBUM M3AENNA U (UNK) CepTUQMKATOB 06 aHaM3e NPON3BOACTBA;

6) MpoBepKa CUCTEMbl KayecTBa W3LeNWiA MO TEXHUYECKOW AOKYMEHTaLMU MOCTaBLiMKA MOXET
Tpe6oBaTbCs B [OMNO/HEHNE K MEPEYMCIEHNIO ).

Mpn NPOEKTUPOBAHWUM KOHTPOJIbHBIX [EeliCTBMIA NOCTaBLUMK AO/MKEH PacCMOTpeTb pe3ynbTaTbl cep-
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TUQUKauM TpeTbeli CTOPOHON, TEHAEHLUMW BO3HWKHOBEHWS >Kanob M HecOOTBETCTBWIA M OMpefenunThb
4acToT)' NPOBEAEHNS KOHTPONSA. Pe3ynbTaTbl KOHTPOAMPYHOLLNX AEACTBUIA AOMKHbI BblTb 3aperncTprpoBa-
Hbl. Pe3ynbTarhl MPOBEPKU CUCTEMBI KayecTBa JOMKHBI NMOKa3aTb, YTO OpraHu3aLus ABseTcs NpuemneMbim
cybnoapsagumMKom.

Ecnn npegnpusaTtve cybnogpagumka He COOTBETCTBYET YCTaHOB/IEHHbIM KPUTEPUAM, AOMKHO ObITb
NpesnpuUHATO KOppeKTupytoLlee feicTBue. MNpumepbl KOPPEKTUPYIOLLMX U NpeLynpeauTenbHbIX AeliCTBUIA
BK/IOYAIOT B Ce65 AeliCTBUA, He OrpaHUYeHHble:

- paboToii ¢ cybnogpsagUMKOM ANt YCTaHOBAEHUS MPUYMH OWIMGOK CybnoapsayumMka 1 npoBeaeHus
KOPPEKTUPYIOLWMX U (Mn) npesynpesuTenbHbIX AeCTBUIA:

- MpOBeLeHNEM YCWU/IEHHbIX MPOBEPOK N (M) NPUEMOYHBIX UCMbITAHWIA;

- YBE/IMYEHWNEM YacTOTbl MPOBEPOK:

- pa3MeLLeHVeM CBOEro CYXKALero Ha npov3BOACTBEHHON TeppuTOpUN CyOnoAPAAUNKa; 1

- BbIOOPOM aNbTEPHATMBHOIO CyONOAPAAUMKa.

4.6.3 [lokymeHTauus Ha 3akynky —no NCO 9000-2, 4.6.3.

CneymanbHble ycnosus, Tpebyemble s XpPaHeHWS UAN TPAHCMOPTUPOBAHNSA 3aKyMNIeHHbIX MaTepu-
anoBs, KOTOpble MOrAM Obl 3HAYMTENILHO BMATH Ha 6e30MacHOCTb, 3MMEKTUBHOCTL UM Ha3HayeHue
MeAMLMHCKOro N3fenus, JOMKHbI OblTb OnpefeneHbl B TEXHUYECKOR JOKYMEHTALMN.

4.6.4 MNpoBepKa 3aKynieHHOW NpoayKLuWn

4.6.4.1 TpoBepka, MPOBOAMMAs MOCTABLULMKOM Ha NpesnpuaTum cybnoapsgumka, —no MCO 9000-2,
464.1.

4.6.4.2 TpoBepka MoTpebuTeNnieM MNpOAYKLMKU, MNocTaaTaeMoi Mo cybnogpsgy. — MICO 9000-2,
4.6.4.2.

4.7 YnpaBneHve NpofyKumen, noctaBnseMoin notpebutenem, — MCO 9000-2. 4.7.

4.8 WNpeHTudmkaums 1 npocnexvsaeMoctb npogykumm, — NCO 9000-2, 4.8.

JononHnTenbHble TpeboBaHNA ANA MEAULMHCKNX U3AENNIA:

a) NpeHTugukaums

NpeHTudumkayma msgenns obecneynBaet NpocieXXmBaemMocTb B IBYX Hanpas/ieHUAaX:

- 'y notpebuTtenei;

- CbIpbsi, KOMMOHEHTOB W NPOLECCOB MPOU3BOACTBA.

MepBoe HanpasfieHVie NO3BONAET NPOCNEAUTL U3AENWA Y NOMb30BATENS, HANPUMep Y MauueHTa um
B 60/bHMLE, BTOPOE HanpasneHve —uccnefoBaTb NpobaemMbl kavyecTsa v 06paTHONM CBA3W AN NpeaoTBpa-
LLeHMA MOABMIEHNS HECOOTBETCTBYIOLLErO U3AENus.

NaeHTudurkaums MoxeT 6blTb JOCTUIHYTA NPUCBOEHWEM TPYMNMNOBOro, CEPUIAHOro HOMEpPa WK HO-
Mepa napTun TOBapa, UMM 3MEKTPOHHBLIMU CPELCTBAMU.

VN aeHTUdMKaLNS Cbipbsl, KOMIMOHEHTOB W FOTOBbLIX U3AENNIA BaXHA MO CrefyowmmM npuymHam:

- KOHTPO/Ib MaTepuanoB B npouecce npounssoactsa (4.9);

- TPOVCXOXAEHWE WU3enus, CTaTyC U COOTBETCTBME TpeboBaHMAM 6e30MacHOCTH,

- obecrneyeHve NpocneXxxnBaemocTu;

- 06neryeHvie AMarHOCTUKN HEMCNPaBHOCTEA MPY BO3HMKHOBEHUW NpPO6/IeM KayecTsa.

MpuymnHa, N0 KOTOPOW Cbipbe M KOMMOHEHTbI AOMKHbI ObITb NAEHTUMULMPOBAHLI U NPUBA3aHbI K
rpynnoBoMy, CEpMiAHOMY HOMEpY WV HOMepPY NapTUW FOTOBOFO M3LEeNNs, MOXET 3aBMCETb OT CNeAYHOLWMX
(haKTOpOB:

- WCMonb3yeMblX mMaTepuanos;

- TUMa roToBoOro W3genus;

- 3pekTa OT HEMCNPABHOCTW FOTOBOTO U3LENUSA UM MaTepuanos, UCMONb3YeMbIX MPU ero N3roTos-

- YCTaHOB/EHHbIX TpeboBaHUNIA;

- TPOCNEXMBAEMOCTM, EC/IN HEOOXOANMO;

- UCXOAHbIX NMPOEKTHbIX AaHHbIX;

- Perynupyowmx npasui.

6) MpocneXxxmBaeMocTb

MocTaBLLMK AOMKEH ONPEAeNUTb XapaKTep U CPOKM CBOMX IEVCTBMIA No NpocnexmsaemMocTu. O6bI4HO
Takve [elicTBUS MPOBOAAT B MpOLLECCE MPOW3BOACTBA W CKMAAMPOBaHUSA, MOKa U3AeNMe He YBE3eHO C
TEPPUTOpPUM MOCTaBLLMKA. [1OCTaBLWIMK MOXET OrpaHWM4YMTb [eCTBUS NO MPOCNEXMBAEMOCTU B YacTu
cneumpunyecknx npoleayp.

ONns MMNNaHTMPYEMBIX M aKTUBHbIX UMMNNAHTUPYEMbIX U3JENWIA cucTeMa NPOCNEXMBaEMOCTU Heob-
X04MMa. Tak Kak HeT BO3MOXHOCTV OCMOTPETb M3A€eMe BO BPEMS €10 1CMO/b30BaHMA. [pOCNeXMBAEMOCTb
nomoraeT 13bexaTb W3BMEUYEHUS UMMNAHTUPYEMOrO U3AENNUst NOCPeCTBOM TOYHON MAEHTUDMKALUN TexX
VMMNaHTaTOB, KOTOPbIE BKKOYMIN BbILEALLME U3 CTPOS W BNOCNEACTBUN UAEHTU(MULMPOBAHHbIE KOMMO-
HEHTbI, NN ANA TeX UMNNaHTaToB, ANA KOTOPbIX HEeKWnii nponyck ynpaBneHna BnocieAcTBnn nokKasasa CBOK

7



FOCT 1»51538-99

HeafleKBaTHOCTb. [119 HEeKOTOPbIX MMMAAHTaTOB MOBLILIEHHOrO puCKa peryvpyoLive npasuia MoryTt
Tpe60BaTh 4OMOMHUTENBLHON MPOCNEXMBAEMOCTY BHE TEPPUTOPUM MOCTABLLMKA, U CUCTEMA Ka4eCTBa [O/MK-
Ha 3TO MpefycMaTpuBaTh.

4.9 YnpasneHue npoueccamm — MCO 9000-2, 4.9.

YnpasneHve Npovn3BOACTBEHHLIM MPOLECCOM MOATBEPXKAAOT OTUETHI. B 0TUeTax A0/MKHbI 6bITb NpU-
BeeHbl:

- MCnonb3yeMble 060pYA0OBaHNE U MaTepuanbl;

- npouecc yTBepXAeHNS LOKYMeHTauuu;

- Mepbl NPejoCTOPOXHOCTH, KOTOPbIE JOMKHbI ObITb MPUHATHI;

- TEXHWYECKNE VHCTPYKLMN;

- Nnobble NPOBEPKM KayecTBa «B MpoLecce», NPOBOAMMbIE NPON3BOACTBEHHLIM MEPCOHANOM;

- U3MEHEHWs B NPOLECCe WAWN MaTepHaTax;

- npoueaypy, KOTOPYHO CnefyeT BbINO/HWTL B CllyYae BOSHUKHOBEHUA MPo6/eM C KayecTBOM;

- pa3MeLLeHne MPUHATLIX UM 0TOPAKOBaHHbLIX U3AeNuiA.

CocTaB JOKYMEHTaLUM W YypOBEHb AeTanv3auuy AOMKHbI COOTBETCTBOBATb CTEMEHU KPUTUYHOCTM
npowecca B 4OCTUXKEHUN TPpebOBaHMM MO Ka4YecTBY M CTEMEHN MOAFOTOBKM MepcoHana B 060N cneyndu-
yeckoi 06/1acTu ynpaefieHWs MPOU3BOACTBEHHbIM MpoueccoM. [lpoueaypa MOXeT 6biTb B (hopMe 6/10K-
CXeMbl WX OMepaLMOHHON MOCNeAoBaTeNbHOCTH, 00befUHEHHON C KOHTPONibHbIM IMCTOM TOrO, 4TO
[O/MKHO 6bITb MPOBEPEHO.

Mpoueaypbl MM UHCTPYKUMM MOTYT ObiTb MpPeAcTaBfeHbl B rpaiMueckoin uam ayavmoBu3yasibHOM
thopme. MocTaBLMK JO/MKEH [O6GUTHCA MaKCMManbHOIO WCMOAb30BaHWS CYLLECTBYHOLLEA AOKYMEHTaLMK
(TEXHWMYECKMX PUCYHKOB, FpaMKoB MPOU3BOACTBA, BHYTPEHHMX pPaboumx pacnopskeHuid), 4tobebl n3be-
Xatb n3bbITKa opm, fy6n11poBaHUs UHGOOPMALUK U NULLHUX 06BEMOB PadoT.

Ecnu npoueccoM ynpasnisieT KOMMbOTEp, TO afeKBaTHOe 06y4YeHVe nepcoHana, NpUrofHOCTb COBpe-
MEHHbIX 6a3 [JaHHbIX W MPUBEPXKEHHOCTb K CUCTEMATU3auuW NPOLEAyp SABAAOTCA KPUTUYHbIMK AN1S
BbINOIHEHNS TPeGOBaHWIA.

Pabota no mogepHu3aunmn fomkHa 6biTb MAEHTUDMLMPOBaHA 1 (MNK) BbifeneHa BO n3bexkaHue
nyTaHuubl n3genuin (4.8). Ans HebONbLWIMX NapTWA M YacTeld MaccOBOrO M3rOTOBMIEHWS, KOTOpble He
MOryT 6blTb MapKuMpoBaHbl, FPynnoBas ynakoBka W (MM) TEXHOMOrMYecKoe 060pyA0BaHWME [OMKHbI
ObITb MAEHTUDULMPOBaHbI ANS YKa3aHWUA U3genus n (M) napTum u nx cratyca. dTa MAeHTUdUKaumus
He [0/KHa cofepXaTb KO, KOTOPbI MCMOMb3YeTcsa Ha MOCAegHeM W3Lenuun, HO JO/MKHA ObiTb N1ErKo
conocTaBMMa C 3TUM KOAOM. JTo6ble MCNONb30BaHHbIE paHee AP/bIKM AOMKHbI OblTb YAaneHbl UK
BbIYEPKHYThI.

BcnomoratensHble Matepuanbl (OYMLLaloLLMe areHTbl, (hOPMOBble areHTbl, CMa3oYHble Macna wm
Jpyrue BewecTBa) AO0/MKHbI ObITb COOTBETCTBEHHO MAEHTU(MLMPOBAHLI M MapKMPOBaHbl. Bcrnomorartesnb-
Hble MaTepuanbl UCMONb3YIOT B MPOU3BOACTBEHHOM NPOLECCE MW NPUMEHSIOT ANs ero 06/eryeHms, Ho He
BK/IIOYAKOT B FOTOBblE M34enMs. YMakoBKa A5 BPEMEHHOrO XpaHeHWs U MOrpy30pasrpy3oyHbIX paboT
[0MKHa 6bITb COOTBETCTBYIOLLMM 06pa3om pa3paboTaHa M ounLLeHa, eCcin HeoBX0aMMO.

O6opyaoBaHUe LOMKHO 6bITb pa3paboTaHo M BbIGPaHO Tak, YTOObI M3AeNA 1 NPOLLECC NPOM3BOACTBA
COOTBETCTBOB&/IM YCTaHOB/IEHHbIM TpeboBaHMAM. MOHTaX 060pyLOBaHWS W ero OnbiTHas OLEHKa npu
aKCnAyaTaunMm LO/MKHbI ObiTb 06ecneyeHbl. HOBOE M CyLLECTBEHHO U3MEHEHHOEe 060pyfoBaHME [OMKHO
ObITb OLLEHEHO Ha COOTBETCTBYME 3aKYMOYHbIM, MPOEKTHbIM TPEOOBAHMAM M CNOCOBHOCTL K paboTe B paMKax
OnpeAeneHHbIX Y NPOU3BOACTBEHHBIX OrpaHNYeHUNA (hYHKLMOHMPOBaHMS.

OTgenbHble Mmpoueccbl TPebyrT AOMOMHWUTENLHOIO 00Y4YeHWs WKW CheuuanbHol KBanugukaumm
orepaTtopos. B page cnyyaesB npouecc fO/MKeH 6biTb cneuuansHo 0406peH, Hanpumep, CnegytoLlmm
06paszom:

- BoMKHa ObITb NOATBEPXEHA KBANM(UKaLWS onepaTopa Npu 3aneyvaTbiBaHUN CTEPUNbHBIX NaKeTOB,
€CNU BU3yasibHas UM fpyras HepaspyLuatoLlas 3KcnepTusa Ha NPOYHOCTb YMaKOBKM He faeT uHdopmauum
0 NPOYHOCTW 3aneyaTbiBaHusA. [na 06ecneveHns rapaHTMM MPOYHOCTM YNaKOBKW TpebyeTcsi 00yUeHHbIi
U KBanU(ULMPOBaHHbLIA OMNepaTop, BbIMOMHAKLLMA MPOLLECC 3aneyaTbiBaHWS COFTAaCHO YTBEPXKAEHHON
npoueaype;

- BO/MHKHa BbITh MPOBefeHa OLeHKa HeObX0AMMOCTY MpoLiecca 0406peHNs Npy BBEAEHUW HOBbIX WA
CYLLLECTBEHHO U3MEHEHHbIX NPOM3BOACTBEHHbIX MPOLIECCOB, BK/OYas N060e HOBOE MPOWM3BOACTBO U Me-
TOAbI UCMbITAHWIA.

[JononHuTenbHble Tpe6oBaHWA K CreluanibHbIM NpoLeccam, CBA3aHHbIM C MPOW3BOACTBOM CTEPUbL-
HbIX MEAVULMHCKUX U3LENWiA:

a) [epcoHan

MOCTOSHHO MCNONb3YEMbI WA BPEMEHHbIA MepcoHan (BkAoYas cybnoapsAyYMKoB) U NOCETUTENN,
KOTOPbIE MOFYT BXOAWTb B KOHTaKT C U3LENMEM WM €ro OKpY>XKaroLeld cpefol, AO/MKHbI ObiTb COOTBETCT-
BEHHO OfIEThI, YNCTbI U 340POBbI, €CAW 3TN (haKTOPbl MOrAN 6bl HEGNArONPUATHO NOBAWATL HA WU3AENMe.
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Ecnm no cOCTOAHMIO 3[40pOBbS MHOAM MOFYT HebnaronpusTHO BO3AENCTBOBATb Na W3Aenve, OHU
[OMKHbI ObITb UCK/HOYEHBI 13 3TUX AEACTBUIA MU He AONYLLEHbI K NPOX0AY B CreuuanbHble NMOMELLEHNS
[0 WX BOCCTaHoaTeHus. MepcoHan AOMKeH BbITb MPOMHCTPYKTUPOBAH M 0653aH COOOLWUTL O COCTOSIHWM
3[,0POBbS PYKOBOACTBY. ITO OCOOEHHO BaXKHO MPU U3rOTOBAEHWUMN M3AENNIA, KOTOpble OyayT MOCTaBAATHLCA:

- CTEpW/bHbIMU;

- [OJDKHbI ObITb CTepunn3oBaHbl nepen MCrnosib3oBaHNEM,

- [Na uenei, nNpyu KOTOPbIX MMEET 3HaYeHNe MUKPOBMONOrMyeckKas YmcToTa.

BpeMmeHHbIn nepcoHan, MpUBAEYEHHbIN K 06CAY)KMBAHNIO, OUYNCTKE, PEMOHTY U T.4., He JO/MKEH ObiTb
JonylleH K paboTe 40 Tex Nop. Moka He GyAeT NPOBEPeH COOTBETCTBEHHO 06YUYEHHbLIM YeN0BEKOM.

6) KOHTpO/b OKpy>XaloLLeit cpedbl Npu NPOV3BOACTBE

MocTaBWMK AO/MKEH rapaHTMpoBaTb, YTO WUCMOMb3yeMble 3A4aHWsi MOCTPOEHbl MO CreunansHOMY
MPOEKTY N MMEKT He06XOAMMbIe YCNOBUA A1 06MErYeHUss OYMCTKM, TEXHUYECKOTO OBCNYXMBAHUA W
Apyrvx feicTBuiA. MNomeLLeHMe JOMKHO pacnonaratb 4OCTATOUHbIMMW M/0WaaaMu Ans:

- MpOBeEeHMS MOrpy30pasrpy304HbIX paboT U NpefoTBPALLEHNS CMELIMBaHNA MOCTYMNaloWumX mare-
puanoB C MaTepuanamu, HaxoAAWMMWUCSA B NpoLecce MPOWM3BOACTBA, OCTaTOUYHbIM, MepepaboTaHHbLL.
M3MEHEHHbIM WM BOCCTAHOB/IEHHLIM MaTepuasioM, 0ObIM APYrMM HECOOTBETCTBYHOLUM MaTepuanoM,
rOTOBbIMW U3aeNnAMN,

- pasMmeLleHns MPOU3BOACTBEHHOI0 060pYyA0BaHMA 1 Paboynx MEeCT, CHABXEHHbIX MHCMEKLVOHHbI-
MW MOCOOMAMU, [OKYMEHTALMEN U PUCYHKAMM.

KOHTponto noaBepraroT 0CBELLEHMEe, TEMMEPATYPY 1 aBapUiiHYO CUTHAIM3aLMIO Ha CllyyYaid NpeBblLLe-
HUS 1 (MK) ONacHbIX M3MEHEHWIA YCNOBUIA OKPYXKatoLLel cpefbl.

Heo6xoaMMo oLeHMBaTb YpOBEHb MUKPOOMOIOrMYECKOr0 3arpsisHeHNs, 0CO6EHHO MpY NPOU3BOACTBE
CTEPW/IbHBIX U3AENniA, KOTOPbIe AOMKHbI ObITh N3roTOAMNEHbI B KOHTPOIMPYEMOV OKpYXXatoLLel cpese, rae
MWKPOBMONOrMYecKoe 3arpsa3HeHne MOXeT ObiTb YMEHbLLEHO A0 KOHTPOIMPYEMOrO YPOBHS Nepes cTepu-
Nn3aumeid. N 3TOT yPOBEHb UMEET HeOO/MbLIOE WM HECYLLECTBEHHOE 3HAYEHMWE 41 KIMHWUYECKOro NpuMe-
HEHWS.

Ecnn cocTosiHMe OKpy»Katolleli cpedbl Ha MPOM3BOACTBEHHOM Y4acTKe WMeeT HebnaronpusTHoe
aTWSHME Ha MPUTOAHOCTb MaTepuasna K MCMNO/b30BaHWI0, HE06XO0MMO OrpaHUYNTh 3arpsi3HeEHe MaTeprana
1 0becneunTb Haj/exaliue YCnoBus Ans BCEX BbIMOMHAEMbIX AelcTBWiA. JIlobyo cuctemy ynpasneHus
OKpY>KaloLLeil cpefioil NepUoANYECcKN KOHTPONMPYIOT ANA MOATBEPXKAEHMSA ee (DYHKLMOHUPOBAHWS [OMXK-
HbIM 06pa3oM. Pe3ynbTaTbl KOHTPOJIS LOMKHbI ObiTh 3aPErMCTPUPOBAHDI.

[ns KOHTPONMpYeMoit OKpy>KatoLLeil cpeapbl TEPMUH «4McTasi KOMHaTa» 03Ha4yaeT ClefytoLee:

- obecreyeHne UIbTPOBaHHbLIM BO34YXOM

ATmocthepHoe faBneHne AOMKHO NOAAEPXMBATLCS Bbllle, YeM BO BHELLUHel cpefe, 4T06bl nNpefoT-
BPaTUTb MPOHUKHOBEHWE HEOT(UILTPOBAHHOIO BO3AyXa, UMM HUXKE, YeM B OKPY)XatoLeM NPOCTPaHCTBE,
ecnm TpebyeTca oTpuuaTeNnbHOE AaBfieHWe, HanpuMep Ans 06paboTKM NaToreHHbIX (601e3HEeTBOPHbLIX)
MUKpoOpraHnaMoB. OKHa JO/MKHbI ObITh 3anevaTaHbl, ABEPW M/OTHO 3aKpbIThbl 1 CHABXEHbI CaMO3aKpbl-
BaKOLLHMUCA MexaHu3MaMmu. Ons obecrnedyeHus Tpebyemoil pasHOCTM [aB/feHWIA MOFyT noTpeboBaTbCs
BO34YLUHble 3aMKW. He gomyckaeTcs pacrnonaraTb BXOfbl W BbiX0fbl (KPOME 3anacHbIX BbIXOAOB) OKO/O0
obnacTeii, NOABEPXKEHHbIX BO3AENCTBUIO 3KCTPEMA/bHbIX TEMMNepaTyp.

YpoBeHb UMCTOThI BO3AYyXa 3aBUCUT OT XapakTepa paboTbl, Buia ngenus, cnocoba 06paboTkv nsgenus
1 ypoBHA 061y4ueHns. 4 Ta obecneyeHuns 60nee BbICOKOrO CTaHAapTa YMCTOThI BO3AyXa CMO/Mb3YHOT paboume
cTaHuMW. Ha umcToTy BO3dyxa MOryT BAMATL W3LENUS WAU NPOW3BOACTBEHHblE MPOLECCHI, MO3ITOMY
ynpaB/ieHVe AOMKHO ObITb TaKMM, YTOObI NPeAOTBPATUTL H060E CyLLECTBEHHOE YBENNYEHNE YCTaHOBIIEH-
HOFO YPOBHA 3arps3HeHMs. YNpaBfeHWe W KOHTPO/b OKPYXatoLleld Ccpedbl «HYUCTOW KOMHaTbI» [LO/KHBbI
NPOBOAMTLCS B COOTBETCTBUM C 3apErMCTPUPOBaHHLIMU MpoLeypaMu.

MpumevyaHue —3TM NpoLedypbl HC MPUMEHSIKOT /151 YCMOBUA OBLLUETO XpaHeHWM, B MECTax Mpoxoga
MepcoHaIa WK A1 TPaHCMOPTMPOBaHNS HEYNaKoBaHHOTO MaTepuaa.

- NpeAoTBpalLEeHMe OT 3arpsA3HeHNA 1 ouncTKa

CTeHbl, NOfbl, MOTO/KM, Me6GENb U ApYTiie NOBEPXHOCTY JO/MKHbI GbITh FNaAKUMU, N3HOCOCTOWKUMY,
CMOCOGHBIMU BbIAEPXKATb YacTyl0 OYUCTKY. VACMONb3yemble TEPMETWKM W MOKPbITUS B CTbIKAX MeXay
CTeHaMW, MoAamMu 1 MOTOKaMW He JO/MKHbI BbITh UCTOUHUKAMU 3arps3HEHUS.

- MaTepwarbl, UCMO/b3yeMble B MPOLIECCE MPOM3BOACTB;!

MaTepuasbl TMNA afAresMBOB, MOAA WU CXKaTbl BO3AYX CNeayeT KOHTPOAMPOBaTh U NepUOANYECKU
MpoBePsTh /151 06eCNeYeHNsi COOTBETCTBUS MUKPOBUONOTUYECKMM U ChelnanbHbIM TpeGoBaHMsaM K 3a-
TPA3HEHUIO B NOGOM MpoLiecce.

3aperucTpupoBaHHbIe MPOLeLypbl OYNCTKM 1S Tex 061acTeld, rae NpoucxoauT 06paboTka ussenuii
1 060pYJ0BaHMS, BKIHOUAIOT MHCTPYKLMM MO NEPUOANYECKOI 0UNCTKE, a TaKKe Mo SD(HeKTUBHON 0UMCTKe
rnocne aBapuii 1 10 CEPBUCHOIO 06CTYXMBaHUS 060pYA0BaHNS.

Mpn BbIMO/HEHWM OMepauuM OYUCTKM Cy6noapsAYMKOM AO/KEeH OblTb COCTAB/EH MUCbMEHHbIN
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KOHTPaKT, ONpefensowmnii rpaHnLbl OTBETCTBEHHOCTU W3rOTOBUTENA W3LeNns 1 cybnogpsagumnka. 31oT
KOHTPaKT JO/MKeH BK/HOYaTb NPOLeypbl OUNCTKU 1 06YyUeHNs MepcoHana, 3aHMMatoLLerocs 04MCTKoM (cM.
Takxe 4.6.2, 4.6.3 n 4.18).

Mpn HEoBXOAMMOCTU LOMKHbI 6bITb NPEeAYCMOTPEHbI OTAeNeHHble OT 06/1acTeli NPOM3BOACTBA KOM-
HaTbl AN NepeofeBaHns U TyaneTbl. OHW LOMKHbI NOABEPraTbCA PerynspHoli 0UMCTKe U Ae3NHDEKLUN.

[Jyuiesble 1 KOMHaTbI ANS MbITbA PYK AO/DKHbI 6bITb PACMoNOXeHbI HA CAMOM HI3KOM YPOBHE N1t060ro
rpagveHTa fJaBneHNs BO3gyXa W NOAAepXMBATLCA B UMCTOM WM ONPSTHOM COCTOSIHUN.

[ns ymeHbLUEeHUS MUKPOOMONOTMYECKOrO 3arpA3HEHNs UCTOMb3YHOT:

- cnvnbl 6e3 NoBYLLEK, NPO6OK UK NEPENNBOB;

- KpaHbl, pe3epByapbl /15 Mblfa UNN AUCNEHCEPOB, KOTOPbIE UCK/HOYAlOT NPUKOCHOBEHME PYK;

- aBTOMaTU4yeckue CyLIWIKUW ATS PYK WM OfLHOPa3oBble MOMOTeHUa (MONOTeHLa MHOropas’oBOro
MCMOMb30BaHUA K MPUMEHEHWIO 3anpeLueHbl, T.K. OHW MOTYT CTaTb CYLLUECTBEHHbIM UCTOYHUKOM MUKPO-
61010rNYECKOrO 3arpsA3HeHuns); .

- OAHOPa30oBble WM MOABEpraemble CTEPUM3aLMM LLETKW ANA HOTTel, 3epKana ANf COAepXaHus
ro/I0BHbIX Y6OPOB B TPEOYEMOM COCTOSHUM.

Ha kayecTBO M3fenvs Takxe BAMAIT 06Lias 4ncToTa MOMELLEHWS, CheunanbHble UCMbITaHUS U
nabopaTopHble CpeacTBa.

Ecnn Ha npurogHocTb M3fenvs K WCMONb30BaHUKO BAUAIOT eda, MUTbe, KYpeHue, NpUMeHeHue
KOCMETMKN WM HOLLEHWE NepCOHasoM AparoueHHOCTel, TO JOMKHbI ObiTb NPUHATHI Mepbl ATS UCK/ILO-
YyeHUs 3TUX (haKTOpPOB.

B) UncTtoTa usgenus

MocTaBLLMK JOMKEH YCTaHOBUTbL U MOAJEPXMBATL 32PerMcTPUPOBaHHbIE NPOLIEAYPbI 3aLUUTbI N3aenus
OT 3arpsA3HeHNs Nto6bIM BELLLECTBOM, KOTOPOE MOT/IO Bbl NPUBECTU K HE6MAronpuaTHOMY 3(deKTy.

[ns ypaneHns BCNOMOraTefibHbIX MaTepuanos W (MK) YaCTUYHOIO 3arps3HeHUs NPYMEHSIOT Mpo-
LIeCCbl OYMCTKW, YTBEPXAEHHbIE B COOTBETCTBUM C 3aperncTpMpoBaHHON npoLefypoil. OTueTbl 06 yTBEPXK-
AEeHUN [O/MKHBI OblTb COXpaHeHbl (4.16). pouecc OYWUCTKM AO/MKEH MOCTOSAHHO KOHTPONMPOBATHCH B
COOTBETCTBMW C 3aperucTpuvpoBaHHbIMU Mpouedypamu. o pesynbTaTtam KOHTPOAS COCTaBASKOT OT4eT
(4.16).

Ecnn npouecc 04MCTKN NpefHa3HaueH 419 yaaneHns MUKPOBUOIOrMyecKoro 3arpsisHeHns, MPOTOKON
YTBEPXAEHWSA, Pe3ynbTaTbl YTBEPXKAEHUA W 3aK/OuMTeNbHas onepauyoHHas npouegypa AO/MKHbI 6bITh
paccMOTpeHbl UNKM OA06peHbl KBaM(ULMPOBAHHbLIM CreLnanmcToM. MUKpobronornyeckne MeTofpl
OUNCTKN AO/MKHBI BbiTb 0400PEHbI 1 Pe3ynbTaTbl PACCMOTPEHbI aHAIOrMYHbLIM CMOCO6GOM.

r) O6cnyxuBaHue

MpousBoAcTBEHHOE 060PYAOBaHME [O/MKHO ObITb pa3paboTaHo, cobpaHo, NPaBUIbHO CMOHTUPOBAHO
1 pacrnonioXeHO TaK. YTobbl 0becneunTb CBOOGOAHbIA JOCTYN AN MPOBEAEHUSA TEXHWUYECKOro 06CNYXMBa-
HWS, PEryNNPOBKX, OUUCTKU W (UAK) CTEPUAN3ALIMN.

HeobxoanMble OrpaHMyYeHns MW LONYCKW Ha NPOM3BOACTBEHHOE 060pyf0BaHNE Oblin OTOBPaXKEHDI
Ha cneumanbHbIX Tabnnykax, 3akpenaeHHbIX Ha caMoM 060pYA0BaHNM MM PacMONOXEHHbIX B HeNoCpes-
CTBEHHOIi 61130CTW OT HEro.

3apermcTpupoBaHHble NPoLeAypbl 4O/MKHbI ObITh SOCTYMHbI ANA 06CMYXMBAIOLLErO MepcoHana npu
npoBepke BCEro 060pyAoBaHNs, NCMOMb3YeMOro B MPOM3BOACTBE U KOHTPO/ME OKPYXKatoLlein cpedpl. don-
XKEH OblTb YCTAHOB/IEH PErnamMmeHT HeOH6XOAMMOro TEXHUYECKOro 06CyXMNBaHUA 1 UHTEPBAIOB ero rnpose-
LeHns.

padmk 06CnyXnBaHWA JOMKeH GbiTb NPUKPENEH Ha 060pYA0BaHUN UK OKOJSIO HEFO MAN LO/MKEH
ObITb AOCTYMEH MO MepBOMY TpeboBaHUIO.

) MoHTax

MOHTaX MeAMLMHCKOro U3fenus —pasmelleHne n3aenus B MecTe, rae OHO 6yAeT MCnob30BaThCs.
Mpn Heo6Xo4MMOCTY B MOHTaXe NMPUHUMAKOT Y4acTvie BCOMOraTeNbHble CNyX6bl, HANPUMep 3NeKTPUKK,
BOZONPOBOAUMKM, CNYXObl YOOPKM Mycopa. VicnblTaHne CMOHTUPOBAHHOIO M3AeNns NPOBOAAT B paboyem
MONOXKEHUN C MOAKIIOYEHNEM K HEOOXOAMMbBIM MH(PacTpyKTypaMm. Ons MefULUHCKUX U3AENNA MOHTaX
He 03HayaeT MMMNMAHTALMIO UM NOLFOHKY MOA NauueHTa.

Ecnn meamumHcKoe usgenue f0/MKHO 6biTb COBPAHO MAN YCTAHOB/IEHO Y MOAL30BATENS, NOCTaBLUMK
[0/MKeH 06ecrneynTb MHCTPYKL UK 419 NPOBEAEHNS MPaBUIbHOr0 MOHTaXa, YCTaHOBKY U (M1n) Kannbpos-
Ku. Ocoboe BHMMaHMe cnefyeT 06paTuTh Ha NPaBUbHYH YCTaHOBKY CPEACTB U Lieneid KOHTpons 6e3onac-
HOCTW U CXeM KOHTPO/is 6e30nacHOCTY.

B HekoTOpbIX cnyyasx (HampuvMep B COOTBETCTBMM C PEryavpytoliuM TpeboBaHMEM WM KOrjAa
(hYHKLMOHANbHbIE XapaKTEPUCTUKN MEeLULIMHCKOTO W3AeNuUs LO/KHbI KOHTPO/MPOBATLCA) MOCTABLLMK
JOMKEH 006ecneynTb WHCTPYKLMM, KOTOpble MO3BOAAKT AWLAM, MPOBOAALMM MOHTaX, MOATBEPAUTH
npaBunbHOe AeicTBMe u3genus. PesynbTaTbl YCTAHOBKM WM KOHTPO/IbHbIE WCMbITAHWA [OMKHbI ObiTh
3aHeceHbl B MPOTOKO.
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e) lporpaMmHoe obecneyeHune, NCNOMb3yeMOe B YMNpaBAeHNN NPOU3BOACTBEHHBIM MPOLECCOM

MporpamMmmHoe obecneveHne, KOTOPOe 3aKymn/eHo, pa3paboTaHo unv MoAU(ULMPOBAHO 18 Yrpas-
NeHNs NPOU3BOLCTBEHHbLIM MPOLIECCOM, JOMKHO KOHTPONMPOBATLCA. YTpaBneHne NporpaMmHbIM obecne-
YEHWEM W W3MEHEHUAMWU B MPOrpaMMHOM O0O6ECrneyeHWn aHanornyHoO YNpaBleHU [OKYMeHTaLuein:
nporpaMmHoe obecrneyeHne A0MKHO BbiTb 0A06PEHO 3aperncTpMpoBaHHOW CUCTEMOI A0 BbiMycka, Mac-
Tep-Konus MepBoHavaslbHON MPorpamMmmMbl COXpaHeHa 1 No6bble M3MEHEHWS B MPOrpaMMHOM 0BecrneyeHnn
YTBEPXAEHbI, NPUHATBI U JOKYMEHTUPOBaHbI (4.5).

Mpy 1Cnonb30BaHNM aBTOMATU3MPOBAHHOTO NMPOM3BOACTBA WM CUCTEM YMNpPaBleHUs MPOU3BOACT-
BEHHbIM MPOLLECCOM [O/MKHO ObITb YTBEPXKAEHO COOTBETCTBYIOLLIEE NPOrPaMMHOE obecneyeHue.

B kayecTBe pekOMeHZaumWin ans paspaboTku MporpammHoOro obecneyeHus (6ubnmorpadus) MOXHO
ucronb3osarb MCO 9000-3.

CneumanbHble npouecckl (MCO 9000-2) HyxxpatoTcs B CneLmanbHOM paccMOTpeHun. B meanumnHckoi
NPOMBILLNIEHHOCTW OHW CBOLSATCA K NPOLECCY YTBEPXAEHNS.

Mpouecc yTBepXAeHNs —3aperncTpMpoBaHHasa npoLesypa u NpoLlecc Ang NonyyYeHns, perncrpaumm
W UHTepnpeTauuy pesynbTaTos, TpebyemblX Ans TOro, Ytobbl YCTAHOBUTb, YTO W3AENWNs COOTBETCTBYIOT
onpefeneHHbIM TpeboBaHUAM W NpPeAHa3Ha4YeHHOMY MCNOMb30BaHM0. poLuecc YTBepXAeHNS BKIHOYaET B
cebsi cnepytoLime ctaguu:

- MpoBepKa MpoLiecca MOHTaXa M HaCTPONKMU:

- OLeHKa paboTocnocobHoCTK;

- OLeHKa [ONroCpoYHOIA paboToCcnoCOBHOCTH.

BOMbLIMHCTBO NPOLECCOB TPebyeT TONbKO NPOBEPKM NPOLECcca MOHTaXa W HACTPOMKU W NOATBEPXK-
[eHNA KpaTKOBPEMEHHON paboTOCNOCOOHOCTU M3AENNs C LEeNbo 4EMOHCTPaLMM BO3MOXHOCTU BbIMO/HE-
HMA HeobX0AVMbIX TpeboBaHMIA B MpoLecce MPOWM3BOACTBA, NPW 3TOM W3AeAMe MOXET ObiTb MOSHOCTLIO
MPOBEPEHO.

CneuwnanbHble MpoLecchl NPOM3BOACTBA He MO3BOMAIOT MPOBEPUTHL M3fenne MOAHOCTbIO. lMpouecc
YTBEPXAEHVA [0/KEH AeMOHCTPUPOBATL C BbICOKOM CTeNeHb BEPOATHOCTU COOTBETCTBME TPeboBaHWUAM
BO BCEM AManasoHe 3KCMyaTaunoHHbIX PEXMMOB.

YTBepXeHWe CreuuanbHOro npouecca MOCTaBLYMKOM WM CyOnoApsAYNKOM AO/MKHO BK/IOYaATb
CnepyroLLiee:

- TOYHOCTb U AManasoHbl M3MEHEeHMWI NapameTpoB MPOLEcca, BKIOYAA YCTAHOBKY WCMO/b3YeMOro
060pyaoBaHNS;

- HaBblKM, CMOCOGHOCTM ¥ 3HAHWSA ONepaTopoB, COOTBETCTBYHOLUME TPeOOBAHNAM Ka4ecTBa;

- a/leKBaTHbI KOHTPO/b NMOObIX CNeuudruyecknx napaMeTpoB OKPYXatoLLein cpeapl;

- cepTudMKaTbl COOTBETCTBMA AN1A NepcoHana, MpoLeccoB NPOM3BOACTBA U 060pYyA0BaHNS;

- OLeHKY pesynbTaToB fnpoLecca Nnpou3BoACTBa.

OTYeTbl JO/MKHbI NMPUBOAUTL 0OBLEKTUBHbBIE CBUAETENLCTBA, YTO YTBEPXJatoLme npoLeaypsl NpoBo-
ANINCh.

MpyMepom cnewmanbHOro npoLecca ABNSETCA CTEPUNU3ALMS, TaK Kak pe3ynbTaT NpoLecca He MOXET
ObITb NPOBEPEH OCMOTPOM W MCMbITaHNEM M3Aenus. BaXkHO 3HaTb, YTO MPOBEAEHWE LOMKHbIM 06pa3om
YTBEPXJEHHOIO M TOYHO KOHTPONMPYEMOrO NpoLiecca CTepUIn3aLumnm —He eUHCTBEHHBIN akTop, rapaH-
TUPYIOLLMIA CTEPUNBHOCTL M3LeNns. YUnTbIBalOT MMKPOBMOMOrYecKoe COCTOAHNE MOCTYNAtOLWEro Chipbs,
€ro nocnegyioLlee XpaHeHVe U KOHTPO/b NapaMeTpoB OKPYXKatoLLei cpefpl, AN KOTOPOW u3genve usro-
TOBJIEHO, cobpaHo ¥ ynakosaHo. MCO 1134, NCO 11135 un NCO 11137 (6ubnuorpadus).

4.10 KOHTpO/b 1 UcnbiTaHWs

4.10.1 O6uwwe nonoxeHus - no MCO 9000-2, 4.10.1.

3aperncTpmpoBaHHble NpoLueaypbl Ans KOHTPONS U UCNbITaHWI [OMKHbI BKIOYaTb NOAPOGHOE OMNu-
CaHWe MeTOAO0B MCMbITaHWI, NCNoMb3yeMoe 060pyoBaHMe N KPUTEPUU NPUHATUA/OTKIOHEHNS U3feNns.

Mpouenypbl NOCTaBLUMKA AO/MKHbI FrapaHTMPOBaTb 06BbEKTUBHOCTL KOHTPONSA W NOJTYYEHHbIX pe3yb-
TATOB, BK/IIOYAs CUTYyaL MW, KOr4a KOHTPONb U UCMbITAHWUSA BbINOMHEHbI MPOM3BOACTBEHHBLIX! NepcoHanom.

4.10.2 BxopfHoii KOHTPO/b U ucnbiTaHus —no MCO 9000-2, 4.10.2.

Mpn Heob6Xo4MMOCTH COOTBETCTBUSA 3aKYMJIEHHbIX U3Le/NiA TEXHUYECKUM YCNOBUAM CybrnoapsiaumKka
MOCTaBLLMK [O/MKEH NMPOBEPUTL COOTBETCTBUE WM3/€NNA COFTACOBAHHONM TEXHUYECKON AOKYMeHTauun. 3Ta
npoBepKa MOXET ObITb BbIMO/IHEHA PAXTUYHBIMH CNoco6amu: MPOBEPKOI CepTURMKATOB CybnoapsaUnka,
MPOBEPKOI CepTU(NKATOB COOTBETCTBMSA, MPOBELEHNEM UCMbITaHUIA napTum usgennidi. 100 % - HbIM Um
BbIGOPOYHBIM KOHTPOJIEM B COOTBETCTBUM C TPEOOBAHMUAMM CUCTEMbI KayecTBa MOCTaBLUMKA.

4.10.3 KoHTposib 1 UcnbiTaHUa B npouecce npomssogctsa —no VICO 9000-2, 4.10.3.

KOHTpPONb 1 ncnbiTaHNsA B NMpoOLecce NPOM3BOACTBA BKKOYAOT B Ce6a AeCTBNSA OT NPUEMKMN NOCTY-
naloLLMX MaTepuanos 40 nepefays MefULMHCKOrO WM3AeNns Ha OKOHYATesbHbIA KOHTPOMb. PesynbTatsl
KOHTPOASA W UCMbITAHNIA UCMOMBb3YIOT W AN YNpaBieHUs NPOU3BOLCTBEHHbIM NPOLLECCOM, W 4N ULEHTU-
(hMKaLMn Ha paHHel CTagun NPOM3BOACTBA HECOOTBETCTBYHOLLETO U3AENNS.
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4.10.4 OkoHuYaTenbHbIli KOHTPOAb U McnbITaHns —no NCO 9000-2, 4.10.4.

YKa3aHHble TpEﬁOBaHVIFI ABNAKOTCA OCHOBaHMEM [A/11 OKOHYaTENbHOIo KOHTPONA u NCNbITaHUA 1©
[OMKHbI BK/THOYATh BCE YCTaHOB/IEHHbIE KPUTEPUM BbiNycKa. OHM JOMKHbI ObITb HEMOCPEACTBEHHO CBA3aHbI
C TUMOM MeAMLMHCKOrO U3Jenus 1 ero HasHavyeHneM. OKOHYaTeNbHbI KOHTPOMb U UCTIbITAHWUS [OMKHBI
obecneuntb 06BLEKTUBHOE MOATBEPXKAEHNE COOTBETCTBMA MO BCEM YCTAHOB/IEHHBIM KPUTEPUAM BbIMyCKa,
KOTOpbIe He 6bln NOLATBEPKAEHbI NPEAbIAYLLMM KOHTPOEM W UCMbITaHUAMU. OKOHYaTe/bHbIE UCMbITaHUS
MOTyT BK/IHOYaTh, rfe 370 MPaKTUYECKN NMPUMEHUMO, UCMbITAHWA MPU MOAENMPYEMbIX UK PaKTUYECKUX
YCNOBMAX 3KCMyaTauum naaenns, o6pasLos, 0TOOPaHHbIX U3 YNAKOBKMW, UM MapTUM NPOLYKLMN.

Ecnun n3penve cobpaHo v (Mamn) CMOHTUPOBAHO B MOMELLEHWUMN M0/b30BaTENs, Nt06ble LOMNONHUTE b-
Hble KOHTPO/b 1 UCMbITAHUSA JOMKHbI OblTb BbIMOAHEHBI MOC/E 3aBepLUeHns cOopKu/MoHTaxa. M3rotosu-
TeNb YCTPOCTBa AO/MKEH 06ecneuynTb BCHO HEOOXOAUMYK WMH(OPMAaLMI0 OTHOCUTENbHO KOHTPOAS W
METOAMKMN UCMbITAaHUIA W OXMAAEMbIX Pe3ynbTaToB (CM. Takke 4.9).

[N aKTMBHBIX MMMNAHTUPYEMbIX W UMMNAHTUPYEMbIX MEAWULIMHCKUX U3Lennid COCTaBNAIOT OTYETHI
no pesynbTaTtaM OCMOTPa KaXAOoro 3aKOHYEHHOro cOOPOYHOro y3/1a, U OHW LO/MKHbI NPOCNeXuBanca no
NPOW3BOACTBEHHBIM OTHETaM.

4.10.5 PeruncTpaums faHHbIX KOHTPONS M ucnbitaHuii —no MCO 9000-2, 4.10.5.

B oTueTax JO/MKHbI GblTh YKa3aHbl Crefytolye faHHbIe:

- OLeHKa COCTOSHWUSA KOHTPOJbHbIX/UCMbITATENbHbIX NPOLESYP Y CBOEBPEMEHHOCTb UX MepecmoTpa
(cm. TaKxe 4.5);

- OLeHKa COCTOSHWUSA UCMO/b3YeMOro UCMbITaTe/lbHOro 060pyf0BaHus;

- pe3ynbTaTbl UCMbITaHWIA,

- MOAMMChb 1L, OTBETCTBEHHOMO 328 KOHTPO/Ib WU UCNbITaHWE;

- KO/IMYeCTBO UCCNEA0BaHHbIX U3AENNA 1 KONNMYECTBO NPUMSTBIX;

- 3aMWCb O BCEX M3AENMUAX, He NPOLUEALLINX KOHTPOb UM UCMbITAHWE, U NPUYUHBI HECOOTBETCTBUA
NPOAYKLMMN YCTAHOB/IEHHbIM TPe6oBaHUAM.

4.11 YnpaBneHWe KOHTPO/bHbIM, U3MEPUTESNIbHBIM U UCMbITATENIbHLIM 060PY/0BaHNEM

4.11.1 O6wwme nonoxeHuns - no CO 9000-2, 4.11.1.

B gononHeHne K kanubposke WCMbITATeNbHOr0 060pYyA0BaHUA 3anuChIBAIOLLME UM KOHTPOJbHbIE
npvéopbl B MPOM3BOACTBEHHOM MpOLIECCe TaKXe AOMKHbI NoABepraTbcA KaimbpoBKe WM MepBUYHONA
MOBEPKe B COOTBETCTBUW C YCTAHOBJIEHHbLIM rPavKoM.

MorpewwHocTn KannmbpoBKY He [O/MKHbI NPeBbILaTh Aonyckaemble. OTAeNbHoe KOHTPObHOE, U3Me-
puTenbHOE W MCNbITaTeNIbHOE 060PY0BaHNE He UCMOMb3YEeTCA ATS LieNei, KOTopble ONpeaenstoT KayecTBo
n3genvs unmn 06ecnyXunsaHusa, nNPoBOAMMOro NOCTaBLLMKOM. B 06s3aTelbHy0 4acTb NPorpamMmmMbl KOHTPONA
MOCTaBLLMKa He BXOAAT CrefytoLye npubopsbl: .

- Kcnonb3yemble TONbKO A1 UHAUKaLWUW, Hanpumep Aatvyuk AaBneHnsa, NCNonb3yemMbl TONTbKO AN
onpefeneHns Hannuns MHENHOro faBeHNs, He UCMOMb3YeMOro Ana akTMYecKoro yrnpasfieHns npoms-
BO/LCTBEHHbIM MPOLLECCOM, HarNpuUMep AaTuuK Ja&TeHUs Ha OTHeTyLUUTeNe UK pasdpbI3ruBaroLLeli cucTe-
me;

- CBSAI3aHHble C [e/I0BOW [eATeNbHOCTbIO, HAmpyMep Yacbl A48 yrnpaBieHus pabounM BpeMeHeM,
oborpesartenu Ans co3faHus KomdopTa onepaTopa:

- npu6opbl, KOTOPbIe BXOAAT B NPOM3BOACTBEHHOE 060pYyA0BaHNe, HO He UCMONb3YITCS ATA ynpas-
NeHNs NPOM3BOACTBEHHBIM MPOLLECCOM.

B nporpammMy KOHTPONS He BKNIOYAOT KOHTPONbHOE, U3MepPUTENbHOE 1 UCNbITaTeNbHOe 060pya0Ba-
HWe. KOTOpoe TpebyeT NepBMYHON KannBpOBKU MM cepTudmKauum, Hanpumep:

- PTYTHble TEPMOMETPbI B CTEKISAHHOM KOpMyce;

- nabopaTopHas CTeKNSHHas Nocyna AT N3MepeHns 06bema, KoTopas He MofBepraeTcs BO3LeNCTBIIO
npoLeccoB, KOTOpble MOrM 6bl TpebonaTth eé KannbpoBKMU.

KOHTpOMbHbIE, M3MepUTENbHbIE U UCTIbITATENbHbIE MaTepuasbl, a Takke 06pasHbl, NPeAHasHauYeHHbIe
ATA 0becneyeHnss KayeCTBEHHON OLEHKM, CrefyeT XpaHuTb B MeCTax, KOTOpble He CTaBAT Nof yrposy
LIeN0CTHOCTL MaTepuaTa unm obpasua.

MporpaMMHOe 06ecreyeHne NOATEXMT YTBEPXKAEHMIO (CM. Takxe 4.9 e) B Cyyae ero Ucrnosb30BaHuns:

- [T4 ynpasfeHus NpoLeccoM KannmbpoBku npubopa;

- ATA OnpefeneHws ynpaaTeHHAa wWu ctatyca KATWOPOBKWM NpubOpOB, OMpefenstowmx faHHble,
nonyyaemble B TEUEHWE MpoLiecca;

- OTA NNaHWpoBaHWs KATMOPOBKM 060pyA0BaHNs, eCAv NAaHWPOBaHWE He MPOM3BOAMTCA BPYUHYIO,
Hanpumep Kneiima (CBMAETENbCTBA) KaNMBGPOBKM UM Apyras CUCTeMa.

4.11.2 Tlpoueaypsl ynpasneHna —no NCO 9000-2, 4.11.2.

4.12 CraTyc KOHTpOSS H ucnbitaHuii — CO 9000-2, 4.12.

MaTepuaThbl 4TS MapKMpPOBKM, MCNO/b3yeMble ATA 0003HAYEHMsI CTaTyca KOHTPOAS W UCMbITaHWUIA.
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NnpuKnagblBaemMble K MEAVLUHCKOMY U3LENNI0 UMM €70 KOMMOHEHTY, He [O/MKHbI UMETb BPEAHOr0 CIMAHNA
Ha u3sgenve.

4.13 YnpaBneHWe HECOOTBETCTBYHOLLEN NPOAyKLUWe

4.13.1 O6wwue nonoxeHmss —no MCO 9000-2, 4.13.1.

B cucteme KayecTBa, ynpasfieHUU NMpPOM3BOACTBEHHBLIM MPOLECCOM (4.9), KOHTPO/E U UCMbITaHUAX
(4.10) Hambonee BepPOATHbLI BHYTPEHHWE UCTOUYHWUKM [i19 BbISB/IEHWNS HECOOTBETCTBYIOLLErO U3AENNs Nepes
ero NocTaBKoW NoTpebuTento.

4.13.2 AHanus v yTuim3aumsa HeCOOTBETCTBYIOLLEN npogykumn —no NCO 9000-2, 4.13.2.

Mpoueaypb! aHanu3a fO/MKHbI rapaHTUPOBaTb, YTO HECOOTBETCTBYHOLLEE M3feNNe OLEeHEHO OTHOCK-
Te/blt0 YCTaHOB/IEHHbIX Tpe60BaHMIA, MPY 3TOM YCTaHOB/IEHO, YTO 3TV TPe6OBaHNS He TPebytoT nepecmoTpa.
Ecnn Takne M3MeHeHMs HeOOXOAUMbI, CUCTEMA KauyecTBa MOCTaBLUMKA A0/HKHA OMNpefensTb nepcoHan,
BbIMONHAOLWNIA 3TN QYHKLUN.

Mpoueaypbl aHann3a A0/MKHbI rapaHTMPOBaTh MUHUMASIbHBIA PUCK NOYYEHWS HECOOTBETCTBYIOLLErO
n34enns OTHOCUTENbHO YKa3aHHbIX TpeboBaHWiA.

Ecnn HecooTBETCTBYIOLLEE W3fENNE Peanu3yroT C YLEHKOW, MnepefenblBaloT WK YHUUTOXAOT, 3TO
[OMKHO 6bITb 3aperncTpuposaHo (4.16). /ltobas yueHKa JomkHa 6blTb COOTBETCTBEHHO apryMeHTMpPOBaHa
M 3aperncTpupoBaHa. YLUeHKa He [0/DKHa YBeNnyMBaTh pUCK 6e30MacHOCTM Bbille MO3BOJIEHHOIO B COOT-
BETCTBMM C Perynmpyrowymmy TpeboBaHUAMN UM BHYTPEHHUMMW CTaHLapTaMn KayecTsa.

HeobxoAnMMO paccMOTpeTb MOTPe6HOCTb NPOBEAEHWUS WCCNeA0BaHW MPUYMH HecooTBeTCcTBUS. B
oTyeTax O/MKHbI 6bITb YKa3aHbl aHHbIe 0 II06bLIX UCCNefoBaHMAX NPUYMH HECOOTBETCTBUA, NPEANPUHATBIX
KOPPEKTUPYIOLWMX BO3LEACTBMAX U YTUAN3ALMUN.

a) [lopaboTka

[JopaboTka ABNAETCSH BaXXHON 0COOEHHOCTbLIO YTUAM3aLMM HECOOTBETCTBYIOLLENO M3aenms.

W3genua pgopabatbiBatoT B COOTBETCTBUM C 3apervCTPUPOBAHHON NpOLeaypoli, KOTopas BKIHOYaeT
paboune MHCTPYKLMKW, 060pyA0BaH/e, MeTOAbI KOHTPONSA M UCMbITaHUiA. Jlo6as fopaboTka Ao/mKHa ObITh
[OOKYMEHTMPOBaHa W 3aperncTpuposaHa.

[JopaboTaHHble N3Lenns SOMKHbI COOTBETCTBOBATL OPUTMHANLHOW UM POPMATbI») NepecMOTPeHHOA
TEXHNYECKON [OKyMeHTauumn. JTlo60i npefblAyLnil KOHTPONb N UCMbITAHWS, PesynbTaTbl KOTOPbIX MOI/N
Obl 6bITb M3MEHEHbI B CBA3N C JOPAbOTKONM, JO/MKHbI ObITb MNOBTOPEHbI WA MOATBEPXAEHbI Pe3ynbTaTbl
MepBOHAYaTbHOr0 KOHTPONSA U UCMbITAHWUA.

N3meHeHVs 0f06peHHbIX NpoLesyp 40paboTKN LOMKHbI ObiTh (HOPManbHO YTBEPXKAEHDI.

6) BosBpallleHHble n3genus

C nobbIM U3genmem, BO3BPaLLeHHbIM MOCTABLLMKY, HY>KHO 06paLaTbCs Kak C HeCOOTBETCTBYHOLLMM
n3fenvem, nokKa OHO He NPOLLO 3aperncTPUPOBaHHYIO NpoLesypy npueMku. [ns ntoboro Bo3BpaLLeHHOro
U3AeNnsa C PUCKOM 6KON0TMYecKOro 3arpsasHeHns HeobXo4MMO PacCMOTPETL perynmpyolme TpebosaHus
Nno onacHbIM Matepuanam B cooTsetcTBum ¢ MCO 12891-1.

B) Y TUnunsauma HeCOOTBETCTBYIOLLIEr0 U3Lenus

KOHTponb 3a yTunM3auueinl HeCOOTBETCTBYIOLLEro W3Aenus WM mMatepuana, 0603HaYeHHOro Kak
0TXOfbl, NPOBOAAT ANA rapaHTUM BbINOMHEHUA CNeAYHOLWMX YCNOBWIA:

- CTaTyC U3fenms YeTKO UAEeHTU(MULMPOBaH;

- M3[enve He MOXeT ObITb NepenyraHo ¢ COOTBETCTBYIOLWMM W3fENNEM;

- UW3[enue He MOXET 3aHOBO MOMacTb B CUCTEMY MPOU3BOLCTBA;

- yTunusauma nsgenus bbina 6e30nacHoi.

4.14 KoppeKTupytowye 1 npegynpexaaroLime aeiicTns

4.14.1 O6wwe nonoxexHmss —no MCO 9000-2. 4.14.1.

MpumeyaHue —TepMrH «OT3bIB» UMEET 3HAUEHWEe BO3BPaTa U3LENMNS MOCTABLUMKY W MCTIOMb3YeTCs Ay
XapaKTEPUCTUKM KOPPEKTUPYHOLLIErO BO3AEHCTBYAS.

KoppeKkTupytoLve 1 npefynpexjatoLLme AeiiCTBMA LO/MKHbI 6blTb OCYLLECTBAEHbI 6e3 3aaepxku. Mpu
06HapY)XeHUN HECOOTBETCTBMS B W3LE/NM, KOTOPOE YXe 6blo OTMpas/ieHo MoTpebuTento, npouesypb
TaKnx AeicTBWin, MOMUMO APYrMX HEOOXOAMMbIX LeiCTBUIA, BKOYAIOT:

- U3bATWE W3JENUs 13 NPOAAXN;

- U3bATWE WU3AENMA U3 NOCTaBOK;

- MpefocTaB/neHNe KOHCYMbTauuii KnneHTam (MPOBEPKM, KOTopble ByAyT BbIMOMHEHbI Nepes UCNosb-
30BaHMEM. MpPefocTaBieHne AOMOMHUTENIbHBIX WHCTPYKUMIA MO WUCMOMb30BAHWIO M3LENUs WUAW 3aMeHbl
onpefeneHHbIX U3aenuin);

- B Ype3BblYaiiHbIX Cnyyasx Npocbba 0 PU3NYECKOM BO3BPALLEHUN UK PasPyLUEHUN U3[ENNS.

4.14.2 KoppekTtupytowme pgeiicteus —no MCO 9000-2, 4.14.2. KoppeKTupytolime BO34eACTBUA
MOCTaBLLMKa JOMKHbI YCTaHaa4HBaTb OTBETCTBEHHOCTb 3a MPOBELEHNE KOPPEKTUPYIOLLEro AeliCTBMSA, Kak
37O feicTBue ByfeT BbINOAHEHO WM KOrAa, W NPOBepKy 3(EKTUBHOCTU KOPPEKTUPYIOLLErO eiCTBUS.
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BaXHbIli 31eEMEHT B MporpaMmMe — MpeacTaBieHne nHpopmalmmu o npobieMax KayecTsa Muam, Henocpes-
CTBEHHO OTBETCTBEHHbLIM 3a ObecneyeHne KayecTsa.

K [ONONHMTENbHBIM UCTOYHUKAM MH(OPMaLun, Ha KOTOpPOW 6asnpyoTc KOpPPeKTUpYoLLve AeicT-
BUA, OTHOCAT:

- OMbIT Ha 3Tare MocnefyHLEro Npovu3BOACTBa;

- MapKeTUHIOBble OTYeTbl 0 DYHKLMOHWPOBAHUW W3AENWIA;

- OTYeTbl aBTOPM30BaHHbIX NPeLCTaBUTENEN;

- BO3BpalleHHble n3genusa (4.13.2 6));

- cobpaHHas MH(OpMaLMsa O HOBbLIX WM MOLEPHWU3NPOBAHHbIX U3LENUAX;

- U3[aHHas nTepatypa;

- U3faHHble OTYETbl 06 0TKa3ax MOA06HbIX M3aeNuiA.

[na obecneuveHns 3h(HeKTUBHOCTY 3aperncCTPUpOBaHHbIX MPOLEAYP KOPPEKTUPYHOLWNX AenCTBUiA
NOCTaBLMK M3AENNIA JOMKEH UMET:

- SICHYIO ¥ TOYHYHO CUCTEMY MAEHTU(UKALMW NapTWil usgennin (B pesynbTaTe BCECTOPOHHErO M13yye-
HWS [OKYMEHTauun Ha paHee BbiMyLLeHHble NapTun);

- BO3MOXHOCTb CBOEBPEMEHHO 06HaPY>XMNTb NP06AeMY U MPOBECTH AOPabOTKY HECOOTBETCTBYHOLLMX
N3AEeNH/KOMMNOHEHTOB;

- BO3MOXHOCTb CBOEBPEMEHHO YCTAHOBUTbL MEPBUYHbLIX NOMyvaTeneil (KOHCUTHATOPOB) AedEKTHbIX
U3aenwii;

- OTBETCTBEHHOrO 3a NOArOTOBKY 3aK/HOYeHNI O felACTBUAX, BbIBOAAX N PEKOMEHAALNAX, CBA3AHHbIX
C NPEANPUHATLIM KOPPEKTUPYIOLLMM AeACTBUEM;

- afleKBATHYIO M APAEKTUBHYIO CUCTEMY KOHTPONSA KOPPEKTUPYHOLLMX AEACTBUIA, aHaNN3NpyeMbiX 1
BbIMOTHAEMbIX Yepe3 onpefeNieHHbIe UHTEPBabl BPEMEHMN;

- AACHO ONMCaHHYH NpoLesypy B3aVIMOAEACTBUA MEXAY OTBETCTBEHHLIMU UCMOMHUTENAMW.

a) YKanobbl noTpebuTeneit

Jiobas xanoba noTpebuTens Ha n3genue, MOAy4eHHas MOCTABLULMKOM, LO/MKHA ObiTb PacCMOTPEHaA.
XKanobbl noTpebuTenei n rapaHTUiHbIE NPETEH3UN — 3TO Hanbonee 06LiMe BHELUHWE MPU3HAKW HeCcooT-
BETCTBUA U3LENNA, KOTOpble MOryT TpeboBaTh NPOBeAeHNS KOPPEKTUPYIOLLEr0 LelCTBUA.

Mpu oLeHKe NPETEH3UW JOMKHO ObITb ONPeAeNeHO HECOOTBETCTBME U3AENNSA TEXHUYECKUM YCIOBUSAM
WM COOTBETCTBWE, HO He MPUYMHBI, BbI3BaHHbIE €r0 NCMO/b30BaHVEM. Hanpumep, NpeTeH3ns Ha n3genue,
COOTBETCTBYIOLLEE TEXHUYECKONM JOKYMEHTALMMN, MOXET BblTb BbI3BaHa OLLUMOKON NpoekTupoBaHus. Mpe-
TEH3UW, CBA3aHHbIE C MOrpy30pasrpy30yHbIMI paboTaMu, MOTYT YKa3blBaTb Ha HealeKBaTHbIE MHCTPYKLMK
MO UCMO/b30BaHMIO.

Perynupytowime TpeboBaHMs M 0 T cofepXaTb TPe60BaHMA K MOCTaBLLMKY MO KOHTPO/K 3a UCNOJb-
30BaHMEM CBOWX W3AeNniA U MH(HOPMUPOBAHUIO PErynupyoLLMX OpraHoB OTHOCUTEIbHO HAaKOMIEHHOro
OMbiTa NCNOb30BaHUA WU3AENMIA.

MocTaBLWw MK foMKeH (GopManbHO ONpeAenvTs nepcoHan (nepcoHy) (Mo yHKLMAM WK Mo Nosoxe-
HUI0) 415 c6opa N KOOPAMHaLMM BCeX MUCbMEHHbIX U YCTHbLIX MPETEH3WI NoTpebuTenein 06 ycTpoiicTeax.
3TOT nepcoHan (nepcoHa) AOMKEH MMETb MONHOMOYMS 4TS 06ecneyeHns HeMeAneHHOTO aHanm3sa 6o
MPeTeH3un, 0CO6EHHO CBSA3aHHOM C yLiepbom, CMepTbiO UM NGO ONacHOCTLIO.

[lokymeHTMpOBaHHasA crucTeMa NpeTeH3nid BK/OYaeT B cebs:

- YCTaHOB/EHNEe OTBETCTBEHHOCTY 3a A€CTBME CUCTEMDbI;

- paccMOTpeHne MpeTeH3nu;

- OTYETbl N CTAaTUCTUYECKME 3aKTKOYEHNA, NO3BONAIOLLIME ONPeaenaTb rnaBHble NPUYNHbI I'IpETEH3I/II7I;

- Nobble KOPPEKTUpYHOLMe AeiACTBIS;

- M3071AUMI0 N YTUAN3AUMIO U3AENNiA, BO3BPALLEHHbIX NOTpebuTenem, n getekTHoro hoHga (cneym-
aNnbHOe BHUMaHWe MOXET YAeNATbCA OUWNCTKE OT 3arps3HeHus);

- permcTpaumio KOppecnoHAeHUMM NoTpebuTenein 1 apyrux CONyTCTBYIOLMX OTHETOB (LO/MKHA ObITh
onpefeneHa ATUTENbHOCTb XpaHeHus).

OTueTbl 06 MCCneaoBaHMAX MPETEH3WI JOMKHbI COAEPXaTb AOCTATOYHYI MHAOPMALMIO O TOM, YTO
MPeTeH3ns Bbla JOMKHLIM 06pa3oM PacCMOTPeHa, HanpuMep AO/KHO 6blTb ONpeaeneHo:

- ABWACA NN (PaKTWYECKMIA 0TKa3 WM3Aenns CNeacTBUEM HECOOTBETCTBMS YCTAHOBNEHHLIM B TEXHU-
YECKOW [OKYMEHTaLuW TpeboBaHWsM;

- UCNOMb30BA/10Ch NN M3AENNE ANA NEYEHUS WU AUarHOCTMKW NalMeHTOB;

- BblfIN NN YCTAHOB/EHbI CMEPTb, YLEPO UK cepbesHas 60M1e3HbL B pe3ynbTaTe COO6LLEeHHOr0 NHLK-
JEHTa UM HebnaronpusTHOro cayyas.

OTyeTbl 06 UCCNefoBaHMSAX 00bIYHO BK/OYAKOT:

- HasBaHUWe U3genus;

- JaTy noniyyeHns MpeTeH3uu;

- N060i Mcnonb3yemblii KOHTPO/bHbIA HOMEP:
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- HauMeHOBaHUWe W agpec NpeabABUTENS MPeTEH3UN;

- XapakTtep npeTeH3uu;

- pe3ynbTaTbl UCC/Ie0BaHUA, BKIOYas:

- NpesnpUHATOE KOPPEKTUPYIOLLEE BO3AENCTBME;

- 060CHOBaHUe B CMy4yae, ecim He 6bII0 NPEeANPUHATO HUKAKWUX AENCTBUA;

- CPOKW MpOBeAeHus WUCCnefoBaHus;

- MMS N1ua, NPOBOAUBLLErO MUCCNef0BaHMe;

- oTBeT (N1t060M1), AaHHbIA NPeAbABUTENO MPETEH3NN.

6) KoHcynbTaTvBHblE peKoMeHAaLmn

KoHcynbTaTVBHble pEKOMeHAaLUK, Bbi3BaHHbIe NPETEH3NAMU K U3AeNUaM, NMOATEKLIUM CMepTb Un
HaHeceHne Cepbe3HOro Bpeda 340POBbLI0 MALMEHTOB, 06CNY)XMBAIOWEro NepcoHana Wan TPeTbux nul.
[OMKHbI 6bITb HEMEA/IEHHO HarpaB/eHbl MOCTaBWUKOM B MUHMCTEPCTBO 3paBOOXpPaHEHNs POCCUIICKOIA
degepauun 1 B KONHU NOAATENHO XKanoobbl.

PewleHune 0 ganbHeiLem BbiMYCKe UAN CHATUN 3TUX U3LENWIA ¢ NPOM3BOACTBA NpUHMMaeT MuHuC-
TEPCTBO 34paBoOXpaHeHnsi Poccuiickoin deaepayuu.

Mpoueaypbl N0 GOPMUPOBAHMIO, Pa3PELLEHMNIO Y N3AaHWNI0 KOHCYNbTAaTUBHbLIX PEKOMEHAALNIA [OMK-
Hbl OnpeaensTsb:

- Mepbl YNpaBneHus, KOTOpble NO3BONANOT Mpoueaype ObiTb BbINOSHEHHOW, AaXe Mpu OTCYTCTBUM
K/1K0YEeBOr0 NepcoHana;

- YPOBEHb PYKOBOAMTENS, YMONHOMOYEHHOIO paspellaTb KOPPEKTUpYHOLLee BO3LeiCTBUE, U METOS,
ornpefeneHuns aedeKTHOro nsgenus;

- cucTemy Ans OonpejeneHns LeliCTBMIA C BO3BPALLEHHbIMW WU3L4eNusaMu, Hanpumep 4opaboTky, no-
BTOPHYHO YMaKOBKY, YTUAN3ALMIO;

- CUCTEMY B3aMMOZENCTBUIA (BKOYaA HEOBXOAMMOCTb MH(OPMUPOBAHNSA MECTHbIX UNK (efepanb-
HbIX OpraHoB), MecTa KOHTaKTOB W METOAbl B3aMMOAEACTBUI Mexay NOCTaBLLMKOM U hefepasbHbIMU
opraHamu.

KoHcybTaTuBHbIE peKOMeHZaL N BKIYaOT B cebs:

- onvcaHne MeAMLMHCKOrO M3genvs 1 0603HayYeHne Mogenu;

- cepuiiHble HOMepa W Apyrue MAeHTUMKALMOHHbIE NMPU3HAKN MESULUHCKUX W3LENNiA;

- MPUYKHY BbIMYCKa PEKOMEHAALNIA;

- U3BeLLEHME O BO3MOXHbIX OMAaCHOCTAX W MOCNef0BaTeNIbHOCTU AENCTBUIA, KOTOPbIE AOMKHbLI ObITh
npoBeseHbI.

Ecnu n3genve Bo3spalleHO NOCTaBLLMKY, NPOBEAEHNE KOPPEKTUPYHOLMX AEACTBUIA LOMKHO KOHTPO-
nuposatbes. M3genus f4omkHbI 6bITb NM60 MCNpaB/eHbl U BO3BpaLLeHbl NOTpebuTento, NM60 yTUAn3mpo-
BaHbl.

4.14.3 Mpegynpexpatowue aelictems —no MCO 9000-2, 4.14.3.

OcHoBaHveM Ans NpoBefeHWs NMPOPUNaKTUYECKUX AENCTBUIA SBNSETCS:

- HEeCcOO0TBETCTBME 3aKYM/EHHbIX U3AeNIA YCTaHOBEHHbIM TPeboBaHWAM, HEO6X0AMMOCTb B WX [0-
paboTke;

- pasHornacus ¢ cybnogpagumkamu (4.6.2);

- npobnembl B MpoLecce NPOW3BOACTBA, NPOLEHT Nepeaesnok, YPOBHU OTXOAOB;

- 0TKasbl MpW NpoBeLeHNN OKOHYATENIbHOrO KOHTPONS;

- MpeTeH3uu NoTpebuTenein N HeKa4eCcTBEHHOE 0OCYXMBaHUE NOTpebuTeneil;

- rapaHTuiiHble Xanobbl;

- OTYeTbl O CEPBUCHOM O6CY>XMBAHWK;

- NOTPEBHOCTb B YCTYMKax.

4.15 Morpy304H0-pa3rpy3oyHble paboTbl, XpaHeHWe, YNakoBKa, KOHCEPBALUWS 1 MOCTaBKa

4.15.1 O6uwwe nonoxexnmss —no MCO 9000-2, 4.15.1.

4.15.2 Tlorpy3o4Ho-pa3rpy3oyHble pabotbl —no NCO 9000-2. 4.15.2.

4.15.3 XpaHeHue - no MCO 9000-2, 4.15.3.

4.15.4 ¥YnakoBka- no /CO 9000-2, 4.15.4.

B npouecce xpaHeHWUs M TPaHCNOPTUPOBaHUS [0 MeCTa MCNONb30BaHUSA YNakoBKa MeaMLMHCKUX
U3Lennin [omKHa 06ecneyrnBaTh COOTBETCTBYIOLLYHO 3aLLMTY NPOTUB NOBPEXAEHNS, YXYALWIEHNS Un 3arpss-
HeHUs n3genus.

TpeboBaHMA K yNakoBKe MEAMLMHCKNX W3LeNNA YCTaHaB/MBAOTCA B TEXHUYECKOW AOKYMEHTaLun
Ha KOHKPETHYI MPOAYKLMIO 1 B FOCYAAPCTBEHHbIX CTaHAapTax Ha rpynnbl u3genuid. Mpu BbiGope cnocoba
YMakoBKWN CnefyeTt YYnTbIBaTb:

- aHTMbaKTepuabHble CBONCTBA YNAKOBOYHbLIX MaTepuanoB Ans CTEPUbHbLIX U3LENNi;

- LeNI0OCTHOCTb OCHOBHOIO KOHTelHepa/makeTa, AN obecneyeHms Tpebyemoi CTepUbHOCTU WK
YMCTOTbI M HEOOXOLMMOCTb NMPefOTBPALLEHNS NOBPEXAEHNS;
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- COBMECTUMOCTb C W3file/IMeM W YNaKOBOYHbLIM MPOLLECCOM;

- COBMECTMMOCTb C MPOLLECCOM CTEPUAM3aLUN, ecin HEOOX0AMMO;

- 0MacHOCTb MpW NepeBo3Ke/NorpyskKe.

MapkunpoBka

Cofiep>xaHue aTUKETOK ONpefensatoT perynupyoLme TpebosaHuns, obLime cTaHaapTbl UK CTaHaapThl
Ha u3genus. Ecnu nsgenve nocraansercs B CTPaHbl C Pas/IMUHbIMK A3bIKaMU, TO JO/MKeH 6bITb ONpeaeseH
A3bIK, KOTOPbIA HY>XHO MCNOMb30BaTb Ha 3TUKETKaX. [epeBOAbl STUKETOK LO/MKHbI ObITb CAeNaHbl KBaMW-
(hrumpoBaHHbIX! NepeBOAYNKOM, MMEIOLMM TeXHUYEeCKMe 3HaHWA B 0611aCTU MEAULMHCKMX U3Lenvid.
Mpo6nembl nepesoda MOXET YMEHbLUWTb UCNO/b30BaHWE MEXAYHAPOAHbIX COrnacoBaHHbIX CYMBOJIOB.

PUCK MapKMPOBOYHBIX M YNaKOBOYHbIX OLLMOOK CHUXKAKOT CnegytoLye feicTeus:

- OTAeNeHVe ynakoBOYHbIX U MapKMPYOLLMX Onepauuid 0T ApYrux Npomu3BOACTBEHHbLIX (MU ApYTMX
YNaKOBOYHbIX 1 MapKUPYHOLLMX) Onepawuid;

- WCK/OYeHWe NosABNEeHUS YNaKOBOYHOIO N MapKMpPYIOLLEro CPeACcTBa B HeMpeAHasHauYeHHbIX MecTax;

- Ha/muve MAEHTUHUKALUOHHONW NNHWK;

- MPUMEHeHne npouesyp O4MCTKN INHUK,

- YHUYTOXEHME HEWCMOo/b30BaHHbIX KOAMPOBAHHbLIX YNAKOBOYHbIX MaTepPWasioB Moc/e 3aBepLueHuns
YMaKoBKN U MapK/pOBKMU;

- CNOMb30BaHNE POSIMKOBbLIX 3TUKETOK;

- UCMONb30BaHWeE W3BECTHOrO HOMEPa 3TUKETOK W COrnacoBaHue UCMosib30BaHus;

- neyatb B pea/lbHOM MacluTabe BpeMeHW, BKIOYasA KOAMPOBaHWE YNakKOBKMY,;

- 1CNO/Mb30BaHNE 3M1eKTPOHHbIX YCTPOWCTB fEKOANPOBAHHA/CUNTBIBAHNS 1 CHETUMKOB 3TUKETOK;

- UCNOMb30BaHUE 3TUKETOK, MpefHa3HauyeHHbIX A1 obecneveHWs 4YeTKOro AuddepeHLMpoBaHus
nsgenus;

- KOHTPO/b COfepXKaHMA 3TUKETKU nepes 1UCnosib30BaHNEM;

- Haj/iexkallee XpaHeHne 3TUKETOK B MecTax OrpaHW4eHHoro goctyna.

4155 KoHcepBaumsa - no MCO 9000-2, 4.15.5.

MpesmeTbl C OrpaHUYeHHbIM CPOKOM FOAHOCTM WMAK Tpebytowye crneumanbHOl 3aWwmnTbl B npoLiecce
XPaHeHWs 1 TPaHCMOPTMPOBAHUA HEOOXO4MMO MAEHTUDULMPOBATL AN TOTO, YTOObI rapaHTMPOBaThb, YTO
Takue n3genns He OyAyT MCNOMb30BaHbl MOCNE UCTEYEHMS CPOKA UX XPaHeHUs.

[Mo3TomMy MOCTaBLLMK JO/MKEH VMETb NPoLeaypy, KoTopas yCTaHaBNMBaeT CPOK roAHOCTU, NMPUMEHU-
MbIil 11 YKa3aHHbIX YCN0BWIA XpaHeHs.

4,15.6 TMocTtaBka - no NCO 9000-2, 4.15.6.

4.16 YnpasneHue peructpauuei gaHHbIX 0 KayecTse

OCHOBHOE pPYKOBOZACTBO ycTaHoBsneHo B MCO 9000-2. 4.16.

OTueTbl NO KayecTBy MOAPA3AenstoT Ha TPU KaTeropuu:

a) NpesnpousBOACTBEHHbIE OTYETbl —OTHOCATCA K MPOEKTUPOBAHUIO U 3aKyMNKe, W3roTOBNEHWUIO,
npoueccam rapaHTUM KayecTsa ans U3fenuin cnewmansHOro Tuna.

MpuMepbl OTYETOB 3TOM KaTeropuu:

- MNPOEeKTHas AOKY MeHTauus (CM. npunoxexune B);

- OTYeTbl O MpoLeAypax YTBEPXAEHNS U MepeyTBepXaenus;

- YTBEPX[EHVE W MepeyTBepxKaeHne crnocoba ctepunmnsaumm (ecnv Heobxo4mmo).

6) OTYeTbl 0 feCTBUAX —OTHOCATCS K 3aKyrnKe, WU3roTOB/IEHWIO, rapaHTUAM KayecTBa, MOCTaBke,
MOHTaXy 1 06CMYXXMBaHWIO OTAENBHOIO U3AENUA AW NapTUK U3LeNuid.

MpumMepbl 0TYETOB O AElCTBUAX:

- NOAXOLALLME OTYeTbl KayecTsa cybnogpagumka:

- OTYeTbl O 3aKyrnke COOTBETCTBYIOLLMX U3AeNNiA;

- KO/IMYeCTBO Cblpbsi, KOMNOHEHTOB M MPOMEXYTOUHbIX U34eUiA C yKa3aH1eM HOMEPOB NapTuid (ecim
Heobxo4UMO);

- [aTbl Hayana v 3aBepLUeHUs PasNYHbLIX CTaAWiA NPOM3BOACTBA, BK/IOYas OTHYETbI O CTEPUAM3ALMN
(ecnn Heob6x0AMMO);

- KONWYeCTBO M3rOTOBMIEHHbIX U3AENWA;

- pe3y/nbTaTbl BCEX MPOBEPOK W WCMbITAHWIA, C yKa3aHWeM KOMWYeCTBa WU3LeNWid, NPUHATLIX 418
MOCTaBOK;

- 0603Ha4YeHNe NCMOoNb30BaHHOW NPOW3BOACTBEHHON NNHUN;

- Nto60e OTK/IOHEHWE OT NPOU3BOLCTBEHHbLIX WHCTPYKLUMIA MK NpoLedyp, BKKOYas paspelleHne Ha
OTK/I0HEHMe;

- pe3y/nbTaTbl MOHT&XHbIX/MPOBEPOUHBIX UCMbITAHWIA, KOrAa YCTPOWCTBa YCTaHOBNEHbl Ha MecTe
3Kcnnyartaumu;

- OTYeTbl O CEPBUCHOM 06C/TY)XMBaHWU;

- OTYeTbl O Mpojaxax;
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- COXpaHsiemMble 06pasLbl.

OTueTbl 3TOIN KaTeropuy 061eTal0T NPOCNEXKMBAEMOCTb U aHANM3 NpoLecca N3roTOBNEHUA U3LeNns
UNn NapTumM 1 JOMKHbI ObITb BbiAENEHbI MU YNOMSHYThI B OTAEeNbHOM (haiine (CM. npuioxeHue B).

Mpn HEBO3MOXXHOCTW BKHOYEHWS B OTYETbI MO KAYECTBY BCEX COMYTCTBYHOLUX NPOM3BOACTBEHHbIX
OTYETOB Ha3BaHWs 3TWUX OTHYETOB U UX MECTOHAXOXAEHWE [O/MKHbI OblTb BHECEHBI B CMELMabHbIA CANCOK,
4TO06bI 06/1EMYNTH NX MOUCK.

OT4eTbl He AO/MKHbI 6bITb OrPaHNYeHbl MUCbMEHHLIMW JaHHLIMU U YCTHOW UHGOPMaLMeR, ONnch-
BaloLell mpuobpeTeHne, MPOM3BOACTBO WM MNPOLAXKY W3L4ENUA, M MOryT BKMHO4YaTb Apyrue cpeacrsa
KOHTPOAS Mpouecca WAM ero pesynbTata, BKIOYas, 6e3 orpaHuueHuin, 06pasLbl KOMMOHEHTOB, CbIpbS,
HEMCMo/b30BaHHbIX B MPOLLECCe NPOM3BOACTBA MaTepuanoB, FOTOBbIX UM Ae(EKTHbIX U3Aenuii, NpeacTas-
NEHHbIX WN3roTOBUTENIO.

[aHHble OTYETOB O AENCTBMAX AOMKHbI ObiTb MOCTPOEHbI M BOCMPOW3BEAEHbI COOTBETCTBYHOLLMM
METOAOM /151 N36eXaHNs KaHLeNapCcKMX OLWMOOK. Kaxabli OTYET O AeCTBUSAX LOMKEH ObITb MAEHTU(N-
LMpOBaH OTHOCUTENIbHO OTAEMbHOIO W3AeNUs WAN MPOU3BOACTBEHHONW NapTWM; HampuMep, MHOXECTBO
NOANIeXAaLLMX BO3LEACTBUIO NapTUA U3AENNIA MOXET ObITb MAEHTU(MULMPOBAHO BKIOUYEHNEM BCEX NapTUiA,
BbIMYLLEHHbIX B TEYEHNE YCTAHOB/IEHHOTO NEproja BPEMEHN.

OTueTbl 0 Npofaxax JOMKHbI COAepXaTb AOCTATOYHYIO MH(OPMaLMIO 418 TOro, YTO6bl NO3BOMUTbL
NoCTaBLUUKY UAEHTU(HULMPOBaTL NOTPeOMTENE, KOTOPLIX TPebyeTcs NOCTaBUTL B M3BECTHOCTb MPU Bbl-
Mycke KOHCY/NbTaTUBHbIX PEKOMEHAALMA. 3TU 0T4eTbl 06Neryar CorfacoBaHne KOHCY/bTaTUBHbLIX PEKO-
MeHfauuin Ha usgenve (4.14.2).

B) OTYeTbl CUCTEMbI — AEMOHCTPUPYIOT 3h(EKTUBHOE [ECTBINE CUCTEMbI Ka4yecTBa B LIE/IOM.

Mpumepbl 0TYETOB CUCTEMbI BKNHOUAIOT:

- aHa/n3 CoBeLLaHWi Mo ynpasfieHWH, COCTaB/ieHVe MPOTOKOM0B M MOCNEAYHOLWMX OTHETOB;

- 0630p AEACTBWIA MO KOHTPakKTY:

- 06LmMe OTYeTbl O MPETEH3NAX NOrPy3KU-pasrpysKu;

- 0T4YeTbl 06 0ByyeHUK;

- OTYETbl W XYpPHanbl O BHYTPEHHEM ayauTe;

- 0TYeTbl 06 OYNCTKE M 06CNYXMBAHNY;

- OTYeTbl O KOHTPO/E OKPY>KatoLLLei cpeabl;

- OTYETbI W XYpHa/bl O MPOBELEHUN U KOHTPOJIe 3a KannbpoBKOW 060pyaoBaHUs.

[ns BbINONHEHWS PerynmpyroLmx TpeboBaHWA MOryT NoTpeboBaThCH AOMOMHUTENbHbIE OTYETHI.

PyKonuncHble BCTaBKM [O/MKHbI GbITb CAENaHbI YepHWIAMU UIU APYTUM HECMbIBaEMbIM CPELCTBOM.
BcTaBkM B OTYETbl JO/KHbI ObITb CAeMaHbl ACHbIM, YETKMM MOYEPKOM W 3aBepeHbl MHWLManamMum u
NoANNCHI0 OTBETCTBEHHOIO TML,A WM MeYaTbio 1 AaTOM.

OLWmnBKy, 06HapY>XEHHYIO B OTYeTe, UCNPaB/AOT TaKUM CMOCO60M, YTOGLI MepBOHAYasbHbIA TEKCT
He n3meHuncs. MicnpasneHue 40MKHO ObITb 3aBEPEHO, AAaTMPOBAHO W. MO BO3MOXHOCTM, NMPUYMHA UCMPaB-
NeHuns AomkKHa 6bITb 3atiMKCMpoBaHa.

PesepBHas Konus (6ymaKHas WM 31eKTPOHHas) Nt06bIX 0TYETOB CUCTEMbI KayecTBa A0/MKHA ObiTb
[OCTYMHa AN BOCCTAHOB/EHUSA.

OTYeTbl CUCTEMbI JOMKHbI OblTb Pa3MeLLeHbl B MECTe, rapaHTUpYIOLLEM LIeIOCTHOCTb 3MEKTPOHHBIX
BEpCUii OTYETOB, 3aLLMLLEHHOM OT HECAHKLMOHMPOBAHHOMO AOCTYMa.

4.17 BHyTpeHHVie NPOBEpPKY KayecTsa

OcHOoBHOe pykoBOACTBO ycTaHoBneHo B MMCO 9000-2. 4.17.

BO3MOXHOCTV BHYTPEHHel NPOBEPKM LOMKHbI BKIKOYaTb COOTBETCTBYHOLLME perynmpytoLme Tpe6o-
BaHUA.

Psa orpaHnyYeHHbIX KOHKPETHbIX NPOBEPOK MOXET BbiTh Fak e aPMeKTUBeH, Kak 0f4Ha BCECTOPOH-
HAS NpoBepka. Takas cMCTeMa MOXET rMOKO NPUMEHATLCS ANS NPUBAEYEHNS CMeLUanbHOro WaKM NoBTo-
pAEMOro BHUMaHWA K N06bIM cnabbiM 06/1aCTAM AW APYTMM HefOoCTaTKaM.

OTu4eTbl 0 MPOBEPKE AO/MKHbI YKa3blBaTb BPEMS, YCTaHOBIEHHOE A5 BbINOMHEHUA KOPPEKTUPYIOLLEro
peictausa(ii), n pacnpefensTb QYHKLUN NepcoHana, OTBETCTBEHHOIO 3a NPOBeSEeHNE MTHOObIX HE0OXO0AUMbIX
KOPPEKTMN pYHOLINX [EACTBUIA.

OT4eTbl, KOTOpPble AEMOHCTPUPYIOT, YTO BHYTPEHHAS KOHTPO/IbHAA CUCTEMA HaxXoAUTCS B AeCTBUN,
BOMKHbI ObITb JOCTYMHLIMW N5 OLLEHKW, NPOBOAVMOI BHELLHUMMW CTOPOHaMMK.

Takue OTYETHI BKIKOYAKOT C/iefyHLIMe AaHHbIE:

- MAEHTUVKaLMIo NpoLeayp, NCMOoNb3yeMbIX ANA NPOBEAEHUS MPOBEPKY;

- COflepXXaHWe NPOBEPKY;

- OTYeTbl, JEMOHCTPUPYHOLLME, YTO HaMeYeHHble BHYTPEHHWE MPOBEPKM Oblf NPOBEAEHbI;

- OTYeThbl, [eMOHCTpUpYoLWMe 3 (eKTUBHOCTL KOPPEKTUPYIOLNX AEACTBUIA.

B cnyuae ¢ HeGOMbLINM YMCNIOM CMY>XXALLWMX BHYTPEHHME NMPOBEPKM MOTyT 6bIThb MO Cy640roBoOpYy.

4.18 TloAroToBKa Kazpos
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OcHOBHOe pyKoBOACTBO ycTaHoBneHo B MCO 9000-2, 4.18.

O6y4yeHve MPOBOAAT AN HOBbIX CAYXALMX W MOBTOPAIOT COOTBETCTBEHHO [A/19 BCEro MepcoHana,
3aHATOro B paboTe, BAUSAOLLEN Ha KavecTBO. Llenb 06yyeHns:

- BK/IKOYaTb 0630p NOAUTUKM B 06/1aCTV KayecTBa;

- pasbACHATbL Ha3Ha4YeHWe U3Lenui;

- YKasblBaTb NOCNeACTBUA, KOTOPbIE MOI/N Obl ABNSATLCA pe3ynbTatoM HeafekKBaTHOro Uan HeHaane-
)Kalllero BbIMO/HEHMS MOCTaBMEHHbIX 3aJay;

- OMuCbIBaTb N1H06bIE cneunguyeckne TpeboBaHMS TUTMEHBI,

- BK/IOYATb MHCTPYKUMKM, MO MPeaoTBpalleHMI0 HapylleHus Mep 6e30MacHOCTU M CheuuanbHbIX
YCNOBWIA OKpY>KatoLLeidl cpefibl BO BpeMsi NPOV3BOACTBA;

- BK/KOYaTb, MpPWU HEOOXOAUMOCTH, NMPOLIEAYPLI, KOTOPbIE HY>KHO NPOBECTU A1 NOMYYeHUs 06paTHOM
CBA3N.

OG6yyeHne JOMKHO NepuoAnNYECcKN MOBTOPATLCA, YTOObI PACCMOTPETL M3MEHEeHMA B 06/1acTu npume-
HEHUA 1 KOHCTPYKLWW U3Lenns.

4.19 O6cnyxwuaHue - MCO 9000-2, 4.19.

OCHOBHOe pYKOBOZCTBO ycTaHoB/eHo B MICO 9000-2. 4.19.

OTueTbl 0 CEPBUCHOM 06CNY>KUBaHUW [OMKHbI 6bITh JOCTATOYHO NOAPOGHBIMU, YTOBLI MOXHO 6bIIO
YCTaHOBUTb MPUYMHY MPOBELEHWS 06CNY>XUBAHUA U MPOLEMOHCTPMPOBATb, YTO 06CMYyXMBaHue 6blIo
NpoBeseHo JO/MKHLIM 06pa3oM.

MocTaBLWMK JOMKEH YCTAHOBUTL CMCTEMY y4yeTa 3arpocoB Ha CEPBUCHOE 06CNMyXMBaHWE, KOTOpble
[OO/MKHbI paccMaTprBaTbCs Kak Xanobbl KneHTa.

HekoTopble MeAMLMHCKNE N3LENNS HY)KAAKTCA B OUMCTKE U/HMM 06e33apaxnBaHnmn f0 06CTyXNBa-
Hua. Mpoueaypa obessapaxunsaHus —no MCO 12981

4.20 Cratnuctuyeckue Metogpl

4.20.1 OnpepgeneHne notpebHoct —no VCO 9000-2, 4.20.1

4.20.2 Tpouegypsb! - no NCO 9000-2, 4.20.2.
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MPUNOXEHVE A
(cripaBoyHoe)

FOCT P 51538-99

COOTHOLLIEHWE MEXAYHAPOAHbIX CTaHAapTOB Tp86OBaHI/II‘/JI K CUCTEME KayeCcTBa MEANLIMHCKNX I/I3,D.E]'II/1IZ

Ta6nuy a All —Tpe6oBaHMs K CUCTEME KAueCTBa U PyKOBOACTBA AN MEAVLIMHCKIX W3aenuii

MognyHkT NCO 9000-2.
coAepxaljue pyKoBOACTBO
N0 BbIMO/HEHNIO
FOCT P MCO 9001

ONeMEeHT M CUCTEMbI Ka4ecTsa
FOCT P MNCO 9001

3 OnipepeneHus —

4.11 TonuTuka B 06-
NlacTy KayecTsa

4.1.2 OpraHuzauus

4121 OtBeTcTBEH-
HOCTb 1 MO/IHOMOYMK

4.1.2.2 Pecypcsl

4.1.2.3 lMpefcrasutens
pyKoBOZCTBa

4.1.3 PykoBogsLumii
aHanm3

4.1 OTBETCTBEHHOCTb
PYKOBOACTBa

4.2 Cvictema KayecTsa
4.2.1 O6ue Tpebosa-
HUA
4.2.2 Tlpouenypbl cuc-
TeMbl KavecTsa
4.2.3 TnaHnpoBsaHWe
KayecTsa

4.3 AHanu3 KOHTpaKTa

4.3.1 O6Lyie TpeboBaHA

4.3.2 AHanmnz

4.4.3 Tonpaska K
KOHTPaKTy

4.3.4 OtyeTbl

4.4 YnpasneHve npo-
€KTVPOBaHEM 44.1 O6wwme Tpebosa-

HUA

4.4.2 TnaHupoBaHue
rpoLiecca NMpoeKT1PoBaHMA

1 pa3paboTKm

4.4.3 OpraHu3aLmoH-
HOE W TEXHUYECKOe COrfia-
COBaHvie

4.4.4 VicxogHble npo-
€KTbIC fiaHHble

4.4.5 BbIxogHble npo-
eKTHble fjaHHble

4.4.6 AHanu3 npoekTta

4.4.7 Tposepka MpoekTa
4.4.8 YTBepxieHue

npoeKTa

449 V3meHeHus B

MpoeKTe

MoANyHKTbI
FOCT P NCO 13485.
cofiepxalyue
ONONHU TeNbHbIe Tpe6oBaHWUK
K Mef| HUK HeKUM un3gennaml

3.1-3.8
JoHaTUNTCNBHBLIC
onpeaeneHus

4.2.1 O6uime Tpebosa-
HVA

4.2.3 TMnaHvpoBaHue
KayecTBa

4.4.1 O6Lume TpeboBa-

HUA

4.4.8 YTBEpKIeHMe
npoe

KTa

MoANYHKTbI
BIOCT P MNCO 14969.
cofepxalyue
fONONHUTENbHOE
PYKOBOACTBO MO BbINO/He-
Huwo FOCT P MNCO 1348S

4.2.3 MnaHuposaHue
KayecTBa

441 O6uwwme Tpebosa-
HUA

4.4.2 TMnaHuposaHue
rpoLiecca MpPoeKTUPOBaHUA
1 pa3paboTKm

4.4.3 OpraHu3auyoH-
HOEe 1 TeXHWYEeCKoe Corfia-
COBaHVie

4.4.4 VicxopHble npo-
€KTHble flaHHble

4.4.5 BbIxogHble npo-
€KTHble laHHble

4.4.6 AHanus npoekTa

4.4.7 TIpoBepKa MpoeKTa

4.4.8 YTBepXKaeHVe Mpo-

KTa
449 V3meHeHus B
MpoekTe
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MpoapyreHre Tabmupl A. |

3NeMeHTbl CUCTeMbl KayecTBa
rOCT P MNCO 9001

45 [okymeHTauus v
yNpaB/ieHWe KOHTPO/IEM

4.6 3akynky Npoayk-
Lm

4.7 KoHTporb 3a mpo-
[yKuveld,  nocTasnsemoi
noTpeduTeNto

48 VipgeHTutmKaums
MPOAYKLMM 1 NPOC/IEXMBa-
€MOCTb

4.9 YnpasneHve npo-
M3BOACTBEHHBIM  NpOLiec-
CoM

MoANyHKTBI

MognyHKT WCO 9000-2, rocT P Uco 1348s.
COAEPXUT He PYKOBOACTBO cogepxatue
HO Nuwnon OO ,q(l/quKm'l'Eﬂbelc
roOCT P K1CO 900! mpc6asaHnH K MEOULMHCKAM
U3ReNNam

45.1 ObwyeTpeboBaHA

4.5.2 [lokymeHTauus,
Ce YTBEpPXIEHE 1 BbIMyCK

4.5.3 [okymeHTaumsa un
[iaHHble 00 M3MeHeHVN

4.5.2 [loKymeHTaums,
Ce YTBEPXK[EHVIE 1 BbIMYCK

4.6.1 O6LmeTpeboBaHMSA
4.6.2 OueHka cybnog-

pAJYMKOB
4.6.3 [lokymeHTaumsa Ha 4.6.3 [lokymeHTaums Ha
3aKymnKy 3aKyrKy

4.6.4 TMposepka! Kyn-
JIEHHOTO 13fenva

4.6.4.1 Tllposepka no-
CTaBLLyKN! Ha TeppuUTOpUn
cybnogpsauvka

4.6.4.2 TlpoBepka Kn-
€HTOM V0/3aKOH3PaKTO-
BaHHOr0 M3ae/ma

4.7 KoHTponb 33 Npo-
[YKUMEW, nocTaBnsemon -
noTpeéuTento

4.8 NpeHTupukauus
npoayKuumn ! npocnexwvsa-
eMOCTb
4.8 a) VpeHTugmkaums
4.8 6) MNpocnexvisae-

MOCTb e6oBaHNA  [i1A
MW, AI/YII\—/?I/I n NMny’

4.9 YnpasfieHve npo-
M3BOAICTBEHHbIM MPOLiEC-
CoM
4.9 a) NMepcoHan
4.9 6) KoHTpo/b OKpy-
KaroLLein cpedbl Npy Npo-
Msso,gCTBe
4.9 B) YncrtoTa usgenus
4.9 1) O6cnyxvBaHne
4.9 1) MoHTax
4.9 c) MNporpamMmHoe
obecrieyeHvie, Cnomb3ye-
MOE B YNpaB/ieHun Npou3-
BO/CTBEHHbIM  MPOLIECCOM
[JononHntensHoe Tpebosa-
HWe 4519 CTepuibHbIX MU

MoANyHKTbI
BFOCT P NCO 14969.
cofiepxatiune AOMNOJHU IFCAbILWC
PYKOBOACTBO
no BbINO/IHEHWIO
FOCT P NCO 13485

45.1 O6Lume TpedoBaHMA
4.5.2 [lokymeHTaums,
Ce YTBEPXK/EHVE 1 BbIMyCK

4.6.1 Obue TpeboBaHA

4.6.2 OucHka cybnog-
PABUMKOB

4.6.3 JokymeHTauus Ha

3aKyTKy

4.8 a) NpeHTndukaums

4.8 6) Mpocnexusae-
MOCTb

JonosnHuTensHoe pyko-
BOACTBO  A/1A AMW n
M

4.9 YnpasneHve npo-
M3BOLCTBEHHBIM MPOLieC-
[NepcoHan

COM

49 a

4.9 6) KoHTposb OKpy-
»KatoLLelt cpefbl nMpy npo-
13BOACTBE

4.9 B) Yucrora n3genva

4.9 r) O6cnyxmBaHne

4.9 1) MoHTax

4.9 e) lNporpaMmHoe
obecneyeHue, 1cnonb-
3yemMoe B Ynpas/ieHUu
MPOU3BOLCTBEHHbLIM MpO-
Lieccom

JononHnTensHoe pyko-
BOZCTBO /191 CrieLasibHbIX
MpoLieccoB

[JononHuTensHoe pyko-
le)ﬁcmo and cTepTolbbIX



MponomieHre Tabmup! A. |

ANEMEHT C/CTEMbI KaHECTBA
IoCT P CO 4001

4.10 KoHTposb 1 uc-
MbITaHWs

411 ¥YNpaaTCHUC KOH-
TPO/bHBIM. U3MEPUTENb-
HbIM U UCTbITATENTbHBIM
060pygoBaHVEM

4.12 CraryT: KOHTpO/Sia
W UCTbITaHUi

4.13 YnpaatcHUC He-
COOTBETCTBYHOLLWM W30EeNN-
em

4.14 KoppeKtupyto-
LLyle 1 NpofMNaKTUYeCKme
[eincTeng

4.15 Tlorpy3o4Ho-
pasrpy3ouHble paboTbl,
XpaHeHvie, yrakoBKa, KOH-
cepBaLyis 1 [OCTaBKa

MognyHKT 1ACO 9000-2,
copepxar ur
110 MATONTHEH VA
OCT P 1CO 901

4.10.1 O6Lme TpeboBa-
HYA

4.10.2 BXOfHOW KOH-
TPO/b U UCTIbITaHUN

4.10.3 KoHTposb U Uc-
MbiTaHMs B MpoLecce
NPOM3BOACTBA

4.10.4 OKOHYaTe/bHbIN
KOHTPO/b U MCTIbITaHNA

4.10.5 OTYeTbl O KOH-
TPOsie U UCTIbITaHUSAX

4.11.1 ObLume Tpebosa-
HUA

4.11.2 YnpaaTcHuc
npoLieaypoit

4.12 Cratye KOHTpO/iA
N VCTbITaHWIA

4.13.1 O6wime Tpebosa-
HUA

4.13.2 AHasm3 1 yTum-
3aL HECOOTBETCTBYHOLLE-
ro u3genus

4.14.1 O6wpwe Tpe6oBa-
HYs

4.14.2 KoppeKTupy-
toLLYe [EVCTBIS

4.14.3 TpodwmnaxTu-
Ueckve AeincTeuns

4.15.1 O6wpwe Tpe6oBa-
Hst

4.15.2 Torpy304Ho-
pa3rpy304Hble paboThbl

KTb|
roCT 13485,

AIOcntinec

i ii>i
ipteor>aii>in K Mwsﬂmlumcmm

4.10.5 OTYeTbl 0 KOH-
Tpate 1 ucnbiTaHusx (cre-
UmanbHble TpeboBaHUsA Af1a
JIMMA n M)

4.13.2 AHanu3 n ytunu-
3aUMs HECOOTBETCTBYHOLLIE-
ro u3fenvs

4.14.1 O6Le Tpebosa-
Hust

4.15.1 O6Lume Tpebosa-
Hust

FOCT P 51538-99

[oMyHKTL |
nlOCT P CO 1499.
cofepaLLyie MoMnoiHUTESTbHOe
pyxosoacTso MO
BbINOSHEHWO
[OCT P UCO 13485

4.10.1 O6wwe Tpebosa-
HUs

4.10.2 BxopgHOli KOH-
TPO/b MpY MOMyYEHUN 1
UcrbITaHys

4.10.3 KoHTposib 1 nc-
MbiTaHUs B MpoLecce
MpoV3BOACTBA

4.10.4 OKOHYaTe/bHbIA
KOHTPO/Ib U UCMbITaHUSA

JononHutenbHoe pyKo-
sogctBo g1t AUMN n MU

4.10.5 OTYeTbl 0 KOHT-
porie 1 KCMbITaHWAX

4.11.1 O6uwe Tpebosa-
Hst

4.12 Crarye KOHTpO/iA
1 UCMbITaHWIA

4.13.1 O6wwpye Tpebosa-
HUA

4.13.2 AHanbl U yTu-
NN3aLMA HECOOTBETCTBYHO-
LLero usgenva

4.14.1 O6uwwue TpeboBa-
HVA

4.14.2 Koppektupy-
toLLVe AeiACTBUSA

4.14.3 MpothmnakTunye-
CKVie ecTByA
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OkoHuaHue Tabnumubl A.l

MoANYHKT MoANYHKTbI
5 MoanytkTel NCO 9000-2. FOCT P UCO 13485, B FOCT P UCO 14969.
NEMEHTBI CMCTEMbI KadecTBa CoAepxaLine pykonoAcTno cojepxauine AONONHUTENIbHbIE coaepXxAw ne AOHONMUHTC/NbUOC
FoCT P MCO 9001 ro"‘g_l_ﬂb::)noaggmglg()]- TpeﬁOBaHI/Iﬂ KMeaNnyuTeKum PYKOBOACTBO MO BbIMO/IHE-
nmenmaml Huto TOCT P MNCO 13485
4.15.3 XpaHeHve
4.15.4 Ynakoska 4.15.4 YnakoBka 4.15.4 Ynakoska
4.155 KoHcepsauys 4.15.5 KoHcepBsauus
4.15.6 [ocraska 4.15.6 [ocraska (cre-
LmnanbHble TpeboBaHNsA A
MM n M)
4.16 KoHTponb 3a OT- 4.16 KoHTposb 3 4.16 KoHTpo/b 3 4.16 KoHTponb 3a 0T-
YeTamMy HO KayecTBy OTYETaMM HO Ka4ecTBy OTYETaMM MO Ka4ecTsy YyeTamu Mo KayecTsy
4.17 BHYTpeHHAs npo- 4.17 BHyTpeHHsAs npo- - 4.17 BHyTpeHHss npo-
BEpKa KayecTsa BEpKa KauecTsa BEPKa KauecTsa
4.18 O6yueHne 4.18 O6yueHmne - 4.18 ObyueHve
4.19 O6cnyxviBaHMe 4.19 O6cnyxvBaHe - 4.19 O6cnyxwviBaHVe

4.20 Cratuctuyeckue
MeTofpbI
4.20.1 NpeHTudmika-
LS MOTPEBHOCTM
4.20.2 TMpouenypa

1 EcAv He OroBOpeHO MHaue, NOANYHKT COAEPXUT CreLyaibHble TPE60BaHWA K MEAVLIHCKAM M3AENAM.
2 MU —wmegyumnHekne wsgenvs; MIN —uvinnaHTvpyemble MeguuyHCKve m3genns; AVIMUY — akTuBHble
UMNNaHTUPYEMbIE MEAULIMHCKWE U3AENUS.

MPUNOXEHVE B
(cnpaBoyHoe)

TepMUHbI, UCMOMb3yeMble B HEKOTOPbIX HALWOHA/IbHBIX PETYMPYHOLLMX OpraHax
roCyZapCTBEHHOTO PerynunpoBaHus

,ClpKyIVEHT CWA Eggg&eevé?;%e SAnoHus
1 Komnunaums oT4eToB, KOTOpbIe OHK- DHF HeT odmumans- Yactb Seihin
CbIBatOT. M XPOHO/MOrMYECKNX OTYETOB Jles- lcTopust Mpoek-  HbIX  TepMuHOB, Ho Hvojunsho
Te/IbHOCTM MO MPOEKTUPOBaHMIO (CM. 4.4 1 TUPOBaHHSA BOOGLLE YNOMMHAETCA
416 LNCO 13485). KakK TeXHUYecKas
MprMepbI: BbIYUCNEHNS, UCXOAHbIE MPO- [OKyMeHTaLws

€KTHble flaHHbIE U CreLyguKaLmMK, NpoeK-
TUPOBaHVE. OTYETbI 00 MCMbITaHWsX, OTYe-
Tbl 06 aHa/IM3e puCKa, OTYETbI 06 aHam3e
MPOEKTa, OTYETbI 06 YTBEPKAEHWN MPOEK-
TUPOBaHUS. BK/HOYas pe3y/ibTarbl KAMHU-
YECKVIX MCCef0oBaHMIA
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OKoHuYaHue Tabnmubl

EBponeiickoe

,ﬂpKylVEI—ﬂ' CLA C0061L4eCTBO AnoHus

2 Komnunsiuust AOKYMEHTOB, OCHOBaH- DMR HeT odwmumans- Scihin
HbIX Ha AEATENBHOCTY HO MPOEKTUPOBAHMIO Device Maslcr HbIX TEPMUHOB, HO Hyojunsho
YCTPOICTBA, KOTOpbIE OMPEAENALOT, KaKyCT- Otyer BOOOLLIE YMOMMHae-
POVICTBO AO/MKHO ObiIrb MPOM3BEAEHO (CM. Mblil KaK TEXHUYECKas
423 NCO 13485). [OKyMeHTaLyIs

MprMepbI: cneumdKaLmn Coipbs, cne-
LUMGMKALWMN MPOLICCCa/V3aenis, TEXHUYEC-
KWe PUCYHKW, CMIMCKW YacTeid, MnaH Kaue-
CTBa. MPOV3BOACTBEHHbIE (MPOBEPOYHBIE)
KOHTPO/IbHbIE MPOLEaYpbI

3 Komnunaums oT4eToB, COAEPXaLmX DHR [Npon3BoAacTBeH- OtyeTbl KayecTsa
MCTOPMIO MPOM3BOACTBA/ MPOV3BOLCTBA, Opict  WCTOPM  Hble OTHETHI

4Tobbl MPOAEMOHCTPMPOBATL COOTBETCTBUE  YCTPOICTBA
¢ (0g006peHHbIMK) MPCANPOU3BOACTBCHHbI-
MU IoKyMeHTaMu (cM. 4.16 LICO 13485).

[MprMepbI: 0TYETHI O MPOK3BOACTBEHHBIX
UCMbITaHWAX, OTHETbI O MapTUV WK MakeTe,
MyTELLECTBEHHUKW, OTYETbI O (PYHKLMO-

Ha/IbHbIX UCMbITAHWAX, (PaKTUYecKas map-
KVpOBKa 1 T4

Bbubnuorpagus

|1] FOCT P NCO 14971.1—99 MeguvuyHCKVe 13aenms. YnpaseH/ie puckom.
YacTb |. MpuMeHeHve aHam3a prcka K MESVLIMHCKUM U30enmam
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