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CregeHMA o cTangapTe

1 NOOrOTOBRNEH 3akpeiTeiid akuMoHepHemM obwecTeom « BHWAMM-BWMT A Ha ocHoBE COGCTEEHHOND
ayTEHTWYHOIS NepeEcda cTaHgapTa, YEasaHHoro B nyHeETe 4

2 BHECEH TexHW4eCcHHM KOMUTETOM No cTaHgapTHaauwn TK 436 «YNpaenaHue Ka4ecTeoM W COOTEET-
CTEYIOLWME ACNEKTE ANA MEQHULWHCKHME MaTdenHids

3 ¥YTBEP¥OEH W BBEOEH B OEVCTEBMWE Mpukazom DesepansHoro areHTCTEA N0 TEXHUYECKDMY
PErYNMPOBAHND 1 MaTponorwi oT 10 cexdTabpa 2007 r. Ne 240-cT

4 HacToAwuWwiA cTauaapT MAeHTHYEH MewOyHapogHomy cradpgapty MCOMO 14869:2004 «Mananwa
MedquMHCcEHe. CUCTeMBl MEHeO#MeHTa KadvecTea. PykopogcTes no npusedHedHdn MCO 134852003
(IS0OMR 14969:2004 «Medical devices — Quality managemant systems — Guidance on the application of
IS0 13485:2003»).

MpK NPUMEHEHWA HACTOALWErO CTAHAAPTE PEKOMEHOYETCA MCNONLI0BATE BMECTO CChINOYHbIX ME#OyHa-
pPOOgHBIX CTAHOAPTOR COOTEETCTEYIOWME MM HAUWOHANEHEE CTAHOapTel Poccuickon Pegepayni, CR808HWA O
KOTOPEX NPUBEOEHE B JONONHATENEHOM NPUNoKEHWA C

5 B3AMEH NoCT P 51538—99
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MoALI0EAHUA — Ha HPUYLansHoM calime TedepanesHo20 a2eHMomaa Mo MEexXHUYSoKoM ) Degynuposania u
Memponosuy @ cemu HimeoHem
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HacToRLWA CTAHOAPT HE MOWET BiiTe NONHOCTEID MK YACTUYHO BOCNPOMIBEIEH, THDAKWDORAH W pac-
NPOCTPaHEH B KAYECTBE OdUUHaNLHOro Hananua Gea paspewenna PegepansHoro areHTcTEa N TEXHWYECHD-
MY PErYNUDOBAHMI0 1 METRONOMMA



rocT P UCOITO 14969—2007

- CReOSHWA 00 ABTORE WKW MHHUHMATODE COoafaHuR;

= ceeneHua of opobpueweniux) nuuea{ax);

= CREneHud 0b nagaswesix) nuue(as);

- CE8O8HWA O PacnpocTpaHeHuN,

- CEEO8HWA O HYMEDaLHWH CTPaHKL,;

= CrpasoYHsif GaEn (npr HeobxogumMocT).

4.2.3.4 3NEKTPOHHBLIE DOKYMEHTE — 3T0 CNONHAR W NOCTOARKD PAIBMBANILAACA 06NacTe. HaynoHans-
HiHE A PErMOHANEHLIE HOPMATHEHLIE QOKYMEHTE U DYKOBOACTEA MOTYT YCTAHARNWBATE TPEBOBAHMA K AOKYMEH-
THROBAHHEM NROUSOYRaM, NPEIHAIHAYEHHEIM CNELWANEHD ONA YIDABENSHWA INeKTHOHHEBMK 3aNHCAMIA,
BEMKOYERA SOCTY, XPAHEHWE, BOCNPOWIBEOEHWE, YO0BOYMTaEMOCTE, 3y AN TOPCKME JAKMNI0YEHWA W (NpX Heobxo-
OHBOCTH) 3NEKTPOHHEIE MOOMHCH.

4.2.3.5 Tpeboaawwew WCO 13485 k opraddiauManM SENASTCA paccMaTpueassos B 7.1 onpegenaHwe
CpOoKa CryEGel KA QoMo MequLnHCKOro Hanenia.

Mps onpegensHid COoKa XPaHeHKR KOHEPETHOMND QOEYMEHTa CReayeT YYUTRIBATE:

= ONATENEHOCTE HAXDHOEHWA HA PEHHKE KOHKDPETHOND MEQHUMHCKOND H3OENHA,

= NpaB0BLIE ACNHEKThl, BENIOYEA NPAE0EYID OTESTCTEEHHOCTE,

- HEODXOOWMOCTE AW UenecooBpasHoCTe HEONPedenasHo QOoNrorg Cpoka XDaHeHHa AoKyMeHToR,

- CPOK KDAHEHWA JANKCEH, CEASAHHLIX C YTIOMAHYTRIMEA DORYMEHT M,

= AOCTYNHOCTE 3aNacHbix YacTel ANA KOHKPETHOMD MEQULWHCKOND HIgeniA.

4.2.3.6 Oprasnaayuna OOMmeHa XpannTe HE MeHEE 0QHOR KONKWK YCTAPERLWNY YTIRABNASMBEIX JOKYMBHTOR
B Te4EHWE XOTA Bkl MMHUMATNEHOMD CPOKA XPaHEHWA, YCTAHOBNEHHOMD DErynupyIowKMMe Tpebosanuamu. Paxo-
MEHAYETCA TAKES XPAHWTE YCTADERIIWE O0KYMEHTEl B TEYEHWE BCEND BeMeHi, HeoBxoouMoro Ana noHMmMa-
HWA COOBQMAHKMA JANUCRIA, CBRIAHHED C AaHHBIMI OoKyMaHTamMu (cy. MCO 13485, nyuir 4.2 4).

TpeGopaHden MCO 13485 ona opradMaauri SBNAETCA ANDHMEHEHWE COOTEBETCTEYIOWEH MOBHTHIMKA-
Ui yCTAPEBLLKY AOKYMEHTOR. TAKYI0 MABHTHMEALMIO MOMHO OCYLLBCTENATE KaK (UIMYEckH (C NOMOLLEI0
WTAMTE OPraHM3IAUKK], TAK ¥ C NOMOLW B ANSKTROHHEX CPEJCcTE (B KOMNEOTERHOR Baze JaHHbix).

B MCO 13485 paccMaTpHUBaSTCH BOIMOMHOCTE HANWYHMA B HAUMOHANBHEX WNH PEMMOHANBHEBIY HOPRMAa-
THBHBIX A0KYMEHTAX CNEUHansHbLIX TpEGoBaHMIA K XDaHEHHI0 N0KYMEHTOR, YCTAPEBLWX N0 NPUYHHE MIMEHE-
HHKA, BHECEHHEIX B MEJHLWHCEWE MAOSNHA WA CUCTEMY MEHEIMMEHTA KAYECTEA OpradkaayrK. OpraHu3anmMI
PEKOMEHOYETCA YCTAHOBMTE PhiHi COBITA, K KOTOPEIM NPUMEHKME! TAKWE PErYNHPYIOWKE TREB0BAKHKRA, U paa-
paboTare CUCTEMY XPAHEHWA YCTAPEBLWWY JOKYMEHTOR B TeYeHue HeobXoguMoro cpoka xpaHeHHA.

4.2.4 ¥YnpapneHWa 3anwcamMeA

HCO 13485:2003 Mapgenwa smegduMHCHAE. CHCTEME MEHeOMMEHTa KadecTRa. TpebonaHuA
OnA Wenei paryn|iposasna

4.2.4 ¥YnpaBneHWe IanvWcramMKE

Januc JOoN#HE BECTHCE W NOLOSEKMBATECA B padouem COCTOAHMKA ONA NPROOCTARNESHWA CRUOE-
TENLCTE COOTBETCTEMA TPEOoBAHMMAM W PEIYNLTATHEHOCTH (YHKLUMOHWPOBAHKMA CUCTEMEI MEHEIHMEHTE
KawecTea. DHKW J0NHHE SCTABATECA YRTEMMIA, NErks MIeHTHDUUKPYeMEIMKM M BOCCTAHARNWBASMEIMK,. Cna-
OyeT paipaboTaTk GoKYMEHTHROBAHHYD NEPoOUeIYPY Ona onpegensHUA COSncTs YNPaRnaHHA, TPpeGYebix
NPy MABHTUUESLKMK, XpaHeHuy, JELMTEe, BOCCTAHOBNEHWK, ONPEOENEHUY CPOKOB XPAHEHMA W HIBATHW
JanNWCen.

Opzasuszayus domaka Xpanlime JanUcy 8 MeYenue, No kpalked Mepe, cpoka ciywbs MeduluHCKoS0
uadenus, onpedensHHoZ0 opeanuIayued, HO He MeHee JayX NEM C MOMEHMa axnyoKa MeduyuHCcKo20 uzde-
UA op2aquIayued Wil 8 CODMEBEMCMELU ¢ PESIUDYIOWLMY MpefoeaHLIAMU.

4.2.4 1 Kakoan 3anicek MOEET OeiTe OTHECEHA K OOHOH M3 CReayIowMx KaTeropui:

8 = IANWCKH, OTHOCALLKWECH K NPOeKTUDOBAHND M MArOTOAMSHWID BCEX MEQWLMHCKMK MAOENWA KOHEDSTHO=
ro Buoa;

b — 3anucK, OTHOCALMECH K MAOTORMNEHWED UMK DACHDESNenaHHD KOHKDETHOMD MaOHUWHCKOTD Maganusa
MW NApTHH MEOHUWHCEWY MaZenMia;

C = 3ANWCH, WIMOCTPUPYIOWME PEIYNETATHEHOCTE KOHKDETHON CHCTEMEl MEHEOMMEHTa KavecTea
(3anKcKi CUCTEMEl MEHSEMEHTA KAYECTER).

MoHATHD, 4TO 33MACH B3TErOpKA 8 1M b CBAZAHE HENOCDeACTBEHHD C KOHEDETHEIMM MEIHLIKMHCKAMIA W30a-
NAAMK, JaNKCK KATEMOPHKA 8 PEKOMEHAYETCA XPaHMTE B TEYeHWE, N0 KpanHei Mape, cpoka cnyxbel MeaMuyuH-
CEOMO W3gennA 00 Tex Mop, NoKa He J3KoHYMTCA Cpok Chy#bbl NOCNeaHers MeguuWHCKOr Wagenua,

7
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WIrQTORNEHHOrD NO KOHKDETHOMY NPOEKTY. 3aNKHCH KaATEropWi b peKoMaHayaTCa XpaHiTe B Te4aHna, no kpaif-
HER Mepe, cpoka cy Dbl KOHKPETHOW NAapTHK METHMUMHCKMX H3ZenHH.

4.2 472 HerkoTopel@ 3anAcid MOoryT WMETh CDOK XPaHEHKR, CEASaHHLIA OO CPOKOM CNyEDE KOHKDETHOMD
MEQHUMHCKITO M30ENAA, HAaNDUMED JANUCH O KANWBPOBKE MEQWUWHCKOND Hanenws W obydedrd negcoxana. B
OpYTHE CAYYAAX 33ANWCKH MOoryT DeiTe HENOCPEOCTEEHHO HE CEAZAHE 0O CPOKOM CNYHOE MedHUHHCEOro Hage-
NUA, HanpuMep aanucK of aHanuae co CTOPOHE! DYKOBOACTEE, BHYTDEHHEM ayauTe, MHOpacTpyRTYpE, OleHr-
BAHWIO KOHKDETHEIX NOCTABLMKOE W aHannay NadHsx. B atux cnyyanx MCO 13485 TpebyaTt oT 0pradnaatim
HoeHTHEUUMpOBaTE HEOBXOOMMEH CPOK XpaHeHHA 3anncel. MNpy yCTaHOBNeHWA TAKOrD CPOKa Opradnaal iy
PEROMEHOYETCA NPUHAMATE B PACHET HAIHAYSHWE KOHKEPETHOMD MEQWUMHCKOMD HAOENHA, DHMCKH, CEBAIaHHLIE C
Bro NPWMEHEHWEM, CYLIBCTBYILWWE JANHCH U NDMMEHUMBIE Darynupyiowre Tpedoaanma.

4243 3anick peEoMeHIyeTCA XPaHuTe B G830NacHM MECTE, 3ALLMIEHHOM OT HECAHELMWOHWPOBaHHD=
ro AOCTYNa W BOIMOMHOCTA MIMEHEHHA. 3anKck Qon#Hsl GelTe NPABUNLHO WASHTHEWUMPOBAHE, CObpaHbl,
NPOHYMEBPOBAHLl, 3APEMMCTPHPOBAHL! M COXPAHEHE!, 3 TAIKE NPW HEoGXOOWMOCTH NerkoqocTyNHL. 3anucu
MCHHO XDAHHTE MWW KONKMPOBATE B MobomM voobHoM BUge (HANPUMED & BUOE NeYATHOR KOMKA MMM B ANeKTRoH-
HomM Brge). MNow paccMoTpeHMKA CROKa XDaseHHa M JoCTYNHOCTH 3anqced, XpaHfLMKXCA B ANeKTROHHOM BHOE,
CAeOYeT YYNThIBATE AErpagaLMio ANeKTROHHLIX GaHHLIX W HEODX00UMOCTE HMETE COOTRETCTEYIOWEE annapar-
HOE W NporpasMioe ofecnedesve ONA NONYYeHUWA QOCTYNE K KOHKDeTHEIM 3anucAn. Konug 3anucel QomssHs
CONEp#aTE BCHO MHOPMALMIO, COOSPMALLYIOCA B OPMIMHANEHBX JANWCAX.

4244 [NakHs@, BHOCHMBIE OT PYEN, A0MMHE BiTe HECTUDAEMEIMH M HECMBIBASMBIMK. [THLAaM, BHOCR-
LL{FM DASPEILIESHHEE OAHHLIE B 3AMNKCE WKW 328S8DRI0W WM TAKWE JaHHLIE, CRenyeT OenaTe 370 pasbopurBkpImM
MNOYMEPKOM W NOSTREEDHIATE BHECEHNE HOBLIX JaHHEX NPCCTABNEHKWEM B3k, NOONWCHID KINH 88 IKEWBANSHTOM,
a8 Tae NaToM.

HYrobm NpaBMnsHO COENATE JANKCE, HYHMHO CNefoBaTe HMMENepeYMcnes M NpoUedypam (ecnn oMu
LenecoobpazHe ).

= perdcTPHPOBATE aHHLIE W Pe3yNbTaThl HabmooeHuid No Mepe HX NOABNEHHA;

HE NaTMPOBEATE 3aMNHck BONeE PaHHMM UMM MOA0HAM YKMCNOsM, Y488 TO, KOM0a oHa BelNONHASTCA,

HE MCNONBIOEATE BAIY, NOOMNWCE MKW IKBMEANSHT NOGNKUCK OPYToro nkua;

ZANONHATE BCE NONA WM rpadiel NpK HAnHYMe KOHEPETHOR QOopMEl 33NMCK;

NPUBOOMTE CCBUNKY HE MCXOOHBIE JaHHLIE NPM NePeIaYws OaHHBIX W HMETE KONHIO 3anKcK Nepeganas-
MEEE DAHHBIX, IABSDEHHYED ODYIHM YIOMHOMOYEHHbLIM TTALOM;

= BEpUHUNDORATE NONHOTY W NDEEMNBHOCTE BCEX JaHHEX,

- HYMRDOBATE CTRAHMLE ONA O8MOHCTRAUWK JIARSPIWEHHOCTH JANMCH.

4.2.4.5 EcndeanucH cOenaHa vnM BEABNeHa oWwrbEa, peroMeHayeTCA MCNPaBnATE 2e Tak, YTobke nap-
BOHAYANLHAA 3ANUCE HE NOCTpagana, a HCnpaenedue Gelng JaTHPOBaHo M 3aavadposaxo. EcniK uenacood-
PAIHO, PEHOMEHOYETCA 3ADErMCTPWPOBATE NPWYKHY MCNpaanedHA. [pK HCNoNsE3I0BAHNK ANEKTPOHHOA QopMBl
JANKCH BMECTO 3aNMCK Ha GyMamHOoM HOCUTENE PEKDMEHOYETCA ([0 3TO BOIMONHO) BRMHOYATE B yNOMAHY Thie
INEKTPOHHEE DODMEl 0BAIATENEHEIE CHCTEMHLEIE «CNefwb» ONA ayOuTa C OTMETEDR BPEMEHK BHECEeHWA
WMCAPaBNaHKA GNA NPOCNeKUBaHKA HAMEHEHKA 3anucK. TakMe «Ccnedkls N8 ay0uTa MoryT BENSYaTe B cebn
MOEHTHDMESLIAKD DE3pallSHHOND NONBEA0BATENA, MHPODMALMKD O COI0aHHK 3aNUCH, 68 YOANeHUH, Mogudika-
LUHKWACNpABNEHKK, CBAIAK C JPYTUMK 3anHCAMA, BREMa W 0aTy, NPHUHATEE IaMEYaHHA.

4246 OpraddaauMa MomEeT TAKE WMEaTh anbTEDHATWEHBIE BOIMOMHOCTH BEOOA BaNMHLIX OaHHBIX B
INEKTPOHHEIE IANACH, HANDHME]:

- DpYroe YNonHOMOYeHHDS NHUD © 3apervcTPUROBEHHEIMK HMEHEM W MOEHTUgMEALBOHHBIM HOMEDOM
MOMET BEpMUUKMPOBaTE BEOS OSHHLIX C KNABKMATYDE C NPOCTARNSHASM BISMEHW 0 DaTh MMM

= CHCTEMA CNpaMbin COOpOM OaHHBE MOMET BRNONHATE BTOPYID EOHTRONEHYHD NpOBEPEY, YTO ARNASTCA
YACTEKN YHELKOHANBHEIX BOIMOMHOCTEA CHCTEMEL.

Opradnaayna Qon¥Ha BHeADUTE CUCTEMY 008CneYeHnA COXPaHHOCT M ANeKTPOHHBIX 32MMCEA W 3ALMThI
HM¥ OT HECAHKUWMOHMPOBAHHOND BEOOA QaHHEE. OGNacTe 3NeKTPOHHEX 3aNHCER ABNASTCA CNOMHOR 1 NOCTOAH-
HO pPAIBMBaMILEACA. HAUWMOHENEHES W DEMMOHANLHLIE HODMATHEHBIE DOKYMEHTEL W DYKOBOOCTBS MOMYT
BEABMMaTe TRebOBAHMA K ODTAHWIALWAM YCTAHOBWTE JOKYMEHTHUPOBAHHEE NPOUSOYDE CNeUWansHD G
YNPABNEHUA ANEKTPOHHBIMKA 3ANUCAMA. 3TW NPOUEDYDL MOMYT BKNO4YaTE 8 caBA (NpH HeoBxoduMoCTH) 4ocTyn
K 3ANACAM, WX XDaHEHHE, BOCNDONIEOOAMMOCTE, PAAG0DYMBEOCTE, HANWMYWE 3YORTODCKHUE «CNEO0EY M 3NSKTROH-
HBIX NOONWCER, HO HE OTPEHWYUBATECA YEAIAHHBIMK NPOUEIyPaMM.

4247 MNpwonpanenadiy CPOKA XPaHeHWA 3aNKWcad peKoMerIyeTcr, KpomMe CpoKa CNyWEbl KOHKPEBTHO-
ro MegiuuHckors wagends (cy. MCO 13485, nogpaagen 7.1), paccMaTpUBEaTE TAKHE NPABCELIE ACMEKTEI,

BHMICYAR I0PHAWYECKYID OTEETCTEEHHOCTE, H HEOGXOQMMOCTE UMK YenecoobpasHos Ty HEON PEOeNeHHD 4oNre-
ro XpaseHHA 3anvcen.

]

i
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5 OTBETCTEEHHOCTL PYKOBOACTEA

5.1 OBazaTenscTEa PYKOBOACTEA

HCO 13485:2003 Mapenua meauuMHcKMe. CHCTEMLI MEHEOMMEHTA KavecTBa. TpeboBaHwA
ONA Wened peryndpoBasnn

5 OTEETCTBEHHOCTL PYKOBOAOCTEA

5.1 ObmR3aTenLCTEa PYKOBOACTRA

Briciee pyroaodcmac opaanuzayuy domaHa Nodmespxdams ceM0 NpUeEpXeHHOCTE padpatomye
U gHEdDEHUID CUCTeME! MEHEdRMENTIS KEYBCMEsa, 8 makxe Moddepwanun e pasynEManuEHocmu
NoCpadcmenis;

a) QoBedEHWR 00 CEE0EHNA OpTaHHIaUHH BaRHOCTH BRINONHEHWA ToeBoBankA NoTpebrTaNA, a TakKe
FAKOHOOATENEHBIX W 0DAIaTENEHLIX TReboBaHKIA;

b) paspaboTed NONMTHEN B 0BNacTH KAYECTES;

c} ofecneysHKA pazpaboTeM Uenel B ofnacTy Ka4YecTea;

d) npoBegeHWA aHanKaa co CTODOHE pPYEOBOOCTEA,

@) obacnevyaHuA HEoBXoOMMEIMA PECYDCAMN.

MpumeusHye— B wacmofwes cmandapme peeynupyoLye mpelogatuR 0apaHuEHal Monero Sezonac-
HOCMEM U G HEYUOHEDOEEHUEM HOHMDEMHOE0 MedUuyUHEK0ED uadenun,

BawHo 0TMETHTE YCUNaHKWE PO PYKDBOACTES OpraqyaauMi (o, MCO 13485, noapaanen 5.1), KoTopo:
npuasaso 0GecNeynTe PE3YNbETATHEHOCTE CUCTEMb MEHEIHMEHTA KAYECTEE NPW BRNONHEHHH DYKOBOACTROM
OprasdaIauny BIATLIX 0DAR3IaTENLCTE.

ODA3aTeNLCTES PYKOROACTEA OPradWIaUMK HaxXoaAT CROE OTDANEHWE B OBACTRWAX PYKOBOACTRA.

YUMTeIBARA, YTO CUCTEMA MEHELHMENTA KA4ECTEA NPEACTARNRET COGOR COBOKYNHOCTE BIANMOCBR3IAH-
HbiX NPOLUECCOB, PYKDBOACTRY ODradUadayMy pekomMeHgyeTch ofecneydTs peaynsTaTHEHO® DYHELMOHWpOBA-
HWE 3THX NPOUECCoB.

Ooobos BHUMAHWE CNEOYET YOBNHMTE:

- pEIYNETATHBHOMY OOCTUMEHWD 3JaNNaHWPOBAHHBX pPEaYNLTATOR NOCDEOCTEOM OCYLWECTENEHWA
NoCNefoBaTeNsHOCTH BEXaMMOOSACTBYIOWKX NpOLBCcCos,

- YETROMY ONpeaene@HKIo BXO00B, BUGOE OSATENsHOCTH M BRIX000B NPOUECCOR, 4 TAKHME YNpasnaHuin
HMH,

= MOHWTOPHHNY BXOQ0E K BRIXOQ0E C LUeNsK BEpHEDUKALWA BIaHMOSeACTENA W PEIYNLTATHEHOD qiyHK-
UHOHMPOBAHWA KOHKPETHBIX NPOYECCoR,

= MOEHTHOUEALMA ONAcHOCTeR U YNpaBNAeMBIX DUCKDB,

- NpOBEOEHKID AHANKAA 0aHHBIX ONA 0GneryeHna oBasaTensHoro YRyYlLeHHA Npoueccos,
WMOEHTHMKALMKA MWL, OTBETCTEEHHLIX 38 NPOUESCCE!, a TaKKe X npas 1 obAanHocTen;
= PYKOBOOCTRY KNk NPOLECCOM ONA JOCTHMEHMA 8ro Leneii.

5.2 OpHeHTaLWA Ha noTpaBuTEnA

HCO 13485:2003 Mapenua MegruMHCcKEMe. CHCTEME! MEHEOMMEHTA KadvecTea. TpeboBaHuA
OnA uened perynupoBaHna
5.2 OpwueHTauMAa Ha notpeSuTenn

Pyrogsodcemen op2awuiayuy domwso ofacnayusames onpedengHue U esimonnedue mpebosanud
nompedumens fom. 727w B.2.7).

B MCO 13485, nogpaagen 5.2, noA4epEHyTo YOHNBHWE OTEETCTBEHHOCTH PYKOBOACTEA OprasdMaalm 3a
onpegenaydra TpeSosanui NoTpebuTenA 4 otecneyeHne HEobxXo0nMEelx DECYPCOR ONA YIOBNETEODEHMA ITHX
TpeGoRaHMA HEIABKCHMD OT TOMD, KTO WA NEpCoHANna OCYWeCTEMNAST B HACTOAWME MOMEHT B2aUMoNeRcTEHE
noTpeburenas. KoHKpETHEE HANPABNEHWA ATOro npouecca ca. 8 MO0 13485, nyvHetel 7221 W B.2.1.



rMocT P HCOIMO 14969—2007

5.3 MonvTHka B oGNAcCTH KaYecTos

HMCO 134B5:2003 Mapgenua MmegMUuMHCEME. CHCTEMBI MEHBIHMEHTA KaYecTea. Tpeboranua aAnA
uened perynupoBaHua

5.3 MondTeka B oGNaAcCTH KAYSCTON

FyHOBOOCTED OPraHdIauMy JomeHs oBecneYdeaTe, YTobsl NoNUTHES B 0GNacTi Ka4ecTea:

a) cooTReTCTRORANA WanaM OpraHiaaumi;

b} exmoyana ofAIamensCmMad COMNNEeMoMEnaEains MpefoaanUAM CUCITEMb! MeRedHMaNTIA KaYac-
mea u neddepwueames ee PEIYNEMESMUBHOCTE,

C) co3afnapana oCHOBLI OGNA NOCTAHOBKM W aHanvaa wened e ofnactu kavecraa;

d) Gwina noBegeMa 00 CEBENSHWA NEPCOHANE ODraHUIaLNM K NOHATHA MY,
8) aHanWMIMPOBANACE HA NOCTOAHHYIO NPMIOOHOCTE.

MonvTira 8 0BNacTy KAYECTEA YCTAHARNWBAAT!

= gbazatenscTBa B oBNacTh KA4YECTEA W NOCTOAHHOMND YNYHWEHWA PE3yNETATUBHOCTH CHCTEM B MEHESDH-
MEHTA KAYBCTES C UaNBD YICENETEGREHWA TReboaHHi noTpebuTens ¥ PErYNHPYHIWWME TpeGoBaHHE,

= YCNOBWA, HEoDXoOMMBlE ONA peanniauyuy Lenei s obnactd ka4ecTea,

= B3AMMOCBEAZL MEXOY LUENAMA OPraHMaaumi 1 TpebSopadmAaMi noTpeduTena.

MonNMTHEY OpraHMaaumMn B obNacTi K3aYecTea BAMHD PACCMATDHEATE KaK YaCTe O0WEe R NONWTHEN OpraHt-
3L, CERIAMHOA C A8N0ALIMKA ONEPaLHMAMKA (HANPUMED MAPKETUHIOM, NPOaaXaMA, (PrUHaHCAMK) W oGecnedn-
BAKOWEA WX COMMAacoBaHHOCTE W BIANMHYI0 NOOOSQMKY.

Oprasnaauna AomiHa cornacoBBaTe NOMWTHIY B 06NacTy Ka4ecTea co cROMMK 0bA3IaTENECTEAMA NO
EaqecTay M oGLKM NPEACTABNEHAEM O JHAYSHWY KAYECTEa ONA NDeanpHHRMATENBCKDR QEATENLHOCTH Opra-
HH3ALMH W NoTpebuTanel.

OoeyseHTansdoe OopMnieHHe NonETHEY Opradniaund B obBnactd kadectea oM. 8 MCO 13485,
MyHET 4.2.1.

OnA neMoHCTRaUMK HAMEPEHMA BHEQDATE CROID NOAWTHKY B 08NACTY KAYECTEA OPraHKIaLMA OOMEHa
YETED MOeHTHRWUMpoBaTE 0bWwMe uend s obnacTy kavyecTea u chepe caoel NpeanpUHUMaT e NECEDA O8AT e M-
HOCTH, HENOCPEOCTEAHHG CRAIAHHEIE & ODTaHMIALWER W NOTRAGUTENAMM 28 NDOOYELMM.

CBalaTenscTea pYKOBOACTEA OPraHWIaUMH NO OTHOWEHAIO K NONKTHEE B 0BNAcTA KAYSCTREA HONMHbEI
BbITe O4EBHOHSEI, ASRCTEEHHE M PEAYNETATHEHO J0BEAEHE N0 CBE0EHUA NBPCOHANEa opradraalkyg. Hanpumep,
ofHapo408aHHAA KONWA OOKYMEHTE O NONKTHKE B 0GNacTK kEa4ecTaa, NOANMCAKHAA PYKOBOACTROM OpraHinaa-
LMK, ARNASTCA QOHMM WA cnocoBol NpPoOeMOHCT PUDOEATE 0BAZATENLCTES PYKOBOACTES NO OTHOWEHWMID K Nep-
coMany oprasdzauud ¢ noTpebutenam ee npogykuwd. Odpyrvm cnocofoMm ABNABTCA NPegcTaBneaHde M
OBCYyHOEHWE NONWTAKA B 0BNACTH KAYSCTBa Ha CODPaHUAX, NPOXOOALLIAK BHYTPW OPraHu3aLu|y B Te4eHue rona.
OGAzaTensCTRa PYKOBOACTES ODradnaayny Hanbonee 04eaMQHO BEPANMAKTCA B B0 PELEHNAX M ABACTEMAX.

Beck nepooHan opradvaagiay JonxeH NoHUMaTs NONUTHKY Opradi3almy B 0BnacTi Ka4ecTea v 8 BNKA-
HME Ha OEATENEHOCTE OPraHuIaL K. PyYKoBOOCTRO OPradM3anMig ormsHo oBecnaumTe NpMHATHE DELSHAR No
NEPHMEHEHHID METOOOE, © MOMOLWSEK KOTOPEIX QOCTHIAETCA TAKDE NOHKMaHKE.

MonuTrey 8 0BNAcTH KaYecTea HeobGXoOMMT NEpUoOUYECEN aHANKIMDOBATE ANA Toro, Y4Tob onpene-
NWTE, HACKONLED TOUHO OHA OTPAXAET TeKYLLKWE W rMobans R LENW B 0GNacTH KEa4ecTea, NDMHATEIE ODraHHIa-
UHEN. 3TH J8RCTEHA BEINCONHAKTCA BO BpEMA AHANKWAA CO CTOROHE] DYKOBOACTEA B CooTEETCTEMA ¢ MCOD 13485,

nopgpasgen 5.6.
54 MnavuposaHme
54.1 Uenu B oBnacTy KayecTea

MCT P HCO 13485:2003 Magenva MegHUuHMHCEHE. CHCTEMB] MEHEMMEHTA KaYecTEa. Tpebo-
BaHMA ONA Uened perynyipoBadua

5.4 MnavvposaHue

54.1 Uenu B 0BnacTv KayecTea

PyKoBROOCTED OpRraHHaauMK gonsso obecnayyeaTe, YTobsl UENW 8 OGNAcTH KA4YaCcTEa, BENIDYAA Ta,
KOTOpEIE HeohXoOMME OQNA BeNONHEHWA TpaboBaHKR K NpoOyKLWiEa (Ca. 7.1, nepavncnasdiie a), Beinu yocTa-
HOBME&HE B COOTEETCTEYIOLWMY NOAPAINENEHWAX H HA COOTBETCTRY W KX ypoBHAX. Liend B o6nacTi KayacTea
A0M#HL GhTh MIMEDUMbIMK 1 COMMacyemMBMK C NONWTUEDA B oBnacTu kKavyecTea.
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OnAa Toro, 4Tobel NONWTHES OpradKiaadyy B obnacth kadvecTea OGeina peaynkTATHMBHOW, PYKOBOOCTEO
OprasHMIauMi JoNKHD YCTaHOBWTE ACHEE Leny B obnacTi kayecTea. PyxoROQCTEO OpradMaayrK He obraaso
HEMNOCPEOCTESHHD BLINONHATE BUOLI ABATENLHOCTH, HEODKOOWMEIE ONA ACCTHEEHHA NOCTABNEHHBIX LENSA,
HO 0GR3aHD HECTH 33 3TO OTEETCTREHHOCTE.

Mpw yoTaHoBRNEHKA UeMan B oBNacTii KAYecTsa M CEAIAHHEIX C HMMIK 23034 06kM RO ONPEgenAnT BREMEaH-
HEeE paMEM GNA pelUSHKA 3THX 3a0a4.

YoradosneHde uened B obnacty kavecTea 8 cooTeeTcTerd ¢ OO 13485 TpebyeTca He TONLXS ONA CHEC-
TEMB MEHEOXMEHTA KAYSCTEA, HO WM ONA MEANUWHCKUX WAABNMA 1 CBAIAHHB C HUMK YCIyT (oM. 7.1, nepequc-
neHxWe a).

Leny B ofnacT Ka4YecTea A0MHHE DaITh DEankHbLL W CEAZAHE C A0CTHHNMEME M MAMERREMEIMMH BEIY L.
TaTaMK, KOTOpRIE!

- cooTBeTcTROoBANM el TpebopanuAm (NOTPEEUTENA, PErYNMPYROWIAM ¥ 4D. ) K MeANUMHCKIAM HW3AeNUAM 1
CBAIAHHEIM C HAMK YCIyTam,

- YWMEHBLWANA NOrPeLwHoCTH,

- YMEHBELWANW BPeMA HA NPOBEIEHHE BHYTPEHHEID ayanTa;

= COOTBETCTEOBAMNM YCTAHOBNEHHOMY KANEHOAPHOMY NNaHY,

= YMEHEWANMY BREMA DEATMPOBAHKA Ha ¥anobel noTpebuTensai.

Ipynnks DAL, A8AcCTEYIDWKHE BHYTRH CPradd3aumi, obel4MHO YCTAHABNWBAWT FPYNNOBLE WanW, BbiTEKam-
WHE W3 UeNed BCed Opradvaauyn M CEAIaHHBIE © OeATENEHOCTED KOHKDETHOR MOy,

Uenu a ofnacTi Ka4eCcTEa AENAKTCA OOHMM W3 BX000E B NNAHWPORIHME CHCTEME! MEHEQKMEHTA Kadec-
TRa [cM. MCO 13485, nyHeT 5.4.2).

5.4.2 NMnavupoBaHMe CO3NaAHMA W PAIBMTHA CHCTEMBI MEHBOAXMEHTA KAYECTEA

HCO 13485:2003 Mapenua MeguuMHCcKHe. CHCTEMEI MEHeEMEHTa KavyecTEa, TpeboBanKa anA
uened perynupoBaHna

54.2 MnavvpoBaHKe COIOAHMA M PAIBMTHA CHCTEMEL! MEHEOXMEHTA KAYSCTEA

PyxoRogocTeo opraqHdIaumMK QoMmsHD 0GecneuMBaTh:

a) NNasUpoBaHte Co3NaAHWA W PAIBHTHA CHCTEMBl MEHEZMMEHTA KAYECTEA ONA BeINONHEHKMA Tpado-
BaHWH, NpHBEEOEHHBX B 2.1, @ Tase ONA A0CTHHREHWS Wenai B obnacTy kavecTea;

b} coxpaseHne LeNOCTHOCTH CHCTEMEl MEHEIHMEHTa KAYeCTEa NDH MNAHWDOBAHMK M BHEJDEHAN B
HEE HIMEHEHHA.

5421 MNMnadvpoBaHWe CUCTEME MEHSIHMEHTI KEAYECTES B Uanom, B NpOTHEONONOKHOCTE NNaHKpoaa-
HHED 88 MHOWBMOYANEHLIX 3NSMEHTOR, paccKaTpreaeTcA 8 MCO 13485, nyuer 5.4 2.

Ona Toro, YTobe CHCTEMa MEHEIHMEHTA KaYECTEa cooTRETCTRORBANA Tpeboranuam MCO 13485, noa-
paagen 4.1, nnaHvpoBaxdie QonsHO GoONbWEH YacTei0 OCYLUECTENATECA HE HAYAMNbLHLIX ATanax coafaHnA 1
BHEOPEHWA CHOTEMbl MEHEHMEHTA KAaYSCTEE, 4TO MOMET NOMOYL OPraqM3aLMK JOCTHYE @& Laned B obnactu
kayecTea. TakKak uen sobnacTi KA4eCTES MOTYT CO BpamMeHen BbiTe MAMEHEHE, NNAHKPOBAHKE TAKKE MOMET
DliTe MAMEBHEHD, YTO NOIBONAST CHCTEME MEHSEMEHTA KAYSCTEA OCTABATECA PEIYNLTATHEHOW BO BpEMA
HIMEHEHHA W NOCTE HMX.

5.4.2.2 THNHUYHEE BXOOHES JaHHES ONA NNEHWPOEAHMA CHCTEMEBl MEHEIHMEHTA KAYECTEA BENKH AT B
caba:

= MONWTHEY B OGNacTH kauecTea,

- wend B obnacti Ka4YecTea,

- perynupyiowHe TpebosaHns;

= CTAHOAPTEl CHCTEME MEHEKMEHTA KAYECTEA,

- HEODKOONMEIE WIMEHEHWA (ABNRKWWECA HANDUMED PEAYNETATOM AHANKIE CO CTOROHE DYROBOOCTES
OprasHuIaunid WiMng KoppeKTHRYIOWMX 1M NPEnyYNpesaaouM JeRcTBIR).

5.4.2.3 TUNWYHBIE BEIXOQHEIE AaHHEIE NMNAHWDOBAHWA CHCTEMbI MEHEIMMEHTA KAYECTEa, 8MOHCTDHPY-
OWHe CooTEeTCTEME Tpeborannam MCD 13485, nogpazgen 4.1, W uenAsM B oBNacTy KEYECTEa, BENKHanT B
ceba:

¥

PYEOBOOCTED MO KA4HeCTEY W BCNOMOraTensHele JOKYMEHTE
= dHaN3 MHUMOEHTOR,

MNaHe MO KOHEPETHRIM BEOEM O8RTENHOCTH,

Pe3YyNeTaATE NNAHWDOBEaHAA BHO08 QEATENEHOCTH.

1



rMocT P HCOIMO 14969—2007

CrnegyeT OTMETHTE, YTO TEDMWH «MNAH KAYSCTRA» YALLE NPHMEHAIOT B CEAIK C NNAHWPOBAHKEM NPOUEc-
COB #MIHEHHOr O UHKkna npoayeuue (cwm. MCO 13485, nogpaanen 7.1), 468 B CEAIM G NNAHMPOBAHWMER CHCTE MBI
MEHEIHMMENTA KAYECTRA.

5.5 OTEETCTEEHHOCTE, NONHOMOYHA H oBMeH HHDOPMaALWER

5.51 OTteeTcTREEHHOCTE H NONHOMOYHARA

MCO 13485:2003 Mapgenwa MoguuWMHcEMe. CHCTEMEI MoHa8OKMEHTA KadYecTma. TpeboBaHwA
ANA Ueneld peryndpoBaH1a
5.5 OTEETCTEEHHOCTE, NONHOMOYHMA U oBMeH HHOpMaLWeR

5.5.1 OTEETCTEEHHOCTE W NONHOMOYHA

Pywogodomed opsaduzayud donwno obecneyuaams.,

= opedenenue OMEsMCMEeHNOCIY U NoONHOMoYUD, Komopee Hedbxodumo JoryMeNmUpDoeames, U
dosedesue ux o caedeHuR MEDCORANS ODSaHUIauLL,;

= @zauModelcmaeus U HeIagUCUMOCME NePCONaNa, PYKOSOAAWR20, ALIMOTHAIOLE20 U aepuduyupy-
Wwwesa pabomy Mo o0ecneYyesur Kavecmeas, U onpedenerus NonHoMoull, HeobxodumMelx 3NA eiNONHENUR
amux aadad.

MoumeyaHuese— HIUUOHSNEHLE U EUDHANBNES HODMAMUSHEE JOKYMEHMEl MOSYM codepaams mpeafo-
BEHUE O HEIHANSHUL FOHRDEMHEX NUL, MEesmcmEsHEby 35 sude JeAMEenbHOCMY, CaATaHNEE ¢ Halimodenues a

apcnayamayueld aomossy Medugusckuyr uzdenuwd, a makxe ofopeneruss omuema off vayedesmax oM. 521 u
852

BeinonHaHue aToro Tpefoaaqia OBsMHD QOCTUMASTCA COCTABRNEHWEM QOKYMEHTUDOBAHHEIY GNUCAHKA,
BEMOUAOW MY B caba pacnpeeneiiie OTEETCTREHHOCTA M NONHOMOUYMA, 8 TAKKE CHEM, ONHMCHBAHLIME BIaHMD-
OeRCTEME MEXOY NepcoHanoM opradnaayii, MocKoneKY 3TH QUEYMEHTEl ARNAKTCH YaACTRI0 CHCTEMEI MEHa0-
WMEHTS HA4YBCTEA, MM CNEOYeT yNpaBnATe (ca. MCO 13485, nywir 4.2.3). B QoKyMEHTUpOBAHHBIE NpOLEe0yPh
MOMHO TAKHE BHOCUTE CESJEHHA O PACNDERENeHHH OTRETCTBEHHOCTH M NONHOMOY WA (BKNKYaA TAKoE pacnpe-
OeneHue Npy aamede nepcoxnana). B HexoTopk OPraHvaauMAx COCTARNAKT «XapTyr» NPOUSCCOB CHCTEMBI
MEHELHMEHTE KAYECTEA, QEMOHCTRADYIOWYIO CERIM MENAY NPOUECCAMMH M OTEETCTEEHHOCTE 38 OCYIUECTRMR-
BMEE BWOE JEATENEHOCTA.

OnA HEKOTOPEIX BUOOE OEATENLHOCTH (HANDMMED BHYTPEHHHX aYQWTOR Ka4eCcTRa U aHanuia pajguTHa)
ABNAETCA BANHBIM YYACTHE B HMX NHL, WML IAK HEOBX00MMBIE IHAHWA W HE 3ABUCALLWY OT ODrasuIaLbL, -
TEMNEHOCTE KOTODOW OHK aHANMIMpYIOT.

5.5.2 NpoeacTaBMTenk: PYKOBOACTEA

HCO 13485:2003 Mapgenva mMegvuMHCEMe. CHCTEMBI MEHEO¥MEHTa KavyecTea. TpeGoBaHMA
ANA Yenald peryniposaHWa

5.5.2 MpaagcTaguTens PYKOBOACTEA

PykoBROOCTEDS OPraqHUIaUlMK O0NMHD HAIHAYKTE NPEICTABWTENA W3 COCTARA DYKOBOACTES, KOTODIM
HEIABWCHMO OT OpYTHx 0BA3AHHOCTEA J0MHEH HECTH OTEETCTEEHHOCTE W HMETE NONHOMOYKA, pPAcNpOCTpa-
HALWHECA Ha:

a) obecnedysHre paspaboTed, BHEIDEHHA W NOQOSHaHnA B pabowen COCTORHWK NpoUyeccorR, Tpebye-
MEIX CHCTEMONE MEHEIEMEHTA KAYSCTRA;,

b} npegcrasneHne oTHETOR PYKOBOACTBY OPradMaIauMy o yHKLMOHHPOBAHWN CUCTEME! MEHBIMMEH-
Ta KA4ECTEa W HEoBXOOMMOCTH YRYYWeHMa (oM. B.5);

c) ofecneyelue eHyMpU OpsaHuIaUuL NOHUMaKUuR pesynupyoidux mpeboeanud o mpedosanud
nompeaiumens.

n pPAMEYMEHWAE — B oTBETCTEEHHOCTE NpencTEENTaNA PYEOSOOCTES MORET fuiTh BENHYSHO nogoep=aHue
CHRIN C BHEWHHAMK CTOPOHAMMK N BONPOCAM, EFECAKLWHMCA CHCTEME MEHELHMEHTS KB4WaeCcTea.

Ha 2Ty Qon#HoCTE MOoeT BuiTe HAIHAYEH TONBKD OOMH NPEACTABKTENs PYKOBOOCTEA OPraHnIaLKK.
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DyYHELWA NPEACTABMTENA DYKOBOACTES MOTYT BbiTh NONHOCTEM CEAIAHL C BUIAMK EATENEHOCTH N0 CHC-
TEME MEHEIHMEHTS KALECTER UMK C APYTHMIA iy HKLWAMM W DACT PEQenNeHHEmM OTRETCTEEHHOCTH BHYTPH opra-
HAIALMHA.

Ecnv npeacTasuTens PyKOBOACTEA OCYLUBCTENAST Opyrue dyHKLWK, pekoMeHdyeTcs waberate koH-
hNHKTA MHTEDECOR MEXOY OTEETCTEEHHOCTEI 33 3TH YHELMK M (DYHELMH, CEBR3AHHLIE C CUCTEMON MeHed-
MMEHTA KAYSCTRA.

B aToM cnyuyae NpeacTaguTenk pYNOBOACTES MOMET Oenerdposare 0GAIaHHOCTH NO OCYWECTENEHKIO
AEATENEHOCTH, CEAJAHHOA C CHCTEMON MEHEIMMEHTE KAYECTRA, ADYIWM NULAM B OPraHrIaLmMn.

5.5.3 BuyTpenHuh obmed nHdopmaunen

HMCO 13485:2003 Mapenwa smeguuMHCcHWe. CHCToMEI MBHeOMMEHTA KavecToa. TpeboBaHuA
OnA Weanai perynipoBasnn

5.5.3 BuyTpoHHWA obmen wHbopMmaunen

PyxoBOOCTBO OpraHd3auqi fomsHo obecneyveaTe paszpaboTiy B OpraHM3aUMd COOTBETCTEYMILLWX

npoueccos oBmena MHGOopPMAaLMEd, B TOM YUCNE NO BONPOCAM PEIYNETATHEHOCTIA CHCTEMSL] MEHSLIHMEHTS
KAYBCTRA.

OnA peayneTAaTHEHON paboTh CUCTEME! MEHEIEMEHNTA KAYECTEA IMABHLIM ARNABTCA OTHPBTEA W AKTHWE-
HilA oBMmeH MuhopMal el BHyTPK CUCTEME. PYKOBOOCTEO OPraHvMsaUun AOMKHD YCTaHARNHAATE NPOLSCCE,
nogaepiKeanlite obed MHQOpMaLKMER MEXTY NEPCOHAN0oM OPraHW3aLMi Ha BCaN YPOoBMAN.

MudopMayma, CEAIAHHAR C CHCTEMOW MEHEIEMEHTA KAYBCTEA, O0MeHa Bkl Te ACHOW, NOHATHOW 1M agan-
TUPOBaHHOA N0 OTHOLEHWIO K N@PCoHany, ANA KOTOPOrD OHa npaaHasHadeqa. Takas uHibopMaL XA CEA3ana C
HENEHOAMK, BOINAraeMBIMH DYKOBOACTEOM OpPraqHM3IaumMy Ha @yHKUHWOHHMPOBAHKE CUCTEMBl MEHEIKMEHTA
KAYSCTRA, 3 TAKKE C BHEAPEHHEM W PEIYNBETATUBHOCTEK CHCTEMbI MEHEIHMEHTA KAYECTEA (HANDUMED C

pEayYNETATAMMA BHYTPEHHWY ayaMTo8 KadecTea (oM. MCO 13485, nyHer §.2.2), anandaos co CTOPOHL PYROBOI-
cTea (cm. MCO 13485, nogpasgen 5.6), BHELHAMA OLEHKAMHA W KOHTPONEM PErynipyil Uy Oprados).
CnocoBaru obumena HHPopMaUMerd AENAINTCA, HANDUMED:
= BREIBEWWBAHWME MHDOpMALMOHHEX CooBlLeHHid Ha JocKkH 08 BABNEHMA,
= NpoBegeHse cobpaHnin,
= pacnpoCTRaHEHHe HHIIODMALLMA Mo ANeKTPOHHON NOYTE WNKW NCCReacTBOM KONHpOBaHMA OOKYMEHTOB.
BuyTpanHuid obmen wHpopmauned MoxHo obnerate, obecneynBan Xopowyio ocEeaoMNeHHOCTE Nap-
COHANA 0G0 BoeX BMOSK 0eATENEHOCTA UMK YHELMAK COTDY OHWKOE BHY TR GRradM3auqu. Takyeo ocea0oMneH-

HOCTE MOMHO NOBEIWATE, MEHAA pacnpegeneHue dyHKUMA CpeaM NepcoHana opradiIaumi B paMKax CUCTEME!
MHOMBMOYANEHOMD DaIBUTHA.

5.6 AHanW3 co CTOPOHLI PYKOBOOCTEA
5.6.1 OBwme nonoxeHHA

HCO 13485:2002 Mapenua MegWuMHCKEHE. CHCTEMBl MEHEOMMEHTA KavecTEa. TpebomaHwA
ONA uened perynvpoBadin
5.6 AHanWa co CTOPOHBI PYKOBOACTEA

5.6.1 OBwme nonoxeHHWA

PyxorogcTBo Oprasvaaund A0MEHO aHanMInpoBaTe Y8pes 3annaHHpoBaHHbIe MHTEDBANE CHCTaMY
MEHEONMEHTA KAYECTEA OPraHMIaLMK C UeNso obecneéYyar i 82 NOCTORHHOA TRUNaOHOCTH, S0EKBaTHOCTH H
peaynLTaTMBHOCTH. B adannka cneqyeT BKnio4aTh OUEHEY BO3IMONHOCTEH YTYyYLUEHWA 4 NOTPabHOCT B MaMe-
HEHWAY B CHCTEME MEHETKMEHTS KaYeCTEa ODraHH3Iauny, B TOM YWCNEe B NONWTHEE W Lenax 8 obnacT
HAYeCTRA.

Janvcy of aWanvie co CTOPOHL! PYKOBOACTEE OPradHMIaumy QOMsHb NOAOEDHMBATLHCA B padodyem
COCTORHAM [CMm. 4.2 4).

PykoBoOCcTED ORraHU3alMy AONKHO PEryNApHO aHANKINMPORATE CHCTEMY MEHEIHMEHTA KAYECTRA, HAK-
Gonee NpUeMNeMsiM ANA NIKG0A YyCTAHOBNEHHDNA PEaYNeTATUBHON CHCTEMB! MEHEDHMEHTA KAYECTEA ARNAST-
CA E¥ErogHeld asanua. MNpHu NAaHUPOBAHKK UKW BHEOPEHMHY MaMeHeHMH oDeivHo Heobxogum Bonee YacTeA
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avanyi. MoryT BoaHukHyTe 0BCToATENLCTRA, TREGYIOLIME MIMEHEHUA 3aNNaHWPOBAHHOND MHTEPBANAa BpEME-
HH ONA BENONHEHAA aHaNKaa co CTODOHE PYROBOOCTEA.

PykoBOOCTEO ORraHM3ALIMK W OPYTWE NHLUAE, YHECTEYIOWWE B AHANKIE CO CTOPOHE DYKOBOACTEE, [OMNHBI
CONSRCTEORATE NONYYEHHID BhIXOOHEY OAHHEX AHANWIA WM NPagnpUHAMAaTE ONA 3TOro Heobxoavmsle
AeRcTEMA, ecnu uenecoobpasso (oM. MCO 134835, mywer 6.2.2).

MeTog adandaa pekoMeHgyeToA paspabarelBaTh HA OCHOBE NPAKTHYESCKMX METOO0E KOMBMEDYECKON O8R-
TEMNEHOCTH ORrAHW3ALUMK, 3TOT METOL MOMET BENOYATE B CebA:

- obuuMansHoe cobpadke BHYTPW OpPradWuaauMi . YCTAHOBNEHHOW NOBECTHOW OHA, DETMaAMEHTOM M
JANNAHHPOBAHHEMK BRCTYTINEHAAMH,

= BAPWAHT TaKoro coBpaHdMA B BWOE TeNakoH{epaHli UK NpK nomow i MuTepHeTa;

= YACTHHHLIE SHANKIE HA PAINKYHBIX YPOBHAX BHYTPW Opradlaalyui c cooblueden pesynsTaTos pyKo-
BOOCTEY OPraHW3ALWMM, aHANHIKPYIOLWEMY 3TH CoDBLLBHKA.

Janvcu ol aHaNKMae Co CTOPOHB! PYKOBOACTEA MOryT ObiTh BRINONHEHSL! B niobod dropae, NpMHATOR B 2aH-
HOW OPraduaauxy, Takon, HanpuMep, KaKk 3anncik B MypHanNe y4¥aTa, NpoToKoNsl ohUUHansHeX CoOBpaHMi nnM
JANMCH, CORNAHHEIE B X008 3THX CODpaHUA, PAaIMHOMEHHER W XDaHALMECH Ha GYMaNHOM WA ANSKTROHHOM
HOCHTENES.

3anucH 00 aHanvae Co CTOPOHL! PYKOBOOCTES PEKOMEHAYETCA JEnaTh N0 BCEM NYHKTAM aHand3ia v
ONHCAHKMERM BCEX NPEONPHHAMIEMBIX KODPEKTHRYIOWHE 1 Npenynpesiarkils JedcTEXA, pacnpeaeneHuenm
OTEETCTREHHOCTH 33 OaHHLIe OSACTEMA, ONWcCaqUemM pecypooa, HeoBXoguMbl ONA BRNONHEHWA 3THX
OBHCTEMH, H COOBLLEHMEM 0aTel HCNONHEHWA, B8CNH OHE H3BSCTHA.

5.6.2 BrogHele gaHHLIE ANA aHaANKaa

HMCOD 13485:2003 MagenvAa MegvuMHcEMe. CHCTEMBI MEHEOXMEHTA KavecTea. TpeGoBaHwuA
ANA Uenald peryndpoBaHWa

5.6.2 BxogHbleé JaHHLIE ANA aHANK3a

BxoOHkE OaHHRIE ONA aHANM38 co CTOROHE DYKOBESOCTES J0MMHE BEMOYATE B Ca8a Cnemyiowy
HHoprMaLM:

a) pesynbkTaTs ayOouTos (NpoBepoK);

b) obGpartvyd cBA3L C NOTpEGWTENAMN,

c) PYHELWOHWPOBAHWE NPOLBCCOB U COOTRETCTEME NPOOYHLMK,

d} cTatyc npeaynpasaaimx ¥ KOpPexTHRYIOWMK ASRCTEMIA;

&) nocnagyiowWe ASRCTEMA, BeITEKAIOWWE W3 NPE0BIOYWErD aHandaa co CTOPOHL PYROBOOCTEA,

f} MaseHeHKA, KOTOPEIE MOMNKA Gk NOBNMATE HA CACTEMY MEHBIKMEHT KAYeCcTES,

0) pexoMeHgauMi No yNy-HweHu,
h) Wodsie uny NEpecMOMpPeHHbie pesynupyiLue mpeboaaHun.

5.6.2.1 OnA obecnedyeHita aHaniaa CHCTEMbl MEHEIEMEHTA KAYECTEA B LENOKM HEEXoAMMO NpHMMaHe-
HWE YCTaHORNEHHOD METoOa aHanuKaa, BENDYanwers B oeba;

= NOCTOAHHOE NPHBSOEHKE NOMNUTHEM K Lenei 8 o0nacTi Ka4YecTea B COOTEETCTEME & TEKYLUMMH Hy#KOa-
MK ODTaHA3IALWK,

- pbecnedeadue QYHELMOHANEHOA PEIYNETATUEHOCTH CHCTEMBl MEHEOMMEHTE KA4ECTEE W 88 cnocob-
HOCTH QOCTHUraTe Wenaid B obnacTi Ka4ecTea;

- aHanui QyHELWOHHPOBAHKA NPOUSCCoR;

= paccMoTpeHre npobnes B 0GNacTy KAYECTEA W NPEONDHHATEX OSHCTEHA;

= obpaTHYD CEBA3E C NOTRpESWTENEM, BEMNOUYAR aHanka ¥anod notpeburens;

- @Hanua oTYeTOoB NO Pe3yNsETATAM ay0UToE (KaK BHYTPEHHX, TAK W BHSLLHAX),

- PEROMEHIALMK N0 YNYYWeHMIO HE0DKo0MMBI & MAMEHEHKA;

= OEACTEMA, NPEONPAHATEIE HA CCHOBAHWMK NPEOLOYWErs aHanKaa,

- HOBRIZ WK NepECMOTPEHHLIE peryNUPYIoWHe TPeBoBaHWA.

5.6.2.2 MNpobnembl YAcTHOMD XAPaKTERE DEKOMEHAYETCA PAIPSILATE MO MERE UK NOABNEHKA, HE OXHaaA
CNegyIoLEens adaniaa co CTOPOHLl PYKOBOACTEA OPradW3auMK. AHaNK3 co CTOPOHEl PYKOBOOCTEA OOMEEeH
BLIARNATE NOETOPHOE NOABNEHWE YHE CYLaCTEOBABILMY NpoGNeM, aNeKBaTHOCTE ASACTEMA, NpeaNDUHATEIX
ONA peleHiaa 3TWE Npobnem, a Taye YO0BNaTBOPEHHOCT b NOTPEBMTENA W COOTBETCTEWE O8ACTBMA peryniupy-
KWLM TpeboEannas. DOHake adanika npobnes YacTHOM XxapakTepa JonHed DeTe QONoNHEHWEM K aHanuay
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BCEA CHCTEMBl MEHEAMMEHTE KAYECTEE C USNLID ONPeeneHiua 8 PEIYNLTATHEHOCTH B PELUaHAK 3a0aY opra-
HH3aUuWH B oBnacTk KaYecTea.

Mpy NpoBELEHUK AHANKIA CO CTOPOHL PYKOBOACTES DEKOMEHOYETCA HE YAENATE BHUMAHWE MHOrOKpaT-
HOMY 0OCYMOBHWIO HEIHAYNTENEHBIX NPOGNEM. AHANKS CO CTOPOHLI PYKOBOACTEE ORTaHNIALMA NONS3Has Npu
PACCMOTDEHHH COODLUEeHUA, NOIBCNAKWKE NONYYUTE SCHOS NPEOCTARNEHWE O NONCHEHWA B UEnosM, a He O
mankux npobnemax. PyxosoqcTeo opradnaadyi JomyHo aHannadpoears ofwwe sonpoce M NPUHUMAaTE NO
HHM CYLBCTBEHHBIE DELLBHIA.

5.6.2.3 BrmodeHKE aHankiia BX0gMeIX JaHHBX B aHandd oo cTOpoHE pyKoBoACcTEa cM. B8 MCO 13485,
nogpaagen 8.4, PaccMaTtpyBaguee BXOOHBIE JAHHEIE MOMYT BENDYaTE B ceba:

= HEoDXOOMMOCTE ODYYEHWA NEpCoHana;

= npobnemsl ¢ NOCTABWLMKAMIA;

- naTpebHocTe B 0DOpyYO0BAHMK, HAONENAWEA NPOMABDACTEEHHONR CREOe, TEKYLLEM DEMOMTE.

PaccMarpvean nony4eHHse DEIyNLTaTH, 8 TAKKE MTOMM aHanuaa, opraHMiauMa MoxeT paspaboTars
WK NepecHMOTRETE CEOM NNaHE KaYacTES, 3 TAKE CTRATarHYeckHe 1 BHIHac-NNaHeE Ha ByOyilees.

5.6.2.4 Tocne npoBageHAA YNYYLWEHWA 1 YCTpaHeHWA npobnes opraHi3auda MOoMeT npoaHanyanpo-
BATE XAPAKTEP U CTENEHL YNPABNEHWA CPeOCTBEAMK KOHTPOMA, 8 MMEHHO: OCTAIOTCA MM OHW TEKMMMK ¥ BaKHbI-
MM, E3K PaHEWE, MNW MOMHD COEOHOMMTE H3 WX MoowdrEadiE nubo NpMEATHK gpyrax cpegcte? Mpe
YBENWYEHKA YMcna Kanot pekoMeHOyeTcA NPUHATE pallends of nCCNeqoBaHNM NPHYMH W NDHHATAW COOTEE-
TCTBYIOLMX MEp.

5.6.2.5 Pazuuua mexgy aHAanMaos ¥ aygHToM BblTEEasT M3 TpeboBaHua BENKYAaTE PEIYNBETATE Y OHTOR
B AHANWA CO CTOPOKE! PYKOBOLCTES OprasuaaLn.

5.6.26 lMpyunpopegeHdy aHANWAA CO CTOPOHE PYKOBOOCTEA OPraHM3aUmMM, 3 TAKEE NONyHe UM BXOOHbLIX
AaHHex ANA npoakTHpoBaHuA (cy. MCO 13485, nyHiT 7.3.2) niobsia HOPMaTHBHEIE AOKYMEHTEI, paipaboTan-
HEHE KOMNETEHTHLIMKA ODTaHAMK H OTHOCALWECH K YNOMAHYTEM NPOUECcCa, ABNAKTEA PENYNHPYIOLWAMK Tpe-
DoBaHMAMK 1 BEICTYMAKNT B KAYECTEE MMELWWY I0DHOMYECKYI0 CHMY NPedBapUTensHblX YCNOBMA, KOTODEE
CNEOYaT BeNoNHATE MA:

- PAIMEWEHNA MEQWMLWHCHMY WAO8MNMA HA PRIHKE,

= BEEOEHWH MedWUWHCKKY H3JenHi B obpaweHme;

= YCTAHOBHKE MEOHUMHCEHX M3OEnKi |mnu

= peandiauMi CEBAZAHHBIX C HIWMKA YCITYT.

OpradMsaumMs DOMmeHa COoTRETCTRORATE ITHM PEryNHPYVIOLWMM Tpab0aaHHAM TONLED B CRYYae, 8| oHa
NOCTABMAAST WAK NNAHUDYET NOCTAENATE CBOM MeOHUWHCKHE MAOEMWA HA KOHKPETHBIA Dbl HOK MK B KOHEDESTHEA
perdod, rge nogobHee Tpebopasua CyLUBCTEYIOT. HacTe aHanyia, NpoBogWMONT CO CTOPOHEl PYEOBOOCTES
OprasdIaury, peKoMeHIyeTCA NOCEATHTE NOHWMAHKIO COOTESTCTEMA OPradviaumqn perynipyowmn tpetosa-
HHAM, 3 TAICKE MNAHWPOBAHKMID JEACTEMA N0 YCTAHOBNEHMIO M NOA0EQHKAHHID TAKOMD COOTRETCTEMA B paboyas
COCTORAHMIA.

5.6.3 BeiXxogHe!e gaHHkLIe aHanKaa

HUCO 13485:20023 Mapenua MegWuMHCHHE. CHCTEML! MEBHEOMMEHTA KavecTea. TpebomaHwA
ANA wenel perynqposasna

5.6.3 BeiXxogHbia AaHHBIE aHANKW3a

BreixogHele gaHHbe aHanqia co CTOPOHE PYKOBOOCTEA AOMHHE BHNOYETE B calA Bce peweHHA W
OERCTEHA, OTHOCALLWMECH K

al ynydwesuaM, Heobxodumen Ana noddepranus peaynsLMamusHOCTU CUCMBMb! MaHedNMeHMma
Kavacnaa u ee Noouyeccos;

b} yny4ieHwio NpooyKUMK cornacHo TpebosasuaM noTpahuTanal;

¢} noTpebHOCTH B pRCYpCax.

BrixogHee favHee ONA aHand3a co CTOPoHE DYKOBOACTES OPradMIaunmy onsHe cogepsaTte coobue-
HWE O PEIYNETATHEHOCTH CHCTEMEI MEHEI¥MEHTE KA4ECTES W 86 NPOUSCcCos, paspaboTadHblx ONA QOCTHEEHWA
NONMTHKA W Lened B obnacrTy KaYyecTea, a TAKE O CTENEHW QOCTIHEHWA 3TUX LENeH Ha OCHOBAMHMK YCTaHoR-
NEHHEEX KPATEPWER COOTEBETCTEMR. OOHMM M3 BOIMOMHLIX PEIYVNETATOR AHANKAA CO CTOPOHLL PYHOBOOCTES
MOXET BbiTe NPUHATHE PELEHKSA O NEPECMOTRE 3aNNAHWDOBAHHOMD MHTEDEANE BPEMEHK, YEPEa KOTOPRA Npo-
BOAAT NoAohHelF aHanda (cM. MCO 13485, mywkr 5.6.1).

B peayneTarte asankaa co CTOPOHL PYKOBOACTEE A0MKHE BeiTe BeipaboTade peweHua KW obecnayaH
peECYpChl, HEOBX0OMMEE ANA HX BRMNONHEHKA.
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& MeHeg:XmeHT pecypcoB

6.1 DBecnevYyeHHs pecypcamMM

MCT P HCO 13485:2003 Mapgenva MmegruHHCKMe. CHCTEMLI MEHEAKMEHTa KavYecTEa. Tpabo-
BAHWA ONA Uenend perynipoBaHiun

6 MoHogHMEHT pacypcon

6.1 ObecneyeHue pacypcamu

OpraHy3ay«a gorsHa onpeqenaTs ¥ obecnedreaTe pecyposl, Tpebyemsie AnA:
al ewedpeHuA cUcmemsl MaHedxMenma xavecmaa u noddepaaqud ee pelynsmamueHoCmL;
b} pdoanemeoperun pesynupwowuy mpebosamuld v mpeboganud mompelumeans,

OfecneygHre W NOANELHAHNE HEOBXDAMMEIX DECYDPCOB ABNAIOTCA NPEONOCEINKOR PRIYNETATHBHOMD
BHEAPEHKA, NOA0epKaHKA B paBoyei COCTOAHMKA W MEBHEBONMEHTS CHCTEME! MBHENRMEHTE KaYECTRA M 8@ Npo-
ueccon. 3anedcTEOBAHHEE NPOLUECCH ONPeaenAinT CoAapHaHe i 06ram TpafyaMelx DEcYpooR.

PyKOBOOCTEY OPraHMaauMy CNeayeT yaenaTe BHHMaHWe HOeHTUEHKaLUY v oBecneueHnio pecypcamm,
HEOBXOOMMBIMKM ONA YCNBWHOND BHEAPEHWA NONWTHEM ODraHv3auMy B ofnacTy KAYecTBa M AOCTHHEHHUA
NOCTABNEHHbLIX LENEA, 3 TAINKE ANA YAOBNETEOPEHWA TpeGoBaHNA 3aKaI4HKOR M PEry NHDYIoWWx TpaGoBaHHE.

Pecypcamil CHUTAINT NEPCoHAN Opradnaalny, NPoUIBoACTEEHHYIO CPEOY, HHHODMALWID, 3aKa3YHEDE M
NapTHEDOBR, NPMPOOHEE W DUHAHCORRE pecypckl. OTEETCTBEHHOCTE 33 0GBCNEYEHWE DECYDCAMM NENKT Ha
OpraHnaalLMy, HE3aBUCKMO OT TOMD, OCYILECTRNASTCA N ofacnaYyeaHne AaHHON OPraHnaaLIBeR KN CTOPOHHK-
MW ODTEHAIALMAMM.

6.2 Yenopevyackve pacypokl
6.2.1 D8wre NoNoXaHHWA

MCO 13485:2003 Mapgenwa MmeguuMHcEWe. CHCTeMEI MoHeOQRMEHTA KadYecTma. TpeboBaHMA
ANA yenai peryndposaHua

6.2 Yanopa4yaeckHe pecypibkl

6.2.1 OBlWMe NonoweHWA
MNepcoHan, BLNONHAWKWA paGoTy, BNAAKLLYI0 Ha Ka48CTEO NDOOYKLHK, BOMEeH GbiTh HOMNETEHTHLIM
B COOTBETCTEMKM C NONyYeHHBIM 00pasosanwem, NOOroToRKOH, HABLIKAMKM M ONLITOM.

MCO 13485, nyskT 6.2.1, HE COOSQRAT CNEUMANsHLIX DYEOBOOALLME YEaIAHWA, 33 MCKNIDYeHWEM NpHBe-
OeHHBX B MCO 13485, nyHeT 6.2.2.
6.2.2 KOMNETEHTHOCTEL, OCESOOMMNEHHOCTE H NOArOTOBKS

MCO 134B5:2003 Mapgenwa MoguuMHcEWMe. CHCTeME MoHOOKMOHTA KadYecTea. TpeboBaHMA
ANA Yanei perynupoBaH1a

6.2.2 KOMNEBTEHTHOCTE, OCBEA0MNEHHOCTE W NOAroOTOBKA

CpraH-3auMa QorHa:

a) onpeaenaTs He0GEoOuMYI0 KOMNEeTEHTHOCTE NEPCoOHANa, BRNONHAKLWEND padoTy, KOTODaA BNWSST
Ha Ka4eCTEO MPOOYKLNK,

b) ofecneuywBaTs NOOrOTOBKY WK NDEONPHHAMATE OPYIHME O8RCTEMA C LENk YIOBNETRODEHWA ITHX
NoTpeGHOCTEA,

C) oUeHHBATE PEAYNETATHEHOCTE NDSONPHHATRIY MEep,

d) ofecneyMBaTs OCBEO0MNEHHOCTE CBOEMD NEpooHana o akTyansHOCTH U BRWHOCTW 8ro A8ATENkL-
HOCTH W BEN3ge B O0CTHMEHHE Uened B 0BnacTh ka4ecTaa,

2) Nogaep*MBEaTE B pabodyam COCTOAHMM COOTRETCTEVIOWWE 3andck 00 obpasoBaHMK, NogroToBKE,
HABEKAX ¥ ONBITE (Ch. 4.2 .4).

Mpumeyasue— HaQUOHETEHLE WY PEALDHANEHEE HODMEM UEHSLE JOKYMERMEN Moaym codepsams mpe-
SosaHud K kxonEpemyol opaasuzayuy o paapaliomee JoKyMEHMUSDEaHHR Y Npoyedyp dnR cnpedensHun Heobxodumo-
Cmu Modaomossy MegcoHans.

Opradvaaunyg pekoMes]yeTcnA onpedenaTe ONbIT, KEANWEWEILWD, BOIMORHOCTH H CNoCoDHOCTH Nepoo-
Hana, ocobeHo B Tex 08NacTAX, KOTOPRIE MOMYT NOBNHMATE HA BE30NACHOCTE W PEaYNETATHEHOCT B MAroTaBNK-
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BASMEL M NOCTABNASMbIX MEOUUWHCKAY H3nenyi. YposeHs NOAOTORKH, HEOEXOOMMEIR ONA GCYLLECTENSHIAA
kakoro-nubo npoyecca, obk4H0 ONpeQENRINT, OUSHHEIR YPOBEHEHEOD X0 0WMOH KOMNETEHTHOCTH NepooHana,
HOTOPLIA  OONWEH OCYWECTENATE JaHHLIA nNpouyecc, PYKOROACTBYACE OaHHBIMK CREJYOWKK BWO0B
peATensHoCTH no MCO 13485:

= pacnpegensHyie obAIaHHOCTER W HasHa4YeHke Nepocoxana (oM. 6.2.1);

= @AHANWI CO CTOPOHBI PYKOBOACTEA (CM. 5.6);

= KOppeKTHpYILWMe JedcTena (oM. B.5.2);

- Npagynpexpanmne neacTex (cym. B.5.3);

= BHYTPEHHWA ayOuT kadecTea [cw. 8.2.2).

Bce BrluenepeYMCcien Ee BUOH QEATENEHOCTH NPHIBaHE HIeHTHOWUHPOBaTE Te obnacT, rge Heob-
HOQWMO MNOBBIUEHHE KOMOETEHTHOCTH NERCOHANE, W ONPeqenATe BOAMOMHOCTH TAKDNO NOBLILEHHA Nocpen-
CTEOM 3aMEeHE: NEQCOHANA, 8ro 4ansHeRwers oByYeHA 1NH MoaroToBKA.

Mepcowxan, paboTamnillWi ¢ CHCTEMOR MEHBIEMEHTA KavyacTea, Aom«eH obnanate HeobxoauMmeiM ypoa-
HEM HOMNETEHTHOCTH UNK NOAFOTORKH (BHYTPEHHER MMM BHEWHER ), NDENOE YEM OH CMOMET HagNEMaLLMM 1
GeaonackbiM 06paloM OCYWECTENATE NOCTABNEHHEIE NEpea UM 3afaqin. NepcoHan oprasdaaguy QomyeH
COIHABATL HEOONOAMMOCTE JANLHERLLEND NOBMLLISHWA KBANWDHKILMA UMK NONYYeHWA GhULMANEHOMD CPTIH-
GUKaTA HA BRINOAHEHHWE KOHKPETHRIX 38084 (HANPHMED XKMMWAYSCKOMD MNK MUKROGHONOTMYECKOrD aHanKMaa;
paboTel, CERAIAHHON © pagHauMen; paboTel C NA3EpamMK, CEAPOYHEIX MNH NaAneHeX pador). Opravuaayma
ofbbMHo obecnedreaeT ofwme obydyeHe ¥ NOAroTOBKY NEPCOHANA, 3AHATONS NONHBE K HENONHLIA pabodui
AeHbL, a Takse paboTanwero No QOrosopy, COrMAacHD WTATHOMY pacnicaduio. Takkwe obydeHrs 4 NoaroTosKa
QoML BENKYaTE B C86A 0aHAKOMNEHWE C:

= OCHOBAMA KOMMEDYECKOR JEATENEHOCTH,
perynipyiowMmMy GoKyMedTasmy 8 ofnacTy aapasooXpasesna i ORPYNaI0WER cpeaLl;

= MONWTHESHA B 0BNacTH K34aCcTea M BHYTREHHEA NONUTHESA OpraHdM3IaymM;

= DOMKHOCTHEMKE 0DA3IaHHOCTAMK NepcoHana,

= HEoGX0OMMEIMK NPOLBOYPAaMA W HHCTPYHLMAMIA.

MogroTosky QoNYCKaETCA NEOBOOMTE NOITANHD, OHE 0BRIYHO ABNRETCA IANMNAHWUDOBAHHLIM MMM He0bx0-
OHMEIM NPOOOTEeHHes NUEo NOBTOPEHMEM NEPBEoHAYANLHOR NoQroToBKK. MNMepcoHan OpraHuaayny HeceT
OTBETCTEEHHOCTL 33 BhINONHEHWE HOHKDETHEN IYHKLWA COTNAcHD A0KYMEHTHPOBAHHLIM NPOUSAYDAM CHCTE-
Ml MEBHEHMEHTE Ka4eCTEa W AONMEH NPOX00NUTE NOATOTORKY NO AaHHBIM NPOLUEaYPaN.

COpradMaauMs QOMEHa CUeHUBaTE PeayNeETATMEHOCTE NOGrOTORKW NEPCOHANa WNK JPYIrME AeRCTEMA No
obecnedeHio ero KOMNETEHTHOSTH. DUSHHBAHME MOXET 33KNI0YaTLCA B ONPOCE NOATOTORNEHHOMD NepooHa-
na gnA Toro, 4Tobkl YaHaTe 8ro MH8HWe O HeobXOOMMOCTH NoNYYeHHA KaKoH-NHBo MHopMaLKWKH, OLUBHWTE
paboTy KOMKPETHOND NHUa W NpoaHandavpoBaTe PesyNeETATHEHOCTE OGYYEHUA KOHKDETHBIM ODyYal0oLyMsM
AL,

CprasMiauMs AoreHa Nogoe pEHBEaTE B pabodes COCTOAHMM JaNWcK, 08 MOHCTDMDYIOWKE VDOBEHE KOM-
NeTeHTHOCTH Nepcolana. PekosmesdyeTcA Take XpanuTh 3anucu 0 NOgroToBKE, NONMy4YeHHoA NEpCoHaANoM, 1
nobbix @8 paayneTaTax. 3andcd, JeMOHCTPUDYIOWMWE YCNellHoe JaBapUeHHe KOHMKDETHRIM NUULOM KyYpCa
COVYEHHMA W NOBRIWEHWE B0 KOMMETEHTHOCTH, MOMYT (NP HEoDX0OMMOCTH) BEITE NPOCTEIMMA MK CROMHEBIMH.
MpocTEERWAA 3aNUckE MOMET NPELCTABNATE COBOR HEKWA ZHaK QONYCKA, NOGTEEDMOA0WHA CNOCOBHOCTE KoM=
KPETHOMD MHALE NpAMEHATE KOHEPETHOE 0BOpYA0BaAHWE, OCYILECTENATE KOHKDETHEIE NPOUBCCE WNH Npouagy-
pei. B 3anucAs Jon#HO GeiTe YETED OTRANEHD, YTO KEOHKDETHOES NWULO CYHTIETCA J0CTATOYHD KOMNaTEHTHRIR
ANA BRMNONHEHWA KOHKERPETHLIX 3a0adq9, K KOTODRIM 8ro roToBWNK. PeayneTaTHEHOCTE Modklx QankHeRwwHs
OBYyUEHWA K NOATOTOBKK PEHOMEHAYETCA OUEHWBATE 3aH0B0 HEPEea YCTAHOBNEHHLIA NEPHON BPEMEHA C LB NI
NoOATEEDHOEHHMA OOCTHMHYTON KOMMETEHTHOCTA.

PexoMeHOyeTca NpoesgnTe NOGroToRKY NeQCOHANS, HMEIOLErs HE0DX0OMMEIE HABL KM, KEANMgUKaLWID
HONEIT. 3aNHCH O NOOroToORKS NERCOHANS GBRIYHO COXPAHMIOT C UaNk0 O0KYMEHTHDOBAHHOID NOOTBSDHOSHIAA
ero KEanudHEaTmM.

6.3 MudpacTpyrrypa

HCO 13485:2003 Magenua MegHuWHCHME. CHCTEMB! MEHEOKMEHTA KaYecTea. TpeboBaHKa oNA
uenen perynmpoBaHdia

6.3 MudpacTpykrypa

Dpradnaayya JonHHa onpesenaTe, obecneymBare W NoAOepHHBEaTE B pabodyes COCTORHKK MHdpa-
CTPYKTYPY, HEobxX0anmMyio ANA OOCTHMEHWA COOTEETCTEMA TpebosanuvAM K npogyiuwvK. Mudpactpyxrypa
MOMET BKMI0HaTE B cebn:
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a) 3paduA, paboyee NPOCTPAMCTRED W CRBAZAHHLIE C HHM CPEOCTEa TpyOa;

b) ofopynoBaHWe ANA NPOUEBCCOB (KaK TEXHWYECKWE, TAK W NpOTPaMMHEIE CPEOCTRA),

¢} chny#bel obecnevyeHus (HaNpUMep TRAaHCNoPT HNK CBA3L).

Opzanusayua donwHa paspabomames doxkyMenmuposastisie mpebosanua ¥ delcmaudas, noddepwi-
EEMLULM B8 UHGPSCMPYKMYDY, GHOHER YACMOMY UX Apoeedesun, ecnu amy dedcmeaus Uiy ux omecyim-
CMEUE MOSYIM NOBMUAME HE KaYecmeo NpodysLUL.

Janucu of amux Jelcmausx JomwHe moddepwuieamesch @ paboden CoCmOoRHuL (on. 4.2.4).

OBopynosandue, MCNoNE3YEMOEe B NPOLSCCE NDOXABOOCTRA, QONMHO DeiTL CNpoOeKTHPORAHO, padpaboTa-
HO, CMOHTHPOBAHO W PACNONOKEHD Tak, YToDkl oGNerduTs ero Hagnewalee QyHELWOHHPOBaHHE, TEXHWYac-
koe obcnysKMBaHne, PEryNHPOBKY KW OYHCTEY.

Opranvaauwu cnegyert (NpK HeobxoaMmMocTy) oGecneYMBEaTs QOKYMEHTHDOBAHWE NMIODEX BHYTPEHHWK
OFpaHHUYEHHIA MNKM OONYCTHMBIX OTKNOHEHMR HA NDOWABOSCTBEHHOE, HIMEPUTENEHOE MMM WCNHTATENBHOS
ofopyaoBaKne, a Takke oBneryare JOCTYN ONEPATOPOR K 3THM OOKYMEHTaM.

PeromMeHnyeTca yCTaHABNHEATE J0KYMEHTHPOBAHHEIE NPOLETYDEl TEXHWHECKOTD 0BCNYRMBAHHA, O4WCT-
KK M NpoBREpRKY Beero 0GopyAoBaHWA, MPMMEHASMOTD B NPOUECCe NPOMIBOACTEE, a TakKe YyNpaaneHws Npoua-
BOOCTEEHHON cpeaoi. PexoMmMeHOyeTca TaoHe YCTAHABNWBATE HEeoBXO0WMBIE WHTEDBANL NPOBEOEHHA
peEryndpoBkd W TeXHWYackoro obcnysmeanna obopyooBaHKA.

Mpadve Texur4eckora ofcmykvBadda obe4HO pEKOMEHOYETCA PaIMEeWaTs HEenoCpegcTBEeEHHO Ha
oBopyaoEaHuK MNK BONUaK oT Hero; rpaduy Qomsed BolTe NErko gocTyned. Texdn4ackoe obocnysneandne cne-
OYeT NPOBOOMTE B COOTBETCTEMK C rpadhvKomM.

Opradnaauna DonwHa Haanexaw M 0Spasom NpoeKTHPOBATE MCNONEIYEMBIE NOMELEHHA W 0GacnaYr-
BATh HANWYWE OOCTATOUHOND MECTA ONA oBnNerYe na NPOLEccos OUUCTEN, TEXHMYECKorD 0BCmyKMBaHKA Npo-
W3IBoACTEEHHOrD oBopydoBaHMA W Opyrux Heobxooumblx onepaudd. NomeweHna O0MKHE WMETE TaKyK
MNAHADOEKY W TAKYID NNOWaNL, 4TobE 0GNardiTe HAANEKALES DAIMELIEHWE H NPEO0TEDATHTE CMELWBaHWE!
BHOBL NOCTYNAKLWME MEJWUMHCKHE H3OENMA M MATEPHAN0E; HAXoQAWMXCH B NPOM3BCACTEE NAPTHA MELHUHH-
CHMX WAOenWi, OCTaTEoR, NepepaboTaHHbiX, MOQWQHUMDORAHHEIX MNK OTPEMOHTHROBAHHEX MEQUUHUHCKKX
WMINENKH, HECOOTEETCTEYIILWKY MATEPWANOE W MEOWUMHCKHMY HAOSNHA, roToBRIX MEgULWMHCKMX WI0enni;
NPOMIABOOCTEEHHOND 0BOpYQOBAHKA, CPEOCTE KOHTPONA, JOKYMEHTOR W HYepTemen.

6.4 MpoMasoacTESHHAA Cpana

HCO 13485:2003 MapenuvAa megvuMHcEMe. CHCTEMBI MeHEOXMEHTA KavecTea. TpeSoBaHuA
ANA Uenel perynipoBaHMa

6.4 MNpovapoacTEEHHAA cpana

OpraHn3ay«a GonkHa coagasaTe NPOHIBOACTEEHHYID CPEay, HEoBXOaNMYID ANA QOCTHUHEHWA COOTRE-
TCTAWA TpeboBaHMAM K NDOAYKUWK, W YNPaBNATE &0,

Jmo axmodasm & celba credyouwue mpebosanua!

a) op2asulayus domxka paspabomame doKyMeHMUpoaaHHEe mpefosanus K COCMOAHUD 300-
poekA, suslere U odexde Mepoonansa, ecild KoMMakm Mesxdy NepcoHanod U npodyryued unu npouaaod-
cmaesHol cpadol MOMEM omMPULamensHo ToanuAms Ha kavacmao npodykyun (em. 7.5.1.2.1);

b) ecnu npouseodcMEeHHan coeda Mowem ompuUamansHo CHa3aMLEA Ha Kadecmae NpodysLuL,
op2anusayus donkHa paspabomame dokyMEHMUpoEaHHEIE Mpeboaakua ¥ MpousasdcmesHnol cpade u
JoKpMEHMUDDEEHNEE NpOUEedYDEl WU APoUIESICMEsHHEIS UHCMPYKULL 018 MONUMODUKES U KONMPOTS
npouzecdcmaeHHol cpedsr (oM. 7.5.1.2.7);

C) Op2aMuialLR donNKHA 2apaHMUDOEaNTE COMEEeMCITIaLLYI0 NOA20MOEKY NepCoOHaNa, SpeMEHHD
pafomaioieso @ ocobkiX YCROSUAX NpouIsodcmankHol cpedel, uny é20 Haxoxdenua nod wabmodenLeM
nodeomoanenHoso nuya (osM. 6.2.2, nepeyucnedus b);

d} npu weobxodumocmu paspabomky U JokyMeHMUpOEaHUE CReUUaneHeX Map dna KoHMpoas
FASPAIHNEHHON UWAW MOMEeHLUaNEHD 3a2PAIHEHHCON MPodyRYULU © Yenko npedemapaiyenus 3a2paiHesus
ocmanesHod npodykyuy, npoussodcmasHHol cpedel WU 388pR3INEHUA nepeodana (oM. 7.5.3.1).

6.4.1 DGwHe NonoxeHHA

MNporMasofcTEEHHAR CPB0A MOMET OKAILIBATE BNHAHKE HA KAYECTRO NPOOYILKA. Hanbonee cyllecTaeH-
HiltK haxKToOpami NPoKIBoOCT BEHHOR CPeakl, KOTOPBIE MOMYT NOBNWATE Ha KAYBCTEO NPOAYKLMK, ABNAKTCA:

= NpoWIBcgcTEEHHOE 0BopYaTEaHnE,

= pabodyes NPOCTRAHCTED,

= MEpooHan, 3aHATEHA Ha paboYyem NpocTpaHcTaE,
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6.4.2 YnpannoHwa npoMIBoACcTEEHHOW CPAA0N BO BpAMA NPOLSCCOR MW IHGHHOMD LWKNA NpoayK-
LM

G.4.2 1 HeobxoQWsMocTe W MaciuTabisl ynpaaneHsHa NponIsogcTEEHHOR CPeOoH 3aa|McAT OT BIOa HWaro-
TARNMEAEMOA NPOOYKUMKA. YNpaBNeHWe NPoOWIBE0ACTESHHOA CPEA0H 03HAYART DYKOBOOCTRO, PErYNUPOBAHWE,
KOOPOUHWPOBAHHE 1 BMOHHTODHHN BIUOOE ABATENLHOCTH W NEPEMEHHEIX, BIUAIOWHY Ha YCNOBKA, OT KOTOPLIX
IABMCAT KA4BCTEO NPOMIBOACTEEHHON cpefbl. PeExoMeHayeTch YCTAHABNMBATE KAYBCTREHHME W KONHYECcT-
BEHHBIE MPaHWLLB MENSSMOMD KAYECTEA NPOWIBCACTESHHON CPeabl, KOTOPBIE MOXHO HCNONBI0OBATE AMA ONHCa-
HWA MaclWTaboR YNpaBENeHWA nNpoWaABoOCTREEHHON cpenod. Ha Tpebyemwee macwrabel ynpapneaHna
NpoW3IBoACTEEHHOA Cpefoi OyOyT ONadkiBaTE BNHAHKWE THN 30aHWA, oBopyADBaAHKE, DECYDCE! M OOKYMEHTE,
HeobxoarMee ONA YCTAHOBNEHWA, MOHMTOPWHIE W NOAOSQMAHWA NPOWIBOACTEEHHOW Ccpeds B pabouves
COCTOAHWA. [TpM HEBOIMOMHOCTH BEPMDWLMPOBATE PE3YNETATE YNPABNEHWA PEKOMEHOYETCA NPOBECTM BAMN-
QALK CHCTEMEl YIPARNSHKUA NPOMIBE0ACTEEHHONA cpenoi (oM. MCO 13485, nyHeT 7.5.2 M nognyHeT 7.5.2.1) 1
PETYNAPHD BEPUHDHUUMPORATE 86 MYHKLWOHNDORAHWE. 3T OBACTENA AOMKHE BbiTe A0KYMEHTHPOBAHLI .

MpuamedaHsde— JononHATENEHER WHROPMALWA O a4HCTEY NOMEBWSHEAXS ¥ CEAIAHHLIY © HWMW BNSMBHTAX
npoWIsocTESHHON Cpene npuesnsHE & [2]—[8].

6.4.2.2 MNMpoM3scdcTEEHHAR CPEOa MOMET NOBNWATE Ha KEYECTED MIGENHA, B TOM YHCNEe MeHUMHCEAX,
HAMNDHMED:

= MEQMUWHCKDE MAOENKWE C MADKHPOBKDH SCTEpHNBHOE: {BKMDYAR MEOHUMHCKOS MAOENKE © MapKKpoa-
KO « HECAMOBoCNNAMEHALEECAR )

- HECTEDWNEHOS MEQWUKHCKOS HIOSNWE, 3 TAKE MEOWLWHCKDS Hagenue, NPEOHAIHAYSHHOE ONA CTEpW-
MAZELMM MEpen WCNONBEIOBAHWEM,

= MEJMUMHCKDE WANENWE C OrpaHM4YEHHBIM CPOKOM Cry b,

= MEQHUWHCKDE KIOENHWE CO CNeUHansHsbK ToeDoBaHKnAMK K YEOOY W XDaHEHMID,

= MEOQHUWHCKDE H3OenWe, BOCNDUMMYHBOE K SNEKTPOCTATHUYECKOMY PaIpRaY M3-33 HANKHWA DNEKTPOH-
Heis MAKDOCKEM WKW BCTROSHHOMD NPOrpamMMHOnD oGecneds HMA;

= MEQMUWHCKDE MAOenwe, Ha NPUMEHEHWE KOTOPOrs BNMSINT MAKDODHoNorHYeckan WHNW XMMruYeceas
YUCTOTA, MNK JANBINEHHOCTE, NUE0 ApYrHe YCNnoByMA NPoMIBoOCTBEHHON CPEabl.

6.4.23 MNpy HAroTOBNEHHW CTEPHNEHOM MEOWUWHCKOND MAOSNHMA MNY MeQUUMHCKOTD H3OenHA, npen-
HAIHAYSHHOMD ONA CTEPWNKISLKWE Nepe] WCNONLIoEAHWERM, UMW MEQWLWHCKOND W3nenys, AnA KOTOoRoro
AAPAIHEHHE MUIHECNOCOOHBIMK NGO HERWAKBCHOCODHBIMKH YACTHLAMKM (BRNOYSR YACTHUEE TODKYMX
BELWECTE) MMEET IHAYEHKE B NPOLUSCCE HArOTORNEHHA MNK AKCNNYATALMK, 0coDoe BHUMaHWE DEKOMEHOYETCH
YOEMATE YPORHAM MUKPOGHONONM42CKOrD 3arpRIHEHMA UK 3arpRIHEHWA YacTHUaMd. EcnM nponaBoacTeeH-
HAA Cpefa okaaRBaaT HEGNAroNPUATHOE BoINSACTENE HA NDUMOOHOCTE MEOWMLWMHCKOND MAOSNUA K IKCnayara-
U, OOraHu3Iau-a QonkHa oDecnednTe YIPaENe HWe YDPOBHEM 3arpAIHEHNA MEedHUHMHCKOMD H3Igenqa B aToR
NpoW3IBOACTEEHHOW Cpeae W CoanaTk HeobXoauMble YCROBWA ONA OCYWECTENEHWA BCEX HAANEMALWX Onepa-
UWA, CEAIAHHEE C MEOHMUMHCKMM Hagenyen. Takoe MeJWLMHCKOE WA0enye peE0MEHIVeTCA HAroTaaNMBaTE |1
YMNaKoBLIBATE B NP&JHAIHAYEHHOR [NA 3TOTO YNPaBNAeMoi CPe0e C YCTAHoBNBHHLIMM Tpehosanaamu. Mcknio-
YEHUE M3 HeobxoAUMOCTH YNPaBENeHuA NPoUIBOOCTEGHHOH Cpaaoi B NpoUecce NPOMABOACTEA BOIMONHO,
TONLKD BCNM 3arpAIHEHHWE MOXET BbiTe CHIKEHD A0 JaPAHES HIBBCTHOMND, NOCTOAHKOID, YNPABNASMOr0 YPOBHA
NpiA BaNWOaLKA OYACTHH MEQULMHCKOND HIAENMA U MOXET NOAOBPHWBEATECA HA 3TOM YDOBHE NOCDEeaCTEOM
YNDABNEHMA YNAKDBLIBAHWEM MEAWLUMHCKOND agends. OaHaKko Oae B 3TOM CNy4as MOWeT NoHanobuTeLcA
YCTAHOBHTE YNPasnaHue NpoM3IB0ACTEEHHONA CPaA0A C LLENLK NOANEPHAHNA YTEEDHIBHHEX NPOYBCCOR 04HC-
THH W YNAKOBBIBAHKA.

6.4.2.4 CywecrayioT pazniyHbié NapaMeTpsl, NOKaZaTand 4 CpeOcTea yNpasneHHa, CBR3aHHBE C Npo-
HIBOOCTEEHHON COeOoH, HanpumMep:

- Temneparypa,

= BIAWHOICTE,

= BOAOYLWHLIA NOTOK,

= HUNETPALKA BO3gyXa,

- MOHWIALKWA BO3OYxE,

= PAIHMLA OaBneHHE;

= OCBELEHWE (CNEKTPaNEHBIR COCTAE M HHTEHCHBEHOCTh);

= ARYEK;

= BHBpauMs;

= YHCTOTA pabodny NoOBEpXHOCTER W Npouecca,
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- KAYECTEO BOObI,

= YHCNO COTPYOHMKOE, paboTawwmy B JaHHOR NPOMIE0OCTREHHON Cpede.

6.4.2.5 Kawieid ¥3 napasMeTpoR, NoKasaTenan | cpeacTe yrnpasneH|a DERoMEHOYETCA OUeHHBEaTE ONA
TOro, 4Tobsl ONpPEARNUTE, MOXET NM HEAOCTATOYHOCT b YNPABNEHHA YBENWYATE DUCK, BOIMONHEIA NPH 3KCNMya-
TaUMK MBOUUHHCKOTS HAOENHA, T. 8. HEOBX0QUMOCTE M CTENEHL YNPABNEHHA NPOU3ABOSCTEEHHOW CPEO0NA PEHD-
MEHOYETCA OTCNEMWBATE C NOMOLWEID 3ANWCER NO MEHEOMMEHTY PUCEA ONA KOHKPETHOMO MEeaHUWHCKOND
Wagenua. Ecni nporasogcTBeHHBIE YCNOBWMA MMEKT CYLBCTEEHHOE IHAYEHNE ONA NPOLECCOB MArOTOBNEHIA,
OpraHnaayMK PEKOMEHOYETCA YCTAHOBUTE TREDoBAHKR K NPOWABOACTBEHHON CPEAE, B KOTORON HAroTagnHea-
BTCA MEOUUMHCEDE Hagende. [INA HeKoTopBIX MEeOMUMHCKMY MAOenyi MOoEeT DeiTe HeoBXoOuMo OBECNeYnTE
NEOCNEXHEIEMOCTE BOAOEACTEBHA HA HAX NPOMIBOACTREHHONW Cpedbl, HANPWMED C NOMOLLLI 33MNWCER HNW
HENPEPLIBHOND MOHHTOPKEHIA NApaMaeTPos NPOM3B0ACTESHHOA Cpeabl, 4ame TOr4a, Korga MequyHHCKOe nade-
NWE HE HAXOOMTCA B NPOLECCE WArOTORNEHKA (HANDHMED B BEYEDHWE YaCk WNH BEXOAHLIE OHW).

6.4.3 Mepcoxan

6.4.3.1 Mepcosan opraqM3agMy, BENKYas NHLAE, KEOTOPEE HAX0OATCA HA TEPDHTODHH BREMEHHD HITH
NEPecekanT @a, NPY CYLWAcTBOBaHMA BOSMONHOCTH B0 KOMTAKTA C NPOAYKLHER WNK NPOW3B0ACTEEHHON Cpe-
0ol nomyeH DsTe HAOANeNaWw«M 05paIomMm 00T, NPOATIA CYKCTKY M BbiTe 300P0BLIM, TAK KAK ITH DaKTOPL MOTYT
OTPUMLATENEHO NOANKATE HA KAYECTBO NPOAYKUMK. NpU4YMHaE OTPHUATENEHOMD BNWAHWA JAKMNICHAETCA B TOM,
4TO MOOW RBNAIOTCA PAIHOCHHKEMW MUKPOODraHWIMOB W 3arpAIMAKILME YacTHY, 4TO YBENWYUBAET PHCK
JATPAIHEHHA NPOSYKLWM.

MNepcoMan, KOTOPBIA MOKET HAX0OMTECA B NPOMIBOACTEEHHON Cpane:

= MEPCoOHAan, 3aHATHA MATCTOBNEHWEM NPOAYKLMK, KOHTPONEPE U MEHEOHEDb,

= NepcoHan oT4ena MaTepHanbHO-TEXHHYSCKoro cHabma 1A,

= WHHEHEDSI NO NPOMIBOACTEY;

- WHEEHEDE N0 NPOSKTHPOBAHKID ¥ paipaboTkam;

= NepcoHan, 3JAHATEIR B CUCTEME YyNPaBENeHHA, NOATEEPHOEHHA U TEXHUYECKOro 0DecnevyeH A KAYeCTEA;

= NOCTABLWKN MATEDUANOE W YCNYT (BKNKOYAA YCNYIA N0 O4KCTHE ),

- NALA, OTEETCTEEHHEBE 33 Nogaepwanue obopydoeadva B pafoyem coOCTORAMMMK,

= 3AKAIYHEM,

= AYOAWTODI

= HHCNEKTODE (peBEHMa0DE ).

BamHo NOMHWTE, YTO KOHTAKT C NPOAYKUMEN MAK NPOWIBOACTEEHHON CPRO0H BENOYaaT B caba apema,
ceobogHOe OT HENOCPeqCTBEHHOID HATOTOBNEHHA NPOAYEUHK, HANDUMED BEYEDHHE YACck!, BEIXOOHEE W Npa3-
OHUYHEIE OHA.

6.4 3.2 MepcoHan, AMeWHMd MeqHUMHCEME NOKa3aHHA, EDTOPEIE MOTYT OTPULATENEHD CEA3ATECA Ha
KAYBCTEE NDOAYKLMIA, HE OonHaH BbiTh O0MYLLEH K TEM ONepaLUam, B KOTORbLIX OH 3aHAT, WNK Ha caoK paboyne
MECTa A0 BLI30OPOBNeHKA. PRKOMEHAYETCA NPOWHCTPYKTHPOBaTE NEPCoHan M NoNpocKHTe erg coobate o
TAKMX CHTYaUWAX KOHTRONERY. 370 0C06eHHO BAMHKO NPK MANOTORNEHWA CNEQYHOLWLMX MEOHLWHCKNX M3OenNniA;

= CTEPANbHBIX;

= NPpeaHaIHAYEHHBX QNA CTePHNKIALHM NEPE WCNoNLICBAHWEM,

= ONA KOTOPGLIX MUEPOSMONOrMYeckas YMCToTa nMeaT ocoboe aHaveHHe.

6.4.3.3 Pewmennyerca ofecneydTe HAONEMALWE NOANOTORKY W/WNKW KOHTPONE NEpcoMana, paborain-
W@ro B CneUHanbHbix NPOHIBOACTEEHHLLY YCNOBAAX (HANDUMED B NOMEBLLEHWAX, MO TeMnapaTypa | Bnam-
HOCTE MOMYT ObiTe TaKkMMH BRCOKAMEA WIAH HAIKAMKA, 4TO GQNUTENLHOS HAXOMOEHWE B 3TOM NOMELLEHHW
CTAHOBMTCA ONACcHbIM ANA 3Q0PCELA, MNK B NOMELLEHWAX, THe BCACKIBANILLWE BEHTUNATODb! COXPaHAKT Onac-
HblE MCNADEHIXA Ha JONYCTHMOM YROBHE) MAH B yNDaBNAEMELX YCNOBUAX NPOMIBOACTEEHHOA cpeak. Hu oguH
COTPYOHME, BENIOYAA BpEMEHHD paBoTalWKy, IaHATR B NPOUIBOOCTES, TEXHHYECKDM OBCNYXHBAHWK, O4YWC-
THE WNA PEMOHTE, BCNH TONBKD OH HE NOAFOTORNEH ANA BLINONHEHKA KOHKPETHRIX 32084 B yNpaBNASMIX YCNo-
BUAX NPOH3IB0ACTREEHHON CPaakl, HE MOXET NONYYKTE PA3PELLEHHA Ha BX0J B NPOHIB0ACTEEHHOE NOMELWSHNE,
noka we ByAeT NPOKOHTPONUPOBAH CNELUMANLHD NOArOTOBNEHHEIM COTPYOHMKOM.

6.4.4 3arpAIHeHHLIE ¥ NOTEHUHANLHO JAMPAIHEHHLIE MEOUUMHCKHME HA0enMA

DakTopami, paccMaTpUBAEMEIMIA C LENEID NpeaynpasasHidA NepelpacTHON IarpAIHeHnA MEanuUmMH-
CHAX H3OBNKWH, NPOM3B0OCTEEHHON CPenbl HNK NepCoHana, ABNAKTCA:

= WOBHTWDHKALNA MeOWLHHCKHE MI0eniin;

= QYMCTHA M 0DEe33apaNHMBaHKE MEOHUWHCKNX HaJenHH, pabouyny NOBEPXHOCTER MNK NepCoHana, KoTo-
peie Beud uny Mornd BeiTe JarpRaseHsl, | YX0g 33 HAMK,
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7 MNpouecchbl XMIHEHHOrO UMKNa NpoayKUMH

7.1 MnaHvpoBaHKue NPOUBCCOB MHUIHEHHOMD LHENA NPoayKUMM

HCO 13485:2003 MapgenuAa MegduMHCKMe. CHCTEML! MEHEOMMEHTA KavecTea. TpeboBaHwA
ANA Ueneaid perynvpoBaHin

T Npouscchl HMIHBHHOMD LWKNE NPoAY KA

7.1 NnanupoBasKe NPOUSCCOE KHIHEHHOMD UMKNAa NpoayKumMH

OpradlaanKua JonHHa NNaHMposaTe W paspataTelBaTe NPOUStor, HEoBXoOuMEIE ANA ohecneYaHta
FHIHEHHOTD UWHKNa npodysudi. MNadrpoBadie NPoUsccos MHIHEHHOND LWHENE NPogysEUMKe QonsHD GeTe
COMAacoBaln ¢ TpebopaHUAMM K ODYTHM NPOUSCCaM CHCTEME! MEHBOMMEHTS KadyecTea [(ca. 4.1).

Mpx NNaHHpoBaHKK NPOUECCOB MUAHEHHOND UMKNa NPOAYKYWK Opradn3auna OoMmeHa yCTaHOEMTD,
BCNA 3TO UenecooSpaaHo:

a) yank B obnacT KadecTea W TpefoBaHWA K MpogyrLlHmM,

b) noTpebHOCTE B pazpaboTEe NPOUEcCoB, ADKYMEHTOR, 3 TakKe & obacnevaHuM pECYPCaMM ONA KoH=
KpETHOA NPomyKLWH;

C) HEobXOoAMMYI0 AEATENLHOCTE NO BEPHPUKALIMA W BANKOALMK, MOHWTOPMHIY, KOHTPOMK M WCNLITa-
HUAM OMA KOHKPETHOR NPOOYKLWAK, 8 TAKE KPUTERUA NPHEMKA NPOOYHLNE,

d) zanuou, Heobxogumes 0nA obecneYeHis CBMOeTeN:CTEa TOM, 4T0 NPOUSCCE MHAHEHHOTD LIKKNa
NPSAYELMHA ¥ NPOM3BEASHHaA NPOAYEUHA COOTRETCTEYIOT Tpebosanuam (cwm. 4.2.4).

PeaynsTaTel 3TOM NASHKPOEZHWA O0MKHE GbiTe B Opase, COOTEETCTBYIOWEA NDAKTHKE ODraHUIaLMN.

Opzanusayus domwHa paspafomams doKyMesmupoaaHHee mpeboaakus ¥ ypaanayuio pUckom Ha
BCEX TENAX MUINEHHO2D ULTa NpodyRUuL. Janucu Ro ynpaanesiio plckoM domss noddepxueamscd @
pabovem cocmorkul {om. 4.2 4 u npumeyanue 3).

Mpumedanuwa

1 OokyMedHT, onpegenfowMid NPOYScokl CHOTEMB MEHEOHMEHTA KA4ECTEE (BHNOYAR NPOUBCCE EHIHEHHOMD
WMENE NPOAYELEA ] W peCYPoR, KOTOPEIE NPESCTOMT NPHEMEHATE K KOHEPETHOW NPOoA YELWA, NPOBKTY WRW KOHTRAKTY, MOXET
PARCCMATRMBATECA KEK NNEH KaYesTEE.

2 Npu paspadoTre NPOUEBCCOE MUAHEHHOMD LWENE NPOAYELWN OPTAHMIALAA MOWET TAKEE NPHMEeHATs TpeBoaa-
Hum 7.5,

3 Cua [8) no ynpasnenuss DUCKOM.

7.1.1 DBwme nonoHeHHA

7.1.1.1 TepMuH «npouaccs MAIHSHHOND LMENa NPogYKLWKe MCnonesyioT & MCO 13485 onA ondcaxduA
NPOUSCCoB, HAYMHAKIWKWECA © NNAHWDOBAHWA W NPOGOMTEa0WHMXCA:

= onpeaenaHuen TpebosaHri NoTpeGUTENR M YCTAHOBNEHWEM CBAIM ¢ noTpebuTener o, MCOD 13485,
nogpaanen 7.2}

= NPOBKTUpOBAHWEM W paapaboTiod (cs. MCO 13485, nogpaagen 7.3);

- aaxynkamu (cym. MCO 13485, noapaagen 7.4);

= NpOWIBOACTEOM M oBcnywuBarwen (oM. MCO 13485, nogpaagen 7.3);

= YTPABNEHWEM YOCTROHCTEAMMK ANA MOHUTORHHIE M HaMepasuid (o, MCO 13485, noapaagen 7.6), BEn-
YaR NOCTABKY MPOOYELMA.

Mpoueccsl MUIHEHHOND LMKNA NPOAYKLMK TAOKE BENIOHA0T 8 2R HeHOTODLIE B NOCNEnPOaAMHOA
OEBATENLHOCTH, HANpMMmep oGomywuBasue NOTPeBHTENA, NOCTABKY 3AN4acTel ¥ TEXHULEBCKYI0 NOOLEDMKY.

7.1.1.2 OprannaalnAm, Yeid CHCTEMEl MBHEIHMEHTA KaYSCTEA MCKIIOYaKT YNpaBnNaHWe NpoekTHpoaa-
Hues u paspabotecd (o, MCD 13485, nogpaanen 7.3), HeobxooMmMo TAKMe BeINONHATE TReDoBasua K aepudiH-
KAUMH ¥ BANWAOALUMK NPOAYELMK, YoTadoeneHHee B MCO 13485, nogpaagen 7.1, oTHOCALLMECA K NPOUBCCaM
HHIHEHHOTD LUWENE NEoayELAE. B aTHE OpraHyIauMax Nod BHECEHHH MoDbIX MaMEHEHHWA B MEQHLUWHCKHE Wage-
NHA PEKOMEHOYETCA PACCMATPWBATE CPEOACTEA YNPaABNeHWA, BxnioyeHHee 8 MCO 13485, nogpasgen 7.3.
Tawne nameHeHua TpedyioT Nony4eHnA 06 BEKTHEHBIX CBMOSTENLCTE (HANPUMED BEDUdHMKALIMNA W BANNOALMK
MEOWLMHCKIAX M3aeni, NoapoGHOMD oNWCaHHA NDOBEPOK U MCNLTaHKA, NPOUeOYD NePECMOTPA ) PEIYNLTATOR,
NONY4YEHHLIX N0 BUAEM JBATENEHOCTH, onMcanHeM B MCO 13485, nogpaagen 7.3.

Mpumeyarue 1 8 MCO 13485, nogpaagen 7.1, cornacyeTca ¢ onpegensHie] nnaxa ka4ectea, npuee-
peHHeM 8 MCO 2000 W 0THOCAWMMERA K NNAHWPOBAHWIO NPOUECCOB MUIHEHHOMD UMKNE NPOayKLMK.

Mpumedadne— dononHUTENEHER WHEOPMAEYKWE NO NNAHAKM KEYECTES NpMeenesa a [10].
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7.1.1.3 MNpy NNaHUPOBAHHK NPOUBCCOE MUAHBHHOMS UWENA NpogyEUMH OpraqHM3auMy pesoMeHayeTch
paccMaTpueaTe obnacTe NpUMeHEHHA CEOSHE CHCTEME! MEHEeOHMeHTa KkadecTea (oM. MCD 13485, nogpas-
aen 1.2). EcnK opradv3auma npuMeHAeT perynqpyoure Tpebosasna, No3ponAmwne Mekmo4iTe ynpaanadne
NEOEKTHUDOEaHWEM 1M paspaboTci wa obnacTy NpUMeHEHHA CHCTEMB MEHELEMEHTA KA4SCTEA, TO MHdOopMa-
LKA O NPOEKTE, OTHOCALAACA K 00A3aTENBHEIM NPOUSCCAM BEpHMKALMKA U BANWOALWW, MOMET ObiTh YACTBK
JANMCENA, CEAIAHHLIX C NNAHKPOBAHWEM NPOLBCCOR MUIHEHHOND LMKNA Npogykury. 37a MHQOPMaLMA 1K
CChIMTKM HA HES MOMNYT HAX0OWTRECH B OTOENLHOM aine (CM. npunoxedde A, Tabmada A1)

7.1.1.4 HexoTopeie TpeboBaHWA, HAYWHADWWECA CO CNOB € 8CNH COOTESTCTEYETY M OTHOCALLWECH K Npo-
LECCAM BHAIHEHHOMD UMENE NPOOYELHMH, nepeducneded B MCOD 13485, Oguako g MCO 13485, nogpazaen 1.2,
YCTAHABNMBABTCA TAKKE, 4TO 8CNM TpedoBaHKe HaA4YMHABTCA C 3TWX CNOB, 8ro CNeayeT paccMaTpuMBaTs Kak
COOTEETCTEYIOLWEE HEIABWCHMO OT TOMD, CMOMET Md OpPraHMIauds NpeaocTaBMTe JOKYMEHTUPOBAHHOE
ofocHoBaMwe nadHoro TpefosadyA, Tpebopanwe PEKOMEHOYETCA TAKME CHWTATE COOTREETCTEYIOLWMM, BCNH
BFD BENONHEHWE He0hX04MMO ANA YO0BNETBOPEHMA KOHKDETHRX TReGoBaHHA K NPOOYKLIMA MK BRNONHEHHA
OpraHHM3auHMed KopperTURYIOWHE O8ACTEMA.

Tpebopaxne He yCcTaHapNMBAETCA B TOM CNY4Yae, 8CNK OHO ABNAGSTCA COOTEATCTEYIOWMWM TONBKD ONA
KaKoH-NME0 KOHEPETHOM OpraHHaagMud, Ho HeoDXoOuMOo pacCMaTpHBaTE perynupyiowMe TpeboBaHMA,
OSHCTEYIOWME HA PhIHKAX, Ky4a JaHHaA 0praduaauMa NOCTABNAET CEOI0 MPOOY KLLMD,

7.1.1.5 K npogysumy obeiH0 NpELwABNRINT CNegyiowWe TpebosaHun:

= OOCTHMEHWAES Uened B obnacTi Ka4YecTea i TpeboBaHui K NpoayELMHM,

- pa3apaboTka Npoyeccos, JOKYMEHTOR M DECYDCOR, HBODXOOWME!X ANA KOHKPETHELX BUADE NPOAYHKLMH,

= OCYWECTENEHHNE BEPUEMKALMK, BANKIALWA, MOHHTOPKHHTE, M3MEDEHHIA, KOHTPONA M NCNBITAHKWA, Heo6-
XOOMMBIX ANA KOHEDETHLIX BUOOE NPOLYKLMA,

- BEABHWE 33NHCER, HEoBXogHMMbX ANA obecneYyeHna OO LEKTHEHEIX JOKaIaTENLCTE TOMND, Y4To NPOLYECCh
MMIHEHHOMD LWENa NpoaykUMid ¢ roToBaA NpoOyKuWA COOTBETCTEVIOT NpefbABnAemMbiM TpebonaHuAM
{cm, MCO 13485, nyuxT 4.2.4).

7.1.1.6 Mpouenypol, paipaboTaHHbI® OpraiMIauren, A0MKHE OBecneYMEaTE 0O BBKTHBHOCTE PEaY k-
TATOB KOHTPONA W MCNBTAHWA, BCNA KOHTPONE W MCMLITAHWA OCY LWECTBMNAKTCA NEPCOHanomM, 3IaHATEIM B NPOUa-
BOOCTEE.

B MTOrBLIX 3aNWCcAY, OTHOCAWMXCA KTpeboaadnanm MCD 13485 nyvuer 4.2 4 nogpaagen 7.1, nepaddcna-
Hue d), npumadanda 1 W myHeT 7.3.3, uHorga MoryT OkiTe HCNONeE30BaHL PAINWUHEE TEDMWHB (CM. NPUNOHE-
Hee & Tabnuua A1)

T1.2 MeHegmeHT pHcKa

Tpefopauue YCTAHOBMTE M NOQOSPMUEATE B paboden COCTOAHMIA JOKYMEHTHDOBAHHEIE TPaGoBaAHHA K

BOAM OQEATENEHOCTH N0 MEHETEMBHTY DMCKA AMNA BCEX NPOLSCCOR MMIHEHHOMND LIMKNa NPOQYKLKK YCTadoBna-
Ho B MCD 13485, nogpaznen 7.1, OCHOBHBIMIA INEMEHTAMMA TAKOIND MEHEIMMEHT PHCKa ABNAKTCA OUEHES

PHCER (BENONHASMAA Ha Ba3e aHaNK3a PUCKa M CUEHMBAHHWA DHCKE ) M yNpaBneHHe puckor. Dooboe BHMMaHne
CRegyeT yaennTs CNOEAM «ANA Boax npousccoss. B kontexcte MCO 13485 ynoTpebnedme aTyx cNos oadava-
8T, 4T0 BCe NPOUECCH, ONKcaKHbe B MCO 13485, pasgen 7, pexoMeHOyeTCcA DACCMaTPWBATE C TOYHW IDEHHA
TOMD, KaKk OHW OBECNeYnBa0T BXOOHBIMKM JaHHEIMA BHOs OEATENBHOCTH MO MEHEMMEMTY DHCKA UMK KaKyH0
NoMNE3Y KIBNSKIOT U3 PEIYNETATOR JEATENEHOCTA N0 MEHEIHMERTY DUCKS.

OnA aapeplueHda JEATENLHOCTH N0 MeHEIHMaHTyY PHCKa peKoMeHdYaTCA pacCMaTpMBaTs WHGopMa-
LMK, NONYYeHHYD Ha NOCNenpod3IBodcTEEHHON CTagud (HanpuMep o nosowsse obpartHol cBA3M No
MCO 13483, nyHer 8.2.1, Wnu npu paccMoTpasri xanod notpeburens no MCO 13485, nyser 8.5.1), ¥ Bimio-
YaTk &8 B (hain MeHEIHMEHTa PHCKA.

PeayneTaTk eaTelbHOCTA N0 MEHEOKMEHTY DHUCES BAHAINT K3 NPOUESCCE MMIHSHHOTD LMKNE NPoSYKLHH
CRegyiowMm obpaiom:

- MOMOramT ONpeqendTs ¥apakTep W MacluTabbl ynpasneHus;
BAWAKT HA OEATENEHOCTE N0 oQ00peHMID NOCTABLWMKS;
CHECNEYMBAINT BAMHEBIMKA BXOOHEIMA O3HHEMK CTAONIO NPOSKTUPOBAHWA,
= CNYHAT KPHTEPUAMM NPK OUEHWBAHKUA BLIXOOHEX QAHHLX NDOEKTUPOBAHHA,
YOTAHABNWBAKNT HEOBXOOWMOCTE MIMEHEHWA NPOSKTA,

= MOMOraKT YCTAHOBMTE TPeDoBaHKA K NPOMIBOACTEY M YNPABNEHNI0 NDOUECCAMMN, YNIDABNEHWKD YCTPOR-
CTEAMK ONA MOHATODHHTE M MIMEDEHHA, 3 TIOoKE NPHEMKE NPOOYKLHA.

BamHo OTMETHTE, 4T0 BEX0QHLIE JaHHLIE BUOOE EATENEHOCTH N0 MEHBAKMEHTY PUCHA MOMYT NOBMNHATE
HE NpHHATAS DELEHAR W BMOB OSATENLHOCTH, HE OTHOCALWMECA B NDOLSCCaM SWIHEHHOM LMKNS NpOoOYKLNK

{om. MCO 13485, paagen 7). Hanpumep, ndopmauyia, Nony4eHHan Ha Bex00e OeATaNsHOCTH NO MEHBIMMEH-
Ty PUCKA, MOMET OKa3aTh CYLWACTESHHDE BNMAHWE HA PEWEHHA, NPHHATEIE B PEIYNLTaTE aHANH3A CO CTOPOHEI

]
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PYHOBOOCTBA OPraHnaayWy, NoAroTOBKY NBpCoHana, MHppacTpyrTYpy, MOHMTODMHN W HaMepaHne, 0B paleHe
C HECOOTBETCTEYVIOLEA NPOOYKLWER, KOPPeETHPRYIOLWKWE W NpegynpexganLve JeAcCTaNA.

AononHUTENEHYI0 KHOOPMALKIO NO YCTAHOBNEHHIO NPOUSCCA MEHBHMEHTA DUCKE ANA MEOWLIMHCKHX
HANENHH MoEHD HaiiTk B [11].

7.1.3 Cpok cnymbhl MEOULMHCKOrD HIABNHA

PeleHnA, CBRIAHHLIE CO CPOKOM CRyMGE! MBJULWHCHOND WAABMNHA, MOTYT BeITe NPMHATE ANA YyNpasne-
HHA KOS HTHDHUMDOBSHHEIMA OCTATOUHBIMK DPUCKAMM, KOTODBIE MOMYT BO3PACTA 00 HEOOMYCTHRMEIX YDOBHEE N0
HCTEYRHAHM NEPYOGa IECINYATAUKA MEJWUWHCKDOID HIGENWA.

TpebopaHWe K OpraHnaayuaM onpaaenaTs CPoK CNyWOn MegrUMHCHOrD WAOENHA C UENLI0 yNPaBneHua
DOKYMEHTAMH W 3aNHCAMK yeTanoenewo B MCO 13485, nyHimel 4.2.3 1 4.2.4. Cpox cnywOk MaguUWHCKon
W3OBNHA MOKET BbITE ONPEOENEeH, MCXDOA M3 TEXHUYECKHX, DHIWYECKHX, KOMMEDYBCKUX U OpYrix coobpane-
HHA.

OfocHoBaHME YCTAHOBNEHWA COOKA CyHOLI MEOMUMHCEOTD WIOENHA DEKOMEHOYETCA 3300KYMEHTHPO-
BATk, BEMHYHE B HEMD:

a) HAIHAYEHHLIA CPoK XPaAHEHWA MEOHUMHCKOTD MaTenus;

b) gaty oHoHYaHWA NEPUoLa IKCNNYATALWK MEQWUMHCKOTO MAOENKHE M M0 KOMNOHEHTOR W3-33 MX CTape-
HHA © TEYSHWEM BREMEHA

C) YHCNO NepUogos ICAMYATALWIA MEIWUMHCKOrD HAO8NAA HA OCHOBAHWK MCNETAHMA M0 uUWHEKOrD
HANENKA;

d) oMuoaesmos cTapeHie MaTepanos,

@) NPOYHOCTE YNaKoBOYHLIX MaTEpHanos,

f) AnA MMNNAHTHPYEMBIX MEOMLMHCKME H30ENKWA — OCTATOYHBIA PUCK, ABNAKLWACA DeIyNLTATOM BCE-
ro Neproda NpedeEaHHA MeJULHWHCKOrD HIOanva B Tena Yenoaaka;

Q) ONA CTEPUMNEHLIX MEBOMLUMHCKMK WIFENWA — BOIMOMHOCTE NOANEDMAHNUA CTEDWUNLHOCTH,

h) cnocoBHOCTETOTORHOCTE Opradnaanud, nyuya, paboTawlwers no GOTOBOPY, K OKa3aHWID YCNYT WK
HAMWYKE COOTREETCTRYIOWErD perynupywero Tpebosarna;

i} CTOMMOCTE M AOCTYNHOCTE 3ANACHLIX YACTEN,

i} wopuoudecKkkE coobpaKEHHA, BRKNKYaA BeINONHEHWE BEXATEX 0BAIaTENLCTE.

7.2 MNpousccekl, CEAIAHHLIE ¢ NOTPEBHTENAMHK
T7.2.1 Onpegenedye TpebOBaHWHA, OTHOCALWMWXCA K NPOAYKLWK

HMCO 13485:2003 Mapgenwa smegduMHCcHWE. CHCTEME MBHeOMMEHTa KadecTEa. TpebonaHWA
OnA Wenai peryn|ipoBasna
7.2 MNpousccekl, CEAIAHHEIE C NOTPA0MTEAMK

7.2.1 Onpenenexve TpeGOBaHWHA, OTHOCALWMXCA K NPOOYKLMK

OprasnaaunKna omEHa onpedensTh:

a} TpeGosavnA noTpeduTens, ekniodan TpefoRadlA K NOCTaBKe W QEATENLHOCTH NOCNE NOCTABKKA,

b) TpeboRaHWA, HE ONPEJEnNEHHEE NOTReDWUTENEM, HO HEODXDOHMEIE ONA KOHEPETHOND MK NPEeIno-
Maraesons HCNoNs3IoEaHKA, KITJa OHO HIBECTHOD,

C)} aaKkoHOQATENEHEE W ApyrHe obR3aTensHele TpeBoBaHHA, OTHOCALMECA K NPOOYKLIMK;

d) mobee ponoNHUTENEHEE TREGORAHKMA, ONPEOENEHHLIE OPraHUIALMERN.

7.2.1.1 MNpoysccel, CBA3IAHHLIE CNOTREBUTENAMMK, paCCMOTREHE B MCD 13485, nyHET 7.2.1, M OTHECE HE K2

= BXOOMBIMBEIXOOHEIM JAHHBEIM NPOEKTHPOBAHKA C LeNk0 paipaboTEM HOBOH NpOoSYKLKMK;

= TpebosaHHAM NoTPEOWTENA K NOCTABKAM MMEIDISACA NDOOy KM,

- DGPATHOA CRAIW C NOTRE0MTENEM M EOHTIKTAM C HAM N0 BONPOCAM, CERIAHHEIM C NONYYEHMEM 32K3308
WK NOCTABKOK NDOaYKLMK,

7.2.1.2 TpooysuMa v yonyr, KOTop:ME Opraduaauua MOKEeT NPeanoMKTe NoTpeduTenns, onpegeneHel B
MCO 13485, nymer 7.2.1. TpeGoBadnA KNDOAYKUWA W YCIYTaM MOTYT COAepaTh CNeays e 0 nonHUTETHbIS
rakTopl

= pPerynupyiowHe KN 3akoHofarensHee TpeboBaHMA CTPaH MK PEMMOHOB, HA PRIHKAX KOTOPEIX paiMe-
LWEHA NPOOYELKMSE Opradnaanun;

= NpegyCcMOTReHHDE NPUMEHEHKE,

- Npeanaonaragmos yHKUHOHMpDoBaHNE,

= DAKTOpk, CERIAHHEIE C NPOEKTHPOBAHHEM,
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= rpadHEd NOCTAB0K,

= HE ONoBOpEHHBIE JapaHes TpebopaHMA noTpebuTenai.

T.2.1.3 OnA MmegPuMHCKHE M3gendid pEKOMBHOYETCA IA00KYMEHTHPOBEATE NPEIHAIHAUEHHOE NPHMEHE=
HMe 1 NGoe 0BOCHOBAHHG NPOMHOIXDYEMO0E HENDABMNEHOE MCNONEI0BAHWE, 3 TAKHE NOXAIAHAA K NDHMaH2-
HHK. 370 OCcoDeHHD BaMHO NpW paipaboTee HOBB MEeIHUMHCEMX Wagendd. PyeoBOOALWME YHAZIAHWA,
npuBgnedHee B MCO 13485, nogpasnen 7_3, NOMOTYT ORTaHAIALNH YCTAHOBKMTE HEOBXOOMMOCTE NDHMEBHEHKHA
TpelopaHKl K NPoOBKTHROBEAHMIO W paspaboTre.

B A8ATENBHOCTE NO MEHEAMMEHTY PUCKA TAKKE PEKOMEHOYETCA BKNIOYE Te NPEQHAIHAYEHHOE NPHMEHE-
Hie | nioboe oboCHOBAKHD NPOrHOAMPYEMOR HENPABKMNEHOE WCNONEIOBAHWE MEJWUWHCKOND HIOenya (M.
MCO 13485, nogpaanen 7.1, OTHOCHTENEHD NEATENEHOCTH NO MEHETHMEHTY PUCKA).

7.2.1.4 BcenogpobHOCTH, KACAKIUMECH 3AK330B NOTREbUTENA, KOHTPaKkTa c noTpeburenas U Tpeboaa-
HHid NOTpaBuTenA, DoMKHE BT NOHATE H NPOaHANWAKPOBAHE C LENkI0 HX YO0BNeTEOPEHUA, 3TH BAObL A8R-
TEMNEHOCTH pades OeiNK 0B0IHaYEHEl KAK «aHANW3 KOHTDAaKTam.

Mpr HanU4uK TpeboBaHKA, BEINOMHEHKE KOTORLIX HE NpEOYCMOTREHD B Xoae 0bkiYHex paboumx npoueac-
COB, YCTAHOBNEHHBI OpraHuiaumel (0cobeHHD HepeanbHbiX UMK HEBLINOMHUMEX), HE0GX0aMMO 0BCYaANTE
aTH Tpebosadka © NnoTpebuTenem.

7.2.1.5 Cnocobk 2aKa3a MoryT GeiTe PAIHBIMK: NHCEMEHHBIR 3aKa3, YCTHOR COMMAalla e, 3aKaa no Tena-
oMY MM ANEKTROHHONA NOYTE.

OaHa W3 CaMmbix pAcnNpoCTpaHEHHLX NpobBnes, © KOTOPBIMH NDWMXOOQWTCA CTANEWBATRLCA NPW 3akas
3@, — 3TO HENOHWMaHWE TOND, YTO IAKAIAHD KK K3K 3THM NONEI0BEATLCA. [NA pelweHna gadHol npobnemel
BANEH XOPOLWD HanNameHHsIA 0BMaH WHPOpMaLMen Maxay opradniIayrai W NoTpeSHTEnemM 1, No BOaMONHDC=
TH, OpraHuIaUuy peEHoOMeHIYeTCA pazpaborate npoueccs obmMeHa WHOOPMELWER ONA WABHTADWEALHK W
PELWEHAA 3TOH NpoBnessl.

3AKAIL B NHCHMEHHOM KNK ANSKTROHHOM BUOE, NONYYEHHBIE N0 NoYTE, Gakcy, ANeKTROHHOA NOYTE WM
yapes MHTepHeT, MOoryT CTaTek QOCTOBEDHERM WCTOYHHEDM NOapoSHOCTER O 3aKa3aHH0N NPpoOyELMA. Tipy nony-
YEHWK 333308 N0 TEnehoHy MMM NDAMOA KOMNBOTEPHOA CERAZM NPHHUMAIOT EOHKDETHRIE MEDE! ANA pericTpa-
LIMIA 1A NOOTBe 0 eHa 3axa38. OpraHu3IanMa Jon#Ha paspaboTaTh METOOE VIDSENEHWA TAKMMK ZAK3IA MM,
Hanpumeap:

a) oauH Ma cnocofos oopMUTE 3aKa3, cOenaHdHbIi No Tenadory, MOMET 3aKno4aTeCR B TOM, 4TO MU0,
MPMHAMEKOLLEES 33Ka3, 3JaNUCEIB3ET B NDUIOTORNEHHEIA 2apades BROKHOT (MAK Jae NpeasapuTeneEH0 OTNeYa-
TaHHyio opmy ) Boe NOOPOSHOCTIA 32Ka33a W NPOYMTHEAET NOTPaGUTEN0 CRMD 3aNHCk, 3aNPaLlMESR NDW ATOM
MoQTEEDHOEHHE,

b} opyrum cnocobBom MoieT DuiTe BEEOS8HWE NOOPODHOCTER 31aKa2a HENOCPEOCTEEHHD B HOMNBIOTED,
MpM 3TOM CHOBA 3anpalukeaT NOLTESDHOSHKWE 33Ka33 B YCTHON dropMe, No Rakcy UMK anakTROHHON NoYTe, ©
HENOCREACTEEHHBIM COXDAHEHMEM WHDODMALKA HA OWCES MMM DARCTEYATEDN 88 HA BYMAMHOM HOCHTENE.

7.2.1.6 Mocnenony4eHWA 3aKasia OTBEETCTEEHHOE NHL0 OPraHnaaurg GoNKHO NPoaHanManpoBaTs 3aKas
C TOYKA 3IPEHHA BOIMOMHOCTH YOOBNETROpEHWA TpeboBaWvid, npueegedHs B MCO 13485, nywsr 7.2.2.
B Hefonswof opraHMaagii aTiM OTEETCTEEHHLIM NUMUOM SaCTO ABNRBTCA 88 PYKOBOOWTENb.

OpradKaalna Tamke onsHa onpefenaTs HanW4ue B 3akale TpeSoBaHWii K NPOSKTY M CBAIL 3THX Tpabo-
Banmid ¢ MCO 13485, nogpaagen 7.3. PykoBogAwme yKasaHua, NPUBELEHHLIE B 7.3, NOMOranT opradnaanmm
ONpEeaendTe, ABNAKTCA MK JaHHsE TPEGoEaAHHA TREGORAHMAMK K NPOSKTHROBAHKID W paipaboTye.

3anuce 0 NPOBE0EHHOM SHANKMIES 338333 MORET DbiTe TAKOH ME NAKOHAUYHOR, k3K M NOMETEA HA 33K338, 1
CONSMAATE TONLKG NOOTESDHOSHKE, UTO 3AKSS MOHET BRiTh BLINGMHEH, CONPOBCHTAEMOE MOONMCEED AHAMHIW-
pYHHLErD NUUAa, ¥ oaty. B cnydas, acnd Heofxogus Gonee cnosHbid aHanua, opraqd3ay«a MoxeT paspabo-
TaTk NPOUEOYPY TAKOND aHANK3a, HO CAMa 33NKUCk JONKHA BENIOYATE B CEGA TONLKD OCHOBHbLIE NOAPOEHOCTH
3aKa3A.

T7.2.1.7 Ecnu opraHyiauWs npeanarasT B03MoMHoMY NoTpeDHUTEnD IaknOYdTe KOHTRaKT und odiop-
MWTE 3aKa3, PEKOMEHAYEBTCA NPMMEHATE TOT Me Nnoaxod. Heobxoqumo yeTpaHuTe NnbkIe NPOTHBOPEYAA MEN-
Oy NpeancHeHrAMN OpraHMaauMamy 1 Tpebosaquanmi noTpebuTena. Opradvaauma OoMmyHa yOoCTOREDMTBCH,
YTO TpeboBaHKA, No KOTODBIM QOCTHIHYTO COrMNALEHWE, JANUCaHE HagNexawmm obpaaom.

MNpw HEOGXNOQUMOCTIA BHECEHUA MOOkIX MIMEHEHWA B 3aKa3 HNA HOHTPAKT PEKOMEHOYETCA NpoaHan1in-
POBATE ITH HAMEHEHWUA M NPHUATH KECOrNalwe Ao TAK M, k3K B CNyYas CNepeoHaYansHEIM 33K330M HNA KOHTRakK=
TomM. ECAM WIsMEHEHWA MNPUHATE, BAWHO NporHgopMupoBaTe o0 3ToM 3aMHTEPECOBAHHOE MNWUD B
OpraHAIALMM.

PekoManayeTCA TAME BHOCHTE MIMEHEHWA B COOTBETCTEYIOWWE JOKYMEHTLI, Ha HOTOPLIE AaHHLIE H3MEe-
HEHKA OKAILIBANT BRAHME.
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T7.2.2 Ananua TpeBoBaHWH, OTHOCALMXCA K NPOAYKLWH

HCO 13485:20023 Mapenua MegWuMHCHHE. CHCTEMB! MEHEOMMEHTA KavecTea. TpeboBaHwA
AnA Wenei paryndpoBadKa

7.2.2 Ananua TpaboBaHWA, OTHOCALMXCA K NPOAYKLMM

OpraHiasaLlna AomHEHa SaHANWIMPOBATE TREEORAHKA, OTHOCALWMECH K NDOOYKLKK. 3TOT SHANKS OOMEeH
NPoBECGMTECA 40 NPHHATHA OpraHkIayWed obR3aTen:ECTEa NOCTARNATE NPoAYKUHID NoOTRpebuTemo (Hanpu-
MEp, A0 YYACTHA B TEHOSPAX, NPUHATHA KOHTDAKTOB WNK 3AKa308, NPHHATHA HIMEHEHWA K KOHTPAKTAM WNW
JaKazamM) ¥ aonmsed obecneyHBaTh:

a) onpadenaxue U JoKyMeRMUpoEaHLUe Mpebogakll K npodyruyu;

b} cornacoBadue TpeboBaHWA KOHTPAKTA UMW 33Ka33a, OTNHYAKLLMLCA OT paHes chopMyNMPOBRaHHBIX;

C) cnocofOHOCTE OpraHMIaLMK YO0BNETRODATE ONPaleneHHsIe TpeSoBaHnA.

JanucK paaynkTaToR aHaniaa i NOCNeqyrwuy OeRCTEWA, Bl TeKaILWWX 143 aHaNWaa, QOMmeHbL Nog0ep-
WHMBATECA B pabodemn cocToAMK (cu. 4.2.4).

EcnunotpefuTend He BelQBMradT 4oKyMEHTHPOBaHHEX TPeBosa ki, OpradviaumMa QonsHa noarasp-
OWTE WX Y NoTRpeBUTENA 20 NPHHATAR K MCIONHEH M.

Ecnu TpeboBaHnA K NPOSYKLMKA HaMeHEHb!, ODTaHM3aLMa OoNHHa oBecneYnTe, YToDEI COOTBETCTRY 0=
WKe OOoKYMEHTE OeiNKW KCNPABNEHE, 3 IAWHTEDESCORAHHEIA NEPCoHan &N NOCTABNEH B WABECTHOCTE 06
MIMEHUBLMXCA TREDoBaHMAY.

n EMMEYaHHE — B He KOTOPRIX CHTYEWHAX, TAHHX KB NPO0ANH, OCyIecTENASME R Yepes MHTEDHET, NpakTH-
HWECKH He I.IE'J'IEL‘GEIEFI-EEIHE! NpoBOOHTE DI:I:IHLI_HE NEHEIA AHANKS KaWQoro sagasa. BMecTo 3TOMD GHANKS MoMaT PECNPOCTRE-
HATBCA HA COOTEETCTAYHLIYE MHEODMALWID O NROOAYELWE, TAKYH 8 KATANOMA WNHM PEKNaMHBIE METEDWANE.

Kpome oblmx pyHoBoAAWME YEE3aHWA, NpHMBeaeHHBIX B MCO 13485, nogpaanen 5.2 » nyHKr 7.2.1, KoH-
KPETHBIX PYKOBOAALLME YKAIAHMA ONA MEOHLMHCKMX MA0endih He HMEeTCH.

7.2.3 CBAIL ¢ noTpebHUTENAMK

HCO 13485:2003 MapgenuAa sMegdudHCKMEe. CHCTEML! MEHEOMMEHTA KavecTea. TpebomaHwA
AnNA Uenead perynvpoBaHin

T7.2.3 CeAak ¢ noTpebUTENAMKM

OpraHlasalia OomHHa onpedenaTe W 0CYILECTENATE SO OeKTHEHEE MEDE MO NOQOSMHAHWK CEAZW ©
noTpebrTenAMKY, Kacalowmnecs:

a) MHDoDMaLKMK O NPOSYHLMK,

b) NpoXoMOEHWA 3aNDoC0E, KOHTDAKTa WK 3aKa3a, BEMOHan nonpasku;

)} obpatHoR caAsK C noTpebuTenam, BENKYaA Kanobsl noTpebkuTenel (cM. 8.2.17);

d] noRcHUMensHsx yaedomnaMul (cm. §.5.7).

Kpome Heobx0QuMocTii BHEOPEHHA PeayNbTaTMBHLIX CDEACTE CBAZM C NOTPpeGuTenAMKY, BKno4an oGparT-
HYH CBA3E, B MCO 13485, nyuet 7.2.3, paccMartpiearnTCA Manohsl noTpeiuTenai U NoACHHTENsHLIE YBEO0M-
NEHKA (CM. TAIOKE DYKOBOOALME yra3aHiA 8 MCO 13485, mywxr 7.2.1).

MoACHWTENEHBLIE YBEOOMIMEHWA pAacCMOTpEHEl Take B MCO 13485, nyakr 8.5.1, roe cogepwarca gonon-
HHTENBHBIE DYKOAOOALME YKaiaHnA.

CnpeoeneHia TEDMAHOR «NOACHUTENEHOE YESOOMIBHHWEs W axanoba NoTpeduTana: NpUBsteHsL &
MCO 13485, nogpaagens: 3.3 1 3.4. JokyMeHTR, CYLWBCTRYIOWME HE MENMTVHADOOAHOM DhiHKE MEIHLMHCKHX
W3NANWA ¥ COOepHallKe Perynupyiolne TpeboBaHKA K HUM, MMET HESHAYUTENbHEIE PAINMYWA B TEPMUHAX,
onpegeneHraAx n TpeboBaHMAX. OTHOCALLMXCA K xanobas noTpetuTens, HopPaKTHRYIOWMM W Npenynpesnan-
WM JREACTEHAM. B 3T QOKYMEHTAX OTDAEMEHD TAKME DAINWYHOE OTHOLWEHWE K OTEETCTEEHHOCTH CAMOo i opra-
HU3ALMA-MITOTOBHTENA W OpPraHKiaunil, KOHTPONUPYIOWKY COOTEETCTEME Derynupylolwus TpeboBaHmAm,
TReGoBaAHHAM NOTREDUTENEH M TRETEMX CTOROH. D4Ye b BAMHO, YTODE B OpraHHIauWi Belnu obecnaYeHsl yono-
BHA ANA NOHHMaHKA PErynHpyiownx TpeBoBanMi, CYWEBCTRYIOWMX HA HOHKDETHOM pPeHKE chRITa NpoaYKLMA,
BRINYCKISMOA DaHHOR OpradMiaudei, ¥ COOTEETCTENA 3THM TpeGoBaHHAM. CEAZE ¢ NOTpebUTenAMK MOKET
TaKEE NOBNWATE HA CNOCODHOCTE ORraMMIauKd YCTAHARNMEATE MAKM BEPREWULMPOBATE NPOCNEMHBAEMOCTE
NPoOAYKLMK BNNOTE G0 KOHEYHOM NONL30BATENA. 370 0CODEHHO BAMHO B OTHOWEHWA MMINAHTHDYEMbIX MEn-
LIMHCKIAY MAMENWIA, ANA KOTOPBX CYLBCTRYIOT HOHKpATHERG TpeboBaHuA npocnexkiaasmMocTi (oM. MCO 13485,
nognymHeT 7.5.3.2.2), MN B OTHOWEHKKA APYITMX MEOWUMHCKKE WINenWid BeICOKOMD PWCKa, ONA HOTOPRBIX
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TpeBoBaHKA NPOCNEXHBABMOCTH MOTYT BbiTh BRABMHYTE OPraHHIaLMAMMK, KOHTRONWPYHALKMW COOTRETCTEHE
perynupyiowunM Tpeboradnam.

7.3 MpoexTupoBaxHie W paspaboTra
7.3.1 MNnaHvpoBaHKEe NPOEKTHPOBAHKA M paipaboTeM

HCO 13485:2003 Magenva megvuMHcEMe. CHCTEMBl MEHEOXMEHTa KavyecTea. TpeBoBaHMA
ANA Ueneil peryndpoBaH1a

7.3 MpoekTHpoBaHMe ¥ paspaboTa

7.3.1 MnavvpoBaHHe NPOSKTHROBAHMA W pazpaBoTHHM

Opeanuaayus domsHa paspafameiaams dokyMeNmuUpoeatsie Npoyedyps NpoeKMUPOSanUsa U pas-
padomi npodykLyuL.

Cpranu3alua obAIaxda NNAHWPORaTE M YNPABNATE NDOBKTUPOBRAHWEM M PAIpaBoTHOR NPOSYILAM.

B xone nNaHkuposaHia NEoeKTHDORaHMA W paspaboTk OpraHMIauna JoMmeHa YCTaHaBNMBaTE:

a) cTagvu NPoSKTUPoBaHKMA ¥ paspaboTem;

b} eudbideAmMensHOCMU MO aNaNU3y, éepudchukalyuy, sanudayuu u nepedaqye NDOBKMa (M. APLMEYS-
Hug), coomaemomaeayeiyue Kaxdol cmaduu npoexmuposaHud U paapabomsw,

C) OTBETCTEEHHOCTE W NONHOMOYKME B 0GNACTH NPOEETHROBAHMA W pa3patoTrK.

Opraq-3ay«a QonsHa yNpaenaTs E3aMMOLeACTEAEM DaINHYHBIX FPYNN, IaHATEE NOSETHDOBAHNERM 1
paspaboTko#, C yenko ofecnedyediA 3eKTURHOA CEAM M YETHOMD pacnpagenegHvA OTRBETCTBEHHOCTI.

Peaynemamsl nnaxupogarus dormiksl Beims FokyMesmMupoeans U, 8cl Recbxoduno, SKmyaniudl-
poBaMEl NpY COSBMUBHCME0EAMLIU NpoeKMUpOsaMLA U paspabomxl (oM. 4.2.3).

Mpumeyanue— JeameneHocms no negedave NPOEKME § APOUSCoS NEOSKMUpOEAHER U paspalomuu
donwHa EApAHMUDOEaMEB, “NO BairodHaie dEHHEE NDOENMUSDEaHLR U paapafomey Sydym sepudiuLUpOSaHE KGR &0-
Omasmomeyawie mpelceaHuRM § NDOYSCCY Y320MOBREHURA, NDEXIE YEM CIMaHYM DECHIGMENsHBIMY creyUghUxsLYL-
AMU Moo yRULL.

MNpKu NNaHupoBaHAK NPOSKTUPOBEHWA M PaapaboTiK NPUMEHAKT TAIKE PYKOBOOALLWE YHAIAHWA, NpHBE-
AgHHBIE B 5421 7.1,

MaHKMpoBaHWe NPOEKTHPOBAHKA M paIpatoTEM HeoBX0OKMO GNA CESCNEYEHHA HAQNERALLETD YN pIRNE-
HHA NPOUBCCoM NPOEKTHROBAHMA W QOCTUHEHWA NOCTARNSHHLIX uenad B obnacTk kavecTea. PaspaboTaHHsle
MAaHE O0MA¥HE COOTEETCTEOBATE TEM NONOMEHWAM CHCTEME! MEHSOMMEHTA KaYeCTES ODTaHWIaLMK, KOTODLIE
WMEI0T OTHOLWEHWE K NNaHKpoBaHWio B 0GNacTd Ka4ecTea v TpeboBaHMAM K NPOUECCaM MHIHBHHOTD UMKNa
NPOAYKLAH, BENOYAR YyNPaEneHie NpoSKTHPOBaHHENM M palpaboTHo.

Mnaw(sl) NpoeKTUPoBARKWA W paapaboTid obeMHo BRMOYaET(I0T) B cebA cneayowee:

a) onUCaHKWe LEned NPOSKTHPOBAHKA 1 pailpaboTiM, TO BCTe, KAKOE KOHEDETHOE MEQULMHCKOE H3Oenne
Oon#Ho BeiTe paspaboTaHo,

b} BOAMOWHES PRIHIM CORTA (KK MAHHUMYM, 06LLYI0 NPEABAPHUTENBHYIO OLEHKY);

C) WgeHTHDKEaU MK JOKYMEHTOR, NDOUEdYE W MTOMOBRIX 33NHCERN CACTEMEl MEHEOMMEHTa KaYacTaa,
NpHMEHABMBIX K YNDABNEHWIO NPOSKTUDOBEHWEM W paipaboTiol,

d)} nogHTUdMKaLMIO pacnpelenéHiA OTRETCTEEHHOCTIA BHYTPW OpradM3aumn no obecnevyexuio KasecT-
B3 HA 3Tane NPoeKTHPOEaAHWA # paipabo Ty, BKMOYaA BIaMMOdedcTare ¢ MOSeIMM NOCTABWWKAMMK;

&) MOBHTUEHKALMID OCHOBHEIX 3a0ad, TReByIOLWMY peluaHWA [MNW 3TANOE YNPABNEHHA NROSKTHROBaHK-
G W pa3paBoTROR ], OMMOAEMEBIX BLIXOO0B (NPOHIB0OH B M 33NHWCH ) ONA KAEO0H 380349H WNK EaW00ro 3Tana, 8
TakKe pacnpaieneHis HHOKBEMOYanNs:HoR OTRETCTEEHHOCT HNKM OTEETCTEEHHOCTH OPradMaau iy (NepcoHan |
PECYPCH) 38 BRINOMHEHWE KAKO0NA 330a4M WK 3Tana;

f) rpadMk BLINONHEHWA OCHOBHLIX 32034 MW 3TAN0A C Uenksi0 COOTEETCTEMA BPEMEHHLIM DaMEaM, yCTa-
HOBNEHHEIM QNA PEANWIALWA BCEA NPOrpamidsl ORACTEWA,

g) noeHTUOUKALKMID HE0BX0OMMED HMMEDLWWXCA M NpaanonaragMeX YCTROACTE ONA MOHWTOPKAHIE M
HIMEDEHHA C UENk0 DeanMIayvd BMO0E OeATENEHOCTH, CEAIAHHLY ¢ paapaboTod TpebopaHMi, BeprdHKa-
LiHEH, BanMgauned i HaroToaneHAEM KOHEDETHOMD MeHUAHCKOND HAQenHA (CM. Ta e PYKOBDOALKE YEI3aHHA
B 7T.6)

h) eeiBop AUy, NPOBOOALIWK AHANKS, COCTAR MPYNNG, NPOBOOALEE SHANKI, NPoUBOYDEl, HEODXOOWMEIE
ONA aHanK3a Kaxaod 3a0aqdn WNK atana;

i) BUO OBATENLHOCTA NO MEHEIMMEHTY DHCKE,

J} BeBOp NOCTABWMKOE.
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BeegeHue

Pykopogocteo MCOITO 149692004 no npyMmMeHeHne MexgyHapogHoro ctadgapTa WCO 134852003
NOAroTORNEHo TexHuyackMi koMuTaToM MCOMK 210 a¥npapneHa KAaYacTBOM U COOTEETCTEYIOLIWE SCTNeKTh
ONA BAEOHLIHHCKAXY MIJEMA,

HacToslwee wanaHKke OTMeHAaT W aameHaeT WCD 14965:1950.

B Tex cny4aax, KOrga HAcTOALLES PYKOBOACTED COOEDMMHT NpAMBIE UMTATE M3 TEKCTA MEXIYHapOgHOMD
craHgapTa MCO 13485:2003, oHM 3asNi04eHl B DAMEHM M3 TOHEMX NHHEA 1 o3arnasness; «MCO 134552003
Magenuwa MequuuHcrkie. CUCTeMe MeHEIEMENTa avecTea. Tpebopanua ANA UanNad parynupoBania .

MyHETEl Wma nognyHeTsl MCO 13485, TexcT koTopeix ayTedTi4ad TekcTy MCO 9001, Habpad npAmMsin
wiprdToM.

Texct MCOD 13485, ve ayTenTHdHsd Tekcty MCO 2001, Habpad kypcuBom.

HacTodAwwi cTasgapT npegcraenaet cobod pyRoBOOCTEO No paspaboTHe, NpUMEHE MK W NoO0e #Ha-
HHIO CHCTEME! MEHEIXMEHTA KAYACTRA, COOTRETCTEYIOWEN TpeboaanAM MCO 13485:2003, npUMEHATENE-
HO K paspatoTee, NPOWIBOOCTEY, MOHTAXY MODCNYMUBAHKG BCEX BUMA0E MEOWLMHCKAX HAOENKH 1 CEBAIAHHEL
C HMMK yonyr. [JaKHoe pyKoBOACTEO COASPMMT HOHUENLWMM 1 METOo0kl, HOTOpPLIE MOMYT GbiTe pACCMOTPEHG
OpraqHMaIalHAMK, YCTAHaBNHNBAIOWMWMKA U NOLOSKUBAIOWMMK B paboyeM COCTOAHWKM CBOM CHCTEMBI MEHE-
HMMEHTA Ka4YecTea.

Mpw oueHke oBnacTi NDUMEHEHWA HACTORLLErD CTaHAApTa peKOMEHaYRTCA pPACCMATDUBATE HAIHaYe-
HHE MEdULUMHCKWX HA0enHi, DHCK, CEAIAHHBIA C WX MCNONBI0BAHWEM, U NDUMEHHMBIE DEryNHPYIoWWe Tpebo-
BAHKA.

TepMuH aperynupyioilwe TpebosannAe, MCNONBEIYEMEIA B HACTOALLEM CTAHOAQTE, BEMOYaeT B caba
Mosrso Tpebosadni MCO 13485:2003 4acTH 3aK0H0B, NOCTAHOBNEHWA, DEEDETOR WHAH OpYIMY HODMaTHE-
HBIX QOKYMEHTOR, NDAMEHHAMBIE K CHCTRMIM MEHSIMMERTA KAYECTBA MArOTORMTENE A MEQWLMHCKWUE Ma0en Wi,
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MnavvpoBaHne NOIBCNAST DYKDBOACTEY OPTaHKIALWK YNPABNATE NPOLECCOM NPOEKTHROBAHWA ¥ pa3spa-
GOTEM, HE BEIXOQA 33 YCTAHOBNEHHEE BpeMEHHLIE pamMikk i obecneynean Hagnesawme sanucu. B npouecce
NNaHKPOBAHKA COTRYOHNEA MPYNNb NPOEKTHROBAHKMA W pa3paboTkW YeTHD CCo3HaKT HEoBXoaUMbIE YCTaHOR-
WM, Uenu U npoueaypel. MNaHMpoBaHKWe REMNAETCA TANKE OCHOBOW ONA ONPEeAeneHuA COOTBETCTRMA LI@nAM
CHCTEMB MEHEAMMEHTA KaYecTa,

Buael 0eATENEHOCTH NO NPOBKTHPOBAHKMIO M paspaboTke peKoMEHAYETCA ONpaaanATE C TOW CTENe kI
QETANH3aLWK, KOTOpaR HeobxoguMa ONA BeINCNHEHWA NPOYECCa NPoeXKTHPOBaHKWA. CTeneHs NNasMpoBasna
NPOUSCCOoB NDOEKTHPORAHWA M pa3paboTeM 3IaBUCHT OT BENUYMHEl OPraHHiaUuMu-paipaboTymKa W CNOMHOCTI
paispabaTeiBaemMoro MEJULKHCKOM HAOenHA. B HeXoTOpBIX OpPraHnaauuax QOKYMeHTUDYIOT BCE NPOUBCCH K
Npougaypel, 0THOCALLWECH K BUOaM JeRTaNsHOCTH NO NpOEKTUPORaHMIo U paapaboTre. B Takux opraHvaaymax
ANA KAMA0N0 KOHKPETHOTD BUAE OEATENEHOCTA MOMET BRITE TAKKE paspaboTad NNaM, paccMaTpHBANLWKA BCe
QAETANM JaHHOTD BHAA NEATENEHOCTA W BIMIO4a0WWA B ceba Heobxogumee 0BLKne yCTaHOBKY M Npouetypel. B
OPYIMX OPraHn3agvax COCTABNAKT NoApobHEd NNaHd NPoOeKTHPOBAHKA ¥ palpaboTiM KOHKPETHO ANA KaXOoro
NpoexTa.

Ana HEXOTOPBIX TEXHONOT WA BIAWMOCERIEL MEX Y yNPARNEHWEM NDOEKTUPORAHWEM M NPOUBCCOM paspa-
GOTEM MOMET BeTe OYEHE TECHOH, B TO BPEMA KAK ANA JPYIHE — HEeIHAYWTENsHOH. MeguurHcEne Magenua
PEKOMEHOYETCA NPOSKTUPOBATE TaK, YTOBK! OHKM MOTNH BROEPHATE BOIMOMHEIE HIMEHEHWA B NPOLECCE M3ro-
TOBMNEHWA, a8 NPOUECC NATOTORNEHWA OOMKEH DTk TAKMM CTA0UNEBHEIM, YTOG R rapaHTHPOBaTL NPOMIBOOCTEO
GeaonacHoi NPOSYHL WA, DYHKUMOHUDYIOWEA HAONEMAWMM 05palom. 3T0 YacTo NPHBOOAT K TRCHOMY BIANMO-
AEBACTEMIO MEXTY BUOAMH OeATENsHOCTH NO paszpaboTie NpOOYELUMK KU paszpaboTke NpoUecCos.

Mepegady npoekTa B NPOWIBOACTED PEXOMEHOYETCA NPOBCAWTE NOCNE 8ro adankaa n oaobpeHus scex
creyuduradmia 1 npouaayp. Npy NNaKWPOBAHKK NPOLECCOE MA3IHEHHOMD LMKNa NPogyKLWKY PeHOMeHOYETCA
Y4UTRIBATE TpeBOoBaHMA K NPOM3BOACTEY (BOCNPOMABOOWMOCTE, OOCTYNHOCTE JandacTer/marepuancs,
noTpeSHOCTE B NPOWIBOOCTEEHHOM 0B0pYA0BAHKA, NOArCTORKE ONEpaTOPoR M T. 4.) W BO3MOMHEE Tpedoea-
HHA K OUSHEE COOTRETCTEMA (Mpoueayp, MeTogos, ofopyaceadud). MNpd TAKoM NNaHUPOBAHKMKA HeoBXoOMMo
YYATHLIBATE BCE A8TANW C UENLI0 0DECNHEYEHHA NPABMNBEHOND WX BKNOHYEHAA B KOHKPETHEIE NPOUECCHl HN| Npo-
Ueqypel, CBAZAHHLIE C NPOLECCAMKA MUIHEHHOMD LWKNa Npogykuyne. HegocTaTtousoe BHUMAaHWE K QeTanss
MOMKET NPUBECTH K 3a080MKE BEIMYCKA NDOAYELMM, 8 TAIKE K BRIMYCKY HECODTEETCTRYIOWEA NPOgYKUMKM Bonea-
CTEHE NOCTABOK HHIKOCOPTHOMD ChipsA MMKW HEAONOCTABOK ChIPER, MDWMEHEHWA HEHagnexalwux cnocobos
HArOTORNEHWA MNK HEBANHMOWPOBAHHEX NPOUSCCOR, HEYaTHHE Paboynx MHCTDYKYWA, HENPABMNLHOND MapKK-
poBaddA ¥ T. 0. CooTBaTcTeve TpeboBanuwi, METOOQOB W NPOUBaYp perynupylowums TpefoBaduamM MOMHO
NpoaeMOHCTPUPOBETE C NOMOLWLI0 BanWjau4d npousccos (ov. MCO 13485, nyHeT 7.5.2).

T7.3.2 BxogHie OaHHLIE OQNA NPOSKTHPOBaAHWA M paipaboTHK

HMCO 13485:2003 Mapenwa meqMuMHCHWE. CHCTEME MBHEOMMEHTA KadecTRa. TpeboBaHWA
ANA uened peryniposadna

T.3.2 BxogHkié AaHHLIE ONA NPOSKTHPOBaAHWA W pazpadoTim

BxogHele gaHHEE, OTHOCALMECR K TPEGoBaHMAM K NPOAYHLWKM, A0NKHE DRiTe ONpegeneHtl, 8 3anucH
OCM#HE NOOOepEHBATECA B pabouam cocToARWE (oM. 4.2 .4).

BrogHele gaHHBE O0MNHHE BEMDYaTE B cebA:

&) hyHKyUONANEHES U IKCNAyamalloHhblie mpeboadanur, mpaboaanud Kk He3onacHoCmu COanacko
HaZHAYEHLID,

b) COOTEETCTEYIILUME IaKOHOOaTENEHEE ¥ apyrve obAzareneHee Tpebosanus;

c) Tam, roe ato uenecoobpaiHo, RpopMagnmg, BIATYIO M3 NPEeabIgYLLIME aHAN0MY bl NOOEKTOR,

d} opyrie TpeboRaHMA, BANHLIE ONA NPOSKTHROEaHKA W paapaloTim,

&) BhxodHEE daHHLIE N0 YNDSGENEHLID PUCKOM (oM. 7.7).

Bxodneie dannbie domwke! Beims MpoasanuIupogarsl Ha COMMEaMCMaUs paaynupyrun mpeboaa-
HUAM U ymaapwoeHs.

TpafoBaHHa AoMHHE BelTh NOMNHEIRM, HEOBYCMBICNEHHEIMA H HEMNDOTHBODEYME BIMM.

7.3.2.1 DBwmre NnonoseHHA

MpyUMEHAIOT TAKKE DYKOBOOALLME YEaAZAHWA, NPUBEOEHHbIE B T.2.1.

BxogHeE OaHHBIE QNA NPOSKTHROEaHKA W pazpadoTrn 0SMHO MMEaT hopey NoapobHeix TpeGoBaHWA K
NPOAYKLHM WIANK ONWCAHWA NPOOYELWK, B8 HAZHAYEHWA, KOHUIYPaLWMK, COCTARA, BCTPOSHHLIX ANEMEHTOR U
Apyrix ocoBeHHOCTER KOHCTPYKUWA. BXoaHse OaHHbe ANA NPOSKTHROBAHWA WM paspaboTik peKoMesayeTcA
QETANWIMPOBATE 40 CTENEHW, HECEX0OHMOH ANa peayNLTATHEHOND BLINOMAHEHKA BHO0E JEATENEHOCTA MO Npo-
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BKTHPOBAHKIO W oBecnedvedio Haanewallel OCHOBRE ANA NPMHATHA pelueHiid No NpoexTy, a Tawwe AnA
pEprdMEaLFAN W BANHZaWKK NpoekTa.

Bo BxoaHbLIX AaHHEX ANA NPOEXTHPOBAHKA 1 paapaboTi Boe TpeboBaHnA PEKOMEHOYETCA ONUCRIBATE
K3k sowHD NnogpobHes. OcobeHHD DETANBHD CNeOYeT ONUCHBATE BoS COMMALU8HMA Maray NoTpebuTenam 1
Opradn3auned, a Tae JaKoH00aTENBHBE M PErYNUPYIoWKe TReE0Ba KA, KOTOPRIM O0NKHA COOTEETCTROBATE
NPogyHYA. B 33Nk BXO0HEX AaHHLIX ONA NPOSKTUPOBAHKWA DEHOMEHIYETCR TAKKE BINIDHATE aHANKS NGk
HENCMHLIX, NPOTUBODEYHBEL MMH JEYVCMECTEHHBIX TReEoBaHui, HOeHTHDULKMPOBAHHEX C© NOMOWRD obpar-
MO CBAIM B X008 ADYTWX BUOOB AeATENsHOCTH NO NPOEKTHPOBaHMIO U paspaboTie. BxodHsie JaHHbIE 4NA Npo-
BETHROBAHMA W pAIDaBOTEM OONMHE WO EHTHDHWUMDOBATE KPUTERWA NPOSKTHROBAHKA, 8 TAKKE HeobXoaHMBElE
ANA paapaGoTEN M aHaNWaa Mateprans ¥ NPoOUeCccel, BRMOYan CNeTadra obpaaya, © uensko sepudHEanmnm
BEINONHAMOCTA W A0eKBaTHOCTH KPUTEDHER NPOSKTHPOaaHKA. BXogHeIE JaHHsIe ONA NDOSKTHPOBaHNA DeKo-
MEHOYETCA NOQroTARNHEATE TAK, YTOOR MX Narde GeiNo MEpUogHYecE KoppEKTH POBaTE. [pKu HEoBX0OMMOCTH
MIMEHEHNA BXOOHED AaHHEX ANA NPOEKTUDOBAEHWA PEKOMEHOYETCA CABNATE 3ANKCch, B KOTOPON CNeayerT yra-
3aTh NPMYHHY HEODXOOMMOCTH HIMEHEHWA, NKLUO B OPrasd3andy, OTBETCTEEHHOE 33 BHECEHHWE MIMEBHEHHA, W
NHUD, KOTOPOE cnegyaT NoCTABWTE B MIBRCTHOCTE O BHECEHMM MasmeHeHMA. MNoqroToRNeHHLIE Takks obpasom
EXOAHEIE OaHHBIE 4NA NPOEKTHPOBAHKA 1 pa3paboTrK ABNAKTCA OHOHYATENEHEIM ASRCTEYIOLULAM CobLNOYHBIM
AOKYMEHTOM BNNOTE [0 JAEEPLIAHKA NPOSKTA.

BrogHbie JaHHsIE ONA NPOSKTHRORAHMA W paipabo ey, KOTOpEE ObbMHO OomsHE GeiTe ONpegenaHs,
NpCAaHANWIMPOBAHE], YTREEOEHEl M 3ANWCAHEI B OPraHd3aLMK, BEMNOYanT B caba:

= MPpEOH3IHAYEHHOE NPUMEHEHHE MEQHUMHCKDTD WAOENUe;

= MOKAIAHWA K NPUMEHEHMD MEQWLMHCKOMD MIOenMa;

- IAAEMNEHHEIE JKCNNYATALWOHHEE XAPAETEDUCTHEN MadMUMHCKOTO MAOanua,

= TpeboBaHUA KDYHKLKOHHPOBAHMID MEAHLWHCKOMD HAAENKA (BKMOYaA HOPMANLHOS NPUMEHEHKE, Xpa-
HEHHE, YXOO0 W TEXHUYECKDE oDCnyMBaHMa);

= TpeboRaHMA K NOTREBUTENID W NaLMeHTY,

= TEXHWYECKHE XADAKTEPUCTHEN MESWUMHCKOTO M3JanKa;

= TpeboRaHUA K Yenoeaqvackomy DaKTopy AKCNNYaTauoHHON NDUMOAHOCTI]

= TpebopaHWuA K DeaonacHoCTH M HAQERHOCTH,

= TpeboBaAHWMA K TOKCHYHOCTH M BHONOMMYeCKoR COBMBCTAMOCTH,

= TpeboRaAHKA K ANekTPOMArHWTHOW COBMECTHMOCTH,

= MPAHMUELO0MYCKN ONA MEQULMHCKOMND Haganua,

= NpUMEHAEMEIR YCTRPOACTE GNA MOHWTORHHME W MAMEDEHMWA;

= METOOL MEHEIMMEHTA DUCKA WNK YMEHLILEHMA DUCKE, BeITEKAIOLWMWE 113 aHaNWaa ONacHoCTWpUCKa,

= coobwenun ob uHumpedTax (oM. MCO 13485, nyser 8.5.1 )anofax/HeMcnpaBHOCTAK Npe Mk 0y X
MEQHUMHCENY Ma0anWiA;

- OPYrAe DaHHBIE W3 HCTORMA NPHMEHEHMA MeOMUWHCKIMX MATDENMHIA;

= JOKYMEHTE Ha NPeabaYLLWE NPOSKTE,

= TpefoBaHNA K COBMECTUMOCTH NPUHAOANEKHOCTER W A0NONHUTENBEHEBIX YCTRORCTE,

= TpeOOBaAHWA K COBMECTHMOCTIH CO CPEO0N NDeaHAIHAYEHHOND NEKMEHEHKES,

= TpefoBaHUA K YNAKOBLIBAHWIO 1 MADKMPOBAHKIO (BHMIOYMER aHankl NpeaoTepalens 0boCHOBAHHO
MApOrHOAMDYEMOTD HENEABUNEHOND MCNoNBE3I0BaHKA),

= TpebOoRaHWA K NogroToBRKe NoTReBuTena/ nons3IceaTans;

= peryndpywlKe 4 3akoHogaTenstsie TpebopaiyA PeiHKOB NpEaHAHAYEHHOMD NPUMEHEHRA]

= HEobX0gMMEE CTAHZADTE (BEMCYaA OTPACNEBkLIE, HAUMOHANLHBIE, DEMMOHANLHEIE, MEKTYHAPOQHEIE
HMNK FAPMOHHIWDOBaHHLIE);

= MPpOVIBOOCTEEHHBIE NPOLECCHI,

= TpeboRaAHWA K CTEDUNEHOCTH,

= AKOHOMMYSCEME W UEHOBLIE SCTEKTR,

- TpefoBaHWA K CPOKY CNywObl MEOMUMHCKOND WIOENHA;

HEOBXOOHMMOCTE B 0BCNYHHUBAHMH.

DoEyMEHTEl, COQEDHALLKE BXOOHEIE JaHHBIE ONA NPOEKTUDOEAHKA K pazpaboTry, PEKOMEHTYETCA KOp-
PEKTHROBATE W NEpEHIgaBaTe NPH HeobXoaMMOCTH, NO OKOHYaHKK NPOEKTa W NOCNE aHanvaa paspaboTen.
PekoMerdyaTca XpaHHTe 3anvck cO BCEMKA OTMETEIMK O COrMAacoBaHMk M YTESDHAEHMI HIMEHEHKA BXOOHEX
OaHHBIX ANA NPOSKTUPSRAKKA M PAIpatoTEH MPKY HANMYHK TAKMX WAMEHEHWA B NPOLUECCE NPOEKTUPORAHAA M
pa3patoTHA.

Mepagaua npoekTa (cw. MCO 13485, nywer 7.3.1) ByneT npoXoaMTeE Hagnexaliim obpalomM, acnm Ha
HaYansHoM 3TANE NPOEKTHDOBAHKA W pa3paboTEM pACCMaTPHEATE TPEDCEAHWA K NPOHIBOOCTEY (BOCT POMIBO-
AMMOCTE, HANKYKE 3anYacTed/MaTepuancs, NoTpebHOCTE B NPOMIBOACTREEHHOM oBopYOOBaAHKK, NOOroTOBKE
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ONEPATOPOB M T. 4.), 8 TAIOKE BO3MONHbLIE TPEBOBAHKA K OLeHKe COOTBETCTEBMA (Mpoueqyp, MeTooos, 06opynqo-
BaHKA). HeobxogMMooTe BANMAAUMKM NPOUECCa PEKOMEHOYETCA PACCMATRHMEATE HA 3TANE NNAHWMPOBAHKMA NPO-
EKTHPOBAHKMA W paipaloTed, Tak K3k Bandiauus NpeOoCcTABNSET BANHBE BXOOHBIE OAaHHLE ONA
NPOEBKTHROBAHMA W paapaboTrM.

T.3.2.2 ¥nakopeBaHue

BxogHeE gaHHEe ONA NPOSKTHROEAHKMA 4 paszpaboTiK TaKse BENoYanT B ceba TpeBoBaHHA K yNaKos-
Bakni. Mpy 3ToM 00RMHD PACCMATDMERIOT YNAKOBO4HEIE MATEDHANGI, YCNOBWA YNAKDBLIBAHWA, 8 TAKKE ONK-
AAEMBIE YCNOBMA XPAHEHWA M COASPHaHNA MEIWLWMHCKOTD MANENHA B NPOUBCCE 8o HATOTORNEHWA, XPAHEHWA
Ha CHMNAane ¥ gocTasK.

Mps HEODXCOWMOCTH PEKOMEHOYETCA DACCMATDMEATE CRenyHIUKeE hakTopLI:

= COBMECTHMOCTE C MEOHUMHCEMM H3OENMEM M NPOLUECCoM YNAKOBEIBAHMA,

= COBMECTHMOCTE C NpOUEBCCOM CTEDMNUIALIMM,

- pEIYNETATE MCNBITAHWA HA BOIMOMHLIE ONACHOCTH MPH TPAHCNOPTUDOBAHWK HAIEMHBIM/BOOHLIM
TRAHCMORTOM,

= LUENOCTHOCTS NEPEMYHOR TAPEUYNAKOBKA C UEN6I0 NPeSoTEPALLEHWA NOBPEMOEHHA U COXpaHeHWA CTE-
PUMNEHOCTH MW YMCTOTE MEOWUMHCKOrD MA0ENKA B COOTRETCTEMM C PErYNMPYIoWUMK TpeboBadnAMiA.

MpuredaHdHse— DononHATENEHSA WHRODMALUWA NO YNAKCEHBAHMID CTERMNEHEY MEOHLWHCKHE @30enNHA NDd-
agnesa a [12)].

7.3.2.3 MaprvpoBaHie

TeKcT MapErpoBKM MOMET BbiTe ONpedenaH perynupyiwMmK TpeboBadnamMK, OCHOBONONATAKLLIMMIA
cTaHgapTamy U cTaHgapTamMy Ha MegUUMHCKHE WagennA. Ecnv meguuMHCKDe naganue npeasasHa4YyeHo ana
NOCTABKW B CTPaMBL, M08 MOBOPAT HA PAIHLIX AZLIKAX, 8 AJLIK, MCNONLIYEMbIA NDH MADKMPDOBAHMK, CNPELeneH,
PEKOMEHOYETCA NPOBEDUTE NEPEB0] TEKCTA MAPKUPOBKW C NOMOLWEID XOPOLWO IHAIDWETD KOHKPETHEIR A3kIK
NALA, MMEIDLLEND TAKKE IHAHWA B 0BNACTH MEOULIMHCKAX H3O8MHA.

MpuMeHeHne CHMBONOE, NPHIHAHHEIX HE MEXIYHADOAHOM YPOBHE, NPH HE0GX0ANMOCTH MOMET YMEHb-
WHTE NpOBNeMBL NepaBOaa, OOHAKD TAHWE CHMBONE PEKOMEHIYETCA MCNONLI0EATE TONLKD B TOM CNYYae, 8CNK

OHK NPHHATEL B DEMYIKPYIOLHX 0KYMEHTAX CTPAN, HA DBIHKA KOTODSIX NOCTYNEET KOHKDETHOE MEdHLWHCHKDE
wanenye. [lo NPMHATHA Pewedna 0f HCNoNBEI0BAHWK CHMBONOB MOWET TaKe NoHAN0GMTECA PACCMOTPETE
haKTOpkl, CAAZAHHBIE C OTRATCTREHHOCTEID 33 BRIMNYCKABMOE MEAMLWHCKOE WANBNHE.

Mpumedadwae— JononHATENEHER WAPOPMALAA NO NPHMEHEHAD CAMBON0E ONA MEDRLWHCHK @3Gansf npn-
ganesa a [13) 4 [14].

7.3.3 BuiXogHeI@ OaHHLIE NPOSKTHPOBAHWA W paipaboTHH

HUCO 13485:2003 MapenuAa MefguuMHCHHE. CHCTEML! MEBHEOMMEHTA KavecTea. TpebomaHwA
ONA uenaid parynvpoBadKa

7.3.3 BeixogHbi# AAHHLIE NPOSKTHPOBAHMA M pazpaboTer

BrixoHBE OaHHEE NDOSKTUROBEIHWA W PEIRABOTIM J0NHHE GblTE NPEOCTARNSHE B HOPME, NOIBONA-
HOWEA NPOBECTH BEPMgUEALMID OTHOCHTENEHD BXOOHEX TReGoBaHMA K NpOEKTUROBAHKMID WM paspaboTke, a
TAKKE J0NKHE BbiTe YTEEDHOSHE A0 WX NOCNE0YI0WEro KCHONLIOBAHKA.

BrxoOHse DaHHBE NPOSKTHDOBARKWA M pa3paboTid OomsHE:

a) COOTEETCTEOBATE BXOOHLIM TPEGOBAHHAM K NPOBKTHPOBAHWIO W paspaboTue;

b) ofecneuynBaTe COOTRETCTEYIOWEN WHEOPMALKER MO 3aKyNKaM, NDOWIBOACTEY W 0DCNYRUBAMMID,

C) COOBPHATE KPUTEDWA NPHEMEM NPOOYKLIMA WM CChINKA HAa HAX,

d} onpegenATe XapakTepUCTUKA NPOAYKLUMK, CylecTBaHHBE ONA ae Ge3onacHoro ¥ NpaeMnsHOM
MCMONLICBEAHWA.

Janucy euxodisix JanHe TRoEKMUDOsasUs U pazpabomey donxHs noddeprxueamecs @ pabovyen
cocmoaHuy oM. 4.2.4).

ApumensHue— Janucy saixodHbly JGHHEY NQOEKMUQOBEHER U paspafomyy Moaym eknpvame 8 celn
cneguhURayuy, NEouagodomesHHEe MPOWYECcE, MEBXHUNSCNUS WEDMBNMY U KYDHAML MeXHUNSCHUX 3anucel unu uc-
ciedoaasu.

Beix0ogHea NaHHLIE NPOBKTMPOBAHKA W pailpaboTii npeacTaenAinT cobol TpaboBaHWA K NPOAYKLMW,
MPHUMEHASMBIE NP 3AKYIHAX, NPOMIBOACTEE, KOHTPONE W MCNBITAHWAX, YCTAHOBKE, 0DCnywHBaHuK, a TamnKe
BhipabBoTre YonoeWuA obcnyEHEaHMA.
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B npouecce NpoeKTUPROBAHKA W paapaboT opradMaauua npeobpaayeT TpeboBaHMA, CONepMALWECA B
ONACAHAN NPOSKTA, B BHXOAHLIE QaHHee,. BRIXOOHEE QadHbe NPoeKTHROBaHKA W pailpaboTiw pekoMeaHgyeTch
JANMCEIBATE TaK, YTO0BI MOXHD BENO NDOBECTH WX BEPUUKALMIO M BANWOALMIO B COOTEETCTEMH C BXOAHbLIMM
TpefoBaHHMAMMK K NPOEKTUPOBaHKID W pailpaboThe, YYHTHBAA NPH 3TOM KPHTEDHK NDHEMEN WK CCHNanAcs Ha
MU

BeiXOAHBIMA aHHEMH NDOEKTHPOBAHKMA W pa3patoTEK MoryT BbiTh!

= CNeyWdHEALUMK HA ChipbE, COCTABHLIE YACTH | KOMNOHOBOYHEBIE YAkl

= MEPEYHHA YEPTEXEN M 2anacHelX YacTeH,

- Marepuans ANA NogroToekd noTpebnTens;

= nogpobHse cEEQEHWR O NDOUBCCE W MaTepuanax;

- roOTOBaA NPOOYKLIMA,

- nporpammHoe obecnevesue NPoLyKLMK K NPOUYSCCOR;

= MpoUeaypll 0GECHEYEHMA KEYECTEA (BEMKOYaA KPHUTEDHM NDWenKM);

= NpoUegypel MITOTORNEHWA W KOHTPONA,

= TpeboBRaHWA K NPOMIBCOCTEEHHOW cpeae, HeobxoOuMOoR ANA KOHEDETHOR NPOOyELMK,

= nogpobHsie ceegeHHa 0b YyNakoBLIBAHMH W MAPKADOBAHIH,

= TpeboBaHNA K MOSHTUOHMKALMK U NPOCNEMWBAEMOCTH (BXMKYan, BCny HeobX0anMo, COOTBATCTEYIO-
LuMe NPOLELy Dl ),

- NpoUegypll YCTAHOBKW W OBCNYRHMBAHWA W MATEDHANSL] ONA HHX,

= [OKYMEHTE GNA Napaaaqd (Npd HeobxoJWMOCT M) B peryNKpYIOLWEe OpraHsl TEX CTPEH (perioHoB), Kyaa
NpogykuwA ByaeT nocTaEneHa Ha npoaany,

= zanvcu/drEadns, ABMOHCTRURYIOWME, 4TO K0 LA NpoekT Gen paspaboTad v BepudvUMpOBaH B COOT=
BETCTEMHM C NNAHoM NO NPOEKTHPOBAHKID M paipaboTke.

7.3.4 AHanua NpoekTa ¥ pazpaboTiK

MCO 13485:2003 Mapenwa MeguuMHcEWMe. CHCTEMEI MoHEQEMBHTA KadYyecTEa. TpeboBaHMA
ANnA Ueneid peryndpoBaH1a

7.3.4 AHanua npoekTa u pazpaboTiM

Ha Tex cTaguAx, rge 37o uenecoobpaido, DonxeH NPORSOMTECA CUCTEMATHYECKWA aHaNMa NPoakTa 1
paapaboTeW B COOTEATCTEWK C 3ANNAHUPORAHHEIMH MERONPUATHAMEK [CM. 7.3.1) C LenLH!

a) oueHKW cnocofHOCTH peayneTaToa NPoOSKTHROBAHKA M papaboTl Y 0BNaTEOPATE TPEGOBAHNAM,

b) BeRBneHHA MOSx Npobnem ¥ BHECEHHA NPeaNoseHHid No HeoBXoouMEM J8RCTEHAM.

Tawoll aHanua donwssl BaINOTHAME MPedCMAaUMEny CmyHE, UMEBNLLLUY OMMOWEHLE K AHanUaunye-
Mbid cmaduam apoesma U paspafomiu, 8 makwe dpyeue cneyuanucms opeanusauul fom. 5. 5. Tud.2.1).

JANACKH PRIYNETATOR aHANK3a W BcExX HeohxXxoguMBx OERCTEMA QOMEHB NOOOEEHEATECA B paboyam
COCTORAHWK (cm. 4.2.4).

7.3.4.1 O6wme nonoxeHus

Ha Bsifop KOHKPETHOrD BpEMEHH ANA aHaNKaa NpoexkTa i paipaboTid OKalbIBAKWT BNHUAHKE CTENEHb
IAESPLUSHHOCTH W CNOMHOCTE NPOSKTUDYEMEIX W DaIpabaTHEIEMEN MEJULWHCKAY Hanenui.

Ha onpafeneHHBlx 3Tanax NpoeTHpoBEAHMA W paspaboTil MeguuMHckore Wagenua (o, MCO 13485,
NyHET 7.3.1) pexoMeHgyeTca (NPl HeobXoqUMOCTH) OTEETHTE HA CNEOYIoLWE BONPOCE:

a) CoOTBETCTEYET MM NPOEKT KOHKPETHRIM TREBOBaHMAM K BRINYCHAGMOMY MEOWLMHCKOMY Wagendo;

b} cnocoGoTeyOT MM BXOOHEE AAHHBIE BRNONHEHWIO 330aY NPOEKTWROBAKKA W paspaboTiu,

C) COBMECTMM MW NPOEKT C BOIMOMHOCTAMMW Bro OCYLUECTENBHHA,

d} paccrMoTpeHe N SCNEETE DEI0NAaCHOCTH,

£) KakoBO NOTEHLMANLHOE BOANEACTENE MEOWLWHCKOND HAOANKMA Ha OKDYHAIOLWLYI0 Cpeqy,;

f) COOTBETCTEYET N NDOEKT (PYHELMOHANBHEIM 1 AKCNNYATAUWOHHBIM TReBoaanuAM, Hanpumep Tpebo-
BAHUAM K PYHELHMOHUPOBAHKIO M HAOSMHOCTH,

g) Beibparisi N HAANEWALWE MATEDHANSI,

h} Beibpaso nu Hagnewxawee obopyaoBaHWE,

i) COBMBCTHMEI MM HEOBXOOMMEBIE MATEDMANL, KOMNOHEHTE UMK CEDBMCHBIE ANEMEHTE,

j) COOTRETCTRYET N NDOSKT BCEM NPOrHOIMPYEMEIM YCNOBMAM HATDYIEW W OKDYHaLWER Cpeqk;

k) cTaMmOapTHIoBaMel MW KOMNOHEHTE MMM CEPBUCHLIE ANBMENTE M 0BecnadYMBaloT NKU oHw Heobxoou-
MEIE HAOEMHOCTb, AOCTYNHOCTE W AKCNNYaTALWOHHYIO NPUMOAHOCTE,

) obecnedyeHs N BIANMOIAMEHAEMOCTE M 3AMEHA KOHDWIYPaLMK MMNK QoNyCHos;
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M) BIMNONHHMA N TEXHWYECKW PeanKIaUMa npoekTa (T. @. 3aKynk4, NPOM3IBOACTAC, YCTAHOBKA, KOM-
TROMNE W MCTaHAA],

n) GeINC N NP MCNoNBEI0BAHWA EOMNLIOTERHOMND NEOrpaMMHONT obecnaYeHia ONA NpOSkTHER pac4ye-
TOBE, MOOEMNWDORAHKMA MK AHANK3a NpOrpamMMHoe 0Decnede e Hagnexawum obpasom YyTRE DR IEHD, aBTODM=
I0BAHD, BEPUDUUMPOBAHD W HAX0OWTCA NW OHD NOG YNPABNEHHEM KoHDHIypayne;

0] GbINA AW BXOOHEE OAHHLIE ONA NEOrPaMMHOre obacneyeHina 1 BelXO0HEE JAHHEIE HaOMSHELIIALM
obpasom BepUMUMpOEaHE W 3800KYMEHTHDOBAHE,

p) BbiNM N cOgNaxksl JONYLWEHWA NPH BANKOAUMK NPOLecCa NposKTMPOBAHNA 1 paapaboTiu;

q)] pACCMOTPEHL MW PEIVNETATE WCNEHTAHAE MOOENK MNK oNRTHOMS obpasua;

I} BBINONHEHE MK BAOL JBATENEHOCTH NO MEHETMMEHTY DUCKE W 8CITH BRINONHE ML, TO ABNRAK TCA NH OHIA
[OCTATOUHBIMMK;

2) ABNAESTCA MK A0SKBATHLIM MADKUDOBAHWE MEOHLMHCKOND MA0enua;

t) peandayeT nie QeACTEMTENEHOCTA NPOEKT NPEAHAIHAYEHHOE NPHMEHBHWE MEAHLHHCKOTO MAOENNA;

U] AENASTCH N A0eKEATHLIM YIAKOBRBAHWE, OCOGEHHD CTEDWUNEHOMND MEOHUMHCEITD Kagenus;

v) ABNAESTCA NW A0EKBEATHEIM NDOWECC CTERWUNMAALMA,

W) COBMECTHMO MM MEQWUUWHCKDE MANENHE C METOI0M CTEDMMNIALMK,

%) KAKNPOMCHXOOMT YNPARMSHWE WAMEHSHHAAMNA M MY BAWAHMEM H3 MaQWUWHCKOR M3OenKe B X008 NpoaK-
THPOBAHWA W paIpaboTeM,

¥l DEINK NH HOEBHTHGHUHMPOBAHE W PRLIEHE! BOIMO¥HEE NpoSnemsl,

Z) COOTEBETCTEYET MM MEQHUMHCKDR H3genHe LenamM BeprdUEan K M BanKOaumMu;

a3a) Ka¥ palBWBaeTCA 3ANNaHWPOBRAHHEIA NPOUBCT NDOSKTHROEAHMA W paspaboTK;

bb) MMEIOTCA NKM BOIMOMHOCTH NS YNYYLWEHKMA NPOLUSCCa NPORETHRORAHWA ¥ paapaboTiu?

7.3.4.2 Jpyrie cneyWanincTisl Opradnaalng

TpeGopaHHe STHOCHTENEHD OPYIHE CNEUHANHCTOR CPraHHIaLHK B QONoNHEHKE K NHUAM, OCYLECTRNAK-
L MM ORraHM3aUHoHHBIE SYHELMH W MMSHLULEM HENOCPEACTEEHHROE OTHOLWEHWE K AHANKIY NPOEKTUDOEIHNA K1
paapaboTid (ca. MCO 13485, nyweT 7.3.4), ofRakiBasT OpradHnaaynil NPHanakats NALE, cnocobHBIE NoOHATE
aHANWAMPYEMYI0 HHDOPMALKID N0 NPOSKTHPOBAHKIO W paspaboTre.

HexoTopkie HAUMOHANLHEIE @ PErMOHANBHLIE PEryNUPYIOWLME Opradsl MOMYT BelABUraTe Tpebobadue
NPHUENESKATE B KAYECTES « ODYIHX CREUWANKCTORS MWL, HE HECY LK NDAMORA OTESTCTESHHOCTH 38 aHaANHIWpYe-
MBI 2TAN NPOSKTHROBAHKA W paspaboTeM.

7.3.5 Bepudrraywa npoekra ¥ paapaboTen

HCO 134B5:2003 Mapenua MeguuMHckMe. CHCTEMEl MEHEOMMEHTA kKadecTea. TpeboBaHwA
ANA Wened peryniposadna

7.3.5 BepwiuKkauwa npoekTa | pazpaboTem

BeprdvKaums QoOMEHa OCYIWBCTENATECA B COOTEETCTEMH C 3ANNAHMDOEaAHHLEIMHA MEDONDHATHRMH
(s, 7.3.1), yrobbl yOOCTOBEDUTECA, YTO BRIXOOHLIE JaHHLIE NDOEKTHMPOBAHKA W pa3pafoTKkM COOTEETCTEYHT
BXOOHBIM TPEEOEIHMAM. 3anNUckH PE3yNETATOR BEPMHMEaLMME M BCEX HEOBXOOWMBE QEACTEHR Q0NHHE Nog-
Oep#WEaTECA B pabodyem COCTORHKME (cM. 4.2 4.

Bepudurkauma npoesTa ¥ paszpabortir Heobxoguma ans oSecneYe A COOTEETCTEMA BEIXOOHEIX JaHHbIX
npoexTa W paspaboTin BXOOHEM TPeGoBaHNAM K NDOSKTY 1 paspaboTe.

Euasl BATENEHOCTA NO BEDWGMKaLMH MOTYT BENIDYAaTE B cebR (NpW HeobxoqumMocTi):

= MCNBITAHHA (HANDHMED MCNETAHWUA THNA, NAGODAToPHLIE AHANKIR ),

= ANbBTEPHATHEHBIE DACHETH,

= CRPABHEHWE C BEpPMMULKPOBAHHEM NPOSKTOM,

- MIpCEE DKM,

= AHAMMI OOKYMEHTOS (HANPHMMED cneunbHEauri, YepTEMer, NNaHoR, 0TYETOR]).

Ecnu MCNBITAHKHA M JEMOHCTPALMK COOTEETCTEWA NPOBOOAT Ha NDE0oA CTaguwk BeprdrEau My NpoesTa 1
paspabioTid, GeaIoNacHoCTs W QYHKLUWOHHPOBAHWE MEOULMHCKMY MANenui peKoMeHIyaTCA BepUMLMPORaTE
B 0GCTOATENLCTEAY, BOCNPOMIBOAALMY BECE QUANAI0H CYLWUBCTRYIOLME YCNOBHA NPUMEHEHIAA.

Ecru gna sepudrkalidn npoerTa i paspabo e MCNoNbayioT aNsTEPHATHEHME BbIYWCIIEHWA N CpaBHe-
HHE C Kaknm-NrGo BepyfuUMpoBaHHEIM NDOESKTOM, PEKOMEHAYETCH AHANKWAIHPOBATE NPUIOAHOCTE ANLTEpHA-
THEHOMD METoOa BbYWUCNEHWA WHNM BepUdMUMpOBAHHONS NpoexTa. AHanWa JoNMeH NOATEepOWMTE, YTO
ANsTEPHATHEHLIE DECYHETH MNKW CPaBHEeHWe C BepWPULMPOBAHHEIM NPOSKTOM ABMAIOTCA CYLLECTBYIOLLIAMIA
Hay4HD 0SCCHOBAHHLIMK METOJaMH BEpHdMKaAUMH PACCMAaTDHBASMOTD NPOEKTA.

31



rMocT P HCOIMO 14969—2007

7.3.6 Banupauuma npoekTa ¥ paipaboTeM

HMCO 13485:2003 Magenva MegvuMHCEMe. CHCTEMBI MEHEAXMEHTA KavyecTEa. TpeBoBaHMA
ANA Ugneld peryndpoBaHMa

7.3.6 Banupauwa npoakETa v paizpaboTeM
Banudauus nposkma U paspabomiy JomeHa npoasdumescd 8 CoomasmomaUyl © 23aNNaHUupoaaHMbIML

MaponpuamuasMu fom. 7.3.1) dng obecneverus coomeamomeals somagoso Medulubcrkos o uadenus mpebo-
AAHUAM K 820 HAIHAYEHUD WIL cReyuansHoMy npusereruns. Banudayus donxma Geime nposedena do
MOCMAENy MedUUUHCK0S0 UI0eNUA uny sasdeMus 820 8 INCAYamaLio (CM. npumeyanue 1).

3anNKCcK peaynNsTaToOBR BEANKIALWMA W BoEX HEODXOOMMEX OS8ACTBHA OOM&HE NoOOJeEHBaTECA B pabo-
YaM COCTOAHNW [Ch. 4.2 4.

Opzanuiayun obRzada npoaddume KTUHUYECKIE LLINU IRCITYamauuoHKBE UCThIManua MeduiiiH-
CHOSO UAANUR KaK YaComk Meponpuamud ne eanudayuu npoekims U paapabomul & Coomasmoimant ¢ mpa-
GoeaMuaMy HaULOHaMEMEY WU DESUOHANEHELY HODMaMLUEHEY oKyMeHTIOa (M. NpUMedasue 2).

Mpumevarnun

1 Epny meduyuwckos uzdenus nodmesum aanudayuy monsko mocne cOopyy U MOHIMAME HE MECTIE S280 NDUME-
HEHUA, NocmEaera MeduyuHCckoa0 U308NTA HE CHUMAsMoR FaKoryeRnod Ao mex mop, Noxa oxo Be Sydem dopuansHo
napadsHo nompalumeno.

2 Npedocmaenedue Meduyuscroao uadenus doA nposedBRUA KNUHLNSCKUE WIHTLW SHCNRYamayuoHHBIX §CTbi-
manull He CHUmasmcA nocmaskod.

MNocne yenewHon BeprduraLmi NpoeKTa U paspafoTiy peKoMEHAYETCA NPOBECTA BANMOALMID NPOSKTa
1 paapafoTiM B peansHs MNA MOOENMPoBaHHEX YCNOBHAX JKCNNYaTALMM MOTOBOM MEAULMHCKOMD U3AENnA.
OaHaKo MONET BOIHWKHYTE HEOBX0OWMOCTE B NPOBEOEHWH BANWOALMK Ha Bonee pasHx aTanax paspaBoTe
MEIHLMHCKDTO HAASNHA NP HANWYWK 0COBEHHOCTER, BANUOSLWA KOTOpED HEBOIMORHA UMW Heuenacoobpaa-
HA Ha 3aKNI0YUTENLHOM 3aTana,

Banupauwa npoekTa ¥ paapaGoTin cnegyeT 3a TeXHWYECKHMK pe3ynsTaTaMin Bepuduxal iy, noareap-
WOAWWER COOTEBETCTEWE BhIXOOHEIX AaHHEIX NPOEKTHPOBAHKWA U paipaboTiM BXoOHLIM TpeDoBRaHKAM K NPOEK-
THPOBAHWIY W pazpaboTie; oHa AomsHa 0BecneynBaTe COOTRETCTEME MEOWLIMHCKOrD Wagenus TpebosarHuam
noTpefuTena U TpefoRaHKaM K NPUMEHEHKD MEJWLMHCKOrD MINENKA NpeaqasHaYeHHBLIM NoNs30BaTaNeM
COrnacHo HaadaYyeHue 4adHoro HagennAa. Bankgaywa 3asknio4aseTcA B paccMOTREHWH JHAHWA W BOIMOMMHOCTER
NpeqHaIHA%EHHOrD NONBI0BATENA, PAB0YHX MHCTRYKLMWA, COBMECTHMOCTH MEAHLMHCHOND HAAENHA CAPYIHMK
CMCTEMAMM, INCNNYATALUMOHHOR CPEOL! M MOobkIX OPAHNHEHWA B NDMMEHEHAK MEJWLWHCKOMD MAOennA.

HexoTopeie HALUWOHANLHLIE W DPEMMOHANEHEE HOPMaTWBHBIE OOKYMEHTE TREGYIOT NPOBEASHKA KNKHK-
YECHMX MCNETaHHA K3K HYacTH BanMaaynH NpoexTa » papaboTd. KNHHKuYeckie HCNLITAHKMA MOoryT BXKNNYaTe B
celbA 00uH N HECKONBEKD CREQYI0LWMK ACNEKTOs, J8MOHCTRUDYIOLMK, YTO MEOWUWHCKDE H30enne dyHKLHo-
HWPYET B COOTBETCTEHW CO CBOMM HAIHAYESHWEM:

= KDWTHYECKMA aHanK3 NPoOSKTHLIX AOKYMEHTOB, B COOTBETCTEMK C KOTODBIMW MEAHUWHCKOE H3nenie
Beino CNpoOeKTHPOBAHD M paapaboTano,

= CBHUOETENLCTEA KNHHWYeCKoW BesonacHocTH Bonee padHKy aHanorwdHex NPoEKTOR WMNK MaTepHa-
noe;

= KMAHAYECEME WCCNEOoBaAHMA [HCNBITAHWMA).

OononHUTeNsMele PYKOBOOALLME YKAIAHMA N0 KNMHUYECKMM MCNMTaHWAM NpUBageHs 8 [15).

MeguuuHckoe Hagenue, NpeaHasHa%eHHOE A BanWaauiy, DEHOMEBHOYETCA MArOTABNWBATE B YCNOBK-
AN, PACCMATPHUBAEMBIX KaK tOKOHYATENEHBIE? [YHUTEIBAA, HANPUMED, YTO NPOMIBOACTEEHHEE 0BOpYOoBaAHNE
W Npoueccs MoryT BbiTh HIMEHEHL! B 32BWCUMOCTH OT TOMD, NPESHAIHAYEHO N MEJULMHCKOS Wagenue Qna
BANWUOALMA UNH KOMMEDHECKOT0 PACNPOCTpaxdeHKA ). Banvgauuo pekoMmesayeTcR NpoBoaHTE B DEanbHbIX HAKW
MOAENMPOBAHHBIX YCNOBMAX NDUMEHEHWA. 3TOMY CNOCOGCTEYIOT KNMHWYECKHE WCNBITAHKA, NPOBOOMMEIE B
COOTEBETCTEHM C HALMOHANSHSLIMA MWW PEMMOHANEHEIMKE HOPMATHUEHBIMIA OOKYMEHTAMK. 3TH DAKTOPB O4YEHE
BAMHE, TAK KAK BANMOAUNA MOXMET ObiTh NPHIHANA HeHAONeHALEH W BROSALLEA B 33BNy OeHWE, 8CIH OHa NPo-
BegeHa Des MCnonL3IoBaHHA WAZENHA, NPOLECCOR M NPOM3BDACTEEHHEX YCNOBWA, XapaKTepHbIX ONA oKoHYa-
TENBHOMD aTana nNpoW3sonCcTEa, a Takse Bcnd BanMEaluWd OCYWEeCTBNAKT HE 8 PeanbHBX WM
MOOEMUPOBAHHBIX YCNOBUAX NDHMEHEHHA.

DueHiBaHue DYHELUHOHADOBEIHAA MEIHUMHCKOrD WASENWA AN in vitro OMardocTHEN 3akNKYasTon B Npo-
BEOEHWH in vilro ncCNegoBaHyd QNA QeMOoHCTpayr| QyHELWOHHPOBAHHA MEedMUMHCKOrD Magenys B COOTBET-
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CTEMM C M0 HASHAYSHWEM, MCCNEN0BaAHMA NPOBOAAT B YCNOBWAK MEQWULMHCKMY aHaNMTHYeCcKX nabopaTopuii
WK NPA HANKYHK HAONEXAWMY YCNOBHA B NOMELLEHHAX, HE NDPHHASNEMALUHY CRraHHIALNA.
7.3.7 ¥YnpasneHve HaMeHEHHAMH NPOeKTa K paspadoTkm

HCO 13485:2002 Mapenua MegWuMHCHHE. CHCTEMB! MEHEOMMEHTA KavecTea. TpeboBaHwA
ONA uened perynvpoBadia

7.3.7T YnpapneHWe WIMEHEHHAMH NPOSKTa W pa3paboTeK

HameHeHnA npoekTa W paspaboTi gomneHsl BeiTe UOeHTHEUUMPOBAHE, 3 3aNHCH No4AepEHEATECA B
pabouem COCTOAHMK. MaMenenus qonkHel BuiTe NpoaHaNHIMDoBaHEl, BEPHEMUMPOBAHS 1 NOOTEEDHISHE
COOTRETCTRYIOWMM 0OpA30M, 8 TAKKE COMMAacoBaHbl 40 BHECEHHA. AHANKMI HAMEeHEHWA NDOeKTa U paspaboT-

KM JOMMEH BENIDYaTE B ceba OLEHKY BINAAHNA M3MEHEHWA HA COCTABHLIE YACTH MEBOHMUMHCKHX H3OeMMA 1 e
NOCTABNEHHBIE HIOSNMA.

2anHcH pe3yNeTaTos SHANMIA WIMEHEHHAA W NI0DbIx HeoBXoOHMEelX JEACTENE OOMEHBI NOOLEPHHUBATE-
CA B paboyen COCTOAHMA [CM. 4.2 4],

7.3.7.1 TNpoesT MegvuMHCEDND MA0ENuA MOEET BbiTh HAIMEHEH WNH MOZWDHLKWDOBAH N PRAY NEMYMH KaK
B NpOUBCCE NPOSKTUDOEAHMA W paipaboTiw, Tak ¥ NOCNe Hero, HAanpUMep, MonyT BOIHWKHYTE Credyoumwe
HIMEBHEHHA:

- B p@3ynbTare adanuaa npoexTa u paapaboTrr (cs. MCO 13485, nywer 7.3.4), BEpaduEaL MW NpoaxTa i
pazpabored [csm. MCO 13485, nyuer T7.2.5) vnK sanvpauvy npoekta W paapaboted [cwm. MCO 13485,
NyHKT 7.3.6);

= OGYCNOBNEHHEE YNYLWEHWAMY WNKW cwwbkamK (HanprMep B pacyertax, npy Beifope MaTepuancs),
OONYLUEHHEMK Ha CTALKA NPOBKTURORAHWA, HO WOBHTHEOWUWPORAHHEIMK MOIHE;

= OBYCNOBNEHHEE TPYOAHOCTAMM NpM WIrOTOBMNEHMK, YCTAHOBKE WKNKM 0BCMYyRMBAHKMK, BOAHWMKLIAMIA
Nocne NpoEKTUPOEAHUA W palpaboTiM;

- BHOCHMEBIE NO TRPEGOBIAHMID MHEEHEDHOM NepooHana;

- BHOCHMEE B DEIYNETATE QEATENEHOCTH N0 MEHEIMMEHTY DHCKa;

- BHOCHMEE NGO TPEGOBAHMIO NOTREEMTENA WNH NOCTABLWKA,

= BHOCHMBIE B DEIYNBETATE KOPPEKTHRYIOWMX MNW NPpeaynpaxanuius AedcTeri (cym. MCO 13485, noa-
paagen 8.5);

- ofycnosnexHme TpebosaniAMK GE30NacHOCTH, PEMYIMPYIOWWMKY MKW HHEMK TpeboBaHWAMM,

= OGYCAOBNEHHERE YNYYILEHHEN DYHELHOHWPOBAHWA HNK XapakTEDUCTHE MEQHUMHCKOND KIgenna.

T.3.7.2 YnyuyleHne oqH0H M3 XapakTepUCTHE MEQWMLWHCKOrD WAOenWa MOKET OK33aTe HENPeOaRHOeHHOE
BREOHOE BOIOBRCTEME HA ODYTHE XapaKTepucTHEW. YTobBe nabewate 3TON CHTYaUMK, PEKOMEHOYETCA OTRE-
THTE HA CNEOYIOWWe BONDOCh

a) ByoerndMeddUHHCKOe H3Danne NOCNE BHEeCEHMA MAMEHBHWA COOTBETCTBOBATE PETYNMDYIOLLMM Tpa-
CoBaHMaM;

b) Gy0eT Nk MeOUUWHCKDE MAOeNWe NOCNEe BHECEHWA WIMEHEHWA COOTEETCTROBATE CNEUndUKalMAm,

c) GyoeT N oKasa s BoanelcTEME Ha NPEOHAIHAYSHHOE NPUMEHEHWE MEQWLHHCKOMD MIgenua;

d) BYOeT NK OE33aHD BpeHOE BOISEACTEHME Ha NPABHNEHOCTE OUEHEM CYLUECTBYIOLWEND DHUCKa;

&) ByO0eTnyokazano BosAeRCTEHE HA PAANHYHEE KOMNOHEHTEI MEAHLMHCKOND MA0ENWA MNH CUCTEME;

fi BOIRMEHET MKW HEOBX0OWMOCTE B NEPENDOSKTUROBAHKWK HHTEDdERca MEOHUWMHCKOTND MIOern9a (Hanpm-
MED B OTHOWEHAW (DUIMYSCKOTD KOHTAKTE C APYTHMMKA KOMIOHEHTAMIA MEQHMUKHCKOMD MA0ENHWA UMK CHCTEME );

Q) BOIHUKHYT NANPOGNEME CHITOTORNBHWEM, MOHTANOM UMK NDUMEHEHHEM MEJWLMHCKOTD WIJENWA,

h) Byoer N\ nocne aToro BO3MONHO BEPUPUUNMPOBATE NPOEKT;

i} NOBAMAKT MNH MIMEHEHWMA HA PEYNHPYEMBIA CTATYC MEOMLUMHCEOTD HAOenua7?

7.4 3aKkynkm
7.4.1 MNpouscc sakynok

HCO 13485:2003 Magenua MeguUMHCEREe. CHCTEME] MEHBXMEHTA KavecTEA. TpeBoBaHuuAa onA
uenei perynipoBaH4a

7.4 3akynkm

7.4.1 MNpouwecc 3akynox
Opzanuzauus Jdomwsa paspafomame JoxkyMEHMUPOSaHHBIE npouedyps, obecneyusaowue
COOMEBMCMEUa 3aKynnenHol npodyriuy yomanoanedHsiM mpefoaanuaM K 3aKymam.
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TN 1 CTENEHE YNPABENSHWA, NDAMEHAEMEIE N0 OTHOLWEHAK K NOCTABWMKY 1K 33Ky NNEHHOA NDOAYHLIMM,
OOM#HE 3ABMCETE OT @8 BOIASACTEMA HA NOCNeay I0LWME CTAAMH HMIHEHHOMD LMKNA NPoDYELMKA MK TOTORYID
MO YHLMED.

Opradu3aun[da AomeHa CUeHHBATE W BLIBHpaTE NOCTABLWEOE HA OCHOBE MX CNOCODHOCT NOCTABNATE
NPOOYELMED B COOTBETCTEMM C TpeDoraHuaMK opradvaaumi. JonxHe DeiTe pazpadoTadsl kpuTepun othopa,
OLEHKM M NOBTOPHOH OLEHEW. 3aNMcH peaynNeTATOR OUEHMBAHKA M NI0G6X HEoBX0OMMBIX OBACTEHMH, BLITEKA=
WO W3 OLUBHKK, OOMHHE NOQ0epsHBEaTECA B padoduam coCTORHKK [CM. 4.2 4).

74.1.1 ¥npapnedue NCCTABLWWESMM ABMASTCA NPOUSCCOR, BEMYANWNM B Ce0A YCTaHOBNBHHEE KDH-
TEPKWA, OUeHWBAHKE, BREOD W HENPeDLIBHEIR MOHUTORMHT. MNpUMEHEHWE NPOUSCCa 3ABMCHT OT HAZHAYEHWA
IAKYMNEHHDA WA NOAYYEHH0A HHBM CNoCoBoM NpoOayKLMK MNK COQepMaHnA YCNYT, a TAKEe OT COnyTCTEYID-
LiMX PHCKOB, BENKMAA BRTEEAKWLME OTCIOO8 NPOUSCChl CHCTEME! MEHEIKMEHTA KavyecTea (cwm. MCO 13485,
nogpaszgen 4.1).

Hanpusep, npousccel OUBHHMBAHKA W BLIB0pA NOCTABLUMKOE, 3 TAKKE YNPABNEHMA UMK MOTYT WMETE
OTANYKA B IABUCAMOCTH OT MX NPHMEHEHHA K

- MNEpEoHAYANEHOMY WArSToORMTENKD obopy DoBaHMA;

= yonyram 8 0GnacTil NOrMCTHKK,

= Yonyrasm B o8nactv HHpopMaLMoHHBY TEXHONOTHA;

= YCMyram Ha NocTaByy CTepUNUIaTopos;

= NOCTABLWKEY MATSDHANGE, HEOBXODMMEBIX AN OPraHRIALLWA;

= yocnyram B oGNacTy NpoeKTUPOBRaHHA W paszpaboTii;

= MALY, OUBHHBESKLEMY DESYNETATE ENWHAYECKKY WCNBTaHHA;

= KOHCYNLTAHTY,

= YCIYram B oBnacTv HoNbITAHWA W KanUBpossd N4

= NOCTABWHEY HE0DXIINMEX KOMITOHEHTOR,

T4.1.2 DusHHBAHHE NOCTABLMES MOXET BENKYaTe 8 caba;

- MCNbiITaHKne 00pasyos NOCTABNAEMOR NDOAYKLKK WK OKAdBIBAEMBIX YCITYT;

= AHANKE OTHETOB O OUSHHMBAHKWK, BEIMNONHEHHOM TPETHER CTOROHOIN,

- @HANKA NpeablOyLME FANKCeR o QYHELMOHHMPOBAHWA NOCTABNAEMON NPOOYKLMK;

= CEpPTHHRUEALIMID CHCTEMBI MEHBIHMEHTE KA4YECTEA NOCTABLLMKE, BRINOMHABMYI0 TDETLER CTOPOHORN, KK

= AYOMT CHCTEMB MEHELEMEHTA KA4YSCTES NOCTABLUMKS, BRNONHASMEN OpraHM3aLmweR.

T4.1.3 HezapucHmo OT METOSE OUSHMBAHWA OPraHKMIaUMs gorosEHa NpoOeMOHCTRHPOBaTE CROK CNo-
COBHOCTE YNPABNATE IAKYMNEHHOA NPOOYKLWER WKW NPOUBCCoM, MMER 0B weKTHBHEE CBWMOETEN:ECTEA Cnocob-
HOCTH NOCTABLWWMEA OK33aTh MOMOWE OPraAHM3aUMKW B YOOBNETRODEHMK TpeGopaHui noTpebuTens
perynupywns Tpebosalni, OTHOCALMXCA K 3AKYNNEHHDN NPOAYKLIMA.

MK BOHHTOPHHIE ZEATENEHOCTH NOCTABWMWKDE OpraHnIanmME DEKOMESHOYETCA PACCMaTRMBaTE CEOTH-
DHKaAUMIC NOCTARWMKDE TRETEER CTOROHOH, 3 TAINKE HANPARNEHWA WX Q8 ATENEHOCTH M NPEECTOPWIG COOTRET-
CTEMA O2ATENEHOCTH nNocTapwukos Tpebosaduam  knuedToa, Opradn3ague  PeEosMeHdyeTca  Takse
ONEEaenATe YACTOTY MOHWTODMHIE OeATENRHOCTH NOCTABWMKOR W BEAMMATE B MOHWTODMHI SeATeNbHOCTH
NOCTABWMKOS HE0BX0OMMOCTE BUIMTAE K HHM DEMCTDHPYIOLER Ce pTHMUMPYIOLWLEBA OpraduaaL Mg ANA NonyJe-
HHA 0O BEKTHEHEL CEHOETENLCTE YN DABNEHUA NPOUSCCaMKA CUCTEME MEHEIMMEHTS KAYSCTES M COOTRETCTEMA
NPOOYKLIAM MM YCIYT KOHKPBTHLIM TREG0BAHHAM 0DraHnIalMg, BknioYaniivm B cefa tpebosanua notpebuTte-
nNA W perynupylow«e Tpebosanna.

T.4.2 Whdpopmayua no aakynkam

HCD 13485:2003 Magenva megvuMHcEMe. CHCTEMBI MeHEOXMEHTA KavecTea. TpeBoBaHwuA
ANA Uenel perynvpoBaHMa

T.4.2 WeipopmayWa no 3akynkam

MHhopMaLKA No 3aKynkam OONKHE ONUCHIBATE 3AKAaHHYI0 NPOOYKLMD, Bxnosan B cefia, roe ato
HEeobx0OuMo:

a) TpefoBasua K YTEEPMOEHHIO NPOOYKUMMA, NpOLeAYDR, Npoueccos W oBopya0DBaHKA;

b) TpefoBaHKa K KEANWEWEILMKA NepoosHana;

c) TpeboBaHKA K CHCTEME MEHEOKMEHTS KAYecTRa.

Opradyaayua aonkHa obacnaviBaTe A0eKBaATHOCTE YETAHOBNEHHBIX TPEBOBAHWA K 32Ky NEKIM 00 WX
COODUBHWMA NOCTABLLIMKY.

B maold cmenedy, 8 kakod amo Reofxadumo dna cocyliecmEenetuR NpocneXusaesocmu fom. 7.5.3.2),
opganuzauyus donwya moddeprusames @ paboyel COCMOoANUY COOMERMamayouiyio uHbopMauue mo
IaKynkaM, m.e. dokysmesme (cM. 4.2.3) u 2anucy (om. 4.2.4).
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B uHdopMalmi no aakynkam (Bknoyan Tpebosalne Kk NOCTaBLWMKEY O BEASHWW 3aNKCENA) Opraxdnaagua
Jon#Ha ONpegenaTe HEoGRogHMeEe TpeboBaHMA K NOCTABWMEY W JOBOAWTE WX OO0 CEEOEHWA NOCTaBLMKa,
ofecnavyyean TeM CamMbiM HEYECT BO 3aKyNaeMOR NPOLYKL MK MK OKA3MBABMBIX YCITYT, BEKMOYaA NPOUBCCH CHE-
TEME MEHELKMEHTA KEYSCTEA.

CEsI4HO 3TH TPEEOBAHKA ODOpMNEHE B BHOE KOHTDAKTa MENOY OpraHMIauvel 1 NoCTABLWMKORM.

Mprmepsl MHGOPMAaLKWK N0 33KYyNE3AM BEMOY3INT B CR0R!

- TEXHWYECKYID MHOPMaUMID W TeXHWYeCK e TpedoaaHma,

- TpeDOoBaHKA K MCNETAHWAM M NPHASMEES,

- TpeboBanuA K KA4YECTBY NPOOYKLMW, YCNYT W NpOUBCcCoR;

= TpeboBaHuA K OEpYSanWwed cpene,

- perynypyiowHe TpebopaHma;

= CEPTHDHKAUWOHHEIE TPEGOBAHKMA,

= TpeboBaHKHA K KOHEDETHOMY NPOWMABSOCTEEHHOMY 050Dy a0BAHAK,

- CNEUMANBEHEIE HHCTPYEUMA (HANPUMED, OTHOCALWMECA K 3aNMCAM O NpOCIEsHBaSsocTI);

- WENOBWA SHAMNWMIE W MAMBHEHHA KOHTDaKTA.

CreneHk KOHKPETHIaUMA nHgopsMaumy No zakyneam byoeT 3aeMceTes 0T BNHAHWA 33Ky NINEHHONA NPOgyK-
LMK N4 OKA3AHHBIX YCIYT HA KOHKPETHOS MEeJuuMHckoe nagenue (cm. MCO 13485, mywx 7.4.1), Hanpumep
BMHMAHKMA JBATENLHOCTH N0 MEHBHMEHTY PUCKE.

Hanpumep, npr BeINOMHEHAW NOCTABWMWKOM ONePALMEA N0 OUYKCTHE B YyNPaBMASMSIX NPOXIB0OCTBEHHBIX
YCNOBMAX PEKOMEHIYETCA 3aKNKYaTE KOHTPAKT, ONPeJenfolMi rpaHulsl OTEETCTEEHHOCTH OPraHHIaLMy 1
NOCTABLLKEA ANA TOMO, 4To0K HE BONYCTATE 3ArpAIHEHUA NPOOYKLMKA YHCTALMMK BRLLBCTEAMK MNK NepCoHa-
noks, NWEo TOrRD, YT NROWALKM OCTAHYTCA HEOYWILBHHBIMK NG HEAOCMOTPY. B 3TOT KOHTRAKT DeKoMeHOyeToA
BHMKHATE NOAPOHHOCTH A0KYMEHTHPOBAHHON NPOLENyDbl N0 OYMCTES W ONPEedenATE B HeM YPOBEHL NOOroToe-
KM, HEoDXoOMMEIR ONA 3aHATOND B SaHHOW Npoueoype NepcoHana.

PekxoMmeHgyeToA Takke NogpoSHo ONKMcaTe YCNOEMA, HEODXOOHWMEE ONA XpaHeHnd M TRaHCNopTHROBa-
HHA 3AKYNNEHHOW NPOAYKLMM, KOTOPBE MOMYT OKa3aTe CYLBCTBEHHOE BOIAERCTEME Ha e De30NAcHOCTS,
pPEAYNETATUEHOCTE MK NPEQHAIHAYEHHOE NDHMEHBHHE.

OprasM3saLMA MOKET CChINATHCA HA NPHMEHAEMYI0 TEXHWYECKYID MHDODMALMID, HANDKMED HA HaLKo-
HAMNBHBE HMH MEKOYHADOOHEE CTAHOADTE W MaTogkl MCNETaHWA. pyrod Nogxo0 3aKnodasTed B ACHOR M Tou-
HOH  opsyndpoBke  HHBOpMaUKMM, HeoBXoOMMOE ONA NOCTABWMKEa, B 3J3ES38 HA  NPOOyELHID.
OTRETCTEEHHOCTE 38 AHANWA W YTEELMAEHWE JaHHBIX N0 JAKYNKAM PEKOMEHIYaTCA YETHO pacnpeaenaTe Cpe-
OW Nepcoxana c Tem, 4Tobel NpeqoTERaTHTE 3aKyNKY HeHaONeMaLULeA NPoaYKL K. PeroMaHyeTcA HOaHTWdH-
UHpoBaTe CTATYC NEPEecMoTpa AOKYMEBHTOB, H3 KOTOPBIE WMEKOTCA CCbIMKKW B OAaHHBX NO 3aKynkaM, oOnd
obecnedeHHa 3aKy MoK HagNesal @i NponyKLHH.

B aagWcHMOCTH oT TpeboRaHWA, NpedkABNASMEX ODTaHHIaUWMER K NpoCnNesMEaemMocTi (oM. 7.5.3.2),
OOKYMEHTE N0 3AKYNKAM M COOTBETCTBYHILLLAE 3ANWCH MOTYT HYHOaTECA B MASHTUMKALIMK M XPAHEHKK, HaNpK-
MEp, NpUoUSHKUBAHMK TREBORAHMA K NROCNEKNEAEMOCTH DEKOMEHOYRTCA PACCMOTRETR, 4NA 0BNardYe 1A npo-
CNEWMBABMOCTH KAKOW HOHKDETHOW NPOOYKLMA HeobXoJWMo XpaHnTe WHDODMALWID NO 3aKynEaM W
COOTBETCTEYIOWWE 3anvcK. BamHo TaKe aHaTe, KaKkke cneyndEalnmMy 3axynneHHoR NpogyruKy Heobxoarsmo
NEepecMOTReTh, NOCNE Y&ro ATy HHEOPMALKIO PEKOMEHOYETCA XPaHTE KaK YacTe AOKYMEHTOR N0 aKynxam
MK COOTBETCTRYIOLWMK 3anuced.

T.4.3 Bepudrkauna 3aKynneHHON NPoOyELWH

HUCO 13485:2002 Mapenua MegWuMHCHHEe. CHCTEML! MEHEOMMEHTA KavecTea. TpeboBaHwA
ONA uened perynvpoBadina

7.4.3 BepupurkauWa 3aKynneHHOR NpoayxKuMm

Opranvaauna aomsHa paapaboTaTe M OCYIUBCTENATE KOHTPROMS: KK DRV GBATENEHOCTE, Heobxonu-
MYy ANA ODacneyeHA CoOTBETCTBMA JAKYNNEHHON NPOAYKLIMA YCTAHOBNEHHEIM TPESOBAHHAM K 3aKyTIKaM.

Ecni oprawm3aums wnn notpefutens 88 Npogykudd NpeanaranT oCyWecTBUTE BeprdMKalMin Ha
NPagnpHATIAKN NOCTABLYMES, TO OPraHW3aLMA JOMKHE YCTAHOBWTE B HHPODMAaLIIAK NO 3aKynkam npeanonarae-
Ml MEDB N0 NPOBEPKE W NOPANOK BBINYCKA NPOAYKLMKA ¥ NOCTABLKKA.

Janucy no eepuchukayuy donxkesl noddepmusamscs @ paboyen CoomoakuY [or. 4.2 4],

KoHTpOons NpX NpUEMKe ABNABTCA ANA OPrasdaan ik 00HMM W3 METOQ0E BEPUMKALIMA 33KYTINEHHOR Npo-
AYHUAK CLENEK NPOBEPKA COOTRETCTEMA NOCTARNEHHOR NPOOYKLWW KOHKPETHEIM TpeBoBaHnAM. Ecni Heobxo-
OWMO COOTRETCTEME 3AKYNNeHHoR Npogyrudk TpeboBaHWAM NOCTABWMKS, OPraHM3IaLWn DeNoMEeHOYETCH
NpoOBEDMTE, COOTBETCTEYET N AaHHAA NPOQYKUNA YNOMAHYTeM Tpedoaauam. 3Ty NPORERKY MOXHO BLINOM-

a5
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HHTE paiHbIMK CNOCoBamMKA, HANpUMap CEpTUMHMKALMaN NOCTABLLWES, CRPTHHMKALIMEN NPOAYKLMK, NCNBITaHW-
28 NPOM3IECNEHD BeGpanHol NapTHK, NPoEEpKoR BCER WNK YaCcTK NPOOYELKK, B JABWCHMOCTIH OT TOMND, 4TO
NEpegycMoTpeHD TpEGoBaHNAMK CUCTEME! MEHELHMEHTA KAYSCTEA ORrAHWIALMMH.

OoEyMEHTHROBAHHEIE NROUEAYDE], YCTAHOBNEHHEIE B opradnaaund (cu. OO 13485, nyuer 7.4.1), pexo-
MEHIYETCA MCNONBI0BATE AMNA BERUEHEALINK TOr0, Y4TO NONY4YeHHaA NPOAYKUHA COOTEETCTEYET CNeUMgMKaLa-
AM, NOMHOCTED YEOMNNEKTOBAHA, Hagnexawkm obpazom oeHTUdUUMpoEaHa W He noepexaena. NaHHse
npoUeqyps MOrYT TA0Ke BKNI04YaTL B ce0R nonoxexka c Tpebosasren BeprudsKalyu Toro, 4To BXogALLEaR Npo-
OYKUMA MMeaT HE0EX04HMEE CONPOBOAHTENEHbIE AOKYMEHTEI (HANPUMED CEPTHDMKATLH COOTEBETCTRMA, OT4E-
Thl O NPHEMOHHEIX HCNLITaHWAK). B cny4yae HaCOOTBETCTEMA Peryn|pyiolikiM TpeGoBaHuAM PeKoMaHdyeT R
NEesnpHHMMaTe yoeTasoenesdee MCD 13485, nogpaagen 8.3, nefcTerMa ana 1org, 417obel paccMaTpuBEaTe
HECOOTBETCTEYIOLLYID NPOOYELMID NOCNegoaaTensHo (BKmo4an g8 WoeHTHKEaLWD, OTOeneHWe oT COoTEET-

CTEYHLLEA NPOAYKLMK M QOKYMEHTUDOBAHNE) M HEMEANEHHO. AHANKE PEIYNETATOR NpeALIOYLWKX NPOBEPOK,
NpeOBICTORHA OTKA308 Ha MEBCTE JKCMNYATALWK NPOSYKLMA KN Manobe NOTPEGMTENA BNWAKT Ha NpHHATHE

OpTraHU3Iaurel pelleHn OTHOCHTENEHD TPEGYEMOoro YHMona NpoBapor M HEoBX0OHMOCTH NOBTODHOR OLEHKM
NOCTABWMKS.

MpoBedeHRe OPraq|3auWel EOHTPONA W MCNBITAHHA BXOOALEH NPOOYELMK HE ABNRETCA TReGoBaHMEM
MCO 13485, nyHeT 7.4.3. BXOOHON KOHTRONE MOWET HE NOTpeBoRATECH, BCNH YEEDEHHOCTE B KAYSCTEE NDOOYH-
LIMM BOCTHIEETCA C NOMOLLBIO APYTHX YCTAHOBNEHHEX NPOUSCCOE MW NPoLeayp, 0coBeHHD BCNK CHUTAaKT goc-
TATOUYHON HHEOPMALMKD, NONYHEHHYID OT NOCTABLYMEE.

B pokyseHTHpOBAHHOA NpoOUeqype, YCTAHOBNEHHOH Oprasnaaynuen, pexkoMesayeTca onpegenidTes Nuua,
HAQENEHHbLIS NONHOMOYHAMKA PAIPEWATE NPUMEHSHWE BXOOAWEA NPOOYKLIMIA 00 ASMOHCTDALUMM 88 COOTEET-
CTEMA KOHKPETHLIM TpeGopatuAmM K kavecTey. Takas npouaaypa rapaHTHpYeT, Y4TO PELUEHMA B OpraHdn3asim
ByoyT NPUHATE NKUAMK, OCEEO0MNEHHEBIMK O BOIMONHOM BNUMAHKK 3THX PELUEHWA HA NPOUSCCE MWIHEHHOMD
LMKNE NPpOaysLWK, 8cnd BXOOAWAA NpOAYELUMA BNOCNedcTexMy He OyaeT cooTBETCTEOBATE TpedoBaHuAM K
kavecrey. B npouegypax, yCTaHOBNEHHB OpradMaauMel, cnegyer Take onpeqenaTs, Kak MoeHTnguuynpo-
BATh TAKYH NPOOYHLKID U YNPABNATE 810 B ciy4ae oGHapyseHnA HECOOTBETCTBIA NP NOCNESyHLKY NpoBap-
KaX W OnA oOnerdeqHvA KoppesTHRYIDWWMY OeAcCTEHA.

BriueynoMaHyTee TPeloBaHua NpUMEeHaKT KO BCed NOCTYNANWEed NpogyEyMy, HaXodAwelcs BHe
O8HRCTEWA CUCTEME! MEHELHMEHTE KA4YSCTES OPraHnIauny, HEJABMCUMO OT (aKTa OnnaTel.

7.5 NpoMasoacTED W OBCAYKABAHWES

7.5.1 ¥npasneHue NnpoMIBOACTEOM M 0BCNYHMBEAHMEM
7.5.1.1 Obwwme TpebopaHua

MCO 13485:2003 Magenwa MeguiuMHcrkMe. CHCTEMEI MeHeOQRMEHTa KadYecTma. TpebomaHMA
ANA Uaneld perynupoBaHMs

7.5 MNpouapoacTeo W oBCMYKMBAHWE

7.5.1 ¥npapnewwa npoUIBOACTREOM W 0GCNYyMHUBAHWEM

F.5.1.7 OBwue mpebosadusa

Oprady3ay«a gonxHa NnaHMpoBaTes M 0GecneyYMeaTs NPoWIBOACTED W OBCNYHHBAHWE B YNPaBNASMELX
YCNOBWAX. YNpaBnAemMbIe YCNOBUA OONKHE BUMo4aTs B cebA, ecnv ato yenecoobpaaHo:

a) Hanu4ue KEHOopMaLKY, ONHCHBAKWENA XaPaKTEDHUCTHEA NEOOYELMMK;

b} wanuyue JoKyMEHMUPOEaHHLIX TpOUSAVD, paboyuy UHCMPYKYUD, IManoHEsx Mpouedyp uaMepa-
HUA U, 8cny HeobxodumMo, CNOSaouHoss MamepLUana;

C) NpHMEHEHHE NOSXOOAWErD 0G0pYOoBAHKS,

d) HANW4HE K NDHMEHEHWE KOHTPONBHEX W W3MEDHTENEHBE Nprubopos;

&) NPOEedsHHE MOHHTODMHIE M HIMEDEHWA,

f} ocywecTenNeHWs BeINYCKa, NOCTABKA W OSACTEXA NOCNE NOCTABKM NPOOYHL AW,

g} BETOAHEHUE KOHKDEMHEX delomauld No MapiupoaaHul U YTaKoakigaHuM.

Opezanuzayun domswa paspabomams chopmy zanucel u noddepxuaame ux @ paboyem COCMORANUL
(en. 4.2.4) dna kamdold napmuy seduguresux uazdenud, ymols ofecneyums ux NpOCTeXUESEMOCTE &
CoomEsmomeut © 7.5.3 U yomMakosuimes YUCTo Apousdedernkix MeduluHckux vadenuld v MeduyUiHcKux
uadenud, npeddazHadeiiibly dna npodaxy. Fanucy no kaxdold napmuy Meduludckuy uadenuld donsMsi
Geime eepuhulupoaans U ymeapxdens).

Mpoumweyanue— Mapmued Momem CHUMEMECR 0dHa Meduyulcros usdenus,

At
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HAUWOHANBHBIA CTAHOAPT POCCHUMHCKOW @©EOEPALMWK

Hagenua MoguUHHCKHE
CHCTEMEI MEHEOXMEHTA KAYECTBA

PywomogcTeo no npuMmeHdesdno MCO 13485:2003

Medwal devices. Qualily management systems.
Guidance on the application of 150 134852003

Aara eeeneHwa — 200B—01—01

1 ObnacTe NnpyUMeHeHWA

1.1 DEwre NoNoxeEHKUA

HacToAwMi cTasgapT npegcraenseT cobol pYKoBROOACTED NO NPUMEHEHHKD TPEGOBAHMA, YCTaHOBNEH-
Hisix B MCO 13485, On He cogepsrt gobasneHyid MmN wasededuid Kk MO0 13485, HacToAwWi ctaspapr He
BEMOYaET B ceba TpeGosaHMA, KOTODLIE MOKHD BEING Gk MCNONBEI0EATE KAk BaI0ALIE NPW NPOBSDKIX MEagHLWH=
CEMX HAOENWA HA COOTBETCTEME DENYNHPYIOLWMKM TpeGoBaHMAM WNH B NPOUSCCE CEPTHMHMEaUMH MEOHLMHCEMX
HINEnMH.

M pPHMBYEHEE2— B HECTOS WeM pYECBDOCTEE « EHOMeSHOYeTCA» 03Ha4aaT pEOMeHgauWwD DOHOMD Wl HECEGNE-
EWX BAPHEHTOR CooTRETCTEWR TRefosaHmam MO 13485 (4To He HCENKO4E8T BOIMOMHOCTH NPHMEHEHHA MHE X BAPHaHTOR)
WAH OOHOIS W3 cnocofos OCCTHHEHAA COOTESTCTEHA, HO HE2 RENAESETCH NPWH 3TOM TFlE'ﬁEIEEHHEM HECTORWErRD pYyXosD0CcTaE,

ERMOEET: — NPUMEHAKT JNA ONWCEHAR JONYCTHME X CN ocofoB JOCTHHEHWA COOTEETCTEMA TFIE'EEIEE HWAM HACTOIALETS P
EOBDOCTEAE.

HacTofwes pyRoBOOCTED MOMHD MCNONBE3I0BATE ANA NYHWErD NoHMMaHHa Tpebosadui MCO 13485 »
WINKCTPAL WA HEKOTODRX METO008 W NOOX000B K AOCTHEEHWKD COOTEETCTEMA Tpeboranmam MO 13485,

1.2 NpuseHoHWe

HCO 13485:2003 Mapenua megMuMHcEMe. CHCTEMBLI MEHeOMMEHTA KadecTea. TpebomaHWAa
OnNA Uened perynmpoBadHa

1.2 NMpusmeHeHWe

Tpebogakus HacMoRWes0 cmakdapma PacnpocMpaHamed Ha opeanizauuy, npednazanuue Ha
PEiHOK MEAULUHCKUE UI0BIUA, HEIGAUCUMD oM BUAE WL YLUCTERKOCIU MUY 0p2aMuIaLud.

Ecnu pesynupyiowue mpeboassns Moseomnmon UekMouume FpaansHue MpoekmupcaaHuen U pal-
pafomyod meduyurcruy uadenud (ca. 7.3), Mo amo MOXeT TOCTy¥UMs 0CHOSAHUEM JNA WCKMOYeHUA
COMEEmCImayoLLuy mpebosanul U3 KOMKDEMMOD CucmeMsl WexNadXMarma Kavecmaa. B amom cnydyas
AR daqHol CUCMeMsl MeHad MENMa Kavyaeomaa Jonwtbl Beimes cOBNaHsl aNsMEepHaMUaHsIe MToNDagyy.
OmeamcmasHHocme 38 obeceuanle CoOoMERMCMAUR UCKMIYERUA VWIDSENaHUa NooSKmUposaqUIen u
pazpafomiol medulduxcikux u2denuil mpefosanduanM HacmMoALWe20 cmakdapma MeskUIm Ha camol opaanil=
Fauuu jom. 4. 2.2, nepevyucinenLe a) u 7.3).

Ecnu kavoe-nubo mpebogarue(a) paadena ¥ HACMORLLE20 cMaldapma Henb3a NOUMEHUME BEUdY
creyuchusy koMkpemaoeafeix) medulurcrosofuy ) uadenus(i), Ha komopoe(sie] pacnpocmpasAemca cuc-
Meua MeHed MEHIMa KaYecmeas, Mo op2anuzayuy He cnedyem exmoYams maxkoe mpefosadua(a) @ camo
CUCIEMy MaHedxielma kavecmeas (oM. 4.2.2, nepeducnesue aj.

Mapnarue G AL AN H e
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7.5.1.1.1 PyxopoORAWjne yHaAIaHWA NO MHppacTpyKType NpoUaCccos NPOWMAB0OCTES H OBCIYWHBAHWA Npl-
pegeHe B MCO 13485, nogpasgen 6.3,

Paccmarpyean ynpasnAeMee YCNOBWA, NPUMEHHMBIE K KOHKDETHOMY NPOLECcsY, OpraHHaIauUmMa AomHa
ONpegenaATs Mx BO3ASACTEME HA KAYECTRO NPOAYKLIMK MNK COOTEETCTEME PEryNMpYI0LWKM TpeGosadnan. Ecnu
MPK OTCYTCTEXK YNDABRNEHWA MOMET DbITE OKA3AH0 BEOHOR MMM NOTEHUKANEHD BpEOHOS BOINEACTEME Ha
KAYBCTEO NPOAYHLMK WNK COOTEETCTBUE DErymHpylowni TpefoBadnam, To TaKoe ynpaenexue ABNAETCA 0bA-
aaTentHieIM. CTEnaHs yNpasnesua i YPOBEHE Bro A8TanWiaulWy cnedyer CopasMepaTs CO CTENeHE:N KpUTHY-
HOCTA NpOUEcca (HanpuMap JEATENEHOCTH N0 MeHEAKMEHTY DUCKa ) NPH QOCTUMEHAW TpEaboBaHHIA K KayecTRy
NPOaYKLMK M YPOBHIO NOOFOTOBKA NEPCOHANE, YYaCTEYIOWEND B NPOUSCCAX MHIHBHHOMD LWKNE NPOoSyHLMK.

CnpasoyHe MaTeprans MoryT BeiTe MaTEpUaNEHEBIMK KNK BAIYANEHBEIME, HANPWMED, MMH MOTYT DhiTe
obpaays NPOAYHLAA, 4EMOHCTRHPYIOLWWE BOIMOMHEIE UBETOBRIE DELIEHWA, UNH ROTOrpat M HeCOOTBETCTEY-
oLWEd NpoayKuMKy. Crpasoysile MaTEpHank DEKOMEHIYETCA BCErOa MMEeTE NoA pyxod. OTaensHar npouegypa
MOMET DelTe NpEACTARNEHA B BMOS NDOCTOR CXEMBl HNK NOCNEZ0RaTeNEHOCTH NPOUBCCOR B COHETAHMM C KOH-
TPONEHBM COMCKOM (cM. MICO 13485, mywer 4.2.1, nepaqucnexwe d).

Heobxoaumoe obopygosanwe pesoMEHIyeTCA NPOSKTHPOBATE W BelGUpaTe Tak, YTobsl OHO COOTRET-
CTROBANG CNeUWMpHKALMAM Ha NPoUSccH M NpoOyKuMio. PekomMeHayeTcA BepyiiuUMpoBaTe HOBOE WANK
CyWwecTEaHHO MogupuurpoBadHoe obopy I0oBaHHE HA COOTRETCTEWE 3aKYNOYHBM NPOSKTHROBOYHBIM CIELK-
hMEALMAM K 8o cnoCoBHOCTE (OYHKUMOHKPOBATE B YCTAHOBNEHHBIX Npeaanax W pabodymx rpasuLax npouecca.

T.5.1.1.2 Pock owsbox npK MapErpoBaHAK W yIEK0BLIBAHWA MOMHD MAHKMHIMDOBATE C NOMOLLED Ha -
NEMALME NPOUenyp YNDAENe WA, TAKWX K3k

- OTOeneHue onepauMi YynakoskBaHua 1 MAPKMDOBAHWNA OT gPYrKE NDOHIB0ACTEEHHEX ONepaLMiE (1MW
APYriY oNepauMi yNakoBRBaHMA 1 MADKMpORaHWA);

- WAGEKAHWE YNAKOBRBAHWA M MADKHDOBSHKA BHELWHE MOXOMKE MEOWLMHCKHY HAOSNWH B Henoope-
CTBEHHOA BNUa0CT Opyr OT Apyra;

= WOeHTH{OUEIUKA NADTHKW MEOHUMHCENX WaDENWA;

= NpHMEHEHKWE NPOUEIYP O4MCTEN K NApTHHR MEQUUWMHCKWY H3O8nWi;

= YHHYUTOMEHWE HEWCTONEIDBAHHEIX MATEDHWAN0E C HAHSCEHHEIM HA HMX LUTRHX=-KOO40M NO 33B2pLaHMKM
YMNAKOBRLIBEAHWA ¥ MAPKUPORAHWA;

- MADKHDOBAHWE C NOMOLWED POMAECE0HE NOQaYM;

= MCNONEBEI0BAHAE WIBECTHOM YHACNA MAPKMPOBOK H COrMacoaalne My NpHMeHEHHA]

= MapEWpOBAHWE B DEMWME DEANEHOTD BPEMEHH, BKMHKYAR HAHECEHWE WTRKX-K0008,

= MCNONEIOBAHWE ANEKTPOHHBX YCTROWCTE ANA HAHECBHHACHMTRIBAHWA KOA0E M NOQCHETa MaMMPOBOK;

= MpUMEHEHAE MapKUPOEaHHA, 0DBCNEYUBANLWEMDYETIYI0 QUGDEeDEHLNALWMID MEOMLMHCKMX MA0ENHA;

= NPOBEQKa MADEMPOBOK 00 WX HAHSCEHWA;

- HAQNe¥waLWss XPAHEHKE MADKMPOROK B MECTAY OMPaHUYeHHOrD QoCTyna.

7.5.1.1.3 3anvcu, obnerdamiuMe NpocnesHEIeMocTE W aHaANM3 HIrOTORNEHHA MapTHE MEOHLMHCEHX
HANANAA, BHNONHARMES B NDOYESCCE NPOMIBEOACTEA aHHOW NAPTHK, PEKOMEHOYETCA ODOPMNATE KaK 20MHYI0
IANVCE O NAPTHH MEOMLMHCKHX WANENWA W ODBeJWHATE B oMK dain. Takke haine MoryT GeiTe Ha3BaHbI
®3ANKUCE MCTOPMA MEOMUWMHCKDTD WIOENHA», ¢3anMck o MIroTORNEHWH NapTHH MEQMUMHCKWK HIOenHds,
% 3ANACE 0D MCTORWA NADTHA Me QHUWHCHME WAOENWA» WNK « 3ankck O NapTHIA MeJWUWHCKWMX MAgenuAs (CM. pH-
noswerwe A, Tabnuua A.1).

B zanuck 0 NapTHiA MEAKLUMHCKWX W30ENHA DeKOMEHAYETCA BIMIOYATE TONLKD NepeysHs HasaHui Heob-
HOOWMED JORYMEHTOE C YHAZSHHEM WX MECTOHI MO O EHNA .

JanncK O NapTHA MEZUUMHCKME HIOenNWA PEKOMEHTYETCA BRNONHATE, NONEIVACE OBHUWaneEHo yTEED-
HOSHHBIMA QEACTEVIOLHMA CRELRDMEaLRARA.

COpMEl 3aNMCER DEKOMEHOYETCA paipalaTHEaTs W BOCTIPOMIBOONTE METOOOM, NOIBONAKWHKM Wabe-
WATh KAHUBNAPCKMX OWKE0K. 3aNMCh O NAPTHH MEOMUMHCKMX M30ENWA A0NKHE MMETE OOHOIHAYHYIO MOBHTIA-
PHEALWKD W OTHOCWTBCA K KOHEDETHON M3roTaENWBaaMO MapTHA MEOWUMHCEMX MIgenin.

B npougcce NpOMIBOACTREA B 38MACE O NAPTHA MEQULIMHCEM Y MA0ENHA DEHOMEHOYETCA BHOCHTE MHGOp-
MELIED, BEMDYSIOWYD B caba:

- CBE8AaHWA O HONHYECTEE ChiDbA, KOMNOHEHTOR W NONYNPOAYKTOR, 3 TaKKe (NDH Heo X0 WMOCTIA) HOMED
NapTHM;

= ATy HAYana  3aBeplleHuA DasnwYHbix 3TAN0E NPOWABOACTEA, BKNIOYAA (NPU HEoDX0AWMOCTH) 3anK-
CH O CTEPWMAIALAM,

= CEEO8HWA O YACNE FMOTORLIX MEQWLUMHCKHX HIOeNHRA;

- JaBEpPeHHbLIE PEIYNLTATH BOEX NPOREOOK U UCNETAHWA;

- HAIHAYEHWE OAHHON NARTHH MEQHUMHCKWAE MAOenui;

= OTENOHEHKA OT NPOMIBOGCTEEHHEIX CNeudsrKaLHiA.

av
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7.5.1.2 ¥npagneuys NpoUIBoICTEOM M oBcnysuBaHUen. CneudansHele TpeboBasua
T.5.1.21 HYuctoTa npogykudy M KoHTRONE 3arpA3HeHHoCTH

HMCO 13485:2003 Mapgenva MegvuMHCEMe. CHCTEMBI MEHEOMMEHTA KavyecTea. TpeSoBaHMA
ANA Uanel peryndpoBaHMa

7.5.1.2 ¥npaanawue npousacdcmecs U ofcnymuaanuan. CreyuansHse mpaboeanus

7.5.1.2.1 Hucmoma npodyryuu U KONMpons 382083HEHHICITIL

Opzanuzaluun donwya pazpabomame doKyMenmuposadkbe mpebosanus k yucmaome npodyxuuy,
acnu:

a) meped cmepunuiayuel Wuny NpuMeNesUter NoodyNUuA npoxodum oYLCMKY @ op2anu3Iauuu,

b) npodyryus Nocmaandemcd @ HECMeDUNsHoM aude U nodnexum oyucmke neped cmepunulalued
LIAUIL MPUMEHSHUSM,

£} MpodyKUUA NOCMARNASMCH 8 HECMEPUNEHOM BUDE U 88 YUCMOMa HE UMEEITT 3HGYEHUA ANA NpuMa-
HEHLSA!

d} peazenme dnA oyucmy Mpodykuuy domsHel Bbime yOanaHs Npy 88 U220mMoanenLu.

Ecnu npodysuyus nodeepeaeimcn QYUCITKE 8 CODMEsMoMaul ¢ Nepeyucneruamy a) unu b), mpebosa-
HUA, codepmalyuecd & 6.4 (mnepeyucnesue a) u 6.4 (nepevucnenue b, meped npouedypod OYUCITIKL HE ML=
MEHIKMCH,

OpradMaayia gonkHa yeTaHaeNHeEaTs Tpeboaarka KYMCTOTE NPogyRUMK. INA BeINONHEHWA 3THX Tpedo-
BAHMA (BKNKOYAA YOANSHWE PEArSHTOR ANA O4MCTA MPOGYKLMK, 8CNW Habnnganock Mx BpeaHos BOAOBACTEHE
HE KA4ECTEO NPOOYHUKMKA) OpradnIaugnA mMoweT paspaboraTs AOKYMEHTHPOBAHHME Npousaypwl, pabodne
WHCTPYELMKA, CNPAB0YHLIE MATEDHANLI W (NPK HE0EX00UMOCTH) COOTERETCTEYIOWKME NPOUSAYDEl HIMEPEHHHA.

PearendTel OMA OYMCTEM NpOOYELUWW, MABECTHEIE TAKHE KaK BCNOMOTATRNEHEIE, NDOWIB0OCTEEHHEIE WKW
OoBaRoYHEE MATE PUAanNk, NPESCTARNAKT COG0N Nobse Marepuant MK BELECTES, NPHUMEHAEMEIE B NPOKH3-
BOOCTRSHHOM NPOUSCoE WK ANA erg obnerdedda (3T YWCTAWLME BRWESCTRES, CMaIoUHRE MAacna W opyrue
BEWECTEA, HE NPEOHAIHAYeHHBIE ONA BEMOYEHWA B FOTORYIO NPOAYKUMID). BCe peareHTel pEHOMEHOYETCA Ha -
nexawus obpasomM MoeHTHEUUHPOBATE M MAPKMPOBaTE BO MaDexanne Becnopaara v ownbok. JadHan npoue-
aypa (cwm. MCO 13485, nyukr 7.5.3) 0bbmuo TpebyaT paccMOTDEHWA BCEW LENW NOCTABOK (KOMNOHEHTORE W
NpoKaBoacTeEa).

HekoTopbie MeJUUMHCKME WAOENHA MOMYT HY¥O0aTECA B O4WCTEE W obessapaxyBasiii nepen nx obcnysm-
BaHKEM ANA TOr0, YTo0L MCKMOYHTE BoAASRCTEME NG00 BIOa 3arpAIHEHWA Ha NEPCoOHan | ApYryio NpoayK-
LMo, B 2THX CNY4anx peskoMeHOveTcA 00e31apaduBaHre © NOMOWEN HAQNERALWWE YCTAHOBRNEHHEIX
npagenyp.

Mpumexwasne— QononHeTeNsHYD AHEODMELWMK O NPOUSOYEEY NO OYMGTEE Ca. B [16].

T7.5.1.2.2 PaboTel N0 MOMTaEY

HCD 13485:2003 MagenvAa MegvuMHCcEMe. CHUCTEMBI MEHEOXMEHTA Kavyecrtea. TpeGoBaHwuA
ANA Ugnaid peryndpoBaHMa

7.5.1.2.2 Pabomsil no MoHMamy

Moy HeobxoduMacmy opsadulayus Jomwka paipabomames JOKyMENMUDDEaSHHLE MpaboaaHUA,
COdEDMEWLE KPUMSPUU NPUEBMKY U 88DUDURSLUY MONMaxs Mmedulyunckuy uadenud.

Ecnu coznacoeansie ¢ nompebumenem mpefosanua NOISONAKIM GRNOMHAME MOMIMIAN HE MONLKD
CUMaMU OpSaMUsaLLIL Wi es NonHoMoYHo2a Npedcmasumeld, apaarulalus donwxa paspafomams doky-
MEHMUPCBaNHEIE MPeBoeanUa K MAaKoMy MONMaXy U 820 aepudbLxalyLiy.

Janucu Mo MOHMaXy U epuiurayuy, KOmMOopbie OCYIIeCMEnaem 0p2asuIanus Wil ee NoaHoMOYHE
npedcmaaumens, Somkes nToddepxueamecd 8 pabovaes cocmoAnul (on. 4.2.4).

MoHTaM MEQUUWHCEWX M3ZENWA NPOMABOOAT HA MECTE WX IKCNNYaTauWd. 3TOT BHA QEATENLHOCTH No
DBCMYHWBAHKID MEJWLWHCKAX HAOENWA HAXOAWTCA B NOCTOAHHON CBAZK C ADYTHMH BUOAMM YCNYT [HanpHMep
INEKTPO- W BoaocHAHeHHeM, yoanasuan oTXoa0e). OKOHYATENEHEIE MCTILITAHWA YCTAHOBMEMHBEIX (CMOHTH-
POBAHHEIX ) METULMHCKWY H3LENHWA NPOBOAAT NOCNE TOMD, KAK OHM YCTAHOBMNEHS! ([CMOHTAPOBAHEI ) HA MEBCTE KX
IHCTINYATALMKA W CEA3AHE! CO BCAMM HEOBXOOUMEIMN BHOAMM yCyr. 0NA MEOULMHCEMX HIZENHA MOHTAM HE
OIHAYAET X BHEAPEHWA B OPraHuaM NALUMeHTa MNW NoACOSqUHEHIA K NaunenTy. [na oBecnauyaHia Haanema-

e YHKUNOHHPOBAHWA MEJHLWHCKME HINENHA PEKOMEHOYETCA YETKD ONPELSNHTE KDY MWL, OTBETCTREH-
HEIX 33 MOHTaM,
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Ecni meguLMHCK4E Ma0enda 4omHbl GbiTe yCTAHOBNEHL! (CMOHTWDOBAH ) Ha TEDDUTODWK NONLIOBATE-
NA, Opradraagry cnegyet obecneq Te NoNEI0BATENA KHCTPYKLMAMKA NO HAANSMALLAM MOHTANY, YCTAHOBKE,
HCNLITAHWMAM UMK KaNUBpoBkKe MeJUUMHCIMX nagenyid. Ocoboe BHUMaHWE PEKOMEHOYETCA yOenATs obecna-
HEHWID HAONEMALLETND MOHTAHA MEXAHWIMOB W CXEM YNIDABMNEHWA G2I0NACHOCTEE.

B HexoTopbIX cNy4anAx (HAaNpUMep, 8cniM TAKOBD perynupylowee Tpebosarywe MNW NP HeoBxogMMocTIA
YNDABNEHUA napamMeTpami PyHELMOHMPOBAHMA MEJWLIMHCKOND M3Q8NHA ) OPTAHM3ALMH PEHOMEHOYETCA pad-
paboTate MHCTRYHUWM, NO3BONAOLWE MULY, OCYLLBCTREMMOLLENMY MOHTaN, NOOTREIMAATE HaanEMaLes dyyHK-
UHMOHMPOBAHWE CMOHTHROBAHHOID MEOHUMHCKOND WaAOenua.

7.5.1.2.3 OeaTeneHoCTE No 0GCnyHHUBaHWID

HCO 13485:2003 MapgenuAa segWuMHCKHe. CHCTEML! MEHEOMMEHTA KavecTea. TpebomaHwA
AnA Weanai paryn|ipoBEadKa

7.5.1.2.3 JesmensHocms no ofcnywuaanuo

Ecnu mpeboaanue k CECAYRUSAHUID SANTSSMCH CSLUaNEREM, Op2aHuzayun Jomena, npu Heobyodu-
Mocmu, paszpafomame dokyMeNmupoeanibie npoyadypel, paloyue UHCMPDYKULL, CAPaE0YHLE Mamepua-
fAbi U 3ManoHHee Ipouyedypsl LaMepetus dna ocylecmanaqus obocmymusanus U e2o eepughukaluy @
COOMaaMoMEUL co CReYUasHLm mpedoaanuam.

Janucy no oBCAYMUEAHLIO, GRINOMHAEMOMY Opeasuzayued, donmib noddepwueamsc & paboven
CoCMmoRHUL (on. 4.2.4).

MpumeuadHye— DOCAYRUSIHUES MOXEM SENKYAME & calA, HAMDUMED, DEMOAT U MEXHUSSCHDS 00CIym -
EEHUE.

Ecnu nannesawes dyHELWOHHPOBAHWE NPOOYKLMA JABHCHT OT &8 obcnysMeaHHa W NOAOepHaAHKA B
pafoyam COCTORHMK M OpraHnaauwna obecneyuBeaaT rapaHTHiHoe oBCNYHMBAHKE MMM 0BCNYHWBAHWE NO KOH-
TPAKTY HEKOTODLIX MNH BCEX BUA0E NPOOYKLIMA, TO B CHCTEMY MEHBIMMEHTA Ka4eCTEa OPradu3aly peKoMeH-
AYETCA BKMIOYATE NONOMEHWA O BMAax W Macwrabax ofcnywneasua. Npd HeobxoQUMOCTH pacCMaTpUBanT
CNeAYILLWE BHOL 08RTENEHOCTI:

a) pacnpeaensHue OTBETCTEEHHOCTH 3a obcnywHBaHWME Mawdy oprasdaauued, gUCTPHBLIOTOpaMIA 1
NONBIOBEATEMRMK,

b} nnanupoBaHwe BMA0E OEATENBHOCTM NO 0BCNYMMBAHMIO, HEIABMCHMO OT TOrD, BRINONHABT MW &ro
OPraHW3aLua MW KOHKDeTHOS N0,

C) BanWAaUWiD NPOBKTHUPOBAHKA W PYHELKOHWPOBAHWA CPEACTE CNELKWaNLHOND HA3HaYaHWA N4 obopy-
QOBaHWA ANA ¥E008 338 NPOOYHLUWER NOCNE MOHTIES W 0GCnyHHBAHWA,

d) ynpaanesdue obopyooBaHHenM OMA MAMEPEHUA W UCNEITAHWA, NDHMEHASMBIM NP NONEBLIX HCTIBITAHK-
Ax W oBCnysMBaHIK,

a) obecnedYeHde OOKYMEHTaMM, a TakHe COOTEETCTEME pPEeryMEpyIWWM TpeboRaHuAM, BKmo4an
WHCTPYHELMA NO JHCNNYaTAUMKA C NPANOKEHAEM NEDEYHER JanacHbX UMK CMEHMLIX YacTed ANA obcnywrBaHuA
NPOOyELMK,

Fﬂl ofecneyaHe HeobxoaMMON TEXHHYECKONR NOOARDKKK, BENKYAA TEXHWYECKWE KOHCYNETALMA, 0by4e-
HHE NONBICBATENEN, CHADMEHWE 3ANACHBIMK W CMEHHBIMK YACTAMM,

Q) NogroToBky obcnyxHBEAIDWEarD NepcoXana;

h) obecnevYeHHe KOMNETEHTHOCTH OBCNYHMBAWErs NepCoHana;

i} obpartHyio caAIL ONA NONYYEHXA MHOPMALMKH, HOTODaR MONET BbiTe NONE3Ha ANA YNYHWEHWA Npo-
AYHLAM MKW 0BCNyMMBAHKWA,

i} ApyTHe BUOLI OEATENBHOCTH NO NOO0epXEe NoTpeduTens.

BninonHexdke AaHHeX pyKOBOOALLMK YKAIAHWA MOMET DbiTe NONE3IH0 ANA OPradKvaauqn, Jame ecnu oHn
HE OroBOpEHEI B KOHTPAKTE.

Opranvsauda gonkHa paspabar«eats CHCTEMY NpUEMa 3anpocod Ha obcnysUHBaHWE, NOIBONAILYIO
ONPEJENATE HANWYKWE Kanob vnv HeyIoBNeTEOPEHHBIX TpeBoRaHHA noTpebuTenA.

7.5.1.3 CneuvansHse TREGOBaAHWA K CTERMMbHBIM MadWUHHCKHM W3O8nMAM

HUCOD 13485:2002 Mapenna MegruMHcKMe. CHCTEME! MEHEOMMEHTA KadvecTea. TpeboBaHwnA
ONA ueneid perynvpoBaqua

7.5.1.3 Cheyuansibie mpelosanud K CiMepuibMbid MedUuUHCKUM Ha0emuanm

Opeanuzayus domeHa noddeprugame 3aNucy 1o NApaMempan NpoYeccod cCMepunusayuy, nouMme-

HAaMsx dna kaxdol napmul cmepunuayesMeix Meduyurckuy vadenul (ca. 4.2.4). 3anucu no cmepunuza-
LU dodmiHs NpacieXxuaamesea dna kaxdold napmul mpouaeeden sy Meduuuxckux vadenuli fcam. 7.5.1.1).
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MapameTpel NDOUSCCOR CTEPUNHIALIMWK, YCTAHARNWEIeMEE 0BBIMHO ONA MEQMUHMHCKMX WIO0eNWA, MOeH-
THPUUHMPOBaHE B COOTBETCTEYIOLMK MEXIYHAPOOHEIX CTAHOARTAX.

NMpumexasne— QononHuTensHan MHHCpPMALMA O NPOWECCAY CTADUNHZELMK NpuBenesa B [17]—[22].

7.5.2 Banupaumsa npoueccoB NpoMIBCOACTEA M oBCRyKHBaAHMA
7.5.21 Obwwe Tpebopasua

HCO 13485:2003 MapgenvAa MegvuMHCEMe. CHCTEMLI MEHBOMMEHTA KavyecTea. TpeSoBaHMA
ANA Uenel peryndpoBaHMa

7.5.2 BanugauWna NpouaccoB NPpOMIBOACTEA W 0BCNYHABAHWA

F.5.2.1 OBwwe mpefosaMlia

OpraKdv3auqA Jon#Ha NoOgTEepHOaTe T8 NPOUECCEl NPOMIBOACTEE W OBCNY#MBAHWA, PEIyNLTATHI
KOTOREIX HEMBEZA NPOBEPHTE NOCPEOCTEOM NOCNEQ0BaTENBHOID MOHWTODMHIE MMM WakepaHia. K HM OTHO-
CATCANpOUBCCH, HEOOCTATHH KOTOPRIX CTAHOEATCA 042 BHQHLIMK TONLED NOCNE HAYANa NCROTEIOEAHHA NPo-
OWKLAN.

Banuoauua QonsHa npooeMoHCTRMpOEaTE CRoCOOHOCTE STHX NpOUSCCOR QOCTHIETE 3annNaHHpoasaH-
HbiX PE3YNETATOSE.

Oprady3ayma qomsHa paipaboTars Mepsl No 3TUM NPOLSCCAM, BKMIOYAA, BCNWM 3TO NPHEMNEMO0:

a) onpegensHHbIe KPUTEPKA ONA aHanKMaa 4 yTEEpHAeHHR NPOLBCCoR;

b} yTeepwgene coOTBETCTRYOWErD obopyaoBaHMA M KEanWgWKaLKKY Nepcoxana,

C) NpUMEHEHWE KOHKPETHEIX METOL0B W NPOUEnyR;

d) Tpebopavun K aanucam (oM. 4.2 4);

&) NOBTOPHYIO BANMOAWHID,

Opzanuaalud JomwMa paipabameieams JoKyMEHMUpoaantLg Npouedy okl sanudayuy NpUMEHaHus
KOMMEKNTIEDHO20 NPoSpaMMNea oBecneyasus (U UaMeHeHUd makoas obecneyerus Wwuny e20 npuMeHe-
HURA) npu npouleodcmae U 0BCAYRUBAHUL, KOMODEIE MOEYIT OKaILIEaMbE BNUAHUE Ha CMocoBHoCME NDod Y-
Luy ydosnemaopAame pesynupyowuM mpefosanuaM. Taxoe npozpaMuyoe obecnevedus cnedyem
ymaapwdams o 820 NEDEOSD NMDUMEHEMHLUA.

Sanucu o peIyNeMamayx ganudayul domxks noddepwueamscs @ paboyeM cocmamkuy (oM. £.2.4).

T.5.211 Obwme NonoweHWA

7.5.2.1.1.1 Banugauwa npoyecca npeactasnaeT cobol Mexadnam v BMO JeaTENEHOCTH, NPHMEHAe-
MEIA Spradqsaudei Qns NOCTOAHHONS OGS CNeYeH WA NPOLECCa COOTRETETEBHA NPOAYELKK TReGoBaHHAM, SCnu
BEIX00 JaHHOMD NPOUecca He ABNSETCH NoONHoOCTED Bepudvynpyesen. Bannoauwsa npouecca BKNKDYasT B
cefa paapafoTiy nnada, noaransoe NPoBegEHHE CEDMK OLBHNBAHKA KOHKPETHOMO Npouecca. a Tae chop u
MHTEPNDETALKIO 33DErMCTPUDOBAHHEIX AaHHEX, JTH BAOE QEATENH0CTH MOMHO DACCMaTpUBaTE B NoOpAOKE
YERIBAHKWA NPHODUTETOR:

a) aHanua ¢ yTeepieHHe TpedosadHi K 0BopyooBaHmKD,

b) nepaoHadankHan kKeanygUEaUMs nprMeHAeMoro 0SopyaoBaHkuA W ObECnBYeHHA HEeoDXogMMEIX
YCMYT, T. 8. YCTAHOBOYHAR KEANWEDWEALWA;

C) OBMOMCTPALMA NPHEMNEMOCT PE3YNETATOR NPOLUSCCA W YCTAHORNEHWE (B XyOlWeMm cny4ae) npe-
OenNkHBIX NEAgaMeTpos NEpoUecca, T. 8. ONepaUroHHaA KEAnHgrukauma;

d} YyCTaHOBNEHWE OONMOCPOYHONR CTabNNBHOCTM NPOUBCcEa, T. &. IKCNNYaTaunoHHan KBannduEauna.

7.5.21.1.2 MNepayeHk NPOUSCCOR, KOTOPLIE O0BIMHO!

- PEEOMEHOORAHL K BANMKMOALMN;

= MOTYT BTk YOI0BNETBODHTENLHD BEpHGMUMPOBAHLE MK

= HYHOAWTCA B MHOMBMOYANEHOM DACCMOTPpEHRK 0BCTOATENECTE NPUMEHEHKA W YIPARNEHWA HA MECTE
MNEHMEHEHWA © UENLH ONPEneneHna HECKOMNBEKNY WK BOEE ANeMENTOR, NOAMEKALLMK BaANKOaLNH.

7.5.2.1.1.3 MNpougccel, pEHOMEHOYEMEIG K BANWIALWA, BEMNOYAKNT B ceba:

- CTEpUNUIALMID,

= NOAOEpHAHNE KOHKDETHBEX YCMOBHUA Ha YyNpaBnAeMex NPOMIB0ACTEEHHLIX TEPDHNTOPHAX;

= acenTu4eckys obpaboTry;

= MepMETHIALMI0 CTEPUNLHON YNAKOBKM,

= MAOCHHNEHYKD CYLLKY,

= Tennosyw obpaboTiy.
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7.5.2.1.1.4 Npoueccl, KOTOPEIE MOMYT Bkl Th YA0BNETRODUTENEHD BEPUHHLMPORaHK, BKNHHAI0T B caba:

= PY4YHOE DE3IAHWE;

= MCNBTAHKA Ha UBET, NoMyTHEHKe, onpegenenns obwero pH ona pacTeopos;

- BUIYaNbHBIA KOHTPONL NeYaTHBIX NNaT,

= MIroTOBMNEHWE W MCNBTAHWE INEKTPONPOBOOKA.

7.5.2.1.1.5 MNpoueccel, TpedyioLWe UHOWBMAYANRHOID PACCMOTPEHWA OBCTORATENECTE YNPABNEHHA HA
MECTE NDHMEHEHAA C LENbLI0 ONPeqene A HECKDNEKHX UMW BCEX ANSMEHTOR, NOJNEXALLWY BANUAALMW, BEMKD-
yawT & ceba:

= OMUCTRY,

- pyqHywo chopry,

- uuppoBoe yNpaBnAeMos peiaHne,

= HANOMHEHWE.

7.5.21.1.6 Knpousccam 0MHCTEM MOXET BeiTe NpebLABNEHD TPeBoBaHWE YOANATE DEAMNEHTE, HeoBxo-
AHMEIE ONA O4MCTEH NPOAYKLWA, UMM 3arpRIHADLLWE YacTHUEL. Banugauumw Takux NpouUeccos PeKoMEeHIyaT-
CA MPOBOOMTE C TOYKKW IPEHWA PEIYNBTATHEHOCTH YOANEHWA 3arpAIHALWWX 4YacTHl B COOTBETCTBMM C
OOEYMEHTHROBRAHHOW Npouenypoi (cs. MCO 13485, nyHeT 7.5.2). 3anucK o BanugaynK HeoSxoqnsmo noggep=
HHBATEB padodyen cocToRHHM [cM. MCO 13485, nyueT4.2.4). MOHUTODHMHT NPHMEHEHHBIX NADAMETRORB NPOLEC-
COB O4YWCTEW PEKOMEHTYETCA NPOBOOMTE YCTAHORNEHHLIM 0DDa3oM B COOTRETCTEWM C QOKYMEHTHPOBAHHEIMI
npoueaypami. 3anuci 0 NPoBedEHHA TAKOND MOHWTOPHUHIA pEKOMEHTYETCR NOAepHHeaTe B paboyem cocTo-
AHKNA (oM. MCO 13485, nyukr 4.2 .4).

Ecnu npouecs O4YACTEA NPEOHAIHaAYeH ANA Y0anNeHHa 3arpRsHeHHs (HanpumMep MUKpobHonorHieckoro,
BHPYCHOMD, XMMUYECKOro, PaawoarkTHEHOrO), TO NPOTOKON BaNWOaUWK, @8 pRIYNLTATH W KOHEYHEA Npoueqypa
QonsHbl DEITL NpoaHANWIWPOBaHEI MNK 0000peHsl KEANKAALUMPOBAHHEIM MALOM.

Mpumedadse— NonCNHUTENEHER KHEOPMELWA NO MEEPODHOTOTHYECEOMY MOHHTORMHTY NpHEEaEHa B [23).

7.5.21.1.7 MnanwvpoBasye BanMoauvKe NPoUecca JoNxHo BEnoYaTe B ceba cnanywnwne aktope:

- TOMHOCTE W MAMEHYMBOCTE NEPSMETROE NEOUECCE, BEMOYAA HACTPORKM Kenoneayamors obopyoona-
HKA;

= KEANWDHAKALMKD, CNOCOGHOCTH M 3HAHWA ONEpATOPOE C Lefksk COOTEBETCTEMA TPEDORAHKMAM K KAYSCTRY
NpPOOYKLIMK;

- A08KBATHOCTE YNPABNaHWA NPOUSCCOM B UBN0M, BENKYaA NapaMeTpel NPOWIB0ACTEEHHON CPank;

= KEANWpWEaLWMID Npoueccos ¥ oBopyO0BaHKE NP HE0BX0QHMOCTI,

- KPUTEDHH NPHUeMEM W YNRAENSHWA DYHEUWOHMDOBAHWEM NPOUSCCa, HE COOTRETCTEYIOWETD ITHM KpK-
TEPHAM,

- oBCcToATENLCTEA, TPEDYIOLWWE NOBTOPHOW BANKAAUWK NpoUecca.

7.5.21.1.8 TpebosaHWem & HEKOTODEIM NPOUSCCaM ARNABETCA JONONHWTENEHSA NOOroTOBKS WIANK KBa-
niddprKaLMa onepaTtopos NWBo cnedurankHoe onobpaHKe CaMOoro NPOUeCCa, KAK ATO NOKIAZAH0 HA CenyHL e
npUssepe.

Ecnu kBanuvkalMed onepatopa SENAETCA MepMETHIAUMA CTEPUNEHELY YNAKOROK, 3 BRIVANLHOE WK
HHOE HEPaIpYLLEKWEs MCCNeJ0aaHuE epMeTHYHOCTH YNAKoBOK He 0a8T HHDODMaUKK O UanocTHOCTH CRap-
HOMO WEa, onepartopa Heobxogumo oby4uTe NpoUecey repMeTHIal vy B COOTEETCTBIWM C YTEEDWABHHOR NpoLa-
AYPOoH ANA Torg, Y4Tobel rapadTHPOBaTE MEPMETHYHOCTE YNAKoBOK.

Mpy BEEOEHWA HOBOTO MMM CYLUEBCTEEHHOM WAMEHEHHH Ve HMSIOLWEroCH NPOUBCCa, BEMIOYAR NnGRIE
HOBRIE MAETOOR NPOMIBOACTES M HCNRITAHWA, NPOUSCE DEXOMEHOYETSA OUSHNTE QNA ONpaganeHHa HeoBxogn-
MOCTH &8N0 BANHOaLMHIA.

MpumedaHrae— JononHUTENEHEE PYEOEDIAWME YEASAHWA NO BENMOAUWM NPOYECCOE NPpUESgeHEl B [24],

7.59.2.1.2 CTaTHCTHYECKME METOOE W CPEOCTES BANHIALMH NPOLECCoR

CYLLBCTEYET MHEOHECTED CTATHCTHYECKMY METOLOE W CPEOCTE, KOTODLIE MOTYT GhiTe MCMONLAIDBEAHE NDK
BANUOAUWK NPOUeCCos. B Ka4acTBE NPUMEDa MOKHO NPHBECTH KOHTDONEHEIE KEADTEH, AHANMWS BOIMOKHOCTRIA,
NAAHKPOBAHKWE ARCMSDWMEHTS, SHANWS OONYCKOB, MEeTodk poBacTHOND NPOSKTUPOBAHKA, SHANKA BHOOE WK
NOoOCNEOCcTEHA OTHAI0BR, NNaHsbl BelGODOYHOTD KOHTROMA W A3WHTY oT OwHGoK.

7.5.2.1.3 MNporpaMmike CpROCTEA, MCNONLEIYEMEIE NP YNPABNEHKKH NPOLECCaAMN

Tpebopanua MCO 13485 K Bankuaauyy NpHMEHEHHA NPOrpaMMHBsX CPEACTE, HCNONBIYEMbLIX NPW YNpan-
NEHKK NPOUBCCAME, BRINONHAKT HEZABWCHMS OT TOMD, BEUNK NI 3TA NPOrPaMMHEE CRencTea IakynneHsl, pas-
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paGoTakk, coXpaHe sl MNK MOGWDHUMDOBaHs! C LENs0 SBTOMATHIAUMH NPOMIBE0ACTEE WNH YNPaBNeHHA
NpOUECCAMM.

Mpumeswasne—QonONHETENSHAR WHEOPMALWA NG BANWGALHW NPpUMEHEHNE nporpamms=oro ofecnedersn
npueegesa 8 [25].

7.5.2.2 CneuynanbHee TpeGoBaHHA K CTEDHNBHEIM MEOHUMHCKMM MIDENMAM

HCO 13485:2003 Mapenua megvumHckMe. CHUCTEMbI MeHeQXMEHTa KavYecTEa. TpeBoBaHuA
ANA 4enald peryndpoBaHMa

F.5.2.2 Cneyuanstene mpebosatlus & cmepunesHem meduluHcrunM Ladenuam

OpzaxuzaluA donwsa paspabambigams doKyMenmuposastbie npouedypel eanrudayuu NooUeCcCoa
Crmepunuzayuu. NMpouecckl cMepunuszauluy cnedyem ymespwdams J0 UxX Mapenso NoUMaHeHLR.

Janucy o peaynemamayx sanudayuy Mpoyeccos cmepunuIaluy domaHel noddepxuaamecs & pabo-
HaM COCMOANLL (oM, 4.2.4].

CTepunniaynA ABNAETCA NPHMMEpoM NPoUScca, KOTOPLIA HENLIA BEpUdHYWDOBEaTE NOCPEOCTEOM KOH-
TPOMA W MCNBITAHWA MEdMUWHCENX Magenyi. NMoatoMy HecbxogMmo NPoBOOUTE BANWAALUWKD NPOLECCoa CTEpM-
NU3ALKK B COMETAHWKW C WX YNPABNEHWEM W MOHWTOPHHIOM 00 NPHMEHEHWA MEJWULHHCKMX HIOENWA
{oM. MCO 13485, nognyuiT 7.5.2.1). CyLecTRYIOT MENIYHAPOAHLE CTAHASPTE, 0GNACTREK NDHMEHEHUA KOTO-
pbiX ABNAIOTCA pazpafoTia, BanyJauMa W yNpasnasde NpoLeccami CTepHNAIALWE W HITOTOBMNEHMA CTEDH M-
HBlX MEOWLMHCKMX M30eNMA B CTepunbHbix yonosuax. [pousccsl CTEpWNMIaAUMK, YTEEDMOEHHLIE ®
YyNPaBNAeEMLIE B COOTBETCTEMMH C TPEGOBAHWAMK CYLUECTBYIOLIME MeXOyHap0oaHeX CTAHOADTOR, HE DEKOMEH-
OYeTCA paccMaTprBaTh Kak peaynbTaTUBHOE CDEOCTED WHAKTHEALMK BOAGYOMTENEA HEKOTOPEI PAIHOBNI-
HOCTEW rybuaTteix aHueanonaTid. B Tex cTpaHax M pErHOHAX, rOe CYLWecTEYEeT NoTaHUnansHan onacHocTe
JapaseHa aTHMK BoabyauTenamuy, anA obpaboTim MarepHancs ¥ BelWecTE paspaboTasl KOHKPETHLIE DEKo-
MEHIALIMH.

MNMpumesande— JononHAETENEHAER HHPOPMALWA NO CTERPHUNAIALWE Npreegeda B [17]—[22]. DononHKTensHaR
HHpOpMAUKA no acenTdYeckon ofipadoTie MEdWYWHCERE Hagenwh — B |26].

BamHo NoHKWMAaTE, YTO TOYHOE OCYLUECTRNEHWE HaANaxaw«m obpasom yTEEDHIEHHOO K CTPOND YNpas-
NABMOMD NPOLECCa CTEPHUMAAALMK HE ABNAETCA 8QMHCTEEHHEM DakTopoM oDECNEYeHKE CTRDHNBHOCTH ME0 K-
LUMHCKMX Magendid. HeoBxoammo Tase y1enATE BHUMaHME MUKPOGMONOr4eckomy COCTORMMID NOCTYNAKLLBND
CHpER, 8M0 HAONEXAWEMY XDaHEHAIO K YIPAANeHHD NPOWMIBCOCTEEHHOA CoeaoHd, B KOTODOH MEQHUWHCEWE
W3OenWA WaroTaenueawnT, cobnpanT 1 ynakosweawT (oM. MCO 13485, nogpaspen 6.4).

7.5.3 MosHTudHKALMA W NPOCNEKHBEIoMOCTE

7.5.3.1 MoeurudmKkauma

HCOD 13485:2003 MagenvAa MegvuMHCcEMe. CHUCTEMBI MEHEOMMEHTA Kavectea. TpeGoBaHwuA
ANA Yenel perynipoBaHMa

7.5.3 MoeHTHdHEILMA K NPOCNeXHBABMOCTE

7.58.3.1 Miewmugukayus

Opzanuaalus domeHa udesmugbuuuposams MeduuuHoKue Uadenus Ha NPomAaMeHLL BOea0 KUIHEH=
HOZ20 YU C TOMOLLLK COOMaamcmayioLLLx cpedcma U paspadambiaants JoKyMeHMILpO&aHHEIe NpoLedy-
Pl AnA makod udenmuchuraluil.

Opeanuaayus donwya pazpafamegams JokyMesmupeaanise Npoyedypld, 2apasmupyroliue, 4ma
MeduyuHCcKUe usdanus, 8038paieHNEE 8 DDSaNUIULUID KaK HeCoomEsmMemayiowue, udermugiyupoaanss
U omdanakbl om MeduuuHcKux UI0enud, COMEeMoMEoLUy peaynupyowiM mpebosanuam (oM. 6.4,
nepeyucnerue d).

7.5.3.1.1 WMpeHTudHEauns cEpeR, KOMNOHEHTORE M NOTOBEX MEOWUWMHCKMY MIZendid BamHa ana;
= YNpasneHHa MaTepHanaMs B Npouecce NpoW3IBogCcTea;

= QEMOHCTPAUWA Hagnexawers Bxbopa CelpeA ONA WAMOTOBNEHKWA MEOMUMHCKOTD Wagends, cTaryca
ITOMD HAOENWA W BENONHEHMA TPeGoBaHWA K Be3onacHocTK,

- OCYLECTRMSHWA NPOCNSKUBASMOCTH,
= ghner4eHua HOeHTHDHEAUMH NPHYMH OWHEBEHM NPK BOSHMEHOBSHWKM Npobnes B 0BNacTy Ka4ecTea.
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HMogHTHdMEALMA MEJHLKHCKOND HAOSNWA MOKeT Okl Te QOCTUIHYTA C NOMOLLEN MADKMPOBAHKWA, CHaGHE-
HHA APNBIKIM [ITUEETESR) MNA CNPESEnNeHWEM KOHEPETHOMD MECTa ANA DasmMeleHHa MeqHUMHCEDMD M3genuKa
MMM KOHTEAKEPA C JaHHBIM Wagensen. Hanpumep, MOoxHO WCNoONeEIDBATE OKPAWMBAMWE B DAINWYHEE UBETS
OAMHAKDED BRIMMAAAWME YACTER MEJMUMHCKOrD WIGENHR, MME0WKWE PaIHeE DYHEUNOHANEHEE XaDaKT e puWc-
THEW. [NA GonNeUoro YHena MeguluHCEMY H30enui, MaroTasNHESEMEX C NOMOLLER HENDEDEIBHD OSACTEYIO-
WHE NPOUECCOR, MOSHTAMOWESLMID MOKHD BRMONHATE NPW NOMOWH MapKMpoBaHKMA NApTHHA MEQHUMHCEMX
HANENAA UMK TONHD YCTAHOBNEHHLIX CEPH A MEJMUMHCENX MAOENWA W CONPOBOOMTENEHOR OoKyMEHTaLMIA.

7.5.3.1.2 MoerTudHKauMio roToBsIX MEJHLWHCKMY H3genki obs4HD BEINONHAKT HAHECEHHUEM HOMEDa
NAPTAKW CEPHUK UMK NOPAGKOBONS HOMapa NUE0 C NOMOW LI ANEKTPOHHEY cpencTa. CTene s HeoBx0qMMOCTIA
WOSHTHMKA LMK ChIDBA W KOMNOHEHTOR M HX CBASK C HOMEPOM NaPTHWCEDHM MNH NOPAOKOBLIM HOMEPOM roTo-
BOMD MEJWUAHCKOTD HIQENWA MOKET 32BHCETE OT.

= WMCMONLIYEMOTo ChipkA;

= BWO3 MELHUHHCEOTD W3 0enua;

- NOCAEgCTRWA OTHAZS MagWUWHCKOMD MWAOENHA, 8ro KOMMOHEHTOR WK CeipRA, WCNONEIDBESHHOMD NDW
HIrOTOBNEHHI AaHHOMD Wagenua;

= KOHEDETHBEIX TPEGOBAHHA K MEONUWHCKOMY HIOenMu;

= NpOCNEXMBISMOCTIH (NP HeoDX0QHM0OCTH];

- BXOOMLIX OaHHLIX NPOSKTHROBAHKA M paspaboTEM,

= PErYNUDYIOWHY TpebosaHMA.

Mepbeia MADKKPOBOYHEIE MATEDMANL, NPHUMEHASMEIE AN WISHTHQHUEIUWK MOTOROMD MELHLHHCKOD
WINENWA, HE JOJTEHLl OKA3EBATE BPEOHOND BO3ASACTANA HA Ge30NACHOCTE UNK PYHILMOHMPOBAHKE ME0WMLMH-
CHOMD MAOSNMHA NpU HCNoNBEIA0DBAHKA HA MEJWLWHCKMY WAOeNHAKX WMK WY EOMNOHEeHTaX.

7.5.3.2 lMNpocnesHeasmosTs

7.5.3.2.1 ObwmMe nonoweHus

WCO 13485:2003 Mapenua mMaguUMHCHWe. CHCTOMBLI MEHeHMEHTA KadyecTBa. TpebomaHuA
ONA uened parynupoBaHKa

7.5.3.2 MpocnexuaaeMocink

7.5.3.2.1 Obwue monomesus

Opzanuzayus domwHa paspabameg@ambs JOKyMEHMUPOEaHHLE Npouedyphl NDOCAENLESEMOCITIL.
Takue npoyadyps domuHbL onpedename cimenais NPocReNUeaaMOcITIL MPodyKLUL U HeoBX00UMLIe SamU-
cu o, 4.2.4, 8.3 u 8.5

Ecni npocnesvBasmMocTs ABNASTCA TpEGoBaHWEM, TO OPraHU3aLIMA QOIHHA YNPaBNATE CNeUHansHoH
WOEHTHgMEaLMER NPpOOYELHME W PETHCTPUPOBATE &8 [cM. 4.2.4).

MpusedsHye— Yapaenesue koqpueypayuel mpodysguy AANAeMeR cpedoMEos, ¢ TOMOLEM K000 S0
MONHO OCKWECTARAME WdeHmughUKSLYURD & NPOCREMUEaEEMOLTE.

HMogHTrdMkausqa MedRLHHCKOrD HA0enua NoOCpeacTeomM HAHBCEHWA HOMEDA NADTHW CEDKKA UMK Nopaa-
HOBOMD HOMEPA NGO C NOMOLLBK 3NEKTPOHHEIX CPEACTE NO3BONAET OCYIUECTENATE NPOCNEXHBAEMOCTE B OBYX
HaNpaenNeHKAx — B HanpaeneH s noTpedurend (NpocnNexHBaSMoCTE MEQWUMHCKDNS Wagenwa) 1 obpar-
HOM — B HANPaBNeHWW ChIDEA, KOMNOHEHTOR W NPOUScCos, NPUMEHASMEIX NpM WaroTosneqHws. MNepeos
HaNpasnaHKWe BAXHO ANA NPOCNEKHBAHKA NYTH MEOWLWHCKOND W3AENWA 40 NONEIOBATANA (HanpUMEap NauueH-
Ta WNH GoNLHHUE), BTOpOE — NO3ABONAET WCCNegoBaTe npobnemsl B oBNacTi KavecTea W OCYLUBCTENATE
oBpaTHyD CER3L C UENko NpegynperdeHds NOABRNEHNA HECOOTRETCTEY LM MEOHUWHCKMN HIgEenuA.

MpocnesHEaeMocTE MEOKUMHCKOrD MA0enHs NoaDasyMesasT BO3MOKHOCT & NDOCNE QM TE MCTORMKD, NPK-
MEHEHWE MMH MECTOHAXOKOBHWE KOHKDETHOMD MEQHMUMHCKOTD MIDENnWA MNH BHOa J8ATENBHOCTIA C NOMOL R0
WX ZAPETMCTPUDOBAHHOA WASHTUEHKEAUWAK. [TpOCNesHBagMOCcTs 0BRYHO HE0BX0OWUME NNA BRIABRNEHHA NEpB0-
HCTOUYHWMEA HECOOTEBETCTEMA DErynHpyHuKs TpeboBEaHAM W ONpegeneHna MEeCcTOHaAXOMOeHHA OCTATKDR
MEQWLMHCKMX WAOSNWA K3 NAPTHH HECOOTEETCTEY LMK MENHUMHCEMX W3TenkA.

OpradM3aums 0oeIYHo 0SecneyMBaaT NpocNesBagMocTe B NPOUSCCe NPONIBoACTEA NDOOYELMM 1M Xpa-
HEHHA 88 Ha CKNAOe W 40 MOMENHTA, KOrga AaHHan NpoayEuMa NepecTaeT GeiTe CODCTEEHHOCTRID GRraHHIaL KA.

Opradnaauna MOMET OrpaHn4vTe TpeGoBasne NPOCNENUBAEMOCTA, NDMMEHRA BHILEYNOMAHYTLIA NPOUBCS
YACTHYHO.

MpumeyaHsdeae— JononHATENEHER AHOODMALHA MO NPAMEHEH R MEHE0KMEHTE KOHDHMYREYMA K8K CpEQoTEa
NOLLEEHEHHA MIEHTRHEELHKM W NPOCNEKABESMOCTH NpHEagasa 8 [2T].
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7.53.22 CneyWaneHee TPeBOBAHHUA K AKTHEHBIM WMNNAHTADYEMBIM MEJWULMHCKHMM M3OEMHAM ¢
HMMNAHTHPYEMBIM MEAHLMHCKMM MIGENHAM

HMCO 13485:2003 Mapgenva MegvuMHCEMe. CHCTEMBI MEHBEOMMEHTA KavyecTea. TpeSoBaHMA
ANA Ugneld peryndpoBaHMa

7.5.3.2.2 CneyuansHsie mpeboaaklis K akmMuaHsM UMIIasMmUupDyeMsiM MedUuyuHoKus UadenusmM u
LMANaHmUupyeMsild WadUuyUHCKUM UadenuamM

B zanucy, seolxoduseie AR oCyWecMEnenUus NpocNaxuaaeMocmy, opsanusayus JomxHa Brmo-
Yamb CEEeHUA 000 808X KOMITOHBHIMEX, MEMEePUATax U YCNosUuax oNpysaowed cpeds, ecnuy oHU MOSym
AGUMBCA NpUYUHOL Moo, Ymo MeduLUHCKos Uadanue He yaoaneameopaem Deaynup o wuM mpedoaaHLIam.

Opzanuialud domwka mpeSoeames om caoux apedomasumensd wuny ducmpulbomaopos moddepwi-
game 3anucy o pacnpedenenuy MeduluNckux uadenuid ana docmuserusa NpocmexieaeMocifiy U docmyn-
HOCMIU MUy 3anuceld ana KoHmpons.

Opzanudayua donwHa ofecnaylaams DEsucmpayuy 2pyacnonyyamens (HauMeHosaasus u adpeca)
fen. 4.2.4).

MNpocNasuBagMoCcTE O4EHE BRMHA ANA UMNNAHTADYEMBL 1 AKTHEHEX HMINAHTHRYEMBIX MEQWLMHCKAX
MANENHA, NOCKONEKY MOKET HE NDEOOCTARMTECA BOIMOMHOCTA KOHTROMMPOBATE TAKME MEOMLUMHCKHE HINBNHA
B NPOUSCCE WX NpUMeHarina. OCy WecTENEHWE NPOCNEMHBISMOCTI NOMOraaT MabeKaTe HaKonneHwa Heobaaa-
TeNeHON HHEODMALMK 05 MMNNAHTUPOEAHHEIE MEQWLWHCKWY MIOanNUAX U N03AR0NAST TOUHD MWOSHTHUGMUUMDO-
BaTe MMANAHTATE, CODEDWALWMWE KOMDOHEHT, OnpegenfdemMeld BNoChNegcTEMM K3k HeWCNPaBMb, WM
HMMMNAHTaTEI, ANA KOTOPLIX OKA3AN0CH HEAABKBATHLIM YNpaBnayKe npouaccomM. Perynupyiow e TpeboeaHHa
MOMYT COOepHaTe Tpeboaanue JoNonHUTeNEHON NpoOCNEXUBaSMOCTH COBCTREHHOCTIA DPraHMaaUMn 0na Heko-
TOPRE MMIASHTATOR C BRICOKMM PRCKOM NPHMEHEHWA, W CHCTEMA MEHSTHMEHTA KAYSCTES N0MMHa (NP Heob-
KOOWMOCTH ) NPUHKMATE 3T0 TPaGOBaHWE B DACUET.

Opraduaayna gonsHa cbacnaYyneaTe NPOCNERUESSMOCTE KO0 MEOMLHNHCKOND MANSNWA & NOMOLLE D
BAMHOMD B Hadans Npoueccs WOeHTHDMEATOPS (HANPUMED NODASKOBOMD HOMEPRE, OATHPOBAHHOMD KoOa,
WITDHE=-KOOa, HOMEPa NapThK ). HeoGXogHMOCTE B DA3NHYHBIX MOSHTHOHEATODER MOMET BOIHUEHYTE NDW H3Mme-
HEHKA 3aJEACTROBAHHOND B NPOUSCCE NpOWIB0OQCTES NEQCOHANE, ChIDbLA, HHCTRYMEHTOR, NOABNEHNH HOBEIX
HITA MAMEHEHWW KOHCTPYKLIMA, METOQo8 | T. 4. MaeHTuduraTopsl NPOCNexHBa8MOCTH PEKOMEHAYETCA DErMC-
TEHPOBATE B NPHMEHASMEIX KOHTROMNBHBIX M MHBEHTAPHEX 3anucax (o, MCO 13485, nyuer 4.2.4).

MoryT BOaHKKHYTE CHTYaUKMK, KOraa AnA oCyLECcTENEHUA NPOCNEMUBAEMOCTH NoHanoBuTCA uaeHTHd M-
KAUKA CNeYHansHoro NEpoCoHana, 3JadaTond Ha KawOoM aTang NpouasodcTea MNv JoCTaRKM MEeauuMHCKDND
WagenuA. Heckonbko coTpYAHMKOB MOMYT C YCNaxoMm BeNOMHATE 0BCNYRMBEHKWE MEOHUWHCKHX H3AEeNWA, ocy-
LWEBCTANAA NDOCNENWBABMOCTE KANMA0A CEPBMCHOR yHELIMK, HANDUMED PErdCTPUPRYA Chy4an naeHTugMKa-
UMK W NPOCTAENAA NOAMMCE HA NOCAEO0BATENEHD MNPOHYMEDOBIHHBIX O0KYMEHTAX. Pexomesgyerch
NpOCNEXMBEATE KaXORIA OTAENBMBIA CNYYaR WASHTADHEALIKK.

7.5.3.3 MpeHuTndwkauwa cTaTtyca

HCO 13485:2003 Mapenua megvurHckMe. CHUCTEMBI MEHEQXMEHTA KavYecTEa. TpeGoBaHuA
ANA UeNed peryndpoBaHMa

7.5.3.3 Mdewmuchukauus cmamyca

CIpran-3ayya QonMHa LOeRTHP UL BOBETE CTATYC NPOSYKL MM M0 OTHOWEHAED K TPEG0RaHHAM MOHWTO-
PHHIE W HaMEDEHNN.

Moexwmughurayua cmamyca npodysuuy domwsa noddepxusamescd Ha BCax amManax a8 npousaod-
Cmaa, Xpanesun, Monmaxa u obcnywmusanus dna obecneqalUn OmnpaaneHUun, NOUMENEHLA LML MOHMaxXa
monbkD NpadyKLuy, Npowedwel ace HeobXoduMEe LD KOHMPOITA U UCMsMaHUl (uny uMmeoed ogulu-
aneHoE PAIPEWaHUE HE OMKNONEHUE OM YCmanoanedbix mpabosanud).

CTaryc npogyKuMi MoxeT BiTeE 0803HaYeH C NOMOLLEI KAK HEANEKTPOHHLIX, TAK M ANSKTROHHEX CPELCTR
MapEHPOBAHKMA, YESIAHWA MECTONONOKEHHA NDOAYELWKA, CHADNEHWA 88 ADNLIKOM [ITHKETKON ) MNK NPOCTARNE-
HHUEM NOANHUCH.

CTartyc npoaykuMy JoMsed JeMOHCTPUDORATE, BeINa NW NPoOgyKUWA NpOBEpEHa KM UCNLITAHE W

- NPUHATA Kak NONHOCTERI0 COOTRETCTRYIOWAR PEryNMpYIOLWMM TpeboBaHuam,

- NPAHATa C HWOEHTHDKWKAUWER HeCOOTBETCTEWA NOA PajpeleHde Ha OTHNOHEHWE OT DEeryndpyLLKx
TpeboBaHWE,

- HAXOOWTCA B OMWOAHHK JansHEALero aHanWaa co CToOPOHE PYROBOACTEA WKW NPUHATHA PEWEHWA;

- OTHAOHEHA HaK HE COOTEETCTEYIOWAR Perynvpyownm Tpeboaanuam.
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PaznensHoe xpaHeHne NpoaYKLUWK, MMEI0LWaR paanMUYHeld CTATYC, YACTO ABMNAGTCA HAWMMYYLLW CNoCco-
Gom obecneqeHna CTaTyCa W YCTAHORNEHWA TOYHOTO MECTOHAXOWOEHWA NpogyKUMy. OOHako npy asToMaTiaa-
LM NPOLECcCa WOEHTHUKELMK CTATYCA NPOgYyHLMA 88 TOYHOE MECTOHAXOMABHWE MOMET BbiTh YCTAHORNEHD
TAKKE C NOMOLLEKD APYTHY CPEOCTE, HANDUMED KOMNEKTEPHOR Gaikl BaHHEX.

Miobibie MapspoBOYHEIE MATEDUANL, NPUMEHAEMBIE ANA YKAIAHWA CTATYCA KOHTPONA M MCNBITAHKA Npo-
OVKLMA MK 28 KOMNOKEHTOR, HE A0MMHE OKA3LIBATE BPEOHOMND BOAOEACTBNA Ha BRI0NACHOCTE MNK yHKLKO-
HUDOBAHUE NPOOYKLIMK.

7.5.4 CobBcrReHHOCTE noTpabuTened

HCO 13485:2003 Mapgenwa smeguuMHCEWE. CHCTEME MBHeOMMEHTa KadecTEa. TpebonaHWA
ANA ueneid peryniposasna

7.5.4 CobBcTEeHHOCTE NOTpabHMTENER

Opradnaauka JoneHa NpoAsnaTe 3aboTy o cobCTEEHHOCTH NOTReBWTanNA, NoKa OHa HAX0OWTCA Nog
yNpaBNeHHam OpradiIan|u Nk KCNoNbIYeTCeA @i, OpraMd3auxaA QonsHa WIeHTHPUUHPOBAaTE, BEpUdiHLK-
POBATE, 38WHWLWATE W COXPaHATE COBCTEEHHOCTE NOTPEBKUTENA, NPEQOCTABNEHHYIO NA MCNONBI0BAHWA WNW
BHMMOHEHWA B NpOgyKLK. Ecnin cobcTeaHHOCTE NOTPEOMTENA YTEPAKA, NOBPEXOEHE UNH NPHAHAHA HENpA-
roOQHOM ONA KCNONEI0BEAHMA, NOTpatuTens AonKeH DpiTs 00 ATOM WIBSLWEH, 3 JaNUcH OOMEHE Noa0epHi-
BATLCA B paboyem cOCTORHNM (CM. 4.2.4).

NMpumsedsdye— CoflomegnHocmbs nompalumans Momsm Suime UHMENNSNMyanLHan colfcmeasHROomE
und ¥oHGUFEHYUANEHAR VHDODMALYR O COCMOANLLY 220 3000086,

OpradvsauMie pexoMeHayeTcA MABHTUDHUUMpOBATE OTEETCTEEHHOCTE B OTHOWEHWY COBCTBEHHOCTH K
APYriy aKTHEOR, NPWHAONEHAWME NoTpeSHuTENnAM M HAXOOAWMECA Nod YNPARNSHWEM ODraHM3IaUNKE, C Uaikio
ZAWMTE ATOA COBCTEEHHOCTH.

MprrMepan Takol coDCTEEHHOCTH ABMAKTCA:

= ChiPb& WNA KOMNOHBHTE, NOCTARNASMLIE QNA NPOMIBOACTEA NPOAYKLMWIA (BKNIOYAA YNAKOBOYHEIE MaTE-
PHANE);

- NPOOYKUWA, NOCTABNAEMAA GNA PEMOHTE, OBCNYHABAHKMA WNK YCOBEDLEHCTEOBAMHWA,

= NpOAYKUKA, NOCTABNAEMAA ANA JankHedweld obpaboTi (HanpUuMep YyNakoBsIBaAHWA, CTEDUNHIALIMKA
MMM MCNEITaHMAY,

= WCIYTH, 0GECNEYHEAEMEBIE B MHTEDECAX NOTRPaGUTENA (HANpUMEeD NepeaaYa colCTEEHHOCTH NoTpefn-
TRMNA TPETe&H CTOpOHE ],

= WHTENNeKTYankHas coBCTEEHHOCTE NOTPEbUTaNA (BKNIOYaA cnaluprkalne, YapTewm W wejopsma-
LD, COCTaABNAKLLYH COBCTEBEHHOCTE NOTPeBUTENA).

DpradM3aumMs CoXpaHAeT OTEETCTREEHHOCTE 33 CoDCTEEHHOCTE NOTPRGUTENA, NOKa 3Ta CODCTEEHHOCTE
HAXOOWTCA B OXKMOaHWM JankHeALed obpaboTik | B CiyYase, 8CNd OpraHM3aUMa OKadkIBasT BHELIHAM OpraHin-
JALUMAM TaKWE YCNYTW, KAK, HanpUMep, XpaHdeHye 1 NPeaycMoTpeHHaA HOHTPaKTOM CTePUNUIALIWA.

7.5.5 CoXpaHeHWe cOOTEETCTEWA NPOOYELWK

HUCO 13485:2002 Mapenua MeguuMHCHHE. CHCTEML! MEHEOMMEHTA KavecTea. TpebomaHwA
ONA uened perynvpoBaHdnna

7.5.5 CoxpaHeHWa COOTBATCTEMA NPOAYKLIWM

Opesanuaayus danwxa paspabameigame doxymenmupoeanisie npoyedypel unuy pabodue uHempyK-
UL N0 COXpaHeHLio CoOoMEBsMomaeun Npodykyly pesynupyiowum mpeboaaHusM npu OCyLWecmanexuy
MExXHoNo2uYecKUX NDOUBCCOR HYIMPL op2anuzagiy u docmaske MpodyKULL K MECmy HaZHAYeHUA.

CoxpaHeHie COOTEETCTEMA OOMKHD BEMIOYATE B cela WOeHTHOMKALWIO, NOrpYIoHHO-pairpyaoyHele
paboTel, ynakosky, XpaseHHe i 3awmTy. CoxpadeHne QomsHO TAKHE NPUMEHATECA W K COCTABHLIM YacTAM
MPOOYELAA.

Opzanuzayus domyHa pazpafomame dokyMesmupoaaHise npoyedypel uny paboyue uHCmpyRLULL
0 YIpasnaquo mpodyxyued ¢ ospaxuYeH LM COONOM Xparenus nubo npodyxyued, mpedyrowed cneyu-
ANbHbIX YeN0aUDd xpadeHua. TaKue cneylansysie yonosua Xpanesusa domnwHb pe2Ucmpupoeamsed U Geims
YNDEETASMEIMLL
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PexkoMeHiyeTcA paccMaTpUBaTh PAINKYHEIE Bidsl AOCTABKH M BOIMOMHLIE NPOKIBOOCTEBEHHEIE YCNO-
BHA.

MeTog, nCnoneIyemMsid OprasHM3aumen OnNA Nonpy3I0HHO-paIrpyI04HLK paboT. MOMET BKNOYaTe B ceba
pACCMOTPEHWE WMEHILLETOCA ONA 3TOA WenHoBopyOoBaHKA (HANPHMED SHTUCTATUYECKNE DEMELLKM, HAAeBaR-
MBS HA AANACTRE, NEPYATENA 1 JAWWTHAA 008 0a) 4 YCTROACTE ANA TRAHCNORTHPOBAHIA NPOOYELKA [ HaNDHH-
MED NOOO0HEl, KOHTERHEDLl, KOHBEREDE, COCYOEl, pe3Igpeyapk, Takenas, TpybonpoBodwm W gpyrue
TPEHCNOPTHROBOYHLIE CPpencTea). 310 HeobxoguMo ANA NPeaYNPeIeHnA NONOMOK, NOPYK W 3arpARIHEHHA
NPoOYELMK B pEaynsTaTe B030edcTEMA BUOpauMy, vOapos, CTHDAHKA, KOPPOaKK, MIMEHEHWA TEMMSDATY DS,
INEKTPOCTATHHECKOTD PAAPARA, MANYYEHWA U OPYIAX YCNOBMA, KOTODRE MOMYT BOSHWKHYTE B X008 Norpyios-
HO-paarpy3oqHslX paboT 1 B Npouacoe XpaHeHdnA NpoayrLWMK. HeobxoduMo paccMaTpHBEaTE Takme BONPOCk
TEXHHYECKDrs OBCNYHHUBAHWA WU TERYLLEND DEMOHTE JaHHOA NDOOYELMH.

¥NaKoBovHsLIE MATEDHANS W NPOLUECS YNAaKoBbIBaHHMA J0NKHE rADAHTHPOBATE aA8KBATHYH 3ALWMTY Npo-
OYKLMIA OT NoBpaxaeHinA. MNpu Xxpadesint ¥ TRAHCNOPTHPOBAHWW NPOOYKLIAK K MECTY 82 NPUMEHEHWA YNaKDBOY-
Hbl@ MATEDHANL M MADEMPOBAHKME [ITHEETHROBaHHME ) (cad. VICOD 13485, nyukt 7.3.3) gomkHel obecnedueaTe
HECEXOOMMYID 2ALWMTY OT NOBPEMOEHHS, MNOLYK W 3arpRaHeH .

Opraduaauna TaKse JomiHa obacneadyrBaTe HAONexawue YCNoBra XpaHeHHA NPOgYELKA, YYHTRIBAR HE
TONBKD fHaMHeckyd Be3oNacHOCTE, HO W YCNOBWA OKpYHaloWed cpaibl (HANDHMED TEMMNBPaTYDY W BRaM-
HOCTB). MOoMeT BOIHWEHY Th HEOBX0OUMOCTE NEPUOGUHECHOR NPOBEDKK YCNOBHA XpAHEHWA NPOLYKL WK C LUEeMNk
NEenoTEpALYEHHA 88 BOAMOMHONR NopdYd. BoamowMel aaMUHMCTRATHAEHLIE NPOUEOYPE ONA NPOCTARNEHWA
OaTkl HCTEYSHWA COOKA MOOHOCTH NPOAYHLMK, PELLEHWA BONPOCOR TOBAPOODOPOTA, pajfenaHina NPOOYKLKA B
COOTEATCTEMM C 88 CTATYCOM.

MpodUNaKTHYECckHe MaponpUATHA OONHHE BEMDYaTe B cebn;

- NoAOEPHAHWE CTEPUNEHERX YCNOBMA ANA MEOWUMHCKNYE MI0euiA;

= NoAOepHaHue yonoBuia, oBecneynBawmy oTCYTCTEME NBNK 1M CTATUYECKOrD ANEKTPUYECTBE NPM
pafoTe ¢ NoNYNPOEggHHEIMH,

= NoAOEpHAHWE CNpEneneHHoro DEXMME TEMNEpaTyPEIBNAKHOCTH W THIMEHHUYECEMX YCIoBMA,

- obacnevaHue 3a1MTs XPYNKKY MEOUUHHCKMY H308nuiA.

HMoeHTrdrEagka NpogyELWKg © OrpasdwdeHHbIM CROKOM CNy Mk, MCTEKAM WM COOKOM MOOHOCTH MW NDo-
AyELMK, TPEGYIWEeR CeyUansHOM 3aWKTE NDK XPaHeHKA 1 TPEHCNOPTHPOBAHKW, BaxHA ANA NPEOOTEpALE-
HHMA 88 WCNONBI0OEAHWA MO WCTEYSHWK CPOKa CNyEDE WNK cpoka rgHocTr. NoaToMy OpraqMIauma JonkHa
YCTAHOBWTE CPOK CMybil NPOOYELMK, HYHAAIOWENWCA B CNelnankHe) YCNOBHMAX XpaseHuA. Takme yConoaua
KpAHEHWA O0MHHE BeiTe ypaeEnNASmMsl M 3apericTprpoiadel (oM. MCO 13485, nykT 4.2 4).

7.6 ¥Ynpapnedws yCTPOACTRAMM ANA MOHWTOPMHIA U HIMODOHMWA

WMCO 13485:2003 Magenwa MegMUWHCEWE. CHCTEMLI MEHEKMEHTA KaYecTEa. TpeboBaHWA ONA
uaned perynupoBaHMn

7.6 ¥YnpapnoHws YyCTPORCTEAMM OANA MOHWTOPWHTA W W3IMapaHWA

OprasM3aauna A0MEHa ONPegendTs MOHUTORMHN M MAMEDEHWA, KOTODLIE NPEACTOMT OCYLMECTANATE, 8
Takwe YCTRONCTEA ONA MOHUTODHHTE M HaMapeHnd, Heobxogumels AnA obecnedyeHs cCEMOeTeNeECTRA CooT-
BETCTEWA NPOAYKLWK PEryNEpyiowMmM TpebopanuamM (cam. 7.2.1).

Opzanusayuns domxwda paspabomams JoKyMeHmMUpoeaHbIe Npouedypsl ofecneyanus npoaedenus
MOHUMOpUMEa U UaMEpeHul @ COOMasmomealUt ¢ pesynupyiowuMy mpeboaanuamLL.

Tam, rae HeofxoQumo oBacneYnBaTh HMEIOLLHME JAKOHHYI0 CUITY PeayNLTaThl, HAIMEDHTENEHoE OBOopY-
OCBAHWE BOMEHD DblTe:

a) oTHanWipoBaHO K NDBEPEHD B YCTAHOANEHHEIE NEPUodk UMW Nepal ero NnpMmeHeHes no obpaayo-
Bhibd ITAMNOHAM, NepeIalLMM DasMepl 8OMHKL B COARHSHMM © MEKOYHADOAHERMM WM HALMOHA N b HERA
atancHamK. [Npr OTCYTCTEMK TaKWX aTanoHoe Gaaa, HCNoNeE30BAHHAA ANA KANWEDOBEN WK NOBSDEK, QON¥HE
ObITe 33PEMCTRMPOBAHA,

b) oTperynupoBaHe UMK NOBTOPHO OTPENYNUPOBAHO N0 MEpe HeoGXoquMOoCTI;

C) WAEHTHHOUUMPOBAHO C UBNLIO YCTAHOBNEHWA CTaTyCa kanwBposkw;

d) aaUALE HO OT PEMYNMDOEDK, KOTODLIE COENANW G HEQERCTEMTENBHEIMWA DEIYNETATE MAMEDEHA]

) IAWMLEHD OT NOBPENOSHHA M YEYOWEeHUA COCTOAHKA B X048 ofpaweHia, TeXHHYECKoro 0GCmymn-
BAHWA W XpaAHEHHA.
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CmaemcmagHHociTs 38 NDUMEHEHUE Kk ME0ULILIHCHOMY US0SNLI0[AM) TPOYSCCOR, COOMEBMCMEHLILIX
MpefEaHURAM HACMOAWESD CMandapimia, Ho KOMOopaie HE OCYLLECMETTOMcR ODSaHUIaUUel, HECE KoM-
KDEMMHAA OPSEHUIAUUA, Ut 3MOo chedyem yHumbpIeans @ cUcmeMe MaxedsMenma vayecmaa amod opeanuia-
L (oM. 4.7, nepeyucnexus a).

B Hacmoawesm cmaniapme HeCcKoMbKD Das 8CMpeYamecR MoHAMUA « 80U COOMBEMCMEYams U i ko2-
da coomaemomayemy. Ecnu mpebosanue codepmum odHo U3 HMuX NOMAMULE, MO OHO CYUMasmeR «Coom-
ASMCMEVIOLLUMY, NoKa OopsaWulayus He npedocmasum  JdoxyMmesmupodanHoe ofocHoaaHue
HECOOMAsMCMaus kacmoAweny cmaxdapmy. Tpefogaxue cHLUMasMcs «COOMESMCMEIOWLUMy, 8CIU 820
auitonqenue Heobxodumo dna maso, Ymobk:

a) uadenue coomMEesmomanganco peaynupyroiusM mpeboaasuan WLl

b) opsaMuIayLs MO2Na ERINONHANTE KODPasmupyoLLue Jedcmaun.

1.2.1 Obwpe NonoweHus

Mpouetchl BUIHEHHOM LMKNa NPOOYELWKW MOryT oD0CHOBAHHD HE COOTBETCTRORATE HEKOTODRIM ToE-
Bosaruwam MCO 13485, npy atom gadHbie TpaboBanvA MOTYT BbiTe WCKMOYEHbl M3 CHCTEMBI MEHEHMEHTA
KAHECTEA OPraHuaaLA9 MK He NPUsMEHA TECA Boobwe. OgHaKko Moboe MCENIoYEHHE MW HENDUMeHEHWE TpeGo-
BaHHA BamHO NogpobHo onucaTe 1 oBOCHOBATE B PYKOBOACTEE NO KAYECTRY ODTaHMIaLMK.

1.2.2 WcenoweHua

CornacHo oTAENEHEM DEMYNARYIOWHM TPRGOBAHMAM OPrasu3aLMA MOMET NOCTABNATL Ha PBIHOK KOH-
EPETHENE MEOQHLMHCKWE MAOENHA, HE OSMOHCTRMDYA COOTRETCTEHE YyNDABNSHWA WX NDOSKTHDOBAHAEM W DaIDa-
GoTkol Tpebopaduam, yoTasoeneHHem B MCO 13485, nogpaspen 7.3, OpradM3aumu cnegyeT yoTaHoBHTb
MCEMIOUEHME B COOTEETCTEMN C 7.3 ANA KOHEDETHBIX BMOOE MEONLWHCKMY HATenHi i KOHKDETHEIX DBIHKOE WX
CcOBITA.

Oaxe B Ccny4as nony4eHHA OpraHd3ausel paspeluaHus Ha MCKNDYeHWE COOTEETCTEHMA TpebosaHmam 7.3
NpoUECCHl MUIHEHHOID UMKNa NPpOOYELWA A0MEHE COOTEETCTECEATE Tpebosadnam MCO 13485, nogpasne-
nel 7.2, T4—-T7 6.

1.2.3 HenpumeHaHme

MCO 13485 noaponAeT OpraHdaacuid He BENINYaTE B CHCTEMY 88 MEHEOMMEHTa KaYecTea Te Tpebora-
HHA K NPOLBCCaM MMIHEHHOMD LMKNa NDoGYHLWK, KOTOPEIE HEMbL3A NPAMEHATE BBIOY CNeuudHiM KOHEDETHBIX
MEOMLMHCEMX MA0ENHA.

Hanpusep, opravaauni, U3roTaenMBanWed CTEPUNEHEE MEOHLIMHCKWE MAOENKA OAHOKPATHOID NpX-
MEHEHWR, HET HE0GXOOHMOCTA BEMOYATE B CESI0 CHCTEMY MEHEMMEHTS KAYECTES TPEBOBAHKMA K YCTAHOBRE M
OECIVHWBAHKWIO, 3 OPradK3aUMK, HAroTABNWEANLWENA HECTEDMNLHEIE MEOHUWHCEWE HINENWA, — TpebosaHHA K
CTEDHMAILMH.

COpradnaaura gomeHa BHUMaTeNeEHD adannadpoeate Tpebosanua MCO 13485, paagen 7, 4ytobel woex-
THRUMUMPOBEATE TREOOBAHKMA, NPUMEHMMERE K DYHELUMAM, OCYILBCTENASMbIM JaHHOW opradvaaywed. MNocne
MOBHTHOWEALWA TakKux TPeDoBaHKA OpraHnIauMa O0NMHE BeINONHATE MNaHWpOBAHKWE B COOTEBETCTEWM C
MCO 13485, nogpaznen 7.1, 8 OTHOLWEHMH HOEHTUDHUWDOBEIHHLIX TRESOBAHMA K NPOUECCAM MAIHEHHOMD LWK-
na NpoEyKLMiA.

Mpumep — Cpeanuzayun donsHa:

= AOMECMUME CEOM IMUPKEeMRY HE HEﬂH!IHH‘ﬂH'ﬂ-E uidenue, ApoakmUpgyesos, pESPEEEH‘IHlEEHﬂE. uIgo-
magnrusaeMoe U ﬂﬁtﬂfﬂuﬂlﬂ!ﬂﬂd‘ MOCATSSIEL UROM, H!Hn-ﬂ‘ﬂﬂ.‘ﬂﬂ#ﬂ EBHE FRNDAENBHUR CUCHEME! MeHedRMeHma
kadecmaa daHHoH GpeaHUuIaALUY, 8 MaKkNe aaaciau a ﬂ-ﬂpﬂﬂ.‘ BHUS PHOMAHYM OS2 meduiurckoe wxdenues;

- EMAHOAUME CEATE ¢ NnompeSumenas, npuolpeman W uM yroMARymoe Meduyuncros uidenue;
- ofgcneyims HE MECIAX S03MONHOEM b ApUHAM UR wanol om nompedumens,

Oawe ecn opradMiaUMa He OCYLLBCTENART HENOCPecTEEHHD NPOBKTHPOBAHWE W paspaboTry, oHa He
MOMET paccMaTpHBaTes Tpebosanwna MCO 13485, nogpazgen 7.3, Kak HENpUsMaHiMeie, Dpraddiau|a QomnsHa
COOTEETCTECEATE TRebosaHuam MCO 13485, nogpasnen 7.3, Kpose TEX CNYUAEE, KOTOA DEryiK Dy IoWMe TRe-
GOoBaHWA PAIDELLAIT HCKNDHEHHe TpebosaduiA B cooTeEeTCTBMK ¢ 7.3, B cooteeTcTeuM ¢ MCO 13485, nogpas-

nen 7.1, opraddIagua OomiHa  nocne wogestdduMkanun Tpeboeamwid WMCO 13485, nogpasoen 7.3,
CNNAHWPOBATE ONA CEOSA CUCTEME! MEHETEMEHTA KA4YECTEA NPoUecchl, HeobxoaMMEl2 0NA COOTRETCTRUA YNo-
MAHYTEIM BelWe TpeboBaHHAM.
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Kpome TOro, opraHdiauds OOMEHa OUSHWTE W 3aperucTpMpoBaTE NPaBOMOYHOCTE NPEeqbiyunimMx
pesyNLTaToR MAMEPEHWA, BCNWM 0BHADYMEHOD, YTO MIMEDHTeNLHOe 060pYA0BAHWE HE COOTRATCTRYET Tpebo-
BaHuam. Oprasuaauua 4osHa NpegnpuHATE COOTBETCTEYIOLLEE OeRCTEBHE B OTHOWEHWW TAKoro 08opyaoea-
HHA M NOE0A HIMEPEHHDOR nNpoayeuMd. 3andcd peEIYNeTATOR KANAGPOBEW W NOBEDHM  OOMEHS
NogoepHHBEaTecH B pabodyen COCTORAHMM (oM. 4.2.4).

Ecnu npy MOHUTOPWHIE 1 WAMEPEHWA Ha COOTBETCTEME PerynupyiownM TpeboBaHMAM HCNonNbayoT
KOMIBKTEDHBIE NPOrPaMMHBLIE CPEOCTEA, WX CNOCOGHOCTE YOOBNETBOPATE NPEgNONarasmMomy NRUMEHEHK
OON#Ha GeTe NoaTEEpHAEHA. 3TO JOMKHO ObiTh OCYLECTRNEHD A0 HaYana NPpuMeHEHHA K NOBTOPHO Nod-
TEED¥OEHO MO MEpE HeoDX0OuMOoCTI.

Mpuieywanue— Cu pyeoecdalioe prazadur & [E]

7.6.1 ManoweHHule Bewe TPeHoBaHWMA WMENT HENOCPEACTBEHHOE OTHOWEHWE K YCTPOACTBAM ONA
MOHWTODHHIE W HIMBPEHWA, BRKNOYaA nporpammioe obecnevyedna. aneado paccMaTpuBaTts ynpasneHwe
YCTPORCTEAMM DA MOHMTODMHIE W MAMEPEHUA KaK NpoLece, BXNoYawki B cefa ynpasneHne Marepyananmi,
obopyooBaHMEM W NpouegypaMy. HazHadeswe ganHes Tpeboaadui COCTOMT B OBECNEYBHWK YEEDEHHOCTH
OpraHH3auuMi B TOM, 4TO NPHMEHREMEE YCTPORCTEA ANA MOHWTORUHIE W HIMEDEHWA rapaHTHpYIOT COOTBAT-
CTEWE Npodykuyud TpeboBaHHAM NOTREBWTENA W PErYNUPYIOLWHM TpabosaHuAmM.

CTaTHCTHYECKWE METOodM J8MOHCTPWDYIOT, K3KWE YCTROACTES ONA MOHWTODRKMHIE W MamepeHdd Duing
WCNONLI0BAHE ANA 0GeCNEYEHHA MIBECTHOR NOTPELIHOGCTH HAMEPEHWA, COBMBCTHMOR C TpebyemoR cnocob-
HOCTEIO K MIMEDEHND.

CpraqdsauMs Take JonHHa NpUMeHAaTe Tpebosawua MCOD 13485, nogpaanen 7.6, ONA AeMOHCTRALMK
COOTRETCTEWA NPOOY KWK KOHEDPETHRIM TREBOBAHWAM, BHMIOYSA HIMEDEHWS, BRNONHASMES NOCNE WATOTOBNE-
HWA M KOHTPONA NPOOYELMK (HanprmMep B X008 Norpyao4Ho-pasrpysosHex paboT, npd xpadeHy, ynakopepa-
HHH, NOCTABKAX MMM OBCNYSHBAHMK NMPOOYELMM).

JorysMeHTHPOBAHHLE NPOLEdYDEl 4OMKHE BKMOYaTE 8 cebn noapofueie CEE0EHWMA O THNAX MIMEDN-
TeNLHOro 0SopyaoceaHna, OCOGEHHOCTAX WIEHTHQMEAUMK, MECTOHAXOMOSHKK, YACTOTE NpoBSpoK, MeTonea
KOHTROMNA WM KDUTEDMAR NPHEMENR MPOOYHELANM.

7.6.2 HewoTopbie yCTROWCTEA ONA MOHUTODHHIE M WMIMEDEHWA HE WCNONBIYIOT ONA NPOCNENWBAHWA
HAYECTEA NPOAYKLIMK M YCNYT, NOATOMY NA OPraHn3aU9|in He ABNAKTCA 00AIATENEHBM KOMMOHEHTOM NpOrpam-
Mil 0ERCNEYEHKA KAYECTRES CNedyiowHMe yoTporcTea:

= NPUMEHABMEIS TOMEKD ONA MHOWKALWA [HANPUMED MAHCMETD 4NA oNpedeng A NpenensHoro gasna-
HHA), HO HE WCNONEBIYEMENE ONA YNPaBNSHHA NDOM3IB0ACTEEHHEIM NPOLSCCOM (HAaNDUMEe D MaHOMETD Ha OrHaTy-
WHTENE MK NPOTHBONGHKADHON CUCTEME],

= CBAZaHHEIE C yNpasnesras paboydm Npoueccom (HanpuMep Yacsl, TEPMOCTATE ANA YNPasNeHKa Kom-
popToM onepaTopa);

- CBAZaHHLIE ¢ 0BOpyAOBAHHEM ANA NPOLESCCOR, HO HE NPUMEHAEMBIE QNA YNDABNEHWA WMIA.

7.6.3 HexoTopbie YCTPOACTEA ANA MOHMTOPMHIE W WaMepanrid, Tpedyiolwne nepeoHaYantHol Kanwi-
POBKIA MNK NOBEQKK, HE CNEOyeT BENOYaTs B Nporpamuy obecneyeHya kavecTea. NpumMepamu TaKux yCTPoRCTE
ABNAKTCH:

- PTYTHRIE CTEKMNAHHLIE TEDMOMETDE,

= CTANbHBIE NAHEAERN,

= NabopaTopHan CTEKNAHHAA NOCYDa ONA M3MepeHrA ohwema, He NOOEeprainlanca BOIQEACTEMIO Npo-
UECCOR WNW OKPYHaDWEeR Ccoeikl, KOTODRIE MOTYT NOBNWATE HE 88 KAnWBpoary.

YoTpoRCTEa ONA MOHUTOPMHIE M MAMEeDeHMA, NPEOHAIHAYEHHEE DT 0DpaIuoBEIMK ATANOHAMH, DEKD-
MEHOYETCA XPaHATE H 0By HHMBaTE B MECTE, Qe HE NoOOBEPranack Gkl PHCKY WX UENOCTHOCTE.

7.6.4 PaioMeHdyaTcA NpoRognTe BAMKOALMIO NDUMEHEHWA NPOrpaMMHOro 0becneye s, CRAIANHOND C
YNpaenaHHam WK KEanyvBpoBkod YCTPOMCTE ONA MOHWTOPWHNG W MaMepaHui. 3To nporpaMmmecs obecneye-
HHE MCAONEIYVIOT OMA:

- yNpaenesnA NpoLeCcCoM KanwbpoBKd yCTpORCTE;

- ONpegenaqHia cTaTyca yNpasanesuA HNW KanvBpoBKky YCTROWCTE Ha OCHOBAHKW OaHHEX, NONY4eHHbIX B
Xoge npoUecca;

- AMCNeTdyepuaayyid kanwbposkd oGopyR0BaHKA, 8CNK OHA HE OTOBOPEHA B PYKOBOLACTEE NO AKCNNyaTa-
UK (HanpUMep rpanyHpoBKe WKANE MK ApYToH CHCTeMbI ).

Mpumeyads e — JononHATENEHER MHOPMALEA N0 MEHEOHMEHTY YCTRORCTE ANA MOHUTORHHIA W M3 S PaHWE
npHeageHa B [28].
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8 Mamepenue (oueHKa), aHaNW3 U yNy4lleHWe

8.1 DBwme nonoHeHHA

HCO 13485:2003 Mapgenva MegvUMHCEME. CHCTEMbI MEHEOMMEHTA KavyecTEa. TpeBoBaHuA
AnNA UenNel perynvposaHMs

8 Wamepexude (oueHKa), aHANKI W YNYYLIEHHE

8.1 DBuwmre NoNoXEHWA

Opradvaau«A onNHHa NNasupoBaTE WNPUMEHATE NPOLECCH MOHWTOPKWHIE, M3MEPEHUA [OUEHKK ), aHa-
NHaa W yNy4weHna, Heobxogume e AnA:

a) AeMOHCTPAaLMKA COOTEETCTEXA NPOOYKLWA;

G) obecneveHWA COOTEETCTEMA CHCTEMB MEHEIRMEHTS Ka4YaCTEA;

c) noddepkanun pe3yNeMamMHOcTIU CUCMams MenNadNMaHITa Kayecmaa.

3TO OOMEHO BEMKOYATE ONpEdenaHUe NPUMEHASMEX METOOO0BE, B TOM YWCNEe CTATHCTHYBCKME, W
OENacTh WX MCNONEI0BAHKA.

Mpukeyadus— HeUUoHSMEHEES WL DE2U0HANEHE S HODMEM YeHEE JOXYMBHM A WO3FM CodepMaM s 7 pe-
SoganuR ¥ paspatomes doryMENM UDoEaHHEE Npodadys AR anedgeHuR CMamucmuseciuy mamodos U yrpeeneHuR ux
AOUMEHEHUTEM.

8.1.1 Ecrne gnA KoHTRONA W MCNBITAHWA BAOOE JEATENLHOCTH HEOBX00MME JOKYMEHTHDOBEHHBLIE NDO-
LEaYpEl, TO TAKKE NPpOUSnypke 0S0qH0 BENIDHaKT B Ce08 noqpobtkle CRe0eHKA O MeToOax MCNETaHKA, KpHTe-
PHAX NPHEMKA W BeIGpaKoBkH U gaHHee of WCnoNk3oBaHHOM oBopyOoBaAHWUK.

Mpoueaypel, YeTAHOBNEHHLIE OPraHW3aLWER, QonHHE oBaCnaYHBaTE HENPUKOCHOBEHHOCTE DEIYNRETA-
TOB HOHTPOMNA W MCNETAHKA, 0CODEHHO BCMY MCNBITAHKA NPOBOOMNN NMLUA, MHTEPECH HOTOPLIX MOTYT BCTYNATE
B KOHMNMIT Mesay coBoi, kak B cny4ae ¢ NOCTABLMEAMMK W NEPCOHANOM OPTaHW3ALNK, 3aHATEM B NDOWIBOI-
CTBE NPOQYHLNH.

MamapaHiA W aHaniia ekno4anT B ceba cnegyiowiwe HakTope:

- AaHHbIE HIMEPEHHA pexoMeHOyeTcA npeobpaloBbiBaTe B HHDODMALWWD M 3HAHWA, NONB3IHLE ONA
O aHAAAL MM,

= JAHHBIE HIMEPEHWA M AHANHI NDOAYKLMM W NPOYECCOR PEKOMEHOYETCA HCNONBIOBATE C UENLID YoTa-
HOBMEHKA NPHUODUTETOR OPradMaauie;

= METOObI HIMEDEHHHA, NPHMEHAEMEIE OPraHKaIaLHel, NpK HeoEXoaMMOCT DEKOMEHOYETCA NOLESPraTE
SHANWIY.

8.1.2 MpumeHeHWe CTATUCTYECKWMX METOO0B MOMET ObITh NONE3HO ANA OPraHuaaUyMu B pAOE cnyYaes,
BEMCYaoW My B ceba chop, aHania ¥ NCNoNEIOBAHME J3HHBX. JTH METOOL! NONeaHs ANA JeMOHCTPAaL MM BO3-
MOMHOCTEA NPOLSCCOR, 8 TAKE COOTEBETCTBMA NPOOYELUWK Perynupyilam Tpedosasmam. OHK NOMOraKwT
peWaTh, KaKMe JaHHbIe HE0GX0ANMO NONYYaTE, 3 TAIKE NOIBONAKT HARTH HANNYHLWEE NPAMEHEHWE NOMYyYeH-
Hilld aHHBIM C UENk0 Gonee mySokoro NoHKuManyA TpeBoBaHne 1 oMrOaHWA noTpabuTena.

CTaTUCTHYECKHE METOOL! MOMYT BbiTe NOMNEIHE NpH.

= NPOBKTHPOBAHKK NPOAYELMK W NPOUECCOS;

= YNPABNSHWA NDOUBCCaMM,

- Npe0oTERAWEHNH HECOOTBETCTRIA,

- adanuae aanady (npobnem);

= QNpaoeneHn| pucKa;

- WCCTEAGEAHNN OCHOBHBE NPUUYKMH HECOOTBETCTRMA,

= YCTAHOBNEHWW OONYCKOB ANA NPOAYKLMK W NDOUECCOB;

= NPOrHO3MPOBaHMN,

= BepadwKaLMK 1 BaNKAaLHK NPOOYELMKA M NPOLBCCos;

= WAMEDEHHA WNK OUEHHWBAHWK KaYeCcTREHHEIX XapakTepHCTHE,

8.1.3 Cpegw cTAaTMCTUYECKWX METOLOB, NONEIHBLIX ONA ITUX LENad, MOXHO OTMETUTE CNEaYOWMe:

- rpadudecke MeToOk! (TMCTOMPaMMBl, CXEME NOCMSI0BATANEHOCTH ONepauKi, JUarnpaMmmesl pasbpoca
OaHHBIX, Harpamie Mapeto, TAENHUL NPWYKHHO-CNEQCTREHHEBX CEASEA M T. 4.), NOMOraWMEe OHarHoCTHDG-

BaTk Npobneme 1 TpedyiowmMe NPUMEHEHWA COOTRETCTEYIOWMX PACYETHLIX METOO0E ONA GankHeRwWaro cra-
THCTHYECKDND AMarHoCTHDOBaHNA,
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= CTATHCTHYECKWE NPOTOKOMNS! NPOBEDKA ONA MOHKTODMHIa M YNPaBNeHHA NPoUeCcCaMi NPOMABOACTRE 1
HIMEDEHHA [OLUEHHMBAHHA) BCEX BHOOE NPOOYELMK (annapaTtHoro obecneYeHa, NporpamMMHoro obacnedeus,
obpafoTaHHeX MATEDHANGE W YCIYT)

= NPOSKTUPOBEAHWE IKCNEPUMEHTOR C LENEID ONpedanaHHA NepemMeHHBLIX, DRAa3LIBANWNE CYLLECTREHHDE
BOZOERCTBKE HA X0O NPOUBCCOB W OYHKLMOHMPOBAHWE NPOOYKLMKA, 8 TAKNKE KONUYECTEEHHOND ONPEaeneaHua
CTENeHA 3TOMD BOIBACTBKA,

= PErpeCcCHBHBIA avanya, ocbecnadveaniyHd paipaboTey KONWYeCTBeHHOR MOOeNy X00a Npouscca M9
DY HELMOHMPOBAHKA NPOAYELMK NP MAMEHEHUW YCNOBWHE NPOTEKaHWA NPOUBCcca WNK NDOSKTUROBaHKA Npo-
AYELA,

- BApHAUWOHHBLIA AHANKI (0TAeNEHD ANA BCax Habnouaaeme HIMEHEHWA ), NPUBOLALIAA K NONY4aHHIo
OUEHOK BapHALMOHHEX COCTABMAKNLLMY, MCNONLIYEMB ANA COZOAHKA YNPOWEHHB CTRYKTYP ANA NpOTOKO-
MO NPOoBEpkd, ONUCAHKA BINYCKIEMOE NPOOYELMK M PACNONOREHWA B NPHUODHUTETHOM NOpASKE BMO0E Qed-
TENLHOCTH, HANPARMEHHEIX HA YNYHLIEHHE K34YeCTEA, B 3aBMCMMOCTH OT 3HAYEHNA KOMNOHEHTOB OTKNOHEHHA,

= METOOE OTGOpa W NPHEMEM;

- OTGOp HA BCEX ATANaX NpOWIBCOCTREA;

- CTATWCTHYECKWE METOOL! KOHTRONA M MCNBITAHWA.

8.1.4 Mocne Torg KaK HagneXalwMe CTATHCTHHYECKHE METOOb! BelBpaHsl, BANHD BHELDATE 3TH METOIE
Tak, 4ToSe MomHO GRNo cobuMpaTe W OLEHWEATE COOTRETCTEYIMUME O3HHEIE M COOTHOCHTE MOMYYeHHEE
pEayNsTaTH COYHKLMAMK OTOEN0R (A8NapTAMEHTOR ) ANA TOro, YTo0 B NPeanpHHATE HE0GX0gHMEE OBRCTBMA.
Dasube, nony4esHse 8 peaynsTaTe NPUMEHEHHA CTATUCTHYECKHX METOA0E, MOTYT CTATE PE3YNETATHEHBIM
CPeACTEOM JEMOHCTPALWA COOTEBETCTEMA TPeBoRaHWAM K KA4ECTBY NPOAYKLMM, X MOMHO HCNONB30BATL B
KAYECTRE 3ANKMCEA No KavecTy. [oKyMEHTHDOBAHHE TAKUX METOO0B M NOMYHASMbIX C X NOMOLLLID 3anuceid
MOMET BTk 06BEKTOM PErYNUPYIOWMK Tpebonaiai.

MpumadaHsa— dononHUTENEHER WHOOPMAELWA NO CTATHCTWHECEWM METOAAM NpHBEafaexa 8 (28]
8.2 MOHHMTOPHHI H HaMapaHWe [OUBHES)
8.2.1 OBpaTHan cBA3L

HMCO 13485:2003 Mapenwa megduMHCHWE. CHCTEME MEHeOMMEHTA KadecTEa. TpeboBaHWRA
OnA Wenai parynyipoEasna

8.2 MOHMTOPMHT W MIMEpaHWEe (oUeHKa)

8.2.1 D6pamHan canikb

B kavecmeas odkozo U3 cnocobog oueMKy hyMELUOHUDOEaRURA CUCMeMs MeHad¥MeRma kavyecmes
op2anU2aLuA domaHa Mpoeodums MOKUMAaPpUHE UHhopMay ULy, OMHOCAWEICA K yJoanamaopaHLig OpeanU-
Jauyueld mpabogaMuld nompeBumens.

OontHe! GeTe YCTAHOBNEHE METO4BI NONYYEHAA W MCNONBEI0BAHKWA 3TOW WHOPMALIMA.

Opeakusayur domsna paspadomams JokyMeHmupaaanHyio npouadypy Mo cucmese oGpamyol can-
au fom. 7.2.3, nepequcrnedus ¢} ¢ UBNeK NOMyYeHUA paskeso npedynpexdesus o npobneMax ¢ oGnacmu
kaveciaa U aaedeHUn @ NpoUecC KODDeKmMUDyowWLy u npedynpexdanlyuy delcmeaud fci. 8.5.2u8.5.3).

Ecnu HayuoHansHsie Unu PesuoHansHse HopMamuasse Jokymenmsl mpedyom om opaasusayuy
HaKOMIeHUR NkLIME H3 DEHOBAHUL UHGDODMaLLL, NonydasHol nocne Noadasy NoodyELULY, aHanu3 Maxoso
OMkiMa MOKET CMame Yacmeo cucmemMb obpamyod ceasu (oM. 8.5.1).

PyxoB00CTBO OPraduaauned QOomyHo NOHUMAaTE, YTO CYLUECTEYET MHOM MCTOYHWEDR NoNyYeHnA Hegop-
MALWKH, CER3IAHHON C YI0BNETRopeHuan Tpebopanni noTpebuTenna. 3tawsopMadna nonaaka nna obecnaye-
HMA 0BPATHOMR CBAIKX B BONPOCAX, KACAWLWWXCA KAYECTEA MEQULIMHCKAX MAOENWA W CEABAMHLIX C UMW YCIYT.
Opradnaaynu pesoMeHayeTca MOeHTHgUUMPORATE MCTOUHMKEN TaKoR MHdopmMau iy 4 pazpaboTats peayneTa-
THBHEIH NpoUuecs chopd, aHaNKWaa W NPHMEHEHHA HHPODMaUKMK ONA MOHUTOPHHra npobnes B 0BNacTy Ka4ecT-
ea. PazpaboraHHeld npouecc O0MEeH DbiTe JOKYMEHTHPOBaH B COOTEBETCTEMM C  PEMYNHRYHLLLMBMK
TpeGoBaHHAMM.

Mpumepsl MHopMaUKK, AEMOHRCTPUDYIOWENA, YO0BNETBOPEHE N TpeboBaHKA NOTpabUTans, BinoYanT
B caba:

= OTY4eTeEl NOTPEebMTENA W NoNB3ICEATENA,

- OGpAaTHYK CEAIL NG BONPOCAM, OTHOCALLKMMCA K MEIWLWHCKSMY MA0anuem;

= wanobel notpebuTena (oM. MCO 13485, nyuer 8.5.1);

Tpebosanua NOTpEBMTENA W MHQOPMAELMIO NO KOHTPAKTY,
CEA3E C PEMYMADYIOWHMI ODTaHasmiK No BONPOcaM CoOTRETCTEMA,
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- BKCNEPTHEIE OLUEHKA B MypHANAX,
- QaHHLIE 0 NOCTABKAX B CEAIW C OKAZaHWEM YCnyr.
Kak 4acTe perynupyowero Tpebosadua oprasMaanin no ofecneqeHio paHHero NpeaynpesaeHia npo-
Grnes B obnacTu kadecTea 0BLIMHD BHEADAIOT CUCTEMY KOMTPONA MMM CACTEMY NOCNenpofakKoro Habnoae-
HHA.

n PAMENMAEHWNSE— lEli:ll'li:l.FI HMTENBHAA MHEOPMELHA ND CHCTEME KOHTPONA W CACTAEME NOCNENPOAEEHDIND Habnwm-
OBHWA ODOCTYNHE HE WeD-CRETAY MHOMWX DEryNEpysILLIWY OPIEHAZaLHN.

B8.2.2 BHyTpeHHWE ayOuTLl (NPOBEPKK)

HCO 13485:2003 Mapenva megvurHcEMe. CUcTeMbl MeHBOXMEHTa kKavecTea. TpeSoBaHwuA
ANA Ueneid peryndpoBaH1a

8.2.2 BryTpeHHWe ayauTe (NpoBepKu)

Opradn3auqa QoMEHa NPoB0uTE BHYTDEHHWE ayQuTel (NDOBERKK) YEped JannadnpoBaHHEIE HHTED-
BaNk C UENED YCTAHOBMEHAA TOMD, 4T0 CHCTEMA MEHENMMEHTA KaYeCcTRa:

a) COOTRETCTEYET ZANNaHWPOBAHHEIM MEDONDUATHAM (CM. 7.1), TpefopanuaM HACTORALWETD CTaHaap-
Ta ¥ TpeDOBaHKAM K CHETEME MEHEHMMEHTA KaUYecTea, paspaboTaHHBIM OpraHUIaLmwe;

b} BHEOgpEHS pPEIYNETATHAHO H NOOOSLRHEISTCA B PAGOWSM COETOR HMK.

MNporpamma ayguToBs (NPoBEpOoK) A0MEHAE NNAHWPOBATECA C Y48TOM CTATYCA M BAMHOCTH NPOUBCCOB 1
YHACTKOR, NOANEMALLHMY 8YQNTY, 8 TADKE PEayNeTaToR NPeaL gy WMy ayauTos. Kputepun, obnacte npruMaHe-
HHA, HACTOTA W METOL ayAWTOR O0MHHE ObiTe onpegenatsl. Bubop ayauTopos 1 npoBeqeHne ayquTos
OomsHsl ofecneyvearts 0OBEKTHEBHOCTE W GECNPUCTPACTHOCTE NPOUSCCa ayaura. AyQuTopE HE OOMHHsl
NPOBEOATE CRON CODCTREHHYIO paboTy.

OTBETCTERHHOCTE M TDEGOBAHHMA KNNAHUDOBAHKM ¥ NPOBSASHWI0 AYAWTOR, 3 TAKME K OTHETY 0 DE3Y Nb-
TATax U NOLASHAHU 3anNMcei B pabodyen COCTORAHKK (CM. 4.2 . 4) gomeHsl DeTe ONpedenaysl B A0KyMeHTH-
POBAHHOW NpoUsOype.

PykoROOCTED, OTEETCTEEHHOR 33 NPOBEDAEMEIE OONACTH ABATENEHOCT M, A0NKHD 0DeCnEYMBaTR, Y4TO-
Gkl AEACTEMA NDEONDHHUMANKCE 83 HANMIWHER OTCRO4KWM ANA YCTpaHe HMA 0BHapYEEHHBI HECOOTRETCTEM A
W BBI3BABLLMX WX NpU4KH. Mocneayowmwe AeRcTEMA GOMKHE BENIOYETE B C20A BEprgUKaLMI0 NPEONPHUHAT X
MED W OTHYET O peayneTaTax espudiukaumn (oM. 8.5.2).

Mpumweyvwanuse— Cu [T]— ppeosodemas no aydumy.

MNnavupoBaHWe BHYTDEHHWK ayNUToR (NPOBEPoK) ONWHO BbiTe rdbitiM OnA TOro, YTobk MOKHD GRNo
NPOMABECTH CYIUBCTESHHEIE HIMEHEHHA Ha OCHOBaHHK MCCNBO0BAHWA W O0LEKTHBHEIX CBMOATENLCTE, NOMNY-
HEHHBIX B npoyacce ayguTa. MNpy paapaboTke nnaqoa BHYTPEHHETD ayOWTa peKoMEHOYETCA paccMaTpUBaTE
BXOOHLIE OaAHHEE NPOBEPAEMONW 0BNacTH AEATENLHOCTH, 3 TAKE APYIHX NPENCTARNAOWWK MHTepeC dakTo-
poOB — NOTpebUTeNneH. KOPNOPaTHRHELX NNAHOE Mo aYAUTY WA HEIABWCHMBIX IKCNEDTHRIX OPraHW3aALIWA.

FeayneTaTe ayquToB (Nposapok) 0GsMHO NPEOCTABNAIT B BHOE NHCEMEHHOTD oT4eTa (cM. MCO 134835,
NyHKT 4.2.4), B KOTOPOM YEA3RIBAOT 0DHApYHEHHBIE HEAOCTATHW. [NA Toro, YTobk MabewaTe WanKLHEN
OTCPOHEM B YCTPEHEHWA 3THX HEQOCTATKOR, HAIHAYAIDT KOHTPONLHLIE AATE ANA PESrMPORAHKA HA MTOMM ayau-
Ta. MudhopMaL KA 0 peaynsTaTax ayaura MokeT BelTe HCNONLAOBAHA B KEAYECTEE BXOOHBIX faHHLIX ONA aHand-
3a co CTOPOHe! pykoaogeTea (oM. MCO 13485, nywer 5.6.2).

PAO ayouToB, OrpadHM4eHHBX NPOBEDKOA KOHKpeTHRIX obnacTel ABATANBHOCTIA OpPraqWaaLnK, MoryT
BbiTh TAK ME PEIYNETATHEHE, KAK M O0WMH KOMNNEECHE A ayanT. Takas cucTamMa ayarTa ofecnedueasT rMbrocTs
pafoTsl 4 NO3BONAEST YAENATE 0COG08 BHHMaHKE cnabbisv CTOPOHAM A8ATENEHOCTH OPraHUIaLMH ANK APYTMM
IATPOHYTEIM NpoGnemam, Nubo perynApHo BOSEPALLATLCA K HHM.

B gononHeHye K nepuoguYeckimM BHYTPEHHUM 3y aUTam MOMeT GeTe MHHUMKPOBAH CNeUHansHsii BHYT-
pPEHHWA ayOWT, KOTOPEIA NPOBOAAT NDH:

= BEPHEHKALMK COXPAHEHNA CHCTEMON MEHEIKMEHTE KaYaCTRa CNOCoBHOCTH YO0RNETBOPATE KOHKDET-
Hulb TpeGoBaHUAM NoTpeGUTENA 1 BbiTe (NpM HEOOXOAMMOCTH) BHEADEHHOW B COOTRATCTEWN C YCNOBMAMK
Aorosopa;

= HANWYKK CYWECTREHHBX DYHKLWOHANEHBIX HIMEHEHWA (HANDHMED PEOPTAHKMIALMAX MK NePECMOT=
pax npoueayph,

- WCCneaosaHdui BescnacHocTH, DYHKLWOHKUPOBAHWA UMW HAOEXHOCTI NPOOYEL KK, KOTOpas Nogeepra-
EBTCA HNA MOMET NOOBEPraTeECH ONacHoCTH NO NPUYKMHE HECOOTEETCTEHH pErynUpyIoLHM Tpeboaanuam;

- BEpAdHEALHY NPEONDHUHATEE HeoGXOOMMEN HODPEKTHRYIOLWWK ASRCTEMIA 1 MX PasyNETATHBHOCTH.

BuyTpesHue ayauTel MOryT BsiTe YACTUYHO WNH NONHOCT B0 CYGKOHTRAKTHEIMM.
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8.2.3 MOHWTOPHHF W HIMepaHKe (OUaHKa) NpoleccoB

HCOD 13485:2002 Mapenua MegWuMHCHHE. CHCTEMEl MEBHEOMMEHTA KavecTea. TpeboBaHwA
OnA Wenei paryndpoBadna

8.2.3 MoHWTOPWUHI W HaMepaHKe (OUeHKA) NpoUeccon

Opradiasanue JomiHa NDMMEHATE NOOXGIALME METOOR MOHWTODMHIE W, rO8 3T0 WenecoobpaiHo,
HIMEDEHWA [CUEHKH) NDOUBCCOE CUCTEME! MEHEEMERTA KA4YBCTEA. ITH METOOL O0NHHE JEMOHCTDHEO-
BATH CNOCOGHOCTE MPOUBCCOR OOCTHrATh JANNaHWPOBAHHLIX PEIYNETATOR. ECNK sannaHvpoBaHHbIE
PEIYNLTATE HE QOCTUMHYTE, TO, KOMQE 370 uenecoofpaito, A0NMHE NPEgNPHHUMATECA HOPPEKLMH W KOp-
PEXTHDYIOWNE DEACTEMA OnA 0BecnadYeHa COOTRETCTEMA NPOSYKLAA.

AononHWTenkHse pykopoOAwWe yrasadnA no WCO 13485, nyner 8.2.3, oTCyTCTEYIOT.
8.2.4 MOHWTOPHHF W HIMepaHHe (OUBHKAE) NPOAYKLHKA
8.2.4.1 OBwme TpefopaHKa

HCO 13485:2003 MapenuAa megruMHCcKMe. CHCTEML! MEHEOMMEHTA KadvecTea. TpeboBaHwA
OnA Wenai paryndpoBaHna

8.2.4 MoHWTOPHHr W HaMepeHKe (OUeHKA) NpOaYKUWK

8.2.4.1 Ofwuwe mpebosalus

Opzasuzayus domkHa npoasdumes MORUMODUNE U USMEDEMLUE Xaianmapucmuy MoodykyLil © ek
s@puguKkaLUL COOMBEMCMEUR peaynupyouym mpebosanuas. MoHUMOPpUNE U UIMBDEHUE XapDaKmepuc-
muk npodyryuy domnkHsl Ghime Apo@edeHsl Ha COMESMOMEYIOLYLX CMaduAx NPOUBCCOE MUIHNEHHOED
yukna npodykyuy U 8 COOMEMeMEauy ¢ 3annanuposaHbIML MEDONPUAMUAMU (oM. T.1) u dokymesmupo-
gaMMbIML Npoyedypasiu oM. 7.5.1.7).

CaMOeTeNsLCTEA COOTEETCTEMA KPHUTEPMAR NPHUEMEN DONKHE NOOSE0HHBEATECA B paboqem COCTORHMM,
Januck A0NKHE YHaILBATL NMUO(a), caHkyMoHMpoBaBllea(ne) BeINYcK NPOayKLMIA (oM. 4.2.4).

Binycx npodyriuu 1 obcnywuaanUe He MOSym oCyWecMEnameca Ao yonelHo20 3ase e HLUA 3anna-
HLpOEaHHBIX MEDONpLUAMLD (oM. 7.7).

8.2.4.1.1 KouTponke HCNbITAHKMA B NPOUECCE NPOUAB0OCTES BENOYAKT B ce0A BCe BMOLI ABATENBHOCTH,
HAYMHAA C BXOOHOO KOHTPONA | 3aKaH41Ban NpeqocTasnasas NPoAYELMA ANA OHOHYaTENEHOND KOHTPONA.
PeaynsTaTk! KOHTPONA W MCNBLITAHKWA B NPOLECCE NDOWIB0OCTES MOMYT GhTh MCNOMBEI0BAHL! KAK ONA yNpasne-
HWA NPOLYBCCOM, TaK W ONA paHHER KOSHTH]MKAUHK HECOOTEETCTEY LA NDOOYKLIHK.

OxoH4aTENEHER KOHTPONL BENIO4AET B Ce0R BiObl ABATENBHOCTH (MCCNEO0BAMWE, NDOBEDKY, HAMEDE-
HWE N MCNBITAHKWE ), CBRIAHHBIE C BRINYCKOM NPOSYELUKMK. MpW 3TOM MOXHO TAKHE NPOaHANMIKPOBATE JANMCH
O PEIYNLTATAX NPOBEOEHHE DAHEE KOHTPONA W MCNLITAHWA.

KoHKpETHLIE TPeBoBaHNA, NeXALLWE B OCHOBE OKOHYATENLHOID KOHTRONA W HCNBITAHWA, O0MMHE BENK-
Y4aTk B ceda Bce NpegyCcMoTPeHHEIS KPUTEDUA BEINYCKA NPoayryMid. O 00msHs BeTe HENOCPeaCTRaHHD CBA-
3aMbl C BAOAMW PACCMATPHBAEMOR NPOOYKLWH W 88 NPeayCMOTPEHHLIM NDHMEeHEHHeM. ORoHYaTENEHBIA
KOHTPONE M MCNBITAHKWA J0MeHsl 0DecneyneaTs OOLeNTMBHEIE CEBMOETENLCTEA COOTEBETCTRMA BCEBM Npegyc-
MOTPEHHEIM EDHTEDWAM BLINYCKA MPOOYKLMW, HE NOATESPHEHHLIM B X048 NPOBeeHHEY DaHEE KOHTPONA 1
HCNBITAHWA, DEOHYATENBHBIE WCNBITAHMA MOMNYT BEAKYaTE B CaBa (NpW HeoDxoOMMOCTH ) MCNBITAHKA NPOOdYE-
UK, BRIBpaHHOR M3 NAPTHKA MNK CEPMH. B MOOENHPYEMBIX MKW DEANbHEIX YCNOBMAX NPHMEHEHAA.

Ecnu KOHEDETHOE MeQWLMHCKDE MAOenye CODUPaKnT WHNK MOHTUDYIOT Ha NPeanpPUATHA NONbLICEATENA,
TO nocne cHopHMONTaNE PEKoMEHTYETCA NPOBECTIA A0NONHUTENbHEIE KOHTDONE M MCTNBITAHKWA. B aTUx cny4a-
AX KOHTPONE W UCNLITAHKA HE MOryT ObiTe NPOBE0eHE ORraHuIauMen, o Opradnaaund QonsHa ofecneyeaTs
NoNy4YeHHe Boed HeoBxoguMol HHDOPMaALWK O KOHTPONE M NPOUEOYEE HCNBEITaHWA, 3 Take ob OMMOaeMbIX
peayneTatax (cM. MCO 13485, nogpaapent 6.3, 6.4, nywxt 7.5.1, noanyHxr 7.5.1.2 4 nyHkr 7.5.2).

8.2.4.1.2 MNpy eeBope METOO0E HIMEPEHHA, 0BECNEYHBAKILMY COOTRETCTEME NPOOYHLMK DEry MDY=
LM TREGOBaHHAM, 8 TAIONE MDY PACCMOTDEHNH TpeBoaaHni NoTpebuTeNA OpradM3aumnii PEXOMEHOYETCR Y4i-
THBATE:

= XAPaKTEpPUCTHEA NPoOOyKLWW, oNpefenflly e, B CBOID D4Yepeis, METOOM HIMEDEHWA, HAONemawmwe
CpeOcTEa HaMepeHUA, HeobXoOnMy KD TOYHOCTE HIMEDEHWA W KEANWgUMKaLKID NepooHana;

- HeoBxoauMsle obopynoBanke, NporpaMmMHoe oBecnayerite, MHCTPDYMEHTE,

- pACNONOMEHWE TOYEE WIMEDEHWA NPW PEANK3IALUMK NOCNE8QoBaATENEHOCTH NPOUBCCOR HAMEDEHHA,
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- XapaKTepUCTHEM, HIMEDREMBIE B KaWA0A TOUKE, 8 TAKKE TEXHWYECKYID OOKYMEHTE Ha NPOAYKLMID M
HMCAONEICBAHHEIE KDHTEPKA BXOOQHON KOHTPONA;

= TOUYKM, YCTAHORNEHHEIE NOTpEEUTENEM AN HAONKJ8HUA UK BeprDMEAL KK BblBpaHHLIX XapakTepuc-
THE NPOOYELHK;

= KOHTPOME MNHKCNBITAHKA, KOTOPEE TREEYIOT NPOBEIEHNA MMM HAGNIDABHWA 38 HX NDOBEOEHWEM DETY-
NUPYIOLHME OPraHH3IaLIKAMK;

- BbuliGopBapemeHi M cnocod, KOTODbLIM OPraHHaaLMA HAaMEPEHA NPHENEYE KBANWPULMPOBAHHYID TPETEH
CTOPOHY WK KOTOPLIA Heobxooum noTpebuTen: NUbo perynupyiolds opraHniaguyaM Ona ocyLWecTRNEHWA
BHOOBE N8ATENRHOCTH, CEBRIAHHEE C CHUCTEMON MEHEIMMEHTA KAYaCTRS,

= KBEANWPHEAUAID NepcoHana, NogroToaNeHHOCTE MaTEPHANCE, MADENHHA, NPOYECCOB M CUCTE Ml MEHE -
MEHTA KAYBCTER]

= OKOHYETENEHBIA KONTRONE, NOOTEEDHIANWKA IABEDWEHUE W NPAHATHE BMO0E OeATeNBEHOCTH No
BEpHpMEALMA,

= JANWCE PEIYNETATOR WIMEDEHWA XaDaKTEDHCTHE NPOOYELMM,

3anucK 0 KOHTPOMNE W HCNEITAHWAK, BeiNONHEHHBIE B 0prasuaagni (oM. MCO 13485, nywsr4.2.4), fonsHb
oBNerdaTe OUeHHBAHWE B NDOUECoE NDOMIBOACTEA, & TAKKE OUSHWEAHME MOTOB0R NPOOYHLHM C TOUKKA 3DEHHA
AocTH¥eHWA TpedoBaH1i K kadecTey. 3aKynneHHY 0 NPOAYILWID Be DHEHLWDYIOT B COOTEBETCTBUN C NONOKEHK-
A MCOD 13485, nywkrt 7.4.3.

8.2.4.1.3 Hagnesawme 3anncu No MOHMTODMHNY W W3MEDEHUAM NOIBONAKT:

= HAeHTUHUUWpOBATE NPOUEOYPY() KOHTPONAMCNLITAHKWA W CTENEML OCYLLBCTBNEHHOMD NepacMoTpa
aokymanToR (cu. MCO 13485, nyueT 4.2.3);

= WABHTUPHLWDOEATE MCNONEICEAHHOE UCNETaTeNEHDE OBOpYOOBaAMHWE;

= BEMIOY4aTE B YNOMAHYTHIE BLILE IANKNCA JaHHBLIE WCMbLITAHWA,

= BbiTh NOOMNKCAHHBIRMN W OATHROBAHH MK NALOM, OTESTCTEEHHEIM 33 KEOHTROMNE WK KCMETAHKA,

= YETHD MOEHTUDHUKPOBATE YMCNO NPOBE PEHHLIXMCNEITAHHEX MEAWUMHCKHX HAOBNHA U YNCNO NPUHA-
ThIX MEOWLWHCKNX MaSEndii;

= PEMMCTPHPOBATE MECTOHAXOMOEHHE BCEX MEQMUMHCKHE MAOENHA, HE NPOWEe QLAY KOHTROME MIA WC Nk
TAHKA, W NPHYKHE OTEAI08.
8.2 4.2 CneyWaneHoe TpeGoRaHWe ONA aKTHEHEIX MMINIHTADYEMEX MBOHLWHCKAX WADENWA W WsNnaH-

THPYEMEIX MEAHLWHCKNX W3Oenui

HCO 13485:2003 Magenva mMegvuMHCcEMe. CHCTEMBI MEHEOXMEHTA KavyecTea. TpeSoBaHuA
ANA Uenel perynypoBaHia

8.2.4.2 Cneyuanskoe mpeboaaHus ONA SKMUEHLINE UMATSHMUpyaMa Meduyunckuy uademuld u
LMANasmupyeMelx MeduyuRckux Uadaenui

Opzanuaalun donwxqa escmu sanucy no udenmugurkayuy mepconana (e 4.2.4), nposodAweso
nofsle audbl KOMMPOTA WL UCTeIMaMud.

B gononHeHHE K 3anMcam o KOHTPONE U nenieEmaduax (cw. MCO 13485, nyuer 4.2 4) opraduaayms pero-
MEHOYETCA BECTH 32NKCK NO WAEHTHHWKEL WA NepColana, NPoRoQALEre Nodse BMOLI KOHTRONA W MCNBITAHWA
SETHEHEL WMMNAHTADYEMEBY MEOWUHWHCEMY WIOSNHA 0 MMINaHTARYEMEX MEQWUMHCKWY HMIOENHWA C LENsK
ofnerdeHWA MCCNefoBaHKa NpWYMH OTKAI0R, 3 TAKHE NDWHATAA KODPEKTUDYICWKX W NPeOynpesnaw uy
OBACTBHA.

8.3 ¥YnpapneHWs HECOOTBEATCTREYIOWEH NPOAYKLWER

HCD 13485:2003 MapenuamegMuMHCEWE. CHCTEMBI MEHEOHMEHTa KavYecTEa. TpeSosaHna ana
Uened perynMpoBaHna

8.3 ¥YnpapneHWe HeCOOTEETCTEYIOWER NPpOAYKLKER

OpraHK3auna AonsHa ofecneunBaTs, YTobsl NPOOYKLMA, KOTOPAA HE COOTBETCTRYET TPeBOoBaAHWUAM,

EBbina woeHTUOHUUPOBaHA M YNPABNANACE C LENLID NPEA0TEPALEH KA HENPEOHAMBDEHHOTD HCNONBI0BAHKA
“Wnu nocraexy. CpeacTaa ynpasnayna, cooTEETCTEYKWAR OTEETCTEEHHOCTE W NOMNHOMO4HMA ANA padoTe G
HECOOTEETCTEYIOWER NDoAYHUWERA 00NMKHE BbiTe oNpeqensHs B JOKYMEHTHPOBAHHOA NpoUegype.
OprasMaauna QOMsHa pRWAaTE BONPOC C HECOOTEATCTEYOLLEHA NPOAYKLWER OOHKUM MMM HECKOMkKMMA
CREgyoLMsKn cnocobama:
&) CCYWECTRNATE OeRCTEMA ¢ LENk0 YCTRaHEHHA 0BHARYMEHHOMND HECOOTRETCTRIMA,
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b} caHKUUOHLpOEaTE MPUMEHEHUE, BRIMYCK UMY APUBMKY MpOodyKuLY Mod paIpelleHUIe Ha OmENoHE-
HUE M DESYNUpYRHLUYE mpebosanuil;

C) OCYWeCTENATE O8ACTEMA C USN= NpegoTEpaleHHs a8 NepeoHaYankEHore npaanonarasmon
HCNONB30BAHKA WITH NPMMEHEHWA.

Opzanuaayus donksa 2apadmupoeams, Ymo Hecoomsemomeyeiuas apodyryus Bydem npuxama
Apu NanyYeHul paspewesun Ha OMENoHeRUs om pegynupyowlLx mpeboeaHud MonbKo & MoM CiyYas, eciu
amo donyckaemca pesynupyowumy mpedosasuamy. Janucy of udewmudbukaluy TUUainuL), UMenLis-
20(uX) MONHOMOYUA Ha ewndady paspewesul 48 ominoxenue, domwmel noddepwmusamscA @ pabodem
CcocmaaMuy (o, 4.2.4).

JanucH O XaPaAKTeps HECOOTEETCTENA M MR NOCNEOYIOWME NEPeONPUHATEIX JeRCTRWAY, BENNYaA
nNpyeMicy NpoaYKUKWA NoA paspellaHie Ha OTENOMEHWE, J0NKHL NOOAepKHBATECA B pafodam COCTOAHMK
{cm. 4.2.4).

Korga HecoOoTBETCTEYIOWAA NPOOYWLKMA WCNpaBnada, ola AonHa OkiMe NOOBEPIHYTA NOBTOPRHOH
BEPMEOMEALNA OQNA NOATESMHOEHKS COOTERTCTANA TpEhoBaAHMANM.

Ecn# HECOOTREETCTEYIOWAR NPOOYELMA BEIABNEHA NOCNE NOCTABKK MMM Ha4ana WCnone3ceaHHa, opra=
HU3ALMA OOMKHA NPeAnpPUHATE J8ACTEMA, A0eKBaTHEIE NOCN2ACTBUAM (MNKH NOTEHLWANBHEIM NOCNSACTEM-
AM) HECOOTEETCTEMA.

Ecnunpodynyus HywdaemcA @ napepatomie {odun tnuy Gonee pa3a), opaakuzayus ofasana doxyMeq-
mupodame npoyece napepabomey @ paboyal UHCMPYRLLU, HE KOMODYI0 cRedyem NoTyyumes oguiUuans-
HOoB pazpewenus v odobpesus mak We, KaK U Ha nepeoHadankHyn pabouyo uvcmpywyuo. MNeped
nomyyeHues chuLuansH020 paspewenus u odobperua donsne Beime onpedeneksl U JoKyMEHTILDOEaNL!
fen. 4.2.3 u 7.5.7) mobrie wefnazonpuAmybie mocnedomeus nepepalomey npodykuuu.

8.3.1 Mepconan opraHd3auyy JomeEeH DeliTe YNONHOMOYEH PYEOBOOCTEOM OPraHMZaUMy HECTH OTBET-
CTREHHOCTE 38 CO0BLaHWe 0 HECOOTBETCTBMAX Ha NnbomM aTane npouacca NNA Toro, 4Tobe BoapamA obHapy-
HHBATE W YCTDAHATE 3TH HECOOTEETCTEMA.

PyxoaoacTes opraqvaauumy fonsHo obecneyveare paspaboTey peayneTaATHBHOIND NPOLYECCa aHandaa 1
YCTPaHEHWA WoeHTHDHUKMPOBAHHEBIK HECOOTRETCTEHIA.

HecooTEeTCTEYIOLWARA NPOOYHLWA BKNOYaeT 8 CeGR KaK HECOOTEETCTEYIOLLYH NPOOYKLKIO, HIroTasnnaa-
EMYID Ha NPEANDUATAAX OPraHU3aLMK, TaK ¥ HECOOTBETCTEYILLYID NPOAYKLIMIO, NPUOGpaTeHHYI0 MNH NOCTaR-
NEHHYH CamMoi opraduaalyne.

8.3.2 NMpousoypel, YCTAHOBNEHH S OPraHUIaLKER M NOATEDMUBAEMEE B DADOYEM COCTOAHKMN, NONMHE
NpPecneqoBaTh SOy EOLLWE LB

- ONpeAenATe HECOOTBETCTRYIOWYIO NPOSYEUMID (HANDUMEP, KAKAA KOHKPETHO NPOOYHLKWA W Ha KaKOM
OTpE3ke NPOWIB0OCTESHHOMD NPOLESCcCa ABNRETCA HECOOTRETCTEYIWERA] M 88 00bemM;

= WOBHTHPUUMPOBATE HECOOTEETCTEYKIWYIC NDOAYHLMMD ONA TOND, Y4T066 MMETE BOIMOMHOCTE C YBE-
PEHMHOCTEI OTNWYETE B8 OT NDOAYKUWK, CODTEETCTRYIOWER parynupyowun Tpabosanyam (cMm. MCO 13485,
nyHKET 7.5.3);

- DOKYMEHTHPOBATE HAMKYME W NDWYKHY HECOOTRATCTEMA;

- OUEBHWBATE NPWPoOY HECOOTEATCTRMA,

- pACCMATPUEATE ANBTEDHATHBHENE BADHAHTEl YCTPAHEHWA HECOOTRETCTRIAR,

= NPUHUMATE PELLEHMA B OTHOLWEHHMM cnocoba yoTpaHeHWA HeCDOTBETCTEMA W PericTPHPOBATE 3T
PELLIEHHR,

- yNpaenATe nocnenyowed obpaboThol (HanpUMep OTABNEHKMEM) HECOOTEETCTEYIILLEN NPOOYKLWK B
COOTBETCTEWA C MDHHATEIMM DELLSHUARMA;

= YBROOMMNATE APYIME CTOPOHL!, JAWHTEDECOBaHHbIE B OGHADYHEHWA HECOOTBETCTBMNA, BEMIOHAA (NpW
HeoBXogusMoCcTH) NoTpebuTansa.

8.3.3 Mocne onpedeneHia HECOOTESTCTEMA OPraqM3auMs JOMEHa NpeanpHHAMaTs J8RCTEMR NOWCCNa-
AOBAHKID M YCTRAHEHHIO NPHYHH HECOOTBETCTEMIA, 8 TaKWe ONPenenATe, 4TO fenatk C HECOOTEETCTRYLWEH
NPOOYELHEeH.

TepsnH «KOpPEELMAY MMEET OTHOLLEHWE K DEMOHTY, Nepaienye HNn peryNMpoBKe NpoayklHMH 4 CBA3AH ©
YCTPAHEHAEM MMELLENDCA HECOOTRETCTEHR, 8 TEDMHH ¢ KODDEKTHDYIOLWEES QEACTEMES OTHOCAT K YCTDaHEHKIO
NpH4Ks HecooTBeTCTEMA (CM. MCO 13485, nyuer 8.5.2).

Ecnu opraHM3auMa HaMepesa WCnonsL3aoeaTs, NPUHATE MNK BeIMNYCTHTE HECOOTERTCTEYIOWYIO NPOOyx-
UMD, OHA OON¥KHA CHAYANa NPOMIBECTH KOPPEL M 3TOR NPOOYELMK C NOCNenyiowMM a8 NnepeoleHaaHInasm
WNY WCNONLI0BATE AaHHYI0 NDOOYKLAD B MMEIOWaMCA BUOE.

Ecnu oprannaauna BeiBUpasT MCNONEI0BAHKE, NDWEMKY MKW BENYCK HECOOTEBATCTEYIOWENA NPOAYKLMKA
Bea ycTpaHeHna HECOOTRETCTEMA, TO OHA J0MNKHE NOMYYATE PA3PEWEHHE HA OTHKNOHEHHE OT ParynHpy WM
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TpeboBaHuA (Janas — paspellgHHe Ha OTENoHeHWE ). TAKoe pAIPSUEHHE NPEOHaIHAYEHD ONA MEHKMAIALUNH
HHHAHCOBOMD BO3NEACTENA HE OPraHHIALMI0 NPK NMEBMGAL WKW HECOOTEATCTEYIOWEA NpoayxLWA. (TP Hanu4Ku«
TAKOMD PAIpeLUeHHA OPraHW3aLMA HE MOMET HECTH OTBETCTEEHHOCTE 33 NPOAYKLMID M YCIYTH, Ha KOTopbIE
NONYHEHD PAIDSLWeHWE HA OTENOHEHWE. Kak0oe pajpe WeHWE HA OTKNOHEHWE DEKOMEHDYVETCA aHANKMaIMpoBATE
C L BNk NOMYYEHWA TAPAHTHIA TOND, YTO HECOOTEETCTEME HE NPOTHBOPEYUT KAKOMY-NKWEO PErYNKPYIOWEeMy Tpe-
BopaHmo. MOBHTHYHOCTE NAUA(NKL ). CAHKLMOHNDYIOWEro(Mx) B OpradvianmMy Ka10e paipalusHe Ha oTno-
HEHKE, OTPAMAKT B JANKMCH, W 3T 3aNWCe OOMEHA BKNOYaTE B ceba MHBoDMaUMD, GOEYMEHTUDOBAHHD
NoOTESDHOAI0WYI0 NONHOE COOTBRTCTEWE NPOAYELMK DEryNUpYIoWWM TpeGoBaHnAM.

OedcTaMA, npeanpHHMMasiise Opradilauwei, ecni HeCOOTRETCTRYIOWAA NPOOYKLKA BEIARNEHA NOCNE
NOCTABKK M HAYANE INCNNYATALMK, MHOorga 0B03HaYET TEPMUHOM KO0TIRE NPOGYHLWK Y. [TOCKONBKY TEPMKH
#0TIBE NPOAYKLAKD MMEET PAIHbLIS ONPEOENEHUA B DA3NMYHLIX HAUMOHANBHBX MNW PEMMOHANBHBX HOPMaTHE-
HEIX OOKYMEBHTAR, TO NDW SNWCaHKWK TAKWK BUOOE AeATEnsHoCTH B MCO 13485 ero He nprmMesaioT.

8.3.4 Mpousaypsl PACCMOTPEHMA HECOOTBETCTEXA, OOHADYHMEHHLIX B YME BRMYWEHHEX B NPOOaNy
MEOHLWHCKHX MAOENWAX, MOTYT BEMOYaTh B CefA cneqyowne qedcTEMA:

- WILATHE MEQWLUWHCKWE HAOSNHi 13 NpoOasi;

- WIBATHE MEOWUWHCKKUE WAOSNHE W3 DacnpoCTRaHEHWA,

- peKoMEHOALMI NOTPEBHTENAM (MOXET WMETE opMy NPOBEPOK, NPOBSAWMEIX NEpen NDHMEHEHWENM
MEIULMHCKHX MAOENWA 1 0BBCNeYNBaInWKNY AONONHUTENbHES PYHOBOOALIWE YHREIAHHA N0 NPHMEHEHND KK
AAMEHE MEOMUWMHCKMX MAORNHAY;

= B KpadHHMX cny4asy, Tpefosadwe OUINYEckorD BOIEDAETA MNK YTHNMIAUNK MedALWNHCKRE H3Oen«iE.

MuopMaUa, OTHOCALAACA K HECOOTRETCTEYIOLIENA NPOAYELWK, J0NKHE DeTe AOBE8AEHA 00 CREOEHHA
NEPCOHANa, KOTODOMD 3TO KACABTCA, YTO NOIBONAET [NDK HEODXOQNMOCTH] MOEHTUGHUMBOBA T W KODDEKTHDO=
BaTE NPAY4HMHE HECOOTEETCTEHA M NpegynNpesaaTe M noeToperue (oM. MCOD 13485, nogpaagen 8.5). Mudop-
MaUKWa, OTHOCALWLAACH K HeCOOTEETCTEYIOWER NpOoOYELMIA, MOXeT noTpeboBaTE AHAMNKAA W KODDEeKT WD OEKM
OeATENEHOCTA N0 MEHEOMMEHTY PUCKA.

Mobeie MBEOUHUWHCEWE WMAOENKA, BOIBPALEHHLIE OPTAHWIALNMH, PEKOMEHOYETCA PacCMaTpHBaTh Kak
HECOOTBETCTBYIOWNE,

MoGee Bo3BpaLLEHHER MEQUMLMHCKHWE MANENWA, ANA KOTOPEIX CYILECTEYET PUCK JarpASHEHHA (HanpUMep
MUEDOGH ONOMYECcKOro, BMDYCHOMD, XMMAYECKOrD, pAOMOaKTHEHOMD), PEKOMEHOYETCA TAKKE DACCMATDMEATR C
TOYKH 3PEHUA COOTBETCTEWA PErynapyIoWnM TpefoBasnaMm 4NA onacH:x MaTepranos.

Mpumeywas e — JoOnonHATENEHAR WHPORMALKWA MO CHHCTER NPOAYELME OT 3aIpR3IHEHMA NpUeRgaHa & [16].

8.3.5 PexoMmeHayeTch ynpapnATe 06paliaHuem ¢ HECOOTEETCTRYIOWMMK MaTepranami, 0BoIHaAYEHH -
MK E3K OTXOOE, ONA ChacneYaHMA
YETHOW MOBHTHDHEALWK CTATYCA MaTepHanos;
= HEBOIMOMHOCTH NEpenyTaTk HECOOTRETCTREVIOWME MATEDHUANER C COOTRETCTEYHILLMEAL;
- WCENIOYSHKWA BOIBPALWLESHWA HECOOTEATCTAEYVIOWMY MATEPWAN0E B CUCTaMY NPOMIBOOCTRA;
- BeaonacHoro oDpaWeHHA ¢ HECOOTRETCTEYIOW MMM MaTEDUanamiA.

B.4 AHanua faHHLIX

MCO 134B5:2003 Mapgenwa MmeguuMHcEWe. CHCTEMEI MOoHeOQMMBHTA KadyecTma. TpeboBaHMA
ANA Ueneld perynipoBaHMs

B.4 AHanWa QaHHBLIX

Opzanuiayun domsna pazpafomams doxkyManmupoeasyys npouedypy onpadenasun, chopa u axa-
nuaza dakkex, Heobxodumedy A demMoNCMpanyul DesymsMamuasHociTy CUCIMEMEB! MEHadWMaHTIa KaYe citi-
a3 U ee CooMmasmomaUs peaynupywoLusm mpefoeanuam, 8 maicke ANA OUBHKL BOIMOMNOCTIU NOGLILLIBHUS
S8 DE3YNEMEMUaHoCTIU.

JarHbie Qon#HE BEMOYaTE B ceBa nibopmankik, TonyeeHHYKD B peaynbTaTe MOHMTOPKHIG H HaMeapa-
HMA TAKME 1 K3 ADYIMX COOTRETCTEYKOLLMA HCTOUYHMKOD.

AHANKWA JaHHBXE QOMEeH NpeaocTaENATE HHEODMaLMD no:

al ofpamwod cerau (ow. 8.2.1);

b} cooTReTCTEMID TREGOoBaAHWAM K NpogyRLMKA (oM. T.2.1);

C) XapaKTepMCTHHEAM W TEHOSHUWAM NPOUSCCoR M NDOAVELMM, BENIOYaA BOSMONHOCTH NpOBE0SHNA
NpeaynpesaammMy QeHcTBEuE,

d} NoCTaBLLMKAM.

Janucy pesynkmamos awanuia dandex donwkel noddepwusamecA & paboveM cOCMOANUL
{on. 4.2.4).
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JaHHbie pekoMeHLyeTeA COBUPaTS W AHANK3IKMPOBATE C LENLID B2PUMKALMK COOTBETCTBMA M pasynbTa-
THBHOCTH CUCTEMBI MEHEIXMEHTA KAYECTES B JaAHHBIA MOMEHT BPEMEHH, 3 TaKHe ONpegenemMMa TeHOeHUMIA
wnu moganad, Tpedyiownx ocoboro BHRMaHKA. OTPHUATENbHBIE TEHAEHLMKY PEKOMEHOYETCH pAcCMaTPHBATE
C TOUKM 3PEHHA BOIMOKHOCTH yNyYLWWEHWA. PRIyNBTATH aHandia adHsX PeKOMeHOYyETCA paccMaTpreaTs C
TOYKM 3PEHWA BEEOEHMWA WX B AHANW3 CO CTOPOMLI PYKOBOACTEA, @ TAKKE QEATENLHOCTH N0 MEHELEMEHTY
pUCKa.

AHANWI JAHHBX MOMET NOMOYE B ONPpegensHHd OCHOBHON NPHYKUHE! CYLUECTBYIOWMY N NOTeHUMAaNL-
Hbix NPOGNEM W B NPAHATIAW DELLEHWA NO KOPPEKTUPYIOWMM W NPeayNPeX AWM AERACTEHAM, KOTOPRIE Heob-
XOOWMM0 OCYLBCTENATE C LENBID YIYHLIEHHA NPOSYHLMA.

Ons ousHUBAHKWA PE3YNLTATHEHOCTA CHCTEMbI MEHEIHMEHTA KA4ECTEA PEKOMEHOYETCA 00 LeMHATE K
AHANWIMPOBATE AAHHBIE W WHDOPMALKID, NONYYEHHBIE W3 COOTBETCTEVIOWMX NOOPA3INENe A OprasnaaLwe.
PeayneTaTkl 3TOM0 adanuaa MoryT GbiTe HCNONLI0BAHE OPraHuIauWuen ANA onpeaenaHma;

= TEHOEMUWA COOTBETCTEMA NPOGYKUWA PErynUpyiowns Tpebosaruam,

CTENEHW YI0BNETEODEHHOCTH Tpeboaadwi noTpabuTana;
pesyneTaTHEHOCTH NPOLBCcCos,

A8RCTEMHA NOCTABLWMES;

VCNEXDE B JOCTHMEHWH LENER YITYYLLIEHHA,

8.5 ¥YnyyweHwa
8.5.1 OBuwme NoNoKeHWA

HCO 13485:2003 Mapenwa smeguuMHCHWE. CHCTEME MeHeOMMEHTa KadecTBa. TpeboBaHWR
OnA wenead parynipoBasua

8.5 YnyuiweHWe

8.5.1 O6uwue monoxeHUR

Opzaduzayus domwHa udesmughulupoeams U SsiNoNEETE Mobsie UaMeRenur, Heobdxodumse Jne
ofecredeHud i noAJepMaHLA TOCMOANNDE COOMEBMaMaUn Desynup oL mpefogaHuamM U pesynkLma-
MUBHOCML CUCMEMb! MEHSdNMEHME KSYECIEa, UCAONLIYAR NONUMUKY @ obnacmu Kadecmaa, yemaHaanu-
gag uend & amold ofnacmu, & mMake UCTons3ya pesynbmamsl aydumos, aqanuia JaHHBY,
Koppexmupyowux u npedynpexdaowux dedcmeud U aNanuia co cCMapoHs pykosodcmaa.

Opesanusayus donmsHa yomaroeuims doxyMesmuposariee Npouedyisi @bITYCKE U MDUMEHEHUR MOSC-
HUMenbHbx yeedommesud. Cnedyem obecneyums 0aMOMKOCTE Nposaderud makux npoyedyp @ moboe
EOEMA.
Janucy of uayvenuu wanof nompebumened domsuel noddepwUEameca & pafiouyas COCMOAHLL
fcam. 4.2.4). Eonu @ xode makozo usydedus Sydem yemaxoanano, 4mo MosansHuo xanol nompeiumened
CROCOBCMEYET GHEeWHER deAMENLHOCITE ORSaHUSSYLL, Mexdy 3auHmeDecOsaHbiML OpSaHUIaLLAMU
cnedyam npoaecmu obMal coomaamomayiow el unghopmanued (ca. 4.1).

Ecnu no mobod xanobe nompebumens we npednpuxAams Koppesmupyowue wunu npedynpewdan-
wiie delcmeun, npuyuxy cnedyem ofbacHume (od. 5.5.1) v aapesucmpuposame (cm. 4.2.4).

Ecnu amozo mpedyiom HayUoHaMbHBE LY DEUOHAMEHEE HopMamuaHsie JoXyMENTIE, apaanLIa-
wius dovmiHa pazpabomame JoKyMenmUposaNHse Npoyedyps veedoMAeHUA DESYNTUDVIOWUY SDEaH08 O
mex uKLUdeHmax, Komopkie CoOOMaamomayiom KDLUMepUaM K OmYeMHoCmL.

8.59.1.1 JeATensHOCTE NO Yy4LWEHWI0

B woxTexcTe Tpabosanyi MCO 13485 0eATENEHOCTE NO YNYHLWEHKIO ABNASTCA ABATENLHOCTED N0 WOEH-
THUDHEALWM W BHEQDEHWID NGB KaMeHaHWR, HeoBxooWMex OnA obecnadaria M NoaIepHaHnA NOCTORHHOID
COOTBETCTEMA W PEIYNLTATHUEHOCTH CHCTEMb MEHBLMMEHTA HAYECTEA NpW YOOBNETEOPEHMKW TpeGomaHui
norpedurend. MogHTtiduiaumMs HeoGXogUMOoCTH KODDEKTHDY WM MMM Npegynpesaanl vy AeRCTEMA ABNA-
ETCA NOKA3ATENEM TOrD, 4TO CHCTEMa MeHaIMMEHTa KA4eCTEa He DYHKUWOHWDYET HANewallWM 0DpaloM | He
ABMASTCA NOMHOCTR PEIYNETATHBHON B KOHEDETHOW o0DNacTd OeRATEeNeHOCTH. Kopperuu npobnams MK
noTeHuHansHoi npobnese NOCpeacTEOM OCYWECTENEHWA HOPPDEKTHRPYIOWMX WNW Npeaynpesaammx
OERCTEMA C LENk0 BOIBPDALWSHWUA CHCTEMEl MEHEIMMEHTA KAYECTEA B COCTOAHKME NOMHOMD COOTBETCTBUA W
peayNeTATUBHOCTH DECCMATPHEAIOT KK YIyYLLIEHWE.

8.5.1.2 WManobel noTpebuTenain

8.5.1.2.1 NwbanxanobanoTpebuTens, NOCTYNMEWaR B OPraduaauum, onsHa BelTe oueHeHa, Hanobel
noTpebuTenad ¥ rapadTHAHEE TpeDoBaHMA ABNATCA HAaWSonee ODLWHMK BHELWHMMK NOK33aTENAMM HEO00-
TATKOB NPOOYKLMK, KOTOPEIE MOTYT CTaTk 00LEKTAMH KOPPEKUMK, KOPPEKTHRYIOWWYX JEACTEMA C LEnNb6D Npea-
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YNPEMAEHMA NOBTOpEHMA npofnemMsl WNH NpeoynNPeEsfanilMy ASRCTEMA C© UeNsd nNpeaynpexneHHa
BOIHHEHOBEHKA Npobnems.

B HexoTOpbIX OpraHdsauMAx CyLWecTEyoT NOAPA3NENeHA, KOTOPLIE ONA 3THX OpraHWiauyui MoryT
BLICTYNATE B KasecTBe noTpebuTtenai. B aTosm cnyvas BHyTpeHHMa #anobs MoryT Gkl Te 06paboTaMes KaK Mano-
Gl noTpebrTenad. Ecnik pedk WOET O HECOOTEETCTEYKLLEN NpoaYELMK, TO Npoueaypa obpaboTir wanob Tak-
W OCNWHE BENONHATECA B CODTRETCTEMK ¢ TpeboranwaAmK MCO 13485, nogpaagen 8.3.

Mpk oueHWBaHKA Hanobel OpraqHMIaUMa O0MKHE pACcCMaTpUBaTE:!

- COOTBETCTEYET Nd MeAWLWHCKOE H3GENWe cneyudHEaLnamM;

= CYLUBCTEYIOT MK Npobnemsl ¢ NPUMEHEHWEM MEBLWLWHCKOTD HAOENWA, HECMOTPA HA 8ro COOTBETCTBNE
chReusdruKauuan.

Hanpusep, xanofa sa MeqMUWHCKOE WIOEenue, COOTBEETCTEYIOWEe:E chnedudurkaulHaM, MomeT GeiTe
oSycnoeneHa gederTami KoHCTRYELMK. Manobe Ha obcnysKMBaHHE MOTYT YEAIBIBEaATE Ha HECOOTBETCTEBHE
MHCTDYKLIMIA NO AKCNnyaTauMin perynupyiouam TpeGosaHHam.

B perynupyiowne Tpefosasia MOryT ObiTh BHNIOYEHE TPEBOBAHWA K OpraHuaayuamM oTCNennBEaTs npu-
R HEHME MG ALMHCEMX H3DENAA W WHODMUPOBATE PErYIMDYIOLIME OPraHH3aULMIA O HEKOTODEN OrOBODEHHEIX
B parynvpyowns TpeboBadnax cnydans NpumeHEHuA,

OprasvaauMa gonsHa opUUHMansH0 Ha3HaYuTe NHLO(a), OTEETCTEEHHOS b ) 38 cHop ¥ KoopaUHALMD
BCAX YCTHBIX M NUChMEHHBX ¥anoh noTpefuTanAa Ha MeaHUMHCKME M3AenMA. JTC NMUola) AoMEHO( ) MMETE
MNONHOMOYAA, FTAPAHTHPYVIOWMWE HEMEONEHHEIR aHanyks Nobol xanobel, oCoSeHHD CEAZAHHOA © NOMyYEHMEM
TPAEMEl, CMEDTEN MNKW MoBoR oNacHOCTEK.

Mayyenue wanobkl NOMOraeT ONPBAENATE, KAKMEe BUOkl OEATENLHOCTH MOrYT GbiTe OCYLLBCTENEHE! 38
npegenamid 0pradkaalny. 3T BUb AeATENLHOCTH MOTYT BbiTk BEINONHEHS HA TEPPUTORAM, HE NPUHAANEHa-
LA OpraHMIanng (HANpUMeaD, Sk DeYs MOaT O CEAZAK & NOCTABLLMKOM WNK NpeacTaBuTenet/ arsHTomM Opra-
HHZELUMK ], HMH Ha TEPPHTODHM, NPHHaONEKaAlWeR TOR ¥e oprasuIaukn (HanpUMep OpyroMy NoapasgeneH A
KNk rmaadoMy ynpasnedwio). B mobom cnydae Heobxogumo 3aknoHuTe ABYCTOPOHHEE COMMALIeHNE O TOM,
KAKAA KOHKPETHAA MHOopMaLMA TpelyeTcA QNA TOro, YTobs! 0NHHEIM 0D pazoM WIYYMTE Kanody 1 oTpearvpo-
BaTh Ha Hee. OORYHD 3TO NDEOYCMOTDEHD YCNORMAMK KOHTDAKTA.

B8.5.1.2.2 DokyMEHTHDOBAHHAA CUCTEME DRAMTMPOBAHWA Ha Hanobkl JOMKHa BEKMOYaTE B Caba;

- YCTAHOBNEHWE OTEETCTEEHHOCTH 38 (YHHUWOHWDOBAHWE CUCTEMEI;

- DUEHWBAHWE ¥anod;

= COCTABMNEHWE IANWCER M CTATHCTHYECKHX CROOOK, MOMOraHWME BEABM Th OCHOBHBIE MPHYH HE Hanob,

= OCYWBCTRNEHHNE KOPPEKTHRYIOLIMX J8ACTBMIA;

= DOpALEHWE C METMLAHCKMMKA H3OENAAMK, BOIBDALLSHHEIMK NOTRE0MTENEM, H HECOOTRETCTEYHILLMMK
MELHLHHCKHMA 30enuami (ocoboe BHrMaHue HeobGxoguMo yIenaTs 04HCTEE M 06e33apaniBa N0 MaquLMH-
CHMX HIOenwi);

= PBrUCTpauMe i xpaHeHve oBpalieHii NoTpabuTena W Py COOTEETCTEYIILME 3anWcel (pexomen-
OVETCA YCTAHOBMTE COOKH XDaHEHKR).

8.5.1.2.3 3anucH o peayneTaTax paccnegosasui no xanobam noTpebnTenei QonsHE COOep®aTe goc-
TaToUHO HHDOPMAaUMK, NOKa3EBALLER, YTo Manoba gonxHemM oGpasom NpoaHanvanpoBaqa, HanpyuMep, cne-
OYeT y¥alaTk:

= BN N4 OTK33 pACCMATDHEIBMOID MEJWMUWHCKOrD M30enWaA CBAIaH C ero yHELMOHWDOBIHMEM B COOT-
BETCTEUM 00 COeUHWEa LA,

= BBING NW MEQWUUWHCKOS MAO8NHWE WCNONEICEIH0 ONA NEYEHKA KNK AMArHoCTHDOBAHWA NaUMeHTa;

= CTano N KCNONBEI0BAHWE MEIRUNHCKOND MAGENHA NPUYHHOE CMEapTH, TPaBME! MMk Boneaun;

= CYLUBCTEYET MM BIBMMOCERIE MENTY MEOULIMHCKMM HAQENHaM 1 DACCMATDHEAEMBIM MHLMOEHTOM KNH
HeEBNaroNpHATHEIM BOAOEACTRHMERM HA HErD.

TepruHe «BoneaHsy W« THABMA YACTO DeIBAOT ONPELENeHE B HALWMOHANEHEX 4 DEMMOHANBHBIX HODMa-
THEHBIX OOKYMEHTAX.

8.5.1.2.4 3anucek 0 paccnedoBaHuM ¥anobe noTpeburend obeidHo BENKNYaET B ceba:

= HAWMEHOBAHKE METWLHHCKOMD Magenua;

- OAaTy NOCTYNNeHWA wanobk;

= PEMMCTRAUWOHHEA HOMED,

= HAWMEHOBAHKE W anpec HUpME, OTEYOa NOCTYNHNa ®anoda;

= COOepKaHWe Hanobe;

- peaynsTaTel paccneqoBaHHA;

= MPOBEOEHHYI KOPPEKLIWIO;

= NpEOnNPpUHATRIE KOPPEKTHDYIOWNE NeRCTEWA,

- pbocHoBaHKe B cny4ae OTCYTCTEMA OBACTBHA,
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2 HopmaTHBHbIE CCbINKK

B HACTORLYEM CTAHOAPTE UCNONLI0BAHE COLINKK HA CNeaYIOLME MEXOYHADOOHLIE CTAHAADT B
MCO 2000:2000 CHCcTEMBl MEHEOKMEHTS KAYECTES. DCHOBHEE NONOKEHMA W CNOBADE

MO 13485:2003 Magenwa MeguumHokHe, CUCTeME! MEHeqMenTa kavecTea. Tpebosarmra ona yened
PErYNHPOBAHUA

3 TepmuHbI 1 oNpegeneHnA
B HacTOALWEM CTAHOAPTE NPHMEHEHE TEDMAHL W onpegenadus no MO0 9000 w MCO 13485.

r pHMBYABHAS— TEPMI-'IIlH.. NPpUEEBIEHHEE B NDUNOHEHWE A, MOKHD PECCMAETPMEATE EAK ofiwune, Torme £ak
oNFEQenaHUE 3TAX TEDMAHDE E DE3NHYHE X HAUMOHANEHBIE DeryNUPY L L ODEYMEHTEE MOTYT OTNHYATECA ORYTaT Apyra.

4 CuicTema MeHeKMEHTa KavecTBea

4.1 OBwre TpeboBaHWA

MCO 13485:2003 Mapnenws MeguuRHCEHME. CHCTEMEI MEHEMMEHTA KaYecTEA. TpaboBaHWA onA
uenan perynmpoBaHdn
4 CHCTaMa MeHBOXMEHTA KaYacTEa

4.1 O8wmre TpeboBaHWA

Dpeakuzauus donswHa paspabameigants, JoKyMaHmupoeams, asedpams unoddepxlieams a pafovem
COCMOAKUL cUCMeMy MaHedRMEnma KaYecmasa, 8 makke Noddepxueams 88 pesyNEMamLUgHoCTib & COom-=
a@mcmeuUy c mpeboganuaMu HACMoAWe2o cmandapma.

OpradiaauMa gqormeHa:

a) onpeaenaTe NpoUecthl, HeaBXo0 MMBbIS ONA CHCTEME! MOHEIHMEHTA KAYSCTRES, M MX NPUMEHSHIWE BO
BCER opraddsauue (cm. 1.2}

b} onpegenaTe NOCNEOoBRATENEHOCTE M BIANMOOeACTBHE ITHY NPpOUSCCoR;

C) oNpenenATh KPATEDHK H MEeTo0b!, HE0GXOOnMEIE ANA OSSCNEYeHNA De3YNETATHBHOCTI K3k MM OCy-
LWECTBENEHMM, TAK M NPK YNPaBNEHAR 3THMA NPOUESCCIMK;

d} obecneyqeaTs HANKYNE PECYPCOR W MRDODMALWMK, HE0EXOOMMEX ONA NOLOEROKKY 3THX NPOLECCOR
W WX MOHMTODMHIA;

@) OCYWECTENATEL MOMHTODHHT, HAMBDEHWME W AHANKI ATUX NDOUECCOR,

fl awnonuame dedemaus, veobxodusene dna oCMUMEHUS 3aMNasupoeaHHbIX Pe3yNeMaimos U nod-
JEDHAHLA FE3yTsMaMUBHOCITIU IMIUX TPOYECC0E.

Opradv3alma JoMmHa oCYLWECcTENATE MEHBOMMEHT 3THX NPOLECCOR B COOTBETCTEMK C TpeBoBaHnAMK
HACTORALWErs cTalgapTa.

Ecnu opraHdzausA pelwaeT nepedaTe CTOROHHKM OpraHH3auHMAM BRINONHEHKWE E3K0Nn-nnao npouscca,
BNWAKLWEND Ha COOTEETCTEME NPOOYKUWK TREGOEAHHAM, OHa JOMHHA 0BeCNeqYMBaTe CO CRORA CTODOHE! KOH-
TpONe TAKOro Npouecca. YnpasneHdWe M 0onwHo BeiTe ONPESENE8HD B CHCTEME MEHBIMMEHTA Ka4YecTaa
(cr. 8.5.1).

n PAMEYEHWAE — B nprUeccEl, HeclxoOMMEE ONA CHCTEME MEHBO®WMEHTA KAYRCTES, CnegyeT BEMHMATh
Npouscck YNDAENEeHYeCEDW OEATENEHOCTA PYEDOBOOCTER, cecnedsHun pPEcYpCaMA, NPpoUSCCRL HHIHEHHOID QWERE npo-
AYELHA W A3MEEHHA.

4.1.1 MeHeOEmMeHT oo CTOPOHEl DPrasHyIauMy 3aKnio4YasTcq B0 BHEODEHMH W NOOOep#aHun B pabodem
COCTOAHMW PE3yNETATHEHONA CUCTEMb MEHBLKMENTE Ka42CTBa, NpegHaIHaYeHHOA AnA obecneqveH1a npoua-
BOACTEA MEAWMLMHCKMX M308NHA, COOTEETCTEYIOWKNX TpeboBaHAM noTpebnTenn U perynupylowxm Tpedosa-
HIAAM.

Oprasu3auUqs MoMeT NogLepsHEaTs B paboyaM COCTOAHKM PEIYNETATUBHOCTE paispaboTaHHol cucTe-
Ml MEHEHMEHTS KAYECTES C NOMOWBI0 CNEdYIDLME BUO0B OERTENLHOCTH:

= BHYTREHHMX ayQuTOR,

- AHANWIE CO CTOPOMEI PYKOBOOCTEA,

- KOpPPEKTHURYIOWMX ¥ NPaaynpexanuMy JeRcTami;

= HEIABMCHMbIX BHELHWY OUBHOK.
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- OaTy NpoBEOEHWA PacCnedoBaHiuA;
= DaMUnHKg NUUa, NpoEoQALLEro paccnegsaaHne;

- OTBET Ha wanoby.

Hanobe noTpebvTenad peKoMEHAYETCA PACCMATPHUEATE C LENLIO AHANKWAA M KOpPEELMA O8ATENEHOCTH
MO MEHEEMEHTY PUCKA.

8.5.1.3 MoAcHWTENEHEE VESODMIEHWA

8.5.1.3.1 HauWoHaneHe WNd perdoHanksHee perynupyiolwwe TpeBoBaHUA MOMYT coaepaTe Tpeboaa-
HKE of OTNRABKE NOACHHWTENEHLIX YESOOMIEHWA B COOTRETCTEYIOWME DEryNHEYVIOWHE OpraHMIguuMm.

B HEKOTORRX CTRaHAK NOACHMTENRHOE YESAOMNEHHE DECCMATRHBAINT KAK CPeOoTEO NPWBTSYEHHA BHIN-
MAHKA K MEQULKHCKMM HIOSNHAK, KOTODEE HEoDXOOHMO HCNPaBN T, ONA Toro 4To Gk oHiKn Deink BezonacHeIMK
W PYHELMOHWPOBANK 8 COOTBETCTBMK CO CBOWM HAIHAYSHWEM, 8 TAIKE K HECOOTEETCTEYOLLMM MEOMLIMHCKAM
HINENHAM, KOTODBIE HE MOTYT Dl Th MCNPABMEHE M JOMEHLl BbITEOTOIRAHE C DeIHEA. B Qpyrux cTpasas NoAcHK-
TENLHOE YESAOMNEHWE RBNABTCA YBEOOMNaHMEeM O HE0oDXOOMMOCTH KOPPeKUWK MEQWUMHCKOND W3NennA ©
UENE0 NOO0e0HAHMA &r0 BRAGNACHOCTA M DEIYVNETATHEHOCTH, 3 TAKKE YEELOMINEHWEM O HECOOTRETCTEY HILLMX
ME0L MHCKIAX MAOENAAX, KOTODEIE OONHHS Bbl Tk 0TOIBAHE C PLIHKS. BO MHOMAX CTpaHAX CYLLBCTEYIOT KOHKPEaT-
HEt@ pErynupylowWe npodedypsl gna obpaboTEM NOACHHTENEHBIX YBEOOMNEHAA 4 OTILIBA HECOOTRETCTRYIO-
LAY METHLMHCKMY HAO8NHA. 3TH NpoUenYPE OONKHL ObiTh BEMIOHMEHE B CHCTEMY MEHBANMENTA KaYecTBa
OPrasd3aLEe.

XApaKTep W CEPLEIHOCTE ONACHOCTH MW HECOOTEETCTEMA, NPEOHAIHAYEHHIE NDWMEHEHNE MEOWLWH-
CKOMD M3QENUA M BOIMORHOCTE NONYYEHKA TRAEME NALWEHTOM MNK HECOOTRETCTEWE DEryNMpYIWMM Tpedosa-
HMAM ONPEOEnAT HE0GX0QWMOCTE COCTABNEHWA MOACHWTENLHOMD YBEEOOMMNeHWA W Nepefaqn ero B
HALUWOHANEHEE MMM DEMMOHANBHEE DEryNHpYHOLMEe ODraHnaaumu. 3T QakTopsl ONpananfnT TaKHe cpod-
HOCTE W MAcUTAbL MX BMEWATENLCTEA.

8.5.1.3.2 Mpousoypel COCTABNEHWRA, ONPEOENEHHA NONHOMOYHA W BRINYCKA NOACHWTENEHOID YBEOOM-
NEHKA J0MKEHE YCTAHABRNWBEATE.

= COMAaWeHnAa C pYKOBOACTREOM OPraHM3aUMK, noasonsiowke HHRLKKDOBATy DaHHEE NPpoUueaypsl Qame
B OTCYTCTEMM NOAroTORNEHHOND NERCOHAna;

= YpOBEHL PYKOBOACTEA, HA KOTOPOM BO3IMONMO CAHKLUMOHWPOBAHWE HaYana KOoppeXTHPYIOLIMX
OBACTEWHA, W METOD ONPeOsneHda MEJHUWHCENY WAOanui, Ha KOTODLIE HANDABENeH: 3TW O8RCTEMA;

- CHMCTeMY onpegenaHya cnocoba obpalleHWa ¢ BoIBPALLE HHBIBMA MEOMUWHCKWMK MATEnHAMK {HANPK-
MEp NEpenenka, NOBTOPHOE YyNaKoBHBaHHE, CNMCAHHE);

= CHCTEMY CBAIM [BENIOHALLYI0 B Cefa HeoDXoaUMOCTE YEEAOMNEHHA DETMOHANEHEX WA HALWOHANL-
Hilx PEryndpysow My opradiiagqia), paccMaTpuBagmbie BONPOCE M METOALI CEAIM MENIdy opradnaauyved u
HAUMOHANEHEMA UK DETHOHAMNBHEIMKA DEMYTADYHOLLMMK OpraHA3aL AR

8.5.1.3.3 NMoACHWTENEHOE YREQOMNEHWE OONKHO BKNKYaTE B cebA:

= HAIHAYEHWE MEOWUNWHCKOID HIOENHA;

= NOQAQKOBEIA HOMED WKW ADYIYI0 WOEHTHENEAU MO (HANDWMED HOMED rOYINE WK CERAA) MEOHUHWHCED=
ro Magenus;

= MPUHMHY BoINYCKA NOACHWTENLHOMND YBaa0MNeHKHA;

= MpegynpesaeHds o NoGol BOIMONHOR ONacHOCTH,

= cooBwenre o Mobelx NOCNEOYIOWME JEACTBHAX.

B cnysase Bo3BpallaHHA Oprasu3aauMy MegruWHCHOro MANenqa pekoMeHIyeTcR KOHTPONMpDoBaTE OCyLLa-
CTENEHWE KOPPEKTURYIOLLIWY ABACTBHA, NO KOTOPEIM NPAHATO COrMaluasWe, | (NpM #e0bxXoauMoCcTK) cornacao-
BEIBATE YWMCND MEOHUWHCKWY WAIOEnWA, BOIBDALLEHHEIX OpraHWIaudd, Nubo BeIBDaKOBAHHBIX HA MEeCTe
NPpUsMEHEHUA, TWE0 MCNpABNeHHEIX HA MECTE NDMMEHEHHA.

B8.5.2 KoppesTHpyllWe OeHCTEHA

HCO 13485:2003 MagenuameguuuHcHMe. CHCTEMEB! MeHegXMeHTa kavecTea. Tpebosanna ana
uenen perynMpoBaHva

8.5.2 KoppekTupylol4e AaRCTEMA
OpraHn3ayua JomeHa nNpeanpiHiMaTeE KoOpPpeKTUpYIOWWE Q8RCTEMA C UBNBK YCTPaHEHWR NPHYWH

HECOOTBETCTEWA ONA NPegyNPesaeHHA NOBTOPHOND WX BOIHWKHOBEHHA, KOpPEKTHPYIOWNE QeRCTRHA O0MH-
Hbl BBITh A0EKBATHLIMA NOCNEOCTEMAM BLIABNEHHLIX HECOOTBETCTBHRA.

Nomsxa BTk paspaboTada OoKyMEHTHDOBAHKAA NpoUeaypa ANA onpafeneHua Tpeboaanni K

a) aManuiy HecoOTRETCTEMH (Bxniowan wanobk noTpebuTenai),

b} YCTAHOBRNEHWID MPUYMH HECOOTBRTCTRIA,

C] OUEBHHBAHWE HEODXOOMMOCTA OEACTEWH, YyTODL H3BeaTe NOBTOPEHMA HECOOTEETCTEMA,
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d) onpedenesuid O asinonreRun Heobxodumeix dedcmeud, exmoyan, ecny yenecooipaang, obHoa-
naxue dokyMaxsmoa (cum. 4.2);

8] pesucmpayuy peaynEmamos Nnbsly paccnedoeanuld U NpuHamslx Mep (oM. 4.2 .4);

f) adanuzy npednpuHAMBIX KODPeKMUupyowLx dedcmeui U Ux pe3ynbLmMamuaHoOCmu.

8521 KoppexTupyiolinMm ASRCTEMEM CUMTAIOT A8HCTERE, NPEONPUHATOR ANA NPETYNDEsIEHHA NOBTo-
PEHUA YHE BEIABNEHHOMD DAHEE HECOOTEATCTEMA. MNpM HANWYHMK HECOOTBETCTBYHOLLIMY MEOWLIMHCEMX H3OENH1A
NpegnpUHAManT gedcTera carnacHoe MCO 13485, nogpaagen 8.3, a ANA npegynpesaeHda NoOETOPEHHA HetD-
OTEETCTEMA — cornacko MCO 13485, nywer 8.5.2.

Mpoueaypel, paspaboTadHbie OPraqu3auven, NpeanpUuHUManLed KopPeXTHRYIoWWe AaRCTEMA, 0NK-
Hbl YBTHD YCTAHABNHBATE!

= MAUD(a), OTRETCTRAHHOES(kI8) 38 OCYWBCTRNEHHE KOPDEKTUDYIOWIMY TeACTRINA,

= OAaTY W Cnocol OoYWEeCTENEHWA KOPPEKTHRYIOWME OeACTEHA,

= cnocof BepudKaUXMl pasynbTATHEHOCTH KOPPEKTHRYIOLWMY DEACTEWA.

BasHol 4acTekd 3TOH NporpaMyel SEMASTCA Nepefada WHQOopMaudin o KoppesTHRYIOWNY NeAcTEHAX
NULAK, HENOCPEOCTEEHHD OTEEYAWKM 33 0BECNEYEHWE KAYECTEa MEOHUMHCKAX MI0EeNHA.

8.5.2.2 PeromerayeTcA TOMHO WOSHTHRWUKMPOBATE NPHYMHE BLIABNEHHEY HECOOTESTCTEMA C LBMNbD
OCYLLECT BNEH WA KOPPEKTHRYIOLWWX SeACTBUA W NPEOyNpesIeHHA PELUOHBOB. 3THMA NPHUYMHAMA MOMYT ObITh!

= OTKAdkl, HECpataTEIBAHWE METALHHCKHE MANeNUA WM HECODTRETCTEME BXOOALWME MaTEpHanoR, Npo-
LECCOR, MHCTPYMEHTOR, 000Dy A0BAHMA MM NOMEBLLEHWA, FOe 3TH M30enKHA 0DpabaTLBaT, XPaAHAT WK oBcny-
WMEIKT,

= HECOOTBETCTEME WNK OTCYTCTEME NPOUBOYD W A0KYMEHTOE,

- wecobnooesne npoueayp;

- HEANeKBEaATHOS YNPARNSHWE NPOLSCCaMM;

- MNOXaA QUCNETYSDHIaLMA]

= HEOOCTATOMHAA NOOMOTOBKA NEpcoHana;

= HEANEKBATHLIE YCNOBMA paboTel,

- HECOOTBETCTEYHOWME paryNUpYIOWMM TReboBAHMAM PECYPoRl (YEnoBaYackrnE MNH MATEDHANEHRLIE);

= BHYTDEHHAA HECTabWNEHOCTE NPOUECCOE,

8.5.2.3 BxogHee AaHHEE ONA KOPPEKTURYOWWY A8ACTBUA MOryT GRTh NONYYaHE M3 Pa3HBIX HCTOYHK-
KOB, KOTODEIE BKNKOHYaKT B ceba:

- ZAMACH O KOHTRONE W WCTNBITAHRAK MEOWEWHCKAK M3 0erui;

- pEAYNETATH M3YYEHKWA BANWOALMA,

= ZANWCH O BRIABNEHHEIX HECOOTERTCTBMAX,

- HabBMogeHHA B X008 MOHMTOPHHIE NPOUScCoR;

= pEAYNeTaTkl AYJUTOR,

= Wanobbl Ha DYHEUWOHWPOBEaHKE, 0GCIYHWBAHWE MEQULHHCKHE HAOenHi uny xanobe noTpebuTana;

= HAGMOOBHWA PErYyNARYIOL WY OPradK3IaLMA HNK NOTPEoUTENR:

- HabnogeHHA W CooBWEaHWA NEPCOHANS ORTaHNAALNM,

= Npobness ¢ NoCTABLLMEAMH,

= peaynsTaTel dHaNKaa co CTOPOME PYKOBOACTRA;

= ZANDOUSHHYID MHQROPMaLMID O HOBREE HNK MOZWEMUNDOBAHHEIX MEOHUNHCKNY MIJanuasy;

= onyBNUKOBAHHBIE MaTEpHans,

= ONYGMHKOBAHHLIE COODWEHWA 00 OTHAIAX aHANOMMYHEN MEOUUWHCKAX WIDEMTHA,

8.5.2.4 PeayneTaTHBHOe OCYLLBCTENSHWE KOPPEKTHRYIOW MK NedcTEME 0bbiuHo BNioYaeT B cebn:

= TOUYHYID M OQHOIHAYHYID HOBHTHDWKALWIO HECOOTEETCTEMA M HECOOTBETCTEYIOLEND|MX ) MaQuLIMHCKD-
rofMx) nagenuauit),

= MaeHTAR@UKAUWKD nony4aTenA(ed) HEeCOOTBeTCTEYIOWETo(MX) MEBJWUMHCKOTO(MX) W3gennA(Mi)
{cw. MCO 13485, noonywusT 7.5.3.2);

- PACCMOTREHWE BOIMOMHOCT HECOOTRETCTEMA OPYroro(Mx) MeauUMHCKOro(Mx) Haganua(A), npouac-
calos) Wnu npouenype{NpoLeRyp),

= WASHTHDHEILMHD OCHOBHOR NPUYMHE HECOOTRETCTREWA;

= WOBHTWDHKALWD O8RCTEMA, HeohXoOMMEX ONA NpeaynNpexaeHiia NOBToORpEHWA HECODTEETCTEMA;,

= MOMyYeHne HEoDXOAMMEX CAHKLWA ANA OCYLLBCTENEHHA Mobkil NeRCTRMIA;

= PEMMCTRaLKWIKD NPeanprHATEX EODDeETUDYILLMY DERCTaMNH,
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- NpOBEPKY PEIYNLTATHEHOCTH NPEONPHHATEY KOPDEKTADYIOLWME AeRCTEMA (T. e, B8pUdUMKaLMID TOM,
4YTO BEPOATHOCTE HECOOTEETCTEMA YPEIBR4aRHO Mana W KOpPEeTHPRYLWMe JeACTBMA HE CNpOoBOUMPOBaNnK
HOBBIX PUCHOBE).

8.5.2.5 OObeM KOpPerTHRYIOWME O8ACTEME By 08T 3aBHCETE OT CTENEHK PUCKa, MacWTaGoB Moy THNROG-
NEMil, a TAKKE 0T 88 BNHAHWA Ha KA4YECTEO MEONUMHCKOND Waagenya. Hanpusep, macwrabsl MCCcnegoaaqua,
NPOBOOMMOND G UENE0 YCTAROBNEHMA NPUYWHEl HECOOTRETCTAENA, 00beM padoTel, NPOASNaHHON ONA onNpege-
neHua 1M BeprdMkal MK A0eKBEATHOCTH KOPPEKTHPYIOLWMX OEACTBHA, M YUCNO CoXpaHARMBIX AoKyYMEHToR ByayT
ropaago Gonee IHAYKMTENBHEIMK OQNA HECOOTBETCTEMA, CEAIAHHOMND C OTK330M MEOMUWHCKOrD WA0ENKa, Yen
AnA MEHSE CePBEIHOMD HECOOTBETCTEWA, TAKOMD, HANDHMMED, KAk HEenpoBeOeHWEe BHYTDEHHEro ayguTa B
YCTAHOBNEHHOE BDEMA.

KoppexTHpyiowmne AeRCTEMA pexoMeHayeTchA NpoBoguTs GeaoTnaratensHo.

8.5.3 Mpeaynpexpaouine AedcCTEWA

HCO 13485:2003 Mapgenua mMegWuMHCKMe. CHCTEME! MEHEOMMEHTA KadecTea. TpeboBaHuA
ONA uenel perynipoBaHna

8.5.3 MNpeaynpexpawuiHe AACTEHA

Oprasnaauna QomeHa onpegendTe JeRCTEHA C LenNb YCTRaHeHHA NDHYHH NOTEHUNaNBHBIX HBCooT-
BETCTEMA ONA NpedynpexieHna mx NnoAenerya. MNMpeaynpexganume NefcTEMA A0MKHE COOTRETCTEOBATE
BOAMOMHEIM NOCNEACTEMAM NOTEHLUMANBHEX NpoGnes.

Jomima BeiTe paspaboTasa AoKYMEHTHPOBAHHAR NPOUBAYDAa ANA ONpegenaHuA TpebosaHui K
a) YCTaAHOBNEHWIO NOTEHUHANBHLIX HECOOTESTCTEMA W HX NPUYKH,

b} oueHWBAHMIDHBOBXOIWMOCTA OBACTEANA C LENLKD NPEYNPENAeHIA NOARNEHWA HECOOTBATCTBIH,
C} ONPEgEnEHAD W OCYLWBCTREMNEHMID HEOBXOONMEX DEACTEHH,

d] pesucmpayuy peaynsmamos mobelx paccnedogakud ¥ RpuHAMLIX Mep om. 4.2.4);

&) awanuay npednpusAmbsix npedynpesdanwiux dedcmaull U ux pesynbMamuaHocmL.

Mpegynpesnaolue QeRcTBWA NPeanpUHUMEI0T NOCNE WOSHTWEDHEILWK NOTeHLMaNEHED HECOOTBET-
CTEWA B pEayNbTATE aHanK3a 3anuceid i gpyrux cooTBaTCTEYIOLWKMY MCTOYHHKOE MHMDOPMaLIKK.

OfeeM NPeanpPHHATEX NPegyNpeMaaiowny 4encTEh By eT 3a8McaTe OT CTENEHW pHMCcKa, MacwTabon 1
CyTH Npobnemes W 28 BNWAHKA HA KAYECTED MEQUUWHCKWY MaOen«i.

McTouHreM nudpopMaly, oBycnaBnMBanLen HHALMANM3ALWI0 NPeIyNPesaat My JeACTENA, BKMOYa-
T B cebA:

= HANW4NE 3AKYNNEHHEIX ME0WLHHCKHX HIAENWA, BHOpaKoBaHHEIX B NPOWSCCE NPUEMER,

- OOKAIATENRCTEA HENPABUNEHOCTA NPedEOYLIMY PRLUSHWA, BNUSINWHY HA COOTBATCTENE MEQMLMH-
CEMX M3JE WK,

= HANWYKMEe MEJULMHCKMX M3Oen«id, TpadylowMx nepegeantu;

= HanW4We Npobnes B NDoUSCcceE NPOMIB0ACTEA, MacwTabel NOTE Pk,

= HENPOXOMOEHWE OROHYATENBHOTD KoOHTRONA,

- 0GpaTtHy0 CBA3L C NOTpebHTEnEM;

= FrAapaHTHAHBIE YCNOBKA,

- MAMEDEeHWA, BLINCNHEHHBE B NPOUSCCE NDOWAB0ACTES MEOMLWHCKNY MILEnMA,

- CTATHCTUYECKWE OOEYMEHTE], NONYYSHHEIE NEK YNPAANSHWH NPOLSCCamK;

= WOSHTHDMKALMIO Pe3YNETATOR, HE COOTRETCTRYIOWMY O0LeMy HAaNPaBNaHHio, HO COOTBETCTEYIOLLMX
cneyrdurayam;

= TPYAHOCTW C NocTaBwukame (oM. MCO 13485, nymur 7.4.1);

= OTYETH O NPOBSASHHOM OBCTYHABAHMK,

= HeoDX0AWMOCTE NOMNYYEHHMA PA3PEWEHWA HA OTKNOHEHWE OT PEryNUPYIOWKX TpeGoBaHHi.
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NMpunowense A

{cnpaBoYvHoR)

TepMUHEL, NPHMEHAEMEIE B HEKOTOPBLIX PErYNHDYIOWKX OPraHMIaUMAX ANA ONWCAHKA CChINOYHIX
AOKYMEHTOBR HACTOALLBro cTaHaapTa

Tatinuua Al — TepMiHsl, NPAMEHREMEE B HEKOTODH E PENyNARYILHL DPraH nEEYMAL GNA ONHCaHWR COMMOMHBIK 00-

EYME2HTOE HACTORWSrND CTAHQAapTa

ﬂpl.'l M20E TEPMWHOE ERNOY43ET B cefia: oT4ere off MCNETEHRAR
E Npoyscca NPpOWEECACTEE, FANKACH Ha Fpynny wnd cepud MenwH-
UMHCEMY wagenan, e MYHEW (HAEMAOHEES), OTHETH O PYHELWOHANL-
HblY WCNBITAHWAX, MaETHYESKH WMEWAaAcA MEpEHpOoOaKA

Emponancroe
Ooeymant CLA CanfuescTeo Anoemn
ROoMMUNALWNA 3andcell, ONHCEBINWKME B PEMECTRUpYROWWE ger- | DHF HekoTopsie Yacte
TEAEHOCTE NO NpoakTHpoBaHHE (o8, OO 13485, nyser 4.2.4 wn | (Dessgn History | TEXHRHECHRE Seaihin
nogpasgen 7.3} Fie) OOEYMEHTEl B Hyopunaho
LOCkE NPOSKTE
Mopumepw TEEMKAHOE BENKYE0T B cefA. pacieTd, BX00HBIS JEH-
Hel2 ONA NPOSKTHPOEAHMA, TREBO0aaHWA W CNeLnd MEEL W, OTHYEThI
O NpoEETHEE WCNBITAHWAN, SHANKS PHCKES, SHANKE NDOEKTA, OTHETH
0 EepHEMEAYHY W BANKIALEM NPOEKTA (SKNNYEA BEIYNETATE KNEH-
HAYECKMY MCTIETEHWE], MAPEMDOBAHHS, HIMEHEHHA NPOSKTE # CO-
NYTCTEVIOWHE ZANMCH
HoMNUNAUKMA QOKYMESHTOE, OCHOBAHHEE HE gesTensHocTH no | DMR HekoTopsie Selhin
npoekTHRoBEHWE # nogpobHo onMoeEEmWKY npoyscc npous- | (Device Masier | TexHWYscEEE Hyojunsho
BOQCTEE, BEMNDYEA  HKPWTEPHA  WCOBITEHME W Dpeeses | Record) BOEYMEHTE ¥
fcM. MCO 13485, nysxt 4.2.1 w nogpaagen 7.15 O0CEE NPOEKTA
Mpumepw TepMaHos BEnodawT B8 ceda cneunHEIUNE HA
CHIpRE, YNEKOBLY U MADKMPOEEY, cneund nEayWn =8 npoyeccelinpo-
OVELMHY, “epTeMd, Nepeddd 3EnNYEcTes, pafouve WHCTDYHYUM
[BEN#YaR WHETRYELME no pabtore ¢ ofopyooaasnen), Npousaypel
CTepuEnMzagsM (Npy Heobion#MOCTH ), NNESH EBYECTES, NpoUYSy P
MIMOTOBNEHHA/MCNBITAHUAKOHTROMNA ¥ EDMTEPUN NDESMEH, NPoLUS-
OYPEl MOHTEXA, TpeBoEaHHA K obGonysHESHID
HoMNMNALKMA  3andced, CoOepHEWAx  HoTopui  npowds- | DHR Janudon, Janucu
BOOCTEANIMGTOENEHHA NPOAYKLHA W DEMOHCTPUPYRL WY ee cooT- | (Device History | esinonsasme s 0 K3MECTEE
EETCTEME YyTEEDHABHHEIM JOEYMEHTAM H3 BERINYCK ONETHOA cepul | Record ) B NPOUSCCE
fcm. MO 13485 nyner 4.2.4). HArOTOEMNEHWA

G0




rocT P UCOITO 14969—2007

Npunoxedws B
(cnpaEOYHOR)

AHANKI CYWBCTEBEHHLIX PAANKMYMA Maxay cTasvpaapTamy HCO 13485:1996 n UCO 13485:2003

Tadnuwya B — AHanW: CYWBCTESHHEYE PAINEUWA Max oy cTadnapTamn MCO 134851006 & MCO 134852003

Paagen, nyHer, noanyHen
MCD 80011984

CooTBeTeTByH g
paAOEN, NYHET,
DO YHET
OO 134852003

CyiuscTaemses panHume

1 DfnacTe NpUMEHEHKAA

MO 13485 npeaHasHaYded Qna MEEAYHEPOOHOR FaprMoHUdIaLnE
perynuipysuy TpeboEaHUEA K CHCTEMEM MEHEQEMEHTI KI4EcTEI
OpraHH3aUME, paspafaTeiBBNILME W NOCTAENAKLHE MEAMYHWHOEHS Ha-
Oenu§.

Mockoneky WCO 13485 e copepswut Tpeboeaneln [30], He coBmec-
TUMEX ¢ PEOYNMDYIOWAMK LENamME, T cooTReTeTaMe MCO 13485 Ha
rapaHTHRYET copTEeTETERR [30].

Mockoneky MCO 134E5 conepwit perynupyoive Tpebosadni, Ko-
TOpBIE HE MGTYT CogepEaTecd B [30), To cooTeeTeTEME [I0] HE rapaHTH-
pyeT cooTeEeToTEMA MCO 13485,

McanmueHsa Gna 3Tana NpoSKTHROEEHWA W paspaBoTim cHoTembl
MEHSIHMEHTA KEYSCTER BOIMONHE TONEKD, BLNH OHW PA3PElUEHE DE-
MY MUEYHLL MM TReBoEaHHARMM.

Heermouende Tpefosaqiid £ NPOUACCAM WHIHSHHOMD UMENa npo-
OVELHM BOIRMOXHD TONBKED, BCNH OHM HE ABNRKITCA HEDHEOOMMEIA ONA
KOHKDETHOMD MEOMUWHCHOND Wagensa, paspabeaTueaesorg opraHnaa-
LT

BouweynoMaHyTee TpeSoBEaHuA QonwHe BsiTe PRCCMOTPEHE B CHE-
TEME MEHEBGHMEHTS KA4MBCTES OPraHRZaLHN

2 HopmatHeHsie
COEIME

EQwHCTEEHHOA HOPMATHEHOW CCHAKGA FABNASTCA COHAKE  HA
MEO 9000, 7. . MCO 13485 He cogepsuT aces TpeBopaHHA B COOTEET-
cTexM ¢ [30]; gpyrke cTasgapTel Bknodeds 8 Bunuorpadum B kasec-
TES CNpES0YHEN O0EYMEHTOR

3 OnpeasnaHia

HMCO 13485 conepwnT ofeACHEHWR BIAMMOCEAIN MEWOY GRraHW-
JayHed, NOCTAEWMEIMW W noTpeduTenamu.

MCO 13485 conepsuT Bonea pajgspHyTOE anpeaensHe TEmMUHA
AMBOMUMHCKDE WILENHS:.

B MCO 13485 TepMuaHE «yCNyTHs WMWK SCONyTCTEYHWME yCNyris
MOMYT OTHOCHTREA TEKEE B NPOLYKLME MNH MEIHUMHCE0MY HALENHK.

HICD 13485 cofep®nT pPE3BRDHYTOE ONpEdeNeHH e TEpMUHE o CTa-
PUMEHDE MEORULAHCKDE HAGEnWas

4 TpelfosaHna K CHCTEME
ER4ECTEA (TONLED  3EMONG-
BOE]

4.1 OTEATCTREHHOCTE Py-
KOBOQCTES (TONBKD 3EMONG-
BOE)

4.11 NonvTera B oinacTs
KB4ECTEA

51,553,544

To=a

NasHeid pesgen MCO 13485 yoenfeT OCHOBHOE BEHHMAHHE £nog-
OSpEAHWD PE3YNETATHBHOCTHS CHCTEMEI MEHEOWMEHTE EEYMSCTES, 8
HE aNOCTORHHOMY ¥YHIWEHHD s CHOTEME MEHESHMEHTE KAYECTES, HEK
ato Guino & [30].

To we

WSO 13485 conepwmT nogpofiHoe GNMCAHWE PA3NWYWh Mesgy no-
NaTHEDR ¥ uenAMY B 0BNacTH EEY4SCTEA

4.1.2 Opranvaauxs (Tons-
KO 3aronoBok)

4.1.2.1 OTBETCTEEHHOCTE
M NOAHOMONHA

5.51

MO 13485 Gonee wrposo TREKTYET TpeloBaHMe HE3aBWCHMOTTH
ML, YA OEATENEHOCTE MOMET ENWATE HE KEYSCTEO NPoOyELMM.

HCOD 13485 yrasnliBEaT HE CEAIE MERDY PEMYNHPYHILWME TReSoBa-
HARAMW ¥ ONETOM NEPCOHANE OPradr3aysM

4.1.2.2 Pecyposl

81,621

HCD 13485 cogepEnT ACHYH ROpMYNHRCERY 388HCAMOCTH KoMNE-
TEHTHOCTE NEQCOHANE OT NONYYSHHOTS oBpaI0BEaHNA, KBEANHEESLME,
ONeITE M NOATSTOBEMW
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Npodonwenue madnuys B.1

Paspen, nyHET, BognyHET
WCCO 90011994

CooTBETCTE oL M
painEn, AyHET,
MOgNYHET
WCO 134562003

CylacTiaHHOE Falnmue

4.1.2.3% T(pegcTeEdTens 552 MCO 13485 yocTEHABNHWEAET OTRETCTEEHHOCT: NPEACTREXRTENA py-
pYEOBOGCTES HOBOACTES 33 ofecneyeHWe NOHMMAHEA peryNEpyRWwWE Tpeboeadun ¥
Tpefoaansl noTpeBUTana BHYTPH OPrEHHIALHM
4.1.3 AHENWI CO CTOPOHEI 6.1 851 MCO 13485 yoenaat Gonswose BHHEMAHWS OLEHWSAHWN SO3MOE-
pYEOBOGCTEA HOCTER yNy4YlieHHA CHCTEME MEHEARMEHTE K34acTES HaK OOHOW W3
Uened GHaNKMEA Co CTOPOHL PYEGEOOCTES.
WCD 13485 copepsuT noapofisoe wanowaHne TpedoBatui K 8xoa-
HEIM W BREOOHBM GEHHE M, OTHOCALWMMCA K aHANKIY GO CTOPOHB PYHO-
BOACTER
4.2 Cucrema kavectas | 4.9;4.2.2; 7.2, MCO 13485 akueHTHRYET BHMUMAHHWE HE YCWMMNEHWR NPOUECOHOrD
(ToON=KD 38ronoEcK) neps4YdcneHse o)) |Nogxoga, Nono#SHHOTD B &rg GcHOBY.
421 Ofwee  nonose- T.2.2, CHoTEME MEHSARMEHTE KAYELTER ODrAHHMISLME JONMHE PACCMET-
HHA NepayUcneqdie B) | pHEATE METO0L YNDAENSHWA BXOSFILAMK B HEE NPILECCIMA.

HMCO 13485 cogepeuT TpefioRadke ofoCcH0BHBAT: B PYROBOLCTER
Mo ESYSCTEY WCKno-YeHre nodore npouecca, BXOOAWETO B CHCTEMY
MEHEOEMEHTE KAYMECTEE ORFEHA3IALMM

4.2.2 Npousegypsl cHoTe- 4.2 WMCO 13485 He cogepsEnT OTAeNEHOT0 NYHETE (NOANYHETE), NOCE#R-
Ml KEYECTEE Ly HHOMD EOHKDETHRIM NPOUBSYPEM CHCTEMEl KEHSCTER.
MCO 13485 copepser Gones nogpofiHoe ONWCAHWE DAINMYMHEIY
OOEYMEHTOE, OTHOCAWMKACA & CHCTEME MEHEIHWMEHTA KaYECTES.
MO 13485 He yoTAHABNWESA CNEUManeHoro TepMuHa, TpalyeTt
ONA EEMO0MD MEeqMUMHCHOND WA0enHa Hansyua halna, cogepHanero
TpefoBaHMA £ 3TOMY HAOENHD ¥ COOTEETCTEYHWME TRESOBAHWA W Npo-
LEOYEE CHCTEMBl MEHEIRMAHTE KEMSCTEE, 8 TACHS GORIMKW HA HAWX
4.2.3 NnanvpoeaHne ka- | 4.2.1. 542, 71 WCO 13485 copepsnT TpeBoBaHA K NNAHEQOEAHNI CHCTEME Me-
HECTEE HEQHMEHTA KAMECTES, HANDEeHHE e B 5.4.2, TpefoBaH#s ¥ NNAHWPOBE-
HHK MPOUECCOE MHEHSHHOMD YHENE NPOAVELWM WanoeeHs 8 T.1.
MNp# NNAHWPOESHHW MNPOUECCOE WWIHEHHOMD LHEND N0 YHLHKA
MO 13485 TpefyeT AoEyMEHTUPOBETE TPEOOBAHWA K MEHEHMEHTY
pHCHE
4.3 AHanWa KOHTPaKTa — HMCO 13485 se pebyeT yCTAHEENWEATE OOKYMEHTHPOBEHHEIE NPG-
(TON=ED 3BM0N0B0K). Uenypel GnA onpeaensHEn TpeboeaHdd noTpefuTann, OTHOCALHECH K
DEW@Ee nonoHeH WA NEOOYELRM, WNE AN# BIEMMOLBACTERRE MEMIY OpraHuIaumen  noTpe-
GuTanem
4.3.F Axanwea 2, T2 T.22, MCO 13485 copepsWT YHEA3IAHHA N0 MASHTRGMEBELWE W NOg-
a3 TEERMOEHHD TpeBosaHnd, KOTODE 8 HEACHD CEOOPMYNUDPOBEHE HOTRE-
BuTansmM.
MCO 13485 conepsuT DYHOBOARLIME YERIAHWA N0 BHENHAY BHEOD-
FMEUHM, COOBRHEWSACA B KATANOMEY, W NPOSENS MEOMLWHCHEY @Ine-
nu@ depea MHETepHeT.
HMCO 13485 cogepsuT TpeloaaHEn £ cBR3M ¢ NoTpebuTemnas
4.3.3 Nonpaeka K EoH- raz2 -
TRAKTY
4.3.4 PamcTpay«a oasH- raz2 —
HEHX
4.4 ¥YnpaeneHue nposk- 1 —
THROEEHWEM (TOALKS 3810-
noaox)
4.4.1 OfBwwa  nonose- To we To we
HHUA
4.4.2 MNnaHupoBaHwa 731 MCO 13485 conepwnT YeTEn cOopMyNWDORAHHOR TpeBoBRaHWE 00-

NPOEKTHROBAHWA W [DE3PE-
BoTKA

B2

KYMEHTHPOEA T NPOUSCE NNAHMPOBAHWA NPOSKTHROEEHWA W pazpalbor-
H.




Mpodonxenus madnuye 8.1

rocT P UCOITO 14969—2007

Paagen, nyHer, nognyien
KWCO Soot:1904

CoaToeTaTEYHILINA
paagen, NyHeT,
MY HET
MWCO 13485:2003

CyupcTarnmoe paInHyee

HOA NPOoOyVELAKY

4.4.2 MNnaHdpoBadte 7.3 MCO 13485 conepsdT DYRDBOORALLWE YERIAHMA No BepAdHEaLNK
NpOeETHROBEHHA W pEIpa- COOTRETCTEMA BhIXOAHLIY OSHHLIX NPOSKTE YENAM NPOUSCEA WETGTOR-
fioTem N2HH#A NpW NEpE0EYS NPOSKTE B NPOMIECOCTED

4.4.3 OpraHsaaynoHsHD- 7.31 —

TEXHWYECKOE  BIaWMoOel-
CTEME

444 ByoOHelE NpOSKT- r21; 732 HMCO 13485 cogepsnT NEQEYEHE NPUMED0E BXOOQHBIN NDOEKTHEX

HEIE O3HHEIS OSHHEIXN, BENEYAKLWEE B celf 38HOHOOETENEHEIE W DEMYNHPYH LW
Tpefoeasua, WHIPODMALHID, B3ATYH @3 NPEIESYLLHE NPOSKTOE, ¥ Eki-
KOOHBIE QEHHEIE BUO0E QeRTENEHOCTH N0 MEHEOEMEHTY DHCKAE

4.4.5 BosogHEE NPOSKT- r.a.3 HMCO 13485 copepwnt Tpefosasne B0eKBATHOCTH BRXCOHBIE NPO-

HEIS Oa3HHES BETHHY OaHHEX onA ofnerded«d npoUecca 38 yna.
HMCO 13485 conepdnT DYEOBOAALYME YHAXEHMA B BUOS NEpeuH:
MpsrdepoE BRX0OHEE NPOEETHE X ORHHLIX
4.4.6 AHENWE NpOSKTa T34 WCO 13485 conepxeT Bonee nogpoluoe ofbAcHeHME UENER aHa-
N#3E NPOSKTE
4.4.7 Mpoeapka npoekTa 7.43.58 [31] cogepsuT pPYKOEOOALWWE YHIZEH WA B BHOE NPUMERDE QeACTEHR,
OCYLYSCTENREMEIX TPH BEpUfHKa LY NpoeaTa
4.4.8 ¥YTeepsgedHHse npo- .36 WO 13485 cogepsnT Tpelopadie BRINONHEHWA BENMOAUHW NPo-
EKTa EKTA 00 NOCTERKA MESWUWHCEOTD W3AENWA WNKA EBELSHAA 8M0 B 3KCONY-
BTEUWK MMEO0 00 BRENONHEHHA CONYTCTEBYILME YENyT.
HICO 13485 copepnT TAGKS PYROBOGAWME YEAIEHMA GNA TEX GH-
TYaUwi, EDr08 BANHAELWA MoxeT DelTh 32BRPLW HA TOMEKD NOCAE MOH-
Ta¥a MEJUUHHCEOID MWIOSNHA HA MECTE &rn NPHMEHEHWE
4.4 8 MaMeHeHHA NPOeKTa T.a.7 HMCO 13485 cogepwut TpefopaHue pRCCMOTDATE BRHAHWE M3Ma-
HEHWH NPOSKTE HE COCTEEHLIS YACTH MEOWUMHCKUY B3OSR M YK no-
CTABMEHHEIE MEBJHLAHCERE MATENHEA.
HICD 13485 cogepsnT 48Tho chopMynMpoBaHHoe TpeloaaHue xpa-
HWTE 3anuWcy of WIMEHEHURE NPOBETA W CONYTCTEYDWHE OSACTEMRY
45 ‘npasnedus pogy- 4.2.3 HMCO 13485 yoenaer acofioe HuMasre HaubBones BaMHuM BCNEE-
MEHTAMMK W ABHHBIME (TOMNk- TaM YyNPEENEHUR ASEYMEHTI M.
KO 3EFCNOBOK)
4.51 Ofwwre nonosaHWR To =e [31] eigenaseT paznMyuHLIe SCHEETE YNPIBNEHAA ADKYMEHTEMA B OT-
OensHee nognyHETE: MCO 13485 ofnegnHaat WX B DOHOM NOGNYHETS
4.52 YrpapeoeHHe M Bil- 4,23 HMCO 13485 yocTaHasnMBEeT MAHMMANEHER CPOK SpARHEHHA QOHOB-
NYCH GOKYMEHTOE 4 JSHHEX Hblx QOHYMSHTOE HE M3FOTOBNSHHE MEQWUMHCKOID MEAENWA [HO HE ME-
HES CROEE XxpaseHra Niodod MTOroE0R 3anUcH (oM. 4.2 4) N cornacHo
COOTRETCTEVIILEM ParyNdpysrum TpefosaHamM)
4.53 MasdeHeHus [oy- 4.2.3 —_
MEHTOE W GAHHEE
4.6 Jakynzn (TONsKo 3800 - —
NoBoK)

461 OBwne NonoseHWR - —

4.6.2 DyeHzr cybnogpaa- 741 —
sME0E

463 fokysmesTe HA 33- T2 —_

KMy
4.6.4 MNpopaprs 38Ky EH- L [31] yoTAHABNWEAET, HTO BEpUdMEausa noTpeGuTenam J3kynnaHd-

HOA NpoOyHEWK Ha NpennpeATHe cyBnoapagyues se ocanfompaer
cyGnoapASYMEa WNKM OPradWaaLnn OT OTEBTCTEEHHOCTH 38 ynpaena-
HWE EEHSCTEOM W 008CnaveHWe COOTEETCTEMA 3AKYNNEBHHOR NPOgYyH-
YMH pErYIHpYHWAs TpefosaHaAM

63



rMoCcT P HCOIMO 14969—2007

Npodonwenue madnuyw B.1

Paszgen, myHKT, NOQRYHKT
T 90071984

CoaraeTcroyauHi
paZfEn, HyHKT,
FIGANYHRT
MO 134852003

CyljscTiaHHOE painmiHa

4.7 ¥npaeneHws npogyk-
WHed, NOCTRENASMOA NOTRE-
BuTensmM

754

[31] copepsnT TpedoBEaHHEe JOKYMEHTHRORBETE NPOYSaYPLl YNpaBE-
neHWA NpoaAyKELWel, nocTaenasmod noTpeluTenes (coBCTEEHHOCTRID
notpeburana) NSO 13485 Takoro TpeboBaHEA HE COOSPEWT.

B [31] yka3ano, 4To BepidHEaAULNA ORTaHHIEUMER NEOOYEYHA, No-
craanaemoh notTpeduTenas, He ccecbompasT noTpebuTens o oTEET-
CTEEHHOCTH 33 obecneqvsHHe COOTEETCTEMA NPOOYELMW DETYIHRY-
HilMs TpeboBaHmAN.

MCO 13485 cofepnT YEa3aHHEE HE TO, 4TO DeAcTEME nysKTa 7.5.4
PECAPOCTRAHASTCA TAKEE HE WHTENNEKTYENEHYD coBCTERHHOCTE

4.8 MgedTngmeauns M
MpoCNeRRBREMOCTE NROOYE-
LM

r53

MCO 13485 conepsuT YEA3IEHWE HE TO, 4TO YNPABNaHWE BOHEWy-
pELMEd RENASTCRA CREACTEOM HABHTADPULA LMK W NPECNEHHEESMOCTH.

WMCO 13485 copsp=uT TpefosaHRE XpEHEHHA CEE08HWA O Py3ona-
Ny4ATENAY WMNNAHTHRVEMBIX # SKTHEHBIY MMANEHTHPYSMBIE MEDR-
LMHCKMY M30enuii.

WMCO 13485 copepsnt TpelopaH«e NoOO0ep®Ed CTATYCE WOEBHTH-
hHEALMA M NPHEMEN NPOAYELAS B NPOUSCoE 88 NPOWIBCACTES W NoATo-
ToBEW K NocTaexe noTpelnTens ¢ uensk ofecneseHnaA NEOX0HOSHHA
AaHHOA NpoayiyMed HeoBEoguME X KOHTPONA W HCNBITEHWA

4.9 ¥npasneHue npowec-
camm

6.3; 6.4. F.5.1;
T 52

MCO 13485 copepxet Tpefopadwe perMCTRMPODBETE NARTHH Me-
OUUHWHCENX W3Oennid, 33 KOTOROA OCYIECTENADT NEOCNaXHEIeMOCTE,
B TOW CTENEHA, KOTORAA NPeyCMOTpeHE B T.5.3, W naaHTHh ML HPORETE
UHCNE WATOTORMEHHEE W NOOMITOENSHHEXY K OTNREBKE MEJWUYWHIENE
Wagendll, 3anuce, oTHOCARWMECA K 3TOA NBPTHE, A0NHHsl GET: B8 pM-
MUKpoEaHE W oaclpeHs.

HMCO 13485 copepwwt TpefoBaHME BANMOAUWW NPpoYecoos, Be-
HOOHEE EHHEE KOTORRIX He MOoryT BeiTe BepUEMUWPOBEaHE, 3TO TRE-
BosaHne oTnHYaeTcA oT TpefoeaHuA [31] YOTAHOBKMTE HENQSPEIEHER
HOHTRONE W HAGMNOSHEE 38 TAEMMKE NPOLECCIMH.

MCO 13485 conepsnt TpefioBaHEe BEOEHHA SENACER NG NapaMeT-
pEK NPOYSCCOE CTEPWNMIEUWA CTEDUNBHEE MEeLHUMHCEWX WIDendi
OnA KEHO00A NERTHE CTEPWNMIVEMBX MEORLWHCKWE HIOENWA.

WCO 13485 cogepsut TpefoBadHe BandaauWKe NPCrpasmMHoro
clecneveHiA NPOYSCCoB G0 8ro NPUMEHEHHA

4.10 HoHTpone W HCNETE-
HHA (TOMNEKD 33ronososx)
4101 OBuwmne nonoxeHHA

7181

To ®e

4.10.2 BEogHoR EOHTRONS
W HCNeI TAHMA

T43: 6824

WMCO 13485 paccMaTpHEasT JeRTENbHOCTE NO KOHTRPOMD B oW
HepTax, Torga kak [31] pezbreaeT a8 HA BX0AHOW EOHTPONE, KOHTREONE
B NpOUSCcCE NPOWABGACTEE M OKOHYETENEHEN KOHTRONE.

MCO 13485 paccmarpueasT BeprfMEILNED 3AKYNNSHHOR NPOOYE-
LM K3K OTAENbHER BUD QERTENEHOCTH.

[31] paspewaeT NpEMEHEHWE KAMOTOBNEHHOR NPOAYKLAN G0 BEp@R-
hHEALMKH NpH YCNOBEWH 88 HETHON HABHTHDUKALAY ¢ uenk obnerie-
HHMA OT3LIBES WAKM 3aMeqds NpodyeEukd. MCO 13485 paspewseT asiNyCH
NpoOyELMM 50 EepWdWEEYHA TONLED B COOTESTCTEMM © paspaboTam-
HEIM TEMEHOM

4.10.3 KosTpons W WCnhki-
TEHWA B MNpOLACCE NpOWa-
BOOCTEE

B2

4104  OvoHYaTENLHER
EOHTROMNE W WCN=iTAHMA

B2

4.10.5 Perncrpauns gad-
HEE KOHTPOMA W WCNITAHKA

Bid

753,624
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Paagen, nywer, naanyHes
MCO 80011904

ConTBeTeTEYHN LA
PaARERN, AYHET,
M Y HET
WCO 13485:2003

|::|l'_l.l ELTEEHHEIE PA3InNAYMEE

W AeACTERA

411 Ynpasnedde  HOH- 7.6 HMCO 13485 conepaut TpefosaHye NOOTEE DEAETE, YTO NPOrpam-
TRONEHERM, WIMEDNTENEHEIM Muns ofiecnesaesds, NpUMEHASMOS QNA YNP3ENSHWA NHBO HEK Y43CTe
M MCNETATENEHEM copyno- KOHTPOMNA, WIMEEHWA WAW MCNEITAHHA, COOTEETCTEYET NOCTABNESHHOR
BEAHMEM [TONLED FEMONCEOE) IanEHE

OGwke NonoEEHUA To =& To we

4.11.2 Npousaypsl -] HMCD 13485 copepsur TpeloBaHee NPOBEOOHT: BANMGAUWH PeE-
yNREENSHHA IYNETETOE NPEOBEADMTENEHLIE WCNETEHAE, BCNA HIMEDHTENEHOE WK

MCAHTATENRHO: OBODYLOBEHME He CoOTEETCTEyEeT TpeloBaHuAM.
CpraHMiayWs OoON#HA PErMCTPHEOBETE 5TH BWAH OEATENLHOCTH W
npeanpusEMMaTe Heolxoguueie QeAcTEHA No oTHOWEHHK K ofopygo-
BaHWEE MM NPOOYHLAA, §NA A3MSpEHAA UMK WCNETEHWA EO0TORSA NPW-
MEHABTCA BHWEYNoMAHYTO: oBopyosaHue
4.12 Cratyc EOHTRPONA W 753 —
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4.13.1 Ofwre nonoxeHWA To =e _—

4132 AHENHI W YTHIK- 83 —_
38UMA HECOOTEETCTE YRR ER
NpO4 Y KN

4.14 KoppekTHpysllue @ 8.2.1; B.5.1; —
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4.15 Morpyzouso-paarpy-
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CTAEKE (TONEKD 33TCN0EGE)

G 7531, 755

KH EBYECTEA
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4.15.3 XpaHeHue .55 -
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4.15.5 KoHcepeay«a 755 —
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Oroyvasue madnuys B.1

Pazpen, myHKT, NOQRYHKT
T 900711984

CoaraeTcroyauHi
pasfien, nymkt,
AOAMNFHET
WO 134852003

[ YUjECTESHHOE I mPHe

4 18 MNogroToEKe KAARGE 622 MCO 13485 coneps«T NpeaynpesneHde GprasMIausams, 4T Hayu-
OHAMNBHLIE W PETUOHANEHEE HOPMATHEHEE JOEYMEHTH MoryT Tpefo-
BETE YCTEHOBNEHMA A0EYMEHTHPOBAHHEY NPOUSOYE WOSHTHEHESLWA
HECOXGAWMOCTH NoOroToBEW KeApoE. [31] cogepwan Takoe Tpelopa-
HHE,
WMCO 13485 copepwer Tpefosadwe K OpraHHMIaUMAM OUEHHEETR
pE3yNETATHEHOCTE WY JeATENLHOCTH Do NOSFOTORKE Ea0p08.
WMCO 13485 copepsut Tpedosadne, wTole NEpCoHAN ORraHn3aLHA
MoHWMAN HedOXoAWMOoCTs SERATENEHOCTH ONA OO0CTHXEHWA Uensed B
cfinacTe Kka4ecTea
418 DBcny=EnBaHnE 7.5.1 -
4 .20 CTatvcTudeck«e Me- | B.1; 8.2 3; 8.2.4, —
TO4kl (TONBED 3AMGNOBOK) B.d
4201 Onpegensdde no- To we —
TpaBHooTi
4.20.2 Npouysaypel E1,8253,824 —
8.4

G
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4.1.2 MNongepwadde B8 paboqesd COCTOAHMK PalyNbTATHEHOCTH CUCTEMbB MeHBIMMEeHTa KayacToa,
TO 8CTe 88 CNOCOBHOCTA COOTEETCTROBATE TpebosanwAMm noTpebuTenA W perynupyiowkM TpeboBaHuam,
JACTABNAET OPraHM3IauMIio De3YNETATHEHD PEarMpoBaTE HA:

= BHEWHWE RaKTopsl, HANDMME:

HIMBHEHWE DEMYNHAPYIOWKE TpeboBaHWi, axnio4an cooblyerna of wHuMpedTax, obparHan CcBA3L C
noTpebuTenemM;

- BHYTDEHHHE DAaKTOpRl, HANDUMEP:

IAMEHA OCHOBHOMD NepcoHana,

AAMEHA TEXHWIECKHY CPEOCTE,

HIMEHEHHE NPOWM3B0OCTREHHEX NPOUSCCOR W 3aMeHa 0bopyJoBaHKWA, BEMOYan NporpamMMHos obecne-
YEHHE,

AAMEHA NPOrpaMMHONe oBecneYerHna, CERIAHHOND C CUCTEMOR MEHE JHMEHTA Ka4YECTREA,

ZAMEHA MIJENWA, BENKYEA NporpaMsHoe ofecnedaHie.

413 K sMoam QeATensHoCTH o NoAoepHaHin B pabouyem COCTORHWK PeayNsTaTHBHOR CHCTEMbI
MEHEZMMEHTS KAYECTEA OTHOCAT!

= YCTAHOBNEHWE M BHEOPEHHE NPOLSCCoB, NO3BONAIWWY A0CTHYE COOTBETCTEUA PEryNMpYIOWLMM Tpe-
BOoBAHWAM,

= MOCTOAHHOE NPUOBPETEHWE W HCNONBI0BAHWE WHOPMAUHK W DaHHEIX, CRAIGHHBIX © BLILEYTIOMAHY-
Thid NDOUECCAMIA,

= onpegeneHdie HeobXoarmMelx PeECYPCOE M 0DecnedYeHne UMK, BENIOYan YenoBeYecke Pecyposl W
pecypchl MHPOPMALMOHHONR CHCTEMEI;

= BHECEHWE HEOBXOONMEX HIMEHEHWE B CHCTEMY MEHEOMMEHTA KAYeCTEA,

= MPAMEHEHWE TaKMX METOO0B OUEHWBAMWA, KK BHYTPEHHWE ayQWTel M1 aHaNK3 CO CTOPOHE PYKOBOO-
CTEE.

PykoBOoOALLME YEAIAHWA NO BHOAM OEATENLHOCTH, CBAIAHHEM C BEILLEYNOMAHYTBIMW NPOLUESCCAMM, HANo-
weHe B MCD 13485, nyHer 7.4.1.

4.2 TpeGoBaHWA K OOKYMEHTALMK
4.2.1 DBwre NnonoxeHHA

HCO 13485:2002 Mapenua MeguuMHCcHEMe. CHCTEMB! MEHBOXMEHTa KaYecTEa. TpeboBaHKuA ana
uenen perynvpoBaHna

4.2 TpeboBaHWA K AOKYMEHTALMKH

4.2.1 OBwmHe nonoxeHHA

AOKyMEHTALMA CHCTEMBI MEHEIHMEHTA KAYECTEA QONKHA BHNOYATE B cobRA:

a) DOoEYMEHTaNkHD 0DopMIEHHEE IAABMNEHHA O NONWUTHEE W UENAX B 0BNacTy Ka4ecTea;

b) pyxOBOGCTBO NO KAYBCTRY;

C) AOKYMEHTHPOBaHHEE NPOLEnyDsl B COOTEBETCTBMM C TpeGoBaHMAMK HACTOALLEID CTaHgapTa;

d) OOKYMEHTE, HE0E6X0AUMEE Oprasuaauny ANA obecnavyaqua aeT MBHOND NNaHWPORAHMA, 0CYLLE-
CTENEHHA NPOLESCCOR W YyNPABNSHWA HMH,

&) 3anKcH B COOTEETCTEMM C TPeBOoBaHMAMKM HACTOAWEND cTaHdapTa (oM. 4.2.4);

1 dpyaue JOKYMEHTIBI, YKa3aHHbNE 8 HAUWOHANBHEX LTU PEEL0HANBHBIX HODMEMUBHELX QOKYMEHTTEX.

Tam, ade @ Hacmosiyed cmandapme yxazano, yma mpebosaxue, npouedypa, xaxas-nubo deamens-
HOCTE WU CReUUansHoe Meponpuamue domuksl Beims «doKyMENMUDOeaHbIs, NOODaIYyMEsaSMmEcH, YNo UX
Makxe credyem asimonEams U noddepwueams & paboyam CoCIMORNLIL.

Lna kamdozo muna wid modennu Meduyurockoso uadenus opaanulayus donwna coadames v noddepwiu-
@aims @ pafouyem cocmosnuy ghaln, codepwalyud uny tdesmughuuupyownl AoKyMeHmer, onpedensiouue
cReyuwbuxkayul Ha MeduliuHckos uadenus U mpebogaHus k cucmems Maredwidenma kavaecmaa (om. 4.2.3).
2mu dokyMEHme JonkHE Makwe onpedaname NoMkall NPOLeCe U3Z0MOanenun u, ecnu Heobxoedumo, MoM-
maxa u ofcNywueaHus MeduuuscKoeo uadenus.

MovmedaHWa

1 CTeneHs QORYMEHTMPOBEHWA CHOCTEME MEHELMMEHTE KAYSCTES OOHOW OPraHMIBUHH MOWET OTAWHETECA OT
ApYyrof B 3EEMCHMOCTH OT!

8] PAIMEDE OPraHHIEALWA W BWOE OERATENBHOCTH,

bl cNomHOCTH ¥ B3AAMOARMECTEMA NPOUECCOE;

C} HOMNETEHTHOCTH NepCOHANE.

2 NowysedTe MoryT GeiTe B nodon gopme v Ha neoBom HoOCHTENS.
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Npunosedws C
(obAzarensHoe)

CeaqeHHA O CODTEETCTEMH HALUWOHANLHLIX cTaHOapToB PoccHiRckon Taaspaumi
CCRINOYHBIM MERAYVHAPOOHLIM CTAHOAPTAM

TaGnuuya €1

OEosHAuEHAE CERIMEUHONDS MEEOYHADANHOrSD

OEOIHAYEHAE 1 HAWMEBHOBAHEE COOTASTOTR YHILEETD HAULWTFHANsHOM STARgApTa
CTaHOAPTS

WO ao0d:- 2000 FMOCT P MO A000—2001 CucTemel MeHeOEMEeHTE HEEYSCTEA.
D cHOBHBE NONGHEHWA W CROE3PE

MO 1234852003 FMOCT P ACO 13485—2004 HMzapensa WMedWuHHCEMe., CHOTEME
MEHEOHMEHTA KEMECTEA. CHCTAMHBS TpeBoRAHWA ONA LEeNel perynHE-
pOBEHWA

67
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{Sterlization of health ceare products — Regulrements  for  valldation and  routine
control — Industrial moist heat sterlization)

MeguuuHozne sagenua. Banugaunm s Tekywsd KOHTPONE CTE PUAM3AL MK OHCHAOM 3TUNSHEA
{Medcal devices — Validation and routine control of ethylens oxsde sterilization)

CTepanwiIaLMA MedAYMHCEDR Npodykywn. TpaGoaaHua K BANMIAUME W TEKYLSMY KOHTPONED.
FagmauWoHHaA CTEPHNM3ALAMA

{Stenlization of health care products — Regulrements  for  walldation and rouhne
control — Radiation steritization}

CrepinEzauna MagnyMHcEoR npoaykyun. TpeBoaaHWA K BENAIURNY W TERYLESMY HOHTROND.
CTepUNWIELWA BNAKHLIM TENNOM B MeOWLMHCHWY yHpEHLEHWAY

{Sterlization of health care products — Requerements for validation and rowtine control of
maeat heat sterlizaton in haalth care facilmes )

C TEpHNHEIEYWR 0HOPAI0EEIYE MedW UHMHCEWY H30ENHA, COOeDMHELY MY METEDEANE BEHESTHOD
NpOdCELOX geHHeA. =] ansEgay«Ea | TE-H:"IJ]Iiﬂ HOHTPONE CTEDANHIBLMA CNOMOLULLD HAQEAE CTEDH-
NIV WE CpencTa

{Sterlization of single-use medical dewvices incorporating materels of anmal
ongin — Walidation and roubine control of starilization by bguid chemecal sterilants)

CTepunyaauns MegsurHcRoR npooyelie. Obune TpefoBaHNA K XAPAETE PUCTHEAM CTERRMNK-
AYHIWATNS BRWESCTER W paspadoTre, BANMIALHY W TEKYLLEMY HOHTPOND NPoOUECcE CTERPHNNEE-
LMW ME0MLURHCKH Y W3LENAA

Sreriiization of health care products — General reguirements for characterizaton of a
atenlizing agent and the development, validation and routine contrel of a sterlization process
for medical devices

CTepunHzauna MegiyrHckry: nagennid. Merpobnonomveckse metoge. Yacte 1. Oueska
NONYNALHH MEKPOORTEHW3MOE HE NPOOYELHM

{Stenllzation of medical devices — Microbiologecal methods — Part 1: Estimation  of
papulation of microgrganiams on products)

P}'Hﬂﬂﬂﬂ.GTEﬂ nd BaNMaauny Npogeccoe

{Frocess Valldation Guldance)

Fj'HDEﬂﬂETEG noganNHaaYWH SETOMBTAINPOESHHRIX CHCTEM, NTPAMEHAEMBIX B ¢IEPH BUEETH-
HeCHOM NPpoOWIBOGCTES

{Gurde for Valldaton of Automated Systems in Pharmaceutcal Manufacture)

ACENTHHECKSE NPOMIBDACTES MEJUUMHCHOR npogykuse. YacTe 1. OBwwne TpelosaHna
(Aseptic processing of healthcars products — Par 1: General requireaments)
CUCcTeMb MEHEOHMESHTA KE4ECTEE. PeRoMeHOaUME No YNpaEnesun koHpurypay«eh
{Quality management systems — Guidelines for configuration management)

CHCTEME MEHEQXMEHTE WAMEPEHHA. TpeBOBEHNA K HIMBDHTENEHEIM NpOLSCCaAM W MIMEBDH-
TENLHOMY 0S0pYIoBAHKMI

{Measurement management sysberns — Requirements for measurement processes and
measuring equipment)

PyHOBOGCTED N0 CTATHCTHMECKUM METOLAM, NpUMeHAaMEM 8 WCO 90072000
{Gudance on statistical techmegues for 150 9001:2000)

CucTemMy MeHensMeHTa EavecTaa. Tpefosades

{Quality management systems — Reguirements)

CHoTeMe HauscTEa. Magensa siedduHHoke. CReyuansHele TpeloBEHHA N0 NPMMEHEHHED
WCO 000110594

{Quality syatems — Medical devices — Particular reguirementa for the application of
IS0 D001:1094 )

HMagenus meguydHokre. PykoBogoTeo no eslfopy MEXQYHEROOHEX CTEHGEPTOR, COLEPHA-
WHE BEEHEAWLWE NpHHYMNE obecneversn Se30N8cHOCTE W IKCANYATAUMOHMEE CEOACTE
MEOWUKHCHHY Hanenui

{Medicaldavices — Guldance on the selection of stendards in support of recognized essentlal
principles of safety and performance of medical devices)
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4211 JoeyMEHTUDOBAHHE NPOUESIYE CHCTEME MEHEOKMMEHTS KAYSCTES HE0EXOQWMOD AN NPUMEHAE-
Milx Tpebosanui MCOD 13485, ero peroMeHOyeTCA COrNacoBRBaTy © NONHTHEOA opradvaauuy 8 obnactu
kayecTea. BamHo aHaTe, 4To CTRYETYDE W yPOBEHE ABTaNMWIAUMK NPoUedyp COOTBETCTEYIOT Hy#O0aM Oprasnaa-
LHH M 32BHCAT OT NDMMEHSEM X METOO0E, 3 TAKKE NPODHECCHOHANEHEY HABRKOE U KBANUGMEALNAK NepooHana
Opraqd43audy, BeNOMAHAKWEND YCTAHOBNEHHEE BUOE Je8ATeneHocTH (ca. MCO 13485, nyHer 6.2 2).

OnNUcaHdnA NPpoueayp WK MHCTPYKULWK MOryT OkTe NpeacTaBneHsl B TEKCTOROH, rpadMyeckon knk
ayavosMayansHod dopme. Hacto npoctol Habop naobpameHnii MOKeT Bepa3nTeE TpEGoBaHWA TOMHES, Yak
nogpobHoe onMcande.

4.2.1.2 [JokyMeaHTADOBRAHHEIE NPOLEOYDE, BEXNIOYaA padoure MHCTRYHUWA 1 rpadiMyeckie MaTepuank,
[oMaHb Bl Te HECTOMHEBIMW, OOQHOIHAUHEIMK A NOHATHERIMA, YE33RIBATE HA NDMMEHAEMEN METOOE M KDATEDMIA
COOTBETCTEMA TReDoBaHWAM K CHCTEME MEeHeO¥MaHTa kavwecTea. JaHHsle npouegypsl obBYHD ONpegensioT
HEODXOOWMEBIE BB QEATENEHOCTA W ONHUCEIEIIOT.

= YTO M KEM DOrsHs BeiTe cOBNaHD,

- [O2, KOrga W KAk 3T0 QoHH0 BelTe COBNAHO,

- KAKWE MaTepuank, obopy oBaHHe U J0OKYMEHTE A0MMHE BblTe MCNONBI0BAHLI;

= K3K OCYILECTENATE MOHWTODMHI W H3MEDEHKA,

= KAKWE HEODXOOMMEl 3arHCH.

4.2.1.3 [okyMaHTe cneayeT OUgHWBAT NO PeIyNETATHEHOCTIA JOCTHMEHWA CHCTEMOR MEHEIHMEHTa
KAYECTEA YCTAHOBNEHHEIY KPUTEDWER ANA:

= DYHELHOHaNEHOCT I,

= OpYHECTEEHHOID MHTepdeilca;

= HEOGXOOMMBIX paCYPCOoB;

NONUTHEA K Uened B oBNacTi KEa4ecTea;

= MHTEpDEeACoR, NPHMEHASMBIX NOTREOUTENAMKM H NOCTABLLMESMH.

4.2.1.4 Dain ans Kasnoro THNE HNH MOoSend MegHUMHCKDND HA0enHa, KOTopER AENAeTCA TpeboaaHmem
MCO 13485, nvHkT 42,1, MHOrga MOMET HMETE PaaNWYHbIE HAMMEHCBAHWA (CH. NpUNoEeHKWe A, Tabnuua A.1).
Oauubii dhaidn MoweT cogepxaTe QOKYMEHTE N0 HITOTORNEHWID KOMEDETHOMND MEQULIMHCKOND WAQENUA KWW
[ABaTE CCREMNKY HA MECTOHAXONMOBHWE TAKWME OOHYMEHTOR, HANPHUMED BHNKMAOWMX B caba:

= CneuudrKanHiE ceiped, MEaPKUPOROK, YNAKOBOYHEX MATEPUANDS, KOMNOHOBOYHEE YaNos | MeguyrH-
CEMX MAOEnMiE;

= KOMIMUEKTOROYHBIE BEAOMOCTH,

- WEPTEMN,

- NporpaMmioeg obecnavaHHe, BRNIDYAA UCXOAHYID NporpaMsy (BCnK oHa AOCTyNKa),

= pabouyne HHCTRYHLWK, BENI0YEA PYKOBIOCTED NO IKCMNYATALWK,

= NOgpOGHoE CNUCAHWE NPOUECCa CTEDHNHAIAUMK (BCNA NpUMEHAETCA),

= MNaHe N0 KAYecTay;

= OMHCAHMA NPOUBOYD HAroToRNEHHAKOHTRONAMCNBITAHMA,

= KPUTERHH NPUERMKA.

4215 HOoeymenTs, senawwwecs Tpefosanwen MCO 13485, nyukt 4.2.1, ABNRIOTCA YACTHD CHCT &Mkl
MEHEBKMEHTA Ka4YecTEa, K HAM NPAMEHAIOT MPOUeOYPsl YNPABNEHWA OOKYMEHTAMW W 3ANACAMA
[cw. MCO 13485, nyHeTe 4.2.3 4.2 4).

4.2.2 PyvoBOACTEO NO KAYSCTRY

MCO 13485:2003 Mapenws mMeaWUuMHCKWE. CHCTEMEI MEHEQKMEHTA KavecTRa. TpebonaHWA
ANA Ueaneid perynuposaHda

4.2.2 PyxoBoACTEO NO KAYECTBY

Oprasyaauqa gonwHa paspabotats W NoQOepwMBaTs B pabodes COCTOAHMK PYKOBOACTEOD NO
KAYECTRY, COOSMHALLBE:

a) obnacme NPUMEHEMNUA CUCMEMEl MeHed MaHma K adyecimad, aimodas nodpobHocmy U oBocHoaa-
HUE MoBbix UCKNOYeHUl Wuny HenpuMeianus {cd. 1.2);

b} AokymeHTHpOBaHHEE NPOUBOYDE, PaspaboTaHHME ANA CHCTEMEBl MEHEIMMEHTE Ka4YecTea, WK
COBIMEH Ha HHX]

C) ONUCAHWE BIAWMOLEACTEMA NDOUBCCOB CHCTEMbl MEHELKMEHTE KAYRCTRA.

Pykogodcman nNo kavyacmay JomaHo onpedename cmpysmypy JoKyMenmos, UCnonbiyaMey @ cuc-
Meme WeHadNMaHma ravaecmaa.
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HacTtoauui noanyxsT MCO 13485 ve cofapsuT cNeyuansHeN PYROBOIALLIMYE YESIAHAN.

Mpuwmeyasue— JonoNHKTENEHAR MHDOPMAUKWA O PYHOBOOCTEAY N0 KEYSCTEY CofepwuTea & [1].

4.2.3 ¥YnpasneHue OOEYMEHTAMMH

HCO 13485:2003 Magenva megvuMHCEMe. CHUCTEMBI MEHEOXMEHTa KavyecTea. TpeGoBaHMA
ANA Uanaid peryndpoBaH1a

4.2.3 YnpapneHwe AoKyMeHTamH

JOoKyMEHTAMH CHCTEMEl MEHEBLKMENTE KaYecTBa HeohxoaMMo YNPpaanATe. 3aNHCH — CNeyransHeh
BMO QOKYMEHTORE, W HMH H240 YNDARMATE COMMAacHD TpebosaHrAM, NpHBSOEHHEIM B 4. 2 4.

OnAonpenengyva HeolXoaMMsX CPEACTE YyNpaBnNaHuA AomyHa GeiTe paipafoTana AoKyMEHTHROBAH-
HaR npousaypa, NpedycMaTpyEaowLan:

a) npoEepKy U Wnaepxdenud JOKyMENMOR Ha adereamuocime 40 UX BeNVCKaE,

b) aHan«a 1 akTyandiauuio, No Mape HeobXoJMMOCTA, W NepeyTeEpHIaHWE QOKYMEHTOR;

c) obacneyerne MOHTMOHKALMK MIMEHEHWA W CTATYCA NePECMOTRE SOKYMEHTOR;

d) obecneYeHne HanW4YHa CooOTRETCTEYIOLMY BERCHA JOKYMEHTOR B MECTAX MX NPHMEHEHHA,

&) 0DeCNeYsHne COXPAHEHWA JOKYMEHTORE YETHHMK W Nerko HIeHTADMUHPYE MbIMI;

f) obecnederne MOEHTAQHEILMK QOKYMEHTOR BHELWHETO NpOWCKOMIEHUA W YNDABNEHWE WX DaCCk-
KO,

g) NpegoTEfaleHHE HENPedHAMEREHHOND MCNONBEI0BAHWUA YCTAPERLWMY O0KYMEHTOR W NPHMEHEHKE
COOTBATCTEYMHLUEA WOEHTHDWEILKA TAKKX JOKYMEHTOR, OCTARNEHHEX 4NA KaKuk-NuEo yeneid.

Opzanulaliyd donwia obecneyueame SHANLI U ymespwdankue UiMeHeHUl & dokyMeHmax nubo
QOMKHOCMHLIM AULOM, Ymeepxdasiiuy NEpEoHaYansnsil doxyMalm, nubo dpysum CNeyUuansHo Haska-
HEHHBIM JOMEHOCMHEIM MULOM, UMeowuM docmyn K coomeemomayiowel ucxodkod unghopMaluy, Ha
OCHOBAMUL KOMoDOod NDUHLMABMCR DELLSRUE.

Opzaxuzaluud donwsya onpedenams Nepuod GDEMENL. & MEYEHUE KOMOPo20 Cnedyem XpasUumes He
Masee 0OHO0 KONUY yCmapeawiux pezynupyouuy doxysmesmod. Ha amom nepuod domeen Geimes obacna-
HeH docmy K QoK)yMeHmaM, 8 COOMasmomanu ¢ KOmopeMy MeduiuHckos uadanue Beino U320MoENaH u
UCNBIMAaND, 8 MaYaiue, No kpaliHeld Meps, Cpoka ciywisbl MeduuuMNcKoed Uadenua, onpedensaHqoss OpeatL-
FayLued, HO HE MeHes CPoKa XpaHaMus mobol umoaoaod zanuc (oM. 4.2.4) unu cosnacHo DeaynupyowusM
mpefoaaHuamM.

4231 CnoMoWe0 CUCTEME, paspaboTadHon ONA YNPABMEHWA BHYTDEHHAMA M BHELLHUMEK D0KYMEBHTa-
M, MONHO NpH HEOGXOQUMOCTI!

- ONpEOEnATE OTEETCTEEHHOCTE 3a paspaboTry, oaobpeHne ¥ HaNaHWe JoKYMEHTOR;

- pbecneqnaaTte DRICTPOS HILATHE YCTAPEBLLMY KONWA YNPaBNASMEX AOKYMEHTOE,

= ONpegenATs cnocob percTpausy W yTEEDHOSHWA HIMEHEHWA B OOKYMEHTAX;

- painq4are yNpasnAEMbIE W HeYNPaBNABMBEIE JOKYMEHTE.

CucTema MeHBOMEHTa KAYECTEA NOMOraeT TAKME WIEHTHDMUKPOBATE NONYYaTENEH KONWIA yNpasnae-
ML QOKYMEHTOR.

4232 [oKysaHTh MOKHD AHANNIWPOBATE HECKONBKD A3 HA NPOTANEHWA BCEMD CROKA MX CYILACTRORA-
HWA, BCNEeACTEHE, HANPUMED:

- OPraHM3auMoHHBIX WAMEHEHWA, 3aMeHBl NepcoHana unv obopyaoeaHnA,

= QBEATENBHOCTH NOo ayQuTy;

= HOBBIX NpUoGpaTaHuA;

= pa3paboTEM HOBLIX HIOENWA, BHEQDEHHA HOBLIX TEXHOMOMMA UNK NPOrpamMMHLIX CPEOCTE;

= TpeboBaHWA CUCTEME MEHEIMMEHTA KAYECTEA ODraHM3ALMK O NEPUOOWYECKOM NPOBEOEHKM aHANW3A.

4.2.3.3 Brinonvexu Npousayp ynpasnaqus AOKyMEHTAMH MOWHO OK23aTe conedcTeMe, paspaboTan
NOCTOAHHYID CTRYETYDY ONA OKYMEHTOR, BXOOALKX B CHCTEMY MEHEIMMENTa Ka4YaCTEa OpraHMaaumMy. B gau-

HbIX NPOUEAYPax PEKOMEHOYETCA ACHO YKAILIBATE, KAKYI0 MHGOPMALHIO N0 YNDaBNEHHID J0KyMEHTaMK CNeay-
&T BENIOYATE B KAMOLIA KOHKDETHBIA JOKYMEHT, Hanpumep:

- HAMMeHoBaHME ¥ 0BNacTe NPUMEHEHWARA;

= NOPAOKOBEIA HOMED,

- Oary BeNYCKA/QaTy BCTYNNEHWA B CHNY:

- CTATYC penaKLmWu;

- Qarty NpoBeeHWA aHANKIA WNKW YacToTy ero NPoBENeHnA B 3aBMCUMOCTA OT TpeBoBaHui cHCTEME
MEHEIHMEHTA KAYECTRA,

- OAHHLIE O NepECMOTPE,;



