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IIpemucoBUe

3apaun, OCHOBHblE NPUHLMMBI U NpaBuia NPOBEAEHMS PaboT Mo rocyapCTBEHHOW cTaHAapTU3auun B
Poccuiickonn depepaumnn yctaHoeneHnsl TOCT P 1.0—92 «ocypapcTBeHHas cuctema ctaHpgaptusauun Poc-
cuiickoint dPepepaummn. OcHoBHble nonoxenus» 1 TOCT P 1.2—92 «["ocynapcTBeHHas cuctema cTaHaapTmaa-
umn Poccuiickoit depepaumn. MNopsigok pa3paboTky rocyaapCTBEHHbIX CTaHAAPTOB»

CBepneHus o ctaHpapTe

1 NMOANOTOBJIEH 3akpbiThiM akuMoOHepHbIM obwectBoM «BHUMMM-BUTA» Ha oCHOBE COOCTBEHHOIO

ayTEHTUYHOrO NepeBoda CTaHaapTa, yka3aHHOro B NyHkTe 4

2 BHECEH TexHuyecknmM KOMUTETOM Mo cTaHgaptm3aumm TK 436 «YnpaBneHne ka4eCTBOM W COOTBET-
CTBYIOLLME ACNEKThbl AN MEONLNHCKMX U3OENNA»

3 YTBEPXIEH W BBEAEH B JEMCTBME MMpukasom denepanbHOro areHTCTsa No TEXHUHECKOMY
perynuposaHuio 1 metponormum ot 10 Hosbpsa 2004 r. N2 66-cT

4 HacTtoswmin cTangapT naoeHTnYeH mexayHapogHomy ctangapty MCO 13485:2003 «N3penuns mean-
uuHckme. Cucrtembl MeHemkmeHTa kadectBa. CucTeMHble TpebGoBaHMS O Leneil peryivpoBaHus»
ISO 13485:2003 «Medical devices — Quality management systems — System requirements for regulatory
purposes».

Mpn NpUMeHeHNN HACTOALErO CTaHO4apPTa PEKOMEHAYETCHA UCMOb30BATb BMECTO CCbITOYHbIX MeXayHa-
POOHbLIX CTAHOAPTOB COOTBETCTBYIOLLME UM HALUMOHAaNbHbIE CTaHAAPTbl, CBEAEHMS O KOTOPbIX MPUBEOEHLI B
OONOSIHUTENBHOM npunoxexHun C

5 B3AMEH I'OCT P 51536—99, NOCT P 51537—99

UH@opmaums o BBeaeHU B fericTBue (npeKkpaLLeHuv 4ecTBys) HacTosILLero cTaHaapTa nybvKy-

eTcs B ykazaresie «HaunoHasibHble cTaHAapThbl».

UH@opmaumsi 06 u3MeHeHUsIX K HaCTOsILLLEMY CTaHA4apTy rnybmkyeTcs B ykasatene «HaumoHasibHble
cTaHaapTbl», @ TEKCT U3MEHEHW — B MH(POPMAaLMOHHbIX yKa3aTesisix «HaumoHaibHble cTaHaapTbl».
B cny4aB nnepecmMmoTpa miv OTMEHbLI HACTOSILLIEro cTaHAapTa COOTBETCTBYoLas MHpopmMaums byaeTt
ony6iMkoBaHa B MHPOpMaLMOHHOM yka3aTtese «HaumnoHabHble cTaHaapThbl»

© UMK UspatensctBo cTtaHgaptos, 2004

Hactoawmii ctaHoapT He MOXeT ObiTb MOJSIHOCTBIO WM YaCTUYHO BOCMPOM3BELAEH, TUPAXUPOBaH U
pacnpocTpaHeH B ka4yecTse odpuumanbHOro nagaHus 6e3 paspelleHms GenepanbHOro areHTCTBa Mo TEXHUYEC-
KOMY PEryaMpoBaHnio 1 METPOOrm
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BeepexHune

MexayHapoaHbii ctaHgapt UCO 13485 nmoprotoeneH TexHuuseckum kommutetom NCO/TK 210 «Ynpas-
JIEHME KAYeCTBOM U COOTBETCTBYIOLLME aCNEKThl AN MEOULIMHCKUX U3OENNM».

HacTosiwee nsgaHmne otmeHsieT n 3ameHsieT [1] n [2]. OpraHm3aumm, KOTOpbIE B NMPOLLIOM MPUMEHSINN [2],
MOIYT MPUMEHSTb HACTOSALLMIA CTaHOAPT, UCKIIIOYMB HEKOTOpble TPeBOoBaHWS B COOTBETCTBUM C NMyHKTOM 1.2
HaCTOSALLLEero CTaHaapTa.

Hactosiwee nspanme MCO 13485 nmeeT HOBbIN TUTYSbHBIM IMCT U OoTpaxaeT TpeboBaHusa K obecnede-
HUIO KayecTBa Npoaykuun, TpeboBaHus NoTpebuTens 1 apyrme acnekTbl CUCTEMbl MEHELKMEHTA Ka4ecTBa.

OOLMe NonoXxXeHua

Hacroswuvi ctaHaapT onpegenset TpeboBaHusl K CUCTEME MEHEKMEHTA Ka4YeCTBa, KOTOPbIE MOryT
MPUMEHSITLCS] OPraHn3aumnedi rnpu NnPoeKTupPoBaHum, pa3paboTke, NPon3BOACTBE, MOHTaXe 1 00CYXNBaHNN
MEeANLIMHCKUX 3LESINIA, & TAKXE rpu MPOeKTUPOoBaHNM, Pas3paboTke 1 06ecreyeHny CBI3aHHbIX C HUMMU YCIIyr.

HacTtosimii cTaHAapT MOXET Takke rMpUMeHsITbCsl BHYTPEHHUMM Y BHELLIHVIMM 110 OTHOLLEHWIO K
opraHu3auny 3auHTePECOBaHHbLIMM CTOPOHAMMU, BKJ10HYas OpraHbl 1Mo cepTugukaumm, As1sl OLLEHKU Criocoo-
HOCTV OpraHu3aumnm yaoBAETBOPSITb TpeboBaHMs NnoTpebutess v TpeboBaHusl, yCTaHOBJIEHHbIE B COOT-
BETCTBUW C HOPMATUBHbLIMU JOKYMEHTaMU (asee — yCTaHOB/IEHHbIE TDEOOBAHMS).

NHdopmaumsi, 0603HaveHHas kak «[pumedaHne», SBNSETCA METOAMYECKMM YKa3aHWEM MO MOHUMaHMIO
WM Pa3bSICHEHNIO COOTBETCTBYIOLLEro TpeboBaHus.

TpeboBaHusi K CUCTEME MEHELXKMEHTA Ka4eCTBa, yCTaHOBJ/IEHHbIE B HACTOSILLEM CTaHAapTe, siBJis-
I0TCS AOMOJTHSIIOLLMMM MO OTHOLLEHMIO K TEXHUYECKMM TPEB60BaHUSIM K MPOAYKLNN.

Jna cospaHust cucTembl MEHeKMEHTa KayecTBa TpebyeTcs CTpaTerMyeckoe pelleHve opraHm3aumn. Ha
pa3paboTKy U BHEAPEHME CUCTEMbI MEHEKMEHTA Ka4YeCTBa OpraHn3aLmMn BIUSIOT U3MEHSIIOLLMECS NOTPeOHOCTH,
KOHKPETHbIE Lienu, Bbimyckaemasi NpoaykLms, MpyMeHsieMble MPOLLECCHI, pa3Mep 1 CTPYKTypa opraHm3aummn. Hacto-
SILLMIA CTaHOapPT He NpegnonaraeT eAnHoobpasmns B CTPYKTYPE CUCTEM MEHEKMEHTA Ka4yecTBa Ui [IOKYMEHTaLMK.

CywectByeT 60sbLLIOE Pa3HO0Opa3ne MeauLIMHCKNX N3LETNIA; HEKOTOPbIE YaCcTHbIe TPeOGOBaHUS
HacTosiLero ctaHaapTa rnpuMeHMbI TOJIbKO K TEM KaTEropUsiM MEANLMHCKUX U3AENI, OrnpeaesieHns
KOTOPbIX NpuBeaeHsbI B pasaese 3.

MpoueccHblii noaxon

Hacrosimnii ctaHaapT OCHOBbLIBAETCS HA MPOLLECCHOM MoAX04e K MEHEAXMEHTY KA4eCTBa.

Jliobas fesaTesibHOCTb, UMEIoLLasl BXOAbl v NpeobpasyioLLas ux B BbIXO4bl, MOXET pacCMaTpuBaThbCsl
Kak rpouecc.

Ans yernelHoro QyHKUMOHNPOBaHWSI OpraHn3aLvsi 4OIKHA ONpenesinTbe MHOXeCTBO B3aUMOCBSI3aH-
HbIX 1POLECCOB U Yrpas/iiTb UMU.

YacTto BbIxoh, 0HOro npotiecca obpa3yeT HermocpenCcTBEHHO BXOA, CNEAYIOLLErO.

lNpumMeHeHve B opraHn3aumm CUCTEMbI NMPOLLECCOB Hapsay C UX MAEHTUGUKAUMEN 1 B3aUMOLENCTBUEM,
a TaKkKe MeHeKMEHT NMpoLeCcCOoB, MOryT CHUTATLCH NMPOLLECCHBIM NOAXOA0M.

Cea3b ¢ MCO 9001

Hacroswumi ctaHaapT siBASI€TCS aBTOHOMHbIM, HO OCHOBbIBAETCS Ha [3].

TYHKTbI 1M NOANMYHKTBI HACTOSILLIErO CTaHaAapTa, TEKCT KOTOPbLIX aYTEHTUYEH TEKCTY [3], HabpaHsbl
npsiMbIM LUPUGTOM. TO, YTO OHU NPEACTaBJ/IEHbI B HEU3MEHHOM BUE, HALLI/IO OTPAaXeHWe B rPUIoXeHun B.

TekcT HacTosILero ctaHaapTa, He ayTeHTUYHBbIVE TeKCTY [3], win npeanoxeHue mnav ab3al, coaep-
Xalume Takowi TeKCT, HabpaHbl KypcuBom. CyTb 1 NPUYUHBI MIBMEHEHWI B TEKCTE yKa3aHbi B NPUIOXEHUN B.

Cea3bc UCO/TO 14969

[4] npeacTaBnseT coboi TeXHNYECKUI OTHET, coaepXalunii PyKoBOASILUNE YKa3aHusl M0 BHEAPEHMIO
HacrosiLero ctaHgaprTa.

CoBmeCcTMMOCTb C APpyrmmm cuctemamm MeHeg)xmeHTa

HacTosawmii ctaHaapT coxpaHsaeT cTpykTypy [3] 419 yaobcTea nosib30B8aTenesi MeauLmMHCKUMMN U3AeTNSIMU.

HacTosuwmii cTaHAapT He COAEPXNT creLmasibHbIX TDeGOoBaHWI K APYrMM CUCTEMAM MEHEIXMEHTA,
HarpuMep K 4HaCTHbIM CUCTEMaM MEeHEIXMEHTa OXPaHbl OKpYXaloLLeri cpessl, 6e30rnacHOCTY v rpogeccu-
OHaJIbHOr0 341PaBOOXPAHEHMS, a TaKXe PUHAHCOBOIr0 MEHEIKMEHTA.

OpHako HaCTOALLMI CTaHOAPT NMO3BOJNIIET OPraHM3aUuMn CorlacoBaTh WK MHTErpMPOBaTb CBOIO CODCT-
BEHHYIO CUCTEMY MEHEMKMEHTa KayecTBa C APYrMMuM CUCTEMaMWN MEHEMKMEHTa C COOTBETCTBYOLMMYN TPebo-
BaHMaMU. OpraHuszaums MOXET afanTMpoBaTh OEWCTBYIOLLYIO CUCTEMY (CUCTEMbl) MeHemXMeHTa ans
CO3[aHMsA CUCTEMbI MEHEMKMEHTA Ka4ecTBa, COOTBETCTBYIOLIEN TpeboBaHNAM HACTOSLLEro CTaHaapTa.

v
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HALMWOHANBbHBIN CTAHAOAPT POCCUMCKOW GEAEPALUMN

N3penna megnuyHckmne
CUCTEMbl MEHEO)KMEHTA KAYECTBA
CucTteMHble TpeboBaHUS OnS Uenen perynmpoBaHuns

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

[Jara BeegeHns — 2005—07—01

1 OOnacTb NnpMeHeHus

1.1 O6Lwume nonoxeHud

Hacroswmii ctaHgapT onpeaenseT TpeboBaHusi K CUCTEME MEHEAXMEHTA Ka4YeCTBa B CJ1yHasix,
Kor.ga opraHn3aumm Heo6xXoAMMO MPOAEMOHCTPUPOBATL CITIOCOBHOCTb MOCTaBJ/ISATb MEANLIMHCKNE N3AENS
M nNpenocTassisiTb CBSI3aHHOE C HUMM 0BC/IyX1BaHWe, oTBeyaroLllee TpeboBaHnsM rnotTpebutens v ycra-
HOBJIEHHbIM TPEOOBAHUSIM, TPUMEHUMbIM K 3TUM MELANLIMHCKUM U3LEJINSIM U COMYTCTBYIOLLIMM YCITyram.

Lenb HacTosiLero ctaHgapTa — COAeNCTBUE BHEAPEHUIO B CUCTEMbI MEHEAXKMEHTA KayecTBa
rapMOHU3NPOBAHHbIX YCTAHOBJIEHHbIX TPEOOBaHWI K MEeAWUMHCKUM u3genvsm. Hacroswumii ctaHaapT
BKJ/IIO4aET B cebsi HEKOTOPbIE crieymnasibHble TPeboBaHVs K MEANLIMHCKM U3AENSM, & TaKXKE UCKITIoYaeT
HekoTopble TpeboBaHus [3], KOTOpbIE HE SBJISIIOTCS YCTaHOBIEHHLIMW, B CBSI3U C YEM OpraHu3aumm, Ybm
CUCTEMbI MEHE)KMEHTA Ka4eCTBa OTBeYatoT TPeO0BaHMSIM HACTOSILLIEero cTaHAapTa, He MoryT 3asiB-
JISITb O COOTBETCTBUM [3], NoKa nx CUCTEMbI MEHELDKMEHTA Ka4YecTBa He ByAyT y40B/1ETBOPSITb BCEM
6e3 nckno4eHys TpeboBaHuamM [3] (CMm. Takxe npunoxeHne B).

1.2 TMpumeHeHwne

TpeboBaHuss HacTosILLEero cTaHaapTa PacrpoCTPAHSIOTCS Ha opraHu3aumnn, npeanararLme Ha
PbIHOK MEANLMHCKNE U3e/INs, He3aBUCUMO OT BUAA UV YUCSIEHHOCTU 3TUX OPraHn3aLmni.

Ecnv ycTaHoBEHHbIE TPEOOBAHMS MO3BOJISIFOT UCKITIOYNTL YIIpaBiIeHNE NPOEKTUPOBaHNEM v pa3pa-
60TKOV N3aenii(7.3), TO 3TO MOXET C/IYXUTb OCHOBAHNEM 17151 ICKJIHOYEHUSI COOTBETCTBYIOLLIMX TPEebO-
BaHWi N3 KOHKPETHOU CUCTEeMbI MEHEeIXMeEHTa kadecTtBa. B aTom cnydae a8 AaHHOU CUCTEMbI
MeHeXXMeEHTa kKa4ecTBa [0J1IXKHbl ObiTb CAEJ1aHbl a/lbTEPHATUBHbLIE rnorpasky. OTBETCTBEHHOCTL 3a
obecrieyeHvie COOTBETCTBUS UCKJTIOYEHWS YIPpaBEHUS NPOEKTHUPOBaHNEM v pa3paboTKov naaesnn Tpe-
60BaHNSIM HaCTOSILLIEro CTaHAapTa JIEXUT Ha camMovi opraHn3aummn [4.2.2, nepedncnerHne a) n 7.3].

Ecnn kakoe-nnbo TpeboBaHue (TpeboBaHs) pasaesna 7 HaCTOSILLEro CTaHAapTa Heslb3si IPUMEHUTL
BBuUAY CrieLnpuKn KOHKPETHOr O (KOHKPETHbIX) MEANLIMHCKOIrO naaesms (U3aenuni), Ha KoTopoe (KoTopslie)
pacripocTpaHseTcs cucteMa MeHeKMeHTa ka4ecTBa, TO OpraHn3aunv He ciaenyeT BK/IoYaTh Takoe
TpeboBaHne (TpeboBaHUs) B CBOIO CUCTEMY MEHEIXKMEHTa ka4ecTBa (4.2.2, nepeqncrieHe a).

OTBETCTBEHHOCTb 3a MPUMEHEHNE K MEANLMHCKOMY N3Aeaui0 (M3LE1IM) NPOLECCOB, COOTBETCT-
BYIOLLMIX TPEOOBaHWSIM HACTOSILLEr0 CTaHAapTa, HO KOTOPbIE HE OCYLLECTBJISIIOTCS OpraHu3aumnei, Hecet
KOHKpEeTHas opraHu3aLusi, 1 3To c/1e4yeT y4nUTbIBaTb B CUCTEME MEHEAXMEHTa Ka4eCcTBa 3TOM OpraHu-
3auuu (4.1, nepeducsieHve a).

B HacTosiLeM ctaHaapTe HeCKOJ/IbKO pa3 BCTPEYaroTCs NMOHATUS «€CJI COOTBETCTBYET» U «Koraa
COOTBETCTBYET». EC/ TpDEGOBaHMeE COAEPXKUT O4HO U3 ITUX MOHSITUIA, TO OHO CYUTAETCS «COOTBET-
CTBYIOLMM>», [10Ka OpraHu3auusi He npenocTaBuT [OKYMEHTUPOBAaHHOE 0OOCHOBaHWE HECOOTBETCTBUS
HacTosLemy ctTaHaapTy. TpbeboBaHue CHNTAETCS «COOTBETCTBYIOLLMM», €CJIN €0 BbINOJIHEHNE HEOOXO-
JUMO 1715 TOro, 4To0bl:

a) wsaenve yaoBeTBOPSIO0 yCTaHOBIEHHbIM TPeO0BaHUSIM U/WiN

6) opraHu3aumsi Mor/a BbIroJIHSITb KOPPEKTUPYIOLLME AeCTBUS.

M3naHve opuumansHoe
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2 HopmaTtuBHble CCbINIKU

B HacTosiLem cTaHaapTe UCrosib30BaHa CCbl/ika Ha C1eayoLLmni cTaHaapT:
NCO 9000—2000 Cuctembl MeHemxmeHTa kadectBa. (OCHOBHbIE [10JI0OXEHUST U  C/10Bapb
(1SO 9000:2000 Quality management systems — Fundamentals and vocabulary)

MpumMedaHune — [Mpn Nosb30BaHUM HACTOSLLMM CTaHOAPTOM LIENecoo0pasHO MPOBEpUTL ASVCTBME CCbUIOY-
HbX CTaHOAPTOB MO Ykasaresto «HalwioHarbHbie CTaHOaPTbI», COCTAB/IEHHOMY MO COCTOSHMIO Ha 1 iHBapA TEKYLLIEro roaa,
1 MO COOTBETCTBYIOLLWIM UH(OPMALMOHHLIM YKa3aTesisiM, OrybiIMKOBaHHBIM B TEKYLLIEM rofy. ECim cebinoyHbIN JOKyMeHT
3aMeHeH (M3MEHEH), TO NP MoJIB30BaHM HACTOSALLYIM CTaHOAPTOM CliedyeT PyKOBOACTBOBATLCH 3aMEHEHHBIM (M3MEHEH-
HbIM) CTAHAAPTOM. ECM CCbINOYHBIN JOKYMEHT OTMEHEH 0Ge3 3aMeHbI, TO MOSIoKEHNEe, B KOTOPOM [igHa CCbUIka Ha HEro,
NMPYMEHSETCS B YaCTW, He 3aTparviBaloLLEi 3Ty CChUTKY.

3 TepmMuHbI 1 onpeaeneHus

B HacTosLLeM CTaHaapTe NPUYMEHEHbl TEPMUHBI 1 onpeaenexHus B cooteetcteum ¢ MCO 9000, a Taicke
crnepylome TEPMUHbl C COOTBETCTBYIOLLMMU ONPEAENEHNSMN.

MNpuBeOeHHbIE HXXE TEPMUHBI, UCMOJIb3YEMbIE B HACTOSLLEM CTaHAAPTE AJ1 ONUCaHUS Lieny NOCTaBKW,
OblM M3MEHEHbI )15 OTPAXEHUS MPUMEHSEMOr0O B HACTOSILLIEE BPEMS ClloBaps TEPMUHOB:

NOCTaBLWMK — OpraHu3auus — notpedurenb

TepMuH «OpraHn3auuns» 3aMeHsieT TEPMUH «MOCTaBLLMK», ncrnonb3yemelin B8 MCO 9001:1996, n otHocuT-
CA K 06beKTy, B OTHOLLEHMN KOTOPOro NPUMEHSIETCS HACTOALWMIA cTaHaapT. Kpome Toro, TEPMUH «MOCTaBLUNK>
3aMEeHSIET TEPMUH «CyBnoapsaumK».

B TekcTe HacToswwero craHoapTa TEPMUH «MPOAYKLMS» MOXET 03Ha4aTbh TAKXKE «YyCIyry».

Tam, raoe TpebGoBaHMs onpeaeneHsbl Kak MPUMEHNMbIE K «MEeOVLMHCKUM U3OEeNnsaM», 3T xe TpeboBaHus
PaBHO3HAYHO MPUMEHMMbI U K CBA3AHHBIM C HUMW YCNyraMm, NPeaocTaBAsieMbIM TO Xe OpraHnu3aumen.

TepmMmyiHbI 1 OnpeseneHus, NOMELLEHHbLIE HUXE, CAeAyeT paccMaTpuBaTtb kak Hanbosiee obLyme,
MOCKOJIbKY TEPMUHbI Y ONPEAETIEHVIS], CYLLIECTBYIOLLUNE B HALIMOHA IbHBIX HOPMAaTUBHbIX JOKYMEHTax, MOryT
OT/INYATLCS OT HUX M ObITb PEeANnoYTUTE/IbHBIMMU.

3.1 akTUBHOE uMIIaHTUPyeMoe MeauLUHCKoe nsaenue (active implantable medical device): Ak-
TUBHOE MEANLMHCKOE u3genue, npeaHasHa4yeHHoe 4151 MOJTHOro Uiv 4aCTUYHOIrO BBEAEHUSI XUPYPIU4eCKUM
WIn gpyrum MeguLnHCKUM CriocoboM B Tes10 YesioBeka sinbo, nocpeacTBOM MEANLIMHCKOIrO BMELLATe 1bCT-
Ba, B @CTECTBEHHOE OTBEPCTUE M OCTAalOLLEECS TaM 10C/1€ BBEAEHMIS.

3.2 akTuBHOE MeauUMHCKOe nsgenue (active medical device): MeanumHckoe nsgenvie, a1s QyHkum-
OHMPOBAaHWS KOTOPOIro HEOOXOAMNM UCTOYHUK 3JIEKTPUYECKOU NN APY IO 3HEPT M, OTJIMYHOV OT SHEPI N,
rpon3BOAMMOL TEJIOM YEJ/10BEeKa UJIN CUITION TSXKECTU.

3.3 nosicuurenbHoOe yBegomsieHne (advisory notice): YsegomneHne, n3gaHHoe opraHn3aumnen-rno-
CTaBLUMKOM [10C/1€ MOCTaBK1 MEAULIMHCKOro U34EJMsl, coAepxXaLlee AOMNOJHUTETbHYIO MHPOPMALIIO U/
pekoMeHaaLmmy 0 TOM, Kakue KOPPEKTUPYIOLLME VIV NPeaynpexaaroLme 4eicTBys AOKHbI ObiTb peanpu-
HSIThI 1IPY:

- PUMEHEHUN MEANLIMHCKOIrO N34S,

- MoauguKaLnn MeaNLMHCKOrO N3Aens;

- BO3Bpare MeauLNHCKOro u34esns OpraHn3aLmmn-rnocTaBLUNKY;

- BbIXOZE U3 CTPOSI MEANLIMHCKOIrO U34EJINS.

lMpumeyaHne — NosicHUTEIbHOE YBEOMIIEHNE MOXET NoTPEO0BaTLCS A1 IPUBEAEHUS TPeb0oBaHWI K
MeANLMHCKOMY U3AENI0 B COOTBETCTBUE C HALMOHASTbHLIMU UV PETMOHAbHLIMY HOPMAaTUBHbLIMW JOKYMEHTaMU.

3.4 xanoba notpeburens (customer complaint): [lncbMeHHOE, 371IEKTPOHHOE MJI1 YCTHOE CO00LLe-
HWe 0 HegocTaTKax, CBSI3aHHbIX C UAEHTUYHOCTbIO, KA4E€CTBOM, CPOKOM CJ1yX0bl, HaeXHOCTbIo, 6e3onac-
HOCTbI0 NI PYHKLNOHNPOBaHNEM MEANLIMHCKOr0 U346/, BBEAEHHOI0 B 0bpaLleHme.

3.5 umnnanTupyemoe meguumuHckoe nsnenue (implantable medical device): MeanumHckoe niaenve,
npegHasHa4eHHoe AJ1s1 NOJIHOrO UM YaCTUYHOrO BBEAEHWS B TEJ10 YE/I0BEKA UV B ECTECTBEHHOE OTBEPC-
THe b0 4151 3aMeLLeHNS SNUTETNATTbHOU MOBEPXHOCTU UM TOBEPXHOCTY r/1a3a rnyTeM XUpypruyeckoro
BMeLuaTesibCTBa Ha cpok He meHee 30 aHel, KOTopoe MOXET ObITb yAa/leHO TOJIbKO M0CPELCTBOM
XVPYPrudeckoro nmbo Apyroro MeanumMHCKOro BMeLLaTesbCcTaa.

HpmmewaHl/le — 3710 oripenesieHne ripuMeHseTcs K UMriaHTpyembiM MeANLIMHCKUM N34eJ1NsSIM, OTJINY -
HbBIM OT aKTUBHbBIX UMITJIAHTUPYEeMbIX MEANLIMHCKUNX n3agennn.

3.6 mapkunposka (labelling): VIHpopmaLmsi B INCbMEHHOM, rneYaTHOM Uan rpa@u4eckori popme, HaHe-



FOCT P UCO 13485—2004

CEeHHas Ha meanLnHCcKoe nsaesine, tapy, yrnakoBKy njiv coripoBoxxaaroLass MeanLnHcKoe nsaesine v cBs3aHHas
cero l/l,quTl/l(Z)l/lKaL{l/leVI, TeXHN4eckKum orimcaHnem vl IpuMeHeHnemM, Ho He BKJIt04YeHHasi B CorpoBoanTesib-
Hble JOKYMEHTHI.

lNMpumeyaHne — B HEKOTOPbIX PErvuoHasIbHbIX U/ HALIMOHAIbHbIX HOPMaTUBHBIX JOKYMEHTax TePMUH
«MapPKUPOBKa» MHTePIPETUPYETCS KakK «MHMOPMaLMs, NpeaocTaB/isiemMasl U3roToBUTE/1IEM».

3.7 meamnumnHckue nagenns (n3genus) (medical devices): lNpnbopsbl, annaparbl, MIHCTPYMEHTHI,
YCTPOVICTBA, KOMI/IEKTbI, KOMITJIEKChI, CUCTEMbI C POrpPaMmMHbIMM cpeacTBamu, 06opyaoBaHue, npucro-
cobJieHus], NepeBsi304HbIE U LLIOBHbLIE CPEACTBA, CTOMATOJI0rMYyeckme matepmalsisl, Habopbl peareHTos,
KOHTPOJIbHbLIE MaTepuasibl N CTaHZapTHbIe 06pa3Lbl, U34S U3 MOSIMMEDPHbIX, PE3UHOBbLIX U MHbLIX MaTe-
praioB, NPUMeHsieMbIe B MEANLIMHCKMX LieJIIX 10 OTAESIbHOCTU WY B COYeTaHuU APYr C APYroM v npeaHa-
3Ha4YeHHbIEe N3roTOBUTESIEM AJIS:

- [POGUNaKTUKN, ANarHOCTUKU, Te4EeHNs 3a60J1eBaHWIA, MPOBEAEHNS MEAULIMHCKUX NPOLEAYP, ncce-
JA0BaHW MeANLMHCKOro xapakrepa, 3aMeHbl i Moangukauny YyacTel TeJsia YesioBeka, BOCCTaHOB/IEHUS
I KOMIeHcaumny HapyLUeHHbIX U YyTPa4YeHHbIX QU3N0JI0OrNYeCKuX QYHKUMIA, KOHTPOJISI Ha4 3a4aTnem;

- BO34eViCTBUSI Ha OPraHn3M 4es10Beka, rpuv KOTOPOM UX QYHKLUMOHA/IbHOE Ha3HadyeHne He peasingy-
eT1csl, HO MOXET NoA4EPXNBATLC XMMNYECKUM, papMakos10rnyeckmum, UMMYHOI0rN4eCKMM niim Mmetabosin-
4eCKUM B3anMOoeviCTBUEM C OPraHU3MOM YEJ10BEKA.

3.8 ctrepunbHoe meauuunHckoe nsgenue (sterile medical device): Kateropusi MEAULIMHCKNX N34T,
COOTBETCTBYIOLUNX TPEOOBAHWSIM K CTEPUIIbLHOCTH.

lMpumeyaHne — [ornyckaeTcsi TpeboBaH s K CTEPUIIbHOCTY MEANLIMHCKUX U346/l yCTaHaB/IMBaTh B
HaLMOHAJIbHBIX UJIM PErnoHasbHbIX HOPMATUBHbIX JOKYMEHTAX.

4 CucteMa MeHe)KMeHTa KayecTBa

4.1 OOwwme TpebGoBaHNs

OpraHuv3aums Ao/kHa pa3pabateiBaTb, JOKYMEHTUPOBaTh, BHEAPSITb U MNOAAEPXMNBaTb B paboyem
COCTOSIHUW CUCTEMY MEeHEeXKMEeHTa Ka4ecCcTBa, a Takxe rnoanepxmnBars ee pe3ysibTatTMBHOCTb B COOT-
BeTCTBUM C TPEBOBaHUSIMUN HACTOSILLEro cTaHaapTa.

Oprannzaups gonxHa:

a) onpenensitb NPOLECCHl, HEOOXOAUMbIE OJ1S CUCTEMbI MEHEeI)KMEHTa Ka4yecTBa, U MX NMPUMEHEHNE BO
BCen opraHunsaumu (1.2);

6) onpenensTb NocnenoBaTeNnbHOCTb U B3aMMOAENCTBUE 3TMX NPOLLECCOB;

B) onpenensaTb KpUTepum KU MeTodpl, Heobxoaumble Ans oOecrnevyeHus pes3ynbTaTMBHOCTU Kak Mpu
OCYLLECTB/IEHMM, TaK 1 MPW yrnpasieHNn 3TUMK NPOoLLECCaMMU;

r) obecrneynBaTtb HAIMYME PECYPCOB N MHDOPMALIMM, HEODOXOAMMBIX AJ15 NOAAEPXKN 3TUX MPOLECCOB U
X MOHUTOPWHIa;

L) OCYyLLEeCTBNSATb MOHUTOPVHI, N3MEPEHME N aHaNN3 3TUX NPOLECCOB;

€) BbIMNOJIHATb AEUCTBUS, HEOOX0ANMbIE 151 AOCTVXKEHUS 3ar1aHNpPOBaHHbIX Pe3yJ1bTaTOB U 1104-
AepxXaHus pe3ysibTaTUBHOCTU 9TUX MPOLECCOB.

OpraHu3aums [omkHa OCYLLECTBASTL MEHEIXKMEHT 3TMX MPOLECCOB B COOTBETCTBMM C TPebOoBaHMSMM
HaCTOsILLIEero cTaHgapTa.

Ecnn opraHm3aups peluaeT nepenarb CTOPOHHMM OpraHM3aumsM BbIMOSIHEHWME Kakoro-nMbo npouecca,
BIUSIIOLLLETO HA COOTBETCTBME NPOAYKLMM TpeOOBaHMSM, OHa A0MKHa 06ecrneyrBaTh CO CBOE CTOPOHbI KOHTPOSb
Takoro npouecca. YnpasneHne um O0mkHO ObiTb ONpeaenieHo B CUCTEME MeHemMKMeHTa kavectsa (8.5.1).

MpumMeyaHune— B npoLeccsl, HEOOXOOMMbIE [J1 CUCTEMbI MEHEMKMEHTA KayecTBa, CriedyeT BK/oYaTb
MPOLIECChI YMPABNEHYECKOM AEATENBEHOCTU PYKOBOACTBA, 0OECTIEYEHA PECYPCaMM, MPOLIECChI XXUSHEHHOMO LMKNA MPOAYK-
Ly 1 U3MEPEHS.

4.2 TpeOoBaHUe K OKYMEHTaLUU

4.2.1 O6LwMe NoNoXeHus

JOoKyMeHTaLmMsa CUCTEMbI MEHEMMXMEHTA KayecTBa AO/KHA BKIOYATh:

a) OOKYMEHTaNbHO O(POPMINEHHbLIE 3a9BNEHNA O MONUTUKE U LIenax B 00NacT KayecTsa;

6) PYKOBOACTBO MO KA4eCTBY;

B) JOKYMEHTUPOBAHHbIE NPOLLeaypPbl, TPEOYEMblE HACTOALLMM CTAHOAPTOM,;

r) JOKYMEHTbI, HeOOXOAMMbIe OpraHnsaummn ana obecnedyeHns dpdEeKTMBHOro NIaHNPOBaHWS, OCYLLIECT-
BIEHUS MPOLIECCOB U YNPaB/eHNs UMu;
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L) 3anvcu, Tpebyemble HACTOALWMM cTaHaapToMm (4.2.4);

B) Apyrve AOKYMEHTbI, yKa3aHHbIe B HALIMOHa IbHbIX NIV PErnOHaIbHbIX HOPMaTUBHbIX JOKYMEHTaXx.

Tawm, rge B HacTosiLeM cTaHaapTe yka3aHo, 4To TpeboBaHue, rnpoueaypa, kakas-ambo aesTesb-
HOCTb WM crieymnasibHOE MePOIPUSITUE [0JIKHbI ObITb «JOKYMEHTUPOBAaHbI», 10Apa3yMeBaEeTCsl, 4YTO 1X
Takxe caenyet BblMOJHATL U MOAAEePXUBaTL B paboyemM COCTOSTHUM.

Ans kaxaoro tuna niv Mogesiv MeAULIMHCKOIO U3AeJ1nsl OpraHn3anmsi 0JxKHa co34aTb v NoAaepXxu-
BaTb B paboyemM COCTOsIHUM ¢avisi, cogepxxaLLni v naeHTUOUUNPYIOLNIA TOKYMEHTbI, ONpeaessoLmne
crieunukaLmm Ha npoayKLUMio v TpeboBaHUsI K CUCTEME MeHeKMeHTa kadyecTBa (4.2.3). 3T JOKYMeHTbI
JOJIKHbI TAKXKe OrnpeaesisiTb MoJIHbIV MPOLECC M3roTOBIEHUS U, ECJ/IN HEOOX0AMMO, MOHTaxa v 00C1yXnBa-
HUSI MEAULIMHCKOr0 n3aesvsl.

MpumMedyaHuqa

1 CreneHb AOKYMEHTUPOBAHUS CYCTEMbI MEHEMKMEHTA KA4ECTBA OOHOM OPraHM3aLIM MOXET OTIINYATLCS OT APYron
B 3aB1CVMOCTM OT:

a) pasmepa opraHM3auMn 1 BUOa AEATENIbHOCTY;

6) CNOXHOCTU 1 B3aMOOEIACTBUSA MPOLIECCOB;

B) KOMIMETEHLMM NepcoHas1a.

2 [okymeHTaums MoxXeT BbiTb B JI000 hopmMe 1 Ha NtoBoM HocuTere.

4.2.2 PykoBOACTBO MO Ka4eCcTBY

OpraHu3aums gosixHa paspabaTsiBaTtb Y NOAAEPXMBATL B pabOYEM COCTOSIHUM PYKOBOACTBO MO Kayec-
By, codepxaltlee:

a) 06s1acTb NMPUMEHEHWNSI CUCTEMbI MEHEXKMEHTA Ka4YeCTBa, BK/ItoYasi noapo6HOCTH n 060CHOBaHME
JHOOBIX UCKITIOYEHWIA /W HENpuMeHeHns (1.2);

6) LOKYMEHTMPOBAHHbIE NPOLLeaypbl, paspaboTaHHbIe 151 CUCTEMbI MeHeO)KMEHTa Ka4yecTBa, Wi CCbll-
KM Ha HUX;

B) OnucaHve B3auMOLENCTBUS MPOLLECCOB CUCTEMbI MEHE)KMEHTA Ka4eCcTBa.

PyKkoBOACTBO 10 Ka4eCTBY AOJ/DKHO OrpeaesisiTb CTPYKTYPY IOKYMEHTOB, UCI0J/1b3YEeMbIX B CUCTEME
MeHeaXMeHTa Ka4ecTBa.

4.2.3 YnpaBneHue goKyMeHTauuen

JokymeHTaMy cucteMbl MEHEOXXMEHTa KayecTBa HeOOX0AMMO YNpaBnsTb. 3annucu — crneumanbHbI BUL,
[OKYMEHTOB, YU UMW Hafo YNpaensTe cornacHo TpeboBaHnsaM, NpuBeaeHHbIM B 4.2.4,

[ns onpeneneHns HeoGxoaMMbIX CPELCTB YrpaB/ieHns JosixHa ObiTb pa3dpaboTaHa AOKYMEHTUPOBaHHas
npouenypa, npenycMmarpreaoLLas:

a) npoBepKy v yTBepXaeHue JOKYMEHTOB Ha aekBaTHOCTb 40 VX BbIlyCcKa;

6) aHanu3 n akTyannsaumio, No Mepe HeoOBXOAMMOCTH, U NepeyTBepXaeHNe JOKYMEHTOB;

B) obecneyeHne naeHTUGUKaLMN N3MEHEHUIA 1 cTaTyca NepecMoTpa SOKYMEHTOB;

r) obecrneyeHre HannyMs COOTBETCTBYIOLLMX BEPCUIA LOKYMEHTOB B MECTaxX X MPUMEHEHWS;

L) obecreyeHne coxpaHeHns LOKYMEHTOB YETKUMU U NIETKO UOEHTUOULMPYEMBIMY;
e) obecneyeHne MAEHTUOUKALMN LOKYMEHTOB BHELLHErO NMPOUCXOXAEHMS U YPaBNEHNE UX paccChblike

X) NpefoTBpalleHne HernpegHamMepeHHOro UCMosb30BaHMSA YCTapeBLUMX OOKYMEHTOB W MNPUMEHEHue
COOTBETCTBYIOLLEN MAEHTUDMKALMN TakMX OKYMEHTOB, OCTaBAEHHbIX N1 KaknX-nnbo Lenen.

OpraHu3aums fo/xKHa o6ecriednBaThb aHaIn3 v yTBEPXAEHNE N3MEHEHUI B JOKYMEHTaxX JIMbO 0K
HOCTHbIM JIALIOM, YTBEPXAABLUVM MMePBOHAYaSIbHbIV JOKYMEHT, NGO APYryM CrieLmanbHO Ha3HaqeHHbIM
JOJDKHOCTHbBIM JINLIOM, UMEKOLLUUM AOCTYI K COOTBETCTBYIOLLEN MCXOAHOV MHGPOPpMaLmMn, Ha OCHOBaHU
KOTOPOW MNPUHUMAETCS PELLIEHNE.

OpraHusaumsi 4O/DKHA ONPEeAesisiTe Nepuos BPDEMEHU, B TEYEHNE KOTOPOro C/eAyeT XPaHUTb HE
MeHee OfIHOV KOnuun yCTapeBLLNX PETY/INPYIOLLMX JOKYMEHTOB. Ha aToT nepuos nosmxeH 6biTb obecrieveH
AOCTYyr K AOKYMEHTaM, B COOTBETCTBUN C KOTOPLIMU MEANLIMHCKOE mn3aesnme 6bl10 U3rotoBsIeHO u
MCrbITAHO, B TEYEHUE, 110 KpariHe Mepe, cpoka CyX0bl N3aesns, onpeneseHHoro opraHu3aumei, Ho He
MeHee cpoka XpaHeHys 060 NTOroBow 3anncu (4.2.4) niv cornacHo ycTaHOB/IEHHbIM TPEOOBaHUSIM.

4.2.4 YnpaBneHue 3anmcammn

3anuncu JoMmKHbI BECTUCH Y NOAAEPXMBATLCA B paboyemM COCTOSIHUM OJ1 NPEeAOCTaBIEHUS CBUOETENLCTB
COOTBETCTBMS TPEOOBAHUSIM M PE3YNLTATUBHOCTU DYHKLMOHUPOBAHUS CUCTEMbI MEHE)KMEHTA kadyecTBa. OHu
OOJDKHBI OCTaBaTbCs YETKUMW, JIErKo WUAEHTUOUMUMPYEMBIMU U BOCCTaHaBnvMBaeMbiMU. Hapo paspaboTatb
LOKYMEHTMPOBAHHYIO NMPOLEAYPY 415 ONpeneneHns CpeacTs yrnpaeneHus, TpedyemMbix Npu naeHTubmkaumm,
XpaHeHuu, 3alumTe, BOCCTaHOBNEHUMW, ONPESENIEHNN CPOKOB XPAHEHUS N N3bATUN 3arNCEN.

OpraHu3aums fomKHA XPaHUTb 3arncy B TeHEHWE, 10 KpariHei Mepe, cpoka ciyx06bl MeanUMHCKOro

4
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n3aesvis, ornpenesieHHoro OpFaHMSQHMEﬁ, HO He MeHee AByXxJieT C MOMEeHTa BbIrycKa n3fesivs OpFaHMSaL.{Vleﬁ
nin B COOTBETCTBNN C YCTAHOBJIEHHbLIMU TpGéOBaHI/IﬂMI/I.

5 OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 OGsi3aTenscTBa PyKOBOACTBA

BbicLee pykoBOACTBO OpraHn3aLmnm 40IKHO NoATBEePXAaTb CBOIO MPUBEPXXEHHOCTb pa3paboTke n
BHEZPEHWIO CUCTEMbI MEHEIXKMEHTa Ka4eCTBa, a TakxXe rnoAaepXaHuio ee pe3ysibTaTUBHOCTU MOCPEACT-
BOM:

a) moBedeHusa 00 CBEAEHUS OpraHM3aUun BaKHOCTU BbIMNOJIHEHMA TPEOOBaHMIA NOTPEOUTENs, a Takxe
3aKoHOAATeSIbHbIX 1 00A3aTesNbHbIX TPeOOoBaHWIA;

0) pa3paboTkM NONMUTUKM B 06NacTX Ka4ecTBa;

B) obecneyeHns pa3paboTku uenein B 06nacTi KayecTsa;

r) NPOBEAEHUs aHaNM3a CO CTOPOHbI PYKOBOACTBA;

n0) obecnedyeHns HEOOXOAMMbIMU PECYPCAMM.

lMpumeyaHne — B HacTosiLem cTaHaapTe yCTaHOBJIEHHbIE TPEOOBAaHWSI OrpaHNYEHbI TOJ1Ibko 6e3onac-
HOCTbIO Y QYHKLIMOHUPOBAHNEM KOHKPETHOIO MEANLIMHCKOIO U3AEJNS.

5.2 OpueHTauusa Ha noTpeduTens

BbicLiee pykoBoACTBO opraHn3aumm 40JIXHO 06ecreqdnBaTh OrpeaesIeHNE 1 BbINOJIHEHNE TPEOOBaHWIA
notpebutens (7.2.1n8.2.1)

5.3 MNMonuTtuka B 0651aCTN KayecTBa

Bbicliee pykoBOACTBO AOSIXKHO obecneumBath, 4To6bl MOAUTAKA B 061aCTU KavecTsa:

a) COOTBETCTBOBA/A LESIM OpraHn3aumm;

0) Bks1Io4a1a 0653aT€/1bCTBO COOTBETCTBOBAThL TPEOOBAHMNSIM CUCTEMbI MEHEAXMEHTa Ka4ecTBa
M noanepxmBatb ee pPesysbTaTUBHOCTb,

B) CO34aBasia OCHOBbI AN MOCTAHOBKU W aHanvaa uenein B 06nactn kaiecTsa;

r) 6bina goBedeHa A0 CBeAeHWs MepcoHasna opraHn3aumn 1 NOHATHa eMy;

[) aHanM3npoBanacb Ha NMOCTOSIHHYIO MPUrOAHOCTb.

5.4 MNnaHnpoBaHue

5.4.1 Uenun B oOnactu ka4yectsa

BhicLuee pykoBOACTBO OpraHM3aumm JomKHO obecneymsartb, YToOb! Lienv B 0651aCTV KayecTBa, BKIoYas
Te, KOTopble He0BX0AMMbI ANs BbINOJIHEHUS TPpeGOBaHWIA K Npoaykumn (7.1, nepeuncnexme a), 6bim ycTaHoB-
JIEHbl B COOTBETCTBYIOLLMX MOOPA3OENEHNSAX M HA COOTBETCTBYIOLUMX YPOBHSX. Llenn B obnactn kayectsa
OOMKHbI ObITb U3MEPUMBIMU 1 COTNTACYEMBIMU C NMOJIMTUKON B 0611aCTV KavecTsa.

5.4.2 MnaHupoBaHne CO3[aHNA U PAa3BUTUS CUCTEMbI MEHE)KMEHTa Ka4ecTBa

BhicLuee pykoBOLACTBO [0J/IXHO obecneynBaTh:

a) NnaHMpoBaHWE CO3OAHUS U Pa3BUTUS CUCTEMbI MEHEKMEHTA Ka4yecTBa /1S BbiNONHeHWs1 Tpebosa-
HUIA, NPUBEAEHHbIX B 4.1, a TaKKe ANs AOCTUXEHUS Lieneli B 00651acT Ka4ecTBa;

6) coxpaHeHue LEeNOCTHOCTN CUCTEMbI MEHEXKMEHTA Ka4ecTBa Npw MiaHMpoBaHUM U BHEAPEHUN B HEE
N3MEHEHWI.

5.5 OTBETCTBEHHOCTb, MNOJIHOMOYMS N 00MeH nHdpopmauven

5.5.1 OTBETCTBEHHOCTb U NMOJIHOMO4YUS

BhbicLee pykoBOACTBO OpraHn3aLmnm 4OJKHO 00ecrne4nBaTh:

orpenesneHne 0TBEeTCTBEHHOCTH U NOJIHOMOYMIA, KOTOPbIe HE0OX0ANMO AOKYMEHTUPOBATb, 1 0Be-
JAEHue nx 4o CBEAEHUS 1epCcoHasa opraHn3aumm;

B3anMOLENCTBNE N HE3aBUCUMOCTb 1ePCOHaNa, PyKOBOLSILLEro, BbilOJIHSIOLLEr0O Y BEPUGULMPYIOLLE-
ro paboTty ro obecrnedYyeHunio Ka4ecTBa, v OrpeaesisiTe NOJIHOMOYUSI, HEOOXOANMbIE /151 BbIMOJIHEHUSI 9TUX
3anaadu. !

Ocoboe BHUMaHWe caeayet yaAesnTb Ha3Ha4YeHUID KOHKPETHbIX JINL, OTBETCTBEHHbIX 3a BuAbl
Aes1TesIbHOCTH, CBSI3aHHbIe ¢ HabJIl0AeHNeM 3a 3KCrisiyatalLmneri roTOBbIX U3AEJNI, a Takke 0(pOopMIeHNEM
ot4eTta 06 nHumaeHTax (8.2.1 n 8.5.2).

5.5.2 MpepcraButens pykoOBOACTBA

BbicLuee pykoBOACTBO AOJIKHO HA3HAYMTb NPEACTaBUTENS N3 COCTaBa PyKOBOACTBA, KOTOPLIN HE3aBNCH-

5
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MO OT Apyrmux ob6s3aHHOCTEN OOJDKEeH HEeCTU OTBETCTBEHHOCTb M MMETb NMOJIHOMO4YUA, PaCnpoOCTpaHAOLWMeECH

Ha:
a) obecneyeHve pas3paboTKu, BHEAPEHUSA 1 NodaepxaHus B paboyemM COCTOAHUM NPOLIECCOB, TPEOYEMbIX

CUCTEMON MEHEKMEHTA Ka4yeCTBa,;

6) npencTaB/ieHVe OTYETOB BbICLUEMY PYKOBOACTBY O (YHKUMOHMPOBAHUW CUCTEMbI MeHeOXMeHTa
KayecTBa 1 HeOOXOAMMOCTM yny4lleHus (8.5);

B) obecrie4eHne BHyTPY OpraHn3aLumm rnoHMMaHusl ycTaHoBJIEHHbIX TpeboBaHuii v TpeboBaHu rno-
TPEbUTEJIS.

MpumMeyaHne — B OTBETCTBEHHOCTb MPEACTABUTENS PYKOBOACTBA MOXET ObiTb BKIKOHEHO MOAAEPKaHME
CBA3U C BHELWWHMUN CTOPOHaMM No BOMNpPOCaM, KacatolmMmMca CUCTEMblI MEHE)KMEHTa Ka4eCTBa

5.5.3 BHyTpeHHuit oOmMeH nipopmaumein
BbicLuee pykoBOACTBO A0OMKHO 06ecneynBaTb pa3paboTky B OpraHnM3aLmm COOTBETCTBYIOLLMX MPOLLECCOB
obmeHa nHdopmaLlmein, B TOM YMCe NO BONPOCaM Pe3ynbTaTMBHOCTM CUCTEMblI MEHEeO)KMEHTA KayecTsa

5.6 AHanus co CTOpPOHbI PYKOBOACTBA

5.6.1 OOLMe nonoXxXeHusa
BhicLLEee pyKOBOACTBO AO/MKHO aHANM3MPOBaTh Yepes 3annaHNPOBaHHbLIE MHTEPBaslbl CUCTEMY MEHeOX-

MEHTa Ka4yecTBa OpraHn3auun ¢ Lienbio obecrneyeHnst ee NoCTOSHHOW NPUrogHOCTM, afeKBaTHOCTU U Pesysib-

TaTMBHOCTW. B aHanu3 cnepyeT BKIOYATb OLLEHKY BO3MOXHOCTEN YyyLleHNs U NOTPEBHOCTM B M3MEHEHMSIX

CHCTEME MEHEKMEHTa KayecTBa OpraHn3aummn, B TOM Y1cie B NOAUTUKE 1 Lensx B 061acTu kayecTea.
3anucu 06 aHanM3e co CTOPOHbLI PYKOBOACTBA J0JIXKHbI NMOAAEPXMBaTLCSA B paboyem cocTosHum (4 2 4)
5.6.2 BxogHble paHHble oA aHanM3a
BxoaHble faHHbIe Ans aHann3a Co CTOPOHbI PYKOBOACTBA AO/MKHbI BKIIKOYATh CNEAYIOLLYI0O MHDOPMALMIO
a) pesynbTartbl ayamtos (NPOBEPOK);
6) obpaTHylo CBSA3b C NOTPEOUTENAMM;

B) GYHKUMOHMPOBAHME NPOLLECCOB U COOTBETCTBME NPOAYKLMY;

r) cTatyc npeaynpexgarowmx U KOPPEKTUPYIOLLMX OENCTBUN;

) nocnegylowme 0encTBuUs, BbiTEKAIOLLME U3 NPEeAbIOYLLEr0 aHanmM3a CO CTOPOHbI PYKOBOACTBA;

€) M3MeHeHUs, KOTopble MOrn Obl NOBAUSATL HA CUCTEMY MEHEeI)KMEHTa Ka4yecTBa;

X) PEKOMEHAALMN MO YYHLLIEHWNIO;

3) HOBbIE W1V NEPECMOTPEHHbLIE YCTAHOBJIEHHbIE TPEOOBAHUSI.

5.6.3 BbixogHble gaHHble gNa aHanu3a

BbIXOAHbIE OaHHBIE aHanM3a CO CTOPOHbI PYKOBOACTBA AOMKHbI BKOYATh BCE PELUEeHUST U OEUCTBUS,

OTHOCSLLMECS K:
a) y/ydLeHusIM, HeobxoanMbIM 15 MOAAEPXKAHNS PE3YJIbTAaTUBHOCTY CUCTEMbI MEHEIKMEHTA Ka-

4yecTBa v ee NpoLeccos;
6) ynyyweHuto Npoaykumm cornacHo TpeboBaHusM noTpeduTenei;
B) noTpebHOCTU B pecypcax.

6 MeHepKMEHT pecypcoB

6.1 OGecneuyeHue pecypcamm
OpraHunzauus JosixHa onpeaenaTb 1 obecneymBaTb pecypchl, Tpebyemble Ans:

a) BHEeOpEeHUs CUCTEMbI MEHEAXKMEHTA KaYECTBa U NOAAEPXaHVS ee Pe3yibTaTUBHOCTU;
6) ya0B/IETBOPEHNS YCTaHOBJIEHHBIX TPEOOBaHMi 1 TpeboBaHWi rnoTpebuTesis.

6.2 Yenoseueckue pecypchbl

6.2.1 O6GLiMe NoNnoXeHus

MepcoHan, BbINOJHAOLWMIA padoTy, BAMSIOLLYIO Ha KQ4eCTBO NPOAYKLIMA, A0JIKEH ObiTb KOMMNETEHTHBIM B
COOTBETCTBUM C MOJIy4eHHbIM 00pa30BaHNEM, NMOArOTOBKOM, HABbIKAMU 1 OMbITOM.

6.2.2 KoMneTeHTHOCTb, 0CBEA0OMJIEHHOCTb M NOArOTOBKA

OpraHusaums gomkHa:

a) ornpenensaTb HEOOXOOUMYIO KOMIMETEHTHOCTb NMepcoHana, BbIMOJIHALLWEro paboTy, KoTopasi BIMsSeT
Ha Ka4yecTBO NPOAYKLUMNY;

6) obecneuymBaTb NOArOTOBKY WM NPeAnpPUHUMATL Apyrne OenNCTBUS C LENbio YOOBNETBOPEHUSA 3TUX

notpebHoCTelN;
B) OoueHnBaTb Pe3ysibTaTUBHOCTb MPEOnpPUHATBLIX Mep;
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r) obecrneynBaTb OCBEAOMJIEHHOCTb CBOEr0 NepcoHana 06 akTyasbHOCTU U BaXKHOCTUM ero AesTeNnsHOCTH
N BKNIafie B LOCTUXEHME Lenelt B 061acT KavyecTBa;

[) nopmepxuBaTb B paboyeM COCTOSIHUM COOTBETCTBYyKOLLME 3anucu o6 06pa3oBaHuKM, MOLTrOTOBKE,
HaBbIKax 1 onbiTe (4.2.4).

lNMpumeyaHne — HaumoHasibHbIe Vv PernoHasibHble HOPpMaTUBHbIE JOKYMEHTbI MOIyT COAepXaTb TPe-
60BaHVs1 K KOHKPETHOV OpraHn3aLmm o pa3paboTke JOKYMEeHTUPOBAaHHBIX PoLeayp AJ15 ONpeAeaeHust HeobXoamMmMoCcTv
roaroToBKY NepcoHaJa.

6.3 UndpacTpykTypa

OpraHusaupmsa [osmxHa onpenensTs, obecnedrBaTb U NOAOEPXKUBATL B pabo4eM COCTOSAHUM MHDPACTPYK-
TYpYy, HEOOXOAMMYIO OJ1 JOCTUXEHUS COOTBETCTBUS TpeboBaHUSM K npoaykuun. NHdpacTpykTypa MOXeT
BKJIIOYATD:

a) 30aHus, paboyee NPOCTPAHCTBO U CBSA3aHHbLIE C HAM CPEeACTBa TPYAa,;

6) obopynoBaHMe 415 MPOLLECCOB (KaK TEXHMYECKMe, Tak U NporpaMmMHbIe CPeacTBa);

B) cnyx0Obl obecrneyeHuns (HanpyumMep TPaHCNOPT UK CBS3b).

OpraHun3aums gosmkHa pa3paborars 4OKYMEeHTUPOBAaHHbIE TPeOOoBaHMS K AeACTBUSIM, NMOAAEPXNBA-
IoLMM ee UHMPAaCTPYKTYPY, BKIKOYast HACTOTY UX MPOBELAEHUSI, €CJIN 3T AEVCTBUS NI X OTCYTCTBUE
MOryT oBJINSITb Ha KAYE€CTBO MPOLAYKLUNN.

3arnvicy 06 aTux 4eicTBUSIX [O/IKHbI TOAAEPXNBATLCS B pabo4dem cocTosiHumM (4.2.4).

6.4 lNpoun3BoacTBeHHAa cpeaa

OpraHnsaumsa foskHa co3faaBaTb NPOU3BOACTBEHHYIO cpedy, HeoBXoaMMYIO A1 AOCTUXKEHUS COOTBET-
CTBMSI TPeOOBaHNAM K NPOAYKLMA, U YNPaBATb ELO.

3710 BKJIIOYaET crneayiouime TpeboBaHus:

a) opraHu3auusi oJ/kHa paspaboTaTtb JOKYMEHTUPOBAHHbLIE TPEOOBaHMNS K COCTOSIHUIO 34,0P0BbS,
rurveHe v ogexzae rnepcoHasna, ecsiv KOHTakT Mexay rnepCcoHasioMm v rnpoaykKuneri v rnpon3BoLaCTBEHHON
Ccpenori MOXET OTPULIATE/IbHO MOBJINSITE HA KAY4E€CTBO npoaykummn (7.5.1.2.1);

— 6) ecsm rnpon3BOACTBEHHAS Cpena MOXET OTpULATe/IbHO CKka3aTbCs Ha Ka4yecTBe rpoayKunu,
opraHu3auusl 4oJIXHa pa3paboTaTb LOKYMEHTUPOBaHHbIE TpeboBaHUs K Npou3BOACTBEHHOU cpesne u
JAOKYMEHTUPOBAHHbIE MPOLEAYPbl NN MPOU3BOACTBEHHbIE MHCTPYKLUNM [J151 MOHUTOPUHIA U KOHTPOJIS
rnpon3BOACTBEHHOV cpennbl(7.5.1.2.1);

B) opraHu3auus A0JKHa rapaHTupoBaTb COOTBETCTBYIOLLYIO MOAMOTOBKY repcoHasa, BPpeMeHHO
paboTaroLlero B 0CobbIxX YCJI0BUSIX NMPON3BOLACTBEHHONM CPEenbl, W ero HaxoxaeHue rnosa HaboaeHnem
rnoaroToBieHHoro vya (6.2.2, nepeyvcnenue 6);

r) npvi Heob6xoaMMoCTu Pa3pPaboTKy 1 4OKYMEHTUPOBAaHUE CrieLnasibHbIX MEP AJ151 KOHTPOJIS 3arpsi3-
HEHHOVI WY NMOTEHLNAasIbHO 3arpPsi3HEHHOV MPOAYKUNM C LieJbIO MPEAOTBPALLEHVS 3arPSi3HEHNS OCTas1bHOM
poAyKUMU, MPOU3BOACTBEHHOM CPEAbI Ui 3arpsi3HeHyst nepcoHana(7.5.3.1).

7 Mpouecchbl XU3HEHHOrO LMKIA NPOAYKLUMN ~ — ~<4 %1 - W

7.1 MNnaHupoBaHMe NPoLLEeCCOB XXU3HEHHOr0 LiKJ1a NpoayKuumn

OpraHusauust JomkHa niaHuMpoBaTb M pa3pabatbiBaTb MPOLECChl, Heobxoaumble afs obecrnedyeHus
XM3HEHHOrO LMKIa npoaykuun. MnaHMpoBaHWE MPOLLECCOB XM3HEHHOMO LMKa MPOAYKUMM OOMKHO OblTh
CornacoBaHo ¢ TpeboBaHNAMM K APYrMM NpoLEeccaM CUCTEMbI MeHeKMeHTa kadecTtsa (4.1).

Mpy NnaHMpPoBaHMM NPOLLECCOB XU3HEHHOIO LIMKI1a NPOAYKLIMM OpraHM3aumns A0JIKHA YCTAaHOBUTb, €CNN
3T0 LeniecoobpasHo:

a) uenn B 0651aCcTK Ka4yecTsa 1 TpeboBaHWUS K NPOOYKLMN;

6) noTpebHOCTb B pa3paboTke NPOLECCOB, AOKYMEHTOB, a Takxke B 00ecrnedyeHum pecypcamu onis
KOHpETHOM NPOAYKLNN;

B) HEOOXOAUMYIO AesTeNbHOCTL No BepudmrKaLummn 1 Banuaaumm, MOHUTOPUHIY, KOHTPOJIO U UCTbITaHMSIM
OJ19 KOHKPETHOM NPOAYKLMU, @ TaKXKe KPUTEPUM MPUEMKU MPOLYKLNN;

r) 3anucu, Heobxoammble Afs obecrneyeHns CBMAETENbCTBA TOrO, YTO MPOLLECCHl XM3HEHHOIO LKA
NPOAYKLMN 1 NPOM3BEeOEHHAs NPOAYKLIMS COOTBETCTBYIOT TpeboBaHusM (4.2.4).

Pe3ynbTatbl 3TOro niaHMpoBaHUs JOMKHbI ObiTe B GOpMeE, COOTBETCTBYIOLLEN NPAKTUKE OpraHn3aumm.

OpraHun3auus fo/1kHa paspaboTtaTb JOKYMEHTUPOBaHHbIE TPeOOBaHWS K yripaB/IeHUI0 PUCKOM Ha BCEX
aranax Xvm3HeHHOro Umknia rnpoayKunm. 3anmncy ro yrpassieHno PUCKOM AOIKHbI TOAAEPXNBATLCS B paboyem
coctosiHuu (4.2.4 v npymedaHue 3).
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IpuMevyaHU A

1 [JokyMeHT, onpeaensioLwmi NpoLecchl CUCTEMbl MEHEDKMEHTA Ka4yeCTBa (BKJIIo4as NPOLUECChl XU3HEHHOMO LmkKia
NPOAYKLMM) N PECYpPCbl, KOTOPbIE MPeACTOUT MPUMEHATb K KOHKPETHON MNPOAYKUMKW, MPOEKTY WM KOHTPaKTy, MOXET
paccMaTpuBaTbCs Kak MiaH KayecTsa.

2 Mpu pa3paboTke MPOLECCOB XM3HEHHOrO LMK/Ia NMPOAYKLUMM OpraHu3aumsi MOXET Takke MpuMeHsiTb Tpebosa-
Hus 7.3.

3 Cwm. [5] no ynpaBieHno pUCKOM.

7.2 Tpoueccsl, CBS3aHHble C NOTpedouTenaMm

7.2.1 OnpepeneHune TpebGoOBaHU, OTHOCALUMXCSA K NPOAYKLUN

OpraHunsdauust gomkHa OnNpenenuTh:

a) TpeboBaHUs NoTpedutens, BkItovYas TPedoBaHMSA K NOCTaBKE U AEATENbHOCTM MOCNe NOCTaBKW;

6) TpeboBaHusA, He onpenesieHHbIe NOTPeduTenem, Ho HeobxoaMMble A KOHKPETHOro UK npegarona-
raemMoro Ucnosb30BaHMs, KOrga OHO N3BECTHO;

B) 3aKkOHoJaTesibHble U Opyrue oba3aTtesibHble TPeOoBaHNS, OTHOCALLMECS K NPOAYKLMM;

r) nobble 4oNoNHUTENbHbIE TPebOoBaHMSA, ONpeaesieHHbIe OpraHn3aLmen.

7.2.2 AHann3s TpeboBaHNI, OTHOCALUMXCH K NPOAYKLUN

OpraHu3saups O0JKHa aHannM3npoBaTh TpeboBaHMSA, OTHOCALUMECH K NPOAYKUMW. ITOT aHann3 A0/MKEeH
NMPOBOAMTLCS A0 MPUHSATUS OpraHnsaumvent obs3aTenbcTBa NOCTaBAATb NPOAYKLUMIO NOTPeduTento (Hanpumep
yy4acTus B TEHAEPaX, NPUHATUS KOHTPAKTOB UM 3aKa30B, NMPUHATUSA N3MEHEHWIA K KOHTPaKTaM uin 3aka3am) u
OOJIXeH obecrneynBarth:

a) onpenesieHne v JOKYMEHTUPOBaHNE TPEeOOBaHWI K MPOAYKLUNY;

6) cornacoBaHue TPeOOBaHWUN KOHTPAKTa UK 3aKa3a, OT/NYAIOLLIMXCH OT paHee CHOPMYIMPOBAHHBIX;

B) CMOCOOHOCTb OpraHM3aumn yaOBETBOPATb ONpeaesieHHble TPeOoBaHNS.

3anmcu pes3ynbTaToB aHann3a 1 Nnocneaylowyx AeNCTBUN, BbITEKAIOWNX U3 aHann3a, A0KHbI noaaep-
XnBaTbCsl B paboyem coctosHum (4.2.4).

Ecnn notpebuteny He BbIOBUralOT JOKYMEHTMPOBAHHbLIX TPEOOBaHWNA, OpraHn3auuvs OOo/KHA MOATBep-
ONTb X Y NOTPEOdUTENs 40 NPUHATUS K UCMOSHEHWIO.

Ecnun TpeboBaHns K NpOayKLUMN U3MEHEHbI, OpraHn3aums gosikHa 06ecnednTb, YToObl COOTBETCTBYIOLLME
OOKYMEHTbI ObliI UCMNPAaB/eHbl, a 3aMHTEPECOBaHHbIA NepcoHan Oblil NOCTaB/eH B M3BECTHOCTb 00 M3MEHB-
Lmnxcs TpeboBaHUsX.

MpumeyaHune — B HEKOTOPLIX CUTYaUUsIX, TakMX Kak MPOAAxXW, OCYLLECTBASEeMble Yepe3 VHTepHeT, npakTu-
Yecku HeuenecoobpasHO NPOBOAMTL ObULMANbHBIA aHaNIM3 KaXaoro 3akasa. BMecTo aToro aHanms MOXeT pacnpocTpa-
HATBLCSA HA COOTBETCTBYIOLLYIO MHDOPMALMIO O NMPOAYKLIMK, TaKyI0 Kak KaTanory Uiy pekiiaMHble matepuansi.

7.2.3 CeaA3b C noTpedbutTensamm

OpraHnsauunsi Jo/ikHa onpefensaTb U OCYLEeCTBAATb 3DPEKTUBHbIE Mepbl MO MOAOEPXAHMIO CBS3W C
notTpedbutensamMu, KacaioLimecs:

a) vHGOopMaLMM O NPOAYKLMN;

6) NpPoXoXeHWs 3anpoCcoB, KOHTPaKTa WM 3akasa, BKoYasi NonpaBKu;

B) oOpaTHOW CBSI3M C NoTpebuTeneM, Bkodas xanobbl notpebuteneii (8.2.1);

r) nosiCHUTEbHbIX yBegoMaeHui (8.5.1).

7.3 MpoekTupoBaHue u paspaboTka

7.3.1 MnaHupoBaHue NPOEeKTUPOBaHUS U Pa3paboTKu

OpraHun3auus 4oskHa pa3pabarbiBaTh JOKYMEHTUPOBAHHbIE MpoLeaypbl MPOEKTUPOBaHWS 1 pa3pa-
6O0TKM MELNLIMHCKUX N3LEJINA.

OpraHusauma 06a3aHa nnaHMpoBaTb U YNpaBnaTb NPOEKTUPOBaHMEM U Pa3paboTKol NPoayKLMN.

B xofie nnaHMpoBaHUS NPOEKTUPOBaHMS 1M Pa3paboTky OpraHn3aums OOJSIKHA YCTaHaBNBATL:

a) cTaamu NPOoeKTUpPOBaHMS 1 Pa3paboTKku;

6) BUAbLI AESITE/ILHOCTY M0 aHann3y, Bepugukaumm, Banugaummy v nepega4de rnpoekra (cm. npyumeda-
Hue), COOTBETCTBYIOLUME KAXAOV CTagnu rnpoekTUpoBaHus v pa3paboTku;

B) OTBETCTBEHHOCTb M MOJSIHOMOYMS B 061aCTN NPOEKTUPOBaHMS 1 pa3paboTKu.

OpraHugauma gosixHa ynpaenasiTb B3aMOAENCTBMEM PA3NUYHBLIX FPYMM, 3aHATbIX MPOEKTUPOBAHUEM W
pa3paboTkoi, C uenblo obecnedeHns apOEKTUBHOM CBA3M N YETKOro pacrnpeneneHnst OTBETCTBEHHOCTH.

Pe3ybTathl niaHnpoBaHus 4OJIKHbI ObITb JOKYMEHTUPOBAHbI Y, €CJIN HEOOX0AMMO, aKTyain3npo-
BaHbI 1Py COBEPLLEHCTBOBAHUM MPOEKTUPOBaHMS 1 pa3paboTku (4.2.3).

8



FOCT P NCO 13485—2004

lMpumeyarHne — [eatenbHOCTb M0 nepenadye rnpoekTa B [POLECcCe MNPOeKTUPOBaHUS U pas3paboTku
MeANLMHCKOro U3aesams AoXHa rapaHTupoBaTh, YTO BbIXOAHbIE AaHHbIE MPOEKTUPOBaHUS U pa3paboTku OyayT
BepudULUMPOBaHbI Kak COOTBETCTBYIOLUNE TPEOOBAHMSIM K MPOLIECCY U3rOTOBJIEHUS], MPEXAEe YEM CTaHyT OKOHYa-
TEJIbHBIMU CIIELUMNOUKALINSMMN MPOAYKLINM.

7.3.2 BxopgHble gaHHble A NPOEKTUPOBaHNUS U pa3paboTku

BxopgHble faHHble, OTHOCALLMECS K TPeOOBaHUAM K NMPOAYKLUMM, AOMKHbI OblTb ONpeaesneHsl, a 3anucu
LOJDKHBI NoAaepXmBaTbes B paboyem coctosHum (4.2.4).

BxofHble JaHHbIE OOMKHBI BKIIOYATH:

a) QyHKUMOHaIbHbIE U 9KCIJlyaTaumMoHHble TpeboBaHusl, TpeboBaHus k 6€30MacHOCTY COriacHo
Ha3HaYEeHWIO;

6) COOTBETCTBYIOLLME 3aKOHOoZATeSNbHbIE U Apyrue obs3aTtensHble TpeboBaHus;

B) Tam, rae aT1o uenecoobpasHo, MHbOopMaLMIo, B3STYIO U3 NPeaployLLMX aHanornyHbIX NpoexkToB;

r) opyrue TpeboBaHUs, BaXHble AJ19 NPOEKTUPOBAHUS 1 Pa3paboTKu;

1) BbIXOAHbIE AaHHbIE 110 YrPaB/IeHNI0 PUCKOM (7.1).

BxogHble AaHHbIe [O0JIKHbI ObIThb MPoaHaIn3npoBaHbl Ha COOTBETCTBUE YCTaHOB/IEHHbIM TPeboBa-
HUSIM Y YTBEPXKIEHbI.

TpeboBaHUs [OMKHbI ObITb NOSHLIMW, HEABYCMBIC/IEHHBIMU 1 HENPOTUBOPEUMBLIMMA.

7.3.3 BbixogHble AaHHble NPOEKTUPOBaHUSA U pa3paboTKn

BbIxoZHble flaHHblE NMPOEKTUPOBAHUS 1 pa3paboTKM AOMXKHbl ObITb NPeacTaBieHbl B GpopMe, NO3BOJISIO-
LLel NPOBECTU BepUdUKALIMIO OTHOCUTENIbHO BXOOHbIX TPeOOBaHMI K NPOEKTMPOBaHMIO 1 pa3paboTke, a Takke
LOJDKHbI ObITb YTBEPXAEHbI 40 WX NMOCNenyoWero NCcnosb30BaHus.

BbIxo4HbIE faHHbIE NPOEKTUPOBAHUS U Pa3pPaboTKM LOXKHbI:

a) COOTBETCTBOBATb BXOAHLIM TPeOOBAHUSM K MPOEKTMPOBAHUIO 1 pa3paboTke;

6) obecneymBaTb COOTBETCTBYIOLLEN MHPOPMALMEN NO 3aKyrnkam, NPon3BOACTBY M 0OCYXNBAHMIO;

B) cCoAepXaTb KpUTEPUM MPUEMKU NPOAYKLIN U CCbIIKA HA HUX;

r) onpenensaTb XapakTepUCTUKM NMPOAYKLMK, CYLLECTBEHHble A/ ee Ge30MacHOro 1 npaeBWbHOMO UC-
NONb30BaHNUS.

3anvicy BbIXOAHbIX AaHHbIX MPOEKTUPOBaHWUS U Pa3paboTKu [OJ/IKHbI MOAAEPXMBATLCS B pabodem

cocTossHUN (4.2.4).

lMpumeyaHne — 3anncm BbIXOAHbIX JaHHbIX MPOEKTUPOBAaHUS 1 Pa3paboTKy MOryT BK/IKOHaTb Crieuymom-
Kaumu, npomn3BoL4CTBEHHbIE MPOLECChI, TEXHUYECKNE HEPTEXM 1 XYPHa bl TEXHNHECKUX 3arNCEL nin NCCe0BaHnii.

7.3.4 AHanu3 npoekTa v pa3paboTku

Ha Tex ctagusx, roe aTo uenecoobpasHo, O0/KEH NPOBOAMTLCH CUCTEMATUYECKUIA aHanM3 npoekTa U
pa3paboTki B COOTBETCTBMU C 3ariaHNPOBaHHbIMKU Meponpustuamn (7.3.1) ¢ Lenbio:

a) OLEeHKM CNOCOBHOCTU pe3ynbTaToB NPOEKTMPOBAHNUA U Pa3paboTkn yO0BNETBOPSATL TPEOOBAHMSM;

6) BbISBNEHWS NOOLIX NPOGIEM U BHECEHUS NPELSIOXEHWIA N0 HEOOXOAMMbIM AEeACTBUAM.

Takovi aHann3 J4OJIKHbI BbIMOJIHSITL MPEACTaBUTENN CITYXO, UMEIOLLUMX OTHOLLUEHNE K aHaJTN3NPYEMbIM
CcTaansM rnpoekTa v pa3paboTku, a Takxke apyrue crieunaanctsl oprann3aummn 5.5.116.2.1).

3anvcK pesynbTaTtoB aHaim3a M BCeX HeoOXOoOMMbIX AEeNCTBUA LOMKHbI NOAOEPXMBaTLCA B paboyvem
COCTOSIHU (4.2.4).

7.3.5 Bepudukauusa npoekrta un paspaboTku

Bepudukaums 0omkHa OCyLLECTBASTECS B COOTBETCTBMM C 3aM1aHMPOBAHHBIMY Meponpustuamun (7.3.1),
4yToObl YAOCTOBEPUTLCH, YTO BbIXOAHblE [AAHHbIE MPOEKTUPOBAHUS U Pa3paboTku COOTBETCTBYIOT BXOAHbLIM
TpeboBaHMsM. 3anucu pesynbTaToB BepUdUKaLMM U BCEX HEOOXOOUMBIX AEACTBUIA [OMKHBLI NOOLEPXKNBATLCS
B paboyem cocTosiHumM (4.2.4).

7.3.6 Banupauuns npoekta v pa3paboTku

Banvgaums npoekta v pa3paboTku JOJIKHA NPOBOANTLCS B COOTBETCTBUM C 3ar/iaHNpoBaHHbIMU
meponpusaTusamu (7.3. 1) ans obecne4eHns COOTBETCTBUSI FTOTOBOV NMpoAyKUny TPebOoBaHWSIM K €B Ha3Ha-
4YEHUI0 WV crieumnasibHoOMY NpuMeHeHnto. Bannpaums omkHa ObiTe NpoBegeHa A0 rocTaBKu MPoAYKLUNN NN
BBeZieHus ee B aKCriyataumio (CM. npumedaHve 1).

3anvcy pe3ynbTaToB BanMaaLmMm 1 BCex HeoBXoaMMbIX OEACTBUIA A0MKHbI NOLAEPXKMBATLCA B paboyem
COCTOsHUN (4.2.4).

OpraHu3aumsi 06513aHa rnpoBOANTL KITMHNYECKNE U/ SKCITyaTaLNOHHbIE UCTIbITAHUS MEAULIMHCKUX
n3nenuii Kak 4acTb MepPOorpUSITUL N0 Bannaaumnmy MpoekTa v paspaboTky B COOTBETCTBUM C TPeb0oBaHUSIMN
HaLUWOHaIbHbIX W PEroHaIbHbIX HOPMATUBHbBIX JOKYMEHTOB (CM. rnpumedaHve 2).
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lMpumedarHuns
1 Ec/n MeanumHCKOe N3aesne rods1eXnT BaavaBLMMY TOJIbKO r10Cs1e COOPKM M MOHTaXa Ha MEeCcTe ero rpum

HuWS1, MocTaBKa rpoAYKLNM HE CHUTAETCs] 3aKOHYEHHOM [10 TeX r10P, r1oKa npoaykumns He 6yaeTt popmMasibHO rnepes;

rnoTpeoéuTesio.
2 lNpexacrasrieHne MeanLMHCKOro n3aesvs AJisi npoBeAEHNS KIIMHNYECKUX /W IKCITyaTaLMOHHbIX UCTIbITar

He CYNTAETCs MIOCTaBKOM.

7.3.7 YnpaBneHue nameHeHUsiMM NpoeKTa u pa3paboTku

N3mMeHeHns npoekTa 1 pa3paboTky AOSIKHbI ObiTb MAEHTUDULMPOBaHBI, a 3anncy AOJIKHbI NOOLEPXMU-
BaTbCs B paboyem COCTOSAHMMN. MI3MeHeHUs [0KHbI ObITb NPOaHaNM3MpoBaHbl, BepUPUUMPOBaHbI 1 NOATBEPX-
[EeHbl COOTBETCTBYIOWMM 00pa3omM, a Takke COrnacoBaHbl [0 BHECEHUS. AHaNM3 W3MEHEHWIn npoekTa u
pa3paboTKM JOMKEH BKOYATb OLEHKY BIMSIHUS MU3MEHEHWIA HAa COCTaBHbIE YaCTW U3LENNIA U yXe NOCTaBNeH-
HYIO MPOAYKLMIO.

3anvcy pe3ynbTaTtoB aHaIn3a U3MeHeHU 1 NoObIX HEOOXOAMMBIX AeNCTBUA OOMKHBLI NOAAEPKNBATLCS
B paboyeM cocTosiHun (4.2.4).

7.4 3akynku

7.4.1 Mpouecc 3aKynok

OpraHu3aums fo/kHa pa3paboTaTs 4OKYMEHTUPOBAHHbIE MpoLeaypbl, 06ecrieynsaroLme CoOoTBET-
cTBME 3aKynIeHHOM NpoaYyKUNY YCTaHOBIEHHbIM TPEOGOBAHMSIM K 3aKyrKam.

Tvn n cTeneHb ynpaBneHns, NPYMEHsIEMbIE MO OTHOLLEHMIO K MOCTABLUMKY U 3aKYMIEHHON NPOAYKLM
OOJDKHBI 3aBUCETb OT €€ BO3AENCTBUS HA NOCNenywme CTaamm XU3HEHHOIO LMKIA NMPOAYKLUMM UN FOTOBYIO
NPOAYKLMIO.

OpraHu3aums LoJKHa OLeHMBaTb U BbiOMpaTb MNOCTaBLUMKOB HA OCHOBE KX CMOCOBHOCTM MOCTaBNSATb
NPOAYKUMIO B COOTBETCTBMM C TPeOOoBaHMsAMKN opraHm3auun. JonxHbl ObiTb pa3pabdoTaHbl kputepmun otbopa,
OLEHKM W MOBTOPHOM OLLeHKM. 3annucuy pesynbTaToB OLEHUBAHUS W JIIOOLIX HEOBXOOMMBIX AENCTBUIA, BbiTEKAIO-
LLMX U3 OLEHKW, OOMKHbI NMOAAEPXNBATLCA B paboyeM cocTosHun (4.2.4).

7.4.2 Undopmauusa no 3aKynkam

WNHdopmaLums no 3akynkam AomkHa OnvckIBaTh 3aka3aHHyo NPoAYKLMIO, BKIIlOYas, rae aTo HeobxoamMmo:

a) TpeboBaHWA K YTBEPXOEHWIO NPOAYKLMW, NPOLEayp, NPOLECCOB 1 060pyA0BaHUS;

6) TpeboBaHMs K KBanMdUKaLMN NepcoHana;

B) TpeboBaHUs K CUCTEME MeHeIXMeHTa KayecTBa.

OpraHusaums pomkHa obecneyvBaTb aAekBaTHOCTb YCTAHOBNEHHbIX TPeOOBaHUA K 3akynkam [0 WX
COOOLLEHNS MOCTABLUMKY.

B T0#i cTeneHun, B kakor 3TO HEOOXOAMMO [Jisi OCYLLUECTB/IeHUs npocsiexnBaemoctu (7.5.3.2), opra-
HM3auus AOJIKHA NoAnepXuBaTb B paboyemM COCTOSTHUM COOTBETCTBYIOLLYIO MHGOOPMALMIO M0 3aKyrKam,
TO €CTb AOKYMEHThI (4.2.3) n 3anucu (4.2.4).

7.4.3 Bepudukaumsa 3aKynjieHHON NpoAyKLmn

OpraHu3aums gomxHa paspaboTatb M OCYLLECTBNATb KOHTPOSb MM OPYrylo OedTeNbHOCTb, Heobxoam-
Myto Anst o6ecnevyeHnss COOTBETCTBUS 3aKYMJIEHHON NPOAYKLMM YCTaHOBNEHHBIM TPEBOBaHMSAM K 3aKyrkam.

Ecnn opraHusauus nnm notpebuTens ee NpoayKLMn npegiaratoT OCyLEeCTBUTL BepudmKaLmio Ha npe,
nNpuaTMM NOCTaBLUUKA, TO OPraHM3auus AOJKHA YCTAHOBUTL B MHGOPMAaLMM N0 3aKyrnkam Npeanosiaraemble
Mepbl MO NPOBEPKE 1 NOPSAOK BbiNycka NPOAYKLMN Y MOCTaBLLMKA.

3anvicy no Bepugukaumy fOKHbI NOAAEPXNBATLCS B paboYyem coCcTossHUM (4.2.4).

7.5 MpouseoacTBo U 006CNyXUBaHNe

7.5.1 YnpaBneHve NnpouM3BOACTBOM U 06CNY)XUBaHMEM

7.5.1.106wme TpeboBaHns

OpraHusaums fosxHa nnaHMpoBaTe U 0becneynBaTb NPOU3BOACTBO U 0OC/YXMBAHUE B YNpPaBISEMbIX
ycnoBusix. Ynpaensiemble YCI0BUS LOSKHbI BKIKOYATb, €CM 3TO LenecoobpasHo:

a) Hanmume nHopmaummn, ONUCHIBAIOLLEN XapaKTePUCTUKN NPOLYKLNN;

0) Hanmume [OKYMEHTUPOBAHHLIX MPOLEAYP, Pab0YMX UHCTPRYKLMI, 3TaJIOHHbIX TPOLEAYP M3MEPEHUS
n, ecam HeobxoaMMOo, CripaBoOYHOro MaTepuana;

B) NMpUMEHEHMEe NOAXOAsLLEro 060pyaoBaHUS;

r) Haan4YMe N NPUMEHEHMEe KOHTPOJbHLIX U N3MepUTENbHLIX NPUGOPOB;

0) npoBefeHne MOHUTOPUHIA N U3MEPEHUI;

€) OCyLleCTB/eHMe BbINycka, NOCTaBKN U OENCTBUIA NOCEe NOCTaBKN NPOLYKLMN;

X) BbIMOJIHEHNE KOHKPETHbIX AEHCTBUM 110 MapKUPOBKE U1 yriakOBKe.

OpraHuv3aums gosixxHa pa3pabotate ¢opMy 3anvceri n noaaepXxuBarts nx B pabo4yemM COCTOSIHUU
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(4.2.4) ans kaxxgovi napTum MeanunmHCKNX n3aesmnii, 4Tobbl 06ecrednTb NX MNPoC/IEXNBAEMOCTb B COOTBET-
cTBUM C 7.5.3 n yCTaHOBUTbL KOJIMYECTBO MPOU3BEAEHHOV MPOAYKLIM U MPOAYKUMU, MPEAHA3HAYEHHOM /15
rnpoaaxu. 3arnvcuy ro Kaxxzgow nap T N3Aemi 4omKHb ObITb BEPUGOULINPOBAHbLI Y YTBEPXAEHbI.

lNpumeyvaHne — NapTneri MOXET CYNTaTbCs O4HO MEANLIMHCKOE n3aeme.

7.5.1.2 YnpaBsneHune npon3soacTeom n obcnyxmsaunem. CneunanbHole Tpeb6oBaHUs

7.5.1.2.1 Yuctota npoaykuun v KOHTPOJIb 3arPsISBHEHHOCTU

OpraHu3saums AokHa pa3paboTaTtsb JOKYMEHTUPOBAHHbLIE TPeOOBaHMS K YACTOTE NMPoAYKLUNN, ECIIN:

a) nepen crepuiam3aumnei u/vuim npuMmeHeHneM rnpoaykums nPoxXoanT OYUCTKY B OpraHu3aumm;

6) nNpogyKumsi NOCTaB/ISIETCS B HECTEPUSILHOM BUAE U MNOAJIEXNT OYUCTKE nepes ctepunnlaumei
n/WNn NPpUMeHeHneMm;

B) npoAaykuusi NoCcTaBJIIeTCsl B HECTEPU/IbHOM BULE U ee YACTOTa He MeeT 3Ha4yeHus AJ1s1 rpumMme-
HeHws1;

) peareHTbl 411 O4UCTKU NMPOAYKLNM [OSIKHbI ObIThb YAa1€HbI [1PY €B U3rOTOB/IEHUM.

Ecnv npogykumsi nogBepraeTcsl 04NCTKE B COOTBETCTBUM C MEPEYNCIeHNsIMU a) nim 6), TpeboBaHus,
cogepxaiumecs B (6.4, nepeuncnexvie a) (6.4, nepedncnenve 6), nepes npoLenypoi 04NCTKU HE NPUMEHS-
roTcs.

7.5.1.2.2 PaboTbI N0 MOHTaXy

lMpy HEOBXOAMMOCTU OpraHn3aLmns 4oJIKHA pa3paboTaTb JOKYMEHTUPOBAaHHbLIE TPebGOBaHWs, coaep-
XKatlime KpuTepum npUeMKn 1 BEpugukaLmm MOHTaxa MeauLnHCKOro n3nesnvst.

Ecnv cornacoBaHHbIe ¢ noTpebutenem TpeboBaHWs N03BOJISIHOT BbIMOJIHSTb MOHTaX HE TOJIbKO
cuiamu opraHnu3aumnmy v ee rnoJIHOMOYHOIo NPeaCcTaBuUTesIs, OpraHn3anms 4o/kHa paspaboTaTs 4OKY-
MEHTUPOBaHHbIE TPEOOBaHUSI K TaKOMY MOHTaXY 1 ero Bepugukaumy.

3anvcy no MOHTaxy v BepupukaLumnm, KOTOPbIE OCYLLECTBJISET OPraHn3aLms Uiv ee rnosiHOMOYHbIV
npeacTaBuTesb, AOJIXKHbI NOAAEPXMBATLCS B paboyem cocTosHun (4.2.4).

7.5.1.2.3 [lesTtenbHOCTb MO 0OCYXXNBAHUIO

Ecnn TpeboBaHue k 06CyXnBaHWIO SIBASIETCS CrieUnabHbIM, OpraHn3auns 4oJIXHa, rnpyu Heobxoam-
MocCTU, pa3paboTaTb JOKYMEHTUPOBAaHHbIE NMPoLeaypbl, pabo4yne MHCTPYKLUNW, CrPaBOYHbIE MaTepuasibl
M 3TaJIOHHbIE NPOoLeaYypPbl U3MEPEHUS AJ1s1 OCYLLECTBIIEHNSI 00CITYXUBaHUS M €ro Bepugukaumm B COOTBET-
CTBUU CO crieymnasibHbiM TpeboBaHEM.

3anvicn no 06CayXuBaHWIO, BbINOJIHIEMOMY OpraHu3aumes, AOKHbI NoAAepPXnBaTbCs B paboyem
cocTosiHun (4.2.4).

lMpumeyaHne — OB6CyXnBaHNE MOXET BKJIOYATb, HAMPUMED, PEMOHT Y TEXHUYECKOE 0OC/1yXNBaHME.

7.5.1.3 CneumanbHbie TPe6OBaHNS K CTEPUIIbHBIM MEANLNHCKUM N34e/TNIM

OpraHuzauus o/mKHA NOAAEPXNBATH 3aMNCH M0 napamMeTpam rnpoLeccoB CTEPUN3ALINN, MPUMEHSIE-
MbIX [J151 K&XA0M NapTun CTEPUIINIYEMOVE npoaykLmn (4.2.4). 3annucv no ctepuan3asmmy 4OIKHbI [POCIEXU-
BaTbCS J151 KAXK0M NapTUU MPOU3BEAEHHBIX MEANLMHCKUX n3aenmii(7.5.1.1).

7.5.2 Banupauus npoueccoB NPOU3BOACTBa U 06CNY)XUBaHUS

7.5.2.1 06wme TpeboBaHus

OpraHusaums fomkHa MNoATBeEPXOATb BCE MPOLECCHl MPOW3BOACTBA M 0BCNYXMBAHUS, pe3y/bTathl
KOTOPbIX HENb3S NPOBEPUTL NOCPEOCTBOM NOCNE0BATENBHOMO MOHUTOPUHIA U 3MepeHns. K HUM OTHOCAT-
CH BCe MNpPOLECChl, HeJoCTaTkM KOTOPbIX CTAHOBATCA OYEBUAHLIMU TOJILKO MOC/E Hadvana WUCMonb30BaHUA
NPOAYKLMK.

Banupaums nomkHa npofeMOHCTPUPOBaTh CNOCOBHOCTL 3TUX MPOLECCOB AOCTUraTh 3arnfiaHMpPOBaHHBIX
pesynbTaTos.

OpraHusaumsa fosxHa paspaboTtaTe Mepbl MO 3TMM Npoueccam, BKIoYas, eC/i 3TO NPUEMIIEMO:

a) onpepeneHHble KpUTepUn o aHannsa U yTBepPXAeHUs NpoLecCos;

6) yTBEpPXEHME COOTBETCTBYIOLLEro 060pYA0BaHMS 1 KBaNMdUKALMMA NEPCOHANa;

B) NPUMEHEeHMe KOHKPETHbIX METOO0B U npoLuenyp;

r) TpeboBaHus kK 3anucam (4.2.4);

) NOBTOPHYIO Banvaauuio.

OpraHu3auus 4oJsixHa paspabatsiBaTb JOKYMEHTUPOBAHHLIE MPOLEAYPbl Banyuaaumm npuMeHeHus
KOMIbIOTEPHOI0 NMPOrPaMMHOro obecriedeHus (M M3BMEeHEHNi TaKoro 06ecrneqyeHus U/viv ero rnpuMeHeHus1)
rpu pomn3BoLACTBE U 0OCTYXUBAHUN, KOTOPbLIE MOIYT OKa3biBaTb BJINSIHWE HA CrTIOCOOHOCTb MPOAYKLNN
Y/10BJIETBOPSITh YCTAHOB/IEHHbLIM TPEO0BaHNSM. TakoB nNnporpaMMHoOe obecrieveHne craenyeT yTBepXaaTb
[0 ero rnepBoro nPUMeHeHusl.

3anvicu o pe3ynbTatax Baavaaumy 4OJIKHbI NOALEPXNBaTLCS B pabo4eM coCcTosHU (4.2.4).

1



FOCT P UCO 13485—2004

7.5.2.2 CneumnanbHbie TPeOOBaHNS K CTePUJIbHbIM MESULNHCKUM U3[EJINIM

OpraHusaums 4omkHa pa3pabaTsiBaTh JOKYMEHTUPOBAHHbIE MPoLeaypbl BanvaaLmm rnpoLeccoB CTe-
punmsauun. lNpoueccs! cTepunudaumny cienyert yTBepxaath 40 X NepBOoro npUMeHeHUs.

3anvicy o pesynbTatax Banmaaumm rnpoLeccoB CTEPUIN3aLMM [O/TKHBI NOAAEPXNBATLCS B paboyem
coctosiHum (4.2.4).

7.5.3 UpeHTudukauusa n NpocnexmBaemMocTb

7.5.3.1 UgeuTudukauymns

OpraHuzauust 4OIKHA AEHTUGUUMPOBATE MPOAYKUMIO HA MPOTSXKEHUY BCEro XN3HEHHOro LUnkia C
MMOMOLLbIO COOTBETCTBYIOLUNX CPEACTB 1 pa3pabarbiBaTs JOKYMEHTUPOBAHHbLIE MPoLeaypbl A1 Takov
naeHTuguKaLmy npoayKUnn.

OpraHunsaums goskHa paspabatbiBaTb AOKYMEHTUPOBAHHbLIE MNPOLEAypbl, rapaHTUpyoLme, 470
MeauUUHCKne U3aesns, BO3BPAaLLUeHHbIe B OpraHn3aunio Kak HeCoOOTBETCTBYIOLUNE, UAEHTUOUUNPOBAHbI v
OTAE/IEHbI OT U3AEJN, COOTBETCTBYIOLLMX YCTAHOBJIEHHBIM TPEb0oBaHUsM (6.4, nepeyncrieHner).

7.5.3.2 pocnexunBaemMocTb

7.5.3.2.1 06wue nonoxxeHns

OpraHu3aums 4omkHa paspabaTsiBaTh JOKYMEHTUPOBAHHLIE NPoLeaypb! MPOoCaEXnBaemMocTy. Takme
rpoLiesnypbl AOJIKHbI ONPEAEsTb CTENEHb MPOC/IEXNBAEMOCTH MPOAYKUMM 1 Heobxoanmblie 3ancy (4.2.4,
8.31n8.5).

Ecnu npocnexveaemMocTb siBnsieTcs TpeboBaHMeEM, TO OpraHvM3aumst Oo/mkHa YNpaensTe crneuvanbHOM
noeHTnbrKaumen NpoaykumMmn 1 peructTpuposars ee (4.2.4).

lMpumevaHne — YrnpasrieHne KOHpUrypaumen npoaykumv iBaseTcs CPeLCTBOM, C TOMOLLbI KOTOPOIro
MOXHO OCYLLECTB/ISATb UAEHTUDUKALMNIO U MPOCIIEXNBAEMOCTb.

7.5.3.2.2 CneumnanbHbie Tpe6OBaHNA K aKTUBHbIM UMIIAHTUPYEMbIM MEANLNHCKNM U3[EeJINM
W UMMJIAHTUPYEMbIM MEAULNHCKUM U3L4EJTUAM

B 3anucu, Heobxoanmble A5 OCYLLECTBIIEHNS MPOC/IEXNBAEMOCTU, OPraHN3aLUms oKHa BKI0YaTb
cBesneHns 060 BCex KOMIMOHEHTAax, MaTepuasiax n yc/i0BUsIX OKpYXaroLevi cpesbl, eCJv OHW MOTyT IBUTbCS
MPUYNHOM TOro, YTO MEANLIMHCKOE N3eJ/INe HE Y0BETBOPSIET YCTaHOB/IEHHbLIM K HEMY TPEBOBaHUSIM.

OpraHun3aums 4oskHa TpeboBaThb OT CBOMX NPeACcTaBUTeN1eN nin ANCTPMObLIOTOPOB NOALEPXNBATb
3anucu 0 pacrnpenesieHny MEeANLUNHCKUX N34 /1 AJOCTUXEHNUS NPOCAEXUBAEMOCTN U AOCTYMHOCTU
3TUX 3annCei /151 KOHTPOJIS].

OpraHun3auns o/mkHa obecrneynBaTb PErucTpaumio rpy3onosyyarens (HaunmMeHoBaHus v agpeca)
(4.2.4).

7.5.3.3 UgeHTnukayums ctatyca

OpraHusaums gomkHa naeHTMdULMpoBaTb CTaTyC NPOAYKLUMM MO OTHOLUEHMIO K TPeBOBaHNAM MOHMWTO-
pUHra n U3mMepeHuin.

NneHTngukayms ctatyca npoaykumy 4OIKHA NOAAEPXNBATLCS HA BCEX aTarax ee rnpon3BoACcTBa,
XpaHeHUs1, MOHTaxa v 00CayXXnBaHUs 4J151 06€CreYeHy st OTrPaBAEHUS, MPUMEHEHNS NI MOHTaXa TOJ1bKO
npoAaykumun, npoLuesLleli Bce HeobxoanmMmbie Buabl KOHTPOJIS M UCTLITaHWIA (v nMeroLen opuumnaibHoe
paspelleHne Ha OTK/IOHEHUE OT yCTaHOBJIEHHbIX TPEOOBaHWIA).

7 . 5 .4 CobcTBEeHHOCTb NOTPEOUTENEH

OpraHusaums JoskHa nposBisTb 3ab60Ty 0 COBCTBEHHOCTU MOTPEOMTENS, Moka OHAa HaxXOAMTCS MOf,
yrpaBfeHNEM OpraHn3aLmn Uam Ucnonbadyetcs et. OpraHn3aums 4omkHa MaAeHTMOUUMPOBaTb, BEpUPULMPO-
BaTb, 3alMLLATL U COXPaHATb COOCTBEHHOCTb MOTPEOWUTENS, NPELOCTaBNEHHYIO OJ1S UCMOAL30BaHWS WK
BKJIIOYEHNS B NPOAYKUMIO. Ecnn coBCTBEHHOCTL NOTPEOUTENS YTEPsiHA, MOBPEXAEHA UN NPU3HaHA HENPUIroA-
HOW OJ19 MCMOJSIb30BaHMWs!, NOTPEOUTENb JOSIXEH ObiTb 06 3TOM M3BELLEH, a 3an1cy LOMKHbI NOALEPXNBATLCS
B paboyeM cocTtosiHun (4.2.4).

MNpumeyaHmne — CoOCTBEHHOCTbIO NOTPEOUTEISI MOXET ObITb UHTEJI/IEKTYasIbHasi COOCTBEHHOCTb
nM KOHUAeHUnaibHas MHpOPMaLs O COCTOSIHUM €ro 3400 0BbSI.

7.5.5 CoxpaHeHue COOTBETCTBUSA MPOAYKLMU

Opra+un3sauus o/kHa pa3pabatsiBaTh OKYMEHTUPOBAHHbIE MPOoLEaypb! hiv paboyne MHCTPYKUNN
10 COXPaHEHUIO COOTBETCTBUS NMPOAYKLIMM YCTaHOB/IEHHbLIM TPEBOBaHWSIM Py OCYLLECTBIIEHNM TEXHOJI0-
rN4eCcKuX MNPOLIeCCOB BHYTPY OPraHn3auny n 40CTaBKe npoayKLn K MECTY Ha3Ha4YeHUs.

CoxpaHeHWe COOTBETCTBMS [HO/KHO BKIOYaTb B cebst maeHTUdMKaumio, MNorpy304HO-pasrpy304HbIe
paboTbl, YyNakoBKy, XpaHeHue 1 3awmTy. CoxpaHeHue OOMKHO Takke MPUMEHSTLCS U K COCTaBHbIM HYacTaM
NPOAYKLNN.

Opra+un3saums AomkHa pa3paboTaTtb JOKYMEHTUPOBAHHBIE NPoLeypbl v paboyne MHCTPYKLUMA 10

12



FOCT P NCO 13485—2004

yrpaBJIeHVIO NPOAYKUMEV C OrPaHNYEeHHbLIM CPOKOM XpaHeHWsi Inbo npoaykumeit, TpebytoLei crneymanbHbIX
YCJI0BUVi XpaHeHusi. Takme crieumnasibHbIe YC/I0BUSI XpaHeHWs A0/IKHbI PErNCTPUPOBATLCS M ObITb YripaBisi-
eMbIMu.

7.6 YnpaBneHue ycTporcTBaMu A1 MOHUTOPUHIa U U3MepPEeHnn

OpraHusaumsa gosikHa OnpeaenntTs MOHUTOPUHI U U3MEPEHUs, KOTOpble MPeacTOuUT OCYLLECTBNATb, a
Takxe YCTPOWCTBa A5 MOHUTOPUHIa 1 M3MepeHus, HeobXxoammble AS19 06ecrnevyeHnst CBMOETENLCTBA COOTBET-
CTBUSI NPOAYKLUMN YCTaHOBNEHHBLIM TpeboBaHuaM (7.2.1).

OpraHu3auusi goskHa paspabotatb JOKYMEHTUPOBAHHbBIE rpoLenypbl 00ecredeHust rnpoBeaeHus
MOHUTOPUHIa Y M3MEPEHNI B COOTBETCTBUMN C YCTAHOBJIEHHBIMU TPEOOBaHUSIMM.

Tam, roe HeoOGxoaMMo obecrneumBaTh UMEIOLLIME 3aKOHHYIO CUY pe3ynbTaTthl, U3MepuTesibHoe 06opyao-
BaHVe JO/MKHO ObITb:

a) oTkannbpoeaHo M NOBEPEHO B YCTAHOBJIEHHbLIE NEPUOAbLI N Nepen, ero NpMMeHeHeM no o6pasuo-
BbIM 3TasIOHaM, MepefarllyM pasmepbl edyHUL, B CPaBHEHMM C MEXIOyHApOOHbLIMW MM HAUWOHAJIbHbIMM
aTanoHamu. Npu OTCYTCTBMM TaKMX 3TANIOHOB 0a3a, MCMONb30BaHHANA A1 KANMMOPOBKM UM NMOBEPKU, AOJKHA
ObITb 32PErMCTPUPOBAHA;

6) oTperynMpoBaHO WM NOBTOPHO OTPEryNMPOBaHO MO Mepe HeEOOXOAMMOCTY;

B) MAEHTUPUUMPOBAHO C LIeSbl0 YCTAHOBNIEHMSI cTaTyca KanvbpoBKu;

) 3aWwmLLEeHO OT PeryaMpoBOK, KOTopble caeniany Obl HeOeNCTBUTENbHBIMW Pe3yNbTaTbl N3MEPEHNS;

[) 3aWwyLEeHO OT NOBPEXAEHWS 1 yXyALWEHUS COCTOSIHUS B XO4e 00palleHunsi, TEeXHUYECKOro o6Cnyxm-
BaHMS 1 XpaHEHUS.

Kpome Toro, opraHm3aumst Jo/mkHa OLEeHWUTb Y 3apeErncTpupoBaTh NPaBOMOYHOCTb NpeabiayLmX pe3yb-
TaToOB M3MEpeHus, ecnm obHapyXeHo, 4To 00OopyaoBaHME He COOTBETCTBYET TpebosaHusaM. OpraHusaums
[LOKHA NPEeANPUHATL COOTBETCTBYIOLLEE AENCTBME B OTHOLLEHUM Takoro 06opyaoBaHus 1 ntiobol M3MepeHHOM
NPOAyKUMK. 3annucu pesynbTaToB KanmMOpPOBKM U MOBEPKMU O0JIKHbI NMOAAEPXUBATLCS B paboyemM COCTOSHUM
(4.2.4).

Ecnn npyv MOHUTOPUHrEe WU N3MEPEHUN YCTAHOB/EHHbIX TPEOOBAHNA MCMONb3YIOT KOMIbIOTEPHbIE MPO-
rpaMMHbIe CPeACcTBa, WX CMOCOBHOCTb YAOBNETBOPSTL NpearonaraeMoMy NpYMeHeHuo AomkHa ObiTb noa-
TBEPXAeHa. OTO JOMKHO OblTb OCYLLECTBNIEHO 4O Havana NpUMEHEHWs 1 NOBTOPHO MOATBEPXOEHO MO Mepe
HeobXx0aMMOCTH.

lNpumeyaHne — Cm. pykoBogsiLume ykasdaHus B [6].

8 W3mepeHue (oueHka), aHannu3 u ynyylieHue

8.1 OOwWwwme nonoxeHus

OpraHugaums oofmkHa NNaHMPOBaTh Y MPUMEHSTh NMPOLLECCHl MOHUTOPUHIA, N3MEPEHNS (OLEHKM), aHa-
IM3a 1N ynydlleHns, Heobxoaumble Os:

a) OEMOHCTpauMn COOTBETCTBUS NPOAYKLMN;

6) obecnevyeHnss COOTBETCTBUS CUCTEMbI MEHEI)XMEHTa Ka4yecTBa;

B) rogaep>xaHus pe3ysibTatTMBHOCTU CUCTeMbl MEeHE)KMEeHTa KadecTBa.

310 JAOJIXKHO BKJIIOYATb onpeaesieHne npnmMmeHdaemMmbiXx MeTtogoB, B TOM 4YMcie CTaTUCTn4eckunx, 1 obnacTb
X NCNosb3oBaHUA.

lNMpumeyaHne — HaumoHasibHbIe Wi PernoHasibHbIe HOpMaTUBHbIE JOKYMEHTbI MOryT COAepXaTb Tpe-
6oBaHus kK pa3paboTke 4OKYMEHTUPOBAHHBIX POLeayP AJ151 BHEAPEHWS CTaTUCTUHECKUX METOAO0B U YIPaB€HUS UX
MPUMEHEHNEM.

8.2 MOHMTOPUHI U n3amepeHue (oL eHKa)

8.2.1 O6parHas cBs3b

B ka4ecTBe 04HOIro 13 criocob0B OLEHKU PYHKLMOHNPOBAHUSI CUCTEMbI MEHEAXMEHTa Ka4yecTBa
opraHn3aums 0/KHA MPOBOANTb MOHUTOPUHI MHGOPpMaLnu, OTHOCSILLIEVICS K yAOBIETBOPEHWIO OpraHn3a-
umeri TpeboBaHuii NoTpebuTesns.

JomxHbI OblTb YCTAHOBIEHBI METOALI MOSYYEHUSI U UCMONB30BaHUS 3TOM UHDOPMaLIMK.

OpraHun3aums 4oskHa paspaboTtaTb JOKYMEHTUPOBaHHYIO rpoLeaypy rno cucteme obpatHoli cBsiav
(7.2.3, nepe4ucneHue B) C LEeJbIo Moy4eHNs PaHHEro npeaynpexaeHvs o npobaemax B 06/1acTy kKa4ecTsa
v BBEAEHVSI B MPOLIECChI KOPPEKTUPYIOLLNX U npeaynpexaaromx aenctami (8.5.2 n 8.5.3).

Ecnn HaunoHaslbHble Wi PErnoHaslbHble HOPMAaTUBHbLIE LOKYMEHTbI TPEOYIOT OT OpraHu3aummn

13



FOCT P UCO 13485—2004

HakoruieHusi orbiTa Ha OCHOBaHWY UHGOpMauuy, roJlydeHHOU ocse rnpoaaxv MeanumHCKOro Usaesms,
aHaJIn3 Takoro OrbITa MOXET CTaThb 4aCTbio CUCTEMbI 06paTHOVi cBsi3u (8.5.1).

8.2.2 BHyTpeHHMe ayauTbl (MPOBEPKMU)

OpraHusauus oomkHa NPOBOAMTE BHYTPEHHME ayauThl (MPOBEPKM) YEPES 3amIaHUPOBAHHbIE NHTEPBASIbI
C LeJIbl0 YCTaHOBJIEHUSA TOr0, YTO CUCTEMA MEHEKMEHTA KayeCcTBa:

a) COOTBETCTBYET 3arnjlaHMpoBaHHbIM MeponpusaTuam (7.1), TpeboBaHMsAM HaCTOSILLEro cTaHzapTa u
TpeboBaHNAM K CUCTEME MEHEXKMEHTA KayecTBa, paspaboTaHHbIM OpraHn3aLmen;

6) BHeapeHa pe3y/bTaTUBHO M NOAAEPXUBAETCS B paboYyeM COCTOSHUN.

Mporpamma ayamMtoB (NPOBEPOK) AOJKHA NIAHMPOBATLCS C Y4ETOM cTaTyca WU BaXHOCTU MPOLECCOB U
Y4acTKOB, MOAJIEXaLUMX ayauTy, a Takke pesynbTaTtoB npeabiaylumx ayamtoB. Kputepuu, o6nacTtb npymMeHe-
HWS, YacToTa M MEeTOoAbl ayAMTOB OOJKHbl ObiTb onpeneneHbl. Builbop ayauTopoB 1 NpoBefeHve ayamToB
DOMKHbI obecneynBaTb 0OLEKTMBHOCTL M GECnpPUCTPACTHOCTL Mpouecca ayauTa. AyauTopbl He OOMKHb
NMPOBEPATbL CBOKO COOCTBEHHYIO pabdoTy.

OTBETCTBEHHOCTb M TPebOBaHUS K NIAHMPOBAHUIO U MPOBEAEHMIO ayAMTOB, a TakKe K OTYETY O Pe3ysib-
TaTax U NoaaepxKaHuio 3anucei B paboyem coctosiHum (4.2.4) onxHbl ObiTe onpeneneHsl B JOKYMEHTUPOBAH-
HOW npoLeaype.

PykoBoACTBO, OTBETCTBEHHOE 3a NpoBepsieMble 06/1aCTV AeATENbHOCTU, AOKHO obecneumBaTtb, HToObI
OelcTBMa npeanpuHMManicb 6e3 M3NnuLHE OTCPOYKM 4S9 YyCTpaHeHs 0BHapyXXEeHHbIX HECOOTBETCTBUA U
BbI3BaBLUMX UX MNpu4MH. lMocnegyowime OenCTBUSA OOMKHbI BKIOYATb BepUdUKaumio NPeanpuHATbIX Mep 1
OTYET 0 pesynbraTax Bepudukaumm (8.5.2).

lNpumevaHne — Cm. [7] — pykoBOACTBO 0 ayauTy.

8.2.3 MOHUTOPUHI U u3mMmepeHne (OueHKa) NpPoLeccoB

OpraHnsaums JosikHa NMPUMEHSTb MOAXOAsALIME METOoAbl MOHUTOPWHra W, roe 310 LenecoobpasHo,
n3mMepeHunst (OLLEHKM) MPOLECCOB CUCTEMbI MEHEXKMEHTA KaYeCTBa. ITN METOAb! A0JIKHbI AEMOHCTPUPOBATb
CMocoBHOCTL NMPOLECCOB AOCTUraTh 3arnjiaHMpPOBaHHbIX Pe3ynbTaToB. ECnv 3annaHMpoBaHHbIe pe3ysbTaTthl He
OOCTUMHYTLI, TO, KOrAa'aTo LenecoobpasHo, A0MKHbI NPeanpuHNUMaTECS KOPPEKLMM 1 KOPPEKTMPYIOLME Aeit-
cTBuSA gnsi obecrneyeHns COOTBETCTBUS NPOAYKLNN.

8.2.4 MoHUTOPUHI N n3mepeHne (OueHKa) NPOAYKLUU

8.2.4.1 06wume TpeboBaHus

Opranuzauvst AOKHA MPOBOANTbE MOHUTOPUHI Y M3MEPEHUNE XapaKTepUCTUK MPOAYKUMA C LENbio
BepuguKkaLmm COOTBETCTBUS YCTaHOBIEHHbIM TPeboBaHUsIM. MOHUTOPUHI M MUBMEPEHNE XapaKkTePUCTUK
npoAyKLUnM [OKHbLI ObiTb MPOBEAEHbI HA COOTBETCTBYIOLUMX CTAAMNSIX MPOLIECCOB XU3HEHHOIO LKA
npoAaykunu u B COOTBETCTBUM C 3an1aHUPOBaHHbIMU Meponpusatusamu (7.1) v JOKYMEHTUPOBaHHbIMU
npouenypamun(7.5.1.1).

CeuaetenbcTBa COOTBETCTBUS KPUTEPUSIM MPUEMKUN LOJKHbI NMOLAEPXMBATLCA B paboyeM COCTOSHUW.
3anucy OOMKHbI YKasbiBaTh IMLO (a), CAHKLMOHMPOBABLLEE (Me) BbiMyCK Npoaykumn (4.2.4).

Bbirnyck npogykummy v 06CayXxmBaHNE HE MOryT OCYLLECTBJISITLCS 40 YCINELIHOro 3aBepLUeHs 3aria-
HUPOBaHHbIX MeponpusaTuii (7.1).

8.2.4.2 CneuwnanbHoe TpeboBaHne [4N1S1 aKTUBHbIX UMIJIAHTUPYEMbIX MeANLIMHCKNX N34eNNi 1
UMIMJIAHTUPYEMbIX MeANLNHCKUX U38e/1Ni

OpraHnsaumsi 4o/xHa BECTU 3anucuy no vnaeHtngukauymm nepcoHana (4.2.4), nposoasuiero nobblie
BUAbI KOHTPOJISI VTN UCTIBITAHUA.

8.3 YnpaBneHue HECOOTBETCTBYIOLLEN NPOAYKUVEN

OpraHunzauus posixHa obecneymsartb, Y4TOObI NPOAYKUMS, KOTOpasi He COOTBETCTBYET TpeboBaHUSIM,
Ob1a naeHTMdUUMpoBaHa 1 yrnpaensanack C Lefblo NpefoTBpaLleHnst HernpeaHaMepeHHoro NCMNonb30BaHNS
unn noctasku. Cpencrea ynpaBfieHWsi, COOTBETCTBYOLAA OTBETCTBEHHOCTbL W MOSIHOMOUMS s paboThl C
HECOOTBETCTBYIOLLEN NPOAYKLMEN LOMKHBI ObITh ONpeaesieHbl B A0KYMEHTUPOBAHHOM NpoLeaype.

OpraHvsauus oomKHa pelatb BOMPOC O HECOOTBETCTBYIOLLEN MPOAYKLUMN OOHUM WA HECKOSIbKMMU
clenylowmmmu cnocobamu:

a) OCYLUECTBNIATL AENACTBUSA C LIeSIbl0 YCTPaHEHUST 0OHapY>XeHHOro HECOOTBETCTBUS;

6) caHKUMOHNPOBATbL NMPUMEHEHUNE, BbIMYCK NIV MPUEMKY MPOAYKLMM 104 PAa3PELLEHNE HA OTKIIOHEHNE
OT YCTaHOBJIEHHbIX TPEBOBaHWIA;

B) OCYLLECTBNATb AENCTBUS C Liesbio NPefoTBPaLLEHMS ee NepBOHa4asibHOro NpeanosiaraemMoro UCnosb-
30BaHUS U MPUMEHEHNS.

OpraHun3aums 4oIKHa rapaHTUpoBaTh, 4T0 HECOOTBETCTBYIOLLAs NMPoAyKUMsS ByaeT NpuHATA rpu
roJly4eHUM pas3pPeLLEeHns] Ha OTKIIOHEHNE OT YyCTaHOB/IEHHbIX TPEOOBaHWV TOJILKO B TOM CJly4ae, ecJiv 310
JO0rycKaeTcsl yCTaHOBIEHHbIMY TpeboBaHusMu. 3anvcu 06 uaeHTugukaumm nnya (nvy), mmeroLero (ux)
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MOJIHOMOYMSI Ha Bbigaqy Pas3peLleHnii Ha OTK/IOHEHWE, AOJIKHbI MoAAepXuBaTbCsl B pabo4eM COCTOSIHUU
(4.2.4).

3anncyn 0 xapakTepe HEeCOOTBETCTBUI W NIOObLIX MOCNeaylowmx NpeanpuHATLIX AeNCTBUSX, BKIOYas
npuemMKky Npoaykummn nog, paspeLueHne, LoKHbI NOAAEPXMBATLCS B paboyem cocTosHuM (4.2.4).

Korpa HecooTBeTCTBYOLWAsA NPOAYKLUMS UCNPaBieHa, OHa A0sKHa OblTb NOABEPrHyTa NOBTOPHOM BepU-
dukaumn ons NoaTBEPXAEHUS COOTBETCTBUS TPpeBOBaHMSM.

Ecnv HeCcoOTBEeTCTBYIOLLAA NPOAYKLMS BbIsIB/IEHa NOCIIE MOCTaBKM UM Havasa UCNoJib30BaHUA, OpraHu-
3aumMsa O0JIKHa NpennpuHsaTb AeNCTBUSA, afekBaTHbIe NOCAeACTBUAM (MM NOTEeHUManbHblM NOCNeaCTBUAM)
HECOOTBETCTBUS.

Ecnn npogykuus Hyxxaaetcsi B nepepaboTtke (oavH wam 6onee pas), opraHu3aumns 06s3aHa JOKYMEH-
THUPOBATL NMPOLIECC repepaboTku B paboyeri MHCTRYKLUUU, Ha KOTOPYIO C/IeAYEeT MoJ1yYnUTb 0PULMAaIbLHOE
paspelLueHne 1 o40bpeHNE Tak Xe, Kak u Ha NnepBoHayasabHylo paboyyo MHCTpykumio. epes nonydyeHvem
opurumanbHOro paspeLueHnsi  04006peHUs AOJIKHbI ObITb ONPeneneHbl N OKYMEHTUPOoBaHb! (4.2.3un 7.5.1)
J1I00bIEe HEGNAronpUsITHbIE MOCAEACTBUS NePepPabOoTKU MPOAYKLINN.

8.4 AHanu3 paHHbIX

OpraHuv3auus Ao/1kHa pa3paboTaTtb AOKYMEHTUPOBAHHYIO PoLEAypy onpeneneHus, cbopa v aHaim3a
JaHHbIX, HE0OX0ANMbIX [J151 IEMOHCTPAaLMN PE3YJIbTATUBHOCTU CUCTEMbI MEHEDKMEHTA KA4YeCcTBa 1 ee
COOTBETCTBUS YCTAHOBJIEHHBIM TPEOOBaHMSIM, & TAKXKE /15 OLLE€HKM BO3MOXHOCTY MOBbILLIEHUS €€ PE3YJib-
TaTBHOCTU.

JaHHble LoMKHbI BKI0YaTb MHGOPMALMIO, MONYYEHHYIO B pe3y/bTaTe MOHUTOPUHIA U U3MEPEHNS Takxke
N U3 OPYyrnx COOTBETCTBYIOLUMX NCTOYHUKOB.

AHanu3 JaHHbIX OOMKEH NPefoCTaBnAaTb MHOOPMaUmo No:

a) obpatHovi cBsidm (8.2.1);

6) cooTBeTcTBMIO TPeboBaHMAM K Npoaykuun (7.2.1);

B) XapakTepucTMkaMm W TeHOEHUMSM MPOLLECCOB M NPOAyKUUM, BKIKOYAs BO3MOXHOCTU MPOBEOEHUS
npeaynpexaalowmx AeiCTBUN;

r) NoCTaBLUMKaM.

3anvicyn pesynbTaToB aHaam3a AaHHbLIX AOJKHbLI NoAAEePXNBATLCS B paboyeM cocTosiHum (4.2.4).

8.5 YnyuweHue

8.5.1 06wume nonoxeHuns

OpraHv3aums AoJkHa UAEHTUOUUMPOBATL M BbIMOJIHSATL JIIOObIE WM3MEHEHWS, HeobxoauMble 1S
obecriedeHns: U rnogaepxxaHusi MOCTOSSHHOrO COOTBETCTBUSI YCTaHOBIEHHBIM TPeb0oBaHWSIM 1 pe3ysibTa-
TUBHOCTY CUCTEMbI MEHEAXKMEHTA KA4€CTBAa, NCI0/Ib3YS MNOJINTUKY B 00/1aCTV KAQ4YECTBa, yCTaHaB/mMBasl
uesn B 31Ok 061aCTH, a Takxe UCIMoJsb3ys pe3y/bTaTbl ayANTOB, aHaImM3a JaHHbIX, KOPPEKTUPYIOLLNX U
npeaynpexaaLmx 4erRCcTBui n aHaam3a Co CTOPOHbLI PYKOBOACTBA.

OpraHu3aums 4OJIKHA yCTaHOBUTL JOKYMEHTUPOBAHHLIE MPOLIEAYPbLI BbINYCKa Y TPUMEHEHMS MOSICHN -
TesIbHbIX yBeAOMIIeHWI. CrenyeTt o6ecrne4dnTb BO3MOXHOCTb MPOBEAEHUS TaKMX rpoLeayp B Jilo60e BpeMs.

3anvicn 06 n3yyeHuyn xanob notTpebuTenei 4oMKHbI NoAAePXnBaTLCS B pabodeM cocTosiHum (4.2.4).
Ecnv B xone Takoro ndy4eHusi 6y4eT ycTaHOBJIEHO, HTO MOsIBJIEHUIO XaJs100 noTpebuTeseri crnocobecTeyeT
BHELLHSIS AESITE/IbHOCTb OpraHu3aumm, Mexay 3anHTepecoBaHHbIMUY OpraHn3aLUmsiMmy ceayeT npoBeCTH
06MeH cooTBeTCTBYIoLLEN nHpopmaumein (4.1).

Ecsv no 060 xanobe noTpebutesis He NpeanpuHsITbl KOPPEKTUPYIOLLNE U/ MPeayrnpexaaroLme
AevicTBust, NnpuyunHy caenyet obbsacHUTL (5.5.1) n3apeructpupoBats (4.2.4).

Ecnn aToro TpebytoT HauMoHaslbHbIE IV PErVOHAa IbHbIE HOPMATUBHbLIE IOKYMEHTbI, OpraHn3aLms
JomkHa paspabotarb LOKYMEHTUPOBAHHbLIE MPOLEAYPbl YBEAOMIEHWS PEryNpYIOLLMX OpraHoB O Tex
WHUMAEHTax, KOTOPbI€ COOTBETCTBYIOT KDUTEPUSIM K OTHETHOCTU.

8.5.2 Koppektupyowme aeicteus

OpraHun3auus JokHa NPeanpUH1UMaThL KOPPeKTMpYoLME OeNCTBUS C LEenblo YCTPaHeHNs NPUYMH HECO-
OTBETCTBWIA ANS NPeAynpexaeHns NoBTOPHOMO MX BO3HMKHOBEHMS. KoppekTupyloLLme AencTBUS AOMKHBI ObiTb
afeKBaTHbIMW MOCNEACTBUSIM BbISBNEHHbLIX HECOOTBETCTBUIA.

JomxHa 6biTb paspaboTaHa AOKYMEHTUPOBaHHasA npoleaypa ois onpeneneHns TpeboBaHnin K:

a) aHanM3y HEeCOOTBETCTBUI (BKJIOYas Xanobbl noTpedbuTenei);

6) yCTaHOBNEHUIO MPUYMH HECOOTBETCTBUIA;

B) OLEHMBaHNIO HEOOXOAMMOCTU AeNCTBUI, YTOObI N36exaTb NOBTOPEHNS HECOOTBETCTBUI;

r) onpeneneHuvto v BbiNoJIHEHWNIO HEOOX0ANMBbIX AEHACTBUIA, BKJIIOYasi, €CJIN Liesiecoobpa3Ho, 0OHOBJIeHNE
JokymeHTauum (4.2);
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) pervctpaunmy pesybTaToB J00bIX PaccefoBaHnii N NpuHATLIX Mep (4.2.4);
e) aHasninzy npearnpuHATEIX KOPPEKTUPYIOWNX AeUCTBUN U UX Pe3y/IbTaTUBHOCTH.

8.5.3 Npenynpexaalowme gencrema

OpraHu3aums [omkHA ONpeaennTb AENCTBUS C LENbI0 YCTPAHEHUS MPUYNH NOTEHLMASIbHBIX HECOOTBET-
CTBUIM 4519 NnpeaynpexaeHus ux nossnexvs. MNpegynpexaaolime encTBms OOMKHLI COOTBETCTBOBATL BO3-
MOXHbIM MOCNEACTBMSAM NOTEHUMASIbHBIX NPOGIEM.
JonxHa ObITb paspaboTaHa AOKYMEHTMPOBaHHAsA Npoueaypa s onpeaeneHns TpebosaHui K:

a) YCTaHOBEHMIO MOTEHLUMANbHBIX HECOOTBETCTBUM N NX NPUYMH;

6) OLEeHVBaHMNIO HEOOXOAMMOCTIN OENCTBUIA C LeSbio NpeaynpexaeHns nosiBNeHns HeCOOTBETCTBUI;
B) ONpeneneHnio N OCYLLLECTBIIEHNIO HEOOXOAMMbIX LeNCTBUIA;

r) pervctpaumm pe3ysibTaToB /II00bIX PACCAEN0BaHN v NPUHATLIX Mep (4.2.4);

A1) aHanuay npeanpuHSThIX MPeayrnpexaaroLmx AeviCTBUN n nx pesysibTaTuBHOCTY.

Mpunoxenne A
(cnpaBo4HOE)

Cootsetctene mexay MCO 13485:2003 n UCO 13485:1996

Tab6nuuya A1 — CoorBerctare mexay MCO 13485:1996 n MCO 13485:2003

NCO 13485:1996 NCO 13485:2003
1 O6rnactb NPUMeHeHVs! 1
2 HopmaTtuBHble CCbUIKM 2
3 Onpenenexuns 3
4 TpeboBaHMsA K CUCTEME KayecTBa (TOJIbKO 3arojioBOK) B
4.1 OTBETCTBEHHOCTb PYKOBOACTBA (TOJIbKO 3arosioBOK)
4.1.1 Tonutnka B 06nacTi kayecTsa 5.1,53,54.1
4.1.2 OpraHu3aums (TobKO 3arosioBOK)
4.1.2.1 OTBETCTBEHHOCTb M NMOSIHOMOYNS 9.5.1
4.1.2.2 Pecypchl 6.1,6.21
4.1.2.3 TlpencraBntenb PykOBOACTBA 55.2
4.1.3 AHanU3-CO-CTOPOHLIPYKOBOACTRA 56.1, 851
4.2 Cucrtema kayecTBa (TONbKO 3arosioBoOK)
4.2.1 O6wpe nonoxeHus 41,422
4.2.2 Tpouenypbl CUCTEMbI Ka4yeCcTBa 421
4.2.3 TnaHnpoBaHve kayecTsa 5.4.2,7.1

4.3 AHanu3 KOHTpakTa (TONbKO 3aronoBOK)
4.3.1 O6wpe NonoxeHus (TOJIbKO 3arosioBOK)
4.3.2 AHanua

52,7.21,722,723

4.3.3 VI3MeHeHNs K KOHTPaKTy 7.2.2

4.3.4 3anucu 7.2.2

4.4 YnpagneHve NpoekTMpoBaHMeM (TONbKO 3arosoBoOK)

4.4.1 O6wpe nonoxeHust (ToNbKO 3arosoBOK)

4.4.2 TnaHvpoBaHME NPOEKTUPOBaHUS U pa3paboTku 7.3.1

4.4.3 OpraHn3aumoOHHOE N TEXHUYECKOE B3aUMOENCTBME 7.3.1

4.4.4 BxopHble NPOEKTHblE AaHHbIE 7.3.1, 732
4.4.5 BbIXOOHbIE MPOEKTHbIE AAHHbIE 7.3.3

4.4.6 AHanns npoekta 7.34
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lMpoaomxeHne Tabanubi A. 1

MUCO 13485:1996 MUCO 13485:2003

4.4.7 Tposepka npoekTa 7.35
4.4.8 YTBEPXOEHME NPOEKTA 7.3.6
4.4.9 WNameHeHns npoekTa 7.3.7
4.5 YnpasneHvie AOKYMEHTaumen n AaHHbIMA (TObKO 3arofioBOK)

4.5.1 Obwue nonoxeHus 423
4.5.2 YtBEepXxaeHue 1 BbiNyCK AOKYMEHTaLMN 1 OaHHbIX 4.2.3
4.5.3 N3meHeHne [OKYMEHTOB M A@HHbIX 4.2.3

4.6 3akynku (TONbKO 3arosoBOK)
4.6.1 O6LMe NONOXEHNS (TONbKO 3aroIoBoK)

4.6.2 OueHka cybnoapsHnkoB 7.41

4.6.3 NHdopmaums no 3akynkam 7.4.2

4.6.4 TpoBepka 3aKyrnieHHON NPoayKLmm 743

4.7 YnpaBneHue npoaykumuel, NnocTaBiseMoi notpeburenem 754

4.8 NpeHTudurkauma n NnpocnexmnBaeMocTb NPOAYKLMN 7.5.3

4.9 YnpaeneHve npoueccamu 6.3,6.4,7.5.1,7.5.2
4.10 KoHTponb 1 ncnblTaHUs (TOSIbKO 3arofoBOK)

4.10.1 O6Lwme NoNoXeHUs 7.1,8.1
4.10.2 BxopgHOW KOHTPOJIb U UCMbITAHWS 743,824
4 10.3 KoHTponb 1 nchbiTaHNa B NpoLecce Npov3BoacTBa 8.2.4
4.10.4 OxoHYaTesbHbIA KOHTPOJb U UCMbITAaHNS 8.24
4.10.5 Peructpaums JaHHbIX KOHTPONS Y UCMbITAHWIA 7.5.3,8.24

4.11 YnpaBneHue KOHTPOMbHbIM, W3MEPUTENbHLIM U  UCMbITa-
TeNbHLIM 060PYA0BaHMEM (TONIbKO 3arosoBOK)

4.11.1 O6wume nonoxeHus 7.6
4.11.2 TMpouenypsl ynpaeneHus 7.6
4.12 CraTyc KOHTPONS 1 UCMbITaHWIA 753
4.13 YnpaBneHve HeCOOTBETCTBYIOLLE MpodyKuuenn (TONbKo
3a ronoBoK)
4.13.1 O6wme NonoxeHus 8.3
4.13.2 AHanus n yTunnsaums HECOOTBETCTBYIOLLEN NPOAYKLN 8.3
4.14 Koppektupylowpme u npegynpexgjatowme oeicTBus (Tonbko
3arofioBoK)
4.14.1 O6Lme NONOXeHUS 8.5.2,85.3
4.14.2 KoppekTtupyloLme AeicTBmS 8.5.2
4.14.3 MpepynpexgatoLime AencTens 8.5.3

4.15 Torpy3o4HO-pasrpy3oyHble paboTbl, XpaHeHue, ynakoBka,
KOHCEepBauMsa 1 NOCTaBKa (TONbKO 3aros0BOK)

4.15.1 O6Lme NonoxeHns 6.4

4.15.2 MMorpy304HO-pasrpy30yHbIie paboThbl 75.5
4.15.3 XpaHeHue 7.5.5
4.15.4 YnakoBka 7.5.5
4.15.5 KoHcepBauus 755
4.15.6 TMocraBka 7.5.1
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FOCT P UCO 13485—2004

OkoHYaHune Tabanupbl A. 1

MCO13485:1996 MCO 13485:2003
4.16 YnpaBneHue perncrpaumen OaHHbIX O KayecTse 424
4.17 BHyTpEHHME NPOBEPKM KavyecTBa 8.2.2,8.2.3
4.18 lNoarotoeka kaapos 6.2.2
7.5.1

4.19 O6cnyxnBaHune

4.20 Cratnctnyeckme MeToabl (TOMBKO 3arofioBOK)

4.20.1 OnpepeneHune notpebHocTEN
4.20.2 Mpouenypbl

8.1,8.2.3,8.2.4,8.4
8.1,8.2.3,8.2.4,8.4

Tabnuuya A2 — Cootserctaue Mexay MCO 13485:2003 n MCO 13485:1996

NCO 13485:2003 MCO 13485:1996

1 O6nactb NpUMEHeHWs! 1

1.1 O6wwme nonoxeHus —

1.2 TNprMeHeHne

2 HopmatumBHbIE CCbUIKM 2

3 TepmuHbl 1 onpeaeneHns

4 Cuctema MeHeIKMEHTa KavyecTBa (TOJIbKO 3arofioBOK) —

4.1 O6wwme TpeboBaHus 4.2.1

4.2 TpeboBaHWsA K JOKYMEHTaLUN (TONbKO 3arosioBOK) —

4.2.1 O6Lwme NonoxeHus 422

4.2.2 PykOBOACTBO MO KayecTBy 421

4.2.3 YnpaBneHue AOKyMEHTaLMen 451,452,453

4.2.4 YnpaBneHue 3anucsmm 416

5 OTBETCTBEHHOCTb PYKOBOACTBA (TOMBbKO 3arofioBOK) —

5.1 Ob6sa3aTensCcTBa PyKOBOACTBA 411

5.2 OpwueHTauus Ha noTpebutens 4.3.2

5.3 MonuTrka B 06nacTn KkavecTsa 411

5.4 TnaHupoBaHve (TONbKO 3arosI0BOK) —

5.4.1 Uenu B 06nactn kayectsa 4.1.1

5.4.2 TnaHvpoBaHve  CO34aHUA n pas3BuUTUA  CUCTEMbI 423

MEeHeIKMeHTa KayecTsa
5.5 OTBETCTBEHHOCTb, MOSHOMOYUS U 06MeH wuHdopmaumei
(TONBKO 3aronoBoOK)

5.5.1 OTBETCTBEHHOCTb U MOSIHOMOYUS 41.21

5.5.2 [lpeacTtaBuTenb PyKOBOACTBA 4.1.2.3

5.5.3 BHyTpeHHW1 06MeH MHpOopMauyeit —

5.6 AHanm3 co CTOPOHbI PYKOBOACTBA (TONIbKO 3arofioBOK) —

5.6.1 O6wwe nonoxeHus 413

5.6.2 BxopHble oaHHble oS aHanm3a —

5.6.3 BbixoaHble JaHHbIE aHanmM3a —

6 MeHemXMEHT PecypcoB (TONbKO 3arosIoBOK) —
4122

6.1 Ob6ecneyeHvie pecypcamu
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OkoHyaHue Tabnnubi A. 2

NCO 13485:2003 NCO 13485:1996

6.2 YenoBeyeckmne pecypchl (TONLKO 3arof0BOK)
6.2.1 O6wwme NonoxeHws 4122
6.2.2 KOMNeTeHTHOCTb, OCBEAOMIIEHHOCTb M MOArOTOBKA 418
6.3 WHdpacTpykTypa 49
6.4 Mpon3BOACTBEHHAs cpena 4.9,4.15.1
7 Tpouecchl XU3HEHHOrO umkia NPOAyKLMU (TOSIbKO 3arosioBOK) —
7.1 TNnaHvpoBaHVe NPOLECCOB XMU3HEHHOMO LUuKIIa npoaykumm 4.2.3,4.10.1
7.2 Tpouecchl, CBA3aHHbIE C NOTPedUTENsIMM (TONbKO 3arosioBOK)
7.2.1 OnpeneneHve TpeboBaHWIA, OTHOCALLMXCS K MPOAYKLIN 432,444
7.2.2 AHanu3 TpeboBaHUii, OTHOCALUMXCA K NPOAYKLN 4.3.2,4.3.3,4.3.4
7.2.3 CBsi3b C nNoTpedbutensmm 43.2
7.3 MpoekTnpoBaHune 1 pa3paboTka (TONbKO 3arosoBoK)
7.3.1 TnaHMpoBaHWE NMPOEKTMPOBaHUS 1 Pa3paboTku 442,443
7.3.2 BxopHble faHHble AJ151 MPOEKTUPOBaHMS U paspaboTkim 444
7.3.3 BbIxoOHblE A@HHbIE NMPOEKTMPOBaHUS 1 Pa3paboTkm 445
7.3.4 AHanus npoekTa u pa3paboTku 446
7.3.5 Bepudukaums npoekta 1 paspaboTkm 447
7.3.6 Banvpaumsa npoekta un paspaboTku 448

7.3.7 YnpaBneHve U3MeHeH1sIMN NPOeKTa U pas3paboTkim 449
7.4 3akynku (TONIbKO 3arofioBOK) —
7.4.1 Tlpouecc 3akyrnok 46.2
7.4.2 Nudopmauus no 3akyrnkam 46.3
7.4.3 Bepudwukaums 3akyrnieHHON Npoaykumm 4.6.4,410.2
7.5 TMpoun3BoacTBo 1 06CNyXMBaHME (TOIbKO 3arofloBOK) —
7.5.1 YnpaBneHve Npon3BOACTBOM 1 0OC/yXUBAHNEM 4.9,4.15.6,4.19
7.5.2 Banupauus npoLeccoB Npov3BOACTBA U 0BCIYyXMBAHUS 49
7.5.3 VgeHTndukaumsa n npocnexmsBaemMocTb 4.8,4.10.5,4.12
7.5.4 CobCTBEHHOCTL MOTpebuTeneit 4.7
7.5.5 CoxpaHeHne COOTBETCTBUS MPOAYKLMN 4.15.2,4.15.3,4.15.4,4.15.5
7.6 YnpaeneHue yCTPOMCTBaMU A1t MOHUTOPWHIA U N3MEPEHNI 4.10,4.20.1,4.20.2

8 V3mepeHune (OueHKa), aHanm3 u yny4lleHve (TObKO 3arofioBOoK)

8.1 OO6wwme nonoxeHns 4.11.1,4.11.2

8.2 MOHWTOPWHI 1 M3MepeHns (oueHKa) (TONbKO 3arosIoBOK)
8.2.1 O6patHas CBs3b

8.2.2 BHyTpeHHue ayauThbl (MPOBEPKU) 417

8.2.3 MOHUTOPUHT 1 n3mMepeHmne (OLEHKa) NPoLECCOB 4.17,4.20.1,4.20.2

8.2.4 MOHUTOPUHI 1 n3mepeHne (OLEeHKa) NPoayKUMN 4.10.2,4.10.3,4.10.4,4.10.5,4.20.1,4.20.2
8.3 YnpaBneHve HeCOOTBETCTBYIOLLEN MPOOYKUMEN 4.13.1,4.13.2

8.4 AHanu3 gaHHbIX 4.20.1,4.20.2

8.5 YnyuweHue (Tonbko 3aronoBoOK)

8.5.1 O6wue nonoxeHus 4.1.3

8.5.2 KoppekTtupyioLime oencrems 4.14.1,414.2

8.5.3 lpenynpexpaolime OencTaug 4.14.1,414.3
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Mpunoxexue B
(cnpaBoYHOE)

O6bsicHeHUue pasnuuunii mexay UCO 13485:2003 u UCO 9001:2000

HacTtosilee npunoxeHue NnoarBepxaaeT CX0ACTBO U pasnnyne Kak coaepxarumx Tpe6OBaHI/IFI, Tak 1 coaepXxawmnx

UHdopMaumio NyHKTOB M nopnyHktoB MCO 13485:2003 u [3].

MCO 13485:2003 u [3]:

[MprBOAATCA Takke MNPUYUHBI PasanMyuii  Mexay

a) nyHkTbl unn noanyHkTel MCO 13485:2003, ayteHTuyHbIe [3], 3aknodeHbl B Tabnuue B.1 B kBagpaTHble CKOOKM;

6) nyHKTbI MY NoanyHkThI [3], nameHeHHble B UC013485:2003 nytem nobaBneHnst K HAM MHGOPMALIM U MOCPELCT-
BOM COITaCOBaHMS C HOPMATMBHBLIMN JOKYMEHTAMM, KaCAIOLLMMUCT MEAULIMHCKUX WU3OENuiA, NPUBEAEHb! B NIEBOW KOJIOHKE
Tabnmuel B.1. CootBeTCTBYIOLIME MYHKTLI v nognyHkTbl CO 13485:2003 nprBesieHbl B NpaBoii KonoHke Tabnuupl B.1;

B) MyHKTbl v noanyHkTol [3], otcytctBytowme B MCO 13485:2003 mnm n3amMeHeHHble NOCPEACTBOM YAANEHUS UK
CYLLECTBEHHOIO M3MEHEHUS1 TPeOOoBaHUS, B NEPBOHAYANbHOM M HEM3MEHHOM BUAE MPUBELAEHbI B IEBON KOMOHKe Tabnu-

ubl B.1. CooTBeTCTBYIOLWME NYHKTHI UAK noAanyHkTel MICO
npuBeaeHbl B NPaBoii KONOHKe Tabnuupl B.1;

13485:2003 1 MpUYUHBI UX U3MEHEHUS MO CpaBHeHuio [3]

r) npudnHbl pasnuuanii mexay NC013485:2003 u [3] nprBeneHsb! B NpaBoi konoHke Tabnuusl B. 1. Tam, roe pasnuyui

B KAKOM-NIM00 NYHKTE NN NOANYHKTE HET, Pa3HuLa B TEeKCTe

mexay MCO 13485:2003 n MCO 9001:2000 otpaxaeT 3agady

MCO 13485:2003, cocTosiLLyl0 B O3HAKOMNEHUN C AENACTBYIOLLMMY B MUPE HOPMATUBHLIMU JOKYMEHTaMu 1 o0neryeHnm
BCEMWPHOM rapMOHU3auMM HOBbIX HOPMATVBHBIX [JOKYMEHTOB Ha MeOVLMHCKNE N3enus.

Tabnuua B.1— Ob6bscHeHne pasznuunii mexay MCO 9001:2000 n MCO 13485:2003

NCO 9001:2000

BeeneHue
O06Lwme nonoxeHus

[na cospaHna CUCTEMbl  MEHeOXKMeHTa KadyecTsa
TpebyeTcs cTpaTerMyeckoe pelleHne opraHu3auuun. Ha
pa3paboTKy 1 BHEAPEHNE CUCTEMbI MEHEIKMEHTA KayecTBa
opraHm3aumMm  BAMSIIOT  U3MEHsIIoLLIMecs  NoTpebHoCTH,
KOHKpPETHbIE LEeNun, Bbinyckaemasi npoaykums, NPUMeEHsIEMbIE
NPOLLECCHI, pasmep 1 CTPyKTypa opraHndauumn. Hactoawmn
CTaHOAPT He npeanonaraeT eamHoobpasus B CTPYKType
CUCTEM MEHEMKMEHTA Ka4yecTBa v JOKYMEHTaUMN.

TpeboBaHMsa K CUCTEME MEHeMXMeHTa KadyecTBa, ycTa-
HOBJIEHHbIE B HACTOSILLLEM CTaHOapTe, SBASOTCA AOMNOS-
HAIOWMMN MO OTHOLLEHUIO K TPeBOBaHWSAM K MPOAYKLMN.
MHdopmauus, 06o3HaveHHas Kak «[prumMmedaHne», ABNSeTcs
METOAMYECKMM  yKa3aHMEM MO  MOHUMAHUIO  WIn
Pa3bsICHEHMIO COOTBETCTBYIOLLEr0 TPeOOBaHNMS.

HacToawwun cTaHgapT MOXET MCNoNb30BaTbLCA
BHYTPEHHVMU U BHELLIHUMM CTOPOHaMM, BKJI0Has OpraHbl No
cepTudukaummn, ¢ LEenbio OLEHKM CNOCOOHOCTN OpraHn3aLumm
BbINOJIHATL TpeboBaHWs MNOTPedbuTenen, pernameHToB U
COOCTBEHHbIE TPEOOBAHMS.

Mpn paspaboTke HacTosILEro ctaHaapTa OblIM YYTEHbI
NPUHUUNBbI  MeHeKMeHTa KaydeCTBa, YCTaHOBJ/IEHHble B
MCO 9000 n [8]
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MCO 13485:2003

BeBeneHue
O6Lwme nonoxeHus

Hacroswmii ctaHaapT onpeaensetr TpeboBaHuns K
cucTeMe MeHeOXMeHTa Ka4yecTBa, KOTOpPble MOryT
MPUMEHSITbCS  OpraHu3aunesi rnpu  rPoeKkTUPOBaHUY,
paspaboTke, MPOU3BOACTBE, MOHTaxe v 0OCIYXUBaHUN
MeANLMHCKUX 3AEN, a TakxkXe Mpy npoeKkTUpoBaHU,
paspaboTke n obecrie4eHNN CBA3aHHbIX C HUMU YCIIYr.

HacTosiyuvi ctaHaapT MOXeET TakxXe rPpUMeHsSITbCS
BHYTPEHHUMU Y BHELLUHVMM 10 OTHOLLEHUIO K OpraHn3aumm
3anHTEpPEeCcOBaHHbLIMUN CTOPOHaMU, BKJ1IO4asi opraHbl 1o
ceptugukaumuy, 4ss1 OLUEeHKU CrioCOOHOCTY OpraHn3aumm

YA0B/1E€TBOPSITH TPEeboBaHWs noTpebuTesisi u
yCTaHOBJIEHHbIE TPeOOBaHMSI.
MHdopmaumsa, 0003HadeHHass kak «[lpumedyaHume»,

ABNIAETCH METOAMYECKMM YKa3aHWEM MO MOHMUMAHUIO Wn
Pa3bACHEHMIO COOTBETCTBYIOLLIEr0 TPEGOBAHMS.

TpeﬁOBaHl/IFI K cucrteme MeHe)XKMeHTa KadecTtBa,
yCTaHOBJIeHHbIe B HacTosulemM ctaHgaprte, saBJIAioTCS

JOMOJIHSIOWMMM MO0 OTHOLLUEHWIO K  TEXHUHECKUM
TPeboBaHUSIM K MPOAYKLMN.
Ona cospgaHus  cucTembl  MeHekMeHTa  KauecTsa

TpebyeTcs cTpaTerMyeckoe pelleHve opraHu3aumm. Ha
pa3paboTKy U BHeApeHMEe CUCTEMbI MEHEIKMEHTa KayecTBa
opraHM3aumMmM BAUSIOT  M3MEHsIWMEeCs  NoTPebHOCTH,
KOHKPETHbIE LieNu, Bbinyckaemas NpoayKuusl, MPUMEHSIEMbIE
NPOLECCHI, Pa3Mep 1 CTPYKTypa opraHmndauuun. Hactosawmn
CTaHOAPT He npeanonaraeT eguHoobpasvst B CTPyKType
CUCTEM MEHEXMEHTA KavyecTBa v AOKyMEHTaLMN.

CyuecTtByeT 60/bLLOE pa3HOObpasne MeanLNHCKNX
M3,£le}11/ll7l,' HeKoTopble YaCTHble TpGﬁOBaHMFI HacTosLero
craHgaprta rpuMeHVMbl TOJIbKO K TeM Kateropuvsam
MennLNHCKUX Vl3,£lel7Ml7], oripeneJsieHrs KOToOpbIX ripuBeeHsbl
Bpasgene 3.
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MpoaosmxeHne Tabanubl B. 1

HCO 9001:2000 MCO 13485:2003

MpuunHa pasnuuuii: Kpome copepXxaHua paspena 4
nobble  U3MEHEHUsI BHeCEHbl B [3] TONMbKO C  LEnbio
BO3MOXHOCTU €r0 MPUMEHEHNS B OTHOLLEHUW MEOMLIMHCKIMX
nanenumn

MpoueccHbIli nogxopn MpoueccHbI noaxopn,

Hactoawmin ctaHpapT HarnpasfiieH Ha MpUMeEHeHue Hacroswyuvi craHaoapTt OCHOBbLIBAETCS Ha
MPOLECCHOr0 noaxoga npu pas3paboTke, BHEOPEHWM W MPOLIECCHOM 0AX0AE K MEHEAXKMEHTY Ka4eCTBa.
JIYYLIEHUN  Pe3yNnbTaTUBHOCTM  CUCTEMbI  MeHeOXMeHTa
yny pesy. X Jllobass  [esiTenbHOCTb,  MMeLasi  BXOAbl U

KaecTsa ©  UENIbIo  TOBBILLEHNR = YIOBNCTBODEHHOCTV 0 6pasyioLuas 1x B BbIXOAbI, MOXET pPACCMATDUBATLCS
noTpedutener NyTem BbINOMHEHUS NX TPEOOBaHNIA. ngnpgueg/c 1t bl p p

Ona  ycnewHoro @yHKUMOHMPOBAHUA — OpraHu3aums Ana  ycnewHoro @QyHKUMOHUPOBaHUS OpraHu3aums
[O/MKHA OnpenensiTb W OCYLWECTBAATb  MEHEOXMEHT AOJIKHA OfpeaesnTb MHOXECTBO B3avMOCBSI3aHHbIX
MHOIOYMCNEHHbBIX B3aMMOCBS3aHHbIX BUOOB AEATENbHOCTU. MPOLECCOB 1 yrpaB/isiTb NMU.

JeAtenbHOoCTb, MCNoNb3yoLWwas pecypchbl 1 ynpasnsemasi ¢
uencilo npeobpa3oBaHUsi BXOAOB B BbIXOAbl, MOXET
paccmatpmBaTtbCA Kak npouecc. Yacto Bbixo4 OAHOMO
npouecca 00pasyeT HeMoCPEeACTBEHHO BXOA, CIIELYIOLEero lNpumeHeHve B opraHMsaumMm CUCTEMbI MPOLLECCOB
Hapaay ¢ x naeHTndunkauven n B3auMOLENCTBMEM, a Takke
anMeHeHme B OpraHvMsaumM CUCTEMbl MpPOLECCOB MeHeIKMEHT NnpoLeccoB, MOryT CHUTATbCA MPOLLECCHbIM
HapsAay C UX UaeHTUdVKaLMen 1 B3aMMoOencTemeM, a Takxe MOAXOLOM.
MEHEeKMEHT MpPOLLECCOB, MOIMYT CYUTATbLCA MNPOLLECCHBLIM
NOAXOLOM.

YacTo  BbIXOL ~ OOHOrO  npouecca  obpasyer
HEMOCPEACTBEHHO BXO[, CIEAYIOLLEro.

MpuuvHa pas3nuuuii. BonbWMHCTBO nonoxeHuin [3]
npenHasHavyeHbl A9 BKIIOYEHUS B TEXHUYECKNA OTYET [4] —
MpeuMyLLecTBO MPOLIECCHOrO MOAXOAQ COCTOMT B AOKYMEHT, obecneuviBaiolyii  ynpasneHue BHeLpeHVeM
HenpepLIBHOCTU YNpaBJieHus, KOTOpoe oH obecrneynsaeT Ha TPeGoBaHuin 1C013485:2003. Jra nHdopmauys BroHeHa
CThIKe OTAESbHBIX MPOLLECCOB B PAMKax X CUCTEMBI, a Taioke B [3], TaK kak HoBasi peaakums [4] ewe He CywecTsyet
npu Nx KOMOUHALMW 1 B3aMOLENCTBUN.

Mpn NnpUMeHeHUM B CUCTEME MEHEIXMEHTa KayecTsa
Takon NoAxon, NoaYepKMBaeT BaXHOCTb:

a) MOHMMaHMA 1 BbINOJIHEHMS TPEOOBaHNIA;

0) HeoOXxoOMMOCTN PACCMOTPEHUS MPOLIECCOB C TOYKM
3peHust 106aBNEHHOM LIEHHOCTW;

B) AOCTXEeHNA pe3ynbTaToOB BbIMNOJIHEHMA MPOLECCOB U
X Pe3ynbTaTUBHOCTHU,

) MOCTOSIHHOrO YJy4LIEHNs MPOLECCOB, OCHOBAHHOMO
Ha 0OLEKTVBHOM N3MEPEHUMN.

MpuBepeHHaa Ha pucyHke 1 MoAenb CUCTEMbI
MEHe[KMEeHTa KayecTBa, OCHOBaHHasd Ha MPOLLECCHOM
nogxone, WUIOCTPUPYET CBA3M MeXay npoueccamu,
npeacTaeneHHbIMM B pasgenax 4—8. 3ta  Mopdenb
MoKasbIBaET, YTO NOTPEOUTENN UIPAIOT CYLLLECTBEHHYIO POJb
npu  OnpefeneHWuM  BXOAHbIX — AaHHbIX.  MOHUTOPUHI
YOOBNETBOPEHHOCTN  noTpebuteneii  TpebyeT  OLEeHKU
{ndopmaumm o0 BOCHPUATUN MOTPEOUTENSMU BbIMNONHEHUS
ux TpeboBaHuin. [MpuBepeHHas Ha pucyHke 1 Monenb
OXBATbIBAET BCE OCHOBHble TPeOOBaHMS HACTOSALLErO
cTaHpapTa, He OeTanmsnpys ux.

MpumeyaHune— Kpome Toro, Ko BCeM npoLeccam
MOXeT npumMeHaTbes umkn «Plan — Do — Check — Act»
(PDCA). Lnkn PDCA MOXHO KpaTKO OnmMcaTh Tak:

- nnaHvpoBaHue (plan) — paspaboTaiite uenM wm
npoLecchl, HeoOXoaMMbIE AN OOCTUXEHUS PE3yNbTaToB B
COOTBETCTBUM C TPEOOBAHUSAMY NOTPEOUTENEN 1 MONNTUKON
opraHusaumu;

- ocywecTteneHve (do) — BHegpuTe NPOLLECCHI;
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lpoaomxexne Tabanupi B. 1

MCO 9001:2000

- npoeepka (check) — NOCTOSHHO KOHTPOAMPYNTE U
n3MepsiiTe nNPoOLEecCbl W NpPoAyKUMIO B CPaBHEHMMU C
NONIUTUKON, UensMum U TPeboBaHUSMM Ha NPOAYKUMIO W
coo0LainTe o peaynbTaTax;

- penicteue (act) — npeanpuvHumarite genctasva  no
NOCTOSIHHOMY YAYHLLEHMIO NoKasaTenen NpoLeccos.

YcnoBHble 0603Ha4YeHUs:
—— [leaTenbHOCTb, Ao0aBnaowas LeHHOCTb;
- - - = [loTok nHdopmaumm

PucyHok 1 — Mopenb CUCTEMbI MEHEIKMEHTA
KayeCcTBa, OCHOBAHHOM Ha NPOLECCHOM Noaxoae

Cesasb ¢ UCO 9004:2000

[3] n [8] 6bnn pa3paboTaHbl Kak cornacoBaHHasi napa
CTaHOApPTOB Ha CUCTEMbl MeHemXMeHTa kayecTBa [s
OOMNONHEeHVA APYr Opyra, HO MX MOXHO MPUMEHSTb Takxke
He3aBMCMMO. HecMoTps Ha TO, YTO Y CTAHAAPTOB PA3NNYHbIE
06n1acT MPUMEHEHUS, OHN UMEIOT aHANIOTUYHYIO CTPYKTYPY
B LENAX CO30aHua YCJOBUIA OJIA MX MCMONb30BaHMSA Kak
COrnacoBaHHOM Napsl.

[3] ycraHaBnvBaeT TpeboBaHMS K CUCTEME MeHemOX-
MeHTa KayecTBa, KOTOpPble MOryT WCMONb30BaTLCA )15
BHYTPEHHEro MPUMEHEHUst OpraHM3auvsaMnm B Lensx
cepTMbUKaLMmn UK 3aKIIIOYEHNSE KOHTPAKTOB. OH HanpaBsneH
Ha PEe3ybTaTVBHOCTb CUCTEMbI MEHEMXKMEHTA KayecTBa npu
BbINOMHEHWM TpeboBaHWit NoTpeduTenei.

[8] comepxuT pekomeHpaumm no 6onee LINPOKOMY
CMEeKTPY Lenei cuctemMbl MeHekMeHTa kadecTsa, yem [3],
0COOEHHO MO MOCTOSIHHOMY YAYHLIEHMIO OEeATeNbHOCTU

opraHmsaumu, a Takke ee  9IhDEKTMBHOCTU U
pe3ynbTaTMBHOCTU. [8] pekomeHayeTcs kak PyKOBOACTBO
0N opraHvMsauumii, BbiCLUee PYKOBOACTBO  KOTOPbIX,

npecnegys Uefib MNOCTOSHHOMO YMyYlIEeHUsi OeaTenbHOCTH,
XenaeT BbINTK 32 pamku TpebosaHuii [3]. OgHako OH He
npenHasHayveH ang uener ceptnukaumm namn 3akioyeHns
KOHTPAKTOB
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UCO 13485:2003

Css3b ¢ HCO 9001:2000

Hacroswunvi ctaHaapT sSBAsieTcsi aBTOHOMHbIM, HO
ocHoBbIBaeTcs Ha [3].

TyHKTBI WM [OAMYHKTbl, TEKCT KOTOPbIX
ayTeHTun4YeH TekcTy [3], HabpaHb! NPSIMbIM LLIPUPHTOM.
To, 4TO OHU npencTaB/ieHbl B HEU3MEHHOM Bue, HaLUJIo
OTPaxeHue B NPUIoXeHnu B.

TekcT HacToslero ctaHaapTa, He ayTeHTUYHbII
[3], nnn npeanoxenve nam ab3al, cogepxalume Takom
TeKCT, HabpaHb! KypcuBomMm. CyTb v NPUHNHBI UISMEHEHWI B
TeKCcTe yka3aHhbl B [pusioxXeHun B.

CBsa3bc UCO/TO 14969

[4] npencrasnsetr cobovi TEXHWYECKUi OTYET,
coaepxalluni  PyKoBOAsILUME yKa3aHWs 0 BHELOPEHUIO
HacrosLero craHgapTa.

MpuunHa pasnnunin: mexay MCO 13485:2003 un [8]
oTcyTcTBYeT TecHas cBsib. MCO 13485:2003 cBsA3aH
rnaBHbIM 00pa3om ¢ [3], a Takxke ¢ [4]
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COBMECTMMOCTb C APYrMMU CUCTEMaMU MEHe -
MeHTa

Hactoswwmin ctaHgapT cornacoBaH ¢ [9] ans ynydweHns
COBMECTUMOCTU 3TUX [BYX CTaHAAPTOB B MHTEpEecax
coobLLecTBa Mnosb3oBaTenen.

Hactoawmin ctaHgapt He  COAEPXWUT  KOHKPETHbIX
TpeboBaHUi K APYrMM CUCTEMaM MEHEeI)KMEHTa, TakuM Kak
MEHE)KMEHT OXpPaHbl OKPYXaloWen cpedbl, MEeHEOKMEHT
npo¢deccnoHanbHOro 300pP0BbS 7] 6e30nacHOCTH,
GUHAHCOBBIN  MEHEKMEHT  WAN  MEHEMKMEHT PUCKOB.
OpHako OH MO3BONSIET OpPraHM3auun CcornacoBatb WM
WHTErpMpoBaTh CBOIO COOCTBEHHYIO CUCTEMY MEHEIKMEHTa
KayectBa C OpPYyrMMU CUCTEMaMW MEHEeOXMeHTa C
COOTBETCTBYIOWMMN TpeboBaHuAMU. OpraHm3aums MOXeT
ajanTupoBatb  OEWUCTBYIOLLYIO  CUCTEMY  (CUCTEMbI)
MEHEKMEHTA [OJ19 CO34aHMS CUCTEMbI  MEHeO)KMeHTa
KauyecTBa, COOTBETCTBYIOLLEN TPeOOBaAHMSAM HACTOSALLEro
cTaHgapTa

1 OGnacTb NnpuMeHeHus
1.1 OGwme NnonoxeHus

Hactoawmii ctaHmapT ycTaHaenvBaeT TpeboBaHUA K
CUCTEME MEHEMKMEHTa KayecTBa B TeX Cllydasx Korga
opraHuMsaums:

a) HyXZaetca B AEMOHCTPaUMu CBOE CnoCcOOHOCTU

NnocTaBNaTb MPOAYKLMIO, OTBevallylo TpeboBaHUaM
notpedbuteneir 1  COOTBETCTBYIOLIMM  00S3aTesbHbIM
TpeboBaHusMm;

6) cTaBAT CBOEW LEeNblo MOBbLILEHWE YAOBIETBOPEH-
HOCTM  noTpebuTeneidi  nocpeactBoM  3PGdEKTUBHOMO
NPUMEHEHNS CUCTEMBI, BKJTIOYAs MPOLLECChI MOCTOSIHHOIO ee
yAydweHus 1 obecrnevyeHnss COOTBETCTBMS TPeOGoBaHWAM
notpebuteneli n obs3aTeNibHbIM TPEOOBAHUSIM.

MpnmevyaHne — B HacTosawemM cTaHgapTe TEPMUH
«MPOAYKLMS» MPUMEHVMM TOJbKO K NMpeaHa3HavaeMon as
noTpebutens unu 3aTpeboBaHHON M NPOOYKLMM

T'OCT P 1CO 13485—2004

MCO 13485:2003

COBMECTUMOCTb C APYrMMM CUCTEMaMWU MEHEeK-
MeHTa

Hacrosawwmii ctaHgapT coxpaHsieT cTpykTypy [3] ans
yA06CTBa rnoJsib30BaTesiei MeauLUMHCKUMU U3AESTNSIMU.

Hacroswumvi ctaHaapT He COAEPXUT crieumnasibHbIX
TpeboBaHwii K APYruM CUCTEMAM MEHEIKMEHTa,
Haripymep K 4aCTHbIM cucreMam MeHe)KMeHTa OXpaHbl
OoKkpyxaioLeri cpeabl, 6e30nacHoCcTn u npogpeccroHasb-
HOro 34paBOOXpPaHeHus, a Takke @UHaHCOBOIro
MEeHe)KMEeHTa.

OpHako HacTosALMIA CTaHOApPT MO3BONSET OpraHM3auun
cornacoBatb WM WHTErPUPOBaTb CBOWO COOCTBEHHYIO
CUCTEMY MEHeXMeHTa KadecTsa C APYrMMu CUCTEMaMmu
MEHemMXMEHTa C COOTBETCTBYIOWMUMU TpeboBaHUSMU.
OpraHusauus MOXeT aganTMpoBaTb AENCTBYIOLLYIO CUCTEMY
(cnctemMbl)  MeEHemoXMEHTa 4ia  CcOo34aHust  CUCTEMbI
MEeHeI)KMeHTa KayecTBa, COOTBETCTBYIOLLEN TpeGoBaHMAM
HacTosLLero ctaHaapTa.

MpuynHbl pasnuymin: B 3TOM MyHKTE NogyepkHyTa CBA3b
c [3].

YnpaeneHne puckoMm SIBNSIETCS KIlOYEBbIM TPEOOBaHVEM
[OJ151 MHOTVX BUAOB AEATENBHOCTU 1 TpeBOBaHWUIA, CBA3aHHBIX
C cMCTeMaMy MEHEe[)KMEHTa KayecTBa, A/ opraHu3aumii
NMPOVN3BOAALLMX MEOVLMHCKNE N3AENUs

1 OGnacTb NpUMeHeHus
1.1 OGwwme nonoxeHus

HacTtosawwnii cTaHgapT onpenenser TpeboBaHus K
cucTeMe MeHeAXMEeHTa KayecTBa B CJy4asix, koraa
opraHu3aumm HeobXxoauMo MPOAEeMOHCTPMPOBATL Crlo-
COBHOCTb  IOCTaBJ/IATb  MEAULMHCKNE  U3[e/ns U
npeaocTaBAsTb CBI3aHHOE C HUMY 06CyXnBaHue, OTBe-
yaroee TpeboBaHUSM NoTPE6UTENIS U yCTaHOBIEHHBIM
TPE60oBaHWAM, MPUMEHUMBIM K 3TUM MEANLIMHCKUAM
M3e/IMSIM 1 COMYTCTBYIOLLIMM YCITyram.

Llenb Hactosero ctaHgapTa — CoOAencTBNEe BHEL -
PEHUIO B CUCTEMbI MEHEIKMEHTa Ka4yecTBa rapMOHU-
3UPOBaHHbIX YCTaHOB/IEHHbIX TPEOGOBAHWI K MEANLIMHCKAM
napenuamMm. Hacrtoswmii ctaHgapT BkIO4YaeT B cebs
HekoTopble crieunasibHbie TpeboBaHus K MeauLMHCKUM
n3nenusm, a Takxke NCK/IIHYaeT HEKOTopble TPeGOBaHMS
[3], koTOpbIE HE ABNSIOTCS YCTaHOBIEHHLIMU, B CBSI3U C
4eM opraHu3aLmu, Yu CUCTEMbI MEHEKMEHTA Ka4eCcTBa
oTBeYarT TpeboBaHUSIM HaCTOSsILLIEro cTaHaapTa, He
MOryT 3asB/isiTb 0 COOTBETCTBUM [3], moka nx CUCTEMbI
MeHeAXMeHTa ka4YecTBa He OyayT y0B/IeTBOPSITb BCEM
6e3 vicknoyeHs Tpebosanusam [3], (cMm. npunoxeHve B).

MpuunHbl pasnuumin: B nyHkTte 1.1 npuvmMeHsioTca 1
Pas3bACHAIOTCA  TEPMUWHbI, WUMEoWMe  OTHOLIEHUE K
MeaVNUNHCKUM n3aennsam. Kpome Toro, NCKIIIoHEHbl TEPMUHDI
«y[OBIETBOPEHHOCTL  MNOTPebuTens» U «MNOCTOSSHHOE
yIydLIeHne», NOCKObKY OHWN HE COOTBETCTBYIOT CTaHAAPTY,
uenb KOTOPOro 3aksioyaeTcss B 0OGNeryeHun BCEMUPHOW
rapMoHm3auuy TpeboBaHW, YCTaHOBJIEHHBIX K CUCTEMaM
MEHeKMEHTa KayeCcTBa MEAVLIMHCKUX U3OENNIA.
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1.2 NMpumeHeHne

TpeboBaHNA HACTOALLEro CTaHgapTa npeaHa3HayeHb
ONg BCEX OpraHvsauuin, He3asucuMo OT BMAa, pasmepa u
NoCTaBfAEMON NPOAYKLMN.

Ecnn kakoe-nmbo  TpeboBaHue(s) HacTosILLLEro
CTaHOapTa HENb34 NMPUMEHUTb BBMNAOYy CI'IeLI,I/ICDI/IKVI
opraHm3auum wunnm ee nNpoaykumu, [Oryckaetcd ero
NCKNK4YEeHne.

Mpy coenaHHbIX UCKITIOYEHUSX 3asBiEHUs O COOTBET-
CTBUM HACTOSALLEMY CTaHOAPTY MNPUEMSIEMbl, €CNNU 3TKn
MCKIIoYeHus nognagatoT noll TpeboBaHns, NprBeaeHHbIe B
pasgene 7, U He BAMSIIOT Ha CMOCOOHOCTb MM OTBET-
CTBEHHOCTb OpraHuMsaumMmM obecrneumBaTb NPOAYKLMEN,
oTBevaloweli TpeboBaHusM noTpebuTenein K cooT-
BETCTBYIOLMM 0053aTeNbHbIM TPeOoBaAHUSAM
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MCO 13485:2003

Bo BTOpoM ab3aLie COAEPXUTCS Pa3bsiCHEHNE TOMO, YTO
uenbio MCO 13485:2003 siBnsieTcs obneryeHme BCEMUPHON
rapMoHu3aumm TpebGoBaHWiA, YCTAHOBMIEHHbIX K CUCTEMaMm
MEHeKMeHTa kadecTBa. YkasaHo, YTo )15 3Toro TpebyeTcs
HaMyMe  HEKOTOPbIX  OOMONHUTENbHBIX  TpeboBaHWiA,
OTCYTCTBYIOLLMX B [3], 1 UCKloYeHe Oopyrux TpeboBaHuiA,
umelowmxca B [3]; KpOMe TOro, pasbsCHAETCs, 4TO
cobnopeHne TpebosaHuini NMCO 13485:2003 He o3Hauyaet
HernpemMeHHo cobnoaeHve TpebosaHuii [3].

TepMuH  «COMyTCTBYIOLLEE OBCNYyXMBaHUE>
nobaBnseTca K TePMUHY  «MEeOVUMHCKME — U3OEenuns»,
NOCKOJIbKY OnpedeneHne «MeguuuMHCKNE usgenus»  He
BKJIIOYAET MOHATME «OOCHyXMBaHWE». ITO MNPOTMBOPEYUT
[3], roe noHsTME «0OCNyXMBaHME» SABNAETCA 4acCTblO
onpegeneHus TepMuHa «NPOAYKLMSI».

1.2 NMpumeHeHue

TpeboBaHusi HacTosILLero cTaHaapTa pacrpocTpa
HSAIOTCA Ha opraHusauuu, npeanararume Ha pPbIHOK
MeanNLMHCKNE un3aenavs, He3aBucumo OT Buga win
YUCSIEHHOCTU 9TUX OPraHn3aumnii.

ABaxabl

TPEeboBaHNs  MO3BOJISIIOT
rpoeKkTUpoBaHNem n

Ecnn  yctaHoBJsIeHHbIE
UCKJTIOYNTD yrnpasJieHve
paspabotkori mnzpennii (7.3), TO 3TO MOXET CJYXUTb
OCHOBaHMEM 19 WCKJIIOYEHUSI ~ COOTBETCTBYIOLUMX
TPEeboBaHWii N3 KOHKPETHOVW CUCTEeMbl MEHEIKMEeHTa
kadyectBa. B atom cnywae pans AaHHOV CUCTEMbI
MEeHeIXMEHTa Ka4ecTBa [MOJ/DKHbl ObiTb cAesiaHbl
asibTepHaTnBHbIe rnoripaBku. OTBETCTBEHHOCTb 3a
obecrie4eHne COOTBETCTBUSI WCK/IIOYEHUST  YrpaBieHUs
rpoeKTupoBaHnemM v pa3paboTkoi nzaeami TneboBaHNSIM
HacTosLero craHaapTa JIeXXUT Ha caMovi opraHn3asmm
[4.2.2, nepe4ncneHne a) n7.3].

Ecnn  kakoe-nmbo  TpeboBaHne — (TpeboBaHus)
paszesia 7 HacTosiLero craHaapTa HeJlb3s PUMEHUTb
BBULY crieungukmn KOHKPETHOIro (KOHKPETHBIX)

MeaNLNHCKOro naaenvsi (M3aeni), Ha KoTopoe (KoTopsble)
pacrnpoCTpaHsIeTcs CUCTeMa MEeHEeAXMEHTa Ka4yecTBa,

TO opraHu3daumu He Ccje[yeT BK/I4YaTb Takoe

TpeboBaHmne (TpeboBaHWS) B CBOIO CUCTEMY MEHe-

JXKMeHTa kayecTsa (4.2.2, nepedyucreHve a).

OTBETCTBEHHOCTb 3@ MPUMEHEHNE K MEANLIMHCKOMY
nagenvio  (n3gennsMm) rpoLeccoB, COOTBETCTBYIOLMX
TPEOOBaHVISIM HACTOSILLIEro cTaHaapTa, HO KOTOPbIE HE
OCYLLEeCTBJISIIOTCS opraHn3auueri, Hecet KOHKpeTHasl
opraHusauus, n 310 c/enyeT y4uTbiBaTb B CUCTEME
MeHeXMeHTa kadecTBa 9Toui opraHusauun (4.1,
nepe4ucrieHne a).

B HacTosiem  craHgapTe — HECKOJIbKO — pas
BCTPEYaIOTCH [1OHATUS «©CJIM COOTBETCTBYET» U
«Korja COOTBEeTCTBYeT». Ecnm TpeboBaHue CoOAepXnUT
OAHO U3 3TUX T[IOHATWH, TO OHO CHYUTAETCH

«COOTBETCTBYIOLLINM>, rnoka opraHu3aums He
npenocTraBuT JIOKYMEHTUPOBaHHOEe obocHoBaHne
HecoOoTBETCTBUS HAacTosILLeMy cTaHaapTy. TpeboBaHue
cuntaeTcsi «COOTBETCTBYIIOLLMM>, ecm ero
BbIMOJIHEHME He0bX0AUMO [J151 TOIrO, YTOObI:

a) uagenve Y0B/IETBOPSIIO YCTaHOBJIEHHbIM
TPeboBaHUSM u/Vin

6) opraHu3auus Morsia BbIMOJIHATb KOPPEKTUPYIOLLNE
AEeViCTBUS.



lMpoaosmxeHne Tabanub B. 1

MCO 9001:2000

2 HopmaTuBHbIE CCbINKMK

YKaz3aHHbIA HWXEe HOPMATUBHBLIA [LOKYMEHT COOEPXUT
NOJIOXEHNS, KOTOPbIE MOCPEACTBOM CCbISIOK B 3TOM TEKCTE
COCTaBfIAIOT MOJIOXKEHUA HacTodwero craHgapta. [ng
OATVPOBAHHBIX CChIIOK HE MPUMMEHSAIOTCA Mocneaylowme
W3MEHEHUS WAN NEPEeCMOTPbl  U3OAHHBIX  JOKYMEHTOB
OpHako  yyaCTHMKaAM  COrfalleHui, OCHOBAHHBIX  Ha
HacTosleM CTaHOapTe, PeKkOMEeHAyeTcs ucciiefosartb
BO3MOXHOCTU NPYMEHEHNs  MOCnegHen  pejakumm
YKa3aHHOr0  HMXEe HOPMATMBHOrO  OOKymeHTa. [ns
HeoATMPOBAHHBIX  CCbUIOK — MPUMEHSIETCA  nocnenHee
n3gaHne HOPMATMBHOMO AokyMeHTa. Ynenol MCO u MOK
noanepXunBaloT B paboyem COCTOSHUM  oduLmManbHbIE
CMMCKM OEVCTBYIOLLMX MEXAYHAPOOHbIX CTAHAAPTOB.

NCO 9000:2000 Cuctembl MEHEeAXMEeHTa Ka4ecTBa.
OCHOBHBbI€ M0JIOXEHWS U CJI0Bapb

3 TepmMuHbI U onpepeneHus

B HacTosillem cTaHOapTe MPUMEHSIIOT TEPMUHbI 1”1

onpenenenns, gaHHsle B UCO 9000:2000.

MprBeAEHHBbIE HMXE TEPMUHBI, UCNONb3yemMble B [3] ans
OnMcaHus Lenu nocTasku, Obin N3MEHEHbI A1 OTPaKEHWS
NPUMEHAEMOrO B HaCTOsILLIEE BPEMS CNOBaps TEPMUHOB.

NOoCTaBWUK — opraHn3auunga — I'IOTpeélllTe.ﬂb

TepmuH «opraHMsauuns» 3aMeHseT TEPMUH
«MOCTaBLLUMK», UCMONb3yeMbIi B nepBon pepakuun [3], u
OTHOCUTCS K 0OBEKTY, B OTHOLLEHUM KOTOPOrO NMPUMEHSIETCS
HacToAWwMI cTaHgapT. Kpome Toro, TepMUH «MOCTaBLUMK»
3aMeHSIET TEPMUH «CyOnoapsaumnK>.

B TekcTe HaCTOsILLEro cTaHgapTa TEPMUH «MPOAYKLINS»
MOXET O3HayaTb TaKXKe «yCIyry»

rOCT P NCO 13485-2004

MCO 13485:2003

MpyyrHbl pasnuumii: NyHKT 1.2 COOEPXUT Pa3bsiCHEHNE
Toro, 4to TpeboeaHuns MCO 13485:2003 0THOCATCSH MMEHHO
K MeauumHckum  umadpgenuam.  Kpome TOro, ycuneHa
B3aVIMOCBS3b MeXy WCKIOYEHUSMWN, OTHOCSLLMMUCS K
NPOEKTMPOBaHMIO 1 pa3paboTke, YTO MOXET MMETL 0CcOB0e
3HaveHvne ans TpeboBaHMI, COOEPXALUMXCH B HEKOTOPbIX
HaUVOHanbHbIX ~ HOPMATUBHBLIX  AOKyMeHTax.  HakoHeu,
0OBSACHSAIOTCA pa3nuuna mexzay TpeboBaHusMY pasgena 7,
KOTOpblE OpraHM3auusi NPU HaMYUM 3aKOHHBIX OCHOBaHWIA
MOXET WCK/IIOYNTb U3 CBOEN CUCTEMbI MEHEMKMEHTa
KayectBa (CM. oOrpaHumyeHus K 7.3), Qaxe ecnm oOHa
OCYLLECTBNSET BMAObI AEATENIBHOCTU, K KOTOPbIM OTHOCSTCS
3TN TpeboBaHus, 1 TPeboBaHMSMM, KOTOPbLIE OpPraHM3aLms
MOXET MNPV HannMunmM 0OOCHOBaHWS HE BKJIIOYATb B CBOKD
CUCTEMY MEHEeKMEeHTa Ka4yeCTBa, Tak Kak OHM OTHOCATCS K
BUOAM [OESTEeNbHOCTU, KOTOpble 3Ta OpraHMsauus He
OCYLLIECTBNISET

2 HopmaTtuBHble CCbUIKU

B HacTosiwem ctaHgapTe ncrosib30BaHbl CCbIJIKU Ha
crieayrLmni ctaHaapT:

NCO 9000—2000 Cuctembl MEHEOXKMEHTA KAYECT-
Ba. OcHoBHble nosioxeHnss n caoBapb (ISO 9000:2000
Quality = management systems—Fundamentals and
vocabulary)

MpnmevyaHne — Mpyn NONL30BaHNN  HACTOALLMM
CTaHOapToOM  Lenecoobpa3Ho  MnpoBepuTb  OencTBue
CCbIIOYHbIX CTaHOAPTOB (M KnaccudukaTtopoB) Ha Teppu-
TOpUW rocygapcTea Mo COOTBETCTBYIOLLEMY YKasaTeso
CTaHOapToB (M knaccmdukatopoB), COCTaBIEHHOMY MO
COCTOAHMIO Ha 1 4gHBapa Tekywero roga, w no
COOTBETCTBYIOLLMM MHOOPMAUNOHHBIM ykasarenam
onybsMKOBaHHbIM B Tekyuwlem rogy. Ecnv  ccbinoyHbii
OOKYMEHT 3aMeHeH (M3MEHEH), TO Mpu MNOJIb30BaHUN
HacTOAWMM  CTaHOApPTOM CriefyeT PyKOBOACTBOBATLCH
3aMEHEHHbIM (M3MEHEHHbIM) CTaHOAPTOM. ECiv CCbIOYHbIN
[OOKYMEHT OTMEHeH 6e3 3aMeHbl, TO NOJIOXEHUE, B KOTOPOM
JaHa CCblUika Ha Hero, MPUMEHHSeTCHd B 4acTu, He
3aTparvmealoLen 3Ty CCbUIKY.

3 TepmMuHbI U onpepeneHus

B HacToslleM cTaHOapTe MPUMEHSIIOT TEPMUHbI 1”1
onpegeneHus, naHHele B MCO 9000:2000, a Takke
cnepyome TEPMUHBI c COOTBETCTBYOLLVMMU
onpeaeneHnsMu.

MpviBeOeHHbIE HWXE TEPMUHbI, WCMONb3yemble B
HaCTOsILLLEeM CTaHaapTe 4J15 ONUCaHNUs LLENU NocTaBku, Obinv
N3MEHEHbI OJ1 OTPaXeHWs MPYMEHSIEMOro B HacTosiee
BPEMS C/IOBapsi TEPMVHOB.

NOCTaBWUK — opraHn3auuns — ﬂOTpeGMTe.ﬂb

TepmuH «opraHMsaLms» 3aMeHseT TEPMUH
«MOCTaBLLMK», UCMONb3YEMbI B nepBor pegakuum [3], u
OTHOCUTCS K 06BEKTY, B OTHOLLEHUIN KOTOPOro NPYMEHSIETCS
HacTosilWmMn cTtaHgapT. Kpome Toro, TEPMUH «MOCTaBLLUMK»
3aMeHsIET TEPMUH «CYONoapSAYNK>.
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4 Cuctema MeHemXMEHTa KayecTBa
4.1 OGOwwme TpebGoBaHus

OpraHusaumns gonmxHa paspaboTatb, AOKYMEHTUPOBAaTh,
BHEOPWTb U NOAAEPXMBaTb B paboyemM COCTOSHUM CUCTEMY
MEHeOXMeHTa  KayecTBa, MOCTOSHHO  yaydliaTb ee
pPe3ynbTaTMBHOCTL B COOTBETCTBUM C TpebGoBaHMAMU
(HacToslero craHgapTa.

OpraHusaumsa gosxHa:

a) onpenensaTb NPOLECChl, HEOOXOAUMbIE AN CUCTEMBI
MeHeI>KMeHTa KadecTBa, W WX MNpuMeHeHne BO BCEN
opraHmsaumm (1.2);

6) onpenenatb  MOCNEAOBaTENIbHOCTb
nencTemne aTnx NPoLeccos;

B) onpenensitb KpUTEPUU U METOAbI, HEOOX0AVMbIE AJ1s
obecreyeHnsi Pe3yNbTaTMBHOCTU Kak MpW OCYLLECTBIEHWM,
Tak 1 Npwv ynpasieHUn 3TUMK NPOLLeccamu;

r) obecnedyvBaTb HanM4yMe PECYPCOB U MHGOpMaLmK,
HEeoBXoAUMbIX ANA  MOOAEPXKM ITUX MNPOLECCOB U KX
MOHMWTOPUHTa;

[1) OCYLUECTBNATb MOHWUTOPVHI, W3MepeHue U aHanus
3TVX NPOLLECCOB;

e) MpuHUMaTb Mepbl, HeobxoayMble AN AOCTUXEHUS
3aniaHMPOBaHHbIX PE3YNLTATOB M MOCTOSHHOMO Yy4lleHUs
3TUX NPOLLECCOB.

OpraHusauma AoMmKHa OCYLLECTBNATL MEHEeOXMEHT 3TUX
MPOLECCOB B COOTBETCTBMU C TPEOOBAHWAMMU HACTOSLLETO
cTaHzapTa.

Ecnu  opraHusaums  peluaet nepegatb  CTOPOHHUM
opraHMsauusM  BbIMOSIHEHME  Kakoro-inMbo  Mmpouecca,
BAMAIOLLIErO HA COOTBETCTBUE NPOoayKLMM TpeboBaHMAM, OHa
[oMxHa obecneyvBaTb CO CBOE CTOPOHbI KOHTPOJb Takoro
npouecca. YnpaBneHne UM [OMXHO ObiTb ONpPedeneHo B
cucTeMe MeHeKMeHTa KayecTea.

n B3aMMO-

MpumMeyaHune — B npouecchl, HeobxoauMble Anist
CUCTEMbI MEHe)XMEHTa Ka4yecTBa, CledyeT BK/OYaTb
NMPOLLECChl  YNPaB/ieHYeCKON OedATeNbHOCTU PYKOBOACTBA,
obecrneyeHns pecypcamm, MNPOLECCHI XU3HEHHOrO LMK
NPOAYKLMN N U3MepeHNs
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B TekcTe HAcCTOSLWEro cTaHgapTa TEPMUH «MPOAYKLMS»
MOXET 03HayaTb TaKKe <yCIyry».

Tam, roe TpebGoBaHUs onpeaeneHbl Kak NPUMEHUMbIE K
«MEeOVLMHCKUM  u3genusm», 3T xe  TpeboBaHus
pPaBHO3HAYHO MPUMEHUMbI U K CBA3@HHLIM C HUMMW YCyram,
npeLocTasnsgemMbliM TOW Xe opraHm3aument.

Tele/leI n onpeanesieHus, NMOMeLLEeHHbIE  HUXe,
crnegyer paccmatpuBatb Kak Hambosee  obuiue,
MOCKOJIbKY TepPMWHbI N oripeaesieHus, CcyLlecTByloLine B
HaLnOHaJlbHbIX HOPMAaTUBHbIX [OOKYMEHTax, MoryTt
OoT/IN4aTbCs OT HUX U 6bITb npearnoYTuTesibHbIMU.

MpuuvHbl pasnuuuin: pa3gen 3 OTHOCUTCS K Meau-
LMHCKUM U3OENNAM, OH TaKKe BKIIIOHAET NpeaynpexaeHme o
TOM, YTO HAUMOHASbHbIE (PErvoHanbHblE) HOPMATUBHbLIE
OOKYMEHTbl MOMYT COAepXaTb OnpefeneHusl, 3amMmeHsoLme
onpenenexHus B cooteetctBuM ¢ 3.1—3.8 unm Ha KoTopble
npusogutcs cceiika B MICO 13485:2003. OnpepneneHus B
cootBetrctBuM ¢ 3.1—3.8 npegHasHayeHsl  ang
MeaNUMHCKNX 30€nNni.

4 Cnctema MeHeXMEHTa Ka4yecTBa
4.1 OGwue TpebGoBaHUS

OpraHu3auus AoskHa paspabateiBaTb, JOKYMEHTU-
poBaTb, BHEAPSTb U MNoA4EPXMBaTb B paboyem
COCTOSIHUW CUCTEMY MEHEL)KMEHTA Ka4YEeCTBa, a Takxe
noanepxunBaTb ee Pe3y/ibTaTuBHOCTb B COOTBETCTBUN
C TpeboBaHUsIMMN HACTOSILLIEro cTaHAapTa.

OpraHun3aums OomxHa:

a) onpenensTb NPOLECCHl, HeobXxoaMMbIe AJ11 CUCTEMBI
MeHeI>KMeHTa KadeCTtBa, W WX MNpuUMeHeHne BO BCENn
opraHuzauum (1.2);

6) onpenenatb  NOCNEOOBATENIbHOCTb
[encTBme aTnx NpoLECCOoB;

B) Onpenensitb KpUTEPUM N MeToAb!, HEOBXOAUMbIE LS
obecrneyeHnsi Pe3yNibTaTMBHOCTU KakK MpW OCYLLECTBIIEHUN,
TaK ¥ Npu ynpaeieHUn 3TUMK NPOLLECCamu;

r) obecneyvBatb HaiMyMe PEcypcoB M uHdOpMaLmK,
HEoBXOAUMBIX [OJ19 MOAOEPXKM 3TUX MPOLECCOB U UX
MOHUTOPWHI;

[l) OCYLLECTBAATb MOHWUTOPWHI, WU3MEpeHue U aHanus
3TUX NPOLLECCOB;

€) BbIMOJIHATL  AEeUCTBUSI,  HeobxoanMbie
AOCTVXKEHWST  3ariaHUpPOBaHHbIX  PEe3y/1bTaToB
noaaepxaHus Pe3yibTatuBHOCTY 3TUX IPOLECCOB.

OpraHu3aums OOMKHa OCYLLECTBAATE MEHEIKMEHT 3TUX
MPOLECCOB B COOTBETCTBUM C TPEBOBAHMSAMM HACTOSALLErO
cTaHOapTa.

Ecnn OopraHn3aumna pewaetr nepegatb  CTOPOHHUM
opraHvM3auusiM  BbINOJSIHEHME  Kakoro-nmbo  npouecca,
BNNAOLLIEro Ha COOTBETCTBME NPOAYKLNN Tpe6OBaHI/I9IM, OHa
[okHa obecneynBaTb CO CBOEN CTOPOHbI KOHTPOJIb TaKoro
npouecca. YnpaeneHve MM OONXHO ObiTb OMNpeneneHo B
CUCTEME MEHeIXMeHTa kadectsa (8.5.1).

MpumeyaHune — B npouecchl, HeoO6XoaMMbIE O1s
CUCTEMbI MEHEeIKMEHTa KayecTBa, CreayeT BKoYaTb
NPOLECCHl  yNpaBieHYeCcKon OedTeNIbHOCTM PYKOBOACTBA,
obecrneyeHns pecypcamu, MNPOLECCHl XU3HEHHOMO LMK
NPOAYKLMN N U3MEPEHMS.

n B3aMMO-

A1
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4.2 TpeGoBaHUS K AOKYMEHTaLUN
4.2.1 O6LwMe nosoxeHnsa

JokymMeHTaumMsi CUCTEMbl MEHEMXMEHTa KavecTea
OOMKHA BK/OYATh:

a) OOKYMEHTaNbHO  OQOpM/EeHHbIE  3asBfieHNs O
NnonnTVKe U Uensx B 0611acT KavecTsa;

6) PYKOBOACTBO MO Ka4eCTBY;

B) AOKYMEHTVPOBAHHbIE  Mpouenypbl,  Tpebyemble
HaCTOSALLMM CTaHAAPTOM;

r) OOKYMEHTbl, Heobxo4VMble OpraHuMsaumm ons

Ob6ecneveHnss ad@PEKTVBHOIO MaHMPOBAHUS, OCYLLECTB-
JIeHVS NPOLLECCOB 1 YrpaBieHns UMN;

n) 3anucu, Tpebyemble HACTOALLMM CTaHaapToM (4.2.4)

MpumeyvaHusa

1 Tam, roe B HacCToOSILLEM CTaHOapTe BCTpedvaercs
TEPMUH «JOKYMEHTMPOBaHHasA npouenypa», 3T0 O3Ha4aer,
4yTO Npouenypa paspaboTaHa, LOKYMEHTasIbHO 0pOopMIIeHa,
BHeOpeHa 1 NoaaepXxmBaeTcs B paboyemM COCTOSIHMN.

2 CreneHb
MEHEeIKMEHTa KayecTBa OLHOW OpraHm3auuun
OT/IMYaTBLCA OT APYroi B 3aBUCUMOCTU OT:

a) pasmepa opraHMsaumm u Buaa AeITENbHOCTY;

6) CNOXHOCTW 1 B3aMOLEWNCTBUSA NPOLIECCOB;

B) KOMMETEHUM nepcoHana.

3 [okymeHTauuss MoxeT ObiTb B 060l popme u Ha
mobom HocuTene

rOCT P UICO 13485—2004

MCO 13485:2003

MpuunHa pasnuumii: nyHkT 4.1 oTpaxaeT TpebGoBaHWs
OENCTBYIOLUMX B MUPE HOPMATMBHBLIX [OOKYMEHTOB MU
00ner4yaeT BCEMMPHYIO rapMOHM3aLMI0 HOBLIX TpeGoBaHMI
YCTAHOBNIEHHbIX K MEAVLMHCKMM u3genusm. TpebosaHus
OENCTBYIOLLMX HOPMATUBHBIX JOKYMEHTOB HamnpasiieHbl Ha
NPUMEHEHNE PEe3yNbTaTVBHON CUCTEMbI  MEHEIXMEHTa
KayecTBa Oona obecnedyeHns Npon3BoacTea 6e3onacHo 1
3 DEKTUBHO PYHKUMOHMPYIOLLEN NPOAYKLIMN

4.2 TpeboBaHUS K AOKYMEHTaLun
4.2.1 O6wwme nosioxeHnsa

JokymeHTaumsa CUCTEMbl  MEHEMXMEHTA  KayecTea
OOMKHA BKJIIOYATH:

a) OOKYMEeHTanbHO OQMOpPMIIEHHbIE  3asBleHus O
MonMTVKE U Lensx B 061acTh KavyecTBa;

6) PYKOBOACTBO MO KA4YeCTBY;

B) [OKYMEHTUPOBAHHbIE  MpouUeaypbl,  Tpebyemble
HaCTOSALLMM CTaHOAPTOM;

r) OOKYMEHTbI, HeobxoOuMble OpraHusaumM  Ons

obecrieyeHnss 3P EKTMBHOrO MNIaHNPOBAHWS, OCYLLECTB-
JIEHNS MPOLLECCOB U YNPABAEHWS UMU;
n) 3anucu, Tpebyemblie HAaCTOSLLIMM CTaHaapTom (4.2.4).
e) Apyrvie AOKYMEHTbI, YKa3aHHbI€ B HAaLMOHAIbHbIX
WY PErnoHasbHbIX HOPMAaTUBHbIX JOKYMEHTaXx.

Tam, rge B HacTosLEeM CTaHaapTe yka3aHOo, H4TO
TpeboBaHuve, npoLeaypa, kKakas-ambo 4essTeIbHOCTb UIN
creumanbHOe MepornpPUSITUE AOJIKHbI ObiTb «[4OKYMEHTU-

LOKYMEHTUPOBAHHOCTWcucTeMaPBaHbl», 1104pa3yMeBaeTcs, 4T0 ux Takxe creayet
MOxeT BBIMOHATL 1 NOAAEPXNBaTL B pA004EeM COCTOSHNMN.

[ns kaxaoro tyna nav MOAEIN MEANLMHCKOrO U34S
opraHu3aums A0JXHa co3aatb v noanepxvsats B pabo-
4eM COCTOSIHUM ¢arisi, codepxaLluni i naeHTuuumn-
pyroLmi JOKYMEHTbI, onpeaensiowme cneyvgukaumm Ha
npoaykumio u TpeboBaHVs K CUCTEME MEHEAXMEHTA Ka4YeCT-
Ba (4.2.3). 9Ty 4OKYMEHTbI AO/KHbI TAKXe Ornpenessito
MOJIHBIA MPOLIECC M3rOTOBJIEHUS W, €C/u HeobxoAuMo,
MOHTaxa v 06CyXUBaHUS MEANLIMHCKOIO N3A4eJns.

MpumeyvaHns

1 CTeneHb OOKYMEHTUPOBAHHOCTM CUCTEMbI MEHEMX-
MEHTa KayecTBa OOHOM OopraHM3aummn MOXET OTINYaTbCs OT
OpYyron B 3aBUCUMOCTM OT:

a) pasmepa opraHuMsaumn n Bnga AesaTeNbHOCTY;

6) CNOXHOCTM 1 B3aMMOAENCTBUSA NPOLIECCOB;

B) KOMMNETeHuMn nepcoHana.

2 [okymeHTauusi MOXeT ObiTb B 060l ¢opme u Ha
nobom HocuTene.

MpuumHel pasnuuuii: nognyHkT 4.2.1 MCO 13485:2003
BKJloUaeT TpeboBaHWs, Comepxalmecs B COOTBETCTBYIO-
wem noanyHkte [3], [OOMNONHEHHble TpeboBaHUAMM,
YCTaHOBJIEHHbIMM K OKYMEHTALUMK, a TakKe CreLmasbHbIMN
TpeboBaHus MM K daliny, CcoaepXalleMy KOHKPETHbIE
OOKYMEHTbl A1 KaxAoro Tuna/mogenn  MeavumHCKOro
n3pgenvs. Kpome Toro, nognyHkT 4.2.1 comepxut
TpeboBaHMS K [OKYMEHTaUMU [Afis  PasfivyHbIX  BUOOB
0eaTeNbHOCTU U CreuvasnbHble NOOXKEHUS. 3TOT NOAMYHKT
OTpaXaeT MNOJIOXEHNS AECTBYIOWMX B MUPE HOPMATMBHbIX
[OKYMEHTOB 1 0651er4aeT BCEMUPHYIO rapMOHM3ALIMI0 HOBbIX
TpeboBaHWU, YCTAHOBNEHHBIX K MEAULIMHCKAM U3OENNSM.
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4.2.2 PyKOBOACTBO MO Ka4eCTBY
OpraHusauust oomkHa paspaboTatb 1 nogaepxueaTb B

paboYeM  COCTOSIHUM  PYKOBOACTBO MO  KAYecTsy,
coaepxatiee:
a) 06nacTb MNPUMEHEHVUA CUCTEMbl  MEHEemKMEHTa

KayecTBa, BKo4Yas noapobHOCTU M 0O6OCHOBaHME NOObIX
ncknoueHnii (1.2);

6) AOKYMEHTMPOBAHHbLIE MpoLenypbl, paspaboTaHHbIe
[LJ1Sl CUCTEMbI MEHEKMEHTA Ka4eCTBa, WM CCbUTKMA Ha HUX;

B) onvcaHwe B3aMMOLENCTBUS MNPOLECCOB CUCTEMBI
MEHEOKMEHTa KayecTBa

4.2.3 YnpaBneHue ooKyMeHTaumen

JokymeHTamMn  CUCTEMbl  MEHemMXMEHTa  KayecTsa
HeobxoauMO  ynpaBnsaTb.  3anMcyu — crneumanbHbii  BUL,
OOKYMEHTOB, W VMM Hago YNpaBnsTb  COMNAcHO

TpeboBaHWAM, NpVBeAeHHbIM B 4.2.4.

Ina onpepeneHusi HeoBX0OVMbIX CPEACTB YNpaB/ieHUs
OOJIXHA ObITb paspaboTaHa OOKYMEHTUPOBaHHAs
npoueaypa, nNpeaycMaTpuBatoLLas:

a) MpoBepKy [AOKYMEHTOB Ha aAekBaTHOCTb A0 UX
BbINYCKa;

6) aHanu3 1 akTyanusaumio, No Mepe HeobxoaMMoCTH, 1
nepeyTBepxaeHne OOKYMEHTOB;

B) obecneyeHve naeHTUbMKauMm N3MeHeHnin 1 ctatyca
nepecMoTpa LOKYMEHTOB;

r) obecrneyeHne Hanmunss COOTBETCTBYIOLLMX BEpPCUi
[OKYMEHTOB B MECTax MX NMPUMEHEHNS;

) obecrneyeHne COXPaHEHWUS! [OKYMEHTOB YETKMU U
NIEerko MAeHTUOMLMPYEMbIMU;

e) obecneyeHne naeHTUuKaumm [IOKYMEHTOB
BHELLUHEIO0 NMPOVCXOXAEHNS 1 YNpaBieHNE UX PACCHISIKOA;

X) MpenoTBpalleHne HenpeaoHamMepeHHOro UCMoJb30-
BaHW  YCTapeBLUMX  OOKYMEHTOB U MpPUMEHeHue
COOTBETCTBYIOWEN uMAEHTUDUKAUMM  TaKUX [OKYMEHTOB,
OCTaBJfIEHHbIX N1 KaKUX-MGO Lenei
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4.2.2 PykoBOACTBO MO Ka4eCTBY

OpraHusaums OomkHa paspaboTtatb M noonepXuBatb B
paboyemM  COCTOSiHUM  PYKOBOACTBO MO KayecTsy,
cofepxaliee:

a) 0671acTb MPUMEHEHUS] CUCTEMbI MEHEAXMEHTAa
Ka4decTBa, BK/lo4asi noapobHOCTY 1 060CHOBaHMe /to0ObIX
VCKJIIOYEHWI U/ HerpuMeHeHusi (1.2);

6) OOKYMEHTMPOBaHHbIE Npoueaypsl, pa3paboTaHHble
LNt CUCTEMbI MEHEIKMEHTa KauyeCTBa, WIIN CChINIKU Ha HWX;

B) onucaHue B3aUMOOENCTBUS MPOLLECCOB CUCTEMbI
MEHEeMKMEHTA KayecTsa.

PykoBOACTBO 10O Ka4YecTBy [OJIKHO OINpeaessTb
CTPYKTYPY LOKYMEHTOB, WCMO/Ib3YEMbIX B CUCTEME
MeHeaXMeHTa Ka4ecTBa

4.2.3 YnpaBneHue poKyMmeHTauumen

JoKkymMeHTaMn  cUCTEMbl  MEHeIKMEeHTa  KayecTsa
HeobGXoauMO  yrnpaensATe.  3anucu — crneuyasnbHbii  BUA,
OOKYMEHTOB, W VMW Hago YNpaBfsiTb  COMIACHO

TpeboBaHNAM, NPUBELAEHHLIM B 4.2.4.

Ina onpepneneHnss HeoOGXOOMMbIX CPEACTB YrpaBfieHNs]
OOmKHA ObITb paspaboTaHa OOKYMEHTUPOBAHHas
npoueaypa, npegycMaTpusatoLLas:

a) npoBepKy U yTBepXAeHne [OKYMEeHTOB Ha
a/7eKkBaTHOCTb [10 X BbIycKa;

6) aHanM3 1 akTyanusaumio, No Mepe HeoBXoAMMOCTH, U
nepeyTBepXaeHne NOKYMEHTOB;

B) obecneyeHne naeHTubnKaumm MsMeHeHuiA 1 cTatyca
nepecmoTpa AOKYMEHTOB;

r) obecrneyeHe HaMyMs COOTBETCTBYIOLLMX BEPCUIA
[OKYMEHTOB B MECTax VX MPUMEHEHNS;

L) obecneyeHne COXpaHEHWUs AOKYMEHTOB YETKUMU W
NIEerko NAEHTUGULMPYEMBIMU;

e) obecneveHune naeHTubrKaumm [IOKYMEHTOB
BHELLUHEr0 NMPOUCXOXIAEHUS 1 YNpaBieHne UX PacchliKoi;

X) MNpenoTBpalleHne HenpeaHaMepeHHOro  UCMosb30-
BaHWA  YCTapeBWVX  [OKYMEHTOB U  MPUVMEHeHue
COOTBETCTBYIOLIEN UMAEHTMOUKALMN TaKuUX [OOKYMEHTOB,
OCTaB/NEHHbIX N1 KaKuX-nMbo Lenei.

OpraHun3auvsi aAosxHa obecrneuynBaTb aHaam3 u
YTBEDXAEHNE WU3MEHEHWI B [OKYMEHTax /mbo [A0oJX-
HOCTHbBIM JIULIOM,  YTBEPXAABLUUM €PBOHAYaIbHbIN
JIOKYMEHT, b0 APpYruM CrieLmasibHO Ha3Ha4YeHHbIM JOJIXK-
HOCTHbBIM JIMLIOM, UWMEKLNUM AOCTYyrl1 K COOTBETCT-
BYIOLLIEV UCXOAHOV MHpOpMaLUnY, Ha OCHOBAHUM KOTOPOU
MPUHUMAETCS peLLEeHNe.

OpraHu3auysi [O/IKHaA OrPeaessiT Iepuos BDEMEHU, B
TeyeHve KOTOPOro crienyeT XpaHUTb He MeHee O4HOU
Kornun yctapeBLUVX PEry/INPYIOLWNX JOKYMEHTOB. Ha aToT
rniepvon [osikeH 6biTb 06ecrneyeH AOoCTY K AJOKYMEHTaM,
B COOTBETCTBUU C KOTOPbIMU MEAULIMHCKOE u3anenve
ObI/10 M3rOTOBJIEHO M UCTILITAHO, B TEYEHUE, 110 KparHen
mepe, cpoka CayxObl  u3Aenus,  ONpPeneseHHoro
opraHu3dauueri, Ho He MeHee Cpoka XpaHeHus Jiioboi
utoroBovi 3anvicy (4.2.4) nam cornacHo yCTaHOBIEHHbIM
TPEe6oBaHNAM
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4.2.4 YnpaBneHuve 3anucamu

3anucy JomKHbI BECTUCH U NMOAAEPXKMBATLCS B paboyem
COCTOSIHUM [1s1 MPefoCTaB/IeHVss CBMOETENbCTB COOTBET-
cTBuS TpeboBaHMSM M Pe3yNbTaTUBHOCTU (YHKLMOHUPO-
BaHWS CUCTEMbl MeHeOXMeHTa kavecTBa. OHW [OOXKHbI

OCTaBaTbCA 4YeTKUMMU, Nerko WASHTUDULMPYEMBIMU 1
BOCCTaHaBnMBaeMbiMu. Hago paspaboTatb [OOKYMEHTU-
poBaHHyl0  npouedypy AN onpedeneHvus  cpeacTts

yrnpaBneHus, TpebyemMbix Npu naeHTUdUKaLUMK, XpaHeHUN,
3awmTe, BOCCTAHOB/IEHMM, ONPEeaeNEHNN CPOKOB XPaHEHNS
1 N3bATUM 3anncen

4.2.4 YnpaBneHue 3anucamu

3anvcuy foKHLI BECTUCH 1 NMOAAEPXMBATLCS B paboyem
COCTOSIHUN [1s1 NPEefoCTaB/ieHUss CBUAETENLCTB COOTBET-
cTBMS TPeOOBaHWSIM M PE3YNIbTAaTUBHOCTM (DYHKLMOHMPO-
BaHWS CUCTEMbI MeHemKMeHTa kadectBa. OHWM [OOSKHbI

OCTaBaTbCA YeTKUMW, JNIerko WAEHTUOUUMPYEMBIMU 1
BOCCTaHaBnMBaeMbiMu. Hago paspaboTath [OOKYMEHTM-
pOBaHHyl0  npouenypy [Ana  onpedeneHvuss  CpeacTs

ynpaBneHus, TpebyemMbix Npu naeHTUdUKaummn, XpaHeHun,
3awmTe, BOCCTAHOBIEHUN, ONPESENIEHNN CPOKOB XPaHEHMS.
M U3bATUN 3aNUCEN.

OpraHun3saums 4o/IKHA XPaHUTb 3arncu B TeYEHne, rno
KpaiiHer mepe, cpoka Cayx0bl MEANLNHCKOro M34esus,
0orpesesIeHHoro opraHn3aumnen, Ho He MeHee ABYX JIET C
MOMEHTa BbINlyCKA W34EMs opraHu3auneri win B
COOTBETCTBUU C YyCTaHOBJIEHHbIMU TPEOOBaHUSIMU

5 OTBEeTCTBEHHOCTb PYKOBOACTBA
5.1 OGsa3aTenbCcTBa PyKOBOACTBA

Bbiclee pykoBOACTBO AOJIKHO OBecreymBaTthe Hanmumne
CBUAETENLCTB MPUHATUS 0083aTensCTB Mo paspaboTtke u
BHEOPEHMIO CUCTEMbI MEHEKMEHTA KayecTBa, a Takxke
MOCTOSIHHOMY YJTYHLLIEHUIO € PE3YNbTaTUBHOCTM NMOCPEACTBOM:

a) JoBedeHus [0 CBedeHWs OpraHus3aumm BaxHOCTU

BbINOSHEHUST  TpeboBaHuin  noTpebutensd, a  Takke
3aKoHOZATesbHbIX U 00sA3aTesbHbIX TPeO0BaHNIA;

6) pa3paboTky NOAUTUKM B 0ONACTM KaYecTBa;

B) obecneyeHnss pas3paboTku ueneii B obnactu

KayecTsa;
r) NpoBedeHNst aHann3a Co CTOPOHbI PYKOBOACTBA;

n) obecrieyeHmns HeoBX0OMMbLIMI PECYPCaMm

5 OTBETCTBEHHOCTb PYKOBOACTBA
5.1 OGg3aTtenbcTBa PyKOBOACTBA

Beiciliee  pPyKOBOACTBO — OPraHu3aumm  [0JIXHO
rnoATBepXAaTh CBOK MNPUBEPXEHHOCTb pa3paboTke u
BHEAPEHUIO CUCTEMbI MEHEIXMEHTa Ka4yecTBa, a Takxe
rnoaaepxaHuio ee Pes3ysibTaTuBHOCTU MOCPEACTBOM:

a) JoBedeHus [0 CBedeHWs OopraHm3aumm BaXkKHOCTU

BbINOSHEHUST  TpeboBaHuA  MoTpebutens, a  Takke
3aKoHoHAaTeNbHbIX U 06a3aTeNbHbIX TpeboBaHWIA;

6) pa3paboTky NONMTUKK B 06J1aCTM Ka4yecTBa;

B) obecrnievyeHuss pas3paboTku uenein B obnactn

Ka4yecTBa;
r) NMpoBedeHVst aHanm3a CO CTOPOHbI PYKOBOACTBA;
1) obecneyeHrsi HEOBXOOMMbIMM PECYPCAMU.

lNpumedaHne — B HacTosLem craHgaprte
YCTaHOBJIEHHbIE TPebOBaHWSI OrpPaHNyYyeHbl TOJIbKO
6e30MacHOCTbI0 U (YHKLMOHUPOBAHNEM KOHKPETHOIO
MEANLMHCKOro N34esus.

MpuurHbl pasnuuunii: NyHkT 5.1 oTpaxkaet TpeboBaHus
OEVCTBYIOLLMX B MMPE HOPMATUBHBIX [OOKYMEHTOB W
obneryaeT BCEMMPHYIO rapMOHM3aLIMI0 HOBbLIX TPebOoBaHWIA
YCTAHOBMEHHBIX K MEAVNLMHCKUM u3aenvsam. [encTayiome
HOPMaTMBHbIE AOKYMEHTbl HAMpaB/ieHbl HA MNPUMEHEHWE
pe3ynbTaTUBHOMW CUCTEMbI MEHEIXKMEHTa KayecTBa Ang
obecrieyeHnss npow3eBoacTea 6e3onacHoin 1 apdeKTUBHO
GYHKUMOHMPYIOLLEN NPOAYKUMN

5.2 OpueHTauus Ha noTpebuTens

Bbicluee  pykoBOACTBO  [OO/KHO  obecrieyvBath
onpefesieHne n BbINONHEHWE TpeboBaHWiA noTpebuTeneit
[OJ191 MOBbILLEHWS NX YAOBNETBOPEHHOCTN (7.2.1 1 8.2.1)

5.2 OpueHTauus Ha noTpeduTens

Beicluee  pykoBOACTBO  OpraHu3auuy  [OJIKHO
obecrieynBaTh OnpeneseHne v BbirnoJIHeEHNE TpeboBaHui
notpebutens (7.2.1n 8.2.1).

[MprymHbI pasnnunin: NSMEHEHNE TeKCTa COOTBETCTBYET
Tako  cuTyauuu, Korga  BbinosiHeHWe — TpeboBaHuii
notpebutens He  SBASETCA  UENbl0  NPOU3BOACTBA
MEAVLMHCKUX W3OENUi, B pesyfbTarte 4Yero HacCTOALMiA
NMYHKT COOTBETCTBYET L&/ HACTOSALLEro cTaHaapTa, kKotopas
COCTOMT B OONErYeHunm BCEMMPHOM rapMoHM3auun
TpeboBaHWiA, yYCTAHOBJIEHHbIX K CUCTEMaM YrpaBieHus
KayeCcTBOM
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5.3 Monutuka B 06GNacTu KavyecTsa

BhicLee pykoBOACTBO OONXKHO obecneunBaTb, 4TOOBI
nonuntuka B oGnacTu kayecTsa:

a) COOTBETCTBOBasIa LENSM OpraHn3aumm;

6) BkOYana 00653aTeNnbLCTBO COOTBETCTBOBATb
Tpe6OBaHI/I9|M N NOCTOAHHO MOBbIWATL PE3yNbTaTUBHOCTb
(CVICTeMbI MEeHeIKMEeHTa Ka4eCTBa,;

B) co3oaBasia OCHOBbI OJid MOCTAaHOBKM W aHanm3a
Lenen B 061acTu KayecTsa;

r) 6eina  goBeneHa
OpraHn3aunn 1 NOHATHa eMy;

nepcoHana

no cBegeHund

[) aHaM3MpPOBaiachb Ha MOCTOSAHHYIO MPUrOAHOCTb

5.3 MonuTtuka B 06nacTn kayecTsa

Bbicllee pykoBOOCTBO AO/MKHO obecneuvBath, HTOObI
nonuTrka B 0651acT KayecTsa:

a) COOTBETCTBOBa/A LeNidM OpraHusaumm;

6) Bkmovana o00s3aTesibCTBO COOTBETCTBOBATh
TPebOBaHUAM CUCTEMbl MEHEIXMEHTa KayecTBa U
rnoanepxuBaTk ee Pe3y/bTaTuBHOCTb;

B) cO3OaBasa OCHOBbI [N MOCTAHOBKM W aHanmsa
ueneli B 00nacTn KayecTsa;

r) 6bina goBedeHa [0 nepcoHana

OpraHn3aunn 1 NOHATHa emMy;

cBeneHnd

[l) aHaM3MPOBaaCh Ha MOCTOSHHYIO NMPUrOAHOCTb.

MpuumHel pasnnumii: n3 NCO 13485:2003, nyHkT 5.3,
nepeuncneHve 6) UCKNYeHO 06S3aTeNBLCTBO NOCTOSHHOIO
MOBBILLEHVS PE3YNbTAaTUBHOCTM CUCTEMbI MEHEIKMEHTa
KayecTBa, KOTOPOE 3aMeHeHO 0053aTeNbCTBOM  MNOA-
OepXaHna pesynbTaTUBHOCTM CUCTEMbI MEHEMKMEHTA Ka-
yecTBa. Takasd 3amMeHa COOTBETCTBYET LieNv AENCTBYIOLLVX B
MUPE HOPMATUBHBIX JOKYMEHTOB W NpegHasHavyeHa nng
obneryeHnss BCEMMPHOM TapMOHM3ALMU  YCTAHOBJIEHHBIX
TpebOoBaHWI K CUCTEMaM MeHeKMEHTa KayecTBa

5.4 MnaHuposaHue
[MyHkT 5.4 NCO 13485:2003 ayTeHTnYeH NyHkTy 5.4 [3]

5.5 OTBETCTBEHHOCTb, MOJIHOMOYUSS U OOMeH
nHdpopmaumen

5.5.1 OTBETCTBEHHOCTb U MOJIHOMO4US

Beicwiee PYKOBOOCTBO  [OO/MKHO  obecneynBaTb

onpegeneHne 1 pAosegeHne OO0 CBeOeHua nepcoHana
opraHn3aumm OTBETCTBEHHOCTU 1 NOJIHOMOYUIA

5.5 OTBETCTBEHHOCTb, MOJIHOMO4YASS U OOMeH
nHdopmaumen

5.5.1 OTBETCTBEHHOCTb M NOJIHOMO4YUS

Bbicluee  pykoBoACTBO opraHusdaumy  [OJIXKHO
obecrie4nBaThb:

ornpenesieHne OTBETCTBEHHOCTU U  MOJIHOMOYUH,
KOTOpPbIe HGOﬁXO,ﬂI/IMO,[lOKyMeHTMpOBaTb, naosengeHve nx
A0 cBefeHns riepcoHasia opraHn3aumu,

B3auMofericTBUEe U HEe3aBUCUMOCTb epCOHana,
PYKOBOASILLEro, BbIMOJHSIOWEro v Bepuduumpyoero
paboTy Mo obecrieYeHuto KadecTBa, W OrnpeaessiTh
rMoJIHOMO4uS, HG‘OGXO,HI/IMbIe [J151 BbITIOJIHEHUSI 3TVX 3a4au.

Ocoboe BHUMaHwe crnenyet yaesanTb Ha3Ha4eHWIo
KOHKPETHbIX /1ML, OTBETCTBEHHbIX 3a BuAbl AeSTeslb-
HOCTW, CBSI3aHHbIE C HabloaeHeM 3a aKcrilyataumeri
roToBbIX U3AENW, a Takxkxe opopmieHnem oT4eTa ob
nHumaeHtax(8.2.1 1 8.5.2)

5.5.2 MNMpeactaBuTenb PyKOBOACTBA

Boicllee pykOBOACTBO [OJIXKHO Ha3HauuTb npencra-
BUTENS M3 COCTaBa PYKOBOACTBA, KOTOPbIA HE3ABUCUMO OT
Apyrmnx 00513aHHOCTEN [0/IKEH HECTU OTBETCTBEHHOCTb U
MMETb NOJIHOMO4YKMA, pacnpoCTpaHAaAKLWMeca Ha:

a) obecnevyeHne pas3paboTku, BHEAPEHUS U noanep-
XaHusi B paboyemM COCTOSiHAM MpPOLECCOB, TPeByeMbIX
CUCTEMOW MEHEKMEHTA Ka4eCTBa;

6) NpeacTaBneHne OTHETOB BbLICLLUEMY PYKOBOACTBY O
PYHKUMOHMPOBAHUM CUCTEMBbI MEHEIXXMEHTa KayecTsa U

5.5.2 MpepacTaBuTenb pyKoBOACTBA

Bbicllee pPyKOBOACTBO [AOJIKHO Ha3HauuTb MpeacTta-
BUTENS M3 COCTaBa PYKOBOACTBA, KOTOPbLI/ HE3ABUCKMMO OT
npyrmx o6si3aHHOCTEN [0JIKEH HECTU OTBETCTBEHHOCTb U
MMETb MOJIHOMOUUS, PACNpPOCTPaHSIOLLMECS Ha:

a) obecneveHne pas3paboTKWU, BHEOPEHUs W noamep-
kaHus B paboyeM COCTOSIHMM MPOLLECCOB, TPebyembix
CUCTEMOW MEeHe)KMEHTa KayecTBa;

6) nNpencTaBneHWe OTYETOB BbICLLEMY PYKOBOACTBY O
PYHKLMOHMPOBAHMM CUCTEMbI MEHeMKMEHTa Kadectsa U

HeoBX0AMMOCTU YIYHLLEHWS;

HeobXxoanMocTu yny4dleHus (8.5);
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B) coaencrteme pacnpocTpaHeHu1to NOHUMaHNS
TpeboBaHuii NoTpebuTenein No Bcei opraHnsaumumn.

MpunmeyvyaHune — B OTBETCTBEHHOCTb NpenCcTaBu-
TeNs PyKOBOACTBA MOXET ObiTb BKIIOYEHO nopdepXxaHue
CBS131 C BHELLUHMMM CTOPOHaMM MO BOMPOCaMm, KacaloLmmMcs
CUCTEMbI MEHEMKMEHTA KayecTsa

5.6 AHanu3 co CTOPOHbI PYKOBOACTBA

5.6.2 BxogHble paHHble A9 aHanu3a

BxogHble  paHHble  gng aHann3a co CTOPOHbI
PYKOBOACTBA JOJIKHbI BKJIIOYATb ClieayoLLyo MHOOPMaLMIO:

a) peaynbTarbl ayauToB (MPOBEPOK);
6) o6paTHylo CBA3b C NOTPebuTenamu;

B) GYHKUMOHMPOBAHME MNPOLECCOB U COOTBETCTBUE
NPOAYKUMH; !

r) craTyc npenynpexgaiowmx u  KOPPEKTUPYIOLLMX
OEencTBni;
) nocnegylowme  OencTBuS, BblTEKaoLme n3

NPeblayLIero aHaimsa Co CTOPOHbI PYKOBOACTEA;

€) M3MEHEeHUs, KOTOpble MOrn Obl NOBNVSATL HA cucTemy
MeHe>)KMEHTa KadeCTBa;

X) pekoMeHOauumn no ynyyLeHnto

5.6.3 BbixogHble AaHHble aHanuM3a

BbixoOHble [JaHHLIE aHanM3a CO CTOPOHbLI PYKOBOACTBA
JOJXHbI  BKJIOYaTh BCE PEeLeHus U AeNCTBUSA, OTHOCSH-
Lpecs K:

a) NOBbILLEHMIO pe3yNbTaTUBHOCTM
MeHEeKMEHTA KayecTBa 1 ee NpoLLEeCcCoB;

CUCTEMbI

6) ynyylleHuMo NpoAyKUMM CcornacHo TpeboBaHnam
notpeéuteneis;

C) noTpebHOCTU B pecypcax

6 MeHemKMeEHT pecypcoB
6.1 OGecneuyeHue pecypcamu

OpFaHI/I3aU,I/IF| AOJIXXHa onpegendatb u obecne4yrBaTb
pecypchbl, Tpebyemble ois:

a) BHeOpeHus 1 nogaepXaHus B paboyem COCTOSHUM
CUCTEMbl MEHeIXMEeHTa KayecTBa, a Takke MOCTOSHHOro
MOBLILLEHVS ee Pe3y/bTaTUBHOCTY;

6) MOBbILIEHUS  YAOBJIETBOPEHHOCTY
nyTeM BbINOJIHEHUSI UX TPeOOBaHWIA

notpedutenei

FOCT P UCO 13485—2004
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B) obecriedeHne BHYTPU OpPraHn3aumy rOHUMaHUs
YCTaHOBJIEHHbIX TpeboBaHuii v TpeboBaHwii noTpe-
6uTeris.

MpnmeyvaHmne — B OTBETCTBEHHOCTb NpPeACTaBu-
Tens PyKOBOACTBA MOXET OblTb BKJIIOYEHO MOAAEPXaHNe
CBS13M C BHELLUHUMM CTOPOHaMuM MO BONPOCaM, KacatoLmmcs
CUCTEMbI MEHEIKMEHTa KayecTBa

5.5.3 BHyTpeHHuii 06meH nidopmaumeit

[Mognynkt 5.53 WNCO  13485:2003 ayTeHTUYeH
noanyHkty 5.5.3 [3]

5.6 AHanu3s co CTOPOHbI PYKOBOACTBA

5.6.1 OOwWwme nonoxeHus

[MoanywkT 5.6.1  WCO  13485:2003 ayteHTUueH
noanyHkty 5.6.1 [3]

5.6.2 BxogHble paHHble A4Ng aHanu3a

BxogHble OaHHble Ans  aHanm3a  CO  CTOPOHbI

PYKOBOACTBA A0JIKHbI BKIIOHYATh CNEAYIOLLYI0 MHPOPMaLMIO:
a) pesynbTartbl ayamtoB (NPOBEPOK);
6) 0OpaTHYIO CBSI3b C MOTPEbUTENAMY;

B) (PYHKUMOHMPOBAHME MNPOLECCOB W COOTBETCTBUE
npoayKumu;

r) cTatyCc npeaynpexjalowmnx 1  KOPPEKTUPYIOLLMX
OEencTBni;
0) nocnegylowme  OENCTBUS, BblTEKaoLLme n3

NPeblayLIero aHann3a Co CTOPOHbI PYKOBOACTEA;

€) W3MEHEeHUs, KOTOpbIe MOrn Obl NOBNNSATL HA cuctemy
MeHe)KMeHTa KadeCTBa,

X) pekoMeHaaLuMn Mo yy4LlueHuio;

3) HOBble WJIN TepecMOTPEeHHble YyCTaHOBJIeHHbIe
TPEeboBaHus

5.6.3 BbixoaHble faHHble aHanu3a

BbIXOOHbIE [aHHLIE aHanM3a CO CTOPOHLI PYKOBOACTBA
JOJIXHbI  BKJIIOYaTh BCE PeLleHVsi 1 [OeWCTBUSA, OTHOCSH-
Lpecs K:

a) ynydleHusM, HeobXoaAWMbIM /1S [OAAEPXaHUS
pPe3ybTaTUBHOCTU CUCTEMbI MEHEIXKMEHTa Ka4ecTBa u
ee rnpoLeccos;

6) ynydlWeHuio NpPoAaykKUMM cornacHo TpeboBaHMAM
notpeéutenei;

C) noTpebHOCTU B pecypcax

6 MeHemKMEHT pecypcoB

6.1 ObGecneuyeHue pecypcamu

OpraHmsau,Mﬂ OOJDKHa onpependatb n obecnevnBaTb
pecypcol, Tpebyemble ons:

a) BHEAPEHWs CUCTEMblI MEHeIXKMeHTa Ka4yectsa u
roanepxaHvsi ee pe3ysibTaTUBHOCTH;

6) yAOoBAETBOPEHUS] YCTaHOBJIEHHBIX TPe6oBaHWI U
TPEbGOBaHUI NOTPEebUTENS
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6.2 YenoBseuyeckue pecypcbl

6.2.2 KOMNEeTeHTHOCTb, 0CBEeAOMJIEHHOCTb "
NnoAroToBKa

OpraHnsauus oonxHa:

a) onpenenatb HeobxoaVMyto KOMMETEHTHOCTb

nepcoHana, BbIMosHaAoWeEero paboTy, koTopass BAMSET Ha
Ka4eCcTBO NPOAYKLIMN;

6) obecrneunmBaTb MNOAFOTOBKY WM NpPeanpuHUMaThb
Opyrue [OencTBns C  UEenblo  YAOBNETBOPEHUSt  3TWX
(noTpebHocTeik;

B) OLLEHMBATb PE3yNbTATUBHOCTb NPEANPUHSATBLIX MEp;

r) obecrneynBaTb OCBEOOMJIEHHOCTb CBOEro nepcoHana
00 aKTyasbHOCTU 1 BaXHOCTWN €ro AeaTeNnbLHOCTU U BKNaae B
JOCTUXEHNe uenein B 061acty KayecTsa;

) nopdepxueatb B pabGoyem COCTOSHUM COOTBET-
cTByloLMe 3anmcy 06 o6pa3oBaHnM, MOArOTOBKE, HaBbIKAX U
onbiTe (4.2.4)

6.3 UudpacTpykTypa

OpraHusaumsa OonxHa onpenensatb, obecrneyvBatb U
noagepXxuBatb B paboyemM COCTOSHUM WUHPPACTPYKTYPY,
HeoOXooMMyl0 O OOCTMXEHUS COOTBETCTBUA TPebo-
BaHMSAM K npoaykumn. MHdpacTpykTypa MOXET BKIOHYaTb:

a) 3gaHusa, paboyee NPOCTPAHCTBO Y CBA3AHHLIE C HUM
cpeacTsa Tpyaa;

6) 06opyaoBaHMe A5 NPOLECCOB (KakK TEXHMUYeCcKue, Tak
1 NPOrpamMmMHble CPEACTBA);

c) cnyx0bl obecrieyeHns (HanpvmMep TPaHCMOPT Wx
CBA3b)

6.4 MNMponssoacTBeHHasa cpeaa

OpraHusauus [ofixHa co3aaBaTb NPOU3BOACTBEHHYIO
cpelly, HeobxoOvMMyl0 [N [OOCTUXEHUS COOTBETCTBUS
TPeboBaHUAM K NPOAYKUMM, U YNPaBAATh eto
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6.2 Yenoseyeckue pecypchbl
6.2.1 OGLMe NONOXEHUS

[MognyHkT 6.2.1  WCO 13485:2003 ayTeHTUYeH
noanyHkTy 6.2.1 [3]

6.2.2 KoMneTeHTHOCTb, OCBEAOMJIEHHOCTb
NnoAroToBKa

OpraHusauus aosxHa:

a) onpegenaTb Heob6xoanMy0 KOMMETEHTHOCTb

nepcoHana, BbIMOJIHAOWEro paboTy, KoTopass BAMSIET Ha
Ka4yeCcTBO NMPOAYKLU;

6) obecneumBaTb MOArOTOBKY WM  MNpPeanpuHMMaTh
Jpyrve [OencTBns C  UeNblo  YOOBNETBOPEHUS  3TUX
noTpebHoCTe;

B) OLIEHMBATb PE3Y/ILTATMBHOCTbL MPEAMNPUHSATLIX MEp;

r) obecneymBaTb OCBEAOM/IEHHOCTb CBOEro nepcoHana
00 aKTyanbHOCTU 1 BaXHOCTM €ro AeATEeNIbHOCTU U BKNaae B
JOCTUXEHWe Lenen B 061acTy KayecTsa;

L) nopmepxueBatb B paboyeM COCTOSHUW COOTBET-
CTBYylOLLIME 3an1cy 06 06pa3oBaHNA, NOAroTOBKE, HaBbIKAX 1
onbiTe (4.2.4).

lMpumedyaHne — HauvoHasibHble WA PervnoHalslb-
Hble HOPpMAaTUBHbIE AOKYMEHTbl MOryT TpeboBaTb OT
KOHKPETHOU opraHmn3aumy paspaboTky AOKYMEHTU-
POBaHHbIX MPOLUEAyp [A/8 OnpeanesieHns HeobxoamMocT
rnoaroToBKu nepcoHasa

6.3 UHdpacTpykTypa

OpraHusauusa OoJfixHa onpenensats, obecneynBatb U
noagepXxmBatb B paboyemM COCTOSHUM UHPPACTPYKTYPY,
HeoOXooMMyl0 Ons AOOCTMXEHUS COOTBETCTBMSA Tpebo-
BaHMSAM K npoaykumn. MHppacTpykTypa MOXET BKJIOHYaTb:

a) 3gaHus, paboyee NPOCTPAHCTBO U CBA3AHHLIE C HUM
cpencTsa Tpyaa;

6) ob6opymoBaHMe AJ1s NPOLLECCOB (Kak TeXHUYECKMe, Tak
1 NPOrpamMmMHble CPeACTBa);

c) cnyx6bl obecrnedeHus (Hanpumep TPAHCMOPT WK
CBA3b).

OpraHusaums AosmkHa paspaboTatb [OKYMBHTU-
POBaHHbIe TpeboBaHVs K AEHCTBUSIM, MOAAEPXUBAIOLNM
€eB HPPAaCTPYKTYPY, BKJIHOYasl YaCTOTY UX MPOBEAEHUS,
ecnu 9T AeicTBUS WIN WX OTCYTCTBUE MOryT
rMOB/INSITb HA KA4€CTBO MPOAYKLNN.

3anucu 06 STI/IX,[IGVICTBMSTIX,[!OTI)KHbI rnoaaepXxmnBatbCcs
B paboyem cocTosiHuy (4.2.4)

6.4 MNMpounssoacTBeHHasa cpeaa

OpraHusaumsi JOfiXHa co3[aBaTb MPOW3BOACTBEHHYIO
cpeny, Heobxoaumylo Ans AOOCTUMXKEHWUSI COOTBETCTBUS
TpeboBaHMSAM K MPOAYKLMM, U YNPaBASTb elo.

3710 BkoYaeT creayowme TpeboBaHus:

a) opraHu3auusi 4okKHa pas3paboTaTs JOKYMEHTUPO-
BaHHble TPe6OBaHUSI K COCTOSIHWIO 3[J0POBbS, TMIrMeHe u
ofexze nepcoHana, ecyiv KOHTakT Mexay rnepcoHaaoM u
rnpoayKune niv rpou3BoLCTBEHHOMN CPELOV MOXET OTpuU-
LiaTesibHO MoB/NSITb Ha Ka4eCcTBO npoaykummn (7.5.1.2.1);
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7 TMpouecchbl XXM3HEHHOrO LMKa NpoayKuumn

7.1 MnaHupoBaHue NPoLECCOB XXU3HEHHOro UuKia
npoaykKuum

OpraHmsauma [OofmkHa naaHMpoBaTb U paspabartbiBaTb
npoLecchl, HeobXxoaMMble Ans 06ecnevyeHnst XN3HEHHOro
umKna npoaykumn. MNnaHMpoBaHWe NpPoLECCOB XU3HEHHOIO
uMKna nNpoAaykUMM OOMKHO OblTb COrnacoBaHO C Tpe-
6OBaHUSIMU K APYrMM MPOLLeCCaM CUCTEMbl MEHEMKMEHTa
kayecTsa (4.1).

Mpn nnaHMpoBaHMM MPOLLECCOB XW3HEHHOrO UMKa
npoaykunn opraHmsdaunsa OoJjikHa YCTaHOBUTb, €C/In 3TO
LenecoobpasHo:

a) uenm B obnactu kavectBa U TpeboOBaHMA K
NpPOAYKLMN;

6) nNoTpebHOCTL B pa3paboTke NPOLECCOB, AOKYMEHTOB,
a Takke B obecnedeHun pecypcaMmum O KOHKPETHOM
npoayKuUmu;

B) HEOOXoOMMYI0 OEeATeNnbHOCTb MO Bepudukaumm un
BaNMaaUMM, MOHUTOPUHIY, KOHTPOJIIO U UCMbITaHUAM Ons
KOHKPETHOW npoaykuMM, a TakkKe KpUTepun Mnpuemkm
npoayKuUmu;

r) sanucu, Heobxoaumblie Ans obecneyvyeHus cBuae-
TeNbCTBA TOr0, YTO MNPOLECChI XKU3HEHHOTO LIMKI1a NPoaYyKLUN
1 Npou3BeaeHHas NPOAYKUMS COOTBETCTBYIOT TPEOOBaHMNAM
(4.2.4).

PesynbTaThl 9TOr0 MNaHMPOBAHUA [OJIKHbI
dopme, COOTBETCTBYIOLLEN NPaKTUKE OpraHmM3aLmm.

OblTb B

MpnmeyaHusa

1 JJoKyMeHT, onpegensaiowmin npoLeccbl CUCTEMBbI
MeHeIKMEHTa KayecTBa (BK/tO4asd MPOLECChbl XWU3HEHHOrO
uMKna npoaykumm) u  Pecypcbl, KOTOpble NPeacTout
NPUMEHATb K KOHKPETHOM MPOAYKUMW, MPOEKTy Wunun
KOHTPAKTY, MOXET paccMmaTpmBaTbCs Kak njaH kayecTtsa

2 Mpu pa3paboTke» NPOLLECCOB XM3HEHHOrO LMKNa
NPOAYKUMM  OpraHu3aumMs MOXET TakxXe [MPUMEHATb
TpeboaHus 7.3
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6) ecnv nNpon3BOACTBEHHAas cpena MOXeT OTpu-
uartesnbHO cKasaTbCsl Ha KadecTBe MnpoayKUuu,
opraHu3auus 0JKHa pa3paboTaTb JOKYMEHTUPOBAaHHbIE
TpeboBaHusI K MPOM3BOACTBEHHOV Cpeae v AOKYMEHTU-
POBaHHsbIe ripoueaypbl NJin rnpon3BoACTBEHHbIe MUHCTPYK-
unn 0sid9 MOHUTOPUHIra n KOHTPOJIs npomseo,qcrseHHoﬁ
cpenbl(7.5.1.2.1);

B) opraHu3auuvs AOJIXHA rapaHTMpoBaTb COOTBET-
CTBYIOLLYIO  MOArOTOBKY  [epCoHana, BPEMEHHO
paboraillero B 0CO00bIX YC/IOBUSIX MPON3BOACTBEHHOM
cpeabl, WM €ero HaxoxiaeHwe rnon HaboaeHnemM
rnoarotosaeHHoro mua (6.2.2, nepedncrieHne 6);

r) npu HeobxoanMocTu pa3paboTKy v AOKYMEHTU-
poBaHue crneumnabHbiX Mep /1 KOHTPOJIS 3arpsi3HEHHOM
WM NOTEHUMANbHO 3arPsi3HEHHOM MPOAYKUNN C LIEJIbo
npeaoTBpaLLeHNsl 3arpPsi3HEeHUs OCTaslbHOV MPOAYKLNM,
rPomn3BOACTBEHHOV cpeabl WM 3arPsi3HEHUST NMepcoHasa
(7.5.3.1)

7 Mpoueccbl XXM3HEHHOr O LKIa NpoayKuun

7.1 MnaHnpoBaHue NPOLLECCOB XU3HEHHOro LuKia
npoayKuum

OpraHmsauma [omkHa NnaHMpoBatb M paspabaTtbiBaTbh
NpoLLecChl, Heobxoanmble Anst 06ecneyeHns XU3HEHHOrO
uMKna npoaykuuun. MNMnaHvpoBaHue NpoLECCOB XU3HEHHOIO
uMKna nNpoAaykUUMn [ONMKHO OblTb COMNAcoBaHO C Tpe-
060BaHUSIMM K APYrMM MPOLLeCCaM CUCTEMbl MEHELKMEHTA
kayectsa (4.1).

Mpn nnaHMpoBaHMM NPOLECCOB >XWU3HEHHOro LMKna
npoaykumnm opraHmsaumda Oo/kHa YCTaHOBUTb, €Cln 3TO
LenecoobpasHo:

a) uenm B obnactM kayectBa M TpeboBaHMSA K

npoayKUMu;

6) NoTpebHOCTL B pa3paboTke NPOLLECCOB, JOKYMEHTOB,
a Takke B obecrneyeHun pecypcamu [OJi KOHKPETHOM
NpOAYyKLMN;

B) HeobxoouMmylo OeATeNbHOCTb MO Bepudukaumm u
BaNMOaALUMM, MOHUTOPUHIY, KOHTPOJMIIO U UCMbITAHUAM O
KOHKPETHOM npoayKuumn, a Takke KpuUtepum MnNpuemMKku
NpOAYyKLMN;

r) sanucwu, HeobxoauMble ons obecneyeHns
CBUAETENLCTBA TOMO, YTO MPOLIECCHI XM3HEHHOro LMKna
NPOAYKUMN U NPOU3BEAeHHAs MpoayKUUS COOTBETCTBYIOT
TpeboBaHusm (4.2.4).

Pe3yﬂbTaTbI 3TOro nIaHNpPoBaHUA [OO0JIKHbI ObiTb B

$hopMe, COOTBETCTBYIOLLIEN NMPAKTUKE OPraHU3aLmu.

OpraHu3aums no/mkHa paspaboTtatb AOKYMEHTUPO-
BaHHble TpeboBaHvs K YNpPaBlEHWI0 PUCKOM Ha BCEX
aranax XW3HEHHOro uuwkna npoaykumn. 3anucy o
YrpaB/IeHNIO PYCKOM AOJIKHbI MOAAEePXNBAaTLCS B pabovyem
cocTosiiuy (4.2.4 v npumeyaxve 3).

MpnmeyvaHuns

1 JOoKyMeHT, Onpesensiowmin  npoueccbl  CUCTEMBI
MEHEeKMEHTA Ka4yecTBa (BK/OYas MPOLECChl XWU3HEHHOIO
uMKna npoaykumn) u  Pecypcbl, KOTOpble NpPeacTouT
NPUMEHSATb K KOHKPETHOM NpPOAYKUUW, MNPOEKTY WU
KOHTPaKTy, MOXET paccMaTpmBaTbCs Kak nyaH kavyecTea.
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7.2 Tpouecchl, CBA3aHHbIE C NOTpedbuTenamm

7.2.2 AHanns K

npoayKuum

OpraHu3dauuss [oJiXHa aHanMsMpoBaTb TpeboBaHwus,
OTHOCALLMECH K MpOAyKuMW. 3TOT aHanmMs [OOMKEH
NMPOBOAUTLCS OO0 MPUHATUS OpraHu3aumeli obs3aTenscTea
MOCTaBNATbL NPOAYKLMIO MOTPEOUTENIO (HanNpuUMep y4acTusi B
TeHaepax, NPUHATUSA KOHTPAKTOB WM 3aKa30B, MPUHATUA
M3MEHEHNA K KOHTpakTaM Wan 3akasam) U OOJIKeH
obecneumBars:

TpeGoBaHUA, OTHOCALLUXCSH

a) onpepeneHve TpeboBaHNI K NPOAYKLNN;

6) cornacoBaHve TpeboBaHWI KOHTPaKTa WM 3aKasa,
OT/INHaOLLMXCA OT paHee CPOPMYSIMPOBAHHBIX;

B) CNOCOBHOCTbL opraHuMsaumm
onpefeneHHble TpeboBaHus.

YLOBNIETBOPSTH

3anucn  pesynbTatoB  aHanmMsa U
OENCTBUI, BbITEKAOWNX M3 aHanusa, OOIKHbI
XuBaTbcs B paboyem coctosHum (4.2.4).

nocneaytoLwmx
nopnep-

Ecnu notpebutenn He BbIABAralT AOKYMEHTUPOBAHHbBIX
TpeboBaHWiA, OpraHM3aumus OOJiKHA MOATBEPAUTbL WX Y
noTpedbuTens A0 NPUHSATUS K UCTIOSNHEHNIO.

Ecnu TpeboBaHms K NPOAYKLIMN N3MEHEHI, OpraHn3auys
nomkHa obecneynTtb, 4ToObl COOTBETCTBYIOLLME AOKYMEHTI
OblMM MCNPaB/ieHbl, @ 3aMHTEPECOBAHHLIN NepcoHas Obin
MOCTaBJIEH B N3BECTHOCTb 00 M3MEHUBLUMXCS TPEOOBaHMSIX.

MprnmedaHue — B HEKOTOPbIX CUTYaLMSAX, TaKUX
Kak npogaxu, ocywecTtBinsgemble 4epe3 WHTepHeT,
NpakTU4eckn HewLenecoobpasHo NPOBOAWTL ObULMASbHBIN
aHanuM3 Kaxgoro 3akasa. Bmecto 3Toro aHanuM3 MoOXeT
pPacrnpoCTPaHATLCH HAa COOTBETCTBYIOLLYIO MHPOPMALMIO O
NPOAYKLUMW, TaKyIO KaK KaTanoru i pekiamHble Matepuabl

7.2.3 Cgs3b c noTpebutensmm

OpraHu3aums [ofkHa Onpefensite M OCYLLECTBASATb
addekTnBHbIE  Mepbl N0 MNOAAEPXaHWO CBSA3UM  C
noTpeduTensMm, kacaloLmecs:

a) vHpopmauumn 0 NPOAYKLUMK;
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MCO 13485:2003
2 Mpu paspaboTke MNPOLECCOB XM3HEHHOMO LMKIA
NnpooykuMy  OpraHvM3auMs MOXET Takke MNPUMEHSTb
TpeboBaHus 7.3.
3 Cwm. [5] no ynpaBaeHuio pyuckom.
MpuuvHel  padnunumii: nyHkt 7.1 UCO  13485:2003

oTpaxaeT TPeOOBAHUS AENCTBYIOLLNX B MUPE HOPMATUBHBIX
[OKYMEHTOB 1 0651er4aeT BCEMUPHYIO rapMOHM3auMIO HOBbIX
TpebGOoBaHWA, YCTAHOBMEHHLIX K MEOVUMHCKAM W3OENUsM.
YnpaeneHne pPUCKOM  SB/SIETCH  K/IOYEBBIM  BUOM
DesATENbHOCTU, ONPEAENSIOLLMM XapakTep 1 06bem paboTsl
BO MHOIMX 0611acTsiX, CBSI3aHHbIX C CUCTEMO MEHEIKMEHTa
KayecTBa B OpraHM3auusx, NPOU3BOAALLMX MEeANLMHCKUE
n3penvs

7.2 Mpouecchbl, CBA3aHHbIE C NOTpedouTensmmu

7.2.1 OnpepeneHve TpeGOBaHUI1, OTHOCALLUXCSH K
npoayKuumn

[MopnynkT 7.2.1  WNCO  13485:2003 ayTteHTM4eH
noanyHkTy 7.2.1 [3]

7.2.2 AHann3 TpeOOBaHWiA, OTHOCSALMXCH K
npoaykKumun

OpraHu3aums [Jo/kHa aHannampoBaTe TpeboBaHus,
OTHOCAWMECS K npoaykumu. OTOT aHann3  JOKeH
NPOBOAVTLCS [0 MPUHSATUS OpraHusaumert 0bs3atenscrea
MOCTaB/ATb MPOAYKLMIO NOTpebuTento (HanprMMep y4acTusi B
TeHaepax, MPUHATUSA KOHTPAKTOB WM 3aKa30B, MPUHATUA
W3MEHEHWN K KOHTpakTaM WanM 3akasam) W [OJIKEH
obecreuvBars:

a) onpenesneHne u 4OKyMeHTUpPOoBaHne TPpeboBaHu K
npoayKuum;

6) cornacoBaHne TpebOBaHWIN KOHTPaKTa WM 3akasa,
OT/INHaOLMXCA OT paHee CHOPMYNIMPOBAHHDIX;

B) CrnocobHOCTb opraHudauumu YyOOBNETBOPATH
onpefeneHHble TpeboBaHUS.
3anucn  pes3ynbTatoB  aHaimM3a W MOCNeayloLmx

OENCTBUN, BbITEKAIOWWX M3 aHanusa, OO/KHbl MOAdep-
XrBaTbCs B paboyem coctosiHum (4.2.4).

Ecnu notpebuteny He BbIABUIaOT OOKYMEHTUPOBAHHbBIX
TpeboBaHWiA, OpraHMsauus [OJKHA NOATBEPAUTL WX Y
noTpebuTenst [o NPUHATUS K UCTIONIHEHUIO.

Ecnu TpeboBaHus K NPOAYKLIM N3MEHEHbI, OpraHM3auys
nomkHa obecneuntb, 4TOObI COOTBETCTBYIOLLME OOKYMEHTHI
OblIM UCMpaBEHbl, a 3aMHTEPECOBAHHbIA NepcoHan Obin
MocTaB/ieH B U3BECTHOCTb 00 M3MEHUBLLUXCS TPEOOBAHMSIX.

MpumeyaHune — B HEKOTOPLIX CUTyaUUSAX, TaKMX
KaKk npogaxwu, ocywecTteisemble 4epe3 WHTepHer,
NMpPaKkTU4YeCcKkN HeLenecoobpasHo NPOBOAUTL OPULMANbHbIN
aHanM3 Kaxpgoro 3akasa. Bmecto atoro aHanmMs Moxer
PacrnpoCTPaHATLCA Ha COOTBETCTBYIOLLYIO MHPOPMAaUMIO O
NPOAYKLMM, TaKYIO KaK KaTasiorv Uim pekinamHble Matepuasibl

7.2.3 CBa3b ¢ notpebutensimu

OpraHudauma [ofikHa ONpenensitb M OCYLLECTBASTb
addeKTnBHbIE  Mepbl MO MOAAEPXaHUMIo CBA3W  C
noTpeduTensmMm, kacaloLmnecs:

a) vHdopmaummn o NPOAYKUMNN;
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6) NpPOXOXAeHWst 3anpocoB, KOHTPaKTa WM 3akasa,
BKJIIOYAs MOMPAaBKY;

B) 0OpaTHOW CBA3M C NOTPEOUTENAMMN, BKIIIOHAS Xanoosbl
notpeburenei

7.3 MpoekTupoBaHue 1 pa3paboTka

7.3.1 MnaHupoBaHMe MNPOEKTUPOBaAHUA U paspa-
60TKN

OpraHuzaups  [JOJXKHa MJIaHMpoBaTb W YNpaBisTb
NPOEKTMPOBaHNEM 1 Pa3paboTKo NPOaYKLMN.

B xome nnaHvpoBaHWsi NMPOEKTUPOBaHWS 1 pas3paboTKu
opraHv3aums OoMmKHa yCTaHaB/MBaTh:

a) cTaamm NPOEKTUPOBAHUS 1 Pa3paboTky;

6) npoBeneHve aHanm3aa, BepudrKaLMIo U BaTMaaumio,

COOTBETCTBYIOLUME KaXOOM CTaaMum MPOEeKTUPOBaHUA 1
pas3paboTku;

B) OTBETCTBEHHOCTb U NoHOMO4KNA B o0bnactu

NMPOEKTUPOBaHNSA 1 Pa3paboTKu.

OpraHunsauma [ofikHa ynpaefsiTe B3aMMOOENCTBUEM
pPasnuyHbIX  TPYNMn,  3aHATbIX  MPOEKTMPOBaHMEM U
pa3paboTkoii, C uenbio obecrneyeHnst 3PdEKTUBHON CBA3M 1
4eTKOro pacnpenesieHVss OTBETCTBEHHOCTY.

PeSyanaTbl NMNaHNPOBAHUA  OOJDKHbI  aKTyalin3mnpo-
BaTbCS, €C/IN 3TO LenecoobpasHo, No Xoay NPOoeKTUPOBaHNUS
n paspaboTku (4.2.3);

7.3.2 BxogHble [OaHHble Aas MPOEKTUPOBAHUSA W
pa3paboTku

BxofHble [aHHble, OTHOCsAWMEcs K TpeboBaHUsSM K
NpoAyKUMW, OOMKHbI ObITh ONpeaeneHbl, a 3anncy AOMKHbI
nopaepxueaTbcs B paboyem coctosiHum (4.2.4).

BxogHble AaHHbIE JOMKHbI BKIOYATL:

a) yHKUMOHANbHbIE
TpeboBaHus;

aKcryaTauOHHbIe

roCT P UCO 13485—2004

MCO 13485:2003
6) NPOXOXAEeHWs 3anpocoB, KOHTPaKTa WM 3aKasa,
BKJIIOYAs MOMPAaBKY;

B) 0OpaTHOW CBA3M C NOTPEOUTENAMI, BKIOYAS Xanoobl
notpebutenein (8.2.1);

) nosiCHUTEsIbHbIX yBeAoMaeHui (8.5.1)
7.3 MpoekTupoBaHue u paspaboTka

7.3.1
60TKM

OpraHusauus nomkHa paspabartbiBaTb JOKYMEHTU-
POBaHHbIE POLEAYPbl MPOEKTUPOBaHUS U pPa3paboTku
MeaNLIMHCKUX N3AENNIA.

MnaHnpoBaHMEe MNPOEKTUPOBAHMA U paspa-

OpraHuzaumsi ob6si3aHa MnaHMpoBaTb W YMNpaBsTb
NPOEKTUPOBAHNEM 1 Pa3paboTKOM NPOAYKLMN.

B xome nnaHMpoBaHUS MPOEKTUPOBaHMS U paspaboTku
opraHv3auyst A0/KHa yCTaHaBIMBATb:

a) cTagum NPOEKTVMPOBaHNSA 1 Pa3PaBGoTKN

6) BuAbl AESTENILHOCTY M0 aHaan3y, BepuduKkaumny,
Bavgaumn v NepemMeLLueHuio  rpoekta  BHYTPU
opraHudaummn (Ccm. npumMmedaHue), COOTBETCTBYOLUNE
Kaxxzovi cTaany NPOeKTUPOBaHUS N Pa3paboTKu;

B) OTBETCTBEHHOCTb W nonHoMo4na B obnacTu

NMPOEKTUPOBaHMS U Pa3paboTKu.

OpraHusauma [ofixHa ynpaBnsTb B3aMMOOENCTBUEM
pasnuyHbix  Gynn,  3aHATBIX  MPOEKTMpPOBaHMEM U
pa3paboTkoli, ¢ Lenbio obecneyeHns ahGEKTVBHO CBA3U 1
YeTKOro pacnpeneneHnsl OTBETCTBEHHOCTU.

PesynbTatel rniaHnpoBaHus AOIKHbI ObiTb LOKY-
MEHTUPOBaHbI M, €eciu HeobX0AVMMO, axkTyasn3upPOBaHbI
rpvi COBEPLLEHCTBOBaHUM MPOEKTUPOBaHUS N pa3paboTku
(4.2.3)

lNpumevyaHne — [lesiTesibHOCTb no nepenaye
rpoekTa B rpoLecce MpoeKkTUPOBaHUS 1 pPaspaboTku
MeAULIMHCKOrO W3Aensa  [oJIXHA rapaHTUpoBaTb, YTO
BbIXOAHbIE AaHHbIE MPOEKTUPOBAaHMs 1 pa3paboTku 6yayT
BepupULMPOBaHbI Kak COOTBETCTBYIOLLME TPeOOBaHNAM
K MpoLeccy W3roToBJIeHUS, [Pexae 4Yem CTaHyT
OKOHYATEJIbHbLIMU CrIeLNpUKALIMSIMU MPOLAYKLNN.

MpuumHbl padnuuumin: nognyHkT 7.3.1 NCO 13485:2003
oTpaxaeT TPpeOOBaHWS AENCTBYIOLLMX B MMPE HOPMAaTUBHbIX
[OKYMEHTOB 1 0611er4aeT BCEMUPHYIO rapMOHN3ALII0 HOBbIX
TpebOBaHWIA, YCTAHOBJIEHHbIX K MEOWLMHCKUM U3OENNSIM.
B uenom, TpebosaHus NCO 13485:2003 k [oKyMEHTUPO-
BaHMIO NMpoLieayp COOTBETCTBYIOT TpeboBaHuaM [3], a Takke
TpeboBaHMSM BGONBLUMHCTBA HALMOHAJIbHBIX  (PervioHanb-
HbIX) HOPMATMBHbIX JOKYMEHTOB

7.3.2 BxogHble p[aHHble AN NPOEKTUPOBAHUA MU
pa3paboTku

BxogHble OaHHble, OTHOCAWMECS K TpeboBaHMSAM K
NpoayKUMK, AOSKHBLI ObITh ONpesesNieHbl, a 3anncu A0KHbI
noaepXxueaTbcs B pabouem coctosHun (4.2.4).

BxogHble AaHHbIE AOKHbBI BKIIOYATb:

a) QYHKUMOHaIbHbIE W 3KCIlyaTaLnoHHbIE TPebo-
BaHus, TpeboBaHuWs Kk 0E30rMacHOCTU  COIrJIaCHO
Ha3Ha4YeHuIo;
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0) COOTBETCTBYIOLLME 3aKOHOAATESbHbIE
oba3aTenibHble TPeboBaHWS;

B) Tam, rae aTo LuenecoobpasHo, MHGopmaLmio, B3ATYIO

13 NpenblayLivX aHaNorMyHbIX NPOEKTOB;

r) gpyrue TpeboBaHus, BaXHblE AN NMPOEKTUPOBaHUSA 1
pas3paboTku.

BxogHble [pOaHHble [OO/MKHbI  AHANIM3MPOBATbLCHA  Ha
[OCTaTO4YHOCTb. TpeboBaHMsA [OO0MKHbl ObITb  MOJHBIMU,
HeOBYCMbIC/IEHHbIMU 1 HEMPOTUBOPEUMBLIMUA

7.3.3 BbixoaHble "

pa3paboTku

BbixogoHble [OaHHbIe MNPOEKTUPOBaHMSA U Pa3paboTku
OOJIXHbI ObITb MNpeacTaBfieHbl B ¢opme, MNO3BOJIAOLLEN
npPoBECTA BepudurKaumio OTHOCUTESIbHO BXOAHbIX
TpeboBaHWii K MPOEKTUPOBAHMIO U pa3paboTke, a Takke
OOJDKHbI  OblTb  YTBEPXOEHbl OO0 WX MOCnenyloLlero
MCMNOJSIb30BaHMS.

BbixogHble [OaHHble MPOEKTMPOBAaHMS U pa3paboTky

JOJKHBI:

a) COOTBETCTBOBATb > BXOAHbLIM
NPOEKTUPOBAHUIO 1 Pa3paboTke;

AaHHble NPOEKTNpPOBaHNA

TpeboBaHMAM

6) obecrneumBaTb COOTBETCTBYIOLLEN UHOpMaLmein no!

3aKyrnkam, NPOU3BOACTBY U 0OCNYXMBaHWIO;

B) codepXaTb KPUTEPUWU TMPUEMKU MPOAYKLUMM UK
CCbIUIKM Ha HUX;

r) onpemensTb XapakTepuCTUKU MNPOAYKLUMM, CYyLLEeCT-
BEHHblE 15t ee 6830MacHOro 1 NPaBUILHOMO UCMOJIb30BaHNS

7.3.4 AHanus npoekTta u paspaboTku
Ha Tex cragusax, roe 37O LEenecoobpas’Ho, OOSKeH

NPOBOAMTLCH  CUCTEMATUHYECKUI aHanu3 npoekra U
pa3paboTkm B COOTBETCTBUM C  3arjaHVMPOBaHHLIMU
Meponpustuamm (7.3.1) ¢ uenbto:

a) OUEHVBaHMS CMOCOBHOCTU  PEe3yNbTaToOB  MPOEK-

TUPOBaHUSA N Pa3paboTkn yOOBNETBOPATb TPeOOBAHUAM;

6) BbISIBNEHUS  NOObIX  NpobBrem BHECEHNS
npensioXeHnid No HeoOXoAMMbIM OEACTBUSAM.

B coctaB y4aCTHMKOB Takoro aHanu3a [OOJIKHbI
BKJOYATLCH NpencTaBuTenn noapasfefieHnin, UMeoLLmnx
OTHOLWlEHME K aHanuMsmpyemom (biM) cTagum  (9Mm)
NpoekTupoBaHns U paspaboTki. 3anucu pesynsTaToB
aHanmM3a U BCeX HeoOXOOMMbIX AENCTBUN  OOMKHBI
nonepXxmBaTbcs B paboyem coctosiHiu (4.2.4)

n
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0) COOTBETCTBYIOLUME 3aKOHOAATENbHbIE
oba3aTenbHble TpeboBaHUS;

B) Tam, rae 370 uenecoobpasHo, nHopmMaumio, B3ATYIO
13 npeablaywmyx aHanornyHbiX NpPOeKToB;

r) apyrve TpeboBaHus, BaXHbIE A1 MPOEKTUPOBAHUS U
pas3paboTku;

/1) BbIXOAHbIE AAHHbIE [10 YripaBieHuo puckom (7.1).

BxoaHbie faHHbIe 0/TKHbI ObIThb IPOaHaIN3NPOBaHbI
Ha COOTBETCTBME YCTaHOBJIEHHLIM TPEOOBaHUSM U
YTBEPXKAEHBI.

TpeGOBava OOJDKHbI ObITb MOJIHbIMW, HEeOBYCMbICNEH-
HbIMN N HENPOTUBOPEYNBbIMU

7.3.3 BbixogHble pAaHHble
pa3paboTku

BbixogHble [aHHble MPOEKTMPOBaHUA U paspaboTku
[OMXKHbl ObITb MpeacTaBneHbl B ¢GopmMe, MO3BONSIOLLEN
NMpPOBECTU BEPUDUKALMIO  OTHOCUTESNIbHO BXO[HbIX
TpeboBaHWIA K MPOEKTMPOBAHUIO K pa3paboTke, a Takxke
[OSXHbI  ObiTb  YTBEPXAEHbl [0 WX  MOC/eayloLlero
NCMONb30BaHNS.

n apyrue

NPOEKTUPOBaHUA WU

BbixogHblE OaHHble MPOEKTUPOBaHUS U pPaspaboTKu
LOMKHBI:

TpeboBaHUSAM K

a) COOTBETCTBOBATb BXOOHbIM
NMPOEKTMPOBAHUIO 1 Pa3paboTKe;

6) obecneuvBaTb COOTBETCTBYIOLLEN MHPOpPMALMEN Mo
3akKynkam, npon3soacTBy U o6cny>|<|/|Baano;

B) cofepxaTb KpUTEPUM NPUEMKM NPOAYKUMM WK
CCbIIKM Ha HWX;

r) onpenensiTb XapakTePUCTUKX MNPOAYKUMM, CYLLECT-
BEHHbIE A5 ee 6@30MacHOro 1 NPaBUILHOMO NCMOJb30BaHNS

3anvcy  BbIXOAHBIX — AAHHBIX  [POEKTUPOBAHWST U
pas3paboTky  OOJIKHbI  [OAAEPXMBATLCS B pabodyem
cocTosiHum (4.2.4)

lMNpumeyaHne — 3anucu BbIXOAHbIX JaHHbIX

npoekTupoBaHuss n paspaboTku MOryT BK/IOYaThb
crnieungukaunm, rnpon3BoLCTBEHHbLIE NMPOLECCHI, TEXHU-
YECKNE YEPTEXN U XYPHAaJIbl TEXHUYECKUX 3arnncevi nim
unecenenoBaHun

7.3.4 AHanu3 npoekTta U pas3paboTku

Ha Tex cragusx, roe 9710 UenecoobpasHo, [OMKeH
NPOBOAUTLCA  CUCTEMATUHYECKUI  aHanvM3  npoekTa W
pa3paboTkn B  COOTBETCTBUM 3aniiaHMpPOBaHHbLIMN
Meponpuatuamu (7.3.1) ¢ uenbto:

(¢

a) OLEeHKM CMoCOBHOCTU PEe3yNbTaToB NPOEKTMPOBAHUS
1 paspaboTky yOoBNeTBOPATL TPeBOBaAHUSAM,;

0) BbiSBNEHMS  NloObix  Npobnem M BHECEHUs

NPenJIoXEHNn No HeoOX0OUMbIM OEACTBUSM.

Takovi aHann3 JAOJDKHbI BbINOJIHATL rnpeacraBntesi
C}'Iy)K5, UMerLUX OTHOLUeHne K aHaJin3npyeMbiM CcTaansam
rnpoekTa v pa3paboTku, a Takxe Apyrue creumaincTbl
oprann3aumm (5.5.1 1 6.2.1).

3anucu pesynbTaToB aHanmM3a U BCEX HeobXxoauMbIX
OeiCTBUIA OOMKHbI NOAOEPXUBATLCA B paboyemM COCTOSHMM
(4.2.4)
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7.3.5 Bepudukaums npoekTa v pa3paboTku

[Mognynkr 7.3.5 WNCO  13485:2003
noanyHkTy 7.3.5 [3]

ayTeHTU4YeH

7.3.6 Banupgauus npoekTa v pa3paboTku

Banvpaums  npoekta ¥ pas3paboTky  OOJIKHA
OCYLLECTBNATLCA B COOTBETCTBUM C 3ar/iaHMPOBaHHLIMU
mMeponpusaTuamn  (7.3.1), 4T0Bbl yOOCTOBEPUTLCH, UTO
noslydeHHass B pes3ynbTare MpPOAyKUMS COOTBETCTBYET
TPeBOBaHMSIM K YCTAHOBMEHHOMY WM MpeanosiaraeMomy
NCMONb30BaHMIO, €C/IN OHO U3BECTHO. e 3TO NpakTU4eckn
LenecoobpasHo, BanMaaums O0MKHA ObiTb 3aBepLueHa [0
NMOCTaBKM  WAM  MPUMEHEHWs  Npoaykumn.  3anucu
pe3ynbTaToB BanniauMn 1 BCEX HEOOXOOVMBLIX AENCTBUIA
[OO/DKHBI NoAAepXmBaThes B paboyem coctosiHum (4.2.4)

7.3.6 Banuagauus npoekTa u pa3paboTku

Banupaums npoekta uv  pas3paboTku  [OIKHA
rpoBOANTLCH B COOTBETCTBUW C 3aruiaHUpOBaHHbIMU
meponpusTusamun (7.3. 1) a4ns obecne4yeHnss COOTBETCTBUS
roToBOVi poAyKLMy TPeOOoBaHUSIM K €€ Ha3HaYEHWIO NN
crieumaabHOMY NPUMEHeHWI0. Banvpauns nomkHa 6biTb
nposeneHa [0 rocTaBku NMpoayKUMY win BBEAEHUS €€ B
aKcriiyataumio (CM. rnpumedanuve 1).

3anuncu pesynbTaToB BaMMOaUMM U BCEX HEOOXOOUMBIX
OeiCTBUIA O0/MKHbI NOAAepPXNBaThC B paboyem COCTOSHUN
(4.2.4)

OpraHun3saums 06s13aHa rpoBOANTb KITMHUHYECKNE 1/vin
3KCrIyaTaUuMOHHbIE UCTbITAHUS MEANLUMHCKUX U34esnii
KaK 4acTb MepPOrpusiTUi Mo Banuaauuy MpoekTa u
pa3paboTku B COOTBETCTBUM C TPebOBaHUSMU
HaLWOHa/IbHbIX ~ WIW  PErvnoHasibHbIX  HOPMAaTUBHbIX
JIOKYMEHTOB (CM. npumeyaHue 2).

Mpu ey aHuM4

1 Ecrn MeanUunHCcKoe naaesine rnoaiexuT Baavgaunn
TO/ILKO 1ocse cOOpky U MOHTaxa Ha MeCcTe €ero
rNnpuMeHeHus, rocrtaBka [rpoaykumnmn He cYuTaeTcs
3aKOHYEeHHOV [0 Tex rop, roka npoaykums He O6yaet
¢dopmaibHO nepenaHa noTpebuTesio.

2 lpeacraBneHne MeANLMHCKOro uw3aenvs s
NPOBEAEHNS]  KIIMHUYECKUX  U/Wn  9KCrislyaTaumOHHbIX
UCTIbITAHUV HE CHUTAETCS NOCTaBKOV

7.3.7 YnpaBneHne U3MEHEHUsSIMU nMpoeKTa u
pa3paboTku
[Mognynkt 7.3.7 WCO 13485:2003 ayTeHTUYEH

noanyHkTy 7.3.7 [3]

7.4 3akynkv
7.4.1 Mpouecc 3aKynok

OpraHunsauuss gomkHa obecneyrBaTtb COOTBETCTBUE
3aKyrnieHHOW MPOAyKUMM YCTAHOBMEHHbIM TPeboBaHUSAM K
3akynkam. Tun 1 cTeneHb ynpasneHus, NpuMeHsieMble Mo
OTHOLUEHVIO K TMOCTaBLUMKY M 3aKyMmjeHHOW NpOoayKLUuu,
OOJKHbI 3aBUCETb OT €€ BO3OENCTBUS Ha MnocneayoLime
cTagyM XXW3HEHHOro UuUMKia MpoaykKuMuM WM TFOTOBYIO
NPOAYKLIIO.

OpraHudauuss  OomkHa OueHmBatb U BblbMpaTb
MOCTaBLUMKOB Ha OCHOBE WX CMOCOOHOCTM MOCTaBSATb
NPOAYKLUMIO B COOTBETCTBUM C TPeHOBaHVSMY OpraHmM3aLmu.
JomxHbl 6bITb paspaboTaHbl kpuTepun 0TOopa, OLEHKU ©
MOBTOPHOWN OLEHKN. 3anvcu pes3ysibTaToB OLEHUBAHUS ©
NoBbIX HEOOXOAMMbIX AENCTBUI, BbITEKAIOLMX U3 OLEHKN,
DOMKHbI NOAAEPXUBATLCA B paboyem cocTosiHuu (4.2.4)

7.4 3akynkv
7.4.1 Mpouecc 3aKynok

OpraHu3aums gosixHa paspaboTtaTb JOKYMEHTUPO-
BaHHbIE rnpoueaypbl, obecre4YnBaioLne COOTBETCTBUE
3aKynaeHHOV NPOAYKLMY YCTaHOBJIEHHbIM TPeOOBaHUSIM K
3akyrikam.

Tun ¥ CcTeneHb ynpaefieHusl, MPUMEHsSIEMblE MO
OTHOLUEHWNIO K MOCTaBLUMKY W 3aKyrieHHOW NpoayKumu,
[IO/MKHbI 3aBUCETb OT €€ BO3AENCTBUS HA MOCNeayLme
CTaAMN XW3HEHHOro UMKIa MpOAyKUMM WU FOTOBYIO
NpoAayKUMIO.

OpraHu3aumsi OomkHa OueHMBatb W BbIOMpaTb
MOCTaBLUMKOB Ha OCHOBE WX CMOCOGHOCTM MOCTaB/ATb
NpoAyKUMIO B COOTBETCTBUM C TPEOOBaHMSIMM OpraHn3aLun.
JomxHbl ObiTb pa3paboTaHbl kpuTepun 0Tbopa, OLEHKM U
MOBTOPHOM OLEHKM. 3anvMcy pes3ynbTaToB OUEHWBAHWS U
MoBbIX HEOBXOAMMBIX AENCTBUIA, BbITEKAIOLMX U3 OLEHKN,

\IO/MKHBI NMOAAEPXMNBATLCA B paboyem cocTosiHun (4.2.4)
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7.4.2 Undpopmaums no 3aKynkam

MHdopmauma no  3akynkam  [OJKHA  OnucCbiBaTb
3aKa3aHHYI0 NPOAYKLIMIO, BKIOYas, rae 8To He06XoaMMO:

a) TpeboBaHMs K YTBEPXAEHUIO NPOAyKLUUW, npoLeayp,
npoueccoB 1 060pyaoBaHMs;

6) TpeboBaHus K KBaMdUKALN NEPCOHANA;
B) TPebOoBaHNS K CUCTEME MEHEI)XMEHTA KayecTBa.

OpraHuzauusi ponxHa obecneunBaTb aAeKkBaTHOCTb
YCTaHOB/EHHbIX TPEOOBaHUA K 3aKyrnkam A0 VX cOOOLeHns
MOCTaBLLIMKY

7.4.3 Bepudukauma 3aKyrnsieHHOW NpoayKuum

OpraHu3auusi gosixHa pa3paboTaTe M OCYLLECTBAATb
KOHTPONb MNIN APYrylo OesTesNIbHOCTb, HeobxoauMyilo ans
obecrneyeHnss COOTBETCTBMS  3aKYMJIEHHOW  MPOAYKLMUN
YCTaHOBNIEHHLIM TPeBOBAHUAM K 3aKyrNKaMm.

Ecnu opraHusaums unu ee notpebutens npegnonaratT
OCYLLECTBUTb BEPUDMKALMIO HA NPEANPUSTAM NOCTaBLLMKA
TO OpraHv3auusi Oo/KHa YCTaHOBWTb B uHdopMauum no
3aKyrnkam rnpegrnonaraeMbie Mepbl N0 MPOBEPKE U NMOPSA0K
BbIMycka NPOAYKLMN Y NOCTaBLUMKA

7.5 MNpon3BoACTBO U 06CNyXuBaHMe
7.5.1 YnpaBneHvie Npou3BOACTBOM U 0BCNyXMBaHNEM

OpraHu3auus [oNXHa nnaHupoBaTb 1M obecrneyvBatb
NMPOVN3BOACTBO M 0BCNYyXMBaHUE B YNPaBsSiEMbIX YCIIOBUSIX.

Ynpaensemble YCNOBWUS OOJ/KHbI  BK/OYaTb, €CAW  3TO
uenecoobpasHo:

a) Hanmdne nHbopmaumn, OonucblBatoLLLEN
XapaKTEPUCTMKM NPOAYKLN;

6) Hannume  paboumMx  WHCTPYKUMA, B Clyyae
HeobXoAMMOCTY;

B) MPVMEHeHMe NoAxoadaLlero o6opyanosaHmns;

r) HAMYMEe U NPUMEHEHVE "

N3MepuTesibHbIX NMPUOOPOB;

KOHTPOJIbHbIX

[0) NpOBefEHNE MOHUTOPUHIA U U3MEPEHNIA;

€) OCYLLECTB/IEHME BbINYyCKa, MNOCTaBkU W OENCTBUN

rocne NocTaBku NPoayKUun
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7.4.2 Undopmaums no 3aKynkam

MHdopmauma no  3akynkam  JOJSIXHA — OMuCbiBaTb
3aKas3aHHylo NPOAYKUMIO, BKOYas, rae aT0 HeobX0aMMO:

a) TpeboBaHUS K YTBEPXOAEHUIO NPoayKuMK, npoueayp,
npoueccoB 1 060pyaoBaHMs;

6) TpeboBaHusa K KBanUbVKauMM NepcoHana;
B) TPebOBaHMSI K CUCTEME MEHEIKMEHTA Ka4yecTBa.

OpraHnsaupss OofixHa obecneynBaTh aaeKBaTHOCTb
YCTaHOB/EHHbIX TPEOOBAHU K 3aKynkaMm 40 WX COOOLLEeHMs
MOCTaBLLMKY.

B TOMi cTeneHw, B KakoWi 3TO Heobxoaumo AJis
ocylecTBaeHns  npocaexvBaemoctn (7.5.3.2), opra-
HU3auus A0JIKHA roaaepxnBats B pabo4yeM COCTOSHUM
COOTBETCTBYIOLLYIO UHGHOPMAaLMIO M0 3aKyrkam, TO eCTb
A0okymeHTbl (4.2.3) v 3anucu (4.2.4)

7.4.3 Bepudukaumsa 3aKyrnieHHON NpoayKLun

OpraHusaumsa OofixHa paspabotatb M OCYLLECTBAATb
KOHTPONMb WX OPYryl0 OeATeNbHOCTb, HEeoOXOAMMYylo Os
obecneyeHnss COOTBETCTBUS  3aKYMJIEHHOW  MpOoAyKUMUn
YCTaHOB/NEHHbIM TPeOOBaHNAM K 3aKyrnkam.

Ecnn opraHusauus vnn notpebutens ee npooykumm
npeayaraloT OCYLEeCTBUTbL BepUGMKALMIO Ha NPeanpusTimn
nocTaBlyKa, TO OpraHu3auus [OO/KHa YCTaHOBWUTb B
nHdopMaumm no 3akyrnkam MnpearonaraeMble Mepbl Mo
NMPOBEPKE U MOPSA0K BbiMycka NPOAyKLMK Y NOCTaBLLMKa

3anucn no Bepl/l(Z)MKaLll/IM AOJDKHbI NnoAnepXnBaTtbCs B
paboyem cocTosiHuy (4.2.4)

7.5 Mpou3BoacTBO U 06CNyXUBaHUE
7.5.1 YnpaBneHve npou3BoACTBOM U 00CTy)XUBaHUEM
7.5.1.1 06wme TpeboBaHns

OpraHVlsau,vm AO0JDKHa niaHnpoBaTb U obecneunBaTtb
npon3BoacTeo ” O6CJ'Iy)KVIBaHI/Ie B ynpaBisieMbIX YCJIOBUSX..

YnpaBnsemble yCNOBUS [OOMKHbI BK/OYaTb, €CAM  3TO
LenecoobpasHo:
a) Hanmdve nHdopMauuu, onucblBaroLLEemn

XapPaKTepuUCTUKN NpoAYyKLUNNA;

6) Hannune AOKYMEHTUPOBAHHbIX npoueayp, paboqmx
WHCTPYKUMH, 3Ta/IOHHBIX MpoLeayp M3MepeHus v, eciiv
HeobxoAnMOo, CripaBoOYHOIro MaTepuana;

B) MPUYMEHeHne MOAXOAALLEero 06opyA0BaAHUS;

r) HAWMYMe 1 MPUMEHeHue "

N3MepuTeSibHbIX NPUOOPOB;

KOHTPOJbHbIX

[0) NPOBeLEeHVE MOHUTOPUHIa N N3MepPeHUii;

€) OCyLIeCTBIEHME BbINyCcka, MNOCTaBkU W OENCTBUN

nocne NnocTaBky NPOAYKLIMM;

X) BbI[OJIHEHVE AevicTBu rno

MapKVpPOBKE U yrakoBKe.

KOHKPETHbIX
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OpraHu3aums Ao/IxHa pa3paboTaTtb popmMy 3anncei n
noagepxvBatb ux B paboyem cocTtosHun (4.2.4) nns
Kaxzor naptuM  MeaUUMHCKUX — W3Aesni,  4TOObI
obecrneynTb VX MpPoC/IEXNBAEMOCTb B COOTBETCTBUU C
7.5.3 un ycraHOBUTb KO/IMYECTBO [POU3BEAECHHOM
npoayKuMu 1 NPOAYKUMM, NPeaHa3HavyeHHONM 4151 NPOAAXM.
3anvicy no kaxaou napTuv u3nesnuvii 4OJIKHbI ObiTb
BEPUPULINPOBAHBI Y YTBEDXKAEHBI.

lNpumevyaHne — [lapTneri MOXeT CcYUTaTbCs
O4HO MenUMHCKOe nsaenve.

7.5.1.2 YnpaBnexnne npou3BoACTBOM U OOCAYXU-
BaHuemM. CneymnanbHbie TpeboBaHUs

7.5.1.2.149YuctoTa npoAykumn un KOHTPOJIb
3arpsi3HeHHOCTH

OpraHun3aums ao/xHa paspabotatb JOKYMEHTUPO-
BaHHbIe TPebOoBaHWS K YACTOTE MPOoAYKLNM, ECIIN:

a) nepen crepunanlaumen  u/wam - fNpPUMEeHeHnem
npoAyKUMSI MPOXOANT OYUCTKY B OpraHn3aummn;

6) npoaykumsi rnocTaB/sSieTCs B HECTEPUSILHOM BUAeE U
rnoanexuT  O4YuCTKe repen  crepwmsauven  u/wm
rpUMeHeHneMm;

B) npoAyKumsi NOCTaB/ISIETCS B HECTEPUIbHOM BULE U
ee 4ynucrora He uMeet 3Ha4eHns 4J15 MPpuMeHeHUs ;

F) peareHTbl 4J1s1 O4YNCTKU rnpoayKunm NOJIKHbI 6bITb
yAaJleHbl ripu eB N3roTtoBJ1IeHNN.

Ecnn  npoaykuuwsi  oagBepraeTcs  OYUCTKE B
COOTBETCTBUM C NIepeynceHvsimMm a) i 6), TpeboBaHus,
coaepxatunecs B (6.4, nepeuncneHue a) v (6.4, nepequc-
nenve 6), nepes npoLeaypoy O4NCTKU HE NMPUMEHSIIOTCS.

7.5.1.2.2 Pa6oTbI N0 MOHTaXxy

Mpun HeobxoAnMoCTH opraHu3aums JI0JIKHa
paspabotatb  AOKYMEHTUPOBAHHbLIE  TPebOoBaHWS,
codepxawyme  Kputepuu  MpueMku v - Bepuukaumm
MOHTaxa MeauLMHCKOro U3Aeusl.

Ecnun cornacoBaHHbIe € noTpebutenem TpeboBaHus
r03BOJISIIOT BbIMNOJIHATE MOHTaX HE TOJIbKO CU1amMu
opraHu3auuy  wiam ee [oJIHOMOYHOIO pPenCcTaBuTess,
opraHu3aums 4okKHa pa3paboTaTs JOKYMEHTUPOBAHHbIE
TPebOoBaHWs K TaKOMy MOHTAaXY U ero Bepugukamu.

3anucu no MOHTaxy v Bepupukauun, KOTOpbIe
OCyLeCTBIISET OpraHu3auus wim ee  MOJIHOMOYHBI
npeagcrasnutesib, [AOOJDKHbI MO44ePXNBATbCSd B pa6oweM
coctosHuu (4.2.4).

7.5.1.2.3 leaTenbHOCTb N0 06CNY)XUBAHUIO

Ecnn  T1peboBaHue k OOC/YXWBAHUIO SIBASETCS
crieyunasibHbIM, OpraHn3aums f0XXHa, NPy HeobXoANMOCTH,
paspaboTaTh JOKYMEHTUPOBAaHHbIE NMPOLeaypbl, paboyve
WHCTPYKUWW, CrPAaBOYHbIE MaTepuasibl U 3TasIOHHbIE
npouenypsl n3mepeHusi s OCYLLECTB/IEHUS
06CNyXUBaHUSI U ero BepuguikaLumm B COOTBETCTBUN CO
cneunasbHbiM TPe60BaHNEM.

3anncu no 06CYXNBAHWIO, BbIMOJIHIEMOMY
opraHu3auuer, OoJKHbl MOAAEePXnBaTbCs B paboyem
cocTosiHum (4.2.4).

lNpumeyaHne — O6cnyxuBaHue MoxeT BKJIIO-
4aTb, HANPYMep, PEMOHT U TEXHNHECKOE 0OCTyX1BaHME.
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7.5.2 Banupauusa npoueccoB MNPOU3BOACTBA W
o0cnyxueaHus

OpraHudauma OomkHa NOATBEPXAATb BCE MPOLLECCHI
Nnpou3BoAcTBa M OOCNYXMBaHWSA, pPe3ynbTaTbl KOTOPbIX
Henb3s MNpPoOBEepUTb MOCPEACTBOM  MOC/IeL0BaTENIbHOMO
MOHUTOPUHIra wnu wmnaMepeHus. K HUM OTHOCHATCH BCe
npoLecchl, HeJOCTaTKNU KOTOPbIX CTAHOBATCH O4E€BUOHLIMU
TOJILKO MOCJ/Ie Havana UCnoJib30BaHWs NPOAYKLIM UK Noche
NPefoCcTaBeHns yCayriu.

Banvpgauvs [Oo/mKHAa  MPOAEMOHCTPUPOBATh  Criocob-
HOCTb 9TUX MPOLIECCOB [OCTUraTh  3aryiaHMpOBaHHbLIX
pesynbLTaTos.

OpraHu3aumns fonxHa pasdpabotaTte Mepbl M0 3TUM
npoueccam, BK/o4asi, eCnm 3TO NPUEMIIEMO:

a) ornpepeneHHble  Kputepuu  Ans
YTBEPXAEHMWS MPOLLECCOB;

6) yTBEpXAEHME COOTBETCTBYOLLEr0o 060pYAOBaHUS U
KBanMoukaLmm nepcoHana;

B) MPUMEHEHME KOHKPETHbIX METOAOB 1 NMPOLEayD;
r) TpeboBaHus k 3anucam (4.2.4);
) NOBTOPHYIO Banuaaumio

aHanmsa n

7.5.3 UpeHTudukaums n npocnexmueaeMocTb

Ecnm 310 uUenecoobpasHo, opraHuMsauma  [OoskHa
naeHTMULMPOBaTb NPOAYKLIMIO npu NMOMOLLIN
COOTBETCTBYIOLLMX CPEACTB Ha BCEX CTAAMNAX €€ XUIHEHHOrO
umKna.
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7.5.1.3 CneumanbHbie Tpe60BaHUS K CTEPUIIbHBIM
MeaULUHCKUM N3aennsam

OpraHu3aums [O/KHA NOoAAePXuBaTb 3anucu o
napameTpam rpoLeccoB CTeEPUIN3aUnn, PUMEHSIEMbIX
[JI1 KaxXAou naptmi ctepuandyemMon npoaykumn (4.2.4).
3anucu no ctepuansaunmn 4OMKHbI MPOCAEXUBATLCS 1S
Kaxaovi naptuv rnpou3BeLEeHHbIX MEANLMHCKUX U3AesNi
(7.5.1.1)

7.5.2 Banupauusa npoueccoB MNpPOM3BOACTBA W
o0cnyxueaHus

7.5.2.1 06wme Tpeb6oBaHns

OpraHnsaups JomkHa MOATBEPXAATL BCE MPOLECCHI
Nnpou3BoACTBa M OOCNYXMBAHUS, Pe3yNbTaTbl KOTOPbIX
Henb3s MNpPOBEpWTb MOCPEACTBOM  MOCHen0BaTENbHOrO
MOHUTOPUHIra WA n3mepeHus. K HMM OTHOCATCS Bce
NPOLECCHI, HEAOCTaTKN KOTOPbLIX CTAHOBSATCSH OYEBUAHLIMU
TOJIbKO MOC/e Havaa UCMNosb30BaHUS NMPOAYKLNN.

Banngaups [O0/MmKHA  MPOOEMOHCTPUPOBaTh  Croco6-
HOCTb 9TUX MPOLECCOB [OCTUraTb  3aryiaHUPOBAHHbLIX
pesy/bLTaToB.

OpraHusaumsi [osxkHa paspabotaTte Mepbl MO 3TUM
npoueccam, BKto4as, eCim 3T0 NPUEMSIEMO:

a) onpegeneHHble  Kputepun  ang
YTBEPXAEHWS NPOLLECCOB;

6) yTBEpXaeHMe COOTBETCTBYIOLLEro 00OpPYAOBaHUS U
KBanMoukaLmm nepcoHana;

B) MPUMEHEHME KOHKPETHbIX METOAOB 1 NPOLLeayp;
r) TpeboBaHus k 3anucam (4.2.4);
) NOBTOPHYIO Bannaaumio.

OpraHu3auuvs goskHa paspabarbiBatb JOKYMEHTU-
pPOBaHHbIE npouenypsl Banugaunum MPUMEHEeHUSs
KOMIMbIOTEPHOr0  MporpaMMHoro  obecriedeHuss  (u
M3MeHeHui Takoro obecriedeHusi u/viv ero NPUMeHeHMs)
rnpyi NPoOn3BOACTBE U 0OCYXUBAHUN, KOTOPbLIE MOryT
oKkasbiBaTb BJIMSHUE HA CrOCOOHOCTb  MPOAYKLMN
Y/ZI0B/I€TBOPSITL YCTAHOBJIEHHBIM TpeboBaHusM. Takoe
rporpaMmMHoe obecrie4yeHune crenyeT yTBepXaatb 0 ero
r1epBOro NPUMeEHeHUsl.

3anucn 0 pesynbTatax  Banvaauuu
noanepxuBaTbCs B pabo4yem cocTosiHum (4.2.4).

7.5.2.2 CneumanbHbie Tpe6OBaHNs K CTEePUIIbHbIM
MeaULUHCKUM N3aennsam

OpraHu3auus [o/kHa paspabatsiBaTte JOKYMEHTU-
POBaHHbIE npouenyps! Barnvaaummn npoueccos
crepunmsauun.  [poueccel ctepunu3aumn  caenyet
yTBEPXAaTh 0 VX [IEPBOIO NMPUMEHEHMUS.

Sanucyn o0 pesynbTatax Banuaauuu  MPOLIECCOB
crepunu3aumm  [OJKHbI  OAAEPXMBATLCS B paboyem
cocTosiHuy (4.2.4)

7.5.3 UpeHTuduKauma n NPOCNEeXMBaemMoCcTb

7.5.3.1 UgeHnTngukayns

OpraHusauus J0JDKHa vaeHTnuUmMpoBaTh
rnpoAyKUNIO Ha MPOTSXKEHUN BCEro XWU3HEHHOro uukia c
MOMOLUbID  COOTBETCTBYWOLUNX CPEACTB u paspa-
6aTbiBaTh 4OKYMEHTUPOBAaHHbIE MPOLeAYpPb A1 TaKOW
naeHTuguKaumm rnPoayKLUnn.

aHannsa n

AOJDKHbI
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OpraHusauma OofikHa unaeHTMOMUMPOBaTb  CTaTyc
NPOAYKUMM MO OTHOLIEHUIO K TPeOOBaHMAM MOHUTOPUHIA 1
MN3MEPEHWI.

Ecnu npocnexvBaeMocTb SBASeTcs TpeboBaHWeM, TO
opraHusaums [OMKHA ypaBensTb cneumanbHom
naoeHTndmrKaLumen NpoayKUUmM 1 perncTpupoBats ee (4.2.4).

MpumeyvyaHune — B page oTpacnent nNpoMbiLLIeH-
HOCTU MEHEKMEHT KOHUrypaumm aBnseTcs CpeacTtsoMm, C
NMOMOLLLbIO KOTOPOro MNOAAepXMBAEeTCs naeHTuoukauma m
NPOCNEXMBAEMOCTb

7.5.4 CoGCTBEHHOCTbL NOTpeduTenen

OpraHusaums gosixHa nposBnaTb 3aboty o cobCT-
BEHHOCTU MOTPeOUTENs, NoKa OHa HaxoAMTCs MOof, yrnpas-
JIEHVEM OpraHn3aumn unm ncnonbayetcs eto. OpraHm3aums
OOJIKHA MAeHTUGULMPOBATb, BEPUGULIMPOBATL, 3alUMLLATL
N COXPaHsATb COOCTBEHHOCTb MOTPEOUTENs, NpeaoCcTaBsieH-
HYIO [OJI1 WCMOJNIb30BaHUS WM BKJIOYEHUS B MPOAYKLMIO.
Ecnn cobcTBEHHOCTL MOTpebuTens yTepsiHa, MoBpexaeHa
MM MpU3HaHa HenpurogHoi [ns  MCMOSb30BaHMWS,
noTpedutens OofXeH ObiTb 06 3TOM M3BELUEH, a 3anucu
OOMKHBI NOAAEPXMNBATLCS B paboyemM cocTosHun (4.2.4).
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OpraHusauuvs fo/ikHa pa3pabatbiBaTtb LOKYMEHTU-
POBaHHbIE npowenyps, rapaHTipyroLyme, 470
MeanLMHCKNEe n34esmsl, BO3BPALLEHHbIE B OPraHn3aLmio Kak
HEeCOOTBETCTBYIOLUME, UAEHTUDULMPOBaHbI N OTAE/IEHbI
OT u34envii, COOTBETCTBYIOLUMX YCTAHOBJIEHHLIM
TpebosaHusaM (6.4, nepeqvcieHver).

7.5.3.2 NMpocnexunBaemocTtb
7.5.3.2.1 0061y ne nonoxeHus

OpraHusaumss no/mkHa  paspabateiBatb  [OKY-
MEHTUPOBAHHbIE MPOLeAyPbI NMPOCIEXNBAeMOCTHN. Takue
rpouenypb! A0KHbLI ONPEAENsTb CTENEHb NPOoC/exnBae-
MOCTY poAyKumy n Heobxoanmeie 3anvcu (4.2.4, 8.31 8.5).

Ecnu npocnexuBaemocTtb sfiBnsieTcs TpeboBaHMEM, TO
opraHusauus [OJXHa yrpaBndTb cneumanbHom
naeHTndurKaumen NpOAyKLUMN N permcTpmpoBarts ee (4.2.4).

lMpumedyaHne — YnpasneHne KOHGurypaumeri
npoayKUMY SIBAISIETCS CPEACTBOM, C TOMOLLbIO KOTOPOIro
MOXHO OCYLUECTBJISITb UAEHTUGUKaUnNI0 U pocse-
XnBaemMmocCTb

7.5.3.2.2 CneuwmanbHbie Tpeb6oOBaHNS K aKTUBHbIM
UMIIAaHTUPYEMbIM MEANLUHCKUM U3[EJTUSIM U UMITJIaH-
TUPYEMbIM MEANLUHCKUM U3[EJINIM

B 3anucu, Heobxoaumble 19 OCYLUECTBJIEHUS
rPOCEXNBAEMOCTH, OpPraHn3aumnsl LOJ/DKHA BK/OYATb
3ancy 060 BCEX KOMIMOHEHTax, mMarepuanax v yCrioBusX
OKpYyXXatoLLeli cpesbl, €CJIv OHU MOTYT SIBUTbCS MPUYUHO
TOro, 4T0 MEeAULUNHCKOE U3LEJINe HE Y[0B/IeTBOPSET
YCTaHOBJIEHHbIM K HEMY TPDEOOBaHUSIM.

OpraHun3aumss paomkHa TpeboBaTtb OT  CBOUX
npeacraBuTeneli niav ANCTPNObIOTOPOB NMOALEPXNBATL
3anvcu o pacripegesieHnn MeaunLnHCKNX M3,£{eﬂl/ll7] 1A
AOCTVXKeHUs rpocsie>xkuBaeMoCTnn 1 JOCTYINHOCTU 3TUX
3anuceli ans koHTposns. OpraHu3auuvs JosmkHa obecrie-
YyBaTh PErncTPaumIo rpy3onosy4aresis( HammeHoBaHMs
nagpeca) (4.2.4).

7.5.3.3 UpeHTngukauyums craryca

OpraHunzaumss  poskHa umaeHTUdGUUMpoBaTb  CTaTyc
NPOAYKLUMN MO OTHOLLEHUIO K TPEOOBAHMAM MOHUTOPUHIA 1
N3MEPEHWIA.

NneHntngukaumsa cratyca npoaykumy  OoJDKHa
rnoanepxXunBaTbCsl Ha BCex aTtarax ee rpovu3BoLACTBa,
XpaHeHusl, MOHTaxa v 00CayXvBaHus Ans obecriedeHusi
oTrpaBJieHUs], TMPUMEHEHUS WU MOHTaxa TOJIbKO
npoaykuuy, npoLuesLei Bce HeobxoanMble BUbl KOHTPOJIS
M UCnbITaHWV (Mn nMeroLen opuLmaibHoe paspeLleHve
Ha OTKJ/IOHEHME OT YCTaHOBJIEHHbIX TPEOOBaHWIA)

7.5.4 Co6CTBEHHOCTbL NoTpebuTenem

OpraHusauusa [Oo/mKHa NposiBNsATb 3aboTy O CobCT-
BEHHOCTW MOTPEeOUTENS, Moka OHa HaxXOAMUTCS Mof, yrnpas-
JIEHWEM OpraHnsaumn uam ncnonbdyetcs etn. OpraHnsauys
OOMmKHA MaeHTMdMUMpoBaTh, BEpUGUUMPOBATS, 3almLLaTh
N COXPaHsTb COOCTBEHHOCTb MNOTPEOUTENS, NPEAOCTABNEH-
HYIO OJ11 MCMNOSIb30BaHUS WAN BKIIOYEHUS B MPOOYKLMIO.
Ecnn cobcTBeHHOCTb MOTPebuTens ytepsiHa, noepexaeHa
WM Npu3HaHa  HEMpPUrogHoOW AN UCMOJb30BaHMS,
notpedutesnb OOMXEH OblTb 06 9TOM M3BELUEH, a 3anvcu
OOMKHBI NoAAEPXMBaTLCS B paboyemM cocTosHun (4.2.4).
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lMpumeyaHne — COBCTBEHHOCTb  MOTpPebuTess
MOXXET BK/1I04aTh B CEOS MHTE/I/IEKTYasIbHYIO COOCTBEH-
HOCTb

7.5.5 CoxpaHeHne COOTBETCTBMSA NPOAYKLUN

OpraHu3aumsi  [JO/MKHA  COXPaHATb  COOTBETCTBME
NPOAYKUMM B XOLEe BHYTPEHHel 06paboTkvM u B npoLecce
MOCTaBKM K MECTy HasHauyeHusi. OTO CoxpaHeHue AO0MKHO
BKMlOYaTb B cebsa  uaeHTMdMKaumio,  MOrpy30yHO-
pasrpy3ouyHble pPaboThbl, YMNaKOBKY, XPaHEHWe W 3aluuTy.
CoxpaHeHne A0MKHO Takke MPUMEHSATLCA M K COCTaBHbIM
YacTaM NPoAyKUMM

7.6 YnpaBneHue ycTpoicTBamMu AJiIs MOHUTOPUHra v
N3MepeHun

Opranmsaumsa [omkHa ONpenennTb  MOHUTOPUHT U
N3MepPEeHnd, KOTOpble MPeacTOUT OCYLLECTB/IATb, a Takxke
YCTPOWCTBA A5 MOHUTOPUWHIa 1 U3MePEeHs, Heobxoanmble
515 0b6ecneyeHns CBUAETENLCTBA COOTBETCTBUS MPOAYKLIUN
YCTaHOB/EHHbIM TpeboBaHusM (7.2.1).

OpraHuzauys pomxkHa paspabotate Npoueccsl AJist
nogTBepXXaoeHna TOoro, 4To cnocob MOHUTOPUHIA "
N3MepeHNst COBMECTUM C TPeHOBaHUSIMU K MOHUTOPUHIY 1
U3MEPEHUAM.

Tam, roe Heobxogumo obecneumBatb uMMeloLme
3aKOHHYIO CuJly pe3ynbTaTbl, WU3MepuTenbHoe 000pyao-
BaHWME JO/MKHO ObITh:

a) oTkanMbpoBaHO M TMOBEPEHO B YCTaHOBJIEHHbLIE
nepuoapl UK nepepn e npuMeHeHneM no 06pasLoBbIM
aTasoHaMm, nepenaroyM pasMepbl e4UMHULL B CPaBHEHUM C
MeXIyHapoAHbIMA MM HAUMOHA/IbHBIMUK aTanoHamu. Mpu
OTCYTCTBUM Takux 3TaNoOHOB 6asa, MCMosib3oBaHHas Ans
KannGpPOBKM UMM MOBEPKM, AOSIKHA ObITb 3apErMcTpUpoBaHa;

6) OTperynMpoBaHO WM NMOBTOPHO OTPErY/IMPOBAaHO MO
Mepe HeoBXoOMMOCTY;

B) MOEHTUOMUMPOBAHO C LIESbIO YCTAaHOBIIEHUSA cTaTyca
KanmbpoBKy;

r) 3alWmLIeHO OT PEerynMpoBOK, KOTOpbLIE caenanu Obl
HEOENCTBUTENbHBIMY PE3yNbTaTbl U3MEPEHUS;

0) 3awunweHo  oT
COCTOAHUA B xone
O6Cﬂy)KVIBaHVI9| N XpaHeHud.

N yXyaweHus

TEXHNYECKOro

noBpexaeHnsa
obpalleHus,

Kpome TOro, opraHusaumsi JosikHa OLEHWUTb U 3ape-
rMCTPUPOBAaTb MPaBOMOYHOCTb MPEApbIaYLIVX Pe3y/bTaToB
n3MepeHusi, ecnm obHapyXeHo, 4To obopydoBaHMe He
cooTBETCTBYET «TpeboBaHusM. OpraHusaums  [0JiKHA
NpeanpuHaTb COOTBETCTBYIOLLEE OENCTBME B OTHOLLUEHUN
Takoro 060pyaoBaHUS 1 M0G0 M3MEPEHHOW MPOAYKLMN.
3anvcy pesynbTatoB  KanMOPOBKM U MOBEPKM  [AOXKHbI
nopaepxveatbes B paboyem cocTosiHum (4.2.4).
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lMpumeyaHne — CoOOCTBEHHOCTLIO oTPEbuTesns
MOXET ObITb MHTE/IJIEKTYasIbHasi COGCTBEHHOCTb UJIU

KOHMAeHUnanbHas UHGHOPMaLMs O COCTOSTHU €ro 340P0BbS.

7.5.5 CoxpaHeHue COOTBETCTBUS MPOAYKLUN

OpraHn3auusi AoskHa pa3pabartbiBatb JOKYMEHTU-
POBaHHbIE rpouenypbl Wi paboyne WHCTPYKUMM 110
COXPaHeHWIo COOTBETCTBUS MPOAYKLMU YCTaAHOB/I@HHbIM
TPEebOoBaHNSM [PU OCYLLIECTBIGHUN TEXHOJIOMMYECKMX
rPOLIECCOB BHYTPY OpraHn3aLmm n 4oCTaBKe npoayKLMmM K
MeCTy Ha3Ha4YeHusl.

CoxpaHeHne COOTBETCTBUA OOJKHO BKIOYaTb B Cebs
noeHTMduKaumio,  Morpy3o4HO-pasrpy3odHbie  paboTsl,
YMNaKoBKY, XpaHeHune u 3awmTy. CoxpaHeHne O0MKHO Takke
NMPUMEHSATLCS U K COCTaBHbIM YacTAM NPOAYKLIMN.

OpraHunzaums AoskHa paspaboTtate AOKYMEHTU-
POBaHHbIE npoueaypbl win paboymne WHCTPYKUMM 1O
yrpaB/iIeHVIO MPOAYKUNEH C OrpaHUYeHHbIM CPOKOM
XpaHeHus 6o npoAykuner, Tpebyiolluel crneunasbHbIX
YC/I0BUIi XpaHeHus1. Takue crieLnasibHble yC/10BUS XPaHEeHUS
JOJIKHBI PErUcTPMPOBAaTLCA U ObITb YripaB/isieMbIMu

7.6 YnpaBneHune ycTpoMcTBaMu A1 MOHUTOPUHIra u
n3mepeHun |

OpraHmsaums [omkHa OnpeaenvTb  MOHUTOPUHT U1
N3MEpPEHUs, KOTOpblE MPEACTOUT OCYLLECTBNATb, a Takke
YCTPOIACTBA AJ11 MOHUTOPUHIA U N3MEPEHUS, HE0OX0aMMbIE
nns 0b6ecneyeHns CBUAETENLCTBA COOTBETCTBUS MPOAYKLIN
YCTaHOBJEHHLIM TPeboBaHusaM (7.2.1).

OpraHun3aums oskHa paspaborate JOKYMEHTUPO-
BaHHbIE rpoLeaypbl obecrie4eHus MpoBeaeHUs MOHMU-
TOPUHIra N N3MEPEHWU’i B COOTBETCTBUN C YCTaHOB-
JIEHHbIMU TPEOOBAHUSIMU.

HeobxoamMmo obecneuvBaTb  MMeloLme
n3mepuTensHoe 0b6opyno-

Tam, roe
3aKOHHYIO CuWJly pesynbTarthl,
BaHWE JOJIKHO ObITh:

a) oTkanmMbpoBaHO U MOBEPEHO B YCTaHOBJIEHHbIE
nepuoasl UM nepep, ero NpMMeHeHnem no 06pasLOBbIM
aTasioHam, nepefaloLM pa3Mepbl eaVHULL B CPaBHEHWN C
MEXOYHapOAHLIMA WM HALUMOHANBHBIMK aTanoHamu. [Mpu
OTCYTCTBUM TakUX 3TaNioHOB 6asa, WCMob30BaHHas AJis
KannGPOBKM UN NOBEPKK, A0KHA ObiTb 32pErncTpUpoBaHa;

6) OTperynMpoBaHO WM NOBTOPHO OTPErySMPOBAHO MO
Mepe HeoBX0aMMOCTH;

B) MOEHTUOULMPOBAHO C LIEJIbIO YCTaHOBMIEHNS cTaTyca
KanmbpoBKY;

r) 3alWyLLIEHO OT PEeryinMpoBOK, KOTOpble caenanu Obl
HEOENCTBUTENbHBIMY Pe3yNbTaThl U3MEpPeHus;

[) 3aWpmieHo  OT  MOBpexAaeHus
COCTOSHUSA B xone ob6palleHus,
06CNyXMBaHMA 1 XPaHEHWS.

Kpome TOro, opraHv3aumsi JOJKHA OUEHWUTb U 3ape-
rMCTPUPOBATL MPABOMOYHOCTb MPEAbIOYLUMX PE3YNbLTaTOB
N3MepeHns, ecnim OBOHapyXeHo, 4TO 00opydoBaHME He
cootBeTcTBYeT TpeboBaHusM. OpraHusaums  [osmkHa
NnpeanpuHATL COOTBETCTBYIOLLEE AEWCTBME B OTHOLLEHWUM
Takoro obopynoBaHus 1 OGO U3MEPEHHOWN NMPOAYKLIN.
3anucu pes3ynbTaToB KaNMOPOBKM M MOBEPKU  JOJIKHbI
noanepxmeartbes B pabouem coctosHum (4.2.4).

N yxyaweHus

TEXHNYECKOro
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Ecnv npy MOHUTOpPWHIE M U3MepPeHUM YCTaHOBJEHHbIX
TpeBOBaHWIA MCMONB3YIOT KOMMBIOTEPHbIE MPOrpaMMHbIE
cpencTea, WX CnocoBHOCTb  YAOBNETBOPSATL  Npenrno-
niaraeMoMy NMPUMEHEHNIO fo/MKHA ObITh NoATBEPXAEHA. ITO
LOMKHO OblTb OCYLLECTBIEHO A0 Hayasa MNpUMEHEHUs 1
MOBTOPHO NMOATBEPXAEHO N0 Mepe HeobxoammocTtu (7.5.2).

Mpnmevaunnme —Cm. [6] ang pykoBoacTBa K
OENCTBUIO

8 UamepeHue, aHanus u ynyyweHume

8.1 O0wwme nonoxeHus

OpraHuzaupst [o/KHa MiaHUMpoBaTb U MPUMEHSTb
MpoLecchl  MOHWUTOPWHIa, W3MEpPeHus, aHanmsa U
ynyyLlleHnsi, Heobxoanmble Ans:

a) AeMOHCTpauMM COOTBETCTBUS NPOOYKLNN;

6) obecneyeHnss COOTBETCTBUSA CUCTEMbI MEHEMKMEHTa
KayecTBa;

C) MNOCTOSIHHOrO MOBbILLIEHMNS
CMCTEMbI MEHEXMEHTA KayecTBa.

OT0 [OMKHO BKIOYATb onpegeneHne nNpUMeHUMbIX
METOOOB, B TOM 4/CNIE CTATUCTUYECKUX, U 00Nactb KX
Mcnonb3oBaHnA

pe3ynbTaTBHOCTM

8.2 MOHUTOPUHI U n3mepeHue
8.2.1 YpooBneTBOpeHHOCTb NoTpedutenei

OpraHuzaupss  [ofikHa  NPOBOAMTb  MOHUTOPWHI
nHdopMaLmn, Kacalowencs BOCNPUATAS MoTpebuTensMmn
COOTBETCTBUS OpraHusaumu TpebGoBaHWsM noTpebuTenei,
KaKk OOHOro M3 cnocoboB M3MepeHus paboTbl CUCTEMbI
MEHeKMeHTa KayecTBa. J[lomkHbl ObiTb YCTaHOBJIEHbI
METObl MOJYYEHUS 1 UCMOJIb30BAHUS 3TOW MHbOPMaLMm

rOCT P NCO 13485—2004
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Ecnv npy MOHUTOPUHIE U U3MEPEHWIN YCTAHOBJIEHHBIX
TpeboBaHWUii UCMOJb3YIOT KOMMbIOTEPHbIE MPOrpamMMHbIe
CpeacTBa, WX CMNOCOBHOCTb  YAOBNETBOPSATb MPeAno-
naraeMomMy npyMEHeHUIo J0MKHa ObITb NoATBEPXAEHA. TO
[OJXHO ObITb OCYLLECTB/IEHO [0 Hayana npUMEHeHus U
MOBTOPHO MOATBEPXAEHO MO Mepe HeobXoanMOoCTH

lNpumeyaHne—  Cwm. pykoBoasiLune yKkasaHusi

8 (6]
8 U3mepeHue (OueHKa), aHanu3 n yny4llueHue
8.1 OOwme NoONoXeHus

OpraHusaumsi [O/MMKHA MNaHMPOBaTb U MPUMEHSTb
NPOLLECCbl MOHUTOPWUHIra, U3MEPEHUs (OLEHKW), aHanm3a u
yNyyLleHusl, Heobxoaumble os:

a) OEeMOHCTpauun COOTBETCTBUA NPOAYKLNN;

6) obecneyeHnss COOTBETCTBUS CUCTEMbl MEHEMKMEHTA
KayecTBa;

C) noaaepxaHwss  pes3ysibTaTuBHOCTU
MeHe>KMeHTa Ka4ecTBa.

310 JOOJDKHO BKJIOHaTb onpeaeneHne npuMeHgaeMblX

METO[OB, B TOM 4MCJIE CTATUCTUYECKMX, U 06sacTb UX
NCMONb30BaHNS.

cucremsbl

lpumevanne — HaumoHasibHbIEe wiv pervio-
HaJ/lbHble HOPMAaTUBHbIE AOKYMEHTbI MOryT coAepXaTtb
TpeboBaHus K pa3paboTke  [4OKYMEHTUPOBaHHbIX

rnpouenyp A/15 BHEAPEHUS CTaTUCTUYECKUX METOLOB U
YMPABACHUS UX PUMEHEHNEM.

MprunHbl pasnunumii: nyHkT 8.1 NCO 13485:2003 otpa-
XaeT TpeboBaHUA OECTBYIOLLMX B MUPE HOPMATUBHLIX [0-
KYMEHTOB 1 00ONerdyaeT BCEMUPHYIO rapMOHMU3ALIMIO HOBbIX
TPeOOBaHWIA, YCTAHOBNIEHHBLIX K MEOMUMHCKAM U3OENNsM.
[JelicTBylOLLIME HOPMATMBHBLIE OOKYMEHTbI Harpas/ieHbl Ha
TO, YTOObI MPUMEHEHWE Pe3y/bTaTUBHOW CUCTEMbI MEHEeOX-
MeHTa ka4ecTBa obecrneurBano Npon3BoACTBO Ge3onacHom
N 3OODEKTUBHO QYHKLMOHUPYIOLLEN NPOoayKUMKW, a He Ha

NMOCTOSIHHOE  COBEPLUEHCTBOBAHME  CaMOW  CUCTEMBI
MEHEKMEHTa KayecTBa

8.2 MOHUTOPWHI 1 U3MepeHne (OueHka)

8.2.1 O6partHas cBsi3b

B kayectBe 0OgHOro 13  Criocob6oB  OLEHKU

GYHKUMOHMPOBAHUSI CUCTEMbI MEHEIKMEHTa Ka4yecTBa
opraHu3auusi [OoJ/KHa MPOBOANTb MOHUTOPUHI UHOOP-
Maumy, OTHOCALLENCS K YA0BIETBOPEHNIO OpraHn3aumer
TpeboBaHWVi NOTPebuTesIs.

JomxHbl ObITb  YCTAHOBNEHbI
MCMOJIb30BaHUSA 3TON MHOPMALUN.

OpraHun3aums Ao/xHa paspaboTtats AJOKYMEHTUPO-
BaHHYIO0 npoueaypy no cucreme obpartHoli cesau (7.2.3,
repeyncieHne c) ¢ Lesblo roJy4eHmsi PaHHEro npeaynpex-
AeHust o0 npobsaiemax B 061acTy Ka4ecTBa v BBEAEHWS B

MeToabl nojny4yeHna u

MPOLIECChbI  KOPPEKTUPYIOWMX U MPEAYNPEeXAAloLLNX
fevicteuii (8.5.2 n 8.5.3).
Ecnn HauMOHasbHbIe win pervuoHasbHbie

HopMatviBHble OOKYMEeHTbI Tpeéylor OT opraHun3auunun
HakorvieHnsd orneltfa Ha OCHOBaHun I/IH(DOpMaLlI/IVl,
nonyquHon rocsie ripodaxv MeauLMHCKOro wsneius,
aHalJin3 Takoro oribita MO>XXKeT CTaTb 4aCTbiO CUCTEMBbI
obpartHoli cBsa3u (8.5.1).
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MpuinHa pasnuumin: MNOHATUS  «yOOBETBOPEHHOCTH
noTpeduteneit» 1 «BOCNPUATUE NOTPEBUTENSMU>» CIIULLIKOM
CYObEKTUBHbI 1)1 BBEAEHUS! UX B HOPMATUBHbIE [OKYMEHTBI
B Ka4yecTBe yCTaHOBNEeHHOro TpebosaHus. MoanyHkT 8.2.1
MCO 13485:2003 oTtpaxaeT TpeboBaHMs OEVCTBYOLIMX B
MUPE HOPMATMBHbIX JOKYMEHTOB U 0O/Ier4aeT BCEMVPHYIO
rapMoHM3auunilo HOBbIX TPeBGOBaHWI, YCTAHOBNEHHBLIX K
MEAVLIMHCKUM U34e/NAM

8.2.2 BHyTpeHHue ayauTbl (NPOBEpPKU)

lMpumeyaHne — Cwm. [7]—pykoBoacTso no
ayauTy.
[Mognynkt 8.22 WCO 13485:2003 ayTeHTUYeH

noanyHkTy 8.2.2 [3], 3a MCKMOYEHVMEM BbILLEYNOMSHYTOMO
npumeyaHuns]

8.2.3 MOHMTOPUHT 1 namepeHve (oueHka)
npoLeccos
[Mognynkt 8.2.3 WCO 13485:2003 ayteHTMue.
noanyHkty 8.2.3 [3]
8.2.4 MOHUTOPUHI U U3MepeHne NPOAYKLMN 8.2.4 MoHMTOpMHr ”  un3MepeHue  (OLeHKa)

OpraHmsaums [OO/MKHA OCYLLECTBASATb MOHUTOPUHE U
N3MEPHATb XapakTEPUCTUKN NPOAYKLMN C LENbI0 NMPOBEPKU
cobnopeHnss TpeboBaHWii K NPoAyKUMW. 3TO A0MKHO
OCYLLECTBNATLCA Ha COOTBETCTBYIOLLMX CTafusX npouecca
SKM3HEHHOMO LUmKJia NPOAYKUMK COrfTIaCHO 3arjiaHMpOBaHHbIM
mMeponpusaTuam (7.1).

CBupeTensCcTtBa COOTBETCTBUS  KPUTEPUSIM  MPUEMKN
OOMKHBbI NoaaepxmBaTecs B paboyeM cocTosiHun. 3anucu
JO/MKHbI yKasblBaTb MU0 (@), CaHKUMOHMPOBAaBLUEE (Me)
BbINYCK NpoayKkuun (4.2.4).

[0 3aBepLueHns BCeX 3arniaHnpoBaHHbIX MEPONPUATUIA
(7.1) BbINYCK MpOAYKUMW W NpefocTaBieHue YCNyrn He
JO/MKHbI  OCYLLECTBNIATLCH, €C/IM UHOE He YTBEPXOEHO
COOTBETCTBYIOLUMM  YMNONHOMOYEHHbIM WKW, rOe  3TOo
NPUMEHNMO, NoTpeburTenem

npoAayKumn
8.2.4.106wne Tpe6oBaHus

OpraHnsauusi A0/KHa MPOBOAUTL MOHUTOPUHI U
n3MepeHne  xapakTepucTuk  rnpoaykumu C  LEeJsIbio
BepuguKaLmm COOTBETCTBUS yCTaHOBJIEHHbLIM TPE60BA
HUAM. MOHUTOPUHI U U3MEPEHNE XapakKTepUCTUK
npoaykumn oJIKHbl ObITb MPOBEAEHbI Ha COOTBET-
CTBYIOLUMX CTaausIX [IPOLEeCCOB XWU3HEHHOro uukia
npoaykumMn m B COOTBETCTBUM C 3arlaHUpOBaHHbIMU
mepornpustuamy (7.1) v AOKYMEHTUPOBAHHLIMU TpoLe-
aypamn (7.5.1.1).

CBugetensCTBa COOTBETCTBUS KPUTEPUSM  MPUEMKU
[O/MKHBI MOAAepPXMBaTLCS B paboyeM COCTOSiHMM. 3anucu
[O/DKHBbI yKasblBaTb MLO (a), CaHKUMOHWpPOBaBLLee (ue)
BbIMYCK NPOAyKUUK (4.2.4).

Bbinyck npogykumn v 06CayxuBaHue He MOryT
OCYyLLEeCTB/IATbCS A0  YCIEeLUHOro 3aBepLUeHus
3arjiaHupoBaHHbIX MeponpusaTui (7.1).

8.2.4.2 CneumanbHoe TpebGoBaHue AJ11 aKTUBHbIX

UMMAAHTUPYEeMbIX  MEAUUMHCKUX  un3aenuni n
UMIMIaHTUPYEMbIX Me ANLNHCKNX N3 0esnii
OpraHuzaumsi  AOJ/KHa  BeCTU  3anucu 10

naeHTugukauymy nepcoHana (4.2.4), nposoasiuero iobbie
BU/bl KOHTPOJISI NIV UCTILITAHWE

8.3 YnpaBneHue HeCOOTBETCTBYIOLLE NpoayKumnen

OpraHusauus 0OoJKHa obecnevnBaThb, 4TOObI
NPOAyKLUWs, KOTOpasi He COOTBETCTBYET TpeboBaHusAM, Obina
noeHTMduUMpoBaHa M ynpaefsiack C LENbio NpegoT-

BPALLEHN  HenpeaHaMepeHHOro  UCMONb30BaHUA  Uin
noctaBkn. Cpencrea ynpaBneHWsi, COOTBETCTBYIOLLASA
OTBETCTBEHHOCTb W MOJHOMO4YMS  gns  paboTel  C
HECOOTBETCTBYIOLLEN npoaykuven OOJDKHBI ObITb

onpenesieHbl B JOKYMEHTUPOBaHHOM npoueaype.

OpraHuzauus [oJxXHa pewartb BOMNPOC c
HECOOTBETCTBYIOLLEN NMPOAYKUMEN OAHUM NN HECKOSIbKUMN
crenyoLmmMm cnocobamm:

8.3 YnpaBneHue HeCOOTBETCTBYIOLLEN MPOAYKUMEN

OpraHusaums il G obecneynBartb, 4TOObI
NpoAyKUUs, KOTopasi He COOTBETCTBYET TPEOOBaHMSAM, Obina
noeHTnouumMpoBaHa 1 ynpaensnacb C LUEbl0 NpenoT-
BpALLEHVs  HEMpPeaHaMEPEHHOr0  WUCMOMb30BaHWUS UK
noctaBkn. Cpencrea ynpasBneHusl, COOTBETCTBYIOLLASA
OTBETCTBEHHOCTb UM MOJHOMOYMS  Ans  paboTel  C
HECOOTBETCTBYIOLLEN npoaykumemn LOJIKHBbI ObITb
onpeneneHbl B AJOKYMEHTMPOBAHHOW MPOoUEaype.

OpraHunsauus [oJKHa pelwarb BOMNPOC c
HECOOTBETCTBYIOLLEN NPOAYKUMEN OLHMM VAN HECKOSIbKMMM
cneaylowmmn crnocobamum:

4



MpogosmxeHne tabnnybi B. 1

MCO 9001:2000

a) OCYyWeCTBNATb [OEWCTBUSA C UENbl0  YyCTPaHeHWUs
06HapPY>XEHHOro HECOOTBETCTBUS;

6) CaHKUMOHMPOBATL €€ WCMOJb30BaHNE, BbIMYCK WK
NPUeMKy, €Cin MMEEeTCA paspelLeHne Ha OTKJIOHeHMEe OT
COOTBETCTBYIOLLIErO NMOJIHOMOYHOIO opraHa nnm
notpeduTens, roe 1o NPUMEHNMO;

B) OCYLUECTB/ATb 4ENCTBUA C LENbio NPefoTBpaLLeHns
ee repBOHa4asIbHOro npearnonaraemMoro UCnosib3oBaHus
WU MPUMEHEHUS.

3anMcn 0 xapakTtepe HeCOOTBETCTBUA U  JioObIX
nocneayowmx NpPeanpuHATbIX — OEWACTBUAX,  BKIIIOYast
MOMyYEHHbIE  pPA3PELUEHNs Ha  OTKIOHEHWS,  [OOJKHbI
noanepxvBaTtbes B paboyemM coctosiHiu (4.2.4).

Korpa HecooTBeTCTBylOLLAS MPOAYKUMS MCMNpPaBIeHa,
OHa [0JkHa ObITb NMOABEPrHyTa MOBTOPHOM Bepudukaumm
[0 NOATBEPXKAEHNS COOTBETCTBMS TPEOOBaHMSAM.

Ecnn HecooTBeTCTBYIOWAS NPOAYKUMS BbiSIB/IEHA MOCe

NMOCTaBKM WM Hayana WCMNoJib30BaHWS, OpraHM3aums
[OJXHA npeanpuiHATL nencTeus, afeKBaTHbIe
nocneactemsaM  (UNM  NOTEHUManbHbIM  MNOCNEACTBUSIM)
HEecCoOTBETCTBUSA

8.4 AHanu3 gaHHbIX

OpraHusauma OoJfixHa onpegenutb, cobupatb WU
aHanM3npoBaTtb COOTBETCTBYIOLLME JaHHble ons

OEMOHCTpaLLMN NPUrOOHOCTU U PE3YNIbTATUBHOCTM CUCTEMbI
MEHEDKMEHTA KayecTBa, a TakkKe OLEHUBAHWUS, B KaKOM
061acT MOXHO OCYLLECTB/ATbL MOCTOSIHHOE MOBLILLEHNE
pe3ynbTaTBHOCTM  CUCTEMbI  MEHEOKMEHTa  KayecTBa.
JaHHble [0/mKHbI BKIIIOYAaTb MHGOPMALMIO, MOJYYEHHYIO B
pesynbTaTe MOHUTOPMHIa U U3MEPEHUS TakXe Y U3 ApYrux
COOTBETCTBYIOLLINX NCTOYHMKOB.

AHanu3 fgaHHbIX OOXEH NPeaocTaBnsaTb MHOOPMaUMIo

no:
a) ynoBneTBOpeHHOCTU notpebutenenn (8.2.1);
6) cooTtBeTcTBMIO TPpEBOBAHMSAM K npomykumn (7.2.1);
B) XapakTepMCTMKaM U TEHOEHUMSM MpOLECCOB WU
NPOAYKLMMK, BKJIIO4AS BO3MOXHOCTU npoBeaeHus

npenynpexanawwmx 4encTBni;

rOCT P UCO 13485—2004

MUCO 13485:2003

a) OCYLLeCTBNATb [AENCTBUS C LENbl0  YyCTpaHeHus
06HapPY>XEHHOr0 HECOOTBETCTBUS;

6) caHKUMOHMPOBATL  MPUMEHEHWE,  BbIMYCK  WIN
pUEeMKyY npPoAYKUMM MPU  MOJIYHEHUN PAa3PELIEHUs Ha
OTKJIOHEHUNE OT YCTaHOBJIEHHbIX TDEOGOBAHWIA;

B) OCYLLECTBNATL AENCTBUSA C LENbIO NpesoTBpaLleHms
ee nepBOHAYasIbHOro MPEeArnosiaraemMoro MUCMnosib30BaHus
WY NPUMEHEHMS.

OpraHv3aums  AOJ/KHa  rapaHTUPOBAaTh, 4TO
HecooTBeTCTByLas npoaykuns OyaeT rnpuHaTa npu
nosy4eHun  paspeLueHusl Ha OTKJIOHEHUE or

YCTaHOBJIEHHbIX TPEOOBaHWIi TOJIbKO B TOM CJlyYae, eciv
3TO [OryckaeTcsi YyCTaHOBJIEHHbIMY TPEOOBaHUSIMU.
3anvicn 06 npeHTugukaumm nuua (L), MMeroLLero (u1x)
MOJIHOMOYMS Ha BbiAady paspelueHuti Ha OTK/IOHEHUE,
JOJIKHBI MOAAePXUBaThCsl B pabo4yem cocTosiHum (4.2.4).

3anMcn 0 xapakTepe HEecOOTBETCTBUA U JoObIX
nocnenyrwmnx npeanpuHATBLIX ﬂ,eI7ICTBI/I9|X, BKJ/1KO4aA
NnPVEeMKy  NpoAykKumMwv  NOA  paspelueHne,  OOJDKHbI

noanepxmeartbes B paboyem coctosHun (4.2.4).

Korpa HecooTBeTCTBylOLLAs MPOAYKUMS UCMpaBeHa,
OHa [OoJiXHa OblTb MOABEPrHyTa MOBTOPHOW Bepudukaumm
019 NOATBEPXAEHUS COOTBETCTBUS TPeOOBaHMSAM.

Ecnu HecooTBeTCTBYIOWASA NPOAYKUMS BbiBIEHA NOCne

NOCTaBKMN WM Ha4daNla WCMNoNb30BaHUA, OpraHn3auns
AO0JIKHa npeanpuHATb nencTemg, ajeKBaTHble
nocnegcTeBnam (VIJ'II/I noTeHuuabHbIM I'IOCJ']e,D,CTBVIFlM)
HECOOTBETCTBUA.

Ecnv npogykumsi HyxaaeTcs B nepepaboTka (0AuH nim
6onee pas), opraHu3aums o06si3aHa [LOKYMEHTUPOBATb
npouecc rnepepabotku B paboyeri UWHCTPYKUUM, Ha
KOTOpPY!O crieayeT nosay4nTb 0puLmnaibHOE PaspeLLleHne
v onobpeHue Tak Xe, kak v Ha NnepBoHayasbHyo paboyyto
UHCTPYKUUIO. lMepen  nonyyeHnem  opuLmMarbHOro
paspeLleHusi 1 0o400PeHNsI AOJIKHbI ObITb ONPeaesIeHbl U
JOKYyMEHTUPOBaHbI (4.2.3 n 7.5.1) mobbie HebnaronpusT-
Hble rocsieAcTBus nepepaboTKu NPOAYKLMN

8.4 AHanu3 paHHbIX

OpraHusaums p[os/mkHa paspaborarb [AOKYMEHTU-
pOBaHHYyI0 npouenypy ornpeneseHvsi, coopa v aHamsa
JaHHbIX, HE0OX0ANMbIX /151 L€ MOHCTPaLMM Pe3yibTaTuB-
HOCTU CUCTEeMbl MEHEIXMEHTa KadyecTBa U €eB
COOTBETCTBUS YCTAHOBJIEHHbLIM TDEOOBAHUSIM, & TaKXe
U151 OLL€@HKY BO3MOXHOCTY IMOBbILLIEHWS] €B PE3Y/IbTATUB-
HocTu.

[aHHble O0KHbI BKOYaTh MHAPOPMAaLUMIO, NOMYYEHHYIO
B pe3y/ibTaTe MOHUTOPUHIa 1 U3MEPEHUS TakKe 1 U3 Opyrmx
COOTBETCTBYIOLUMX NCTOYHUKOB.

AHanM3 OaHHbIX AOHKEH NPEeAoCTaBnsTb MHGOpPMaUmo
no:

a) obpartHovi ces3u (8.2.1);
6) cooTBeTcTBUIO TPEOOBaHNAM K Npoaykumn (7.2.1);

B) XapakTepuctmkam W TeHOEHUMSM MpoLeccoB W
npoayKumn, BKJTIOYAS BO3MOXHOCTH npoBeOeHns
npenynpexaatowmx 4encTeui;
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) NOCTaBLLMKaM

8.5 Ynyuwenue
8.5.1 MocTosiHHOE yny4lleHne

OpraHusauus DOMKHA NOCTOSIHHO noBbILLATb
pPe3yNbTaTUBHOCTb CUCTEMbI  MEHEMKMEHTa  KayecTBa
NnocpeacTBOM MCMOJIb30BaHMSA NMOJIMTUKL U Lienein B 061actu
KayecTBa, pe3ynbTaToB ayamMTOB, aHanu3a OaHHbIX,
KOPPEKTMPYIOLLMX 1 Npenynpexaalowmx 4eNCTBUN, a Takke
aHann3a Co CTOPOHbI PYKOBOACTBA

8.5.2 KoppekTupyowme geicteusa

OpraHusaums foskHa NpeanpuHUMaTb KOPPEKTUPYHo-
LiMe OEeCTBUS C LENbIo YCTPAHEHWUS! MPUYMH HECOOTBET-
CTBWIA 1191 NpeaynpeXaeHns MOBTOPHOI0 X BO3HUKHOBEHUS.
Koppektupyiowpme OeicTBys O0SKHbl ObiTb aeKBaTHLIMU
nocneAcTBMSIM BbISIBIEHHbIX HECOOTBETCTBUIA.

HJonxHa OblTb paspaboTaHa OOKYMEHTMPOBaHHas
npoueaypa ona onpeneneHns TpedboBaHuin K:

a) aHanM3y  HECOOTBETCTBUI  (BK/o4Yas  XanoObl
notpeéutenen);

6) YyCTAHOBNIEHUIO MPUYMH HECOOTBETCTBUIA;

B) OLIEHVMBAHWIO HEeoOXOAVMMOCTM [OENCTBUA, 4TOObI

n3bexartb NOBTOPEHNS HECOOTBETCTBUIA;
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MCO 13485:2003

) NOCTaBLUMKaM.

3anucn pe3ynbTatoB aHanu3a AaHHbIX OOJDKHbI
noanepxuBaTbcsi B pabodem cocTosiHum (4.2.4)

8.5 YnyuweHune
8.5.1 06wn» nonoxeHuns

OpraHun3aums 40o/KHA VAEHTUULUMPOBAaTL U BbIMOJI-
HATb J1I0ObIE N3MEHEeH s, HeobxoanMble A1 06ecrieyeHus
v rnoagaepxxaHusi NoCcTossHHOrO0 COOTBETCTBUS yCTa-
HOBJIEHHBIM TPEOOBaHUSIM U PEe3Y/IbTaTUBHOCT CUCTE-
Mbl MEHeIXMeHTa Ka4ecTBa, WCrosib3ys MOJIMTUKY B
obniacTv ka4ecTBa, ycTaHaBJIMBas Liesiv B 3TOM 061acTu,
a TakKxke MCroJsib3ys pe3ynbTaTbl ayauToB, aHaim3a
JaHHbIX,  KOPPeKTUPYIOLUMX Y [PeaynpexaaloLmx
AeViCTBUV 1 aHasin3a Co CTOPOHbI PYKOBOACTBA.

OpraHunsaums A0IKHA YCTaHOBUTb JOKYMEHTUPO-
BaHHbIE NpoLEeAypbl Bbiycka W MPUMEHEHUS MOSICHU-
TeNbHbIX  yBenomieHwi.  Cnenyer  obecrieyntb
BO3MOXHOCTb [MPOBEAEHUS] Takux rpoueayp B Jjoboe
Bpewms.

3anvicn 06 n3yyeHun xanob noTpebuteneri AOJIKHbI
noanepxvBatbcs B paboyem coctosiHuu (4.2.4). Ecan B
xoAe Takoro wu3ydeHusi OyAeT YCTaHOBJIEHO, 4TO
rosiB/IeHMIO Xanob notTpebuteneri cnocobCTBYET BHELL-
HSIS1 AESITE/IbHOCTb OPraHN3aLmmy, Mexzay 3anHTepecoBaH-
HbIMW — OpraHu3auvsmMy  craegyeT  rpoBecTu  0OMeH
cooTBeTCTBYIOLEN nHpopmauven (4.1).

Ecnun no nto6ovi xanobe notpebutesns He NpearnpuHs-
Thl  KOPPEKTUpYIOWMNE  U/MaM  NPeaynpexaanLume
aevicteusl, npuynHy cnenyetr o6bsicHutb (5.5.1) wu
3apernctpupoBats (4.2.4).

Ecnn  atoro TpebyrT  HaUWOHAaJsIbHble W
PervoHasibHbIe HOPMaTUBHbIE JOKYMEHTbI, OpraHn3aLms
J0/1KHa pa3paboTtats JOKYMEHTUPOBAaHHbIE MPOoLIEeaypb!
YBEAOMJIEHWS] PETYJINPYIOLLINX OPraHOB O TEX MHUMAEHTAX,
KOTOpPbIE COOTBETCTBYIOT KPDUTEPUSIM K OTHETHOCTHU.

MpuunHa pasnuuuin: nognyHkt 8.5.1 UCO 13485:2003
oTpaxaeT TpeboBaHNSA AECTBYIOWMX B MUPE HOPMATMBHbBIX
[OKYMEHTOB 1 06J1er4aeT BCEMMPHYIO rapMOHM3aLMIO HOBbIX
TpeboBaHWIA, YCTAHOBMEHHBLIX K MEOVMUMHCKAM U3OENUSM.
MoCTOsIHHOE COBEPLUEHCTBOBAHME CUCTEMbI MEHELKMEHTA
KayecTBa He ABNSETCS LENbio AeNCTBYIOWMNX HOPMATUBHBIX
[OKYMEHTOB

8.5.2 KoppekTtupyowue aeicteus

OpraHunsaums gosixHa npeanpuHMMaTh KOPPEeKTUpYHo-
lwime OeiiCTBUS C LEeNblo YCTPaHEeHUS MPUYMH HECOOTBET-
CTBUIA ANsi NpeaynpexaeHnst NOBTOPHOI0 UX BO3HUKHOBEHWSI.
Koppektupytolipe [eicTBust OOMKHbI ObiTb aeKkBaTHbLIMA
nocneacTBMSIM BbISIBJIEHHbIX HECOOTBETCTBUIA.

JomkHa ObiTb  pa3dpabotaHa  [0KYMEHTUPOBaHHas
npowenypa ans onpeneneHus TpedbosaHuii K:

a) aHanM3y  HEeCcOOTBETCTBUA  (BKoYas  XanoObl
notpebdutenei);

6) YCTaHOBNEHUIO MPUYNH HECOOTBETCTBUIA;

B) OLEHMBAHUIO HEOoOXOAMMOCTU [ENCTBUIA, 4YTOObI

n3bexaTb NOBTOPEHUSI HECOOTBETCTBIIA;
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r) ONpedeneHuio W OCYLIECTBIEHUIO HeobXOAMMbIX
DENCTBUN;

) 3anucaM pes3ysibTatoB  MPeanpuHATLIX  AeNCTBUN
(4.2.4);

€) aHannady NpeanpuHATLIX KOPPEKTUPYIOLWMX OENCTBUIN

8.5.3 Mpepynpexaaiowme pencTems

OpraHuzaups [omkHa OnpenenuTs AeNCTBUS C LIENbIO
YCTPaHEHUS MPUYMH MOTEHLUMANbHBIX HECOOTBETCTBMI OJis
npenynpexaeHuss ux nosienexHvs. [pegynpexpalowme
OEeNcTBUS  [OJKHbI ~ COOTBETCTBOBATb  BO3MOXHbIM
NOCNeACTBUSIM MOTEHUMASbHBLIX NPOBeM.

JomxHa OblTb padpaboTaHa [OOKYMEHTUPOBaHHAsS
npouenypa ass onpeneneHnsa TpedoBaHni K:

a) YCTAHOBNEHMIO MOTEHUMANIbHbIX HECOOTBETCTBUI U
VX NPUYNH;

6) OLEHVMBaHUIO HeoBXOAMMOCTUM AENCTBUIA C LIESbO
npenynpexaeHns NosiBNeHnss HECOOTBETCTBUN;

B) OMpPEeneneHnio U OCYLUECTBIEHNIO HeobXoanMbIX
OEencTBni;

r) 3anucsiM pPe3ynbTaToOB MPEAnPUHATbIX  OEeNCTBUN
(4.2.4);

0) aHannay
OEencTBum

npPeanpUHATLIX npeaynpexaaoLmx

r) onpeneneHnio U  BbIMNOJIHEHUIO  HEeobXO0ANMBbIX
JevicTBuiA, BKJIIOYas, ecsn LienecoobpasHo, 06HOBEHMEe
JAokymeHTauuu (4.2);

A1) perucTpaumy  pe3ysbTatoB  Jl0ObIX  paccre-
Z0BaHWii v NPpUHATBLIX Mep (4.2.4);

e) aHaimnzy npeanpuHITbIX
JAeviCTBUN U UX pesy/ibTaTUuBHOCTU

KOPPEKTUPYIOLLINX

8.5.3 [pepynpexaaiowme AencTems

OpraHu3auus Jo/mkHa ONpefenuTb AeNCTBUS C LIENbIO
YCTPaHEHUs! MPUHMH NOTEeHUMasbHbIX HECOOTBETCTBMI AJis
npenynpexaeHuss ux nosienexnvs. [pegynpexapaiowme
DEeNcTBUS  [JOJKHbI  COOTBETCTBOBATb  BO3MOXHbIM
NOCNeACTBUSIM MOTEHUMASbHBLIX NPOBeM.

JomxkHa OblTb paspaboTaHa [OOKYMEHTMPOBaHHast
npouenypa ass onpeaeneHns TpeboBaHnin K:

a) YCTaHOBMIEHNIO MOTEeHUMasbHbIX HECOOTBETCTBUI U
VX NPUYNH;

6) OLEHVBaHNIO HEeoOXOAMMOCTM OENCTBUA C LESbIO
npeaynpexaeHns nosiBjieHNst HECOOTBETCTBUA;

B) OMpeneneHnio U1 OCYLLECTB/IEHUIO HEeoOXoanMbIX
DEeNCcTBUi;

r) peructpaumy pesynbLTaTtoB J0bbIX paccrieno-
BaHW Y NPUHSATBIX Mep (4.2.4);

A) aHaimsy — NpennpuHSTbIX
JeViCTBUN U VX Pe3YIbTaTUBHOCTU

rnpeaynpexaaoLumx
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Mpunoxexne C
(obsizatenbHoe)

CeBepeHNs 0 COOTBETCTBUM HALMOHAaJbHbIX CTaHAapToB
CCbIJIO4YHbIM MeXAyHapoaHbiM CTaHaapTamM

Tabnuua A1

O60o3HaYEHVE 1 HAVIMEHOBAHVE COOTBETCTBYIOLLIETO
Ha4eH bUIO4YHOIO M
0O603Ha4EHVIE CCbUTOHHOrO MEXIyHAPOOHOro CTaHoApTa roCyOapCTBEHHOMO CTaHaapTa

MCO 9000:2000 [OCT P NCO 9000—2001 Cwuctembl MeHegKMeHTa
kayecTBa. OCHOBHbIE MOJIOXEHUS 1 CNIOBapb

MCO 9001:2000 FOCT P NCO 9001—2001 CucTteMbl MeHeoKMeHTa
kauyecTtBa. TpeboBaHus

MCO 9004:2000 [OCT P NCO 9004—2001 Cuctembl MeHegKMeHTa
kayecTBa. PekomeHmauum no ynyylleHuio OesTenbHOCTH
*

MCO 10012-1:1992

MCO 10012-2:1997

MCO 13485:1996 FOCT P 51536—99 Cucrembl kavecTtBa. N3penus
MeauumHckne. CneunanbHble TpeGoBaHMs Mo
npumeHenunto TOCT P CO 9001—96

*

MCO 13488:1996 FOCT P 51537—99 Cucrembl kavecTtBa. N3penus
MeauumHckue. CrneumanbHble TpeGoBaHMs Mo
npumeneHmio FOCT P NCO 9002—96

MCO 14001:1996 FOCT P NCO 14001—98 Cuctemsbl ynpaeneHus
oKpyXatoLLeli cpenoii. TpeboBaHus 1 PyKOBOACTBO MO
NPUMEHEHMIO
MCO/TO 14969:1999 [OCT P 51538—99 Cuctembl kavyecTtBa. M3penus

MeOVLMHCKMe. PyKOBOACTBO MO NPYMEHEHMIO
FOCT P 51536—99 1 TOCT P 51537—99

MCO 14971:2000 FOCT P NCO 14971-1—99 MepuumHckne nspenvs.
Ynpasnerue puckom. HYactb 1. lNMprmeHeHne aHanmsa
pucka K MeaVLMHCKUM N3aenmam

MCO 19011:2002 FOCT P NCO 19011— 2003 PykoBogsLLme ykasaHusi Mo
ayauTy CUCTEM MEHEIKMEHTA KayecTBa U/ cuctem
9KOOrM4ECKOro MEHeKMEHTA

* COOTBETCTBYIOLLMIA FOCYAAPCTBEHHBIA CTaHOAPT OTCYTCTBYET. 10 ero NpuHATUS PEKOMEHOYETCS WUCMOb30BaTb
nepeBo, Ha PYCCKMA $A3blK AAHHOMO MEXAyHAapOAHOro craHgapTa WM rapMOHM3UPOBAHHBIA C HUM HaUMOHasbHbIN
(rocyoapCTBEHHbIN) CTaHOAPT CTPaHbl, HA TEPPUTOPUM KOTOPON MPUMEHSIETCA HacTosWmMA ctaHgapT. MHdopmaums o
HaIM4YMM NepeBoda OAHHOMO MEXAyHapOOHOro CTaHgapTa B HauvoHanbHOM ¢GOoHAEe CTaHOapTOB WM B MHOM MECTe, a
TaKke WMHbopMaumsa O AENCTBMM Ha TEPPUTOPUM CTPaHbl COOTBETCTBYIOLLErO HAUMOHANBLHOrO (rocyoapCTBEHHOMO)
cTaHgapTa MOXeT ObiTb NprBeAeHa B HALUMOHAbHbLIX MHPOPMALMOHHBIX AAHHBIX, AOMOHAOWMX HACTOALWMIA CTaHOAPT.
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Cuctembl kavecTsa. Msgenua meamumHckue. CneupanbHble TPEOOBaHNUS MO NMPUMEHEHUIO
MCO 9001:1994

(Quality systems.
ISO 9001:1994)

Cuctembl kavectsa. Mapenus mepmumnHekve. CneumanbHble TpeBGoBaHMS MO MPUMEHEHWIO
MCO 9002:1996

(Quality systems.
ISO 9002:1996)

CuctemMbl MEHEOXXMEHTA Ka4yecTBa. Tpe6OBaHI/I9|

Medical devices. Particular requirements for the application of

Medical devices. Particular requirements for the application of

(Quality management systems. Requirements)
Cuctembl kavyecTBa. Mapenna megmumHekue. PykoBoacTteo no npumeHenuio MCO 13485
(Medical devices. Quality management systems. Guidance on the application of ISO 13485)
MeanupHckue napenus. NMpumeHeHne aHanmaa pucka K MEAULMHCKUM U3OeNnsM

(Medical devices. Application of risk management to medical devices)
npoweccam

TpeGOBava K N3MepeHna n

CvcTemMbl  yNpaBieHUss  M3MEPEHUAMM.
13mMepuTeNlbHoMy 060PYA0BaHNIO

(Measurement management systems. Requirements for measurement processes and

measuring equipment)

PykoBoasiLLme yka3aHusi no BONpocam ayamra CUCTEM MEHEIKMEHTA Ka4ecTBa W/vim CUCTEM
MEHEDKMEHTA OKPYXatoLLel YenoBeka Npon3BOACTBEHHOW cpeabl

(Guidelines for quality and/or environmental management systems auditing)

CucteMbl MEHEKMEHTA KavecTBa. PekoMeHOauMmn Mo yayylweHno OESTENBHOCTY

(Quality management systems. Guidelines for performance improvements)

Cuctembl ynpaBneHns okpyxatoLein cpefoil. TpeboBaHus 1 PYKOBOACTBO MO MPUMEHEHNIO
(Environmental management systems. Specification with guidance for use)
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