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FOCT P UCO 13485—2004

[lpeaucnoBue

3agayun, OCHOBHbIE NPUHUWNLI U NpaBuna nposeaeHnsa paboT No rocyaapCcTBEHHOW CTaHOapTU3auuv B
Poccunckon ®epepaumnm yctaHoBneHsl FOCT P 1.0—92 «l'ocyaapcTtBeHHas cuctema ctaHaaptuisaumm Poc-
cunckon Pepnepaumnn. OcHoBHble nonoxeHnsa» U FOCT P 1.2—92 «['ocynapcTBeHHasa cuctema CTaHaapTusa-
Lumn Poccuinckon @epepaumnn. Nopsagok paspaboTku rocyaapCTBEHHbIX CTaHAapPTOB»

CBepeHuA 0 cTaHpapTe

1 NMOAINrOTOBJIEH 3akpbITeiMm akunoHepHbIM obLlectBoMm «BHUAUMIT-BUTA» Ha ocHoBe cobcTBEHHOrO
ayTeHTUYHOro nepeBoa craHOapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHuuyecknm kommnteToM no ctaHaapTusaumm TK 436 «YnpaBrneHne Ka4eCTBOM U COOTBET-
CTBYIOLLME acnekTbl AN MeOULUWHCKUX U3genumn»

3 YTBEPXOEH W BBEAEH B OENCTBUWE [lpukasom denepanbHOro areHTCTBa Nno TeXHUYECKOMY
perynnpoBaHuio 1 metpornornm ot 10 Hosbpa 2004 r. Ne 66-CT

4 HacTtoswmn cTaHoapT naeHTndeH mexayHapoaHomy ctaHaapty NCO 13485:2003 «zpenna meau-
LMHCKUe. CucteMbl MeHeaXMeHTa KadecTBa. CuctemMHble TpeboBaHMA OnNs Uenen perynupoBaHUNA»
1ISO 13485:2003 «Medical devices — Quality management systems — System requirements for regulatory
purposes».

[Tpy NpUMeHeHN HaCTOoSLLEero ctTaHgapTa pekoMeHAyeTCcs UCNOoNb30BaTbh BMECTO CChINTIOMHBIX MeXayHa-
POAHLIX CTAaHAAPTOB COOTBETCTBYHLLUME UM HaLMOHamNnbHble CTaHOAPTbl, CBeAeHUSA O KOTOPLIX NpMBEeOEHbI B
NONOSTHUTENBLHOM npunoxeHun C

5 BBAMEH ITOCT P 51536—99, TOCT P 51537—99

HHbopmayusi o esedeHuU 8 delicmeue (npekpauwjeHuu delicmeust) Hacmosiueao cmaHoapma rnybruky-
emcs 8 ykazamere «HalyuoHarbHble cmaHoapmbl».

Hbopmayust 06 UsMeHeHUsIX K Hacmosiwemy cmaHoapmy nybnukyemcsi 8 ykazamerne «HayuoHarnbsHble
cmaHoapmbi», & MeKcm U3MeHeHUlU — 8 UHGOPMaUUOHHbLIX ykalamersx «HayuoHarnbHbie cmaHOoapmbly.
B cnyyae nepecmompa uiu ommMeHbl Hacmosileao cmaHOapma coomeemcmeyrowlass UHgopmMmayusi byoem
onybnukogaHa 8 UHhoOpMayUOHHOM yKa3zamerne «HalyuoHanbHble crmaHoapmabi»

© UMK NaparenbcTBO cTaHaapTtos, 2004

HacTtoswwmii ctaHpapT He MoXeT ObITb MOSIHOCTbIO UMMM YacTUMHO BOCMPOU3BEAEH, TUPaXUPOBaH U
pacrnpocTpaHeH B KayecTBe odvLManbHOro n3aaHnsa 6es paspelueHns PenepanbHOro areHTCTBa rNo TeXHUYEeC-
KOMY perynupoBaHUIO U METPOJorm
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BBeaoeHue

MexxayHapoaHein ctaHaapT MCO 13485 noarotoBneH TexHudecknm komutetoMm NCO/TK 210 «Ynpas-
NeHne Ka4yeCcTBOM U COOTBETCTBYIOLLME acneKTbl A8 MeOULMHCKUX U3genum».

HacTosiLee nsgaHne otMmeHsieT U 3ameHsieT [1] n [2]. OpraHmaaummn, KoTopble B NPOLLIOM NpuMeHsnu [2],
MOMyT NPUMEHSATb HACTOALMW CTaHOAPT, UCKITIOYMB HEKOTOpLIe TpeboBaHMA B COOTBETCTBUM C MYHKTOM 1.2
HacTosALLEero craHaapTa.

HacTosilee nsgaHune NCO 13485 nmeeT HOBbIV TUTYNbHLIA NINCT N OTPpaXaeT TpeboBaHUsA K obecneve-
HUIO Ka4YeCcTBa NpoayKunu, TpeboBaHna noTpedbutens n gpyrue acnekTbl CUCTEMbI MEHEKMEHTa KaveCcTBa.

Obwwume NnonoxeHus

Hacmosiwut crmaHOapm onpedersiem mpebo8aHUs1 K cucmeMe MeHeXXMeHma Ka4decmea, Komophbie Mo2ym
NMPUMEHSIMbCS Op2aHu3ayuel rnpu npoekmuposaHuu, paspabomke, nNpou3goo0cmee, MOHMaxke U obeny»ueaHuu
MeOUYUHCKUX U30ernul, a maioke rnpu npoekmuposaHuu, pa3spabomke u obecriedeHuu Ccesi3aHHbIX C HUMU YCIye.

Hacmosiwyui cmaHOapm MoXem maioke rnpuUMeHsImbCst BHYMPEeHHUMU U 8HEWHUMU 10 OMHOWEeHUI0 K
op2aHu3ayuu 3auHmepeco8aHHbIMU CIMOPOHaMU, 8KIToYasi opaaHhbl Mo cepmucgbukayuu, 07151 OUeHKU criocob-
Hocmu opa2aHu3ayuu yoosrnemeopsimb mpebogaHusi nompebumersi u mpebosaHusi, ycmaHO8/IeHHbIe 8 COOM-
g8emcmeuu ¢ HopMamueHbIMU OOKyMeHmamu (0arnee — ycmaHoegr1eHHbie mpeboeaHus).

NHdopmauusa, obo3HavyeHHas Kak «[TpumedaHmne», ABNsieTCA MeTOANYECKNUM YKasaHMEM MO NOHUMAHMIO
NN PasbACHEHUIO COOTBETCTBYIOLLEro TpeboBaHus.

TpebogaHusi K cucmeme MeHeOXXMeHIma KaJyecmea, yCmaHo8/IeHHbIe 8 HacmosiueM cmaHoapme, s181151-
romcs1 OONMOTHSIOWUMU 10 OMHOWEeHUI0 K mexXHUYecKuUM mpebosaHUsiM K rMpooyKyuu.

[nsa cospaHus cncrteMbl MEHEMKMEHTA KadvecTBa TpedyeTcsa cTpartermyeckoe pellieHme opraHmaauun. Ha
pa3paboTKy 1 BHEAPEHUEe CUCTEMbI MEHEKMEHTA KayecTBa OpraHM3aLum BrSIT N3MeHsoLwmecs notpedbHocTw,
KOHKpPETHbIE Lienu, BbiMyckaemasi NpoayKLns, MpUMEHsIEMbIe NPOLIECCHI, pasMep M CTPYKTYpa opraHnsauun. Hacto-
ALLMA CTAHOAPT He NpeanonaraeT eauHoodbpasns B CTPYKTYpe CUCTEM MeHe)KMeHTa KavyecTBa Unv A0KYMEHTaLuW.

Cywecmeayem 6ornbwoe pa3Hoobpasue MeOUUUHCKUX U30enul; Hekomopble 4YacmHbie mpeboeaHust
Hacmosiieao cmaHoapma npuMeHUMb! MOJIbKO K meM KamezopusiM MeOQUUUHCKUX u30enuu, ornpeocesieHUus
KOMmMopbIx npueedeHs! 8 pa3derse 3.

lNpoueccHbIU NnoaxoA

Hacmosiwuli cmaHOapm OCHO8bIBaemcsi Ha rMpouecCcHOM Nnoodxooe K MeHeOXXMeHmy Kkadecmea.

Jliobasi OesimensHOCMb, UMerouasi 8X00bI U rpeobpa3lyrowias Ux 8 8bIX00bl, MOXem paccMampueamhbCs
KaK npouyecc.

Lns yenewHo20 byHKUUOHUPOBaHUSsT opa2aHu3ayusi 0oJ/pKHa ornpeoesiumbs MHOXeCcme0o 83aUMOCBsI3aH-
HbIX poyeccoes U yrnpaesisims UMU.

acTo BbIXO4 OAHOro npoLlecca obpasyeT HenocpeacTBEeHHO BXOA, crieayLero.

[lpMmeHeHne B opraHn3aumm cucTtemMbl NPOoLEeCcCoB HApsAy C UX aeHTUMKaunen u B3amMmoaencTBmnemM,
a TaKke MeHe)XMeHT NpoLeccoB, MOryT CYUTaATLCS NPOLIECCHBLIM NOAXOAO0M.

Cesa3b ¢ UCO 9001

Hacmosiwuli cmaHOapm sierisiemcsi a8moHOMHbLIM, HO OCHO8blIeaemcsi Ha [3].

[ lyHKmMbI Uriu noonyHKMb! Hacmosile20 cmaHdapma, meKcm Komopbix aymeHmudyeH mekcmy [3], HabpaHsbi
npsiMbIM Wpugmom. To, Ymo OHU npedcmasrieHb! 8 HeU3MeHHOM 8UOe, Halll/lo ompaykeHue 8 rnpurioxeHuu B.

Texkcm Hacmosiue2o cmaHOapma, He aymeHmuYHbIid mexkemy [3], unu npeodnoxerue unu ab3ay, cooep-
Xauwue makou mekcm, HabpaHs! kypcusomMm. Cymb U NPUYUHbI UBMeHeHUU 8 meKcme yKa3aHhb! 8 npurioxeHuu B.

Cesizb ¢ UCO/TO 14969

[4] npeOcmaesnsem cobol mexHu4Yeckul omyem, cooepxxaliull pykoeoosiuiue yKkasaHusi Mo 8HEOPEeHUo
Hacmosiieao cmaHoapma.

CoBMeCTUMOCTb C APYrMMM CUCTEMaMM MeHea)KMeHTa

Hacmosiwut crmaHOapm coxpaHsiem cmpykmypy [3] 0ris1 yoobcmea ronbs3osameriell MeOUUUHCKUMU U30erusiMu.

Hacmosiwut cmaHdapm He codepxxum crieyuarnbHbix mpebosaHul K OpyauM cucmemMam MeHeO)XMeHma,
Hanpumep K 4YacmHbIM cucmemMamM MeHeOXMeHma oxpaHb! OKpyXKatouwlel cpedsl, besonacHocmu U npogbeccu-
OHarlbHO20 30pasooxpaHeHus, a makke (hUHaHCO8020 MeHeOXMeHma.

OaHako HaCTOALMIM CTaHAAPT NO3BOMAET OpraHM3aLnn cornacoBaTbh UMM UHTErpupoBaTh CBOK CODCT-
BEHHYIO CUCTEMY MeHe)KMEeHTa KadecTBa C APYrMMU CUCTEMaMN MeHeO)KMeHTa C COOTBETCTBYHOLLUMMUN TpeDo-
BaHUAMU. OpraHusauma MOXeT ajanTupoBaTb AEWUCTBYIOLLYH CUCTEMY (CUCTEMbl) MeHeoXMeHTa AOns
CO30aHNs CUCTEeMbl MEHEe)KMEHTa KavecTBa, COOTBETCTBYIOLLIEN TpeDoBaHUSM HACTOSLLLEro CTaHaapTa.

AY)
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HALUWUOHANbHBIUN CTAHOAPT POCCUMUCKOUN OEOEPALMUMN

U3pnenusa meauuuHCKUe
CUCTEMblI MEHEIDKMEHTA KAYECTBA

CuctemMHble TpeboBaHUA ANA Lerien perynimpoBaHus

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

NaTta sBeaeHuns — 2005—07—01

1 ObnacTb NpUMeHeHus

1.1 OBwwme nonoxeHus

Hacmosiwuli cmaHOapm ornipedesnsiem mpebogaHusi K cucmeme MeHeOXXMeHma Kadecmea 8 Criy4qasix,
Koz0a opeaaHu3ayuu Heobxo0uMo NPooeMoHCMpuUpPoB8ams CrTIocobHOCMb MocmMas/isims MeOUYUHCKUe u30erust
U npedocmassisime cesi3aHHoe ¢ HUMU obcryxueaHue, omeedarouwjee mpebosaHusiM rnompebumernsi u ycma-
HOBI1eHHbIM mpebosaHUsiM, MPUMEHUMbIM K 3mMUM MeOUUUHCKUM U30enusiM U cornymcemeyrouwuM ycriyaam.

Llens Hacmosiwezo cmaHOapma — codelicmgue 8HeOpPEeHUK 8 cucmeMbl MeHeO)XMeHma Kadecmea
2apMOHU3UPOBaHHbLIX YCMaHOo8/1eHHbIX mpeboeaHul K MeOUUUHCKUM u3denusiM. Hacmosiwut cmaHOapm
gKkmo4Yaem & cebsi Hekomopsble crieyuaribHble mpebogaHusi K MeOUUUHCKUM U30erusiM, a makke UcKrodaem
Hekomopbkle mpeboesaHrusi [3], Komopbkle He A8ISIIMCS YCMaHOBIeHHbIMU, 8 C85sI3U C YeM opaaHu3ayuu, Yybu
cucmemMbl MeHeOXXMeHma Kayecmea omeedyarnm mpebogaHusiM Hacmosiueao cmaHoapma, He Moaym 3asie-
15imb 0 coomeemcemeuu [3], noka ux cucmemsl MeHeOXMeHma kadecmea He 6ydym yooeriemeopsimb 8cem
6e3 uckmoyeHust mpeboesaHusiMm [3] (cM. markoke rnpunoXxeHue B).

1.2 TpumeHeHMe

TpebogaHus1 Hacmosileao cmaHOapma pacripocmpaHsIiomesi Ha opaaHu3zayuu, npednazarmowjue Ha
PbIHOK MeOUUUHCKUe u30enusi, HeszagucumMo om 8uda Usu 4YucneHHocmu amux opaaHu3sayud.

Ecrnu ycmaHoereHHbie mpebogaHusi Mo380ISIH0M UCKTHYUMb yripagsieHue rnpoekmupoeaHueM U pa3pa-
bomkou uzoenuu (7.3), mo amo Moxxem C1y»>KUmb OCHO8aHUeM 01151 UCKTIYeHUs1 coomeemcmeayroujux mpebo-
gaHul U3 KOHKpemHoOU cucmeMbl MeHeO)XMeHma Kadecmea. B amom cnydae Onsi 0aHHOU cucmembl
MeHeO)XMeHma kKadyecmea OOJ/DKHbI bbimb cOeflaHbl allbmepHamueHbkie norpasku. OmeemcmeeHHOCMb 3a
obecrieyeHue coomeemcmeust UCKITIYeHUs1 yrpaeseHus1 npoekmupogaHuem u paspabomkol usdenul mpe-
boeaHUsIM Hacmosileao cmaHoapma riexxum Ha caMol opeaaHu3ayuu [4.2.2, nepeducneHue a) u 7.3].

Ecnu kakoe-nubo mpeboeaHue (mpebosaHusi) pa3oena / Hacmosileao cmaHoapma Hesb3s1 IpUMeHUmb
88UCY creyuguKU KOHKpemHo20 (KOHKpemHbIX) MeOUUUHCKO20 u3oenus (U3denuud), Ha komopoe (Komopsbie)
pacripocmpaHsiemcsi cucmemMa MeHeOXMeHma Kkadecmea, mo opaaHu3ayuu He cnedyem eKodamb makoe
mpebosaHue (mpebosaHUusl) 8 80K cucmemy MeHeOXXMeHma Kkadecmea (4.2.2, nepeducneHue a).

OmeemcmeeHHOCMb 3a NMPpUMeHeHuUe K MeOUUUHCKOMY u30enuro (U3oenusiM) npoueccos, coomeemcem-
gyrowux mpebogaHusiM Hacmosileao cmaHoapma, Ho KOmophbie He OCYWecmerisiiomesi op2aHusayuel, Hecem
KOHKpemHasi op2aHu3ayusi, U amo criedyem y4yumbigamb 8 cucmemMe MeHeXMeHma Kkadecmeaa amol opaaHu-
3ayuu (4.1, nepeyvucneHue a).

B HacmosilweM cmaHoapme HeCKOJTbKO pa3 8cimpeyaromcs rMoHsSIMuUs1 « eCriu coomeememeyemb» U «Ko20a
coomeemcmeayem». Ecnu mpebogaHue codepxxum OOHO U3 3mux rMOHSMuUU, mo OHO cHUMaemcsi «coomeem-
cmeyrowuM», NnoKka op2aHu3ayusi He npedocmasum OOKyMeHmupoeaHHoe o0bocHO8aHUe Hecoomeemecmaeus
HacmosiweMmy cmaHOapmy. TpebogaHue cuumaemcsi «Coomeemcmayrouwum», ecriu e2o 8bINMosIHeHuUe HeobXxo-
OuMO Os151 mo2o, Ymobbl.

a) usoenue yooesrnemeopsisio ycmaHoss/eHHbIM mpebosaHusiM u/unu

6) opzaHu3ayusi Mozna 8bINOJIHSIMb Koppekmupyrowue delicmeus.

U3naHue ohmymanbHoe
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2 HopmaTuBHbIE CCbINIKI

B Hacmosiwem cmaHoapme Ucriofib308aHa CChliKa Ha criedyrouwjuld cmaHoapm.
NCO 9000—2000 Cucmembl MeHeOxMeHmMa kadecmea. (OCHOBHbIe [1O/I0XKeHUs1 U  C/108apb
(1ISO 9000:2000 Quality management systems — Fundamentals and vocabulary)

[TpumMeyaHUn e—NpnnonbL3oBaHAM HACTOALLMM CTaHAAPTOM Lienecoobpa3Ho NpoBEepUTL ASNCTBUE CChINOY-
HbIX CTaH4apPTOB NO yKasaTenw « HauuoHanbHble CTaHAapThl», COCTaBNeHHOMY MO COCTOAHUIO Ha 1 sSHBapA TeKyLLero roaa,
N N0 COOTBETCTBYIOLLUUM UH(POPMALMOHHLIM yKa3aTensam, onydbnmMkoBaHHbLIM B TeKyLLeM rogy. ECnu cCbiNOYHbIN AOKYMEHT
3aMeHeH (M3MEeHEH), TO NpY NONb30BaHUU HACTOALLMM CTaHOAPTOM CrieayeT PYKOBOACTBOBATLCH 3aMeHEHHbIM (M3MEeHEH-
HbIM) CTaHOapPTOM. ECNN CChINOYHbLIA AOKYMEHT OTMeHeH 6e3 3aMeHbl, TO NONOXeHWe, B KOTOPOM AaHa CChlfnkKa Ha Hero,
NMPUMEHAETCA B YacTU, He 3aTparMBaroLLEn 3Ty CCbINKY.

3 TepmuHbl U onpepeneHusn

B HacTosiLLeM cTaHaapTe NpUMeHeHbl TepMUuHbl U onpeaeneHns B cooteseTcTBMU ¢ NCO 9000, a Takke
crnenywuime TepMrHbl C COOTBETCTBYIOLLIMMIN onpeaerneHusimMu.

[lpBeaeHHbIe HWKe TepMUHLI, UCMNONb3yeMble B HAaCTOALLLEM CTaHOapTe AN ONUCAaHUA LLleny NoCTaBKW,
ObIN N3MeHeHbl ANs OTPaXeHUss NPUMEHSIeMOro B HacTosILLLee BpeMs CrnoBaps TePMUHOB:

NOCTaBIUUK — OpraHM3aums — noTpedéurernb

TepMUH «opraHmsauusa» saMmeHseT TePMUH «NoCTaBLUWK», ucnonb3dyemein B CO 9001:1996, n oTHocUT-
CA K OOBEKTY, B OTHOLLEHUWN KOTOPOro NPUMEHSIETCA HACTOALLUIA cTaHaapT. Kpome Toro, TepMUH «NOCTaBLLMKY
3aMeHsIeT TePMUH «cybrnoapsiaunK».

B TekcTe HacTosLero ctaHaapTa TEPMUH «NPOAYKLUMSI» MOXET 03HA4YaTb TaKKe «yCryry».

Tam, roe TpedoBaHuA onpeaeneHbl Kak NPUMEHUMbIe K « MeAULIMHCKUM U3aenusam», 3TN xe TpedoBaHus
pPaBHO3HAYHO NPUMEHUMBI N K CBA3aHHbLIM C HUMW yCIyram, npeaoctaBnsemMbiM TOW e opraHusaluven.

TepMuHbl U ornpedesnieHuUsi, NMoMewWeHHbIe HuWXe, credyem paccMampusamb kak Haubonee obuwjue,
MTOCKO/ILKY MepMUHbI U orpeoesieHusi, cyuecmeyroujue 8 HalyUoHallbHbIX HOpMamueHbIX OOKyMeHmax, Mo2ym
omnu4YambCsi om HUX U bbimb rpednoymumersibHbIMU.

3.1 akmueHoOe umMmniaHmupyemoe MeouyuHckoe usodenue (active implantable medical device): Ak-
mugHoe MeOQulyUHCKoe u3dernue, npeodHasHa4YeHHoe 01151 MOJTHO20 UfU Yacmuy4yHO20 88e0eHUsT XUpypau4ecKum
unu opyaum MeouyuHckumMm crnocobom 8 merio veriogeka r1ubo, nocpedcmeoM MeOUYUHCKO20 eMellameribCcm-
8a, 8 ecmecmeeHHoOe omeepcmue U ocmaruleecsi mam rocrie 68e0eHUsI.

3.2 akmueHoe MeduuuHckoe u3denue (active medical device): MeduyuHckoe u3oesnue, 0551 OYHKUU-
OHUPOBAHUST KOMOPOo20 Heobxo0UM UCMOYHUK arekmpuyeckol unu opyaod sHepauu, omaudHou om 3Hepauu,
npoU3800UMOU meJsioM YesioeekKa Unu cusrou msixecmu.

3.3 nosicHuUmMesibHoe yeeodomMJsieHUe (advisory nofice):. YeeoomneHue, UsoaHHoOe opaaHu3layueu-rno-
cmasuUKOM rocsie nocmasku MeoulyUuHCcKo20 usoernus, codepxxalliee GononHuUmerbHy UHhopMayuro u/unu
pexkoMeHOayuu 0 moM, Kakue Koppekmupyrowue unu ripeodyripexxoaruwjue delicmeausi 00/KHbI bbimb rpeorpu-
HSIMbI IpU:

- MPUMeHeHUU MeOUUUHCKO20 U30enusi;

- MOOuhuKayuu MeoUUUHCKO20 u3oernusi,

- 8038pame MeOUUUHCKO20 U30enusi opaaHu3ayuu-nocmasuiuky;

- 8bIX00e U3 cmposi MeOUUUHCKO20 U30esusl.

[TpumedaHue—TlloscHumensHoe ysedomMrieHue Moxem nompebosambcs 018 npusederus mpebosaHull K
MEOUUUHCKOMY U30efiu0 8 coomeememeue ¢ HayUOHalTbHbIMU UnU pe2uoHalTbHbIMU HOPMamueHbIMU OOKYMEHMaMUu.

3.4 xanoba nompebumens (customer complaint): [lTucemeHHOe, ar1eKMmpoHHOoe Uru ycmHoe coobuue-
HUe 0 Hedocmamekax, Cesi3aHHbIX ¢ UOeHMUYHOCMbIO, Ka4ecmeoM, CPDOKOM Ci1yXbbi, Ha0exHocmbto, be3ornac-
HOCMbIO Unu ¢byHKUUOHUPpOBaHuUeM MeOUuyUHCKO20 U30erusi, 66e0eHH020 8 obpaujeHue.

3.5 umnnanmupyemoe MeduuyuHckoe usodenue (implantable medical device): MeduyuHckoe u3denue,
rpeoHa3Ha4YeHHoe 07151 MOSTHO20 UfU Yacmu4HOo20 88e0eHUSsT 8 meJio Yeriogeka Unu 8 ecmecimeeHHoe omeepc-
mue nubo 01151 3amMeleHus1 anumenuanbHoU noeepxHoCmu Usnu rnoeepxHocmu anasa rnymem xupypaud4eckozo
eMewiamernbcmea Ha cpok He MeHee 30 OHelU, komopoe Moxem b6bimb yoaneHO MmOJIbKO MocpeocmeoM
Xupypau4decko2o nubo odpyeo2o MeOuyuHCKO20 eMewiamerbcmea.

[TpumedaHUue— 3Imo onpederieHue NMPUMEHSIemcs K UMnaHmupyemMsiM MeOUUUHCKUM U30enusmM, omiiud-
HbIM OM aKmuUBHbIX UMMIaHmMupyeMbiXx MeOUYUHCKUX U3denudl.

3.6 mapkupoeka (labelling): lHgbopMauusi @ nucbMeHHoU, nedamHou Unu epagudeckol chopme, HaHe-
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CeHHasi Ha MeOUUUHCKoe u3lesiue, mapy, yrakoeKy Usiu cornpogoXxodaroujast MeOUUUHCKoe U3desue U Cesi3aHHas
C e20 udeHmucgbukayuel, mexHU4ecKuUM onucaHueM U rpuMeHeHuUeM, HO He BKJTIYeHHas1 8 COnmpoeooumerisb-
HbIe OOKYMEHMBbI.

[1pumMedyaHUue—B HeKomopbix peauoHanbHbIX UMU HaUUOHAaITbHbIX HOPMAamMUBHbBIX GOKYMEeHmax mepmMuH
«MapKUpPOoBKa» UHMeprnpemupyemcs Kak «uHghopmayus, npedocmaesrsieMas U32omosumeriems.

3.7 meduuyuHckue u3denus (uzdenusi) (medical devices): lNpubopsi, annapamsi, UHCMPYMEHMBbI,
ycmpolcmea, KOMIIeKmbi, KOMIJIeKCbI, cucmeMb! ¢ npospaMMHbLIMU cpedcmeamMu, obopydosaHue, npucrio-
cobrieHus1, rnepeesi3oyHble U WOoBHbIe cpedcmea, cmomamorsioaudeckue Mamepuarnsl, Habopbl peazeHmos,
KOHMPOJsbHbIe Mamepuarbi U crmaHoapmHbie 0bpa3ubl, U30eriusi U3 rnosiuMepHbIX, Pe3UHOBbIX U UHbIX Mame-
puaroes, ripuMeHsieMble 8 MeOUUUHCKUX Uesnisix 1o omoesibHoOCMuU Unu 8 coyemaHuu opyea ¢ Opy20oM U NMpeoHa-
3Ha4YeHHble u3aomoesumersieM Ofisi.

- npocbunakmuku, ouagHocCmuKu, riedyeHus1 3aboneesaHul, npoeedeHUs1 MeOUYUHCKUX npoyedyp, uccrie-
dosaHUU MeOUUUHCKO20 xapakmepa, 3aMeHb! Unu Moougukayuu yacmeu mersa Jyeriogeka, 80CCMaHOB8/1eHUS
Urnu KoMneHcayuu HapyuweHHbIX Unu ympadyeHHbIX (hu3uoio2udeckux hyHKUUU, KOHmMpOsisi Hao 3adamuem;

- 8030elicmeusi Ha opa2aHU3M 4yesioeeka, rpu KOMmMopoM UX (DyHKUUOHallbHOe Ha3HayeHue He pearusy-
emcsi, HO MoOXxem rnooodepxusamhbCsl XUMUYeCKUM, hbapMaKo/io2u4ecKuM, UMMYHOI02UYeCKUM urnu memaboriu-
YeCKUM 83aumMolelicrmeueM ¢ Op2aHU3MOM Herio8ekKa.

3.8 cmepunbHoOe MeQuyUHCKoe u3oenue (sterile medical device): Kamezopusi MeOQUUUHCKUX u3denud,
coomeemcmeyrouiux mpebogaHusIM K cmepuribHOCMU.

MpumeuyaHu e— [Jonyckaemcss mpebosaHuUs1 K cmepunibHoOCMuU MeOUUUHCKUX u30enull ycmaHaenueams 8
HaUUOHabHbIX UMU pe2uoHanbHbIX HopMamueHbiX OOKyMeHmax.

4 Cucrema MeHeoXXMeHTa KavecTBa

4.1 O6bwme TpeboBaHUA

OpeaHu3sayust 0orpkHa pa3pabambisamb, OOKYMEHmMupogamsp, 8He0psimb U nodoepxxusamsb 8 paboyeM
COCMOSIHUU cucmeMy MeHeOXMeHma Kadecmea, a maikke noooepxusamse ee pe3yrnbmamueHoCcmb 8 COOM-
gemcmeuu ¢ mpebogaHusiMu Hacmosiwje2o cmaHoapma.

OpraHmzaumst JOImKHa:

a) onpenensTb NPoLecchbl, HeOOXOAUMbIE AN CUCTEMbI MEHEIXKMEHTAa KavyecTBa, U UX NPUMEHEHne BO
BCeW opraHusauum (1.2);

6) onpenensaTb NnocneaoBaTernbHOCTL U B3aMOJENCTBME 3TUX NPOLIeCCOB;

B) onpenensitb KpUTepun U MeTobl, Heobxoaumble AnNs obecnevyeHns pes3ynbTAaTUBHOCTU KaK Mpw
OCYLLLECTBIIEHMW, TaK 1 NPV ynNpaBneHun 3TUMN NpoLieccamu;

r) obecneuymBaTtb HaNU4Me pecypcoB N UHGOPMAaLIMK, HeOBXOaMMBIX A8 NOAAEPXKKN 3TUX NPOLIeCCoB W
NX MOHUTOPWHIA;

1) OCYLLIEeCTBNATbL MOHUTOPWHI, N3MEepeHne N aHanu3 3Tux NPoLIeCcCoB;

e) ebInonHsImb delicmeusi, HeobxoOuMbie 05151 GOCMUXEeHUsT 3ariaHuUpo8aHHbIX pe3ybmamoe U rnoo-
dep xkaHUus1 pe3yrbmamusHocmu 3mux rmpoueccos.

OpraHnsauusi JOMKHA OCYLLECTBNATL MEHEMKMEHT 3TUX MPOLIeCCOB B COOTBETCTBUMN C TpeboBaHUSAMN
HacTosILL,ero ctaHgapTa.

Ecnn opraHuzauus peliaeTt nepenatb CTOPOHHMM OpraHM3aumsiM BbINONTHEHWe Kakoro-nubo npouecca,
BNUSIIOLLLErO HA COOTBETCTBUE NPoayKUMK TpeboBaHUAM, OHA A0MKHA obecnevnBaTb CO CBOEN CTOPOHBLI KOHTPOSb
TaKoro npouecca. YnpaesneHue uMm A0mMKHO ObITb onpeaeneHo B CUCTEMe MeHeDKMeHTa KadecTsa (8.5.1).

[TpnMMeyaHn e—B npouecchl, HeobxoauMble ANA CUCTEMbI MEHeMKMEHTa KayecTBa, CrneayeT BKMNKYaTb
npoLecchl yrnpaBneH4eckon AeaTenbHOCTU PYKOBOACTBA, obecnedyeHns pecypcamm, NpoLEecchl XXM3HEHHOTO LIMKIa Npoayk-
LIMK U N3MEPEHUS.

4.2 TpeboBaHMA K AOKYMEHTaLuM

4.2.1 OOwume NnonoxeHun

[okymeHTauus cucteMbl MEHEDKMEHTA KavecTBa AO0MMKHA BKIOYaTh:

a) NOKyMeHTanbHO 0dbOpMITIEeHHbIE 3asiBNEeHUs O NONUTUKE U Liensax B 06nacTtu kKavecTBa;

©) pyKoBOACTBO MO KAYeCTBY;

B) JOKYMEHTUPOBAHHLIE Npoueaypsl, Tpebyemble HAaCTOALLMM CTAaHAAPTOM;

) AOKYMEHThI, HeoOXoaMMble opraHmn3aumnm onsa odecrnevyeHns 3aoPeKTMBHOIO NaHNPOBaHUSA, OCYLLLECT-
BITEHUS NPOLIECCOB U ynpaBreHusi UMWU;
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[) 3anucu, TpedyemMble HaCTOALLMM CTaHOapPTOM (4.2.4);

e) Opyaue OOKYMeHMbI, YKa3aHHbIe 8 HaUUOHAalIbHbIX Uflu Pe2UOHAalIbHbIX HOPMamUueHbIX OOKYMeHmax.

Tam, 20e 8 HacmosilweM cmaHdapme ykasaHo, ymo mpebogaHue, npoueodypa, Kakas-nubo oessimersb-
Hocmb UJU crieyuanbHoe mepornpusimue O0/DKHbI bbimb « QOKYMEeHMmMUpPOo8aHhbl», MnoopasymMmesaemcsi, 4mo ux
markoke criedyem 8bINoNHAMb U noooepxusamsb 8 paboyeM cCOCMOSIHUU.

Ls1 kaxk0o20 muna unu Mooesniu MeOUUUHCKO20 Uu3denusi ope2aHu3ayusi 0o/pkHa co30amb U rTo00epxu-
gamb 8 paboyem cocmosiHuu ¢baln, codepxalul unu udeHmuhuyupyrowul OOKyMeHmsl, orpedensoujue
crieyuchukayuu Ha npooykKyuro u mpeboeaHus K cucmeme MeHeOXMeHma kadecmea (4.2.3). O9mu OOKyMeHmMbl
OOJDKHbI maKoke oripedesisimeb MosIHbIU MPoUecc U320moesieHust U, ecriu HeobxooumMo, MOHMaxXka U obenyxuea-
HUST MeOUUUHCKO20 U30ersusi.

[ITpyuyMeydyaHUNA

1 CteneHb AOKYMEHTNPOBaHNA CUCTEMbl MCHEXKMCHTA Ka4eCTBa OJHOW OopraHn3aln MOXET OTIIMYHATBLCAH OT ,El,pYFOﬁ
B 3aBNCUMOCTH OT.

a) pasMmepa opraHu3auuu U BUAa OeaTenbHOCTHU;

6) CNoXHOCTU N B3aUMOOENCTBUSA NMPOLECCOB;

B) KOMMETEHUMU nepcoHana.

2 [okymeHTauua MoxeT ObiTh B N0boin popme u Ha nrwbom HocuTene.

4.2.2 PykoBOACTBO NO KayecTBY

OpraHusauuvs AormKHa paspabartbiBaTh U noaaepXvBaTthb B pabodemM COCTOSIHUM PYKOBOACTBO MO Ka4ecT-
BY, coaepaLlee:

a) obrnacmb NpUMeHeHUs1 cucmeMbl MeHeOXMeHma Kkavyecmaea, 8Kknoyasi noopobHocmu u obocHo8aHue
06X UCKYeHUU u/unu HeripuMmeHeHus (1.2);

6) NOKYMEHTUpPOBAHHbLIE NpoLeaypbl, paspadoTaHHbIe AN CUCTEMblI MEHEDKMEHTA KauyeCcTBa, UM CChIf-
KN Ha HWX;

B) onucaHwe B3aUMOOEWUCTBUA NPoLIeCCOB CUCTEMbI MeHe)KMeHTa KaJyeCTBa.

Pyxosodcmeo ro kadecmay OOS/PKHO orpedersisimb cmpyKmypy OOKYMEHMOoB8, UCIO/b3YeMbiX 8 cucmeme
MeHeO)XMeHma KaJecmaa.

4.2.3 YnpaBneHve AOKYMeHTaLlueu

[dokymeHTamMun cuctemMbl MEHEDKMEHTAa KadecTBa Heobxoaumo ynpaensaTh. 3anucyu — creuymanbsHbIi BUA
OOKYMEHTOB, U UMM HA0 ynpasnsTb cornacHo TpeboBaHnsM, NnpuBeaeHHbIM B 4.2.4.

[nsa onpegeneHnsa HeobxoauMbIX CPeACTB ynpaBneHUs A0MmKHa ObITb paspaboTaHa AOKYMEeHTUPOBaHHaA
npouenypa, npeaycMmarpumsaloLLas:

a) nposepKy u ymeep>xoeHue O0KyMeHmMo8 Ha adeksamHocmb 00 UX 8bIMycKa,

6) aHanun3 n aktyanusauuio, No Mepe HeodxoOUMOCTU, U NepeyTBepXXaeHne NOKYMEHTOB;

B) obecneyeHne naeHTUM@uKauum nsMeHeHMn u ctatyca nepecMoTpa JOKYMEHTOB;

r) obecrneveHne HanM4nsa COOTBETCTBYIOLLIMX BEPCUWA JOKYMEHTOB B MECTaX UX MPUMEHEHMUS;

n) obecrneveHue coxpaHeHUs AOKYMEHTOB YeTKUMU U Nerko naeHTMuumpyemMbimu,;

e) obecneveHne naeHTUUKaALUMM JOKYMEHTOB BHELLHEro nponcXoXaeHs 1 ynpasreHne Ux pacChbifiKOW;

XX) nNpenoTBpalleHue HenpeaHamepeHHOro UCNOSib30BaHUA YCTapeBLUMX OOKYMEHTOB U NMPpUMEeHeHue
COOTBETCTBYIOLLIEN UAEHTU(UKALIMX TaKUX OOKYMEHTOB, OCTaBIEHHLIX ANSA Kakux-nndo uenen.

OpzaHu3sayusi 0ormkHa obecriequgamb aHanu3 u ymeepxoeHue UaMeHeHUl 8 O0OKyMeHmax nubo O0IK-
HOCMHbIM NTUUOM, ymeepxoasliuM repeoHayYasibHbil 0okymeHm, nubo Opyaum crieyuaribHO Ha3Ha4YeHHbIM

OOJDKHOCMHBLIM JTUUOM, UMerowWUuM oocmyrn K coomeemcemayruwiel UCXOOHOU UHbopMauuu, Ha OCHOBaHUU
Komopou rnpuHumMaemcsi peuieHue.

OpeaHu3ayusi 0o/pKHa onpeoesisimb rnepuod epeMeHU, 8 medYeHue Komopozao criedyem XpaHumb He
MeHee OOHOU Konuu ycmapesiiux peaynupyrouwux ookymeHmos. Ha amom rnnepuo0 dosmkeH bbimb obecriedeH
docmyn K OOKyMeHmam, 8 coomeemcmeuu ¢ KOmopbiIMU MeOUUUHCKoe u3denue Obino U320moereHo U
ucrnbimaHo, 8 medyeHue, rno KpauHel mepe, cpoka cry»xbb! u3sdenusi, orpedeneHHO20 opaaHu3ayueUd, HO He
MeHee cpoka xpaHeHus1 mobol umozo8ol 3arnucu (4.2.4) unu coanacHo ycmaHoe/1eHHbIM mpebosaHUsIM.

4.2.4 YnpaBneHue 3anucsiMmm

3anucu AoMKHbI BECTUCH U NoaaepXXuBaThcs B pabovemM CoCTossHUM ANs npeaocTaBneHns CBuaeTenbLCTB
COOTBETCTBUSA TPeOOBaHNAM U pe3yNbTAaTUBHOCTU DYHKLIMOHMPOBAHUA CUCTEMbI MEHEMKMEHTA kKadyecTBa. OHU
NOIMKHbI OCTaBaTbCA YeTKMMW, Nerko uaeHTuguuupyemMbiMM 1 BOCCTaHaBnuBaeMbiMWU. Hapno paspaboTtath
NOKYMEHTMPOBAHHYIO NpoLeaypy Ans onpeaeneHusa cpeacTs ynpasneHus, Tpedbyembix npyu naeHTudpukauun,
XpaHeHWW, 3alluTe, BOCCTAHOBINEHUN, onpeaerneHnn CPOKOB XpaHeHUsa N 3bATUN 3anucen.

OpeaHu3auyusi 00JPKHa XpaHumb 3arnucu 8 meyeHue, ro kpauHel mMepe, cpoka Criy»bbl MeOUUUHCKO20
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u3oenusi, ornpeoesieHHo20 opaaHu3ayuel, HO He MeHee 08yX J1em C MOMeHma 8bINnycKa u3oenus opeaHulayueu
unu 8 coomeememeuu ¢ yemaHO8JIeHHbIMU mpebogaHusiMU.

5 OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 Obs3aTtenbCTBa PyKOBOACTBA

Bbicwee pykogodcmeo opaaHu3alyuu OO/mKHO noomeepxo0amb C80H NMpusepXXeHHocmb pa3pabomke U
8HEOpPEeHUI cucmeMbl MeHeOXMeHma Kadecmea, a makke nooodepxxaHuro ee pesyribmamueHocmu rnocpeocm-
BOM.

a) JoBedeHusa OO0 CBedeHUs opraHusalum BaXXHOCTU BbINONHeHUA TpeboBaHuW notpedbutens, a Takke
3aKoHoaTenbHbIX M 0b6A3aTeNnbHbIX TpeboBaHUI;

6) paspaboTkn NONUTUKN B 0ONACTU KA4YeCTBa;

B) obecneyeHuns paspaboTku Lenen B 06racTu KayecTBa;

) NpoBeAeHnsa aHanus3a CO CTOPOHLI PYKOBOACTBA;

0) obecneyeHms HeobxoaAUMbIMUK pecypcamMi.

[M1pumedyaHue—B HacmosauwemM cmaHOapme ycmaHoaneHHblie mpebosaHust o2paHU4YeHbl mosibKo be3onac-
HOCMbBIO U (DYHKUUOHUPOBAHUEM KOHKPEeMHO20 MeOUUUHCKO20 U30enusl.

5.2 OpueHTauus Ha noTpebutensn

Bbicwee pykoso0dcmeo opaaHu3ayuu 0os/mKHO obecrnieyusame onpeodersieHue U 8binosiHeHue mpeboesaHuu
nompebumensi (7.2.1 u 8.2.1)

5.3 MNMonutuka B obnacTtu KayecrTBa

BbiclLLiee pykoBOACTBO AOMMKHO obecneumBaTtb, YTOObLI NONMUTMKA B 0ONacT KavecTBa:

a) COOTBETCTBOBanNa Lensm opraHm3auuu;

6) eknrovana obsizamenbCcmaso coomeaememeogamb mpebosaHUsIM cucmeMbl MeHeXXMeHma Kkayecmea
U noooep>kusame ee pe3yibmamueHOCMb,

B) co3aaBana OCHOBbI N1 NOCTAHOBKM U aHanuaa Lenen B 06nacTy KauecTBa;
r) 6bina noBeaeHa A0 CBeAeHUA NepcoHana opraHn3auym U NoHSATHa eMy;
[1) aHanuanpoBanacb Ha MOCTOSIHHYIO NPUIrOAHOCTb.

5.4 NnanvpoBaHue

5.4.1 Llenun B obnacTtu KayecTBa

BbicLLee pyKOBOACTBO OpraHu3auun OSMKHO obecnevnBaThb, YTOObLI Lenu B o6nactu kadecTBa, BKIOYas
Te, KOTopble HeobxoauMbl AN BbINONHEHUA TpeboBaHWKM K npoaykuuu (7.1, nepevncneHve a), Obinm ycTaHOB-
NeHbl B COOTBETCTBYIOLLUUX noapasfeneHnax U Ha COOTBETCTBYHLLMX ypoBHSAX. Llenn B obnacTtn kadvectBa
OOMKHbI ObITb U3BMEPUMbIMU U cornacyemMbIiMn C NONIMTUKOW B 0DNacTn KavecTBa.

9.4.2 lNnaHnnpoBaHue co3aaHUA U pa3BUTUA CUCTEeMbl MeHe)XMeHTa KavyecTBa

BhicLLee pykoBOACTBO AOSMKHO obecrneynBarTh:

a) nnaHWpoBaHWe CO3JaHUS U pas3BUTUA CUCTEMblI MeHePKMeHTa KavecTBa Ans BbiNoNHeHUA TpeboBa-
HUW, NpUBeaeHHLIX B 4.1, a Takke ANA AOCTMXEHUA Liernen B o0bnacTtu KavecTBa;

0) coxpaHeHue LenoCTHOCTU CUCTEMbI MEeHeI)XMEeHTAa KavecTBa npu NiaHUupoBaHUU U BHEAPEHUU B Hee
N3aMeHeHUWN.

5.5 OTBeTCTBEHHOCTb, NONTHOMOUYMA U OOMeH uHcopmaLnen

5.5.1 OTBeTCTBEHHOCTb U NONTHOMOYMS

Bbiclwee pykoeoOcmeo opaaHu3alyuu O0J/DKHO obecrnieyugame:

oripedesieHuUe omeemcmeeHHOCMU U NMOJIHOMO4YUU, KOmopbie HeobX00UMO COKYMeHmMuUpoeamhb, U 008e-
deHue ux 0o ceedeHus1 nepcoHana opeaHusayuu;

g83aumModelicmeue U He3agucuMoCcmb NepcoHarsna, pykogoosiieao, 8birNoHAoWez0 U sepugbuyupyroue-
20 pabomy no obecrneyeHuUr0 kayecmea, U ornpeoesnsimb rosIHOMOYUS!, HeobXxo0UMbIe Or1s1 8bIMOJIHEeHUST 3MuX
3ao0av.

Ocoboe eHuUMaHUe criedyem yoesnumb Ha3Ha4YeHUI0 KOHKPemHbIX I1Ul, omeemCmeeHHbIX 3a 6UOb!
desimeribHOCMU, cesi3aHHble ¢ HabnooeHuUeM 3a aKcrlyamauyuel eomoebix U3oenuud, a makke oghopMieHuem
omyema 06 uHyudeHmax (8.2.1 u 8.5.2).

5.5.2 lNpencraBuTtenb pyKoBOACTRBA

BhicLLee pyKOBOACTBO AOIMKHO HA3HAUUTL NPeaCcTaBUTENS U3 COCTaBa PYKOBOACTBA, KOTOPLIN HE3aBUCU-

S
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MO OT Apyrnx obsszaHHOCTEN AOMKEH HECTN OTBETCTBEHHOCTb U MMETb MONTHOMOYMS, PacnpoCTpaHsoLLMEeCS
Ha:

a) obecneuveHue pa3padboTkn, BHeApeHUs U noanepXaHus B pabovemM COCTOSSHUU NpOoLIeCcCoB, TpebyeMbIX
CUCTEMOU MeHe)XMeHTa KaveCcTBa;

©) npeacraBneHne OTYETOB BbICLUEMY PYKOBOACTBY O (PYHKLIMOHUPOBAHUW CUCTEMBbI MEHEemMKMEHTa
KadecTBa n HeobxogmmocTn ynyJweHus (8.5),

8) obecreyeHue 8HymMpu opzaHu3ayuu NMnoHUMaHUs1 ycmaHo81eHHbIXx mpebosaHull u mpebogaHull rno-
mpebumernsi.

[ PMWMECYHaAaHWEC— B OTBEeTCTBEHHOCTbL npeacraBUTEIIA PYKOBOOCTBa MOXCT ObITb BKTHOYEHO nogacpxXaHue
cBA3n C BHEWHUMN CTOPOHaMK MO BOMNpOCaM, KaCakLLMMCA CUCTeMbl MEHEKMEHTa KayeCTBa

5.5.3 BHyTpeHHUMU 0OMeH uH(pOopMaLmen
BhicLLlee pykOBOACTBO AOMKHO obecnevunBaTth pa3paboTKy B opraHM3aLmm COOTBETCTBYIOLLMX MPOLIECCOB
obmMeHa nHopmalven, B TOM YUCre Mo Bonpocam pesyrbTaTUBHOCTU CUCTEMbI MEHE)KMEHTA KaveCTBa.

5.6 AHanu3 co CTOPOHbLI PYKOBOACTBA

5.6.1 O6wwume nonoxeHus

BbiclLLiee pykoBOACTBO AOMKHO aHANM3UPOBaTh Yepes 3annaHNpoBaHHbIE NHTEPBaribl CUCTEMY MEHE K-
MEHTa KaJyeCTBa OpraHm3aLum c uenbio obecnevyeHnst ee NOCTOAHHON NPUroAHOCTY, aeKBATHOCTU U Pe3yrib-
TATUBHOCTWU. B aHanmna cnenyeT BKoYaTh OLLEHKY BO3MOXXHOCTEN YIyudLleHUst 1 NOTPebHOCTN B U3BMEHEHUSIX B
cUCTEME MEeHeKMEHTa KavecTBa OpraHm3aLmny, B TOM YUcCre B NMonuTuke U Lensax B obnacTu kavyecrsa.

3anucu 06 aHannse co CTOPOHbI PYKOBOACTBA AOMKHbI NoAAepXXUBaTLCA B paboyem cocTossHuM (4.2.4).

5.6.2 BxoagHble gaHHbLIe ANA aHanusa

BxogHble AaHHbIe A5 aHanms3a Co CTOPOHLI PYKOBOACTBA A0MKHbLI BKIOYaTh CreayloLLy MHOPMAaLMIO:

a) pesynbTaTtbl ayauToB (MPOBEPOK);

6) oBbpaTHylo CBSA3b C NOoTpeduTensmu;

B) (OYHKLIMOHUPOBaHME NPOLIECCOB N COOTBETCTBUE NPOAYKLIUW;

) CcTaTyc npeaynpexaarwLlyx U KOPPEeKTUPYOLNX AeNCTBUN;

) nocnenywLime JeNCcTBUS, BbITEKaLme U3 npeabiayLllero aHanmaa co CTOPOHbI PyKOBOACTBA;

€) U3MEHEeHus!, KoTopbie Mornu 6bl NOBUATL HA CUCTEMY MEHEKMEHTA KA4eCTBa;

XX) pekoMeHaauuu no ynyuLlleHuIo;

3) HoO8blIe usu rnepecMompeHHbie ycmaHoe1eHHbIe mpebosaHuUus.

5.6.3 BbixoaHble AgaHHbIe ANA aHanu3a

BbIXOoAgHbIe OaHHbIe aHanM3a CO CTOPOHLI PYKOBOACTBA AOMKHbI BKMOYATbL BCE pellueHns U OenNCTBUS,
OTHOCSILLIMECS K:

a) ynydweHusiM, Heobxo0uMbIM OJ1s1 To00epXxaHus1 pe3ybmamueHOCMU cucmeMbl MeHEeOXMeHmMa Ka-
yecmea u ee rnpouyeccos;

0) ynydlleHUIO NPoaYKLUMK cornacHo TpeboBaHMAM NoTpeduTenen;

B) NOTPebHOCTU B pecypcax.

6 MeHeOXXMeHT peCcypCcoB

6.1 ObecnevyeHue pecypcamm

OpraHnsauua oomxkHa onpenenaTb U obecneynBaTth pecypchbl, TpebyeMele Ans:
a) eHeOpeHUs1 cucmeMbl MeHeOXMeHma Kadyecmea U rnooodepxxaHusi ee pe3yibmamueHoCmu,
6) yooenemeopeHusi ycmaHoereHHbIx mpeboeaHuli u mpeboeaHul nompebumerns.

6.2 YenoBeueckue pecypchl

6.2.1 Obwme nonoxeHusn

[lepcoHarn, BeINONMHAKLWMIA paboTy, BAUSIOLLYIO HA Ka4eCTBO NPoayKUMK, A0MmKeH ObiTb KOMMETEHTHLIM B
COOTBETCTBUM C MornyveHHbIM obpa3oBaHUeM, NOAroTOBKOW, HABLIKAMU U OMNbITOM.

6.2.2 KoMneTeHTHOCTbL, OCBeAOMJIEHHOCTb U NOAroToBKa

OpraHnzaumsi JomKHa:

a) onpenensatb HEOHXOAMMYIKO KOMMNETEHTHOCTL NMepcoHana, BeINosHsLLero paboTy, KoTopasi BNusieT
Ha Ka4YeCTBO NMpPoayKLWW;

6) obecrneunBaTb NOAroTOBKY UNU NpeanpuHUMAaThL Apyrme NencTBUS C Lienblo YOOBNEeTBOPEHUs 3TUX
noTpedbHoCTEW;

B) OLIEHMBATb Pe3ynbTaTUBHOCTb NPeanPUHATLIX Mep;
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r obecneymBaTb OCBEAOMMEHHOCTbL CBOEro nepcoHana 0b aktyanbHOCTU N BaXXHOCTU ero AeATeNnbHOCTU
1 BKINaae B OOCTUXeHue Lenen B 00nacT KavuecTBa;

n) noaoaepxvBatb B paboyeM COCTOSSHUM COOTBETCTBYIOLUME 3anmcu 06 obpasoBaHWK, NMOOroTOBKE,
HaBblKax U onbiTe (4.2.4).

[1pumedyaHUu e— HayuoHanbHbie Uu peauoHallbHbIe HOpMamueHblie GOKYMEeHMbI Mo2ym cooepxxamb mpe-
bo8aHUsT K KOHKpeMHOU opaaHu3ayuu o paspabomke OOKYMEHMUPOBaHHbLIX Npoyedyp 015 onpedenieHus Heobxodumocmu
11o020MOBKU NEPCoHana.

6.3 UHpacTpykTypa

OpraHnzauus OomKHa onpenensitb, obecrneunBaTb 1 NoaaepXXmBaTb B padboyemM COCTOAHUU NMHPPACTPYK-
TYpPY, Heobxoammyto Onsi JOCTUXKEHUs COOTBEeTCTBUSI TpeboBaHMaM K npoaykumu. NHpacTpykTypa MOXeT
BKIMOYATD:

a) 3naHus, paboyee NPOCTPAHCTBO U CBA3aHHbIE C HUM CpeacTBa Tpyaa;

6) obopynoBaHue AnNs NPoLeccoB (KaK TEXHUYECKMe, Tak U NporpaMMHbie cpencTea);

B) cnyxobl obecneveHus (HanpmMep TPaHCMopPT UKW CBA3b).

OpeaHu3ayusi dormkHa paspabomambs OOKyMeHmupoeaHHble mpebogaHusi K 0elicmeusiM, rnoodoepxuea-
OWUM ee UHbpacmpyKkmypy, 8KIH0Yas1 yacmomy UX MpoeeodeHUusi, ecriu amu dedcmeust unu ux omeymcemaeue
MO2Yym o8IUSIMb Ha Ka4yecmeo npooyKyuU.

3anucu 06 amux Oeldcmeusix OO/PKHbI ModoepXxueambcsi 8 paboyem cocmosiHuu (4.2.4).

6.4 lNpousBoacTBeHHas cpena

OpraHusauusa OormkHa co3aaBaTh NMPOM3BOACTBEHHYIO cpefly, HeobXoanmMyo ANs JOCTMKEHUA COOTBET-
CTBUA TPpebOoBaHUAM K NPOAYKLIUN, N YNPaBMSTh €lo.

Mo eKo4Yaem criedyrowjue mpebogaHus:

a) opeaHu3ayust 0o/PkHa paspabomamb OOKYMEeHmMuUpogaHHbie mpebo8aHUs1 K COCMOSIHUKD 300p08bLS,
auzsueHe u o0exoe repcoHana, eciiu KOHmMakm Mexady rnepcoHasioM U npooykyueld unu rnpouseoocmeeHHoU
cpeoou MoXxem ompuyamerbHO Nnoesusime Ha kadecmeo rnpooykyuu (7.5.1.2.1);

6) ecrnu npou3soOcmeeHHasi cpeda MoXem ompuuyamesibHO cKa3ambCs Ha Kavyecmee rnpooyKyuu,
opeaaHu3ayusi 0o/mkHa paspabomamb OOKyMeHmupoeaHHble mpebogaHusi K rnpou3eo0cmeeHHoU cpeode U
OOKyMeHmMUpoB8aHHbIe npouedypb! Unu Mpou3so0CmeeHHbIe UHCMPYKUUU O71s1 MOHUMOPUH2a U KOHMPOJSis
rpou3eo0cmeeHHoU cpeosi (7.5.1.2.1),

8) OpzaHu3ayusi OoI/mpKHa 2apaHmuposambs coomeemcmeayrouwyro Noo02omoeKy rnepcoHana, epeMeHHo
pabomaroweao 8 ocobbiX YCI08USIX MPOU3BOOCMBEHHOU Cpeolbl, Unu e2o HaxoxoeHue nod HabrnwoeHueM
rnodzomoerieHHo20 nuya (6.2.2, nepeyucrieque 6);

2) npu Heobxoodumocmu pa3pabomky U OOKyMeHmupogaHue crieyuaribHbIX Mep 0151 KOHMPOIisi 3a2pPsi3-
HEeHHOU unu nomeHyuarbHO 3a2psi3HeHHOU rnpodyKyuu ¢ yernbio ripedomepalleHust 3a2psi3HeHusi ocmarsbHoU
npooyKyuuU, Npou3soodcmeeHHOoU cpelbl Unu 3a2psi3HeHus1 nepcoHana (7.5.3.1).

7/ Tlpouecchbl XU3HEHHOro LMKNna npoayKuum

7.1 lNnaHnmpoBaHue NpoLEeccoB XXU3HEeHHOro LMKra npoayKkummu

OpraHusauusi OoMmKHA nraHMpoBaTb U paspabartbiBaTh NpoLecchl, Heobxoanmblie Ana obecneveHus
XU3HEHHOro uukKna npoaykuuu. lNnaHmpoBaHMe NpPOoOLIECCOB XXWU3HEHHOro LMKNa npoaykuMu AOMKHO ObiTh
cornacoBaHo ¢ TpeboBaHMAMM K AAPYrMM NpoLieccaM CUCTEMbl MeHe)KMeHTa KadvecTBa (4.1).

[Tpy NnaHMpoBaHMKM NPOLIECCOB XWU3HEHHOro LIMKNa NpoayKLUX opraHusaLmsa AoMmKHA YCTAHOBUTL, eCnu
3TO LienecoodpasHo:

a) uenwv B obrnactu kadectBa u TpedboBaHUsA K NPOAYKLIUW;

6) noTpebHOCTL B paspaboTke npoLeccoB, AOKYMEHTOB, a Takke B obecrneveHun pecypcamun Ons
KOHKPETHOW NpOoaYKLUUN;

B) HeoBXoAUMYIO NeATernbHOCTL NO BepudukaLuum n Banmngaumm, MOHUTOPUHIY, KOHTPOMIO U UCMNLITAHUSAM
NN KOHKPETHOW NPOAYKLMKM, a TalkKe KpUTEPUN NPUEMKN MPOaYKLK;

r 3anucu, Heobxoaumble Ansa obecneyveHVss CBUAETENbLCTBA TOro, YTO NMPOLECChl XU3HEHHOro LMKna
NpPOAYKLIUM N Npou3BeeHHasa NpoayKLUAa COOTBETCTBYIOT TpeboBaHusM (4.2.4).

Pe3ynbTathl 3TOro NNaHNPOBaAHUA OOMKHbI ObITh B (pOpMe, COOTBETCTBYIOLLIEN NPAKTUKe opraHM3aLuw.

OpeaHu3alusi OospkHa paspabomamb OOKYMeHmMUpoe8aHHble mpeboeaHUusi K yripas/ieHUK PUCKOM Ha 8cex
amanax >XU3HeHH020 YuKna npodyKyuu. 3arnucu ro yrnpaesieHuo puckoM OO/mKHbLI mododepxxueambcs 8 paboyem
cocmosiHuu (4.2.4 u npumeyaHue 3).
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[TpumMeyaHUA

1 HJOoKyMeHT, onpeaensoLwmin npoLecchl CUCTEMbl MEHEMKMEHTA Ka4yecTBa (BKNK4Yana NpoLecchl XXKU3HEHHOro LuKna
NpoayKLUUN) U peCyYpCbl, KOTOpble NPeaACTOUT NMPUMEHATb K KOHKPETHOW NpPOAYKLUWMK, NPOEKTY UMW KOHTPAaKTY, MOXET
pacCMaTPMBAaTLCA KaK NnaH KavyecTBa.

2 [Npu paspaboTke NpoLECcCOB XW3HEHHOro LWKNa NpoAyKUUMW opraHu3aLua MOXET TakKe NpuMeHsaTb TpeboBa-
HUs 7.3.

3 Cm. [B] no ynpaerneHuo pUCKOM.

7.2 Tlpouecchbl, cBA3aHHbIe € NOoTpeduTenaMmn

7.2.1 OnpepeneHune TpeboBaHMWU, OTHOCHLLUXCA K NPOAYKUUMN

OpraHusauunsa oomKHa onpeaenvTsb:

a) TpeboBaHus noTpeduTtensi, BKoYvas TpedboBaHUA K NOCTaBKe U AeATEeNbHOCTU NOCne NoCTaBKy;

6) TpeboBaHus, He onpeaeneHHble noTpedutenem, Ho HeobxoaAnMbIe AN KOHKPETHOro UNnn npeanona-
raemMoro Ucnosfib3oBaHus!, Koraa OHO U3BECTHO;

B) 3aKOHoAaTesbHblE U Apyrve obsisaTtenbHble TpeboBaHUs, OTHOCALLMECH K NPOAYKLMU;

r) mobble gononHuTenbHble TpeboBaHWsA, onpeaeneHHbIe opraHn3aumnen.

7.2.2 AHanu3 TpeboBaHUN, OTHOCALLMXCSH K NPOAYKUUMU

OpraHusauusa OoMmKHa aHanmanpoBaTtb TpeboBaHUS, OTHOCALLMECH K NPOAYKUUW. ITOT aHanu3 JOMKeEH
NPOBOAUTLCA A0 NPUHATUA opraHnsauven obsisaTenbCTBa NOCTaBNATL NPOAYKLUIO NnoTpedbutento (Hanpumep
yvyacTus B TeHaepax, NPUHATUS KOHTPAKTOB UMM 3aKa30B, NMPUHATUSA N3MEHEHWW K KOHTPAaKTaM Unu 3akasam) u
OOmKeH obecnevynBaTh:

a) onpedersieHue U OOKyMeHmupoegaHue mpeboeaHul K nMpooyKyuU;

6) cornacoBaHue TpedboBaHUM KOHTPaKTa WU 3aKasa, OTNUYaloLLUXCH OT paHee CPOoPMYyNUPOBaHHbIX;

B) CNOCODHOCTb OpraHusauun yaoBneTBOpATh onpeaeneHHblie TpeboBaHus.

3anucu pesynbTaToOB aHanusa v nocneayrLlmx AenNcTBUN, BbITEKAIOLLUX N3 aHann3a, A0MMKHbI noanep-
XXMBaTbCcA B pabovem coctosiHum (4.2.4).

Ecnu noTtpebutenn He BbiABUraloT JOKYMEHTUPOBAHHLIX TpeboBaHUN, opraHn3aLms OomKHa NoOATBEp-
OUTb UX y noTpebutens A0 NPUHATUA K UCMOSTHEHMIO.

Ecnu TpeboBaHuA K npoayKUUm N3MeHeHb!, opraHnsauus AomkHa obecneunTb, Y“TOObI COOTBETCTBYIOLLME
NOKYMEHTbI Dbl ncnpasrneHbl, a 3anHTepecoBaHHbIM NnepcoHan bbin NocTaBneH B U3BECTHOCTbL 00 N3MEHUB-
LLUMXCA TpeboBaHUAX.

[MTpuMey aHN e— B HEKOTOPLIX CUTYaLUAX, TaKUX KaK NpoaaXxu, OCYLLIECTBNSAEMble Yepe3 NHTepHeT, NpaKkTu-
YyeCKn HeuenecoobpasHo NpoBoAUTL odMLUManbHbLIM aHAaNU3 KaXaoro 3akasa. BMecTo 3Toro aHanusa MOXeT pacnpocTpa-
HATLCSA Ha COOTBETCTBYHOLLYIO MHOPMALMIO O NPOAYKLIMK, TaKylo KaK KaTtanoru Unm peknaMmHbie MaTtepuansl.

7.2.3 CBA3b C noTpedbutensMmm

OpraHusauusi AomKHa onpeaensiTb U OCYLLEeCTBNATL 3P EeKTMBHbIE Mepbl N0 NOAAEPXKXaHUIO CBA3U C
noTpedbutensMmn, KacatoLMecs:

a) WHgopMaLn O NPOAYKLIUW;

0) NpoxoXxaeHnsa 3anpocoB, KOHTPAKTa UMK 3aKasa, BKINoYasa NonpaBKy;

B) obpaTHOM CcBsAA3KN ¢ noTpebutenem, BKrovas xanobbl notpedutenen (8.2.1);

2) nosicHumersnbHbIx yeedomneHul (8.5.1).

7.3 TlNpoekTupoBaHue u paspaboTka

7.3.1 NMnaHupoBaHue NPOEKTUPOBaHUA U pa3padboTKu

OpeaHu3ayusi ormkHa paspabambigamb OOKYMEeHMUPO8aHHbIe rpoueodypbl MpoeKkmupo8aHUust U paspa-
6omku MeOUUUHCKUX u3denudl.

OpraHnzauusa o0ba3aHa NnaHMpoBaTh U YNPaBnATbL NPOEKTUPOBaHNEM U Pa3padoTKoN NPoayKLUW.

B xoae nnaHUpoBaHUA NPOEKTUPOBaHUSA U pa3paboTKn opraHM3aulns AoMmKHa yCTaHaBNUBAaTD:

a) cTaauun NPoeKTUPOBaAHUA U Pas3pabOoTKK;

6) euOblI OessmenbHOCMU MO aHanu3y, sepudukayuu, eanudayuu u nepeoayde npoekma (cm. npumeya-
HUe), coomeemcemeyroujue Kaxoou cmaduu rnpoekmuposaHusi u pa3pabomku,

B) OTBETCTBEHHOCTbL W MOSTHOMOYUA B 0DNacTn NpoeKTUpoBaHUA U paspaboTku.

OpraHn3auust AormKHa ynpaBnsTbh B3aUMOOENCTBMEM PA3NUYHbLIX MPymnn, 3aHATLIX NPOEKTUPOBAHUEM WU
pa3padboTKon, ¢ Lenbto obecneveHus apdeKTMBHOM CBSI3U M YETKOro pacnpenerneHns OTBeTCTBEHHOCTM.

Pe3ynbmamsbi rnnaHupo8aHusi O0/mKHbI bbimb OOKYMeHMmMUpo8aHhb! U, ecriu Heobxo0uMo, akmyanusupo-
8aHbl NMPU cogeplieHCMeo8aHUU nNpoekmupoeaHus u paspabomku (4.2.3).

8
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lMpumedyaHue—[JesmensHocmb Mo nepedadye nNpPoeKma 8 fnpouecce npoekmuposaHusi u paspabomku
MEeOUYUHCKOo20 U30ernusi O0fDKHa 2apaHmupogamsbs, 4mo 8bIXOOHbIE OaHHbIE NPOeKmuposaHuss U paspabomku bydym
sepuhuyupoBaHbl Kak coomsememaeyrowjue mpebogaHusiM K Npoueccy U320moearieHUs], npexoe 4eM cmaHym OKOHYa-
menbHbIMU crieyucbukayusamu npooyKuuu.

7.3.2 BxopgHble AaHHbIe ANSA NPOEKTUPOBaHUA U Pa3paboTKu

BxoaHble AaHHbIe, OTHOcALWMECs K TpeboBaHMAM K NPOAYKUWKM, OOMKHLI ObLITb onpeaeneHsbl, a 3anucu
[NOIMKHbLI NoaaepXXmBaTtbcs B pabovem coctosiHum (4.2.4).

BxoaHble AaHHbIe O0MKHbI BKHOYaTh:

a) OYHKUUOHarbHbIe U 3KCr/yamalyuoHHble mpeboeaHusi, mpeboeaHusi Kk beaonacHocmu co2/1acHO
Ha3Ha4YeHUro;

©) cooTBeTCTBYIOLLME 3aKOHOAATeNbHbIe U Apyrme obsisaTenbHble TpeboBaHUS;

B) Tam, rae 3To uenecoodpasHo, MHopMaLuIo, B3ATYIO U3 NpeabiayLmX aHanormyHbIX NPOEKTOB;

r) gpyrne TpeboBaHusA, BaxHble ANA NPOEKTUPOBAHUA U pa3padoTKku;

0) 8bIXOOHbIe OaHHbIe Mo yripaesieHuro puckom (7.1).

BxoOHble OaHHble O0/mkHbI bbimb NpoaHanu3upoeaHhbl Ha coomeemcemaeue ycmaHoe1eHHbIM mpeboea-
HUSIM U YMGePXKOEeHbI.

TpeboBaHus NOMKHBLI ObITb NONHLIMWU, HEABYCMbICITEHHLIMU U HEMPOTUBOPEYUBLIMU.

7.3.3 BbixogHble AaHHbIe NPOEKTUPOBaHUA U pa3paboTku

BbIXOOHbIE NAHHBLIE MPOEKTUPOBAHUS N Pa3paboTKK NOMKHLI BbITb NpeacTaBneHbl B oopme, NO3BONAI0-
LLIen NPOBEeCTU BEPUMPUKALINID OTHOCUTENBHO BXOOHbLIX TPeDOBaHUM K NPOEKTUPOBaHUIO U pa3paboTke, a Takke
NOIMKHbI ObITb YTBEPXXAEHbI 10 UX NOCeayoLLero NCNorb30BaHUS.

BbIXOOHbIEe AaHHLIE NPOEKTUPOBaHNS N pa3padoTKN OOMKHbI:

a) COOTBETCTBOBATb BXOAHLIM TPEOOBAHMAM K NMPOEKTUPOBaHUIO 1 pa3padboTke;

6) obecneumBaTb COOTBETCTBYIOLLEN MHGOpPMALIMEN NO 3aKyrnKam, NPON3BOACTBY U OOCNY>XMBAHWIO;

B) COAEPXaTb KpUTEpUU NpPUEMKN NPOAYKLIMU UNU CCbINKN HA HUX;

) onpenensatb XapakTepucTUKM NpoayKUun, CyLleCcTBeHHble Ansa ee 6e3onacHoro n nNpaBuUNbLHOIO UC-
NONb30BaHUS.

3anucu 8bIXOOHbIX OaHHbIX MPpoeKmupoeaHusi U pa3pabomku OO/DKHbLI noodoepXxusambcsi 8 paboyem
cOCMOosiHUU (4.2.4).

[1TpumMedyaH U e— 3anucu 8bIXOOHbLIX OaHHbLIX NPOEKMUpPoBaHuUst U pa3pabomku mMoa2ym 8KrYams crneyugu-
Kayuu, npou3eoo0CcmeEEHHbLIE MPOUECChH!, MEXHUYECKUE YepmeXXu U XyPHasibl MeXHUYECKUX 3anuceld unu uccredosaHull.

7.3.4 AHanus npoeKTta u pa3paboTku

Ha Tex cragusix, rae aTo uenecoodbpasHo, AOMMKeH NPOBOAUTLCHA CUCTEMATUYECKUA aHAnNM3 rnpoekTa v
pPa3padboTKM B COOTBETCTBUM C 3annaHUPOBaHHLIMK MeponpuaTnamMm (7.3.1) ¢ uenblo:

a) OLIeHKM criocCOBHOCTM pe3ynbTaToB NPOEKTUPOBaHNS U pa3paboTKu ya0BNEeTBOPATL TPeOOBAHUAM;

6) BbiIssBNeHUs nobbix npobnem n BHeceHnsi NpearioXXeHn No Heob6XoAMMBbIM ENCTBUSAM.

Takol aHanu3 OOIPKHbI 8bINOMHSIMb rpedcmaesumernu ciy>kb, umerowux omHoWweHuUe K aHanusupyemMsim
cmaousiM npoekma u pa3pabomku, a makxxke opyaue crieyuanucmsi opeaHusayuu (5.5.1 u 6.2.1).

3anucy pesynbTaToB aHanusa U Bcex HeobXoauMbIX JeNCTBMA OOMMKHbI NOOAEepXXMBATLCA B paboyem
coCcTosiHUM (4.2.4).

7.3.5 Bepudukaumsa npoexkta v paspadboTku

Bepndomnkauus oonmkHa ocyLLeCcTBNATLCA B COOTBETCTBUM C 3anflaHUPOBaHHLIMU MeponpuaTusamm (7.3.1),
YTOObl YOOCTOBEPUTLCH, YTO BbIXOAHbIE AaHHLIE NMPOEKTUPOBaHUA U pPas3padoTKU COOTBETCTBYHOT BXOAHLIM
TpeboBaHusaM. 3anncu peaynbTaToB BepndukaLuum n Bcex HeobXoaMMBIX AEeNCTBUN OOMKHbLI NOAJepKUBATLCH
B pabouvemM coctossHuu (4.2.4).

7.3.6 Banuwpauus npoekTta u paspadboTkm

Banudayusi npoekma u pa3pabomku OOJ/PKHa npoeooumbCsi 8 cOomeemcemeuu ¢ 3an/iaHupo8aHHbIMU
Meponpusmusimu (7.3.1) ons1t obecriedeHusi coomeemcmeusi 20moeou nNpooyKyuu mpeboeaHUsiIM K ee Ha3Ha-
YeHUI0 Unu crieyuanbHOMY rpuMeHeHUro. Banudayus 0ormkHa bbimb npogedeHa 00 rnocmasku rpooyKyuu unu
8e8e0eHUs ee 8 aKcryamauuro (CM. npumedaHue 1).

3anucy pesynbTaToB Banuaauum n Bcex HeobxoanmMeIX AeNCTBUIN AOIMKHbI NoAnepXXUBaThLCA B padbouem
cocTosiHun (4.2.4).

OpeaHu3ayusi obsizaHa NpoeoouUmMb KuHuUYeckue u/unu akcrnyamayuoHHble UCnbimaHUusi MeOUUUHCKUX
u3denul Kkak Yacms Meporpusmul rno sanudayuu rpoekma u paspabomku 8 coomeemcmeauu ¢ mpebogaHUsIMU
HaUUOHarIbHbIX Uu pe2uoHaribHbIX HOpMamueHbiX OOKYMeHmo8 (CM. rnpumeyvaHue 2).
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[TpumedyaHus

1 Ecnu mMeduyuHckoe usoenue noonexum sanudayuu mosbKo nocsie cOopKU U MoHMaXa Ha Mecme e20 npuMeHe-
HUS1, TocmaeKa npooyKyuU He cyumaemcest 3aKOHYeHHOU 00 mex nop, noka npooykyus He 6yoem ¢hopmMaribHO nepedaHa
nompebumerio.

2 [NpedcmaerneHue MeOUUUHCKO20 Uu30ernus 0515 NpoeedeHUst KITUHUYECKUX U/unu 3KcryamauUuoHHbIX ucnbimaxull
He cyumaemcsi nocmaekou.

7.3.7 YnpaBneHue uameHeHUsIMM NpoeKkTa U pa3padboTku

3mMeHeHnsa npoekTa v pa3paboTkm AoNMKHbl ObiTb OAEHTUMEULIMPOBAaHLI, @ 3anucy AOMKHLI NoAOepP>KN-
BaTbLCA B pabouem CoCToAHMU. M3MeHeHusa AOomMKHbI BbITb NpoaHan3npoBaHbl, BEpU@ULMPOBaHbLI M MOATBEPXK-
OeHbl COOTBETCTBYHOLUMM 06pasoM, a Takke corfiacoBaHbl A0 BHeCeHUsl. AHanu3 U3MeHEeHUW NpoeKkTa W
pa3paboTKu AOMKeH BKYaTb OLEHKY BNUAHUS U3MEeHEHUN Ha COCTaBHbIe YaCcTU N3aenuin n yXxe NocTaBleH-
HYIO NPOAYKLMUIO.

3anucy pesynbTaTtoB aHanusa n3aMeHeHn 1 nbbix HeoBXoAMMBIX AENCTBUW AOMKHbI NOAAEPXXUBATLCS
B pabouem cocTtosiHuM (4.2.4).

7.4 3aKynkw

7.4.1 lpouecc 3akynok

OpeaHu3auyusi 0orpkHa pa3pabomamb OOKyMeHmupoeaHHble npouedypsl, obecrnevusarouwjue coomeem-
cmeue 3aKyrneHHoU nNpooyKyuu yemaHo8eHHbIM mpebo8aHUsIM K 3aKyrKaMm.

Tun n cTeneHb ynpaBrneHus, NPpUMeHseMble NO OTHOLLEHUIO K NMOCTaBLUMKY W 3aKYMNIEeHHON NPOAYKLIMM,
NOIMKHLI 3aBUCETb OT ee BO3eNCTBUS HA nocnenyloLlue cragum XXU3HeHHOoro LMKna npoaykuvm unv roToByio
NPOAYKLIMIO.

OpraHnzauus AoMKHa OLeHMBAaTb U BblIOMpaTb NOCTABLUMKOB HA OCHOBE UX CMOCODBHOCTM MOCTaBNATh
NPOAYKLIUIO B COOTBETCTBUM C TpeboBaHUAMKU opraHun3auun. JomkHel ObIThb pa3spadboTaHbl Kputepum oTbopa,
OLIEHKU 1 MOBTOPHOMN OLIEHKN. 3annucKy pesynbTaToB OLIeHUBAHUS U NI0OLIX HEODXOAUMBIX 1ENCTBUIA, BLITEKAIO-
LLIUX N3 OLIEHKW, NOMKHbLI NoaaepXmBaTbcA B pabovem coctosiHum (4.2.4).

7.4.2 UHpopmauusa no 3akynkam

MHdopMaLmMs No 3aKyrnkam AO0MMKHa ONUCLIBATb 3aKa3aHHYIO NPOAYKLUUIO, BKIOYas, rae 3To Heobxoanmo:

a) TpeboBaHUA K YTBEPXXOESHMIO NPOAYKUMK, npoLieayp, npoueccos U obopyaoBaHUS,;

6) TpeboBaHMA K KBanuukaumm nepcoHana;

B) TpeboBaHUS K CUCTEME MEeHe)KMeHTa KayeCTBa.

OpraHnzauusi jomkHa obecnedvBaTb afeKBAaTHOCTb YCTAHOBMEHHbIX TPebOBaHUMW K 3aKynkamMm [0 WX
coOOLLEHNS1 MOCTABLUWKY.

B mol cmeneHu, 8 kakol 3mo Heobxo0umMo 07151 ocywlecmerneHus ripocriexxusaemocmu (7.5.3.2), opaa-
HU3ayusi 0o/pkHa rnoodepxxueams 8 paboyeM COCMOSIHUU COOMeBemcmeayowWyro UHbopMayuo Mo 3aKyrkam,
mo ecmb OokymMeHmbi (4.2.3) u 3anucu (4.2.4).

7.4.3 Bepudukauusa 3akynneHHOU NpoayKUun

OpraHu3sauusa aomkHa paspadoTaTb U OCYLLECTBINATbL KOHTPOMNb UNWU ApYryo AeaTenbHOCTb, HeobXxoau-
My10 Ansa obecneveHuss COOTBETCTBUSA 3aKyMNNeHHOW NPOoAYyKLMWN YCTAHOBEHHLIM TPeDOOBaAHMAM K 3aKyrKaMm.

Ecnu opraHnzauusa unm notpedutens ee NpoayKUUU npeanaratoT OCyLLLEeCTBUTL BEPUMmUKaLIMIO HA npean-
NPUATUN MOCTAaBLUMKA, TO OpraHU3auus O0MKHA YCTAHOBUTL B MHpOpMAaLIMK MO 3aKyrnkam npeanonaraemMble
Mepbl NO NPOBEpPKe U NOPAAOK BbiNyCcKka MPOAYKLIUKM Y NOCTaBLLMKA.

3anucu no sepucbukayuu OO/PKHbI Noddepxusambcsi 8 paboyem cocmosiHuu (4.2.4).

7.5 NMpou3BoacTso U obcnyxuBaHue

7.5.1 YnpaBneHue npou3BOACTBOM U 0OCNy)XXUBaHUEM

7.5.1.1 O6wue mpeboesaHus

OpraHusauusa aomkHa nnaHmpoBsaTtb U obecneunBaTb NMPOU3BOACTBO U 0OCNY)XUBaHWE B ynpaBnseMbIX
YyCroBusX. YNpaBnsemMble YCroBUs JOIMKHbI BKNOYATb, €CNU 3TO LienecoodpasHo:

a) Hanuume uHdpopMaLnK, ONUCLIBAIOLLIEN XapPaKTEePUCTUKN NPOAYKLINK;

6) Hanudue COKyMeHmMuUpOoB8aHHbIX Npoyedyp, paboyux UHCMPYKUUU, 3marioHHbIX npoyedyp U3MepeHUsT
u, ecsiu HeobxoOuMo, cripasoyYHO20 Mamepuana;

B) NpyMeHeHne noaxoasiero obopynoBaHus;

I Hanudue N NPUMEeHeHne KOHTPOSbHbIX U U3MepUTEenbHbIX NPUOOPOB;

) npoBeaeHVne MOHUTOPUHra N N3aMepeHum;

e) OCyLLeCTBreHne BLINyCcKa, NOCTAaBKMN U AeNCTBUA Nocne NOCTaBKU NMPOaYKLUWW;

XX) 8bINOoJIHeHUe KOHKpemHbix delicmeul rno MapKupoeKke U yraKoeke.

OpeaHu3auyusi dormkHa pa3pabomampb bopmy 3anucel u noodoepxkueambs UX 8 paboyeM cOCMOSIHUU
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(4.2.4) ons kaxx0ou napmuu MeQUUUHCKUX uzoenuu, ymobbl obecrieqyums UX NMPOCIeXueaeMocmb 8 COOMeem-
cmeuu ¢ 7.5.3 u ycmaHo8umb Konu4decmeo npoussedeHHoU npooyKuuUu U rnpooyKyuu, npedHasHavyeHHOoU Orist
npoodaxku. 3anucu rno Kkaxxoou napmuu u3denul 0o/mkHbI bbimb gepuchbuyupo8aHhbl U YymeepXOeHh.

[MTpumeuyaHue— lNapmuel MoxXem cyumambsCsi 00HO MeOUUUHCKoe u3oernue.

7.5.1.2 YnpaeneHue npou3eodcmeomM u obcnyxueaHuemMm. CrnieyuanbHbie mpeboesaHus

7.5.1.2.1 Hucmoma npodykyuu u KOHMPOJib 3a2psA3HeHHocmu

OpeaHu3auusi OormkHa paspabomamb OOKYMeHmupoeaHHblIe mpebosaHUusi K yucmome rnpodyKyuu, ecriu.

a) neped cmepunusayueu u/unu rnpumMeHeHuUeM rnPooyKyusi MPoxooum O4YUCMKY 8 op2aHu3ayuu;

6) nNpoOykyusi nocmaessemcsi 8 HeCmepusibHOM 8ude U nooriexxum o4ducmke rneped cmepunulayuel
u/unu npuMeHeHuUeM;

8) NMPOOYKUUSsT Tocmasesisiemcsi 8 HecmepusibHOM 8ude U ee yucmoma He uMeem 3HadYeHUus1 Orisi rnpumMe-
HEeHUSI,

2) peaseHmbl 0151 oHUCMKU rMPOOYKUUU OOsmKHbLI 6bimb yoareHs! rpu ee u32omoesieHuu.

Ecrnu npoOyKyusi noogepaaemecesi o4UCImKe 8 coomeemcmeuu ¢ nepeyvucnieHusiMu a) unu 6), mpeboegaHusi,
codepxxauwjuecs 8 (6.4, nepevucneHue a) u (6.4, nepeuucrnexue 6), neped nnpouyedypol OHYUCMKU HE NMPUMEHSI-
FOMCS.

7.5.1.2.2 Pabombi no MOHMaxy

[Ipu Heobxooumocmu opzaaHu3ayusi 0o/mkHa paspabomams OOKyMeHmMuUpoeaHHbie mpebogaHusi, cooep-
Xaljue Kpumepuu npueMku U sepuchukayuu MOHmMaXxa MeOUUUHCKO20 U30esusl.

Ecrniu coanacosaHHbie ¢ rnompebumenemMm mpebosaHusi rMo360sISTHOM BbINOMIHAMb MOHMAaX He MOJIbKO
cunamu opzaHu3ayuu unu ee rnosTHOMOYHO20 rpedcmasumerisi, opaaHu3ayusi 0o/mkHa paspabomamb OOKY-
MeHmupoeaHHbIe mpebosaHUsi K makoMy MOHMaXy U e20 eepucbukayuu.

3anucu no MoOHMaXky u eepugbukayuu, Komopbsle ocywlecmersisiem opa2aHu3sauusi unu ee rnosiHOMOYHbIU
rnpeocmaesumerib, OO/PKHbI M000epXxueambCsl 8 paboyeMm cocmosiHuu (4.2.4).

7.5.1.2.3 [essmenbHOCMbL 110 06CyXUBaHUIO

Ecrnu mpeboegaHue Kk obcnyxueaHuro siensiemcsi crieyuarbHbIM, opaaHu3alyusi 0o/mKkHa, npu Heobxoou-
Mocmu, pa3pabomamb OOKYMeHMUpoBaHHbIe rpouedypsbl, paboyue UHCMPYKUUU, CripagoyYHble Mamepuarbl
U amarioHHble rpoueoyphbl U3MepeHUs1 05151 ocyuwlecmaerieHusi obenyxueaHusi U e2o sepugbukayuu e coomeem-
cmeuu co creyuanbHbiM mpebogaHuem.

3anucu no obcnykusaHUK, 6bINOMHAEMOMY opeaHu3auuel, OO/DKHbI nodoepxxueambesi 8 paboyem
COCMOSsIHUU (4.2.4).

[1pumeuyaHue— ObcnyxugaHue MoXem 8K/IHoHamp, HarpuMep, PeMOHM U MmeXHUYecKoe obcnyxusaHue.

7.5.1.3 CneyuanbHbie mpeboeaHusi K cmepusibHbIM MeOUUYUHCKUM U30e/TUsIM

OpeaHu3ayusi Oo/mKHa nodoepXxusamsab 3arucu rio napaMempam rnpoueccoe cmepunuilayuu, npuMeHsie-
MbIX Of151 KaxkOoU napmuu cmepurnu3yemMou npooykuuu (4.2.4). 3anucu no cmepunusayuu OOJKHbI MPOCTIEXU-
8ambCsl OJ151 KaXK0oU napmuu rnpou3eeoeHHbIX MeOUUUHCKUX u3denuu (7.5.1.1).

7.5.2 Banuwpauus npoueccoB NpoOU3BOACTBa U 00CNyXMBaHUA

7.5.2.1 O6wue mpeboesaHus

OpraHm3auus OomkHa noaTBepXaaTbh BCe Npouecchbl NMPou3BOACTBA W ODCRyXMBaHWA, pe3ynbTaThl
KOTOPLIX HENb3S NPOBEPUTHL NOCPEACTBOM NOCeaoBaTerNbHOrO MOHUTOPWHIa Unn namepeHnsi. K HUM OTHOCAT-
CA BCe MNpoLecChbl, HeAOCTAaTKN KOTOPbLIX CTAHOBATCA OYEeBUOHLIMW TONbKO MOCHe Hadana vcnorb30BaHUS
NPOAYKLIW.

Bannaaumsa gomkHa npoaeMoHCTpUpoBaTh CNOCODHOCTL 3TUX NPOLIECCOB AOCTUraTh 3anfiaHUpPOBaHHBLIX
pe3yrnbTaToB.

OpraHmsauusa gomkHa paspadoTaTb Mepbl N0 3TUM NpoLieccamM, BKIIOYas, eCnv 3TO NpUuemMIrieMo:

a) onpeneneHHble KpUTeprn Ana aHanmaa v yTBepXXaeHus npoLeccos;

0) yTBepXXaeHwe COOTBETCTBYIOLLEro 000pyaoBaHUA U KBanuukaumum nepcoHana;

B) NpUMeHeHWe KOHKPETHbIX MeTOA0B U npoueayp;

r) TpedboBaHus K 3anncam (4.2.4);

) NOBTOPHYIO Bannaaumio.

OpeaHu3sayusi domkHa paspabambieamb OOKYMeHMUpPOoBaHHbIe rpouedypbl s8anudayuu rmpuUMeHeHUs
KOMILIOMepHO20 ripoepammHo20 obecriedeHus1 (U usMeHeHuUU makoa2o obecriedeHust u/unu eeo npuUMeHeHUsl)
npu rpouseoocmee U obcny»kueaHuU, KOmopble MO2ym OKa3sbleamb 6/1UsiHUe Ha CcriocobHoCmMb nMpooyKyuu
yo08/1emeopsims ycmaHoeeHHbiM mpebogaHusim. Takoe ripoepamMmHoe obecrnieyeHue criedyem ymeepxxoamkb
0O e20 rnepe8oz0o NPUMEHeHUS].

3anucu o0 pe3yribmamax eanudayuu OO/LKHbI noddepxueambcsi 8 paboyeM cocmosiHuu (4.2.4).
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7.5.2.2 CneuyuanbHblie mpeboeaHus1 K cmepunibHbIM MeOUYUHCKUM U30esTUsIM

OpezaHu3ayust 0orpkHa paspabambieamb OOKyMeHmMupoeaHHbIe rpouedypbl 8anudayuu rnpoyeccos cme-
punusayuu. lpoyeccsi cmepunu3ayuu criedyem ymeepxxoamb 00 UX epeo2o NMpuUMeHeHUs].

3anucu o pe3synbmamax eanudayuu rnpoyeccos8 cmepususlayuu Oo/mKHbI modoepxueambscs 8 paboyem
cocmosiHUU (4.2.4).

7.5.3 WpaeHTU(OUMKaLMA U NPOCNeXUBaemMoCTb

7.5.3.1 UOeHmucpukauus

OpeaHu3ayusi 0ormkHa udeHmugbuyupogams rMPOOyKUUK Ha MPOMSDKeHUU 8Cea0 XKU3HeHH020 YukKra ¢
TOMOWbIO coomaeemecmeayrwux cpedcme u paspabambigamb OOKyYMeHmMuUpoeaHHbIe rpouedypbl 05151 makoU
udeHmugbuxkalyuu rnpooyKuuu.

OpeaHu3sayusi OormkHa paspabambieamb OOKYMEHMUPOBaHHbIe Mnpouedypsl, sapaHmupyrouwue, 4mo
MeOUlUHCcKUe u30eriusi, 8o3e8pallleHHbIe 8 Op2aHuU3alyuro KaK Hecoomeemcemeayrujue, udeHmuchuyupoeaHs! U
omoersieHbl om u3denuu, coomeemcemeayrouwux ycmaHoeneHHbiM mpeboegarusiM (6.4, nepevucrieHue 2).

7.5.3.2 [lIpocnexueaeMocmeb

7.5.3.2.1 Obwue rnonoxxeHus

OpeaHu3ayusi 0o/rkHa paspabambieamb OOKYMeHMmMUpoB8aHHbIe rpouedypsl rnpocnexusaemocmu. Takue
npouyeoypb! OO/KHbLI Orpedersisimbs cmerneHb rnpocriexueaeMocmu nNpooykyuu U Heobxooumsble 3anucu (4.2.4,
8.3u 8.5).

Ecnn npocnexmnBaemocTb iBNSeTcs TpeboBaHMEM, TO OpraHM3aLua JOMKHA ynpaBnsaTb crieyuanbHON
naeHTUUKaLmen NnpoaykLuun n permctpmpoBaTth ee (4.2.4).

MpumMedyaHue— YapaeneHue KoHgpuzaypauuell npodyKyuu sensaemcs cpedcmeoM, ¢ NMoMOWbLH0 KOmopo20
MOXHO ocyuwecmeniame U0eHmugbukayuro U rnpocriexusaemMocme.

7.5.3.2.2 CneyuanbHbie mpebogaHUsi K akmu8HbIM UMITIaHMUpPyeMbIM MeOUUUHCKUM U30enusiMm
U uMnaaHmupyemMbiM MeOUUUHCKUM U30e/TUsIM

B 3anucu, Heobxodumbie 05151 ocywlecmerieHus1 npocriexxusaeMocmu, opaaHusayusi OO/mKHa 8KoYame
ceedeHUs1 060 8cex KOMIMOHeHMax, Mamepuanax U ycrio8usix OKpyXarouwiel cpedbl, ecriu OHU Mo2ym s18UMbLCS
MpUYUHOU Mo20, YmOo MeOUUUHCKOe u3desiue He yooe/iemeopsiem yCcmaHO8IeHHbLIM K HeMy mpebogaHUSsIM.

OpezaHu3ayust 0oipkHa mpebogamb 0m ceouUX ripedcmaasumeriel unu oucmpubbromopoe noododepxusaims
3anucu o pacripedesieHuu MeOUUUHCKUX u3denul 0nsi 0oCmUXeHUs1 rnpocriexxusaemMocmu U docmyrnHocmu
amux 3ariuceu 07151 KOHmMPOJIsi.

OpeaHu3ayusi dormkHa obecriequeamb peasucmpalyuto 2py3ornosiydamernsi (HauMeHo8aHUs1 U aodpeca)
(4.2.4).

7.5.3.3 UO0eHmucpukayust cmamyca

OpraHusauusa OomkHa naeHTUULUMPOBaTbL CTATyC NPOAYKLUMKU MO OTHOLLEHUIO K TpeboBaHUSIM MOHUTO-
PUHra 1 UsSMepeHum.

NoeHnmucbukayusi cmamyca npooykyuu OormKHa noooepxueamhbCs Ha 8cex amanax ee rnpou3soocmea,
XpaHeHUs1, MoOHmaxxa u obcriyxxueaHus1 0nst obecriedyeHUs1 omnpaessieHusi, NPUMEeHeHUSsT Unu MOHMaka moJsibKo
npooyKyuu, npowedweu sece HeobxoOumMbie 8UOLI KOHMPOJIS U ucnbimaHuld (unu umerowel ochuyuanbHoe
paspelwieHuUe Ha OMKIIOHeHUe om ycmaHO8/1eHHbIX mpebosaHull).

7.5.4 CobCcTBEeHHOCTL NOoTpedbuTenen

OpraHusauus AormkHa nposiBNATb 3ab0oTy 0 coOCTBEHHOCTU noTpeduTtens, Noka OoHa HaxoauTcs nopn
yrnpaBrneHneM opraHm3aumm nnu ncnorbayetcs eto. OpraHusauus JomMKHA naeHTugpunpoBaTb, Bepudnumpo-
BaTb, 3allMLLATL U COXpaHATb COBCTBEHHOCTL NoTpebuTtensa, NpeaoCTaBNEeHHy ANnA UCNONb30BaHUA UMK
BKITIOMEHUS B Npoaykuuio. Ecnn cobcTBEeHHOCTL NoTpebuTens yTepsiHa, NoBpeXxaeHa nnv NnpusHaHa Henpuroa-
HOM AN UCNOSb30BaHUs, NoTpebuTenb AomkeH ObiTb 06 3TOM U3BELLEH, a 3annucy JOMKHbI NoAdepXBATLCSH
B pabouem cocTtosiHuM (4.2.4).

[1Tp umeuyaHue— CobcmeeHHoCcMbIO nompebumerns Moxem bbimb UHMeENEKMyanbHas cobcmeeHHOCMb
Unu KoHuoeHyuansHas uHopmayust 0 CocmosiHuU e2o 300p08b5.

7.5.5 CoxpaHeHue COOTBETCTBUSA NPOAYKLIUN

OpeaHu3ayust 0omkHa paspabambigamb OOKYMEHMUpPOoBaHHbIe rnpouedypsi unu paboyue UHCMpyKyuu
10 COXpaHeHUo coomeemcmaeust MPoodyKYuUU ycmaHO8IeHHbIM mpebo8aHUsiM rpu OCyWecmerieHuU mexHos1o-
2u4yecKuUX npoueccos 8Hympu opeaHu3alyuu u docmaske rnpooyKUuU K Mecmy Ha3Ha4yeHUsl.

CoxpaHeHne COOTBETCTBUSA OOIMKHO BKMovaTh B cebs maeHTUdUuKaumio, norpys3ouHO-pa3rpy3oyHble
paboThl, YNAKoOBKY, XpaHeHue 1N 3awmty. CoxpaHeHne OO0MMKHO TakKke NMPUMEHATbLCS M K COCTaBHbLIM YacTaM
NPOAYKLIN.

OpeaHu3auusi 0o/mkHa paspabomamb OOKyMeHmMupoe8aHHbIe rnpoueodypsi Unu paboyue UHCMpyKUUU rno
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yrpaeieHuK rnpoodykyuel ¢ o2paHUYeHHbLIM CPOKOM xpaHeHus1 nubo npoodykyuel, mpebyrowel crieyuarbHbIX
ycnosull xpaHeHuUs1. Takue crieyuaribHble YCriogusi XpaHeHuUs1 O0IDKHbI peaucmpuposambcsi U bbimb yripaerisi-
eMbIMU.

7.6 YnpaBneHume yCTPOMCTBaMM AN MOHUTOPMHIa U U3MepeHUN

OpraHusauus AomMKHa onpeaenutb MOHUTOPUHI U N3MepeHusl, KOTopble NpeacTOUT OCYLLECTBNATb, a
TaKKe yCTPOUCTBA A5 MOHUTOPUHIa U UaMepeHunsi, Heobxoanmele ansa obecneveHns CBMOETENbCTBA COOTBET-
CTBUSA NPOAYKLUMN YCTAHOBIEHHbIM TpeboBaHuAaM (7.2.1).

OpeaHu3ayusi OorpkHa paspabomamb OOKYMeHMmUpoB8aHHbIe rnpouyedypbl obecriedyeHus npoeeodeHUs
MOHUMOPUH2a U U3MepeHUll 8 coomeememeuu ¢ yCmaHO8MeHHbIMU mpebosaHUsiMU.

Tam, roe Heobxoaumo obecnevnBaTb UMEKLLIME 3aKOHHYIO CUNY pe3ynbTaTthl, UsameputernoHoe obopyno-
BaHUe OOIMKHO ObIThb:

a) oTkanubpoBaHO M NOBepPeHO B YCTAaHOBIEHHbIE Neproabl UNn nepen ero NnpuMeHeHnem no obpasLo-
BbLIM 3TanoHaMm, nepenarwoLlvMm pasmMmepbl eguHUL B CpaBHEHUM C MeXAyHapoAHbLIMW UKW HaLMOHANbHbLIMW
aTanoHamu. [pn OTCYTCTBMU TaKMX 3TANOHOB Das3a, UCNonNb3OBaHHAA ANSA KannbpoBKM UM NOBEPKN, NOIMKHA
ObITb 3aperncTpUpPoBaHa;

6) oTperynmpoBaHO U NOBTOPHO OTPEryrnMpoBaHO No Mepe HeobxoauMOoCTW;

B) MASHTUMPULMPOBAHO C Liefbio YCTAHOBEHUS cTaTyca KanndbpoBKwy;

) 3alMLLEHO OT peryrnmpoBOK, KOTopble caenanu 6bl HeaencTBUTENbHLIMU Pe3yrbTaTbl UAMEPEeHS;

N1) 3allVLLEHO OT NOBPeXadeHUs N YXYOLLEeHUA COCTOSIHUA B Xoae obpalleHusi, TEXHNYECKOro obCcnyu-
BaHUS N XpaHEHWUS.

Kpome Toro, opraHm3auusi A0MKHAa oLeHNTb N 3aperncTpupoBaTh NPaBOMOYHOCTbL NpeabIayLIMX pe3ynb-
TAaTOB U3MepeHus, ecnn obHapyXxXeHo, UTO obopynoBaHWe He COOTBEeTCTBYyeT TpedoBaHusIM. OpraHusauus
NOMKHA NpeanpUHSTbL COOTBETCTBYIOLLLEE IEeNCTBME B OTHOLLIEHNU TAaKoro obopyaoBaHns 1 nodon namepeHHou
NPOAYKUMN. 3anucy pes3ynbTaTtoB KanmbpoBKM N NOBEPKM OOSMKHbI noaaepXvBaTbcs B paboydemM COCTOSAHUM
(4.2.4).

Ecnv npy MOHUTOPUHIrE N N3MEepPeHUU YCTAHOBIEHHLIX TpeboBaHUM UCMONb3YIOT KOMMNbLIOTEPHLIE NPO-
rpaMMHbIE CpencTBa, UX crocobHOCTb YAOBNETBOPATL NpeanoriaraeéMoMy NpUMEHEeHUIo AOoMKHa OblTb NOA-
TBEpXAeHa. JTO A0MKHO BbiTh OCYyLLEeCTBNEHO A0 Havarna npuMeHeHUsa U NOBTOPHO NOATBEPXAEeHO No Mepe
HeobXoAUMOCTW.

1pumedyaHue— Cm. pykogodsiujue ykasaHust 8 [6].

8 MN3mepeHue (oueHKa), aHaNuU3 u ynyulleHue

8.1 O6wume nonoxeHumn

OpraHusauusa OormKHa NnaHnMpoBaTh U MPUMEHSITbL NPOLIeCCbl MOHUTOPUHIa, N3MepeHus (OLLeHKW), aHa-
n3a n ynyJlleHus, Heobxoaumele Ans:

a) JeMOHCTpaLun COOTBETCTBUA NPOAYKLINK;

) obecnevyeHnss COOTBETCTBUA CUCTEMbI MEHEeKMEHTa Ka4vecTBa;

8) rnoooepxaHusi pe3ynbmamueHOoCcmU cucmeMbi MeHeOXMeHma Kadecmea.

3TO AOIMKHO BKIOYaTh onpeaerneHne npuMeHseMbiX MeTOA0B, B TOM YUCHe CTaTUCTUYMEeCKnX, U obnacTtb
NX NCMNOSb30BaHUS.

[1pumedyaHue— HayuoHanbHble Unu peauoHaribHbie HopMamueHbie O0KYMEHMb! Mo2ym codepxxamb mpe-
bogaHus K pa3pabomke OOKYMEHMUPOBAHHbLIX npouedyp 011 BHEOPEHUS1 cmamucmuYecKux MemoQooe U yrnpasrieHus ux
NIPUMEHEHUEM.

8.2 MOHMTOPMHI U N3aMepeHMe (OLeHKa)

8.2.1 ObpamHas cesi3b

B kavecmee 00HO20 U3 crocoboe oueHKU (DYHKUUOHUPOBaHUSI cucmeMbl MeHeXXMeHma Kadecmea
opaaHu3ayusi Oo/mpKHa rnpoeooums MOHUMOPUHE UHbopMayuu, OMHOCSWeUcs K yOO8/1emeopeHUo opaaHu3a-
yueu mpebosaHul nompebumerjisi.

HormkHbl ObITb YCTAaHOBNEHbI METOALI NONYYEeHUsT U UCNONbL30BaHUA 3TON MHPOPMAaLIUW.

OpeaHu3sayusi 0oipkHa paspabomamb OOKYMeHmMUPOB8aHHYo npouedypy no cucmeme obpamHou cesi3u
(7.2.3, nepevucrneHue 8) ¢ Uenbio roslydeHus1 paHHe20 rnpeodynpexoeHusi o rnpobrnemax e obnacmu Kavecmesa
U 88e0eHUsT 8 rPOoUEeCcChl KOppekmupyrouwux u pedynpexoarouwjux deticmeul (8.5.2 u 8.5.3).

Ecriu HayuoHanbHbie UNU peauoHallbHblie HOPpMamugHblie OOKyMeHmbl mpebyom om opesaHulayuu
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HaKor/1eHUs1 onbima Ha OCHOBaHUU UHopmalyuu, rnosy4YeHHoU rnocrie npodaxu MeOUUUHCKo20 U30esus,
aHalnu3 makozao ofbima MoXem cmamb Yacmbro cucmemMbl obpamHou ces3u (8.5.1).

8.2.2 BHyTpeHHMe ayauThl (NPOBepPKH)

OpraHunszauusa AomKHa NPpoBOAUTL BHYTPEHHNe ayauTbl (MPOBEPKU) Yepes 3anfaHnpoBaHHbIE MHTepBarns.l
C LieNblo YCTAaHOBNEHUSA TOro, YTO CUCTeMa MeHe)KMeHTa KavyeCTBa:

a) COOTBETCTBYET 3annaHupoBaHHbLIM MeponpusaTiam (7.1), TpeboBaHUsSIM HACTOSILLLEro cTtaHaapTa M
TpeboBaHUSM K CUCTEME MEeHePKMeEHTa KavecTBa, paspaboTaHHbIM opraHm3aumen;

©) BHeOpeHa pe3ynbTaTUBHO N nNogaepXuBaeTcs B pabovyemM COCTOAHUM.

[lporpamma ayamToB (MPOBEPOK) AOMKHA NNaHUPOBATLCA C YYEeTOM CTaTyca N BaXXHOCTU NPOoLEeCcCOB W
YYaCTKOB, Noanexalluux ayauTy, a Takke pesynbTaToB npeabiaywmx ayautoB. Kputepun, obnacte npyumeHe-
HUA, YacToTa M MeToAbl ayauTOB AOOMMKHbI ObiThb onpeaeneHbl. Beidbop ayanTtopoB M npoBeaeHue ayauToB
0omkHbl obecneunBaTbk 0OBLEKTUMBHOCTL M BecnpucTpPacTHOCTL npouecca ayauta. AyamTopbl He AOMKHbI
NpoBepPsiTL CBOK cOBCTBEHHYIO paboTy.

OTBeTCTBEHHOCTb U TpeboBaHMA K NNaHUPOBAHUIO U NPOBeAEeHUI0 ayaUTOB, a TakKe K OTYETY O pe3yib-
TaTtax n nogaepxaHuio sanncen B pabouvem coctossHnm (4.2.4) nomkHel ObITb onpeaeneHbl B 4OKYMEHTUPOBaH-
HOW npoueaype.

PyKkoBOACTBO, OTBETCTBEHHOE 3a NpoBepsemMble 0bnactn AesaTenbHOCTU, A0IMKHO obecrnevnBaTh, YTOOGI
OencTBua npeanpvHUManucb 6e3 U3NULLHEN OTCPOMKM AnA yCTpaHeHust OOHapy>XeHHbIX HECOOTBETCTBUN W
BbI3BaBLLUMX MX NpuYUH. [locneaywolive AeUCTBUA OOIMKHbI BKNOYaTh BepuUKaLmnio npeanpuHATLIX Mep U
OTYET O pe3ynbTaTtax Bepndukauum (8.5.2).

MpumedyaHue—CuM. [7] — pykogodcmeo rno ayoumy.

8.2.3 MOHMTOPMHI U u3MmepeHue (oL eHKa) NpoueccoB

OpraHn3auus ormkKHa NpPUMEHATb noaxoaslme MeTodbl MOHUTOPWHra W, raoe 3To LenecoodbpasHo,
namepeHus (oOLIeHKW) NpoLLeccoB CUCTEMblI MEHEMKMEHTA KAavecTBa. OTU MeToabl AOMKHbI JeMOHCTPUPOBATL
CNOCOOHOCTL NPOLIECCOB AOCTUraTh 3annaHUpoBaHHbIX pe3ynbTaToB. Ecnv 3annaHnpoBaHHLIe pe3yrnbTaThl He
NOCTUrHYTHI, TO, KOraa 3To LenecoobpasHo, AOMKHLI NpeanpuHUMAaTLCA KOpPEeKLUMU U KoppeKTupyloLime nemn-
cTBUA Ans obecnevyeHns COOTBETCTBUA NMPOAYKLUMW.

8.2.4 MOHMUTOPUHI U U3MepeHUe (OLieHKa) NPoAYKLMMI

8.2.4.1 Obuwjue mpeboesaHus

OpeaHu3ayusi 0o/mkHa nposooumbs MOHUMOPUHE U U3MepeHuUe xapakmepucmuKk rpodyKyuu ¢ Uesbio
gepuchukayuu coomeemcmeus ycmaHoesieHHbIM mpebogaHusaMm. MoHUMOpUH2 U U3MepeHUue xapakmepucmuk
npoOyKyuu OO/PKHbI Bbimb npogedeHbl Ha coomeememeyrwux cmaousix MPoUeccos8 XU3HeHHO20 UUKna
nPoOOyKyUU U 8 coomeemcmeuu C 3aliaHupoeaHHbiMu mepornpusmusmu (7.1) U OOKyMeHmupo8aHHbLIMU
npouyeodypamu (7.5.1.1).

CBupeTenbcTBa COOTBETCTBUS KPUTEPUSM MPUEMKU OOIMKHbI NOAAEPXKUBATLCA B pabovyeM COCTOSTHUN.
3anncu OOMKHbI yKasbiBaTb NULUO (a), CaHKUMOHMPOBaBLLee (Me) BbiNnycK npoaykumm (4.2.4).

Bbirtyck npodykyuu u obernyxueaHue He Mo2ym ocyuiecmaernsimbcsi 00 YCrewHo20 3asepuleHust 3arna-
HUpPOBaHHbIX Meponpusmul (7.1).

8.2.4.2 CneuuanbHoe mpeboeaHue OJis1 akKmue8HbIX UMIITaHmMupyeMbIX MeOUUUHCKUX u3denuu u
uMnIaHmMupyemMbix MeOQUUUHCKUX u3oenuu

OpeaHu3auyusi 0o/mkHa eecmu 3anucu no udeHmuoukayuu nepcoHana (4.2.4), npoeoosiuje20 nobbie
8UOLI KOHMPOJIs1 Unu Ucnbimaruu.

8.3 YnpaBneHue HeCOOTBETCTBYIOLLEU NPOAYKLIMEN

OpraHnzauuss gomkHa obecrneumBaTtb, YTODbI NMPOAYKLNA, KOTOpasi He COOTBETCTBYET TpeboBaHUAM,
Obina naeHTUMULUMPOBaHa N ynpaBnsanach C Lenblo npeaoTepalleHns HenpeaHaMepeHHOoro NCnorb30BaHnS
nnu noctaBku. Cpeacrea ynpaBneHusi, COOTBETCTBYIOLLAS OTBETCTBEHHOCTb M MOSTHOMOYUA Ans paboTbl C
HeCOOTBETCTBYIOLLEW NpoayKUMen OO0MKHbI ObITh onpeaeneHbl B AOKYMEHTUPOBaHHOW npoleaype.

OpraHusauus JOofmKHA pellaTb BONPOC O HECOOTBETCTBYIOLLEN NPOoAYyKUUU OOHUM UMM HECKONbKUMW
cnenyowmmMmu cnocobamum:

a) OCyLLeCTBNATb AENCTBUA C LUeNnblo YCTpaHeHUss 0bHapYy>XeHHOro HeCOOTBETCTBUS;

6) caHKUUOHUpOBamb rpuMeHeHuUe, 8bINYCK Uu npuemMkKy rnpodyKyuu rnoo pa3spelieHue Ha OMK/IOHeHuUe
om ycmaHo8neHHbIx mpebogaHuu;

B) OCYLLECTBNATb JEeNCTBUA C LieNbio NpeaoTBpalleHns ee nepBoHa4anbHOro npeanonaraemMoro Ucnornb-
30BaHUS1 UNU NPUMEHEHUS].

OpeaHu3auusi 00/KHa 2apaHmupogamae, 4mo Hecoomeemcemeyrouwiasi npooykyusi byoem npuHsima npu
ro1yYeHUU pa3peweHust Ha OMKIIoOHeHuUe om ycmaHo8/1eHHbIXx mpeboeaHul moJbKO 8 mMOM cr1ydae, ecriu smo
dornyckaemcsi ycmaHoe81eHHbIMU mpeboegaHusiMu. 3anucu o6 uceHmugbukayuu nuya (nuu), umerowezo (ux)
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MOSIHOMOYUST Ha ebl0ayvy paspeleHuUl Ha OMKIIOHeHUe, OO/MKHbLI nodoepxusambcsi 8 paboyeM cocmosiHuuU
(4.2.4).

3anucu 0 Xapakrepe HeCcOOTBETCTBUM U NobbiX nocneaywlmx npeanpuHATbIX OJeACTBUAX, BKIIOYas
NpUeMKy NpoayKuuu noa paspelleHue, A0MKHbI noaaepXXmBatbcs B pabovem coctosiHun (4.2.4).

Koroa HecooTBETCTBYIOLLAS NPOAYKLIMA NCNpaBrieHa, OHAa A0MKHa ObITb NoaBeprHyTa NoBTOPHON BepuU-
domKaLuum onsa NoATBEPXOEHNSA COOTBETCTBUA TpeboBaHUAM.

Ecnu HecooTBETCTBYIOLLLAA NPOAYKLWA BbisBNEHa nocne NnocTaBKU UMMM Havana Ucrnonb30BaHWS, OpraHu-
3aLUUA JOMMKHA NpeanpuHATL NEeUCTBUS, afeKBaTHbIe NocneacTBMaM (MNu NoTeHuuanbHbIM NoCneacTBUSIM)
HECOOTBETCTBUS.

Ecriu npodykyusi Hy>k0aemecsi 8 nepepabomke (OOUH unu bonee pa3s), opaaHu3ayusi obsizaHa OOKYMEeH-
mupogamsb ripoyecc nnepepabomku 8 paboyel UHCMPYKUUU, HA KOMOopYyro credyem rony4ums ohuyuarbHoe
paspeuweHue U o0obpeHue mak e, KakK U Ha nepeoHa4arnbHylo pabouyto uHcmpykyuto. leped nonyvyeHuem
ogbuyuanbHo20 paspeweHusi U o0obpeHus1 0ormkHbI 6bimb orpedesnieHbl U OOKyMeHmupoeaHs! (4.2.3 u 7.5.1)
nobble HebrnazonpusimHsle nocriedcmeaust nepepabomku rMPooyKUUU.

8.4 AHanu3 AaHHbIX

OpeaHu3auus dormkHa pa3pabomamb OOKyMeHmMUpoe8aHHY0 npouedypy onpeoerieHusi, cbopa u aHanusa
OJaHHbIX, HeObXOOUMbIX 0511 0eMOHcmpayuu pesyibmamueHocmu cucmemMbl MeHeOXMeHma Kkadecmea u ee
coomeemcmaeusi yemaHo81eHHbIM mpeboeaHUsiM, a makoke 01151 OUEeHKU 803MOXXHOCMU MOBbIWEHUST ee pe3y/ib-
mamueHocmul.

[laHHbIe JOMKHLI BKINoYaTb MHOOPMALUIO, NOSTYYEHHYI0 B pe3ynbTaTe MOHUTOPUHIa U N3MepeHns TakKe
N N3 Opyrux cCOOTBETCTBYIOLLMNX MCTOYHUKOB.

AHanus3 gaHHbIX OOIMKeH NpeaocTaBnATbL MHPOPMAaLUIO MO;

a) obpamHou ces3u (8.2.1),

6) cooTtBeTCcTBMIO TPEOOBAHMAM K Npoaykummn (7.2.1);

B) XapakTepucTMkaM W TeHOEeHLUWsIM NPoLeccoB U NPOAYKLMK, BKMNIOYas BO3MOXHOCTU NpPOBeOeHus
NpeaynpexnarwLmx 0eUcTBUN;

) NOCTaBLLUKAM.

Sanucu pesynbmamoe aHanu3a 0aHHbIX OOJDKHbI odoepxusambcsi 8 paboyeM cocmosiHuu (4.2.4).

8.5 YnyuJweHue

8.5.1 O6bwue nonoxeHust

OpeaHu3sayusi 0o/mkHa udeHmuohuyuposamsbs U 8bINOMHSIMb Mobbie U3MeHeHUsl, Heobxooumbie Ofis
obecrieyeHusi u NoooepxaHusi MOCMOSIHHO20 COOMEBemcmausi ycmaHo8/1eHHbIM mpeboeaHUsIM U pe3yibma-
MmUBHOCMU cucmeMbl MeHeOXXMeHma Kadecmea, UCob3ys NMonumuky 8 obnacmu Kkadecmaea, ycmaHaenueast
yesnu 8 amou obnacmu, a makke UCIoNb3ysi pe3ynbmambi ayoumoes, aHanu3a 0aHHbIX, KOPPEeKMUpyrwUux U
npeoynpexoarwux oelcmeul u aHanus3a co CmMopoHbI pykogoocmaea.

OpeaHu3alyusi 00J/PKHa yecmaHo8UMb OOKYMEeHMUPOB8aHHbIe rpouedyph! 8bINyCcKa U MPUMeHeHUs NOSICHU-
mesibHbIX yeeoomeHuu. Criedyem obecrneuumbs 803MOXXHOCMb MPOBEOHUST maKux rpouedyp 8 /1rboe gpems.

Sanucu 06 usydeHuu xanob nompebumenel 00mKHbI MOO0epxuambcsi 8 pabouem cocmosiHuu (4.2.4).
Ecriu 8 xo0e makoeo u3y4eHusi byoem ycmaHO81eHO, YmOo rosierieHuro xasnob nompebumernel criocobecmeyem
BHEWHsIs1 0esimesibHOCMb op2aHu3ayuu, Mexoy 3auHmepecos8aHHbIMU op2aHu3ayusiMu credyem rposecmu
obmeH coomeemcmeyrouwleld uHgpopmayueu (4.1).

Ecrniu no nobod xxanobe nompebumersi He rnpeornpuHsMbl Koppekmupyroujue u/unu npedyrnpexoaruwjue
delicmeusi, MpU4YuUHy criedyem obbsicHUMb (5.5.1) u 3apeaucmpuposams (4.2.4).

Ecriu amoz2o mpebyrom HayuoHallbHbie Unu peauoHallbHbie HOPMamueHble OOKYMEeHMbI, opaaHu3ayust
do/pkHa pa3pabomamb OOKYMeHmMUpoGaHHbIe rnpouedypbl Y8eOOMIIeHUSsT peayrupyrowux op2aHo8 0O mex
UHYUOeHmax, Komophblie coomeemcmayrom KpumepusiM K OmyemHocmu.

8.5.2 Koppexktupyruime nencTBUA

OpraHu3zauusa aomkHa NnpeanpyuHMMaTh KOppekTupyrLime JeUcTBUSA C Lienblo YCTPaHeHnsi NMPUYUH HECOo-
OTBETCTBUN ANs npeaynpexXxneHusi NoBTOPHOro Nx BO3HUKHOBEHWS. KoppeKTupyloLime 0eincTBUS JOMKHbI ObITb
afeKBaTHbIMW NOCNeaCcTBUSM BbiSiBNIeHHbIX HECOOTBETCTBUMN.

HOomkHa 6bITh pa3padboTaHa OKYMEHTUPOBAHHAA npoueaypa ansa onpeneneHust TpeboBaHum K:

a) aHanuay HecooTBEeTCTBUW (BKItovas Xanobbl notpebutenen);

6) ycTaHOBNEeHWo NPUYUH HECOOTBETCTBUI;

B) OLIEHMBAHWUIO HEODXOANMOCTU OEUCTBUI, YTODLI n3bexaTb NOBTOPEHUS HECOOTBETCTBUN;

2) onpeoerieHuro U 8bINMOITHeHU Heobxo0umbix 0elicmeul, 8KnoYas, ecrniu yernecoobpa3Ho, 0bHoaseHue
dokymeHmauyuu (4.2),
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0) peaucmpauuu pe3yrbmamos mobbkix paccriedogaHul U npuHsmsix mep (4.2.4);
e) aHanusy npeonpuHsImMbIX KOppekmupyrouwux deldcmeul U Ux pesyrnbmamueHocmu.

8.5.3 MNpeaynpexaaowme AeUCTBUSA

OpraHusauus OormKkHa onpenenuTb AeNCTBUSA C LieNnblo YCTPaHeHUs NPUYMH NOTEeHLMaNbHbIX HECOOTBET-
CTBUW ONs npeaynpexneHus nx nosisneHus. Npeaynpexaawowme AeNCTBUS OOMMKHbI COOTBETCTBOBATb BO3-

MOXXHbIM NOCNEeACTBMAM NOTEeHUWanbHbIX npobnem.

[omkHa bbITh pa3paboTaHa NOKYMEHTUPOBaHHas npoleaypa ans onpeneneHns TpeboBaHui K:

a) YCTaAHOBNEHWIO NOTEeHLMarnbHbIX HECOOTBETCTBUM U UX MPUIWH;

0) oLeHBaHWIO HeOOXOAUMMOCTU AENCTBUN C Lienbio NpeaynpexneHns nosiBneHns HeCooTBEeTCTBUN;

B) onpeaeneHnio U oCyLLeCTBNeHNIo HeobXoaUMbIX 4eNCTBUN;
2) peaucmpayuu pe3yribmamos mobbix paccnedogaHul u npuHsmbix mep (4.2.4);
0) aHanu3sy npeonpuHsaImMbIX rnpedynpexoarwux deldcmeul U ux pe3ynbmamugHocmu.

[MpunoxeHue A
(cnpaBo4HOE)

CootrBetcTBUe mexay UCO 13485:2003 n UCO 13485:1996

Tadbnunuya A1— CooteetctBue mexay NCO 13485:1996 n NCO 13485:2003

NCO 13485:1996

NCO 13485:2003

1 ObnacTb NpMMEHEHUS 1

2 HopMaTUuBHbIE CCbINKA 2

3 OnpepeneHns 3

4 TpeboBaHUA K CUCTEME KayecTBa (TONMbKO 3arofioBOK) —

4.1 OTBETCTBEHHOCTb PYKOBOACTBA (TONMbKO 3arofioBOK) —

4.1.1 MNMonutuka B 0bNnacTun KauyecTBa 5.1,5.3,54.1
4.1.2 OpraHunzauus (TONbKO 3aronoBOK) —

4.1.2.1 OTBETCTBEHHOCTb YU MNONTHOMOYUS 5.5.1
4.1.2.2 Pecypchl 6.1,6.2.1
4.1.2.3 lNpeacrtaBuTenb pyKOBOACTBaA 5.5.2
4.1.3 AHanusa CO CTOpPOHbI PyKOBOACTBA 5.6.1, 8.5.1
4.2 Cuctema kavyecTtBa (TONbKO 3aronoBoOK) —

4.2.1 Obwme nonoxeHwus 4.1,4.2.2
4.2.2 [lpoueaypbl CACTEMbI KA4eCTBa 4.2.1

4.2.3 [NMnaHnpoBaHWe KayecTBa 54.2, 7.1

4.3 AHanus KOHTpakTa (TONbKO 3arofnoBOK)
4.3.1 Obuwme nonoxeHns (TONbKO 3arosfioBOK)

4.3.2 AHanus
4.3.3 N3aMeHeHUs K KOHTpaKTy

9.2,7.21,7.22,7.2.3
7.2.2

4.3.4 3anucu 7.2.2

4.4 YnpaBneHue NpoeKTUpoBaHUEM (TONbKO 3arofioBOK) —

4.4.1 OOwume nonoxeHns (TONbKO 3arosfioBOK) —

4.4.2 naHWpoBaHWe NPOEKTUPOBaHUA U pa3paboTkn 7.3.1

4.4.3 OpraHusauuoHHOE U TEXHUYECKOE B3aUMOAESUCTBUE 7.3.1

4.4.4 BxogHble NpOEKTHble AaHHble 7.3.1, 71.3.2
4.4.5 BbIXoaHble NPOEKTHbIe AaHHbIe 7.3.3

4.4.6 AHanus npoekTa 7.3.4
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[Tpooomxkerue mabnuysi A.1

NCO 13485:1996 NCO 13485:2003
4.4.7 llpoBepka NpoekTa 7.3.5
4.4.8 YTBEepXaeHue npoekTta 7.3.6
4.4.9 N3aMmeHeHUA NpoekTa 7.3.7

4.5 YnpaBneHue goKyMeHTauuen U gaHHbIMU (TONLKO 3arofOBOK) —

4.5.1 Obwme nonoxeHus 4.2.3
4.5.2 YTBEpXaeHue U BbINyCK AOKYMEHTaLUU U AaHHbIX 4.2.3
4.5.3 NaMeHeHne OOKYMEHTOB U AaHHbIX 4.2.3

4.6 3aKkynku (TONLKO 3arofoBOK) —

4.6.1 Obwume nonoxeHus (TOMbKO 3arofnoBOK) —

4.6.2 OueHka cybnogpsyumKkoB 7.4.1

4.6.3 WHdopmaLma No 3aKynkam 7.4.2

4.6.4 [lpoBepKa 3akynneHHoU npoaykKumn 7.4.3

4.7 YnpasneHwe npoaykKuuen, noctaBnsaeMon notpebutenem 7.5.4

4.8 NpeHTUpukaumsa 1 NpocneXxXmBaeMoCTb NpoayKuun 7.5.3

4.9 YnpaBneHue npoLleccamu 6.3,64, 751,752
4.10 KoHTponb U ucnbiTaHUsA (TONLKO 3aronoBOK) —

4.10.1 O6wme nonoxeHun 7.1, 8.1
4.10.2 BxoaHOW KOHTPOIb U UCTbITaHUS 7.4.3,68.2.4
4.10.3 KoHTpOnb 1 UcnbiTaHMA B NpoLecce Npon3BoaCTBa 8.2.4
4.10.4 OKoHYaTENbHbLIA KOHTPOMb U UCMLITAHUS 8.2.4
4.10.5 Peructpaumsa gaHHbIX KOHTPONS U UCMNbITAHUW 7.9.3,8.24

4.11 YnpaBneHne KOHTPONbHbLIM, W3MepuUTenbHbIM WU UCMbITa- —
TenbHbLIM 000OpPYyAOBaHUEM (TOMBKO 3aronoBOK)

4.11.1 OBWwme NonoXeHus 7.6
4.11.2 Tlpoueaypbl ynpaeBneHus 7.6
4.12 CTaTyC KOHTPONS U UCNbITAHWIA 7.5.3
4.13 YnpaBneHne HECOOTBETCTBYOLLEN npoaykunen (TONbKO —
3aronoBOK)
4.13.1 O6wme nonoXxeHus 8.3
4.13.2 AHanus n yTunusauua HeCOOTBETCTBYIOLLEN NPOoaAYKLUN 8.3
4.14 KoppekTupylwue 1 npegynpexagarlime aenucteus (TOMbLKO —
3arosfioBOK)
4.14.1 OOLWKMe NONOXEHUA 8.5.2 853
4.14.2 KoppekTupywwime OeucTeus 8.5.2
4.14.3 lNpeaynpexaawoline 0eUCTBUS 8.5.3

4.15 lorpy3oyHo-pasrpy3oyHble paboThbl, XpaHeHue, YNakoBKa, —
KOHCepBaLUA U NOCTaBKa (TONbKO 3arofI0BOK)

4.15.1 O6wme nonoXxeHuN 6.4

4.15.2 lorpy3o4Ho-pa3srpy3oyHbie paboThl 7.5.5
4.15.3 XpaHeHue 7.5.5
4.15.4 YnakoBka 7.5.5
4.15.5 KoHcepBauwus 7.5.5
4.15.6 llocTaBka 7.5.1
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4.16 YnpaBneHWe perucrtpauuein gaHHbIX O Ka4ecTBe 4.2.4
4.17 BHyTpeHHWe NpPOBEpPKU KayeCcTBa 8.2.2,823
4.18 [loaroToBka kagpoB 6.2.2
4.19 Ob6cnyxueaHue 7.5.1

4.20 Ctatuctudeckne MeToabl (TONbKO 3arosioBOK)
4.20.1 OnpepeneHuve noTpebHoCTEN
4.20.2 Tllpouenypsbl

8.1,8.23,824,84
8.1,8.2.3,8.24,84

Tadbnuya A.2—Cooteetrcteue mexay MCO 13485:2003 u UCO 13485:1996

NCO 13485:2003

NCO 13485:1996

1 ObnacTb NnpUMeHeHUs

1.1 ObLwmre nonoxeHust

1.2 [lpumMeHeHue

2 HopMaTUuBHbIE CCbINKA

3 TepMUWHbI U onpeaeneHun

2
3

4 Cunctema MeHemXMeHTa KayecTBa (TONIbKO 3arofioBOK)

4.1 Obwume TpeboBaHuA

4.2.1

4.2 TpeboBaHus K AOKYMEHTaUUN (TOMNbKO 3arofoBOK)
4.2.1 O6wme nonoxeHus

4.2.2 PykoBOACTBO NO Ka4yeCTBY

4.2.3 YnpaeBneHue OOKyMeHTauuen

4.2.4 YnpasneHue 3anucsamMu

4.2.2

4.2.1
451,452,453
4.16

5 OTBETCTBEHHOCTb PYKOBOACTBA (TOMNbKO 3aronoBOK)

5.1 ObazaTenbCTBa PpyKOBOACTBA

4.1.1

5.2 OpueHTaums Ha noTpebutens

4.3.2

5.3 MNMonutuka B 06NnacTn KavyecTBa

4.1.1

5.4 lNnaHupoBaHWe (TONbLKO 3arofoBOK)

5.4.1 Uenn B obnacTth kauecTBa

5.4.2 lNnaHnpoBaHue CUCTEMDBI

MeHeIKMeHTa KadyecTBa

Co3JaHMss U pasBUTUSA

4.1.1
42.3

5.5 OTBETCTBEHHOCTb, MNOMHOMOYMA U 0O6MeH WHdopMaLuen

(TONLKO 3arofToBOK)
5.5.1 OTBeTCTBEHHOCTL U NONMHOMOUUS
5.5.2 lNpeacTaBuTenb pykoBoACTBA
5.5.3 BHyTpeHHUA 0OMeH nHdopMaLmen

5.6 AHanus3 co CTOPOHbLI PYKOBOACTBA (TONbKO 3arofioBOK)

5.6.1 ObLwme nonoxeHus
5.6.2 BxoaHble gpaHHble Ang aHanu3a

5.6.3 BbIxoaHble AaHHble aHanu3a

6 MeHeoKMeHT pecypCoB (TONbLKO 3arofioBOK)

6.1 ObecnevyeHune pecypcamm

4.1.2.2
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6.2 YenoBeueckue pecypchl (TONLKO 3aronoBOK)

6.2.1 ObLwmre nonoxeHus 4.1.2.2

6.2.2 KoMneTeHTHOCTb, OCBeAOMNEHHOCTb U NOAroTORKA 4.18

6.3 UHpacTpykTypa 4.9

6.4 lNpon3BoacTBeHHas cpeaa 49 4.15.1

7/ Tpouecchbl XXU3HEHHOro LUUKna npoaykKunmn (ToNbKO 3arofoBOK) —

/.1 [NnaHnpoBaHWe NpoLeccoB XU3HEHHOro LMKna npoayKkuun 4.2.3,4.10.1

7.2 lpoueccshl, cBA3aHHble C NOTPpedbuTenaMn (TONLKO 3aroNoBOK) —

7.2.1 OnpeaeneHue TpeboBaHUN, OTHOCALLUMXCA K NPOAYKLIUK 43.2,44.4
7.2.2 AHanus TpeboBaHUN, OTHOCALLMXCS K NPOAYKLMA 4.3.2,4.3.3,4.34
7.2.3 CBf3b C NOTpebUTENsaMM 4.3.2

7.3 lNpoekTupoBaHue u paspadoTka (TONbKO 3arofioBOK) —

7.3.1 NnaHnpoBaHMWe NPOeKTUpOBaHUA U pa3paboTKn 442,443
7.3.2 BxoaHble gaHHbIe Ans NPOEKTUPOBaHUSA N pa3paboTku 444

7.3.3 BbIxOoAHble AaHHbIE NPOEKTUPOBAHUA U pa3paboTKu 4.4.5

7.3.4 AHanus npoekTa 1 paspaboTkn 4.4.6

7.3.5 Bepudukauusa npoekTta u paspaboTkun 4.4.7

7.3.6 Banugauua npoekta n paspaboTku 448

7.3.7 YnpaBneHune n3aMeHeHUaAMU NpoekTa U paspadoTku 4.4.9

7.4 3aKynku (TONbKO 3aronoBOK) —

7.4.1 lNpouecc 3aKynok 4.6.2

7.4.2 WUHpopmMauusa No 3akyrnkam 4.6.3

7.4.3 Bepuukauma sakynneHHoOU NnpoayKL 4.6.4,4.10.2
7.5 lMpousBoacTso U obcnyXmBaHUe (TOMBKO 3arofioBOK) —

7.5.1 ¥YnpaeneHue nponsBoACTBOM U 0OCNyXMBaHMEM 4.9, 4.15.6,4.19
7.5.2 Banupauusa npoLeccoB Npou3BoACTBa U 00CNy>KMBaHUSA 4.9

7.5.3 NaeHTudpukaums U NpocnexmBaeMocCTb 4.8,4.10.5,4.12
7.5.4 CobCTBEHHOCTL NOoTpebuTtenein 4.7

7.5.5 CoxpaHeHue COOTBETCTBUSA NPOAYKLUUA

4.15.2,4.15.3,4.154,4.15.5

/.6 YnpaBneHue yCcTpoucTBamMu Ang MOHUTOPUHra U UaMepeHun

4.10, 4.20.1, 4.20.2

8 W3mepeHue (oueHka), aHanu3 U ynyJlleHne (TONbKO 3arofnoBOK)

8.1 ObLine nonoxeHus 4.11.1,4.11.2
8.2 MOHUTOPUHr N n3MepeHus (oLieHKa) (TONBKO 3arosfi0BOK) —

8.2.1 ObpaTtHas cBA3b —

8.2.2 BHyTpeHHMe ayauThbl (NPpOBEPKU) 4.17

8.2.3 MOHUTOPUHI N namepeHue (oueHKa) NnpoLeccoB
8.2.4 MOHUTOPUHr N usMepeHue (oLeHKa) NnpoaykKumn

4.17,4.20.1,4.20.2
410.2,4.10.3,4.10.4,4.10.5,4.20.1, 4.20.2

8.3 YnpaBneHue HeCOOTBETCTBYHLLEN NpoaYKLMEN 4.13.1,4.13.2
8.4 AHanus AaHHbIX 4.20.1,4.20.2
8.5 YnyuweHue (TONbKO 3arofioBOK) —

8.5.1 ObLmne NnonoxeHus 4.1.3

8.5.2 KoppekTupyoLine genucTBus 4.14.1,4.14.2
8.5.3 [Npegynpexparwowme AeUCTBUS 4.14.1,4.14.3
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NpunoxeHue B
(cnpaBo4HOe)

O6bsacHeHMe pasnuuun mexay UCO 13485:2003 u UCO 9001:2000

HacTosee npunoXxeHne noaTeepXKaaeT CXOACTBO U pasnnune Kak cogepXawmx TpeboBaHusA, Tak U coaepKalimx
nHcopmauuo nyHktoB M nognyHkToB MNCO 13485:2003 wu [3]. lNpuBogAaTca Takke MNPUYUHBL pasnuynMn  Mexay
NCO 13485:2003 un [3]:

a) nyHkTbl unu noanyHkTel NCO 13485:2003, ayTeHTUYHbIE [3], 3aknioveHbl B Tabnuue B.1 B kKBagpaTHbIE CKOOKN;

6) nyHKTbI UM noanyHkKThLI [3], nsMeHeHHble B CO 13485:2003 nytem gobaBneHust K HUM UHOpMaLM N NOCPEacT-
BOM COMMacoBaHUA C HOPMAaTUBHbLIMWU OOKYMEHTaMW, KacalMMUCA MeOULUUMHCKUX U3genuid, npuBedeHbl B NeBOU KONOHKE
Tabnuubl B.1. CooTBeTCTBYIOLWME NYHKTLI Unn noanyHKTel MCO 13485:2003 npueeaeHbl B NpaBon KONOHKe Tabnuubl B.1;

B) NYHKTbl N noanyHkTbl [3], oTcyTeTBYOWMe B UCO 13485:2003 nnu nameHeHHble NoCpeacTBOM yaaneHusa unm
CYLLIeCTBEHHOro naMmeHeHunsa TpeboBaHusa, B nepeoHayYanbHOM U HEM3MEHHOM BUAe NpuMBeAeHbl B NEBON KONMOHKe Tabnu-
bl B.1. CooTtBetcTtBYyOWMEe NyHKTbl Mnu nognyHkTel MCO 13485:2003 1 npuynHbI UX U3MEHEHUA NO CpaBHEHUK [J]
npuBeaeHbl B NpaBon KONMoHke tabnuub! B.1;

r) npudunHel pasnuauin mexay NCO 13485:2003 n [3] npuBeaeHbl B NpaBoi KonoHke Tabnuubl B.1. TaMm, rae pasnuinni
B KakoM-NMbOo NyHKTE MNK noanyHKTe HeT, pasHuua B TekcTe mexay NCO 13485:2003 n MCO 9001:2000 oTtpaxaeT 3agavy
NCO 13485:2003, cocToALLyK B 0O3HAKOMMNEHMN C AENCTBYHOLWMMM B MUPE HOPMAaTMBHLIMU OOKYMEHTaMKU U obneryeHun
BCEMUPHON rapMOHU3aLUX HOBbLIX HOPMAaTUBHbLIX AOKYMEHTOB Ha MeaULMHCKME U3Oenus.

Tab6nuya B.1— Ob6bacHeHue paznuunin mexay NCO 9001:2000 u MCO 13485:2003

NCO 9001:2000 NCO 13485:2003

BeeaeHue BeeaeHue
ObLwwume nonoxeHun

Hacmoswutli cmaHO0apm onpeodensiem mpeboeaHusi K

OO0LWwue nonoXxeHus
NInAa co3naHus CUCTEMbl MEHeMKMeHTa KadvecTBa

TpebyeTca cTpaTernyeckoe pelleHne opraHusayun. Ha
pa3paboTKy U BHeApPEeHUe CUCTEMbI MEHEXKMEHTA KaueCTBa
opraHuMsaluuM BNMAKT U3MeHAWLWUecs noTpebHocTy,
KOHKpETHbIE L|enun, BbinyckaemMasa NnpoayKuus, NpuMeHseMble
NPOLIECChbl, pasMep U CTPyYKTypa opraHu3auun. HacTosawmnn
cTaHAapT He npeanonaraet eauHoobpasus B CTPYKType
CUCTEM MEHeQ)KMEeHTAa Ka4ecTBa NN AOKyMeHTaLuu.

TpeboBaHUA K cUCTEME MEHEOKMEHTa KayecTBa, yCTa-
HOBMEHHbIE B HACTOSILIEM CTaHAapTe, ABMSAKTCA AOMNON-
HAKLLMMU MO OTHOLLUEHUD K TpeboBaHUsM K MPOAYKLUM.
NHdpopmauus, 06o3HaYeHHan Kak «[TpuMeyaHmne», ABNAETCA
METOAMYECKMM  YKasaHueM o  MOHUMaHUK  WUNnu
Da3bACHEHUIO COOTBETCTBYIOLLEro TpeboBaHus.

HacToAwnMn  ctaHoapT  MOXET  UCMNONb30BAaThCS
BHYTPEHHUMU U BHELLIHUMW CTOPOHaMMU, BKMNKOYaa opraHbl rno
cepTugukalm, ¢ Lenbio OLleHKU CNOCOBHOCTU OpraHmM3aLmnm
BbIMNONHATL TpeboBaHuA noTpebuTtenen, pernameHToB W
cobCTBEHHbIE TpeboBaHUS.

[pn pa3paboTke HacToALlEero ctaHaapTa Obinu yYTeHs!
NPUHLUWNbI MEHEMKMEHTa KayecTBa, YCTaHOBMNEHHblE B
NCO 9000 u [8]
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cucmemMe MeEHeOXMeHma Kadecmea, Komopbie Moaym
NPUMEHSIMbCSa  Op2aHu3ayuel npu npoekmupoesaHuu,
paspabomke, npou3soodcmee, MOHMaXe U obCnyXueaHuu
MEeOUUUHCKUX U30enul, a markkKe rnpu npoekmuposaHuu,
paspabomke u obecriedeHuU C8sAI3aHHbIX C HUMU yCrye.

Hacmosiwuii cmaHOapm MOXem maioke rnpuMeHsmbCs
8HYMPEHHUMU U BHEWHUMU 10 OMHOWEHU0 K op2aHu3ayuu
3aUHMepPeco8aHHbIMU CMOpoHaMU, BK/TIoYas opeaaHbl o
cepmucbukayuu, O OUEHKU criocobHocmu opeaaHu3ayuu

yO0B8IEMEOoPSIMb mpeboeaHrust nompebumens U
YyCMaHoBIeHHbIe mpebosaHusl.
NHpopmauma, obosHadyeHHas kKak «[lpuMmevaHue,

AIBNSETCA METOAUYECKMM YyKaszaHWeM no MNOHUMaHWKD WUNw
PasbACHEHUKD COOTBETCTBYIOLLEro TpeboBaHUS.

TpebogaHun K cucmemMe MEHeOXMeHma Kadyecmea,
YCMAaHOBNEHHbIE 8 HAcmMosWeM cmaHoapme, S6/1sHmCs
OOMOMHSIOWUMU 110 OMHOWEHUI0 K  MEeXHUYEeCKUM
mpebosaHusiM K rnpooyKyuu.

ona cos3gaHna CcUCTeMbl MeHemMKMeHTa KadyecTBa
TpebyeTca cCTpaTernyeckoe pelleHUWe opraHuvsauun. Ha
paspaboTky U BHeapeHWe CUCTEMbl MEHEXKMEHTa KavyeCTBa
opraHMsauunM BnMAKT U3MEHALWKUecs noTpebHoCTw,
KOHKPETHbIe Lenu, BbiNnyCKkaeMan NpoayKuua, npuMeHsaeMble
npouecchl, pasMep U CTPyKTypa opraHusauun. Hactoawun
CTaHOapT He npeanonaraeTt eauHoobpasus B CTPYKType
CUCTEM MeHeIKMeHTa KayeCcTBa UNn AOKYMeHTaLuu.

Cywecmeyem bonbuwioe pasHoobpasue mMeOUUUHCKUX
u30enuti; Hekomopsbie YacmHbie mpebosaHus1i HacmosiLjea2o
cmaHoapma rpuMeHUMb! MOJfIbKO K MeM KameaopUusiM
MeOUYUHCKUX u30enul, onpeoesieHuUs1 KomopbiX Mpueeo0eHs!
8 pasoersie 3.
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[lpuymnHa pasnuyui: Kpome codepXxaHusa pasgena 4
nwobble MaMeHeHMs BHeCeHbl B [3] TONMbKO C UEnbi
BO3MOXXHOCTU €ro NPUMEHEHUsS1 B OTHOLLEHUN MEAULIMHCKNX
n3nenvmn

NpoueccHbIX Noaxon

HacTtoAwmMn cTtaHgapT HanpaeneH Ha npUuMeHeHue
NPOLIECCHOro noaxoaa npu paspaboTke, BHegpeHUUM W
yAyJylleHUn pe3ynbTaTUBHOCTU CUCTEMbI MEHEeIXKMEHTa
Ka4yecTBa C Lenbl MOBbLIWLEHUA YAOBNETBOPEHHOCTU
noTpeduTtenen nytem BLINONHEHUs uxX TpedosaHun.

ana ycnewHoro @yHKUMOHUPOBAHUA OpraHu3aLus
OOMMKHa onpegensaTb W OCYLWIeCTBNATb MEHEemIKMEHT
MHOMOUYUCNEHHLIX B3aMMOCBA3aHHbIX BUAOB AEATENLHOCTU.
HeATenbHOCTh, UCNONb3yKLLaa pecypchl U yrnpaBnsaemMas C
Lenbiy npeobpa3oBaHUss BXOAOB B BbIXOAbl, MOXET
paccMaTpuBaTbCA KakK npouecc. Yacto BbIXod OAHOrO
npouecca obpasyeT HenocpeaACcTBEHHO BXO4 cneayrLlero.

[l[ppumMeHeHne B opraHM3auum CUCTEMbI NPOLIECCOB
Hapsay ¢ UX ngeHTugpukaunen n B3auMo4eUCTBMEM, a TaKkxke
MEeHe)KMeHT npoLeccoB, MOryT CYUTaTtbCA MPOLECCHbLIM
NoaXoA40M.

[lpenMyLLeCcTBO MNpoOLUEeCcCHOro noaxoga COCTOMT B
HenpepbLIBHOCTU ynpaBneHUs, KOTopoe OH obecneuymBaceT Ha
CTbIKe OTAENbHbLIX NPOLECCOB B paMKax UX CUCTEMbI, a TaKkkKe
npyu UX KOMOUHaLIMM N B3aUMOAENCTBUN.

[lpU NnpUMeHeHUn B CUCTEMEe MEeHeIKMEHTa KadyecTBa
Takou noaxod noavyepKuBaeT BaXXHOCTD:

a) NMoHMMaHWA U BbINONHEHUs TpeboBaHW;

6) HeoBXoaAMMOCTN pacCMOTPEHUA NMPOLIECCOB C TOYKM
3peHua nobaBneHHOW LIEHHOCTU;

B) OOCTWXEHUS pe3ynbTaToB BbINOMHEHUN NpoLEeCcCOB U
NX pe3ynbTaTUBHOCTM;

) NOCTOAHHOIO YNy4ylleHUA NpoLeccoB, OCHOBAHHOMO
Ha OOBLEKTUBHOM U3MEPEHUM.

[lpuBegeHHas Ha pucyHke 1 MOAeNb CUCTEMBbI
MEHEIXKMEeHTa KayecTBa, OCHOBaHHasi Ha MpoLEeCCHOM
nogxoae, WNMKCTPUPYET CBA3UM MeXay npoueccamu,
npeacTaBneHHbIMU B pasgenax 4—8. 3T1a Moaenb
NOKa3bIBAET, YTO NOTPEDOUTENN UIPAKOT CYLLIECTBEHHYIO POnb
npu onpeaeneHnn BXOAHbIX AaHHbIX.  MOHUTOPUHS
YOOBNETBOPEHHOCTU noTpebutenen TpebyeT OLEHKMU
nHcopMaLMM O BOCNPUATUM NOTpebuTenaMn BbINOMHEHUS
nx TpeboBaHun. [NpuBeaeHHas Ha pucyHke 1 mMoaenb
OXBaTbiBAeT BCE OCHOBHble TpebOBaHWA HAaACTOSALLEro
cTaHOapTa, He AeTanuanpys ux.

[TpnMeyaHun e —Kpome TOro, Ko BCEM npoLeccam
MOXET npumMmeHaTbea uukn «Plan — Do — Check — Act»
(PDCA). Uukn PDCA MOXHO KpaTKO onucaTth Tak:

- nnaHupoBaHune (plan) — paspabotante uUenn W
npoLecchl, HeobxoauMblE ANA AOCTWKEHUA Pe3yrnbTaToB B
COOTBETCTBUM C TpeboBaHUAMU NOoTpeduTenemn u NoNUTUKON
opraHM3aLuvu;

- ocyllecTtBneHue (do) — BHeagpuTe NpoLECChHI;

NpoueccHbIX nNoaxon

Hacmosiwui cmaHoapm OCHOBbLIBAEMCS Ha
NIPOUECCHOM 1MooxXo0e K MEHEOXMEHMY Kadecmaa.
JTlobass  OdessmenibHocmMb,  UMerowjasi  8xo0bl U

npeobpa3syowas ux 8 8bixo0bl, MOXem paccMampueambCs
KaK rnpouecc.

[na ycnewHo20 QYHKUUOHUPOBAHUS oOpaaHu3auus
OO/DKHa onpeoesnumes MHOXECm80 83aUMOCBsI3aHHbIX
npoyeccos U yrnpasnsmb UMU.

Uacto BbIXOA  OAHOro  npouecca  obpasyer
HeNnocpeaCTBEHHO BXO CreayoLLero.
[lpuMeHeHne B OpraHu3auum CUCTEMbI TMPOLIECCOB

HapAay C UX naeHTuUKaumen n B3aaumMoaencTBnueM, a Takke
MEHEeKMEHT NpPOLlEeCCOB, MOMyT CUYMUTaATbCH MNPOLECCHLIM
NoOAXOA0M.

[lpynHa pasnnyuin. BONbLUMHCTBO NONOXeHUn |[J3]
npegHasHavyeHb! ANnA BKMKYeHUA B TEXHUYECKUN OTYET [4] —
OOKYMeHT, obecneuymBawllMin ynpaBneHWe BHeOpeHUEM
TpeboBaHu UCO 13485:2003. 3Ta nHpopMauus BKIKYEHA
B [3], Tak kak HOBas peaakuus [4] elle He CyLleCcTBYeET
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- npoBepka (check) — NOCTOAHHO KOHTPONUPYNTE WM
n3aMepanTe npoueccbl U nNpoaykUuUK) B CpaBHEHUM C
NONUTUKON, UenaMu uU TpeboBaHUAMM Ha NPOAYKLUUID W
coobLlainTe 0 pesynbTaTax;

- penctBue (act) — npeanpuHUManTe AOENCTBUA MO
NOCTOAHHOMY YINy4dLLEHUIO NoKa3aTenen NnpoLeccoB.

[MOCTOAHHOE YITYMLLEHNE
CUCTEMbI MEHEOXMEHTA KAMECTBA
GTBETCTBEHHOCTL
PYKOBOLCTBA

U3IMEPEHWE,
AHAINN3 N
YITYMLUEHWE

NOTPEB-
TENW

(A OPYTWUE

SANHTEPE-

COBAHHDBIE

CTOPOHbI)

[MTOTPEBW-

TEIA
{1 OPYTWE
3AVHTEPE-
COBAHHBIE
CTCPOHbI)

MEHEIXMEHT
PECYPCOB

MPOLIECCHI
MPOAVK- oo

}I{M3HEHHDFD§
LIVKIA
‘ MPOLYKLIVMA ' LinA

YcnoBHble 0603HaAYEHUS:
y [leAaTenbHOCTb, AobaBnsaLwWan LLeHHOCTb;
- - - —» [1oTOK MHPOpMaLUK

PucyHok 1 — Mogenb CUCTEMbl MEHEXKMEHTa
KayecTBa, OCHOBaHHOW Ha NpoLeCcCHOM noaxoae

Cesa3b ¢ UCO 9004:2000

[3] n [8] 6binn pa3paboTaHbl Kak cornacoBaHHasa napa
cTaHOapTOB Ha CUCTEMbl MEHEeMKMEeHTa KayecTBa AN
OOMOMHEHUA ApPYr Apyra, HO UX MOXHO MPUMEHSATb TakXe
He3aBUCMMO. HECMOTpPS Ha TO, YTO Y CTaHAAPTOB pasnUYyHbIE
obnacTtu NpUMEHEHNS, OHN UMEIOT aHaNOrM4YHYK CTPYKTYPY
B LensaxXx co3daHWuA yCNoOBMMA AnNfA UX UCMONb30OBaHUA Kak
cornacoBaHHOWU napbi.

[3] ycTaHaBnuBaeT TpeboBaHMA K CUCTEME MEHEemX-
MEHTA KayecCTBa, KOTOpble MOryT WUCMNONb30BaThbCA ANSA
BHYTPEHHEro nNpPUMEHEHUA OopraHv3auuasMM B Liensax
cepTuduKaLlum Unn 3aknyeHns KoHTpakToB. OH HanpaeneH
Ha pe3ynbTaTUBHOCTb CUCTEMbI MEHEQ)KMEHTA KayeCTBa Npu
BbINONHEHMKN TpeboBaHUn noTpedutenen.

[8] copepXuT pekoMeHgauum no ©Oonee LWMPOKOMY
CNeKkTpy uenen CUCTEMbl MEHeKMEeHTa KayecTBa, YyeM [3],
OCODEHHO MO MNOCTOAHHOMY YNYYLIEHUK AeATENbHOCTU
opraHuszaumMm, a TaKkke ee 9IPPEeKTUBHOCTU WU
pe3ynbTaTUBHOCTU. [8] pekoMeHOyeTCcs KaK PYKOBOACTBO
Ona  opraHusauun, BbiCLLee PYKOBOACTBO KOTOPbIX,
npecnenya Uenb NOCTOSAHHOrO ynydlleHUs AeATENbHOCTM,
XenaeT BbINTU 3a paMku TpebosaHuin [3]. OaHako OH He
npeaHasHayeH ansa uenen ceptudpukauum unm saknyeHus
KOHTPAaKTOB
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Cesizb ¢ MCO 9001:2000

Hacmosiwuli cmaHOapm se5siemcsi a8MmMOHOMHbBLIM, HO
OCHOBbIgaemcs Ha [3].

yHkmbl  unu  NOONYHKMbI,  MEKCMm  KOMmOopPbIX
aymeHmudeH mekcmy [3], HabpaHb! npsMbiM WPUHMOM.
To, ymo oHU npedcmasrieHb! 8 HEUSMEHHOM gude, Hallso
ompaxxeHue 8 rnpuroXxeHuu B.

Tekcrm Hacmosiljeao cmaHOapma, He aymeHMmMUYHbIU
[3], unu npednoxerue unu absay, codepxawjue makol
mekcm, HabpaHs! Kypcugom. Cymb U NPUYUHbLI USMeHeHUl 8
meKcme yKa3aHbl 8 rnpuioXXeHuu B.

Cesizab ¢c MCO/TO 14969

[4] npedcmaensiem c¢obol mexHudeckuli omyem,
cooepxawjuli pyKkosoosaLUe yKasaHuss 1o 8HeOpeHUro
Hacmosiweao cmaHoapma.

MpunumHa pasnuumin: mexay UCO 13485:2003 u [8]
OTCYTCTBYEeT TecHass cBaA3b. UCO 13485:2003 cBs3aH
rnaBHbLIM 0Bpa3om ¢ [3], a Takke C [4]
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CoOBMeCTUMOCTL C APYrMMM CUCTEMaMM MeHeK-
MEeHTa

HacToALwnA cTaHgapT cornacoBaH ¢ [9] ana ynydweHus
COBMECTUMOCTM 3TUX [ABYyX CTaHOapTOB B WHTepecax
coobLlecTBa Nonb3oBaTENEN.

HacToAWwMn cTaHgapT He COOepPXWUT KOHKPETHbIX
Tped®oBaHU K APYrMM CUCTEMaM MEHEDKMEHTa, TakuM Kak
MEHEIXKMEHT OXpaHbl OKpyXawLlen cpegbl, MEHEeMKMEHT
npoheCCUOHAaNbLHOro  30pPOBbLS n  HesonacHocTy,
(PUHAHCOBLIN MEHEeKMEeHT WUNU MeEHeOKMEHT PUCKOB.
OgHako OH NO3BONSAET oOpraHM3auuu corfnacoBaTbh WNW
NHTErpupoBaThb CBOK CODCTBEHHYIO CUCTEMY MeHemMKMeHTa
KayectBa C JApyrMMM CUCTEMaMU MEHeIKMeHTa C
COOTBETCTBYOLLUMMKN TpedoBaHuaMU. OpraHmsauns MOXET
aganTupoBaTb  OEUCTBYWOLLYKD  CUCTeMy  (CUCTeMbl)
MEeHeIXKMeHTa Ans co3daHuA CUCTEMbl MeHemKMeHTa
KadyeCcTBa, COOTBETCTBYHWLUEe TpeboBaHUAM HACTOALLENO
cTaHaapTa

CoBMeCTUMOCTL C APYrMMM CUCTEMaMM MeHenX-
MEeHTa

Hacmosuwutll cmaHO0apm coxpaHsiem cmpykmypy [3] Onist
yoobcmea nosib3oe8ameriell MeOUUUHCKUMU U30enusMu.

Hacmosiwyuii crmaHOapm He codepxxum creyuarbHbIX
mpebogarHuli K OpyaumM cucmemMaM MeHeOXMeHma,
HarnpumMep K 4acmHbiM cucmemMamM MEeHeOXMeHma OXpaHbi
OKpyXKarouwlell cpeodsl, besonacHocmu U nNPoghecCUOHasb-
HO20  30pasooxpaHeHusi, a maKke QUHaAHCOB020
MEeHeOXXMeHma.

OAaHako HacToALWMIA CTaHAAPT NO3BONSET OpraHu3auuvn
cornacoBatb WNU WHTErpyupoBaTb CBOK COBCTBEHHYKO
CUCTEMY MEHEMKMEHTa KayecTBa C ApYyrMMn cUCTEMaMW
MEHEIKMEHTa C COOTBETCTBYWLUMU TpeboBaHUAMMW.
OpraHuzaumsa MOXeET aganTupoBaTb ASUCTBYOLLYK CUCTEMY
(CUCTEeMbl) MEeHemKMeHTa Ans  CO30aHuMA  CUCTEMG
MEHEKMEHTa KayecTBa, COOTBETCTBYIOLLEN TpeboBaHMAM
HaCTOSALLEro ctaHgapTa.

[IPUYUHBI pasnM4yuUn: B 3TOM NyHKTEe NnoavYepKHyTa CBA3b
c [3].

YnpaBneHne puckoM sIBMSIETCH KNIOYEBLIM TpeboBaHNeEM
NS MHOMMX BUAOB AEeATENbHOCTU N TpeboBaHWUA, CBA3aHHbIX
C CMCTEMaMM MEeHemMKMeHTa KayecTBa, ANA opraHuM3aLunm,
NPOU3BOAALLIMX MEAULIMHCKME U3aenust

1 OOnacTb NpUMeHeHus
1.1 OOwume nonoxeHus

HacTtosawmnn ctaHpapT yCcTaHaBnuMBaeT TpeboBaHMA K
CUCTEME MEeHeIKMEeHTa KayecTBa B TeX chnydasaX Korga
opraHusaLus:

a) HyXaaeTcs B AEMOHCTpauum CBOEW CrnoCcoBHOCTU

NOCTaBNATL MNPOAYKLUMIO, OTBevyawlwyw TpeboBaHUAM
noTpebutenem wn COOTBETCTBYWLUMM 0b6si3aTenbHbLIM
TpeboBaHNAM;

6) cTaBuT CBOEW LENbK MNOBLILEHWE YOOBMNETBOPEH-
HOCTM noTpebutenen nocpeacteoM  APGPEKTUBHOIO
NMPUMEHEHNA CUCTEMBI, BKNKOYAA NpoLEecChl NOCTOSHHOIO ee
ynydlueHus n obecnedyeHuss COOTBETCTBUA TpeboBaHUAM
noTpedburenei n obsisatenbHbIM TpeboBaHUAM.

[ITpumMmeyaHune—B HacTosALWeM CcTaHAapTe TepMUH
«NpoayKUUsi» NMPUMEHUM TOMbKO K npeaHaszHavYaemMon Ans
noTpebutensa unu aatpedoBaHHOM UM NPOAYKLMA

1 ObnacTb NpUMeHeHuUs
1.1 OOwWwme nonoxeHus

Hacmosawuli cmaHOapm onpeodenssem mpebogaHusi K
cucmemMe MeHeOXMeHma Kadecmea 8 Ccriydasx, Koa0a
opeaaHu3ayuu HeobxoOumMo npooeMOHCMPUPOBamb CIo-
cobHocmb niocmaensmes  MeOUUUHCKUe u3denusi U
npedocmaesnisime cesA3aHHoe ¢ HUMU obceryxueaHue, omaee-
yarouwjee mpebogarusaM nompebumerns U ycmaHO8/EHHbIM
mpebo8aHuUsIM, MNPUMEHUMbIM K 3mMuM MeOUYUHCKUM
u3oenusam U conymcmeyrowum ycrya2am.

Llenb Hacmoswe2o0 cmaHOapma — cooelicmaue 8Heo-
PEHUID 8 cucmeMbl MEHEOXMEHMma Kadecmea 2apMOHU-
3UPOBaHHbIX YCMAaHOBEHHbBIX mpebo8aHuli K MEOUUUHCKUM
usdenusm. Hacmosiwyull cmaHOapm exrrwdyaem 8 cebs
Hekomopesle crneyuasnbHbie mpebo8aHuUsi K MeOUUUHCKUM
u30enusM, a makxe UCKIodaem HeKomopbie mpeboeaHus
[3], KOmOpbie He A8NAHMCA YyCmaHOB/IEHHbIMU, 8 C853U C
yeM opaaHu3ayuu, YbU cucmemMbl MEeHeOXMeHma Kadyecmaea
omeedqarom mpebo8aHuUsIM Hacmosiueao cmaHoapma, He
MO2ym 3as8/iimb 0 coomeemcmauu [3], noka ux cucmemsi
MeHeOXXMeHmMa Kayecmea He 6yoym yooernemeopsimb 8CeM
6e3 uckrmoyeHust mpebogarusMm [3], (cMm. npunoxeHue B).

[lpUyMHbI pasnuuuii: B nNyHKTe 1.1 npuMeHsanTCcA W
PA3bACHAKTCA TEPMUHbLI, WMELIUe OTHOLWEeHne K
MeaULMHCKUM u3genuam. KpomMe Toro, UICKNK4YeHbl TEpMUHGI
«yOOBNETBOPEHHOCTb NoTpebutens» WM  «NOCTOSIHHOE
yny4dlleHne», NOCKONbKY OHU He COOTBETCTBYKOT CTaHAapTY,
Lenb KOTOPOro 3aknw4yaerca B obneryeHun BCEMUPHOWN
rapMoHn3auumn TpeboBaHUK, YCTAHOBMEHHLIX K CUCTEMaM
MeHeIKMeHTa KayecTBa MeauLMHCKUX U3aenun.
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Bo BTOpoM ab3ale coaepXuTcsa pasbsaCHEHUE TOro, YTO
vuenbio MCO 13485:2003 saBnseTtca obneryeHne BCEMUPHOW
rapMoHu3aLun TpeboBaHU, YCTAHOBMEHHLIX K CUCTEMAaM
MEHeKMEHTAa KayeCTBa. YKa3aHo, YTo Ans 3Toro Tpedyetca
HanMuMe HeKOoTOpbIX AOMNOMHUTENbHLIX TpeboBaHWUM,
OTCYTCTBYIOLWMX B [3], N UCKNIOYEHUe Apyrux TpedoBaHUM,
nMerwmxcss B [3]; KpOME TOMo, PasbACHAETCA, 4TO
cobnoaenue TpebosaHun NCO 13485:2003 He o3HavaeT
HenpeMeHHo cobnaeHue TpedosaHun [3].

TepMnH «conyTCcTByOLWlee ob6cnyXusaHue» ABaXAabl
nobaBnseTrca K TEePpMUHY «MedULMUHCKUE Uu3aenusy,
NOCKONbKY onpeaeneHne «MeauuuHCKue usaenusa» He
BKMKOYAET MOHATUE «ObOCnyXuBaHue». OTO NPOTUBOPEYUT
[3], roe noHATUE «obBcnyXuBaHUE» SABMAAETCA 4acTblO
onpeaeneHna TepMrUHa «npoayKLms»

1.2 NpumeHeHUe

TpeboBaHUA HaCTOALLEro ctaHgapTa npeaHasHadeHb
aOns BCexX opraHusauuni, He3aBUCUMO OT BuUAa, pasMepa U
NOCTaBNAEMOU NPOAYKLUN.

Ecnn  kakoe-nmbo  TpeboBaHWe(s1)  HACTOALLEro
CTaHgapTa Henb3a NpUMEeHUTb BBUMAY cneundukn
opraHusalum unu ee npoaykuuu, [OOonycKaeTca ero
UCKITKYEHUE.

[lpy coenaHHbIX UCKITKYEHUAX 3asBNeHUst O COOTBET-
CTBUN HaCTOSALLEeMY CTaHAapTy MNpUEMMEMbI, eCnu 3TU
NCKNIKYEHNA noanagarT nog TpedboBaHusA, npuBeaeHHbIE B
pasgene 7, U He BNUAKT Ha CNOCODHOCTL UMM OTBET-
CTBEHHOCTbL OpraHm3auum obecneymBaTb NpoAyKUMEN,
oTBevyawuwen TpeboBaHMAM noTpedbutenem U  COOT-
BETCTBYKLUUM 0bsizaTenbHbIM TpeboBaHUAM
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1.2 NpumeHeHUue

TpebogaHusi Hacmosuwe2o0 cmaHoapma pacrnpocmpa-
HAIOMCS1 Ha Op2aHusayuu, npeonazawuue Ha pPbIHOK
MeOUUUHCKUe U30enusi, He3asucumMo om 8uoda Unu
YUCITeHHOCMU 3muX opa2aHu3ayudl.

Fcnu ycmaHogreHHbie mpebogaHusi  Mo360J510m

UCKTIOYUMb ynpaesneHue NPOEKMUPOBaHUEM u
paspabomkol usdenul (7.3), mo 3mo MoOXem CryXumb
OCHOBaHUEM OFi1  UCK/TIOYEHUSsT  coomeemcmeyroujux

mpebosaHuli U3 KOHKpemHolU cucmemMbl MeEHEeOXMeHma
Kadecmea. B asmom crniydae Ona OaHHOU cucmemsi
MeHeOXMeHma Kadecmea OO/DKHbI Obimb  cOeNaHbI
anbmepHamueHsie nonpasku. OmeemcmeeHHOCMb 38
obecriedyeHue coomeemecmaeust UCKTIOYEHUST YrnpaeneHust
npoekmuposaHuem U paspabomxol usoenuil mpebosaHusiM
HacmosiLyeao cmaHoapma fiexxum Ha camMol opaaHu3auuu
[4.2.2, nepequcneHue a) u 7.3].

Ecnu  kakoe-nubo  mpebosarue  (mpebogaHus)
pa3dena 7 Hacmoswea2o cmaHoapma Hesnb3si npumMesums
88uUdy crielyughuxku KOHKPEeMmHOo20 (KOHKPEeMHbIX)

MeOouyUHCKo20 usoenus (usdenull), Ha komopoe (Komopabie)
pacrnpocmpaHsiemcs cucmema MeHeO)XMeHma Kadecmea,
mo opaaHu3ayuu He credyem @8KwoYams mMakoe
mpebosaHue (mpebogaHus)) 8 €8O CUCMEMY MEHe-
OXXKMeHma Kadecmea (4.2.2, nepeducrieHue a).

OmeemcmeeHHOCMb 3a MPUMEHEHUE K MEOUUUHCKOMY
usdenuto (usdenusmM) npoueccos, coomeemcecmaeyrouwux
mpebogaHusaM Hacmosiueao cmaHoapma, Ho Komopbie He
ocyuwlecmesniaiomesi opa2aHulayuel, Hecem KOHKPpemHast
opeaaHusayus, u amo cregyem ydumbi8amb 8 cucmemMe
MeHeOXMeHma Kadecmea 3mol ope2aHuszayuu (4.1,
repeJucrnieHue a).

B  HacmosiuyemM - cmaHOapme  HECKOfIbKO  pas3
acmpeyaromesi MOoHAMUsT «ec/iu coomeemecmeyemy» U
«Kko20a coomeemecmayemy». Ecnu mpebogaHue codepxum
OOHO U3 3mux noHamuld, mo OHO cyumaemcst
«COOMBEemecmayrouum», r1oKa opaaHu3ayust He
npedocmaesum OOKYMEHMUPOBAHHOE oboCcHOBaHue
Hecoomeememaeusi HacmosuwieMy cmaHoapmy. TpebogaHue
cyumaemecs «COOMBEMCMaYoLWUM», ecsu eao
8bIMONIHEeHUEe HeobxooumMo 05151 moa2o, Ymobbl:

a) usdenue yo08/1emeopsinio yCMaHOB/IeHHbIM
mpeboeaHusm u/unu

6) opeaaru3ayus Moasia 8bINoJIHSIMb Koppekmupyroujue
delicmeusi.
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[TPUYUHBLI pasnuyuii: NyHKT 1.2 coaepXuUT pasbsACHEHUe
TOoro, 4to TpedboBaHma NCO 13485:2003 OTHOCATCA MMEHHO
K MeguuuHckmMm un3genuaMm. Kpome TOro, ycuneHa
B3aUMOCBSI3b MEXAY WCKMHYEHUAMKU, OTHOCSALLMMUCSH K
NPOEKTUPOBAHUIO N pa3paboTKke, YTO MOXET MMEeTb ocoboe
3HaueHne Ans TpeboBaHW, coaepXallMXCA B HEKOTOPbIX
HaLUWOHarNbHbLIX HOPMAaTUBHLIX AOKYMeHTaxX. HakoHedl,
OOBACHAKTCA pasnuuma Mexay TpedboBaHusMK pasaena 7,
KOTOpble OpraHu3auus Npyv HanM4yum 3aKOHHbLIX OCHOBAHUIA
MOXET WUCKMKYUTL U3 CBOEN CUCTEMbI MEHeaKMEHTa
KayectBa (CM. orpaHuyeHua K 7.3), paxe ecnu oHa
OCYLLECTBINAET BUAbl AEATENLHOCTU, K KOTOPbLIM OTHOCATCS
aTn TpeboBaHMA, N TpeboBaHUAMKU, KOTOPbLIE OpraHM3aLus
MOXET NPU Hanuyum oBOCHOBaAHUA HE BKMKYaTb B CBOK
CUCTEMY MEHEKMEHTA KayecTBa, TaK KaKk OHU OTHOCATCA K
BUAAM [OEATENbHOCTW, KOTOpble 3Ta oOpraHu3auuss He
OCYLLECTBNSAET

2 HopmaTuUBHbIE CChINIKK

YKasaHHbIA HWXKe HOPMAaTUBHLIA AOKYMEHT COAepXUT
NONOXEeHUs1, KOTOpble NOCPeACTBOM CCbhINTIOK B 3TOM TEKCTe
COCTaBNAKT MNOMOXEHUA HacTosAWero crtaHgapTta. Ons
NAaTUPOBAHHBLIX CCbINOK He MNPUMEHAKTCA nocneayrLlme
N3MEHEHUA WM NepecMoTPbl U3AaHHLIX [AOKYMEHTOB.
OaHako y4vyaCTHUMKaM cornalleHunn, OCHOBaHHbIX Ha
HacToflILLeM CTaHaapTe, pPeKOMeHAyeTCcs uccneanoBaTtb
BO3MOXXHOCTWU NnpUMeHeHA nocneaHen pefakuun
YKa3aHHOro HWXe  HOPMAaTUBHOrO OOKyMeHTa. [ns
HeOaTUPOBAHHLIX  CCbITIOK  MPUMEHSIETCA  nocrnegHee
n3gaHMe HOpPMAaTUBHOrO AokyMeHTa. Ynensl NCO n MOK
noaaepXueawT B paboyemMm CoOCTOsiHUKM oduynanbHble
CMUCKN AENCTBYHOLLMX MEeXOyHapoaHbIX CTaHOapTOoB.

NCO 9000:2000 Cucmembl MeHe®KMEHMa Kayecmaea.
OCHOBHbIE NOMICXKEHUST U CIIO8aph

2 HopmaTuBHbIE CChINIKHK

B HacmosilyeM cmaH0apme UCMofb308aHb! CCbIfIKU Ha
criedyrowul cmaHoapm:

NCO 9000—2000 Cucmembl MEHeOXMeHma Kadyecm-
8a. OcHO8HbIe nonoxerHus u cnosape (ISO 9000:2000
Quality management systems — Fundamentals and
vocabulary)

[IpuyMeyaHue—Illpy nonb3oBaHUU HACTOALLUM
cTaHOapToM  uenecoobpasHO NpoBEPUTL  OEWUCTBUE
CCbINOYHbLIX CTaHOapToOB (U KnaccuguUKaTopoB) Ha Teppu-
TOpUM TrocygapCTBa MO COOTBETCTBYIOLLEMY yKasaTenio
cTaHAapToB (M KnaccuguUKaTopoB), COCTaBNMEHHOMY MO
COCTOSSHUKDO Ha 1 saHBaApA TeKkywero roga, W nNo
COOTBETCTBYHOLLUM MH(OPMaLIMOHHBLIM yKasaTensam,
onybnnukoBaHHLIM B TeKylwlemMm roay. Ecnum CCbino4YHbIN
OOKYMEHT 3aMeHeH (M3MeHeH), TO npu nNoNb30BaHUN
HacToSAILUMM CTaHOapTOM chnegyeT PpPYKOBOACTBOBAaTLCA
3aMeHeHHbIM (U3MEeHEeHHbIM) CTaHAapPTOM. ECnn CChINOYHLIN
OOKYMEHT OTMEHEH 6e3 3aMeHbI, TO MONOXeHNe, B KOTOPOM

OonucaHus Lienu nocTtaBku, Obinv N3aMeHeHb! AN OTPaXXeHUs
NMPUMEHSAEMOrO B HACTOSILLIEE BPeMSA CNoBapsi TEPMUHOB.

NOCTaBLUMK — OpraHu3auus — noTpedburenn

TepMuH «OopraHu3auunsa» 3aMeHseT TEPMUH
«MNOCTaBLUMK», UCMNOMNb3yeMbld B NepBOU pedakuun [3], WU
OTHOCUTCS K OOBEKTY, B OTHOLLEHUN KOTOPOro NPUMEHAETCS
HacToAWMN cTaHgapT. KpoMe Toro, TEPpMUH «NOCTaBLLUK»
3aMeHsIET TEPMUH «CyonoapsaaUYMK».

B TeKCTe HacTosLlero craHgapTa TEPMUH «NPOaYKLUA»
MOXET O3Ha4yaTb TakKe «ycrnyry»

O0aHa CCblflka Ha Hero, nNpUMMEHseTCA B 4acTW, He
3aTparmBaroLLen aTy CChINKY.
3 TepMuHbLI U onpeaeneHus 3 TepMMHbI U onpeaerneHUs
B HacTosilleM cTaHgapTe MNpPUMEHSIIDT TEepMUHbI I B HacTofilleM cCTaHOapTe MNPUMEHSIIDT TEepPMUHbI I
onpegeneHus, aaHHblie B CO 9000:2000. onpeaeneHuna, paHHble B MNCO 9000:2000, a Takke
criegylume TepMUHGI C COOTBETCTBYHLLUMMU
[lpuBegeHHbIE HMXKE TepPpMUHBI, UCNONb3yeMble B [3] AnA onpeaeneHnaMm.

[lpuBeaeHHbIE HWXEe TEepMUHbI, WUCNOMNb3yeMble B
HaCTOSILLlEM CTaHAapTe AnA onucaHus Lenu NocTaBKy, 6binn
N3MEeHeHbl ANs OTPaXeHuUs NPUMEHAEMOro B HacTosLlee
BpeMs cnoBapsa TEpMUHOB.

NOCTaBLUUK — OpraHM3auus — noTpedurtenb

TepMuH «opraHu3auunsa» 3aMeHseT TEPMUH
«MOCTaBLUMK», UCMNOMb3yeMbId B NepBOU pedakuum [3], W
OTHOCUTCA K OOBLEKTY, B OTHOLLEHUU KOTOPOro NpMMeHSETCA
HacToAwun ctaHaapT. KpomMe Toro, TepMUH «NOCTaBLLUKY
3aMeHseT TEPMUH «CyOnoapsaaUYMK» .
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B TekCTe HacToAwero ctTaHgapTa TepMUH «NpoayKUna»
MOXET O3HayaTb TalKe «yCrnyry».

Tam, rae TpeboraHuUA onpegeneHbl Kak NPUMEHUMbIE K
«MEOULUUMHCKUM  u3genusM», 3T Xe  TpebosaHus
paBHO3HA4YHO NPUMEHUMbI U K CBA3aHHLIM C HUMU yCIyram,
npegocTaBNAeMbIM TON XKe opraHu3aLuen.

TepMmuHsl U onpeodenieHuUsl, MNOMEWEHHbIe HUXE,
crnedyem paccmampueamb Kak Haubonee obujue,
MOCKOMIbKY MepMUHbI U onpeoderieHus, cywecmeyruwue 8
HauUOHallbHbIX HOpMamueHbIX OOKyMeHmax, mMmoaym
omnu4damscsi om HUX U bbimb npednodmumeribHbIMU.

[IpyuMHbl pasnuuun: pasgen 3 OTHOCUTCA K Meau-
LIMHCKUM M3OeNUAM, OH Taloke BKIYaET npeaynpeXxaeHue o
TOM, YTO HaLMOHanbHble (pervoHanbHble) HOpPMaTUBHLIE
OOKYMEHTbl MOMyT coaepXaTbh onpeaeneHus, 3aMeHsaLue
onpeaeneHna B COOTBETCTBUU C 3.1—3.8 nnn Ha KoTOpble
npueoautcs ccoinka B MCO 13485:2003. OnpeneneHus B
cootBetcTBUM € 3.1—3.8 npegHasHayeHbl  Ans
MeaAULMHCKUX 1n3nenui

4 Cuctema MeHeXMEHTa KavyecTBa
4.1 O6wume TpeboBaHMSA

OpraHusauusa gomkHa paspaboTtaTb, JOKYMEHTUPOBATb,
BHEAPUTb N NOAAEpXMBaTbh B paboyemM COCTOSHUM CUCTEMY
MEHEeQKMEHTa KayecTBa, MOCTOAHHO ynydwaTtb ee
pPE3yNbTaTUBHOCTb B COOTBETCTBUM C TpeboBaHMAMMW
HaCTOsLLero ctaHgapTa.

OpraHunsaumsa AomKHa:

a) onpeaensaTb NpoLecchl, HeobXxoauMble ANS CUCTEMBbI
MEHEMKMEHTa Ka4yecTBa, U UX NPUMEHEHWEe BO BCEWN

opraHuzauuu (1.2);

06) onpepensaTL nNOCneaoBaTENbHOCTL
OeucTBue 3TUX NPOLIeCCOB;

B) onpeaensaTb KpUTepun n MeToabl, HeobxoaumMblie Ans
obecneyeHNa pesynbTaTUBHOCTU KaK NpU OCYLLEeCTBNEHUMN,
Tak U Npy ynpaesneHuM 3TUMN npoLieccamu;

r) obecneuynBaTtb Hanunume pecypcoB U MHGpOpMaLUK,
HeoOXoAUMBLIX AnA NoAAEepPXKU 3TUX MPOLECCOB U UX
MOHUTOPWHTA;

[1) OCYLUECTBNATb MOHUTOPUHI, U3MEPEHME U aHanu3
3TUX NPOLIECCOB;

e) NpUHMMaTb Mepbl, HeobxoauMble AN AOCTMXKEHUS
3annaHUpPoOBaHHbIX PE3ynbTaToOB U MNOCTOAHHOM yNy4dlleHUs
3TUX NPOLIECCOB.

OpraHu3auus OomKHa OCYLLIECTBNATb MEHEMKMEHT 3TUX
NPOLIECCOB B COOTBETCTBUU C TpeOOBaHMAMM HACTOSALLIETO
cTaHpapTa.

Ecnn opraHusauua pewaeTt nepegatb CTOPOHHUM
opraHu3auMsiM  BbINONHEHWE  Kakoro-nmbo  npouecca,
BMUAOLLIErO HA COOTBETCTBUE NpOoAYKLMK TpeboBaHUAM, OHa
nomkHa obecneynBaTbh CO CBOEN CTOPOHbI KOHTPOMb TAKoro
npouecca. YnpaBneHme UM AO/MKHO ObiTb onpeaeneHo B
cCUCTEME MEHEMIKMEHTA KayecTBa.

[TpuumMmeyaHun e—B npouecchl, HeobxoanuMble ANS
CUCTEMbI MEHEeQKMEHTA KayecTBa, chneayeT BKIKYaTb
npoLieccbl ynpaBneH4YeCKon AesTENbHOCTU PYKOBOACTBA,
obecneyeHnsa pecypcaMun, Npouecchbl XXU3HEHHOro LuKna
NpoayKLUUN U N3MEepEeHUs

U B3daMO-
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4 Cuctema MeHeXMEHTa KavyecTBa
4.1 O6wume TpeboBaHUSA

Opeanuzayuss 0o/mkHa paspabambieamb, OOKYMEHMU-
posamb, 6Hedpsimb U nodoepxusams 8 paboyem
COCMOSIHUU cucmeMy MEeHeOXMeHma Kadecmea, a makxe
noododepxusame ee pesyribmamueHoCcmbs 8 coomeememeuu
¢ mpebogaHuUsIMU HacmosiLyea2o cmaHoapma.

OpraHu3auusa AopKHa:

a) onpenenaTb Npouecchl, HeobXxoauMble AN CUCTEMBbI
MEHEeIKMEHTa KayecTBa, U WX MNPUMEHEHNE BO BCEWN

opraHusauum (1.2);

0) onpepensTe nNoOCneaoBaTENbLHOCTL
NencTBue 3TUX NPOLIeCCOB;

B) onpeaenaTb KpUTepun n MeTtoabl, HeobxoaumMblie Ans
obecneyeHUa pesynbTaTUBHOCTU KaK NpU OCYLLEeCTBNEHUMN,
TakK U NpU ynpasneHum aTMMN npoLieccamu;

r) obecneymBaTb HanuuMe pecypcoB U UHGoOpMaLUW,
HeoOXoAUMBIX AnA nNoAAEepXKU 3TUX MPOLECCOB U UX
MOHUTOPWHrA;

0) OCYLLeCTBNATb MOHUTOPWHI, N3MEPEHNE N aHanu3
STUX NPOLIECCOB;

e) ebinonHames  Oelicmeusi,  Heobxolumsbie
OOCMUXEHUS1  3aniaHupoBaHHbIX  pe3ynbmamos
noodoepxxaHusi pel3yfibmamueHocmu 3mux rnpoyeccos.

OpraHu3auusa JOoMmKHa OCYLLIECTBIATb MEHEDKMEHT 3TUX
NpoLIecCCoB B COOTBETCTBUM C TpeOOBaHUAMU HACTOSLLEro
cTaHaapTa.

Ecnn opraHuszaums pellaet nepeaatb CTOPOHHUM
opraHv3aumsiM  BbIMNONHEHWE  Kakoro-numbo  npolecca,
BMUAKOLLErO Ha COOTBETCTBME NPOAYKLUK TpeDoBaHMAM, OHa
nomkHa obecneyneaTbh CO CBOEN CTOPOHbI KOHTPOb TaKoro
npouecca. YnpasneHvne UM AODKHO ObiTb onpeaeneHo B
cucTeMe MeHemKMeHTa KadecTtra (8.5.1).

[MpuumMmeyaHu e—B npouecckl, HeoObXxoaNMbIE ANS
CUCTEMbl MEHEMKMEHTa KayecTBa, CrneayeT BKNKYaTb
NpoLleCcChl YMNpaBrieHYECKON AEeATENbHOCTU PYKOBOACTRA,
obecneyeHna pecypcamun, Npouecchbl XWU3HEHHOro LukKna
npoayKLUUM U N3MEPEHUS.

U B3alMMO-
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[MpnunHa pasnuuuin: nNyHKT 4.1 oTpaxaeTt TpedboBaHuUA
OENCTBYOLWMX B MUPE HOPMATUBHLIX [JOKYMEHTOB W
obneryaetr BCEMUPHYK rapMoOHM3aLUKD HOBbIX TpeboBaHUi,
YCTAHOBMNEHHbLIX K MeaUUUMHCKUM un3genusam. TpeboBaHus
NENCTBYIOLLUX HOPMAaTUBHBLIX AOKYMEHTOB HarpaBfeHbl Ha
NMPUMEHEHNE pe3yNnbTaTUBHON CUCTEMbI MEHEIKMEHTa
KayecTBa AnA obecnevyeHuss npoussoacTBa H6e3onacHon w

9P eKTUBHO PYHKLIMOHUPYIOLLEN NPOoaYKLUA

4.2 TpeboBaHMA K AOKYMEHTaUun
4.2.1 OOwWwme nonoxeHun

[okymeHTaUuuss cCcuUCTeMbl MEHEMKMEeHTa KadecTBa
AOMKHAa BKIOYaTD:

a) OOKyYMeHTanbHO O(gOpMNEeHHbIe 3asiBNeHUst O
NONMUTUKE N Luensax B obnactu kayecTea;

6) pyKoBOACTBO NO KA4eCTBY;

B) AOKYMEHTUPOBAaHHbIE  npoueaypbl, Tpebyemble
HaACTOSALLUM CTAHAAPTOM;

r) AOKYMEHTbl, HeObOXOoAWMbIE oOpraHvsauum Ans

obecneyeHus 3apdPEKTUBHONO NMaHUPOBaAHUA, OCYLLECTB-
neHns npoLeccoB U yrpasneHns UMU;

a) 3anucu, Tpedyemble HacToALWMM cTaHaapToM (4.2.4).
[IppMeyaHUns

1 TaM, rge B HacCTosLWleM cTaHgapTe BCTpevaeTcs
TEPMUH «AOKYMEHTUPOBAHHAA npoueaypa», 3TO 03HA4aer,
4YTO Npoueaypa paspadboTtaHa, AOKYMeHTanbHO opopMIeHa,
BHeApeHa 1 nogaepXXuBaeTca B paboyemM COCTOAHUN.

2 CTeneHb OOKYMEHTUPOBAHHOCTU CUCTEMD
MEHEKMEHTA KayeCcTBa OOHOW OpraHu3auum MOXET
OTNMYaTbCs OT APYron B 3aBUCMMOCTU OT:

a) pasMepa opraHusauuv U BUaa AesTENbHOCTY;

6) CNoOXHOCTU U B3aMMOAESUCTBUS NMPOLIECCOB;

B) KOMMETEHLUM NepcoHana.

3 HokymeHTauus MoxeT 6biTb B nwbon dopmMme N Ha
nwbom HocuTene

4.2 TpeboBaHMA K AOKYMEHTaLUM
4.2.1 OOwWwme nonoxeHun

[okymMeHTaUuuss cCcuUCTeMbl MEHEMKMEeHTa KadecTBa
NOMKHa BKOYaThb:

a) AOKYMEeHTanbHO O(gQOopMNeHHble 3asiBfeHns O
NONMUTUKE U Luensx B obnactu kayecTBa;

6) pyKoBOACTBO MO KA4eCTBY;

B) AOKYMEHTUPOBAHHbLIE  npoueaypbl, TpebyeMble
HaACTOSALLUM CTaHAAPTOM;

) AOKYMEHTbI, HeobXoAuMble opraHvsauum Aans

obecneyeHns 3apdpEKTUBHONO NMaHUPOBaHUA, OCYLLECTB-
NeHns NpoLeccoB U yrpasneHUs UMU;

0) 3anucu, TpebyemMblie HacToALWUM cCTaHaapToM (4.2.4).

e) Opyaue OOKYMEHMBbI!, YKa3aHHble 8 HalUUOHAaITbHbIX
Unu pe2uoHarbHbIX HOpMamu8HbLIX OOKYMeHmMax.

Tam, 20e 8 HacmosiyeM cmaHoapme yKasaHo, 4mo
mpeboegaHue, npouedypa, Kakas-mubo desmenbHoCMb Unu
crieyuanbHoe mMeporpusmue 00/MKHbI bbimb «OQOKYMeHMU-
poBaHbi», nodpasyMesaemcsl, 4mo UX maKke criedyem
8bIMOMTHAMbL U nooodepxusams 8 paboyemM cocmosiHUU.

Lnst kaxx0020 muna unu Mooesnu MeQuUlYUHCKO20 U30eus
opeaaHu3ayusi 0o/pkHa co30amb U nodoepxxusams 8 pabo-
yeM cocmosiHuu ¢batinn, coodepxawul unu udeHmuuyu-
pyrowull 0oKyMeHmbl, onpeoensowue cneyugukauyuu Ha
npodyKyuto U mpeboeaHus K cucmemMe MeHeXKMEHMa Kadecm-
8a (4.2.3). Imu OoKyMeHmMb! QOSDKHBLI maikoke ornpeoesnsmes
NOSIHBIL NPoUECcC U320MOeSIeHUsT U, ecniu HeobxoOumo,
MOHMaXa U o0bCrnyxueaHus MeOUUUHCKO20 U30erusl.

[IipyuyMeyvyaHuns

1 CTeneHb AOKYMEHTMPOBAHHOCTU CUCTEMbl MEHEeIX-
MEeHTa KauyeCcTBa OgHOW opraHM3aLun MOXeT OTNU4aThCs OT
OpPYrov B 3aBUCUMOCTU OT:

a) pasMmepa opraHusauvm U BUaa OeaTenbHOCTH;
6) CRNOXHOCTU N B3aUMOAENCTBUSA NPOLIECCOB;
B) KOMMNETEHLUUM NepcoHana.

2 [okymeHTauus mMoxeTt ObiTb B nwdon dopmMme 1 Ha
nwbom HocuTene.

MNpuunHbl paznuumin: noanyHkT 4.2.1 UCO 13485:2003
BKNKOYaeT TpeboBaHusA, cogepxalmecs B COOTBETCTBYH)-
leM noanyHkTe [3], AONOMNHEHHble TpeboBaHUAMM,
YCTaHOBIEHHbIMU K AIOKYMEHTALIUN, a Takke crieliuanbHbIMN
TpeboBaHaAMM K dpainy, cogepXxaleMy KOHKpEeTHble
OOKYMEHTbl Ans  Kaxaoro Tuna/moaenu MeguLUHCKOro
nsgenusa. Kpome Toro, noanyHKT 4.2.1 cooepXut
TpeboBaHUA K [AOOKYMEHTauuM Ans  pasnuyHbiX BUOOB
NEeATENbHOCTU U cnelnanbHble NONoXeHUA. JTOT NOANYHKT
OTPaXKaeT NOJIOXKEHUA AENCTBYIOLMX B MUPE HOPMATUBHbIX
NOKYMEHTOB U obneryaeTt BCEMUPHYKO rapMOHU3aLUK HOBbIX
TpeboBaHWX, YCTAHOBNEHHbLIX K MEANLIMHCKUM U3AennsM
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4.2.2 PyKoBOACTBO NO KayecTBY
OpraHusauusa gomkHa paspaboTaTb U nogaepKuBaTh B

paboyeM  COCTOAHUM  PYKOBOACTBO MO  KayecTay,
coaepXxallee:
a) obnactb nNPUMEHEHMA CUCTEMbl MEHEIKMEHTa

KayecTBa, BKN4Yaa noapodbHocTM u obocHoBaHUE NHOOLIX
ncknr4veHun (1.2);

6) OOKYMEeHTMpPOBaHHbLIE Mnpoueaypbl, paspaboTaHHbIe
AN CUCTEMbl MEHE)KMEHTA KayeCcTBa, UMK CCbISNTKA HA HUX;

B) onucaHWe B3auUMOAENCTBUA MNPOLECCOB CUCTEMDI
MEHEeIKMEHTA KayecTBa

4.2.2 PykOoBOACTBO NO KayecTBY

OpraHusauua gomkHa paspaboTaTb U nogaepXuvBaTh B
paboyeM  COCTOAHUM  PYKOBOACTBO MO  KayecCTRy,
coaepxallee:

a) obnacmes nPUMEHEHUs1 cucmeMbl MeEHeOXMeHma
Kadyecmea, eknoyasa noopobHocmu u obocHosaHue nobbix
UCKTroYeHul u/unu HenpumeHerust (1.2);

06) AOKYMEHTUpPOBaHHbLIE npoueaypbl, paspaboTaHHbIe
AN CUCTEMbI MEHEKMEHTA KayeCcTBa, UMK CCbINTKN Ha HUX;

B) onucaHWe B3auMOAEWUCTBUA MNpPOLECCOB CUCTEMDI
MEHEeQKMEHTAa KauecTRa.

Pykogodcmeo no kKadecmgy OO/DKHO ornpedenssmb
CMpyKkmypy OOKYMEHmMO8, UCIofb3yeMbiX 8 cucmeme
MeHeO)XXMeHma Kadecmea

4.2.3 YnpaBneHue OOKYMeHTaLuen

[lokymMeHTaMMn CUCTEMblI MEHEemMKMeHTa KavecTBa
HeobXxoaMMo ynpaBnATb. 3anucu — cneuuanbHblA  BUA
OOKYMEHTOB, WU UMW HaOo ynpaeBnsATb  COMMacHo

TpeboBaHUAM, nNpuBeaeHHbIM B 4.2 4.

Ona onpegeneHna HeobXoauUMbIX CpeacTB ynpaBneHus
OOMKHa  ObITb  pas3paboTaHa  OOKYMEHTMpOBaHHas
npoueaypa, npeaycMmaTpuearoLLas:

a) NpoBepKy [AOKYMEHTOB Ha ajeKBaTHOCTb [0 WX
BbIMyCKa;

6) aHanua u akTyanusayuio, No Mepe HeobXxoaMMOCTH, U
nepeyTsepXxgeHue JOKYMEHTOB;

B) obecneuyeHne naeHTudukaLumMm U3SMeHEeHUn 1 ctatyca
nepecMoTpa AOKYMEHTOB;

r) obecneyeHne HanUumMa COOTBETCTBYHLLUMX BEpCUin
OOKYMEHTOB B MECTaX UX MPUMEHEHMUS;

n) obecnevyeHne coxpaHeHUs OOKYMEHTOB YETKUMU W
nerko naeHTUPULMPyeMbIMU;

e) obecneyeHue naeHTUuKaumum NOKYMEHTOB
BHELLHErO MPOUCXOXAEHUSA U YNpaBNeHue UX pacCbISIKOM;

X) npegoTBpalleHUe HenpeaHamMepeHHOro UCNOoNb30-
BaHUA  yCTapeBLUMX  [OOKYMEHTOB W  NPUMEHeHue
COOTBETCTBYWLLUEN WAeHTUMUKAUUU TaKUX [OOKYMEHTOB,
OCTaBMNEHHbIX ANS Kaknx-nnubo uenen

4.2.3 YnpaBneHue AOKYMeEHTaLuen

[lokymMeHTaMMn CUCTEMbl MEHEemMKMeHTa KadecTBa
HeobXxoguMo ynpaBnATb. 3anucu — crneunanbHbii  BUA
OOKYMEHTOB, WU WMMU HaAo ynpaenAaATb  COrnacHo

TpeboBaHMAM, NnpmBeaeHHbIM B 4.2 4.

ona onpegeneHna HeobxoauMbIX CpeacTB ynpaBneHUs
aomkHa  6biTb  paspaboTtaHa — AOKYMEHTUpOBaHHaS
npoueaypa, npeaycMaTpusaroLLasn:

a) nposepky U ymeepxoeHue
adekeamHocmpb 00 UX 8bINyCKa;

OOKYMEHMOB8 Ha

0) aHanua u akTyanusauu, No Mepe HeodbXxoaAMMOCTHU, U
nepeyTesepXXaeHue JOKYMEHTOB;

B) obecneueHne naeHTudbuKkaLumMm U3SMEHEHUn 1 cTaTyca
nepecMoTpa AOKYMEHTOB;

r) obecneyeHne Hanuuua COOTBETCTBYKOLLUMX BEPCUI
OOKYMEHTOB B MECTaX UX MPUMEHEHMUS;

n) obecnevyeHne coxpaHeHUsA OOKYMEHTOB YETKUMU W
nerko naeHTUPUUMPyeEMbIMU;

e) obecneyeHue naeHTupuKaLmum NOKYMEHTOB
BHELLHErO MPOUCXOXAEHUS U YNpaBNeHUue UX pacCbIfiKOWM;

X) npegoTBpalleHue HenpeaHaMepeHHOro UCNosb30-
BaHUA  yCTapeBLUMX  OOKYMEHTOB WU MNpPUMEHeHue
COOTBETCTBYWLLEN UAeHTUUKAUMU TakUX [OOKYMEHTOB,
OCTaBMNEHHbLIX ANA Kaknux-nmbo uenen.

OpeaaHu3ayusi 00/mKHa obecneyugams aHanu3 u
ymeepxoeHuUe U3BMeHeHUl 8 OOKymMeHmax subo O0O0/mxK-
HOCMHbLIM  JTUUOM, ymeepxo0aswuM nepeoHavarbHbil
OoKyMeHm, nubo OpyaumM creyuaribHO Ha3Ha4YeHHbLIM O0STK-
HOCMHbLIM JUUOM, UMerWuM oocmyn K coomeemcm-
gyroujell UcXxoO0HoU uHopMayuu, Ha OCHOB8aHUU Komopol
NPUHUMAaemCecs pewleHue.

OpezaHu3ayusi 00/mHKHa onpeodensms nepuco epemMeHu, 8
meyeHUe Komopoao criedyem XpaHumb He MeHee OOHOU
KOnuu ycmapeasuiux pe2ynupyrowux 00KyMmeHmos. Ha amom
nepuo0 OosmkeH beimb obecrieyeH docmyn K OOKyMeHmam,
8 coomeemcmeulu C KOmopbiMU MeOUUUHCKoe u3denue
OLific U320MOBIIEHO U UCMbLIMaHo, 8 medeHue, no KkpalHel
Mepe, cpoka cnyxbbl  u3lenusi,  OrnpPeoesieHHo20
ope2aHu3auyuell, HO He MeHee CcpoKa XpaHerust nbol
umozo8ol 3anucu (4.2.4) unu coanacHo ycmaHOGeHHbLIM
mpebosaHUsIM
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4.2.4 YnpaBneHue 3anucAMM

3anucu AoMKHbI BECTUCH U NOAAEPKUBATLCS B pabouem
COCTOSIHUM Ansl NpeaocTaBfeHUA CBUAETENLCTB COOTBET-
CTBUA TpeboBaHUSAM U pPe3ynbTaTUBHOCTU (PYHKLMOHUPO-
BaHUA CUCTEMbl MEHemMKMeHTa kavectBa. OHW AOMKHbI
OCTaBaTbCA YETKUMU, Nerko wuaeHTudnuMpyemMbiMn W
BOCCTaHaBNuBaeMbiMWU. Hago paspaboTatb AOOKYMEHTU-
POBaHHYK) npoueaypy Ana onpegeneHns  CcpeacTts
ynpasneHusi, TpedbyemMbix nNpyu naeHTudnKaumm, XpaHeHun,
3alunTe, BOCCTAHOBIEHUN, ONpeaeneHnn CPpOKOB XpaHEHUS
N U3BLATUN 3anUCcen

4.2.4 YnpaBneHue 3anucsmMm

3anucu aOoMKHbI BECTUCH U NOAAEPXKUBATLCS B pabouem
COCTOSIHUM Ans NpenocTaBleHUa CBUAETENLCTB COOTBET-
CTBUA TpeboBaHUAM U pPe3ynbTaTUBHOCTU (PYHKLMOHUPO-
BAHUA CUCTEMbl MEHEemMKMeHTa KadectBa. OHW AOMKHbI
OCTaBaTbCA YETKUMW, Nerko wuaeHTudnuupyemMbiMm W
BOCCTaHaBNuBaeMbiMWU. Haao paspaboTate AOKYMEHTU-
POBaHHYK) npoueaypy Ans onpegeneHns  CpeacTts
ynpaBneHusi, TpedbyemMblxX nNpyu naeHTudnkaumm, XpaHeHuu,
3alnTe, BOCCTAHOBIIEHUW, OnpeaerieHun CPpoKOB XpaHeHUs
N N3BATUKN 3aNUCEN.

OpezaHu3sayusi 00/DKHa XxpaHumep 3anucu 8 medeHue, no
KpalHeli Mepe, cpoka cryxbbl MeOUUUHCKO20 U30erus,
orpedesieHHo20 op2aHu3ayuell, Ho He MeHee 0syx siem C
MOMEHMa @8binycka usdenuss opeaHusayuell unu 8
coomeemcmeulu ¢ yecmaHo8eHHbIMU mpebosaHusMu

5 OTBeTCTBEHHOCTbL PYKOBOACTBA
5.1 ObaA3zaTenncTBa PYKOBOACTBA

BbicLlee pykoBOACTBO AOMKHO obecneymBaTtb Hanudue
CBUAETENLCTB MNMPUHATUA 00s3aTenbCTB NO paspaboTke wu
BHEAPEHUK CUCTEMbI MEHEeMKMEHTa KayecTBa, a TaKke
NOCTOAHHOMY YTYULLEHWIO ee pe3yNbTaTUBHOCTU NOCPEACTBOM:

a) JoBeAeHUs OO0 CBEAEHUA opraHusauvn BaXXHOCTM

BbINONMHEHUA  TpeboBaHUA noTpedbuTtens, a Takke
3akoHoaaTenbHbIX U 06s3aTenNbHbIX TpeboBaHUN;

6) pa3paboTku NONUTUKKU B 0O6NacTu KayecTsa;

B) obecneyeHus paspaboTkm uUenen B obnacTtu

KayecTBa,;
) NpoBedeHUs aHanuMaa co CTOPOHbI PyKOBOACTBA;

n) obecneyeHna HeoHXoAUMbIMKU pecypcamMm

5 OTBeTCTBEHHOCTbL PYKOBOACTBA
5.1 Ob6aAzaTenbCcTBa PYKOBOACTBA

Boicwiee  pykogoOCcmeo - opaaHusayuu - OO/DKHO
noomeepXxdams CB80H MNPUBEPXEHHOCMb pa3pabomke U
8HEOPEHUID cucmeMbl MEHEOXXMEHMAa Kadecmea, a makxe
rnooo0epXXaHUo ee pesyibmamugHOCMU NocpeocmeoM:

a) JoBeAeHnst OO0 CBEOEHUSA opraHu3alvu BaXHOCTM

BbINONMHEHUss TpeboBaHUA noTpebutens, a Takke
3akoHoaaTenbHbIX U 06s13aTeNnbHbIX TpeboBaHWIA;

6) paspaboTkn nonuTUKKU B 06NacTu KayecTBa;

B) obecneyeHus paspaboTkm uUenen B obnacTtu

KayecTBa;
) NpoBedeHUA aHanusa Co CTOPOHbI PYKOBOACTBA;
n) obecnevyeHnss HEOOXOAUMbIMWU pecypcamMu.

[TpumeyvaHue—B HacmoswemM cmaHOapme
yCmMaHoBIeHHbIE mpebosaHusi 02pPaHUYEHbI  MOJILKO
be3onacHoOCMbO U QQYHKUUOHUPOBAHUEM KOHKDEMHOo20
MeOUYUHCKO20 u3denus.

[TpuynHblI pasnuuuin: NyHKT 5.1 oTpaxaeT TpeboBaHuA
OEACTBYWOLMX B MUpPE HOPMATUBHbLIX [OOKYMEHTOB W
obrneryaeT BCEMUPHYK rapMOHM3aLMK HOBbLIX TpeboBaHui,
YCTaHOBMEHHbIX K MeaUUMHCKUM n3genuam. encrteyroujue
HOPMAaTUBHbIE [OOKYMEHTbl HarnpasneHbl Ha MNpPpUMEHEHne
pEe3ynNbTaTUBHOMW CUCTEMblI MEHEeIKMEHTa Ka4vecTBa [ans
obecneyeHusa npoussoacTsa d6esonacHon U 3PPEKTUBHO

PYHKUUOHUPYIOLLEN NpoayKLUK

5.2 OpueHTauusa Ha noTpedutens

Boicllee  pykoBOACTBO  AOMKHO  obecneuuBath
onpeaeneHne 1 BbINOMHEHWe TpeboeaHuM noTpebuTtenei
0N NOBbILLEHUS UX yaAoBNEeTBOPEHHOCTU (7.2.1 1 8.2.1)

5.2 OpueHTaumsa Ha noTpeduTenn

Boicwiee  pykogoOCcmeo - opeaHusayuu  OOSDKHO
obecriequgame onpeoesieHue U 8bINnofiIHeHuUe mpebosaHuli
nompebumens (7.2.1 u 8.2.1).

[IPUUMHBI pas3nuunui: SMeHeHUe TeKCTa COOTBETCTBYET
TAaKOW CuUTyauun, Koraa BbINonHeHne  TpeboBaHUiA
noTpedutens He fABNAETCA LUeNb  NpPOU3BOACTBa
MeOULMHCKUX u3genunu, B peaynbTaTe 4Yero HacTosLwuA
MYyHKT COOTBETCTBYET LieNn HaCTOALLEro CTaHaapTa, KoTopas
COCTOMT B obneryeHMM BCEMUPHOW rapMOHMU3aLMW
TpeboBaHWN, YCTAHOBMNEHHLIX K CUCTEMaM YrpaBleHus
Ka4yeCTBOM
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5.3 MNMonutTuka B o06NacTu KauecTea

BhiCluee pyKoBOACTBO AOMMKHO obecneyuBaTtb, YTOOLI
nonuTMKa B 0bnacTn KayecTBa:

a) COOTBETCTBOBANa LensM opraHu3aLuu;

0) BKnO4ana 06s3aTenLCTBO COOTBETCTBOBATL
TpeboOBaHMAM M MOCTOAHHO MOBLILIATL PE3YNbLTAaTUBHOCTL
CUCTEMbI MEHEKMEHTA KaYecTBa;

B) co3daBana OCHOBbI AnNA MNOCTAaHOBKM WM aHanuaa
Lenen B 0bnacTtu KayecTBa;

r) 6bina AoBeaeHa
opraHM3aLun 1 NMOHATHA EMY;

0O CBeJeHus nepcoHana

1) aHanManpoBanachb Ha NMOCTOAHHYK NPUroAHOCTb

5.3 MonuTuka B obnacTu Kayecrea

BhiCllee pyKkoBOACTBO AOMMKHO obecneymBaTtb, 4YTOOLI
nonuTUKa B 0bnacTn KkayecTBa:

a) COOTBETCTBOBANa LiensM opraHu3auUum;

6) eknovana obs3amenscmec coomeememeogames
mpebogaHuUsIM cucmemMb! MEHeOXMEeHma Kadyecmea U
noododepxusame ee pe3ybmamugHOCMb,

B) co3aBana OCHOBblI ANs MOCTAHOBKM WM aHanuaa
Lernen B 0bnacTtu KauecTBa;

r) 6bina AOoBeaeHa
opraHM3aLun 1 NMOHATHA eMY;

JO CBeJeHWs nepcoHana

1) aHanu3upoBanachb Ha NMOCTOAHHYK MPUroAHOCTb.

[TpuumHbl pasnuunii: ns NCO 13485:2003, nyHKT 5.3,
nepeynucrneHue 6) UCKNYeHo 06A3aTEeNLCTBO NOCTOAHHOMO
NOBLILLEHUS pPe3yNnbLTaTUBHOCTU CUCTEMbl MeHeIKMeHTa
Ka4yeCTBa, KOTOpoe 3aMeHeHO 00A3aTenbCTBOM nNoa-
aepXxaHus pe3ynbTaTUBHOCTU CUCTEMbl MEHEMKMEHTa Ka-
YyecTBa. Takasi 3aMeHa COOTBETCTBYET Lienn JeNCTBYIOLLUX B
MUpE HOPMATUBHLIX OOKYMEHTOB U npegHasHayeHa Aans
obneryeHNs BCEMMPHOM rapMOHM3aUMU YCTaHOBMEHHLIX
TpeboBaHUM K CUCTEMaM MEHEeMKMEHTa KayecTBa

5.4 lNnaHupoBaHue
[MyHKT 5.4 UCO 13485:2003 ayTeHTUYeH NyHKTY 5.4 [3]

5.5 OTBeTCTBEHHOCTL, MNONMHOMOYMA U OOMeH
uHdopmaLmen

5.5.1 OTBeTCTBEHHOCTbL U NOJIHOMO4YMSA

Boicllee  pykOBOACTBO  AOOMKHO  obecneuumBaTthb
onpeageneHne W aoBeaeHWe [0 CBedeHUs nepcoHana

opraHn3aummn oTBETCTBEHHOCTU U NONMHOMOYUIA

5.5 OTBeTCTBEHHOCTL, NONMHOMO4YMA U OOMeH
uHdopmMaLmen

5.5.1 OTBeTCTBEHHOCTb U NOJIHOMOYUSA

Boicwiee  pykogooOCcmeo - opaaHusayuu  OOS/DKHO
obecrieyugame:

ornpeodesieHue omeemecmeeHHoCcMuU U MosIHOMOoYUU,
Komopsie Heobxo0uMo OOKyMeHmupoeams, U 0o8edeHue ux
00 cee0eHUs1 nepcoHana opaaHu3ayuu;

g3aumoodelicmeue U He3agucuMocmb NepcoHana,
PYKOBOOsILYe20, BLIMOMHAKWE20 U eepuhuyupyroweao
pabomy no obecnedyeHurww kKadecmea, U onpeodensams
NoSTHOMOYUS!, HeObXo0UMbIe Of151 8bINOSTHEHUST 3MmuX 3a0ay.

Ocoboe e8HumMaHue crnedyem yoenums Ha3Ha4YeHUo
KOHKPEMHbLIX 51Uy, OmeemcmeeHHbIX 38 8uUlbl 0essmesib-
HOCmMU, cesi3aHHble ¢ HabnooeHueM 3a 3Kcrinyamauyueu

20moebix u3denui, a makke ogopmMreHuemM omuyema ob
uHyuodeHmax (8.2.1 u 8.5.2)

9.5.2 lNpencraBuTeNnb PYKOBOACTBA

BbiCcllee pPYKOBOACTBO [OOIMKHO HasHauyMTb npeacra-
BUTENA U3 COCTaBa PYKOBOACTBA, KOTOPLIA HE3aBUCUMO OT
apyrux obaszaHHOCTEN AOMKEH HECTU OTBETCTBEHHOCTL WU
MMETb NONMHOMOYUA, pacnpoCcTpaHAKLMEC Ha:

a) obecneyeHne paspaboTkn, BHeApeHUA WU noaaep-
XaHuss B paboyemM COCTOSAHMM nMpoLEeccoB, Tpebyembix
CUCTEMOWU MEeHeIKMEHTAa KauyeCcTBa;

6) npeacrtaBneHWe OTYETOB BbLICLLEMY PYKOBOACTBY O
(PYHKUMOHUPOBAHNUMN CUCTEMblI MEHEMKMEHTa KayecTBa W
HeoOX0AUMOCTU yNyJdLLEeHUs;
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9.5.2 lNpeAactaBuTEeNbL PYKOBOACTBA

BbiCcllee pyKOBOACTBO AOIMKHO HasHauyuTb npeacTa-
BUTENA U3 COCTaBa PYKOBOACTBA, KOTOPbIA HE3AaBUCUMO OT
apyrux obasaHHOCTEN AOMKEH HECTU OTBETCTBEHHOCTL WU
MMETEL NONMHOMOYUA, pacnpoCTpaHAKLLMECA Ha:

a) obecneyeHne paspaboTkM, BHeApPEeHUA WU noaaep-
XaHuss B paboyeM COCTOSsHMM npoLEeccoB, TpebyeMbix
CUCTEMOU MeHeMKMEHTa KauyeCcTBa;

0) npeacTtaBneHWe OTYETOB BbLICLLEMY PYKOBOACTBY O
OYHKUMOHUPOBAHNM CUCTEMblI MEHEKMEHTa KayecTBa W
HeobxoanMoCTK ynydllueHns (8.5);
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B) COAEUCTBME pacnpocTpaHeHuro NOHUMAHUSA
TpeboBaHWn NOTpeduTenen No BCe opraHUsaLmu.

[IpyuymMeyaHUe—B OTBETCTBEHHOCTb NpeacTaBu-
Tens PyKoBOACTBa MOXET ObiTb BKMNKYEHO nNoagepkaHue
CBAi3U C BHELUHUMM CTOPOHaMU NO BOMPOCaM, KaCarLMMCSH
CUCTEMbI MEHEMKMEHTA KauyecTBa

8) obecneueHue GHymMpU oOp2aHu3layuu noHUMaHUS
YCMaHOBNIEHHbIX mpeboearull u mpeboeaHuli nompe-
bumerisi.

[TpuMeyaHUne—B OTBETCTBEHHOCTb NpeacTaBu-
Tensi PyKoBOACTBa MOXET ObiTb BKMKYEHO noagepkaHue
CBA3U C BHELLHUMK CTOPOHaMU NO BOMNPOCaM, KaCcakLMMCS
CUCTEMbI MEHEMKMEHTA KayecTBa

5.5.3 BHyTpeHHUU OOMeH uHpopmaLuen

[MoanyHkT 5.5.3 WNCO 13485:2003 ayteHTM4eH
noanyHKTy 5.5.3 [3J]
9.6 AHanu3 co CTOPOHbLI PYKOBOACTBA 9.6 AHanui3 co CTOPOHbLI PYKOBOACTBA
5.6.1 OOwWwme nonoXxeHusn
[MoanyHkT 5.6.1 WNCO 13485:2003 ayTteHTM4YeH
noaAnyHKTy 5.6.1 [3]
5.6.2 BxogHble AgaHHbIe AJIA aHanu3a 5.6.2 BxogHble AaHHbIe AnA aHariM3a
BxoaHble pAaHHble AnA  adanmM3a CO  CTOPOHBI BxoaHble pAaHHble AN adanmM3a CcO  CTOPOHBI

PYKOBO/CTBa AOIMKHbI BKIKOYaTb CNeayLLYH UHpopMaLUIO:
a) pesynbTaTthl ayauTtoB (NPOBEPOK);
6) obpaTHylo CBSA3b C NoTpebuTensamu;

B) (OYHKUMOHUPOBAHME MNPOLECCOB WU COOTBETCTBUE
NpoayKLUW;

r) cTatyc npeaynpexaawlmmx U KOPPEeKTUPYHLUX
NEeNCTBUNA;
a) nocneaywuwme NEenuCTBUSA, BbiTEKaKLLne n3

npeabiayLLero aHanuaa co CTOPOHbI PYKOBOACTBA;

e) N3MeHeHus, KOTopble Morny Obl NOBNUATL HA CUCTEMY
MeHeKMEHTa KavyecTBa;

X) peKoMeHaauuu No yNyyLleHUo

PYKOBO/ACTBa AOIMKHbI BKNKOYaTb CNeayoLLyo MHpopMaLnI:
a) pesynbTathl ayauTtoB (NPOBEPOK);
6) obpaTHyO CBA3b C NoTpebuTenamu;

B) (PYHKLUMOHMPOBaHWE NpoOLEeCcCOB WU COOTBETCTBUE
NpOaYKLWW;

) cTatyc npeaynpexaavlmmx U KOPPEKTUPYILLUX
NEeNCTBUNA;
a) nocneaywuwme NencTBuS, BbiTEKalLue n3

npeabiayLLero aHanmsa co CTOPOHbl PyKOBOACTBA;

e) N3MeHeHWs, KOTopble MOy Obl NOBMUATL HA CUCTEMY
MeHeKMEHTa KavyecTBa;

X) peKkoMeHaauun no ynyylleHUKo;

3) HOBbIEe UMU MNEPECMOMPEHHbIE YCMAaHOBTEHHbIE
mpebosaHust

5.6.3 BbIxoaHble AaHHbLIe aHanu3a

BbixogHble AaHHble aHanu3a Co CTOPOHbI PYKOBOACTBA
OOMKHbI  BKNKYaTh BCE pelleHus U OeucTBusA, OTHOCS-
Linecs K:

a) NOBbILLEHUID pe3ynbTaTUBHOCTU
MEHeIKMeHTa KayecTBa U ee NpoLeCCoB;

CUCTCMDbI

6) ynydyweHuw npoaykuun cornacHo TpeboBaHUAM
noTpebutenen;

c) noTpebHOCTM B pecypcax

5.6.3 BbIxoaHble AaHHbIe aHarnu3a

BbiIxOOHble AaHHble aHanu3a cO CTOPOHblI PYKOBOACTBA
OOMKHbI  BKMNKYaTb BCE pelleHus U OeucTBuUA, OTHOCS-
LMeCH K:

a) ynydweHusiM, HeobXoOuMbIM Ons1i  noooepKaHus
pe3yrnbmamugHoCcMuU cucmembl MEHEOXXMEHMa Kadecmea U
ee npoyeccos;

6) ynydweHuwo npoaykuun cornacHo TpeboBaHUAM
noTpedburenen;

C) noTpebHOCTU B pecypcax

6 MeHeQXMeHT pecypcoB
6.1 ObecneueHue pecypcamm

OpraHnzauusa gomkHa onpeaenate U obecneymBathb
pecypchl, Tpebyembie Ans:

a) BHeapeHust U nogaepxaHua B paboyeM COCTOSHUM
CUCTEMbI MEHeMKMEeHTa KayecCTBa, a Talke MOCTOSHHOro
NOBLILLEHUA €€ pe3yNbTaTUBHOCTY,

6) noBbllLEHMS YAOBNETBOPEHHOCTU noOTpebuTenen

NyTEM BbINONHEHNA UX TpeboBaHUA

6 MeHeoXMeHT pecypcoB
6.1 ObecneueHue pecypcamm

OpraHuzauusa gomkHa onpeaenate U obecneymBaTthb
pecypchl, TpebyeMbie ans:

a) 8HeOpEHUsT cucmeMbl MEeHeOXMEHma kKadecmea U
noooepxxaHus ee pesyribmamueHocmu;

6) yooeremeopeHuUs1 ycmaHOBeHHbIX mpeboegaHull u
mpeboegaHuli nompebumernst
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6.2 YenoBeueckue pecypchl

6.2 YenoBeueckue pecypchl
6.2.1 OOwWwme nonoxeHun

[MoanyHkT 6.2.1 WNCO
noAnNyHKTy 6.2.1 [3]

13485:2003 ayTeHTUYeH

6.2.2 KOMNeTeHTHOCTD, OCBeAOMIeHHOCTb 7
noAroToBKa

OpraHusauus OormKHa:

a) onpegensTb HeoBXoaAUMYHKo KOMMNETEHTHOCTbL

nepcoHana, BbINONHAKLWeEro paboTy, KoTopas BNUSAET Ha
Ka4eCcTBO NpoaYKLIUK;

6) obecneunBatb NOArOTOBKY UWNU nNpeanpuHUMAaTL
apyrme OeuctBusa C  Uenbid  YOOBMETBOPEHUA  3TUX
noTpebHocTeNn;

B) OLEHMBAaTb pe3ynbTaTUBHOCTb NPeanpUHATBLIX Mep;

r) obecneymeBaTb OCBEAOMMNEHHOCTb CBOErO NepcoHana
00 aKkTyanbHOCTM YU B&XKHOCTU €ro AesTeNbLHOCTU U BKNaae B
NOCTWKEeHWe Luene B obnacTtu KayecTBa;

0) nogaepxumBatb B paboyeM COCTOSSHUM COOTBET-

cTByOLMe 3annucu 06 obpasoBaHUKU, NOArOTOBKE, HABbIKaX U
onbiTe (4.2.4)

6.2.2 KOMNeTeHTHOCTD, OCBeAOMNeHHOCTb 7
noAroToBKa

OpraHusauuvs OomKHa:

a) onpenensTb HeoBXoAUMYIO KOMMNETEHTHOCTb

nepcoHana, BbINOMHAKLWEro paboTy, KoTopas BNUAET Ha
Ka4eCcTBO NpoaYKLIUK;

6) obecneumBaTh nNOArOTOBKY WNW npeanpuHUMaTh
opyrme OeuctBua C  Uenbid  YOOBMNETBOPEHUA  3TUX
noTpebHocTen;

B) OLeHMBaTb pe3ynbTaTUBHOCTb NPeAnpUHATLIX MEP:;

r) obecneyneBaTb OCBEAOMNEHHOCTbL CBOErO NepcoHana
00 aKTyanbHOCTU YU B&XKHOCTU €ro AeATENbHOCTU U BKNaae B
AOCTWKEHWE Luene B obnacTtu KayecTBa;

0) nogaoepxuvBate B paboyeM COCTOSSHUM COOTBET-

cTByOLWMne 3anucu 06 obpasoBaHUK, NOArOTOBKE, HaBbIKaxX U
onbiTe (4.2.4).

[MTpumedaHUue— HayuoHanbHsie Unu peauoHaris-
Hble HOpMamueHble OOKYMEeHmbI Mozym mpebogsams om
KOHKpemHol opaaHusayuu paspabomyku OOKyMeHmU-
pOBaHHLIX rpoyedyp Oris1 onpeodesieHus1 Heobxooumocmu
1o020MoBKU rnepcoHana

6.3 UHpacTpykTypa

OpraHusauus OomkHa onpegensaTtb, obecneymBaTb W
nogaepXxuBaTth B paboyemMm COCTOAHUM WHMPACTPYKTYPY,
HeOOXOAUMMYKD ANnA AOOCTWKEHWUS COOTBETCTBUS Tpebo-
BaHUAM K npoaykunn. MHpacTpyKTypa MOXET BKIYaTh:

a) 3naHus, pabodyee NpoCcTpaHCTBO U CBA3AHHbLIE C HUM
cpeacTBa Tpyaa;

6) obopyaoBaHue Ana npoueccoB (Kak TEXHUYECKUe, Tak
1 nporpaMMHble cpeacTBa);

c) cnyxbbl obecneyeHns (Hanpumep TPAHCMOPT WK
CBA3b)

6.3 UH(ppacTpyKTypa

OpraHusauua gomkHa onpeaensaTtb, obecneymBaTb W
nogaepxumeatb B paboyemMm COCTOAHUM WHMPACTPYKTYPY,
HeoOXoaAUMYKD AnA AOOCTWXKEHWUS COOTBETCTBUSA Tpebo-
BaHUAM K npoaykuun. UHpacTpyKTypa MOXET BKNKYaTb:

a) 3aaHus, paboyee NpoCTpPaHCTBO N CBA3aHHbLIE C HUM
cpeacTBa Tpyaa;

6) obopyaoBaHue Ana npoueccoB (Kak TEXHUYECKMe, Tak
1 NporpaMMHbIE CpeacTBa);

c) cnyxbbl obecnevyeHusa (HanpuMmep TPaHCNOPT UMW
CBA3b).

OpzaaHu3ayusi O00JDKHa pa3pabomams OOKyYMeHmu-
poeaHHblie mpebosaHust K OelicmausiM, NoooepXxusaroyumM
ee UHpacmpykmypy, 8Ko4as yacmomy Ux rnpoeeoeHus,
ecnu smu Oelicmeus unau ux omecymecmeue moaym
ro6/uUsiMb Ha Kadecmeo rnpooyKuyuu.

3anucu 06 amux delicmeusix OO/MKHbI MOO0ePXUBAMbCST
8 pabouem cocmosiHuu (4.2.4)

6.4 lNpousBoacTBeHHas cpena

OpraHuMsauusa OoMmKHa co3gaBaTb MPOU3BOACTBEHHYKO
cpeay, Heobxoaumyrwo ANS AOOCTWKEHWUS COOTBETCTBUS
TpeboBaHUAM K NPOAYKLUW, U YNPAaBMATL €10
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6.4 lNpousBoacTrBeHHana cpena

OpraHusauus AOomKHa co3gaBaTb MPOU3BOACTBEHHYHO
cpeay, HeobxoauMyrw ANS AOOCTWKEHUS COOTBETCTBUS
TpeboBaHMAM K NPOAYKLIUW, U YNPaBATb €.

3Imo eKrro4Yaem criedyrouwjue mpebogaHus:

a) opzaaHu3ayus 0osmKkHa paspabomamb OOKYMEHMUPO-
8aHHbIE MpebosaHuUs1 K COCMOSIHUIO 300p08bS, 2U2UEHE U
odexoe rnepcoHarna, ecriu KOHmMaKkm Mexoy rnepcoHanoMm U
npoodykyuel unu npou3soocmeeHHoU cpedoli MoXxem ompu-
yamesibHO noenusimes Ha Kadecmaeo rnpodykyuu (7.5.1.2.1);
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6) ecnu npousgoOcmeeHHass cpeda Moxem Oompu-
yamesnbHO  cKasambCsl Ha  Kadecmee  rnpolyKyuu,
opaaHu3ayust 0o/pkHa paspabomamb OOKYMEHMUPOBaHHbLIE
mpebosaHusi K Npou3eoo0CMeBeHHOU cpede U OOKYMEHMU-
pPOBaHHbIe npoyedypb! Uu Mpou3800CMEEHHbLIE UHCMPYK-
yuu 0Onss MOHUMOPUH2a U KOHMPOsst npou3800CMBEeHHO
cpeont (7.5.1.2.1);

8) opeaHu3ayusi 00/MKHa 2apaHmuposames coomeem-
CMBYWYHo no020moBKy  fnepcoHarna, 8DEMEHHO
pabomarouwjeco 8 0cobbIX YCIIO8USIX MPOU3BOOCMBEHHOU
cpelbl, UMU €20 HaxoxoeHue nold HabnooeHuUeM
nodaomoaerieHHo20 nuya (6.2.2, nepeducneHue 6);

2) npu Heobxodumocmu pa3pabomKky U OOKYMEHMU-
poeaHue creyuanbHbIX Mep 0111 KOHMPOs 3a2psi3HeHHOU
unu nomeHyuansHo 3a2pPsI3HEHHOU npooyKyuu ¢ UErnbio
npedomepallieHus1 3a2pPs3HEeHUsT ocmarsibHOU npooyKuUU,

npou3eo0cmeeHHol cpelbl UMU 3a2pPs3HEHUsT nepcoHana
(7.5.3.1)

7 TNpouecchl XU3HEeHHOro uMKra npoaykuum

7.1 TnaHupoBaHUe NMPOLECCOB XWU3HEHHOro LMuKna
npoAyKLUuU

OpraHunzauma gofmkHa nnaHupoBaTh U paspabaTbiBaTb
npoueccbl, Heobxoaumble Aans obecneyeHuns XKU3HEHHOIO
LUKra npoaykumu. NnaHupoBaHue npouecCcoB XXU3HEHHOTO
LMKNa npoaykuMnu [OofmKHO ObiTb COrnacoBaHoO C Tpe-
OoBaHMAMU K gpyruMm npoLeccaMm CUCTEeMbl MEHeOKMeHTa
kayecTBa (4.1).

[lpn nnaHWUpOBaHMM MPOLECCOB XWU3HEHHOro UuKna
NpoAyKUUM opraHun3auusa AOo/MKHa YCTaHOBUTb, €Cnu 3TO0
LlenecoodpasHo:

a) uenn B obnactu kKayectBa U TpeboBaHMA K
NpoAYKLMMW;

6) noTpebHOCTbL B pa3paboTke npoueccoB, AOKYMEHTOB,
a Tawkke B obecneyeHun pecypcamMu AnNA KOHKPETHOM

NpoayKLNU;

B) HEOOXOAMMYIKD AEATENbHOCTL MO Bepudukaumm w
Banuaauunu, MOHUTOPUHIY, KOHTPOMK U UCMNLITAHUAM AnNS
KOHKPETHON NpOoAYyKUMKX, a Taloke KPpUTepuu MNpPUEMKN

NpoayKLWK;

r) 3anucu, Heobxoaumble ana obecneyeHuss ceBUae-
TENbCTBA TOro, YTO NPOLECChl XKU3HEHHOTO LIMKIIa NPpoAayKL MK
N NPOU3BEAEHHAA NPOAYKLUA COOTBETCTBYIOT TpeboBaHUAM
(4.2.4).

PesynbTaTthl 3TOr0 NNaHUPOBAHUS [AOMKHbI ObITb B
doopMe, COOTBETCTBYKOLLEN NPaKTUKe opraHu3aLun.

[IpuMevyaHuns

.1 JOKyMeHT, onpegensawwmMA npoueccbl CUCTEMbI
MEeHeIKMeHTa KavecTBa (BKMYas NpoLecChl XXU3HEHHOro
LMKNa npoaykumu) W  pecypcbl, KOTOpble NpeacTouT
NPUMEHATbL K KOHKPETHOU npoAaykKuuu, npoeKkTy Wnu
KOHTPaKTy, MOXET pacCMaTpuUBaTbLCA KaK nraH KavyecTBa

2 [pn paspaboTke npoueccoB XWU3HEHHOrO LUKNAa
NPOAYKLUMWN  opraHM3auus MOXET TakKe MPUMEHSTb
TpeboBaHuA 7.3

7 Tpouecchbl XU3HEHHOro JuKna npoaykum

7.1 NnaHupoBaHue NpoueccoB XWU3HEHHOro LMKna
npoayKLuun

OpraHuzaumsa go/mkHa nnaHupoBaTh U paspabaTbiBaTb
npouecchl, Heobxogumble Ansa obecneyeHus XKU3HEHHOIO
LUukna npoaykuuu. NnaHupoBaHWe npoLecCcoB XXU3HEHHOro
LMKNa npoaykuMu [OOmMKHO ObiThb cornacoBaHo € Tpe-
OoBaHMAMU K OApYrUM npoleccamMm CUCTEMblI MeHeIKMeHTa
kKayecTBa (4.1).

[lpn nnaHWUpOBaHMM MPOLECCOB XWU3HEHHOro UuKna
NpOAYKUUM OpraHun3auus AOOoIMKHa YCTaHOBUTb, €Cnn 3TOo
LlenecoobpasHo:

a) uenm B obnactu kKadyectea U TpeboBaHMA K
NpoAaYKLUWMU;

6) noTtpebHOCTbL B pa3paboTke npoLeccoB, JOKYMEHTOB,
a Tawkke B obecneyeHun pecypcamMu AnNA KOHKPETHOM

NpoAyKLNU;

B) HeoOXoAMMYHO AeATenbHOCTb MO Bepudukauum W
BanuaaLUunu, MOHUTOPWUHIY, KOHTPOMO W UCMbITAHUAM AN
KOHKPETHOM NPOAYKUMW, a TaKkke KpUTepuu npueMKu

NPOAYKLIUMK;

) 3anucw, HeobXxoauMbIe nns obecneyeHus
CBUAETENLCTBA TOrMO, YTO MPOLIECChl XXM3HEHHOro LWKNa
npoayKLUMM U NpousBeaeHHas NpoayKUUsA COOTBETCTBYIOT
TpeboBaHusaM (4.2.4).

Pe3ynbTaThl 3TOr0 NMaHUPOBAHUA OOMKHbI ObITb B
doopMe, COOTBETCTBYKOLLEN NPaKTUKe opraHu3aLun.

OpaaHuzayusi 0o/mkHa paspabomamb OOKYMeHmMUpPO-
8aHHblIe mpebo8aHuUs1 K ynpaesieHU pPUCKOM Ha 8CeX
amanax JMXU3HEHHO020 UYukna npoodykyuu. 3anucu no
yrpaesieHUo PUCKoM OOSKHBI NododepXxusambcst 8 paboyem
cocmosiHuu (4.2.4 u npumedarue 3).

[IpuMeyaHus

1 HJOKYMeHT, onpegensiowui npoueccbl CUCTEMbI
MeHeIKMeHTa KauyeCTBa (BKMNoYasa npouecchbl XXU3HEHHOro
UMKNa npoaykuum) WU  pecypcbl, KOTOpble NpeacTouT
NPUMEHATb K KOHKPETHOUM npoAayKuuKu, nNpoeKTy wnu
KOHTPAaKTy, MOXET pacCMaTpuUBaTbCA KaK nrnaH KayecTBa.
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2 [pn paspaboTke nNpoUEeCcCOB XWU3HEHHOro LWKNa
NPOAYKLUUM  opraHM3auusa MOXET TakKe TMPUMEHSTb
TpeboBaHusa 7.3.

3 Cum. [5] no ynpaesneHuto puckom.

MNpuunHbl pasnuuuin: nyHkt 7.1 NCO 13485:2003
oTpaxaeT TpeboBaHUA AEUCTBYIOLLMX B MUPE HOPMATUBHbLIX
NOKYMEHTOB 1 obner4yaeTt BCEMUPHYIO rapMOHU3aLUI0 HOBbIX
TpeboBaHU, YCTAHOBMNEHHLIX K MEAULUHCKAM W3OENUAM.
YnpaBneHne puUCKOM SBMSIETCA  KMKOYEBLIM  BUOOM
NeATeNbHOCTU, onpeaensiLwmMM Xxapaktep n obbem paboThl
BO MHOMX 06nacTaXx, CBA3aHHbIX C CUCTEMON MEHEIKMEHTA
Ka4yecTBa B opraHusauusax, npousBoasLnX MeauLMHCKue
N3nenus

7.2 lMpouecchl, cBA3aHHbIe ¢ NOTpebuTenamMmun

7.2 Mpouecchbl, CBA3aHHbIe C NOTpeduTeNnAMM

7.2.1 OnpeneneHue TpeboOBaHUU, OTHOCALUUXCA K
NnpoAVKLUM

[MognyHkT 7.2.1 WUCO 13485:2003 ayTeHTUueH
nognyHkTy 7.2.1 [3]
7.2.2 AHanu3s TpeboBaHUW, OTHOCHALWMUXCA K 7.2.2 AHanua TpebOBaHUW, OTHOCALUMUXCA K
npoAayKuun npoayKuun

OpraHnsauusa AOo/MKHa aHanuanpoBaTtb TpeboBaHus,
OTHOCALLMECA K npoaykuui. JTOT aHanuma OOmKeH
NPOBOAUTLCA A0 NMPUHATUA OpraHu3aumen obsizatenbcTBa
NOCTaBNATbL NPOAYKUUKD NOTpeduTento (HanpuMmep y4yacTua B
TeHaepax, NMPUHATUA KOHTPAaKTOB UMW 3aKasoB, MPUHATUSA
NW3AMEHEHUA K KOHTpaKTaM WnM 3akasaMm) U OOMmKeH
obecneunBaThb:

a) onpeaeneHwe TpeboBaHUM K NpoaYyKLUWN;

6) cornacoBaHve TpeboOBaHMM KOHTpaKTa UMM 3aKasa,
OTNMYaKLKUXCA OT paHee CPOPMYNUPOBaHHbBIX;

B) CNOCOBHOCTL opraHu3alum
onpegeneHHble TpeboBaHuA.

yOBNETBOPATh

3anucu pes3ynbTatToB aHanuMsa W nocneayrolux
OEUCTBUWA, BbITEKAKLWMUX W3 aHanu3a, AO0MMKHbl nogaep-
XXuBaTbCsl B pabouemM coctosHuu (4.2.4).

Ecnu notpebutenn He BbiABUraloT JOKYMEHTUPOBAHHBLIX
TpeboBaHU, opraHusauus OOMMKHa noATBEepAUTbL WX Y
noTpeduTens A0 NPUHATUS K UCMONTHEHUIO.

Ecnu TpeboBaHus K NpoayKLUUM M3MEHEHLI, OpraHu3aLms
AoMmKHa obecneunTb, YTODbLI COOTBETCTBYHOLUME AOKYMEHTHI
Obinu ncnpaeneHbl, a 3anHTepecoBaHHLIA NepcoHan Obin
NOCTaBMEH B N3BECTHOCTb 00 M3MEeHBLUMXCA TpeboBaHUAX.

[TpunMedaHU e—B HEeKOTOPbIX CUTYaLUaX, TaKnx
Kak npogaxu, ocyuwlecTBnsemMble 4epe3 WHTepHer,
NpakTU4EeCKN HeulenecoodpasHo NpoBOAUTbL OhuUManbHbINA
aHannu3 Kaxaoro 3akasa. BMecTo 3Toro aHanm3 MOXeT
PACNPOCTPaHATLCA Ha COOTBETCTBYHOLLYID MH(OpMaUUK O
NPOAYKLMN, TAKYIO KaK KaTanoru unuv peknaMHble Matepuansl

OpraHnzauusa AOOMKHa aHanuavpoBaTth TpeboBaHus,
OTHOCALLUMECA K nNpoaykuun. 3TOT aHanma JOJmKeH
NPOBOAUTLCA A0 NMPUHATUA opraHusauuen obasaTtennCcTBa
NOCTaBNATb NPOAYKLUMIO NOTpeduTento (Hanpumep y4actus B
TeHaepax, NPUHATUS KOHTPAaKTOB UMM 3aKa30B, MPUHATUA
M3AMEHEHUA K KOHTpaKTaM Wnu 3akasam) U AOO0mKeH
obecneunBaTb:

a) onpeodeneHue u OoKyMeHmupoeaHue mpebosaHull K
NPOOYKYUUU;

6) cornacoBaHve TpeboOBaHUMM KOHTpPAKTa UMM 3aKasa,
OTNMYaKLKUXCA OT paHee CPOPMYINUPOBAHHbIX;

B) CNOCOOHOCTL opraHu3aLuu YOOBNETBOPATL
onpeaeneHHble TpeboBaHuS.
3anucu pe3ynbTatoB aHanum3a W nocneaywux

OEUCTBUWA, BbITEKAKLWMX W3 aHanui3a, AO0MMKHbl nogaep-
XUBaTbCs B pabouem coctoaHuu (4.2.4).

Ecnu noTpebutenn He BbiABUraloT JOKYMEHTUPOBAHHBLIX
TpeboBaHWW, opraHusauus [OOMmMKHa noaTBepauTbL WX Y
noTpeduTtens A0 NPUHATUS K UCMTONTHEHUIO.

Ecnu TpeboBaHus K NpoayKUUM N3MEHEHLI, OpraHu3auma
AoMmKHa obecneunTb, YTODbI COOTBETCTBYKOLUME AOKYMEHTHI
Obinu UcnpaBneHbl, a 3auHTEepPeCcOBaHHLIN NepcoHan Obin
NOCTaBMEH B U3BECTHOCTb 00 M3MEHMBLLMXCA TpeboBaHUAX.

[TpuMeyaHNe—B HeKOTOPLIX CUTyaUUAX, TakKUx
KaKk npogaxwu, ocyllecTBnaeMble 4eped WHTepHeT,
NpakTU4eCcKu Heuenecoobpa3Ho NpoBOAUTL OULMANBHLIN
aHanua3 Kaxaoro 3akasza. BMecTo 3Toro aHanma MOXeT
PACNPOCTPAHATLCA HA COOTBETCTBYIOLLYIO MH(pOpMAaUUKD O
NPOAOYKLUWN, TAKYIO KaK KaTanor Unu peknamMHbole Matepuansl

7.2.3 CBA3b C noTpeduTenamu

OpraHusauma Oo/MmMKHa onpegensTb U OCYLWeCTBNATh
addeKTUBHbIE Mepbl NO MOAAEPXaHUK CBA3U C
noTpeduTensaMun, KacarlLLmecs:

a) UHgopmMaLnm o0 NPOAYKLIUK;
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6) npoxoxaeHust 3anpocoB, KOHTpPaKTa WM 3akKaaa,
BKITIO4as MOMpaBKy;

B) obpaTHON CBA3U C NOTpebuTenamu, BKNo4Yasn xxanobbl
noTpeburtenei

6) npoxoXxaeHust 3anpocoB, KOHTpaKTa WM 3aKaaa,
BKITIO4as NOMpaBKW;

B) obpaTHOM CBA3U C NoTpedbuTenaMu, BKNKYan XKanoodbl
noTpebutenen (8.2.1);

2) nosicHumersnbHbIX yeedomrieHul (8.5.1)

7.3 MpoexTupoBaHue U pa3paboTka

7.3.1 NnaHupoBaHUe nNpPOEKTUpPOBaHMA MU pa3pa-
OOTKU

OpraHusauus JofMmKHa nnaHMpoBaTb W ynpaBnATh
NPOEKTUPOBAHMEM U pa3paboTKoN NpoayKLWN.

B xoge nnaHupoBaHUA NPOeKTUpPOBaHUA U pa3paboTkn
opraHu3auus OMKHa yCTaHaBNMBaTb:

a) cTagum npoeKkTUpoBaHUA U pa3paboTKu;

6) npoBeaeHne aHanusa, Bepuukauuo U Banuaauuio,
COOTBETCTBYOLLUME KaKAOW CTaauMN MPOEKTUPOBAHUA W
pa3paboTky;

B) OTBETCTBEHHOCTbL W  MNONTHOMO4YUS obnacTtu

NMPOEKTUPOBAHUA U pa3paboTKu.

OpraHuvzaumsa OOSmKHa yrnpaensTb B3auMOAEWCTBUEM
pDa3NMYHbLIX  FPYNn, 3aHATbIX  NPOEKTUPOBAHUEM W
pa3paboTkou, C uenbk obecneyeHns apPEeKTUBHON CBA3N U
4YeTKOro pacnpeaeneHns oTBETCTBEHHOCTH.

Pe3dynbTaTthl nNNaHApPOBaHUA AOMMKHbLI  aKTyanuaupo-
BaTbCA, €CNun 3TOo LienecoobpasHo, No Xxoay NpoekTUpOBaHUSA
N paspaboTku (4.2.3);

7.3 lMpoexTupoBaHue U pa3paboTka

7.3.1 lNnaHupoBaHUe nNpPOEKTUPOBaHMA MU pa3pa-
OOTKHU

OpeaaHu3ayusi 0o/pkHa pa3pabambieamb OOKYMeHMU-
poBaHHbIe npouedypbl npoekmuposaruss u paspabomku
MeOUYUHCKUX u3oenull.

OpraHusaums obszaHa nnaHMpoBaTb WU YNpPaBnATb
MPOEKTUPOBaAHUEM U pa3paboTKoN NpoayKumn.

B xooe nnaHMpoBaHUA NPOEKTUPOBaHUA U pa3padboTku
opraHu3auusl AOMKHa yCTaHaBnMBaTh:

a) CTaguu NPoeKTUpoBaHUA U paspaboTKu

6) eudbl OesmenbHOCMU MO aHanu3sy, eepuchuxkayuu,
ganudayuu U  nepeMeweHurk - npoekma  eHympu
opzaHusayuu (cM. npumeyaHue), coomeemcmayroujue
Ka)xool cmaduu npoekmuposaHusi u pa3pabomku;

B) OTBETCTBEHHOCTb W  MONHOMO4YUS obnacTu

NMPOEKTUPOBaHUSA N pa3paboTKw.

OpraHusauus gofmkHa ynpaBnaTb B3aMMOOENCTBUEM
Pa3NUYHLIX  TPynn, 3aHATbIX  MPOEKTUPOBAHUEM W
paspaboTkon, ¢ uenbko obecneyeHns apdekTUBHON CBA3U U
4YEeTKOro pacnpeneneHns OTBETCTBEHHOCTMW.

Pe3ynsmamsl nnanuposaruss OO/DKHbI Obimb  OOKY-
MeHmuposaHbl U, ec/iu HeobxoOuMo, akmyasu3upoeaHsbi

PU COBEPUIEHCMBOBAHUU NMPOEKMUpo8aHus u pa3pabomxu
(4.2.3)

[1pumedyaHue— [JesmensHocmes o rnepedadye
npoeKkma 8 npoyecce rnpoekmuposaHuss u paspabomku
MeOUUUHCKO20 U30enus OOJDKHa eapaHmupoeams, 4mo
8bLIXO0HbLIE 0aHHbLIe NPoeKMuUpoeaHus u paspabomku 6yoym
sepuuyupPosaHsl Kak coomgemcemaeayroujue mpebosaHusm
K nfpoueccy U320MOBMIEHUSs], Mpexoe 4emM cmaHym
OKOHYamesnbHbIMU crieyugbukayusmu npooyKyuu.

MNpuuunHbl paznuumin: noanyHkT 7.3.1 UCO 13485:2003
oTpaxaeT TpeboBaHMA AENCTBYIOLLNX B MUPE HOPMATUBHBLIX
OOKYMEHTOB M obrneryaet BCEMUPHYK rapMOHU3aLMID HOBLIX
TpeboBaHW, YCTAHOBNEHHLIX K MEAWULIMHCKAM W3OENUsM.
B uenom, tpeboBaHua NCO 13485:2003 K OOKYMEHTUPO-
BAHUWKO Nnpoueayp COOTBETCTBYKT TpeboBaHuaM [3], a Takke
TpeboBaHUAM OONLLUMHCTBA HaUUOHanNbHbLIX (peruoHarnb-
HbIX) HOPMAaTUBHbLIX AOKYMEHTOB

7.3.2 BxoaHble AaHHble ANA NPOEKTUPOBaHUA W
pa3paboTku

BxoaHble AaHHble, OTHOcAWMecs K TpeboBaHMAM K
NpoayKUMK, OOMKHbLI ObIThb onpeaeneHsbl, a 3anucy AOMKHGI
noaaepXuvBaTtbcs B paboyemM coctosiHum (4.2.4).

BxoaHble gaHHble AOMKHbI BKNKOYaTh!

a) byHKUMOHANbHbIE n

TpeboBaHUS;

SKCrnnyaTaLMOHHbIE

7.3.2 BxoaHble AaHHble AN NPOEKTUPOBaAHUA W
pa3paboTkn

BxoaHble AaHHble, OTHOcALMecs K TpeboBaHMAM K
NpoAyKUMK, OOMKHbLI ObITh onpeaeneHsbl, a 3an1ucy AOMKHLI
noaaepXuBaTtbcs B paboyemM cocTosiHUM (4.2.4).

BxoaHble AaHHble AOMKHbI BKINKOYATD!

a) QOYHKUUOHalnbHbIE U 3KcriyamayuoHHblie mpebo-
gaHusi, mpebosaHus K 6esonacHocmu  CO2/1aCHO
Ha3Ha4YeHUr;
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6) COOTBETCTBYWLUME 3aKOHOAATEMbHbIE W Apyrue
obasaTenbHble TpeboBaHUS;

B) TaM, rae ato uenecoobpasHo, MHopMaLUKO, B3ATYIO
13 NpeablayLmnX aHanorMyHbIX NPOEKTOB;

r) apyrue TpedboBaHus, BaXXHble ANA NMPOEKTUPOBAHUSA W
pa3paboTKu.

BxogHble [QaHHble [OOMKHbl aHanu3MpoBaTbCH Ha
NOCTAaTOYHOCTb. TpeboBaHUA AOMKHblI ObiTb MOMHbLIMMU,
HeABYCMbICNEHHBIMU U HENPOTUBOPEYNBLIMU

6) COOTBETCTBYKOLUME 3aKOHOAATEMbHbIE W Apyrue
obasaTtenbHble TpeboBaHUS;

B) TaM, rae aTto uenecoobpasHo, MHopMaLUIO, B3ATYIO
13 NpeablayLmX aHanorM4yHbIX NPOEKTOB;

r) apyrue TpeboBaHUs, BaXKHbIE ANA NPOEKTUPOBAHUS W
pa3padoTku;

0) 8bIXOOHbIe OaHHbIe 10 yrpaesneHuro puckom (7.1).

Bx0OHble OaHHble OO/DKHbI Obimb NPoaHanuU3UPoBaHbI
Ha coomeemcecmeue YycmaHOoBNeHHbIM mpebosaHusaM U
YMBEPXOEHHI.

TpeboBaHus AOSDKHbI ObITh MOMHBIMU, HEABYCMbICNEH-
HbIMU U HENPOTUBOPEYUBLIMI

7.3.3 BbIxXoOoHbLIe AOaHHble
pa3paboTku

NPOEKTUPOBAHUA W

BbixoaHble AaHHble NPOEKTUpoBaHWA U paspaboTku
OOMKHbI ObITb npeacTtaBneHbl B ¢opMe, MNO3BONAKLILEN
npoBeCTM  BepudUKaUUK  OTHOCUTENbHO  BXOOHbIX
TpeboBaHMA K MPOEKTUPOBAHUIO U pa3paboTke, a TaKke
OOMKHbl O6blTb  yTBEPXKAEHbI A0 WX nocneaywLllero
MCNONb30BaHUAA.

BbixoaHble AaHHble NPOEKTUpPOBaHUA U paspaboTku
OOIMKHbI:

a) COOTBETCTBOBaTb BXOAHbIM  TpeboBaHMAM K

NPOEKTUPOBAHUIO U pa3paboTke;

6) obecneynBaTb COOTBETCTBYKOLLEN UHOpMaLMEN NO
3aKynkam, Npou3BOACTBY U 0OCNY>XUBAHWUIO;

B) codepXaTb KpuUTepuu MpUEMKU npoaykuum wnu
CCbISTKN Ha HUX;

) onpedensTb XapakTepUCTUKU NpOoAyKUUKW, CyLLeCT-
BEHHbIE Ansa ee 6e30nacHOro U NpaBunbLHOro NCNOML30BaHUA

7.3.3 BbixogHble AOaHHbLIe
pa3paboTkn

NPOEKTUPOBAHUA W

BbixoaHble AaHHble NPOEKTUpPOBaHUA U paspaboTku
OOMKHbI ObITb npeacTaBneHbl B popMe, NO3BONAKLLEN
npoBeCcTM  BepudUKauulo  OTHOCUTENbLHO  BXOAHbLIX
TpeboBaHMA K MPOEKTUPOBAHMIO MU pa3paboTke, a TaKke
OOMKHbI HbiTb  YTBEPXAEHbI A0 WX nocneaywLulero
MCNONb30BaHUA.

BbixOAHbIe AaHHbleE NPOEKTUpPOBaHUA U paspaboTku
OOTKHbI:

a) COOTBETCTBOBaTb BXOAHbLIM  TpeboBaHUsAM K

NMPOEKTUPOBaHUKD U pa3paboTke;

6) obecneynBaTb COOTBETCTBYHOLLEN UHpOPMaLMEN NO
3aKynkam, Npoun3BoACTBY U 0OCNY>XUBaHWUIO;

B) codepXaTb KpUTEepUuM TMpUEMKU nNpoayKUUKU Wnn
CCbISTKN Ha HUX;

) onpedensaTb XapakKTepUCTUKU NpOoAyKUUK, CyLUeCT-
BEHHbIe Ans ee 6e30nacHOro U NpaBnnbHOro NCNOML30BaHUA

3anucu B8bIXOOHLIX OA&aHHLIX NPOEKMUPOBaHUs U
paspabomku OO/MKHbI noodepxxueamscsi 8 paboyem
cocmosiHuu (4.2.4)

[TpumMeuyaHUue—3anucu 6bIXOOHbLIX OaHHbLIX
nPoeKmupoe8aHuss U pas3pabomxku Mo2ym 8K/IHYameb
crnieyucbukayuu, rnpou3eoo0CmeeHHbIe MPOUECCh!, MEXHU-
yeckue Yyepmexu U XypHaibl mexXHUYecKux 3anucel unu
uccriecosarull

7.3.4 AHanu3 npoeKrta U pa3padoTKu

Ha Tex cTagusax, rge 3910 UenecoobpasHo, AOMmKeH
NPOBOAUTLCA CUCTEMATUYECKUA aHanu3 npoeKkTa W
pa3paboTkKm B COOTBETCTBUM 3anaHMpoBaHHbLIMW
MeponpuaTuamMu (7.3.1) ¢ Uenblo;

C

a) oueHuMBaHMUA CNOCOOHOCTM pe3ynbTaToB MNPOEK-
TUPOBaHUA U pa3paboTkM yaoBNeTBOPATL TpeboBaHUAM;

0) BbiAsBNeHnA  noObIX nNpobneM W

npeanoXeHuin No HeobXxoAMMbIM ASUCTBUAM.

BHECEHUNHA

B coctaB y4yaCTHMKOB TaKoOro aHanusa AOIMKHbI
BKNMKOYaATbLCA NpeacTtaBUTenn nogpasgeneHu, UMEKLMX
OTHOLUEHWe K aHanuanpyemon (biM) cTtagum (sMm)
NpoeKTUpoBaHUA W paspaboTkn. 3anucu pesynbTaToB
aHanm3a W BceX HeobXoaAUMbIX AeACTBUA  AOMXKHbLI
noaaepXXuBaTtbCA B paboyeM coCcTosiHuU (4.2.4)

7.3.4 AHanu3 npoeKrta U pa3padoTKu

Ha Tex cTagusx, rde 37O uenecoobpasHOo, AOoMmKeH
NPOBOAUTLCA CUCTEMAaTUYEeCKUA aHanus npoekta W
pa3paboTkKm B COOTBETCTBUM 3anfaHMpoBaHHbLIMW
MeponpuaTuamMu (7.3.1) ¢ Lenbio;

C

a) OLUeHKN CnOCODHOCTU pe3ynbLTaTOB NPOEKTUPOBaHUSA
n pa3paboTkn yooBneTBopsATb TpeboBaAHUAM;

0) BbiABNeHMA nOObIX nNpobnem
npeanoXeHuin Nno HeobxoaMMbIM ASUCTBUAM.

1 BHECEHUA

Takol aHanu3 OO/DKHbI 8bINOMIHAMbB npedcmasumernu
CryXx6, uMerouw{ux OMHOWeHUe K aHanusupyemMbsiM cmaousiMm
npoekma u pa3pabomxu, a makxe opyaue crnieyuanucmsi
opeaHu3sayuu (5.5.1 u 6.2.1).

3anncu pesynbTaTtoB aHanu3a U BceX HeobxoauMbiX
OENCTBUN JOIMKHbI NoAaepXmBaTbhCs B paboyemM COCTOsIHUN
(4.2.4)
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7.3.5 Bepudukaumna npoeKkTa u paspadboTku

[MognyHkT 7.3.5 WUCO 13485:2003
noanyHKTy 7.3.5 [3]

ayTeHTUYEH

7.3.6 Banuaauusa npoeKkta u paspaboTku

Banupaunsa npoekta KU pa3paboTkKm  OOMmKHa
OCYLUEeCTBNATLCA B COOTBETCTBMU C 3anfaHUPOBaHHbLIMU
mMeponpuaTuaMu (7.3.1), 4TtObbl YAOCTOBEPUTLCH, 4TO
NonyyeHHass B pesynbTate nNpoayKUMA COOTBETCTBYET
TpeboBaHNAM K YCTAHOBMEHHOMY UMW npeanosiaraeMomy
MCNONb30BaHUIKD, ECNIM OHO U3BECTHO. [de 3TO NpaKTU4eCKM
LenecoobpasHo, Banuaauma OomkHa ObiTb 3aBeplueHa Ao
NOCTaBKM UNU  MPUMEHEeHUss  npoaykuun.  3anucu
pes3ynbTaToOB Banuaauum n BCceEX HeobXoaUMbIX OENCTBUIA
OOMKHbI NoaaepXXuBaTbCAa B pabouem coctosiHun (4.2.4)

7.3.6 Banugauua npoekTa u paspadboTku

Banudayus npoekma U pa3pabomku  OO/KHa
npoeoduMbCsT 8 coomeememeuu ¢ 3anniaHUpPoBaHHbIMU
Meponpusmusmu (7.3.1) ons obecrnieyeHuss coomeemcmaeust
20moeoll npolyKkyuu mpebo8aHUsIM K ee Ha3HaqYeHUo Unu
crieyuansHOMy npuMeHeHuro. Banudayusi 0o/mkHa 6bimeb
npoeedeHa 00 nocmasku npodykyuu unu eeedeHuUs1 ee 8
3Kcnyamauyuro (cM. npumedarue 1).

3anucu pesynbTaTtoB Banuaauum M BCeX HeODXOaNMBbIX
OEeNCTBUM AOIMKHbLI NoAaepXXmBaThCs B paboyemM coCcTossHUN
(4.2.4)

Opeaxuszayusi obsizaHa npoeodumMbs KuHuUYecKue u/unu
3KCrIyamaulUoHHbIe UCMbLIMaHus MeOUUUHCKUX u3oenull
KaK 4dacme Meponpusmuill no eanudauyuu npoekma Uu
pa3spabomku 8 coomeemcmseuu € mpebosaHUsIMU
HaUUOHalnbHbLIX  UMU  pPeauoHallbHbIX  HOPMamueHbIX
OOKYMEHMOB (CM. rpumMeYyaHue 2).

[ITpumMeydyaHrHUus

1 Ecnu meoduyuHckoe usdenue noonexum eanudayuu
MOoSibKO nocrie CcOOpKU U MOHMaXa Ha Mecme e20
NPUMEHEHUSs1, rocmaeKka npooyKuuu He c4yumaemcst
3aKOHYEHHOU 00 mex rnop, noka npoodykuuss He bydem
chopmanibHO nepedaHa nompebumernto.

2 [lpedcmasneHue MeOUUUHCKO20 u3ldenust  0Ons
npoeedeHUsT  KIMUHUYECKUX U/unu  3KcrlyamalUOHHbLIX
ucrnbsimaHull He cyumaemcs nocmaeKkou

— 7.3.7 YnpaBneHue MU3MeHEeHUSIMU TMNpoeKTa W
pa3paboTkn
[MognyHkT 7.3.7 WCO 13485:2003 ayTeHTUueH
noanyHkTy 7.3.7 [3]
7.4 3aKynkwu 7.4 3aKynkm

7.4.1 Tlpouecc 3aKynok

OpraHusauma gomkHa obecneymBaTb COOTBETCTBUE
3aKynneHHOW npoayKuuX YyCTAHOBMEHHLIM TpeboBaHUAM K
3aKyrnkam. Tun U CTeneHb yrnpasneHusl, NpUMeHsieMble Mo
OTHOLLUEHUIO K MOCTaBLUMKY W 3aKynfeHHOW npoayKLWuu,
OOMKHbI 3aBUCETb OT €€ BO3AeUCTBUA Ha nocneagywoliume
CTagun >XU3HEHHOro LUWKna npoaykuum wWnu roToBYK

NPoAYKLMIO.

OpraHusauus JofmkHa oOueHuBaTk U BbidupaTth
NOCTaBLMKOB Ha OCHOBE MX cnocobHOCTU NOCTaABMNATb
NPOAYKUMIO B COOTBETCTBUM C TpebOBaHMAMU OpraHM3aLUu.
HomkHbl ObITh pa3paboTaHbl KpuTepun oTbopa, OLEHKU W
NOBTOPHOMN OLIEHKW. 3anucu pes3yrnbTaToB OLlEHUBAHUSA U
nobbIX HEOOXOAUMBLIX OEUCTBUIN, BbITEKAKOLLMX U3 OLIEHKMU,
OOMKHbI NOAAEPXKNBATLCA B paboueM cocTosiHUM (4.2.4)

7.4.1 Tlpouecc 3aKynok

OpaaHuszayusi 0o/mkHa paspabomamb OOKYMeHmMUpPO-
8aHHbIe npouedypsl, obecneyusarowjue coomeemecmeue
3aKyrnneHHol nNpooyKyuUu ycmaHoeeHHbIM mpebo8aHUsIM K
3aKyrnKkam.

Tn W cTeneHb YynpaeBneHusl, NpUMeHAeMble 1o
OTHOLUEHWKD K NOCTaBLUMKY W 3aKynieHHOW npoayKuuu,
OOMKHbI 3aBUCETb OT €€ BO3AeUCTBUA Ha nocneagywouiue

CTaaAuM XXU3HEHHOro LUWKNa npoaAyKUMM WM TOTOBYIO
NPoayKLMIO.
OpraHusaums [OO/mKHa oueHuBaTb W BblbMpaTb

NOCTaBLYMKOB Ha OCHOBE WX CMNocoBHOCTM NOCTaBMATb
NPOAYKLUUIO B COOTBETCTBUN C TpeDOBAHMAMU OpraHu3aLun.
[HomkHbl ObITb paspaboTaHbl KpUuTEpUM OTOOpPA, OLIEHKN W
MOBTOPHOW OLEHKWU. 3anucu pes3ynbTaTOB OLIEHUBAHUA W
noBbIX HEOOXOAUMBLIX OEUCTBUIA, BbITEKAKOLLNX U3 OLIEHKW,
OOMKHbI NoaaepXuBaTbCca B paboyeM coctosiHun (4.2.4)
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7.4.2 UHhopmMmaLua NO 3aKynkam

UHopMaLuma no 3akynkam OOoMmKHa OnuchbiBaTh
3aKkasaHHy0 NPoayKUUID, BKNKOYad, rae aTo HeodXoaMMo:

a) TpeboBaHMA K YTBEPXKAESHUKD NpOoAyKLUMK, npoLeayp,
npoLeccoB 1 060pya0oBaHUS;

6) TpeboBaHuA K KBanudpukalmm nepcoHana;
B) TpeboBaHMA K CUCTEME MEHEeXKMEHTa KayeCTBa.

Opranusauma pomkHa obecneynBaTb adeKBaTHOCTb
YCTaHOBNEHHbLIX TpeboBaHUM K 3aKynkam A0 UX COODLLEeHUS
MOCTaBLLUKY

7.4.2 NHhopmaLuua No 3aKynkam

MHopMauma No 3akynkaMm OOoMmMKHa OnuchbiBaTh
3aKasaHHy NPoaYyKUUKD, BKNKOYas, rae aTo HeodXoauMo:

a) TpeboBaHMA K YTBEPXKAESHUKD NpOoAYKLUMK, npoLeayp,
npoueccoB 1 06opyaoBaHus;

6) TpeboBaHuA K KBanudukalm nepcoHana;
B) TpeboBaHMA K CUCTEME MEHEIKMEHTa KayeCTBa.

Opranmsauyusa pgomkHa obecneymBaTb ageKBaTHOCTb
YCTaHOBNEHHbIX TPeboBaHUM K 3aKyrnkam A0 X coodLleHus
NOCTAaBLLUKY.

B moi cmeneHu, 8 Kakol 3mo HeobxoOumo Oris
ocywjecmearnieHus npocnexusaemocmu (7.5.3.2), opaa-
HuU3auyus OO/mkHa nooodepxxusambs 8 pabodyeM COCMOSIHUU
coomeememaeyrowyro UHhopMayuo o 3aKyrnkam, mo ecmeb
OokymMeHms! (4.2.3) u 3anucu (4.2.4)

7.4.3 Bepudhukayusa 3akynneHHOU NpoayKLUUn

OpraHnzauua gomkHa paspaboTatbh U OCYLLECTBNATL
KOHTPOMb UNWU APYryrw AeATEeNbHOCTb, HeobXxoaumyo Ans
obecneyeHnss COOTBETCTBUS  3aKyMMEHHON NpoAyKUUK
YCTaHOBMNEHHLIM TPeOOBaHUSAM K 3aKynKam.

Ecnn opraHusauus unu ee notTpedbutens npeanonararT
OCYLLECTBUTb BepudpuKkalu Ha npeanpuaTum NnocTaBLLUKaE,
TO OpraHu3auuMs AOIMKHa YCTaHOBUTb B MH(popMauuu no
3aKyrnkam npeanonaraeMblie Mepbl Mo NpoBepke U Nopsiaok
BbINYCKa NpoayKUMX Y NOCTaBLMKa

7.4.3 Bepudpukayuusa sakynneHHOM npoayKLmMn

OpraHnzauua gomkHa paspaboTatbh U OCYLLECTBNATL
KOHTPONMb UNU APYryrw AEATENbHOCTb, Heobxoaumylo Ans
obecneyeHnss COOTBETCTBUA  3aKYMMEHHON NpOAyKUUK
YCTaHOBMNEHHbLIM TPeOOBaHUAM K 3aKynKaM.

Ecnn opraHusauua nnu notTpedutens ee npoaykuun
npeanararT OCYLEeCTBUTL BepudpUuKaLlnio Ha npeanpusaTun
NOCTaBLiUKa, TO OpraHuM3auusa [OOo/mkHa YCTaHOBUTL B
MHopMaLUM MO 3aKynkam npeanonaraeMble Mepbl Mo
NpOBEPKe U NOPAAO0K BbiMyCKa NpOoAYKUMKU Y NOCTaBLUMKA

3anucu no sepugbuxkayuu OCIDKHLI NOO0epxu8amsCs 8
pabouem cocmosiHuu (4.2.4)

7.5 Mpou3soacTeo U o6CNyXUBaHUe
7.5.1 YnpasneHue NpoM3BOACTBOM U OOCITy)XMBaHUEM

OpraHm3auusa OomKHa nnaHvpoBaTb M obecneymBaTth
NPOU3BOACTBO U ODCNYXMBAHME B ynpaBnseMbIX YCNOBUSAX.
YnpaBnsiemble YCNOBUA AOOMKHbI BKMKYaTb, €CNU  3TO

LlenecoodbpasHo:

a) Hanuyune NHgopmaLuu, ONUCbIBAIOLLEN
XapaKkTepuUCTUKU NpoayKLIUK;

6) Hannume  paboumMx  WHCTPYKUMA, B  cny4yae
HeOBX0ANMOCTW;

B) npuMeHeHue noaxoasiero obopyaoBaHuS:;

) Hannume U NpUMeHeHune n

N3MepUTENbHLIX NPUOOPOB;

KOHTPOIbHbIX

[) npoBedeHWe MOHUTOPUHIra U U3MepPeHU;

€) OCYLIECTBNEHME BbLINYCKa, MNOCTAaBKA W OEUCTBUN
nocrie NocTaBKu NPoAYKL MW
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7.5 Mpou3BoacTeo U 0b6CcnyXuBaHue
7.5.1 YnpaBneHue NpoM3BOACTBOM U OOCMy>XKMBaHUEM
7.5.1.1 Obwiue mpebosaHust

OpraHusauus AOofmKHa nnaHMpoBaTb U obecnevymBaTth
NPoOU3BOACTBO U 0OCNYXMBaAHME B yNpaBnseMbIX YCIOBUSAX.
YnpaBnsemble YyCnoBUA AOOMKHbl BKMKYaTb, €CNMU  3TO

LlenecoobpasHo:
a) Hanu4uve MHpopMaLnK, ONUCbLIBaKOLLEN
XapakTepuCTUKU NpoaYKLNMK;

6) Hanu4due OOKyMeHmMUpOoBaHHLIX rpouedyp, paboyux
UHCMPYKUUU, 3marioHHbIX npouedyp U3MEpeHUs U, ecru
HeobXxo0uMO, CrpasoYHo20 Mamepuana;

B) NpUMeHeHne noaxoasilero ooopyaoBaHuS;

) Hannume U nNpUMeHeHune
N3MepPUTENbHLIX NPUOOPOB;

KOHTPOMbHbIX W

0) npoBegeHWe MOHUTOPUHIra U U3MEepPEeHUH;

€) OCYLUECTBMEHUE BbINYCKA, MNOCTaBKN WU AEACTBUI
nocne NoCTaBKX NPOAYKLWW;

X) 8bINOSIHEeHUEe Odelicmeuli

MapKUPOBKE U YNaKoeKe.

KOHKDEMHbLIX 10
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Opezarusayusi 0ormkHa paspabomames opmy 3anucel u
nooodepxusame UX 8 paboyem cocmosiHuu (4.2.4) ons
Kaxool napmuu  MeOUUUHCKUX  usdenud, 4mobbi
obecrieyums UX MPOCIIEXUBAEMOCMb 8 CooOMmeemcmaeuu C
7.5.3 u ycmaHoBuUMb KOUYECmMB8Oo Npou3ee0eHHOU
npooyKyuu U npooyKyuu, npedHasHavyeHHoU 05s1 npodaxu.
3anucu no kaxoolU napmuu u30enull OO/MKHbI bbimb
8epuhuyuUPOB8aHbLI U YMEEepXOEHb.

[1pumedyaHUue—ITlapmuel MoXem cHumamabcst
OOHO MeOUUUHCKoe u3dersue.

7.5.1.2 YnpaeneHue npou3sodcmeoM U o6cCnyxu-
eaHueM. CrieyuanbHbie mpebosaHus

7.5.1.2.1 Yucmoma npodykyuu U KOHMPOIJIb
3az2psi3HeHHoOCMU

OpzaaHuszayusi 0o/mkHa paspabomamb OOKYMEHMUPOo-
8aHHbLIe mpeboeaHus K Hucmome rnpooyKuuuU, ecriu:

a) neped cmepunusayuell U/unu  nNpuMeHeHuUeM
nPOOYKUUS NMpoXooum O4YUCMKY 8 opaaHu3aluu;

6) npodykyust nocmaerisiemcsi 8 HecmepusibHOM 8U0e U
noosniexum o4yucmke neped cmepunusayueld u/unu
NMPUMEHEHUEM;

8) nPoOyKUUs nocmasnsaemces 8 HecmepusibHoOM sude U
ee yucmoma He uMeem 3HavyeHUs1 OJisl MPUMEHEHUS;

2) peaz2eHmbl 0511 O4UCMKU NPOOYKUUU OOSDKHBI Bbimb
yoarsieHb! nMpu ee U320moefieHuU.

Fcnu npoOykuyuss  noodgepaaemcsi  o4HUcmKe 8
coomeemcemaeuu ¢ nepeducrieHussMu a) unu 6), mpeboegaHus,
codepxxawjuecs 8 (6.4, nepeducnieHue a) u (6.4, nepeyuc-
sleHue 6), nepeod npouedypol CHUCMKU He MPUMEHSIFOMCS.

7.5.1.2.2 Pabombi M0 MOHMAaXy

[Mpu Heobxooumocmu op2aHu3ayus OO/IKHa
paspabomameb OOKYMEHMUPOBAHHbLIE mpebogaHus,
codepxawyue Kpumepuu npuemMku U eepuchukayuu
MOHMaxa MeOUUUHCKO20 U30erusi.

Fcnu coanacogaHHbie ¢ nnompebumernem mpeboeaHust
110380J1S1I0M BbINOMTHAIME MOHMAaX HEe mMmMOMbKO cunamu
opz2aHu3ayuu unu ee MofIHOMOYHO20 npedcmasumers,
opeaHu3ayust 0o/KkHa pa3pabomampb OOKYMEHMUPOBaHHbLIE
mpeboeaHust K makoMy MOHMaXy U e2o eepughuxayuu.

3anucu no MOHMaXy U eepugbuxkauuu, Komopsie
ocywlecmesisiem opeaaHulayus unu  ee nosIHOMOYHbIU
npedcmaesumersib, 0O/MKHbI nodoepxueamscsi 8 pabouem
cocmosiHuu (4.2.4).

7.5.1.2.3 [JessmenbHOCMb 1o o6cnyXusaHUIo

Ecnu mpebogarue K o0bCayxueaHuo S6rsemcs
crieyuarnsHbIM, OpaaHu3ayust 00/mKHa, npu Heobxooumocmu,
paspabomamb OOKyMeHmMuUpoe8aHHsbie ripouedypsl, pabouue
UHCMPYKYUU, CrnpaeoYHble mamepuarnb! U 3MmalrioHHbIE
npoueoypsi U3MepPeHUs onst ocyLecmerieHuUs
obcnyxueaHusi U e2o eepughukayuu 8 coomsememaeuu co
crieyuanbHsIiM mpebosaHuem.

3anucu 1o obcrnyxueaHuio, 8bI10JTHSIEMOMY
opzaaHu3ayuel, OO/MKHbI noodepxuesambcsi 8 paboyem
cocmosiHuu (4.2.4).

[TpumeyaHnue— ObcniyxusaHue MOXem BKIT0-
yameb, HarnpuMep, peMoHmM U meXHUYecKoe obcriyxusaHue.
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7.5.1.3 CneyuanbHbie mpebosaHUsI K CMepPUTbHbLIM
MeOUUUHCKUM U30esTuUsiM

OpeaaHu3ayuss 0OO/MKHa nododepxueams 3anucu o
napaMempam rpouecco8 cmepunulayuu, npuUMeHsIeMbIX
0ns KkaxooU napmuu cmepunusyemMol npooykyuu (4.2.4).
3anucu no cmepunu3ayuu OCJDKHBI npocrexusamescs 05

Kaxkxo0ol napmuu npou3eeleHHbIX MeOUUUHCKUX u30enul
(7.5.1.1)

7.5.2 Banngauuvsa npoLeccoB TNpPOU3BOACTBA M
obcnyxuBaHus

OpraHuM3auua AOo/mMKHa noaTBepXaaTbh BCEe MNpoLecchl
Npou3BOACTBA W 0OCNYyXWBaAHUSA, pe3ynbTaTbl KOTOPbIX
HeNb3sa nNPOBEPUTb MNOCPEACTBOM MNoOCNeaoBaTeribHOro
MOHUTOPUHra W1 usMepeHuss. K HUM OTHOCATCA BCe
MpoLEeCcChl, HeAOCTaTKU KOTOPbLIX CTAHOBATCA OYEBWUAHLIMM
TOMbKO NOCNe HavYana UCNonb3oBaHUA NPOAYKUMA UNK Nocne
npeaocTaBneHna ycnyru.

Banngauua p[omkKHa NpPOAEMOHCTPUPOBaTb CNOCOD-
HOCTb STUX MNPOLECCOB [AOCTUraTb 3anfaHUpOBaHHbIX
pEe3ynbLTaTOB.

OpraHuM3auusa AoMmMKHa paspadboTtatb Mepbl MO 3TUM
npoLeccam, BKI4Yas, ecnm 3To NpuemMneMo:

a) ornpeaeneHHble  KpuTepun  Ans
yTBEPXKAEHUs1 NPOLIeCCOB;

0) yTBEepXKAeHUe COOTBETCTBYHIOLLEro odbopyaoBaHuUs WY
KBanudukalum nepcoHana;

B) NpUMeHeHWe KOHKPETHBLIX METOA0B U Npoueayp;
r) TpeboBaHusA K 3anucsam (4.2.4);
) NMOBTOPHYIO Banugauuio

aHal1n3a U

7.5.2 Bannpgauusa npoLecCOB TNpPOU3BOACTBA W
obcnyxuBaHus

7.5.2.1 Obwue mpebosaHus

OpraHusauua AOoMmKHa noaTBepXaaTh BCe NpoLeceh
npou3BoAcTBa WU 0OCNYyXMBaHUA, pe3ynbTaTbl KOTOPbIX
Henb3sa MNPOBEPUTb MOCPEACTBOM NOCNeaoBaTerlbHOro
MOHUTOPUHra Wnn usmepeHus. K HUM OTHOCATCA BCe
NPOLECChl, HEAOCTATKU KOTOPbIX CTAHOBATCA OYEBUAHLIMM
TOMLKO NMOCHe Hayana ucnonb30BaHUA NPoayKuun.

Banmpauua pA[omKHaA NpPOAEMOHCTPUPOBaTb CMOCOD-
HOCTb STUX MNPOLUECCOB AOCTUraTb 3annaHUpOBaHHbIX
pesynbTaToB.

OpraHusauus AOoMmMKHa paspaboTtate Mepbl MO 3TUM
npoueccam, BKIYas, ecnm 3To npuemMnemMo:

a) onpeaeneHHble  KpuTepun  Ans
YTBEPXKOEHUSA NMPOLIECCOB;

0) yTBEpXKAEHUE COOTBETCTBYHLLEro obopyaoBaHUs WY
KBanudpukalum nepcoHana;

B) NpUMEHeHNe KOHKpPETHLIX METOA0B U Npoueayp:
r) TpeboBaHus K 3anucsam (4.2.4);
) NOBTOPHYIO Banuaauuio.

OpzaaHu3ayusi 0o/mkHa paspabambieamb OOKYMeHmMuU-
POBaHHbIE npoueoyps! gasniuoayuu NMPUMEHEHUST
KOMMbIOMEPHO20  npo2paMmMHoz20  obecnederusi (U
UsMeHeHull makoao obecnedeHusi U/unu eao npUMeHeHUs)
npu rnpoussoocmee U obecnyxusaHuu, KOmMopbie Mo2ym
OKasbieams @GflUsiHUe Ha crnocobHocmb  NPOOYyKUUU
yO0R1emeopsimes YyCmaHOo8/IeHHbIM mpebogaHusmM. Takoe
npoapamMmMHoe obecnedeHue criedyem ymeepxoams 00 e20
nepeo2o NMPUMEeHEeHUSs.

3anucu o0 pesynbmamax  eanudauyuu
rnooodepxusamscs 8 pabouem cocmosiHuu (4.2.4).

7.5.2.2 CneyuanbHbie mpebosaHuUss kK cmepuUTbHbLIM
MeOUYUHCKUM U30entusim

OpzaaHu3ayusi 0o/mkHa paspabambieamb OOKYMeHmMuU-
POBaHHbIE npoueoypbi ganudauyuu npoyeccos
cmepunusayuu. [lpoueccbl cmepunusayuu credyem
ymeepxodamb 00 UX Nepeo2o NMPUMEHEHUS!.

3anucu o0 pesynemamax eanudayuu npoueccos
cmepunu3ayuu OOMKHLI nooddepxusamscsi 8 paboyem
cocmosiHuu (4.2.4)

aHalln3a U

OOJKHbI

7.5.3 UpeHTudpukaumsa u npocnexuBaemMocTb

Ecnn 3710 Uenecoodbpa3HO, opraHusauusa [OOoImKHa
NaeHTUPULMpOBaTL NPOAYKLUIO npw NOMOLLA
COOTBETCTBYHOLUUX CPEACTB Ha BCEX CTaauaX ee XXU3HEHHOro
LMKna.
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7.5.3 NWaeHTUdpukaumsa m NnpocnexmBaeMocCTb
7.5.3.1 Ndenmudpukauyus

OpzaaHu3sayus OOSDKHa udeHmuuyupo8ams
NPOCYKUUK Ha MpOMmMsKeHUU 8Ce20 XU3HEHH020 Uuknia ¢
NOMOWbLI0 coomeememaylowux cpedcme U  paspa-

bambigambe OOKYMEHMUPOBaHHbIE rpoyedypb! Ofis1 makol
uoeHmugbuxkauuu nPooykyuu.
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OpraHmzauua AomkHa wuaeHTuuuMpoBaTb CTaTycC
NPOAYKLMM NO OTHOLLEHUK K TpeboBaHUAM MOHUTOPUHra W
N3MEpPEHUIA.

Ecnn npocnexmBaeMoCTb ABNAETCA TpeboBaHWEM, TO
opraHu3auus OOIMKHA ynpaenaTh cneyuansHon
naeHTUUKaLUnen npoaykumm u perucTpmpoBath ee (4.2.4).

[IpuMedyaHNne—B psage oTpacnen npoMbILLNEH-
HOCTU MEHEKMEHT KOHpUrypalum aBnaeTca CpeacTBOM, C
NOMOLLLK) KOTOPOro nogaepXuBaeTca UaeHTUUKauua W
NPOCNeXUBaeMoCTb

OpeaHus3ayus 0o/mkHa pa3pabambieambs OOCKYMEHMU-
POBaHHbLIE npoyeodypsi, gapaHmupyroujue, ymo
MeOUUUHCKUe U30esnus, 8038PallieHHbIe 8 Op2aHu3aluro Kak
Hecoomeemcemeyrouwjue, u0eHmuuUUUPOoB8aHb! U OMOESTeHb!
om u30enull, coomeemcmsayrwux YCmMaHOBTEHHbIM
mpeboearusim (6.4, nepeyucrieHue 2).

7.5.3.2 [IpocnexusaeMocmsb
7.5.3.2.1 Obwue nNosnoxxeHust

OpearHuszayuss  Oo/mkHa  paspabambigamb  OOKY-
MEHMUPOBaHHbLIE npouedypsb! rpocriexusaemocmu. Takue
npoyedypb! OOSDKHBLI ONPEOEsIamb CMeneHb npocrexusae-
MOCMU npooyKUuuu U Heobxooumnbie 3anucu (4.2.4, 8.3 u 8.5).

Ecnn npocnexuBaeMocTb fIBASETCA TpeboBaHMEM, TO
opraHvsayus OOMKHa ynpasnsATb cneyuansHOn
naeHTuduKkauuen npoaykumm n peructpupoBatb ee (4.2.4).

[1pumMed4dyaHUuUe— YnpaerneHue KoHguaypauyueu
NpooyKyUU s18/151emcsi cpedcmeoM, C NMOMOLWBLIO KOMOpo20o
MOXHO ocyuwjecmenismes uleHmugukayurwo u npocre-
JKusaemMocmb

7.5.3.2.2 CneyuanbHbie mpebo8aHUsT K aKMUGBHbIM
UMIT/IaHMUPyYyeMbIM MeOUUUHCKUM U30es1UsIM U UMIT1aH-
mupyeMbiM MeOQUUUHCKUM U30eJTUsiM

B 3anucu, HeobxoOumbie ONfs1 OCYWECMEIEHUS
npocriexueaemMocmu, opaaHu3layusi OO/DKHa BKIYamab
3anucu obo 8cex KOMIMOHeHmMax, Mamepuanax U ycrioeusix
OKpy»arouwel cpeldbl, ecriu OHU Mo2ym s18UMbLCSH MPUYUHOU
mo20, 4mo MeOUUUHCKoe u30eniue He yooenemeopsiem
YCMaHOBEHHbLIM K HeMY mpeboeaHUsIM.

Opearusayuss 0Oo/mkHa mpebosamb om  C8OUX
npedcmasumeneld unu oucmpubbiomopos nodoepxxusams
3anucu o pacnpedenieHuu MeOUUUHCKUX u3denul O0ns
JoCMUXXEeHUsT npocrexusaemMocmu u docmyrnHocmu amux
3anucel 0nsa koHmponsa. OpeaHuszayus 0o/mkHa obecne-

yusames peaucmpauuro 2pysonosnydamens (HauMeHOB8aHUST
u adpeca) (4.2.4).

7.5.3.3 NNdeHmucbukauyusi cmamyca

OpraHusauuss AomkHa uaeHTUdUUUpoBaTh CTaTyC
NPOAYKLIUM MO OTHOLLEHWKO K TpeboBaHMAM MOHUTOPUHIa W
N3MEpPEHUNA.

Noenmudgbukayuss cmamyca  npooykyuu  OO/DKHa
nooodepxusambsCsi Ha B8CEX 3manax ee npouseoodcmaea,
XpaHeHuUs1, MoHmaxa u obcnyxueaHus 0ns obecrnedyeHus
OmnpaesieHuUsl, MPUMEeHEHUsT UMl MOHMa)Xa mOJibKO
npodyKyuu, npowedwel eace HeobxoO0umbie 8UObI KOHMPOJSIST
u ucnsimarull (unu umerowiell ouyuanbHoe paspelleHue
Ha OMKIIOHEHUe om ycmaHOo8/1eHHbIX mpebosaHuli)

7.5.4 CoOCTBEHHOCTL NOTpedbUTeneu

OpraHusauma AomkHa nposBnAaTb 3aboTy O cobCT-
BEHHOCTU NOTpebuTensa, NoKka OHa HaxoAuTCA NoA ynpas-
NeHWeM opraHm3aLlm nnu ucrnonbayetcs ew. OpraHnsauus
OOMKHa naeHTuuupoBaTh, BepudpuumpoBaTh, 3allyvllaTth
N COXpaHATb COBCTBEHHOCTL NOTPebuTens, NnpeaocTaBreH-
HYKO AN MCNONb30OBAHUA UMW BKMNKYEHUA B MPOAYKLUUKD.
Ecnn cobcTBEHHOCTL NOTPebUTENa yTepsHa, NoBpeXaeHa
Unu npusHaHa HenpurogHoW AN UCNONb30BaHUA,
noTpedbutenn aomkeH ObiTb 00 3TOM KM3BELLEH, a 3anucu
OOMKHLI NoaaepXXuBaTbCAa B paboyeM coctosHum (4.2.4).

7.5.4 CoOCTBEHHOCTL NOTpebUTENneu

OpraHusauma AOomkHa nposBenaTbh 3aboTy O cobCT-
BEHHOCTU noTpebutensa, noka oHa HaxoauTCA Noja ynpas-
neHneM opraHumsalm nnm ucrnonbayetcs erw. OpraHnsauus
OOMKHa MaeHTUPUUMPOBaThL, BepuduumpoBaTh, 3allvlaTh
N COXpaHATb CODCTBEHHOCTbL NOTPEOUTENSA, NpeaocTaBeH-
HYKO ANS UCMNONb30BaHUS UMW BKIKOYEHUS B NPOAYKUMUKD.
Ecnn cobcTBEHHOCTL NOTPEOUTENA yTepsHa, NoBpeXaeHa
UNnu npusHaHa HenpurogHoW ANs  UCNONb30BaHUS,
noTpedbutenL AomkeH ObiTb 00 3TOM M3BeELLEeH, a 3anucu
OOMKHLI NoAaepXuBaTbCA B paboyeM cocTtosiHuu (4.2.4).
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[TpumeuyaHue— CobcmeeHHocmb nompebumerns
MoXem 8KrmoYyame 8 cebsi uHmernniekmyarnbHy0 cobcmeeH-
HOCMb

MpumedaHue— CobcmeeHHocmbi0 nompebumers
MoXxem Obimb UHMeERNekmyansHasa cobcmeeHHoCMbs Unu
KOHbUOeHUUarbHas UHhopMayust 0 COCMOSsIHUU e20 300085

7.5.5 CoxpaHeHue COOTBETCTBUA NPOAYKLUN

OpraHusauua OOMmMKHa  COXpaHsaTb  COOTBETCTBUE
npoayKUMN B XOoAe BHYTPEHHen obpaboTku u B npouecce
MOCTABKN K MECTy HasHayeHus. JTO COXpaHeHWe AOMKHO
BKNMaTb B cebsa  unaeHTU@UKauu,  norpy3o4Ho-
pasrpy3oyHble paboTbl, YNakoBKY, XpaHeHue W 3alluTy.
CoxpaHeHne AOIMKHO TakkKe NPUMEHATLCS U K COCTaBHbIM
4acTAaAM NPoAyKLMW

7.5.5 CoxpaHeHue COOTBETCTBUA NPOAYKLIMMW

OpzaaHu3sayusi 0o/DKHa pas3pabamebieamb OOKYMEHMU-
poBaHHbIe npouedypbl unu paboyue UHCMPYKUUU o
COXpPaHEHUI0 coomeemecmaeaus nMpodyKyuU YycmaHOBTeHHbIM
mpebosaHuUsIM NPpU OCYWEeCcmeIeHUU MmMeXHOI02UYeCKUX
rpoyecco8 8Hympu opaaHusayuu u 0ocmaske npooyKuyuU K
Mecmy Ha3HadYeHUs.

CoxpaHeHne COOTBETCTBUA AOIMKHO BKMKOYaTh B cebs
NOEHTUMPUKALUIKD,  NOrpy3oyHO-pasrpy3odHble  paboThl,
YNaKoBKy, XpaHeHue 1 3awmty. CoxpaHeHue AOSMKHO Takke
NMPUMEHSTLCA U K COCTaBHbIM YacTAM NPOAYKLUUN.

OpzaaHu3ayusi O00J/DKHa pa3pabomambs OOKyYMeHmMu-
posaHHbie npoyedypb! unu paboyue UHCMPYKUUU 10
ynpaeneHuro npooykuuell ¢ 02PaHUYEHHBIM CPOKOM
xXpaHeHuss nubo npodykyuel, mpebyrowel cneyuaribHbIX
ycnosull xpaHeHus. Takue cneyuarbHbie YCroeuUst XpaHeHUs
O0JTKHbBI peaucmpupoeambscsi U bbimb yrpasnsieMbiMUu

7.6 YnpaBneHue yCTpOMCTBaMM AN MOHUTOPUHIa
U3MEepPeHUM

OpraHuzauma OOMmKHa onpeaenuTtb MOHUTOPUHT W
N3MEPEHUS, KOTOpblE NMPEACTOUT OCYLLECTBMATb, a TakxXe
YCTPOMCTBA ANt MOHUTOPUHra U U3MepeHusi, HeobxoanMeble
ans obecnevyeHus CBUAETENLCTBA COOTBETCTBUA NMPOAYKLUM
YCTaHOBNEeHHbIM TpeboBaHuaM (7.2.1).

OpraHm3aumsa AomkHa paspaboTaTh npouecchl Ans
noaATBEPXAEHUA TOro, 4To Cnoco® MOHUTOpPUHra W0
N3MepPeHNa COBMECTUM C TpeboBaHUAMU K MOHUTOPUHIY U
N3MEPEHUAM.

Tam, raoe HeobxoaguMmo obecneumBaTb WMeEKOLLME
3aKOHHYKO CWNy pe3ynbTathl, U3MepuTenbHoe obopyao-
BaHWe AOMKHO ObITb:

a) OoTKanuMdbpoBaHO W MOBEPEHO B YCTAHOBMEHHbLIE
nepvoabl UNU nepen ero npuMeHeHWeMm no obpasLoBbIM
aTanoHam, nepeaavLlumMm pasMepbl eAUHNUL, B CPpaBHEHUN C
MEXAYHaApOaAHbIMU UNU HaUMOHanNbHLIMU 3TanoHamu. MNpw
OTCYTCTBUM TaKUX 3TanoHoB Oasa, ucnonb3oBaHHas Ans
KanmbpoBKU U1 NOBEPKKU, ACMKHa ObITb 3aperMcTpMpoBaHa;

6) oTperynupoBaHO UMM NOBTOPHO OTPErynMpoBaHo Mno
Mepe HeobxoaAUMOCTM;

B) UASHTUPULMPOBAHO C LleNbK YCTAaHOBNEHUA cTaTyca
KannbpoBKMU;

) 3alyuleHO OT perynvpoBOK, KOTopble caenanu Obl
HeaeUCTBUTENBHLIMU pe3ynbTaTbl U3MepeHus;

0) 3aluleHo OT  noBpeXAeHus
COCTOSSHUS B Xoge  obOpalyeHwus,
obcrny>XuBaHua U XpaHeHus.

KpoMe TOro, opraHmsauusi OofmMKHa OLUEeHUTb U 3ape-
MCTPUPOBaTh MPAaBOMOYHOCTb NpeabiaylnX pes3ynbTaToB
N3aMepeHus, ecnn oBHapyxeHo, 4yTo obopyaoBaHME He
COOTBETCTBYET TpeboBaHusM. OpraHuMzaums [OO0MKHa
npeanpuHATL COOTBETCTBYKLLEE AESACTBUE B OTHOLUEHWUM
Takoro obopygoBaHMa U nOON U3MEpPEeHHON NpPoayKLUUN.
3anucu pesynbTaToB KanubpoBKU W MOBEPKU OOMKHGI
noaaepXueatbCca B paboyeM coctosiHum (4.2.4).

N yXygLeHus

TeXHUYECKOIo
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7.6 YnpaBneHue ycTpoUCTBaMM AN MOHUTOPUHIa
M3MEepPeHUM

OpraHum3zauma [orfmkHa onpeaenuTb MOHUTOPUHT W
N3MEPEHNS, KOTOpble MPeaCTOUT OCYLLECTBMNATb, a Takke
YCTPOWCTBA AN MOHUTOPUHra 1 namepeHusi, Heobxoanmbie
ans obecneyeHus cBNAETENLCTBA COOTBETCTBUS NMPOAYKLUA
yCTaHOBNEeHHbIM TpeboBaHuaM (7.2.1).

OpzaaHu3ayuss 0o/mKHa pa3pabomamb OOKYMeHmMUpPO-
8aHHbIe npouedypb! obecrnedeHus1 npPoeeoeHUsT MOHU-
mopuHaa U U3MepeHuli 8 coomeemcmeuu € YCMmaHo8-
JTIeHHbIMU mpebosaHusIMU.

Tam, rae HeobxoguMmo obecneumBaTb WMeEKOLLME
3aKOHHYIO CWny pes3ynbTatbl, U3MepuTenoHoe obopyao-
BaHWEe AOMKHO ObITb:

a) oTKannmbpoBaHO W MOBEPEHO B YCTAHOBMEHHbIE
nepvoabl UNU nNepen ero npuMeHeHvem no obpasLoBbIM
aTanoHam, nepeaarvluMm pasmepbl eAUHUL B CpaBHEHUN C
MEXAYHapoaHbIMXA UNWU HaLMOHanNbHbLIMU 3TanoHamu. MNpw
OTCYTCTBUM TaKUX 3TarnoHoB Oasa, ucnonb3oBaHHaa Ans
KanmbpoBKW N1 NOBEPKKU, AOMKHa ObITb 3aperMcTpMpoBaHa;

6) oTperynupoBaHO UNU NOBTOPHO OTPErynmMpoBaHo Mo
Mepe HeobXOaAUMOCTM;

B) UWAEHTUPULMNPOBAHO C LienbK YCTaHOBNEHUA cTaTyca
KannbpoBKMU;

) 3alyuLLEeHO OT pPerynMpoBOK, KOTOpble caenanu Obl
HeaAeUCTBUTENbHLIMU pe3ynbTaTbl U3MepeHus;

0) 3alueHo OT  NOBPEXAeHUS
COCTOSHUS B Xoge  obpalyeHwus,
obcnyXuBaHUA U XpaHEHUS.

KpoMe TOro, opraHmaauus OoOfTKHa OLEeHUTb U 3ape-
rMCTPUpOBaTh NPABOMOYHOCTb NpeablaylmnX pe3ynbTaToB
N3MepeHusa, ecnu obHapyxeHo, 4To obopyaoBaHue He
COOTBETCTBYET TpeboBaHusM. OpraHuM3zaums [OO0MMKHAa
npeanpuHATL COOTBETCTBYKLLEE AENCTBME B OTHOLLUEHUW
Takoro obopygoBaHuMsa U nOOON UM3MEepeHHON NpPoayKLUUN.
3anucu pes3ynbTaTtoB KanubpoBKM U NOBEPKU [OOMMKHbI
nogaepXuBatbCa B paboyeM coctosiHum (4.2.4).

N yXygLeHus

TeXHUYECKOIo
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Ecnn npy MOHUTOPUHIE U U3MEPEHUN YCTAHOBMEHHbIX
TpeboBaHUA UCNOMNb3YKT KOMMNbKTEPHbLIE MNPOrpaMMHbIS
cpeacTea, WX CrnocobHOCTL YAOBNETBOPATL Npeano-
naraeMoMy NpUMEHeHUKD AoMKHa ObITh NoATBEPXAEHA. OTO
OOMKHO ObITb OCYLLECTBNEHO A0 Hayana NpUMEHEHUs W
NOBTOPHO NOATBEPXKAEHO NO Mepe HeobxoauMocTu (7.5.2).

MpumMmevyaHune—CM [6] ana pykoBoaAcTBa K
OEeUCTBUKD

Ecnn npy MOHUTOPUHIE U U3MEPEHUN YCTAHOBMNEHHbIX
TpeboBaHMA UCNOMNBL3YKT KOMMbKTEPHbLIE MNporpaMMHbIe
cpeacTea, WX CrnocobHOCTL YAOBNETBOPATL Npeano-
naraeMomMmy NpUMeHeHUKO AoMKHa ObITh NoATBEPXAEHA. JTO
OOMKHO ObITb OCYLUECTBNEHO A0 Hayana nNpUMEHEHUs W
NOBTOPHO NOATBEPXKAEHO N0 Mepe HeobXxoaANMOCTH

[1Tp umeuyuaHUue—CM pykogoosuue yKasaHus

g [6]

8 UamepeHue, aHanNU3 U ynydlleHue
8.1 O6wume nonoxeHun

OpraHusauus [ofmKHa nnaHMpoBaTb U NPUMEHATH
npoueccbl MOHUTOPUHra, W3MEpPEHWUsa, aHanusa W
ynyJlieHus, HeobxoaumMble Ans:

a) AEMOHCTpaLUU COOTBETCTBUA NPOAYKLIUW;

6) obecneyeHUs COOTBETCTBUA CUCTEMbI MEHEMKMEHTA
Ka4yecTBa;

C) NOCTOAHHOIO NOBbLILLEHUA
CUCTEMbI MEHE)KMEHTA KauyeCTBa.

OTO AOOMKHO BKMK4YaTb onpeaeneHne npUMeHUMbIX
METOAOB, B TOM 4YUCNEe CTaTUCTUYecKuX, u obnactb uXx
MCNONbL30BaHUSA

pe3yNbTaTUBHOCTU

8 WUamepeHue (OueHKa), aHaNU3 U ynydllieHue
8.1 Obwue nonoxeHun

OpraHusauuss OOMKHa nMnaHMpoBaTb U NPUMEHATH
npoLeccbl MOHUTOPUHra, N3MepeHua (OLEeHKW), aHanu3a wu
yny4lleHuns, HeobxoaumMble Ans:

a) OeMOHCTpaLUU COOTBETCTBUA NPOAYKLIUW;

6) obecneyeHnsa COOTBETCTBUA CUCTEMbl MEHEXKMEHTA
Ka4yecTBa;

c) nooodepxaHusi  pe3ybmamueHoCcmu
MEeHeO)XXMeHmMa Kadyecmaa.

OTO [JOMMKHO BKMNKYaTh onpeaeneHne npuMeHsieMbiX
METOAOB, B TOM 4UCMNEe CTaTUCTUYEeCKUX, U obnactb UX
NCMONMb30BaHUA.

[1pumedyyaHUue—HayuoHanbHblie UNMU peauo-
HallbHble HOPMamueHble OOKYMEHMbI Mo2ym colepxames
mpebogaHus K pa3pabomke  OOKYMEHMUPOBAHHbLIX
npoyedyp Or1s1 BHEOPEeHUsT cmamucmuyYecKkux Memodos U
yrpaesieHUs1 Ux rnpuUMeHeHUemM.

[TpnumHbl pasnuyunin: nyHKT 8.1 MCO 13485:2003 oTpa-
XaeT TpedboBaHMAa OeNCTBYIOLNX B MUPE HOPMATUBHBLIX [0-
KYMEHTOB U obrnerdyaeT BCEMUPHYIKD rapMOHU3aLUI HOBbIX
TpeboBaHW, YCTAHOBMNEHHLIX K MEeAWULUHCKAM W3OENUsM.
Odencteyowme HopMaTUBHbIE AOKYMEHTbl HanpaBneHbl Ha
TO, YTOObI NPUMEHEHUE PE3YNLTATUBHON CUCTEMbI MEHEK-
MEHTa KayecTBa obecneuymBano NnpomsBoacTBO He3onacHO
N apheKTUBHO (PYHKLUMOHUPYIOLLEN npoayKuuK, a He Ha

cucmemsbl

NOCTOAHHOE  COBEpLUEeHCTBOBaHWE CaMOM  CUCTEMBLI
MeHeIKMeHTa Ka4yecTBa

8.2 MOHMUTOPMUHI U U3MEpPEHUE 8.2 MOHUTOPMUHI U U3MmepeHue (OLueHKa)

8.2.1 YpoBneTBOpeHHOCTbL NoTpeduTtenen 8.2.1 ObpamHas cesi3b

OpraHusauma  gomkHa  NpoOBOAUTbL  MOHWUTOPWHI B kadecmee O00OHO20 U3 crnocobo8  OUEHKU

NHOpMaLIMK, KacarwLLencs BOCHPUATUMA noTpebutensamm
COOTBETCTBMA OpraHu3auum TpedboBaHuaM noTpebutenen,
KaKk OAHOro n3 crnocoboB wunaMepeHus paboTbl CUCTEMBI
MEHeIXXMeHTa KadectBa. [JOmKHbl ObITb YCTaHOBMNEHLI
METOAbl NONyYeHUsa U UCNONb30BaHUA 3TOU UHGOpMaLUK

OYHKUUOHUPOBAHUST cucmeMbl MEHEeOXMeHma Kadecmea
opz2aHu3ayusi O0J/DKHa npoeoouUmb MOHUMOPUH2 UHGOP-
Mayuu, omHocsauwelcs K yOoernemeopeHUo opaarusayuel
mpeboegaHuli nompebumerisi.

JOomkHbl ObIThb YCTaHOBNEHbI MeTOoAbl MOMydYeHusa W
MCNONb30BaHUA 3TON MHOpMaLUK.

OpzaaHuzayusi 0o/mkHa paspabomamb OOKYMeHmMUpPO-
8aHHY0 npoyedypy no cucmeme obpamrHol ceasu (7.2.3,
nepeyucrieHue C) ¢ Yerbko rnosiyderust paHHe20 npedynpex-
OeHus o npobnemax 8 obrnacmu Kkadecmea U 88e0eHUS 8
nPoUEeCChl  KOPPEKMUPYOLWUX U  npeodynpexoariyux
Odelicmauli (8.5.2 u 8.5.3).

Ecnu HalUoHalbHbIE unu peauoHaribHbIe
HopMamueHblie O0KyYMeHmMb! mpebyrom om opzaaHu3ayuu
HaKonfeHuss Oofnblima Ha OCHOoBaHuUU  UHGopMayuu,
noslydeHHoU nocne npoodaxu MeOUUUHCKo20 U30enus,
aHarnu3 makoao ofnbkima MoXem cmamb YacmbiO CUCMEMb]
obpamHou censu (8.5.1).
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[lpU4MHa pasnMuMn: MNoHATUA «yOOBNETBOPEHHOCTL
noTpedutenen» U «BocnpvaTUe NOTpedbutenaMmm» CNULLIKOM
CyObEKTUBHBI AN BBEAEHUA UX B HOPMATUBHbLIE AOKYMEHTHI
B KauyeCTBe yCTaHOBNeHHOro tTpeboBaHusa. MoanyHkT 8.2.1
NCO 13485:2003 oTtpaxaeT TpeboBaHUs AEUCTBYKOLLMX B
MUpE HOPMAaTUBHLIX JOKYMEHTOB U 0bneryaeT BCEMUPHYKO
rapMoHU3auu0 HOBbIX TpeboBaHU, YCTAHOBMEHHbLIX K
MeAULIMHCKUM N30ennuam

8.2.2 BHyTpeHHMe ayauUTbl (NpOBepKn)

MMpumeyaHue—Cm [/]— pykogoOcmeo 110
ayoumy.

[MognyHkT 8.2.2 WUCO 13485:2003 ayTeHTUueH
noanyHkTy 8.2.2 [3], 3a UCKMKYEHNEM BbILLEYNOMSAHYTOO
npuMeYvyaHus]

OpraHms3auusa OOMKHa OCYLUeCTBNATL MOHUTOPUMHI W
N3MEPATb XapaKTepUCTUKA NPOAYKLMU C LIENbK NPOBEPKU
cobnogeHna TpeboBaHUM K NpoaykKUMKM. 3TO AOSMKHO
OCYLLECTBNATLCA HA COOTBETCTBYKOLLUMX CTaaMsAX npouecca
)XW3HEHHOTO LIMKNa NpoayKL MU COrnacHoO 3annaHNpoBaHHbIM
MeponpuaTuam (7.1).

CBunaetensCTBa COOTBETCTBUA KPUTEPUAM MNPUEMKU
NOMKHbI NOAAepXXUBaThCA B paboyemM coCTosiHUM. 3anucu
OOMKHbI yKasbiBaTb NUUO (a), caHKUWOHMpoOBaBLUee (ue)
BbINYCK Npoaykuumn (4.2.4).

Ho 3aBeplLueHUa BCceX 3aniiaHUpoBaHHbLIX MeponpUAaTUA
(7.1) BbINyCK NpoAyKUMW WU npeaocTaBneHWe ycnyru He
OOMKHbI OCYLLUEeCTBNATLCA, €CNU MHOE He YTBEePXKAEHO
COOTBETCTBYWOLUM  YMOMHOMOYEHHLIM WNW, rde 3TOo
NMPUMEHUMO, NoTpebuTenem

— 8.2.3 MOHMTOPMHI W u3MepeHue (oueHka)
npoLeccoB
[MoanyHkT 8.2.3 WNCO 13485:2003 ayteHTU4eH
noanyHKTy 8.2.3 [3]
8.2.4 MOHMTOPMUHI U U3MepeHUEe NPOAYKLIUN 8.2.4 MOHWUTOPMUHr n u3MepeHue (oueHKa)
npoAYKUUMK

8.2.4.1 Obwue mpebosaHus

Opearuszayus OO/DKHa poeooumMs MOHUMOPUH2 U
UBMEPEHUE  Xapakmepucmuk npooykuyuu C  UENbio
gepuchukayuu coomeemcemaeus ycmaHoesneHHbIM mpebosa-
HusM. MoHumopuHz U U3MEpPEeHUe XapaKmepucmuk
npoodyKyuu OO/KHbI bbimb npogedeHbl Ha coomeem-
cmeyruwux cmadusix rpoyecco8 XU3HEeHHO20 YuKna
npodykyuu u 8 coomeemcmeuu C 3aniaHupo8aHHbIMU

meponpusmuamu (7.1) u OOKyMeHmMUPOBaHHbLIMU rpoue-
oypamu (7.5.1.1).

CBunagetennbCTBa COOTBETCTBUA KPUTEPUAM MNPUEMKU
AOMKHbI NoaaepXXuBaThCs B paboyeM COCTOsIHUU. 3anucu
OOMKHbI yKasbiBaTb NUUo (a), caHKUWOHMpoOBaBLUee (ue)
BbINYCK Npoaykuumn (4.2.4).

Beinyck npooykyuu U obcnyxueaHue He mMo2ym
ocywiecmernisimscCs 0o ycrnewHozao 3aeeplUieHUs
3annaxuposaHHeix meponpusmull (7.1).

8.2.4.2 CrnieyuanbHoe mpebogaHue OJI1 aKMUBHbIX

UMIMIaHmMupyeMbiX = MeOUUYUHCKUX  u3denuu u
UMIIJTAaHMUpyeMbiX MeQUUUHCKUX u3denuu
OpaaHu3ayus O0OJ/IKHa gecmu 3anucu 1o

uoeHmugbukayuu nepcoHana (4.2.4), npoeoosuiezo nwobsbie
8UOb!I KOHMPOJIa UNU ucrbimaHrul

8.3 YnpaBneHue HeCOOTBETCTBYHOLUEeU NpoayKLuuen

OpraHunzauus OOIMKHA obecneumBarb, 4YTOO b
NpoAYKLMS, KOTOpasli He COOTBETCTBYET TpeboBaHusM, bbina
naeHtTudomuupoBaHa W ynpaeBnsanack C UENb NpeaoT-

BpalleHN HenpegHaMepeHHOro  UCMNOoNb30BaHUA UMK
noctaBk. Cpeacresa ynpasBneHUs, COOTBETCTBYKOLLAS
OTBETCTBEHHOCTL U nonHoMouumas ans pabotel C
HEeCOOTBETCTBYIOLLEN npoaykumen OOMKHbI ObITh

onpegeneHbl B AOKYMEHTUPOBaHHOW npoueaype.

OpraHunzauus OOIMKHA pellaTb BONPOC C
HeCOOTBETCTBYOLLEen npoaykumen oaHUM U HeCKONbKUMI
crieayrLwmMm cnocodamu:
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8.3 YnpaBneHve HeCOOTBETCTBYHOLLEN NpoayKunen

OpraHunzauus NOIMKHa obecneuymBaTh, 4YTOOHLI
NpoAYyKUMS, KOTOpasli He COOTBETCTBYET TpeboBaHusM, bbina
naeHTUuLMposaHa W ynpasnsnacb C UenbK nNpeaoT-
BpalleHns HenpeaHaMEepeHHOro  UCMNONMb30BaHUS UMK
noctaBkn. Cpeacrtesa ynpaeneHUss, COOTBETCTBYKLLASN
OTBETCTBEHHOCTL W nNonHoMouMa ans  pabotbl C
HEeCOOTBETCTBYHOLLEN npoayKumnein OOMKHb ObITb
onpegeneHbl B AOKYMEHTUPOBaHHOWU npoueaype.

OpraHuzauus NOIMKHA pellaTb BOMNPOC C
HEeCOOTBETCTBYOLLEN npoaykumen ogHUM Ui HeCKONbKUMIA
crieayrLwmMm cnocodbamu:
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a) OCYLLeCTBNATbL [OENUCTBUS C Lenbl YCTpaHEeHUS
obHapyXeHHOro HeCOOTBETCTBUS;

6) caHKUMOHMpPOBATL €€ UCMNOMNb30BaHUE, BLIMYCK UMW
NPUEeMKyY, eCrin UMeeTCA paspelleHne Ha OTKNOHeHue OT
COOTBETCTBYIOLLErO MOMHOMOYHOIO opraHa Nnu
notpebutens, rae 3T0 NPUMEHUMO;

B) OCYLUECTBMNATbL ASUCTBUSA C LIENbK NpeaoTepalleHns
ee nepBOoHayanbHOro npegnonaraeMoro UCnonb30BaHUS
NN NPUMEHEHUS.

3anucn O XapakTtepe HeCOOTBETCTBMA WU  NMOObLIX
nocneaylwmMx npeanpuHATbIX  AeACTBUSIX,  BKIO4Yas
NONy4yeHHble paspelleHUss Ha OTKIIOHEHUs!, [AOSMKHbI
noaaepXxuBaTtbcs B paboyemM coctosiHum (4.2.4).

Korgpa HecoOTBETCTBYKOLLAA NPOAYKUWUS WCTNpaBreHa,
OHa AomkHa ObITb NOABEpPrHyTa NOBTOPHON BepudurKalum
ANA NOATBEPXAEHUA COOTBETCTBUA TpeboBaHUAM.

Ecnv HeCoOTBETCTBYIOLLAA NPOAYKLUUA BbIABNEHa nocne

NOCTaBKM WU Hayana WCnonb30BaHUA, oOpraHu3auus
OOJTKHa npegnpuHATL NEenCcTBUS, afeKBaTHble
nocneacTeuaM (MNKM  nNoTeHUWanNbHbLIM - NOCNEACTBUAM)
HECOOTBETCTBUSA

a) OCYLWeCTBNATL AEUCTBUS C LENbK YCTpaHEeHUs
0OHapy>XeHHOro HECOOTBETCTBUS;

6) caHkyuoHupoBamb MPUMEHEHUE, 8biNYyCK Unu
NPUEMKY nPoOOYyKyuU npu nofiydyeHuu pa3speweHust Ha
OMKITIOHEHUE Om ycmaHOB/TeHHbIX mpebosaHull;

B) OCYLUECTBMNATbL AEUCTBUSA C LIENbLK NpeaoTepalleHns
ee nepBoHayanbHOro npeanonaraeMoro UCNosib3oBaHUSA
NN NPUMEHEHUS.

OpeaHuszayuss  OOJ/DKHa  2apaHmuposamb,  4mo
Hecoomeemcemaeyrowjasa npooykyus byodem npuHsma npu
MONTY4EeHUU  paspewleHuUss Ha  OMKI/IOHEHuUe - om

ycmaHOo8eHHbIX mpeboe8aHuli monibKo 8 MOM criydae, ecru
3Mo OonycKkaemcs1 YCmaHOGMEeHHbIMU mpebosaHusMU.
3anucu 06 uteHmuchukayuu nuya (nuy), umeroweao (uUx)
MOJTHOMOYUST Ha 8bI0ady pa3pelieHull Ha OMKIIOHEHUe,
O0/KHbBI no0depxusamscs 8 pabodeMm cocmosiHuu (4.2.4).

3anucn O Xapaktepe HeCOOTBETCTBUA U  NMOObIX
nocrnegylwowmx npeanpuHATBLIX  OEUCTBUAX,  BKMKO4Yan
NpUeMKy npoaykuum noa  paspelleHue,  OOMKHbI

noaaepXXuBatbCa B pabouyeM coctosiHun (4.2.4).

Korpa HecoOTBETCTBYWLLAA NPOAYKUMA WCMpaBneHa,
OHa Jo/mKHa ObITb NOABEPrHyTa NOBTOPHOW BepuduKalun
ONA NOATBEPXAEHUS COOTBETCTBUA TpeboBaHUAM.

Ecnun HeCOOTBETCTBYKOLLAA NPOAYKLUA BbiABNEHa nocne

NOCTaBKM UMM Hadyana WuCcnonbL3oBaHWUA, OpraHu3auus
OOIMKHa npeanpuHATL NEenCTBUA, ageKBaTHbIe
nocneacTsusM (MNM  nNoTeHUWanbHbIM - NOCNEACTBUAM)
HEeCOOTBETCTBUA.

Ecnu npodykyus Hy)xx0aemcs 8 nepepabomke (0OUH unu
boree pa3s), opzarHuslayus obsizaHa OOKyMeHmupoeamses
npouecc nepepabomku 8 paboyeli UHCMPyYKUUU, Ha
Komopyio criedyem nonydumes oguyuanbHoOe paspelleHue
U 000BpeHUEe mak Xe, Kak U Ha nepeoHadarnsHyo paboyyio
uHcmpykyuro. [leped  nonydyeHuemM  ouyuanbHo20
paspeuweHuss U o0ocbpeHusi 00/MKHbI bbimb onpeodenieHs! U
dokyMeHmupoeaHs! (4.2.3 u 7.5.1) nobbie Hebrazonpusim-
Hble nocredcmaeus nepepabomku npooyKuuu

8.4 AHanu3 AaHHbLIX

OpraHvsauuva OomkHa onpegenutb, cobupath W
aHanuanpoBaTb COOTBETCTBYIOLLME NaHHble ans
AEeMOHCTPpaLUK NPUrogHOCTU U pe3ynbTaTUBHOCTU CUCTEMDI
MEHEMDKMEHTa KayecTBa, a TakKkKe OLEeHUBaAHMA, B KaKOW
obrnactTm MOXHO OCYLLUECTBMATbL MOCTOSIHHOE MOBbILLEHUE
PE3YNbTAaTUBHOCTU CUCTEMbI MEHEMKMEHTa KayecTsa.
[aHHble AOMKHLI BKNKOYaTbh UHGOPMAaLUUKD, NMOMYYEHHYK B
pe3ynbTate MOHUTOPUHIra U U3MEPEHNS TakKe U U3 apyrux
COOTBETCTBYHOLLUX MCTOYHUKOB.

AHanNnU3 gaHHbIX OOIMKEH NpeaocTaBnATbh MHOPMaLUIO
no:

a) yOoBneTBOPEHHOCTU noTpebutenen (8.2.1);
6) cooTBeTCTBUIO TPebOBaHMAM K Nnpoaykuun (7.2.1);

B) XapakTepucTukaMm WU TeHAeHUUsiM NpoLEeCcCOB W
npoayKuuu, BKNKOYan BO3MOXHOCTI npoBeaeHUN
npegynpexaaroLwmx AeCTBUMN;

8.4 AHanu3 AaHHbIX

OpzaaHuszayusi 00/DKHa pa3pabomams OOKyYMeHmMuU-
pOBaHHY0 npoueodypy ornpeodenieHus, cbopa u aHanusa
O0aHHbIX, Heobxo0uMbIX 05151 OeMOHCcmMpayuu pe3yfibmamue-
Hocmu cucmeMbl MEHeOXMeHma Kadecmea U €€
coomeemcemaeust YCmaHOBTEHHbIM mpeboBaHUsIM, a malkxe
07151 OUEHKU 803MOXXHOCMU MOBLILUEHUST ee pe3yfibmamue-
HoCcmu.

[daHHble A0MKHbLI BKNKYaTL MHPOPMALUKD, NONYYEHHYIO
B pe3ynbTaTe MOHUTOPUHra N UsSMepeHUs Takke 1 U3 gpyrux
COOTBETCTBYHLLNX UCTOYHUKOB.

AHann3 gaHHbIX JOIMKEH NpeaocTaBnATk UHOPMaLUIO
MNo:

a) obpamnol cesnsu (8.2.1);
6) cooTBeTcTBUIO TpeboBaHMAM K npoaykuum (7.2.1);

B) XapakTepucTukaMm W TeHAeHUUsiM MpoLecCoB W
npoayKuuu, BKNKOYan BO3MOXXHOCTI nposeaeHUN
npegynpexaaroLwmnx 0eCTBUN;
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) NoCTaBLUMKaM

) nocTaBLUUKaM.

3anucu pe3ynsmamo8 aHanu3a O0aHHbIX OOSDKHbI
rnooodepxxueamscs 8 pabouem cocmosiHuu (4.2.4)

8.5 YnyuweHue
8.5.1 lNocToAHHOE yNy4lleHue

OpraHusauus NOMKHa NOCTOAHHO NOBbLILLATb
pe3ynbTaTUBHOCTbL CUCTEMblI MEHEeMXXMEeHTa KayecTBa
nocpeaCcTBOM UCMONb30BaHUA MOMUTUKU U Lienen B obnactu
KayeCcTBa, pe3ynbTaTOB ayauToB, aHanu3a QdaHHbIX,
KOPPEKTUPYIOLLMX U Npeaynpexaarownx oencTBUN, a Takke
aHanu3a cO CTOPOHbI PYKOBOACTBA

8.5 YnyuyweHue
8.5.1 Obuwiue nmosnoxeHust

OpeaHu3zayusi 0osmKkHa udeHmuccbuyuposams U 8bI0S-
HamMb fiobbie UsMeHeHUs, Heobxoodumbie 051s1 obecrnedyeHust
U nodoepxxaHusi MOCMOSIHHO20 COOMBEeMmMCcMmeus ycma-
HOBJTeHHLIM mpeboe8aHusaM U pel3yfibmamugHocmu cucme-
Mbl MeHeOXMeHma Kadyecmea, UCMonb3ys nNoaumuKky 8
obniacmu Kayecmea, ycmaHaesnueas uesnu 8 amot obnacmu,
a makxe UcCrnonb3yss pesynbmambi ayoumoe, aHanusa
OaHHbIX,  KOpPpekmupyrowux u  npeoynpexoarowux
delicmeull u aHanusa co CmopPoHbLI pyKkogodcmaa.

OpeaHu3zayuss OOS/DKHa ycmaHo8uUmb OOKYMEHMUPO-
8aHHbLIE poyedypbl 8bINycKa U MPUMEHEHUsT TOsICHU-
mesnibHbIX  y8eOoMIIeHUL. Cniedyem obecnedums
803MOXXHOCMb [POBEOEHUsT makKux npouedyp 8 soboe
8peEMSI.

3anucu 06 usyderuu xanob nompebumernell OO/MKHbI
nodoepxxugamscsi 8 pabouyem cocmosiHuu (4.2.4). Ecnu 6
Xo0e maKko20 u3ydeHuss byoem ycmaHOBIEHO, 4Ymo
nosigrieHuro xanob nompebumenell criocobcmayem 6Hell-
HAs1 0essmeribHOCMbL Op2aHu3aluu, Mexoy 3auHmepeco8aH-
HbiMU Op2aHu3ayusMu cneodyem nposecmu obmeH
coomeemcemaeyrowel uHgopmayuel (4.1).

Ecnu no nwobol xanobe nompebumerns He npeonpuHs-
mbl  KOoppekmupyiowiue  u/unu  npedynpexoarwue
delcmeusi, npudury crnedyem obbsscHume (5.5.1) u
3apeaucmpuposams (4.2.4).

Ecnu asmoz2o mpebyrom  HayuoHalnbHble  UnU
PE2UOHalbHbIE HOPMamueHble OOKYMEeHMbI, opaaHu3ayus
Jo/mkHa paspabomamb OOKYMEHMUPOBAHHbLIE NPoyeodypbl
yBEOOMITEHUST Pe2yrTupyroWUx opa2aHo8 0 mex UHYuoeHmax,
KOMOpbIe COOMEemecmayom KpumepusiM K omy4yemHocmu.

[MpuymHa pasnuuuin: noanyHkT 8.5.1 NCO 13485:2003
oTpaxaeT TpeboBaHMA AESUCTBYIOLLMX B MUPE HOPMATUBHBLIX
NOKYMEHTOB 1 obneryaeTt BCEMUPHYKO rapMOHU3aLUI0 HOBbIX
TpeboBaHUA, YCTAHOBMNEHHbLIX K MEAULMHCKUM W3AENUAM.
[TOCTOAHHOE COBEPLLEHCTBOBAHUE CUCTEMbI MEHEMKMEHTA
KayeCcTBa He ABNSAETCA LUEenbl AEeNCTBYIOLLUX HOPMATUBHbIX
NOKYMEHTORB

8.5.2 KoppekTupyroLime 0eUMCTBUA

OpraHuMsauusa OomKHa npeanpuHUMaTbh KOPPEKTUPYIO-
e AencTBua C Lenbl ycTpaHeHUAa NpUYUH HEeCOOTBET-
CTBUW ANA npeaynpeXxaeHusa NOBTOPHOro X BO3HUKHOBEHUS.
KoppektupyrwLwine AenctBuUS AOMKHblI ObITb ageKkBaTHLIMU
nocneacTBUAM BbIiBNEHHbLIX HECOOTBETCTBUN.

OomkHa ©ObITb paspaboTtaHa AOKYMEHTMPOBaHHaS
npoueaypa ansa onpegeneHns TpedoBaHUN K:

a) aHanusy HecooTBEeTCTBUM  (BKMYas  xanobbl
noTpebutenen);

6) ycTaHOBMNEHWUIO NMPUYNH HECOOTBETCTBUN;

B) OLEHUBAHUK HeobxoaAuMOCTM AencTBUN, YTOOLI

n3dexarb NOBTOPEHUA HECOOTBETCTBUN;
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8.5.2 KoppekTupyroLiue 0eUMCTBUA

OpraHusauusa AOofmKHa npeanpuHUMaTbh KOPPEKTUPYHO-
e OencTBUA C Lenbi yCcTpaHeHUsa NpUYuH HEeCOOTBET-
CTBUW ANA npeaynpeXaeHusa NOBTOPHOro X BO3HUKHOBEHUS.
KoppekTupyrwwime AenCTBUA AOMKHblI ObITb ageKkBaTHLIMU
nocneacTBUAM BbIABNEHHLIX HECOOTBETCTBUN.

NomkHa 6biTb paspaboTtaHa AOOKYMEHTUpPOBAHHAaS
npoueaypa ans onpeaeneHvsa TpeboBaHUA K:

a) aHanuv3sy HecoOoTBETCTBUM  (BKMYaa  Xanobbl
noTpedurenen);

6) ycTaHOBNEHWIO NMPUYNH HECOOTBETCTBUN;

B) OLlEHUBAHUK HeOoOXOAUMMOCTU AeNCTBUN, YTOOLI

n3dbexarb NOBTOPEHUA HECOOTBETCTBUMN;
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r) onpeaeneHud W OCYLLEeCTBNEHUK HeobxXxoauMbIX
NEeACTBUNA;

) 3annucaM pes3ynbTaToB MpeanpuHATLIX  ASUCTBUNA
(4.2.4);

€) aHanuay npeanpuHATBLIX KOPPEKTUPYILWUX AeNCTBUA

2) onpedersieHUr U  B8bIMOIHEHUID  HEeobXoOuMbiIX
delicmeull, eKknoyas, ecnu uyenecoobpasHo, obHoerneHue
dokymeHmauuu (4.2);

0) pesucmpayuu pesynsmamog Jiobbix paccrie-
dosarull u NpuHambIx mMep (4.2.4);

e) aHanusy nPeonpuUHAMbIX
delicmeull U ux pesyfismamugHocmu

KOPPEeKMUpPYoUWUX

8.5.3 MNpeaynpexaawowe eUCTBUA

OpraHnzauus gofmkHa onpeaenuTb ASUCTBUS C LEenblo
yCTpaHeHUa npuunH NoTeHuuanbHbIX HECOOTBETCTBUU ANS
npegynpexageHna ux noseneHua. [lpeaynpexaawwue
NenCcTBUA AOOJTKHbI COOTBETCTBOBATbL BO3MOXXHbIM
nocneacTBMsM rnoTeHUuanbHbIX npobnem.

JomkHa ObiTb paspaboTtaHa AOKYMEHTUPOBaAHHAas
npoueaypa ana onpeaeneHnsa TpeboBaHun K;

a) yCTaHOBMNEHUK MNOTEHUManbHbLIX HECOOTBETCTBUA W
NX NPUYUH;

6) oueHuBaHWIO HEOOXOAMMOCTU AEUCTBUA C LEMbLIO
npegynpeXxaeHusa nosBneHUA HeCOOTBETCTBUMN;

B) onpedeneHU WU OCyLleCTBNEeHU HeobxoauMbIX
NEeACTBUNA;

) 3anUCAM pes3ynbTaTOB NPeanpuHATLIX OeACTBUN

(4.2.4);

0) aHanuay
NEenNCTBUA

npeanpuHATBLIX npeaynpexaarLmnx

8.5.3 lNpeaynpexaawowe AeMCTBURA

OpraHnzauuvs AofmKHa onpeaenuTb ASUCTBUS C Lienblo
yCTpaHeHUsa NpuunH NoTeHUuuanbHbIX HECOOTBETCTBUU ANS
npegynpexageHua ux noseneHus. [lpeaynpexaawowue
NenCTBUA OOJTKHbI COOTBETCTBOBATbL BO3MOXXHbIM
nocneacTBUsM NMoTeHUUanbHbIX npobnem.

domkHa O6biTb paspaboTtaHa AOOKYMEHTUPOBAHHAas
npoueaypa ana onpeaeneHnsa TpeboBaHun K;

a) yCTaHOBMNEHUK MNOTEHLUManNbHbLIX HECOOTBETCTBUA W
X NPUYUH;

6) oueHuBaHWIO HEoOXOAMMOCTU AEUCTBUA C LIEMLIO
npeaynpexaeHus nosBneHUA HeCOOTBETCTBUU,

B) onpedeneHUd WU OCyLleCTBNeHU HeobXoanuMbIX
NEeUCTBUNA;

2) peaucmpayuu pesynbmamos Jsobsix paccriedo-
8aHul U NpuHamsix Mep (4.2.4);

0) aHanusy  npeornpuHsImMbIX
delicmeull U ux pesyfismamugHocmu

npeoyripexoaroujux
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MpunoxeHue C
(obsi3aTennHoOe)

CBeaeHus 0 COOTBETCTBUM HaLUMOHAlbHbLIX CTaHOApPTOR
CCbINMOYHbLIM MeXAyHapoAHbIM CTaHAapTaMm

Tabnuya 1.1

O603Ha4eHMe U HAMMEHOBaHWE COOTBETCTBYIOLLIETO

OB6o03Ha4YeHue ccbiNoYHOro MeXxayHapogHoro ctraHgapTta
rocyqapcTBEHHOIO cTaHaapTa

NCO 9000:2000 [OCT P UCO 9000—2001 Cucrtembl MeHeIXMEeHTa
kadecTBa. OCHOBHbIE NMOMNOXEHUA U CroBapb
NCO 9001:2000 [OCT P NCO 9001—2001 CucTteMbl MEHEDKMEHTA
KayecTBa. TpeboBaHuA
NCO 9004:2000 [OCT P NCO 9004—2001 CucrteMbl MEHEMKMEHTA
KayecTBa. PekomeHaaumm no ynyylleHno AesTeNbLHOCTU

NCO 10012-1:1992 *
NCO 10012-2:1997 *

NCO 13485:1996 [OCT P 51536—99 Cucrtembl KayecTBa. M3nenusn

MeanuuHckue. CneuunanbHblie TpeboBaHMA no
npumeHeHuo NIOCT P NCO 9001—96

NCO 13488:1996 [OCT P 51537—99 CucrtemMmbl KauyecTBa. M3nenusn
MeanuuHckue. CneynanbHblie TpeboBaHMsA no

npumeHeHuno NOCT P NCO 9002—96

NCO 14001:1996 [OCT P NCO 14001—88 Cuctembl ynpaBneHus
OKpyXawLlen cpegon. TpeboBaHUA U pyYKOBOACTBO MO
MPUMEHEHUIO
MCO/TO 14969:1999 [OCT P 51538—99 Cucrtembl kauyecTtBa. N3aenun

MeauLluHckme. PykoBOACTBO MO NMPUMEHEHUK0
[OCT P 51536—99 n NOCT P 51537—89

NCO 14971:2000 [OCT P ACO 14971-1—89 MeauuunHckue nanenus.
YnpaeneHue puckoMm. Hactb 1. NpuMmeHeHWe aHanusa
pucka K MeAULMHCKUM n3genusm

NCO 19011:2002 [OCT P NCO 19011—2003 PykoBoasime ykazaHusi No
ayauTy CUCTEM MEHEPKMEHTa KayecTBa W/nnm cuctem
9KONOrnM4eCKoro MeHeAXKMeHTa

* COOTBETCTBYHOLLUA roCyaapCTBEHHbLIA CTaHAApT OTCYTCTBYET. [0 ero NpUHATUA PEKOMEHAYeTCA WUCNONb3OBaTh
nepeBod Ha PYCCKUMA A3bIK AaHHOrM0 MeXayHapoaHoro craHgapTta Unu rapMOHU3UPOBaHHbLIA C HUM HaLUOHalNbHbIN
(rocyaapCTBEHHbIN) CTaHAAPT CTPaHbl, HA TEPPUTOPUM KOTOPOW NPUMEHSETCA HacToAwMn ctaHaapT. MHdopmMaumsa o
Hanu4YuM nepesoga AaHHOro MeXayHapoaHoro ctaHgapTa B HauMoHanbHOM ¢ooHAe cTaHaapTOB UMM B MHOM MECTe, a
TaKke WHMOpMaUMA O AESUCTBUU Ha TEeppuUTOPUU CTPaHbl COOTBETCTBYKLLEro HalMOHanbHOro (rocyaapCTBEHHOrO)
cTaHAapTa MOXeT ObITb NpuBeaAeHa B HaLMOHanbHbIX MHROPMALMOHHBLIX AaHHbLIX, AONOMHAKLMX HAaCTOALLUA CTaHaapT.
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