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BBegeHue

MexayHapoaHbii ctaHoapt MCO 13485 noarotoeneH TexHudeckum komutetoM UCO/TK 210 «Ynpae-
JieHVie Ka4eCTBOM U COOTBETCTBYIOLLME acneKThbl AN MEAMLIMHCKNX U3AEenvii».

Hacrosiliee nanaHue otmeHsieT v 3ameHsieT [1] v [2]. OpraHuzaumm, KOTopble B NPOLLNIOM NpUMeHsinm [2],
MOryT NPUMEHATb HAaCTOSILLUIA CTAHAAPT, UCKIIOMMB HEKOTOpkle TpeboBaHUsi B COOTBETCTBMM C MYHKTOM 1.2
HacToslLLero ctaHaapTa.

HacTtosiwee uaganve MCO 13485 vmeeT HOBBIM TUTYNBLHbLIV JTUCT U OTpaxaeT TpeboBaHus k obecneve-
HUWIO KayecTBa NpodyKumn, TpeboBaHUs noTpebuTens n apyrve acnekTbl CUCTEMbl MEHEDKMEHTA KauecTsa.

O6wue nonoxeHus

Hacmosiwul ecmaHdapm onpedersiem mpebogaHusi K cucmeMe MeHeKMeHITIa Kayecimaa, KoImopbie Mo2ym
npuMeHsImMbCsT opeaHusayuell Npu NPoeKmMuUposaKuu, paspabomke, NPou3eo0Ces, MOHMaXe U obCyKueaHuU
MeOuyuHCKuX u30esnul, a maioke Npu NPOeKmMuUposaHuu, paspabomke u obecrnedeHuU Ces13aHHbIX C HUMU yCilye.

Hacmoswuil cmaHOapm Moxem maroke NMPUMEeHSIMbCS 8HYMPEHHUMU U HEWHUMU 10 OMHOWEHUI0 K
OpeaHu3ayuu 3auHmMepecosaHHbIMU CIMOPOHaMU, 8KIOYasi OpeaHbl Mo cepmugbukayuu, Oris OUeHKU crnocob-
Hocmu op2aHu3ayuu ydosemeopsime mpebosaHusi nompebumernsi u mpeboeaHusi, ycmaHoe/IeHHbIe 8 COoMm-
gemcmeuu ¢ HopMamueHbiMu G0KyMeHmamu (Oanee — ycmaHoeg/ieHHblIe mpeboearusi).

WHdopMauus, 0603HaveHHas kak «puMeyaHrer, ABnseTcs METOAUMECKUM YKazaHUeM Mo NOHUMaHUIO
W1 pa3bsACHEHWI0 COOTBETCTBYIOLLEro TpeGoBaHus.

TpebosaHusi k cucmeme MeHeGXMeHMa Kayecmaa, yCmaHOB8/IeHHbIe 8 HacmosiuleM cmaHAapme, siens-
tomcs OOMOHSAOWUMU 0 OMHOWSHUI0 K mMexHUYecKUM mpebosarusiM K NPoOyKyUU.

Ons cosfaHus cucTeMbl MEHeMKMEHTa kavecTBa TpebyeTcs cTparervueckoe pelueHve opraHusauvun. Ha
pa3paboTKy 1 BHeOApeHUe CUCTEMbI MEHEDKMEHTA KaueCTBa OpraHW3aLMK BIMSIIOT M3MEHSIIOLLMECS NOoTPeGHOCTH,
KOHKpeTHBbIe LieNnw, Beinyckaemas NpoayKLWs, NpyMeHsieMble NPOoLIecCh], pasMep U CTPyKTypa opraHuaaumn. Hacto-
SILLWIA CTaHOAPT He NpegnornaraeT eaMHoobpasms B CTPYKTYPE CUCTEM MEHEKMEHTA Ka4ecTBa NN A0KYMEHTaLWM.

Cywecmeyem 6onbwoe pasHoobpasue MeOUUUHCKUX u30esiul; HeKOmopbie YacmHble mpeboeaHust
Hacmosue2o cmaHOapma MPUMEeHUMbI MOJIbKO K MeM Kamez20opusiM MeOUUUHCKUX u3denull, onpedeneHust
KomopaIx npueedeHb! 8 pasdene 3.

MpoueccHbIit noaxon,

Hacmoswuli cmaHOapm ocHogblgaemcsi Ha NMPOYEeCCHOM rodxode K MeHeOXMeHmYy KkaJecmea.

JTiob6as BesimenibHOCMb, UMeOWasi 8xo0k! U Npeobpasyrowjas Ux e esiX00bl, MOXem paccMampueamscsl
Kak npoyecc.

[ns ycriewHo20 hyHKYUOHUPOBaHUS opaaHu3ayusi 0o/mkHa onpeodesiumb MHOXECITIB0 83aUMOCEsI3aH-
HbIX MPOYECCOo8 U yrpaesisims UMU.

Yacro BhIxop, 04HOro npoLiecca obpasyeT HeNnoCPeACTBEHHO BXOZ, CreaytoLLero.

MNprmeHeHWe B opraHn3aumy CUCTEMEI NPOLIECCOB HapsAy C MX UAeHTUMMKaLMEN ¥ B3auMoaeincTeuem,
a TaloKke MeHeKMEHT NPOLIECCOB, MOMYT CHMTATLCS NPOLLECCHBLIM MOLIXOA0M.

Cessk ¢ UCO 9001

Hacmosiwuli cmaHOapm sienisiemcsi asmoHOMHbIM, HO OCHO8bleaemcst Ha [3].

TTyHKmMBI Urtu NOOMyHKIMbI HACMOSIWEe20 cmaHO0apma, MeKCIM KomopbIX aymeHmuYyeH mekcmy [3], HabpaHbi
nipsimbiM wipugbmom. To, ymo OHU NMpedcmasieHbl 8 HeUSMEHHOM 8ude, HalTo OMPaXeHUe @ NMPUIIOXeHUU B,

Texcm Hacmosiue2o cmaHOapma, He aymeHmuYHbIl mexkcmy [3], unu npednoxeHue unu ab3au, codep-
JKaujue makol mexcm, HabpaHsi KypcusoM. Cymb U NPUHUHbLI U3MeHeHUll 8 meKcme yKka3aHbl 8 NPUIIoXeHuU B.

Censb ¢ UCO/TO 14969

[4] npedcmasnisiem cobol mexHudeckuil omyem, codepxaujuli PyKogoosiyue yka3aHusl 1o 8HeOPEeHUI0
Hacmoswe2o cmaHO0apma.

COBMeCTMMOCTL C APYrMMM CUCTEMaMU MEHeDKMEHTa

Hacmosiwut cmaHO0apm coxparsiern cmpyxmypy [3] 0nis1ydobemea norb3oeamenreli MeOUUUHCKUMU U30esusiMU.

Hacmosiwul crmandapm He codepxxum crieyuarbHbix mpeboeaHull Kk OpyauM cucmeMam MeHeOXXMeHma,
Hanpumep K 4acmHbIM cucmemamM MeHeOXMeHma oxXpaHb! Okpyxatoulell cpedbl, GesonacHocmu U npogheccu-
OHasIbHO20 30pasooXpaHeHusl, a makKxe (hUHaHCO8020 MeHeXMeHma.

OfHako HaCToALLWIA CTaHAAPT NO3BOMNSET OpraHM3aLun CornacoBaTh MIM UHTErPUPOBaTh CBOIO COBCT-
BEHHYI0 CUCTEMY MeHeKMEeHTa KayecTBa C APYrMMU CUCTEMaMM MeHe[DKMEHTA C COOTBETCTBYIOLLMMUN Tpebo-
BaHusMWU. OpraHv3auvsi MOXeT afanTUpoBaTh AEWCTBYIOLLYIO CUCTEMY (CUCTEMbl) MeHemKMeHTa st
€Oo3aH1s CUCTEeMbl MEHe)KMEHTa KauecTBa, COOTBETCTBYIOLLEN TPeGOBaHMSIM HACTOSILLEro CTaHAapTa.

v
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HALWOHANBbHBIA CTAHAOAPT POCCUMUCKON ®EQEPALMUMN

U3pnenvs meguumMHCKue
CUCTEMbl MEHE)XXMEHTA KAYECTBA
CucrtemHble TpeboBaHuA ANA Lenel perynMpoBaHus

Medical devices.
Quality management systems.
System requirements for regulatory purposes

Nara BBeaeHus — 2005—07—01

1 O6nacTb NnpUMeHeHus

1.1 O6wme NnonoxeHus

Hacmosiwul cmarndapm onpedensiem mpebogarusi K cucmeMe MeHeOXMeHma Kayecmea @ Cllydasix,
K020a opzaHu3sayuu Heobxo0uMo MPodeMoHCMPUPo8ams CriocobHOCML MOCMassIsims MeGUUUHCKUe u3desust
U npedocmasnsame cesa3aHHoe ¢ HUMU obcrnyxusaHue, omeedaiouee mpebosaHusiM nompebumerns U ycma-
HoeneHHbIM mpebo8aHUsIM, MPUMEHUMBIM K 3muM MeOUUUHCKUM U30enusiM U CorymcmeyrowuM ycily2am.

Lens Hacmosiue2o cmaHOapma — codelicmeue 8HEOPEHUI0 8 CUCMeMbl MeHedXMeHma KadJecmea
28pMOHU3UPOBaHHbIX YCmaHoBeHHbIx mpebogaHull Kk meduyuHckum uslenusiM. Hacmoswuld cmaHOapm
eknio4aem 6 cebs1 Hekomopble crieyuasbHblie mpebosaHusi K MeOUYUHCKUM U30esusiM, a makke UCKITioYaem
Hekomopble mpebosaHusi [3], Komopbie He SIBMISIIOMCST YCMAaHOB/IBHHbIMU, 8 C8s13U C YeM op2aHu3ayuu, Ybu
cucmemb! MeHeOXMeHma Kavecmea omeeyalom mpebogaHusiM Hacmoswezo cmaH0apma, He Mo2ym 3asie-
Jiimb 0 coomgemcmauu [3], Moka ux cucmemsl MeHeGXMeHma kavecmea He 6yOym y0oenemeopsims eceM
6e3 uckmoyerust mpeboeaHusiM [3] (cM. maioke npurioxeHue B).

1.2 MNpumeHeHue

TpeboeaHusi Hacmosiue2o cmaHdapma pachpoCmpaHsIoMCcsi Ha Op2aHu3ayuu, npednazaluue Ha
PbIHOK MeOUUUHCKUe u30enusi, He3asucuMo om euda Usu YUCIIeHHOCMU 3muX Op2aHu3ayull.

Ecnu ycmaroeneHHbIe mpeboeaHusi M0360J15110IM UCKI0HUMb yripaesieHue MpoeKmuposaHueM U paspa-
6omkod usdenuli (7.3), mo 3mo MoXem CIyXumb OCHo8aHuUeM 07151 UCKITIOYeHUSI COOmEemcimeayouiux mpebo-
eaHull U3 KOHKpemHoU cucmeMbl MeHeOXMeHma kadecmea. B amom cryyae Onsi OaHHOU cucmeMbi
MeHeOXXMeHma Kadecmea 00/mkHbl 6bimb clenaHbl anbmepHamueHbie ronpasku. OmeemcmeeHHOCMb 3a
obecrieyeHUe COOMEEMCMEUsT UCKITIOYeHUS] yrpaeieHus1 NpoeKmuposaHueM U pa3pabomkol u3denul mpe-
6oeaHusIM Hacmosiwezo cmaHOapma fiexum Ha caMol op2aHu3ayuu [4.2.2, nepeyucneHue a) u 7.3].

Ecnu kakoe-nubo mpebosaHue (mpeboeaHusi) pasdena 7 Hacmosiuje2o cmaHOapma Hellb3s1 IPUMeHUIMb
88uly crneyughuku KOHKPemHoz20 (KOHKpemHbix) MeQuUUHCKo20 u3dersus (u3denuii), Ha komopoe (Komopbie)
pacrnipocmpatsiemcst cucmema MeHedXMeHmMa Kadecmea, Mo op2aHu3ayuu He criedyem eKloYamb makoe
mpebosaHue (mpeboeaHusi) 8 c80K cucmeMy MeHedXMeHma kavyecmea (4.2.2, nepeyucrieHue a).

OmeemcmeeHHOCMb 3a NMNPUMeHeHUe K MeOUUUHCKOMY u30enuto (u3fenusiM) Npoyeccos, coomeemcm-
eyrowux mpebosaHusiM Hacmosiue20 cmaHdapma, HO KOmopbIe He OCYU4ecmensiiomcs op2aHu3ayuel, Hecem
KOHKpemHas1 op2aHu3ayusi, U 3mo criedyem y4yumbieaimb 6 CUCImeMe MeHeOXXMeHma KkaJecmea 3mol op2aHu-
3ayuu (4.1, nepeyucnerue a).

B HacmosiuieM cmaHOapme HecKoJIbKO pa3 CMPeyalomcs [IOHSIMUST «ec/iu coomeemcmeyem» U «koz20a
coomeemcmeyemy. Ecrniu mpebogaHue codepxum 0OHO U3 3muXx MoHsimul, Mo OHO cYUMaemcs «coomeer-
cmeyrowuM», NoKa opeaHu3ayusi He npedocmasum OOKyMeHmUpoeaHHoe 0b0CHOBaHUe Hecoomeemcmaeus
HacmosiueMy cmardapmy. TpebogaHue cyumaemcsi «COomeemcmeayiouiUM», ec/1U e20 8bINo/IHeHUe Heobxo-
Oumo 0nst moz2o, Ymobbi:

a) usdenue yd0e/1emeopsiio yCmaHoBIeHHLIM mpebosaHusiM u/unu

6) opezaHusayusi MO2/1a BbINOJIHSIMb KOPpeKkmupyouwue delicmeust.

Uspavue odpmumansHoe
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2 HopmaTuBHbIe CCbINIKMK

B HacmosiujeM cmarOapme Ucrosib308aHa Ceblnika Ha criedyrowull cmaHoapm:
NCO 9000—2000 Cucmembl MeHeOXMeHmMa kadecmnea. OCHOGHbIE [OMIOXOHUSI U Crlogapb
(ISO 9000:2000 Quality management systems — Fundamentals and vocabulary)

Mpun™MeyaHu e— NpnNonb3oBaHUM HACTOSILLIMM CTaHAAPTOM LienecoobpasHo NpOBEpPUTL ASNCTBUE CCbINOY-
HbIX CTaHAAPTOB MO yKasaTeno «HalunoHanbHbIe CTaHaapThLI», COCTABNEHHOMY NO COCTOSIHUIO Ha 1 iIHBaps Tekyluero roaa,
1 NO COOTBETCTBYIOLLIMM MHDOPMAaLIMOHHLIM yKasaTensM, onybnvkoBaHHbLIM B TekyLLeM rogy. Ecnv cCcbinouHbiin AOKyMEHT
3aMeHeH (M3MeHeH), TO NpY NONb30BaHUM HACTOSALLUM CTaHAAaPTOM CrielyeT PyKOBOACTBOBATLCA 3aMEHEHHBIM (U3MEHeH-
HbIM) CTaHAApTOM. Ecnu cchbiNoYHbIN AOKYMEHT OTMEHeH Ge3 3ameHbl, TO NoNoXeHWe, B KOTOPOM AaHa CChifika Ha Hero,
NPUMEHAETCA B YacTu, He 3aTparusaioLLei 3Ty CCbISKy.

3 TepmuHbI 1 onpegeneHus

B HacToslLLem cTaHOapTe NpyMeHeHbl TePMUHBI U onpeaeneHus B cooteetcTBun ¢ MCO 9000, a Taioke
crenyoLivie TEPMUHBI C COOTBETCTBYIOLLMMU OonpeaeneHnamm.

MpuBeaeHHbIE HUXE TEPMIUHDI, UCMOMNb3yeMble B HAaCTOsILLEeM CTaHAapTe ANSA ONUCAHUS Lienu NnocTaBKy,
Obinn N3MeHeHbI Ons oTpaXeHus NpUMeHAEeMOoro B HacCTosiLLLee BpeMs cnoBaps TepMUHOB:

NOCTaBIWMK — OpraHM3aums — norpeéurens

TepMVH «OpraHn3aums» 3aMeHsIeT TePMUH «NOCTaBLUMKY, Ucnonb3ayembiii B UCO 9001:1996, n otHocuT-
Csl K 0O6bEKTY, B OTHOLLEHUM KOTOPOrO NPUMEHSAETCA HacTOALLMIA CTaHaapT. KpoMe Toro, TepMMUH KMOCTaBLLMK»
3aMeHsieT TEPMUH «CyBnoapsaaumK».

B TekcTe HacToALLEro cTaHaapTa TePMUH «NPOAYKLUMSA» MOXET 03HAUaTb TakKe «YCIyry».

Tam, roe Tpe6oBaHWs onpeaeneHbl kak NPUMEHUMbIE K «MEeAULIMHCKUM U3aenusiM», 3T e TpeboBaHus
paBHO3HAYHO NPUMEHNMbI U K CBA3aHHbIM C HUMW yCnyraMm, NnpeaocrasnaemMbiMm TOM Xe oprauuaauueﬁ.

TepmuHbl U onpedernieHusi, NOMeWeHHble Hwke, cnedyem paccMampueamb Kak Haubonee obujue,
MOCKOMIbKY MepMUHbI U ornpedesieHus, cyuiecmeyroujue 8 HayUOHallbHbIX HOPMamueHbIX OOKYMEeHmax, Mo2ym
omnu4Yamscsi om Hux U 6bimb rpedrnoymumesibHbIMU.

3.1 akmuseHoe umnnaHmupyemoe MeduuyuHckoe usdesnue (active implantable medical device): Ak-
mueHoe MeduyUHCKoe usdesnue, npedHasHa4eHHoe OIS MOJIHO20 UJIU Yacmu4YHO20 86e08HUST XUPYpaUu4ecKum
unu opyaum MeluYUHCKUM criocobom e merio yesoseka /mubo, mocpeocmeoM MeOUYUHCKO20 eMewiamersibcim-
ea, 8 8CMBCMEeHHOe omespcmue U ocmarouieecs maM rocrie 68e0eHUs.

3.2 akmusHoe MeduyuHckoe usdenue (active medical device): MeduyuHckoe usdenue, 0nsa hyHKYu-
OHUPOBaHUs1 KOMOop0o2o Heobxo0UM UCMOYHUK 3/1ekmpuYeckol unu Opy20U 3Hepauu, OMIUu4HOU om 3Hepauu,
rpou3sodumMoll mesioM YernoeekKa unu cunoll mspkecmu.

3.3 nosscHumensHoe yeedomneHue (advisory notice): YeedomneHue, usdaHHoe opzaHusayuel-no-
CMaswuKoM nocne nocmasku MeduyUHCKo20 u3dernusi, cofepxauiee GOMOTHUMEILHYI UHGhopMayuo u/unu
PeKoMeHOauuu 0 moM, Kakue Koppekmupyroujue unu npedynpexoarujue delicmeust 0omkHb! 6bims npeodnpu-
HSIMbI NpU:

- NPUMBHEeHUU MeOUUYUHCKO20 u30enus;

- MoOuchukayuu MeOUUUHCKO20 U30erusi;

- 8038pame MeGUYUHCKOZ0 Uu30esusi op2aHu3ayuu-nocmasujuxy;

- ebixo0e u3 cmposi MeOQUYUHCKo20 u30erusi.

I pumeyaH u e— lNoacHumensHoe ysedomneHue moxem nompeboeamscs 05151 npusederust mpeboeaHull K
MeduyuHcKoMy u3denur 8 COoOmMeemcemeue ¢ HaylUoHabHLIMU UMU Pe2UOHaNbHLIMU HOPMamUBHLIMU OOKYMeHmamu.

3.4 wano6a nompebumens (customer complaint): [TucbMeHHO®, 3/18KMPOHHOE UrnuU ycmHoe coobuje-
Hue 0 Hedocmamkax, cesi3aHHbIX ¢ UOEHMUYHOCMbIO, Ka468CMeoM, CDOKOM Cr1yx0bbl, Ha0eXHOoCMbIo, 6e3onac-
HOCMbIO Unu (hyHKUUOHUPOBaHUeM MedUUUHCKO20 U30ernusi, 8eeGeHHO20 8 obpalieHue.

3.5 umnnaHmupyemoe meduyuHckoe usdenue (implantable medical device): Meduyurckoe usdenue,
npedHasHay4eHHoe 01151 TOSTHOZ0 UIU YacmuyHo20 88608HUST 8 MeJ10 Yes108eKa U/lU 8 eCImecmeeHHoe omeepc-
mue nubo Ons 3aMeweHus anuMenuasnbHoU Mo8epXHOCMU UrU NMO8BPXHOCIMU ar1a3a rymem Xupypau4ecKozo
eMewamenbcmea Ha CpoK He MeHee 30 Orel, komopoe Moxem 6bimb yOaneHo MmonbKo Nocpedcmeom
Xupypeudeckoz20 1ubo 0py2020 MeOQUUUHCKO20 8MelWamesibcmea.

MpumeyaH ue— 3mo onpedeneHue NPUMEHAEMCH K UMIIaHMUPyeMbiM MeOUUUHCKUM U30erUsIM, OmituY-
HbIM OM aKMUBHbIX UMMTIaHMUpPyeMbIX MeQUUUHCKuUX u3denull.

3.6 mapkupoeka (labelling): Unghopmayus 8 nucbmeHHol, nevamHol unu epachudeckol chopme, HaHe-
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CeHHasi Ha MeOUUYUHCKoe u3desiue, mapy, yrnaKoeKy Usu conpoegoxadarowiast MeduyuHckKoe u3desue U cesidaHHast
¢ e20 udenmucgbukauuel, MexXHUYECKUM ONucaHUeM U NPUMEHEeHUBM, HO He 6KITYeHHasl 8 ConMposooumerb-
Hble QOKYMeHMbI.

n pumMedvyaHue— B HeKOMOPbLIX pesuoHalibHbIX UNMU HalyUOoHalbHbIX HOPMamueHbiX OOKymeHmax mepMUuH
«MapKUpO8Ka» UHMepnpemupyemcs Kak «urHgopmayus, npedocmaenseMas Us2omosumenem».

3.7 meduyuHckue u3denus (usdenusi) (medical devices): lNMpubopel, annapamsl, UHCMPYMeHMBI,
ycmpolicmea, KOMIIeKmbl, KOMIT/IBKChI, CUCMeMbl C NpoepaMMHbIMU cpedcmeamu, o6opydoearue, npucro-
cobrieHusi, Mepessi30YHbIe U WOSHbIe cpedcmea, CImoMamoio2udeckue Mamepuarbl, Habopb! peageHImos,
KOHMPO/IbHbIe Mamepuars! U cmaH0apmHble 06pa3ubl, U30enus U3 nosiuMepHbIX, Pe3UHOBbIX U UHbIX Mame-
puasios, npuMeHsieMble 8 MeOUUUHCKUX UesIsix 1o omOensHOCMU unu 8 codemaruu 0pye ¢ Opy2oM u ripedHa-
3HayeHHbIe uszomosumenem Ons:

- npogbunakmuku, GuasHOCMUKU, NleyeHus1 3abonesaHull, NpoeedeHus1 MeOUYUHCKUX npoyedyp, uccrie-
doeaHull MeOUUUHCKO20 XapaKmepa, 3aMeHb! unu modughukayuu Yacmell mena 4esioeeKka, 60CCMaHo8/1eHUs
Unu KOMIeHcauuu HapyuweHHbIX Unu ympadyeHHbIX ¢hu3uonoauyeckux ¢oyHKUul, KOHMposs Had 3ayamuem;

- 8030elicmeusi Ha Op2aHU3M Yeroeeka, PU KOMopoM UX (hyHKUUOHaIbHOe HasHaYyeHUe He peanusy-
emcsi, Ho MoXem noA0epXUBaMbCS XUMUYECKUM, (hapMaKo/1I02UYecKUM, UMMYHOII02U4eCKUM unu Memabonu-
4eckuM e3aumodelicmeueM ¢ Op2aHU3MOM YesloeeKa.

3.8 cmepunbHoe meduyuHckoe usdenue (sterile medical device): Kamezopus MeduyuHckux usdenud,
coomeemcmeyouiux mpebogaHuUsIM K CmMepusibHOCMU.

IMpumedaHu e— [onyckaemcss mpebogaHusi K crmepusibHOCMU MeOQuUYUHCKUX u3lenull ycmaHaenueams 6
HayUOHaJIbHbIX UNU Pe2uoHaslbHbIX HOPMamueHbIX OOKYMeHmax.

4 Cucrema MeHeg)XXMeHTa Ka4yecTBa

4.1 Obwwme TpeboBaHusA

Opearusayus 0o/mkHa paspabambigamb, OOKyMeHmMupoeams, eHedpsims u nodoepxxusams 8 paboyem
COCMOsIHUU cucmeMy MeHedXMeHma Kayecmea, a maioke noddepxusame ee pe3ysibMmamueHOCMb @ COOIM-
gemcmeuu ¢ mpebosaHusIMU Hacmosue20 cma+HO0apma.

OpraHuzauuvs forxHa:

a) onpenensTb NPOLIECChl, HEOBXOANMEIE [N CUCTEMbI MEHEDKMEHTA KauyecTBa, U X NPUMEHEHME BO
BCel opraHmsaumm (1.2);

6) onpenensaTb NOCNEAOBAaTENbHOCTbL M B3aMMOAEHCTBUE 3TUX NPOLIECCOB;

B) onpenensTb KpUTepuu W meToabl, HeobxoauMble Ansi obecnevyeHUs pe3ynbTaTUBHOCTM KaK npu
OCYLLeCTBMNEHUW, TaK U NPU YNpaBeHn! 3TUMK NpoLieccamu;

r) obecneunBatb HaNM4Me pecypcos U MHOPMaLIMKM, HEOBXOAMMBIX ANA NOAAEPXKN 3TUX NPOLIECCOB U
MNX MOHUTOPWHIA;

[) OCYLLIECTBIAATb MOHUTOPUHT, U3MEepPeHue U aHanu3 3TUX NPOLIeCCOoB;

e) eninonHsamb Gelicmeusi, Heo6xo0uMble Oris1 OOCMIKEHUST 3aI1aHUPOBaHHbLIX Pe3ynbmamos U rnod-
OepxaHusi pe3y/bmamueHOCMU 3MUuX NPOUECCO8.

OpraHn3aums AoMKHa OCYLLECTBNATbL MEHE[DKMEHT 3TVUX NPOLECCOB B COOTBETCTBUM C TpeboBaHaMU
HacTosILLero craHaapTa.

Ecnn opranusauma peluaeT nepefats CTOPOHHMM OPraHM3aLMsiM BbINONMHEHWe Kakoro-nvbo npouecca,
BIIMSIIOLLIErO HAa COOTBETCTBUE NPOAYKLMK TpeGoBaHUAM, OHa A0IDkHA 0becneMmBaTh CO CBOEH CTOPOHbI KOHTPOSbL
Takoro npoliecca. YnpassieHue UM AOMKHO ObITh onpeneneHo B cUcTeMe MeHeDkMeHTa kavecTsa (8.5.1).

MpumeyaHue—B npoueccbl, HEOGXOAUMBIE AN CUCTEMbI MEHEMMKMEHTA KauecTsa, cnenyeT BKNOYaTh
npoLecch! ynpaBneH4Yeckon AeATeNnbHOCTU PYKOBOACTBA, 0GecneueHus pecypcamu, npoLeCChbl XKW3HEHHOIo LiuKna npoayk-
L1 1 nsmepeHus.

4.2 TpeboBaHMsA K AOKyMeHTaLuu

4.2.1 O6wme nonoxeHus

[lokyMeHTaLus cMCTeMbl MEHeKMEHTA KayecTBa A0JDkHA BKIIOYaTb:

a) AOKyMeHTanbHO opopMIeHHble 3asiBNIeHUs O NONUTUKE U Liensix B 06nacTy kKauecTsa;

6) pyKoBOACTBO MO Ka4yecTBy;

B) AOKYMEHTMpOBaHHbIe npoueaypbl, Tpebyemble HACTOSILLMM CTaHAAPTOM;

r) AOKYMEHTLI, HeobxoauMble opraHuaaumm Ans obecnevenns adh(HEeKTMBHOIO NITAHUPOBaHUS!, OCYLLLECT-
BEHWS NMPOLIECCOB 1 YNpaBiieHNs UMW,



FOCT P UCO 13485—2004

n) sanucy, Tpebyemble HacToALLMM cTaHOapToM (4.2.4);

e) Opyeue OOKyMeHMbI, yka3aHHbIe 8 HAUUOHaIbHLIX UJTU Pe2UOHaTbHLIX HOPMamueHbLIX OOKyMeHmax.

Tam, 20e e HacmosiuieM cmaHOapme yka3aHo, 4mo mpebogaHue, npouedypa, Kakas-nubo 0esimerns-
HOCMb UMU crieyuansHoe Meponpusimue 0/mMKHbI 6biMb «OOKyMeHmMUpoaHsl», nodpa3yMesaemcsi, 4mo ux
maroke crnedyem ebirnonHsamMb U nodoepxueams 8 paboyeM COCMOSTHUU.

Ans kaxdo20 muna unu molennu MeOuYUHCKo20 u3dernusi opaaHusayus 0omkHa co30ame u nodoepxu-
gamb 8 paboyem cocmosiHuu ghalsn, cofepxawul unu udeHmucbuyupyrouuli GoKymeHmbI, onpedesisiiouue
cneyugbukayuu Ha npodykyuro u mpebosaHusi k cucmeme MeHedkMeHma kayecmea (4.2.3). Omu doKymeHmbI
GormkHbI maioke onpedensims MosHbIL NPoYeCc U320moesieHus U, eciiu Heobxo0umMo, MoHmaxa U oberyxuea-
HUST MBOULUHCKO20 u30ernusi.

NMpumeyvyaHuns

1 CTeneHb AOKYMEHTMPOBAHWS CUCTEMbI MEHEMKMEHTA KayecTBa OAHOW OpraHM3aLyn MOXET OTNIMYATLCA OT ApYro
B 3aBVCUMOCTM OT:

a) paaMepa opraHu3auuv U Buga AenTenbHOCTY;

6) CcrnoXHOCTW M B3aMMOAENCTBUS NPOLIECCOB;

B) KOMMETEHLUUM nepcoHana.

2 [okymeHTauusi MOXeT ObIThb B noboi hopme 1 Ha nobom HocuTene.

4.2.2 PykoBOpACTBO MO Ka4yecTBY

OpraHv3aums fomkHa paspabaTtbiBaTb M NOAAEPKMBATE B paboyeM COCTOSIHMM PyKOBOACTBO MO Ka4yecT-
BY, codepxallee:

a) obnacmb NPUMEHEeHUs1 cucmeMbl MeHeOXXMeHma KaJyecmea, eksodvasi no8pobHocmu u obocHogaHue
J1106bix ucknoveHul u/unu HenpumeHeHus (1.2);

6) [OKYMeHTUPOBaHHLIe NpoLieaypbl, paspaboTaHHbIe ANA CUCTEMbBI MEHEMKMEHTA KauecTBa, UM CCbifl-
KM Ha HUX;

B) OnMcaHwe B3avMOLENCTBUS MPOLIECCOB CUCTEMbI MEHEDKMEHTa Ka4yecTBa.

Pykosodcmeo o kavyecmey OOIDKHO orpedersisims cmpykmypy G0OKYMeHMoe, UCTob3yeMbiX 8 cucmeme
MeHedXMeHma KaJyecmsa.

4.2.3 YnpaBneHue AOKyMeHTaLMen

[oKkyMeHTaMu cucTeMbl MEHeKMEHTa KayecTBa Heo6XoAMMO ynpaensaThb. 3anucy — cneuvanbHbIv BUA,
[OKYMEHTOB, ¥ UMW HaZl0 YNPaBNATL COrNacHo Tpe6oBaHWUsIM, NpUBeaeHHbIM B 4.2.4.

Ans onpepeneHnst HeO6X0AMMBIX CPEACTB YNpaBneHus AoIkHA GbiTh paspaboTaHa AOKyMEeHTUPOBaHHANA
npoueaypa, NpeaycMaTpuBaloLas:

a) npoeepky u ymeepxOoeHue G0KyMeHmoe Ha adekeamHocmb 00 UX ebirycKa;

6) aHanu3 u akTyanusaumio, No Mepe Heo6xoaUMoCTH, U NepeyTBepXAeHNe AOKYMEHTOB;

B) oBecneueHue naeHTUMKaUMM U3MEHEHUI U CTaTyca NepecMoTpa AOKYMEHTOB;

r) obecnevyeHve HaNM4MA COOTBETCTBYIOLUX BEPCUI OKYMEHTOB B MECTax UX NPUMEHEHNS;

n) obecnevueHre coxpaHeHUs AOKYMEHTOB YETKMMM U1 JIerko MaeHTUUUMpYeMbIMK;

e) obecneyeHue naeHTUOUKALMKU AOKYMEHTOB BHELLIHErO NPOUCXOXAEHNS U yNpaBrieHne WX pacChiKoi;

%) NpepoTBpalleHre HenpeaHaMePeHHOro MCNONb30BaHUA YCTapeBLUMX AOKYMEHTOB W NpUMeHeHue
COOTBETCTBYIOLLEN naeHMPUKaLMN TakuX AOKYMEHTOB, OCTaBNEHHbIX ANs Kakux-nvbo uenen.

OpzaHusayus do/mkHa obecrnequsams aHanu3 u ymeepxoeHue usmeHeHull @ GoKyMeHmax u6o Aomx-
HOCMHBIM NUUOM, Ymeepx0asWuM nepeoHaqasibHbil GoKyMeHm, ubo OpyauM cneyuasibHO HasHayeHHbIM
GomKkHOCMHBLIM NTUUOM, uMeouwuMm docmyn Kk coomeemcmeyroujell UcXo0HOU UHhopMauuu, Ha OCHOBaHUU
KomopoU npuHUMaemcsi peleHue.

OpzaHusayus 0o/mkHa onpedensims Nepuocd epeMeHU, 8 medeHue Komopozo credyem XpaHumb He
MeHee 00HOU Konuu ycmapeswiux peaynupytouiux 0okymeHmos. Ha amom nepuo0 0omkeH 6bimb obecrieyeH
docmyn Kk GokyMeHmaM, 8 COOMmeemcmeuu ¢ KOMOpbIMU MeOUUUHCKoe u30esiue Obiflo U320mMOoesieHo U
ucribimaHo, 8 meyveHue, o KpaiiHell Mepe, cpoka CryxOb! u3lenus, onpedeneHHoz0 opeaHu3ayuel, Ho He
MeHee cpoka XxpaHeHUst J1ob0ol umozoeol 3anucu (4.2.4) unu co2nacHO ycmaHOoeeHHbIM MmpeboeaHusiM.

4.2.4 YnpasneHue 3anucaMn

3anucy foMmkHLI BECTUCH U NOAAEPKUBATLCS B paboyueM COCTOSHUM ANA NPeaoCTaBlIeHUsl CBMAETENLCTB
COOTBETCTBUA TPEGOBAHMAM U Pe3yNbTaTUBHOCTY (DYHKLIMOHUPOBAHUS CUCTEMbI MeHeDKMeHTa KavecTBa. OHu
JOSMKHbI OCTaBaTLCA YETKMMW, Nerko MAeHTUUUMPYEMbIMU M BOCCTaHaBNMBaembiMu. Hapfo paspabortats
[OKYMEHTUPOBaHHYIO NnpoLieaypy ANns onpeaeneHns cpeacTs ynpaeneHus:, TpebyeMbix npu naeHTMgrkaumm,
XpaHeHWW, 3aLuTe, BOCCTAaHOBMEHWN, ONPeaeneHnn CPoKOB XpaHeHN U U3bLATUW 3anucei.

OpezaHu3ayus 0o/mxHa XpaHume 3anucu e meyerue, no kpaliHell Mepe, CPOKa CITy»6bl MeOUUUHCKO20
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u3denusi, onpederieHHO20 op2aHu3ayuel, Ho He MeHee 08yX J1em c MOMeHMa 8bIrnycka u3denusi opsaHusayuel
U/lu 8 cOomeemcmeuU ¢ ycmaHo8/1eHHbIMU mpeboeaHUsIMU.

5 OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 Obs3atenbcTBa PyKOBOACTBA

Bbicwee pykosoOcmeo opeaHu3ayuu 00/mKHO nodmeepx0ame Ce0i0 NPpueepXeHHOCMb pa3pabomke u
8HeOPeHUI0 cucmeMbl MeHeOXMeHma Ka4ecmea, a maioke noddepxaHulo ee pesynbsmamueHocmu nocpedcm-
eoM:

a) noBefieHVst 0 CBEAEHUS OpraHW3aLun BaXXHOCTU BLINONHeHUs TpeGoBaHuii noTpebuTens, a Taioke
3aKkoHoAaTeNbHbIX U 00si3aTerbHbIX TpeGoBaHUiA;

6) paspaboTikn nonuTuku B 06NacTn KauecTsa;

B) obecneueHus paspaboTku Lenev B 06nacTu kavecTsa;

r) npoBeaeHMsi aHanu3a co CTOPOHbI PYKOBOACTBA;

A) obecneyeHuss HeO6X0AUMBLIMKY pecypcamu.

ITpumeyaHue—B HacmosweM cmaHdapme ycmaHosleHHble mpeboeaHus ozpaHuyeHbl mofbko 6e3onac-
HOCMbIO U (OYHKUUOHUPOS8aHUEM KOHKPeMHO20 MeOQUUYUHCKo20 u3denus.

5.2 OpueHTaums Ha noTpeburensn

Bbicwee pykoeodcmeo op2aHu3ayuu 00mkHo obecnieyusams onpedereHue U ebinosiHeHue mpe6oeaHuli
rnompebumens (7.2.1 u 8.2.1)

5.3 MNMonuTtuka B obnacTu kavyecTBa

BhicLLee pyKOBOACTBO [10JKHO o6ecneunBaTth, YTobbl NONMTUKa B 06NacTy kauecTsa:

a) coOTBEeTCTBOBAsIa LieNsiM OpraHv3aLum;

6) sxmoyarna obsisamernscmeo coomeememeosams mpebogaHusiM cucmeMbl MeHeXMeHma KaJecmea
u noddepxxusamsb ee pe3sy/ibmamueHOCMb;

B) co3fjaBarna OCHOBbI AN NOCTAHOBKU M aHanuaa Lieneri B 06nacTn KauecTsa;

r) 6bina goBeaeHa [0 CBeAeHUs NepcoHara opraHu3aLmm U NOHATHA eMy;

A) aHanuavpoBarnach Ha NOCTOSIHHYIO NMPUrOAHOCTb.

5.4 NMnanupoBaHue

5.4.1 Llenu B o6nacTu KkauecTBa

BhicLLuee pykOBOACTBO OpraHM3aLmm A0MKHO obecnevnBaTb, YToObI Lieny B 06nacTu KavecTsa, BKNoyast
Te, KoTopble HeobxoaVMbl AN15 BbINONHEeHUs1 TpeboBaHWi k npoaykuumn (7.1, nepeducneHue a), Gbinu ycrTaHoB-
neHbl B COOTBETCTBYIOLLMX MOAPasfeNneHnsx U Ha COOTBETCTBYIOWMX ypoBHsX. Llenn B obnactu kadectsa
[LOIMKHbI ObITb M3MEPVMbIMU M COrTIacyeMbIMK C NONUTUKONM B 06acTu KauecTea.

5.4.2 MnaHupoBaHMe CO3A4aHUA U Pa3BUTUA CUCTEMbl MEHEe)KMEHTa KayecTBa

Bbicluee pykoBoACTBO AOIMKHO obecrneunBarh:

a) NnaHWMpoBaHVe CO3AAHVA M PasBUTHS CUCTEMbI MeHeKMeHTa KavyecTBa Ans BbiNoNHeHns TpeboBa-
HWI, NpuBEaEHHbIX B 4.1, a Takke AN JOCTUXXEHUS Liener B o6nacTy kavecTBa;

6) coxpaHeHue LiernioCTHOCTU CUCTEMbl MEHEI)KMEHTa Ka4YecTBa Nnpy NNaHMpoBaHUM U BHEAPEHUN B Hee
M3MEHEeHWUI.

5.5 OTBeTCTBEHHOCTb, NOJIHOMOYMA U 06MeH uHhopmauven

5.5.1 OTBeTCTBEHHOCTb U NONTHOMOYMSA

Bsicwee pykogodcmeo opeaHu3sayuu 00mKHO obecrequgams:

onpedesieHuUe OMEEeMCM8eHHOCMU U MONIHOMOYUU, komopsie Heob6xo0uMo BoKyMeHmMuUpoeams, u doee-
OeHue ux 0o ceeleHus1 NepcoHarna op2aHu3ayuu;

@3aumodelicmeue U He3agUCUMOCITb NMepcoHaia, PyKosoosuieao, 8bINMOMNHSWEe20 U espughuyupyrolie-
20 pabomy ro obecrie4eHuUI0 Ka4ecmesa, U ornpedesnsime MosIHOMOYUs, He06X00UMbIe Osi 8bIMONHeHUSsT 3MUX
3adav.

Ocoboe eHumaHue criedyem yOenumb Ha3Ha4YeHUI0 KOHKDEMHbIX /Uy, OmeemcmeeHHbIX 3a 8udbi
dessmenbHOCMU, casi3aHHbie ¢ HabrmodeHueM 3a aKcrnyamauuel 20moebix uadenul, a makke oghopmieHUeM
omyema 06 uHyuderHmax (8.2.1 u 8.5.2).

5.5.2 lMpencTtaBuTenL pykoBOoACTBa

BhicLUee pykoBOACTBO AOMKHO HAa3HAYMTb NPeACTaBUTENS M3 COCTaBa PyKOBOACTBA, KOTOPLIM He3aBUCK-

5
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MO OT ApYyrMx 06s3aHHOCTEN AOMKEH HECTU OTBETCTBEHHOCTb M MMEThb MOMHOMOMUS, pacnpoCTpaHsioLmuecs
Ha:

a) obecneyeHve pa3paboTku, BHeAPEHWS U noaaepaHus B paboyeM COCTOSIHUM NpoLIeccoB, TpebyeMbIx
CUCTEMOW MEeHeMKMEeHTa KauecTBa;

6) npeacTaBneHne OTYETOB BLICLLUEMY PYKOBOACTBY O (PYHKLIMOHVMPOBAHWM CUCTEMblI MEHemKMeHTa
KavecTBa M HeobxoanMocTu ynyudeHus (8.5);

8) obecneveHue 6HympuU op2aHuU3ayuu NMOHUMAaHUsI yCcmaHoeneHHbix mpeboesarull u mpebosaHull no-
mpebumensi.

MpumedyaHune—B OTBETCTBEHHOCTb MPEACTaBUTENS PYKOBOACTBA MOXET 6biTb BKIHOYEHO nogaepxaHuve
CBAA3N C BHELLHUMUN CTOPOHAaMK Mo BONpocaMm, KacalUMCs CUCTeMbl MEHEeKMEHTa KayecTBa

5.5.3 BHyTpeHHMI 06MeH nHdopmaLmeit
BhicLLee pykoBOACTBO AOMKHO o6ecneymBaTk pa3apaboTky B OpraH/3aLImMm COOTBETCTBYHIOLLVX MPOLIECCOB
obmeHa HdopmaLIMen, B TOM Y1Cre No BONPoCam pesynbTaTUBHOCTU CUCTEMbl MEeHePKMEHTa KavecTBa.

5.6 AHanu3 co CTOpPOHbI pyKOBOACTBA

5.6.1 Obwue nonoxeHus

BhbicLuee pykoBOACTBO AOMKHO aHaNM3npoBaTh Yepes 3anfaHMpoBaHHbIE MHTEPBaribl CUCTEMY MEHEe K-
MEHTa Ka4eCTBa opraHusaumv ¢ Lienbio obecneyeHnss ee NOCTOSIHHOW NMPUroAHOCTH, afleKBAaTHOCTY U pe3ayrib-
TaTVBHOCTW. B aHanua crepyet BKMIOYaTh OLEHKY BOAMOXHOCTEN YNy4LLUEHUS U NOTPeBHOCTY B M3MEHEHUSIX B
cMcTeMe MeHeKMEeHTa KaveCTBa OpraHv3aumm, B TOM Y1Crie B MONUTUKE M Liensix B o6nacTu kadecTsa.

3anvcu 06 aHannae co CTOPOHLI PYKOBOACTBA [0MKHBI NOAAEPKMBATLCS B pabovem coctosiHum (4.2.4).

5.6.2 BxopgHble AaHHble ANA aHanu3a

BxopaHble faHHbIe AN aHanusa Co CTOPOHbLI PYKOBOACTBA A0IMKHbI BKINIOYATb CneayioLLyto UHGOpMaLmIo:

a) pesynbTaThl ayaUTOB (MPOBEPOK);

6) obpaTHylo CBA3b C NOTpeGUTensmu;

B) (PYHKLMOHMPOBAHME NPOLIECCOB U COOTBETCTBME NMPOAYKLINK;

r) cratyc npenynpexaaloLlmx U KOpPeKTUPYLWUX AeCTBUIA;

A) nocrnepyowme OefiCTBYS, BbITeKaloLLye U3 NpeapblayLlero aHanusa co CTOPOHbI pyKOBOACTBA;

€) U3MEeHeHUs1, KOTopble MOrnKy Obl NOBMMSATL HA CUCTEMY MEHEe[DKMEHTa KauecTBa;

X) PEeKOMEeHZAaLMU MO YIy4LLEHUIO;

3) HOBbIe UrU NepecMOMpPeHHbIe yCmaHo8NeHHbIe mpebosarusl.

5.6.3 BbixoaHble AaHHbIe ANA aHanu3a

BbixoaHble faHHbIE aHanMaa co CTOPOHbl PYKOBOACTBA AOHKHBLI BKIMIOYATh BCE pelleHns U OeicTBus,
OTHOCSILLMECS K:

a) ynydweHusiM, Heobxo0umbiM Orisi NOO0epkaHUs1 Pe3ysibmamueHOCMU CUCImeMb! MeHeOXMeHma Ka-
yecmea U ee npoueccos;

6) yny4lieHuo NpoayKUuM cornacHo TpeGoBaHusIM noTpebuteneid;

B) noTpeBHOCTU B pecypcax.

6 MeHeoXMeHT pecypcoB

6.1 ObBecneueHue pecypcamu

OpraHusaums fomkHa onpeaensTs U obecneuvBaTh pecypchl, Tpebyemble ans:
a) eHedpeHus cucmeMbl MeHedXMeHma Kavecmea u noddepaHusi ee pe3ynbmamueHoOCmU;
6) ydoernemeopeHus ycmaHoeneHHbix mpeboearull u mpeboeaHull nompebumens.

6.2 Yenomeueckue pecypchbl

6.2.1 O6wwme nonoxeHns

MNepcoHarn, BbINOMHAOLLMIA paboTy, BAUSIOLLYIO HA KAYECTBO NPOAYKLUMM, A0MKEH ObiTb KOMNETEHTHLIM B
COOTBETCTBUM C NOMNyYeHHLIM 06pa3oBaHueM, NOAroTOBKOM, HABLIKaMK U OMBLITOM.

6.2.2 KoMneTeHTHOCTb, OCBeAOMIIEHHOCTbL U NOAroTOBKa

OpraHu3aauvs LoimkHa:

a) onpepnensTb HeoBXoAMMYIO KOMNETEHTHOCTL NepcoHana, BbIMNOMHsoLLEro paboTy, KoTopasl BNuseT
Ha Ka4ecTBO NPOAYKUWY;

6) obecneunBaTb NOArOTOBKY MNW NpeAnpPUHAMATL APYrve OeNCTBUS C Lienbio YAO0BNeTBOPeHUA 3THX
notpebHocTel;

B) OLIeHUBaTb Pe3ynbTaTUBHOCTbL NPEANPUHATLIX Mep;



rOCT P UCO 13485—2004

r) obecneunBaTs OCBEJOMNEHHOCTL CBOETO NepcoHana 06 akTyarnsHOCTU M BaXKHOCTU €ro AesITeNIbHOCTH
1 BKNaae B [OCTVXKEHWe Lieneli B 06nacTu KauecTBa;

n) noanepxmeBath B paboveM COCTOSHAM COOTBETCTBYyIOLLME 3anucu 06 o6Gpa3oBaHuM, NOArOTOBKE,
HaBblkax v onbiTe (4.2.4).

T1p uMmedyaHu e— HayuoHansHble Unu peauoHalbHble HOpMamueHbie 0OKYMEeHMbI Mo2ym codepxamb mpe-
606aHus K KOHKPemHOU opzaHu3ayuu o pa3pabomke COKyMeHMUpPosaHHbLIX Mpouedyp 0ns onpederneHust HeobxoduMocmu
n0020moeKu nepcoHana.

6.3 UndpacTpykTypa

OpraHu3auus nofmkHa onpeaensits, obecneuMBaTb U NOAAEPXUBaTL B paboyeM COCTOSHUM MHQPaCTPyK-
TYpy, HeobxoaMMylo AN AOCTUXEHWA COOTBETCTBUA TPeGoBaHWAM K npoaykuun. VHGpacTpykTypa MoXeT
BKITIOMATH:

a) 3paHwus, paboyee NPOCTPAHCTBO U CBSI3aHHbIe C HUM CPEeACTBa TPyAa;

6) obopynosaHue ans NpoLeccoB (KaK TeXHUYeCcKkue, Tak U NporpaMMHbIe CpeaCcTBa);

B) cnyx6bl obecneyeHns (HanpymMep TPAHCMOPT UMK CBA3b).

OpeaHu3sayus 0omkHa paspabomamb OOKYMeHmuposaHHble mpeboeaHus k delicmeusiM, noddepxuea-
fowum ee uHgbpacmpykmypy, 8KI4as Yacmomy ux nposedeHus], eciiu amu Oelicmeust Uiu UX omcymcmeue
Moz2ym roe/usimb Ha Ka4ecmeo NMpooyKyUU.

Banucu 06 amux delicmeusix Oo/mkHbI NoA0epxueamscs 8 paboyeM cocmosiHuu (4.2.4).

6.4 MpoussoacTBeHHan cpena

OpraHusaums fomkHa co3naBaTh NPOU3BOICTBEHHYIO cpely, He0OX0ANMYIO AN AOCTUKEHWs] COOTBET-
CTBYS TPeBOBaHNAM K NPOAYKLWW, Y YNPaBNATL €lo.

3mo exmoqvaem cnedyroujue mpebosaHus:

a) opearusayusi GomkHa paspabomams OOKyMeHmMUpoBaHHble mpeboeaHusi K COCMOSIHUIO 300p0ebs,
aueueHe U o0exde nepcoHana, eciiu KOHMakm Mex0y nepcoHanoM u npodykyuell unu NPoU3eooOcMeeHHol
cpedoll MOXem ompuyamesisHO NoesusiMmb Ha kadecmeo npodykuuu (7.5.1.2.1);

6) ecnu nipousgodcmeeHHasi cpeda MOXem ompuyamesibHO cKa3ambsCsl Ha Kadecmee npodyKyuu,
opeaHusayusi dormkHa paspabomamb OOKyMeHMmUpOSaHHble mpeboeaHusi k npouzsodcmeeHHoll cpede u
O0oKyMeHMUpoBaHHbie Mpoyedypbl UMU Mpou3eo0CmeeHHbIe UHCMPYKUUU Orisi MOHUMOPUH2a U KOHMPO/s
npouseodcmeerHou cpedsbl (7.5.1.2.1);

8) opeaaHusayus GomKHa 2apaHmupogams COOMEeMmcmeyloulylo Nod20moeKy NepcoHana, epeMeHHO
pabomaroujez2o 8 ocobbix ycrio8usix NMpousgsoocmeeHHol cpedbl, Unu e20 HaxoxoeHue nod HabmnodeHueM
nodzomoerneHHoeo nuya (6.2.2, nepeducneHue 6);

2) npu Heobxodumocmu paspabomky U AoKyMeHmupogaHue crieyualbHeIX Mep 011s1 KOHMPOIs 3a2psi3-
HeHHoU Usu nomeHyuanbHO 3a2psisHeHHOU NPOOYKYUU C Yesbio TpedomepauieHusi 3a2psi3HeHUsT OCcmasibHOU
npodykyuu, npouseodcmeeHHoU cpedbl Unu 3a2psi3HeHUs nepcoHana (7.5.3.1).

7 Mpouecchl XU3HEHHOro LMKNa NnpoayKumm

7.1 MNMnaHupoBaHMe NPOLECCOB XU3HEHHOTO LKA NpoAyKuumn

OpraHvzaumsi QomkHa nrnaHupoBaTb U paspabatbiBaTe npolecchkl, HeoGxoauMble Ans obecrneyeHns
XW3HEHHOro LMKna npoaykumu. NnaHvpoBaHMe NpoLEecCOB XXM3HEHHOTO LMKNa NpoayKuun AOMKHO 6biTh
cornacosaHo ¢ Tpe6oBaHMSMU K ApYrMM NpoLieccam CUCTEMbI MeHexMeHTa kayecTsa (4.1).

Mpun nnaHMpoBaHWKM NPOLIECCOB XM3HEHHOTO LiMKa NMPOAyKUMM OpraHu3aLuus AOMKHA YCTaHOBWUTb, €Cun
3TO0 LienecoobpasHo:

a) uenu B obnacTu kayecTBa U TpeGOBaHUs K NPOAYKLMY;

6) notpebHocTb B paspaboTke npoueccoB, [OKYMEHTOB, a Taike B obecrneveHWW pecypcamu ans
KOHKPETHOM NpoayKLUK;

B) HeoGXxoauMylo AeATeNbHOCTL NO Bepudukalum 1 Banngaumm, MOHUTOPUHIY, KOHTPOSIO M UCTILITaHUSIM
[ANA KOHKPETHOW NPOAyKLUWK, a TakKe KpUTEpUM NPUeMKM NPOAYKLMM;

r) sanvicy, Heobxoaumele Ans obecnevyeHns CBUAETENbCTBA TOrO, YTO MPOLECChl XUSHEHHOMO LIMKNA
NPOAYKLMU 1 Npou3BeaeHHasi NPOAYKLMA COOTBETCTBYIOT TpeboBaHusM (4.2.4).

PesynbTaTthl 9TOro nnaHMpoBaHus A0MkHbI ObITh B )OPMe, COOTBETCTBYIOLLIEH NPaKTUKe OpraHn3aLum.

OpezaHu3sauyus dormkHa paspabomamb O0KyMeHmuUpOosaHHbIe mpeboeaHUst K yrpaerieHuUIo PUCKOM Ha 8Cex
3manax XU3HeHH020 Yukria npolyKyuu. 3anucu no ynpaeneHuto puckom 00/mkHbI moddepxusamscsi 8 paboyem
cocmosiHuu (4.2.4 u npumeyaHue 3).
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MpuMeyaHus

1 [lokyMeHT, onpeaensioLmii NPoLeCcChl CUCTEMbI MEHEMKMEHTa KayecTBa (BKMOYas NPOLECChH XKU3HEHHOTO uukna
NpoayKLWMKU) N PecypCbl, KOTOpbIE NPeACTOWUT MPUMEHSTb K KOHKPETHON NPOAYKUMW, NPOEKTY WU KOHTPaKTy, MOXeT
paccMaTpuBaTbCA Kak nnaH kayecTsa.

2 Mpu paspaboTke NPOLIECCOB XWU3HEHHOTO LMKNa NPOAYKUMW OpraHM3auus MOXeT Taloke NpuMeHsTb TpefGoea-
HYA 7.3.

3 Cwm. [5] no ynpaeneHuio puckom.

7.2 Mpouecchl, CBA3aHHbIe C NOTpebuTensaMmm

7.2.1 OnpepeneHve Tpe6oBaHMIA, OTHOCALMXCA K NPOAYKLMMU

OpraHvaaums AomkHa onpeaenuTb:

a) TpeboBaHWs noTpebuTens, BkNoyas TpeGoBaHNUS K NOCTaBke U AEATENbHOCTU NOCe NOCTaBKK;

6) TpeboBaHus, He onpeneneHHbIe NoTpebuTenem, HO Heo6xoaMMbIe ANA KOHKPETHOrO UNW Npeanona-
raeMoro Mcnonb3oBaHWs, KOr4a OHO U3BECTHO;

B) 3aKoHopaTerbHble U Aipyrve obsizatenbHblie TpeboBaHWs, OTHOCALLMECS K NPOAYKLMK;

r) nioBkie gononHuTenbHbLIE TPeGoBaHUs, onpeaeneHHbIe opraHu3aLmei.

7.2.2 AHanus Tpe6oBaHWi, OTHOCALUMXCS K NPOAYKUUN

OpraHusaums fomkHa aHanu3npoBaTh TpeGoBaHUs, OTHOCSLLUMECH K NPOAYKLMW. STOT aHanu3 AOIHKEeH
NpPOBOAMTLCS A0 NPUHATUS OpraHn3aumen obsizaTenscTea NOCTAaBNATL NPOAYKLUMIO NoTpebuTenio (Hanpumep
y4acTus B TEHAEPaXx, NPUHATUS KOHTPAKTOB WM 3aKA30B, NPUHATMS U3MEHEHWI K KOHTPaKTaM Unu 3akasam) u
pormkeH obecneurBaThb:

a) onpedeneHue u doKyMeHmupoeaHue mpeboeaHull K NPOOyKyuU;

6) cornacoBaHvie TpeGoBaHWIA KOHTPAKTA UMW 3aKa3a, OTNUHAIOLLMXCA OT paHee ChOPMYNUPOBAHHBIX;

B) CMOCOGHOCTb OpraHU3aLvn YAOBNETBOPSATL onNpeaeneHHbie TpeGoBaHus.

3anucu pe3ynbTaToB aHanvaa u Nocneayiowmx AeicTBul, BLITEKAIOLWMX U3 aHanuaa, A0MKHbLI noaaep-
XMBaTbLCS B paboyem cocTtosiHum (4.2.4).

Ecnv notpebuTtenu He BLIABUIAlOT AOKYMEHTUPOBaHHbIX TpeboBaHui, opraHusauma AoMmkHa noaTeep-
AUTb UX Y noTpebutens 40 NPUHATUS K UCTIOSNTHEHWUIO.

Ecnn TpeboBaHns k NpoayKUMY 3MeHeHbl, OpraHU3auusi AOIMkHa obecneymnTb, YToOLI COOTBETCTBYIOLLME
[OKYMEHTbI BbInv UcnpasreHsbl, a 3auHTepecoBaHHbI NepcoHan 66N NocTaBneH B U3BECTHOCTb 06 U3MEHUB-
LUMxcs TpeGoBaHUsX.

MpuMeyaHu e — B HeKOTOPbIX CUTyaLMsAX, Takux kak NPOAaXM, OCyLLEeCTBNAeMbie Yepe3 MHTepHeT, npakTu-
Yecku HelienecoobpasHO MPOBOAUTL OULMANBHLIN aHANU3 KaXAOoro 3akasa. BMecTo 3Toro aHanma MoXeT pacnpocTpa-
HATLCS HA COOTBETCTBYHOLLYIO MHEPOPMAaLMIO O NPOAYKLWM, TaKYI0 KaK KaTanoru Unu peknamMHbie Matepuarsi.

7.2.3 CsnA3b ¢ noTpebutensamm

OpraHusaums [ormKHa ONpeaernsiTe U OCyLecTBNATb 3(PMEKTUBHbIE Mepbl NO NOoAAEPXaHWIO CBA3N C
notpebuTtensmu, KacatoLyecs:

a) vHdopMaLuvm o NPOAYKUWW;

6) NpoxoXOeHWs 3anpocoB, KOHTPAKTa UK 3akasa, BKNoYas NonpaBku;

B) obpaTHol CBA3U ¢ NoTpebrTeneM, Bkovas xanobbl notpebutenen (8.2.1);

2) nosichumenbsHbix yeedomnerul (8.5.1).

7.3 MNpoekTupoBaHue U paspaboTka

7.3.1 MnaHupoBaHWe NPOEKTUPOBAHUA U pa3paboTku

Opeanu3sayusi domkHa paspabambigamb OOKyMeHMUpoeaHHbIe npoyedyps! NPOeKmMUpoeaHus U paspa-
6omku meOuyuHckux usdenudl.

OpraHusaums o6s3aHa NnaHMpoBaTh U YNPaensATL NPOEKTUPOBAHWEM U Pa3pPaboTKoi NPoAYKUMN.

B xone nnaHnpoBaHVisi NPOEKTMPOBaHUA U pa3paboTku OpraHU3aLmna AOMKHA YCTaHaBNUBaTb:

a) CTaauv NPOEKTUPOBaHWS U pa3paboTky;

6) sudnl dessmenibHOCMU MO aHanusy, eepuchukayuu, eanudayuu u nepedadye npoekma (cM. npumeya-
Hue), coomeemcmeyroujue Kaxdol cmaduu MPOeKMUPO8aHUs U pa3pabomku;

B) OTBETCTBEHHOCTbL M MOJSTHOMOYMSI B 06NacTV NPOEKTUPOBaHUSA 1 pa3paboTku.

OpraHusaumsi IoMKHa YNpaBnsaTb B3aMMOAEACTBUEM PasfiMYHbIX FPYMNN, 3aHATLIX NPOEKTUPOBAHWUEM M
pa3spaboTkoM, C Lernbio obecneveHus 3chheKTUBHOW CBSA3N U YETKOro pacrnpenerieHnsl oTBeTCTBEHHOCTU.

Pesynbmamel nnaHuposaHusi 00/mkHb! Bbimb GOKYMeHMUPO8aHhk! U, 8c/lu HE0OX00UMO, aKmyanu3upo-
8aHbI NPU COBEPLIEHCMBOBaHUU MPOEKMUPO8aHUs U paspabomku (4.2.3).

8
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I1pumedyaHue—[JensmensHocmb N0 nepedaqe npoekma 8 npoyecce MPOEKMUPOBaHUsl u paspabomku
MeOuyuHcKo20 u3derusi Go/mKHa 2apaHmuposamb, YMoO 6bIXO0Hble OaHHble MPOEeKMuUpPoeaHust u paspabomku 6ydym
eepughuyuposaHsl KaKk coomeemcemeyoujue mpebosaHUsM K Npoueccy U320moeneHus:, npexoe YeM cmaHym OKOHYa-
meJibHBIMU crieyubukayusMu rnpodyKyuu.

7.3.2 BxoaHble AaHHbIe AN NPOEKTUPOBaHUA U pa3paboTkun

BxoaHble AaHHble, OTHOCALUMECS K TPEOOBaHMAM K NPOAYKUMM, AOMKHbLI ObiTb OnpeaerneHbl, a 3anucy
JOOIDKHBI NoAAepXvBaTkesi B paboyem coctosHun (4.2.4).

BxoAHble AaHHble AOMKHbI BKIIOYATD:

a) qhyHKYUOHasIbHbIe U JKCIlyamayuoHHble mpeboeaHusi, mpeboeaHusi Kk 6e3onacHocmu co21acHo
Ha3HaYeHulo;

6) cooTBeTCTBYylOLME 3aKOHOAATENbHbIE U ApyrMe o6sa3aTenbHble Tpe6GoBaHus;

B) Tam, rae 3To LenecoobpasHo, UHGOpPMaLMIO, B3ATYIO U3 NpeablAyLUMX aHarNIOMMYHbIX NPOEKTOB;

r) Apyme TpeboBaHusi, BaXXHbIE A1l NPOEKTUPOBaHUSA U pa3paboTky;

3) ebixO0HbIe GaHHbIe 110 YNpaeieHUlo PUckom (7.1).

Bx00Hbie OaHHbIe G0mkHBI 6bimb MPOaHaNU3UPO8aHs! Ha COOMEeMmemeue ycmaHoeneHHsbIM mpeboea-
HUSIM U YIMGepXOeHbl.

Tpe6oBaHusi AOIMKHBI GbiTb NOSHLIMW, HEABYCMbICSIEHHLIMU U HENPOTUBOPEUUNBLIMU.

7.3.3 BbixogHble AaHHbIe NPOEKTMPOBaHUA U pa3paboTku

BbixoaHble AaHHbIE NPOEKTMPOBAaHMA U pa3paboTkv AOMKHLI ObiTb NpeacTaBneHbl B ¢)opMe, N03BONsAIo-
LLie NPOBECTU Bepu(MKaLIMIO OTHOCUTENLHO BXOLHLIX TPeBGOBaHUIA K NPOEKTUPOBaHUIO U pa3paboTke, a Talkke
[OIMKHBI ObITb YTBEPKAEHBI 10 UX NOCNEAYIOLLEro UCNOSb30BaHUA.

BbixoaHble AaHHbLIE NPOEKTUPOBAaHNUS U Pa3paboTKU QOMKHDI:

a) COOTBETCTBOBATb BXOAHLIM TpeGOBaHMSIM K MPOEKTMPOBaHUIO U paspaboTke;

6) obecneumBaTb COOTBETCTBYIOLLEN MH(pOpMaLIMEl NO 3aKynkaM, NPON3BOACTBY U 06CNyXMBaHWIO;

B) coepXaTb KpUTEPUU NPUEMKW NPOAYKLIMM UK CChINKN Ha HUX;

r) onpepensitb XapakKTepucTUKU NpoAyKUMK, CYLLIECTBEHHble Ans ee 6e30nacHOro U NpaBUILHOIO WC-
NOSb30BaHMSI.

Banucu 8bIXx00HbIX GaHHbIX NMPOeKMUpoeaHus1 u paspabomku O0OmKHLI Noddepxueambcsi @ paboyem
cocmosiHuu (4.2.4).

MpumevyaHue— 3anucu 8bX00HLIX daHHBIX NPOEKMUPOEaHUs U paspabomKu Mo2ym eKnoYams creyucu-
Kayuu, npouseodCmeeHHbIe NPOUECCh], MEXHUYECKUE YepmeXu U XypHasb! mexHuYeckux sanucell unu uccnedosaHudl.

7.3.4 AHanu3 npoekTa u pa3paboTku

Ha Tex cragwsix, raoe 910 LiernecoobpasHo, AOMKeH NPOBOANTLCA CUCTEMATUMECKU aHanu3 npoekTa u
pa3paboTku B COOTBETCTBUM C 3annaHMpOBaHHLEIMK MeponpuaTusamm (7.3.1) ¢ uenblio:

a) OLeHKM CNOCOBHOCTY pesynbTaToB NPOEKTVPOBaHUA 1 pa3paboTku y10BIeTBOPATL TPeGoBaHNAM;

6) BbIsiBNeHUs NioGbix NPo6rneM 1 BHECEHWS NPeasioKeHN N0 HEOBXoAUMBIM AeNCTBUAM.

Taxol aHanu3 0o/mkHbI 8bINOIHAMb MPedcmasumeru cryX6, UMeUiUX OMHOWeHUe K aHaru3upyeMbiM
cmadusim npoexkma u paspabomku, a maioke Opyaue crieyuanucmsl opeaHudayuu (5.5.1 u 6.2.1).

3anvcu pesynbTaToB aHanusa M Bcex HeoOXOAUMBIX AeNCTBUN AOMKHBbI NoAaepXuBaThCsl B pabovem
cocTosiHum (4.2.4).

7.3.5 Bepudmkauums npoekTa u paspaboTku

Bepundmkaums gomkHa OCyLLEeCTBNSATLCA B COOTBETCTBMU C 3anaHUpPOBaHHBIMW Meponpusitusimm (7.3.1),
4YTOObI YOCTOBEPUTLCS, YTO BbIXOOHbIE AaHHbIe NPOEKTUPOBaHUSA 1 pa3paboTkn COOTBETCTBYIOT BXOAHLIM
TpeboBaHWsIM. 3anucu peaynbTaToB BepudrKaLMm 1 Bcex HeobxoaMMbix AeMCTBUI AOMKHBI NOAAEPKUBATLCA
B paboyem cocTosiHuM (4.2.4).

7.3.6 Banupauus npoekta u pa3paboTku

Banudayus npoekma u paspabomku Go/mkHa npogooumsCsl 8 COOMeemcmeulU C 3ariaHupo8aHHbIMU
meponpusimusimu (7.3.1) Onsi o6ecrieqeHusi coomeemcemeusi 20moegoll MPodykyuu mpeboeaHusiM K ee Ha3Ha-
YeHUIo UnuU crieyuansHoMy MpuMeHeHur. Banudayus domkHa 6bimb MposedeHa 00 nocmasku npodyKyuu uniu
esedeHus ee 8 aKcMTyamauuto (cM. npumedaHue 1).

3anvcu pesynbTaToB Banvaaumm 1 Bcex HeoGXoAMMbIX AeNCTBUIA [OMKHEI NOAAePKUBATLCA B paboyem
cocTosiHum (4.2.4).

OpezaHu3sayus o6s13aHa NpoeodUMb KIIUHUYECKUE U/Uru aKCTyamayuoHHbIe UCTbIMaHusi MeOUUUHCKUX
u3lenutl kak yacms Meponpusimull o eanudayuu Npoekma u pa3pabomku 8 coomeemcmeuu ¢ mpeboeaHusiMu
HaUUOHa bHbIX UJlU Pe2UOHallbHbIX HOPMamueHbIX OOKYMEHIMO8 (CM. MpuMeYaHue 2).
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MpumMevaHus

1 Ecnu meduyunckoe usdesnue nodnexum eanudayuu mosibko nocrie c6opKu U MoOHMaXa Ha Mecme e20 npuMeHe-
HUA, NocmaseKa NPoOyKYUU He cyumaenmcs 3aKoH4YeHHoU 0o mex nop, noka npodykyus He bydem ¢hopmanbHO nepedarHa
nompebumerio.

2 [pedcmaeaneHue MeOUUUHCKO20 u3denus Ons npoeedeHus KIUHUYECKUX U/umu 3KCrlyamayuoHHbLIX UchbimaHul
He cyumaemcs nocmaexou.

7.3.7 YnpaBneHue usMeHeHUsIMU NpoeKTa u pa3paboTku

MaMeHeHus1 npoekTa n paspabotku AomkHbI ObiTb MAEHTU(ULMPOBaHBLI, @ 3aNUcK AOIMKHBLI NOANEPXN-
BaTbCA B paboyeM CoCToAHNN. 3meHeHNs AOMKHBI GbiTb NPoaHaNM3upoBaHL!, BepuduLMpoBaHb] U NOATBEPXK-
[eHbl COOTBETCTBYIOLIMM 06pasoM, a Talkke COrnacoBaHbl 0 BHECEHWS. AHaNu3 M3MEHeHWid npoekTa v
pa3paboTkun AoImKeH BKITIOMaTh OLIEHKY BNNSIHUS M3MEHEHWI Ha COCTaBHbIE YacTN U3LIeNUIA 1 Y)Ke NOCTaBNeH-
Hyl0 NPOAYKUMIO.

3anucy pesynbTaTtoB aHanNM3a UaMeHeHui 1 NoGbIX HeOHXOANMbIX AEACTBUIA JOIMKHBI NOAAEPKUBATHCS
B paboyem coctosiHum (4.2.4).

7.4 3akynku

7.4.1 MNpouecc 3aKynok

OpzaHusayus dormkHa paspabomams GoKyMeHmupoeaHHsie npouedypsi, obecneyusarouue coomeem-
cmeue 3aKyrnneHHoU npodyKyuu ycmaHoeneHHLIM mpebo8aHUsIM K 3aKynKam.

Tvin 1 cTeneHb ynpaBreHnsl, NPUMEHSAEMbIE MO OTHOLLEHWIO K NOCTaBLLMKY M 3aKYNIeHHOW NpoayKuuK,
[OIMKHbI 3aBUCETb OT ee BO3[eNCTBMS Ha NocneayioLme CTagnum XXM3HEHHOIo LMKna NpoAyKUMY UK roTOBYHO
npoAyKuuio.

OpraHu3aums [ormKHa OLIEHUBaTh W BbIOMPaTh NOCTABLWKOB Ha OCHOBE MX CMOCOBHOCTM NOCTaBNATb
NpoayKuUMIO B COOTBETCTBMM C TpeboBaHMAMU opraHusaumn. [lomkHbl ObiTb pa3paboTaHbl kputepun otbopa,
OLIEHKW 1 NOBTOPHOW OLIEHKW. 3an1cuy pe3ynbTaToB OLEHUBAHWA U NIoGLIX HEOBXOAMMEIX AENCTBUIA, BbiTeKalo-
LLMX M3 OLIEHKM, IOIDKHBI NOAAEPKUBATLCA B paboyeM cocTosHum (4.2.4).

7.4.2 Wndopmauus no saKynkam

MHdopMaLus Mo 3aKynkam AosmkHa ONUCLIBaTL 3aKa3aHHYIo NPOAYKUMIO, BKIIIOYas, rae 3To Heo6xoanmo:

a) TpeboBaHWA K YTBEpPXASHUIO NPOayKUUKW, Nnpoueayp, NPoLeccoB n obopynosaHus;

6) TpeboBaHuWs K KBanMUKaLvn nepcoHarna;

B) TpebOBaHUs K CUCTEeMe MeHe[DKMEeHTa KauecTBa.

OpraHvzaumsi fomkHa obecrneunBaTb afeKBaTHOCTb YCTAHOBIIEHHbIX TPpeGoBaHMI K 3aKynkam [0 Mx
COO6LLIEHVS NOCTaBLLVKY.

B moii cmeneHu, 8 kakoli amo Heobxo0umo Onsi ocyujecmernieHust npocnexusaemocmu (7.5.3.2), opea-
Hu3ayus 0ormkHa noddepxueams 6 pabo4eM COCITOSTHUU COOIM8emcmeYoWyio UHGhOPMaYUIo MO 3aKyrKaM,
mo ecmb OoKyMeHmb! (4.2.3) u 3anucu (4.2.4).

7.4.3 Bepudmkaums 3aKynneHHOW NnpoayKUuKn

OpraHu3aums gormkHa paspaboraTtb U OCYLLECTBNATL KOHTPOMb UNK ApYrylo AesTensHOCTb, Heobxoaun-
Myto Ans o6ecneyeHust COOTBETCTBUS 3aKyniieHHOM NPOAYyKLUUM YCTAHOBNEHHBLIM TPeBoBaHNSIM K 3aKyrnkam.

Ecnu opranuaauus unv notpebutens ee NpoayKUMKY NpeanaraoT OCyLLEeCTBUTL BepudvKaLmio Ha npea-
MPUATUM NOCTaBLUMKA, TO OpraHM3aumMsl JOIMKHA YCTaHOBUTbL B MHpopMaLmm no 3akynkam npepgnoraraembie
MepbI Mo NPoBEepKe U NOpsAOK BbiNycka NPOAYKUUM Y NOCTaBLUMKA.

Banucu no eepugbukayuu domkHbI NoO0epkueamscsi 8 paboyem cocmosiHuu (4.2.4).

7.5 MpouseoacTBO U OGCNyXUBaHue

7.5.1 YnpaBneHwe NpovM3BOACTBOM U obcnyxuBaHuem

7.5.1.1 O6ujue mpeb6oeaHus

OpraHu3aums JormkHa nnaHupoBaTb U o6ecnedvBaTb NPOVM3BOACTBO U OGCIYXVBaHWE B YNpaBnsieMbIX
ycrioBusix. YrnpaensieMble YCIOBWS [OSHKHbI BKIHOYaTb, €CIK 3TO LieriecoobpasHo:

a) Hanuuve UHopMaLIMK, ONVCLIBAOLLEN XapaKTepUCTUKU NPoayKUWK;

6) Hanuyvue GoKyMeHmMUPOBaHHbIX Mpouedyp, paboyux UHCMPYKUUU, 3mManoHHbIX MPoyedyp U3MepeHUst
U, ec/iu Heobxo0uMo, crpasoyHo20 Mamepuarna;

B) NpYMeHeHWe NoAxoasLLeEro o6opynoBaHUs;

r) Hanuuve u NPUMEHEeHNe KOHTPONBHbIX M U3MEPUTENbHLIX NPUGOPOB;

A) npoBefeHVe MOHUTOPUHIA Y U3MEPEHUIA;

€) ocyLlecTBrneHVe Bbinycka, NoCTaBKU U AEVCTBUIA Nocrie NocTaBky NPoayKUUW;

X) 8bIMoNIHeHUe KOHKpemHbix delicmeul 1Mo MapKUupoeKe U yrakoeke.

Opearu3sayusi OomkHa paspabomame opMy 3anucel u noddepxueamb Ux 8 paboyeM COCMOSIHUU

10



rOCT P UCO 13485—2004

(4.2.4) 0ns kaxdol napmuu MeduyuHcKux uddenud, 4mobbl 0becriequms UxX NMPOCIIeXUSaeMOoCITIb 8 COOMeem-
cmeuu ¢ 7.5.3 u ycmaHosums Konuyecmso rpoussedeHHol npodykyuu u npodykyuu, npedHasHaqeHHol ons
npodaxu. 3anucu no Kkaxool napmuu usdesnuil Go/mkHbI 6bimb eepughuluposaHbl U ymeepXOeHbi.

MpumedaH ue— Napmuel MoxXem cdyumambcsl 00HO MeOuUUHCcKoe u3derue.

7.5.1.2 YnpaeneHue npou3eodcmeom u obcnyxueaHuem. CrieyuansHblie mpeboeaHus

7.5.1.2.1 HYucmoma npodykyuu u KOHMPOJIbL 3a2PA3HeHHOCMU

OpeaHru3sayus do/mkHa paspabomams OOKyMeHmupoeaHHbie mpeboeaHusi K yucmome npodyKyuu, ecriu:

a) neped cmepurnusayuel u/unu NpuMeHeHUeM NPooyKyUsT MPOXO0UM OYUCIMKY 8 Op2aHu3ayuu;

6) npodykyusi nocmaensiemcsi 8@ HecmepusIbHOM eude U NMoosIeXxum oyucmke neped cmepunusayuel
u/unu npuUMeHeHuUeMm;

8) NpoldyKyust mocmaesisiemcs: 8 HeCMePUSILHOM 8ude U ee Yucmoma He UMeem 3Ha4yeHUs1 07151 NpuMe-
HeHusI;

2) peazeHmbi Oris1 oHucmKu NMPodyKyuu Go/DKHLI 6bimb yOarieHbl NpU ee U320MmOoeeHUU.

Ecnu npodykyus nodeepeaaerncst O4UCIMKe 6 COOIMBEeITICIMEUU C TlepeyucsieHusiMU a) unu 6), mpebosaHusi,
codepxaujuecs e (6.4, nepequcneHue a) u (6.4, nepeducnierue 6), neped npoyedypoli OHUCMKU HEe MPUMEeHS-
fomces.

7.5.1.2.2 Pabombi 1o MOHMaxy

IMpu HeobxodumMocmu opzaHu3sayus do/mkHa paspabomampe GOKyMeHmuposaHHbie mpeboesarusi, codep-
Xaujue Kpumepuu NpueMKuU U eepugbukayuu MOHmaxa MeOUYUHCKO20 u30esnusi.

Ecnu coanacosaHHblie ¢ nompebumeniem mpeboeaHusi M0380/ISIIOM 6bIMONIHSIMbL MOHMAaXK He MOJIbKO
cunaMu opeaHu3ayuu unu ee MoJsIHOMOYHO20 npedcmasumertsi, op2aHu3ayus 0omkHa paspabomams AOKy-
MeHmuposaHHble mpebosaHusi K MaKoMy MOHIMaxXy U e20 eepugbukayuu.

Banucu no MoHMaXxy u eepuchuKayuu, KoImopble ocyuwecmerisielmn op2aHu3ayust Uiy ee rnosTHOMOYHbIU
npedcmasumerib, G0/mKHbI M0G0epKuUBaIMbes 8 paboyeM cocmosiHuu (4.2.4).

7.5.1.2.3 [JessmenbHOCMb 110 OGCITYXKUBAHUIO

Ecnu mpeboeaHue K 06cryueaHUIo S16/1siemcs1 creyualribHbiM, opeaHu3ayusi 0o/mkHa, npu Heobxodu-
mocmu, paspabomamb OOKyMeHmupogaHHbie rpoyedypbi, pabodue UHCMPYKUUU, CPagoYHbie Mamepuarsi
U 3majsioHHbIe npoyedypbi UdMepeHuUs O11s1 ocyulecmerneHus oberyxueaHus u e2o eepughukayuu 8 coomeem-
cmeuu co crieyuarnsHbiM mpebosaHueM.

Banucu no obenyxueaHulo, BbINOMIHIeMOMY Ope2aHu3ayuell, Oo/KHbI MoO0epxXueamscsi 8 paboyem
cocmosiHuu (4.2.4).

I pumeyaHue— ObcryxueaHue MOXem 8KITi0Yamb, HalPUMEP, PEMOHM U MexXHuUYeckoe o6CITyXueaHue.

7.5.1.3 CneyuanbHbie mpeboeaHusi kK CMepUsIbHbIM MeGUUUHCKUM u3denusmM

OpeaHu3sayus domkHa noddepxueams 3anucu o napaMempam npoyeccos cmepusu3ayuu, NpuMeHsie-
MbiIx Ons kaxxool napmuu crmepunusyemoll npodykyuu (4.2.4). 3anucu no cmepunu3ayuu OOmMKHbI NMPOCeXU-
g8ambes1 0551 Kaxdol napmuu npou3sefeHHbIX MeOUYUHCKuX usdesul (7.5.1.1).

7.5.2 Banupauus npoLeccoB Npou3BoACTBa U 06cnyxmBaHus

7.5.2.1 O6uwjue mpeboeaHus

OpraHusauvs [OMkHa NoATBepXOoaTh BCE NPOLECChl NMPOM3BOACTBA U 0GCNyXMBaHUS, pe3ynbTathl
KOTOpbIX HeJSb3sl NPOBEPUTL NOCPEACTBOM NOCNEA0BaTENbHOIO MOHUTOPUHIA UM n3mepeHusi. K HUM oTHocAT-
Csl BCe NpoLlecchl, HEAOCTaTKM KOTOPLIX CTAaHOBATCS OMEBMAHLIMUA TOMLKO MOCMe Havana WUCrNonb3oBaHWA
npoaykumn.

Bannpoauus normkHa NpofeMOHCTPMPOBaTh CNIOCOGHOCTL 3THX NPOLIECCOB AOCTUraTh 3anfiaHUPOBAHHbIX
pe3ynbTaToB.

OpraHviaaums fomkHa paspaboTaTb Mepbl N0 3TMM NpoLLeccaM, BKNoYas, €Cnu 3To NpUeMnemMo:

a) onpepeneHHble KpUTEPUW ANs aHanvaa v yTBepXXaeHUsi NpoLIecCoB;

6) yTBepXOeHWe COOTBETCTBYHLLEro 060pyAoBaHUs U KBanvduKauum nepcoHana;

B) NpVYMeHeHWe KOHKPEeTHLIX MEeTOZIoB 1 npoLieayp;

r) TpeboBaHus k 3anucsm (4.2.4);

[l) MOBTOPHYIO BanuaaLuio.

OpeaHu3sayusi 0o/mkHa paspabambigamb OOKyMEHMUPOSaHHble npouedypbl eanudayuu NMpUMEeHeHUs
KOMITbromepHO20 pogpaMMHO20 obecrieyeHus (U usmeHeHUll mako2o obecrieqweHust u/unu e2o NPUMeHeHUs)
ripu npousgodcmee U obcryxusaHUU, KOmopbie MO2ym OKasbieamb MUsiHUe Ha crocoGHOCMb NPodyKyuu
ydoerniemeopsims ycmaHo8eHHLIM mpeboeaHusiM. Takoe npozpamMmMHoe obecriederue criedyem ymeepxodamb
00 820 Nepeo20 NPUMEHeHUSs..

Banucu o pesynsmamax eanudayuu 0o/mkHbI Mod0epxueamsCs @ paboyem cocmosiHuu (4.2.4).
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7.5.2.2 CneyuanbHbie mpe60osaHusi K CIMepusibHbIM MEeOGUUUHCKUM U30esTusiM

OpeaHru3sayusi 0o/wkHa paspabambigams OOKyMeHmMUpPo8aHHbIe Npouedypbl 8anudayuu npoyeccos cme-
punusayuu. lNpoyeccel cmepunusayuu criedyem ymeepxdamb 00 UX Mepeoeo NPUMEHeHUS.

Banucu o pesynbmamax eanudayuu rpoyeccos cmepunusayuu 0o/mkHbI nod0epxueamscsi 8 paboqem
cocmosiHuu (4.2.4).

7.5.3 UpeHTucpmMkauma u npocnexmBaemMocTb

7.5.3.1 Udenmudpukayus

Opearu3sayusi 0omkHa udeHmughuyuposams NMPoOyKUU0 Ha NMPOMSDKeHUU 6Ce20 XU3HEeHHO20 YUKia ¢
noMowbio0 coomeemcmeytowux cpedcme u paspabambigeams GOKYMeHmMUPoeaHHbIe npouedypb! 0ns1 makol
ulGeHmuchukayuu nPooyKyuU.

OpeaHusayusi GomkHa paspabambieamb OOKyMeHMUpOBaHHbIe npouedypkl, 2apaHmupyrouwue, Yymo
MeduuuHckue u30esusi, 6038pauieHHbIe 8 op2aHu3ayuUIo KaK Hecoomeermcmeyruwue, udermughuyuposarsl U
omdesieHbi om u3denul, cOomMeemcmeylUWUX ycmaHoeieHHbIM mpebosaHusiM (6.4, nepedyucnerue 2).

7.5.3.2 [IpocnexueaeMocmb

7.5.3.2.1 O6wue nonoxeHus

OpeaHru3sayus 0o/mkHa paspabambigams GOKYMEHMUPo8aHHbIe Mpoyedypsi npocnexusaeMocmu. Takue
npoyedypsi O0ImKHLI OrpPedesnsime crmerneHb npocexusaeMocmu npodykyuu U Heobxodumsie 3anucu (4.2.4,
8.3u8.5).

Ecnu npocnexvBaeMocTb sBNsieTcsi TpeboBaHWEM, TO OpraHn3auus AOMMKHA yNpaBnsaTh cneuuanbHon
naeHTdMKaLmeri NpoayKUMn u pervcTpuposarh ee (4.2.4).

I1pumeuyaHUu e— YnpaaneHue KoHguaypayuel npodykyuu sensiemcsi cpedcmeoM, ¢ MoMOWbIo KOmopo2o
MOXHO OCyLecmersimp UGeHMUGUKaUUI0 U NPOC/IEXUBaeMOCTb.

7.5.3.2.2 CneyuanbHblie mpeb0eaHusl K aKmueHbLIM UMIITAaHMUPYeMbIM MeOUUUHCKUM U30esTusiM
U umMnnaHmupyemMsiM MeGUUUHCKUM U30esTusiM

B 3anucu, Heobxo0umMbie 01151 OCyWecmerieHust IMPOCIIeKUSaeMOCMU, Op2aHu3ayusi G0/DkHa eKITioYamb
ceedeHus1 060 8cex KOMITOHeHMaXx, Mamepuarnax U ycrioeusix okpyxaroujell cpedsl, ecriu OHU MO2ym sIeUMbCs
npuyuHoU mMo2o, 4mo MeduyuHcKoe u3desnue He y0oenemeopsiem ycmaHOGNeHHbIM K HeMy mpeboeaHusM.

OpeaHrusayus GomkHa mpebosgams om ceoux npedcmasumenell unu oucmpubsromopos noddepxusams
3anucu o pacrnpedeneHuu MeduyuHcKux usdenull O0ns docmuXeHus npocrexusaeMocmu U docmynHocmu
amux 3anuceli 07151 KORMPOJIs.

OpeaHu3sayusi 0ormkHa obecrieyueamb peaucmpayuro 2pysorosnyyamernsi (HaumeHoeaHusi U adpeca)
(4.2.4).

7.5.3.3 Ndoenmudpukayuss cmamyca

OpraHu3aauvs f[omkHa MAeHTUMMLMPOBaTL CTaTyC NPOAYKLUUM NO OTHOLLEHUIO K TpeGoBaHUAM MOHWUTO-
pViHra ¥ uamepeHuii.

HNdeHmugbpukayus cmamyca npoOykyuu 0omkHa No00epxueambCsi Ha 8Cex amarax ee npouseodcmea,
XpaHeHUs, MOHMaxa U obcnyxusaHus 0r1s1 obecrnieyeHus omnpaesieHus], MPUMeHEeHUS UUu MOHMaXa MOoJlbKO
npodykyuu, npowedwell ece Heobxo0uMsle 8uBbl KOHMPOss U ucnbimarul (unu umerowel oghuyuarnbHoe
paspeweHuUe Ha OMKIIOHeHUe OM ycmaHOoe/IeHHbIX mpeboearull).

7.5.4 CobcTBeHHOCTL NoTpebuTenen

OpraHvzaums OomkHa nposiBnsTbL 3aboTy 0 cOB6CTBEHHOCTU NOTpebuTens, Noka OHa HaxoauTcs Mof,
ynpasrieHMeM opraHv3aumm Unm ncnornb3yeTcs elo. OpraHnsaumnsi AoMKHA UAEHTMOULMPOBaTL, Beprduumpo-
BaTh, 3alUMLIATL U COXPaHATb CODCTBEHHOCTb NOTPebuTens, NpPefoCTaBleHHY OJ1 UCTMOSb30BaHWs MIn
BKMIOMEHVS B NpoayKumio. Ecriv cobcTBeHHOCTL NoTpebuTtens yTepsiHa, NOBpeXAeHa Unu NpraHaHa Henpuroz-
HOW ANt UCMOMb30BaHUA, NOTpebuTenb A0MmKeH ObiTh 00 3TOM U3BELLEH, a 3anvcy AOMKHbI NMOoAAePKUBATLCA
B paboyeM cocTosiHuM (4.2.4).

MpumedyaHue— CobcmeeHHocmbio nompebumernsi Moxem 6bimb UHMeNIEKmMyanbHasi CO6CMeeHHOCMb
unu KoHgudeHyuansHasa UHhopMayus 0 CoCcmonHUU e20 300p08b.

7.5.5 CoxpaHeHMe COOTBETCTBUS NPOAYKLIMM

OpeaHu3sayus domkHa paspabambigamb OOKyMeHmMuUpoeaHHbie npoysdypbl unu paboyue UHCMPYKYUU
10 COXpaHeHUIo coomeemcmeusi NPodyKyuU ycmaHOe/IeHHbIM mpe6o8aHUsIM MPU OCYUWeCcmesIeHUU MexHosIo-
2UYecKUX rpoyeccoe eHympu opeaHu3sayuu u docmaeke npodyKyuu K Mecmy HasHayeHusl.

CoxpaHeHVe COOTBETCTBUA [OJHKHO BKIOYATL B cebs MaeHTUMKALMIO, NOrpy30YHO-Pasrpy30oyHble
paboTbl, YNakoBKY, XpaHeHue U 3almty. CoxpaHeHne OOIHKHO Takke NMPUMEHATBCA M K COCTABHBLIM YacTsM
NpoAyKLWK.

Opzaxusayus 0o/mkHa paspabomambs G0KYMeHmMUpOoBaHHbie Npoyedypkl Unu paboyue UHCMPYKYUU Mo
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ynpaeneHuto npodykyuel ¢ 02paHUYeHHbIM CPOKOM XpaHeHust iubo npodykyuel, mpebyroulel crieyuasibHbIX
ycroeuli xpaHeHus1. Takue criequaribHbie YCii08Usl XpaHeHUs1 G0IDKHbI Pe2ucmpupo8amacsi U 6bimb ynpaernsi-
eMbIMU.

7.6 YnpaBneHue yCTPOMCTBaMM ANl MOHUTOPMHIA U U3MEepPeHUM

OpraHuzaums [0rpkHa OnpefenuTb MOHUTOPVHI M M3MEepeHUsi, KOTopbie NpeACTOUT OCYLLEeCTBISATh, a
Taloke YCTPOWCTBA AN MOHUTOPMHIA Y 3MepeHusi, HeobxoauMble Ans obecneveHnsi CBUAETENbLCTBA COOTBET-
CTBUS NPOAYKLIMM YCTaHOBIIEHHLIM TpeboBaHusm (7.2.1).

Opeanu3ayusi 0ormkHa paspabomambs GOKyMeHmUpOBaHHbie npouedypbi obecrneyeHust rnpoeedeHust
MOHUMOPUHea U U3MEepeHUl @ COOMEeITICIMBUU C YCIMaHO8/IeHHbIMU Mpe608aHUsIMU.

Tam, roe HeobxoanMMo oBecneunBaTb UMEIOLLME 3aKOHHYIO CUITy pe3ynbTaTthl, MU3MepuTernbHoe o6opyao-
BaHWe OJDKHO ObITh:

a) oTKkanMbpoBaHO M NOBEPEHO B YCTAHOBIEHHbIE NepuoaLl MW nepep, ero npuMeHeHneM no obpasto-
BbiM 3TarioHaMm, rnepefaloliMM pasMepbl eAVHUL B CPAaBHEHUM C MeXAyHapOAHLIMM WIU HALMOHAmNbHLIMK
aTanoHamu. Npu OTCYTCTBUM Takux 3TANoHOB 6a3a, UCNONL30BaHHAsA Afs KanMGPOBKX MU NOBEPKM, IOIDKHA
ObITb 3aperMmcTpUpoBaHa;

6) oTperynvpoBaHO unn NOBTOPHO OTPErynMpoBaHo Mo Mmepe HeobxoaumocTy;

B) MOEHTU(PULMPOBAHO C LIENbl0 YCTAHOBIIEHUs cTaTyca kanubpoBku;

r) 3alMLIEHO OT PeryrMpoBOK, KOTOpble caenany 6bl HeaeNCTBUTENBHLIMU pe3yribTaThbl U3MEpPEHHST;

[) 3alMLIEeHO OT NOBPEXAEeHUs U YXYALLIEeHUs COCTOSIHUSI B Xofie obpalLeHusl, TEXHUYECKOro o6eyxu-
BaHWS U XpaHEHUs.

Kpome Toro, opraHusaumsi 10fkHa OLIEHUTb U 3apercTpUpoBaTh NPaBOMOYHOCTb NpeabiayLLnX pe3syrib-
TaToOB U3MepeHusi, ecnu obHapyxeHo, UTo 06opynoBaHue He cooTBeTcTByeT TpeboBaHusim. OpraHuzaums
DOJSMKHA NPeAnNpPUHATL COOTBETCTBYIOLLIEE AeICTBUE B OTHOLLEHUM Takoro 06opyzioBaHKs 1 Nnioboii naMepeHHoN
npoaykuun. 3anucu pesyrnbTaToB KanvGpOBKM M NOBEPKU AOIMKHLI NOAAEPHMBATLCS B paboyeM COCTOsSIHMK
4.2.4).

Ecnv npy MOHWTOpMHIE U M3MepPeHWM YCTAHOBJIEHHLIX TPeGOoBaHUA UCMONbL3YIOT KOMMbLIOTEPHLIE Npo-
rpaMmHblEe CpPeacTBa, UX CrOCOGHOCTL YOBNETBOPSITL NpeanofiaraeMoMy NPUMEHEHUIo 1oMkHa ObiTh noa-
TBepXaeHa. ITO AOIMKHO 6biTh OCYLLECTBIIEHO [0 Hayarna npuMeHeHUs U NOBTOPHO NMOATBEPXAEHO Mo Mepe
HeoBXoAVMOCTH.

IMpumeyaHu e — CuM. pykogodsawjue yka3saHus 8 [6].

8 WUamepeHue (oueHkKa), aHanu3 u ynyullueHue

8.1 O6wue nonoxeHun

OpraHv3aumsi LOMMKHA NNaHMPOBaTb U NPUMEHATL NPOLIECCHI MOHMTOPUHIA, U3MepPeHUs (OLIEHKK), aHa-
nv3a 1 ynyulleHusi, Heobxoavmble Ans:

a) AeMOHCTpauuM COOTBETCTBMSI NMPOAYKLIMY;

6) obBecneyeHns COOTBETCTBUSA CMCTEMbI MEHePKMEeHTa KauecTBa;

8) nmoddepiaHus pesysibmamueHOCMU CUCMeMbl MeHeO)XMeHIma Ka4yecmea.

3T0 [0MKHO BKIOYATL onpeaeneHne NPUMeHsIeMbIX MeTo0B, B TOM YMCTe CTaTUCTUUECKKMX, U obnacTb
MX UCNONb30BaHWS.

IMpuMmeuyaH U e— HayuoHanbHble UNTU peauoHalbHbIe HOpMamueHble JOKyMeHmb! Mogym codepxams mpe-
6ogaHus Kk paspabomke GoKyMeHmMuUpoB8aHHbIX npouyedyp 0517 8HEOPeRHUs1 CMamuCMUYecKux MemoQdo8 U yrpaseHus ux
MPUMEHEHUEM.

8.2 MOHMTOPMHI U n3MepeHue (oLeHKa)

8.2.1 O6pamHas cesn3b

B kayecmee 00HO20 U3 criocoboe OUBHKU (hyHKUUOHUPOSaHUsI cucmeMbl MeHeOXMeHma kayecmea
opeaHu3ayusi 0o/mKHa MPoesoduUMs MOHUMOPUH2 UHGhopMayuu, omHocsiuielics: K y008/1emeopeHUIo opaaHu3a-
uuel mpeboeaHuti nrompebumernsi.

[ormkHbI GbITh YCTAHOBMNEHbI METO/bI NOMYYEeHUs U UCNONb30BaHWA 3ToM MHbopMaLmK.

OpzaHu3sayusi OomkHa paspabomamb O0KYMeHmMUPO8aHHyto npoyedypy no cucmeme ob6pamHoli cessu
(7.2.3, nepeyucrieHue 8) ¢ Uesbio NoJly4eHusi paHHezo rpedynpexoeHusi o npobnemax e obriacmu kadecmea
U 8ee0eHUs1 8 NMPoUecchl Koppekmupyouwux u npedynpexdaioujux delicmeut (8.5.2 u 8.5.3).

Ecnu HayuoHarnbHbie UNU pezuoHallbHbie HopMamueHble OOKyMeHmbl mpebyiom om opezaHu3ayuu
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HaKoOINIeHUs1 ofblima Ha OCHOGaHUU UHEhopMayuu, rosydeHHoU rocse rpodaxu meOUUUHCKO20 u30ernusi,
aHarnu3 maKoeo Ofbima MOXem cmamk Yacmbio cucmeMbl 06pamHol cesisu (8.5.1).

8.2.2 BHyTpeHHMe ayauTbl (NpoBepKM)

OpraHv3auvsi oMKHA NPOBOAUTL BHYTPEHHWE ayauThl (TPOBEpKM) Yepea 3annaHMpoBaHHbLIE UHTepBarbl
C LieNblo YCTAHOBMNEHUS TOro, YTO CUCTEeMa MeHeXKMeHTa KavecTBaa:

a) cooTBETCTBYET 3anfiaHUpOBaHHbIM MepornpusaTusM (7.1), TpebGoBaHWAM HacTosILLEero craHaapTa U
TpeBoBaHMSAM K CUCTEME MEHEKMEHTa KavecTBa, pas3paboTaHHbIM OpraHu3auven;

6) BHeApeHa pe3ynbTaTVBHO U NOAAEPKMBAETCA B paboveM COCTOSHUM.

Mporpamma ayanToB (NMPOBEpPOK) AOMKHA NMNAaHMPOBATLCA C YYETOM CTaTyca U BaXXHOCTU NPOLIECCOB U
y4acTKOB, NoAnexalumx ayouTy, a Taloke pesynbTaTtoB npeabiaywmx ayautos. Kputepun, o6nacts npumene-
HUS, YacToTa M MeToAbl ayAUTOB AOSKHLI GbiTh onpeneneHbl. BoiGop ayavMTopoB v npoBeaeHve ayavuToB
[OoMmkHbI oBecneunBaTb O6LEKTUBHOCTL U GecnpucTpacTHOCTL npouecca ayauta. AyAuTopbl He AOMKHBI
NPOBEPATL CBOIO COBCTBEHHYIO paboTy.

OTBEeTCTBEHHOCTb U Tpe6oBaHUSA K NMAaHMPOBAHUIO U NPOBEAEHWIO ayAUTOB, a Taloke K OTYeTY O pesyrb-
TaTax v nopaepxaHuio aanucei B pabouem coctosiHum (4.2.4) noniHbl ObITb onpeaesneHbl B AOKYMEHTUPOBaH-
HOW npoLenype.

PykoBofcTBO, OTBETCTBEHHOE 3a NpoBepsiemMble 06nacTn AesTenbHOCTH, A0MKHO obecneunsaTs, YTOGL!
[AeViCTBUA npeanpuHUMannch 6e3 M3nULLHeN OTCPOYKM ANs YCTpaHeHWs 0OHapYyXeHHbIX HeCOOTBETCTBUIA U
BbI3BaBLLMX MX npuuvH. lNocnenylowme AeACTBUS [OMKHLI BKNIOYaTb BEPUMUKaALMIO NPeaNPUHATLIX Mep U
OTYeT 0 pesynbTarax Bepudmkaumm (8.5.2).

IpumeyaHue—Cum. [7]— pykosodcmeo no aydumy.

8.2.3 MoHMTOpPMHI u u3mepeHMe (OLeHKa) NPoLeccoB

OpraHu3aumsi foMKHA NPUMEHATL MOAXOASLIME MEeTOAbl MOHUTOPMHrA W, rae aTo LienecoobpasHo,
M3MepeHusi (OLIeHKM) NpoLIeCCOoB CUCTEMbI MEHEDKMEHTA KavecTBa. JTW MeToAbl A0KHbI AEMOHCTPUPOBATL
CNocoBHOCTL NPOLIECCOB AOCTUraTh 3anfiaHMPOBaHHbIX pe3ynbTaToB. ECnn 3annaHMpoBaHHble pesynbTathl He
[OCTUrHYTBI, TO, KOraa 310 LenecoobpasHo, I0MMHKHLI NPeANPUHMMATLCS KOPPeKUUW U KoppekTUpyloLuve aei-
cTBYA ANs o6ecrneyeHns COOTBETCTBUS NPOAYKLMN.

8.2.4 MoHuTOpUMHI U M3MepeHUe (oLeHKa) NpoayKUMM

8.2.4.1 O6wue mpeboeaHus

OpeaHu3sayus 0ormkHa nMpoesodume MOHUIMOPUHZ U U3MEPeHUe XapaKkmepucmuk npodyKyuu C Yesibio
gepuchuKkayuu coomeemcmeus yCmaHo8/IeHHbIM mpeboeaHusiM. MOHUMOpPUHe U U3MepeHue XapaKmepucmukK
npodykyuu OomKHbI Bbimb NMPosedeHbl Ha COOMEeMCMBYIoUUX CmadusiX MPOYeccos XU3HeHHO20 UUKra
npodyKyuu U 8 COOMmeemcmeuU C 3alnaHuposaHHbIMU MeporpusimusimMu (7.1) u OOKYMeHmMUpOBaHHLIMU
npoyedypamu (7.5.1.1).

CeuaeTtensCcTBa COOTBETCTBUS KPUTEPVAM NPUEMKM [OSKHbI NOAAEPKUBATLCA B pabovemM CoCTosHUM.
3anucu [omKHbI yKasbiBaTh NMLIO (@), CaHKLUMOHVPOBaBLLee (Me) BbiNyck npoaykuvu (4.2.4).

Boiryck npoQykyuu u obcryxueaHue He Mogym ocyujecmensimscsi 00 yCcrieuwHo20 3a8epuieHust 3anna-
HupoeaHHbIx Meponpusimud (7.1).

8.2.4.2 CneyuansHoe mpeboeaHue 0511 aKMUBHbLIX UMITNaHMupyemMbix MeGUUUHCKUX u3denul u
uMnIaHmupyembix MeGuyuHckux usdenul

Opearu3sayusi 0ormKkHa eecmu 3arnucu o uéeHmucgbukayuu nepcoHana (4.2.4), nposodsiujezo nobbie
8UObLI KOHMPOJIST USU UCMbIMaHud.

8.3 YnpaBneHue HecoOTBeTCTBYlOLLEelN NpoayKLumen

OpraHvzaums fomxkHa obecnevmBarb, YTOOblI NPOAYKUMS, KOTOpasi He COOTBETCTBYeT TpeboBaHUAM,
6bina naoeHTPULMPOBaHa M yNpaBnsinach ¢ Lerbio NpeaoTBpalleHus HerpeaHamepeHHOro UCMNoNb30BaHWs
unv noctaeku. CpencTBa ynpaeneHvsi, COOTBETCTBYIOLLAsi OTBETCTBEHHOCTb M NMONTHOMOYUS Onsi paboTthl ¢
HeCcOoOTBETCTBYHOLLEN NpoAyKUMei AoMmMKHbI ObITe onpeaeneHs B J0KYMEHTMPOBaHHOM npoueaype.

OpraHuzaumsa OO/MKHa pellaTb BOMPOC O HEeCOOTBETCTBYIOLLEW MPOAYKUMU OOHUM MIWU HECKONbKMMU
cnenylowmMy cnocobamu:

a) ocyLlecTBNATL AEICTBUS C LieNbio YCTpaHeHUst 06Hapy>XeHHOro HECOOTBETCTBUS;

6) caHKUUOHUPOBamMb NPUMeHeHUe, 8bIMyCK Unu nMpueMKy npodyKyuu nod paspeweHue Ha OmKIIoHeHuUe
0Om ycmaHoe/eHHbIX mpebosaHull;

B) OCYLLIECTBNATb ASWCTBYS C LieS1bio NpefoTBpaLLeHus ee NepBoHaYanbHOro npeanosiaraeMoro MCnorb-
30BaHUS UNW NPYMEHEHWS.

OpeaHu3sayus 0ormKHa eapaHmupoeamb, 4mo Hecoomeemcmeytowas npodykyusi 6ydem npuHsima npu
rony4YeHuU paspeweHUs1 Ha OMK/IOHEHUS OImM YCMaHOoe IeHHbIX MmpebosaHul MOJLKO @ IMOM Cr1ydyae, ec/iu 3mo
donyckaemcs: ycmaHoeneHHbIMU mpeboeaHusMu. 3anucu 06 udermuchbukayuu nuya (nuy), umerowiezo (ux)
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MOTHOMOYUS1 Ha 8bl0advy paspeweHull Ha OMKIIOHeHUS, O0/KHLI noddepxueambcsi 8 paboyeM coCmosiHUU
(4.2.4).

3anvcy o xapaktepe HeCOOTBETCTBUIM M NIOOLIX NOCNeAyLUX NPeanpUHATLIX AeUCTBUSAX, BKIOYas
NpremMKy NpoayKuvu nop, paspeLleHve, A0MMKHbI NoaAePXMBaTLCA B paboyem cocTosiHum (4.2.4).

Koraa HecooTBeTCTBYIOLLAA NPOAYKLMS MCNpaBrieHa, OHa AoMKHA ObiTb NoABeprHyTa NOBTOPHONM Bepy-
dmkauuy ons noaTeepKaeHUss COOTBETCTBUS TPEGOBaHUAM.

Ecnun HecooTBeTCTBYIOLLAA NPOAYKLIVSA BbisiBeHa NOCHe NOCTaBky UM Havana UCrosib30BaHWs, OpraHu-
3auusl [OMKHa NpeanpyHATbL OerCTBUSA, afeKBaTHbie NocneACcTBUAM (MU NOoTeHUMarnbHbIM NOCNeacTBUSIM)
HeCoOTBETCTBYS.

Ecnu npodykyust HyxO8aemcsi @ nepepabomke (00uH unu 6oree pas), opeaHu3ayusi obsisaHa OOKyYMeH-
mupoesame ripoyecc nepepabomku e paboyell UHCMPYKYUU, Ha KOMOPYO criedyem nosy4ums oghuyuarbHoe
paspeuweHue u 0006peHUe MaK e, KaKk U Ha NnepsoHaqasbHy pabouyio uHcmpykyuio. leped nonyyeHuem
oghuyuanbHo20 paspeweHus: U 0006peHust 00rmKHbI Bbimb oripedenieHbl U OOKyMeHmuposaHbi (4.2.3 u 7.5.1)
Jobbie HebnazonpusimHbie nocredcmeus nepepabomku MPoOyKUUU.

8.4 AHanu3s faHHbIX

OpeaHru3sayus dormkHa paspabomams Q0KyMeHmupogaHHY rpouedypy onpedeneHusi, cbopa u aHanusa
OaHHbIX, Heobxo0uMbix Oris1 OeMOHCMpayuU pe3ynsmamugHOCIMU cucmeMbl MeHeOXMeHma KaJecmea u ee
COOmMeemcmeaust ycmaHoe/eHHbIM mpebogarusiM, @ makoke Orsi OUSHKU 803MOXHOCIMU MOBLILIEHUST ee Pe3y/ib-
mamusHocmu.

[HaHHbIe [OMKHBI BKINHOYAaTbh MHADOPMAaLMIO, NMOSyHeHHYH B pesyrbTaTe MOHUTOPUHIA U U3MepeHus Taioke
1 U3 ApYrMX COOTBETCTBYIOLLMX UCTOHHMKOB,

AHanu3 faHHbLIX JOrKeH NpefoCTaBnsATbL MHOPMaLWio Mo:

a) obpamHou ces3u (8.2.1);

6) cooTtBeTCcTBMIO TPEGOBaHUAM K Npoaykuum (7.2.1);

B) XapaKTepucTVkaMm U TeHOEHLMSM NpoueccoB W NpoAyKUWM, BKIOYAs BO3MOXHOCTW NpoBeneHust
npegynpexaaoLmx encTBUN;

r) NocTaBLLMKaM.

Banucu pesynemamoe aHanusa OaHHbIX G0mkHbI Mo00epx usambcsi 8 paboyeM cocmosiHuu (4.2.4).

8.5 Ynyuywenue

8.5.1 O6wue nonoxeHus

Opearu3zayusi 0omkHa uleHmMuGbuyuUpPosamb U 8bINOHAMb /I06ble U3MeHeHUsi, Heobxo0umbie Ons
obecrieqeHus1 U NoAOepXaHUsT MOCMOSIHHO20 COOMEBeMCmeuUsT YCMaHOo8IeHHbIM mpeboeaHusM U pe3ynbma-
mueHocmu cucmeMbl MeHedXMeHma KaJecmea, UCIob3ysi ToNUMuUKy e obracmu kadecmea, ycmaHaenueasi
yesnu 8 amol obnacmu, a maioke Ucronb3ysi pe3ysibmamal ayoumoe, aHanu3a OaHHbIX, KOPPeKmuUpyrwux u
nipedynpexdarowux delicmeull U aHau3a co CMOPOHbLI pykogodcmea.

OpzaHu3sayus 0o/mkHa ycmaHoeumb OOKyMeHMUpOo8aHHbIe Npoyedypb! 8binycka U MPUMEHeHUS! NMOSICHU-
merbHbix ysedomneHul. Criedyem obecrieyums 603MOXHOCTL PO8eOeHUsT makux npouedyp e moboe epemst.

Banucu 06 usyyeHuU xasnob nompebumereli 0omkHLI N0O0epXueamuCs1 8 paboyem cocmosiHuu (4.2.4).
Ecnu e xo0e makoeo usy4eHusi 6ydem ycmaHoesieHo, 4Ymo NosienieHulo xano6 nompebumeneii cioco6ecmeyem
BHeWHs1s1 0esImesibHOCMb Op2aHu3ayuu, Mex0Oy 3aUHMepPeco8aHHbLIMU Op2aHu3ayusMu credyem nposecmu
obmeH coomeemcemeyroujell uHghopmayued (4.1).

Ecnu no moboli xanobe nompe6umens He NpednpuHsaMbI KOppexmupytoujue u/unu npedynpexdoaloujue
Oelicmeusi, nMpu4uHy criedyem obwsicHums (5.5.1) u 3apeaucmpupoeams (4.2.4).

Ecnu smoeo mpebyiom HaUuoHalbHble UflU Pe2UOHallbHbie HOpMamueHble O0KYMeHMbI, op2aHu3ayus
OdomkHa paspabomamb OOKyMeHmMUpoBaHHbie npouedypbl yBeOOMIIGHUST Pe2ynupyrouwUx op2aHoe O mex
UHUUOeHmax, Komopble COOMEeImnCcmeayom KpumepusiM K OmyemHocmu.

8.5.2 KoppekTupyolwme aeicreus

OpraHu3aauuvs foMmKHa NpeanpuHMMAaTh KOpPeKTUpYyoLLme AeCTBUA C LieNbio YCTPaHeH sl NPUYMH HeCo-
OTBETCTBUIM ANA NpeaynpexaeHns NOBTOPHOIO UX BO3HVMKHOBEHUS. KoppeKkTupyioLLme AeiCTBIS A0MKHbI BbiTb
afeKkBaTHLIMWX NOCNeaACTBUAM BblSiBJTIEHHbIX HEeCOOTBETCTBUIA.

HomxkHa 6bITb paspaboTaHa JOKyMEHTUPOBaHHAs NpoLienypa Ansi onpeaeneHus TpeboBaHni K:

a) aHanvay HecooTBETCTBMWI (BKItovas Xxanobbl notTpebuteneii);

6) ycTaHOBMEHMWIO NPUYNH HECOOTBETCTBUI;

B) OLEHWBaHWIO HEOOX0OMMOCTY AeiCTBUM, YTOObI N36exaTb NOBTOPEHWS HECOOTBETCTBWIA;

2) onpedeIeHUI0 U 8bINMONHEHU0 Heobxo0uMbix Oelicmaull, 8kIr0Hast, ecru UenecoobpasHo, 06HO8I8HUe
OokymeHmauuu (4.2);
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0) peaucmpayuu pe3ynsmamoe /mobbix paccie0oeaHull U NPUHAMBbIX Mep (4.2.4);

e) aHanusy npednpuHsMbIX KOPPEeKMUPYoujux delicmaulil U ux pesyfbmamugHocmu.

8.5.3 Mpeaynpexaalowme AeUCTBUA

OpraHusauus fonmkHa onpeaenuTb AeCTBUS C LeNbo YCTPaHEHNA NPUYMH NOTEHUMAanbHLIX HECOOTBET-
CTBUW ANs NpeaynpexaeHusl ux nosieneHust. MNpeaynpexaaowme AeNCTBUS NOMKHLI COOTBETCTBOBATbL BO3-
MOXHbIM NOCNEeACTBUAM NOTEHUMASbHbIX NPOGeM.

OonxHa 6biTb paspaboTaHa AOKYMEHTUPOBaHHas npoLeaypa Ans onpeneneHvs TpeboBaHwWin K:

a) YCTaHOBMEHWIO NoTeHUManbHbIX HECOOTBETCTBUIA U UX NPUYKH;

6) oueHUBaHWIO HEOOXOAUMOCTM AEMCTBUI C LENbIO NpeaynpexaeHns nosiBfieHWs HeCOOTBETCTBUM;

B) onpeneneH’to 1 ocyLLEeCTBIEHMIO HEOOXOAUMBIX AeNCTBUN;

2) peaucmpauyuu pe3ynibmamos fobbix paccredosarull U NPUHAMbIx Mep (4.2.4);

0) aHanu3sy npednpuHambix npedynpexdarowux Oelicmeull U ux pesysibmamugHoCmu.

MpunoxeHue A
(cnpaBouHoe)

CooteetcTBue mexay NCO 13485:2003 u UCO 13485:1996

Tab6nuya A1 — CooreetcTBue Mexay MCO 13485:1996 u UCO 13485:2003

MCO 13485:1996 MCO 13485:2003
1 O6nacTb NPUMEHEeHs 1
2 HopMaTuBHble CCbINKu 2
3 OnpepeneHus 3
4 TpeboBaHWs K CUCTEMe KauecTBa (TONbKO 3arofoBokK) —
4.1 OTBETCTBEHHOCTL PYKOBOACTBA (TONbKO 3arofIoBOK) —
4.1.1 NonumMka B obnactu kayecTsa 5.1,5.3,54.1
4.1.2 OpraHusaums (TONbKO 3arorioBOK) —
4.1.2.1 OTBETCTBEHHOCTb W NOJTHOMOUUS! 5.5.1
4.1.2.2 Pecypchl 6.1,6.2.1
4.1.2.3 lMNpeacraBuTenb pyKOBOACTBA 5.56.2
4.1.3 AHanus co CTOpOHbI PyKOBOACTBA 5.6.1,8.5.1
4.2 CuctemMa KayecTBa (TOMNbKO 3arofoBOK) —
4.2.1 O6wme NonoXeHus 41,422
4.2.2 TMpoueaypbl CUCTEMbI KayecTBa 421
4.2.3 lNnaHupoBaHue ka4yecTBa 542,71
4.3 AHanus KOHTpaKTa (TONbKO 3arofoBOK) —
4.3.1 OOLMe NonoxeHUA (TONbKO 3aroNoBoK) —
4.3.2 AHanu3 52,721,722,723
4.3.3 N3ameHeHUs K KOHTpaKTy 7.2.2
4.3.4 3anucu 7.2.2
4.4 YnpaBneHve npoeKTUpPOBaHUEM (TONMbLKO 3arofioBOK) —
4.4.1 O6Lme NoNnoxeHUA (TOMNLKO 3arofioBOK) —
4.4.2 MNnaHvpoBaHWe NpoeKTUpoBaHUsA 1 paspaboTin 7.3.1
4.4.3 OpraHu3aLMOHHOE U TEXHUYECKOE B3auMOAeiCTB1e 7.31
4.4.4 BxopHble NPOEKTHbIE AaHHbIE 7.3.1,73.2
4.4.5 BbixoaHble NPOEKTHbIE AAHHbIE 7.3.3
4.4.6 AHanus npoekta 7.34
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INMpodomkeHue mabnuys! A.1

MCO 13485:1996 MCO 13485:2003

4.4.7 MNpoBepka npoekTa 7.35
4.4.8 YTBepxaeHWe npoekta 7.3.6
4.4.9 WN3ameHeHus npoekTa 7.3.7
4.5 YnpaBneHvue AOKyMeHTauveln U AaHHbIMU (TOMbKO 3arofioBOK) —

4.5.1 O6wwwe nonoxeHus 423
4.5.2 YTBepxaeHue 1 BbiNyCK AOKYMEHTaLUM N AaHHBIX 423
4.5.3 NameHeHWe [OKYMEHTOB U AaHHbIX 4.2.3

4.6 3akynkv (TONbKO 3aronoBOK) —
4.6.1 OO6Lme NonoxeHs (TOSbKO 3arofoBOK) —

4.6.2 OueHka cybnogpsiunkoB 7.41

4.6.3 WHopmaums no 3akynkam 7.4.2

4.6.4 TNpoBepka 3aKynneHHON NpoayKuumn 743

4.7 YnpaBneHve npogykuvei, noctaBnseMor notpebutenem 7.5.4

4.8 NpeHTudukaLma 1 NpocnexXnsaeMocTb NpoayKLmun 7.5.3

4.9 YnpaeneHuwe npoueccamu 6.3,64,751,752
4.10 KoHTpOnb 1 UCMbITaHWA (TOMbKO 3arofioBOK) —

4.10.1 O6uwue nonoxeHus 71,81
4.10.2 BxoaHOMN KOHTPOSb U UCMbITAHUSA 743,824
4.10.3 KoHTpornb 1 UcnbiTaHUsA B NpoLecce Npou3BoACcTBa 8.24
4.10.4 OxoHYaTenbHbI KOHTPOIb U UCTbITaHUA 824
4.10.5 Peructpauus gaHHbIX KOHTPOMS U UCMNbITaHWIA 753,824

4.11 YnpaBneHne KOHTPOMbHbIM, W3MEPUTENMbHLIM W  UCMbITa- —
TenbHbLIM 060pyAOBaHNEM (TOMLKO 3ar0nOBOK)

4.11.1 O6wue nonoxeHus 7.6
4.11.2 MNpoueaypsbl ynpaBneHus 7.6
4.12 CTaTyC KOHTPOMS U UCMbITaHWiA 7.5.3
4.13 YnpaBneHWe HECOOTBETCTBYIOLIE npoayKumein (TOonbko —
3arornoBoK)
4.13.1 O6Lme NnonoXeHus 8.3
4.13.2 AHanus u yTunusauums HeCOOTBETCTBYHOLLEN NpoayKUun 8.3
4.14 Koppektvpylolime 1 npegynpexaparowme AeAcTBUsA (TONMbKO —
3aronosok)
4.14.1 O6uwue nonoxeHus 852,853
4.14.2 KoppekTtupyowme AencTsus 8.5.2
4.14.3 TpegynpexpaoLmne aencTeums 8.5.3

4.15 Torpy3o4Ho-pasrpy3oyHble paboTbl, XpaHeHUe, YMNaKoBKa, —
KOHCepBaUus 1 NocTaBKa (TONbKO 3arofoBOK)

4.15.1 O6Lme nonoxeHus 6.4

4.15.2 lMorpy3o4HO-pasrpy3oyHblie paboThbl 7.5.5
4.156.3 XpaHeHue 7.5.5
4.15.4 YnakoBka 7.5.5
4.15.5 KoHcepsauus 7.5.5
4.15.6 lNocTaBka 7.51
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OkoHuyaHue mabnuubi A.1

MNCO 13485:1996

MCO 13485:2003

4.16 YnpaBneHue peructpauven AaHHbIX O KayecTBe 424
4.17 BHyTpeHHWe NpoBEPKU KavyecTBa 822,823
4.18 MMNoparoTtoBka kagpoB 6.2.2
4.19 O6cnyxuBaHve 7.5.1

4.20 CratucTnyeckre MeTodbl (TONbKO 3arofoBoK)
4.20.1 OnpepgeneHue notpebHocTen

4.20.2 Tpouenypsbl

8.1,823,824,84
8.1,8.2.3,824,84

Ta6nwuya A2— Cootsetctaue mexay MCO 13485:2003 n MCO 13485:1996

MCO 13485:2003

MNCO 13485:1996

1 O6nacTtb npUMeHeHuUs

1

1.1 O6wwme nonoxeHus

1.2 lMpumeHeHve

2 HopmaTuBHble CCbINkM 2

3 TepMuHbI 1 onpegeneHus 3

4 Cuctema MeHeXMeHTa KayecTBa (TONbKO 3aronoBokK) —

4.1 O6wue TpeboBaHus 4.2.1

4.2 TpeGoBaHus K AOKyMEHTaLMM (TONbKO 3arofioBOK) —

4.2.1 O6Lme NnonoxeHns 4.22

4.2.2 PykoBOACTBO NO KayecTBy 421

4.2.3 YnpaBneHue AOKyMeHTaLuen 451,452,453

4.2.4 YnpaBneHue 3anucsiMu 4.16

5 OTBETCTBEHHOCTL PYKOBOACTBA (TOSLKO 3aroNoBOK) —

5.1 QObszatenbcTBa pyKoBOACTBA 4.1.1

5.2 OpwueHTauusa Ha noTpebutens 432

5.3 MonuTnka B obnacTu kayecTsa 411

5.4 TMnaHupoBaHUe (TOMbLKO 3arofioBOK) —

5.4.1 Llenu B o6nacTu ka4yecTsa 411

5.4.2 MnaHupoBaHMe  co3gaHMAs U pasBUTUA  CUCTEMbI 4.2.3
MEeHeMKMeHTa KayecTea

5.5 OTBeTCTBEHHOCTb, NONMHOMOYMA W OOMeH WHdopMaLmeit —
(TOnbKO 3aronoBok)

5.5.1 OTBETCTBEHHOCTb M NOSIHOMOUMS 41.21

5.5.2 TMpeacraBuTens pykoBoacTBa 41.2.3

5.5.3 BHyTpeHHWin obMeH nHdopmaLmei —

5.6 AHanua co CTOPOHbI PYKOBOACTBA (TONBKO 3arofioBOK) —

5.6.1 O6LUme nonoxeHus 4.1.3

5.6.2 BxogHble gaHHble ons aHanusa —

5.6.3 BbIXxogHble AaHHbIE aHann3a —

6 MeHemKMeHT pecypcoB (TOMbKO 3aronoBoK) —

6.1 ObecneyeHue pecypcamu 4122
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MCO 13485:2003

MNCO 13485:1996

6.2 Yenoseueckne pecypchbl (TOSLKO 3arosioBOK)

6.2.1 O6Lwwwme nonoxeHus 4122

6.2.2 KOMNeTeHTHOCTb, OCBEAOMITEHHOCTb U NOAroTOBKA 4.18

6.3 WHdpacTpykTypa 4.9

6.4 MNpousBoacTBeHHas cpeaa 4.9,4.151

7 TpoLecchl XU3HEHHOTO Lyka NpoayKLMK (TOMBLKO 3arosioBok) —

7.1 TnaHvpoBaHWe NPOLECCOB XU3HEHHOrO LinKna npoaykumum 4.2.3,4.101

7.2 Tpouecchl, CBfi3aHHbIe C NOTpebuTensaMn (TOMNbLKO 3arofoBOK) —

7.2.1 OnpegeneHve TpeboBaHNI, OTHOCSALLMXCS K NPOAYKUUM 4.3.2,44.4
7.2.2 AHanus TpeGoBaHUiA, OTHOCALLMXCA K NpoAyKuum 4.3.2,4.3.3,4.3.4
7.2.3 Cesi3b ¢ noTpebutensmm 432

7.3 lMNpoekTupoBaHue u pa3paboTka (TONbLKO 3aronoBOK) —

7.3.1 MNnaHupoBaHWe NpoeKTUpOBaHUs U pa3paboTku 442,443
7.3.2 BxogHble AaHHbIe AN NPOeKTUPOBaHWA U pa3paboTku 444

7.3.3 BbIxogHble AaHHble MPOEKTUPOBaHUA 1 paspaboTku 445

7.3.4 AHanus npoekTa v paspaboTku 446

7.3.5 Bepudvkaumna npoekta u paspaboTkm 447

7.3.6 Banupauvs npoekta u paspaboTku 448

7.3.7 YnpaBneHue usmMeHeHUsiM1 npoekTa u paspaboTku 4.4.9

7.4 3akynku (TONbKO 3arofioBOK) —

7.4.1 TlpoLecc 3aKynok 46.2

7.4.2 WNHdopmaums no 3akynkam 4.6.3

7.4.3 Bepudukaums sakynneHHon npogyKumum 4.6.4,4.10.2
7.5 TMpon3BoACTBO M 0GCNyXMUBaHWE (TONBLKO 3arofioBOK) —

7.5.1 YnpaBneHue npovsBOACTBOM U 0GCnyXMBaHUEM 4.9,4.156,4.19
7.5.2 Banupauvs npoLeccoB Npov3BOACTBa M 06CMyXVBaHWA 49

7.5.3 WpeHTudpmkauus 1 npocrexmsaeMocTb 4.8,4.10.5,4.12
7.5.4 CobcTBeHHOCTb NoTpebuTenein 4.7

7.5.5 CoxpaHeHue COOTBETCTBUSA NPOAYKLIMA

4.15.2,4.15.3,4.154,4.155

7.6 YnpaBneHue yCTpPOWCTBaMU AN MOHUTOPUHIa U UsMepeHui

4.10,4.20.1,4.20.2

8 WUamepeHue (oueHKa), aHanMa v ynydlleHue (TonbKO 3arofoBok)

8.1 O6wue nonoxeHus 411.1,4.11.2
8.2 MOHUTOPUHT U M3MepeHUst (oLieHKa) (TONbKO 3aronoBoOK) —

8.2.1 O6patHas cBfi3b —

8.2.2 BHyTpeHHWe ayauThbl (TpoBEpKM) 417

8.2.3 MOHUTOPUHT 1 n3mepeHue (oLEeHKa) NpoLeccoB
8.2.4 MOHUTOPUHT 1 n3MepeHue (oLeHKa) npoayKumMm

4.17,4.20.1,4.20.2
4.10.2,4.10.3, 4.10.4,4.10.5,4.20.1, 4.20.2

8.3 YnpaBneHve HeCOOTBETCTBYIOLLEN NpoayKumen

4.13.1,4.13.2

8.4 AHanus gaHHbIX 4.20.1,4.20.2
8.5 YnyuyweHue (TONbLKO 3aronoBoOK) —

8.5.1 O6wwme nonoxeHus 413

8.5.2 Koppektupylowme geicTems 4.14.1,4.14.2
8.5.3 [lpeaynpexaaroLime AencTBuA 4.14.1,4.14.3
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Mpunoxexue B
(cnpaBouHoe)

O6bsicHeHue pasnuumii mexxay UCO 13485:2003 u UCO 9001:2000

HacrosiLee npunoxeHue NoATBEPAKAAET CXOACTBO W pasnuune Kak coaepxaliux TpeGoBaHus, Tak u coaepalmx
nHpopMaumio nyHkToB M noanyHktoB MCO 13485:2003 w [3]. MNpuBoaaTca Talke NPUYUHBI PasnuUuui  Mexay

MCO 13485:2003 u [3]:

a) nyHkTbl unun noanyHkTel UCO 13485:2003, ayTeHTMuHbIE [3], 3aknioveHbl B Tabnuue B.1 B kBaapaTHble ckobku;

6) nyHKTLI UnK NoanyHKTh!I [3], uaMeHeHHble B UCO 13485:2003 nytem aoGaBneHnUsi K HUIM UHGopMaLmn unv nocpeacT-
BOM COFf1IacoBaHWs C HOPMAaTUBHLIMWA [OKYMEHTaMW, KaCalOLLWMMUCA MEAULIMHCKUX M3OenviA, NpuBeaeHbl B NEBOI KOMOHKe
Tabnuupl B.1. CooTBETCTBYHOLLME NYHKTLI UNK noanyHkTel MCO 13485:2003 npuBeaeHs! B npaBoii KornoHke Taénuup B.1;

B) MyHKTbI UK noanyHkThl [3], oTcyTeTByiowme B UCO 13485:2003 unu usmeHeHHble NOCPeACTBOM YAaneHus unm
CYLLECTBEHHOro U3MeHeHWsi TpeGoBaHus, B NepBOHaYanbHOM U HEeM3MEHHOM Buae NnpuBeaeHbl B NIEBON KONOHke Tabnu-

ubl B.1. CooTBeTcTBYOLUME NMYHKTHI MNKU noanyHkTel UCO
npvBeaeHbl B NpaBoi KONoHke Tabnuupbl B.1;

13485:2003 1 NpyuUHBLI UX M3MEHEHUS NO CpaBHEHUIO [3]

r) npvuuHbl pasnuunin mexxay MCO 13485:2003 u [3] npuBeaeHs! B NpaBoii KONoHKe Tabnuubl B.1. Tam, rae paanuunii
B KakoM-nn6o NyHKTe Unu NoanyHKTe HeT, pasHuua B Tekcte mexxay MCO 13485:2003 n MCO 9001:2000 oTpaxaeT 3agavy
MCO 13485:2003, cocTosILLYI0 B 03HAKOMNEHUN C AEWACTBYIOLMMU B MUPE HOPMAaTUBHLIMWA JOKYMEHTaM1 U obrneryeHum
BCEMMPHON rapMOHU3aLMN HOBLIX HOPMATUBHLIX AOKYMEHTOB Ha MEAMULIMHCKUE M3aenus.

Ta6nuya B.1 — O6bacHeHne pasnuuunin mexxay MCO 9001:2000 n UCO 13485:2003

MCO 9001:2000

NCO 13485:2003

BBegeHue
O6LWue nonoxeHus

AOns  co3gaHus CUCTEMbl MEHeMKMEHTa KauvecTsa
TpebyeTcs cTpaTerMueckoe pelleHue opraHusauuu. Ha
paspaboTKy 1 BHEAPEHUEe CUCTEMbI MEHEKMEHTA KauecTsa
opraHusaulumn BIUSAIOT U3MeHsLuecs I'IOTpeGHOCT n,
KOHKpETHbIE Lienu, BbinyCkaeMas NpoaykKLusd, NpUuMeHAeMble
npoLecchl, pasMep ¥ CTPyKTypa opraHu3auun. Hactosiyumin
CTaHOapT He npeanonaraeT eguHoobpa3uss B CTpyKType
CUCTEM MEHEDKMEHTa Ka4ecTBa Unn AOKyMEHTaLUuu.

TpeboBaHus1 K CUCTEME MEHEMKMEHTa KayecTBa, ycTa-
HOBINEHHble B HACTOsILLIEM CTaHAapTe, AIBNSIOTCA AOMOn-
HAIOLMMKU MO OTHOLUEHUIO K TpeGoBaHUAM K NpoayKuuu.
WHdpopmaLms, o6o3HaueHHas kak «MpuMeuaHme», ABnaeTcs
METOAVYECKMM  yKasaHMeM MO  TMOHUMaHWI  unu
PasbsACHEHUIO COOTBETCTBYIOLLIErO TpeGoBaHUs.

Hacrosuymin  ctaHgapT MOXET  UCNONb30BaTbCA
BHyTp€HHUMU U BHELLHUMW CTOPOHaMU, BKINKDYaa opraHbl No
cepTduKaLIMK, C LieNbIO OLIeHKM CNocoBHOCTU OpraHn3aLum
BbINOMHATL TpeGoBaHUs nNoOTpebUTEneid, pernameHToB WU
cobcTBeHHble TpeGoBaHusA.

Mpu paspaboTke HACTOSLLErO CTaHAapTa GbiNU YUTEHbI
NPUHUMNGI  MEHEMDKMEHTa KauecTBa, YCTAHOBMEHHbIe B
MCO 9000 u [8]
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BseneHue
Obwue nonoxeHun

Hacmoswuili cmaHdapm onpedensiem mpeboeaHus K
cucmeMe MeHeOXMeHma Kadecmea, KOmopbie Mozym
npuMeHsMbCs1  Opa2aHu3ayuell npu MPOEKMUPOBaHUU,
paspabomke, npou3sodcmee, MOHMaXxe U obCryXueaHuu
MeOuyuHckux usdenul, a maioke npu NPOEKMUPo8aHuU,
paspabomke u obecrneyeHuU Cesi3aHHbIX C HUMU ycriye.

Hacmosiwuli cmaH0apm MoXem makke nMpuMeHsmscs
B8HYMPEeHHUMU U 8HeWHUMU 10 OMHOWEeHUI0 K op2aHusayuu
3auHmMepecoBaHHbIMU CITIOPOHaMU, 6KIIoYasi op2aHbl No
cepmuchuxayuu, 0f18 OUEHKU crocobHocmMU opaaru3auuu

ydosnemeopame  mpebosaHus  nompebumens u
ycmaHos/neHHble mpebosaHust.
Wudopmaumsa, obosHaueHHana kak «[MpumevaHue»,

ABNSAETCA METOAVYECKUM YKa3aHWEM MO NOHUMAHMIO UMK
PasbACHEHUIO COOTBETCTRYIOLLEro TpeGoBaHUA.

TpebosaHusi Kk cucmeme MeHedXMeHma Kadecmea,
yCmaHo@MeHHble 8 HacmosiweM cmaHdapme, s6/somcs
OOMOMHAIWUMU 110 OMHOWEHUID K  MEXHUYECKUM
mpeboeaHUaM K NPpodyKyuu.

Ons co3pnaHuAa CUCTEMbl MEHEMKMEHTa KauecTBa
TpebyeTcsi cTpaTermyeckoe pelleHue opraHusauuvu. Ha
pa3paboTKy 1 BHeApPEHWe CUCTEMbI MEeHeKMEHTa KayecTBa
opraHu3aLuM BNUAIOT  U3MEHAILWMeCs  NoTpebHoCcTH,
KOHKpETHbIE LieNnK, BbINyCKaeMan NpoAyKUMS, NPUMEHAEMbIe
npoLecchl, pasMep U CTPyKTypa opraHusauvu. Hactoawwmin
CTaHaapT He npeanonaraeT eauHoobpasus B CTpyKType
CUCTEM MEHE/DKMEHTA KauecTsa Ui fOKyMeHTaLuu.

Cywecmeyem 6onbuwioe pasHoobpasue MeOUUUHCKUX
u3dernull; Hekomopble YacmHbie mpeboeaHusi HacMoAWez0
cmaH0apma NPUMEHUMbI MOSIbKO K MeM KamezopusM
MeOuyuHckux u3denull, onpedesieHus1 KOmopbiX NPUeedeHsl
8 pa3derie 3.




TMpodomkeHue mabnuuysi B.1

FOCT P UCO 13485—2004

MCO 9001:2000

NCO 13485:2003

MpuunHa pasnuuuit: KpoMe cogepXaHus pasgena 4
nobble nsMeHeHUs BHeceHbl B [3] TOMbKO C LieNbIo
BO3MOXHOCTU €ro NpYMEHeHU B OTHOLLIEHUN MEAULIMHCKUX
vsaenvin

MpoueccHbIV nogxon

HacTtoslwmin cTaHgapT HanpaBneH Ha npuMeHeHue
npoueccHoro nogxoda npu paspaboTke, BHeapeHUU U
YNyJlUeHUN pPe3ynbTaTMBHOCTU CUCTEMbl MEHeKMEHTa
KayecTBa C LEMbl TMOBLILEHWS YAOBNETBOPEHHOCTU
noTpebuTtenei NyTem BbINONHEHWUA MX TpeBoBaHWiA.

Ons ycnewHoro (yHKUMOHUPOBAHUS OpraHusaums
[JOMKHa onpegenAaTb W OCYLECTBNATb MEHemMKMEHT
MHOrOUMCNEHHBIX B3aUMOCBSI3aHHbLIX BUAOB AEATENbHOCTU.
JenATenbHOCTb, UCMONb3YIOLLas pecypchl U ynpaenseMas ¢
uenbio npeobpasoBaHMs BXOAOB B  BbIXOAbl, MOXET
paccMaTpuBaTbCsl Kak npouecc. YacTto BbiXo4 OAHOrO
npouecca obpasyeT HenoCpeACTBEHHO BXOA CreayioLlero.

MNpuMeHeHVMe B oOpraHM3aLMU CUCTEMbl NPOLIECCOB
Hapsaay € X UaeHTUUKaLmen U B3aMoaencTBNEM, a Taloke
MEHeDKMEHT MPOLIeCCOB, MOMYT CHYUTaTbCA NPOLIECCHbLIM
NoAX0A0M.

MpeuMyLLEeCTBO MPOLIECCHOMO NoAXoAa COCTOMT B
HenpepbLIBHOCTY yNpasneHusi, KOTOpoe OH obecnednBaeT Ha
CTbIKe OTAEMNbHbIX MPOLIECCOB B paMKaX UX CUCTEMBI, a Taloke
NPy UX KOMGUHALMM M B3aMMOAENCTBUM,

Mpwn NpMMEHEHUN B cCUCTEME MEHEeIKMEHTa KayecTBa
Takol NoAxon NoaYepKMBaeT BaXKHOCTb:

a) NOHMMaHWA U BbLINOIHEHUA TpeGoBaHMWIA;

6) HeoGXOOUMOCTU PacCMOTPEHUA NPOLIECCOB C TOYKMU
3peHus aobaBreHHO LIEHHOCTY;

B) AOCTWKEeHUA pe3ynbTaToB BbiNONHEHUs NpoLeccoB U
nX pe3ynbTaTUuBHOCTH,

r) NOCTOSIHHOTO YMyuLlEeHWs] NPOLECCOB, OCHOBaHHOMO
Ha OOBLEKTUBHOM M3MEPEHUN.

MNpuBegeHHas Ha pucyHke 1 MoAenb CUCTEMBI
MEHeKMEeHTa KayecTBa, OCHOBaHHas Ha MpPOLECCHOM
nogxoge, WNMIOCTPUMPYET CBA3W MeXay npoueccamm,
npeacTaBneHHbIMU B pasgenax 4—8. 3ta  moaenb
nokasbIBaeT, YTO NoTpebuTenu urparoT CyLLECTBEHHYIO ponb
npu onpedeneHWu BXOAHbIX AaHHbIX.  MOHUTOPUHT
YOOBINETBOPEHHOCTM  noTpebuteneit  TpebyeT  OLEHKU
WHopMaLMM O BOCMPUATUM NOTPEBUTENSMU BbINONHEHUS
ux TpeboBaHuii. MNpuBegeHHass Ha pucyHke 1 mopenb
OXBaTbiBAET BCE OCHOBHble TpebGoBaHUA HACTOSALLEro
CcTaHAapTa, He AeTanvavpys ux.

MpwumeyaHune—Kpome Toro, Ko BCeM npoueccam
MOXET npumeHsiTbcsl LMkn «Plan — Do — Check — Act»
(PDCA). Uukn PDCA MOXHO KpaTKO onucaTb Tak:

- nnaHupoBaHue (plan) — paspa6oTtailiTe uenu w
npouecchl, HeobxoauMble AN AOCTWKEHWUS pe3ynbTaToB B
COOTBETCTBUM C TpeboBaHWsAMM noTpeduTenemn 1 NonMTUKON
opraHvsauuu;

- ocyliecTteneHue (do) — BHeApPUTE NPOLIECCHI;

MpoueccHbIi nogxon

Hacmoswul cmaHOapm OCHO@blIgaemcst Ha
npoyeccHoM nodxode K MeHEeOXMeHmy Kadecmea.
Jhobass  OesmenbHOCMb, UuMewWan  6Xo0bl U

npeobpasyowan ux @ enixodbl, MOXem paccMampueamscsl
KaK npouecc.

[na ycnewHoz20 (BYHKUUOHUPOBaHUST oOpaaHu3ayus
dokHa onpedenums MHOXECMeo 83aUMOCEsI3aHHbIX
fpoOUECCo8 U ynpagnsims UMU.

Yacto BbIX0OA4 OAHOro npouecca
HenocpeacTBeHHO BXoA cneaytowiero.

obpasyet

MNpUMeHeHMe B OpraHM3aLMM CUCTEMbl MPOLIECCOB
Hapaay ¢ UX naeHTUUKaLMeN U B3aUMOAESICTBUEM, a Taloke
MEHEeMKMEHT NpOoLECCOoB, MOrMYT CYUTATLCA NPOLIECCHLIM
noaxoaom.

MpuunHa pasnuuui. BonblKMHCTBO nonoxeHun [3]
npeaHasHayeHbl ANA BKNIOYEHUA B TEXHUYECKUI oT4eT [4] —
[oKyMeHT, obecneyvBalowuin  ynpasneHue BHeApeHWEM
Tpebosanuii UCO 13485:2003. ITa nHopMaLma BKNOYeHa
B [3], Tak kaK HOBas peaakuvs [4] elle He cyliecTByeT
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MpodomxeHue mabnuysi B.1

UCO 9001:2000

NCO 13485:2003

- npoBepka (check) — NOCTOAHHO KOHTPONUpyiTe ©
u3MmepsiiTe npoueccbl U NPOAYKUMIO B CpaBHeHUW C
NOMNUTUKOW, LenaMM 1 TpeGoBaHUAMM HA NPOAYKLMIO W
coobLuaiiTe 0 pesynbrarax;

- peiictBue (act) — npeanpuHumaiiTe peicTBus No
NOCTOSIHHOMY YNy4LLEHUIO NoKa3aTenei NpoLieccoB.

MOCTOAHHOE YITYYLEHWE
CUCTEMbI MEHEMKMEHTA KAYECTBA

TMOTPEEM- TNIOTPEE-
TEMM TEMM
SARGTEPE. SARTEPE.
COBAHHBIE e m e ee. OTBETCTBEHHOCTD COBAHHbIE
CTOPOHbI) PYKOBONCTBA CTOPOHBI)

V3MEPEHVIE, ET]
SA vl AHATAZ 1 | BOPEH-
VAYYLWEHVE HOCTb

MPOLECCHI

KUIHEHHOIO.
LUMKNA
| MPQOYKLIMA

TPEEQ- || BXOR

BAHUSA

YcnoBHble 0603HauYeHus:
——— [leATenbHocTh, A06aBNAIOLLaNA LLEHHOCTD;
- - - - MNoTok uHdpopmavum

PucyHok 1 — Mogenb cUCTEMbl MEHEKMEHTa
Ka4yecTBa, OCHOBaHHOM Ha NpPOoLIeCCHOM noaxoae

Ceasb ¢ UCO 9004:2000

[3] v [8] 6binu pa3spaboTaHbl kak cornacoBaHHasi napa
CTaHAapToB Ha CUCTeMbl MeHemMKMeHTa KayeCTtBa Ans
OOMOMHEeHUs1 Apyr Apyra, HO UX MOXHO MPUMEHSTb Taloke
He3aBMCUMMO. HECMOTPS Ha TO, YTO Y CTaHOAPTOB pa3nuyHbie
obnacTu npMMeHeHVs!, OHW UMEIOT aHamNorMYHyI0 CTPYKTYPY
B LensxX CO34aHusi YCNOBWUM ANS MX WUCMONb30BAHUA Kak
cornacoBaHHoOW napsbil.

[3] ycTtaHaBnuBaeT TpeGoOBaHMSA K CUCTEME MeEHemK-
MEHTa KayeCTBa, KOTOpbleé MOryT WUCNoNnb30BaTbCHA Ans
BHYTPEHHEIO NPUMEeHeHUA OopraHM3auuaMun B Lensax
cepTuhrKaLum Uy 3aKIYeHNUA KOHTpakToB. OH HanpaBneH
Ha pe3synbTaTUBHOCTbL CUCTEMbI MEHEDKMEHTA KauecTBa Npu
BbINONHeHUK TpeboBaHui noTpebuTenei.

[8] copepxuT pekomeHaauun no Gonee LIMPOKOMY
CMeKTpy Lenei CUCTEMbl MEHEMKMeHTa KayecTsa, YeMm [3],
OCOGEHHO NO MOCTOAHHOMY YMYULIEHUIO AEATENLHOCTU
opraHuzauuM, a Taikke ee pdekTMBHOCTU U
pesynbTaTtMBHOCTU. [8] pekoMeHayeTcsi Kak pyKOBOACTBO
ANA  OpraHW3aLui, BbICIWIEE PYKOBOACTBO KOTOPbIX,
npecneaysa LUenb MOCTOAHHOMO YNyYLIEeHUst AeATEeNbHOCTY,
XenaeT BbIATU 3a pamku TpebosaHuit [3]. OaHaKo OH He
npeaHasHaueH Ans uenein cepTudmkaLmm Unu 3akmioueHns
KOHTpaKTOB
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Ces3b ¢ MCO 9001:2000

Hacmoswuii cmaxdapm aenaemcs asmoHOMHbIM, HO
OcHoeblieaemcs Ha [3].

TMyHKmbl  unu  NOOMYHKMBbI,  MEeKCM  KOMOopbIX
aymeHmuyeH mekcmy [3], HabpaHb! NPAMbIM WPUGTIOM.
To, ymo oHu npedcmaerieHbl 8 HeUSMEeHHOM 8ude, Hauwslo
ompaxeHue 8 npurioxeHuu B.

Tekcm Hacmosiwe20 cmaHOapma, He aymeHMuYHbI
[3], unu npednoxeHue umnu ab3au, codepxawue makxoll
mekcm, HabpaHb! KypcueoM. Cymb U NPUYUHBLI U3MeHeHUl 8
meKcme yKkasaHbl @ NpusioXeHuu B.

Cenasn ¢ UCO/TO 14969

[4] npedcmaensiem cobol mexHudeckuil omyem,
codepxawulli pykogodawjue ykasaHusi No eHeOpPeHuio
Hacmoswe20 cmaHdapma.

MpuuvHa pasnuuuii: mexgy UCO 13485:2003 w [8]
oTCyTCTBYeT TecHas cBfisb. MCO 13485:2003 cBessaH
rmaBHbLIM 06pa3om ¢ [3], a Takcke ¢ [4]




TMpodomkeHue mabnuuysi B.1

FOCT P UCO 13485—2004
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CoBMeCTMMOCTL ¢ APYrMMM CUCTEMaMu MeHemx-
MeHTa

HacToswuii ctaHaapT cornacosaH ¢ [9] Ans ynyyleHus
COBMECTUMOCTW 3TUX [ABYX CTaHOapToB B MHTepecax
coobLecTBa nonb3oBaTeneil.

HacTtosilumin cTaHOapT He COAepPXWUT KOHKPETHbIX
TpeboBaHuWiA K APYrMM cUCTEMaM MeHeDKMEHTa, TakuM Kak
MeHeDKMEHT OXpaHbl OKpyXatolein cpeabl, MeHeDKMEHT
npodpeccmoHanbHOro  3AopoBbs M GeaonacHocTw,
(PUHAHCOBLIA MEHEMKMEHT WNU  MEHEMKMEHT PUCKOB.
OpHako OH MO3BOMSET OpraHU3aLuM cornacoBaTtb WM
MHTErpMpoBaTh CBOK COBCTBEHHYIO CUCTEMY MEHEeIXKMeHTa
KayecTBa C [ApYrMMWU CUCTEMAMU MeHeMKMeHTa ¢
cooTBeTCTBYOWMUMU TpeboBaHuaMu. OpraHu3auMs MOXeT
aganTupoBaTb  JeiCTByOLWYyl0  cucTemMy  (CUCTEMBI)
MeHe)XKMeHTa [NA COo3JaHuA CUCTEeMbl MeEHemKMeHTa
KayecTBa, COOTBETCTBYIOLlEN TpeboBaHMAM HaCTOSALLEro
cTaHaapTa

CoBMeCTMMOCTL C APYIrMMM CUCTEMaMMU MEeHemK-
MeHTa

Hacmoswul cmaHdapm coxpaHaem cmpykmypy [3] ons
ydobcmea nonb3oeamesiell MeOUUUHCKUMU u3denusmu.

Hacmosiwuii cmaHGapm He colepxum crieyuabHbIX
mpebosaHuli K OpyeuMm cucmemaMm MeHedXMeHma,
HanpuMmep K 4acmHbIM cucmeMaM MeHeO0XMeHma OXpaHbl
okpyxarowell cpedsl, besonacHocmu U npoghecCcuoHar b-
HO20  30pasooxpaHeHusi, a maioke (hUHaHCOB8020
MeHedXMeHma.

OpHaKo HacTOALLMIA CTaHAAPT NO3BOMAET OpraHU3aLun
cornacoBaTb MWNM UHTErpUPOBaTb CBOK COBCTBEHHYIO
CUCTEMY MeHe)KMEHTa KauyeCTBa C ApyrMMU CUCTEeMaMu
MEHeMXMeHTa C COOTBETCTBYLMMKU TpebGoBaHUsMMU.
OpraHusaLus MOXeT afanTUpoBaTh AEHCTBYIOLLYYIO CUCTEMY
(cucteMbl)  MeHemKMEHTa AN CO3[aHUA  CUCTEMbI
MEHEeI)KMEHTa KayecTBa, COOTBETCTBYIOLIel TpeboBaHUAM
HacToslLLero ctaHaapTa.

[MpuynHbI pasnuynii: B 3TOM NYHKTE NOAYEpKHYTa CBA3b
c[3]

YnpaBneHue puckoM AIBNsieTcs KrioyeBbIM TpeGoBaHMEM
ONsi MHOMMX BUAOB AEATENLHOCTU M TpeboBaHWiA, CBA3AaHHbIX
C CUCTeMaMu MeHeXMEeHTa KauecTBa, AN opraHMsauui,
NPOV3BOARLUMX MeAULMHCKME M3aenust

1 O6nacTb npuMeHeHust
1.1 O6wume nonoxeHus

HacTosiumiA cTaHaapT ycTaHaBnusaeT TpeGoBaHus K
cUCTEME MEeHe[XMeHTa KayecTBa B TeX Cny4yasx koraa
opraHu3auvs:

a) HyxaaeTcs B OEMOHCTpauuu CBOeill crnocoGHocTu

nocTaensATb MPOAYKLMIO, OTBevalollylo TpeGosaHusiM
notpebutenein M  COOTBETCTBYWLUMM  OBGA3aTEeNbHLIM
TpebGoBaHuAM;

6) cTaBMT CBOEW Lenbi MOBbILLEHUE YAOBNETBOPEH-
HocTM noTpebutenein  nocpeactBoM  3dpeKTUBHOIO
NPYMEHEHUs CUCTEMbI, BKNIOYas NPOLECChl NOCTOAHHOTO ee
ynydweHnss n obecnevyeHua cooTeeTcTBUA TpeGoBaHUsAM
noTpebutenein n obasatenbHbIM TPeOOBaHNAM.

NMpumMmeuyaHue—B HacToALWeEM CTaHAapTe TEPMUH
«MpoAYKLUUA» MPUMEHUM TONbKO K NpeaHasHavyaeMon ans
noTpeburens unu satpeboBaHHON UM NPOAYKLUN

1 O6nacTb NnpumeHeHUs
1.1 O6wme nonoxeHUA

Hacmoswuii cmandapm onpedensem mpeboearus K
cucmeMe MeHeOXMeHma Kadyecmea € Clly4asX, Koz0a
opzaHu3ayuu HeobxoOuMo npPOOeMOoHCMPUPo8ams Crio-
cobHocmb riocmaensame MeOUUUHCKue usdenus U
npedocmaensams cesi3aHHoe ¢ HUMU oBCyxueaHue, omee-
qaroujee mpeboeaHusiM nompebumens U yCMaHOB/IeHHbIM
mpeGoeaHunM, NMPUMEHUMbIM K 3MuM Meduuuucxuu
u30enusaM U CormymcmeyiowUM ycity2am.

Llenbs Hacmosiwe2o cmarndapma — codelicmeue eHeld-
PEHUI0 8 cucmeMbl MeHeOXMeHma Kayecmea 2apMOHU-
3UpPOBaHHBIX YCMaHOBIEeHHbIX mpeboeaHuil K MeOUUUHCKUM
usdenusM. Hacmoswuld cmaHOapm exmoyaem 8 cebs
HeKkomopbie creyuarnbHbie mpeboeaHusi K MeOUUUHCKUM
u3denuaM, a maioke UCKIoYaem Hekomopbie mpeboeaHus
[3], Komopbie He A6AIMCS YCMaHOB/EHHbIMU, 8 CB8s13U C
yeM opezaHu3ayuu, YbU CUCMEMbI MEHeOXXMEeHmMa Kadecmea
omeeyaiom mpeboeaHuUsIM Hacmosawezo0 cmaH0apma, He
Moz2ym 3aseisimb 0 coomeemcmeuu [3], noka ux cucmems!
MeHeOXMeHma Kayecmea He 6y0ym y0doeriemeopsimb 8ceM
6e3 uckioyeHus mpebogarusim [3], (cM. npurnoxeHue B).

MpuunHbl paanuuuit: B nyHkTe 1.1 npuMeHsiloTca U
pPasbACHAIOTCA TEPMUHbI, UMELMe OTHOLUeHWe K
MEAULIMHCKMM n3aenusM. Kpome Toro, MCKMioYeHbl TEPMUHBI
«y[10BMETBOPEHHOCTb NOTpebuTEnsi» W «NOCTOAHHOE
ynyulleH1e», MOCKONbKY OHW He COOTBETCTBYIOT CTaHAApPTY,
Lenb KOTOpPOro 3aknioyaeTcA B obneryeHun BCeMUpPHON
rapMoHu3aLmm TpeGoBaHui, YCTAaHOBMIEHHLIX K CUCTEMaMm
MEHe/DKMeHTa KayecTBa MeaULMHCKUX U3aenui.
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Bo sTopom a63alie coaepXuTcs pa3bsiCHEHUe Toro, YTo
Lenbio MCO 13485:2003 siBnsieTca obneryeHne BCEMUPHOMN
rapmMoHmsauum TpeboBaHWiA, yCTaHOBMEHHLIX K CUCTEMam
MeHe[XKMeHTa KkayecTBa. YkasaHo, YTo Ans aToro Tpebyetcs
HanMuMe HEKOTOpbIX  [OMOMHUTENbHbLIX  TpeboBaHwi,
OTCYTCTBYIOLMX B [3], U MCKMoueHWe apyrux TpeGoBaHuiA,
umerolmxca B [3]; Kpome TOro, PpasbsACHAETCHA, 4TO
cobnogeHne TpebosaHuii MCO 13485:2003 He o3HauaeT
HenpeMeHHo cobnogeHve TpeGoBaHwii [3].

TepMuH  «conyTcTBylOLLlee oBCnyXuBaHue» ABaXAbl
poGaBnseTrca K TepMUMHYy «MeOULUMHCKUE  U3Aenusi»,
MOCKOSbKY OnpedeneHne «MeguuuHCKUE U3aenusi» He
BKIMIOYAET NOHATUE «oBCnyXuMBaHMe». 3TO NPOTUBOPEYUT
[38], roe noHsTWe «oOGCNYXUBaHWE» SABMSAETCA YaCTbl
onpeeneHvs TepMUHa «NpoayKLmMa»

1.2 MNMpumeHeHune

TpeboBaHWs HacTosILero ctaHaapTa npefHa3HaueHb
ANA BCeX OpraHu3auuii, HesaBUCUMO OT BWAa, pasMepa U
NoCTaBNSAEMON NPOAYKLUMM.

Ecnn  kakoe-nmbo  TpebosaHve(s)  HacTosLlero
CTaHgapTa Henb3f  MPUMeHUTb  BBUAY  Cneumdurku
opraHM3auuM wnu ee npoAyKUWW, AOMycKaeTcs ero
ucknioyeHue.

Mpv coenaHHbIX UCKIIOYEHUSIX 3asiBieHUs O COOTBET-
CTBMM HaCTOsiLleMy CTaHAapTy nNpuemnembl, €crv 3Tu
UCKINIOYEHUA noanagaroT nod TpeboBaHus, npuBeaeHHble B
pasgene 7, U He BAMSAIOT HA CNOCOGHOCTL UMMM OTBET-
CTBEHHOCTb OpraHuaauuu obecneuvBaTb NpPOAYKLMER,
oTBevaollet TpeGoBaHWAM noTpebutene u  cooT-
BETCTBYOLLMM 0BszaTenbHLIM TpeboBaHUAM
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1.2 MpumeHeHue

TpeboeaHusi Hacmosiuea2o cmaHO0apma pacnpocmpa-
HAlOMCs Ha oOpeaHusayuu, npednazaoujue Ha pPbIHOK
meduyuHckue uslenus, He3agucuMo om euda unu
YUCITIEHHOCMU 3MUX opa2aHu3ayull.

Ecnu ycmaHoeneHHble mpeboeaHusi  10360ssm
UCKITIOYUMb ynpaesneHue npoekmuposaHuem u
paspabomkoll uslenuil (7.3), mo amo mMoxem CIyXumb
OocHOBaHUeM 011 UCKJIIOYEeHUST  COOMEemcmeyrouux
mpeboeaHull U3 KOHKpemHoU cucmembli MeHeOXMeHma
Kadecmea. B amom crniyyae Ona 0OaHHOU cucmeMbl
MeHeOXMeHma Kayecmea OOmKHbI 6bimb  cOenaHbl
anbmepHamueHbie nonpaeku. OmeemcmeeHHOCMb 3a
obecrieyeHue COOMEEMCMBUST UCKIIIOYEHUS YnpaerneHus
npoexkmupoeaHuem u paspabomkoll usdenuti mpeboeaHusM
Hacmoswezo cmaHOapma JieXum Ha camMol opzaHusayuu
[4.2.2, nepeyucnerue a) u 7.3].

Ecnu  kaxkoce-nubo mpeboesanue (mpebosaHus)
pa3dena 7 HaCMOAWE20 cmaHO0apma Hefb3s MPUMeHUMb
88udy  crneyuguKku  KOHKPEmHO20 (KoHKpemHbIx)
meduyuHckozo usdenus (usdenuli), Ha komopoe (Komopbie)
pacnpocmpaHsiemcsl cucmeMa MeHeOXMeHma Kadecmea,
mo opzaHusayuu He criedyem eKOYamb MmaKoe
mpeboesarHue (mpeboeaHusl) 8 C80I0 clUCMeMy MeHe-
OxmeHma kadyecmea (4.2.2, nepeyucneHue a).

OmeemcmeeHHOCMb 3a NMPUMEHEHUE K MEeJUUUHCKOMY
u3denuio (u3denuamM) MPOUECCoOB8, COOMEeMCmeyrWUX
mpeb0oeaHusIM Hacmosiuwe2o0 cmaHOapma, Ho Komopble He
ocywecmessiiomcsi  opzaHusayuell, Hecem KOHKpemHas
opzaHu3ayusi, U amo credyem yyumbiéamb 8 cucmeme
MeHedXMeHma Kavdecmea amol opzaHusauuu (4.1,
nepevucneHue a).

B HacmosiyeM  cmaHO0apme = HECKO/IbKO  pas
ecmpeyalomes MNOHAMUS1 «ecjlu coomeemcmeyemy» U
«koz20a coomeemcmeyem». Ecnu mpeboeaHue codepxum
00HO U3 a3mux noHsmuid, mo OHO cyYyumaemcs
«COOMEemcmeayouUM», noka opzaHu3ayus He
npedocmasum O0KyMeHmupoeaHHoe obocHogaHue
Hecoomeemcmaeusi HacmoseMy cma+H0apmy. Tpebosarue
cyumaemcs «CO0OMmeemcmeyrowum», ecnu ez20
8bINoNIHeHUe Heobxodumo 07151 mo2o, Ymobbi:

a) usdenue ydoarniemeopsno YCMaHOB/IEHHBIM
mpeboeaHusim u/unu

6) opzaHu3ayus Moasia 8bIMoHAMb KOPPeKmupywue
Oelicmeaus.
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MpyumnHbI pasnuunia: NyHKT 1.2 coaepXuT pasbsicCHeHe
Toro, yto TpebosaHua MCO 13485:2003 OTHOCATCA UMEHHO
K MeauuuHCKMM  u3genusMm. Kpome Toro, ycureHa
B3aVMOCBSi3b MEXAy WCKMIOYEHUsIMKY, OTHOCALUMMUCH K
NPOEKTMPOBaHUIO U paspaboTke, YTO MOXET MMeTb ocoboe
3HaveHue Ans TpeboBaHWA, coaepXkalUXCA B HEKOTOPbIX
HaLMOHanbHbIX HOPMaTMBHbLIX AOKYMeHTax. HakoHedl,
O6BLACHAITCA pa3nuuus Mexay TpebosaHusMuU pasgena 7,
KOTOpble OpraHu3aLvs Npyu HarMyun 3aKOHHLIX OCHOBaHWIA
MOXET WCKMIOUMTb U3 CBOEW CUCTEMbl MEHEeMKMEeHTa
KkadyecTBa (CM. OrpaHW4eHuss K 7.3), gaxe ecnu oOHa
OCyLLeCTBNAET BUAbl AEATENIbHOCTU, K KOTOPbIM OTHOCATCA
3T TpeboBaHuA, U TpeboBaHWAMW, KOTOPbIE OpraHu3auus
MOXET MNpu Hanuium oBGOCHOBaHWS He BKNIOYaTb B CBOKO
CUCTEMY MEHeXXMEeHTa Ka4yecTBa, TaK Kak OHU OTHOCATCH K
BUOAM [OEATENbHOCTW, KOTOpble dTa opraHusauusi He
ocyLecTsnseT

2 HopmaTuBHbIe CCbINIKU

YKazaHHbIA HWKEe HOPMAaTUBHbIA AOKYMEHT COOEepXuUT
NonoXeHWs, KOTOpPble NOCPEACTBOM CChINIOK B 9TOM TEKCTe
COCTaBNSAIT MNOMOXEHWA HacTosiwero craHaapTta. Ans
[aTMpPOBaHHBIX CChINIOK HE MPUMEHSIIOTCA nocneayrLlme
M3MEHEHUS UMW NEepPecMOTPbl U3AaHHLIX AOKYMEHTOB.
OfHako  yyaCTHMKaM  COrfnalleHui, OCHOBaHHbIX Ha
HacTosilleM CTaHaapTe, PeKOMeHAyeTcs uccregoBaTh
BO3MOXHOCTHU NpMMeEHeHUs nocneaHen  pegaxumu
yKasaHHOr0 HWXe HOPMaTUBHOMO  AOKYMeHTa. [Ansa
HeJaTUPOBaHHbLIX  CCbINIOK  MPUMEHSETCA  nocneaHee
u3gaHue HoOpMaTMBHOrO AokyMmeHTa. YneHsl MCO u MOK
noggepXvBaloT B paboyeM COCTOSHUM oOuLManbHble
CMUCKN AESACTBYIOLLIMX MEXAYHapPOAHbIX CTaHAapTOB.

NCO 9000:2000 Cucmemsi MeHedXMeHma Kadecmea.
OCHOBHbIE MONoXKeHUs U Cll08apsk

2 HopMmaTUBHbIe CChINTKN

B HacmosiwemM cmaHOapme UCrnoNb308aHbl CCbIIKU Ha
criedyrowuli cmaHOapm:

NCO 9000—2000 Cucmembl MeHedXmeHma Kadecm-
8a. OcHoeHble nonoxeHua u crnosapb (ISO 9000:2000
Quality management systems — Fundamentals and
vocabulary)

NMpuMeyaHune—ITIpu NONb3OBAHUA HACTOALUM
CTaHaapToM  UenecooOpa3Ho  npoeeputb  AeicTeue
CCbINOYHLIX CTAHAAPTOB (U KnaccuguUKaTopoB) Ha Teppu-
TOPUM ToCyAapcTBa MO COOTBETCTBYIOLLEMY YKasaTerno
cTaHaapToB (M KknaccudmkaTtopoB), COCTaBMEHHOMY MO
COCTOSIHMIO Ha 1 sHBapA Tekyllero roga, W no
COOTBETCTBYIOLLIUM I/IH(*)OpMaLIMOHHbIM yKasartensm,
0I1y6]1I/IKOBaHHbIM B TEeKyLleM roay. Ecnu CCbINOYHbLIA
OOKYMEHT 3aMeHeH (M3MeHeH), TO npu MoNb30BaHUU
HacTOsILUUM CTaHAApPTOM crieqyeT PYKOBOACTBOBATLCHA
3aMeHEeHHbIM (M3MeHeHHbIM) CTaH4apTOM. Ecnu cCbINOYHbIA
NOKYMEHT OTMeHeH 6e3 3aMeHbl, TO NosIoKeHUe, B KOTOPOM
AaHa CCbllka Ha Hero, npuMeHsietTcds B 4acTu, He
3aTparvsaloLLeii aTy CChIIKy.

3 TepMuHbI U onpegeneHus

B HacToslWweM cCTaHgapTe nNpUMEHAT TEepMUHbI U
onpegeneHus, aaHHble B MCO 9000:2000.

MpviBeAeHHbIE HUXKE TEPMUHBI, UCcnonb3yemMsble B [3] ans
onucaHus Lienu noctasku, 6binv usMeHeHb! Ans oTpaXeHus
NpUMMEHSAeMOoro B HacTosiLLiee BpeMs CrioBapsi TEPMUHOB.

nocTaBLUK — OpraHu3auusa — nmpeﬁwrem:

TepmuH «opraHusauus» 3ameHsieT TEPMUH
«MOCTaBLUMK», UCNOMb3yeMblii B nepBor pedakuum [3], n
OTHOCUTCH K 0GbeKTy, B OTHOLLEHWM KOTOPOTO NPUMEHSIeTCH
HacTosWwwWiA ctaHaapT. Kpome TOro, TepMUH «MOCTaBLLMK»
3aMEHSET TEPMUH «CYBMOAPSAAYUKY.

B TeKCTe HacTOSLLEro CTaHaapTa TEPMUH «MPOAYKLMS»
MOXET O3HauaTh Takke «yCnyry»

3 TepmuHbl U onpefeneHust

B HacTosllleM cTaHAapTe nNpUMEHsIIOT TEepMUHbI K
onpegeneHus, padHble B UCO 9000:2000, a Takke
cneaywowve TePMUHbI C COOTBETCTBYHOLLIUMWU
onpeaeneHuaMu.

MpuBeAeHHblE HWKE TEePMMHBbI, UCMOMb3yeMble B
HaCTOSILLIEM CTaHAapTe ANA ONUCAHUA Lieny NOCTaBKu, HLInu
M3MeHeHbl ANA OTPaXEeHUA NPUMEHSIEMOro B HacTosiee
BpeMs CMoBapsi TEPMUHOB.

nocraBluUK — opraHu3auusa — r|0'rpe6u'rem=

TepMuH «opraHvzaums» 3aMeHseT TEPMUH
«MOCTaBLLUUK», UCMONL3yeMblii B NepBor pepakumm [3], u
OTHOCUTCH K 06eKTy, B OTHOLLUEHUM KOTOPOrO NPUMEHSIETCS
HacTosLWiA cTaHaapT. Kpome Toro, TepMUH «NOCTaBLLMKY
3aMEHAET TEPMUH «CYONOAPSAYNKY.
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B TeKCTe HACTOALLErO CTaHaapTa TEPMUH «MPOAYKLIMA»
MOXET 03HaYaTb TAKKe «yCIyry».

Tam, rae TpeGoBaHusi onpegeneHbl Kak NPUMEHUMbIE K
«MEAWULMHCKUM  U3genusiM», 3TM  Xe TpeboBaHuA
PaBHO3HAYHO NPUMEHUMBI U K CBA3AHHLIM C HUMU YCITYram,
NpeoCTaBNAEMbIM TO Xe opraHusauuen.

TepMuHbl U onpedefieHusi, MOMEWEeHHbIe HUXe,
cnedyem paccMampueams Kak Haubonee obujue,
MOCKOMIbKY MEePMUHbLI U onpederieHus, cyujecmeyouue 8
HaUUOHalIbHbIX  HOPMamueHbiX OQOKYMEHmax, Mo2ym
OMIIu4ambCsa OM HUX U BbImb MPednoYMUMesIbHbIMU.

MpuunHbl pasnuuuii: pasgen 3 OTHOCUTCA K MeOu-
LMHCKUM U3AENUAM, OH TaloKe BKIIOYAET npeaynpexaeHue o
TOM, 4YTO HaUWOHanbHbie (pervoHanbHblie) HOPMAaTUBHbIE
AOKYMEHTbI MOTYT coAepXaTb onpeAeneHusi, 3aMmeHsiioLmMe
onpeaeneHua B cootseTcTBuMU ¢ 3.1—3.8 unu Ha KoTopbie
npuBoauTca ccbinka B UCO 13485:2003. Onpenenexus B
cooteetctBM ¢ 3.1—3.8 npegHasHayeHbl  Ans
MEeaULIMHCKUX M3aenun

4 Cucrtema MeHeDKMeHTa KayecTsBa
4.1 O6wme TpeboBaHmn

OpraHu3aLms omkHa paspaboTaTh, JOKYMEHTUPOBATD,
BHEOPUTbL 1 NoaaepXuBaTh B pabodeM COCTOSHAN CUCTEMY
MeHe[)KMeHTa KauyecTBa, TMOCTOSIHHO Ynydlwatb ee
pesynbTaTMBHOCTL B COOTBETCTBUM C TpeGoBaHUsMU
HACTOSLLEero cTaHaapTa.

OpraHvsauus gorpkHa:

a) onpegensTb NpoLecckl, HEO6X0AUMbIE ANA CUCTEMBI
MEeHeKMeHTa KkayecTBa, M WX MNpUMEHeHWe BO BCeW
opraHusaumm (1.2);

6) onpepenaTb nocneaoBaTenNbHOCTb
AencTBME 3TUX NPOLIECCOB;

B) onpeaensiTb KPUTEPUM U MeToabl, HeoBXxoauMble Ans
obecneyeHus pesynbTaTUBHOCTM KaK NPU OCYLLECTBIIEHUM,
TaK U NPy ynpaeneHUn aTUMU npoLeccamu;

r) obecneuvBaTb Hanuuve pecypcoB U UHdopMaLuu,
Heo6GXoOMMbIX ANS MOAAEPXKKM ITUX MPOLEeCcCOB U WX
MOHWTOPWHra;

,Cl) ocyLiecTenATe MOHUTOPUHI, U3MEpPEeHWe U aHanua
3TUX NPOLIECCOB,

€) NpuMHUMaTb Mepbl, HeoBGXoaUMbIE ANA AOCTUKEHWS
3annaHUpoBaHHbIX Pe3yNbLTATOB M NOCTOSHHOTO YyyLLIEHUA
3TWX NPOLIECCOoB.

OpraHusauus OMmKHa OCYLLECTBNATb MEHEMKMEHT 3TUX
NpoLieccoB B COOTBETCTBUM C TPeGOBaHUAMM HACTOSALLErO
CTaHaapTa.

Ecnn opraHusauus peluaeT nepeaats CTOPOHHUM
opraHvMsauusiM  BbINONHEHWE  Kakoro-nmbo npouecca,
BMUSIOLLIEFO HA COOTBETCTBME NPOAYKLMN TpeboBaHUAM, OHa
pomkHa obecneymBaTh CO CBOEW CTOPOHLI KOHTPOIb TaKoro
npouecca. YnpaeneHue UM AOMKHO ObiTb onpeaeneHo B
cucTeMe MeHeIKMEHTa KauecTsa.

MpwumedyaHune— B npouecckl, HeoOxoauMble Ans
CUCTEeMbl MeHeMXXMEHTa KayecTBa, ChefyeT BKMouYaTb
npoLecchl ynpaBneHYeckon AEATENIbHOCTU PYKOBOACTBA,
obecneyeHuss pecypcamu, NPOLECChl XKWM3HEHHOro LMKna
npoaykuun n namepeHus

n B3anMmo-
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4 Cucrema MeHeDKMeHTa KayecTBa
4.1 OGwwue TpeGoBanus

OpezaHusayus domkHa paspabambieams, O0OKyMeHmMu-
posams, 6Hedpambs U noddepxueamb 8 paboyem
COCMOAHUU cucmeMy MeHEeOXMeHIma Kayecmea, a maioke
noddepxueame ee pe3ynbmamueHOCMb 8 COOMEEMCmeuu
¢ mpebosaHUAMU Hacmoswe20 cmaHdapma.

OpraHusauus aormkHa:

a) onpeaensitb NpoLiecchl, HeobxoauMbIE ANA CUCTEMbI
MeHe[KMeHTa KauyecTBa, W WX NPUMEHeHWe BO BCei
opraHusauum (1.2);

6) onpepgenaTe MNoOCnNeAOBaTENbHOCTb
AeACTBUE 3TMX NPOLIECCOB;

B) OMnpenensiTb KPUTEPUM U METOALI, HeoBXoauUMble ANs
ofecneyeHus pesynbTaTMBHOCTU Kak NpU OCYLIECTBREHUM,
TakK U Npu ynpasneHnn atTuMm npoueccamu,

r) obecneuvBaTb HanuMumMe pecypcoB U uHdOpMaLuK,
Heo6XOoAMMbIX ANA NOAAEPXKKM 3ITUX NPOLECCoB U UX
MOHWTOPWHra;

,CI,) OCyLIeCTBNATb MOHWUTOPUHI, U3MEepeHue U aHanus
3TUX NpPOLeCCOoB,

e) ebinonHame  Qelicmeusi,  HeobxoduMbie
docmuxeHusi  3annaHupoBaHHbIX — pPe3yfibmamos
noddepxaHus pesyibmamugHOCMU 3MUX MPoueccos.

OpraHusaLys AOMKHA OCYLLIECTBIATL MEHEMKMEHT 3TUX
NPOLIECCOB B COOTBETCTBUM C TpeBOBaHMAMU HaCTOALEro
cTaHaapTa.

Ecnu opraHusauvs peliaeT nepeaatb CTOPOHHUM
opraHusauusiM  BbINOMHEHWE  Kakoro-nvbo  npouecca,
BIIMSAIOLLIErO Ha COOTBETCTBME NPOAYKLIMM TpeGoBaHMAM, OHa
pAomkHa obecneyvBaTb CO CBOE CTOPOHbI KOHTPOIb TAKOro
npouecca. YnpasreHne UM JOMKHO ObiTb onpeaeneHo B
cvcTeMe MeHemKMeHTa kadecTsa (8.5.1).

MpumMedyaHn e — B npouecckl, HEOBXoANMbIE Ans
CUCTEeMbl MeEeHeaXMeHTa KadecTBa, cnep,yeT BKMKOYaTb
MpoLecchl yrpaBneHYeckon AeATensHOCTU PYKOBOACTBA,
obecneueHnss pecypcamu, NPOLIECCHl XWU3HEHHOMo LWKna
npoaykuun n nsmepeHus.

U B3auUMO-

ons
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MpyunHa pasnuuumii: nyHKT 4.1 oTpaxaeT TpebosaHWsA
OEVCTBYIOLLMX B MWpPE HOPMATUBHbLIX [AOKYMEHTOB U
obneryaeT BCEMUPHYIO rapMOHU3aLIMIO HOBbLIX TpeGoBaHui,
YCTaHOBMNEHHbIX K MeauUMHCKMM usgenusm. Tpe6osaHus
AENCTBYIOLLMX HOPMAaTMBHLIX AOKYMEHTOB HanpasreHbl Ha
npuUMeHeHWe pesynbTaTMBHON CUCTEMbl MEHEOKMEHTa
kayecTBa Ans obecnevyeHus npousBoAacTBa GesonacHoh u
3¢ PeKTUBHO PYHKLIMOHMPYIOLLIEN MPOAYKLIUK

4.2 TpeGoBaHMA K AOKYyMEHTaLMm
4.2.1 Obwme nonoxeHus

JoKyMeHTauusi CUCTEMbl MEHEMKMEHTa KayecTsa
[OMKHa BKMIOYaTb!
a) OOKYMeHTanbHO O(OPMIIEHHble 3asBreHUs o

NnonuTUKe U LensX B 00nacTy KayecTsa,;
6) pykoBOACTBO NO Ka4ecTBy;

B) AOKYMEHTUpPOBaHHble  npoueaypsl, Tpebyemble
HaCTOALLMM CTaHAapTOM,;
r) OOKYMeHTbl, HeobxoauMble opraHusauum  Aans

obecneyeHuss aheKTUBHOTO NNTaHMPOBaHUS, OCYLLEeCTB-
NeHuUst NPOLIECCOB M YNpaBleHUs UMu;

A) 3anucu, Tpebyemblie HAaCTOALLMM CTaHaapToM (4.2.4).
MpumeyaHusn

1 Tam, rge B HacTosllleM cTaHaapTe BCTpedaeTcs
TEPMUH «JOKYMEHTMPOBaHHasi npoleaypa», 3T0 03HavaeT,
yTO Npoueaypa paspaboTaHa, JOKYMEHTaNbHO OopMIieHa,
BHegpeHa M NoaaepxvBaeTcs B paGoueM COCTOSHUM.

2 CreneHb [OKYMEHTUPOBaHHOCTU CHCTEMBI
MEeHe[)KMEeHTa KayeCTBa OJHOM oOpraHvM3auuM MOXeT
OTNMYATLCA OT ApYrol B 3aBUCMMOCTH OT:

a) pasmepa OpraHu3auuu 1 Buaa OenTenbHOCTH;

6) CnoXXHOCTM M B3aMOAEWCTBUSA NPOLIECCOB;

B) KOMMETeHUMN NnepcoHana.

3 HokymeHTauus MoxeT ObiTb B nioGoit hopme U Ha
no6om Hocutene

4.2 TpeGoBaHUA K JOKYMEHTaLMK
4.2.1 O6wuMe NONoXeHus

HokyMeHTaUMss CUCTEMbl MEHEMKMEHTa KayecTBa
OOIMKHa BKIOYaTh:

a) AOKyMeHTanbHO OdOpMIneHHble 3asiBNeHWA O
NONUTUKE U LiensiX B 06nacTy KauecTBa;

6) pPyKOBOACTBO MO KayeCTBy;

B) AOKYMEHTUpOBaHHble  npouedypbl, TpebyeMble
HaCTOSILLMM CTaHOapTOM;

r) OOKYMeHTbl, HeobGXoauMMble opraHuzauum Aans

obecneyeHuss apPEKTMBHOIO MNNAaHUPOBaHUA, OCYLLECTB-
TIeHWs NPOLIECCOB U yNpaBreHns UMuU;

A) 3anucu, Tpebyemble HaCTOALLMM CTaHaapToM (4.2.4).

e) Opyaue OOKYMEHMbI, yKa3aHHbIe 8 HalUOHafIbHbIX
UJu pesuoHaribHbIX HOpMamugHbIX 0OKyMeHmax.

Tam, 20e 8 HacmosiueM cmaHOapme YyKa3aHo, 4Ymo
mpebosaHue, npoyedypa, Kakas-iiubo desmensHoCMb UnU
crieyuasnbHoe Meponpusimue OOIDKHbI bbimb «JOKyMeHmu-
pogaHbl», Nodpa3yMeeaemcsi, Ymo ux maiocke credyem
8bINONHAMb U Noddepxusamp 8 paboyeM COCMOsIHUU.

[ns kado20 muna unu Mooenu MeoUUUHCKo20 usdenus
opezaHu3ayus domkHa co30ame u noddepxueams 8 pabo-
yeM cocmosHUU ¢halin, codepxawul unu udeHmugbuuu-
pyrowuli dokyMeHmb!, onpedensowue cneyugukayuu Ha
npodykuuio u mpeboeaHust K cucmeme MeHedXXMeHma Kadecm-
8a (4.2.3). dmu dokymeHm! OIMKHBI Maioke onpedensams
nonHbil IPoYecc U320MOefieHUst U, ecnu Heobxodumo,
MOHMaXa u 0beCrTyxueaHus MeOUUUHCKo20 u3dernusi.

MpumMmeuaHua

1 CteneHb AOKYMEHTUPOBAHHOCTU CUCTEMbI MeHemX-
MeHTa KayecTBa OfHOIN OpraHW3aLun MOXeT OTNNYaTLCH OT
OpYyroi B 3aBUCUMOCTU OT:

a) pasMepa opraHMsauun U Buaa ASATENbHOCTY;
6) CNOXHOCTM U B3aMMOAEUCTBUA NPOLIECCOB;
B) KOMMETEHLUM nepcoHana.

2 [okymeHTauuss MoxeT ObiTb B nio6oit chopme u Ha
nio6om HocuTtene.

MpuumHbLl paanuuunir: noanyHkT 4.2.1 UCO 13485:2003
BKMIOYaeT TpeOOBaHWsA, coaepXaluecA B COOTBETCTBYIO-
weM noanyHkte [3], AONONHeHHble TpeboBaHusaMM,
YCTaHOBNEHHbLIMU K IOKYMEHTaLUK, a Taloke cneyuansHbLIMU
TpeboBaHuaMu Kk dpainy, copepXalieMy KOHKpETHble
OOKYMEHTbl ANl KaXZaoro Tuna/Mogenu MeAULMHCKOTo
unsgenusi. Kpome Toro, noanyHkt 4.2.1 cogepxur
TpeboBaHUs K [OOKyMEHTauuu f[ns pasnuyHbiX BUOOB
DeATeNbHOCTUA U CrieLManbHbIe NONOXEHWA. STOT NOANYHKT
OTpaXaeT MOJNIOKEHUs1 1CTBYIOLUX B MUPE HOPMATUBHBIX
[OKYMEHTOB U obneryaet BCEMUPHYKO rapMOHU3aLMIO HOBbIX
Tpe60oBaHWA, YCTAHOBMNEHHbIX K MEAULIMHCKUM U3AENUsIM
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4.2.2 PykoBOACTBO NO KauecTBy
OpraHusaLus fomkHa paspaboTaTts U noaaepXueath B

paboyeM COCTOSHUM  pPYKOBOACTBO MO  KayecTsy,
copepxalyee:
a) obnacTb nNpUMEHEHUA CUCTEeMbl MeHemDKMeHTa

KayecTBa, Bknioyas noapobHocm u obocHoBaHue nOObIX
ueknioyeHui (1.2);

6) AOKYMEHTMpOBaHHbLIe npoLeaypbl, paspaboTaHHbIe
ANsi CUCTEMbI MEHEMKMEHTA KauecTBa, MNW CCLINKUA Ha HUX;

B) OnucaHue B3aUMOAENCTBUA NPOLECCOB CUCTEMBI
MEHEeDKMEHTa KayecTBa

4.2.2 PyxkoBOACTBO NO KayecTBy

OpraHuzauums fomkHa pa3paboTaTb U noaaepXuBaTh B
paGoyeM COCTOSlHUM  PYKOBOACTBO MO  KauyecTsy,
coaepxatiee:

a) obnacmb nNpPUMEHEeHUs1 cucmeMbl MeHedXMeHma
Kadecmea, exiioyast no0pobHocmu u o6ocHoBaHue JTIoObIX
uckmoverull u/unu HenpumeHeHust (1.2);

6) AOKYMEeHTMpOBaHHbIe NpoLeaypbl, pa3paboTaHHble
AnAa CUCTeMbl MEHEDKMEHTa KaueCTBa, U CCbINKUA Ha HUX;

B) onucaHue B3aUMOAEWUCTBUA MPOLIECCOB CUCTEMbI
MEHeKMEeHTa KayeCTBa.

PyxkoeoOcmeo no kauyecmey OO/KHO ornpedenisimb
cmpykmypy OOKyYMEHmMOS8, UCMOMb3yeMbiX 8 cucmeme
MeHeOXXMeHma Kayecmea

4.2.3 YnpaBneHue JOKyMeHTaLMuen

JoKyMeHTaMM  cMCTEMbI  MEHeMKMEHTa  KayecTsa
HeoBXxoauMMO ynpaBnsTb. 3anucu — cneuuanbHbii BuUA
AOKYMEHTOB, n MU Haao ynpasnaTtb cornacHo

TpeboBaHWSIM, NPUBEAEHHLIM B 4.2.4.

Onsa onpeneneHuss HeOBGXOAUMBIX CPEACTB YNpaBreHus
pgomkHa  ObiTb  paspabGoTaHa  AOKyMEHTMpOBaHHasi
npoueaypa, NnpesycMaTpUBAIOLLan:

a) NpoBepKy [OKYMEHTOB Ha afeKsBaTHOCTb A0 WX
Bbinycka;

6) aHanua u akTyanusaumio, no Mepe Heo6xoaMMocCTH, 1
nepeyTBepKaeHVe 4OKYMEHTOB;

B) oBecrneyeHue NOEHTU(MUKALIMM U3MEHEHUIA 1 cTaTyca
nepecMoTpa AOKYMEHTOB;

r) obecneyeHne HanWuusi COOTBETCTBYIOLUX BEpCUit
[OKYMEHTOB B MECTaXx UX NpUMEHEHMS;

p) obecneyeHne COXpaHeHWs AOKYMEHTOB YETKUMU M
nerko naeHTUMLUMpyeMbIMU;

e) obecneyeHue naeHTUdMKaLmm AOKYMEHTOB
BHELLHEro NPOVUCXOXAEHWSA U YpaBrieHUe UX PacChirikoi;

X) npegoTBpalleHVe HenpeaHaMepeHHOTo WCMoNb3o-
BaHWS  yCTapeBLUMX [OOKYMEHTOB W  NpuUMeHeHue
COOTBETCTBYIOLLUEN WOEHTUMMKALMM TaKMX [OKYMEHTOB,
OCTaBNEHHbIX ANs Kakux-nubo Lenen

4.2.3 YnpaBneHue AOKYMeHTaumeli

JokyMeHTaMu CUCTEeMbl MEHEMKMeHTa KauyecTBa
HeobXoAWMO YNpaBnATb. 3anucu — crneuuanbHbIl  BUA,
JOKYMEHTOB, W UMW Hago0 yNpaBnATb  COrMacHo
TpeboBaHuAM, NpuBeaeHHLIM B 4.2.4.

Ons onpepeneHna HeoBXoaMMbIX CPEACTB ynpaBneHus
pomkHa  6biTb  paspaGoTtaHa  AOKYMEHTUpPOBaHHas
npoueaypa, npeaycmatpusaioLan:

a) nposepky u ymeepxOeHue OOKYMeHmMoe Ha
adexeamHocmb 00 UX 8blIflycKa;

6) aHanus v akTyanusauuio, no Mepe HeoGXoaMMocCTu, U
nepeyTeepxaeHUe AOKYMEHTOB;

B) obecneyeHue naeHTUpUKaLMM USMEHEHWIA U cTaTyca
nepecMoTpa AOKYMEHTOB;

r) obecneuyeHne HanNUuMA COOTBETCTBYIOLUMX BEPCHUIA
AOKYMEHTOB B MeCTax UX NPpUMEeHEeHUn;

A) obecneyeHne coxpaHeHWs AOKYMEHTOB YETKUMU U
NEerko MAeHTUULMPYEMBIMU;

e) obecneueHue naeHTUUKaLMn DOKYMEHTOB
BHELLHErO NPOUCXOXAEHUA U YNpaBNeHNe UX PacChbinKow;

X) npegoTBpaleHUe HenpeaHaMepPeHHOro MCMonb3o-
BaHWsl  YCTapeBLIMX AOKYMEHTOB W  NpUMEHeHue
COOTBETCTBYIOLIEA WACHTUMUKALMUN TakuX AOKYMEHTOB,
OCTaBMeHHbIX ANs Kakux-nmbo uenen.

OpeaHusayus OomkHa obecnedueams aHanus U
ymeepxoeHue u3MeHeHull 8 OQokyMeHmax nubo Oosmk-
HOCMHBIM  fIUUOM, ymeepX0aewuM nepeoHaqalbHbIl
OoKyMeHm, nubo OpyauM crieyualibHO Ha3Ha4YeHHbIM Q0JK-
HOCMHBIM NUUOM, uMerwum Jdocmyn K coomeemcm-
syroujell ucxoOHoU uHgopMayuu, Ha OCHoeaHuuU Komopol
MPUHUMaemCcsA peweHue.

OpeaHusayus 0ormkHa onpedenams nepuco epeMeHu, 8
meydeHue KOmopozo criedyem XpaHUmb He MeHee OOHOU
Konuu ycmapesuwux pezysiupyrowux 0okymeHmos. Ha amom
nepuod dosmkeH 6bimb obecriedeH docmyn Kk oKyMeHmaMm,
8 CcooOmeemcmeuu C KOMmopbiMU MeOUUYUHCKoe u3sdenue
6b1/10 U320MOGIIEHO U UCMBIMAaHO, 8 meveHue, Mo KpalHel
Mepe, cpoka cnyxb6bl  usldenus,  onpedesnieHHo2o
opeaaHu3ayuel, HO He MeHee cpoka XpaHeHus smobol
umozoeol 3anucu (4.2.4) unu coanacHo YcmaHOGIeHHbIM
mpeboeaHusim
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4.2.4 YnpasneHue 3anUCAMMU

3anucy A0mKHBI BECTUCH M NOAAEPXKUBATLCA B paboueM
COCTOSIHUM ANA NPeAOCTaBNEeHUs CBUAETENLCTB COOTBET-
cTBUA TpeGOBaHUAM WU pe3ynbTaTUBHOCTU (PYHKLIMOHUPO-
BaHUS CUCTEMbI MeHemkMeHTa kavecTea. OHU OODKHbLI
OCTaBaTbCA YETKUMW, Ferko UaeHTUUUUPYEMLIMA U
BOCCTaHaBNMBaeMbiMW. Hapo paspa6oTaTb AOKyMEHTM-
pOBaHHyl0 npoueaypy Ans  ONpeaeneHus  CcpeacTs
ynpaeneHusi, Tpebyembix Npu uaeHTUUKaLUM, XpaHeHUM,
3almTe, BOCCTAHOBNEHWUU, ONpeaeneHnt CPOKOB XpaHeHuUst
W U3bATUM 3anucen

4.2.4 YnpaBneHue 3anucsiMu

3anucu AomKHBI BECTUCH M NOAAEPXUBATLCS B paboyem
COCTOSIHUM ANA NPeAOCTaBNEeHUsi CBUAETENLCTB COOTBET-
CTBUA TPeGOBaHMAM U pe3yNbTaTUBHOCTU (DYHKLIMOHWUPO-
BaHUS CUCTEMbl MeHemKMeHTa kauyectBa. OHU AOMKHbI
OCTaBaThCA YeTKUMW, JErko UAeHTUULMpYEeMbIMU 1
BOCCTaHaBnuBaeMbiMW. Hapgo paspaboTtatb AOKyMeHTU-
pOBaHHYIO npoueaypy AnNA OnpefeneHus  CPeacTs
ynpaBreHusi, TpeGyembiX Npy UaeHTUMUKaLIWN, XpaHeHWN,
3alymTe, BOCCTAHOBINEHUW, OnpeAeneHn CPOKOB XPaHeHUs
1 U3bATUM 3anNUcein.

OpezaHusayus 0omkHa XpaHumb 3anucu 8 meyveHue, no
KpaliHel Mepe, cpoka ciyx6bl MeOUUUHCKO20 u30enus,
onpederieHHo20 opaaHu3ayuell, HO He MeHee d8yx siem ¢
MOMeHma ebinycka u30enus opeaHusayuell unu 6
coomeemcmeuu C yCmaHo8I1eHHbIMU mpebogaHusMU

5 OTBeTCTBEHHOCTL PYKOBOACTBA
5.1 OGsAzatenncTBa pyKOBOACTBA

Bhicllee pykoBOACTBO AOIMKHO obecneunBsatb Hanuuve
CBMOEeTENbCTB NPUHATUA obsisatenbCcTB8 No pa3pa60TKe n
BHEeOpPEeHUKD CUCTeMbl MEHEeMKMEeHTa KavecTBa, a Takke
NOCTOAHHOMY YNyYLLEHUIO €€ pe3yNnbTaTUBHOCTU NOCPSACTBOM:

a) AoBedeHUA OO0 CBEEHVS OpraHUsauuMu BaXHOCTU
BbiNONMHeHUst  TpeboBaHu  noTpebutens, a Tawke
3aKoHoAaTerbHbIX M 065i3aTenbHbIX Tpe6GoBaHwiA;

6) paspaboTku NoNUTUKM B 0BnacTu KauecTsa;

B) obecneyeHus B obnactu

KayecTBa,

paspaboTkv uenei

r) NpoBeaeHWs aHanuaa co CTOPOHbI PYKOBOACTBA;
A) obecneyeHnss HeoBXoAMMbIMK pecypcaMm

5 OTBETCTBEHHOCTb PYKOBOACTBA
5.1 OGsA3aTenbcTBa PpyKOBOACTBA

Boicwee  pyxogodcmeo  opeaHusayuu  GOSIKHO
nodmeepx0damb C80I0 TNPUBEPXeHHocmb pa3spabomke u
8HEOPEeHUI0 cucmeMbl MeHeOXXMeHma Kadecmea, a makxe
no0depiaHuIo ee pesynbmamueHOCMU NocpedcmeoM:

a) noBeAeHUAa A0 CBeAeHUA opraHusauun BaXXHOCTU

BbINONHeHUst  TpeGoBaHwit  notpebutens, a Takke
3aKkoHogaTernbHbIX U 06sA3aTenbHbIX TpeGoBaHMwiA;

6) paspaboTkvu NoNMTUKM B 0GNacTM KauyecTBa;

B) obecneyeHnss paspaboTkm Ueneit B obnactu

KayecTBa;
r) npoBedeHMs aHanu3a CO CTOPOHbI PYKOBOACTBA;
a) oBecneyeHnss HeOBXOAMMBIMU pecypcamMu.

MpumMevyaHue—B Hacmoswem cmaHOapme
ycmaHoeneHHsle mpebogaHusi  O2paHuYeHbl  MOJIbKO
besonacHOCMbI0 U (DYHKUUOHUPOBAHUEM KOHKPEMHOZ0
MeOuyUHCKo20 u3denusl.

MpuunHbl pasnuunii: nyHKT 5.1 oTpaxkaeT TpeGoBaHWs
OEACTBYIOLLMX B MUPE HOPMAaTUBHbLIX [AOKYMEHTOB U
obneryaeTr BCEMUPHYIO rapMOHM3aLMIO HOBbIX TPeGoBaHuUiA,
YCTaHOBMEHHbIX K MEAMLVMHCKAM uU3genusmM. [eicTeylone
HOpMaTVBHbIE [AOKYMEHTbI HanpasefeHbl Ha MpUMEHEHue
pe3ynbLTaTMBHOW CUCTEMblI MeHeMKMEHTa KadecTsa AnNs
obecneyeHuss npousBoacTBa GesonacHol U 3 HEeKTUBHO

hYHKLMOHMpYIOLLIEN NpoayKLMA

5.2 OpueHTauusa Ha noTpebutens

Boicluee  pykoBOACTBO  AomkHO  ofecneuuBaTtb
onpepeneHve U BbINONMHeHWe TpeboBaHuii noTpebuTenei
ANA NoBbILLEHUA WX yaoBneTsopeHHocTH (7.2.1 1 8.2.1)

5.2 OpueHTauusa Ha noTpedutens

Bbicwee  pykosodcmeo  opaaru3zauuu  OODKHO
obecrniequsams onpedesieHue U 8binoHeHue mpeboeaHull
nompebumens (7.2.1 u 8.2.1).

MpVYMHBLI pasnuuuii: UISMeHeHWe TeKCTa COOTBETCTBYET
Takoh CuTyauuwn, Korga BbINONHeHWe  TpeboBaHWi
notpebutens He ABNAETCA LEnbi0  MpOM3BOACTBa
MEeAVLMHCKUX W3Aenuii, B pesynbTaTe Yero HacTOALWIA
NYHKT COOTBETCTBYET LieNI1 HACTOSLLIEro cTaHAapTa, KoTopas
cocToUT B obneryeHMM BCEMMUPHOW FapMOHU3aLWK
TpeboBaHWA, YCTAHOBMNEHHbIX K CUCTEMaM YynpaBneHus
Ka4yeCTBOM
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5.3 MNMonutuka B oGnacTu KayecTsa

Bbiclwiee pykoBOACTBO AOMKHO ofecneunBaTb, YTOObI
nonuTuka B o6nacTu kauecTea:

8) COOTBETCTBOBasa LenaMm opraHnsauuu;

6) Bkmoyana 06s13aTenbCTBO COOTBETCTBOBATH
TpeboBaHWAM U NOCTOSHHO NOBbLIWATL Pe3yNLTATUBHOCTL
CUCTEeMbl MEHEPKMEHTa KayecTea;

B) co3jaBana OCHOBbl AN MNOCTAHOBKM M aHanusa
uenen B obnactu ka4yecTsa;

r) 6bina  aoBedeHa
OpraHu3aLMu U MOHATHA eMy;

Ao cBegeHuss  nNepcoHana

[) aHanu3vpoBarnach Ha NOCTOSHHYIO NPUIOAHOCTbL

5.3 Monutuka B 06nacTy KauecTsa

Bhicliee pyKOBOACTBO AOMMKHO obecneumsath, “TOOLI
nonuTuka B 06nacT1 KkayecTsa:

a) COOTBETCTBOBarna uenaMm opraHusayuu;

6) ewmovana obs3amenibcmeo CooOMeenmcmeoeams
mpebogaHusiIM cucmeMbl MeHeOXMeHma Kadecmea U
noddepxusamb ee pe3ynbmamueHoCMb;

B) co3aBana OCHOBbl ANA MOCTAHOBKUM W aHanusa
ueneii B o6nacTy KauecTsa;

r) 6bna pgoBeaeHa
OpraHv3aLym 1 MOHSATHa eMmy;

A0  cBeAeHuA  nepcoHana

ﬂ) aHanm3npoBanacb Ha NOCTOAHHYIO NPUroaHOCTb.

MpuunHbl pasnuumia: s UCO 13485:2003, nyHkT 5.3,
nepeuucneHve 6) UCKNIo4eHo 06A3aTENbCTBO NOCTOAHHOMO
NOBLILWEHUA PEe3YNbTAaTUBHOCTU CUCTEMbl MeHeAKMEHTa
KayecTBa, KOTOpPOe 3aMeHeHO O00fA3aTenbCTBOM MoA-
AepXaHua pe3ynbTaTUBHOCTU CUCTEMbI MeHeMKMeHTa Ka-
yecTBa. Takasi 3aMeHa COOTBETCTBYET Lilenu ASUCTBYIOLLUX B
MUpE HOPMaTMBHLIX AOKYMEHTOB W npeAHasHadyeHa ans
obrneryeHMs BCEMUPHOW rapMOHU3aLMWU YCTAHOBREHHbIX
TpeboBaHuiA K CUCTEMaM MeHeKMEHTa KayecTBa

5.4 MNMnaHupoBaHue
[MyHkT 5.4 UCO 13485:2003 ayTeHTH4eH nyHkTy 5.4 [3]

5.5 OTBeTCTBEHHOCTb, MOJSIHOMOYMA U O6MeH
uHdopmaumen

5.5.1 OTBeTCTBEHHOCTb U NOMTHOMOYMSA

Bbicliee  pykoBOACTBO  OOMKHO  oBecneuusaTb

onpegeneHve W OoBeAdeHWEe OO0 CBedeHusa nepcoHana
opraHvu3aLuu OTBETCTBEHHOCTU W NOTHOMOYUIA

5.5 OTBeTCTBEHHOCTb, MNOMHOMO4YMA U OOMeH
MHcopmaLmei

5.5.1 OTBeTCTBEHHOCTb U NMONTHOMOYMA

Bbicwiee  pykogoOcmeo  opzaHu3zayuu  OOMKHO
obecrnieyugams:

onpedeneHue omeemcmeeHHoCMU U MOHOMOYU,
Komopbie Heobxo0umMo OoKyMeHmuposamb, U dosedeHue ux
0o ceedeHus nepcoHana opaaHusayuu;

esaumodelicmeue U He3aBUCUMOCTMb epcoHana,
PyKo800sILLE20, BLIMOMHAWE20 U 8epuhuyupyoUe20
pabomy no obecnedeHurw Kadecmea, U onpedesams
NOTHOMOYUs1, HeobXxo0uMbie 05151 8bINOIHEHUsT 3muX 3a0ay.

Ocoboe eHumarue cnedyem yoenumes Ha3HaYeHUIO
KOHKpemHbIX JlUl, OmMeemcmeeHHbIX 3a eulbl Oesimerb-
Hocmu, cesi3aHHble ¢ HabnleHueMm 3a akcriiyamayuel
2omoebix usdenuill, a maioke ochopmrieHueM omyema 06
uHyudeHmax (8.2.1 u 8.5.2)

5.5.2 MNMpeacTaBuTeNlb PYKOBOACTBA

Bbiclllee pYyKOBOACTBO AOMMKHO HasHa4uTb npeacta-
BUTENA N3 COCTaBa PYKOBOACTBA, KOTOprI7I He3aBMCUMO OT
apyrux ofszaHHOCTEe AOMKEH HECTU OTBETCTBEHHOCTb U
MMETb NOJTHOMOUYUA, pacnpocTpaHAKLLMeca Ha:

a) obecneyeHue paspaboTku, BHEAPEHUA W noaaep-
XXKaHuss B paﬁoqu COCTOAAHUM NpOoLeCcCoB, Tpe6yeMb|x
CUCTEMON MEHEMKMEHTA KauecTBa;

6) npeacTaBneHue OTYETOB BbICLUEMY PYKOBOACTBY O
PYHKUMOHMPOBaHUM CUCTEMbI MEHEKMEHTa KayecTBa U
Heo6XoaMMOCTHY YNyuLLeHS;
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5.5.2 MpepcraBuTens pykoBoACTBa

Boicwee PYKOBOACTBO [AOIMKHO HasHayuTb npeacrta-
BUTENA U3 COCTaBa PyYKOBOACTBA, KOTOprVI He3aBMCMMO OT
apyrunx 06si3aHHOCTEl AOMKeH HeCTU OTBETCTBEHHOCTb U
MMETb NONHOMOYUA, pacnpoCTpaHAKLLMeCa Ha:

a) obecneyeHve paspaboTku, BHeApPEHUs W nogaep-
XaHusi B paboyeM COCTOsIHAM npoLeccoB, Tpebyembix
CUCTEMOW MEHEAXXMEHTa KauecTBa;

6) npeacTtaBneHWe OTYETOB BbLICLUEMY PYKOBOACTBY O
d)YHKLl,I/IOHI/IpOBaHI/IVI CUCTEMbl MeHeXMeHTa KayeCTBa WU
HeobxoaumocTu yny4lueHus (8.5);
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B) copeicTBue pacnpocTpaHeHuIo NMoHUMaHUs
TpeboBaHuWin NnoTpebuTenei No BCceid opraHU3aLmm.

MpumMeuyaHue—B OTBETCTBEHHOCTL NpeACTaBU-
Tensi pyKoOBOACTBA MOXeT GbiTb BKIIOYEHO NoaAepxkaHue
CBSI34 C BHELLUHUMUW CTOPOHAMM MO BONPOCaM, KacaloLwUMCs
CUCTEMbI MEHEPKMEHTA KauecTBa

8) obecneyeHue 6HYmMpU Op2aHusayuu nNOHUMaHUsI
ycmaHoesieHHbix mpeboearull u mpeboearull nompe-
6umens.

MpumeyaHne—B oTBeTCTBEHHOCTL NMpeAcTaBU-
Tens PyKOBOACTBA MOXET ObiTb BKMIOYEHO MoaaepXaHue
CBA3W C BHELUHAMM CTOPOHaMU MO BOMPOCaM, KacaloLumcst
CUCTEMbI MEHEXKMEHTA KauecTBa

5.5.3 BHyTpeHHuiA o6meH uHdopmauveit

[MoanyHkr 553 WCO 13485:2003 ayteHTU4YeH
noanyHkTy 5.5.3 [3]

5.6 AHanus co CTOpOHbLI PYKOBOACTBa

5.6 AHanu3 co CTOpoHbl PYKOBOACTBA
5.6.1 OGwme nonoxeHusn

[NoanynkTr 65.6.1 WUCO
noanyHkTy 5.6.1 [3]

13485:2003 ayTeHTU4eH

5.6.2 BxogHble AaHHbIe ANA aHanM3a

BxoaHble [fAaHHble ANA  aHanu3a CO  CTOPOHbI
PYKOBOACTBA JOMKHbI BKITIOUATbL CHeAYoLLYI0 MHopMaLuio:

a) pesynbTaThl ayauMTOB (NPOBEPOK);
6) obpatHylo cBsi3b C NoTpebuTensamu;

B) (byHKLMOHUpPOBaHWE MNPOLIECCOB WU COOTBETCTBUE
npoaykLuu,

r) crtatyc npegynpexparlmx U  KOPPEKTUPYOLWMX
DENCTBUIA;

4) nocnegylolme  OGACTBUS,  BbiTekawolme
npeabiayLero aHanmsa co CTOPOHbI PYKOBOACTBA;

u3

e) N3MeHeHUs, KOTopble Mornu 6bl NOBNUATL Ha cucTemy
MEHeKMeHTa KayecCTBa;

X) pekoMmeHgauuu no ynyyleHuo

5.6.2 BxogHble AaHHbIe ANA aHanNu3a

BxogHble pfAaHHble AnA  aHanMsa CO  CTOPOHBI
PYKOBOACTBA AOMKHbI BKIIOYATL CReayIoLLyo MHGopMaLmIo:

a) pesynbTaTbl ayauToB (NPOBEPOK);
6) obpaTHylo CBA3b C NOTpeGUTensmu;

B) (PyHKLIMOHMPOBaHWE MpPOLIECCOB UM COOTBETCTBUE
npoaykuuu;

r) ctatyc npegynpeXxaarlmx W KOPPEKTUPYOLWMX
DEeVCTBUIA;
A) nocnegywowme  OeACTBUA,  BbiTEKalolme U3

npenbiayLero aHanuaa co CTOPOHbLI PYKOBO/CTBA;

e) N3MEeHeHUs, KOTopble MOrmu Obl NOBNMATL Ha cucTtemy
MeHeXXMeHTa Ka4yecCTBa,

X) peKoMeHAaLMM Mo YNYULIEHMIO,

3) HOBble UMU MEePEeCcMOMPEHHbIE YCMAaHOBIIEHHbIE
mpeboegaHus

5.6.3 BbixogHble AaHHble aHanusa

BbiXoAHble AaHHbIe aHarnvsa co CTOPOHbLI PYKOBOACTBa
JOMKHbI  BKIOYaTh BCE PELUeHUA U AeNCTBUS, OTHOCS-
LMecs K:

a) NOBbLILLUEHUID pesynbTaTuBHOCTU
MeHeKMeHTa Ka4yeCTBa U ee NpoLecCoB,

CUCTEMDbI

6) yny4yleHulo NpOAYKUMM corfacHo TpeGoBaHUAM
notpeburtenei;

€) noTpebHOCTM B pecypcax

5.6.3 BbIxoAHbLIe AaHHbIe aHanu3sa

BbIXogHble faHHble aHarnmsa co CTOPOHbI PYKOBOACTBA
[JOMKHblI  BKMIOYaTh BCE PELUEHUs W AENCTBUSA, OTHOCH-
LMecs K:

a) ynyuweHusM, HeobxoOuMbiM 0Ona noddepxarusi
PesynbmamusHOCMU CUCMEeMbl MeHedXMeHMa Kayecmea U
ee npoyeccos;

6) ynyyweHuio npoayKuuM cornmacHo TpeboBaHUsM
noTtpebuTtenei;

c) notpeBHOCTU B pecypcax

6 MeHepxmMeHT pecypcoB
6.1 ObecneuyeHue pecypcamm

OpraHusauvs OofmkHa onpegenste M obecneynBaTh
pecypchl, TpebGyeMble ans:

a) BHeapeHus W nopaepkaHus B pabouyeM COCTOSIHUM
CUCTEMbI MeHeKMeHTa KayecTBa, a Taloke NOCTOSIHHOro
NOBbLILLEHUA ee pe3ynbTaTUBHOCTH;

6) noBbILEHMA  YAOBNETBOPEHHOCTM
NyTeM BbLINOMHEHUs1 UX TpeBosaHuii

notpebutenen

6 MeHeaXMeHT pecypcoB
6.1 OGecneyeHue pecypcamu

OpraHusauma JomkHa onpeaenstb M obecrneynBatb
pecypchbl, TpebyeMble Ans:

a) eHedpeHus1 cucmeMbl MeHedXMeHma Kayecmea u
no0depxaHus ee pesynbLmamugHOCMU;

6) ydoenemeopeHrusi ycmaHOGNeHHbIX mpebogaHull u
mpeboeaHuti nompebumesisi
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6.2 Yenoseueckue pecypcbl

6.2 Yenoseueckue pecypcbl
6.2.1 OGwme NONOXEHUA

[MoanyHkr 6.2.1 WUCO

noanyHkTy 6.2.1 [3]

13485:2003 ayTeHTMuEeH

6.2.2 KOMNeTeHTHOCTb, OCBEAOMIIEHHOCTb 7]
NOAroToBKa

OpraHusauus aorkHa:

a) onpepensTb Heobxoaumyio KOMMETEHTHOCTb

nepcoHana, BLINOMHAKLWeEro padoTty, KOTopasi BMUSIET Ha
Ka4YeCTBO NpoAyKUWUM;

6) obecneuvBaTb NOArOTOBKY WNW NPEANpUHAMATL
OpyrMe [eiCTBMA C LeNbl0  YAOBMETBOPEeHUs 3TUX
noTpeGHocTe;

B) OLEHUBATb Pe3ynbTAaTUBHOCTbL NMPEANPUHSATLIX MEP;

r) obecne4ynBaTb OCBEAOMNEHHOCTL CBOETO nepcoHana
06 aKTyansHOCTW 1 B&XKHOCTU €ro IEATENLHOCTU U BKajie B
DOCTKeHWe Leneii B 06nacTu kauecTsa;

A) noagepxuBatb B pabodyeM COCTOSHUM COOTBET-
cTByloLMe 3anncy 06 o6pa3oBaHUM, NOATOTOBKE, HABLIKaX U
onbite (4.2.4)

6.2.2 KomneTteHTHOCTD, OCBEJOMMNIEHHOCThL ]
NOAroToBKa

OpraHusauus aormkHa:

a) onpeaenaTb Heobxoaumyto KOMMNETEHTHOCTb

nepcoHana, BbINOMHAKLWeEro padoTy, KOTOpPas BMUSET Ha
KaueCTBO NPOAYKUUK;

6) obecneuMBaTb NOArOTOBKY WNU NpeanNpUHAMATL
apyrve OeicTBUA C  LEenbl0  YAOBNETBOPEHUS 3TUX
noTpebHocTei;

B) OL|eHUBaTb Pe3ynbTaTUBHOCTL NPEANPUHSATLIX Mep;

r) obecne4unsaTb OCBEAOMNEHHOCTL CBOEIO NepcoHana
06 aKTyanbHOCTU U BXXHOCTU ero AeITeNLHOCTU U BKNaae B
[OCTWKeHue Lenen B obnacTu kKauecTsa;

A) nopdepxveaTb B paboyeM COCTOSIHUM COOTBET-
cTByloLLMe 3anucy 06 o6pa3oBaHuM, NOArOTOBKE, HABbLIKaxX U
onuite (4.2.4).

I1p umedyaHu e — HayuoHasnbHble unu peauoHasib-
Hble HOpMamueHble 0OKYMeHmbl Mo2ym mpebosamb om
KOHKpemHoU opzaHusayuu paspabomxku OOKyMeHmu-
posaHHbiX npoyedyp Ona onpedesieHusi Heobxodumocmu
mo0zomoeku nepcoHana

6.3 UHdpacTpykTypa

OpraHuzaumst gomkHa onpegensTb, obecneumsBatb M
rnoadepxveaTtb B paboyeM COCTOSHUM WHGOPaCTPYKTYpPY,
HeoGXoOWMMYIO Ans OOCTMXKEHUs COOTBETCTBUA Tpebo-
BaHUAM K npoayKkuuu. MHdpacTpyKTypa MOXeT BKMoYaTh:

a) apaHuA, paboyee NPOCTPAHCTBO U CBAI3AHHbIE C HAM
cpencTea Tpyaa;

6) oGopyaoBaHue ANns NpoLeccoB (Kak TeXHUYeckue, Tak
1 nporpaMmHbIe CPeacTBa);

c) cnyx6bl obecneyeHns (Hanpumep TPaHCMOPT MMM
CBA3b)

6.3 UHdbpacTpykTypa

OpraHusaums gomkHa onpeaensaTb, ofecneuusatb U
noagepxveatb B paboyem COCTOSIHUM WH(DPACTPYKTYpY,
HeobxoaMMylo [Onsi OOCTUXKEHWA COOTBEeTCTBUS Tpebo-
BaHUAM K npoayKumKn. MHMpacTpyKTypa MOXET BKOYaTb!

a) 3gaHus, pabodyee NPOCTPAHCTBO U CBA3AHHLIE C HAM
cpencTea Tpyaa;

6) obopyaoBaHuWe ANns NpoLieccoB (Kak TeEXHUYeckue, Tak
W NnporpaMMHble CpeacTBa);

c) cnyxbbl obecneyeHuss (HanpuMmep TpaHCNOPT WY
CBSi3b).

OpezaHusayusi OosmkHa paspabomamb OOKYMEHMU-
poeaHHble mpebosaHus Kk GelicmeusiM, NO0OepPKUBaIOLLUM
ee uHghpacmpykmypy, 6K/Io4as 4acmomy UX npoeedeHus,
ecnu amu Oelicmeuss unu ux omecymecmeue Moaym
r1oeuaAmb Ha Ka4ecmeo rnpooyKyuu.

Banucu 06 amux delicmeusx 0o/mkHbI N0O0epKusambCs
8 paboyem cocmosHuu (4.2.4)

6.4 lMpousBogcTBeHHas cpega

OpraHusauus [oMKHa CO3aaBaTb MPOU3BOACTBEHHYIO
cpedy, HeoGXoAuUMylD ANsi OOCTMKEHWA COOTBETCTBUA
Tpe6GoBaHWAM K NPOAYKLMK, 1 YRPaBASTH €lo
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6.4 MNMpoussoacTeeHHan cpega

OpraHVIE!aLl,VIﬂ AOJKHa Cco3faBaTbh NMPOM3BOACTBEHHYKO
cpeny, HeOﬁXO,QVIMYIO AnA  OOCTUXeHUs COOTBETCTBUA
TpeﬁOBaHVIFIM K NpOoAyKLUWUN, N YNPaBNATb €i0.

3mo eknroyaem cnedyroujue mpebogaHus:

a) opezaHu3ayus 0o/mkHa pa3pabomames OOKyMeHmupo-
8aHHble mpebosaHus K COCMOSHUK 300p08bA, 2UgueHe U
odex0e nepcoHara, ecilu KOHmaKkm Mexoy nepcoHanom u
npodykyuell unu npoussodcmeeHHol cpedoll Moxem ompu-
yameribHO noenusme Ha ka4ecmeo npodykyuu (7.5.1.2.1);
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6) ecnu npouseodcmeeHHas cpeda MoXem ompu-
yamenbHO CcKasambCA Ha  Kadecmee  npodyKyuu,
opzaru3ayus 0omkHa paspabomamb OOKYMEHMUPO8aHHbIe
mpebogaHus K npousgodcmeeHHoli cpede u GoKyMeHmu-
posaHHbie npouedypb! Unu nPoU3BoOCMEEHHbIE UHCMPYK-
yuu 0na MOHUMOPUH2a U KOHMPO/sA npou3godcmeeHHoL
cpedsl (7.5.1.2.1);

8) opzaHu3ayus OO/MKHa 2apaHMupPoeambL Coomeem-
cmeyrowyro  1o020moeKy  NepcoHana,  8PEMEHHO
pabomaroujezo 8 0cobbix ycrogusx npou3sodcmeeHHol
cpedbl, unu ez2o0 HaxoxOeHue nod HabnwleHuem
nodzomoanerHHoz0 nuya (6.2.2, nepeducneHue 6);

2) npu HeobxoOumocmu paspabomky u OOKyMeHmu-
poeaHue crieyuanbHbix Mep 05181 KOHMPOoss 3a2ps3HeHHol
unu nomeHyuanbHoO 3a2ps3HeHHOU NpodyKyuu ¢ Yenbio
npedomepawieHusl 3a2ps3HeHUs1 ocmanbHol nPodyKyuU,
npou3eodcmeeHHol cpedbi unu 3azps3HeHUs nepcoHana
(7.5.3.1)

7 Mpouecchbl XM3HEHHOro LuKa NpoayKuumn

7.1 MNMnaHupoBaHMe NPOLIECCOB XU3HEHHOro LMKIa
NpoAYKUUU

OpraHusaumsa formkHa nnaHMposaTb M paspabatbiBaTb
npouecchl, HeobxoauMble AnNs obecrneveHuss KM3HeHHOro
uMkrna npoaykuuu. MnaHvposaHWe NPoLIECCOB XXU3HEHHOro
uMkna npoayKuMu [OMKHO ObiTb COrMacoBaHo ¢ Tpe-
6oBaHMAMM K APYrUM npoLieccaM CUCTEeMbl MEHeMKMEeHTa
kavecTBa (4.1).

Mpu nnaHWMpoBaHWKM MPOLIECCOB JKU3HEHHOIO LMKNa
NPOAYKUMM OpraHu3auus JO/MKHa YCTAHOBUTb, €CNU 3TO
uenecooGpaaHo:

a) uenu B obnactm KayectBa M TpeboBaHMS K
npoayKuuu;

6) noTpe6HOCTL B pa3paboTke NpoLEeccoB, AOKYMEHTOB,
a Taike B obecneyeHMM pecypcamu Ans KOHKPETHOWN
npoaykuyuu,

B) HEOOXOAMMYIO AERTEeNbHOCTL MO BepudMkaumun u
BanuaLun, MOHWUTOPUHIY, KOHTPOSIKO W WUCTbITaHWSAM Ans
KOHKPETHOM MpOAYKUMW, a Taioke KpuTepun npueMKu
npoayKuuu;

r) sanvcu, HeobxoguMmble Ans ofecneyeHus cBUde-
TeNbCTBA TOrO, Y4TO NPOLIECChHI )KUSHEHHOTO LMKIa NPOAYKLMU

¥ Npon3BeaeHHan NPOAYKLMUS COOTBETCTBYIOT TpeGOBaHUSAM
(4.2.4).

PesynbTathl 9TOro NnaHUMpPOBaHUA AOMKHbI ObiTb B
hopMe, COOTBETCTBYIOLLIEN NPaKTUKE OpraHv3auun.

NMpumMeyvaHus

.1 [doKkymeHT, onpeaensloWMiA MNPOLECcChl CUCTEMbI
MEHeAXXMEHTa kayecTBa (BKIOYaA MPOLIECChl XXU3HEHHOTO
LUuKna npoAaykuvMu) W pecypcbl, KOTOpble MNpeacTouT
NPUMEHATb K KOHKPETHOW MpOAYKUMW, TNpOeKTy Wnv
KOHTPaKTy, MOXeT pacCMaTpMBAaTLCA Kak NiaH KavyecTBa

2 MNpu pa3paboTke NPOLIECCOB XXWU3HEHHOMO LMKNa
NPOAYKLIMW  OpraHM3aLMs MOXET Talke NpPUMEHSTb
TpeboBaHua 7.3

7 Mpouecchl XM3HEHHOrO LKA NPOAYKLMMK

7.1 MnaHupoBaHue NMpPOLIECCOB XU3HEHHOro LMKNa
npoAyKLuun

OpraHusaums AomKHa nnaHupoBaTb U paspabatbiBaTth
npoLiecchl, HeobxoauMble AnNA oBecneYeHUA XU3HEHHOTo
LmKna npoaykuuu. MnaHvpoBaHue NPOLECCOB XU3HEHHOTO
uuKna npoaykuunm AomkHO ObiTb COrnacoBaHo € Tpe-
60oBaHUAMU K APYIrMM NPOLIECCaM CUCTEMbl MEHEeMKMEHTa
kavecTa (4.1).

Mpy nNNaHUpOBaHWM NpPOLIECCOB JKM3HEHHOrO LWKNa
npoaykuun opraHusauua AOOMKHa YCTaHOBUTb, €Cnu 3TO
LenecoobpasHo:

a) uenm B obnactu kayectea W TpeboBaHMA K
npoaykuuu;

6) notpe6HOCTb B pa3paboTke NPOLIECCOB, AOKYMEHTOB,
a Taike B obecriedeHMM pecypcaMu ANA  KOHKPETHOM
npoayKumu;

B) HeoGXoAWMYO AERTEeNbHOCTL MO BepudmKkaumm u
BanvuaauuM, MOHWUTOPUHIY, KOHTPOMIO UM UCMbITaHWsIM Ansi
KOHKPETHOW NpOoAyKUMW, a Taloke KpUTepuu npUEMKU
npoayKumu;

r) sanucw, HeobxoauMblie ans obecneyeHus
CBUAETeNbCTBa TOFO, YTO MPOLIECCHI KM3HEHHOro LuKna
npoAyKUMM U Npou3BedeHHas NPOAYKUMS COOTBETCTBYHOT
TpeboBaHusM (4.2.4).

PesynbTathl 3TOro nnaHvWpoBaHUs AOMKHbI ObiTb B
hopMe, COOTBETCTBYIOLLIEN NPaKTMKe OpraHn3aLvi.

OpeaHu3ayus OomkHa paspabomamb OOKyMeHmupo-
8aHHble mpebosaHusl K ynpaeneHuio PUCKOM Ha ecex
amanax XU3HEeHHO20 yukna npodykyuu. 3anucu no
ynpaeneHuo puckoM GomkHeI NoA0epxusamscs 8 paboyem
cocmosiHuu (4.2.4 u npumeyarue 3).

MpumeyaHus

1 fokymeHT, onpegensoWWii NpoLlecCbl CUCTEMbI
MeHeDKMEHTa KavecTBa (BKNOYasi NMPOLIECCHl XKWU3HEHHOTo
uuKna npoAykuMM) W pecypchl, KOTOpble NpeacTouT
MNPUMEHAITb K KOHKPETHON npoayKuuW, NPOeKTy Wnu
KOHTPaKTY, MOXET pacCMaTpMBaTLCS KaK NNaH KayecTsa.
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2 Npu paspaboTke NPOLECCOB >XU3HEHHOrO LMKNa
NpoAyKUMM  OpraHM3auus MOXET Taloke NpPUMEHsITb
TpeboBaHus 7.3.

3 Cwm. [5] no ynpaeneHuro puckom.

MNpwunHbl pasnuuuii: nyHkt 7.1 UCO 13485:2003
oTpaxaeT TpeboBaHus AENCTBYIOWMX B MUPE HOPMAaTUBHLIX
AOKYMEHTOB 1 0brnieryaet BCEMUPHYIO rAPMOHMU3aLMIO HOBbIX
TpeboBaHuWiA, YCTAHOBNEHHbLIX K MEAWULIMHCKUM U3AENUsM.
YnpaBneHme pUCKOM SIBNAEGTCA  KMIOYEBLIM  BUOM
[enTenbHOCTU, ONpeaensioLMM Xapaktep 1 o6beM paboTbl
BO MHOMX 06nacTsiX, CBA3aHHbLIX C CUCTEMOIN MEHEKMEHTA
KayecTBa B OpraHU3aLMsX, NPOU3BOASALLUX MEOULIMHCKME
n3penus

7.2 Mpouecchbl, cBA3aHHbIE ¢ NOTpebuTenaMn

7.2 Mpouecchl, CBA3aHHbIE C NOTPeoUTEeNnaAMHU

7.21 OnpegeneHue TpeOGOBaHMIA, OTHOCALIUXCA K
npoAyKuuM

OpraHuzauma [AomKHa aHanusupoBaTb TpeGoBaHus,
OTHOCALUMECS K Npoaykuuu. JTOT aHanu3 [OJbKeH
NPOBOAUTLCSA A0 NPUHATUS OpraHusauueil obasaTenbcTBa
nocTaBnATb NPOAYKLMIO NOTPebuTento (HanpuMep y4acTus B
TeHaepax, NPUHATUA KOHTPAKTOB WNW 3aKas3oB, NPUHATUSA
M3MEHEHUA K KOHTpaKTaM WNM 3aKka3aMm) W JOImkeH
obecneunBathb:

a) onpeaeneHve TpeboBaHUiA K NPOAYKLMM;

6) cornacoBaHve TpeGoOBaHWIA KOHTpaKTa WNU 3akasa,
OTNIMYaLUXCA OT paHee chOpPMYNUPOBAHHBLIX;

B) cnocobHocTb opraHusauuu YOOBNETBOPATb
onpegeneHHble TpeGoBaHUs.
3anucu pesynbTaToB aHanu3a W nocnegyloLmx

[AeVCTBUIA, BbITEKalWMX W3 aHanusa, AOMKHbI noaaep-
XuBaTbcs B pabouem cocTosiHuK (4.2.4).

Ecnu noTpebuTenu He BbIABUralOT AOKYMEHTUPOBaHHLIX
TpeGoBaHWil, opraHuzauus [OMMKHa NOATBEpPAUTb WX Y
noTpebuTens A0 NPUHATUSA K UCMOMHEHUIO.

Ecnu Tpe6oBaHWs K podyKLMM UaMEHeHb!, OpraH1saLms
JomkHa obecneuunTb, YToBbl COOTBETCTBYIOLLME AOKYMEHTHI
6blNU UCTIpaBneHbl, a 3auHTepecoBaHHbIA nepcoHan Gbin
NOCTaBNEeH B U3BECTHOCTb 06 M3MEHUBLLMXCA TpeGoBaHUsX.

MpumedyaHun e— B HEKOTOPbIX CUTYaLIUAX, TaKMX
KaK npoAaxw, ocyllecTBrsieMble 4epe3 WHTepHerT,
npaxkTuiecku Helenecoo6pasHO NPOBOAUTL OULIMANbHLIN
aHanus Kaxgoro sakasa. BMecTo 3Toro aHanus Moxet
pacnpocTpaHATLCA Ha COOTBETCTBYIOLLYIO MHpopMaLuio o
NpoAayKLMK, TaKyHo Kak KaTanory Unv peknamHbie Matepuarnbl

[MoanyHkr 7.2.1 WUCO 13485:2003 ayTeHTMYeH
noanyHkTy 7.2.1 [3]
7.2.2 AHanu3 Tpe6GoBaHUW, OTHOCAIUUXCA K 7.2.2 AHanu3 TpeboBaHMWA, OTHOCHAIUMXCA K
npoAayxuuu npoayxuuu

OpraHuM3auvs OOMXKHa aHanuaupoBaTh TpeGoBaHus,
OTHOCAILUMECA K NpoAyKUuMM. O3TOT aHanu3 [OOMmMKeH
NpoOBOAUTLCA A0 NPUHATUS OpraHusauvein obasatenbcTBa
NOCTaBMATL NPOAYKLUMIO NoTpeSuTento (HanpuMep yyacTus B
TeHaepax, NPUHATUA KOHTPAKTOB MNU 3aKa30B, NPUHATUA
M3MEHEHUA K KOHTPaKTaM WINA 3aKka3aMm) U [OMmkKeH
obecneuuBatb:

a) onpedeneHue u 0oKyMeHmMupoeaHue mpeboeaHuil K
npodyxkyuu;

6) cornacosaHue TpeGOBaHWA KOHTPaKTa WM 3aKasa,
OTMUYAIOLMXCS OT paHee ChOPMYIMPOBAHHLIX;

B) crnocoBHoCTb opraHM3aLum YOOBNETBOPATHL
onpegeneHHble TpeGoBaHus.
3anncu  pesynbTaToB  aHanu3a M NocneaylLmx

AeiCTBUIA, BbITEKalOWUX W3 aHanusa, AODKHbI nopaep-
XuBaTbcs B pabouemM coctosiHum (4.2.4).

Ecnu noTpebutenu He BbiABUraloT AOKYMEHTUPOBaHHbIX
TpeboBaHWil, OpraHW3auusi JOMKHa NOATBEpPAUTb UX Yy
noTpebuTens A0 NPUHATUSA K UCMOMHEHWIO.

Ecnu Tpe6oBaHUs K NPOAYKLMM U3MEHEHDI, OpraHu3aums
pormkHa obecneunTb, YTo6bl COOTBETCTBYIOLME AOKYMEHTDI
6binn MCMpaBneHbl, a 3auHTEPECOBaHHLIN nepcoHan 6bin
MOCTABNEH B M3BECTHOCTb 06 M3MEHMBLLUXCS TpeBGoBaHUSAX.

MpumeyaHune—B HEKOTOPbLIX CUTYALMAX, TaKUX
KaKk npodaxu, ocywecTsnsieMmbie 4epe3 WHTepHerT,
npakTu4eckn Heuenecoo6pasHoO NPOBOAUTL OMLIMANbHDINA
aHanu3 Kaxgoro sakasa. BMmecTo 3TOro aHanus Moxet
pacnpocTpaHsATLCA Ha COOTBETCTBYIOLLYIO UH(OopMaLuio O
NpoAYKLUK, TaKyto KaK KaTanoru nv peknamMHble MaTepuansl

7.2.3 CeA3b ¢ noTpebuTensamu

OpraHusauMs OomkHa onpefenaTb M OCYLUeCTBNSATb
ahheKTUBHbIE Mepbl N0  MOAOEPXAHWIO CBSA3U C
noTpebuTensmu, KacaloLuecs:

a) vHdopMaLuun o NPoAYKUMM;
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7.2.3 CeA3b ¢ noTpebutensamm

OpraHusauma OOMKHa OnpeadenaTs U OCYWeECTBNATbL
appekTMBHEIE Mepbl MO MOAAEPKAHWIO CBA3W C
noTpe6uTensMu, KacarLmuecs:

a) VHhopMaLMK O NPOAYKLWK;
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6) NpoOXOXOEHWA 3anpocoB, KOHTPaKTa WU 3akasa,
BKMIOYas NOMpasky;

B) oB6paTHOW CBA3M C NOTPEOUTENSMU, BKNIOYAA XKanobbl
noTpeburenei

6) npoxoXAeHWs 3anpocoB, KOHTpPaKTa WM 3aKasa,
BKIKOYas NONpaBKy;

B) obGpaTHOW CBA3U C NOTPeGUTENSMU, BKITHOUas Xarnobbl
notpebutenein (8.2.1);

2) nosicHumerbHbIx yeedomiierull (8.5.1)

7.3 MpoekTupoBaHue u paspaborka

7.3.1 MnaHupoBaHue MNpPOEKTUPOBaHUA WU pa3pa-
60TkKM

OpraHv3auus JofkHA NNaHMpoBaTb W YMNpaBnsTb
NPOEKTUPOBaHNEM W paspaboTKOM NPOAYKLMN.

B xofe nnaHVpOBaHWUSA NPOEKTMPOBaHUS U paspaboTku
opraHu3auumsi AOIKHa yCTaHaBNMBaTh:

a) cTaauu NPoeKTUpoBaHUs U paspaboTky;

6) npoBegeHve aHanu3a, BepyuuKaLmio U Banuaaumio,
COOTBETCTBYIOLLME KAKAOW CTaguM NPOEKTUPOBaHUA W
paspaboTku;

B) OTBETCTBEHHOCTb WU NMOJTHOMOYUA obnacTtn

NPOEeKTUpoBaHUA U pa3p860TKVI.

OpraHvzauus JoJpkHa YNpaBnsaTb B3aUMOLENCTBUEM
pasnuyHbIX  rPynn, 3aHATbIX  MPOEKTUPOBaHWEM WU
pa3paboTkoi, C Lienbio obecnedeHns athheKTMBHOM CBS3N 1
YETKOro pacnpegeneHvsi OTBETCTBEHHOCTM.

PesynbTaTel nNnaHApOBaHWS AOIDKHbI  aKTyanusupo-
BaTbCH, ECIM 3TO LienecoobpasHo, No XoAy NPOEKTUPOBAHMS
u paapabotku (4.2.3);

7.3 MpoekTupoBaHue u pa3paboTka

7.3.1 NMnaHupoBaHue MNPOEKTUPOBAHUA M pa3pa-
60TKM

OpeaHu3ayusi OosmkHa paspabambieamb OOKyMeHmMU-
posaHHble npouedypbl NPoOeKmMuUpPosaHusi U pa3pabomku
MeOUYUHCKUX usdenull.

OpraHI/I3aLlVIF| o6si3aHa nnaHupoBatb W YNpaBnATb
npoeKTnpoBaHUeM un paapaﬁoTKoFl npoaykuun.

B xoge nnaHUpOBaHUs NPOEeKTUPOBAHWA U pa3apaboTku
opraHM3aLys AOMKHa yCTaHaBNMBaThb!

a) CTaguu NpoeKTUpOBaHWs U pa3paboTku

6) eudbl OessmenibHOCMU MO aHanusy, eepugbukayuu,
sanudayuu U  nNepeMeweHuro  poekma  8Hympu
opeaHusayuu (cM. npumevaHue), coomeemcmeyuue
Kaxdoll cmaduu npoekmupoeaHus u paspabomxu;

B) OTBETCTBEHHOCTb W NOJTHOMOYUA obnactu

NpoeKTupoBaHUA N pa3p860TKVI.

OpraHu3auus [ofbkHa YNpaBnsiTb B3aMMOAEWUCTBUEM
pa3anuuHbIX  rPynn, 3aHATbIX  NPOEKTUPOBAHUEM U
paspaboTkoi, ¢ uenbio o6ecnedeHus agpdeKTUBHOM CBA3U U
YETKOro pacnpeneneHUs OTBETCTBEHHOCTU.

Pesynsmams! nnanupoeaHus OGomkHb! 6bimb  OOKy-
MeHMupoBaHb! U, ecriu HeobXxo0umo, aKkmyanusupoeaHbl
puU cO8EpLUIeHCMB08aHUU MPOeKMUPoeaHUs U pa3pabomku
(4.2.3)

MpumeuyaHue—[leamensHocms no nepedaye
npoekma & npoyecce npoeKkmuposaHusi u paspabomku
meduyuHcKkoeo u3besnusi Oo/KHa 2apaHmupoeamb, 4mo
8bIX00HbIe OaHHbIe NPoeKmMuposaHus u paspabomku 6yOym
8epucghuyuposaHs! Kak coomeememayrowjue mpeboeaHusM
K npoyeccy U320MOeNieHUsl, npexde 4YeM cmaHym
OKOHYamesbHbIMU creyughuKayusamu npodyKyuu.

MpuunHbl pasnuuuid: noanyHkT 7.3.1 NCO 13485:2003
oTpaxaeT TpeboBaH\A AeVCTBYIOLLUX B MUPE HOPMaTUBHBIX
[OKYMEHTOB M 06neryaeT BCEMUPHYHO rapMOHU3ALIMIO HOBbIX
TpeboBaHWA, YCTAHOBNEHHbIX K MEAULMHCKAM MW3OenuaM.
B uenom, TpebosaHus UCO 13485:2003 k AOKYMEHTMPO-
BaHWIO NpoLiedyp COOTBETCTBYIOT TpeboBaHuaM [3], a Takke
TpeboBaHWsAM GONbLUMHCTBA HaLMOHanbHbIX (pervoHanb-
HbIX) HOPMATVBHbIX JOKYMEHTOB

7.3.2 BxoaHble AaHHble AnA MPOEKTUPOBaHUA U
pa3paboTku

BxogHble paHHble, OTHOCsALLMecs K TpeGoBaHusM K
NpPoAyKUUM, AOMKHBI GbiTh OnpeaeneHsbl, a 3anucu AOMKHbI
noaaepxueatbcs B paboyem coctosiHum (4.2.4).

BxoaHble AaHHble AOMKHbI BKIIOYAT:

a) cyHKUMOHanbHbIE aKcnnyaTauMoHHbIe
TpeboBaHus;

n

7.3.2 BxogHble AaHHble ANS1 NPOEKTUPOBAaHUA M
paspaboTku

BxoaHble paHHble, OTHOCALWMecs K TpeboBaHMSAM K
NpPOAYKLUMW, AOMMKHbI ObITh ONpedeneHkl, a 3an1cy AOMKHbI
noaaepxuBatbcs B paboyem coctosiHum (4.2.4).

BxoaHble AaHHbIe AOMKHbI BKIKOYATb!

a) QyHKYUOHasbHbI® U 3KCMyyamayuoHHbie mpebo-
eaHusi, mpeboesaHus K 6e3onacHocmu  coanacHo
Ha3Ha4eHUo;
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6) cooTBeTCTBYIOLME 3aKOHOAATENbHLIE W Apyrue
obssaTenbHbie TpeboBaHUS;

B) TaM, e 3T0 uenecoobpasHo, MHMOPMaLMIO, B3ATYIO
13 npeabiayLUmMX aHanorMyHbLIX NPOEKTOB;

r) apyrve Tpe6oBaHUA, BakHble A5 NPOEKTUPOBAHNUA U
paspaboTku.
BxogHble AaHHble AOIDKHbI  aHanM3vMpoBaTbCA Ha

[OCTaTOMHOCTb. TpebGoBaHUA AOMKHLI ObiTb  NONHLIMK,
HeABYCMbICNEeHHbIMU U HenpoTUBOpPEYNBLIMU

6) cooTBeTCTBylOWME 3aKOHOAATENbHble W  Apyrue
obfAsatenbHbie TpeboBaHUS;

B) TaM, rae 3To LienecoobpasHo, MHOPMaLMIO, B3ATYIO
U3 NpeabiaYLLIMX aHaNOMMYHBIX NPOEKTOB;

r) apyrve TpeGoBaHUA, BaXHble AN NPOEKTUPOBAHUA U
pa3paboTku;

0) ebiXOOHbIE OaHHbIe No ynpaeneHuto puckom (7.1).

BxoOHble QaHHble 00mKHbI Bbimb NPoaHanuU3upPo8aHs!

Ha coomeemcmeue yCMaHOGNeHHbIM mpebosaHusM U
ymeepxOeHbi.

TpeboBaHua A0MMKHLI GbiTh NOMHBLIMKY, HEABYCMbICNEH-
HbIMU 1 HENPOTUBOPEUNBLIMUA

7.3.3 BbixogHble AaHHbIe
paspaboTku

BbixogHble OaHHble MPOEKTUPOBaHWA U paspaboTku
JomkHbl 6biTb MpeacTaeneHbl B opme, NO3BONANOLWEN
NPoBEeCTM  BepuUUKALMIO  OTHOCUTENBbHO  BXOAHbIX
TpeGoBaHW K NPOEKTUPOBaHWIO M pa3paboTke, a Tawke
JOmkHbl ObiTb YyTBEpXOEHbl A0 WX NOCNEeAyLWero
UCMOMNb30BaHWS.

NPpOEKTUPOBAHUA U

BbixoAHble AaHHble MPOEKTUPOBaHWA U pa3paboTku
DOMKHbI:

a) cooTBeTCTBOBaTb  BXOAHbLIM
NPOEKTUPOBAHMIO U pa3paboTke;

6) obecneymBaTb COOTBETCTBYOLIEN MHOPMaLMel No
3aKyrnkam, NpoOU3BOACTBRY U OGCMYXMBAHMIO;

B) COAepXaTb KPUTEPUA MPUEMKM NPOAYKLUMA WK
CCbIMKW Ha HUX;

r) onpegensTb XapaKTepUCTMKU NpOAyKLWW, CyLlecT-
BeHHble Ans ee 6e30MacHOro U NPaBUIILHOTO UCMONL30BaHUS

TpeboBaHuaAM K

7.3.3 BbixogHble AaHHble
pa3pabotku

BbixogHble AaHHbIE NPOEKTUPOBaHUA W pa3paboTkn
[OMXHbI GbiTb NpeacTaBneHbl B opMe, NO3BONAKOLLEH
npoBecT  BepudUKaLUIO  OTHOCUTENbHO  BXOAHbIX
TpeboBaHWii K MpoeKTMpoOBaHWIO U paspaboTke, a Talke
DOMXHbI  ObITb  yTBEpXAeHbl A0 WX  nocneayiowero
MCNONb30BaHUs!.

NPOeKTUPOBaAHUA U

BbixoAHble AaHHble NPOEKTUPOBaHUA W pa3paboTku
DOIDKHbI:

a) COOTBETCTBOBaTb  BXOAHbLIM
NPOEKTUPOBaHUIO U paspaboTke;

TpeboBaHusM K

6) oBecneumnBatb cooTBeTCTBYIOWEN UHOPMaLME no
3aKynkam, Npou3BOACTBY U OBGCMYXUBAHMIO,

B) coepXaTb KpPUTEPUW NPUEMKM NPOAYKUWM UK
CCbINKUA Ha HUX;

r) onpeaenaTb XapakTepuUCTUKU MPOAYKUWW, CyliecT-
BEHHblIe /s ee 6e30NacHOro U NPaBUITLHOMO UCMONL30BAHUA

Banucu ebix0OHLIX OaHHBIX MPOEKMUPOBaHUs U
paspabomku QomkHbl noddepxusambcsi 8 paboyem
cocmosiHuu (4.2.4)

fTpumMedaHue—3anucu 86bIXOOHbIX OaHHLIX
poexmupoBaHus U paspabomKku Mo2ym eKmoYamb
cneyugbukayuu, npou3eo0CMeeHHbIe MPoUecchl, MexHu-
yeckue 4epmexu U XypHallbl MEeXHUYecKux 3anucel unu
uccnedogaHuli

7.3.4 AHanu3 npoekTta U pa3paboTku

Ha Tex crtagusx, rge ato LenecoobpasHo, AOMKEH
npoBOAUTLCA  CUCTEMATMYECKUA aHanu3 npoekta U
pa3paboTku B COOTBETCTBUM C  3anfaHAPOBaHHLIMU
MeponpuaTuamu (7.3.1) ¢ uenbio:

a) OUeHUBaHMA CrnocOGHOCTM pe3ynbLTaToB Mpoek-
TUPOBaHUA U pa3paboTKM yAOBNETBOPATL TPe6OBAHUAM;

6) BbisiBNeHus nobbix npobnem
npeanioxXeHuin No HeoGXoAUMbIM AECTBUAM.

] BHECEHUA

B coctaB y4yaCTHMKOB TakOro aHanusa [AOMKHbI
BKIIOYATLCA NPEACTaBUTENM noapasaerneHwuid, MMerowmx
OTHOWIEHWe K aHanuaupyemoi (biM) cTagum (AM)
NpPOEKTUPOBaHUA W paspabGoTkn. 3anucu pesynbTaToB
aHanu3a M BCeX HeoOXoaAUMbIX [AESNCTBUA  [OMKHbI
noaaepXuBaTbCcA B paboueM coctosiHum (4.2.4)

7.3.4 AHanus npoekTa u pa3paborku

Ha Tex crtapgusax, rge 310 uUenecoobpasHo, AOMmKeH
NpoBOAUTLCH  CUCTeMaTUdeckuii aHanu3 npoekTa MU
pa3paboTku B COOTBETCTBMM C  3annaHWPOBaHHLIMU
Meponpusitusimu (7.3.1) ¢ Lenblo:

a) OLIeHKM CNOCOGHOCTU PesynbTaToB NPOEKTUPOBAHUA
1 pa3paboTin yaoBneTBOpATL TpeGoBaHUAM;

6) BbifiBNeHUA  nobbix  npobnem
npeanoXeHuin N0 HeoGXoAUMBLIM AESACTBUAM.

Takoli aHanus OoMmkHbI BbINOHAMbL npedcmasumenu
CNYXK6, UMEIOWUX OMHOWEHUE K aHanu3upyemsiM cmadusm
npoexkma u pa3pabomku, a makxe Opyaue cneyuanucmsi
opeaHusayuu (5.5.1 u 6.2.1).

3anucu pesynbTaToB aHanusa U BCeX Heo6GXxoauMbIX
DeiCTBUIA [OMKHBI NOAAEPKUBATLCA B paboueM COCTOAHUN
4.2.4)

n BHeCeHUA
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7.3.5 Bepudukauun npoekra u paspaborku

[MoanyHkT 7.3.5 WCO 13485:2003 ayTteHTUuYeH
noanyHKTy 7.3.5 [3]

7.3.6 Banuaauus npoekTta U paspaboTku

Banugauus npoekta W paspaboTkm  OOMMKHa
OCYLLeCTBMSATLCA B COOTBETCTBAM C 3aniiaHAPOBAHHLIMU
MeponpusiTuaMu  (7.3.1), 4TOObI yAOCTOBEPUTLCA, UTO
nonyyeHHas B peaynbTate nNpOAyKUWA COOTBETCTBYET
TpefoBaHMAM K YCTaHOBMEHHOMY WNU npeanonaraeMomy
MCMONb30BaHWIO, €CNMU OHO U3BECTHO. ae 3To NpaKTUYecKn
uenecoobpasHo, Banujauvs JoimkHa ObiTb 3aBeplueHa A0
NocTaBkM  WNM  MPUMEHEHWA  Mpoaykuun.  3anucu
pe3ynbTaToB Banvaauuu U BCceX HeobXxoauMmbix AencTeuin
JOIMKHbI NoAAepXuBaThes B paboyem coctosHuM (4.2.4)

7.3.6 Banugauus npoexta u pa3paboTku

Banudayus npoekma u paspabomku  Oo/mkHa
npoeodumbCcs 8 coomeemcmeuu C 3ariaHUPOBaHHLIMU
meponpuamuamu (7.3.1) ona obecneyeHus1 coomeemcmeus
20moeoll nNpodykuuu mpeboeaHUsIM K ee HasHayeHuio uiu
crneyuansHOMy npuMeHeHuro. Banudayusi domkHa 6bimb
nposedeHa 00 nocmaeku npodyKyuu unu eeedeHusi ee 8
3Kcnnyamauuro (cMm. npumevarue 1).

3anucu pesynbTaToB BanNMaaLmm 1 BCEX HeoBXoaMMbIX
[eiCTBUN AOMKHLI NOAAEPXKMBATLCH B paboueM COCTOsIHUU
(4.2.4)

OpeaHusayus obasaHa npoeodums KITUHUYeckue u/unu
3KCnnyamayuoHHble UCNbimaHusi MeOUUUHCKuUX u3sdernuli
Kak yYacmb Meponpusmull no eanudayuu npoekma u
paspabomku @ coomeemcmeuu C mpebosaHUAMU
HaUUOHaNbHbIX  UU  pe2uoHallbHbIX  HOPMAaImueHbIX
OokyMeHmos (cMm. npumeyvaHue 2).

MpumeyaHusn

1 Ecnu meluuyuHckoe uslenue noodnexum eanudayuu
monbKko nocrie c6OpKU U MOHMaxa Ha Mecme e20
npuMeHeHus, nocmaeka npodyKuuu He cyYumaemcsi
3aKoH4YeHHOU 00 mex nop, noka npodykyus He 6ydem
¢hopmansHoO nepedaHa nompebumesto.

2 lpedcmaeneHue MeduyuHckozo u3lenus Ons
npogedeHuss  KIMUHUYeCKUX U/unu  3KCRyamauyuoHHbIX
ucnsimarull He cHumaemcsi nocmaskou

— 7.3.7 YnpaBneHue WU3MEHEHUSIMU TMpoeKTa WU
pa3paboTku
[MoanyHkT 7.3.7 WCO 13485:2003 ayTeHTM4eH
noanyHkTy 7.3.7 [3]
7.4 3akynku 7.4 3akynku

7.4.1 Mpouecc 3aKynok

OpraHu3aumss pomkHa obecneyvBaTh COOTBETCTBME
3aKynneHHoi NpoaYyKUMK YCTaHOBMEHHbIM TPeBOoBaHUSAM K
3aKynkam. TWn U CTeneHb YNpaBneHWs, NpUMeHsieMble No
OTHOLUEHWMIO K MOCTaBLUMKY W 3aKynneHHOW MpoayKuuu,
OOMKHbl 3aBMCETb OT €e BO3OeNCTBMA Ha nocregylolme
CTaAMM >KM3HEHHOTO LMKNa NPOAYKUMM WNKM TOTOBYIO
NPOAYKLMIO.

OpraHusauvss fOorfkHa oueHvMBaTb M BbIGUpaTh
NOCTaBLUMKOB Ha OCHOBE WX CMocOBHOCTM nocTaBnsATh
NPoAyKLUIO B COOTBETCTBUM C TpeboBaHUAMM OpraHM3aLvu.
JorxkHbl 6bITe paspaboTaHkl KpUTEpUM OTOGOPa, OLIEHKU U
NMOBTOPHOW OLEHKW. 3anvcu peaynbTaToB OLEeHUBaHWS M
NObIX HEOOXOAUMBIX AEVCTBUN, BbITEKAIOLLMX U3 OLIEHKM,
[AOIMKHbI NoaAepXuBaThCs B paboyeM cocTosHuM (4.2.4)

7.4.1 TNpouecc 3aKynok

OpeaHusayusn OomkHa paspabomamb OOKYMEHMUpPO-
gaHHble npouyedypei, obecneyusaioujue coomeemcmaue
3aKynneHHol npodyKyuu ycmaHoGNeHHbIM mpebosaHUsIM K
3aKynKam.

Tun 1 cTeneHb YynpaeneHusl, NpUMEHsieMble Mo
OTHOLLUEHWIO K MOCTaBLUMKY W 3aKynneHHOW NpoayKuuu,
OOMKHbI 3aBUCETb OT €€ BO3AEWCTBMA Ha nocneayolme

CTaguM XW3HEHHOro LMKNa npoAyKUMU WNUM  FOTOBYHO
NPOAYKLMIO.
OpraHn3auvsi OOMKHa oueHMBaTb W BbibupaTb

NOCTaBLUMKOB Ha OCHOBE MX CMOCOBHOCTM MNOCTaBnATb
NpPOAYKLMIO B COOTBETCTBUM C TPEGOBaAHUSAMM OpraHU3aLmn.
HomkHbl GbiTb paspaboTaHbl KpUTepun oTOOpa, OLEHKU U
NOBTOPHOM OLIeHKW. 3anucu peaynbTaToB OLEeHUBaHUA W
No6bIX HEOBXOAMMBIX OENCTBUIA, BbITEKAIOLLMX U3 OLIEHKU,
OOMKHBI NoaaepXMBaTLCA B paboueM cocTosiHum (4.2.4)
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7.4.2 Undopmauus no 3akynkam

MHd)OpMaLIMﬂ no 3akynkaMm AomkKHa onucCbiBaTb
3aKasaHHY NpoayKUuio, BKINOYan, rae ato Heo6xoaumo:

a) TpeGoBaHUA K YTBEPXKACSHWIO NpoAYKLMK, npoueayp,
npoueccoB U 060pyaoBaHust;

6) TpeGoBaHuA Kk KBanUdUKaLUM NepcoHana;
B) TpeGoBaHWA K CUCTEME MEeHeDKMEHTa KayecTBa.

OpraHuzauma pomkHa obecneunBaTb afeKBaTHOCTb
YCTaHOBNEHHbIX TpefoBaHWA K 3aKynkaM A0 MX COobLLeHUs
NoCTaBLUUKY

7.4.2 Nncpopmauus No 3aKynkam

MHdpopMmauma no 3akynkam AOMKHaA OnNucbiBaThb
3aKasaHHYH NpPOAYKUMIO, BKNIOYas!, rae 3T0 Heobxoaumo:

a) TpeboBaHuA K yTBEpXASHUIO NPOAYyKUWUM, npoueayp,
npoLeccoB 1 060pyAOBaHUR;

6) Tpe6oBaHuA K kBanuduKaLun nepcoHana;
B) TpeboBaHWUA K CUCTEME MEeHeMKMEHTa KayecTea.

Opranusauma gomkHa ofecneunBaTb aaeKBaTHOCTb
YCTaHOBNEHHbIX TpeBoBaHUI K 3aKynkam A0 UX coobLieHus
NOCTaBLLMKY.

B moii cmeneHu, 8 Kakoli amo Heobxodumo Ons
ocyujecmernieHuss  npocnexusaemMocmy (7.5.3.2), opea-
Husayusi OoymkHa noddepxueamb 8 paboyeM COCMOsIHUU
coomeemcmaeyroulyo UHGhopMayuio o 3aKynkam, mo ecmsb
OokymeHmb! (4.2.3) u 3anucu (4.2.4)

7.4.3 Bepudukauus 3akynneHHOW NPpoAyKLUK

OpraHusauua fomkHa paspafoTaTb M OCYLLeCTBRSATb
KOHTPOMNb UMW APYryld AEATENbHOCTb, Heobxoaumyio Ans
obecneyeHUss COOTBETCTBUA  3aKyMIeHHOW MPOAYKLVK
YCTaHOBMEHHbLIM TPeGOBaHUAM K 3aKynKam.

Ecnu opraHu3auma unu ee notpeSutens Npeanonaraiot
OCYyLLECTBUTL BepuduKaLMio Ha NPeanpUSTUM NOCTaBLLMKA,
TO OpraHu3auusi AODKHAa YCTAHOBWUTL B WH(OPMAaLMK No
3aKyrnkaM npegnonaraemble Mepbl MO NPOBEPKE U NOPSAOOK
BbiMNyCka NPOAYKLMM Y MOCTaBLUMKa

7.4.3 Bepuduxauyuna saKkynneHHOU NPoAyKUUM

OpraHusauma aomkHa paspa6oTaTb U OCYLeCTBATh
KOHTPONb UNW APYryl0 AEATENbHOCTb, HeobBxoaumylo ans
ofecneycHUsi COOTBETCTBUA  3aKyNnMEeHHOW NPOAYKLMW
YCTaHOBMEHHbLIM TPeGOBaHUAM K 3aKynkam.

Ecnu opraHuM3aumsa unu notpeGuten ee npoayKuvu
npeanaralT OCYLEeCTBUTL BepUUKaLMIO Ha NPEANPUATIM
nocTaBlUKa, TO OpraHU3auWs AOMKHAa YCTaHOBUTL B
MHGpOPMaLMKM MO 3aKynkam npeanonaraembie Mepbl No
NpoBEepKe U NOPSIAOK BhINYCka NPOAYKLMM Y NOCTaBLUWKa

3anucu no eepughukayuu GoDKHBI MOGOEPKUBAMBLCS 8
paboyem cocmosHuu (4.2.4)

7.5 Mpou3BoacTBO U obGcnyXUBaHue
7.5.1 YnpaBneHue NpoM3BOACTBOM U OBCITyXKMBaHMEM

OpraHusauma OomkHa nnaHvpoBsaTb U obecneyvBath
NpPOW3BOACTBO U 06CNYyXUBaHWE B YNPaBseMbIX YCMOBUSX.
YnpaBnsieMble YCNOBUS [AOMKHbLI BKMOYaTb, €CNU  3TO
uenecoobpasHo:

a) Hanuuve nHdopmaLmm,
XapaKTepUCTMKV NPoAYyKLMY;

onucbisaroLLien

6) Hanuuve
HeobxoauMocTy;

pabounx  MHCTPYKUMWA, B  cnyyae

B) NpUMEHeHUe noaxoasiuero 06opyaoBaHus;

r) HanvuMe UM NpUMeHeHue
namepuTenbHbIX NPMGOPOB;

KOHTPONbHbIX n

4) NpoBeaeHVe MOHUTOPUHA U UBMEPEHUIA,

€) ocyllecTBneHVe BbiNycka, MOCTaBKA U AeWCTBUN
rnocne nocTaBKu NPoAyKUUA
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7.5 Mpou3BoACTBO U OGCNyXUBaHue
7.5.1 YnpagsneHue Npou3BOACTBOM U OGCITy)XMBaHUEM
7.5.1.1 O6wue mpeboesaHus

OpraHu3auus OomkHa nnaHWpoBaTh M obecneuuBaTh
NPOU3BOACTBO M 06CMyXXMBaHWE B yNPaBnsieMbIX YCIOBUSIX.
YnpaensieMble YCMOBWSi AOMKHbI BKMOYaTb, €CNUM  3TO
LuenecoobpasHo:

a) Hanuuve MHopMaLmK,
XapaKTepUCTMK NpoayKLum;

onucbiBaKoLLen

6) Hanuque OOKYMeHmUPOBaHHBIX npouedyp, pabouux
UHCMPYyKUul, 3mManoHHbIX Npouedyp U3BMEepeHust U, ecru
Heobxo0uMo, crpagoyHo20 Mamepuana;

B) NpUMeHeHue noaxoasiiero oGopyaoBaHus;

r) Hanuune W NpUMeHeHue
U3MepuTErbHbIX MPUGOPOB;

KOHTPONbHbIX n

,El,) npoBegeHne MOHUTOPUHIa 1 VI3MepeHVII2;

€) oCylleCTBNeHWe BbIMyCka, MOCTaBKA W AEWCTBUNA
nocre NoCcTaBkU NPOAYKLUK;

X) 8bInosiHeHue deticmauli

MapPKUPOBKe U yrnakoeke.

KOHKPEemHbIX no
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OpezaHusayus 0oimkHa paspabomame ¢hopmy 3anucel U
noddepxusamb ux 8 paboyem cocmosiHuu (4.2.4) Onsa
kaxOol napmuu  MeQuuuHckux  u3lenull, 4mobbi
obecrequms UX NPOC/IEXUBAEMOCMb 8 COOMEemcmeuu ¢
7.56.3 u ycmaHosumb KOIUYECMEO NPOU3BEOEHHOU
npodykyuu u npodykyuu, npedHasHavyeHHoU 0ns npodaxu.
Banucu no kKaxdol napmuu u3denul OOKHbI 6bimb
8epUhULUPOBaHBI U YMBEPXOeHb.

IMpuwmeyaH ue—Tllapmuell MOXem cyumamscsl
00HO MeOulUUHCcKoe u3desnue.

7.5.1.2 Ynpaenenue npou3zsodcmeoM u obcnyxu-
eaHueM. CrieyuansHbie mpeboeaHust

7.5.1.2.1 Yucmoma npodykyuu U KOHMPOJIb
3aepsisHeHHocmu

OpezaHusayusi JomkHa paspabomamb OGOKyMeHmMUpO-
8aHHble mpebo8aHUs K yucmome npodyKyuU, eciu:

a) neped cmepunuszayuell u/unu  NPUMEHEeHUeM
npodyKyus NPoxooum O4YUCMKY 8 op2aHu3ayuu;

6) npoldykyus nocmasrnisiemcs 8 HecmepusribHoM aude u
nodnexum oyucmke neped cmepunusayuel u/unu
npuMeHeHueMm;

G) npodyl(uun nocmaesisiemcs 8 HeCmepuiibHOM aude u
ee yucmoma He uMeem 3Ha4yeHus 051s NMPUMEHeHUs;

2) peaceHmbl O5isi oyUCMKU NPoAYKUUU O0/DKHB!I Bbimb
yOarieHbl NpuU ee U320MOoeIeHUU.

Ecnu  npodykyuss  nodesepzaemcsi  oducmke 8
coomeemcecmeuu ¢ nepevucrieHusiMu a) unu 6), mpeboeaHus,
codepxauwjuecs 8 (6.4, nepeyucnerue a) u (6.4, nepeyuc-
JieHue 6), neped npouedypoli o4UCMKU He MPUMEHSIFOMCS.

7.5.1.2.2 PabombI 1o MOHMaXy

Mpu Heobxodumocmu  opezaHu3ayust dormkHa
paspabomampb OCKyMeHmMUpPoB8aHHbIe mpebosarus,
codepxawjue Kpumepuu MpueMKu U eepughukayuu
MOHMaxa MeOuyUHCKo20 u30esusi.

Ecnu coenacogarHbie ¢ nompebumenem mpebogarusi
10380/1710M  BbIMOMHAMbL MOHMAX HEe MOMbLKO cunamu
opeaHusayuu unu ee nofIHOMOYHO20 npedcmasumeris,
opaaHu3ayusn 0osmkHa paspabomams OOKyMeHMUPO8aHHbIE
mpeboeaHus1 K makoMy MOHMAaXy U e20 eepughukayuu.

3anucu no MoHWHmMaxy U eepuchuKkayuu, Komopbie
ocywecmensiem opzaHu3auus unu  ee MOTHOMOYHBIL
npedcmasumernb, 00/MKHbI N0O0ep)UBamMbCs 8 paboyem
cocmosHuu (4.2.4).

7.5.1.2.3 [esmenbHocmb No o6cyxueaHuio

Ecnu mpe6boeaHue K obCnyxueaHur sensiemcs
cneyuarnbHbIM, op2aHu3ayus 0o/mkHa, npu Heobxodumocmu,
paspabomambe G0KyMeHmuposeaHHbie npouedypsl, paboyue
UHCMPYKUYUU, CrpaeoyHble Mamepuarsi U 3maroHHble
npouedypsi usMepeHust ons ocywecmeneHus
obcryxusaHus U e2o gepuchukayuu 8 coomeememauu co
creyuarnbHbiM mpebosaHueM.

3anucu no obcniyxuearuro, 8bINOJIHAEMOMY
opeaHu3ayuell, Oo/mKkHbI noddepxueambcsi 8 paboyem
cocmosHuu (4.2.4).

MpumeyaHue— OBcryxueaHue MOXem 6KIlio-
Yyamb, HaNpUMeP, PEMOHM U MEXHUYECKOE OBCITyKUBaHUE.
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7.5.1.3 CneyuanbHbie mpe608aHUsi K CMePUNIbHLIM
MeOQUUUHCKUM U3denusmMm

OpezaHusayus OomkHa no0depxueams 3anucu Mo
napamempam NPoyYecco8 Cmepusiu3ayuu, MPUMEHSIeMbIX
Ons kaxdoll napmuu cmepunusyemolil npodykuyuu (4.2.4).
Banucu no cmepunusayuu OOKHLI NPOCHEXuUe8amscs 018
Kaxooll napmuu npou3sedeHHbIX MeOUUUHCKUX u3denull
(7.5.1.1)

7.5.2 Banuaauua npoueccoB MNpPoOU3BOACTBA MU
obcnyxuBaHus

OpraHusauus [omkHa noATBepXaaTh BCE NPOLECCh
NPoM3BOACTBA U OOCNYXvBaHUsA, pPesynbTaTbl KOTOPbIX
Herb3s MPOBEPWUTL NOCPEACTBOM NOCNEOoBaTeNbHOro
MOHWUTOPWHra WnuM uaMepeHus. K HUM OTHOCATCA BCe
NPOLIECChI, HEAOCTaTKM KOTOPbIX CTAHOBATCA OYEBUAHBLIMM
TONbLKO NOCHE Havana ucnonb3oBaHUA NPOAYKLMM UnK nocne
npegoCTaBMNeHus yCnyru.

Banupauus JofbkHa NpPOAEeMOHCTPUpOBaTh CrnocoG-
HOCTb 3TWX MPOLECCOB [OCTUraTh 3annaHMpoBaHHbIX
pesynbTaToB.

OpraHusauua OomkHa paspaboTaTh Mepbl MO 3TUM
MPOLECccam, BKIOYast, ECIK ATO NPUEMIIEMO:

a) onpegeneHHblie  KpuTepuum  Ans
YTBEPXOEHMA NpOLIECCOB;

6) yTBepxaeHue COOTBETCTBYHLLEro 0GopyaoBaHUA M
KBanudukaLum nepcoHana;

B) NMpUMEHEHWEe KOHKPETHbIX METOA0B U NpoLieayp;
r) TpeboeaHus K 3anucsm (4.2.4);
) NMOBTOPHYHO Banuaauuio

aHanusa n

7.5.2 Banupaaumsa npoueccoB MpPoOU3BOACTBA M
obenyxuBanHus

7.5.2.1 O6bwue mpeboeaHus

OpraHvsauus [omkHa noaTBepxkAaTb BCE NpoLiecchl
npousBoACTBa U OBCRyXvBaHUs, Pe3ynbTaTbl KOTOPLIX
HeNMb3s MPOBEPUTbL MOCPEACTBOM  MOCHenoBaTenbHOro
MOHWUTOPWHra WnM uaMepeHus. K HUM OTHOCATCA Bce
npoLecChl, HeAOCTATKM KOTOPbLIX CTAHOBATCS OYEBMAHLIMM
TONbKO MOCHNE HaYana UCcnosb30BaHUsA NPOAYKLIMM.

Banugoauua [omkHa MNpPOAEMOHCTPUPOBaTL CMNOCcoG-
HOCTb 3TWX MPOLECCOB [AOCTUraTb 3annaHWPOBaHHLIX
pesynbLTaTos.

OpransauMﬂ AOMKHa pa3pa60Ta'rb Mepbl NO 3ITUM
npoueccam, BKnoYaa, ecnu 3To npueMneMo:

a) onpegeneHHble  KpuTepun  Ans
yTBEPXASHUA NPOLIECCOB;

6) yTBepxkaeHue coOOTBETCTBYHOLEro 06opyaoBaHUA U
ksanudukauum nepcoHana;

B) NpUMMEHEeHWe KOHKPETHbLIX METOAOB M NpoLeayp;
r) TpeboBaHus k 3anucsm (4.2.4);
A1) NMOBTOPHYIO BanuaaLuio.

Opezanusayus Oo/mkHa paspabambigamb OOKyMeHmMu-
POBaHHble npouedypbi eanudayuu NMpUMEHeHUs1
KOMMbIOMEpHo20  npozpaMMHo20  obecnieyeHust (U
usMeHeHull mako2o obecnedyerus u/unu e2o0 NPUMEHeHUs))
npu npoussodcmee u OBCYyXUBaHUU, KOMOPble Moz2ym
oKasbleamp GJIUSIHUEe Ha  CcrocoGHOCMb  NpodyKuuu
ydoernemeopsimb yCmaHO8/IeHHbIM mpeboearusM. Takoe
npozpammHoe obecrieyeHue criedyem ymeepxdamb 00 e2o
1epeoz2o NPUMEHEHUSI.

3anucu o pesynbmamax eanudayuu
noddepxueambcs 8 paboyem cocmosHuU (4.2.4).

7.5.2.2 CneyuanbsHbie mpe606aHus K CMePUbHbLIM
meduyuHcKkum usdenusam

OpeaHusayus OormkHa paspabambieame OOKYMeHMU-
posaHHbie npouyedyps! eanudayuu npoueccos
cmepunusayuu. [lpouyeccsl cmepunusayuu credyem
ymeepx0amb 00 UX Nepeozo MPUMEHeHUS.

3anucu o pesynbmamax eanudayuu npPoyeccos
cmepunusayuu OomkHbl noddepxusamecs & pabouem
cocmosHuu (4.2.4)

aHanusa n

OOSMKHbBI

7.5.3 UpeHTuduKaums U NpoOCNeXMBaeMoCTb

Ecnu aTo uenecooBpasHO, OpraHusauua AomkHa
naeHTMULUMPOBaTbL npoayKuuio npu noMoLuy
COOTBETCTBYIOLLWX CPEACTB Ha BCEX CTAANAX €€ XNIHEHHOr
uvkna.
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7.5.3 UaeHTudukauma n NnpocneXxmsaemMocTb
7.5.3.1 Udenmudcpuxayus

OpeaHu3zayusn donmxHa udeHmucghuyuposams
npodyKyu Ha NPOMSKEHUU 8Ce20 XKU3HEHH020 Uukna ¢
noMowpio coomeemcmeylowux cpedcme U paspa-
6ambieamb 0OKyMeHmupoeaHHble npouedyps! 0na makol
udermucghuxayuu npodykuuu.
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OpraHuzauvs fdomkHa uaeHTMdUUMpoBaTL  CTaTyc
NPOAYKUMM NO OTHOLLEHMIO K TpeBGoBaHUSM MOHUTOPUHIA U
U3MEepeHWiA.

Ecnn npocnexveaeMocTb AIBNAETCH TpeboBaHWeM, TO
opraHusauus JoMmKHa ynpasnsTb cneumansHon
naeHTUbMKaumen npoayKLUmMmn 1 peructpupoBats ee (4.2.4).

NMpumedyaHune—B page oTpacnel NPOMbILLNEH-
HOCTU MEHEMKMEHT KOH(Urypauum SBnsieTcs CpeacTBoM, C
NOMOLLIbIO KOTOPOro MoAAEpXVBAETC MaeHTUUkauma u
npocnexwsaemocTb

OpeaHu3sayus OosmkHa paspabambieamb OOKYMEHMU-
poBaHHbIEe npoyedypel, 2apaHmupyouue, 4mo
meduyuHcKue usdesusi, 6038palieHHbIE 8 Op2aHU3ayUI0 KakK
Hecoomeemcmeyruwjue, udeHmuguyuposaHsl U omaoesieHb!
om u3benull, coomeemcmeylWUX YCMaHOBNEHHLIM
mpeboeaHusam (6.4, nepeyucrieHue ).

7.5.3.2 lMpocnexueaemMocmb
7.5.3.2.1 O6wue nonoxeHusi

OpeaHu3ayusi Oo/mkHa  pa3spabambieamb  OOKy-
MeHmupoeaHHble npouedypbl npociexueaemMocmu. Takue
npoyedypsl O0/MKHLI ONPedename cmeneHb Npociexueae-
mocmu npodykyuu u Heobxodumbie 3anucu (4.2.4, 8.3 u 8.5).

Ecnn npocnexvusaeMocTb siBnsietcA TpeboBaHveM, TO
opraHusauus DOMmKHa ynpaBnaTb cneuvansHon
naeHTUMKaLe NpoayKUUM U perucTpupoBaTh ee (4.2.4).

MpumeyaHue— YnpaeneHue KoHuaypauuel
npodykyuu siensiemcsi cpedcimeoM, C MOMOWbIO KOIMopoz2o
MOXHO ocywecmensmb uleHmugukayuo U npocre-
JKusaemMocmb

7.5.3.2.2 CneyuanbHblie mpeb06aHUS K aKMUGHLIM
uMnIaHmMupyembiM MeGUUUHCKUM U30esusiM U UMIUIaH-
mupyeMbiM MeEOUUUHCKUM U30esuam

B 3anucu, HeobxoOumbie OniA  ocywecmeneHus
npocnexusaeMocmu, Op2aHu3auus Oo/KHa 6KIYamb
3anucu 060 8cex KOMIOHeHmax, Mamepuarnax U ycroeusx
okpyxarouiell cpeldbl, ecilu OHU MO2Ym A8UMbLCS NMPUYUHOU
moeo, Ymo meluyuHckoe usdenue He ydoenemeopsiem
YyCmaHOBJ/TIeHHbIM K HeMY mpeﬁoeaHunM.

OpezaHuzayusi Oo/mkHa mpeboeamb oOm  CBOUX
npedcmasumened unu ducmpubbiomopos8 noddepxusams
3anucu o pacnpedenieHuu MeOQUUUHCKuX u3lenull Ons
docmuxeHus npocrexusaeMocmu u GoCmynHOCMU 3mux
3anuceli Ons koHmpons. Opzaru3zayusi 0ormkHa obecrie-
4Jugamb peaucmpayuio 2py3ofioslyyameiisi (HaUMeHOBaHUs
u adpeca) (4.2.4).

7.5.3.3 Ndenmudchbukayuss cmamyca

OpraHuzauuss AoMmkHa uaeHTUUUMpoBaTb CTaTyC
NPOAYKLMU MO OTHOLLEHUIO K TPe6OBaHUAM MOHUTOPUHIA U
N3MepeHUi.

HNoeuvmugpukayusi cmamyca npoldykyuu  OO/DKHa
noddepxueambcsi Ha 6ceX 3manax ee npouseodcmea,
XpaHeHusi, MOHmMaxa u obcrnyxuearus 0mns obecrneyeHust
omnpaerneHusl, MNPUMEHeHUs1 U/lu MOHmMaxa mMoJIbKO
npodykyuu, npowedwel ece HeobxoAuUMbIe 8UGLI KOHMPOJIS
u ucnsimarull (unu umerouwiell ohuyuansHoe paspeuieHue
Ha OMKIIOHEeHUE Om yCmaHOa/IeHHbIX mpeboeaHuil)

7.5.4 CobcTBeHHOCTL noTpeSuTenen

OpraHuMsaums AOMKHa NposiBNATL 3a6oTy O Co6CT-
BEHHOCTW NoTpebuTens, noka oHa HaxXoAWTCA NoA ynpae-
NEeHVeM opraHu3aLMmu Unu ucronb3ayetca eto. OpraHusauus
JOrmkHa naeHTUMUUpoBaTh, BepMULMPOBaTL, 3alLULLaTb
M coXpaHsiTb CODCTBEHHOCTb NoTpebuTens, NnpeaocTaeneH-
HYI0 ANA UCNONb3OBAaHUS WM BKMIOYEHUA B MPOAYKLMIO.
Ecnu cobcTBeHHOCTb NOTpEObUTENns yTepsaHa, NoBpeXaeHa
wnm npusHaHa Henpuro,ql-loﬁ ana UCNonb3oBaHUA,
noTpebutens AomkeH ObiTb 06 3TOM W3BelleH, a 3anucu
OOIMKHbI NOAAEPXUBATLCH B paboueM cocTosHun (4.2.4).

7.5.4 CobGcTBEHHOCTL NoTpeduTenen

OpraHu3auuss oofbkHa nposiBnsaTe 3aboTy o cober-
BEHHOCTU n0Tpe6v|Tens|, noKa OHa HaxoauTCcA noa ynpaB-
NieHUeM opraHusaLum unu ucnonb3ayercs eto. OpraHusauus
[OmKHa naeHTMUUUpOBaThb, Bepu(ULUUPOBaTb, 3alLMLLaTh
W COXpaHSTb COBCTBEHHOCTL NOTpebuTens, npenocTaBneH-
HYIO Ang UCNoNb30BaHUA WA BKIMKOYEHUA B NPOAYKLUIO.
Ecnu cobctBeHHOCTL noTpebuTens yrepsiHa, noBpexaeHa
wnm npusHaHa HeanrOAHOﬁ ans ncnonbL3oBaHUA,
noTpebutens AomkeH ObiTb 06 3TOM U3BELLEH, a 3anucu
AOMKHBI NOAAEPXKUBATLCA B pabouem coctosaHum (4.2.4).
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MpumevaHue— CobcmeeHHocms nompebumerns
MoXem ekmovamb 8 cebsl UHmennekmyansHyilo cobemeeH-
Hocmb

I1pumeyanue— CobcmeeHHOCMbIO nompebumernst
Moxem 6bimb UHMesIIEKmyanbHas cobCmeeHHoCMms Unu
KoHGhuOeH uanbHas UHEhopMayus 0 COCIMOSHUU €20 300p0BbS.

7.5.5 CoxpaHeHue COOTBETCTBUA NPOAYKLUU

OpraHM3aumMa OOMKHA  COXPaHATb  COOTBETCTBUE
npoaykuMn B Xoae BHYTpeHHelt o6paboTkn u B npouecce
NOCTaBKM K MECTY Ha3HauyeHus. DTO COXpaHeHne AOMKHO
BKMloyaTb B  cebA  uaeHTUMKALMIO,  NOMPY304HO-
pasrpysouyHble paboTbl, YNakoBKy, XpaHeHue W 3aluTy.
CoxpaHeHne AOMKHO Taloke NPUMEHATLCA U K COCTABHLIM
4acTAM NPoAYKUMK

7.5.5 CoxpaHeHue COOTBETCTBUA NPOAYKLUM

OpeaHusayus OoimkHa paspabambieamb GOKyMeHmu-
poeaHHble npouedypbl unu paboyue UHCMPYKYuU Mo
coXpaHeHuio coomeememeust NPodyKUUU yCmaHOBIeHHbIM
mpe6oeaHuaM npu OCYUWECMENIeHUU MeXHOMT02UYECKUX
npoyeccos 8Hympu opaaru3ayuu u docmaeke NPooyKyuu K
Mecmy HasHa4eHus.

CoxpaHeHne COOTBETCTBUA AOMKHO BKMoYaTh B cebs
uaeHTUMKaLMIO,  MOIPY304HO-Pa3rPysodHble  paboTbl,
ynaKkoBKy, XpaHeHue 1 3amTy. CoxpaHeH1e AOMKHO Taloke
NPUMEHATLCA U K COCTABHBIM YaCTAM NPOAYKLIMMK.

OpeaHusayus OormkHa pa3spabomamb OOKyYMeHMU-
poeaHHble npouedypsl unu pabodue UHCMPYKUUU o
ynpaenenulo npodykyuell ¢ O02PaHUYEHHBIM CPOKOM
XpaHeHus nubo npodykyuel, mpebyowell creyuarnbHbIX
ycnosull xpaHeHus. Takue cneyuarnbHble yCro8uUst XpaHeHust
O0MKHbI peaucmpupoeamscs U 6bimb YrpassieMbiMu

7.6 YnpaBneHue ycTpoiCTBaMK ANA MOHUTOPUHIra U
U3MepeHum

OpraHuzauust OomKkHa OnpeaenuTb MOHUTOPUHT U
M3MepeHUsl, KOTopble NpeacTOUT OCYLLEeCTBNATb, a Taloke
YCTPOMCTBA AN MOHUTOPUHIA U U3MepeHusi, Heo6xoanMble
Ans obecneyeHns cBMaeTeNLCTBa COOTBETCTBUA NPOAYKLMUM
yCTaHOBMNEHHbIM TpeGoBaHusm (7.2.1).

OpFaHVI3aL|,VIFI OOJDKHa pa3p860TaTb napoueccbl ang
noaTBepXKAeHUA TOro, u4TO cnoco6 MOHUTOpUHIa M
n3amepeHnsa CoOBMeCTuMm C TpeﬁOBaHVIﬂMVI K MOHUTOPUHIY U
n3MepeHnam.

Tam, rae Heobxogumo obecneumBaTh uMMelOLMe
3aKOHHYIO Cuny pesynbTaTbl, M3MepuTenbHoe o6opyao-
BaHWE AOMKHO ObIThb:

a) oTkanMbpoBaHO U MOBEPEHO B YCTaHOBMNEHHbIE
nepuoabl UnNu nepen ero npyuMmeHeHuem no 06pa3L|,OBbIM
JTanoHam, nepegavLlimM pasMmepbl eguHul B CpaBHEHUAU C
MeXayHapoAHbIMA UMW HaLMOHanbHbIMK aTanoHaMu. MNpu
OTCYTCTBUN TaKUX 3TalIOHOB 6838, ncnonb3oBaHHasA AaAns
KanVIGpOBKVI WNn NOBEPKK, OOIKHA ObITb 3aperucTpmpoBaHa;

6) oTperynupoBaHo Unu NMOBTOPHO OTPEryNIMPOBaHO Mo
Mepe HeobxoauMOoCTH;

B) MAEHTU(ULMPOBAHO C LIeNbio YCTaHOBMNEHUS cTaTyca
KanubpoBKM;

r) salWwuueHo OT PeryrMpoBoK, koTopble caenanu 6ol
HeAENCTBUTENbHLIMU PE3yNbTaThl USMEPEHUS;

A) 3alMIieH0 OT  MOBPEXAEHUs WU
coctosHUAs B Xoae  obpalleHus,
o6CnyXUBaHUA U XpaHEHUS.

Kpome TOro, opraHMsauus JofmkHa OLEHUTb U 3ape-
rMCTPUPOBaTb MPaBOMOYHOCTb NpeAbIayLUX pe3ynbTaToB
uaMepeHusi, ecnum oGHapykeHo, 4To obopyaoBaHue He
cooTBeTCcTBYeT TpeboBaHusaM. OpraHusaums gomkHa
NpeanpuHATL COOTBETCTBYIOLLEE AESWCTBME B OTHOLLEHUU
Takoro obopyaoBaHus U noGo M3aMepeHHON npoayKuuu.
3anucu pesynbTaToB KanuGPOBKA W MNOBEPKU [OMKHbI
nogaepxueaTbca B paboyemM coctosHuK (4.2.4).

YXyaLIEeHUs
TEXHUYECKOro
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7.6 YnpaBneHue ycCTpoMCTBaMM 4N MOHUTOPUHIA U
nu3mepeHuin

OpraHusauusa [OfDkHa OnNpeaenuTb MOHWUTOPUHT 1
M3MEpPEHUA, KOTOopble NPEACTOMT OCYyLLeCTBIATb, a Talke
YCTPOMCTBA ANA MOHUTOPUHrA U U3MepeHusi, HeobxoauMble
Aans obecneveHUA CBUAETENLCTBA COOTBETCTBUS NPOAYKLIUM
yCTaHOBMNEHHLIM TpeboBaHuam (7.2.1).

OpeaHu3zayusi GomkHa paspabomamb OGOKYMeHmupo-
eaHHble npoyedypbl obecriedeHus nPOBEOEHUs] MOHU-
mopuHea U u3MepeHull 8 coomeemcmeuu C yCcmaHos-
JIeHHbIMU mpebosaHuaMU.

Tam, roe Heobxogumo obecneunBaTb UMeloLUe
3aKOHHYI0 CuNy pesynbTaTbl, U3MepuTenbHoe o6opyado-
BaHWe JOMKHO GbITb:

a) oTkanubpoBaHO W MOBEpPEeHO B YCTaHOBMEHHbIE
nepvoabl MNWU nepes ero npuMeHeHWeM no o6pasuoBbIM
aTanoHam, nepegalllyM pa3Mmepbl e4UHUL B CPpaBHEHWUU C
MeEXOYHapOAHbIMU UMW HaUMOHamNbHbLIMK 3TanoHamu. MNpu
OTCYTCTBMM TakuxX 3TarioHoB Gasa, MCMONb3OBaHHasi Ans
KanmbpoBKM UNy NOBEPKU, A0MKHa ObITb 3aperucTpMpoBaHa;

6) oTperynupoBaHO WNK NOBTOPHO OTPErynuMpoBaHo no
Mepe HeoBXoaMMOCTH;

B) MAEHTUULMPOBAHO C LieNnbio YCTaHOBMEHWA cTaTyca
KanubpoBKu;

r) salMLEeHO OT peryrMpoBoK, KOTopble caenanu Gbi
HeaeNCTBUTENbLHLIMN pesynbTaThl U3MEepPeHUs;

A) sallMIieHO OT MNOBPeXAeHUs WU
COCTOSIHUS B xone obpalleHus,
OGCJ'IY)KVIBaHVIﬂ N XpaHeHus.

Kpome TOro, opraHusaums [doSikHa OLEHUTb U 3ape-
rMCTpUpoBaTh MPaBOMOYHOCTL MPEAbIAYLLUX pesynbTaToB
usaMepeHusi, ecnum ob6HapykeHo, 4TO obopydoBaHue He
cooTBeTcTBYeT TpeGoBaHuam. OpraHusauMs JomkHa
npeanpuHATL COOTBETCTBYIOLLES AEACTBUME B OTHOLLEHUU
Takoro obopyaoBaHus 1 NGO M3MEepeHHOW NPOAYKLMW.
3anucu pesynbTaToB KanuBpoBKM M NOBEPKU AOMXKHbI
noaaepXueatbcs B pabouemM cocTosiHUM (4.2.4).

YXyOLIEHS
TEXHNYECKOro




TMpodomkeHue mabnuysi B.1

FOCT P UCO 13485—2004

MCO 9001:2000

MNCO 13485:2003

Ecnu npu MOHUTOPYHIE M U3MEPEHUN YCTaHOBMEHHbIX
TpeboBaHUA MCNONb3YIT KOMMbIOTEPHblE MpOrpaMMHbIe
cpeactBa, WX CMNOCOGHOCTL  yAOBMETBOPATb Mpeano-
naraeMoMy npuvMeHeHUIo AormkHa ObITh NoaTBEPXAeHa. 3T
[AOIMKHO ObIThb OCYLLECTBMEHO A0 Hayana MPUMEHEeHVs K
NOBTOPHO NOATBEPXAEHO No Mepe HeobxoaumocTy (7.5.2).

NMpumeuyaHune—CM [6] ans pykosoacTBa K
DENCTBUIO

Ecnv npu MOHWUTOPUHIE U U3MEPEHUN YCTAHOBIEHHbIX
TpeGoBaHU WUCMOMb3YIT KOMMLIOTEPHLIE MNPOrpamMMHbIe
cpeactea, WX CnocoBHOCTb YAOBNETBOPATL Mpeano-
naraeMoMy NpUMEHEHUIO AokHa BbITe NOATBEPXAEHA. DTO
JOMKHO 6bITb OCYLLECTBNEHO A0 Hauyana NpUMEHeHWs U
NOBTOPHO NOATBEPXAEHO N0 Mepe HeoBXoaAMMOCTH

ITpumeuyaH ue—CM pykosodawue ykasaHus

8 [6]

8 WamepeHue, aHanus u yrnyuweHue
8.1 O6Gwue nonoxeHUs

OpraHusaumsa [OMKHa nNrnaHupoBaTb W NPUMEHSTb
npoueccbl MOHWTOPWHra, W3MepeHus, aHanuMsa W
ynyudLLeHusi, HeobxoavMble ans:

a) OeMOHCTpauWu COOTBETCTBUSA MPOAYKLUUM;

6) obecneyeHus COOTBETCTBUS CUCTEMbI MEHEAXXMEHTa
KayecTBa;

C) NOCTOAHHOIO NOBbILLUEHUA
CUCTEeMbl MEHEIKMEHTa Ka4YyecTBa.

370 [OMKHO BKIKOYATb onpegeneHne npuMeHUMbIX
METOAOB, B TOM 4UCnNe CTaTUCTUYECKUX, U obnacTb WX
Mcnonb3oBaHUA

pesynbTaTUBHOCTM

8 UamepeHue (oLeHKa), aHanu3 u ynyudlieHue
8.1 O6wue nonoxeHus

OpraHusaums [OMKHa nNnaHupoBaTb M NPUMEHSTb
npoLecchl MOHUTOPUHra, U3MepeHUsi (OLeHKW), aHanuaa u
ynyuLieHusi, HeobxoauMble Ans:

a) AeMOHCTpaUuU COOTBETCTBUS NPOAYKLMM;

6) obecneyeHVss COOTBETCTBUS CUCTEMbI MEHEMKMEHTA
KaJyecTBa;

c) nod0epxaHus  pesynbmamueHoCmu
MeHedXMeHma Kadecmea.

37O AOMKHO BKMOYATb onpegeneHne npuMeHAeMbIX
METOAOB, B TOM 4uClle CTaTUCTUYECKUX, U obnacTb ux
NCNoNb30BaHUSA.

MpumedaHue—HayuonansHele unu peauo-
HaslbHble HOpMamueHbie OOKyMeHMbI Mo2ym codepxamb
mpeboegaHusi Kk  pa3pabomke  OOKYMEHMUPOBAHHbLIX
npouedyp 0na eHedpeHUs cmamucmu4ecKkux mMemoodos U
ynpaernerus ux npuUMeHeHuUeMm.

MpuunHbl pasnuuunia: nyHkr 8.1 UCO 13485:2003 otpa-
»aeT TpeboBaHus AeACTBYIOLUX B MUpE HOPMATUBHBIX [0-
KyMEHTOB U obrneryaet BCEMUPHYIO FapMOHU3ALMIO HOBbIX
TpebGoBaHWA, YCTAHOBMEHHBLIX K MEAULMHCKUM W3aenusM.
[HeicTByiolMe HOPMaTUBHLIE AOKYMEHTbI HanpaefeHbl Ha
TO, YTOObl NPUMEHEHUe pesynbTaTMBHON CUCTEMbI MEHEeX-
MeHTa kayecTBa obecneunBano npoussoacTeo 6esonacHow
1N a¢pdeKTUBHO (DYHKLIMOHUPYIOLLIEA NpoAayKUUW, a He Ha

cucmembl

MHpOpMaLmMK, Kacalolleics BOCNPUATUA noTpebutensmm
COOTBETCTBUA OpraHusauum TpeGoBaHuAM noTpeburenei,
KaK OAHOro u3 cnocoGoB u3aMepeHus paboTbl CUCTEMbI
MEHe/DKMeHTa KayecTsa. [lomxHbl ObiTb YCTAHOBNEHDI
MeTOoAbI MONyYEHNA N UCNOML30BaHUSA 3TON UH(hopMaLK

NOCTOSIHHOE  COBEpLUEHCTBOBaHWE CaMOW  CUCTEMBbI
MeHeKMeHTa KayecTsa

8.2 MOHUTOPMHI U U3MepeHue 8.2 MOHMTOPUHI U U3MepeHue (oLeHKa)

8.2.1 YpoBnerBOpeHHOCTL nNoTpeduTtenei 8.2.1 ObpamHas ces3b

OpraHvszauvwa  OOfmKHa  NPOBOAUTbL  MOHWUTOPWHI B kadyecmee 00HO20 u3 cnocoboe  OUeHKU

(PyHKUUOHUPOBaHUsT cuCmeMbl MeHed)KMeHma Kadecmea
opzaHu3ayusi 0oJDkHa nPoeoOUMb MOHUMOPUHZ UHGHOP-
mayuu, omHocsawelicsi K y0oenemeopeHuo opaaHusayuell
mpeboeaHuii nompebumens.

HdomkHbl ObTb yCTAHOBMEHbI METOAbl MONyYeHUAa WU
MUCNONb30BaHUA 3TOU UHOpMaLnK.

OpezaHusayusi Oo/mkHa paspabomamb OOKYMeHmupo-
gaHHyl0 npouedypy no cucmeme obpamHol cessu (7.2.3,
nepeyucsieHue C) C UesTbio MoJlyYeHUs paHHez20 npedynpex-
OeHus1 0 npobnemMax 8 obracmu Kayecmea U 88eQeHus 8

npoueccsl  KOppekmupylowux U  npedynpexoawux
Oelicmeuti (8.5.2 u 8.5.3).
Ecnu HayuoHasbHble unu peaucHalibHble

HopMamueHble GOKyMeHmbl mpebylom om opz2aHu3ayuu
HaKomyieHuUs1 Ofbima Ha OCHOBaHUU  UHghopMayuu,
nojsiyyeHHol nocne npodaxu MeOUUUHCKo20 u3denus,
aHariu3 makoeo Ofnbima MOXem cmamb 4acmbio CUCMeMb!
obpammHol censu (8.5.1).
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MNpuunHa pasnuuuin: NOHATUS «yOOBNETBOPEHHOCTb
noTpebutenei» n «BOCNPUSITUE NOTPEOUTENAMM» CIIULLIKOM
CyObEeKTUBHbI A BBEAEHWS UX B HOPMATUBHbIE JOKYMEHThI
B KayecTBe ycTaHoBneHHoro Tpe6osaHus. MoanyHkT 8.2.1
MCO 13485:2003 oTpaxaeT TpeboBaHUA AEWCTBYIOLUMX B
MUpEe HOPMAaTUBHbLIX JAOKYMEHTOB U oBrieryaeT BCEMUPHYIO
rapMoOHM3auuio HOBbIX TpebGoBaHWA, YCTaHOBMEHHbIX K
MEAMLIMHCKUM U3Jernvsim

8.2.2 BHyTpeHHMue ayauThbl (NPOBEpPKK)
lNMpumeyaHue—Cm [7]— pykosodcmeo 1o
aydumy.

[MognyHkt 8.2.2 WUCO 13485:2003 ayTeHTU4eH
noanyHkTy 8.2.2 [3], 3a UCKMIOYEHNEM BbILLEYNOMSIHYTOrO
npumMeyaHus]

OpraHvzaumsi [OSKHa OCYLIECTBRSATb MOHUTOPUHE K
M3MEpPATb XapaKTepWUCTMKN MPOAYyKLMM C Lienbio NpoBepKy
cobniogeHuss TpeboBaHUA K npoaykuMu. ITO  AOMKHO
OCYLLECTBNATLCA Ha COOTBETCTBYIOLLMX CTaausx npouecca
YW3HEHHOTO LiuKna NPoAYKLUM COrMacHo 3annaHMpoBaHHbIM
MeponpusaTuam (7.1).

CeugetenbcTBa COOTBETCTBUA KPUTEPUAM MPUEMKM
JAOMXHbI nogaepXueathecs B paboueM cocTosHUWU. 3anucu
JOIMKHbI yKasbiBaTb NUUO (@), caHKUMOHWpoBaBlLee (Me)
BbINYCK NpoayKuum (4.2.4).

[o 3aBepLUeHUs BCeX 3annaHUpOBaHHbLIX MEpONPUATUIA
(7.1) BbINYCK MPOAYKUMM WM NpPeAOCTaBneHWe YCnyru He
[JOIMKHbI OCYLLECTBNATLCHA, €CNIM UHOe He YTBepXaeHo
COOTBETCTBYOLUMM  YNONMHOMOY€HHbIM unu, rge 3710
NpUMeHNMO, noTpebuTenem

— 8.2.3 MOHMTOPMHI U u3MepeHMe  (OLeHKa)
npoueccos
[MoanyHkt 8.2.3 WUCO 13485:2003 ayTeHTUYeH
noanyHkty 8.2.3 [3]
8.2.4 MOHMTOPMHI U U3MEepeHue NpoAYKLUU 8.2.4 MoOHUTOPUHr ] UsmepeHue (oueHka)

npoAyKuuK
8.2.4.1 Obwue mpeboeaHus

OpezaHusayusi Oo/mkHa nPOBOOUMb MOHUMOPUHZ U
USMepeHUe  XapaKmepucmuK mnpooykyuu C  Uenbio
8epuchukayuu coomeemcmeusi ycmaHoe/1eHHbIM mpeboea-
HusM. MoHUMOpUH2 U U3MEpPeHUe XapaKmepucmuk
npodykuyuu OO/mKHLI Obimb NpPoBedeHbl Ha coomeerm-
cmeyilowux cmadusix npoyeccos XU3HeHHO20 yukna
npodykyuu U 8 coomeemcmeuu C 3annaHuposaHHbIMU
meponpuamuamu (7.1) u GOKyMeHmupoeaHHbIMU npoue-
Oypamu (7.5.1.1).

CBuaeTenbCTBa COOTBETCTBUA KPUTEPUAM  MPUEMKU
[JOIKHbLI NOAAEPXKNBATLCA B paGoyem COCTOAHUW. 3anucu
[AOIKHBbI YKasbiBaTb NuUO (a), caHKUuuoHupoBsasllee (uUe)
BbINYCK NpoAaykuuu (4.2.4).

Beinyck npolykyuu u obcnyxueaHue He Mozym
ocywecmenamscsi 00  YCRewiHoe2o  3asepuieHus
3annaHuposaHHbix Meponpuamull (7.1).

8.2.4.2 CneyuansHoe mpebosaHue AN aKMUBHbLIX

uMmnIaHmupyeMbix  MeOuuyuHckux  u3lenui u
UMMIaHMUuUpPyeMbix MeOUUUHCKUX u3denull
OpezaHusayuss  GomkHa  eecmu  3anucu o

udeHmucdhburkayuu nepcoHana (4.2.4), npoeodaujezo nobole
8UObI KOHMPONA UNU ucnbimaruli

8.3 YnpaeneHue HeCOOTBETCTBYHOLIEA NpoAYyKLUUEH

OpraHuzauvs  gomkHa  obecneuvBarts, 4TOObI
APOAYKUWUA, KOTOpas He COOTBETCTBYET TpeﬁoBaHMﬂM, 6bina
vaeHTUULMpOBaHa W ynpasnsnacbk C Lenbio npegoT-
BpalleHWs HenpegHaMEepPeHHOro  MCMONb30BaHUs  UNu
noctaBku. CpepacTtBa ynpaBreHWsl, COOTBETCTBYHLLASA
OTBETCTBEHHOCTb n NONMHOMOY KA Aana pa60'rb| C
HECOOTBETCTBYIOLLE  Mpoaykuuei  JOrmkHbl  GbiTb
onpeaeneHbl B JOKYMEHTMPOBAHHOW npoLieaype.

OpraHu3zaums [OIMKHa peLuatb BONpOC c
HECOOTBET CTBYIOLI.l,eVI I'IpO,EI,YKLl,VIeﬁ O4HUM U HECKONbKUMU
cregyowmMmn cnocobamu:
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8.3 YnpaBneHue HeCOOTBETCTBYIOLIEN NpoAyKUuen

OpraHusauua DOMKHa obecneunsartb, 4TO6bI
NpoAyKuMsi, KOTOPasA He COOTBETCTByeT TpeboBaHuaM, 6bina
umaeHTM(ULMpPOBaHAa W ynpaBnanacb C LUEnblo NpeaoT-
BpalleHUsi HenpeaHAMEpPEeHHOro  UCMONb3OBaHUA  UNU
noctaBkn. CpeacTtBa ynpaBneHWs, COOTBETCTBYIOLLAA
OTBETCTBEHHOCTb WM MonHoMo4ua Aana  pabotbl €
HECOOTBETCTBYIOLLIE npoaykuuen LOSMKHbI ObiTb
onpegeneHsl B AOKYMEHTMPOBAHHON npoueaype.

OpraHusauma  AOMmMKHa  pewat  BONPOC  C
HECOOTBETCTBYIOLLEei MPOAYKLIMENH OAHUM AW HECKONBKUMK
crieayroLmMmu cnocobamu:
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a) OCYyLIECTBNATL AGWNCTBUA C LEMblO YCTpaHeHWUs
06HapyXeHHOro HECOOTBETCTBUS;

6) CaHKUMOHUpOBaTL €e Ucnonb3oBaHWe, BbINyCK UNA
ApUeMKy, ecnn nMeeTCs paspelleHne Ha OTKMOHeHue OT
COOTBETCTBYHOLLEro NONTHOMOYHOIro opraHa unmn
n0Tpe6v|Tenﬂ, rae 310 NPUMEHUMO;

B) OCYLUECTBMATL ASWCTBUA C LML NPEAOTBPaLLESHS
ee nepBOHAYanbLHOrO MPEeanonaraeMoro UCMomnbL30BaHUA
N1 NpUMeHeHuA.

3anucu o xapaktepe HeCOOTBETCTBUA U  mobbix
nocneaylowmx MNpeanpuHATLIX  AEUCTBUSX,  BKIKOYas
NoflyyeHHble paspelleHUss Ha OTKIOHEHUs, OOIKHbI
noaaepxueatbcs B paboueM coctosiHum (4.2.4).

Korga HecooTBeTCTBYIOLLAs MpoAyKUWsl WCnpaBneHa,
OHa JomkHa 6biTb NOABEPrHyTa NOBTOPHOW BepudUKaLmK
ANs NOATBEPXAEHUS COOTBETCTBUS TPEGOBaHUAM.

Ecnu HecooTBeTCTBYIOLLAA NpoAyKLMS BbisiBreHa nocrne

AOCTaBkM UNM Hayana WwWCNonb3oBaHWUA, OpraHMsauus
AOJKHa npeanpuHATbL nencrTeus, afekBaTHble
nocneacTeuam (VIJ'IVI noTeHUuuanbHbLIM I'IOCJ'Ie,QCTBVIFIM)
HEeCOOTBETCTBUA

a) ocywlecTBnATL [AEACTBUS C LEMblo YyCTpaHeHus
o6Hapy»XeHHOro HeCOOTBETCTBUS;

6) caHKLUUOHUPOBamb MPUMEHeHUe, 8bINYCK  unu
npuemKky npodykyuu npu NofyYeHUU paspelieHuss Ha
OMKITOHEHUE 0M yCMaHOBMeHHbIX mpeboearull;

B) OCYLLECTBNsATb AEUCTBUA C LieNblo NPpeaoTBpaLleHuUs
ee MepBOHaYarnbLHOro npeanonaraeMoro MCrornb30BaHUs
VN1 NpuMeHeHus.

OpeaHuszayusi  Oo/mKHa  eapaHmuposams, 4mo
Hecoomeemcmeyowas npodykyus 6ydem npuHsima npu
noy4deHuu paspeuwieHun Ha OMKIIOHEeHue om

ycmaHoeneHHbIx mpebosarull mosibKo 8 MoM ciiyqae, eciu
amo Qonyckaemcsi YCMaHOBMeHHbIMU MmpebosaHusMU.
3anucu 06 udeHmudpuxkayuu nuya (nuy), umerowezo (ux)
rnonHomoyust Ha eblfady pa3peweHull Ha OMKIIOHeHUe,
QomkHbl No0depxusamescs 8 paboyemM cocmosiHuUU (4.2.4).

3anucu O xapakTepe HecOOTBETCTBUA U NOObIX
nocriefylolmx NpefnpuHATLIX — AECTBUSX,  BKMOYas
npMeMKy NpoAyKUMM nogd  paspelueHve,  [OMKHbI

noaaepxuvearbca B paboyeM cocTosiHuM (4.2.4).

Korga HecoOTBeTCTBYKLLAA MNPOAYKUMS WCMpaBmneHa,
OHa JomkHa ObiTb NOABEPrHyTa NOBTOPHOW BepuduKaLmn
Ars NOATBEPXAEHUS] COOTBETCTBMS TpeBoBaHusAM.

Ecnun HecooTBeTCTBYIOLLAA NPOAYKLUA BbisIBIIeHa nocne
nocTaBkM UMM Havyana WUCNONbL3OBaHWA, OpraHusauva
AomkHa npeanpuUHATL AeicTBuS, apeksaTHbIe
nocrneacTBusM (MAW  NOTEHUManbHbIM  NOCNEACTBUSAM)
HECOOTBETCTBUS.

Ecnu npodykyus Hyx0aemcs 8 nepepabomke (00uH unu
bonee pa3s), opzaHusayus obssaHa OOKyMeHMuUposamb
npouecc nepepabomxu e paboyell UHCMPYKYUU, Ha
Komopyto cnedyem nofyvyums oghuyuanbHoe paspeuieHue
U 000bpeHuUe mak Xe, KaK U Ha NepeoHayallbHyi0 paboyyio
uHcmpykyuro. Meped  nonyyeHueM  ogbuUUANBEHO20
paspeweHuss u 00obpeHun QomkHbI 6bimb onpedesieHsb! U
QokyMermupogaHbl (4.2.3 u 7.5.1) mobbie Hebrazonpusim-
Hble nocnedcmeus nepepabomxu NPooyKuuu

8.4 AHanus AaHHbIX

OpraHmsaums [OoOMmKHa onpegenuTb, cobupate ©
aHanmanpoBaTb COOTBETCTBYKOLLIME OaHHble ana
AEMOHCTPaLMK NPUrOgHOCTU M Pe3ynbTaTUBHOCTU CUCTEMBI
MeHeDKMEHTa KayeCTBa, a TakkKe OLEHVBaHWUS, B KakKoW
ofnacTm MOXHO OCYLUECTBNATb MNOCTOSIHHOE MOBLILLEHUE
pesynbTaTUBHOCTM CUCTEMbl MeHEeoXKMeHTa KayecTsa.
JaHHble OOMKHbI BKMOYaTb MH(OPMAaLVIO, MONyYeHHylo B
pesynbTate MOHUTOPMHIA U U3MEepPeHUs Taloke U U3 ApYyrux
COOTBETCTBYHLLMX UCTOYHMKOB.

AHanua paHHbIX AOMKeH npeaocTaBnATb VIHCpOpMaL[VIIO
no:

a) yaoBneTBopeHHoCTU noTpebutenen (8.2.1);
6) cooTBeTcTBUIO TPpeGOBaHUAM K Npoaykumu (7.2.1);

B) XapaKTepuCTUMKaM MW TeHAEHUMsM poLeccoB W
npoaykumu, BKITKOYas BO3MOXHOCTU npoBeaeHus
npeaynpexaarowmx 4enCTBun;

8.4 AHanus faHHbIX

OpezaHusayusi OomkHa paspabomamb OOKyMeHmu-
poeaHHyi0 npouedypy onpedesnerus, cbopa u aHanusa
0QaHHbIX, He0BX00UMBbIX 0511 0eMOHCMPayuu pe3sysibmamue-
HoCmu cucmemMbl MeHedXMeHma Kadecmea U ee
Ccoomeemcmeus ycmaHoeneHHbIM mpeboeaHusiM, a maioke
Or1 OUEHKU 803MOXHOCMU MOBLIWEHUSsT ee pe3yribmamue-
Hocmu.

[aHHble AoMmKHLI BKNIOYAThL MHEOPMALIMIO, MONYYEHHYIO
B pe3ynbTaTte MOHUTOPUHIra U sMepeHus Taioke U U3 Apyrux
COOTBETCTBYIOLLIUX UCTOYHUKOB.

AHanu3 aaHHbIX AOMKEH NpeaoCcTaBnsATh UHOpMAaLIMIO
no:

a) obpamuol ces3u (8.2.1);
6) cooTtBetcTBUIO TPeOGOBaHUAM K NpoaykumK (7.2.1);

B) XapaKTepUCTUKaM W TEHAEHLMSIM MpOLECCOB U
npoayKuuu, BKNOYan BO3MOXHOCTU npoeeaeHust
npeaynpexaaroLmx eACTBIIA;
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WCO 9001:2000

NCO 13485:2003

r) nocraBLuKaM

r) nocTaBLUUKaM.

Banucu pesynbmamoe aHanusa OaHHbIX OOJDKHbI

noddepxueambcs 8 paboyem cocmosiHuu (4.2.4)

8.5 Ynyuywenue
8.5.1 MNocrosiHHOE ynyulueHue

OpraHusaumMs  QOMMKHA  MOCTOSIHHO  MOBLIWATL
pPe3ynbTaTMBHOCTb CUCTEMbl MEHEPKMEHTa KayecTea
nocpeacTBOM UCTMONb30BaHWA NONMUTUAKK U Lienei B obnacTu
KayecTBa, pe3ynbTaToB ayAuToB, aHanuaa AaHHbIX,
KOPPEKTUPYIOLLMX 1 NMpeaynpexaaiowmx 4eiCTBUN, a Taloke
aHanuaa co CTOPOHbI PYKOBOACTBA

8.5 YnyuweHue
8.5.1 O6wue nonoxeHus

OpzaHusayusi 0o/mkHa udeHmughuyupoeams U 8biros-
HAMb J00ble U3MeHeHUs1, HeobXxo0umMbie 0nsa obecneyeHus
u noddepxaHusi NOCMOAHHO20 coomeemcmeusi ycma-
HOBJIeHHBIM mMpPebo8aHuUsIM U pesyibmamueHoCmuU cucme-
Mbl MeHeOXMeHma Kayecmea, UCfofnb3ys NolUmuKy 6
obrnacmu kayecmea, ycmaraenueas yenu e amot ocbnacmu,
a maioke UCnob3ysi pesyfibmambl ayoumoe, aHanusa
OaHHbIX,  KOppekmupylowux u  npedynpexoarouux
Oelicmeutll u aHanu3a co CMOPOHb! pyKoeodcmea.

OpeaHusayusi OO/mKHa ycmaHoeumb OOKyMEHmupOo-
8aHHble npoyedypbl 8biflycka U NPUMEHEHUsT MOsICHU-
menbHbIX  yeedomiieHul. Cnedyem  obecneyums
803MOXHOCTMb nposedeHuUss makux npouedyp e mwoboe
epemsi.

Banucu 06 usyyeHuu xanob nompebumeneli OOMKHbI
noddepxueambcs1 8 paboyem cocmosiHuu (4.2.4). Ecnu e
xo0e mako20 u3sydeHusi Oydem yCMAaHOGMEHO, 4Ymo
nosienieHuro xanob nompebumeneli cnocobcmeayem eHeu-
Hs151 OesmesIbHOCMb Op2aHU3ayuU, Mexdy 3auHmepecoeaH-
HbIMU OpeaHusayusMu crielyem nposecmu OOMeH
coomeemcmeyiowell uHgpopmayueli (4.1).

Ecnu no noboli xanobe nompebumens He nNpeonpuHs-
msl  KOppekmupylowue  uwunu  npedynpexoaiouue
delicmeun, npudury cnedyem obwsacHume (5.5.1) u
3apezucmpuposams (4.2.4).

Ecnu amozo mpebyiom  HayuoHasbHbie — unu
pezuoHalbHble HopMamueHble G0KyMeHMb!, op2aHu3ayus
domkHa paspabomams OoKyMeHmupogaHHble npouedypbi
yaedoMrieHus pezyupyrowux op2aHoe 0 mex UHUudeHmax,
KOmopbie coomeemcmeylom KpumepusiM K omyemHocmu.

MpuunHa paannunii: noanyHkT 8.5.1 UCO 13485:2003
oTpaxaeT TpeboBaHMA ASUCTBYIOLWNX B MUPE HOPMAaTUBHbIX
AOKYMEHTOB W obrieryaet BCEMUPHYIO FAPMOHU3aLIMI0 HOBbIX
TpeboBaHUi, YCTAHOBMNEHHbLIX K MEAWULMHCKUM WU3ENUaM.
MocTosIHHOE COBEPLUEHCTBOBAHUE CUCTEMBbI MEHEDKMEHTA
KayecTBa He ABMSAETCA LeNblo AeNCTBYIOLMX HOPMATUBHbIX
AOKYMEHTOB

8.5.2 KoppekTupyouime geicreus

OpraHuzauusi AoMmKHa npeanpuHUMaThL KOPPEKTUPYHo-
lMe AeACTBUA C Lenbio YCTPaHEeHUs NpuyvMH HEeCcoOoTBET-
CTBUI ANs NpeaynpexXaeHUs NOBTOPHOMO MX BO3HUKHOBEHWS.
KoppeKkTupyoLline AeAcTBUS OOMKHbLI ObiTb afeKkBaTHLIMM
NOCNeACTBUAM BbISIBNIEHHbIX HECOOTBETCTBUIA.

HOomkHa ObITb paspaboTaHa [AOKYMEHTUPOBaHHas
npoueaypa Ans onpeaeneHns TpeboBaHuii k:

a) aHanuay HecoOTBETCTBUIA  (Bknouas  kanobbl
notpebutenei);

6) ycTaHOBNEHUIO NPUYMH HECOOTBETCTBUIA;

B) OLiEHUBaHWIO HeoOXoAMMOCTU AelCTBUIA, YTOObI

136eXaTh NOBTOPEHUA HECOOTBETCTBUIA;
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8.5.2 KoppekTtupyiowue gercreusn

OpraHusauma [ormkHa NpeanpyMHUMATb KOpPPeKTUpYIo-
WWe OeiCTBUA C LIeNbl0 YCTPaHEHUA NPUYMH HECOOTBET-
CTBUI AN NpeAynpeXaeHNA NOBTOPHOMO UX BO3HUKHOBEHUS.
KoppekTupyioLime aeicteus AOmkHbI GbiTb aaeKBaTHBIMU
NOCNEeACTBUAM BbISIBNIEHHLIX HECOOTBETCTBUN.

JomkHa ObiTb paspaboTaHa AOKYMEHTMpOBaHHas
npoueaypa Ans onpeaeneHns TpeboeaHuii k:

a) aHanuMsy HeCcOOTBETCTBUWA  (BkMiouyas  xanobbl
notpeburenein);

6) ycTaHOBNEHUIO NPUYUH HECOOTBETCTBUIA;

B) OLIEHMBaHUIO HeOOXOoAWMOCTU AEeNCTBUIA, YTOOLI

n3bexaTb NOBTOPEHUs1 HECOOTBETCTBUN;
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rOCT P UCO 13485—2004

NCO 9001:2000

MCO 13485:2003

r) onpefdeneHuid W OCYLUECTBNEHUI HeoOXoaUMbIX
NEACTBUIA;

[) 3anucsiM pesynbTaToB MPeanpUHATLIX  AedCTBUN
(4.2.4);

€) aHanuay npeanpuUHSTLIX KOPPEKTUPYIOLMUX ASHCTBUR

2) onpedesieHuUl0 U  BbIMOJIHEHUI0  HEOb6XOOUMBIX
delicmeutl, ekmoyasi, eciiu uenecoobpasHo, obHoeeHue
AokymeHmauuu (4.2);

0) peaeucmpayuu pesynbmamos smobbix paccrie-
0Qoearull u npuHaMbIX Mep (4.2.4);

e) aHanuay npeodnpuHaMbIX
delicmeuli u ux pesynsmamugHocmu

Koppexkmupyrouwux

8.5.3 MNpeaynpexaaowue AeCTBUA

OpraHuszauus AOSDKHA OnpeaervuTL AWCTBUA C Lienblo
YCTPAHEHWA NPUYMH MOTEHLMANBHLIX HECOOTBETCTBUIA ANS
npedynpexaeHuss uX nosieneHus. [Mpegynpexaaiowme
JEACTBMA  OO/MKHbI  COOTBETCTBOBATh  BO3MOXHBIM
NoCneacTBMAM MOTeHUMarnbHbIX npoGnem.

OonxHa ObiTb pa3pabotaHa [AOKYMEHTUPOBaHHasA
npoueaypa Ans onpeaeneHnst TpeboBaHuiA K:

a) YCTaHOBMEHWIO NOTeHUManbHLIX HECOOTBETCTBUA W
WX NPUYUH;

6) oueHMBaHMIO HeOoOXOAMMOCTU AENCTBUA C LIEeNbio
npeaynpeXaeHus NosiBNeHUss HECOOTBETCTBMIA;

B) ONpPEedeneHvio U OCYLLECTBNEHUIO HeoBXOaUMbIX
DEeNCTBUNA;

r) 3anMcAM pe3ynbLTaToB MpeanpuHATLIX  AeicTBui
(4.2.4):

A) aHanusy
AencTenin

NPeanpuHATLEIX  NpegdynpexaaroLymnx

8.5.3 MNpeaynpexaaowme geUcTBUA

OpraHusaums AOSDKHa OnpeaenuTbL AENCTBUA C LenbIo
YCTPaHEHWA NPUUMH MOTEHUMANbHLIX HECOOTBETCTBUIA ANS
npeaynpexaeHuss uX noseneHus. [Mpeaynpexaaowme
[ecTBUA  OOMKHbI  COOTBETCTBOBATb  BO3MOXHLIM
NoCneacTBUAM NMOTEHLMANbLHLIX Npobnem.

OonxHa 6biTb paspaGoTaHa [AOKYMEHTUpPOBaHHas
npoueaypa Ana onpeaeneHna TpeGoBaHwi K:

a) YCTaHOBIEHNKD NoTeHUUanbHbIX HECOOTBETCTBUN U
WX NPUYUH;

0) oueHuBaHUID HeOOGXOAUMOCTU AENCTBUA C LENbH
npeaynpexaeHusa nossneHna HeCoOOTBETCT BMI71;

B) onpedeneHvi0 W OCYLLECTBNEHUI0 HeobxoauMbIX
OeNCTBUN;

2) peaucmpauuu pesynbomamoe Jobbix paccnedo-
8aHull u NpuHamMbIx Mep (4.2.4);

0) aHanusy  npeOdnpPUHAMBbIX
Oelicmeull u ux pesysimamugHocmu

npedynpexoawux
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Mpunoxexue C
(obsizaTenbHoe)

CBefieHMs 0 COOTBETCTBUM HaLMOHaNbHbIX CTaHpapToB
CCbIJTIOYHbIM MeXAyHapoAHbLIM CTaHAapTamM

Ta6nuwua A1

0O603HaYeHNe CCbITOYHOMO MeXOYHapOAHOIO CTaHaapTa

0O603HaueHUe U HaMMEHOBAHUE COOTBETCTBYIOLLIErO
rocyapCTBEHHOIO CTaHaapTa

MCO 9000:2000

FOCT P UCO 9000—2001 CucteMbl MEHEKMEHTA
kayecTtea. OCHOBHbIE NONIOXEHUS U CNOBaphb

MCO 9001:2000

FOCT P UCO 9001—2001 Cuctembl MeHeKMEHTA
kayectBa. TpeGosaHus

MCO 9004:2000

FOCT P UCO 9004—2001 CucteMbl MeHeKMEHTA
KayecTBa. PekoMeHgaLUun No ynyylieHuio AesTeNbHOCTU

NCO 10012-1:1992

*

NCO 10012-2:1997

*

MNCO 13485:1996

FOCT P 51536—99 Cucrtembl kauyecTtBa. U3nenua
MeauuuHckue. CneuunanbHble TpeboBaHua no
npumenerunio MOCT P UCO 9001—96

MNCO 13488:1996

FOCT P 51537—99 Cucrtembl kauyecTBa. U3pnenua
MeauuuHckue. CneuyunanbHble TpeGoBaHua no
npumenerunio MOCT P UCO 9002—96

NUCO 14001:1996

FOCT P UCO 14001—98 CucteMbl ynpasneHust
okpyxaioLlei cpepoii. TpeboBaHUA U PpyKOBOACTBO MO
npuMeHeHUIo

NCO/TO 14969:1999

[OCT P 51538—99 CucteMbl kauecTea. Uagenus
MeguumHckue. PyKOBOACTBO MO MPUMEHEHUIO
MOCT P 51536—99 n MOCT P 51537—89

NCO 14971:2000

MOCT P UCO 14971-1—99 MeanumHcKk1e naaenus.
YnpaseneHue puckoM. YacTb 1. MpuMeHeHue aHanvsa
pvCKa K MEeAVLIMHCKUM U3genusiM

NCO 19011:2002

FOCT P UCO 19011—2003 PykoBoasiLyme ykasaHus no
ayauTy cMCTEM MeHeMKMeHTa kayecTsa u/unm cuctem
3KOMOMMYECKOTO MEHEXXMEHTa

* CoOTBETCTBYIOLMIA FrOCYAapCTBEHHbIA CTaHAapT oTcyTcTByeT. [Jo ero NpUHATUS PeKOMEeHAYeTCs MCnonb3oBaTbh
nepesof Ha PYCCKWIA A3bIK AAHHOMO MEXAyHapoAHOro craHaapTa WM rapMOHU3MPOBaHHBIA C HUM HaLMOHAarnbHbINA
(rocygapcTBeHHbIN) cTaHAapT CTpaHbl, Ha TEPPUTOPUM KOTOPOI NPUMEHSIETCS HACTOALWMI cTaHaapT. MHdpopmaums o
Hanuyun nepesoja AaHHOTO MEXOyHapoAHOro CTaHjapTa B HauMoHanbHOM (bOHAe CTaHAapTOB MMM B MHOM MECTe, a
Taikke uHpopMauma O AEWCTBUM Ha TEppUTOPUM CTpaHbl COOTBETCTBYIOLLErO HaLMOHANLHOrO (rocyaapCTBEHHOrO)
cTaHAapTa MoXeT GbITb NPpMBEAEHa B HaLMOHaNbHBIX MH(OPMAaLIMOHHLIX AaHHbLIX, 4OMOMHALLMX HACTOALLUA CTaHAAPT.
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