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[lpeaucnoBue

Llenu n npnHunnbl ctaHaaptusaunn Poccnnckon depepaunn yctaHoeneHol PeaepanbHbiM 3aKOHOM OT
27 nekadbpsa 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHuny», a npasnna NpUMeHEHN HaLMOHANbHbIX
ctaHaapToB Poccunckon Pepepaumm — OCT P 1.0—2004 «Ctanpaptmnsauma B Poccunckon denpepaumn.
OCHOBHbIE NOMNOXEHNA .

CBepgeHunA o0 cTaHaapTe

1 NMOAMOTOBJIEH 3akpbiTbiM akLmoHepHbIM 0bLecTBOM « BHAUMIT-BUTA» Ha OCHOBE COBCTBEHHOrO
ayTEHTUYHOrO NEPEBOAA CTAHAAPTA, YKA3aHHOro B NyHKTE 4

2 BHECEH TexHn4ecknm kommuteTOM NO cTaHaapTusaummn TK 436 «YnpaBneHne Ka4eCTBOM N COOTBET-
CTBYIOLLIME acNeKTbl ANA MeauUUHCKUX u3aenmm»

3 YTBEPXXAEH W BBEJAEH B JEWCTBUE Mpukasom PenepanbHOro areHTCTBa No TEXHUYECKOMY
perynupoeaHnio u metponornm ot 10 ceHTabpa 2007 r. Ne 240-cT

4 Hacroawmn ctaHaapT nmaeHTudeH MexayHapoaHomy ctaHpapty NCO/TO 14969:2004 «N3penuna
MeanumHckne. CucteMbl MeHeaXKMeHTa KadecTBa. PykoBoactBo no npumeHeHnio MCO 13485:2003»
(ISO/TR 14969:2004 «Medical devices — Quality management systems — Guidance on the application of
1ISO 13485:2003»).

[Tpy npMeHeHNN HACTOALLLEro CTaHAaPTa PEeKOMeHAaYEeTCA NCNONb30BaTh BMECTO CChINOYHbLIX MEXAYHa-
POAHbLIX CTAHA3PTOB COOTBETCTBYIOLLME UM HALUMOHANbHblE CTaHAapPThl Poccunckon depepaumnn, ceegeHms o
KOTOPbIX NpuBeAEHLI B AONONHNTENBHOM NpUNoXeHun C

5 BSBAMEH I'OCT P 51538—99

VIHcbopmMmayus ob U3MEeHEeHUSsIX K HacmosiueMy cmaHOapmy nybnukyemces 8 eXe200H0O u30asaeMoM
UHbOpMayUOHHOM yKa3amerne «HauyuoHarnbHble cmaHoapmbl», a mekcm U3MeHeHUU U NMornpasoK — 8 eXXxeMe-
CSIYHO U30asaeMbiX UHhOpPMaUUOHHbIX YKa3amensax «HauuoHanbHbele cmaHlapmel». B criydae nepecMompa
(3aMeHbl) Unu ommMeHbl Hacmosuwieao cmaHoapma coomeememeayruiee yeedomMmreHue byoem onybnukoeaHo
8 e)XXeMecCsI4YHO u3ddasaeMoM UHGhOpMaYUOHHOM yKkazamerne «HauyuoHanbHbie cmaHoapmely. Coomeemcmeay-
rowas UHgopMauus, yeedoMreHue U mekcmal pa3Melaromces makxe 8 UHGbopMayUuoHHOU cucmeme obuiezao
Nof1b308aHUsT — Ha ohuyuanbHOM calime @edepasnibHO20 a2eHmemeaa rno MexHU4eCKoMy peaynuposaHuro U
Memporsnoauu e cemu ViHmepHem

© CraHpaptuHdopm, 2007

HacTosawmm ctTaHaAapT He MOXET ObITb NONHOCTBIO NN YACTUYHO BOCMNPOU3BEAEH, TUPAXUPOBaH U Pac-
NPOCTPaHEH B Ka4eCcTBe 0hnLMAnNbHOro n3naHna 6es paspelueHns PeanepanbHOro areHTCTBa N0 TEXHNYECKO-
MY PErynmpoBaHnio U METPONOrnK
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BBeaoeHue

PykosoacteBo NCO/TO 14969:2004 no npmnmeHeHntio mexayHapoaHoro ctaHaapta NCO 13485:2003
noarotoBneHo TexHndecknum kommtetoM UCO/TK 210 «YnpaBneHne ka4eCTBOM M COOTBETCTBYIOLLIME ACNEKTh!
nna MeauUMnMHCKNX nanennuny .

HacTtoaulee nanaHme otMmeHsieT u 3ameHseT NCO 14969:1999.

B Tex cny4aax, Koraa HacTosiLee PpyKOBOACTBO COAEPXKUT NPAMble LNTaTbl U3 TEKCTa MeXAYHapPOoaHOro
ctaHpapta MCO 13485:2003, oHU 3aKNOYEHbI B paMKMU U3 TOHKUX NMMHUN 1 o3arnaenexHsl: «NCO 13485:2003
N3penna megnumHckmne. CUCTeMbl MEHEMKMEHTA Ka4vyecTBa. TpeboBaHnA Ana uenen perynnpoBaHnay.

[TyHKTLI N noanyHkTbl MCO 13485, TekcT koTopbiX ayTeHTu4eH Tekcty NMCO 9001, HabpaH npamMmbIm
LIPUPTOM.

Tekct NCO 13485, He ayTeHTUYHBLIN TekcTy NCO 9001, HabpaH KypCcnBOM.

HacTtoawmnm ctTaHaapT npeacraBnaeT cobon pykoBoACTBO MO pa3paboTke, NPpUMEHEeHUI0 N NoaaepKa-
HUIO CUCTEMbI MEHEQ)KMEHTA KayecTBa, cooTBeTCTBYIOWEN TpeboBaHuam NMCO 13485:2003, npumMeHnTENL-
HO Kpa3paboTke, NPon3BOACTBY, MOHTAXY M 0OCNYXXUBAHNIO BCEX BUAOB MEANLIMHCKUX N3AENNN U CBA33HHbIX
C HUMM ycnyr. [laHHOe PyKOBOACTBO COAEPKUT KOHLENUUM N MeTOAbl, KOTOPble MOTyT ObiTb PAaCCMOTPEHD!
OpraHnsaumnamMu, yCTaHaBnNMBawLWMMN U nogaepxmearowmmm B padbovyemM COCTOAHMU CBOWN CUCTEMbI MEHE -
)KMEHTAa KavecTBa.

[1pn oL eHKe 00NacTn NPUMEeHEHNA HacToALLEero CTaHaapTa pekoMeHayeTCa pacCMaTpuBaTb Ha3Haude-
HUe MeaNLUHCKNX N3aennn, pUck, CBA3aHHbIU C UX NCMONb30BaHUEM, N MPUMEHUMbIE perynupyromne Tpebdo-
BaHUS.

TepMuH «perynupyowwme TpedoBaHna», NCNONb3yeMbi B HACTOSALWEM cTaHaapTe, BKNo4YaeT B cedbA
nomumo TpedbosaHun NCO 13485:2003 wacTtn 3akOHOB, NOCTAaHOBNEHUN, AEKPETOB U/UNN APYriMx HOPMaTUB-
HbIX AOKYMEHTOB, NPUMEHUMbIE K CUCTEMAM MEHEeAXXMEHTa Ka4eCTBa N3rotoButenen Me AMUMHCKUX U3aenumn.

IV
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HAUMWOHANBbHBIN CTAHOAPT POCCHUUCKOMWN PEOEPALNMN

U3penuna MmeanunHCKMNe
CUACTEMbI MEHEXKMEHTA KAYHECTBA

PykoBoacteo no npumeHeHnio UCO 13485:2003

Medical devices. Quality management systems.
Guidance on the application of ISO 13485:2003

[1ata BBeaeHua — 2008—01—01

1 O6nactb NpUMEeHeHUs

1.1 O6wWwMe nonoxeHuUn

Hactoawmn ctaHaapT npeacraBnaetr cobon pykoBoaACTBO NO MPUMEHEHMIO TPeboBaHUN, YCTAaHOBNEH-
HbiXx B WCO 13485. OH He copepxunt nodbasneHnn nnn nameHeHnm k MCO 13485. Hacroawmnm ctaHaapT He
BKNOYaET B ceba TpeboBaHMN, KOTOPbLIE MOXXHO ObINO 66l NCNONL30BaTL Kak ©a30Bble NPU NPoBEPKaX MeANLNH-

CKMX N30ENNN Ha COOTBETCTBUE PEryNMpYIOLLINM TPEOOBAHUAM MNU B NpoLecce cepTndmnkaunmn MeanLMHCKUX
n3nenun.

[TpunmedyaHune—BHacToAWEM PYKOBOACTBE «peKOMeHAYeTCA» O3HavaeT pekoMmeHaaund 0aHoro N3 HeCKONb-
KNX BapuaHToB cootBeTCcTBUA TpeboBaHnam MCO 13485 (UTo He UCKNKOYaET BO3MOXHOCTU MPUMEHEHNA UHBIX BAPUAHTOB)
NN 0QHOro M3 CcNocoHOB AOCTUXKEHUA COOTBETCTBUA, HO HE ABNAETCA NPU 3TOM TpeboBaHNEM HACTOALLEro PyKOBOACTBA;

«MOXET» — NPUMEHSIOT AN ONUCaHUsA AOMYCTUMbIX CNOCOB0B AOCTUNKEHUS COOTBETCTBUA TpeBoBaHUAM HACTOSALEro py-
KOBOACTBA.

HacTtosduwee pykoBOACTBO MOXHO MCNONL30BaTh ANA nydwero noHnMaHuna tTpedosaHun NCO 13485 n
NNNIOCTPaLNN HEKOTOPLIX METOA0B U NOAX0OA0B K AOCTMXKEHUIO COOTBETCTBUA TpeboBaHnam NCO 13485.

1.2 TlpnMmeHeHMe

NMCO 13485:2003 Uzpenua mepguunHckume. CucteMbl MeHeA)XMeHTa KayecTtBa. TpedboBaHuA
ANA uenen perynnpoBaHua

1.2 NMpumMmeHeHMe

TpebosaHus Hacmosueao cmaHoapma pacrnpocmpaHsiiomest Ha opeaHu3auduu, npednazanujue Ha
PbIHOK MeOUUUHCKUE Uu30esusi, HezagucumMo om auda unu YUucrneHHocmu amux opeaaHusayudl.

Ecnu pezaynupyrowue mpebosaHusi N036071510M UCKAIOYUMb yripasrieHue npoekmupogaHueM U pas-
pabomkol MeQUUUHCKUX u3denul (cMm. 7.3), mo 3mo MoXXem nocCayXume OCHO8aHUEM 01151 UCKTHOYeHUS
coomeemcmeyruwux mpebogaHuU U3 KOHKpemHouU cucmeMbl MeHeOXXMeHma Kkadecmea. B 3moM criydae
0ns1 0aHHOU cucmemMbl MEHEOXMEHMa Kadecmea O0/MKHbI Bbimb coenaHbl anbmepHamusHble nonpasku.
OmeemcmeeHHOCMb 3a obecrnedeHue coomeemecmeuss UCKMOYEHUSsT yrpaesieHUs npoekmuposaHuem u
pa3pabomxkol MeduUUUHCKUX u3denul mpebosaHUsIM Hacmosiweao cmaHoapma feXXxum Ha camMol op2aHUu-
3ayuu (cm. 4.2.2, nepeducneHue a) u 7.3).

Ecnu kakoe-nubo mpebosaHue(s1) pa3desnia / Hacmosuweao cmaHoapma Hefb3s1 NpuUMeHuUMmMb 88UQY
crielugbuKkU KOHKpemHo20(bix) MeOUUUHCKO20(UX) u3denus(u), Ha Komopoe(bie) pacrnpocmpaHsemcs cuc-
mema MeHeOXMeHma Kadecmea, mo opeaHu3ayuu He cnedyem sKknodame makoe mpebogaHue(s1) 8 C80H0
cucmemMy MeHeOXMeHma Kadecmea (CM. 4.2.2, nepeducrieHue a).

U3paHue ohmunanbHoe
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OmeememeeHHOCMb 3a NMPUMEHEHUE K MeOULUUHCKOMY U30enuto(siM) Npoyeccos, coomeememeayrouux
mpebosaHusM Hacmosawle20 cmaHdapma, HO Komopbkle He OCyWecmaernsiomcs opaaHu3ayuel, Hecem KOH-
KpemHasi opeaHu3auusi, U amo criedyem ydumbieamse 8 cUcmeme MeHe XXMEeHMa Kadecmea 3mou opeaHu3a-
yuu (cm. 4.1, nepeducrieHue a).

B Hacmosiwiem crmaHOapme HeCKOJSIbLKO pas 8cmpedaromes NMOHSIMUS «eCriu coomeemcemeayemy U «Koe-
O0a coomeemcmeyemy. Ecnu mpebogaHue colepXXum O0HO U3 3muX NMOHSMuUl, mo OHO cHUmMaemcs « coom-
gemcmeyrwuMy», [oKa opeaaHu3zayus He npedocmasum OOKyMeHmuposaHHoe 0bocHo8aHue
Hecoomeemcmeusi Hacmosuwiemy cmaHOapmy. TpebogaHue cHumaemcecs «coomeememayruwumy, eCril e2o
8bINOTHEHUE HEOBXOOUMO 0151 Moo, Ymobhbl:

a) usdenue coomeemecmeosarsno peaynupyrowum mpebosaHuam u/unu

b) opeaHu3zayusi Moasia 8binosiIHSIMb KOppekmupyruwue delicmeusl.

1.2.1 Obwme NonoxXeHus

[Tpouecchbl XXM3HEHHOro LMKNa npoaykunm mMorytT 000OCHOBAHHO He COOTBETCTBOBaTb HEKOTOPLIM Tpe-
boBaHnam NCO 13485, npn 3TOM AaHHbLle TpeboBaHUA MOFYT ObiTb UCKNIOYEHbI N3 CUCTEMbI MEHEAKMEHTA
KayeCcTBa OpraHnu3aLmm nunn He NPUMeHATLCA BOOOLWe. OaHako nobdoe UckninveHne unn HenpuMmeHeHue Tpebo-
BaHUWN BaXXHO NOAPOOHO onncaTb N 060CHOBATL B PYKOBOACTBE MO Ka4ECTBY OPraHnu3aLmm.

1.2.2 VcknioyeHns

CornacHo otTaenbHbIM PErynupyownMm TpeboBaHnAaM opraHnsauma MOXET NOCTaBNATb Ha PbIHOK KOH-
KpeTHble MeEAULNHCKUE N30ennsa, He AEMOHCTPUPYA COOTBETCTBUE yNpaBneHna nx NpoekTUpoBaHUEM U pa3pa-
boTKOW TpeboBaHmAM, ycTaHoBNeHHbIM B NCO 13485, noapasgen 7.3. OpraHmsaumn cneayeT yCTaHOBUTDL
NCKMIOYEHNE B COOTBETCTBUN C 7.3 ANA KOHKPETHbLIX BUAOB MeAULIMHCKNX N3AENNN N KOHKPETHbIX PbIHKOB UX
cObITA.

[laxe B cny4vae nony4yeHna opraHnsaumen paspeLlleHna Ha NCKNYeHne CoOOTBETCTBUA TpeboBaHnAaAM 7.3
NPOLECCH! XXM3HEHHOMO UMKNa NPoAYKUMN OOMKHbLI COOTBETCTBOBATL TpeboBaHnam NCO 13485, nogpasane-
nol 7.2, 7. 4—7.6.

1.2.3 HenpumeHeHue

NMCO 13485 nosBonaeTt opraHm3aunn He BKNIOYaTb B CUCTEMY €€ MEHEXKMEHTA Ka4YecTBa Te TpeboBa-
HUA K NpoueccaM XXU3HEHHOIO LMKNa NPpoayKUUN, KOTOPbIE HENb3A NPUMEHUTb BBUAY CreLnOUKN KOHKPETHbIX
MeaAULIMHCKNX N3aenun.

Hanpumep, opraHmnsaumm, n3rotasnuealoLLen CTepunbHbie MeanUMHCKNE n3gennua OQHOKPaTHOro Npu-
MEHEHUA, HET HEODXOANMOCTN BKNIOYATL B CBOK CUCTEMY MEHEXXMEHTA Ka4eCcTBa TPeboBaHUA K YCTAHOBKE U
00CcNy>XMBaHUIO, a OpraHN3aunmn, N3roTasnNMBarLLEN HECTEPUNbHbIE MeaULMHCKNE n3nenua, — TpedoBaHNA K
cTepUNn3aLnmn.

OpraHn3aumna AoMnKHa BHUMaTENbHO aHann3npoeaTb TpebosaHna MCO 13485, paspen 7, 4Tobbl MAEH-
TMdonumpoBaTb TpeboBaHUA, NPUMEHUMbIE K (PYHKLUMAM, OCYLLECTBNAEMbIM AaHHON opraHusauuen. locne
naeHTUPOUKaLUmMn Takmx TpedoBaHUN OpraHM3auma AOMKHA BbINOMHUTL NNAHWPOBaHWE B COOTBETCTBUU C
NCO 13485, nogpasnen 7.1, B OTHOWEHNN NAEHTUPUNLNPOBAHHbIX TPEOOBaAHUN K NPOLLECCAM KN3HEHHOIO LINK-
na npoaykumn.

lMMpumep — OpearHuszayusi OOJIKHa:

- oMecmumb C80K IMUKemMKy Ha MeOuyUHcKkoe usdenue, npoekmupyemoe, paspabambieaeMoe, U320-
maeJsiueaemMoe U obcrsiyxusaeMoe rnocmasuwiUKoM, HaxoO0aAWUMCSI 8He ynpaeslieHuUss cucmemMbl MeHedXxMeHmMa
Kadecmea OaHHOU op2aHuU3ayuu, a makxe esecmu e obpaweHue ynoMssHymoe MeQuUyuUHcKoe usodenue;

- ycmaHoeumb Cc8fsi3b ¢ nompebumenem, npuobpemarouiumM ynoMsasHymoe MeQuyuUHcKoe usdenue;

- obecneyumb Ha Mecmax 803MOXHOCMb NPUHAMUS Xas1i06 om nompebumens.

[laxe ecnun opraHn3auma He OCYLLECTBNAET HENOCPEACTBEHHO NPOEKTUPOBAHMNE N Pa3PabOTKy, OHA HE
MOXeT paccmaTpuBaTth TpebosaHua NCO 13485, noapasnen 7.3, Kak HenpuMeHnMble. OpraHmn3aLmna A0MKHa
cooTBeTcTBOBaThL TpeboBaHnam NCO 13485, nogpasnen 7.3, KpoOMe TEX cny4aeB, Koraa perynmpyloime Tpe-
OoBaHMA pa3peLlarnT ncknrveHne TpedosaHun B cooteeTcTBUN ¢ 7.3. B cootBeTtcTBUN ¢ NCO 13485, nopapas-
nen 7.1, opraHm3auma AomkHa nocne waeHtndukaummn TtpebosaHun UCO 13485, noppaspen 7.3,
CNNaHNPOBAaTbL ANA CBOEN CUCTEMbI MEHEAXKMEHTA Ka4eCTBA NPOoLECChbl, He0bX0aANMbIE ANA COOTBETCTBUA YNO-
MAHYTbLIM BbllLE TPEOOBAHUAM.
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2 HopMmaTuUBHbIE CCbINIKU

B HacToAWweM cTaHaapTe NCNoNb3oBaHbl CChINKM HA cnegyiowmne MexayHapoaHble CTaHAapThI:

MCO 9000:2000 CuncteMbl MeHeaXMeHTa KadecTBa. OCHOBHbIE NOMNOXEHUA N CNOBaPb

NCO 13485:2003 N3penna meanumnHckme. CnNCTteMbl MEHEQKMEHTA KavecTBa. TpeboBaHMAa ANa uenew
perynupoBaHns

3 TepMuUHbI U onpeaeneHus

B HacToALWEM CTaHaapTe NpuMeHeHbl TepMuHbl n onpeaenedna no NCO 9000 n MCO 13485.

[MpumeyaHune—TepMUHbl, NpUBEAEHHbIE B MPUNOXKEHUN A, MOXHO paccMaTpuBaTh Kak oOwme, Toraa Kak
onpeaeneHust 3TUX TEPMUHOB B PasnNUYHbIX HALMOHANbHbIX PErynupylLmMx AOKYMEeHTax MoryT OTNUYaThCa ApYr OT Apyra.

4 CuctemMa MeHeOXXMeHTa KaJyecTBa

4.1 OOwme TpeboBaHMA

MCO 13485:2003 U3zpenua meamumHckue. CuUcTeMbl MEHEAXXKMEHTA KavecTBa. TpeboBaHnA AnA
Lenen perynmpoBaHua

4 CunctemMa MeHea)XMeHTa KavyecTBa

4.1 O6uwme TpeboBaHUA

OpeaHu3zauyus QomkHa paspabamseieamb, O0OKyMeHmMuUposamb, BHEOPSMb U nodoepxusamse 8 pabovyem
COCMOSIHUU cucmeMy MeHeOXMeHmMa Kkadecmea, a makxe rnodoepxxuegams ee pe3yibmamugHOCmb 8 COOM-
gemecmeuu ¢ mpebosaHusIMU Hacmosiueao cmaHoapma.

OpraHn3saumna AOMKHa:

a) onpenenaTb NPOLLECCHI, HEOOXOAMMbIE ANA CUCTEMbI MEHEXKMEHTA Ka4eCTBa, U X NPUMEHEHNE BO
BCeW opraHmnsaumm (cm. 1.2);

b) onpenenaTtb NocneaoBaTenbHOCTb U B3aMMOAENCTBUE 3TUX MPOLLECCOB;

C) onpenensTtb KPUTEPUN N METOAbI, HeOBXoanMble ANA obecnevyeHna pe3ynbTaTMBHOCTW KaK NPW OCY-
LLIeCTBNEHNN, TaK N NPU YyNpaBNeHN 3TUMN NPOLECCAMM,;

d) obecnevmBaTb HANU4YMe pecypcoB N MHpoOpMaLIUN, HEOOXOANMbBIX ANA NOAAEPXKKN 3TUX NPOLLECCOB
N X MOHUTOPWHI3;

€) OCyLEecTBNATb MOHUTOPWUHI, N3MEPEeHNe N aHanm3 3TUX NPoLEeCccoB;

f) ebinonHame oeucmausi, He0bxo0uMbie Ofs O0OCMUXKEHUST 3anflaHUpo8aHHbIX pe3y1bmamaos U rnoo-
depxxaHusi pe3ynbmamusHOCMU 3mux rnpouyeccos.

OpraHn3aumsa AOMKHA OCYLECTBNATb MEHEA)KMEHT 3TUX NPOLLECCOB B COOTBETCTBUM C TPEOOBaAHUAMMN
HaCcToALWero ctaHaapTa.

Ecnuv opraHnsauns peluaeT nepeaaTtb CTOPOHHUM OPraHn3aumam BbiNnoNHEHWE Kakoro-nndo npouecca,

BNUAIOLLErO Ha COOTBETCTBME NPOAYKLMN TPeOOBaHMAM, OHa JOMKHA obecnevmBaTb CO CBOEN CTOPOHbI KOH-
TPONb Takoro npouecca. YnpasneHne nm AonMXkHO ObiTb onpeaeneHo B CUCTEME MEHEXKMEHTA Ka4yecTBa

(cm. 8.5.1).

[MTpumMeyaHue—B npouecchl, HeoOxoauMble ANA CUCTEMbl MEHeQ)KMEeHTa KayecTBa, cneayeT BKNOYaTb
npoLecchl ynpaBneH4YecKkon AeaTeNbHOCTM PYKOBOACTBA, obecneveHus pecypcamu, npoLecchl }KM3HEHHOMo LIKNa npo-

AVKLMN N N3MEPEHNS.

4.1.1 MeHeaXMeHT CO CTOPOHbI OpraHn3aumnn 3aknipyaeTca BO BHEAPEHUN U noaaepXaHnm B pabdboyvem
COCTOSIHMM PEe3YNbTaTUBHOW CUCTEMbI MEHEXKMEHTA Ka4eCcTBa, npeaHa3Ha4vyeHHON Ans obecneyveHns Npouns-
BOACTBA MeOULMHCKUX n3aenun, CoOOTBETCTBYIOLWMX TPpebOoBaHMAM NOTpedbuntena n perynupyowmm Tpedosa-
HNAM.

OpraHnsaumna MOXeT noaaepXmBaTthb B padbovyeM COCTOAHUU Pe3yNbTaTUBHOCTL Pa3paboTaHHON CUCTE-
Mbl MEHEOQKMEHTA Ka4eCTBa C NOMOLLbLIO cneaylowmx BuaoB AeATENLHOCTU!

- BHYTPEHHUX ayauTOB;

- aHanm3a co CTOPOHbI PYKOBOACTBA;

- KOPPEKTUPYIOLWNX U Npeaynpexaanwmnx AencTBun;

- HEe3aBUCUMbIX BHELLHNX OLEHOK.
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4.1.2 TloppepxxaHne B pabovyeM COCTOSAHUWN PEe3yNbTaTUBHOCTU CUCTEMbI MEHeOXMEHTa KadecTsa,
TO €CTb €€ CNOCODHOCTU COOTBETCTBOBAaTb TPeOOBaHMAM MNOTPEeOUTENAa N perynupyrowmnmm TpeboBaHnAaM,
3acTaBnaeT opraHn3aumio pe3ynbTaTUBHO pearnpoBaTth Ha:

- BHELUHMe PaKTopbl, HANPUMEP:

N3MeHEHNe perynupyowmnx TpedboBaHun, Bkndaa coobuleHna ob MHUMAEeHTax, obpaTHaa CBA3b C
noTpedurtenem;

- BHYTpPeHHMne 0akTopbl, HanpUMep:

3aMeHa OCHOBHOIO nepcoHana,

3aMeHa TeEXHUYECKUX CpeacTs,

N3MeHeHue NPon3BOACTBEHHbLIX NPOLECCOB U 3aMeHa 000pyaAOBaHNA, BKNIOYaA nporpamMmHoe obecne-
YyeHue,

3aMeHa nporpaMmmMHoOro obecneyeHns, cCBA3aHHONO ¢ CUCTEMON MeHeQ)XXMeHTa KayecTBa,

3aMeHa n3genua, BKN4asa NnporpaMMHoe obecneveHume.

4.1.3 K BupaMm aeatenbHOCTU NO noaaepXaHui B paboyvyeM COCTOAHUM Pe3yNbTaTUBHOW CUCTEMLI
MEHEeKMEHTa Ka4yeCcTBa OTHOCAT:

- YCTaHOBNEHUE N BHeapeHNe NpoLeccoB, NO3BONAKLWMNX AOCTUYL COOTBETCTBUA PEryNUPYIOLWLNM Tpe-
DOBaHUAM;

- NOCTOAHHOE NPUOdpeTeEHNnE N UCNONb3oBaHNE MHOPMALNU N AAHHbIX, CBA3aHHbIX C BblLLEYNOMSAHY-
TbIMW NpoLeccamu;

- onpeneneHne HeobxoaAMMbLIX pecypcoB U obecnedeHne UMK, BKNOYaa 4YenoBeYeckne pecypcbl n
pecypcbl MHPOPMaALUNOHHOW CUCTEMDI;

- BHECEHMNe HeOBXOOANMbIX UBMEHEHUN B CUCTEMY MEHEOXXMEHTA Ka4yeCTBa;

- NMPUMEHEeHUe Takux MeToa0B OUEHNBAHUA, KaK BHYTPEeHHNE ayauTbl 1 aHanNn3 CO CTOPOHbI PYKOBOA-
CTBA.

PykoBoadallme yka3aHua no Bnaam AeaTenbHOCTU, CBA3aHHbIM CBbILLEYNOMAHYThIMU NpoLeccamMu, N3no-
xeHbl B MCO 13485, nyHkT 7.4 1.

4.2 TpeboBaHUA K AOKYMEHTaUnmn
4.2.1 OOWwme NoNoXxXeHuUA

MCO 13485:2003 MU3penua meamumHckue. CuUcTeMbl MEHEAXXKMEHTA KavecTBa. TpeboBaHMA AnA
Lenen perynmpoBaHua

4.2 TpeOoBaHMA K AOKYMEHTaLUN

4.2.1 O6WwMe NONoOXeHUA

[OoKyMeHTaUNa CUCTEMbI MEHEKMEHTA KA4YECTBa AOMKHA BKNOYATb B Ce0A:

3a) NOKYMEHTanbHO OPOPMNEHHbLIE 3aABNEHMNSA O MNONUTUKE N LLeNsX B 06NacTu Ka4yecTBa;

b) pYKOBOACTBO NO KAYECTBY;

C) OOKYMEHTUPOBAHHbLIE NpoLeaypbl B COOTBETCTBUM C TPEOOBAHMAMM HACTOALLErO CTaHAAPTA;

d) AOKYMEHTbLI, He0OXoanMble opraHn3aumm ana odbecnevyeHna apPeKTUBHOrO NNaHNPOBaHUA, OCYLLE-
CTBNEHNA NPOLLECCOB N YNPaBneHna UMN;

€) 3anncu B COOTBETCTBUM C TPEOOBAHNAMU HACTOALLEro cTaHaapTa (cm. 4.2.4);

f) Opyaue OOKYMEHMbI, yKa3aHHbIe 8 HAUUOHAaIbHbIX UTU pea2UoHaibHbIX HOpMamueHbIX OOKYMeHmax.

TaMm, 20e 8 HacmosuweM cmaHoapme ykazaHo, 4Hmo mpebosaHue, npouedypa, kakas-nubo desmersib-
HOCMb Uf1U crieyuanbHoe Meponpusmue OOSmKHbI Bbimb « OOKYMEHMUPOB8aHbI», MoOpa3yMesaemcsi, 4mo ux
makxe criedyem 8bIfnofIHSIMb U nooodepxueame 8 pabodeM COCMOsHUU.

L1na kaxx0o20 muna unu Mooesnu MeduUyUHCKO20 U30enus opaaHu3alus 0o/mKkHa co3dame U noooepxu-
gamb 8 pabodeM cCOCmosHUU ¢hausl, cooepXkaljuu unu udeHmuuuupyrowWul 0oKyMeHmMebI, onpedensaoujue
crieyucbukayuu Ha MeOUUUHCKoe u3zdernue U mpebosaHus K cucmemMe MeHeOXMeHma Kadecmea (cM. 4.2.3).
3mu OOKyMeHMbl OOMKHbI makxke onpeodensmeb nofHbIU MPoUece U320moesieHuUs U, ecriu Heobxoo0uMo, MOH-
mapka u obcnyXxusaHusi MeOQUUUHCKO20 U30enus.

[TpumMmeyaHNA

1 CTeneHb AOKYMEHTUPOBAHNA CUCTEMbl MEHEMKMEHTA Ka4YecTBa OAHOMN OpraHu3aumm MoXeT OTNNYaTbCs OT
aApyron B 3aBUCUMOCTU OT:

a) pasmepa opraHmsauumn n sBuaa AeATEeNbHOCTH;

b) CNOXHOCTU U B3aMMOAENCTBUA NPOLLECCOB;

C) KOMMNETEeHTHOCTU NepcoHana.

2 HokymeHTbl MOryT Ob1Tb B N0H6oN dhopme 1 Ha NbHoM HocUTene.
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4.2.1.1 JOokyMeHTNpOBaHME npoueayp CUCTEMbl MEHEQXKMEHTA Ka4eCTBa HeODX0ANMO ANs NpuMeHsae-
MbiX TpeboBaHun NCO 13485, ero pekoMeHayeTCA COrnacoBbLIBaTb C NONUTUKON OpraHM3aumm B 0b6nacTtu
KadyecTBa. BaXXHO 3HATL, YTO CTPYKTYpPa 1 YPOBEHb AeTann3auum npoueayp COOTBETCTBYIOT HY)XXAaM OpraHunsa-
LIUU 1 38BUCAT OT NPUMEHAEMbIX METOAOB, a Takke NPodpeCCNOHaNbHbIX HAaBbIKOB U KBaNNMPUKaL MM nepcoHana
OpraHn3aunmn, BbINONHAKLWENO YCTaHOBMNEHHbIE BUAbLI AeaTenbHOCTU (CM. NCO 134895, nyHKT 6.2.2).

OnuncaHna npoueayp vnu UHCTPYKUMKU MOryT ObiTb NpeactaBneHbl B TEKCTOBOW, rpacdon4eckon nnu
ayamoBusyanbHou popme. Hacto npocTon Habop N30bpakeHN MOXET BblpasuTb TPeboBaHUA TOUYHeE, YeMm
noapobHOEe oNUcCaHue.

4.2.1.2 [JOKYMEHTUPOBAaHHbLIE NpoLLeaYypb!, BKNOYaa padbovne MHCTPYKLUN U rpadonveckne matepmansi,
OOMKHbI ObITb HECMOXHbIMW, OAHO3HaYHbIMW U MOHATHBLIMW, YKa3biBaTb HA MPUMEHSAEMbIE METOAbI U KPUTEPUN
COOTBETCTBUA TPEDOBAHMAM K CUCTEME MEHEQXXMEHTA KavecTBa. [JaHHble npoueaypbl 0O0bIYHO onpenensoT
HeoDOXoAuMbIe BUAbI AEATENbHOCTU N ONUCLIBAIOT:

- YTO N KeM AOOMMKHO ObITb CAENAaHO:;

- rae, Koraa v Kak 3to A0MKHO ObITb CAENAaHO;

- Kakne matepuanbl, 00opyaoBaHMe n AOKYMEHTbl A0MKHbI ObiTb NCMONL30BaHbI;

- KaK OCyLWeCTBNATb MOHNTOPUHI U U3MepPEeHUR;

- Kakme HeobXxoanMbl 3arnncu.

4.2.1.3 [JoKyMeHTbl cneayeT OUEeHNBATb NO Pe3ynbTaTMBHOCTU AOCTUXKEHNA CUCTEMON MEHEOKMEHTA
Ka4yeCTBa YCTaHOBNEHHbIX KpUTEepHneB ANA:

- (PYHKUMOHANbHOCTMU;

- APYXEeCTBEHHOro nHTepdenca;

- HeOBXOANMBIX PECYPCOB;

- NONUTUKN N Lenen B 06NacTn KavyecTBa;

- UHTepdencoB, NPUMEHAEMbIX NOTPEOUTENAMN N NOCTABLLNKAMMN,

4.2.1.4 ®avinanakaxaoro Tmna mnu Moaenm MeanuUuHCKOro n3aenns, KOTopbin aBnaeTca TpedboBaHUEM
NCO 13485, nyHkT 4.2.1, tHOraa MOXeT UMETb Pa3nNnyHble HAUMEHOBAHUSA (CM. NpUNoXeHne A, Tabnnua A.1).
LHaHHbIN hann MOXeT coaepXaTb OOKYMEHTbI MO U3roTOBNEHUIO KOHKPETHOro MeauLUMHCKOro usgenua nnu
NaBaTb CCbINKY HA MECTOHaxXoXaeHne Takux AOKYMEHTOB, HanpumMmep BKNOYaloLWnxX B ceba:

- cneyundukaunm Cblpbs, MAPKUPOBOK, YNAaKOBOYHbIX MATEPUANOB, KOMNOHOBOYHbLIX Y3N0B U MEAULINH-
CKUX N30ennu;

- KOMMNEKTOBOYHbIE BEAOMOCTMU;

- YepTexm;

- AporpamMMHoOe obecneyeHne, BKNIOYaa UCXOOHYIO nporpammy (ecnu oHa AOCTYNHa);

- paboyne MHCTPYKLUKN, BKNIOYAA PYKOBOACTBO NO IKCNNyaTaLumu;

- noapobHoe onncaHne npouecca CTepunnaaummn (ecnyu NPUMEHAETCA);

- NNaHbl N0 Ka4eCTBY;

- ONMUCaHMA NpPoLeayp U3roToBNeHUA/KOHTPONA/UCNbITaHUN;

- KpUTEPUUN NPUEMKM.

4.2.1.5 [dokymeHTbl, senawowmnecs TpedosaHnem MCO 13485, nyHKT 4.2.1, 9BNAIOTCA YACTbIO CUCTEMBI
MEeHe)KMEeHTa Ka4decTBa, K HUM MNPUMEHAIT npoueaypbl ynpaBneHMa AOOKYMEHTaMu U 3anucamu
(cMm. NCO 13485, nyHkTb1 4.2.3 n4.2.4).

4.2.2 PykoBOACTBO NO KavyecCcTBY

UCO 13485:2003 Uzpenua mepguuumHckue. CUcteMbl MeHeAKMeHTa KavyecTBa. TpeboBaHuA
ANA ueneun perynmpoBaHmA

4.2.2 PykoBoACTBO NO Ka4yeCcTBY

OpraHmnszauma AaomkHa paspaboTatb M noaaepXumBatb B pabodeM COCTOSSHUM PYKOBOACTBO MO
KayecTBY, coaepKallee:

a) obnacme NPUMEHEHUS cucmeMbl MEHEOXXMEHMa Kadecmea, skno4das noodpobHocmu u 0b6ocHo8a-
Hue mobbIX UCKMI0YeHUU u/unu HenpumeHeHus (cm. 1.2);

b) NOKYMEHTUPOBAHHLIE NPOLEAYPLI, pa3paboTaHHbIE ANA CUCTEMbI MEHEQ)KMEHTA KayecTBa, Unu
CCbINKN H3 HUX;

C) onucaHue B3auMOoOeucTBMA NPOLLECCOB CUCTEMbl MEHEOAXXMEHTa Ka4yeCTBa.

Pykoeodcmeo no kadecmay OO/DKHO onpedesiimb CmpyKkmypy OOKYMEHMOo8, UCNob3yeMbIX 8 CUC-
memMe MeHeOXMeHmMa Kadecmaa.
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Hactoawmn noanyHkT NCO 13485 He copaepXnT cneumanbHbIX PYKOBOAALLNX YKa3aHUN.

[TpumedaHune—lononHutensHaa MHQOPMaLNa O PyKOBOACTBaxX NO KadvecTBy coaepxutca B [1].

4.2.3 YnpaBneHue AO0KYMEHTaMMW

UMCO 13485:2003 U3penuna meamumHckue. CnUcteMbl MeHea)XKMEeHTa KayecTBa. [peboBaHuMA
ANA ueneun perynmpoBaHunA

4.2.3 YnpaBneHue foKyMeHTaMMn

[OKyMeHTaMn cUCTEMbl MEHEAXXMEHTA KadyecTBa He0bXoanMo ynpaBnaTb. 3anncu — cneumanbHbIn
BUA AOKYMEHTOB, N UMM HAA0 yNpaBnATb COrnacHo TpeboBaHnam, npmBeaeHHbIM B 4.2 .4.

[na onpepneneHna Heob6XoAUMbIX CpeacTB ynpaBneHna A0MKHA ObiTb pa3padboTaHa AOKYMEHTUPOBAH-
Haqa npoueaypa, npeaycMaTpuBaoLLan:

a) nposepKy U ymeepxo0eHue GOKyMeHmMo8 Ha adekeamHocmb 00 UX 8bIyCKa;

b) aHann3 n akTyanmnsauuio, N0 Mepe HeODXOANMOCTHN, N NepeyTBepPKAeHNE AOKYMEHTOB;

Cc) obecneyeHne naHTUPUKaLUN U3MEHEHUIN U CTATyCa NepPecMOoTPa AOKYMEHTOB;

d) obecnevyeHmne HaNM4UNAa COOTBETCTBYIOLLINX BEPCUN AOKYMEHTOB B MeCTaxX UX NPUMEHEHUS;

e) obecnevyeHne CoXpaHeHNA AOKYMEHTOB YHETKUMM N NETKO NAEHTUMONLNPYEMbBIMWU;

f) obecneveHne naeHTNOUKaALUUN AOKYMEHTOB BHELLHErO NPONCXOXAEHNA N yNpaBneHne nx pacchbln-
KOW;

g) npenoTBpalleHne HenpeaHaMePEHHOro UCNONb30BaHNA YCTapEeBLLUUX AOKYMEHTOB N NPUMEHEHNE
COOTBETCTBYIOLLEN NAEHTUMPUKALNN TAKNX AOKYMEHTOB, OCTaBNEHHbIX ANA KAKNX-NNBOo Lenen.

Opearu3auyus os/mkHa obecriedueampe aHanu3 U ymeepxoeHue U3MeHeHUU 8 OOKyMeHmax nubo
CO/MKHOCMHBLIM fIULUOM, ymeep)xoasWumM rnepeoHadaribHbil OOKyMeHm, nubo opyauM crneyuasribHO Ha3Ha-
YEHHbIM OO/MKHOCMHbLIM SIULUOM, UMEWUM docmyrn K coomeememayruwel UCXOOHoU UHbopmayuu, Ha
OCHOBaHUU KOmopou NpuHUMaemcs peweHue.

OpeaHu3auusi Oo/mKHa onpedensame nepuod 8peMeHU, 8 medYeHUe Komopoao credyem xpaHumpb He
MeHee 0OHOU KONuu ycmapesuwux peaynupyrouwux 0okymeHmos. Ha amom nepuood domKkeH bbimb obecre-
YyeH docmyr K OOKyMeHmam, 8 cCoomeememeuu ¢ KomopbiMu MeOQUUUHCKoe u3denue bbirio u320moefieHo U
ucnbimaHo, 8 medeHue, nNo KpauHeu Mepe, cpoka Cryx0bi MeQUUUHCKO20 u3dernus, onpedesieHHO20 opaaHu-
3auyuel, Ho He MeHee CpoKa XpaHeHus1 mobou umozoesou 3anucu (cM. 4.2.4) unu coanacHo pea2ynupyowum
mpebogaHUsM.

4.2.3.1 CnomoLlbio CUCTEMBI, pa3padboTaHHOW ANA ynpaBneHna BHYTPEHHNMN N BHELLHUMW AOKYMEHTa-
MW, MOXXHO Npn HEOHXOANMOCTM:

- onpenenaTb OTBETCTBEHHOCTL 33 pa3padboTky, 0400peHue n nsnaHne AOKYMEHTOB;

- obecneyvnBaTb OLICTPOE N3bATME YCTAPEBLLUUX KOMUKM yNpaBnaeMbliX AOKYMEHTOB;

- onpenenaTtb cnocob perncTpaunm n yTBepXXaeHmna N3MeHEeHN B AOKYMEHTAX,;

- pas3nuyaTtb yrnpaBnaemMble N HeynpaBnaeMble AOKYMEHTDI.

Cuctema MeHe)KMEeHTAa KadecTBa NOMOoraeT TaKkke naeHTMoMUnpoBaTh Nony4vyaTtenen Konum ynpaBnsae-
MbIX JOKYMEHTOB.

4.2.3.2 OOKYMEHTbI MOXXHO aHaNU3NPOBaTbh HECKONLKO a3 Ha NPOTAXEHUN BCEro CPOKa X CYLLLECTBOBA-
HUA, BCNeacTBUe, Hanpumep:

- OpraHn3aunoOHHbLIX UBMEHEHUW, 3aMeHbl NepcoHana nnnu oo6opyaoBaHNS;

- NeAaTenbHOCTU NO ayauTy;

- HOBbIX NPUOBPETEHUN;

- pa3paboTKn HOBbIX N3aenun, BHeApPEeHNA HOBbIX TEXHOMNOMNMN UNN NPOrpaMmMHbIX CPEeacCTB;

- TpeboBaHNN CNCTEMbI MEHEX)KMEHTA Kay4eCTBa OpraHn3aumnm o nepnoanyeckom npoeeaeHnMn aHanumsa.

4.2.3.3 BbinoNHeHWIO NpoLeayp ynpaBneHna AOKYMEHTAMMN MOXHO OKa3aTb coaenucTene, paspaboTas
NOCTOAHHYIO CTPYKTYPY ANA AOKYMEHTOB, BXOAALLMX B CUCTEMY MEeHe)KMEeHTa KadecTBa opraHm3aunn. B nan-
HbIX Npoueaypax pekoMeHAyeTCcAa ACHO YKa3blBaTb, K&Ky MH(POpMaLUMIo NO ynpaBneHuio A0KYMeHTaMn cneay-
eT BKNIOYUTb B K&XXAbIN KOHKPETHbIN AOKYMEHT, HanpuMep:

- HanMeHoBaHne N 0bNacTb NPUMEHEHUSA;

- NOPAAKOBbLIN HOMEP;

- AaTy BbiNycka/aaty BCTYNMNEHNA B CUNY;

- CTaTyC penakuuu;

- OaTy NpoBeAeHNA aHannM3a unu 4acToTy ero nNpoBeaeHua B 3aBUCMMOCTU OT TPpeDOBaHNN CUCTEMD!
MeHeO)XXMeHTa Ka4yeCTBa;

- NaHHble O NepPecMOoTpeE,
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- cBeAeHna 00 aBTOpe NN NMHNUMATOPE CO3AaHNS;
- cBeaeHna 006 oaobpmeLLEM(MNX) NULE(aXx);

- cBegeHua 06 nsgaewem(mx) nuue(ax);

- CBeAeHUA O pacnpoCTpaHeHUN;

- CBeAEeHMs O HYMepaLun CTpaHuL;

- CnpaBoOYHbIN hann (Npn HEOBXOANMOCTH).

4.2.3.4 INEKTPOHHbIE AOKYMEHTbLI — 3TO CMOXHaA N NOCTOAHHO pa3BmBarLlasaca obnacte. HaunoHanb-
Hble U pErMOHanNbHbIEe HOPMaTUBHbIE AOKYMEHTbI N PYKOBOACTBA MOryT YCTaHaBNUBaTb TPEeOOBaAHMA K AOKYMEH-
TUPOBaAHHbLIM Npoueaypam, npeaHasHavYeHHbIM cneunanbHO ANA YNPaBnNeHUA 3MNEKTPOHHLIMU 3aMNUCAMM,
BKNIOYaA AOCTYN, XpaHeHne, BocnpounseeaeHne, yaodbountaeMocTb, ayaAnTopCcKue 3aknioveHma n (Npm HeobXxo-
OWUMOCTWN) 3NEKTPOHHbIE NOANMUCH.

4.2.3.5 TpebosaHnem NCO 13485 k opraHmsaumnam aBnaeTca paccmarpmsaemoe B 7.1 onpenenexHue
CpoOKa CnyXX0bl Kaxxaoro MeanLMHCKOro n3aenus.

[Tpn onpeaeneHnn cpoka XpaHeHNA KOHKPETHOro A0OKYMeEHTa cneayeTt y4YUTbIBaThb:

- ANUTENbHOCTb HaXOXXAEHNA Ha PbIHKE KOHKPETHOro MeauLUMHCKOro nusaenus;

- MNpaBOBble aCNeKTbl, BKNOYasa NPpaBOBYIO OTBETCTBEHHOCTD;

- HeoOX0AUMOCTb NNU LEenecoobpPasHOCTL HeonpeaeneHHO AONroro CPokKa XpaHeHNa A0KYMEHTOB;

- CPOK XpaHeHnsa 3anncen, CBA3aHHbIX C YNOMAHYTbIMW AOKYMEHTaMMU;

- AOCTYMHOCTb 3aNacCHbIX YacTen ANA KOHKPETHOroO MeAULMHCKOro nusaenus.

4.2.3.6 OpraHnsauma AOMKHA XpaHUTb HE MeHee OAHOWN KOMUKM YCTapeBLLINX YrpaBNAeMbIX AOKYMEHTOB
B Te4deHMe X0TAa Obl MUHUMAanNbHOrO CPOKa XPaHEHNA, YCTAHOBNEHHOIO perynmpyiowmmm TpedoBaHnamMn. Peko-
MeHAOYeTCA TaKXKe XPaHUTb yCcTapeBLUME AOKYMEHTbI B Te4EeHNe BCero BpeMeHmn, Heobxoanmoro ans NOHUMa-
HMA coaepKaHUA 3anNcen, CBA3aHHbIX ¢ AaHHbIMW AOKYMeHTaMm (cM. MCO 13485, nyHKT 4.2.4).

TpeboBaHnem NCO 13485 ana opraHnsaumnmn aBnsaeTca «NpUuMeHeHne COOTBETCTBYIIOLLEN naeHTUGUKA-
LIMN» YCTAPEBLUNX AOKYMEHTOB; TaKyio MAEHTUOUKALNIO MOXHO OCYLLECTBNATL KaK (hn3nyeckn (C NOMOLLbIO
LITAMNAa OPraHn3aunmn), Tak N ¢ NOMOLLbIO 3MEKTPOHHbIX CPEACTB (B KOMMbLIOTEPHON Da3ze AaHHbIX).

B NCO 13485 paccmarpuBaeTcs BO3MOXHOCTb HanNnM4nsa B HaLMOHAaNbHbLIX UMK PErMoHanbHbIX HOPMa-
TUBHbIX AOKYMEHTaX cneumanbHbiX TPEOOBAHMN K XPaHEHUIO AOKYMEHTOB, YCTapeBLUMX NO NPUYNHE N3MEHE-
HUIM, BHECEHHbIX B MEAULIMHCKNE N3Aenusa Nnm cUCTeMy MeHeQ)XkKMeHTa KadecTBa opraHmsaumn. OpraHmsaumm
pPEKOMEHAYETCHA YCTAHOBUTb PbIHKN CObITA, K KOTOPbIM NPMMEHNMBI TaKne perynmpytowime TpedboBaHms, n pas-
paboTaTbh CUCTEMY XPAHEHUS YCTAPEBLLUNX JOKYMEHTOB B Te4EHNE HEODXOANMOro CPoKa XpaHeHUS.

4.2.4 YnpaBneHue 3anmcamMmm

UMCO 13485:2003 U3zpenua meamumHckue. CucteMbl MeHeaA)XMeHTa KayecTBa. TpeboBaHuMA
ANA uenen perynupoBaHuA

4.2.4 YnpaBneHue 3anMcaMm

3annucn AOMKHbI BECTUCb U NOAAEPKUBATLCA B paboyeM COCTOSAHUM ANa NPenocTaBrneHns cenae-
TENLCTB COOTBETCTBUA TPEOOBAHUAM U PEe3yNbTaTUBHOCTN (PYHKLNOHUPOBAHUA CUCTEMbI MEHEI)KMEHTA
kadyecTtBa. OHM AOMKHbI OCTABATLCA YHETKNMU, NErko NAEHTNOULIMPYEMbBIMWN N BOCCTaHaBNMBaEMbIMKN. Che-
nyet pa3paboTtatb JOKYMEHTUPOBAHHYIO Npoueaypy Ana onpeaeneHnsa cpeacTs ynpaBneHns, Tpedyembix
npn nAeHTNOUKaLUNN, XPpaHEeHNW, 3aLIUTe, BOCCTAHOBNEHMWN, OnpeaeneHnn CPOKOB XPaHEHUS U U3BbATUN
3anncemu.

Opearu3zayus OomKHa XpaHume 3anucu 8 medeHue, rno KpalHel Mepe, cpoka cryxbbi MeOUUUHCKO20
u30enus, onpeodeneHHO20 opaaHu3auuel, Ho He MeHee 08yX f1em ¢ MOMEHMa 8birnycKka MeOUUUHCKO20 U30e-
1UsT opeaHu3ayuel unu 8 coomeememauu ¢ peaynupyrowumu mpebosaHusMu.

4.2.4.1 Kaxpnasa 3anncb MOXeT ObITb OTHECEHA K OAHOW U3 CNeayoLnX KAaTEropun:

a — 3anncun, OTHOCALLUMECA K NPOEKTUPOBAHUIO U N3rOTOBMNEHNIO BCEX MEANLMHCKUX U3eNUN KOHKPETHO-
ro BuAa;

b — 3anncu, OTHOCALLMECA K N3roTOBNEHUIO NN pacnpeaeneHnio KOHKPEeTHOro MeanuMHCKOro nsgenms
nNn NapTMn MeanUNHCKNX n3aenuu;

C — 3anucu, unncTpupywmne pe3ynbTaTUBHOCTb KOHKPETHOU CUCTEMbI MeHeOXXMeHTa KadecTBa
(3aNNCK CNCTEMblI MEHE)KMEHTA Ka4eCTBA).

[TOHATHO, 4YTO 3anNMcK KaTeropun a n b cBa3aHbl HENOCPEACTBEHHO C KOHKPETHLIMM MEANLIMHCKUMW U3 e-
NMAMK. 3aNNCcK KAaTeEropumn a peKoOMeHayeTcs XPaHUTb B Te4eHne, No KparHen Mepe, cpoka cnyXObl MeauLH-
CKOro uM3genusa A0 TeX Mop, NoKa He 3aKOHYMTCA CPOK cnyXObl nmocnegHero MeauuuHCKOro msgenus,

/
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N3roTOBNEHHOrO NO KOHKPETHOMY NPOEKTY. 3anncu kateropmmn b pekomeHayeTcsa XpaHUTb B Te4eHne, No Kpan-
HEW Mepe, CPOKa CNyKObl KOHKPETHOW NapTUN MEONLIMHCKNX N3OENNN.

4.2.4.2 HekoTopble 3anncm MOryT MeTb CPOK XpaHeHUsA, CBA3aHHbIN CO CPOKOM CNYXXObl KOHKPETHOTO
MeaULMHCKOro usaenus, HanpuMmep 3anncu o Kannbpoeke MeanUMHCKOro nsgenua n oodyyeHun nepcoHana. B
Opyrnx cny4aax 3anucun MoryT ObiTb HENOCPEACTBEHHO HE CBA3aHbI CO CPOKOM CNYXObl MEANLIMHCKOrO n3ae-
nua, Hanpumep 3anncu 00 aHanuse Co CTOPOHLI PYKOBOACTBA, BHYTPEHHEM ayauTe, MHPPaCTPYKTYpe, OLEHU-
BaHUIO KOHKPETHbLIX NOCTaBLUMKOB U aHanu3y AaHHbIX. B aTnx cnydaax NCO 13485 tpebyeT OT opraHnsaumnm
naeHTUOULMPOBaTL HEOOXOAUMBIN CPOK XpaHeHUa 3annucen. [Npu yCTaHOBNEHUN TAKOro CPOKa OpraHnsaumnm
peKkoMeHayeTca NPUHUMATL B pacyeT HazHavdeHue KOHKPETHOro MeauLUMHCKOro n3genusa, pUCcKn, CBA3aHHbIE C
ero NpUMeHeHneM, CyLLeCTBYIOLLME 3aNMCU U NPUMEHUMbIE perynupyrowne TpedoBaHus.

4.2.4.3 3anucuvpekoMmeHayeTcs XpaHnTb B 0e30NacHOM MecCTe, 3aLNLLIEHHOM OT HECAHKLIMOHNPOBAHHO-
ro AOCTYyNa n BO3MOXHOCTN U3MEHEHNSA. 3anNncU AOMXKHbI ObITb NPaBUNbLHO NAEHTUMOULINPOBAHLI, CODPAaHHDI,
NPOHYMEPOBaHbI, 3apPErnMcCTPUPOBaAHbl N COXPAaHEHDbI, 8 TaKKe NPu HeOBXOAMMOCTMN NErKOAOCTYMHbLI. 3anucu
MOXXHO XpPaHWUTb NN KONMPOBaTb B NIOOOM yaOoOHOM BUAe (Hanpumep B Buae ne4aTHOW KONMn Nnu B 3NeKTPOH-
HOM Buae). [Npn paccMOTPEHNN CPOKa XPaHEHNA N AOCTYNHOCTU 3aNNCEN, XPaHALLMNXCS B 3NEKTPOHHOM BUAE,
cneayeT y4uTbIBaTb Aerpanaunio 3aNeKTPOHHbIX A3HHbIX U HEODXOAUMOCTb UMETL COOTBETCTBYIOLLIEE annaparT-
HOE M NPorpaMMHoe obecneveHne ANA NONy4YeHUa AOCTYNAa K KOHKPETHbLIM 3anncam. Konmm 3anmncen AOMKHb|
coaepXaTb BCHO MHPOPMALMIO, coaepKallyioca B OPUrMHanNbHbIX 3aMUCAX.

4.2.4.4 [1aHHblE, BHOCUMbIE OT PYKU, AOMXKHbI ObITb HECTUPAEMbBIMWN N HECMbIBaAEMbIMW. JlnLaMm, BHOCS-
LLIMM pa3peLlleHHble AaHHble B 3aNUCb UNW 3aBEPAIOLLIMM TaKMe AaHHble, cneayeT AenaTtb 3TO Pa3dbopUynBLIM
NoYepPKOM U NOATBEPXKAAaTb BHECEHMNE HOBbLIX AAHHbIX NPOCTaBNEHNEM BU3bl, NOOANUCLIO NN €€ 3KBUBANEHTOM,
a TaKKe NaTon.

UT0o0bl NpaBUNbHO cAenaTb 3annUcCb, HYXKHO CrNeaoBaTbh HMXKENEPEYNCNEHHbLIM Npoueaypam (eCnm OHu
LLenecoobpasHbl):

- perMcTpupoBaThb AaHHbIE U pe3ynbTaTbl HAONAEHNN MO Mepe UX NOABNEHUS;

- He faTnpoBaThb 3anncb bonee paHHUM NNU NO3OHMM YNCNOM, YEM TO, KOraa OHa BbINOMHAETCS;
- HEe UCNONb30BaTb BU3Y, NOANUCL UNKW 3KBMBANEHT NOANUCK APYroro Nnua;

- 3anonHATbL Bce Nona unu rpadbl NPY HaNNMYNN KOHKPETHON (POPMbl 3aMNCK;

- NPUBOAUTb CCbINKY Ha UCXOAHbIE AaHHblE NPU Nepeaaye AaHHbIX U UMETb KONUIO 3annucu nepenaBae-
MbIX A3HHbIX, 3aBEPEHHYI0O APYrMM YNONHOMOY€EHHbIM NNLIOM;

- BepnnUMPOBaTb NOMHOTY U NPaBUNbHOCTb BCEX JaHHbIX;
- HYMEpOBaTb CTPaHWULbI ANA AEMOHCTPALIUK 3aBEPLLUEHHOCTN 3aNUCW.

4.2.4.5 EcnuvB3anucncaenaHannuvBbisBneHa omnbka, pekoMmeHayeTcancnpaBnaTh €€ TakK, YTOOb! nep-
BOHa4YanbHasa 3annucb He NOCTpanana, a ncnpasneHne ObLINO A3aTUPOBAHO N 3aBM3NPOBAHO. EcnNn Lenecoob-
Pa3HO, PEKOMEHOYETCA 3aperncTpupoBaTb NPUYNHy ncnpaesneHuna. [Npmn ncnonb3oBaHUN 3NEKTPOHHOW (POPMb
3anMcu BMECTO 3anncum Ha DyMaXHOM HOCUTENe pekoMeHAyeTCA (rae 3T0 BO3MOXKHO ) BKNIOYATL B YNIOMAHYTHIE
3NEKTPOHHbIE (POPMbl 0DA3aTENbHbIE CUCTEMHbIE «Cneabl» ANA ayauta ¢ OTMETKOW BPEMEHWN BHECEHMA
ncnpaeneHnsa Ana NPOocneXmnBaHnsa N3MeHeEHNN 3anncKn. Takme «cnegbl» AnNa ayanta MoryT BKNo4aTb B cebs
nAeH TUPUKaLUUIO pas3peLleHHOro NnonbL3oBaTens, MHPOPMaLUUuIo O CO34aHUN 3anNUcK, ee yaaneHnn, Moamnguka-
Lnn/ncnpaBneHnmn, CBA3AX ¢ APYyrummn 3anncammn, Bpemsa n Aaty, NPUHATbIE 3aMevaHns.

4.2.4.6 OpraHmsaumsa MOXeT Takke UMETb anbTepPHATUBHbIE BO3MOXHOCTU BBOAA BaXXHbIX AaHHbIX B
9NEKTPOHHbIE 3aNUCU, HANPUMEP:

- Apyroe ynonHOMOYEHHOE NULLO C 3apermcTppoOBaHHLIMU MMEHEM U MAEHTUOMKALMOHHBIM HOMEPOM
MOXET BEPUDNLIMPOBATL BBO/ AHHbIX C KNaBMAaTYpPbl C NPOCTAaBNEHNEM BPEMEHU N AATbl UNK

- CUCTEMaA C NPAMbIM COOPOM AaHHbIX MOXET BbIMONHATL BTOPYIO KOHTPOMBbHYIO NPOBEPKY, YTO ABNAETCA
4YacTbio PYHKUNOHANBbHbLIX BO3MOXHOCTEU CUCTEMDI.

OpraHusauma AonkHa BHEAPUTb CUCTEMY obecneyYeHns COXPaHHOCTU SNEKTPOHHbIX 3aNUCEN M 3aLLUTDI
NX OT HECaHKLUMOHUPOBAHHOIO BBOAA AaHHbIX. OONAaCTb 3NEKTPOHHbLIX 3anncen ABNAETCA CNOXHON U NOCTOAH-
HO pas3BuBawwwenca. HaunoHanbHble U pernoHanbHble HOPMAaTUBHbLIE AOKYMEHTbl U PYKOBOACTBA MOryT
BblABUraTb TPEOOBAHUA K OpraHM3auuamMm YCTAHOBUTb AOKYMEHTUPOBAHHbLIE npoueaypbl cneunanbHO AnNA
YNPaBneHNA 3NEKTPOHHBLIMU 3aNNCAMU. DTU NpoLeaypbl MOryT BKNOYaTh B ce0A (Npn HEODX0ANMOCTN) AOCTYN
K 3annUcam, ux XxpaHeHue, BOCNPOU3BOOAUMOCTb, pa3bopunBOCTb, HAaNU4ne ayanTopCcKuUX «CneaoB» N 3NeKTPOH-
HbIX NOANNCEWN, HO HE OrPaHNYNBATLCA YKa3aHHbLIMU NpoLeaypamMu.

4.2.4.7 lpvonpeneneHnn Cpoka xpaHeHNa 3anncen pekoMeHayeTCs, KPOMeE CPOKa CNyXX0Obl KOHKPETHO-
ro meanumHckoro nsgenusa (cm. NCO 13485, nogpasnen 7.1), paccMaTpuBaTh TaKKe NPaBOBble aCMNEKTHI,
BKNIOYaA IpUaANYeCcKyo OTBETCTBEHHOCTb, MHE0DX0ANMOCTbL NN LLeNecoobpa3HOCTb HeonpeaeneHHO AONro-
ro XpaHeHunsa 3anucemn.
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5 OTBEeTCTBEHHOCTb PYKOBOACTBA

5.1 Oba3zaTenbCcTBa PyKOBOACTBA

UCO 13485:2003 U3zpenua meamumHckue. CuctemMbl MeHea)XMeHTa KayecTBa. TpeboBaHuMA
ANA uenen perynupoBaHuA

5 OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 ObazaTtenbCcTBa PYKOBOACTBA

Bbicwiee pykogoocmeo opaaHu3zayuu OOMKHO noomeepxodamb C80I0 NMPUBEPXEeHHOCMb pa3pabomke
U 8HEOPEHUIO cucmeMbl MEeHEOXMEeHmMa Kadecmea, a makxe noooepxXaHurw ee pesynbmamusHocmu
10cPeodCcmaeomM:

a) noBeaeHua 00 CBeAEHUA OPraHn3aLnmn BaXXHOCTU BbINONHEHUA TPEbOBaHUN NOTPEObNTENSA, a TaKXe
3aKOHOAATENbHbIX U 0683aTENbHbLIX TPEDOBaAHUI;

b) pa3paboTkm NoNUTUKN B 0BNACTN KAYECTBA;

C) obecnedyeHnsa pa3paboTku uenen B 06NacTn Ka4ecTBa;

d) npoBeaeHna aHann3a co CTOPOHbI PYKOBOACTBA;

e) obecneveHnsa HeOBXOANMbIMKM PeECYPCaMMN.

[1pumMedaHUue— BHacmosauwem cmaHOapme peaynupyrouiie mpebogaHus oepaHu4eHbl monbko besonac-
HOCIMBIO U (OYHKUUOHUPOBAHUEM KOHKPEemMHo20 MeQUUUHCKO20 u3denus.

Ba)XHO OTMETUTL ycuneHmne ponu pykoeoacTea opraHnsaunm (cm. NCO 13485, nogpasnen 5.1), KoTopoe
Npn3BaHo 0becneYnTb Ppe3ynbTaTUBHOCTbL CUCTEMbI MEHEXKMEHTA KadeCcTBa Npu BbINONHEHNUN PYKOBOACTBOM
OpraHn3auunm B3saTbiXx 06A3aTENLCTB.

Oba3aTenbCTBA PYKOBOACTBA OPraHnN3aunn HaxoaqdaTt cBo€ OTpaXeHUe B NENCTBUAX PYKOBOAOCTBA.

Y4untbiBasa, YTO CUCTEMA MEHEQKMEHTA KaYecTBa npeancraendcet cobown COBOKYINHOCTb B3dUMOCBA34dH-

HbIX NPOLIECCOB, PYKOBOACTBY OpraHmM3aLnm pekomeHayeTca obecneyunTb pe3ynbTatBHoe PYHKLMOHNPOBA-
HUe 3TUX NPOLLECCOB.

Ocoboe BHMMaHWe cneayeTt yaenuThb:

- pe3ynNbTaTUBHOMY AOOCTWXEHUIO 33anNaHUPOBaHHLIX PEe3yNbTaTOB MOCPEACTBOM OCYLLECTBNEHUS
nocnenoBaTeNbHOCTU B3aNMOAENCTBYIOLLNX NPOLECCOB;

- YeTKOMY onpeneneHunto BXoaoB, BUOOB AeATENbHOCTU U BbIXOAOB NPOLIECCOB, a TakKe ynpaBneHuto
NMW;

- MOHUTOPWHIY BXOAO0B N BbIXOAO0B C Lenbio Bepnpukaunmn B3aMMoaencTBna U pesynbTaTUBHOIMO Py HK-
LINOHNPOBAHUA KOHKPETHbLIX NPOLECCOB;

- MAEHTNPUKALNN ONACHOCTEN N yNpaBnaeMblX PUCKOB;

- NPOBEAEHUIO aHANU3a AaHHbIX ANa obnerdyeHna 06A3aTENbHOrO yny4lleHnsa NpoLECCOB;

- naeHTNPUKaLnun NuL, OTBETCTBEHHbIX 3a NPOLIECCHI, a TaKXe nx npas U 06A3aHHOCTEN;

- PYKOBOACTBY KaXXAbiM NpoLeccoM ANa AOCTUXEHNA ero ueneu.

5.2 OpueHTauna Ha noTpedbuTens

MCO 13485:2003 U3zpenua meamumHckue. CucteMbl MeHea)XMEeHTa KayecTBa. TpeboBaHuMA
ANA ueneun perynmpoBaHmA

5.2 OpueHTauMA Ha noTpeduTenn

PykoeoOcmeo opeaHu3auyuu OomKHO obecniedugame oripeodesieHue U 8binonHeHue mpebosaHuu
nompebumens (cm. 7.2.1 u 8.2.1).

B NCO 13485, noapasgen 5.2, noa4epKkHYTO yCUNEHNE OTBETCTBEHHOCTN PYKOBOACTBA OPraHn3aumm 3a
onpeaeneHune TpeboBaHUM NOTPebuTena n obecnevyeHne HeOOXOANUMbIX PEeCypPCOB ANA yAOBNETBOPEHUA 3TUX
TpeboBaHMN HE3aBUCUMO OT TOrO, KTO U3 NepcoHana ocywecTBNAeT B HACTOAWNNA MOMEHT B3aMMOAENCTBUE C
notpedbutenem. KOHKpeTHble HanpaeneHnsa 3Toro npouecca cMm. B MCO 13485, nyHkTol 7.2.1 1 8.2.1.
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5.3 NMonutTnka B o6nacTtmn xayecrtBa

UMCO 13485:2003 Uzpenua meguumnHckue. Cuctembl MeHeAKMEHTa KayecTBa. T peboBaHnA gnA
uenewn perynupoBaHua

5.3 NMonutuka B 006NacCTN KadecrtBa

PykoBOACTBO OpraHn3aLmm AOMmKHO obecneymBaTtb, YTOObI NONUTUKA B 0ONACTN Ka4eCcTBa:

a) COOTBETCTBOBaNA LLleNaM OpraHn3auum;

b) eknovana obszamenbcmeo coomeememeaosames mpebosaHUsIM cUCMeMbl MEHEOXMEHMA Ka4vecC-
mea u nodoepXxusame ee pe3ynbmamueHoOCMb,

C) co3aaBana OCHOBbI ANS NOCTaHOBKM U aHanNu3a Lenen B obnactn Ka4ecTsa;

d) Obina ooBeaeHa A0 cBeAeHUNA NepcoHana OpraHn3aumn N NOHATHAa eMY;

€) aHann3npoBanacb Ha MNOCTOAHHYIO NPUrOAHOCTD.

[TonnTtnka B 06NacTn KavecTea ycTaHaBNUBAET:

- 00a3aTenbCcTBa BOONACTU Ka4yecTBa U NOCTOAHHOIO YNy4LLEHNA PEe3yNbTaTUBHOCTU CUCTEMbI MEHE QK-
MEHTA Ka4yeCTBa C Lenblo yaoBNeTBOPEeHUa TpeboBaHMW NOTPEONTENA N Perynupyomnx TpeboBaHN;

- yCNnoBuA, HeOOXoaAnMblE ANA peanu3auum uenen B 06NacTn Ka4ecTBa;

- B3aMMOCBSA3b MeXay LuenaMmmn opraHnsaumm n TpeboBaHnaMmn notTpebuntens.

[TonnTnky opraHnsaunmn B 06nNacTn Ka4ecTBa BaXXHO pacCcMaTPUBaTb Kak HaCTb 00LLEN MONUTUNKN OPraHu-
3auunmn, cBA3aHHOW C AeNOBbIMM ONepaLmaMn (Hanpumep MapKeTUHroM, NpoaaxxamMu, pPnHaHcammn) nobecneymn-
BaIOLLEN NX COrNacoBaHHOCTb N B3aUMHYIO NOAOEPXKKY.

OpraHn3sauna AoMmKHa cornacoBbiBaTbh NONUTUKY B 00NACTM Ka4eCcTBa CO CBOUMM 0bA3aTeNbCTBAMM NO
Ka4yeCcTBY U 0OLLUMM NpeacTaBneHnEM O 3Ha4eHUM Ka4yecTBa Ana npeanpUuHNMaTENbCKON AeATENBHOCTN Opra-
HU3aLUun n NoTpedbutenen.

[okyMeHTanbHOE OdopMNeHne NOMUTUKN opraHnsaumm B obnactn kadectesa cMm. B NNICO 13485,
NYyHKT 4.2.1.

[na peMoHCTpaunun HamepeHna BHEAPATL CBOKO MNONUTUKY B 0ONACTM Ka4yecTBa OpraHm3aumna AoMmKHa
4eTKO uaeHTdPnUnMpoBaTb 00LLKE Llenn B 06NacTu KayecTBa N cdoepe CBOEN NpeanpMHUMATENLCKON AeAaTeNb-
HOCTN, HENOCPEACTBEHHO CBA3aHHbIE C OpraHn3aunen n NoTpeduTenaMmm ee NPOAYKLNN.

Oba3aTenbLCTBa PyKOBOACTBA OpraHn3aunmn no OTHOLLIEHUIO K NONUTUKE B OONACTU KavyecTBa AOMKHbI
ObITb O4EBUAHBI, AENCTBEHHbI U PE3YNbTAaTUBHO A0BEAEHbI A0 CBEAEHNA NEePCOHaNa opraHnsaunn. Hanpumep,
0OHapOoaOBaHHasA KONMa AOKYMEHTAa O NONUTUKE B 0ONACTU Ka4yecTBa, NoANNCaHHas PyKOBOACTBOM OpraHmn3a-
LUK, ABNaeTcsa 0AHUM U3 CNOocODOB NPOAEMOHCTPUPOBATL 00A3aTEeNLCTBA PYKOBOACTBA NO OTHOLLEHUIO K Nep-
COHany opraHmsaumm n notTpedbutenam ee npoaykuun. Opyrum crnocoboM aBNAETcA npeacTtaBneHue w
obCcyKaeHWe NONNTUKN B ODNACTU Ka4eCTBa Ha COBpaHnax, NpoXoaaLllunx BHYTPU OpraHn3aLmnmn B TEHEHNE roaa.
ObasaTenbCTBa PYKOBOACTBA OpraHnsaumnm Hanbonee oMeBUOHO BbiPaXalTCs B €ro peLleHnax n AencTBusX.

Becb nepcoHan opraHn3aLmnmn A0MKeEH NOHUMAaTb NONUTUKY OpraHn3auunm B 06NacTn Ka4ecTBa U €€ BNUS-
HUEe Ha AeATENBbHOCTb OpraHm3aunn. PykoBoACTBO OpraHmM3auumn A0MKHO o0becneynTb NPUHATNE pPeLleHn No
NPUMEHEHNI0O METOAO0B, C MOMOLLLIO KOTOPLIX AOCTUraeTca Takoe NOHUMaHue.

[TonnTuKy B 06NacTn Ka4ecTtea HEODXOANMO NepPNoanNYeCKN aHann3npoBaTb ANA TOro, YTobbl onpene-
NNTb, HACKONbKO TOYHO OHA OTPaXXaeT TeKyLLME N rnobanbHble Lenn B 0ONAaCcTU Ka4eCTBa, NPUHATLIE OpraHn3a-
Lnen. AT AENCTBUA BbINONHAKTCA BO BpeMA aHann3a co CTOPOHbI pykoBoAacTBa B cooTBeTCcTBMN C MCO 13485,

noapasnen 5.6.

5.4 NMnaHnpoBaHue
5.4.1 Llenun B obnactu KkayectBa

FTOCT P UCO 13485:2003 Uzpenna MeauunHckue. CucTeMbl MeHeAXXMEHTA KavyecTBa. Tpebo-
BaHUA ANAa ueneun perynupoBaHmA

5.4 TnaHnpoBaHue

5.4.1 Llenn B obnactn kayectBa

PykoBoACTBO opraHn3aumn AomKHO obecneunBaTtb, YTOOLI LLenn B 00NacTn Ka4ecTsa, BKNOYasA Te,
KOTOpPble HEOOXOAMMBI ANS BbINONHEHUA TPEObOBAHMN K NpoaYKLUMK (CM. 7.1, nepevncneHune a), Obinm ycra-
HOBMNEHbI B COOTBETCTBYOLLMX NOAPA3AENEHNAX NHA COOTBETCTBYHOLLMX YPOBHAX. Llenn B 06nacTtn kavecTBa
NOMKHbI ObITb N3MEPUMBIMW N COrNacyeMbIMU C NONUTUKON B 0BNACTN Ka4yeCTBa.
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[ona Toro, 4ToObl NONUTUKA OPraHM3aLnn B 0ONACTN KadecTBa Obina pe3ynbTaTUBHOW, PYKOBOACTBO
OpraHu3aunm AOMKHO YCTAaHOBUTL SAICHbIE LLenn B 00NacTn kadecTtsa. PyKOBOACTBO OpraHn3aumm He 064a3aHo
HENOCPEACTBEHHO BbINOMHATL BUALI AEATENBHOCTN, HEOOXOAMMbIE ANA AOCTMXEHNSA NOCTABNEHHbIX Lenewn,
HO 0DA3aHO HECTU 33 3TO OTBETCTBEHHOCTb.

[pn ycTaHOBNEHUM Lienen B 06NacTu Ka4eCTBa U CBA3aHHbIX C HUMM 3334 00bIYHO onpenensaioT BPeMEH-
Hble PaMKN AN peLleHus 3TUX 3aaau.

YcraHoBneHMe uenen B obnactn kadectea B cooTBeTcTBUM ¢ NNCO 13485 TpebyeTca He TONbLKO ANSA CUC-
TEeMbl MEHE)KMEHTA Ka4eCTBa, HO N ANA MEANLIMHCKUX N3aeNNUN N CBA3AHHbLIX C HUMW yCcnyr (CM. 7.1, nepevnc-
neHue a).

Llenn B 06nactun kayecTBa AONXHbI ObITb peanbHbl U CBA3aHbI C AOCTUXUMbIMU M N3MEPSAEMbIMU PE3YIb-
TaTamMu, KOTOPbIE:

- COOTBETCTBOBanNM Obl TpeboBaHMAM (NOoTpeduTensa, perynupylowmmMmnap.) K MeANLUNHCKMM N3aenmamn
CBA33HHbLIM C HUMU YCNYram;

- YMEHbLUANM NOorpeLLIHOCT!;
- YMeHbLLanu BpeMs Ha npoBeaeHne BHYTPEHHErO ayauTa;

- COOTBETCTBOBANM YCTAHOBMNEHHOMY KaneHaapHOMY MNNaHy;

- YMEeHbLLAnNun BpemMs pearnpoBaHns Ha xanobbl notpedburtenen.

[pynnbl Ny, AENCTBYIOLME BHYTPW OPraHn3aumnmn, 00bl4HO YCTAaHABNMBAKT MPYNNOBLIE LLENN, BbITEKAI0-
LMe U3 Lenen Bcem opraHmn3aunm n CBA3aHHble ¢ AeATENbHOCTbIO KOHKPETHOM rpynmbl.

Llenn B 0Gnactu kayecTBa ABNAKTCA OAHMM U3 BXOAOB B NNaHUPOBaAHUE CUCTEMbI MEHEXKMEHTA KaueC-
TBa (cM. NCO 13485, nyHKT 5.4.2).

5.4.2 NMnaHnpoBaHMe CO3AaHUA U pa3BUTUA CUCTEMbl MEHEe)XMeHTa KayecTBa

UMCO 13485:2003 Uzpenua meauumnHckme. CUCTeMbl MEHEAKMEHTA KayecTBa. TpeboBaHnA aonA
Lenen perynmpoBaHunA

5.4.2 TlnaHnpoBaHne co3gaHna n pa3BUTUA CUCTEMbl MEHEeAXKMEHTA Ka4yecTBa

PykoBOACTBO OpraHn3aLmm AOmKHO obecneymnBaThb:

a) nnaHnpoBaHWe CO3aaHunA N Pa3BUTUAR CUCTEMbI MEHEIXKMEHTA Ka4eCTBa ANSA BbINONHEHNS TPeDOo-
BaHMW, NpnBeaeHHbIX B 4.1, a TaKke ANA AOCTUXKEHUSA Lenen B 0ONacTn Ka4eCcTBa,;

b) coxpaHeHue LeNOCTHOCTN CUCTEMbI MEHEAXKMEHTA Ka4yeCcTBa NPU NNaHNPOBAHMN N BHEOPEHUN B
Hee N3MeHEeHUN.

5.4.2.1 NnaHnpoBaHne CUCTEMbl MEHEAXXMEHTA Ka4eCTBa B LLENOM, B NPOTUBONONOXXHOCTL NNaHUPOBa-
HUIO ee NHOMBUAYANbHbIX 3NEeMeHTOB, paccMaTpuaeTca B MCO 13485, nyHKT 5.4.2.

[na Toro, 4ToObl CUCTEMA MEHEOQKMEHTA Ka4eCcTBa COOTBETCTBOBaNAa TpebosaHnam NCO 13485, noa-
pa3snen 4.1, nnaHnpoBaHne AOMKHO DOMNbLUEN YacTb0 OCYLLECTBNATLCA HAa Ha4YanbHbIX 3Tanax co3AaHnsa n
BHEAPEHNA CUCTEMbI MEHEMKMEHTA KAYECTBA, YTO MOXET MNOMOYb OPraHmM3aLmnmn AOCTUYb €€ Lenen B 0b6nactu
KadyecTBa. TakKak Lienm B obnacTmn ka4ecTBa MOryT CO BpeMeHEM ObITb UBMEHEHbI, MNaHNPOB3HUE TAKXKE MOXET
ObiTb U3MEHEHO, YTO NO3BONSAET CUCTEME MEHEQ)KMEHTA Ka4eCTBa OCTaBaTbCS Pe3ynbTaTUBHOW BO BPEMS
N3MEHEHN N NOCNe HUX.

5.4.2.2 Tunn4vHble BXOOQHblE AaHHblEe ANA NNAaHUPOBaHNA CUCTEMbI MEHEAXXMEHTA Ka4eCTBa BKMIOYaloT B
cebn:

- NONUTUKY B 0BNACTN Ka4ecTBa;

- Uuenu B 06NacTn Ka4ecTBa;

- perynupvyiowmne TpedoBaHns;

- CTaHOapTbl CUCTEMbI MEHEMKMEHTA KAYECTBA;

- HeobxoauMBble N3MeHeHNS (ABNALLNECA HAaNPUMEP Pe3yNnbTaToOM aHanu3a co CTOPOHbI PYKOBOACTBA
OpraHn3aLmnmn N/MnNn KOPPEKTUPYIOLLINX N NpeaynpexnarLLumnx NencTBuUn).

5.4.2.3 Tuvnn4Hble BbIXOAHbIE AaHHblE NNaHUPOBaAHNA CUCTEMbI MEHE)KMEHTA KaydeCcTBa, AEMOHCTPUPY-
lowne cooreetcTBue TpebosaHnam NCO 13485, nogpasnen 4.1, n uenam B 06NacTn Ka4ecTBa, BKMNIOYAKOT B
cebn:

- PYKOBOACTBO MO KA4YE€CTBY M BCNOMOraTenbHble AOKYMEHTDI;
- aHanu3 VHUWOEHTOB;

- MNaHbl N0 KOHKPETHbIM BUAAM OeATENbHOCTMY;

- pe3ynbTaTtbl NNaHNPOBaHNA BUOOB AEATENbHOCTH.
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Cneayet OTMETUTb, YTO TEPMUH «NNAH Ka4eCTBa» Yalle NPUMEHSIOT B CBA3U C NNaHUPOBAHUEM NPOLIEeC-
COB XN3HeHHOoro umkna npoaykumm (cm. NCO 13485, noapasnen 7.1), 4eM B CBA3U C NNaHUPOBaAHUEM CUCTEMDI
MEeHEeI)KMEHTa Ka4yeCcTBa.

5.5 OTBETCTBEHHOCTb, MOSIHOMO4YUA U OOMEH MHoOpMaL e

5.5.1 OTBeTCTBEHHOCTb M NONIHOMOYMUA

NMCO 13485:2003 U3penuna meamuumHckue. CUCcTeMbl MeHeaXKMeHTa KayecTBa. TpeboBaHuMA
ANA Uenen perynupoBaHuA

5.5 OTBEeTCTBEHHOCTb, MOJSIHOMO4YMA N OOMeEH MHhopMaLmnen

5.5.1 OTBeTCTBEHHOCTb U MNOMNHOMOYMA

Pykoeodcmeo opeaHu3auuu OOmKHO obecrnedusame:

- onpedesnieHue omeemecmeeHHOCMU U NMOIHOMO4YUU, Komopbie HeobXxo0uUMO OOKyMeHmupoeams, U
dosedeHue ux 00 ceeOeHUs nepcoHana opaaHulayuu;

- 83aumMoleucmaue U He3asucuMocms rnepcoHarsa, Pykoeoosueao, 8bINMOMHAIW,e20 U sepuulupy-
roujez2o pabomy no obecne4vdeHuro kadecmea, U onpedesieHue NoTHOMoYUU, HEOOXOOUMbIX Of15 8bINOMHEHUS
3amux 3a0adu.

[1pumMeuyaHUue— HalyuoHanbHbie U pealuoHanbHbie HopMamugHblie OOKYyMeHMbi Mo2ym codepkamb mpebo-
g8aHUe O HasHa4YeHUU KOHKPemHbIX Uy, omeemcmaeeHHbIX 3a 8Ulbi BesmernbHocMmU, cesisaHHble ¢ HabnwooeHueM 3a
aKcrnyamauyueld 20mosbix MeOUUUHCKUX u3denul, a makxe ogopmneHuem omyema 06 uHyudeHmax (cm. 8.2.1 u
8.5.2).

BbinonHeHWe 31oro TpedoBaHmna 0bbIMHO AOCTUraeTCa CoOCTaBNeHNnEM AOKYMEHTUPOBAHHbLIX ONMUCaHUN,
BKNIO4YaOLWKNX B ceba pacnpeneneHmne OTBETCTBEHHOCTN N NOMHOMOYNI, @ TAKXKE CXeM, ONMUCLIBAIOLLNX B3aNMO-
OEeUCTBMNE MeXay NnepcoHanoMm opradnsaumn. [ocKonbKy 3T AOKYMEHTbI ABNAKTCA YaCTbi0 CUCTEMbI MEHE -
XXMEHTa Ka4vyecTBa, UMU cneayeT ynpaBnaTth (CM. MCO 134895, nyHkT 4.2.3). B AOKYMEHTUPOBAHHbIE NpoLeayps!
MOXHO TaKke BHOCUTb CBEAEHNSA O pacnpeaeneHnn OTBETCTBEHHOCTM U NONHOMOYNIN (BKNOYAaA Takoe pacnpe-
neneHne npu sameHe NepcoHana). B HEKOTOPbLIX OpPraHU3aLmax COCTaBNAKT «KapTy» MNPOLECCOB CUCTEMbI
MeHeQKMEeHTa KayeCcTBa, AEMOHCTPUPYIOLLYIO CBA3U MeXAay npoueccaMmn n OTBETCTBEHHOCTbL 3a OCYLLECTBNA-
eMble BUAbl AeATENbHOCTN.

[1Nna HeKOTOpbIX BUOAOB AEATENBHOCTU (HAaNpUMepP BHYTPEHHUX ayAUTOB Ka4yeCcTBa M aHann3a pas3BuTnA )
ABNAETCA BaXXHbIM Y4aCTUE B HUX NNL,, UMEOLLUNX HEODX0AUMbIE 3HAGHUA U HE 33aBUCALLUUX OT OpraHn3aunm, geq-
TENbHOCTb KOTOPOW OHU 3aHANU3NPYIOT.

5.5.2 lNpeactaBuTENDb PYKOBOACTBA

NMCO 13485:2003 U3penuna meamuumHckue. CUCcTeMbl MeHeaXKMeHTa KayecTBa. TpeboBaHuMA
ANA Uenen perynupoBaHuA

5.5.2 lNpepcTtaBuTENDL PYKOBOACTBA

PykoBOACTBO OpraHn3aLlmm A0MKHO Ha3Ha4YnTb NPEeACTaBUTENA U3 COCTaBa PYKOBOACTBA, KOTOPLIN
HE3ABUCMMO OT APYIMx 00683aHHOCTEN AOMKEH HECTU OTBETCTBEHHOCTb U UMETb NOMHOMOYUS, PACNPOCTPa-
HAOLLMECA HA:!

a) obecnevyeHue pa3paboTkn, BHEAPEHUA U NoaaepPKaHUA B paboyeM COCTOAHUN NPOLLECCOB, Tpebye-
MbIX CUCTEMON MEHEeQXKMEHTAa Ka4eCTBa;

b) npeacraBneHne oTYETOB PYKOBOACTBY OpraHmn3aumnm o QyHKLMOHNPOBAHNN CUCTEMbI MEHE)KMEH-
Ta Ka4ecTBa N HEOH6XOAMMOCTU yNy4LLEHNA (CM. 8.5);

c) obecnedeHue 8Hympu opaaHu3ayuu MoHUMaHUs peaynupyrowux mpebosaHull U mpebogaHul
nompebumerns.

[ PUWMEYHAHNE— B oTBeTCTBEHHOCTL npeacTaBUTENA PYKOBOOCTBA MOMET ObITb BKNKYEHO noaaepxXxaHne
CBA3N C BHEWWHUMW CTOPOHaAMU NO BOMNPOCaM, KaCaklWMMCA CUCTEeMbl MeHEeAXMEHTa KadeCTBAd.

Ha ITY AOJKHOCTb MOXET OblTb Ha3Ha4€H TONbKO OAWH npeacrautTesib pykopoacread OpraHn3aulunn.
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OyHKUMM NpeacTaBNTENSA PYKOBOACTBA MOTYT ObITb MONHOCTbLIO CBA3aHbI C BUAAMWN AEATENbHOCTM MO CUC-
TEME MEHEAXKMEHTA Ka4eCTBa N ¢ ApYrimMn yHKLNAMW U pacnpeaeneHnem OTBETCTBEHHOCTM BHYTPU Opra-
HN3aLNM.

Ecnu npencraButenb pykoBOACTBa OCyLUECTBNAET Apyrne dyHKLUMKN, pekoMmeHayeTca n3beratb KOH-
(hnnKkTa NHTEPECOB MEXAY OTBETCTBEHHOCTbLIO 33 3TN DYHKLUMN U (PYHKLMN, CBA3AHHbIE C CUCTEMON MEHE-
)XMEHTa KayecTBa.

B aTOM cny4ae npeacraBuTenb PYKOBOACTBA MOXET AenernpoBatb 00A3aHHOCTU NO OCYLLECTBNEHUIO
NEeATENbHOCTN, CBA3aHHOMN C CUCTEMON MEHEAXKMEHTA Ka4YeCcTBa, APYIMM N1LLaM B OpPraHn3aumm.

5.5.3 BHyTpeHHUN 0OMeH nHhpopmaumen

UCO 13485:2003 U3zpenua meamumHckue. Cuctembl MeHea)XMeHTa KayecTBa. TpeboBaHuMA
ANA ueneun perynupoBaHmA

5.5.3 BHyTpeHHNN 0OMeH uHhopMmalumnen

PykoBOACTBO OpraHusaumm AomkHO obecrnevmBaTth pa3padboTky B OpraHn3auum coOOTBETCTBYIOLLMX
npoueccoB 0OMeHa MHpopMaLMEN, B TOM YNUCNE NO BONPOCaM Pe3ynbTaTUBHOCTU CUCTEMbI MEHEKMEHTA
Ka4yecTBa.

[na pe3ynbTaTUBHON PabOThbl CUCTEMbI MEHEAXKMEHTA Ka4E€CTBA rMaBHbIM ABNAETCH OTKPbLITbIN U aKTUB-
HbI OOMEH MHOPMAaLIMEN BHYTPU CUCTEMbI. PYKOBOACTBO OpraHmn3auum AOMKHO YCTaHaBNMBAaTbL NPOLECCHI,
nopaepxmearowimne ooMeH nHpopmMmaLunen mexay NepcoHanoM opraHn3aummn Ha BceX YPOBHSX.

NHopmaumna, cBa3aHHaA ¢ CUCTEMOU MEeHEQ)KMEHTA Ka4eCcTBa, A0MKHA ObITb ACHOW, MOHATHOW N aaan-
TMPOBAHHOWM NO OTHOLLUEHMIO K NepcoHany, Anga KOTOPOro oHa npeaHasHadveHa. Takaa nH(opMaLuna CBA3aHa C
HageXxaamu, BO3naraeMbiMU PYKOBOACTBOM OPraHmn3aumm Ha (OyHKUMOHUPOBaAHUE CUCTEMblI MEHEOKMEHTA
KayecTBa, a Takke C BHeAPEeHNEM M Pe3yNbTaTUBHOCTLIO CUCTEMbI MEeHeQXXMeHTa KadecTBa (Hanpumep C
pes3ynbTaTamMmm BHYTPEeHHNX ayanTos Kkadectea (cM. MMCO 13485, nyHkT 8.2.2), aHann3oM CO CTOPOHbI PYKOBOA-
ctBa (cM. MCO 13485, nogpasnen 5.6), BHELUHMMW OLLEHKaMMN U KOHTPONEM PErynnpyloLwmnx OpraHoB).

Cnocobamn obmMeHa nHpopmaumen aBnalTCs, HanpuMmep:

- BbiBELLMBAHNE MHPOPMALMOHHbLIX COOBLLEHUN HA AOCKN OO BABNEHUN;

- NpoBeaeHNe CObpaHu;

- pacnpocTpaHeHne NHpPOopMaLUN NO 3NEKTPOHHOMN NOYTE NN NOCPENCTBOM KOMMPOBaHNA AOKYMEHTOB.

BHYyTpeHHM 0OMeH nHopmaLmnen MOXHO obneryaTtb, 06ecneynBas XopoLLYy OCBEOMMNEHHOCTb Nep-
coHana 060 Bcex BMAaxX AeATENbHOCTU NN PYHKLMAX COTPYAHNKOB BHYTPWU OpraHm3aumn. Takyo ocBeaOMMNEH-
HOCTb MOXXHO MOBbILLATb, MEHARA pacnpeaeneHune dyHKL NN cpean nepcoHana opraHnsaumm B paMmkax CUCTEMb
NHOMBNAYANbHOIO Pa3BUTUS.

5.6 AHanNu3 co CTOPOHbI PYKOBOACTBA

5.6.1 O0wWMe NnonoxeHns

UCO 13485:2003 U3zpenua meamumHckue. CuctemMbl MeHea)XMeHTa KayecTBa. TpeboBaHuMA
ANA ueneun perynmpoBaHmA

5.6 AHanu3 co CTOPOHLI PYKOBOACTBA

5.6.1 O6wme nonoxxeHnn

PykoBOACTBO OpraHn3aummn AO0MKHO aHaNM3npoBaTb Yeped 3annNaHNpPOBaHHbIE MHTEPBANbI CUCTEMY
MEHEDKMEHTA Ka4eCTBA OPraHn3aLmnm ¢ Lenbio odbecneveHmns ee NOCTOAHHOW NPUroaHOCTU, aAEKBATHOCTU U
PE3YNbTATMBHOCTU. B aHanNn3 cneayeT BKNo4YaTb OLLEHKY BO3MOXHOCTEN YNYULLEHNSA U NOTPEDOHOCTN B N3Me-
HEHNAX B CUCTEME MEHEMIKMEHTA Ka4ECTBA OpraHn3aummn, B TOM Yncne B NONUTUKE M LEenax B 0bNacTu
Ka4yecTBa.

3anucm 06 aHanma3e CO CTOPOHbI PYKOBOACTBA OPraHn3aunm AOMKHbI NoaaepXmBaTtbCca B paboyem
COCTOSAHUN (CM. 4.2.4).

PykoBoACTBO OpraHn3aLmnm AOMKHO PErynapHoO aHann3npoBaTb CUCTEMY MEHEKMEHTA Ka4eCTBa; Hau-
bonee npneMnembiM Ans NiOON YCTaHOBNEHHOW pe3ynbTaTUBHON CUCTEMbI MEHE)XKMEHTA Ka4eCTBa ABNSAET-
CA eXXeroaHbin aHanms. MNpun NNaHMPOBaHMN NN BHEAPEHUN N3MEHEHNI OBbLIMHO HEOBX0AMM Bonee YacTbIN
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aHann3. Moryt BO3HWKHYTb OOCTOATENLCTBA, TPEOYIOLLINE N3MEHEHNA 3aMNNaHNPOBAHHOIO MHTEPBANAa BpeMe-
HWU ANA BbINONHEHNA aHANN3a CO CTOPOHbLI PYKOBOACTBA.

PykoBOACTBO OpraHn3aLmvm n apyrme nuua, y4acTBYLLME B aHaNM3€e CO CTOPOHbI PYKOBOACTBA, AOMKHbI
COAENCTBOBATbL MONYYEHUIO BbLIXOAHbLIX A3HHLIX aHaNuU3a Mnu nNpeanpuHMMaTb ANs 3TOro HeobXoauMble
nencTeuna, ecnum uenecoodbpasHo (cMm. NCO 13485, nyHKT 6.2.2).

MeTon aHann3a pekoMeHayeTca pa3pabdaTthiBaTbh HA OCHOBE MPAKTUYECKUX METOJ0B KOMMEPYECKON AEN-
TENLHOCTN OPraHn3aLnn; 3TOT METO MOXET BKMNIOYATbL B cebA:

- obmLUManbHOE COBpaHME BHYTPWU OPraHmn3aLmn ¢ YCTaHOBMEHHOW MOBECTKOWN OHA, pernaMmeHToM wm
3aNNaHNPOBaHHbIMWN BbICTYNNEHUAMM;

- BAPUWAHT TaKoro cobpaHunsa B Buae TenekoHdepeHLUN nnn npn noMmoLwm MHTepHeTa;

- 4acCTU4YHbIE aHaNM3bl HA PA3NUYHbIX YPOBHAX BHYTPW OPraHmn3aumnm ¢ coobLeHneM pesynbTaToB PYKO-
BOACTBY OPraHn3aLmnn, aHanmanpyolemy 3Tn coodbLlieHus.

3anncm 06 aHanmnae co CTOPOHbI PYKOBOACTBA MOryT ObITh BbINONHEHLI B Nto60n hopme, NPUHATON B AaH-
HOW OPraHn3aLnn, TaKoW, HanpuMep, Kak 3annucun B XKypHane y4eTa, NpoToKoNbl opnLnanbHbIX COBpaHnn nnu
3anncu, caenaHHble B X0ae 3TMX cObpaHuin, pasMHOXKEHHbIE N XPaHALLMECA Ha DYMaXKHOM UNN ANEKTPOHHOM
HOCcUTEene.

3anucmn 06 aHann3e co CTOPOHbLI PYKOBOACTBA PEKOMEHAYETCA AenaTb NO BCEM NYHKTAM aHanm3a n ¢
ONMNCaHNEM BCEX NPeanpPUHUMAEMbIX KOPPEKTUPYIOLNX WU npeaynpexaanmx AencTBun, pacnpeneneHmnem
OTBETCTBEHHOCTMN 33 AaHHble AOENCTBUSA, OMNUCAHUEM PECYPCOB, HEOOXOAUMbBIX ANSA BbINONHEHUS 3TUX
nencTBMn, N COODLEeHNnEeM AaThbl UCNONMHEHUa, eCnNU OHa N3BeCTHA.

5.6.2 BxoaHble gaHHbIEe ANA aHanu3a

NMCO 13485:2003 U3penuna meamuumHckue. CUCcTeMbl MeHeaXKMeHTa KayecTBa. TpeboBaHuMA
ANA Uenen perynupoBaHuA

5.6.2 BxoaHble AaHHbLIE ANA aHanu3a

BxoaHble AaHHbLIE ANA aHanus3a CO CTOPOHbI PYKOBOACTBA AOMXKHbI BKNOYATL B cebA cneayiowyio
NHOOPMALMNIO:

a) pes3ynbTaTtbl ayanToB (NPOBEPOK);

b) 06paTHYIO CBA3b C NOTPEDBNTENAMM;

C) PYHKUMOHNPOBaAHUE NPOLLECCOB N COOTBETCTBME MNPOAYKLNU;

d) cratyc npeaynpexaarLmnx n KOPpPEKTUPYIOLWNX AENCTBU;

€) nocneaywlwmne AeNCTBUSA, BbiTEKAOWNE U3 NpeablayLero aHanm3a co CTOPOHbI PYKOBOACTBA;

f) nameHeHns, KOTopble MOrMN Dbl NOBNUATb HA CUCTEMY MEHEAXXMEHTA KA4EeCTB3;

g) pekoMeHaaunmn no yny4illeHuto;

h) Hoebkle unu nepecMompeHHbie peaynupyrouue mpebosaHus.

5.6.2.1 OnaobecneveHna aHann3sa CUCTEMbl MEHEAXKMEHTA Ka4eCTBa B LLeNOM HeobXoaAUMO NPpUMeEHe-
HUe YCTaHOBNEHHOro MeToAa aHanusa, BKNn4yarwulero B cebs:

- NOCTOAHHOE NpuBeaeHWe NONUTUKN N Lienen B 00NacTu Ka4ecTBa B COOTBETCTBUE C TEKYLLIMMU HYXKAa-
MW OPraHun3aLnu;

- obecneveHne PyHKUMOHANbLHON Pe3ynNbTaTUBHOCTU CUCTEMbI MEHEAXKMEHTA Ka4yeCTBa U €€ CNocob-
HOCTU AOCTUraTh LUenen B 06NacTn Ka4yecTBa;

- aHann3 PYHKUUOHUPOBAHNA NPOLLECCOB;

- paccMOTpeHne npobnem B 06NacTn KavyecTea N NPeanpPUHATLIX AENCTBUN;

- 0DpaTHYI0 CBA3b C NOTPEDNTENEM, BKNOYAA aHanNn3 Xanob notpedburens;

- aHann3 OTYETOB NO pe3ynbTaTtaM ayanuToB (Kak BHYTPEHHUX, TAaK N BHELUHUX);

- pekoMeHaaLunn No yny4vweHmno/HeobxoanmMble N3MEHEHUS;

- AencTtBua, NpeanpuHATLIE HA OCHOBaHUM NMpeabliayLero aHanuaa;

- HOBbI€ UNU NEPECMOTPEHHbIE perynmpyloline TpedoBaHUS.

5.6.2.2 [NpobnemMbl HacTHOrO XapakTepa pekoMeHAYeTC A paspellaTrb No Mepe NX NOABNEHUSA, He OXnaas
cnenylowero aHannsa co CTOPOHbI PYKOBOACTBA OpraHmsaunn. AHann3 co CTOPOHbI PyKOBOACTBA OOMKEH
BbIABNATbL NOBTOPHOE NOABNEHNE VXKe CYLLECTBOBABLUMX NPOobNeM, agekBaTHOCTb AEUCTBUN, NPeanpPUHATbLIX
NNs peleHns 3aTux NpodbneMm, a Takke yaoBNeTBOPEHHOCTbL NOTPEObNTENA N COOTBETCTBME AEUCTBUN Perynnpy-
lOWKNM TpeboBaHnaMm. OaHako aHanms3 npodbnem YacTHOro Xapakrtepa A0MKeH OblTb AONONHEHNEM K aHanNn3y
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BCEWN CUCTEMbI MEHEXKMEHTA KAa4eCTBa C Llenblo onpeaeneHnsa ee pe3ynbTaTUBHOCTU B PeLLUeHnN 33434 opra-
HU3aUuun B 0ONAacTm Ka4eCcTBa.

[1pn NnpoBeaeHn aHanNn3a co CTOPOHbI PYKOBOACTBA PEeKOMeHAYeTCA He yaenAaATb BHUMaHUE MHOIOKpaT-
HOMY OBCYKAEHUIO HE3HAUNTENBHbLIX NPObNeM. AHANN3 CO CTOPOHbI PYKOBOACTBA OPraHmn3aLnm nonesHee npu
PACCMOTPEHNN COODLLIEHNI, NO3BONAOLWNX NONYYNTb ACHOE NPeaAcTaBNeHne O NONOXXEHUN B LLEMOM, 8 He O
Menknx npobnemax. PykoBoaCcTBO OpraHusaumm AoMNKHO aHann3npoBaTb 00LWKne BONPOCHl N MPUHUMATL NO
HUM CYLLECTBEHHLIE PELLEHNS.

5.6.2.3 Bkno4eHmne aHann3a BXOAHbIX A3HHbIX B aHANNU3 CO CTOPOHbI pykoBoacTBa cM. B NCO 13485,
noapasnen 8.4. PaccmaTpmBaemMble BXOAHbIE A3HHbIE MOTYT BKNOYaTh B ¢ebA:

- He0DX0AUMOCTbL ODY4YEeHNA NepcoHana;

- Npodnembl ¢ NOCTaBLLUMKAMM;

- NOTPEBbHOCTL B 000PYAOBaHUN, HaANEXallen NPoON3BOACTBEHHOW cpeae, TEKYLLIEM PEMOHTE.

PaccmaTtpumBasa nony4vyeHHble Ppe3ynbTaThl, 8 TAKKe UTOMM aHanun3a, opraHn3aumna MOXeET pa3padboTaTth
NN NePECMOTPETL CBOWN NNAaHbl KAYECTBA, a8 TaKKe cTpaTerndeckne n bmsHec-nnaHbl Ha dyayulee.

5.6.2.4 llocne npoBeaeHUa yny4vlleHUn U yCcTpaHeHna Npobnem opraHmM3aumna MoXeT NpoaHann3npo-
BaTb XapaKTep n cTeneHb ynpaBneHna cpeacTtsaMm KOHTPONSA, a UMEHHO: OCTAITCA NN OHU TAKUMM Ke BaXKHbI-
MW, KaK paHblle, NN MOXHO C3KOHOMWTb Ha UX Moandukaumm nnbo npuHATUKM Apyrux cpencte? [lpn
YBENUYEHUN YMCNA XKanob pekoMeHayeTca NPUHATL pelleHne 06 nccnegoBaHnum NPUHKUH U NPUHATUN COOTBE-
TCTBYIOLLUX MeP.

5.6.2.5 PasHunua mexay aHannsomun ayanTtoM BbITEKAET N3 TPEOOBAHNA BKMIOYATbL Pe3yNbTaThl ayAUTOB
B aHanNn3 CO CTOPOHbI PYKOBOACTBA OpraHn3auvm.

5.6.2.6 lNlpnnpoBeaeHnn aHann3a co CTOPOHbI PYKOBOACTBA OPraHmn3aLmnmn, a Takke nony4eHmn BXOAHbIX
NaHHbIX Ana npoektnpoBaHuna (cM. NCO 13485, nyHkT 7.3.2) ntobble HOPMATMBHbIE AOKYMEHTHI, pa3padboTaH-
Hble KOMMNETEHTHbIMWN OPraHamMmn U OTHOCSALLMECA K YNIOMAHYTLIM NPOLECCaM, ABNAKOTCA PErynupyroLwmmm Tpe-
OOBaHUAMM U BbLICTYNAOT B KA4ECTBE UMEIOLLMNX IOPUANYECKYIO CUNY NPeaBapuUTENbHbLIX YCNOBUA, KOTOPbIE
cneayeT BbINONHATL NPW:

- pa3MelleHnn MeanuMHCKUX n3aenun Ha pblHKe;

- BBEAEHUN MEOULIMHCKUX n3nennn B obpalleHune;

- YCTaHOBKe MeAUNLMHCKMX nsaenun nnu

- peanusaunmn cBA3aHHbIX C HUMWN YCNVT.

OpraHnsaumsa A4oNKHa COOTBETCTBOBATbL 3TUM perynupyowmnm TpedoBaHnAaM TONbKO B CNy4vae, eCNM OHA
nocTaBnNaAeT NN NNaHUPYET NOCTABNATL CBOU MeANLIMHCKMNE N3aenna Ha KOHKPETHbLIN PbIHOK UMW B KOHKPETHLIN
PEMMOH, rae NoaodbHble TPeboBaHMSA CyLLECTBYIOT. YacTb aHann3a, NpoBOANMOro CO CTOPOHbLI PYKOBOACTBA
opraHn3auumn, pekoMeHayeTca NOCBATUTbL NOHUMaHUIO COOTBETCTBUA OPraHn3aLmnn perynmpyowmm TpedboBa-
HMUAM, 8 TaKXXe NNaHNPOBAHNIO AENCTBUN NO YCTAHOBNEHUIO U NOAAEPKAaHUIO TAKOro COOTBETCTBUA B paboyem
COCTOSAHUMN.

5.6.3 BbIxoaHble aaHHbIe aHanNU3a

UMCO 13485:2003 U3zpenua meamumHckue. CucteMbl MeHea)XMEeHTa KayecTBa. TpeboBaHuMA
ANA uenen perynupoBaHuA

5.6.3 BbIxoaHble AaaHHblIe aHaNU3a

BbIxOoAHble AaHHblIe aHann3a cO CTOPOHbLI PYKOBOACTBA AOMKHbI BKNOYaTb B CeOA BCe pelueHna u
NencTBuUA, OTHOCALLMECSH K:

a) ynyduweHusM, HeobxoOuMbiM 0N NoOoepKaHus pelylbmamugHOoCmuU cucmemMbl MeHeOXXMeHmMa
Kadecmea U ee rnpoueccos,

b) ynydlweHuno NpoayKUMN COrNacHo TpeboBaHNAM NOTpedbutenen;

C) NoTpebHOCTN B pecypcax.

BbixOoAHble AaHHbIE ANA aHann3a CO CTOPOHbI PYKOBOACTBA OpPraHn3aumnm A0MKHbl coaepXaTb coobLLe-
HUe O Pe3yNbTaTUBHOCTU CUCTEMbI MEHEQXKMEHTA Ka4eCTBa N €€ NPOoL,ECCOB, Pa3padboTaHHbIX ANA AOCTUXKEHNSA
NONUTUKN N Lenen B 06NacTu Ka4ecTBa, a TaKKe O CTENEHN AOCTUXEHNA 3TUX Lienen Ha OCHOBaHUWN YCTaHOB-
NEHHbIX KpnTepuneB cooTBETCTBMNA. OOHMM U3 BO3MOXHbLIX Pe3ynbTaTOB aHann3a cO CTOPOHbI PYKOBOACTBA
MOXET ObITb NPUHATHE PELLEHNA O NEPECMOTPE 3aNNaHNPOBAHHOIO MHTEPBANa BPEMEHN, Yepe3 KOTOPbIN NPOo-
BOAAT NOAOOHLIN aHann3 (cM. NCO 13485, nyHKT 5.6.1).

B pe3ynbTate aHanm3a cO CTOPOHbI PYKOBOACTBA AOMKHbI ObiTb BblpaboTaHbl peweHnsa n obecneveHsol
pecypchbl, HEOOXoaANMbIE ANA UX BbINONHEHUS.
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6 MeHeaXMeHT pecypcoB

6.1 OB6ecneyeHue pecypcamm

FTOCT P UCO 13485:2003 M3penuna meauumHckue. Cucrtembl MeHeO)XMeHTa KavyecTBa. Tpebo-
BaHUA oNAa uenen perynupoBaHmA

6 MeHea)XMeHT pecypcoB

6.1 ObGecneyeHune pecypcamm

OpraHnsauna aonkHa onpenenartb n obecnevunBaTtb PeCypcehl, TpedbyeMble AnA:
a) 8HeOpeHUs1 cucmeMbl MeHeOXMeHma kadecmaea U noooepxaHus ee peayibmamueHocmu,
b) yoosnemeopeHus peaynupyrowux mpebogaHul u mpebosaHul nompebumens.

ObecneveHne n noaaepxaHme HeOOXOAUMBIX PECYPCOB ABNAKOTCA NPEeAnOCLINKON pPe3ynbTaTUBHOMO
BHEAPEHUA, NoAAEPKAHNSA B pabov4eM COCTOAHNN N MEHEQ)XKMEHTA CUCTEMbI MEHEAXXMEHTA Ka4ECTBA U EE NPO-
LLleccoB. 3a0ENCTBOBaHHbIE NPOLIECCHl ONPeaenalnT coaepKaHne n odbLeM TpebyeMblX pecypcosB.

PykoBOACTBY OpraHn3aummn cneayet yaenaTtb BHUMaHUE naeHTunkaumm n odbecneveHnto pecypcamm,
HEODXOANMBLIMM ANA YCMNELHOro BHEAPEHNA NOMUTUKN OPraHn3aumm B oO6NacTu Ka4ecTBa U AOCTUXKEHUS
NOCTaBNEHHbIX LLeNew, a Takke ANa yaoBNeTBopeHUA TPpebOBaHNN 38Ka34UKOB 1 PErynmpyiomnx TpedboBaHni.

Pecypcamm cuntaloT nepcoHan opraHn3aumv, Nnpomn3BoaCTBEHHYIO cpeay, MHPOPMaALNIO, 3aKa34YUKOB U
napTHePOB, NPUPOoaHLIE N PNHAHCOBLIE pecypcbl. OTBETCTBEHHOCTb 33 0becne4YeHne pecypcamm nexuT Ha

opraHu3aLun, He3aBMCHUMO OT TOro, OCYLLIECTBNAETCA NN obecneyeHne JaHHOM opraHm3aumen N CTOPOHHN-
MW OpPraHu3aLmsamm.

6.2 HYenoBeuyeckue pecypchbl
6.2.1 O0wWwme NnonoXxeHun

MCO 13485:2003 Uspenua meamumHckue. CucteMbl MeHea)XMEeHTa KadyecTBa. TpeboBaHUA
ANA Ueneun perynupoBaHuA

6.2 YenoBeueckune pecypchl

6.2.1 O0wmMe nonoxeHns

[lepcoHan, BbINOAHAKLWWN paboTy, BNNAIOLLYIO HA KARY4eCTBO NPOAYKLUUN, AOMXKEH OblTb KOMMNETEHTHbIM
B COOTBETCTBUM C NONYy4YEHHbIM 00pa30BaHNEM, NOATOTOBKOW, HABbIKAMU W OMbITOM.

NMCO 13485, nyHKT 6.2.1, HE coaepKNT cneumnanbHbIX PYKOBOAALLMX YKa3aHNI, 38 UCKNIOYEHNEM NPUBE-
neHHbIX B NCO 134895, nyHKT 6.2.2.

6.2.2 KOMNeTeHTHOCTb, OCBEAOMINEHHOCTb M NOAroToBKa

MCO 13485:2003 Uspenua meamumHckue. CucTeMbl MeHeaAXMEHTa KadyecTBa. [peboBaHMA
ANA ueneun perynmpoBaHmA

6.2.2 KOMMNEeTEHTHOCTb, OCBEeAOMINEHHOCTb U NOAroToBKa

OpraHn3aumna OomxKHa:

a) onpenenaTtb HEOOXOAMMYIO KOMNETEHTHOCTb MNEPCOHANA, BLINOMHAKLLErO paboTy, KOTOPas BNUAET
Ha Ka4eCTBO NPOoAYKLUUN;

b) obecneynBaTb NOArOTOBKY MNU NPeANPUHUMATL Apyrne AENCTBUA C LLENbIO YAOBNETBOPEHNA 3TUX
noTpebHOCTEN;

C) OUEHMBATb PE3YNbTATUBHOCTb NPEANPUHATLIX MEP;

d) obecneunBaTb OCBEAOMNEHHOCTb CBOENO NEPCOHanNa 06 akTyanbHOCTU N BAXXHOCTU €ro AeATENb-
HOCTU U BKNaae B NOCTUXEHUE uenen B obnactmn Ka4ecTBa;

e) noaaepxmBaTtb B paboyeM COCTOAHUM COOTBETCTBYIOLWME 3anncn 06 obpasoBaHMKU, NOAroTOBKE,
HaBbIKaX U onbITE (CM. 4.2.4).

[1p uMeyaH ue— HayuoHanbHbie Unu peauoHanbHbie HopMamueHbie O0OKYMEeHMbI Mo2ym co0epxxambs mpe-

b0o8aHUA K KOHKpemHOoU opaaHu3ayuu o paspabomkxe QOKYMEeHMUPO8aHHbLIX rpoyedyp 0ns orpedeneHus Heobxooumo-
cmu f10020MoO8KU fiepcoHarna.

OpraHmaauunm pekoMeHayeTcs onpeaensaTb OnbIT, KBANMMOUKALNIO, BO3MOXXHOCTU M CNOCOOHOCTU NepCco-
Hana, 0COOEHHO B TeX 0ONAcCTAX, KOTOPblE MOryT NOBNUATb HA 6€30NacHOCTb U PE3YNbTaTUBHOCTb U3rOTaBU-
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BaeMbIX U NOCTaBNAEMbIX MEAULIMHCKUX N3AENNA. YPOBEHBb NOArOTOBKU, HEOOXOAUMBIN ANA OCYLLIECTBNEHUS
Kakoro-nmobo npouecca, 00bI4HO ONpeaensioT, OLEeHNBas yPoBEHb HEOOXOANMOW KOMMNETEHTHOCTM NEPCOHANA,
KOTOPbIN AO0MKEeH OCYLWEeCTBNATbL AaHHbIN Npouecc, PYKOBOACTBYACb AaHHbLIMW cneaywuwmx BWOOB
neatenbHocT No NCO 13485:

- pacnpeneneHne 06a3aHHOCTEN U HAa3HAYEHME NepcoHana (cM. 6.2.1);

- aHanm3 co CTOPOHbI PYKOBOACTBA (CM. 5.6);

- KOppeKkTupyoLwue aenctena (cm. 8.5.2);

- npeaynpexaawwme aencrena (cMm. 8.5.3);

- BHYTPEHHUA ayauT KavecTBa (CcM. 8.2.2).

Bce BbillenepeyncneHHbie Buabl AEATENBHOCTN NPU3BAHLI UAESHTUMONLNPOBATL Te 0bnacTn, rne Heob-
XOAMMO NOBbILLEHNE KOMMNETEHTHOCTU NEPCOHaNA, N onpeaenaTb BO3MOXXHOCTM TAKOro NOBbILLIEHUS nocpean-
CTBOM 33aMeHbl NepcoHana, ero AanbHenwWwero ody4eHna nnm noAroTOBKMW.

[lepcoHan, paboTalLwmmn ¢ CUCTEMON MEHEOQXKMEHTA Ka4eCcTBa, AOMKEH 06NanaTb HEOOXOAUMBIM YPOB-
HEM KOMMNETEHTHOCTN NN NOATOTOBKU (BHYTPEHHEW NNN BHELLHEN ), NPEXAE YEM OH CMOXET HaaNeXalinum v
Oe3onacHbIM 00pa3oM OCYyLIECTBNATL NOCTaBNEHHbIE Nepea HUM 3aaayn. [lepcoHan opraHmsaunn aonkKeH
CO3HaBaTb HEOHXOAMMOCTb AanbHENLLErO NOBbLILLEHUA KBANNPUKALUN NN NoNy4eHna opnLnManbHOro CEPTU-
omKkaTa Ha BbINONHEHNE KOHKPETHbLIX 3aAa4 (HanpuMep XUMUYECKOro nnn MMKPodrnonorM4eckoro aHannaa;
pPaboThl, CBA3aHHOW C paauaunen; padboTbl ¢ NasepamMmu; CBaAPOUYHbIX MNK NaAanbHbIX PaboT). OpraHmnsaumns
0bbI4HO 0BbecnevnBaeT 0bLMe ODy4HEHME U NOArOTOBKY NEPCOHANA, 38aHATOrO NONHbLIM U HENONHbLIN Pabo4vnin
NEeHb, a TaKKe paboTatowero No AoroBopy, COrNacHoO WTaTHOMY pacnucaHunio. Takne obydeHmne n noaroToBka
ANOMKHbI BKNOYAaTb B ceEOA 03HAKOMNEHUE C:

- OCHOBaAMW KOMMeEpPYECKON AeATENbHOCTMU;

- perynupyrowmMmm AOKYMeHTaMn B o06NacTtn 30paBooXpaHEHUa U OKpYXKalLen cpeabi;

- NONUTUKOWN B 0ONACTN Ka4eCcTBa U BHYTPEHHEN NONUTUKON OPraHn3aLnm;

- AOMKHOCTHbLIMMN 0DA3aHHOCTAMM NEPCOHANA;

- HeoOxoanmbiMu NpoueaypaMmm U MHCTPYKLNAMM.

[ToaroToBKYy AoNycKaeTcs NPoBOANTL NOITANHO; OHa OOLIYHO ABNAETCA 3annNaHUPOBaHHLIM NN HEODXO-
OUMbIM npoaonkeHnem nNnMdo NOBTOPEHUEM NepBOHaYanbHOW NOAroToBkU. [lepcoHan opraHu3aunn HeceT
OTBETCTBEHHOCTbL 33 BbIMONHEHUE KOHKPETHbIX PYHKLMW COrNacHO AOKYMEHTUPOBAHHLIM NpoLeaypam cCUCTe-
Mbl MEHEQ)XKMEHTA Ka4ecTBa N AOMKEH NPOXOoaAUTb NOAroTOBKY MO AaHHbLIM NpoLueaypam.

OpraHn3aumna AoNXKHa OUEHMBATL Pe3yNbTaTUBHOCTL NOArOTOBKU NEPCOHaANa nnu Apyrnx AencTemmn no
obecneveHnto ero KOMNeTeHTHOCTU. OLUEHUBAHME MOXET 3aKNIYATLCA B ONPOCE NOAroTOBNEHHOrO NEPCOHA-
na ana Toro, Ytobbl Y3HaTb €ro MHEHNE O HeODXOAMMOCTU NONYy4YEHUA Kakon-nndo nHopmauumn, OLEHUTL
PaboTy KOHKPETHOrO NUuUa M NPOaHaNU3NPOBaTb PE3YNbTAaTUBHOCTL OBYYEHUA KOHKPETHLIM OBYYaloLWnM
NNLOM.

OpraHnsauma AoMKHa noaaepxneaTb B paboydeM COCTOAHUN 3aNUCKU, AEMOHCTPUpPYIOLWME YPOBEHb KOM-
NETEHTHOCTN NepPCcoHana. PeEKOMeHAYETCA TaKKe XPaHUTb 3annucn 0 NOAroTOBKE, NONYYEHHOW NEPCOHANOM, 1
nobdbIX ee pe3ynbTaTax. 3anucn, AEMOHCTPUPYIOLLME yCNeLLHOe 33BepPLUEHNE KOHKPETHLIM NULIOM Kypca
oby4eHnsa N NoBbILLIEHWE €ro KOMAETEHTHOCTN, MOTYT (NPpY HEODXOANMOCTHN) DbITb NPOCTLIMU NNU CNOXHBIMMN,
[TpocTennasn 3annucb MOXET NPEeACTaBNATL COOOW HEKMI 3HAK A0ONYCKA, NOATBEPXKAAKLMNA CAOCODHOCTb KOH-
KPETHOro NMLa NPUMEHATb KOHKPETHOE 000pYyaAOBaHME, OCYLLECTBNATb KOHKPETHbIE NPOLLECCHI UNKN NPOoLLeay-
pbl. B 3annucax A0MKHO ObITb HETKO OTPAaXEHO, YTO KOHKPETHOE NULLO CHNTaETCA AOCTATOMHO KOMMETEHTHbLIM
NNa BbINONHEHNA KOHKPETHbLIX 33434, K KOTOPbIM €ro rotoBunu. Pe3ynbTaTUBHOCTL NOOLIX AanNbHEWLLINX
oby4eHna N NOAroTOBKN PEKOMEHAYETCA OLLEHUBATbL 3@HOBO HYepe3 YCTAHOBNEHHbIW NEPMNO BPEMEHN C LIENbIO
noaTreepPXaeHna AOCTUTHYTON KOMMNETEHTHOCTMN.

PekoMeHayeTca NpoBOANTL NOArOTOBKY NEPCOHaNa, UMeoLLEro HEODX0ANMbIE HABbIKU, KBaNnnpukauuio
N ONbIT. 3aNUCKU O NOAroTOBKE NEPCOHANA ODbLIYHO COXPAaHAIOT C LIeNbio AOKYMEHTUPOBAHHOIO NOATBEPKAEHUS
ero Keanngukauumm.

6.3 UHpacTpyKTypa

MCO 13485:2003 UzpenuaMeaunumHckue. CucteMbl MeHeKMEeHTa KayecTBa. TpeboBaHnAa onA
uenen perynmpoBaHma

6.3 UHpacTpyKTypa

OpraHnsaumna AonmkHa onpenenaTtb, obecnevunBaTtb U NOAAEPXKUBATL B paboyeM COCTOAHNN NHPPa-
CTPYKTYPY, HEOOXOANMYIO ANA OOCTUXEHMNA COOTBETCTBUA TPpeboBaHMAM K npoaykumn. NHppacTpykTypa
MOXET BKNIOYaTb B CebA:
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a) 3naHua, paboyvee NPOCTPaHCTBO U CBA3AHHbIE C HUM CPEACTBAa TPYyAa;

b) obopyanoBaHne Ansa NPOLECCOB (KaK TEXHUYECKME, TAK N MPOrpaMmMHble CpencTBa);

C) cnyxO6bl obecneveHna (Hanpnmep TPaHCNOPT UNKN CBA3b).

OpeaHu3zayus 0omkHa paspabomampe OOKyYMeHmMuUpoeaHHbIe mpebosaHus Kk deldcmeusiM, NoooepXXu-
8aKOWUM ee UHbpacmpyKkmypy, 8Ko4as dHacmomy ux npoeedeHUus, ecriu amu delicmeust unu ux omeym-
cmeue Mo2ym rnoeiusime Ha Ka4ecmeo rnpoodyKuuU.

3anucu 06 amux Oeticmeusix 0OMKHbI NoddepXxueamecs 8 pabodeM cocmosHuu (cMm. 4.2.4).

Ob6opyanoBaHue, NCNonNb3yemMoe B npouecce NPon3BoacTBa, A0MKHO ObiTb CNPOEKTUPOBAHO, pa3paboTa-
HO, CMOHTUPOBAHO U PACnoNOXeHO TakK, YTobbl 00neriynTb ero Haanexaiwee OYHKUMOHNPOBAHUE, TEXHNYEC-
Koe 0bCcnyXnBaHue, perynupoBKy U OYUCTKY.

OpraHusauun cnegyet (npn Heob6xoanmMocTn) obecneymBaTb AOKYMEHTUPOBAHME NIOObLIX BHYTPEHHUNX
OrpaHNYEHNN NN AONMYCTUMbIX OTKNOHEHWW Ha MPOUN3BOACTBEHHOE, N3MEPUTENbLHOE NN UCMLITATENBHOE
00opynoBaHue, a Takke obner4aTb 4OCTYN ONEPaTOPOB K 3TUM NOKYMEHTaM.

PekomeHayeTca yCTaHaBNMBATb AOKYMEHTUPOBAHHbLIE NPOLIEAYPbI TEXHUYECKOro 0OCNYXUBaHUS, OUYNCT-
KW 1N NPOBEPKN BCEro 0060pynoBaHNA, NPUMEHAEMOTO B MPoLEcce NPON3BOACTBA, a TaKKe ynpaBneHns npons-
BOACTBEHHOW cpenon. PekoMeHAyeTcs TakKkKe YCTaHaBNMBaTb HEODOXOAMMbIE WHTEpPBanbl MNPOBEAEHUS
PErynUpoBKU N TEXHUYECKOTrO 0bcnyXnBaHmMa obopyaoBaHUA.

[‘papuk TexHudeckoro obcnyxmBaHuUa OOLIMHO PeKoMeHAyeTcA pasMellaTb HenocpenCTBEHHO Ha
obopyanoBaHMM Nnn B6NM3N OT HEro; rpadonk AOMKEH ObITb NErKO AOCTYNEH. TexHn4eckoe obcnyXnBaHme cne-
ayeT NpoBOANTb B COOTBETCTBUM C MPadonKoM.

OpraHn3auma aoonxHa Hagnexawmm obpasomM NPOeKTPOBaTb UCNONb3yeMble NOMeLLEHNA N 0becneyn-
BaTb HanM4mMe AOCTAaTOMHOro MecTa Ansa obnerdeHMa NPOLECCOB OYUCTKU, TEXHUYECKOro 0BCnyXnBaHns npo-
N3BOACTBEHHOrO 06OpyaoBaHMA MU ApyrMx Heobxoanmbix onepaunn. NomeleHna AonXXHbl UMETb TaKVIo
NNaHNPOBKY MU TAKYI0 NNOLWaab, YTODObl 06NerYynTb Haanexallee pasMmeLlleHne N NPeaoTBPaTUTL CMELLINBAHKE:
BHOBb MOCTYNaKLMX MEeANLMHCKUX N3AENNIA N MATEPNANOB; HaxoasaLWKnXcsa B NPON3BOACTBE NAaPTUN MeaNLNH-
CKMX M3aenun; OCTaTkoB; nepepadoTaHHbiX, MOANMDULNPOBAHHBLIX UNU OTPEMOHTUPOBAHHbLIX MEAULIMHCKNX
N3neENUn; HECOOTBETCTBYIOLLNX MATEPMaANoB U MEAULMHCKUX N3AENUA; FOTOBbLIX MEAMULIMHCKMX WU3OENUN;
NPOU3BOACTBEHHOIO 00OPYAOBAHUA; CPEACTB KOHTPONA; AOKYMEHTOB N YepTeXeEN.

6.4 [NponzBoacTBeHHaA cpeaa

MCO 13485:2003 Uspenua meamumHckue. CucTeMbl MeHeaAXMEHTa KadyecTBa. [peboBaHMA
ANA ueneun perynupoBaHunA

6.4 lNponsBoacTBeHHan cpeaa

OpraHn3aumna NOMKHA co30aBaTb NPOU3BOACTBEHHYIO Cpeny, HeobXoaAnMYI0 AN AOCTUXKEHNA COOTBE-
TCTBUA TPEOOBAHMAM K NPOAYKLUUN, N YAPaBNATb €10.

2mo sKodaem 8 cebs cniedyrouiue mpebosaHus:

a) opeaHuzayus Oo/mkHa paspabomampb OOKyMeHmMuUposaHHble mpebosaHuss K COCMOSHUK 300-
po8bS, 2ucueHe U 00exoe nepcoHarna, ecriu KOHmakm Mexoy nepcoHanomMm u npodykuuel unu npouseoo-
CMBEHHOU cpedol MoXem ompulameribHO NosUsMbL Ha Kadecmeso npoodykyuu (cm. 7.5.1.2.1);

b) ecnu npou3soocmeeHHas cpeda MoXem ompulamesibHO cKalambCs Ha Kadecmee npooyKyuu,
opeaHu3auusa 0o/mkHa pas3pabomamb OOKyMeHmMuUposaHHbIe mpebogaHus K rnpou3so0CmeeHHoU cpeode U
COKyMeHmMuUpoe8aHHbie rnpouedyphb! UU Npou3eo0CmMeeHHbIe UHCMPYKYUU O MOHUMOPUH2a U KOHMPO/Is
npou3800cmMeeHHoOU cpeolki (cM. 7.5.1.2.1);

C) opeaHu3ayus Oo/mKHa 2apaHmuposame coomeememsayruyto Nno020mMoeKy nepcoHara, 8peMeHHO
pabomaroujeao 8 0Cobbix yCr108UsIX MPOU3B00CMBEHHOU cpeldbl, Uflu €20 HaxoxXoeHue nod HabnwdeHueMm
10020moe8r1eHHO20 nuya (cMm. 6.2.2, nepeducneHue b),

d) npu Heobxooumocmu pa3spabomky U COKyMeHmuposaHue crieyuarnbHbiXx Mep Of1 KOHMpOons
3a2PA3HEHHOU Unu nomeHyuanbHO 3a2ps3HEHHOU npodyKyuUu ¢ Uenbio npedomepauieHusi 3agpsa3HeHus
ocmarnbHOU NPOJYKUUU, Npou3eo0cmeeHHOU cpelObl Ufu 3a2ps3HeHuUst nepcoHana (cMm. 7.5.3.1).

6.4.1 OOLWMe NnonNoxeHUN

[Tpon3BOACTBEHHAA Cpena MOXET OKa3blBaTb BNUAHNE HA Ka4eCTBO Npoaykumn. Hanbonee cyllecTBeH-
HbIMW (PaKTOPaMN NPON3BOACTBEHHON CPpebl, KOTOPbIE MOTYT NMOBNUATbL HA KAYECTBO NPOAYKLNN, ABNAIOTCA:

- NpPOn3BOACTBEHHOE 0O6OPYNOBAHME;

- paboyvee NPoCTPaHCTBO;

- NepcoHan, 3aHATbIW Ha pabo4eM NPOCTPAHCTBE.
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6.4.2 YnpaBneHue npon3BOACTBEHHON Cpeaou BO BpeMA NPoUeCcCOB XXN3HEHHOIO UMKna npoaykK-
LUK

6.4.2.1 HeobxoanmMocTb n MmacluTadbl ynpasneHns Npon3BoACTBEHHON CPeaon 3aBUCAT OT B3 N3ro-
TaBNMBaeMon Npoaykunn. YnpasneHne Nnpon3BoACTBEHHON Cpeaoun O3HavYaeT PyKoBOACTBO, perynupoBaHue,
KOOPAUHNPOBAHUE U MOHUTOPUHI BUAOB A€ATENbHOCTU U NEPEMEHHbLIX, BNNAIOLWMX HA YCNOBUSA, OT KOTOPbIX
3aBUCUT Ka4yeCTBO NPOU3BOACTBEHHOWN cpeabl. PekoMeHayeTca yCTaHaBNMBaTbh KadeCTBEHHbIE N KONMNYECT-
BEHHbIE MPaHULbI XXenaeMoro kKadecTasa Npon3BoaACTBEHHON cpeabl, KOTOPbIe MOXHO NCMONb30BaTh ANA ONUCa-
HUA MacwTaboB ynpasBneHna nNPou3BOACTBEHHOM cpeaon. Ha Tpebyemble MacwTtabbl ynpaBneHms
NpPOU3BOACTBEHHOW Cpenon byayT OKa3biBaTb BAUAHWUE TUN 303HUN, 00OpyaAOBaHMNE, PeCcypPCbl U AOKYMEHTHI,
HeobXxoauMble ANA YCTAHOBNEHUA, MOHUTOPUHIa N nogaep:KaHma NPon3BOACTBEHHOW cpeabl B pabouvem
COCTOAHUN. 1PN HEBO3MOXXHOCTU BEPUDNLNPOBATL PE3YNLTATLI YNPaBNEHNA PEKOMEHAYETCA NPOBECTN BaNWN-
03LMI0 CUCTEMBI YNpaBneHna nponseoacteeHHon cpenon (eMm. MCO 13485, nyHKT 7.5.2 n noanyHKT 7.5.2.1) n
perynapHo sepupunumpoBatb €€ PYHKUNOHUPOBAHUE. DTN AENCTBUA AOMKHbI ObiTb AOKYMEHTNPOBAHDI.

[TpunumedaHune— [JononHntenbHaa MHAOPMALMA O «HUCTbIX MOMELLEHNAX» N CBA3AHHbLIX C HUMW SNEeMeHTax
NPON3BOACTBEHHOW cpeabl NpuBeaeHa B [2]—9].

6.4.2.2 [Npon3BoacTBeHHaA cpeaa MOXeT NOBNUATb Ha Ka4eCTBO N3aenuun, B TOM Yncne MmeanumuHCKuX,
Hanpumep:

- MeAULIMHCKOE Nn3aenne ¢ MapkMpoBKON «CTEPUNbHOE» (BKNIOYaAa MEAULIMHCKOE N3aenne ¢ MapKknpoB-
KON «HECAMOBOCMNAaMEHALLEECAN );

- HecTepunbHOEe MegULMHCKOE n3aenue, a Takke MeauumMHCKoe nsaenune, npegHasHadyeHHoe ana crepu-
nn3auun nepen ncnonb3oBaHNEM,;

- MeAULMHCKOE n3aenne ¢ orpaHNYeHHbIM CPOKOM CNYXKObI;

- MeauLUMHCKOE n3aenune co cneunanbHbIMU TPEBOBAHNAMMN K yXO0aY N XPaHEHWUIO;

- MeaununHCKoe usaenue, BOCNpPUUMHYMNBOE K SNEKTPOCTATUYECKOMY paspaay u3-3a Hann4yma anNeKTPOoH-
HbIX MUKPOCXEM UMW BCTPOEHHOIO NPOrpPamMMHOro obecneyeHus;

- MeAULIMHCKOE n3aenune, Ha NPMMEHEHNE KOTOPOro BNUAKDT MUKpobunonornvyeckaa n/mnm XxmMmnyeckas
4YUCTOTA, UNK 3aMbINEeHHOCTb, NNMOO Apyrne ycnoBua NPON3BOACTBEHHOW cpeabl.

6.4.2.3 [Npn n3rotoBNneHnn CTepUNbHOro MeagnLMHCKOro n3aenmna nnn MeanumumHCKoOro nugenuna, npea-
Ha3Ha4YeHHOro Ana crepunu3aunn nepen Ucnonb3oBaHMEM, UNU MeAULMHCKOro msgenusa, Ana KOoToporo
3arpaAsHeHne XXU3HEeCNnOCOOHbIMN NMNDO HEXN3HECNOCOOHbIMU YacTMuaMn (BKNOYAA 4acTULbl FOPHOYNX
BELLECTB) UMEET 3HAYEHUE B NPOoLECCe N3rOTOBNEHUA NN 3KCNNyaTaunmn, 0coboe BHUMaHNE PEKOMEHAYETCA
yAENATb YPOBHAM MUKPOONONOrMYECKOro 3arpasHeHmnsa Unn 3arpasHeHns Yactmuammn. Ecnm nponsBoaCTBEH-
Hasa cpena OKkasblBaeT HEONAronpUATHOE BO3AENCTBUE HA NPUTrOAHOCTb MEAULIMHCKOIO N3aenunsa K 3Kkcnnyara-
LUK, OpraHnsaumna gomkHa obecneynTb ynpaBneHne ypoBHEM 3arpAasHeHna MeauUMHCKOro n3genua B 3Ton
NpoOn3BOACTBEHHOW Cpefle U co3aaTb HEOOXOAMMBIE YCNOBUSA ANSA OCYLLECTBNEHNA BCEX HAANEXALLUX onepa-
LI, CBA3AHHbIX C MEONLMHCKUM n3genueM. Takoe MeguumHCcKoe nusgenme pekoMmeHayeTca U3rotaenmeaTtb U
YNaKoBbIBaTb B NpeAHa3Ha4YeHHON ANA 3TOro ynpaBnsaeMomn cpeae ¢ yCTaHOBNEHHbIMU TpeboBaHnAMMN. IcKnio-
YEeHMEe N3 HeobXoAMMOCTU YNpPaBNeEHNA NPON3BOACTBEHHON CPeaon B NpoLecce NPon3BoOACTBa BO3MOXHO,
TONBLKO €CNWN 3arpA3HEeHne MOXeT ObITb CHUXKEHO A0 3apaHee N3BECTHOMO, NOCTOAHHOMO, yNpaBnsaeMoro ypoBHSA
npu Bannaaunn O4YUCTKU MEeAUUMHCKOrO U3genna n MOXeT noaaepXuBaTtbCca Ha 3TOM YpOBHE NOCPeaCcTBOM
yYNpaBneHNsa ynakoBbIBAHMEM MeAULIMHCKOro nanennsa. OaHaKko Aa)Xe B 3TOM cnyvyae MOXeT noHaaobuntbca
YCTaHOBUTDb yNpaBneHne npon3soacTBeHHOU Cpeaoun ¢ Lenbio nogaepXaHnua yreepkaeHHbIX NpoLeccoB O4UC-
TKWU U YN3KOBbIBAHUA.

6.4.2.4 CywecTBYIOT pa3nuyHble NapamMeTpbl, NOKa3aTenn n cpeacTsa ynpaBneHns, CBA3aHHbIE C NPO-
N3BOACTBEHHOWU Cpeaoun, HanpuMmep:

- Temneparypa;

- BNaXXHOCTb;

- BO3AOYLWHbIN NOTOK;

- (bunbTpauna BO3ayxa;

- MOHMN33aLUNA BO3OYXa;

- pa3Huua gaBnNeHum;

- OCBeLLEeHnE (CneKkTpanbHbIN COCTAB U UHTEHCUBHOCTD);

- 3BYK;

- BUOpaums;

- 4YUCTOTAa PaboUMX NOBEPXHOCTEN U NPOLIECCE;
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- Ka4yeCTBO BOAbI;

- 4YMUCNO COTPYAHUKOB, paboTalwwmx B AaHHOWN NPON3BOACTBEHHOWN cpeae.

6.4.2.5 Kaxgbin U3 napameTpoB, NoKasaTenen n cpeacTs ynpasneHna pekoMeHayeTca oueHmnBaTh AN
TOro, YTOoObI ONPeaennUTb, MOXET NN HEAOCTATOUHOCTb YNPaBNEeHNA YBENNYNTb PUCK, BO3SMOXKHbIW NPW 3KCMNYya-
Tauunm MeaNLMHCKOro U3aenus, T. €. He06XOANMMOCTb M CTENEHL YNPaBNEHNA NPON3BOACTBEHHON CPEAON PEKO-
MeHOyeTCca OTCNeXmBaTb C NOMOLUbLIO 3anncen No MEeHeQXKMEeHTY pucka Ana KOHKPEeTHOro MeguuMHCKOro
nsgenna. EcnnnponseoacTBeHHbIE YCNOBUA UMEKDT CYLLECTBEHHOE 3Ha4YeHne ANsA NpoLeccoB N3roToBNeHus,
OpraHn3aunmn pekoMeHayeTca YCTaHOBUTL TPEeOOBaHNSA K NPOU3BOACTBEHHON cpeae, B KOTOPON U3roTaBnuBa-
eTCca MeanuUMHCKoe nsgenue. [ina HEKOTOPbIX MEANLIMHCKNX N3AENUN MOXET DObITb HEOHBXOANMO 0DbecnevnTb
NPOCNEXNBAEMOCTb BO3AENCTBUA HA HUX NPOU3BOACTBEHHOWN cpeabl, HanpuMep ¢ NOMOLLbIO 3anncen Unwu
HenpepbIBHOrO MOHUTOPUHIa NapaMeTPOoB NPON3BOACTBEHHOW Cpeabl, AaXe Toraa, korga MmeamunHcKkoe nsae-
nne He HaxXoauTcsa B Npouecce N3roToBNeHNA (HaNpPUMepP B BEYEPHME Yacbl MNU BbIXOAHbIE AHW).

6.4.3 llepcoHan

6.4.3.1 llepcoHan opraHnsaunn, BKNOYasa NULUAa, KOTOPble HAaX0OAATCA Ha TeppUTOpPUN BPEMEHHO UNK
nepecekaloT ee, Npu CyLecTBOBaHUN BO3MOXHOCTU €ro KOHTaKTa ¢ npoaykumen nnv npon3soacTBeHHOU cpe-
NOW AOMXEH ObITb HAaANEXalWnm 0bpasoM oaeT, NPONTUN OUNUCTKY M ObITb 3A0POBbLIM, TAK KaK 3TN (DaKTOPb! MOTYT
OTPULATENLHO NOBNUATL HA Ka4eCcTBO Npoaykumn. lNpuynHa oTpnuaTensHOro BNNAHNA 3aKNI04YaeTca B TOM,
4TO NOAN ABNAKOTCA Pa3HOCHYUKAMU MUKPOOPraHU3MOB WU 3arpAs3HALWMX 4YacTul, YTO yBenunduBaeT PUCK
3arpasHeHnsa Npoaykumnn.

[lepCcoHan, KOTOPbLIN MOXET HaX0AUTLCA B NPON3BOACTBEHHOU Ccpeae:

- MepcoHan, 3aHATbIN N3roTOBNEHMEM NPOAYKLUN, KOHTPONEPbl N MeHeXepbl;

- NepcoHan oTaena MaTeprnanbHO-TEXHUYECKOro CHabXeHns;

- MHXeHepbl N0 NPON3BOACTBY;

- MHXEHEPLI N0 NPOEKTUPOBAHNIO N pa3paboTKkam;

- NepCcoHan, 3aHATbIW B CUCTEME YNpaBNeHNA, NOATBEPKAEHUA N TEXHUYECKOTO obecnevyeHna KavecTBa;

- NOCTaBLUMKN MaTepMNanoB 1 ycnyr (BKNYas ycnyrn no O4YNCTKE);

- Nnua, OTBETCTBEHHbIE 33 NoaaepKaHne obopynoBaHusa B paboyeM COCTOAHUM;

- 33Ka34UKM;

- ayaunTopbl;

- MHCNEKTOPLI (PEBN30OPLI).

BaXXHO NOMHWUTb, YTO KOHTaKT C NPOAYKUMEN UNN NPON3BOACTBEHHON CPeaon BKNOYaEeT B ceba Bpems,
CBODOAHOE OT HENOCPEANCTBEHHOIO U3roTOBNEHUA NPOAYKLUNN, HANPUMEP BEYEPHMNE Yachbl, BbIXOOHLIE U NPa3-
AHWYHbIE OHW.

6.4.3.2 llepcoHan, nmerwmn MmeanuMHCKMe NoKasaHusa, KOTOpble MOryT OTPUUATENbHO CKA3aTbCA Ha
Ka4yecTBe NPoAVKUMN, He AOMKEH ObITb AONYLUEH K TEM ONepaunam, B KOTOPbIX OH 3aHAT, NN Ha CBOU paboyne
MECTa A0 BbI3A0OpPOBNEHNA. PekoMeHayeTCca NPOUHCTPYKTUPOBATb NEPCOHAN U NONPOCUTb €ro coobwaTtb o
TAKNX CUTYALIMAX KOHTPONEPY. DTO OCOODEHHO BaXKHO NPWN U3roTOBNEHUN CAEAYIOLLMX MEAULIMHCKUX U3AENNNA:

- CTEPUNbHbIX;

- npegHa3Ha4YeHHbIX ANAa cTepmunmni3aunn nepen ncnonb3oBaHUEM;

- ANA KOTOPbIX MUKPOBnonornyeckaa YncTota UMeeT ocoboe 3Ha4eHue.

6.4.3.3 PekoMmeHayeTca obecneynTb Haanexalwme noaroToBky n/mnn KOHTPONb NepcoHana, paboTtalto-
LLIero B cneumnanbHbiX NPON3BOACTBEHHbLIX YCNOBUAX (HANPUMEP B MOMELLEHNAX, rAe TEMNEPATYPa N BNAX-
HOCTb MOryT OblTb T@KUMW BbICOKMMW MNN HU3KUMW, YTO ANUTENbHOE HaXOXAEHWE B 3TOM MNOMELLEHUN
CTaHOBUTCA ONACHbIM ANA 300POBbA, NN B NOMELLEHUAX, Qe BCacbiBaloLWMe BEHTUNATOPLI COXPaHAKT ONac-
Hble CNapeHna Ha AONYCTUMOM YPOBHE ) NN B yNpaBnaeMbiX YCNOBUAX NPON3BOACTBEHHOW cpenbl. Hn oanH
COTPYAHUK, BKNOYaAa BPEMEHHO paboTaloLWmnX, 3aHATLIX B NPON3BOACTBE, TEXHUYECKOM ODCNY>XUBAHUN, OUNC-
TKe UN1 peMOHTE, €CNU TONbKO OH HE NOAroToBNeH ANA BbINONHEHUA KOHKPETHLIX 3a0a4y B ynpaBnaeMbIX YCNo-
BUAX NPON3BOACTBEHHOW cpeabl, HE MOXET NONY4YNTb pa3peLlleHna Ha BXOA4 B NPON3BOACTBEHHOE NOMeELLEHNE,
NoKa He byaeT NPOKOHTPONUPOBAH cneLmanbHO NOAroTOBNEHHbLIM COTPYAHUKOM.

6.4.4 3arpA3HeHHble U NOTEHUMaNbHO 3arpA3HeHHble MeaAULMHCKMUE U3aenun

daKkTopammn, paccMaTpmBaeMbiMM C LENbIO npeaynpeXxaeHna nepekpecTHoro 3arpasHeHna meauunH-
CKUX n3genun, Npon3BoaACcTBEHHOU cpeabl UNKU nepcoHana, ABNAKTCA:

- MaeHTUMPUKaALNA MeaNLMHCKUX U3nenuu;

- O4UCTKA N 00e33apaXnBaHMe MeAULIMHCKNX n3nennn, pabounx NOBEPXHOCTEN UMK MNEPCOHANA, KOTO-
pble ObiNnU NN MOornun ObiTb 3arpA3HEHbl, U YX0a 338 HUMMN.
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7/ Tlpouecchbl XXM3HEHHOrO LUKNa NpoAayKLuun

7.1 TlnaHnpoBaHue NpPoLeCcCOB XU3HEHHOro LuKna npoayKLumu

UCO 13485:2003 Uzpenua meamumHckue. CucteMbl MeHeaO)XMEHTa KadyecTBa. peboBaHMA
ANA uenen perynupoBaHunA

7 Tlpouecchbl XKW3HEHHONO UUKna npoayKkuumm

7.1 TlnaHuwpoBaHue NpPOLECCOB XXU3HEHHOro UuKna npoayKuummn

OpraHnsaumsa AomKHa NNaHnpoBaTh N pa3pabaTbiBaTh NPoOLECCH, HEOOXoaAnMbIE ANs obecnevyeHns
)XKU3HEHHOro uMKna npoaykuun. NnaHnpoBaHme NpoLECCOB XU3HEHHOrO LMKNA NPOAYKUMU AOMMKHO OblTb
COrnNacoBaHoO ¢ TpeboBaHMAMU K APYrNMM NPOoL.eCCaM CUCTEMbl MEHEAXXMEHTA KavecTBa (CM. 4.1).

[Tpn NNnaHnpoBaHUM NMPOLECCOB XU3HEHHOro LUMKNa NPOAYKLMM OpraHn3auns AOMKHa YCTAHOBUTD,
ecnun 310 uenecoobpasHo:

a) uenu B obnacTun KadecTtsa n TPeboBaHMA K NPOAYKLUNN,

b) NoTpPeOHOCTL B pa3paboTke NpoLeccoB, AOKYMEHTOB, a TakKXe B 0becnevyeHumn pecypcamm ana KOH-
KpeTHOW NPOoAaYKLUWU;

C) HEODOXOAMMYIO AEATENBHOCTL MO BEpUUKaLMN N BANNAALMN, MOHUTOPWUHIY, KOHTPOMMIO N NCTbITA-
HUAM ONS KOHKPETHOWN NPOAYKUMKM, a TaKXe KPUTEPUM NpUeMKN NpoayKLNK;

d) 3anucu, HeobxoanMble ANa obecneyYeHna CBMAETENLCTBA TOrO, YTO NPOLLECChI XKU3HEHHOrO LMKNA
npoayKuun n NnponseeaeHHasa NpoayKumMa COOTBETCTBYIOT TpeboBaHUAM (CM. 4.2.4).

Pe3ynbTaTbl 3TOr0 NNaHNPOBaAHNA A0MKHbI ObITb B POpPMeE, COOTBETCTBYIOLLEN NPaKTUKE OPraHn3aLmu.

OpeaHu3ayus 0omkHa paspabomambe OOKyMeHmMuUpoeaHHbie mpebosaHus K yrnpasesieHUo PUCKOM Ha
g8cex amarnax XU3HeHHO020 YuKna npo0yKuuU. 3anucu rno ynpaessieHuio PUCKOM OO/MKHbI N000epXueamaeCs 8
pabouemMm cocmosiHuu (cMm. 4.2.4 u npumedaHue 3).

[TpumMmedaHmuns

1 HoKymeHT, onpenensanwmnn npoueccbl CUCTEMbl MEHEQXKMEHTa KavyecTBa (BKNKYaa npoLecchbl X XKU3HEHHOTO
LMKNa NpoAYyKLUUN) N PpeCypChbl, KOTOPbIE NPeaACTOUT NPUMEHSATDL K KOHKPE THOW NPOAYKLUN, MPOEKTY UNN KOHTPAKTY, MOXKET
paccMaTpuBaTbCA Kak NnaH KadvecTsa.

2 Mpu pa3paboTke NpoLEeCCOoB XXU3HEHHOMO LMKNa NpoAYKLUN OpraHn3auns MoXeT Takke NpUMeHAaTb TpeboBa-
HUA 7.3.

3 Cm. [5] no ynpasneHu puckom.

7.1.1 O0wme nonoxeHns

7.1.1.1 TepMuUH «NpoLEeCCHl XXN3HEHHOrO LUMKNa npoaykumn» ncnonb3yot B MCO 13485 ana onncaHms
NPOLLECCOB, HAYMHAIOLWMNXCA C NNAaHUPOBAHUA U NPOOOMKAILLNXCA:

- onpeneneHneM TpedboBaHUN NOTPEeOUTENA N yCTaHOBNEHNEM CBA3U ¢ NoTpedbutenem (cm. NCO 13485,
noapasnen 7.2);

- ApoeKkTnpoBaHmeM un paspadortkon (cm. MCO 13485, noapasnen 7.3);

- 3akynkamun (cMm. NCO 13485, noapasaen 7.4);

- Npon3BoacTBOM U obcnyxmeaHmnem (cMm. UCO 13485, nogpasnen 7.5);

- ynpaBneHueMm ycTpoucTBamm Ana MOHUTOPUHra nunsmepeHnn (cm. NCO 13485, nogpasnen 7.6), BKNio-
4aa MNOCTaBKy NPOAYKLMA.

[Tpouecchl XKM3HEHHOIO LMKNA NPOAYKLUUN TaKXe BKNIOYaIT B ceba HEKOTOPbIE BUAbLI NOCNENPOAaXXHOW
0eAaTenbHOCTU, HanpuMep obcnyxmBaHne NOTPedbnTena, NOCTaBKy 3an4acTen U TEXHUYECKYIO NOAOEPKKY.

7.1.1.2 OpraHunsaymsam, Ybm CUCTEMbI MEHEQXKMEHTA KA4ECTBA UCKNIOYAaIOT yrpaBneHmne npoekTUpoOBa-
HUem u paspaboTkon (cM. NCO 13485, nogpasnen 7.3), He0H6XO0AUMO TaKXKe BbINOMNHATL TPeOOBaHUA K BepUdU-
KaLuumn n Banunaauun npoaykummn, yctaHoeneHHbole B UCO 13485, noapasnen 7.1, OTHOCALLUMECSH K npoLeccam
)KM3HEHHOro LUMKNa Npoaykuun. B 3Tnx opraHnsaumnax npm BHECEHNN NKOOLIX N3AMEHEHNIN B MEAUNLIMHCKUE N3ae-
nmMa pekoMeHayeTca paccMaTpuBaTb cpeactea ynpaeneHnsa, sknioveHHble B MCO 13485, noapasnen 7.3.
Takne nameHeHna TpebyioT nonyvyeHna 06 bEKTUBHBLIX CBMAETENLCTB (HanpuMep Bepudpunkaumm n sanuaaunmn
MeaUUMHCKUX n3gennn, noapodHOro onMcaHna NPOoBEPOK U NCNbLITaHUN, NpoLeayp NepecMoTpa) pe3ynbTaTos,
NONy4YeHHbIX NO BUAaM aeatenbHOCTU, onncaHHbiM B UCO 13485, noapasnen 7.3.

[Mpumedanune 1 B UCO 13485, noapasnen 7.1, cornacyeTca ¢ onpeaeneHmMeM nnaHa Kavyectea, nNnpuBe-
neHHbIM B MCO 9000 n oTHOCAWMMCA K NNaHUPOBAHNIO MPOLLECCOB XMN3HEHHOMO LIMKNAa NPOAYKLUN.

[TpumedaHune— dononHntenbHaa nHpopmauma No NnaHam kadecTtsa npueseaeHa B [10].
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7.1.1.3 llpn nnaHnpoBaHMMN NPOLECCOB XXN3HEHHOro UMKNa NpoaykKuun opraHn3aunumn pekomMeHayeTcs
paccMmaTpmBaTtb 00NAaCTb NPUMEHEHN CBOEN CUCTEMbI MeHeaXMeHTa KadecTBa (cM. MCO 13485, noapas-
nen 1.2). Ecnn opraHnsaumns npuMeHsEeT perynupytolimne TpedoBaHna, NO3BONAIOLLME UCKNIOYNTD YNPaBNeHNe
NPOEKTUPOBaAHMNEM N Pa3pPaboTKON N3 06NacTn NPUMEHEHNA CUCTEMbI MEHEOXKMEHTA Ka4eCcTBa, TO MHOpMa-
LA O NPOEKTE, OTHOCALLAACA K 06Aa3aTenbHbIM npoLeccam Bepudpumkaumm v sannaaumn, MOXeT ObITb YacTblo
3anncen, CBA3aHHbIX C NNAHUPOBAHMEM MPOLLECCOB XU3HEHHOIO LUMKNa NpoayKumn. ITta nHdpopmauma mnu
CCbINKN Ha Hee MOryYT HaxoaAUTbLCA B OTAENbLHOM (haune (CM. npunoxeHne A, Tabnuua A.1).

7.1.1.4 HekoTopble TpeboBaHNA, HaYMHAIOLWMECA CO CMOB «ECNU COOTBETCTBYET» U OTHOCALLMECS K NPO-
LLECCaM XMN3HEHHOro UMKNa npoaykumn, nepedncnenbl B MCO 13485. Opnako B UCO 13485, noapasnen 1.2,
YCTaHaBNMBaeTCa Takke, YTO ecnu TpeboBaHMe Ha4YNMHAETCA C 3TUX CNOB, ero crneayeTt paccMaTpuBaTh Kak
COOTBETCTBYIOLLEE HEe3aBUCUMO OT TOro, CMOXET NN opraHunsauma npenocTtaBUTb AOKYMEHTUPOBAHHOE
000CHOBaHME OaHHOro TpeboBaHuA. TpeboBaHne pekoMeHAYEeTCA Takke CHUTaTb COOTBETCTBYIOLWNM, €CNK
ero BbINONHEeHne HeobXoaAMMO ANsA YAOBNETBOPEHNA KOHKPETHbLIX TPpeboBaHUN K NpoayKLUMN UNN BbINONHEHWUS
OpraHnsaumnen KOppekTUpyoLwmnx 4encTBun.

TpeboBaHMe He yCTaHaBNMBAETCA B TOM cnydae, ecnn OHO ABNAETCA COOTBETCTBYIOLWNM TONLKO ANA
Kakon-nnbo KOHKPETHOM OpraHusaumm, HO Heobxoaumo paccmaTtpmBaTb perynupyoline TtpeboBaHus,
OEeUCTBYIOLME HA PbIHKAX, KyAa AaHHaA opraHusaunsa nocrtaeBnaeT CBOK NPOAYKLUMNIO.

7.1.1.5 K npoaykunn obObIMHO NpeabaBnaloT cneayowmne TpeboBaHus:

- NOCTWXKEHUE Lienen B 0bNacTn KadecTBa U TPebOBaHUN K NPOAYKLINN;

- pa3paboTka npoLeccoB, AOKYMEHTOB U peCYpPCOB, HEODXOANMbIX ANA KOHKPETHLIX BWAOB NPOAYKLUWN;

- OCYyLLUeCcTBNeHue Bepupunkaummn, sanmnaaLmm, MOHUTOPUHra, N3AMEPEHNW, KOHTPONS NMUCTbITaAHUN, HEOD-
XOAUMBbIX ANA KOHKPETHbIX BUOAOB NPOAYKLNMN;

- BeAeHune 3annucen, HeobxoanmMbix Ana obecneveHna 0O bLEKTUBHLIX AOKA3aTENBLCTB TOr0, YTO NPOLECChH

)XM3HEHHOroO UMKNA NPOAYKUMM M FOTOBAs MNPOAYKUMA COOTBETCTBYIOT MpeabsaBnsaeMbiM TpeboBaHMAM
(cMm. NCO 13485, nyHKT 4.2.4).

7.1.1.6 llpouenypsbl, paspadboTaHHble opraHnsaunen, AoMNKHol 0dbecnevynBaTb OOBHLEKTUBHOCTL Pe3ynb-
TATOB KOHTPONA U NUCNbITAHUW, €CNU KOHTPOMNb U NCMbITAHMNSA OCYLLIECTBNAOTCA NEPCOHANOM, 38HATLIM B NPON3-
BOACTBE.

B utoroBbIx 3anncax, oTHocaLmnxca Kk Tpedoanmnam MCO 13485, nyHkT 4.2.4, nogpa3nen 7.1, nepedncne-
Hue d), npuMmevaHne 1 W NyHKT 7.3.3, NHOraAa MOryT ObITb NCNONb30BaHbI Pa3NNYHbIE TEPMUHbI (CM. NPUNOXKE-
Hue A, Tabnuua A.1).

7.1.2 MeHemXMEeHT pUcKa

TpeboBaHne yCTaHOBUTEL M NOAAEPXKMBATL B paboyeM COCTOAHUN AOKYMEHTUPOBAHHbLIE TPebOBaAHUS K
BUAaAM AeATENLHOCTU MO MEeHEeQXKMEHTY PUCKa ANA BCEX NPOLECCOB XXU3HEHHOro ULMKNa NpoayKLUUN YCTaAHOBNE-
HO B MCO 13485, noapasnen 7.1. OCHOBHbIMW 3NEMEHTAMMN TAKOr0 MEHEAKMEHTA PUCKA ABNAIOTCA OLIEHKA
pucka (BbiNnonHaemas Ha 6ba3e aHann3a pucka N oLeHNBaHUA PUCKa) n ynpasneHne pnuckom. Ocodboe BHUMaHNe
cnegyeT yaenuTb CNOBaM «ansa Bcex npoueccoB». B koHTekcTe MCO 13485 ynoTpebneHne aTnx cnoB 0O3Ha4a-
eT, YTO BCe npouecchl, onucaHHble B NCO 13485, pasnen 7, pekoMeHOyeTCa pacCMaTpmuBaTh C TOUKN 3PEHUA
TOro, Kak OHU obecnevymnBarT BXOAHLIMU AaHHbIMW BUAObI AEATENBHOCTN NO MEHEMKMEHTY PUCKE NNUN KBKYIO
NONbL3Y U3BMNEKAIT U3 Pe3yNbLTAaTOB AEATENLHOCTUN MO MEHEKMEHTY PUCKA.

[1na 3aBeplieHns AeaTeNbHOCTU NO MEHEMAXXMEHTY PUCKA PEKOMEHAYETCA paccMaTpuBaTbh MHPOPMa-
LMIO, NONY4YEHHYID Ha NOCNenpou3BOACTBEHHOW CTaaun (HanpuMep C MNOMOLLID ODpaTHOW CBA3M MO
NCO 13485, nyHkT 8.2.1, unun npun paccmoTpeHnmn xanod notpedutena no NCO 13485, nyHkT 8.5.1), n BKNIO-
4aTb ee B (pann MeHeQ)KMEHTa PUCKA.

Pe3ynbTaTtbl 4€ATENLHOCTU MO MEHEOXKMEHTY PUCKa BNUAIOT HA NPOLECChI XKU3HEHHOIO LLMKNA NPpoayKLUMK
cnenyowmnm obpa3om:

- NOMOralT ONpPeaennUTb XapakTep U MacluTadbl ynpaBneHus;

- BNUAIOT HA A€ATENBLHOCTL NO 0A00PEHUI0 NOCTABLUUKA;

- 0becneumBaloT BaXXHbIMWN BXOAHLIMU A3HHBLIMW CTAAUIO NPOEKTUPOBAHUS;

- CNYXaT KpUTEPUAMU NPU OLEHNBAHNN BbIXOAHbLIX A3HHbIX NPOEKTUPOBAHUS;

- YCTaHaBNMBAKT HEODXOANMOCTb NM3MEHEHUA NPOEKTA;

- NOMOralT YCTaHOBUTbL TPEDOBaHUA K NPON3BOACTBY U yNpaBnNeHnIo NpoL.eccamMu, ynpaBneHnto yCTpoun-
CTBaMM ANA MOHUTOPUHIa N N3IMEPEHNN, a TaKKe NPUeMKe NPpoayKumnn.

BaXXHO OTMeTUTb, YTO BbIXOAHblE A3HHbIE BUAOB AEATENLHOCTN MO MEHEMKMEHTY PUCKa MOryT NOBNUATL
Ha NPUHATME pPeLleHnn U BUAbl AEATENBbHOCTU, HE OTHOCALLMECA K NPOLLECCaM XU3HEHHOIO LMKNa NPpoayKunn
(cm. NCO 13485, paspgen 7). Hanpumep, nHpopmaums, NONy4eHHaA Ha BbIXoae AeATENbHOCTMN NO MEHEQKMEH-
TY pUCKa, MOXET OKa3aThb CYLLeCTBEHHOE BNNAHNE Ha peLlleHns, MPUHATLIE B Pe3ynNbTaTe aHann3a co CTOPOHDI
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PYKOBOACTBA OpraHn3auumn, noaroToBKY NepcoHana, UHPPaCTPYKTYPY, MOHUTOPUHT N U3MepeHne, obpalleHne
C HECOOTBETCTBYIOLLEN NPOAYKUMEN, KOPPEKTUPYIOLLME U NpeaynpeXxaallwmne oencTtena.

dononHUTENbHYI0 MHGOOPMALMIO MO YCTAaHOBNEHUIO MPOoLEeCcCa MEHEOXKMEHTA pUcKa ANa MeaULNHCKUX
n3gennun MOXXHO Hautm B [11].

7.1.3 Cpok cnyx6bl MeagULUMHCKOro n3genus

PelweHnsa, cBA3aHHble CO CPOKOM CNYXObl MEANLIMHCKOrO n3aennsa, MOryT ObiTb NPUHATLI ANA ynpaBne-
HNA NAEHTNPULUNPOBAHHBLIMU OCTATOYHbBIMN PUCKaMK, KOTOPbIE MOTYT BO3PaCcCTU A0 HeAONMYCTUMbIX YPOBHEN MO
NcTevYeHn nepmnoaa aKcnnyaraumm MeamumMHCKoro nsgenus.

TpeboBaHWe K OpraHmM3aumnam onpeaenaTb CPOK CNYXObl MEANLIMHCKOrO N3AenNna ¢ LLeNbo yNpaBneHns
OOKYMeHTaMun n 3anncamm yctaHoeneHo B MCO 13485, nyHkTbl 4.2.3 n 4.2.4. CpoK cnyX0Obl MeANLMHCKOrO
n3nenua MoXeT bbITb onpeaeneH, NCXoaa N3 TEXHNUYECKUX, IDPNONYECKNX, KOMMEPYECKUX N APpYrnx coobpaxe-
HUN.

OB60CHOBaHME YCTAaHOBNEHNA CPOKa CNYXKObl MEAULMHCKOrO U3aenmsa pekoMeHayeTcsa 3a40KyMEeHTUPO-
BaTb, BKMIOYUB B HETO:

a) Ha3Ha4YeHHbIN CPOK XpaHeHUa MeanLUHCKOro n3aenus;

b) AaTy OKOH4YaHUA Nepuoaa aKkcnnyaraunm MeanumMHCKOro n3aenua n ero KOMNOHEHTOB U3-33 NX CTape-
HUA C Te4eHNUeM BpPEMEHMN;

C) 4MCNO NepmoaoB aKkcnnyaTauum MegnunHCKoOro nsgenmna Ha OCHOBaHUM UCMbITaHUN MeaULMUHCKOrO
n3aenns;

d) oXxmpaemoe cTapeHne maTepuanos;

€) NPOYHOCTb YNAaKOBOYHbIX MAaTEpPUNanoB;

f) ana umMnNaHTNpyemMbiX MEAULIMHCKUX N3AENUN — OCTaTOYHbLIN PUCK, ABNAIOLLMNCA PEe3yNbTaTOM BCe-
ro nepnoaa npedbiBaHNA MEAULIMHCKOrNO n3nenua B Tene 4enoBeKa;

g) ANa cTepunbHbIX MEANLIMHCKNX N3AENNN — BO3MOXHOCTb NOAAEPKAHUA CTEPUNBHOCTM;

h) CNOCOOHOCTL/OTOBHOCTb OpraHnsauun, nuua, padoTtarLero no AoroBopy, K OKasaHuio ycnyr nnu
Hann4ne COOTBETCTBYIOLLEINO perynupyollero TpeboBaHus;

1) CTOMMOCTb M AOCTYNHOCTb 3anacHbIX YacTen;

]} ropunandeckmne coobpaxeHns, BKNOYaa BbiNONHEHNE B3ATbIX 00A3aTeNnbLCTB.

7.2 lNpouecchbl, cBA3aHHbIE C NOTPEeOUTENAMM
7.2.1 OnpepeneHune TpedboBaHUN, OTHOCALLMXCA K NPOAYKLUMN

UMCO 13485:2003 U3zpenua meamumHckue. CucteMbl MeHeaA)XMeHTa KayecTBa. TpeboBaHuMA
ANA uenen perynupoBaHuA

7.2 lpouecchbl, CBA3aHHbIE C NOTPeOUTENAMM

7.2.1 OnpeaeneHune TpeboBaHUN, OTHOCALLMXCA K NPOAYKUNMN

OpraHnsaumna AoMmkHa onpenennTb:

a) TpeboBaHnsa noTpedbutensa, BKNYaa TpeboBaHUA K NOCTABKE U AEATENBLHOCTMN NOCNE MNOCTaBKW;

b) TpeboBaHusa, He onpeaeneHHble NOTPedbUTENEM, HO HEOBXOAMMbLIE ANSA KOHKPETHOrO UNn Npeano-
naraemMoro Ncnonb3oBaHuA, KOrna OHO U3BECTHO:;

C) 3aKOHOAATENbHbLIE N Apyrne obasaTenbHble TPEeOOBaHUA, OTHOCALLMNECA K NPOAYKLNN;

d) nobble AfononHUTENbLHLIE TPEeDOBAHUSA, onpeaeneHHble OpraHmn3auven.

7.2.1.1 lNpouecchl, cBA3aHHbIE CNOTPebuTenamm, paccMoTpeHbl B MCO 13485, nyHKT 7.2.1, NOTHECEHbIK:

- BXOOHbIM/BbIXOOHbIM A3HHbLIM MPOEKTUPOBAHNA C LENLIO pa3padoTkn HOBOW NPOAYKLUNU;

- TpeboBaHUAM NOTPEOUTENA K NOCTaBKaM MMEIOLLEeNCa NPOaYKLUNU;

- 0DbpaTHOM CBA3N C NOTPEOUTENEM N KOHTAKTaM C HUM NO BONPOCaM, CBA3aHHbLIM C NONy4eHNneM 3aKka3oB
NN NOCTaBKOW NPOAYKLUMN.

7.2.1.2 TlpoayKuUnAa nycnyrn, KOTOpble OpraHn3aumna MOXeT NPpeanoXnTb NOTPebuTenam, onpeaeneHsl B
NCO 13485, nyHkT 7.2.1. TpeboBaHMsA KNpOoayKUMN N yCNyram MoryT coaepkatb crneayiolime AONONHUTENbHbIE
oaKkTopbI:

- perynupyroLwime nnv 3sakoHoaaTtenbHble TPeOOBaHUA CTPaH UM PErMOHOB, Ha PbIHKaX KOTOPLIX pa3Mme-
LLieHa NPOoAYKLUNA OpraHmn3aLumu;

- NpeaycMoTpeHHOe NPUMEHEHUE;

- npeapnonaraemMoe PYyHKUMNOHNPOBAHWUE;

- (bakTopbl, CBA3aHHbIE C NPOEKTUPOBAHUEM;
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- rpadnKn NOCTaBOK,;

- He OroBOpPeHHbIE 3apaHee TpeboBaHMA NOTPeduTenen.

7.2.1.3 Ona MmeauunHCKNX usgenmmn pekoMeHayeTca 3aA0KyMeHTUPOBaTb NpeaHa3HavYeHHOe NPUMeHe-
HUe n Ntodboe 06O0CHOBaHHO NPOrHO3UPYEMOE HeNnpaBnNbHOE UCNONBL30BaHUE, 8 TaKKe NOKa3aHnA K NpUMeHe-
HUID. ITO OCOBEHHO BaXHO NPU pPa3paboTke HOBbLIX MeAULMHCKUX un3aenun. PykoBoaslMe yKa3aHwus,
npuseaeHHble B NCO 13485, nogpasaen 7.3, NOMOryT OpraHn3aumm ycTaHOBUTb HEOOXOANMOCTb NPUMEHEHUS
TpeboBaHMN K NPOEKTUPOBAHUIO N pa3paboTKe.

B neATenbHOCTL N0 MEHEAXXMEHTY PUCKA TAKKE PEeKOMeHAYeTCA BKNYaTh NpeaHa3HavYeHHOEe NpUMeHe-
HUe n Nbdoe 06O0CHOBAHHO NPOrHO3UPyeMoe HenpaBnnNbHOE NCMONb30BaHNE MEANLMHCKOrO n3genma (CMm.
NCO 13485, noapasnen 7.1, OTHOCUTENBHO AEATENBHOCTU NO MEHEAXKMEHTY PUCKA ).

7.2.1.4 Bce noapobHOCTN, Kacalolmneca 3aKka3oB NOTPednTena, KOHTPaKTa ¢ NoTpebuntenem n tpedoBa-
HUW NOTPebUTEeNA, AOMKHbI ObITb MOHATLI U NPOaHaNN3NPOBaHbI C LEeNbio UX YAOBNETBOPEHUS; 3TU BUAbI AeN-
TENbHOCTU paHee OblNM 0003HAaYeHbl KaKk «aHaNN3 KOHTPaKTa».

[1pn Hann4nn TPeboBaHNI, BbINOMHEHME KOTOPbIX HE NPeaYyCMOTPEHO B X04e ODbIYHbIX paboumnx npoLec-
COB, YCTAHOBIMEHHbIX OpraHm3aunen (0CoOBEHHO HepeanbHbIX UMW HEBLINONHUMbIX), HEOOX0ANMO ODCYaAUTL
3Tn TpeboBaHnA ¢ NoTpebutenem.

7.2.1.5 Cnocobbl 3aka3a MOryT ObiTb pa3HbIMU: TMCbMEHHbLIN 3aKa3, YCTHOE cornalleHune, 3aka3 no Tene-
OOHY NN aNEKTPOHHOW NOYTE.

OaHa n3 caMbiX pacnpocTpaHeHHbIX NpodbnemM, C KOTOPbIMKM NPUXOAUTCA CTankMBaTbCA MPU 3aKa-
3e, — 3TO HEMNOHUMAaHME TOro, YTO 3aKa3aHO UMK Kak 3TUM Nonb3oBaTbca. [na peweHna AaHHON NPOobNeEMBI
BaXXeH XOpPOLUO HanaXXeHHbI OOMeH MHpOPMaLIMEN MeXAY OpraHMn3aunen n notTpednTenem n, N0 BO3MOXKHOC-
TN, OpraHn3aunmn pekoMeHayeTca pas3paboTaTtk npoueccbl 0OMeHa MHpopMaunen ana naeHTMukaumm n
peLleHna 3Ton Npodbnemel.

3aKa3bl B MMCbMEHHOM UMW 3NEKTPOHHOM BUAE, NONYYEHHbIE NO NOYTEe, paKkCy, ANEKTPOHHON NOYTE NNK
Yyepes VIHTepHeT, MOryT CTaTb AOCTOBEPHBLIM UCTOHYHNKOM NOAPOOHOCTEN O 3aKa3aHHOM npoaykunn. [Npn nony-
YeHWN 3aKa30B NO TenegoHY N1 NPAMON KOMMNbIOTEPHON CBA3U NPUHUMAIOT KOHKPETHbIE Mepbl ANA perncTpa-
LM NN NOATBEPXKAEHNA 3aKka3a. OpraHnsaumna AoMKHA pa3padboTaTb MeToAbl YNpaBNeHNA TAKMMN 38aKa3aMu,
Hanpumep:

a) 0AWH N3 cnocoboB 0hOoPMUTL 3aKa3, CAENaHHbIN NO TENEMOHY, MOXET 3aKN04YaTbLCA B TOM, YTO NNLIO,
NPUHUMAloLLIEE 3aKa3, 3aNUCbIBAET B NPUroTOBMNEHHbLIW 3apaHee BNOKHOT (MNK AaXe NpeaBapuTenbHO OTNeYa-
TaHHYIO OOPMY) BCe NOAPOOHOCTM 3aKa3a 1 NPOoYNTLIBAET NOTPEOUTENIO CBOIO 3aNUCH, 3anpalunBasn Npu 3TOM
noaTBEpPXAEHUE;

b) Apyrmm cnocodbom MoxeT ObiTb BBeAeHNE NoAPOOHOCTEN 3aKa3a HENOCPEACTBEHHO B KOMMNbIOTEP;
Npv 3TOM CHOBA 3anpaLlInBaloT NOATBEPXAEHNE 3aKa3a B YCTHON (popMe, MO pakcy Unu 3NEKTPOHHON NoYTE, C
HeNoCpPeACTBEHHbIM COXpaHeHneM MHGOOPMaLMN Ha ANCKE NNU pacnevyaTkon ee Ha DyMaXHOM HOcUTene.

7.2.1.6 llocnenony4yeHna 3akasa OTBETCTBEHHOE NNLIO OPraHn3aLnm A0MKHO NPOaHaNN3NPOBaTb 3aKa3
C TOYKM 3peHUa BO3MOXHOCTWM yaoBNeTBOpeHna TpeboBaHnn, npuBeaeHHbix B NCO 13485, nyHkT 7.2.2.
B HebonbLOon opraHn3aunm 3TUM OTBETCTBEHHbLIM NULIOM HaCTO ABNSETCA €€ PYKOBOAUTEND.

OpraHmn3aumna Takxke A0oMKHa onpeaenaTb HanMyne B 3aKkase TPeOOBaHNKM K NPOEKTY U CBA3b 3TNX TPebOo-
BaHnn ¢ NCO 13485, nogpasnen 7.3. PykoBoasawine ykasaHna, npuseaeHHble B 7.3, NOMOratoT opraHn3aumvn
onpenennuTb, ABNAIOTCA NU AaHHble TPebOoBaHNA TPEDOOBAHUAMM K NPOEKTUPOBAHUIO U pa3paboTke.

3anncb O NpoBeAeHHOM aHann3e 3aKka3a MOXeT ObITb TAKOW XXe NaKOHWUYHOW, KaK N NOMETKa Ha 3aKase, U
coAepXaTb TONLKO NOATBEPXKAEHWE, YTO 3aKa3 MOXET ObITb BbINONHEH, CONPOBOXAaeMO€E NOANNUCHIO aHaNN3U-
pyowero nuua, n aaty. B cnyyvae, ecnm Heobxoanm Bonee CNOXHbIN aHaNN3, OPraHN3aLna MOXeT pa3pabo-
TaTb Npoueaypy Takoro aHannsa, Ho camMa 3annchb AOMKHA BKNOYaTh B ce0a TONbKO OCHOBHbIE NOAPOOHOCTH
3aKa3sa.

7.2.1.7 Ecnun opraHnsauma npegnaraet BO3MOXHOMY NOTPEOMNTENIO 3aKNOUNTb KOHTPAaKT Unn odoop-
MWUTb 3aKa3, peKOMeHAYEeTCA NPUMEHATL TOT e noaxoa. HeobxoanmMo yCcTpaHnTb NIOOLIE NPOTUBOPEHNA MEXK-
ay npeanoXeHnaMmn opraHn3aLmamMm n TpedoBaHnamMmm NoTpedutena. OpraHn3aLmna A0MKHa yAOCTOBEPUTLCS,
4YTO TPpeboBaHUA, MO KOTOPbIM AOCTUTHYTO COrNalleHne, 3annucaHbl HaaneXxawmnm obpasom.

[1pn HEOBXOANMOCTN BHECEHUA NIOOLIX U3BMEHEHUN B 3aKa3 UMW KOHTPAKT PEKOMEHAYETCA NPOaHANN3N-
POBaTb 3TU U3MEHEHNA U NPUNUTU K COrNaLLEHUIO TaK XXe, KaK B cny4vae c nepBoHavanbHbIM 3aKa30M UNN KOHTPAK-
TOM. Ecnn M3MeHeHUa NPUHATBLI, BaXHO MNPOUHPOPMMPOBATL 00 3TOM 3aMHTEPECOBaAHHOE nNULO B
OpPraHn3aLunmn.

PekoMeHayeTcsa Takke BHOCUTL U3BMEHEHUA B COOTBETCTBYIOLLME AOKYMEHTbI, Ha KOTOPble AaHHbIE N3Me-
HEHWA OKa3bIBAOT BNUSHNE.
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7.2.2 AHanu3 TpeboBaHMN, OTHOCALLMXCA K NPOAYKLNN

UMCO 13485:2003 U3zpenua meamumHckue. CucteMbl MeHea)XMEeHTa KayecTBa. TpeboBaHuMA
ANA uenen perynupoBaHuA

7.2.2 AHanu3 TpeboBaHUN, OTHOCALLMUXCA K NPOAYKLMN

OpraHn3saumsa 00MKHA aHann3npoBaTh TPEOOBaHUS, OTHOCSALLMECH K NPOAYKLMN. DTOT aHANN3 AOMKEH
NPOBOAUTBLCA A0 NPUHATUA OpraHM3aLmnen 0b6a3aTenbCTBa NOCTABNATE NPOAYKLUMIO NOTpedbutenko (Hanpwu-
Mep, N0 Yy4aCTUA B TEHAEPAX, MPUHATUA KOHTPAKTOB UNW 33aKA30B, MPUHATNS N3MEHEHWN K KOHTPAKTaM Unu
3aKasaMm) n aonxkeH obecneymBaTb:

a) onpedeneHue U OOKyMeHmupogaHue mpebogaHuu K nMpooyKyuU;

b) cornacoBaHue TPedOBaHUN KOHTPAaKTa NN 3aKasa, OTNINYAaILLNXCA OT paHee COOPMYNNPOBaHHbIX;

C) CNOCOBHOCTb OpraHmn3aunn yaooBneTBOpPATb onpeaeneHHble TpedboBaHus.

3anncu pe3ynbTaTtoB aHanu3a v nocneayLmnx AENCTBUIA, BbITEKAIOLLINX U3 aHANN3a, A0MXKHbI Noaaep-
XXMBATbCA B paboyeM COCTOSAHUN (CM. 4.2.4).

EcnunoTtpedbutenn He BbIABUratoT AOKYMEHTUPOBAHHbIX TPEDOBAaHNNA, OPraHn3aLna AOMKHA NoaTBEP-
ONTb UX Yy NOTPEDBUTENSA A0 NPUHATUA K UCMONHEHNIO.

Ecnu TpeboBaHna K NpoaYKLWM N3MEHEHDI, OPraHmn3aumna NOMKHE 06ecneynTb, YTOObl COOTBETCTBYIHO-
LLIne AOKYMEHTbI ObINKU NCNPaBNEHbI, 8 3aUHTEPECOBAHHbIN NEepCcoHan 6bin NOCTaBNeH B N3BECTHOCTL 00
N3MEHMBLUMXCA TPeOOBaHNAX.

[MTpnmeyaHn e — BHeKoTopbIX CUTYaLUUAX, TAKUX Kak NpoAau, ocyLlecTBnsieMble Yepes IHTepHeT, NpakTu-
4yeckn HelienecooOpa3Ho NpoBOoAUTL OMULIMANBHBIA aHaNMU3 KaXXaoro 3akasa. BMecTo 3Toro aHanus MoXeT pacnpocTpa-
HATBLCA HA COOTBETCTBYIOLYIO MHAOPMALIMIO O NPOAYKLMKW, TAKYIO KakK KaTanorn Unn peknamHble matepuansl.

Kpome obLmnx pykoBoasumx ykasaHun, npmeeneHHbix B NCO 13485, nogpasnen 5.2 n nyHKT 7.2.1, KOH-
KPETHbIX PYKOBOAALLMX YKA3aHUN AN MeANLMHCKNX N3aennum He NMeeTCA.

7.2.3 CBA3b C NnoTpedbUTEeNnAMM

MCO 13485:2003 Uzpenua meamumHckue. CucTeMbl MeHeaO)XMEeHTa KadyecTBa. peboBaHMA
ANA ueneun perynmpoBaHmA

7.2.3 CBA3b C NoTpedbuTeNnAMM

OpraHnsaumsa AomKHa onpeaenaTb N OCYLWECTBNATL 3P PEKTUBHLIE MEPLI NO NOAAEPKAHUIO CBA3N C
noTpednTenamMmn, KacarwLmnecs:

a) UHdopMaLMK O NPOAYKLNMN;

b) NpoxoXaeHUa 3anpoCcoB, KOHTPAKTa UNK1 3aKasa, BKN4Yaa NoNpaBKuy;

C) obpaTHOM CBA3N C NOTPebuTeneMm, BKNoYasa Xkanobbl NoTpedbutenen (cm. 8.2.1);

d) nosicHumersnbHbIX yeedoMneHuu (cMm. 8.5.1).

KpoMme HeODX0ANMOCTN BHEAQPEHNSA PEe3yNbTaTUBHbLIX CPEACTB CBA3M C NOTPebnTENAaMU, BKNOYaa obpart-
HYI0 cBA3b, B NICO 13485, nyHKT 7.2.3, paccMaTpuBaloTCcA XKanobbl NOoTpedbntenen n NOACHUTENbLHbIE YBEAOM-
neHna (CM. Takke pykosoasawme ykasaHma B MCO 13485, nyHKT 7.2.1).

[ToacHUTeNbHbIE yBEAOMNEHNA paccMOTpPeHbl Takxke B MCO 13485, nyHKT 8.5.1, rae copepatca Aonon-
HUTENbHbIE PYKOBOAALLNE YKA3aHUA.

OnpeneneHna TEPMUHOB «MNOACHUTENbHOE YBEAOMMEHNE» U «Xanoba noTpedbutena» npuBeaeHsl B
NCO 13485, noapasgensl 3.3 n 3.4. IOKYMEHThI, CYLLIECTBYIOLLINE HA MEXAYHAPOAHOM PbIHKE MEeAULIMHCKNX
n3nenun n coaepXxalume perynmpylome TpeboBaHUa K HUM, UMEIOT HE3HAUNTENbHbIE Pa3NNUYna B TEPMUHAEX,
onpeaeneHnax n TpedoBaHNAX, OTHOCALLMXCA K XanobaM NoTpedntena, KOPpPEeKTUPYIOLWMM U NpeaynpeXxnalo-
LLIMM AEUCTBUAM. B 3TUX AOKYMEHTAaX OTPaXXeHO TaKkKe pas3nnyHoe OTHOLWEHME KOTBETCTBEHHOCTN CaMOW Opra-
HU3aLUNN-U3roTOBUTENA N OPraHmn3aunmn, KOHTPOMUPYIOWMX COOTBETCTBUE pPerynupyrlmnm TpedoBaHUAM,
TpeboBaHMAM NOTPebUTeNnen N TPETLUX CTOPOH. OUeHb BaXXHO, HTOOLI B OpraHmsaumnm obinu obecneyeHbl yCrno-
BUA ANA NOHMMaHUA Perynmpyrowumnx TpedboBaHnm, CyLLLECTBYIOLLMX Ha KOHKPETHOM PbIHKE CObITa NPOaYKLUUN,
BbIMyCKaeMoOn AaHHOWN OpraHnusaumen, n COOTBETCTBUA 3TUM TpeboBaHuAaAM. CBA3b C NOTPEDUTENAMMN MOXET
TaKkKe NOBNUATL HA CNOCODHOCTb OpraHM3aunm ycTaHaBnneaTb UNKU BEPUPULNPOBATL NPOCNEXNBAEMOCTb
NpPOoAYKUNM BNNOTb A0 KOHEYHOro NoNb3oBatens. 1o 0COOEHHO BaXXHO B OTHOLLEHUN UMNNAHTNPYEMbIX Meau-
LIMHCKNX N30eNnin, ANSA KOTOPbIX CYLECTBYIOT KOHKPETHbIE TpeboBaHna npocnexuneaemoctn (cm. MCO 13485,
NOANYHKT 7.5.3.2.2), unn B OTHOLUIEHMN APYIrMX MEANLMHCKNX W3OENUN BbICOKOrO PUCKE, ANA KOTOPbIX
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TpeboBaHMA NPOCNEXKNBAEMOCTN MOTYT ObITb BbIABUHYTbI OPraHn3aunaMmn, KOHTPONNPYIOLLUMM COOTBETCTBUE
perynupyioinm TpedboBaHuaM.

7.3 MpoexTnpoBaHue n pa3padboTka
7.3.1 naHmpoBaHue NPOEKTUPOBAHUA U Pa3padboTKK

NMCO 13485:2003 U3penuna meamuumHckue. CUCTeMbl MeHeaA)XKMEeHTa KayecTBa. TpeboBaHuMA
ANA Ueneun perynupoBaHuA

7.3 lNpoexTnpoBaHue N paspadboTka

7.3.1 NMnanmpoBaHue NPOEKTUPOBAHUA U pPa3padboTKK

OpeaHu3zauyus 0o/mkHa pa3pabameigamb OOKYMEHMUPOBAaHHbIE NpoUedypbl MPOEKMUPO8aHUS U pas-
pabomku npooykyuu.

OpraHmnsaums obasaHa NNaHnMpoBaTb U YNPaBNATb NPOEKTUPOBAHMEM U Pa3pPabOTKON NPOAYKLMNN,

B xoae nnaHnpoBaHUA NPOEKTUPOBaHNA U Pa3padboTkm opraHn3auma AoMKHa YCTaHaBNUBATb:

a) cTtagum NPOEKTNPOBaHNA U Pa3paboTKu;

b) eudbl 0essimenbHOCMU N0 aHanu3y, eepuchukaluu, eanudayuu unepedade npoekma (CM. npumeda-
HuUe), coomeemcecmeayroujue Kaxxoolu cmaduu npoekmuposaHus u paspabomeku;

C) OTBETCTBEHHOCTb U NOMHOMOYNA B OONACTN NPOEKTUPOBAHUA M Pa3paboTKN.

OpraHn3aumna AoNXHa ynpaBnaTh B3aUMOAENCTBUEM PA3NNYHbIX FPYNM, 3aHATLIX MPOEKTUPOBAHNEM U
pa3paboTKkon, ¢ uenbto obecneveHnsa 3pHEKTMBHON CBA3U M YETKOIO pacnpeaeneHns OTBETCTBEHHOCTW.

Pe3ynbmambl nnaHupos8aHusi 00/MKHbI 6bimb OOKyMEHMUPO8aHb! U, €Criu He0bXo0UMO, akmyarnu3u-
po8aHhbl rpu cosepuieHCmMa8o8aHUU nMpoekmuposaHus U paspabomku (cM. 4.2.3).

[1pumeyaHue— [JeamenbHocmb 10 repedade rnpoekma 8 rpouecce npoekmuposanus u paspabomku
OOIKHa 2apaHmuposamsb, 4mo 8bIXOOHbIE OaHHbIE fIpoekmuposaHus u paspabomku 6yoym sepuhuiiposaHb! Kak co-
omeemcemesyrouiue mpebosaHUsaM K MPpoUeccy U320mosneHus, rnpexoe Yem cmadym oKoOHYamernbHbIiMuU crieyughuxkayu-
AMU IPOCYKUUU.

[1pyn NNaHNPOBaHUN NPOEKTUPOBAHUA N PA3PabOTKMN NPUMEHSAIOT TAKXKE PYKOBOAALLME YKA3aHUS, NPUBeE-
neHHoble B 54.2n7.1.

[1TNnaHnpoBaHNE NPOEKTUPOBAHUA U Pa3PabOTKN HeOOXoANMO ANA obecnevYeHna HaaneXxawero ynpasne-
HUA NPOL.ECCOM MPOEKTUPOBAHUA U AOCTUXKEHNA NOCTABNEHHbIX Llenen B 06NacTn kavyecTBa. Pa3paboTaHHble
NNaHbl AOMKHbI COOTBETCTBOBATb TEM MONOXEHUAM CUCTEMbI MEHEQXKMEHTA KaydeCTBa OpraHmn3aummn, KoTopble
NMEIOT OTHOLLEHNE K NNAaHMPOBaAHUIO B 0ONAaCTN KavyecTBa U TPedOoBaHUAM K NPOoLLeCCaM XU3HEHHOrO LMKNa
NPOAYKUMKN, BKNIOYAA yripaBneHne NPoeKkTUpoOBaHMEM N Pa3paboTKoM.

[1naH(bl) NPOEKTUPOBaHNA N Pa3pPabOTKN OOLIYHO BKNIOHAET(I0T) B ceba cneayoLwlee:

a) onucaHwue Lenen NPoOEeKTNPOBAHNA N Pa3pPabOoTKU, TO €CTb, KAKOE KOHKPETHOE MEeANLIMHCKOE n3nenue
NOMKHO ObITb pa3padboTaHo;

b) BO3MOXHbI€ PbIHKM CObITA (KAaK MMHUMYM, OOLLYIO NpeaABapUTENbHYIO OLLEHKY);

C) NOEHTUOUKALUMNIO AOKYMEHTOB, Npoueayp U NTOroBbiX 3anncen CUCTEMbl MeHeO)XXMeHTa Ka4yeCTBa,
NPMMEHAEMbIX K YNpaBneHnio NPOEKTUPOBaAHNEM U Pa3pabOTKOWN;

d) naeHTMdUKaumio pacnpeaeneHmna oTBETCTBEHHOCTU BHYTPU OpraHmsaumm no odbecne4vyeHnio KadvecTt-
Ba Ha 3Tane NPoeKTUpPOBaHUA U pa3paboTkn, BKNOYaa B3aMMoaencTeme ¢ NiodbbiMU NOCTaBLLNKAMMU;

€) naeHTMPNKaLUno OCHOBHbIX 33434, TPebyIoLWKnX peLlleHna (UNn 3TanoB yrnpaBneHna NPOEKTNPOBaHN-
eM U pa3paboTkon), 0XXnaaeMbiX BbIXOAOB (MPON3BOAHbLIE U 3AaNMNCU) ANA KAaXXAO0W 3334 UNKN KaXkaoro atana, a
TaKkKe pacnpeaeneHns MHAMBMAYanbHOW OTBETCTBEHHOCTU UNN OTBETCTBEHHOCTU OpraHm3aunm (nepcoHan n
pecypchbl) 3@ BbIMONHEHNE KaXXA0WN 3a0a4n Unn 3tana;

f) rpadomk BbINONHEHNA OCHOBHbIX 33434 UNM 3TanNoB C LeNbio COOTBETCTBUA BPEMEHHBLIM paMKaM, YCTa-
HOBNEHHbLIM ANA peann3aunn BCcen NPorpaMmmbl AENCTBUN;

g) naeHTUPnKaunio HeobXoANMMbIX MMEKLLUMXCA U NpeanonaraeMbiX YCTPONCTB ANA MOHUTOPUHIE W
N3MEPEHNN C LENbIO peann3aumnn BUAOB AeATENBHOCTN, CBA3aHHbIX C pa3paboTkon TpeboBaHuN, Bepugpmnka-
Luen, Bannaaunen Mn3roToBneHNneM KOHKPETHOro MeanLMHCKOro nuaaenua (CM. Takke pykoBoasiLLme yKa3aHns
B 7.6);

h) BbIOOP NWUL, NPOBOAALLMX aHANWN3, COCTaB rpynnbl, NPOBOAALLEN aHaNN3, NpoLeaypbl, HEOOXoANMbIE
NNAa aHanun3a KaXaown 3aaavn mnu atana;

1) BUAbI AEATENBLHOCTU NO MEHEMKMEHTY PUCKA;

]} BbIOOP NOCTaBLUMKOB.
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[TnaHnpoBaHme No3BONAET PYKOBOACTBY OPraHn3aLnm ynpaBnaTb NPOLLECCOM NPOEKTUPOBAHUSA U pa3pa-
OOTKM, HE BbIXOAA 33 YCTAaHOBNEHHbIE BPEMEHHbIE PpaMkn 1 obecneymBasa Haanexalluue 3anmcun. B npouecce
NNaHUPOBAHUSA COTPYAHUKU rPYNNbl NPOEKTUPOBAHNSA MU Pa3paboTKM YETKO OCO3HAIT HEOOXOANMbIE YCTaHOB-
K1, LLenu n npoueaypbl. NMnaHnpoBaHne ABNAETCA TakKXe OCHOBOW ANA onpeaeneHnsa COOTBETCTBUSA LEnam
CUCTEMblI MEHE)KMEHTA Ka4yeCTBa.

Buabl 4eaTeNbHOCTU MO NPOEKTUPOBAHMIO U pa3paboTke pekoMeHayeTCs OnNpeaenaTb C TON CTENEHbIO
netanuaauum, Kotopas Heobxoanma ansa BbIMONHEHUA NpoLecca NpoekTupoBaHusa. CteneHb NNaHUPOBaHMA
NPOLLECCOB NPOEKTUPOBAHUSA U Pa3paboTKn 3aBUCUT OT BENUYMHbBI OPraHn3aLmn-paspadoTynka n CRoXHOCTH
pa3pabarbiBaEMOro MeANLIMHCKOro n3aenus. B HEKOTOPLIX OPraHn3aumnax AOKYMEHTMPYIOT BCE NPOLLECCHI U
npoLeaypbl, OTHOCALLMECS K BUAAM AEATENBHOCTU MO NPOEKTUPOBAHNIO N pa3paboTke. B Takmx opraHmsaumax
NN KaXXA0ro KOHKPETHOro BUAa AeAaTenbHOCTU MOXET ObITb TakXe pa3padoTaH NNaH, pacCMaTpPUBAIOLLNN BCE
neTann AaHHOro BUaa AeaTenbHOCTU U BKNIOYaKLWNK B ceba HeobxoamMble obLime yCTaHOBKK M npoLenypbl. B
NpYyrnx opraHn3aumax CoCTaBnNalT NOAPOOHbLIN NNaH NPOEKTUPOBaHNA U Pa3pPaboTKM KOHKPETHO ANS Ka)XAoro
NPOEKTa.

[1Nsa HEKOTOPbLIX TEXHONOTMNI B3aUMOCBA3b MEeXAyY yrnpaBneHneM NpoeKTUpoBaHNEM U NPOLLECCOM pa3pa-
OOTKM MOXET ObiTb O4EHb TECHOM, B TO BPEMSA Kak ANa ApYrmx — He3HauyntenbHon. MeauumHckmne nagenus
PEKOMEHYETCA NPOEKTUPOBATb TaK, YTOObI OHM MOTNN BblAepKaTb BO3MOXHblE U3MEHEHMSA B NPOLLECCe N3ro-
TOBNEHUS, a NPOLIECC N3rOTOBNEHNA AOIMKEH OblTb TAKMM CTAOUNbHBLIM, YTOObI rAPaHTMPOBATb NPOMN3BOACTBO
6e3onacHoOM NPoAYKUMKN, DYHKLIMOHMPYIOLLEN Haanexawmnm ob6pa3om. 3To 4acTo NPNBOANT K TECHOMY B3aUMO-
NENCTBUIO MEeXAY BMAAMN AeATENBHOCTM NO pa3paboTke NpoayKLuun n paspaboTke NpoLeccos.

[lepenayy npoekTa B NPOM3BOACTBO PEKOMEHAYeTCA NPOBOAUTL NOCNE ero aHanusa n 0aodbpeHnsa BCex
cneuncomnkauum n npoueayp. lNpn nnaHMpoBaHMM NPOLLECCOB XN3HEHHOIO LUMKNa NPpoayKUMN pekoMeHayeTCA
YUUThbIBaTL TPeboBaHMA K MPOU3BOACTBY (BOCMPOU3BOAMMOCTb, AOCTYNHOCTb 3an4acren/martepmnanos,
NOTPEeBbHOCTbL B NPON3BOACTBEHHOM 000PYAOBAHMN, NOATOTOBKE ONEPATOPOB N T. A.) N BO3MOXHble TPpeboBa-
HUA K OLleHKe COOTBETCTBMA (Npoueayp, MeToaoB, obopyaosaHus). [1py TakoM NNaHUPOBaHMM HEODXOAUMO
YYUTbIBATb BCE AEeTanu ¢ Lenblo obecnevyeHns NPpaBunbHOrO X BKNIOYEHUA B KOHKPETHbIE MPOLIECCHI UMW Npo-
Leaypbl, CBA3aHHbLIE C NPOLLECCaMN XN3HEHHOIO LUMKNa npoaykumn. HeaoctatovyHoe BHMMaHMe K AeTanam
MOXET NPUBECTU K 3a4ePKKE BbINYCKa NPOAYKLWN, 8 TAKXKE K BbIMYCKY HECOOTBETCTBYIOLLEN NPOAYKLWN BCNEA-
CTBME NOCTABOK HU3KOCOPTHOMO ChIPbs NN HEAQONOCTABOK CbIPbS, MPUMEHEHNA HEHAANEXALWINX CNOCODOB
N3roTOBNEHUS NN HEBANNANPOBAHHbLIX NPOLUECCOB, HEHYETKMX Paboumnx MHCTPYKUNIW, HENPABUNBbHOIO MapKK-
poBaHua n 1. A. CooTBeTCcTBUE TPebDOBAHUN, METOAOB N NPOoUeayp perynupyiowmnMm TpedoBaHNAaAM MOXHO
NPOAEMOHCTPUNPOBATL C NOMOLLbLIO Bannaauuu npoueccos (cM. NCO 13485, nyHKT 7.5.2).

7.3.2 BxopgHble gaHHbIe ANA NPOEKTUPOBAHUA U pa3padboTKK

UCO 13485:2003 U3zpenua meamumHckue. CuctemMbl MeHea)XMeHTa KayecTBa. TpeboBaHuMA
ANA ueneun perynmpoBaHmA

7.3.2 BxopgHble AaHHbIE ANA NPOEKTUPOBAHNA U pa3padboTKK

BxoaHble AaHHble, OTHOCALUMECSH K TPEDOBaHUAM K NPOAYKLNN, AOMKHbLI ObITh ONpeaeneHb!, a 3annucu
OOMKHbI NOAAEPXNBATLCA B paboveM COCTOAHMN (CM. 4.2.4).

BxoaHble AaHHble AOMXKHbLI BKNKOYaThL B cebdba:

a) QyHKUUOHarbHbIe U 3KCyamalyUuoHHble mpebosaHus, mpebosaHus kK bezonacHocmu coaaacHo
Ha3Ha4YeHUIo,

b) COOTBETCTBYIOLLME 38KOHOAATENbHbIE U ApYyrne obasaTenbHble TPeOOBAHUS;

C) TaM, rae 31o uenecoobpasHo, MHhopMaLNIO, B3ATYIO N3 NpeabiayLLnX aHANOrMYHbIX NPOEKTOB;

d) apyrmne TpeboBaHMA, BaXHbIE ANSA NPOEKTNPOBAHNA N Pa3pabOoTKu;

e) 8bIXOOHbIE OaHHbIe Mo yrpasneHuo pUckomM (cm. 7.1).

BXx0OHbIe OaHHbie O0MMKHbI bbimb rpoaHanu3uposaHhkli Ha coomeememeue peaynupyrouwum mpebosa-
HUSIM U ymM@EepKOeHbI.

TpeboBaHna AOMKHbLI ObITb MONHLIMW, HEABYCMbICMEHHLIMU U HEMPOTUBOPEYNBLIMMN,

7.3.2.1 Ob6LWwme NonoxXeHns
[TpUMEHAIOT TaKKe PyKoBOAALLNE YKa3aHNA, NnpuBeaeHHble B 7.2.1.

BxoaHble AaHHble ANA NPOEKTUPOBAHNA N Ppa3paboTkn 0ObIYHO MMEDT hopMy NOAPOOHbLIX TPEOOBaAHMN K
NpoayKLMN N/MNn onNnucaHna NPOaYKLMN: ee Ha3Ha4YeHUs, KOHUrypaLumn, CocTaBa, BCTPOEHHbIX 3NEMEHTOB U
npyrmx ocobeHHOCTEN KOHCTPYKUUK. BXOoAHble AaHHbIE ANA NPOEKTUPOBAHNA U Pa3paboTkm pekoMeHayeTCH
NeTann3npoBaTb A0 CTENEHN, HEOOXO0AMMON ANA PE3YNbTAaTUBHOIO BbIMONHEHUS BUAOB AEATENBHOCTM MO NPO-
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EKTUPOBAHNIO N ObecnevYeHnio Haanexalen OCHOBbI ANA MPUHATUA PEeLleHUW NO MPOEKTY, a Takke Ans
BEPUPUKALNN N Banuaaunmn npoeKkTa.

Bo BXOAHLIX A@HHbLIX ANA NPOEKTUPOBaHNA 1 pa3paboTkn Bce TpeboBaHUA pekoMeHayeTCca ONUCbIBaTh
KaKk MOXXHO noapobHee. OcobeHHO AeTanbHO cneayeT ONUChIBaTb BCE COrNalleHnsa Mexay noTpedntenem m
OpraHnsaumnen, a TaKkke 3akoHOAaTENbHbIE N perynupyrLlme TpedoBaHua, KOTOPbLIM AOMKHA COOTBETCTBOBATL
NpoAayKumna. B 3anncb BXOAHLIX A3HHbLIX ANSA NPOEKTUPOBaAHUA PEKOMEHAOYETCA TAKXKE BKNIOYATb aHann3 niodbIX
HEMONHbLIX, MPOTUBOPEYNBbLIX UNN ABYCMbICNEHHbLIX TPEeOOBaHNN, UOAEHTUOULMPOBAHHbLIX C NOMOLLILID ODpaT-
HOW CBA3W B X0A€ ApYyrnx BUAOB AeATENbHOCTU NO NPOEKTUPOBAHUIO U Pa3paboTke. BxoaHble AaHHbIE ANA NPO-
eKTUPOBAHNA N PA3PabOTKN AOMKHbI NAEH TUMOULMPOBATL KPUTEPUN NPOEKTUPOBAHUSA, a TaKkke HeoDXoauMble
nna pa3paboTkn n aHann3a MaTepuanbl U NPOLLECCHI, BKNIOYas UCMbITaHMA 00pa3ua, ¢ Luenbio Bepudpukaummn
BbIMONHUMOCTN U aAeKBAaTHOCTU KpUTEPMEB NPOEKTUPOBaAHUA. BXOAHble AaHHbIE ANA NPOEKTUPOBaAHUA PEKO-
MEeHAOYEeTCA NOAroTaBNMBaTL TaK, YTODbLI X Nerde 6bINo NepnoanyecKkn KoppekTupoBaTtsb. [Npn HeobxoanmMocTn
N3MEHEHMA BXOAHbIX AaHHbIX ANA NPOEKTUPOBAHNA PEKOMEHAYETCA cAeNaTh 3anncb, B KOTOPOW cneayeT yKa-
3aTb NMPUYNHY HEOHXOANMOCTU N3MEHEHMA, NULIO B OPraHn3aunmn, OTBETCTBEHHOE 33 BHECEHNE N3MEHEHNSA, U
NULIO, KOTOPOE cneayeT NOCTaBUTb B N3BECTHOCTb O BHECEHUN N3MEHEHUS. [ToAroTOBNEHHbIE TAKMM 06pa3om
BXOAHbIE AAHHbIE ANA NPOEKTUPOBAHUA N Pa3PabOTKN ABNAIOTCA OKOHYATENbHLIM AENCTBYIOLLIMM CCbINOYHbIM
OOKYMEHTOM BNNOTb A0 3aBepPLUEHNS NPOEKTA.

BxoaHble AaHHble ANS NPOEKTUPOBAHUA N Pa3paboTKn, KOTOpble 0BbLIMHO AOMKHbLI ObITb ONpeaeneHs.l,
NPOaHaNN3NPOBaHLI, YTBEPXKAEHbLI U 3aNNUCaHbI B OPraHn3aumnmn, BKNYaloT B cebs:

- npeaHa3HavYeHHOEe NPUMEHEHNe MeaULIMHCKOro U3aenus;

- MOKaA3aHMA K NPUMEHEHNIO MEANLIMHCKOIO U3AENUS;

- 3aAaBNeHHble IKCNNyaTauNOHHbIE XaPaKTePUCTUKN MEONLIMHCKOTO N3aenus;

- TpeboBaHUA K HYHKUNOHNPOBAHUIO MEANLIMHCKOrO n3aenus (BKN4Yasa HopManbHOE NpUMeHeHne, Xpa-
HEHWe, yX04 N TeXHNYeCKoe 00CNyXMBaHune);

- TpeboBaHMA K NOTPEeOUTENIO U NALUMEHTY;

- TEXHUYECKNE XapaKTEPUCTUKN MEONLIMHCKOrO N3nenus;

- TpeboBaHusa K HenoBe4veckoMy hakTopy/akcnnyaTtauMoHHON NPUroaHOCTH;

- TpeboBaHMA K 6e30NacCHOCTU U HAAEXKHOCTH;

- TpeboBaHUA K TOKCUMHOCTU N BUONOrNYeCKOn COBMECTUMOCTM;

- TpeboBaHUA K 3NEKTPOMarHUTHOW COBMECTUMOCTMN;

- TPaHuLbl/AoNYyCcKN ANA MEeAULIMHCKOro U3aenuns;

- MPUMEHAEMbIE YCTPONCTBA ANA MOHUTOPUHIA N U3MEPEHUN;

- MEeTOAbl MEHEQXXMEHTA PUCKE UNN YMEHbLLLEHNA PUCKE, BbITEKAKOLLME N3 aHAaNN3a oNacHOCTU/PUCKA;

- coobuweHna o6 nHumaeHTtax (cMm. NCO 13485, nyHkT 8.5.1)/ kanobax/HencnpaBHOCTAX NpeablayLnX
MeaULIMHCKNX N3aenuu;

- Apyrue AaHHble N3 NCTOPUN NPUMEHEHNA MEANLIMHCKNX U3OENUN;

- OOKYMEHTbI Ha npeablayLune NpoeKThbl;

- TpeboBaHMA K COBMECTUMOCTUN MPUHAAMNEXHOCTEN N AONONHUTENBLHbLIX YCTPONCTB;

- TpeboBaHNA K COBMECTUMOCTU CO CPenoun npeaHasHa4v4eHHOro NpUMeHeHns;

- TpeboBaHMA K YyNakoBbIBAHUIO N MAPKUPOBAHUIO (BKNIOYaa aHanus3 npeaoTepalleHna 060CHOBAHHO
NPOrHO3NPYEMOro HENPaBUNbHOIO UCMONbL30BaHUSA);

- TpeboBaHUA K NOAroToBKe NOTPEbMTENA/NONL30BATENS;

- perynupylowine n 3akoHoaaTenbHble TPpeboBaHMA PLIHKOB NpeaHa3Ha4YeHHOro NPUMEHEHUS;

- HeobxoaMMble cTaHAapThl (BKNOYaa OTpacneBble, HAUMOHANbHbIE, PErMoHanbHble, MEXAYHAPOAHbIE
NN rapMOHN3NPOBAHHbIE);

- NPON3BOACTBEHHbLIE NPOLLECCHI;

- TpeboBaHUA K CTEPUNBHOCTW;

- 3KOHOMMYECKUE U LEHOBbIE aCNEKTHI;

- TpeboBaHUA K CPOKY CNYXObl MEAULIMHCKOrO N3aenus;

- HEOHXOANMOCTb B ODCNYXXUBAHUM.

LOoKyMeHThLI, coaepxalimne BXoaHble AaHHble ANsS NPOEKTUPOBaHUA N pa3padboTkn, pekoMeHaYEeTCS KOp-
PEKTUPOBATL N Nepen3aaBaTtb NPN HEOOXOAMMOCTM, NO OKOHYAHMKU MPOEKTa U NOocne aHannsa pas3paboTkn.
PekomeHayeTCca XpaHUTb 3aNnUCb CO BCEMU OTMETKAMMN O COrNacoBaHUN N YTBEPKAEHUN N3MEHEHUN BXOAHbIX
NAaHHbIX ANA MPOEKTNPOBAHNA N PA3PabOTKN NPU HANMNMYMN TAKMX N3MEHEHNI B NPOLLECCe NPOEKTUPOBAHNA U
Pa3paboTKu.

[lepepnaya npoekta (cM. MCO 13485, nyHKT 7.3.1) OyaeT npoxoanTb Hagnexxalmm obpa3om, ecnm Ha
Ha4yanbHOM 3Tane NPOEKTNPOBAHNA U Pa3PabOTKN paccMmaTpueaTb TPebOBaHNA K NPON3BOACTBY (BOCMPOU3BO-
OWMOCTb, Hannune 3an4yacren/matepnanos, NOTPEOHOCTL B NPON3IBOACTBEHHOM 0DOPYAOBAHNU, NOArOTOBKE
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onepaTopoB UT. A.), a TAKXKE BO3MOXHbIe TPeOOBaHUSA K OL,EHKE COOTBETCTBMUA (Npoueayp, MeToaoB, 0bopyao-
BaHuA). HeobxoauMoCTb Banmaaumm npouecca pekoMeHayeTca pacCMaTpmBaTh Ha 3Tane NNaHMPOBaHUSA MPOo-
EKTUPOBAHMA N pa3paboTKn, TaK KaKk Banuaauma npeaocTtaBnseT BaXHble BXOAHblIE [AaHHble AN
NPOEKTUPOBAHUA N pa3paboTKku.

/.3.2.2 YnakoBblBaHUe

BxoaHble AaHHble ANA NPOEKTUPOBaHNA N Pa3padoTKM TaKKe BKNIOYAOT B ceba TpeboBaHUA K YNaKOBbI-
BaHWIO. [pn 3TOM 0ObIYHO paccMaTPMBAIOT YNAKOBOYHbIE MATepMansbl, YyCNOBUA YNAKOBLIBAHUSA, @ TAKXKE OXKW-
naeMble YCNoBNSA XpaHEHNS U coaepXaHna MeanLIMHCKOro n3aenus B NPoLLecce ero N3roToBNeEHNN, XpaHeHns
Ha cCKnaae n AOCTaBKW.

[pn HeOHXOANMOCTN PEKOMEHAYETCA PACCMATPUBATL cneaylolmne akTopbi:

- COBMECTMMOCTb C MEANLIMHCKUM N3aenmemM n NpoLeccoM yrnakoBbIBaHUS;

- COBMECTUMOCTb C NPOLLECCOM CTEPUNN3ALNN;

- pe3ynbTaTbl UCMbITAHMA HA BO3MOXHblE OMACHOCTM MPU TPAHCNOPTUPOBAHUM HA3E€MHbIM/BOAHbLIM
TPaHCNOPTOM;

- L,eNOCTHOCTb NEPBUYHON TAPbI/YNAKOBKM C LIEeNbo NPeaoTBPAaLLEHNSA NOBPEXAEHNA N COXPAHEHUS CTe-
PUNBHOCTN UNN YUCTOTbI MEANLIMHCKOIO N3A0EeNNA B COOTBETCTBUM C PENYNUPYIOLLNMKN TPEDOBAHUAMM.

[1pumedaHune— ononHntensHas nHdopmMmalna No YNnakoBbIBaAHUKD CTEPUNbHLIX MeAULMHCKUX N3aenuin npu-
BeaeHa B [12].

7.3.2.3 MapkupoBaHue

TekcT MapKNpoBKM MOXET ObiTb onpeaeneH perynupyrwmmm T1pedboBaHnaMKN, OCHOBOMONAarawLwmMn
CTaHOapTaMm U cTaHAapTaMu Ha MeanLUMHCKNE n3aenua. Ecnn meamumnHcKoe nsgenve npeaHasHa4vyeHo aAns
NOCTABKW B CTPaHbI, FAe rOBOPAT Ha Pa3HbIX A3bIKaX, a A3bIK, NCMOMNb3yeMbI NPN MAaPKNPOBAHWKN, ONpeaeneH,
pekoMeHAayeTCca NPOBEPUTL NepPeBO] TEKCTA MAPKUPOBKN C MOMOLLLK XOPOLLO 3HAKLWEro KOHKPETHbIN A3bIK
nuua, UMELLIENO TakXXe 3HaHuA B 06Nactn MeanuMHCKNX n3aenumn.

[pMeHeHNne CMMBONOB, NPU3HAHHLIX HA MEXAYHAPOAHOM YPOBHE, NP HEOOXOANMMOCTN MOXET YMEHb-
LUMTb NPOONEMbI NepeBoAa, 0AHAKO TakKne CUMBOMbI PEKOMEHYETCA NCMONb30BAaThb TOMNbKO B TOM Cny4vae, eCnm
OHW NPUHATLI B PErYNUNPYIOLLNX AOKYMEHTAX CTPaH, Ha PbIHKN KOTOPbLIX NOCTYNAEeT KOHKPEeTHOE MeANLIMHCKOE
nspenuve. 1o NpuHATNA pelieHnsa 06 NCnonb3oBaHUN CUMBOMNOB MOXET Takke NoHanoOUTbLCA PacCMOTPETH
(hakTOpbl, CBA3aHHbIE C OTBETCTBEHHOCTbLIO 33 BbiNyCcKaeMoe MeANLIMHCKOE n3aenue.

[TpunmeyaHune—jononHutenosHaa UHopMmauna No NPUMeHeHU CUMMBONOB ANA MeAULMHCKUX n3aenmn npum-
BeaeHa B [13] n [14].

7.3.3 BbIxoaHble AaHHbIE NPOEKTUPOBAHUA U Pa3padboOTKK

MCO 13485:2003 U3zpenua meamumHckue. CucteMbl MeHea)XMEeHTa KayecTBa. TpeboBaHuMA
ANA uenen perynupoBaHuA

7.3.3 BbixoaHble AaHHbIEe NPOEKTUPOBaAHUA U pa3paboTKu

BbIXOAHbIE A@HHbIE NPOEKTUPOBAHNA U Pa3padoTKN AOMKHLI ObITh NpeacTaBNeHbl B hopMe, NO3BONS-
IoLLLEN NPOBECTN BEPUDUKALIMIO OTHOCUTENBLHO BXOAHbLIX TPeboBaHMUN K NPOEKTNPOBAHUIO N pa3paboTke, a
TaKXKe OOMKHbl ObITb YTBEPXAEHbI A0 NX NOCNEaYIoLWEro NCNONb30BaHNA.

BbIxoAaHble AaHHblIEe NPOEKTUPOBAHUA U Pa3PadbOTKN AOMKHbI:

a) COOTBETCTBOBATb BXOAHLIM TPeDOBaHMAM K NPOEKTUPOBAHNIO U pa3paboTKe;

b) obecneynBatb COOTBETCTBYIOLEN NMHOPMALIMEN NO 3a8KYNKaM, NPON3BOACTBY U OOCNYXUBAHWUIO;

C) coaepXaTb KpUTEPUN NPUEMKN MPOAYKLIMN NNN CCbINKN HA HUX;

d) onpepenATb XapakKTepuUCTUKMU NMPOAYKUUKN, CYLLECTBEHHble ANA ee 0e30nNacHOro u NPaBuUNbHOro
NCNONb30BaHUA.

3anucu 8biXOOHbIX 0aHHbIX MPOeKmMuUposaHus U pa3pabomku COSKHbI NOJ0epKusambCs 8 paboyeM
cocmosiHUU (cMm. 4.2.4).

[TpumedyaHUue— 3arucu 8biXOOHbIX OaHHbIX MIPoeKmMuUposaHUsa U paspabomxu mo2ym eknodame 8 cebs
crieyucbuxkayuu, npou3sooCmMeeHHbIe MPOUECChl, MEeXHUYecKUe Yepmexu U XypHanbl mexHuU4YecKUx aanuceu unu uc-
crecosaHud.

BbixoaHble AaHHbIE MPOEKTUPOBAHUA U Pa3paboTKn nNpeacTaBnaloT cobon TpedboBaHMA K NPOAYKLMMN,
NPUMEHAEMbIE NPW 33KYNKaX, NPON3BOACTBE, KOHTPOME N NCNbLITAHUSAX, YCTAHOBKE, OOCNYXMBAHMN, 38 TaKXe
BbIpaboTKe yCNOBMN OBCNYXXMBaAHUSA.
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B npouecce NpoekTupoBaHnA n pa3paboTku opraHn3aunsa npeobpasyer TpeboBaHua, coaepXalmnecs B
ONUCaHUUN NPOEKT3, B BbIXOAHbIE AaHHbIE. BbIXOAHbIE AaHHbIE NPOEKTUPOBAHUA U Pa3pabOTKN PEKOMEHAYETCS
3anncbiBaThb Tak, YTOObI MOXXHO DbINO NPOBECTU NX BEPUUKALIUIO N BEANNAALNIO B COOTBETCTBUM C BXOAHbIMN
TPpebOBaAHUAMM K MPOEKTUPOBAHUIO N Pa3paboTKe, YUMUTLIBAS NPU 3TOM KPUTEPUN MPUEMKN UMK CCbINasCb HA
HUX.

BbIXOAHBbIMW A3HHBLIMW NPOEKTUPOBaHNA N Pa3pPabOTKN MOTYT OblIThb:

- cneyndukaLmm Ha Cbipbe, COCTABHbIE YaCcTU N KOMMOHOBOYHbLIE Y3nbl;

- NepevHn YepTeKen N 3anacHbiX YacTeu;

- MaTtepmanbl ANa NoAroToOBKWN NOTpebutens;

- NOAPOOHbLIE CBEAEHNA O NpoLLEecce N MaTeprnanax;

- TOTOBAA NPOAYKLNS;

- nporpaMmMHoe obecnevyeHmne NPoaAyKLNN N NPOLIECCOB;

- npoueaypbl 0dbecneveHna Ka4ecTBa (BKNIOYaAa KPUTEPUN NPUEMKN);

- npoueaypbl U3roTOBNEHNA U KOHTPONS;

- TpeboBaHMA K NPON3BOACTBEHHON cpeae, He0DXoANMON ANA KOHKPETHOW NPOAYKLUNN;

- NOAPOOHbLIE cBEAEHUA OO YyNakoBbIBAHUN N MAPKNPOBaHNN;

- TpeboBaHMA K naeHTNOUKaLNN N NPOCNEXNBAEMOCTU (BKNIOYANA, €CnNn He0O6X0ANMO, COOTBETCTBYIO-
Lume npoueaypsbl);

- Apoueaypbl YCTAHOBKU U 0OCNYXXMBAHMSA U MATEPMAnbl ANS HUX;

- AOKYMEHTLI ANa nepenaym (Npn He0O6XoANMMOCTWN) B PErYNUPYIOLLME OPraHbl TEX CTPaH (PErMOHOB), KyAa
npoaykuma oyaeTt noctaBneHa Ha Npoaaxy;

- 3anucn/cannsl, AEMOHCTPUPYIOLLINE, YTO KaXXObIN NPOEKT Obin pa3paboTaH n BepnpununpoBaH B COOT-
BETCTBUM C NNAHOM NO MNPOEKTUPOBAHUIO U pa3paboTKe.

7.3.4 AHanu3 npoeKTa u pa3padoTku

NMCO 13485:2003 U3penuna meamumHckue. CUCTeMbl MeHeaA)XMEeHTa KayecTBa. TpeboBaHuMA
ANA Uenen perynupoBaHuA

7.3.4 AHanun3 npoeKTa n pa3padoTkn

Ha Tex ctaausax, rae 31o LenecoobpasHo, AOMKEH NPOBOANTLCA CUCTEMATUYECKNIA aHANN3 NPOEKTAa U
pa3paboTKm B COOTBETCTBMM C 3aMMNaHNPOBAHHLIMU MEPONPUATUAMU (CM. 7.3.1) C Lenblo:

a) OUEHKNCNOCOBHOCTU pe3ynNbTaTOB NPOEKTUPOBAHUA N Pa3padboTKMya0BNETBOPATL TPEOOBAHNAM;

b) BbisBNeHna NOLIX NPOBNEM N BHECEHNA NPEANOXEHUN MO HEOOXOANMbIM AENCTBUAM.

Takou aHanu3 O0JKHbI 8bINOMIHAMb Npedcmasumernu CryX6, uMerwux OmHOWeHUe K aHanusupye-
MbIM CmadusiM rpoexkma U paspabomku, a makxe opyaue crieyuanucmsei opeaHusauuu (cm. 5.5.1u6.2.1).

3anncuy pe3ynbTaToB aHanNn3a U BCEX HEODXOANMbIX AENCTBUA AOMKHbI NOAAEPKMBATLCS B paboyem
COCTOSAHUN (CM. 4.2 .4).

7.3.4.1 O6wme nonoxeHuns

Ha BbIOOP KOHKPETHOro BpeMeHU ANna aHanns3a npoekra n paspaboTKM OKa3biBaOT BNUAHUE CTENEHb
3aBEPLLUEHHOCTN U CMOXHOCTb NPOEKTUPYEMbIX U pa3padaTbiBaeMbliX MEANLIMHCKUX N30ENU.

Ha onpeneneHHbIX aTanax NpoekTUpoBaHMAa U pa3padoTku MeanunHckoro usgenua (cm. MCO 13485,
NYHKT 7.3.1) pekomeHayeTca (Npn HeoHbXO0ANMOCTN) OTBETUTL HA CcNeayioLlne BONPOCHI:

a) COOTBETCTBYET NN NPOEKT KOHKPETHLIM TPeOOBaHNAM K BbiNyCKAaEMOMY MEeAULMHCKOMY M30eNnIo;

b) cnocobCTBYIOT N BXOAHbIE A3HHbIE BbIMNONHEHMIO 33034 NPOEKTUPOBAHUSA N Pa3paboTKu;

C) COBMECTUM NU NPOEKT C BO3MOXHOCTAMMU €ro OCyLLeCTBNEHNS;

d) paccMOTpeHbl NN acnekTbl 6e30NacCHOCTY;

€) KakoBO NOTEHUManbLHOE BO3AENCTBUE MEANLIMHCKOrO U3OENNA Ha OKPYXXAIOLWLYIO cpeay;

f) cooTBETCTBYET NN NPOEKT (PYHKLMOHANBHLIM N 3KCNNYyaTaUMOHHbIM TpeboBaHnaM, Hanpumep Tpebo-
BaHNAM K (PYHKLMOHNPOBAHUIO N HAOEXKHOCTMW;

g) BblOpaHbl NN HagneXxawne maTepuansi;

h) BbIBpaHO NN Hagnexalee obopyaoBaHUE;

i) COBMECTUMbI NN HEOOXOANMbIE MaTepuanbl, KOMAOHEHTbI N/UNN CEPBUCHbLIE 3NEMEHTDI;

]} COOTBETCTBYET NN NPOEKT BCEM MPOrHO3NPYEMbIM YCNOBUAM HArMPY3KMU U OKPYXKatoLen cpeabi;

k) ctaHaapTU30BaHbI NN KOMMAOHEHTHLI UNN CEPBUCHbIE 3NEMEHTHLI U 0BecnevnBatloT N OHN Heobxoaun-
Mbl€ HAAEXHOCTb, AOCTYNHOCTb U SKCNNYaTaLMOHHYIO NPUrOAHOCTD;

|) obecneyeHbl N B3aNMO3aMEHAEMOCTb N 3aMeHa KOHpurypaumm n/mnn aonyckoB;
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M) BbLINONHUMA NN TEXHUYECKN peanm3auma NpoekTa (T. €. 3aKynku, Npon3BoACTBO, YCTAHOBKA, KOH-
TPONb N NCNbITAHUA);

n) 6bINO NK NP UCNONbL30BAHMN KOMMbIOTEPHOrO NPOrPaMMHOro obecnedeHna aAna NPOEKTHLIX pacye-
TOB, MOAENNPOBAHNA NN aHANKN33a NporpamMmHoe obecnevyeHne Hagnexawmm obpas3oM YTBEPKAEHO, aBTOPU-
30BaHO, BEPUPOMLNPOBAHO N HAXOONUTCA NN OHO NOA YNpaBNEHNEM KOHpUrypaunen;

0) OblNM NN BXOAOHbIE AaHHbIe ANA NPOrpaMMHOro obecneyeHna N BbiXOOHbLIE A3HHble HaaNeXallnm
0bpa3omM BepnbnunpoBaHbl N 38A0KYMEHTUPOBAHDI;

p) 6biNK NN caenaHbl AoNyLWeHUa NPU Bannaauumn nNpoLecca NPOoeKTUPOBaHUA U pas3paboTku;

q) paccMOTPEeHbl NN pe3ynbTaTbl UCMbITAHMA MOAENN UNN ONbLITHONO 0bPa3La;

) BbINONHEHbLI NV BUALI AEATENBHOCTU MO MEHEAKMEHTY PUCKA M €CNU BbIMOMNHEHbI, TO ABNSAOTCA NN OHW
0OCTaTOYHbIMM,;

S) ABNAETCH NU aAeKBaTHbLIM MapKNpoBaHne MeaULNHCKOro N3nenus;

t) peannayet NMB AENCTBUTENBLHOCTU NPOEKT NPpeAHa3Ha4YEHHOE NPUMEHEHNE MEAULIMHCKOIO N3A0ENUS;

u) aBnaeTca NU agekBaTHbIM YNakoBbiBaHWUE, OCOODEHHO CTEPUNbHONO MeANLUMHCKOro N3nenus;

V) ABNAETCA NN aAEKBATHLIM NPOLECC CTEPNNNIALINN;

W) COBMECTUMO NN MeAULMHCKOE nsgenne ¢ MetToaoM CTepnnnU3aLmnu;

X) KakK nponcxoauTt ynpaBneHne N3aMeHEHNAMN U UX BMINAHMEM HA MEONLIMHCKOE U3aenmne B Xoae Npoek-
TUPOBAHUA N Pa3paboTKu;

y) ObINn Nn naeHTNPULUNPOBAEHDLI N PeLleHbl BO3MOXHbIE NPObNeMsl;

Z) COOTBETCTBYET N MeauLUMHCKOe usaenue uensam sepndpumkaumm n sanuaaunm;

aa) Kak pa3BMBaETCA 3anNNaHMPOBaHHbLIN NPOLLECC NPOEKTUPOBAHUSA N Pa3paboTKu;

bb) nmeroTca N BO3MOXHOCTU ANA yNy4lUEeHMs NPoL.ecca NPOEKTUPOBAHNSA U Pa3paboTKn?

7.3.4.2 [Opyrne cneymnannctbl OpraHn3aumnm

TpeboBaHne OTHOCUTENBHO APYIMX CELUNanNUCTOB OPraHn3aLum B AONONHEHNE K NNLLAM, OCYLLIECTBNSAIO-
LLINM OPraHn3aumnMoHHble PYHKLUUN U UMEIOLLNM HENOCPEeACTBEHHOE OTHOLLEHNE K aHanNn3y NPOeKTUPOBaAHUA U
pa3paboTkmn (cM. MCO 13485, nyHkT 7.3.4), 00A3bIBAET OPraHM3aumnio NpuUBNeKaTb NMUa, CNOCObHbLIE MNOHATL
aHanNM3npyemyo MHOOPMAaLMIO MO NPOEKTUPOBAHUIO M Pa3paboTKe.

HekoTopble HAaUMOHanNbHbIE N PErMoHanbHble perynupylowme opraHbl MOryT BblaBUratb TpeboBaHme
NPUBNEKATL B KAYECTBE «APYrMX CNELMANNCTOBY NNLL, HE HECYLLIMX NPSAMON OTBETCTBEHHOCTU 338 aHaNM3npye-
MbI 3Tan NPOEKTNPOBAHNA N Pa3paboTKN.

7.3.5 Bepudunkauma npoekra n paspadboTkn

UCO 13485:2003 U3zpenua meamumHckue. CuctemMbl MeHea)XMeHTa KayecTBa. TpeboBaHuMA
ANA ueneun perynmpoBaHmA

7.3.5 Bepudunkauma npoekra n paspadboTkm

Bepundunkauma nonkHa ocyWecTBNATLCA B COOTBETCTBMU C 3aMNaHNPOBAHHLIMW MEPONPUATUAMMN
(CM. 7.3.1}), 4TODbI yOOCTOBEPUTLCA, YTO BbIXOAHbIE A3HHbIE NPOEKTUPOBAHUA M Pa3pabOTKMU COOTBETCTBYIOT
BXOAHbIM TpeboBaHNAM. 3anncm pe3ynbTaToB BEPUMPUKALIMN N BCEX HEOOXOANMbIX AENCTBUN AONKHbI NOA-
OepXxnBaTbcs B padboyveM cocTtoaiHun (CM. 4.2.4).

Bepudunkauma npoekta m paspadboTkn Heobxoamma aona odbecnevyeHna COOTBETCTBUA BbIXOAHbLIX AaHHbIX
NpPOEeKTa 1 pa3padoTkm BXOAHLIM TPebOBaAHMAM K NPOEKTY U pa3padoTke.

Buabl AeaTenbHOCTU NO BepndUKaLmMm MoryT BKNoYaTb B ceda (Npn HeoOXoanNMoCTN):

- UCNbITAHMA (HanpUMep UCNbLITAHNA TUNA, NabopaTopHbIE aHaNN3bl);

- anbTepPHAaTUBHbIE PaCYEThI;

- CpaBHeHune ¢ BepnpnunpoBaHHbIM NPOEKTOM;

- MNPOBEPKN;

- aHann3 AOKYMEHTOB (HanpuMmep cneundunkaummn, YepTexen, NNaHoB, OTHETOB).

Ecnu ucnbiTaHna n AeMOHCTPaLUNIO COOTBETCTBUA NPOBOAAT Ha Nodbon ctagmumn Bepnpukaunm NnpoeKkTa n
pa3paboTkn, 6e30NacHOCTb N PYHKUMOHNPOBaHNE MeAULIMHCKNX N30ENUN peKOMeHAYEeTCA BepUpnLMpoOBaTh
B 0OCTOATENLCTBAX, BOCMPON3BOAALLMNX BECb ANANAa30H CYLLECTBYIOLLNX YCNOBUN MPUMEHEHUS.

Ecnu ana Bepndpunkaumnm npoekTa n paspaboTkn NCNoNb3yloT anbTepPHATUBHbIE BbIYMCNEHUA NNU CPaBHE-
HUE C KaKMM-NMbO BepUPMLNPOBAHHBLIM NPOEKTOM, PEKOMeHAYEeTCA aHanNnU3npoBaTh NPUroaHOCTb anbTepHa-
TUBHOMO MeToAa BblYMCNEHUN U/MNU BEPUPULNPOBAHHOINO NpPoekTa. AHanu3 AoMKeH NoaTeBepauTb, YTO
anbTEePHATUBHbIE PaCYETbl NNN CPaBHEHNE C BEPUPNLINPOBAHHLIM MPOEKTOM ABMAIOTCA CYLLIECTBYHOLNMM
Hay4YHO OOOCHOBAHHLIMN MEeTOAaMN BepUOUKaLUN PpacCMaTPUBAEMOro NPOEKTa.
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7.3.6 Banungauma npoekTa n paspabotkn

MCO 13485:2003 U3penuna meamumHckue. CUcTeMbl MeHeaA)XMEeHTa KayecTBa. TpeboBaHuMA
ANA Uenen perynupoBaHuA

7.3.6 Banupauuna npoexkta un pa3padboTku

Banudauus npoekma u pa3pabomku 00/mKHa nposodumbsCsi 8 coomeememaeuu ¢ 3aniaHupo8aHHbIMU
Meponpuamusamu (cMm. 7.3.1) 0ns obecnedeHusi coomeemcmaus 20moeo2o MeOUUUHCKO20 u30enus mpebo-
8aHUSIM K €20 Ha3Ha4dYeHUIo unu crieyuanbHoMy npumMeHeHur. Banudayusa domkHa bbimb rnpogedeHa 00
rrocmasKku MeOUUUHCKO20 U30enus unu 88e0eHUsT €20 8 3KCrIyamauuto (cM. npumedvarue 1).

3anucn pe3ynbTaTtoB Banuaauum n Bcex Heo6xoammbix AENCTBUI AOMXHbI NOAAEPKNBATLCA B pabo-
4YeM COCTOAHUMN (CM. 4.2.4).

OpeaHu3ayus 0bs3aHa npoeodumsb KAUHUYecKUe U/unu aKkcnayamalylUoHHbIe UCnblimaHUusi MeOUUUH-
CKO20 U30esiusd Kak Yacmb Meponpusamuu no sanuoayuu npoekma u paspabomku 8 coomeememeuu ¢ mpe-
bosaHUSIMU HaUUOHabHbIX UNU peauoHanbHbIX HOpMamueHbIX OOKYMEHMOo8 (CM. npumMedaHue 2).

[ThbumMme4vyaHus

1 Ecnu meduuuHckoe usdenue rnodnexum sanudauuu monbKo riocne cbopku U MOHMa)xa Ha Mecme e20 ripume-
HEeHUs, rnocmaska MeOUUUHCKO20 U30enus He cHumaemcs 3aKOH4YeHHOU 00 mex riop, rnoka oHo He bydem hopmManbHO
fiepedaHo nompebumento.

2 llpedocmasneHue MeOuUlUUHCKO20 U30enus 015 po8eOeHUst KNUHUYeCKUX U/unu akcrnyamalloHHbIX UCHbi-
maHuu He cyumaemcs nocmaskou.

[Nocne ycneluHon BepnukaLmm NpoeKkTa n pas3padboTkm pekoMeHayeTca NPoBECTU BANMAALMIO NPOEKTA
1 pa3paboTKu B peanbHbIX N MOAENNPOBAHHbLIX YCNOBUAX 3KCNNyaTaLunmn roTOBOro MeAMLIMHCKOro N3aenus.
OaHaKo MOXXeT BO3HUKHYTb HEODOXOANMMOCTb B NPOBEAEHMM BanuAaaLmm Ha bonee paHHMX 3Tanax pa3paboTku
MEAMNLMHCKOro N3aenusa Npm Hanm4mm ocobeHHoCTeN, BannaaLumnsa KOTOPbIX HEBO3MOXHa MNK HeLLenecoobpas-
Ha Ha 3aKN4YNTENBHOM 3Tane.

Bannpauma npoekTa n pa3padboTkm cneayeT 3a TEXHUYECKUMU pe3ynbTataMu BepudukaLmnm, noaTeep-
XOaKLlen COOTBETCTBME BbIXOAHbIX A@HHbIX MPOEKTUPOBaAHUSA N pa3paboTkm BXOAHbIM TpeboBaHNAM K NPOeK-
TUPOBAHMIO N Pa3paboTKe; OHa AOMKHA obecneynBaTb COOTBETCTBUE MEULIMHCKOIo n3aenmsa TpeboBaHnam
notpedbutensa n TpeboBaHNAM K NMPUMEHEHUIO MEeAULMHCKOro n3aenusa npegHasHadeHHbIM Nonb3oBaTenem
COrNacHoO Ha3Ha4YeHWo AaHHOTro n3agenuna. Bannaaumna saaknoyaeTcsa B pacCMOTPEHUN 3HAHNIA U BO3MOXHOCTEMN
npeaHa3Ha4eHHOro Nonb3oBaTtens, padbounx NHCTPYKLUUN, COBMECTUMOCTN MEAULIMHCKOTO U3AENNA C APYriMMn
CUCTEMAMM, IKCMNYyaTaLMOHHON cpebl U NOObIX OrpaHNYEeHU B NPUMEHEHUN MEeAULMHCKOro U3aenus.

HekoTopble HaUMOHanNbHbIE U PETMOHAaNbHbIE HOPMAaTUBHbIE AOKYMEHTbI TPEOYIOT NpoBEeAEHNA KNNHW-
4eCKUX UCMbITAHUN KaK YaCcTy Bannaaumm NpoekTa u pa3padoTkn. KnuHnyeckme ncnbiTaHMAa MOTYT BKIOYATb B
ceba 0aMH NN HECKONbKO cneayoLWmx acrnekTtoB, AEMOHCTPUPYIOLMX, YTO MeanLUMHCKoe nagenme yHKLNO-
HUPYET B COOTBETCTBUM CO CBOUM Ha3HaYEHUEM:

- KPUTUHYECKMU aHANN3 MPOEKTHbIX AOKYMEHTOB, B COOTBETCTBMM C KOTOPbLIMM MeAULUHCKOE usgenuve
ObINO CNPOEKTUPOBAHO N Pa3pPaboTaHO;

- cBMAaeTenbCTBa KNMHMYeCKon 0e30nacHOCTN bonee paHHMX aHanornM4HbiX NPOEKTOB N/MnNnu matepua-
NOB;

- KNUHU4YecKkne nccnenoBaHns (UCNbITaHns).

[ononHutenbHble PyKOBOAALLUME YKA3aHUA MO KNMHUYECKUM UCNbITaHUAM NpuBeaeHbl B [15].

MeanuunHckoe nsgenue, npegHa3HaYeHHoe Ang Banmaaumm, pekoMeHayeTcs N3roTaBnmBaTh B YCNOBU-
AX, pacCMaTPMBaEMbIX KaK «OKOHYaTEeNbHbIE» (YYNTbIBAsA, HAaNpUMep, YTO NPOMN3BOACTBEHHbIE 0OOPYAOBaHMNE
N NpoLeccbl MOryT ObiTb M3MEHEHbI B 3aBUCUMOCTU OT TOro, NpeaHa3Ha4YeHo N MeauLMHCKOe nsgenve ans
BannaaLuum nnm KOMMepYeCcKoro pacnpocTpaHenns). Bannaaumio pekomeHayeTca NpoBOANTb B peanbHbIX Nnm
MOOENNPOBAHHbIX YCNOBUAX NPUMEHEHNS; 3TOMY CNOCODCTBYIOT KNMHMYECKNE UCMbITAHMA, NPOBOANMbIE B
COOTBETCTBMU G HALMOHANbHLIMU NN PETMOHANbHLIMW HOPMATUBHbLIMM JOKYMEHTaMU. 3TN haKTOPbl OYEHb
BaXXHbl, TAK K&K Bannaauma MoOXeT ObiTb NPU3HaHa HeHaaneXxallen n BBoasLLen B 3adnyxaeHne, ecnmv oHa npo-
BeJeHa 6e3 ncnonb3oBaHMA N3aenun, NPoLEeCCOB N NPON3BOACTBEHHbLIX YCMNOBUIN, XapaKTEePHbIX ANA OKOHYa-
TENbHOrO 3Tana nNPOW3BOACTBA, a TaKkKe €ecnu Banuaauumio OCYLLUECTBNSAIT HEe B peanbHblX WK
MOAENUPOBAHHbIX YCNOBUAX NPUMEHEHMUS.

OueHuBaHue PYHKLUMOHNPOBAHNA MeANLIMHCKOIrO n3aenuna ans in vitro AMarHoCTUKM 3aKN4YaeTca B NPo-
BeaeHuU In vitro nccnegoBaHnMn aonNa AEMOHCTPaLUN PYHKUMOHNPOBAHNA MeQULMHCKOro n3aenmnsa B COOTBET-
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CTBWUMN C €ro Ha3Ha4YeHNEM; NCCNeaOBaHNSA NPOBOAAT B YCNOBUAX MEAULIMHCKNX aHaNNTUYeCKNX nabopaTtopun
NNN NP HANNYNN HagnexXxaumx ycnoBmn B NoOMeLLleHUAaX, He NpuHaanexalmnx opraHnsauun.
7.3.7 YnpaBneHvwe n3aMeHeHMAMM NpoeKTa U paspadboTkn

UMCO 13485:2003 Uspenua meamumHckue. CucteMbl MeHea)XMEeHTa KavyecTBa. peboBaHMA
ANA uenen perynupoBaHunA

7.3.7 YnpaBneHne U3MeHEHUMAMM NpoeKTa U pa3padoTkn

N3MeHEHNA NPOEKTa N Ppa3padboTKN AOMXKHbI ObITb UAEHTUMPNLUNPOBAHLI, 8 3aNUCU NOAAEPKUBATLCA B
pabo4veM cocToAaHUN. I3aMeHeHNa AOMKHbI ObITb NPOAHANN3NPOBaHbI, BEPUMOULNPOBAHLI U NOATBEPXKAEHb!
COOTBETCTBYIOLLMM 0DPa30M, a TaKXKe cornacoBaHbl 0 BHECEHUA. AHANN3 N3MEHEHUN NPOEKTA U pa3paboT-
KW AOMKEH BKNIOYATb B Ce0A OLLEHKY BAINAHUA U3MEHEHUN HA COCTABHbIE HAaCcTU MEANLIMHCKNX NU3AENVUN N YXKe
nocTaBNEHHbLIE N3aenns.

3anncu pe3ynbTaToB aHaNn3a n3MeHeHNN N NDObLIX HEOBXOANMBIX AEUCTBUN AOMKHbI NOAAEPKUBATL-
cA B paboyeM cocToaHumn (cMm. 4.2 .4).

7.3.7.1 T1poekT MeEANLIMHCKOrO U3aennsa MoXeT ObITb U3MEHEH NN MOANDUNLIMPOBAH MO PAAY NPUYNH KaK
B NpoLecce NPOEKTUPOBAHMA N Pa3paboTKK, Tak N Nocne Hero; HanpuMmep, MOryT BO3HUKHYTL cneayluwme
N3MEHEHNA:

- B pe3ynbTaTe aHanu3a npoekta u pa3padboTkun (cM. NCO 13485, nyHKT 7.3.4), Bepununkaumm npoekTa n
pas3padbotkn (cMm. NCO 13485, nyHkt 7.3.5) vnn Banuaaumn npoekta n paspabdbotkmn (cm. NCO 13485,
NYHKT 7.3.6);

- 00ycnoBneHHble ynyweHnaMmm nnm owmnbkammn (Hanpumep B pacyeTax, npu BbIdope MmaTtepmnanos),
aonyweHHbIMW Ha CTaaun NPOEKTUPOBaHUA, HO MOEHTUPULMPOBAHHBbIMN MO3XKE;

- 00ycnoBNEHHbIE TPYAHOCTAMM MPU U3rOTOBNEHUN, YCTAHOBKE W/MNKU ODCNY>XMBAHMW, BO3HUKLLINMMU
nocne NPoeKTUPOBaAHNA N Pa3paboTKK;

- BHOCUMbIE NO TPeOOoBaHUIO UHXXEHEPHOrO NEPCOHAaNa;

- BHOCMMbIE B pe3ynbTaTte AeATENbHOCTN N0 MEHEOAXKMEHTY PUCKA;

- BHOCUMMbIE NO TpeboBaHMIO NOTPEONTENA NN NOCTaBLLNKA;

- BHOCMMbIE B pe3ynbTaTte KOpPEKTUpYIoLWnX nnu npeaynpexaawowmx aencrsnm (cm. CO 13485, noa-
pasgen 8.5);

- 00ycnoBneHHble TpeboBaHUAMN BE30NACHOCTHN, PErynnNpyoWUMN NN NHbIMW TPEebOBaHUAMM;

- 0bycnoBneHHble ynydweHnemMm oyHKUMOHNPOBAHMA UNN XapaKTepPUCTUK MeANLUMHCKOro n3aenus.

7.3.7.2 YnydweHne ogHON U3 XapakTepPUCTUK MEANLIMHCKOIO U3aenna MOXKET OKa3aTb HenpeaBnaeHHoOe
BpeaHOEe BO3AENCTBNE Ha ApYrme XapakTepuctukn. YUtobbl n3dexatb 3TON CUTyaLnKn, PEKOMEHOYeTCa OTBe-
TUTb Ha cneaywme BONpPoChI:

a) oyaeTtnumMmeauunHCKOe nsaenne Nnocne BHeCeEHNA N3AMEHEHNN COOTBETCTBOBATbL PErynupyoLnMm Tpe-
DOBaAHUAM;

b) byaeT Nn MeanLUMHCKOE n3genue nocne BHeCEHNA N3MEHEHNN COOTBETCTBOBATL CNeLNOUKALINAM;

Cc) byaeTt Nu OKa3aHO BO3AENCTBME HA NpeaHa3HavYeHHOe NpUuMeHeHne MeaAuLMHCKOro u3aenus;

d) OyneT nn okasaHo BpeaHOe BO3AEUCTBUE HA NPaBUNbLHOCTb OLLEHKN CYLLECTBYIOLWErO PUCKA;

e) OyaeTtnnoKasaHO BO3AENCTBUE HA Pa3NUYHble KOMNOHEHTbLI MEAULIMHCKOro n3aenua nnnu CUCTEMbI;

f) BO3HMKHET NN HEOOBXOANMOCTE B NEPENPOEKTUPOBAHNN NHTEPdENCa MeAULIMHCKOrO u3aenus (Hanpwu-
Mep B OTHOLLEHNN PU3NHECKOTO KOHTAKTa C APYIIMMU KOMMOHEHTaMMN MeANLIMHCKOrO N3aennsa unn CUCTEMb! );

g) BO3HUKHYT NN NPOONEMbI CU3roTOBNEHUEM, MOHTAXXOM UMU MPUMEHEHNEM MEANLIMHCKOIO N30enus;

h) 6ygeTt nn nocne 3Toro BO3MOXHO BepnhnunpoBaTh NPOEKT;

1) NOBNMAIOT NN U3MEHEHNA Ha perynmpyemMbin cTaTyc MeanLMHCKOro nagenna’?

7.4 3akynku
7.4.1 [lpouecc 3aKynok

MCO 13485:2003 U3pgenuna megnunHckue. CuctemMmbl MeHeDKMEHTa KavyecTBa. TpeboBaHMA onA
Lenen perynupoBaHua

7.4 3axynku

7.4.1 llpouecc 3aKynox
OpeaHu3ayus OoMmkKHa pa3spabomame OOKyMeHmMuUpogaHHble npouedypbl, obecrnedusarouwjue
coomeememaue 3aKyrnneHHOU npodyKUuU yecmaHo8neHHbIM mpebogaHUsIM K 3aKyrkam.
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Tvn n cTteneHb ynpaeBneHnsa, NPUMeHAEeMbIE MO OTHOLLEHUIO K MOCTaBLUMKY U 3aKyNNeHHOW NPOoaYKLUW,
NOMKHbI 3@aBUCETb OT €€ BO3AENCTBUA HA NOCNEAVIOLLINE CTaANU XKN3HEHHOrO LIMKNA NPOAYKLMN UNN TOTOBYIO
NPOAYKLMIO.

OpraHn3aumna AonKHa OLEHNBATbL U BbIONpaTh NOCTABLLUMKOB HA OCHOBE MX CMOCODHOCTM NOCTaBNATL
NPOAYKLMIO B COOTBETCTBUU C TPEDOOBAHMAMM OpraHn3aumnn. [lonmkHbl ObITb pa3paboTaHbl KpuTepmumn oTbopa,
OLLEHKN N NOBTOPHOM OLEHKWN. 3aNNUCK PE3YNbTATOB OLLEHMBAHNA N NIOOLIX HEODXOANMbIX AENCTBUN, BbITEKA-
IOLLIMX U3 OLLEHKWN, AOMKHbLI NOAAEPKNUBATLCA B paboveM cocTosHMU (CM. 4.2.4).

7.4.1.1 YnpasneHue NOCTaBLUMKaMN ABNAETCA NPOLLECCOM, BKNIOYAKOLWUM B e YCTAHOBNEHHbIE KPU-
Tepuun, oueHnBaHne, BbIOOP N HeNnpPepbIBHLIN MOHUTOPUHT. [1pMeHeHne npouecca 3aBNCUT OT Ha3Ha4YeHUS
3aKynneHHON Nnn NonNy4eHHOW NHbIM CNOCODOM NMPOAYKLUUM NN COAEPXKAHUS YCMYT, 8 TAKXKe OT CONYTCTBYIO-
LLINX PUCKOB, BKNOYas BbITEKAOLWINE OTCHOAA NPOLLECChI CUCTEMbI MEHeKMeHTa KadecTBa (cM. MCO 13485,
nogpasnen 4.1).

Hanpumep, npouecchl oLueHnBaHNA U BbibOpa NOCTABLMKOB, @ TakXe ynpaBneHna nMn MoryT MMeTb
OTNNYMA B 3aBUCUMOCTUN OT X NPUMEHEHUSA K;

- NepBOHaYanbLHOMY N3roTOBUTEND 0OOPYAOBAHNS;

- ycnyram B 06nactn NOrmCcTUKMK;

- ycnyram B 006Nnactu MHPOPMALUMNOHHbIX TEXHOMOIMN;

- yCnyram Ha nocTaBKy CTEPUNN3ATOPOB;

- MOCTaBLUMKY MaTepmanos, HEOOXOANMbIX ANA OpraHn3auunm;

- ycnyram B 006nactu npoekTUpoBaHnAa 1 paspaboTKu;

- nnuy, OLEHUBAIOLLIEMY PE3yNbTaThl KMUMHUYECKNX NCMbITAHNI;

- KOHCYMNbTAaHTY;

- ycnyram B 06nacTn ncnbiTaHMM U KannbpoBKN NNK

- NOCTaBLUMKY HEODXOAUMBIX KOMMNOHEHTOB.

7.4.1.2 OueHMBaHME NOCTABLUMKA MOXET BKNKYaTb B cebdA:

- ncnbiTaHme 0bpasL OB NOCTABNAEMOMN NPOAYKLUNN NNN OKa3blBAEMbIX YCIVT;

- aHanum3 oT4eTOB 0O OLEHNUBAHNWN, BLINONHEHHOM TPETbLEN CTOPOHOWN;

- aHanu3 npeablaywmnx sanncen 0 PYHKUMOHNPOBAHUN NOCTaBNAEMOW NPOAYKUNN;

- CEpPTUOUKALINIO CUCTEMbI MEHEXKMEHTA Ka4eCTBa NOCTABLUMKA, BbIMONHAEMYI0 TPETbEN CTOPOHON, UNK

- ayauT cUCTeMbl MEHEOQXKMEHTA KA4eCTBa NOCTaBLLUMKA, BbIMONHAEMbIN OpPraHn3aunen.

7.4.1.3 He3aBncnmo OT MeToaa OoUueHUBAHUA OPraHn3auna A0MKHa NpoaeMOHCTPUPOBaATL CBOK CMO-
COOHOCTb YNPaBNATb 3aKyNnnNeHHOW NpoayKUnen nnm npoLeccom, uMea 00 beKTUBHbIE CBUAETENLCTBA CNOCOD-
HOCTU MOCTaBLUMKA OKa3aTb MOMOLLUb OpPraHn3aumm B YAOBNETBOPEHMU TPeboBaHMK noTpebutens wu
perynupyowmnx TpedoBaHUn, OTHOCALLMXCA K 3aKYNNEeHHON NPpoaYyKLUUN.

[1pn MOHUTOPUHIEe AeATENbHOCTU NOCTABLLUMKOB OPraHM3aunm peKoMeHayeTCAa paccMaTpmBaTh CepTH-
ouKaumio NOCTaBLUMKOB TPETLEN CTOPOHOMN, a TAKXKe HanpaBneHNA X AeATENbHOCTU N NPEAbLICTOPUIO COOTBET-
CTBUS AOEATENbHOCTU MOCTABLUMKOB TPebOBaHMAM KNMeHTOB. OpraHn3aumn pPeKoOMeHOyeTcs TakKXkKe
onpenenaTtb 4YacTOTY MOHUTOPUHIA AeATENbHOCTU NOCTaBLUMKOB U BKNIOYATbL B MOHUTOPUHI AE€ATENLHOCTH
NOCTaBLMKOB HEOHXOAUMOCTbL BU3UTA KHUM PerncTpupytowien/ceptudpnumpyrolien opraHnsanmm Ans nonyye-
HUA 0O BEKTUBHbLIX CBMAETENLCTB YNpaBneHNsa NpoLeccaMn CUCTEMbl MEHEQXKMEHTA Ka4eCTBa N COOTBETCTBUA
ApOoAYKLMN UNWN YCAYT KOHKPETHLIM TPeboBaHNAM OpraHm3aLuuvmn, Bknio4atowmnm B cebda TpeboBaHna NoTpedbuTte-
na n perynupyowwmne TpedoBaHuns.

7.4.2 NHdpopmauma no 3aKkynkam

NMCO 13485:2003 U3penuna meamuumHckue. CUCcTeMbl MeHeaXKMeHTa KayecTBa. TpeboBaHuMA
ANA ueneun perynupoBaHmA

7.4.2 NHuchopmauma no 3akynKkam

MHgopMaLumna nNo 3aKynkam AOMKHa ONUCbIBATL 3aKa3aHHYI0 NPOoAaYKUMIO, BKNOYaa B cebq, rae aTo
HEeODXO0aANMO:

a) TpeboBaHUA K YTBEPXKXAESHNIO NPOAYKLUMK, Npoueayp, NpoLeccoB n 060pyaoBaHUS;

b) TpeboBaHmA kK KBanudukaunumn nepcoHana;

C) TpeboBaHNA K CUCTEME MEHEOKMEHTA KayeCcTBa.

OpraHnsaumna AonkHa obecneymBaTb aaekBaTHOCTb YCTAaHOBNEHHbIX TPeDOBaHUN K 3aKynKaM A0 UX
COOBOLLIEHNA NOCTABLLMUKY.

B mou cmeneHu, 8 kakou 3mo HeobXxo0uMo 0115 ocylecmearieHuUs npocrnexusaemocmu (M. 7.5.3.2),
op2aHu3auus 0o/mkHa nodoepxxueamb 8 pabodeM COCMOSHUU coomeemcmeyruwyio UHgopMayur o
3aKkynkam, m.e. QOKyMeHmbI (cM. 4.2.3) u 3anucu (cm. 4.2.4).

34



FTOCT P UCO/TO 14969—2007

B nHdbopmaLmm no 3akynkam (Bknodaa TpeboBaHue K NOCTaBLUMKY O BEAEHMUU 3anncen) opraHnsaums
OOMKHa onpenenatb Heobxoanmble TpeboBaHUA K MNOCTABLUMKY M AOBOANTb MX OO0 CBeAeHUA NOCTaBLUUKA,
obecneynBasa TEM CaMbIM KA4HECTBO 3aKynaeMou NpoayKLnM NN OKasbliBaeMbIX yYCNYr, BKNOYasa NPOoLLECCHI CUC-
TeMbl MEHEQXXMEHTa Ka4eCTBa.

OO6bI4HO 3TN TPeboBaHNA OOOPMNEHbI B BUAE KOHTPAaKTa MeXxay opraHmsaumen U NOCTaBLLUMKOM.

[TpMepbl NHpopMaL UM NO 3aKynKam BKNOYAKOT B CedA:

- TEXHUYECKYI0 MHOOPMALMUIO U TeEXHNYECKNe TpebOoBaHUA;

- TpebOBaAHNA K NCMNbITAHUAM M MPUEMKE;

- TpeboBaHMA K Ka4eCTBY NPOAYKLUUN, YCNYT N NPOLLECCOB;

- TpebOBaAHNA K OKpYXaloLlen cpene;

- perynupyowme TpedboBaHus;

- cepTUPUKALNOHHbIE TPEDBOBAHNS;

- TpeboBaHMA K KOHKPETHOMY NPOMN3BOACTBEHHOMY 0DOPYAOBAHMIO;

- crneumnanbHble UHCTPYKLUUN (HanpuMep, OTHOCALLMECA K 3anNncaM O NPOCNeXnBaeMoCcTU);

- YCNOBUA aHaNn3a u U3MeHEeHNA KOHTPAaKTa.

CTeneHb KOHKPEeTU3aLunn nHdopmMaLumnm No 3akynkam byaeT 3aBnceTb OT BNUAHNA 3aKyNneHHOW NpoAayK-
LMW NNKN OKa3aHHbIX YCNYr Ha KOHKPEeTHOe MeanunHckoe nsgenue (cm. MCO 13485, nyHkT 7.4.1), Hanpumep
BNNAHNA AeATENbHOCTU MO MEHEOAXXMEHTY PUCKA.

Hanpumep, npun BLINONMHEHUN NOCTAaBLUMKOM onepauun no O4YUCTKE B yrpaBnaeMbliX NPOU3BOACTBEHHbIX
YCNOBUAX PEKOMEHOYETCA 3aKnioYaTbh KOHTPAKT, onpeaenaoLwmn rpaHulbl OTBETCTBEHHOCTU OPraHn3aunmn u
NOCTaBLMKA ANA TOro, YToObI HE AONYCTUTL 3arps3HeHns NPOAYKUUN YNCTALLMMW BELLLECTBAMW UM NEPCOHA-
noMm, NMbO TOro, YTO NNOLWAaAn OCTaHYTCA HEOUYULLEHHBIMU NO HEAOCMOTPY. B 3TOT KOHTPAKT pekoMeHayeTcs
BKNIOYaTb NOAPOOHOCTU AOKYMEHTNPOBAHHON NPpoLEeaypPbl N0 OYUCTKE N ONPeaensaTb B HEM YPOBEHb NOArOTOB-
KN, HEOBXOAMMBLIN ANA 38aHATOrO B AAHHOW NpoLueaype nepcoHana.

PekoMeHayeTcA Takxke noapodbHO onncaTtb yCcNnoBua, HeObXoanMblie ANa XpaHeHUa U TPaHCNOPTUPOBA-
HUA 3aKYNNeHHOW NPOAYKLUMWU, KOTOPble MOryT OKasaTb CYLleCTBEHHOE BO3AeNCTBUE HA ee De30NacHOCTD,
PEe3yNnbTaTUBHOCTL MNU NpeaHa3Ha4vYeHHOEe NPUMEHEHNE.

OpraHnsaumsa MOXeT CCbiNaTbCA Ha MPUMEHAEMYI0O TEXHNYECKYIO MHpOopMaLUnIo, Hanpumep Ha HauMo-
HanbHbIE NN MEXAYHAPOAHblE CTAHAAPTLI U MEeTOAb! UCNbITAaHUWU. [lpyron noaxoa 3aknio4yaeTca B ACHOU U TOM-
HOW opMynuUpPoBKE WHPpOpMaLMKN, HeobXoaMMOW ANA NOCTaBLUMKA, B 33Ka3e Ha npoayKumio.
OTBETCTBEHHOCTL 33 aHaNM3 N yTBEPXXAeHWe AaHHbIX NO 3aKynkKaMm pekoMeHayeTcsa YeTKO pacnpeaensaTb cpe-
OV nepcoHana ¢ TeM, YToObl NPeaoTBPaTUTL 3aKYNKy HeHaanexalen npoaykumn. PekomeHayeTca naeHTndoun-
LMPOBATL CTATYC NEePecMOoTpPa OOKYMEHTOB, H3 KOTOPble MUMEKTCA CCbINMKM B O3HHbLIX MO 3aKkynkam, Ans
obecnevyeHUa 3aKynoK Hagnexalluen npoaykuun.

B 3aBUCMMOCTU OT TpeboBaHMW, NpeabsaBNaAeMblX OpraHm3aumnen K npocnexmBaemMocTn (cMm. 7.5.3.2),
OOKYMEHTbI MO 3aKyrnKamMm U COOTBETCTBYIOLLME 33aNMUCU MOTYT HYXXAaTbCA B UAEHTU(OUKALNN U XPAaHEHUN; HaNPW-
Mep, NPy oLueHNBaAHUN TPeDOBaAHUN K NPOCNEXNBAEMOCTN PEKOMEHAYETCA PAaCCMOTPETL, ANA 0bnerdyeHna Npo-
CNeXnBaeMOCTN KakOW KOHKPETHOW NpoayKUMM HeobXoAUMO XPaHuTb WHGOPMAaUMIO MO 33KYNKamM WU
COOTBETCTBYIOLLME 3aNNUCU. BaXXKHO TaKke 3HaTb, Kakne cneundukaumm 3akynneHHon npoaykumm Heodbxoanmo
nepecMOTPETb, NOCNe Yero 3Ty MHpoOpMaLUUnIio PEKOMEHAYETCA XPaHUTb KaK HaCTb AOKYMEHTOB MO 3aKynkam
NNN COOTBETCTBYIOLLMX 3aNNCeMN.

7.4.3 Bepudukauuna zakynneHHOU NpoayKumn

UCO 13485:2003 U3zpenua meamumHckue. CuctemMbl MeHea)XMeHTa KayecTBa. TpeboBaHuMA
ANA ueneun perynmpoBaHmA

7.4.3 Bepudunkauuna zakynneHHoOU NnpoayKkummn

OpraHn3aumna AoOMKHa pa3padoTaTb M OCYLLECTBNATL KOHTPONb UNN APYIVIO AEATENBHOCTb, HEOOXOAW-
MVYI0 ANa obecneveHnsa COOTBETCTBUA 3aKYyNNEHHOW NPOAYKLMN YCTAHOBNEHHbLIM TPEOOBaAHUAM K 3aKYNKaM.

Ecnun opraHmzauma nnm notpedbntenb ee NpoayKUMK NpeanaralT OCYLEeCTBUTbL BEPUPUKALNIO HA
npeanpuATUN NOCTaBLUMKA, TO OPraHM3auma A0NXHa yCTaHOBUTL B MHOOPMaLMKU NO 3aKyNKaM npeanonarae-
Mbl€ Mepbl MO NPOBEPKE N NOPSAAOK BbINyCKa NPOAYKLMN Y MOCTABLUMKA.

3anucu no sepucbukaluu OOMKHEI Noodepxusambcs 8 pabodeM COCmMosHUU (CM. 4.2.4).

KoHTponb npn npnemke aBRSeTCA ANsa OpraHn3aLumnm OaHMM N3 MeTOA0B BEPUMUKALIMN 3aKYNNEHHOMN NPO-
OVKLUNK C LLEeNbIO NPOBEPKN COOTBETCTBUSA NOCTABNEHHON NPOAYKLMN KOHKPETHBLIM TpeboBaHMAM. Ecnn Heobxo-
OANMO COOTBETCTBME 3aKYNNEHHOW MNPOoAYKUMWN TPebOoBaHUAM MNOCTABLUMKAE, OPraHM3aumn pPekoMeHayeTcs
NPOBEPUTb, COOTBETCTBYET NN AaHHAA NPOAYKLUMNA YMIOMAHYTbIM TPEOOBaHMAM. 3Ty NPOBEPKY MOXHO BbIMNO-
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HUTb Pa3HbIMU CNOCODaMK, HanpuMep cepTunKaLnen NOCTaBLUMKA, cepTudnKkaunen Npoaykunn, UCNbITAHN-
eM MNPON3BONbHO BbIOPAHHOW NAapPTUN, NPOBEPKON BCEU NN YACTU NPOAYKLUUKN, B 3aBUCUMOCTU OT TOrO, YTO
NpeaycMOTPEHO TPeDOBAHNAMN CUCTEMbI MEHEQXKMEHTA KA4YeCTBa OPraHmn3aLumnm.

[OoKyMeHTUPOBaHHbIE NpoLeaypbl, yCTaHOBNEHHbIE B opraHnsaumnm (cMm. NCO 13485, nyHKT 7.4.1), peko-
MeHAayeTCANCNoNbL30BaTh ANA BEPUPUKALNN TOrO, YTO NONYy4YEeHHaA NPoAaYKLUNA COOTBETCTBYET cneLundoukaLm-
AM, NONHOCTbLIO YKOMNNEKTOBAHA, Haanexawum obpas3omM naeHtupnumnpoBaHa n He noppexaeHa. [aHHble
npoueaypbl MOryT TaKXXe BKNoYaTh B ce0a NoNoXxeHna ¢ TpedboBaHMeEM BEPUPUKALINKN TOrO, YTO BXOAALLAsA NPO-
OYKUMA UMeET HeobxoanMble CONPOBOANTENbHbLIE AOKYMEHTbI (HanpuMmep cepTndukaTbl COOTBETCTBUA, OTHE-
Tbl O NPMEMOYHbLIX NCMbITAaHUAX). B cny4yae HECOOTBETCTBUA pPerynupyromm TpedboBaHUAM pekoMeHayeTC A
npeanpnHUMaTh ycTaHoBneHHble NCO 13485, nogpasnen 8.3, aencrema Ana Toro, 4Todbbl paccMaTpuBaTh
HECOOTBETCTBYIOLLYIO NPOAYKLMIO NOCNeaoBaTenbHO (BKNOYaa ee naeHTMpnKauuo, otaeneHne ot COOTBET-
CTBYIOLLIEN NPOAYKUUN N AOKYMEHTUPOBAHUE) N HEMeANEeHHO. AHAaNU3 Pe3ynbTaToB NpeabiayLLInX NPOBEPOK,
NpeabICTOPUA OTKA30B Ha MeCTe 3KcnnyaTauun Npoaykumm unn xanodbl NOTPedbunTena BNUAIOT Ha NPUHATHNE
opraHnsauunen peleHnn OTHOCUTENBbHO TPebyeMoro Yncna npoBepokK N HeOOXOANMOCTN NOBTOPHOWU OLLIEHKN
NOCTaBLLUKA.

[1poBeaeHne opraHM3aLmen KOHTPONA N UCNbITaHUN BXOASALWEN NPOAYKLUMN He aBNAeTCA TpeboBaHUEM
NCO 13485, nyHKT 7.4.3. BXOOHOW KOHTPONbL MOXET HE NOTPEeObOoBaTLCA, €CNN YBEPEHHOCTb B Ka4eCTBE NPOAYK-
LN AOCTUTAETCA C MOMOLLBIO APYIMX YCTaHOBNEHHbLIX NPOLLECCOB NN Npoueayp, 0CO6eHHO eCNU cHMTAKNT A0C-
TaTO4YHON NHOOPMALMIO, NONYYEHHYIO OT NOCTaBLUMKA.

B AOKYMEeHTNPOBaHHOM NpoLueaype, yCTaHOBNEHHON OpraHnsaunen, pekoMeHayeTca onpeaenmnTts Nnua,
HaaeneHHblIe NONHOMOYUAMM pas3pellaTb NPUMeEeHEHNe BXoAALLEN NPOAYKLUMN A0 AEMOHCTPaLNn ee COOTBET-
CTBUS KOHKPETHbIM TPpebOoBaHMAM K Ka4ecTBY. Takasa npoueaypa rapaHTmpyeT, 4TO peLlleHnsa B OpraHmsaumnm
OyayT NPMHATLI NULAMN, OCBEAOMNEHHbLIMW O BO3MOXXHOM BUAHUN 3TUX PELLEHNN Ha NPOLLECChI XXKW3HEHHOro
LMKNa NpoAaYyKUMM, eCcnNn BXOAALWaa Npoaykuua BnocneacTemn He byaeT cOOTBETCTBOBATL TPEDOBAHUAM K
KadyecTBy. B npouenypax, yCTaHOBNEHHbIX OpraHn3aunen, cnegyeT TaKke onpeaenartb, Kak naeHTUonumpo-
BaTb TAaKy0 NPOAYKUMIO U YNIPaBNATb €10 B cny4ae 00OHapyXXeHMA HeCOOTBETCTBUN NPK NOcCNeayoLLnX NpoBep-
Kax n ana obnerdeHna KOpPPeKTUpPYLWNX AeNCTBUA.

BbilleynoMaHyTble TPpeboBaHUA NMPUMEHAIOT KO BCEW MOCTYMNAaoLWen NpoayKUMU, HaxXoaAawenuca BHeE
0ENCTBUA CUCTEMbI MEHEQXKMEHTA Ka4yeCTBa OpraHm3aumm, He3aBUCUMO OT (hakTa onnarThl.

7.5 NMpoun3BoacTBO U 06CNYyXXUBaHUe

7.5.1 YnpaBneHuve npon3BOoACTBOM U 00CNYy)XMBaHUEM
7.5.1.1 Obwme TpedboBaHmA

MCO 13485:2003 U3zpenuna meamuumHckue. CnUcteMbl MeHeaAXMEeHTa KayecTBa. TpeboBaHuMA
ANA ueneun perynupoBaHmA

7.5 lMpounssoacTBO N 06CNyXUBaHUE

7.5.1 YnpaBneHue NnpoM3BOoACTBOM U 00CNyXMBaHUEM

7.5.1.1 Obwue mpebosaHus

OpraHnsauus gonkHa nnaHmpoBaTtb MobecneunBaTb NPOMU3BOACTBO M OOCNYXNBAHUE B YNPaBNSAEMbIX
yCNoBUAX. YNpaBnsaeMble YCNOBUSA NOMKHbI BKNIOYaTL B €05, ecnun 310 LenecoodbpasHo:

a) Hanu4ne nHdopmMmaunn, ONUCLIBAKOLLEN XaPaKTEPUCTUKN NPOAYKLNN;

b) Hanu4due OOKyMeHMUPOoB8aHHbIX Npouedyp, pabodux UHCMPYKUUU, 3marsioHHbIX npouedyp uamMepe-
HUS U, ecnu Heobxodumo, cripasovyHO20 Mamepuana;

C) NpUMeHeHne noaxoaaLlero 0bopyaoBaHUS;

d) Hann4ymne n NPUMEHEHNE KOHTPOMNbHbLIX U N3MEPUTENBLHbLIX NPUOOPOB;

€) npoBeaeHne MOHUTOPUHIa N N3MePEHNN;

f) ocywecTBneHne BbINyCKa, NOCTABKU U AENCTBUN MOCNE NOCTAaBKN MPOAYKLINN;

g) 8bINOSIHeHUEe KOHKpemHbIX delcmeauu no MapKupoeaHuro U ynakoebieaHUIo.

OpeaHu3zayus domkHa paspabomame ¢hopMy 3anucel u nodoepxxusamse UX 8 pabovyemM coCcmossHUU
(cM. 4.2.4) 0na kaxoou napmuu MeOUUUHCKUX u3denuu, 4mobbi obecrniedums UX NpocriexusaemMocms 8
coomeemcmeuu ¢ 7.5.3 u ycmaHogumMb 4YUCIIO NPouU38e0eHHbIX MeCUUUHCKUX u3oenul U MeOUUUHCKUX
uzdenul, npedHa3Ha4yeHHbIX 0515 nNpodaxu. 3anucu no Kaxxoou napmuu MeOUUUHCKUX u30esiutl COSMKHbI
bbimpb sepughuluposaHksl U ymeepXKOeHhl.

[1pumeyaHue—lNapmuel moxem cHumambcs 00HO MeQUUUHCKOe U3oernue.
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7.5.1.1.1 PykoBoasaLune ykasaHma No MHPPaCTPYKType NpoLeCcCOB NPoOnU3BOACTBA N OOCNYXNBAHNSA NPKN-
BeaeHbl B NCO 13485, noapaspnen 6.3.

PaccmaTtpuBas ynpaBnaeMble yCnoBUA, NPMMeHUMbIE K KOHKPETHOMY MpoLeccy, opraHnsauma AonmkHa
onpenenaTb X BO3AENCTBUE Ha KAYECTBO NPOAYKLIMM MNN COOTBETCTBUE PErynMpyoLLIMM TpeboBaHuam. Ecnn
Npwn OTCYTCTBUM ynpaBneHna MOXeT ObiTb OKa3aHO BPpeaAHOE NN NOTEHUMANbLHO BPeaAHOE BO3AENCTBME HA
Ka4yeCTBO NPOoAYKLUMM NN COOTBETCTBUE PEryNUPYIOLLUM TPEDOBaAHNAM, TO TAKOE YNpaBneHne aBnaeTcsa 0ba-
3aTenbHbIM. CTeneHb ynpaBneHns n ypoBeHb €ro AeTann3aLmm cneayeT copasmepaTb CO CTENEHBIO KPUTUY-
HOCTM npoLecca (HanpuMmep AeAaTenbHOCTN N0 MEHEKMEHTY PUCKA) NPU AOCTUXKEHUN TPEDOBAHNIN K KAYECTBY
npoAYKUMN N YPOBHIO NOArOTOBKU NEpPCOHaNa, y4acTBYIOLWEro B npoueccax XXM3HEHHOro LMKNa Npoaykuum.

CnpaBo4Hble MaTepuansl MOryT ObiTb MaTeEPManbHbIMN MNN BU3YanbHbLIMW, HANPUMEP, UMW MOTYT ObITb
obpas3Lbl APOAYKLNN, AEMOHCTPUPYIOLLIME BO3MOXKHbIE LIBETOBbIE peLleHUa, nnn potTorpadoum HECOOTBETCTBY-
lowen npoaykumn. CnpaBoyHbie MaTepuansl PEKOMeHAYETCA Bceraa umeTtb nog pykon. OtaenbHaa npoueaypa
MOXET ObITb NpeacTaBneHa B BNAE NPOCTON CXeMbl NN NOCNEA0BaTENBHOCTU NMPOLLECCOB B COMETAHUWN C KOH-
TPONbHbLIM cnNckoM (cM. MCO 13485, nyHKT 4.2.1, nepeuncnerHune d).

Heobxoanmoe obopyaoBaHNE PeEKOMEHOYETCA NPOEKTNPOBATL U BbIOUPAaTb Tak, YTOObI OHO COOTBET-
CTBOBaAnNoO cneungunkaunam Ha npoueccbl U Npoaykumno. PekoMeHayeTca BepudpunumnmpoBaTtb HOBOE U/MNn
CYLLECTBEHHO MOANULIMPOBaAHHOE 0DOPYAOBaHWE HA COOTBETCTBUE 33KYNOYHbIM/MPOEKTUPOBOYHbLIM CNELN-
dourkaLmam nero cnocobHOCTL PYHKLIMOHUPOBATL B YCTAHOBNEHHbLIX Npeaenaxun pabovnx rpaHmuax npoLecca.

7.5.1.1.2 Puck ounboK npn MapKknpoBaHnUm 1 yrnakoBbiBaAHUU MOXHO MUHUMU3NPOBATL C MOMOLLbIO HAA-
nexawmnx npoueayp ynpaBneHna, TakUx Kak:

- OTAEeNeHue onepauun ynakoBbiBAHNA U MAPKMPOBaHUA OT APYIrnx NPON3BOACTBEHHbIX onepauun (Mnn
apyrux onepaummn ynakoBbiIBaHNUA U MAPKUPOBaHNSA);

- n3dbexaHne ynakoBblBaHUA U MAPKUPOBaHNA BHELLHE MOXOXNX MEANLMHCKNX U3aenun B HENOCPE-
CTBEHHOW DNM30CTU ApPYr OT ApYra;

- naeHTunKauma napTmm MeanumnHCKUX n3nenuu;

- NMPUMEHEHUe npoueayp OHYUCTKU K NapTUN MeaANLUMNHCKNX N3genum;

- VHUMTOXEHUEe HeMcnonb30BaHHbIX MaTepuanoB ¢ HAHECEHHbIM Ha HUX LUTPUX-KOOOM MO 3aBepLUeHUn
VYMNaKoOBbIBAHUA U MAPKUPOBaHUS;

- MapKupoBaHue ¢ NOMOLLLIO PONMKOBON NOAAYM;

- MCNONb30BaHME N3BECTHOIO Yncna MapKMpoBOK N cornacoBaHne Ux NpUMeHeHns;

- MapKupoBaHUE B peXXnmMe peanbHOro BpeMeHU, BKNioyYaa HaHeceHne LTPUX-KOA0B;

- UCMONb30BaHNE ANEKTPOHHLIX YCTPOWUCTB ANA HAHECEHUA/CHUTBLIBAHMNA KOAOB M NOACHETa MAPKNPOBOK;

- NPUMEHEHNE MAPKNPOBaHUA, 0becnevnBaoLLero4eTkyo anddpepeHUNaLnIO MEANLIMHCKUX U3OENUN;

- NMpoBepKa MAapPKMPOBOK A0 NX HAHEeCeHUS;

- Hagnexaulee XpaHeHne MapkKupoBOK B MeCTax OrpaHn4eHHoro gocTyna.

7.5.1.1.3 3anucu, obnervyaroLwme NPOCNEXUBAEMOCTb U aHANNU3 N3roTOBNEHUA NAPTUN MEANLMHCKNX
n3genun, BbinonNHAeMble B NpoLecce NPon3BoACcTBa AaHHOW NAPTUN, PEKOMEHAYETCA OPOPMNATL KaK e ANHYIO
3anncb O NAapPTUN MEANLIMHCKNX N3aenmnn n obbeanHATb B OanH hann. Takme grannbl MOryT ObiTb Ha3BaHbI
«3anncb NCTOPUN MEAUNLIMHCKOro nsgenusa», «3annucb 006 N3roToBNeHun napTmm MeanLUMHCKUX U3aennuny,
«3anncb 06 NCTOPUN NAPTUN MEANLIMHCKNX N3AENNIN» NN «3aNUCb O NaPTUN MEOULIMHCKUX N30eNnUn» (CM. Npun-
noxeHune A, Tabnuua A.1).

B 3anncb 0 napTum MeanLMHCKNX N3aennn pekoMeHayeTca BKNIOYaTb TONbKO NepeveHb Ha3BaHNWN HEOD-
XOAUMbIX AOKYMEHTOB C YKAa3aHUEM UX MECTOHaXOXOeHNS.

3anncu 0 NapTMM MeanLMHCKNX N3aennun pekoMeHaYeTCAa BbINONHATb, NONb3YACb OPULNANBHO YTBEP-
XAEeHHbIMN AeUCTBYIOLWMMU cneunukaLmnamn.

dopMbl 3anNNcen pekoMeHayeTca paspadbaTbiBaTk U BOCNPOMN3BOAUTbL METOAOM, MO3BONAOLNM N30e-
KaTb KaHLENAPCKNX OLULMOOK. 3annch O NapTUN MEANLIMHCKUX N3AENUN AOMKHA UMETL OAHO3HAYHYIO UAEHTK-
omKaLMo U OTHOCUTBLCA K KOHKPETHON N3rotaBnmuBaemMon napTnn MmeanLmMHCKUX n3aenuu.

B npouecce npon3eoacTBa B 3annUcb O NApTUMN MeOULIMHCKNX U30ennn pekoMmeHayeTca BHOCUTb MHKOOP-
MaLMIO, BKNOYAIOLLYIO B CeDA:

- CBEAEHMNA O KONNYECTBE CbiPbs, KOMNOHEHTOB M NONYNPOAYKTOB, a8 TakkKe (MPN HEODXOANMOCTU ) HOMEP
napTum;

- AaTy Ha4ana n 3aBepLUEHNS Pa3nNUYHbIX 3TaNOB NPON3BOACTBA, BKNOYaa (Npn HEOHBXOANMOCTN ) 3aMNn-
CU O CTepUNU3aLnum;

- cBeAeHna O Yncne roToBbiX MEANMLMHCKNX N3OEeNUN;

- 3aBepeHHble pe3ynbTaTbl BCEX NPOBEPOK U UCMbITAHUN;

- Ha3Ha4yeHue AaHHOW NapTUN MeaAULUMHCKUX n3anenuu;

- OTKNOHEHUA OT NPOU3BOACTBEHHbIX CNeLUNOUKaLNN.
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7.5.1.2 YnpasneHne NnponsBoacTBOM N obcnyxnsaHnem. CneunansHble TpebOBaHUA
7.5.1.2.1 HuctoTa npoaykunun 1 KOHTPONb 3arpA3HEHHOCTU

MCO 13485:2003 Uspenua meamumHckue. CucTeMbl MeHea)XMEeHTa KadyecTBa. peboBaHMA
ANA ueneun perynmpoBaHmA

7.5.1.2 YnpaeneHue npou3zeodcmeomM U obecnyxuesarHueM. CnevyuanbHbie mpebosaHus

7.5.1.2.1 Hucmoma npodyKuuu U KOHMPOsb 3a2psi3HeHHOCMU

OpeaHuzayus 0omkHa paspabomampe OOKYMeEHMUPoOB8aHHbIe mpebosaHus K Yucmome rnpooyKyuu,
ecsiu:

a) neped cmepunu3ayued u/unu npuMeHeHueM rnpooyKUuUus rnpoxooum O4UCMKY 8 opaaHu3ayuu;

b) npodykuyusi nocmaessisiemecs 8 HecmepurnbHOM 8ude U NooneXum o4ucmke nepeod cmepunusayueu
u/unu npuUMeHeHUeM;

C) npodyKuus nocmaessissemcsi 8 HeCmepusinbHOM 8ude U ee Yyucmoma He UMeem 3HadeHus 05 npumMe-
HEeHUs,

d) peaceHmMbI Ons 0HUCMKU NMPOOYKUUU OO/MKHbLI bbimb y0arneHbl npu ee Uu320moeieHuUU.

Ecnu npodykyus noodsepaaemcecs oHUcCmKe 8 coomeememaeuu ¢ nepeducreHusamu a) unu b), mpebosa-

Hus, codepxxauwjuecs 8 6.4 (nepeducneHue a) u 6.4 (nepevucrieHue b), neped npouedypou O4UCMKU He Mpu-
MEHSIFOMCS.

OpraHn3sauna AoMKHa yCTaHaBNMBaTh TPEOOBAHNA K YNCTOTE NpoAYKUMK. [1Na BbINONHEHNA 3TUX TPEeDO-
BaHUN (BKNOYaA yaaneHne peareHToB ANs O4NCTKN NPoayKUUn, ecnn Habnoaanoch NX BpeaHoe BO3AENCTBNE
Ha KayecTBO MPOAYKLMW) OpraHusauma MOoXeT paspadoTtaTb AOKYMEHTUPOBAHHLIE npoueaypbl, padboudune
NHCTPYKLUN, CAPaBOYHbie MaTepunanbl U (Npn He0OXOAUMOCTN) COOTBETCTBYIOLLME NpoLeaypbl U3MEPEHUN.

PeareHTbl ANA OYUCTKM NPOAYVKUNN, N3BECTHbIE TAKXe KaK BCNOMoratenbHble, Npon3BOACTBEHHbLIE NNK
nobaBo4Hble MaTepnansl, NpeacTaeBnNAaAT coOOON NOObIe MaTepuansl UNKU BeLWeCcTBa, NPUMeHAEeMble B NPON3-
BOACTBEHHOM npoLlecce nnu aAna ero obner4eHna (31O YNCTALLME BeLLECTBA, CMa304Hble Macna u apyrme
BELLECTBA, He NpeaHa3HavYeHHble ANA BKNIOYeHNA B rOTOBYIO NPOAYKLUMIO ). BCe peareHTbl pekoMeHayeTCcA Haa-
nexawwum odpasoMm uaeHTUPpNUNPOBaTL U MAPKNPOBATL BO U30eXaHne becnopanka nowmnbok. laHHaa npoLe-
aypa (cMm. NCO 13485, nyHKT 7.5.5) 06bIMHO TpebyeT pacCMOTPEHUA BCEN LLeNU NOCTABOK (KOMMNOHEHTOB U
NPOU3BOACTBA).

HekoTopble MeauunHCKNE n3aenna MoryT HYXKaaTbCsa B OMUCTKE N 00e33apaxuBaHun nepen nx o6cnyxu-
BaHWeM NS TOro, YTobbl NCKNIOYNTL BO3AEeNCTBUE NOOOro BMAa 3arpsasHeHna Ha NepcoHan n apyryo NpoaykK-
unio. B atmx cnydaax pekomeHayeTca obes33apaxumBaHMe C MOMOLLBLID Haanexawmx YCTaHOBMNEHHbIX

npoueayp.
[TpumedaHune—[HononHUTENBHYKD MHOPMALUKO O NpoLeaypax No O4YUCTKe CM. B [16].

7.5.1.2.2 PaboTbl NO MOHTAXYy

NMCO 13485:2003 U3penuna meamuumHckue. CUCcTeMbl MeHeaXKMeHTa KayecTBa. TpeboBaHuMA
ANA Ueneun perynupoBaHuA

7.5.1.2.2 Pabombl o MOHMaxy

[Tpbu Heobxooumocmu opeaHu3auus Oo/mKkHa pa3pabomampe OCOKyMeHMuUposaHHblie mpebogaHus,
codepxxawjue Kpumepuu npueMKuU U eepughukaluu MoHmMaxXa MeoQuUUHCKUX u3denud.

Ecnu coenacosaHHbie ¢ nompebumerneM mpebogaHus rno38050Mm 8biMOSIHSMb MOHMAaX He MOJ1bKO
cunamu opeaaHu3ayuu unu ee rnofTHOMOYHOR20 rpedcmasumerisi, op2aHu3ayus 0omkHa paspabomames O0KYy-
MeHmMupo8aHHblie mpebosaHuss K makoMy MOHMaXy U e20 sepucbuxkayuu.

3anucu rno MoOHMaxy U eepugbukayuu, Komophele ocyuiecmearsissem opaaHu3ayus unu ee nosTHOMOYHbIU
npedcmasumersnb, O0OMKHbI N000epXXusamecs 8 pabodyem cocmosiHuu (cMm. 4.2.4).

MOHTaXX MEANLIMHCKNX N3aennin NPoOn3BOAAT HA MECTE MX JKCnnyaTauun. IToT BUA AEATENBHOCTU NO
o6 Ccny>XMBaHUIO MEANLIMHCKNX N3AENNUA HaX0aUTCA B NOCTOAHHON CBA3W C APYIMMK BUAAMK ycnyr (Hanpumep
3NEKTPO- U BOAOCHADXeHneM, ynaneHnem otxoaoB). OKOHYaTENbHbIE UCMbITAHNUA YCTAHOBMNEHHbLIX (CMOHTU-
POBaHHbIX) MEAULIMHCKMNX N3AeNUIA NPOBOAAT NOCNE TOr0, KaK OHM YCTaHOBMNEHbI (CMOHTUPOBAaHbI) HA MECTE KX
3KCnnyaTtauum N cBA3aHbl CO BCEMM HEODXOAUMbIMN BUAAMM yCenyr. [N MeauLMHCKUX N30enNUN MOHTaX He
O3Ha4YaeT UX BHEAPEHWS B OPraHM3M NaLMeHTa nnvm NoACoeANHEHUS K naumeHTy. [1na obecneveHns Haanexa-

Lero PyHKUMOHMPOBAHMA MEAULIMHCKNX N3AENNIN PEKOMEHAYETCA YETKO ONpenennTb KPyr NuL, OTBETCTBEH-
HbIX 38 MOHTaX.
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Ecnn meanunHckne nanenna Ao0MKHbl ObiTb YCTAHOBNEHbI (CMOHTUPOBAHbLI )} HA TEPPUTOPUN NONb30BATE-
ns, opraHnsaumm cneayeT obecneyuntb NONb30OBATENA UHCTPYKLUMSAMM MO HAANEXALMM MOHTaXYy, YCTAHOBKE,
NCMbITAHMAM N/NNK KaNNBPOBKE MeANLIMHCKNX n3nennn. Ocoboe BHNMAHNE PEKOMEHaYETC A yaenaTb obecne-
YEHUIO HaaNeXallero MOHTa)Xa MEXaHN3MOB U CXEM yNpaBneHns 6e30NacHOCTLIO.

B HEKOTOPLIX cny4Yasax (HanpuMep, ecnu TaKoBO perynupyroulee TpebosaHne nnun npm HEOHBXOANMMOCTMH
ynpasneHnsa napameTpamm OyHKUNOHNPOBAHNA MEAULIMHCKOIO N30enna) OpraHn3anmnm PeEKOMEHAYETCA Pas-
paboTaTb MHCTPYKLNIN, NO3BONAIOLLNE NNLLY, OCYLLECTBNSAIOLLEMY MOHTAX, MOATBEPKAATb HaANeXallee PyHK-
LLWOHNPOBAHME CMOHTUPOBAHHOIO MEANLIMHCKOTO U3aenns.

7.5.1.2.3 HeatenbHOCTb N0 0OCNY>XMBAHNIO

UMCO 13485:2003 U3zpenua meamumHckue. CucteMbl MeHea)XMeHTa KayecTBa. TpeboBaHuMA
ANA uenen perynupoBaHuA

7.5.1.2.3 [eamenbHocmb no obcryxusaHuio

Ecnu mpebosaHue K 06cnyxuegaHuKo s1e1siemcs crneyuarnbHbIM, opaaHu3alyus OomKkHa, npu Heobxoou-
Mocmu, paspabomame COKyMeHmMupo8aHHbIe npoyedyphi, pabouue UHCMPYKUUU, cripasoyHbie Mamepua-
f1bl U 3marioHHbie npoyedypbl uUaMepeHUs 018 ocyulecmearneHus obenyxuesaHus U e20 sepughukayuu 8
coomeemcmeuu co cneyuanbHbiM mpebosaHuem.

3anucu no obcnyxueaHur, 8bINOMHAEMOMY opaaHu3ayuel, 00/MKHbI Noddepxusambcsi 8 paboyem
cocmosiHuUU (cm. 4.2.4).

[1pumMedaHue— ObcrykusaHue MOXXem 8KmovYams 8 cebs, Harpumep, PEMOHM U MeXHUYecKoe 0bCnyKu-
8aHue.

Ecnn Haanexalwee dyHKUNOHMPOBAHNE NPOAYKLUUN 3aBUCUT OT €€ 0O6CNY)XMBAHMA N NOAAEPKAHNA B
paboveM COCTOSAHMM U OpraHmn3aumna obecnevynBaeT rapaHTUMHOE 0BCNYXXUBaHUE NN 0BCNY>XMBaAHUE NO KOH-
TPAKTY HEKOTOPbIX NN BCEX BUAOB NPOAYKLUWN, TO B CUCTEMY MEHEKMEHTA Ka4ECTBa OPraHn3aLmm peKoOMeH-
nyeTca BKNIOYATb NONOXEHNA O BUAax n macutabax obcnyxxusaHma. Npn HeobXxoanMoCcTU paccMaTpmuBaloT
cneayoLwme Bnabl AEATENBHOCTN:

a) pacnpeneneHne OTBETCTBEHHOCTM 33 0OCNy)XMBaHUE MeXAy OpraHm3auunen, ancTpudbioTopammn v
NONb30BAaTENAMM;

b) nnaHnpoBaHne BUAOB AEATENBHOCTU MO OOCNYXXUBAHMIO, HE3ABUCMMO OT TOrO, BbINOMHAET NN €ro
OpPraHn3aLmnsa N KOHKPEeTHOE NULO;

C) BanNMAauUMIO NPOEKTUPOBAHUA U (PYHKLIMOHNPOBAHUA CPEACTB CneLnanbHOro Ha3aHa4eHna unm odopy-
NOBaHUA ANA YX0Aa 3a NPoAYKLUUEN Nocne MOHTaXa 1N 06CNy>XMBaHUS;

d) yvnpaBneHune obopynoBaHueM AnNa U3MepeHna NNCNbITAHUIA, MPUMEHAEMbIM NP MNONEBbLIX UCMbITaHU-
AX U 0OCNYXMBAHWUN;

e) obecnevyeHne AOKYMEHTAaMW, a TaKKe COOTBETCTBME PETyNUPVYIOLLIMM TpebOoBaHMAM, BKNOYaAS
NHCTPYKLIMN NO 3KCNNyaTaunm ¢ NPUNOXEHNEM NePEYHEN 3aNaCHbIX UM CMEHHbIX YacTen AnNs 06CcNy>XKMBaHNA
NPOAYKLUNM;

f) obecnevyeHne HEOOXOANMONM TEXHNYECKON NOAAEPKKN, BKNIOHYAA TEXHNYECKNE KOHCYNbTALMKN, 0by4e-
HWe NoNb3oBaTenen, CHabXxeHmne 3anacHbIMM U CMEHHBIMM YaCTAMM;

g) NoAroToBKy 06CNYXMBAKOLLErO NEPCOHANA;

h) obecneyeHne KOMNETEHTHOCTUN OOCNYXXUBAIOLLIETO NEPCOHANA;

i) 0BpaTHYIO CBA3b ANA NONy4YeHNUa MHPOPMAaLIMN, KOTOPAa MOXET ObiTb NONE3Ha ANS YNy4LLIEeHUa Npo-
OyKUUn nnn ob6cnyXMBaHus;

i} Apyrme Buabl AeATENbHOCTU NO NOAAEPKKE NnoTpedutens.

BbinonHeHne AaHHbIX PYKOBOAALLNX YKA3aHUA MOXET ObITb NONE3HO ANS OPraHn3aLmnmn, Aaxe ecnm OHn
HE OroBOPEHbLI B KOHTPAKTE.

OpraHm3auma AoKHa pa3pabaTtbiBaTb CUCTEMY NPUEMa 3anpocoB Ha 0O6CNyXMBaHWE, NO3BOMNAKOLLYIO
onpenenaTb Hann4ne XXanobd nnn HeyaoBNETBOPEHHbLIX TPeOOBaHUN NOTPedUTENS.

7.5.1.3 CneunanbHble TPebOBaHUA K CTEPUNBbHLIM MEONLIMHCKUM N3OENNAM

UMCO 13485:2003 Uzpenua meamumHckue. CucteMbl MeHea)XMEeHTa KadyecTBa. TpeboBaHUA
ANA ueneun perynmpoBaHmA

7.5.1.3 CneuyuarnbHbie mpebosaHusi K cmepulibHbIM MeOUUUHCKUM U30e1usam

OpeaHu3zauyusi Oo/mkHa nodoepxxusame 3anucu no napamMmempam npoyeccos cmepunusayuu, npume-
HAeMbiX Of151 KaxXoou napmuu cmepunu3yemMbiX MeOUUUHCKUX u3oenuu (cM. 4.2.4). 3anucu no cmepunu3sa-
UUU OOIKHbI Ipocriexusambecs 0715 KaXXxoou napmuu npou3ee0eHHbIX MeOUUUHCKUX u3denuud (cMm. 7.5.1.1).
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[TlapamMeTpbl NpPoLLECCOB CTEPUNN3ALIUN, YCTAHaBNMBaeMble 0ObIYHO ANA MeAULMHCKUX n3aenun, naex-
TMPULMPOBAHBI B COOTBETCTBYIOLLIMX MEXAYHAPOAHbIX CTaHaapTax.

[TpunmMmeyaHune— dononHutensHaa MHQOPMaLUKUAa O Npoueccax ctepunusayum npuseneHa B [17]—{22].

7.5.2 Banuwpauuna npoueccoB Npou3BoaAcTBa U 06cnyxuBaHmA
7.5.2.1 Obwue TpeboBaHNSA

NMCO 13485:2003 U3penuna meamuumHckue. CUCcTeMbl MeHeaXKMeHTa KayecTBa. TpeboBaHuMA
ANA ueneun perynmpoBaHmA

7.5.2 Banngauma npoueccoB NpoM3BOoACTBa U 00CNYXUBaHNA

7.5.2.1 Obwue mpebosaHus

OpraHnsauna aonXxHa noaTBepXaaTb Te NPOoLecChbl NPOoM3BOACTBa N OOCNYXUBaHUA, Pe3ynbTaThl
KOTOPbIX HEMb3S NPOBEPUTHL NOCPEACTBOM NOCNEA0BATENBHOINO MOHUTOPUHIE NN N3MePEHNS. K HUM OTHO-
CATCA MPOLECCHI, HEAOCTATKN KOTOPbIX CTAHOBATCA O4EBUAHBIMWN TONBLKO MNOCNE Ha4Yana Ncrnonb30BaHUSA MPOo-
OVKUNN,

Bannaauma aonxHa npoaeMOHCTPUPOBATL CMOCODHOCTL 3TUX NPOLLECCOB AOCTUraTh 3annNaHNpOBaH-
HbIX Ppe3ynbTaTOB.

OpraHnsaumna nomkHa pas3padoTatb Mepbl MO 3TUM MPOLLECCaM, BKNIOYaa, ecnu 3TO NPUEMNEMO:!

a) onpeneneHHble KpUTEPUN AN aHann3a v YTBePXXKAEHNS NPOLIECCOB;

b) yTBEepXaeHmne COOTBETCTBYOLLEro 060pyaAoBaHMA N KBaNnUpnkaumum nepcoHana;

C) NpPMMEHEHnEe KOHKPETHLIX METOAOB M NPOoLEayp;

d) TpeboBaHMA K 3annucam (cMm. 4.2.4);

€) NOBTOPHYIO Banuaauuio.

OpeaHu3auusi 0ormkHa paspabambieames OOKYMEHMUPo8aHHbIE npouedypbl 8anudayuu NpuUMeHeHUSs
KOMMbIOMEPHO20 Npo2paMMHO20 obecrievdeHuUs1 (U UBMeHeHUU makoa2o obecriedeHusr U/unu e2o npumMeHe-
HUSs1) npu npou3zsoocmeae U 0bcryXxusaHuu, KOmopble Mo2ym oKa3sbleamb 8/1USSHUE Ha CIOCOBHOCMb NMPOOYK-
uuu yoosnemeopsme peaynupyrowum mpebosaHusaMm. Takoe npoepaMMHoe obecriedeHue crnedyem
ymeepxxoampb 00 €20 nNepsoao NPUMEHEHUSs.

3anucu o pe3ynbmamax eanuoayul O0/MKHbI NodoepXxueambcs 68 pabodeM cocmosiHUU (CM. 4.2.4).

7.5.2.1.1 Obwme NnonoxKeHns

7.5.2.1.1.1 Bannpauua npouecca npeacrasnaet cooon MexaHmsm nnm ena AeATENbHOCTU, NPUMEHSAE-
MbIN OpraHmn3aumen Ana NOCTOAHHOro obecnevYeHns NpoLecca COOTBETCTBMA NPOAYKLMN TPEOOBAHNAM, eCNK
BbIXOA AAHHOrO npouecca He ABnaeTcAa NONHOCTbIO BepuduunpyemMmbiM. Bannaauuna npouecca BKNOYaET B
cebqa pa3paboTKy NnnaHa, No3TanHoe NpoBeaAeHNE CEPUN OLLEHMBAHUN KOHKPETHOrO NPOoLECCa, a TaKKe cOop u
NHTEPNPETALMNIO 38PEMMCTPUPOBAHHbLIX AAHHbLIX. TN BNAbI AEATENBHOCTN MOXHO PacCMaTPUBaTb B NOPAAKE
yObIBAHMA MPUOPUTETOB!

a) aHanua n yTeepxaeHue TpedboBaHnn K 0060pyA0BaHNIO;

b) nepBOoHa4YanbHaa KBanUMPUKaLUMA NPUMEHAEMOro obopyaoBaHua U obecnevyeHns HeobxoanMbIX
YCNyr, T. €. YCTAHOBOYH3aA KBannpukauua;

C) AEMOHCTpAaLUMA NPMEMNEMOCTU PE3YNLTATOB MNPOLIECCa N YCTAHOBNEHUE (B XyAlLlEeM cny4ae) npe-
NenbHbIX NapaMeTPoOB NpoLecca, T. €. onepaunoHHaa KBannpunkaums;

d) ycTtaHoBneHue AONrocpoHHON CTabmMNbHOCTU NpoLecca, T. €. IKcnnyaTaunoHHaa KBanupukaums.

7.5.2.1.1.2 TlepeyeHb NpoLeccoB, KOTOPble ODbIYHO:

- pPEeKoMeHAOBaHbl K Bannaauum;

- MOryT ObITb YAOBNETBOPUTENBLHO BEPUPUNLINPOBAHLI UNK

- HYXXA3KTCA B UHANBNAYANbHOM PAacCMOTPEHNN OOCTOATENLCTB NPUMEHEHNS M yIPaBNEHNA HA MECTe
NPUMEHEHNA C Lenblo onpeaeneHna HeCKONbKUX NN BCeX 3NEMEHTOB, Noanexalmx sannaauun.

7.5.2.1.1.3 Tllpouecchl, pekoMeHayeMbIE K BannaaLnn, BKNIOYAKT B cebs:

- CTEepUNN3aumio;

- nopaepxaHne KOHKPETHbIX YCNOBUU Ha ynpaBnaeMbiX MPON3BOACTBEHHLIX TEPPUTOPUAX;

- acenTunyeckyro obpaboTky;

- repMeTmn3aumnio CTepPUNbLHON YNAaKOBKM;

- NMMOMUNBHVYIO CYLLKY;

- TeNnoByo 00pPabOoTKY.

40



FTOCT P UCO/TO 14969—2007

7.5.2.1.1.4 Tlpouecchbl, KOTOpPble MOTYT ObITb YAOBNETBOPUTENBLHO BEPUOULIMPOBAHLI, BKNIOYAKOT B Ce0A:

- PYYHOE pe3aHue;

- UCMbITAaHNA Ha LUBET, NOMYTHEHME, onpeaeneHue obwero pH ana pacTBoOpoOB.;

- BM3YanbHbIN KOHTPONb NeYaTHbIX NNaT;

- NU3roTOBNEHNE N UCMbITaHNUE INEKTPONPOBOOKN.

7.5.2.1.1.5 Tlpouecchl, Tpedyolmne nHANBNAYANbLHOrO PacCcMOTPEHNA ODCTOATENLCTB YNPaBNEeHNA Ha
MeCTe NPUMEHEHNA C LieNblo onpeaeneHna HeCKONbKNX NN BCEX 3NEMEHTOB, NoANeXalwunx sannaauun, BKNIO-
4aloT B cebA:

- OYUCTKY;

- PYYHYIO COOPKY;

- uMcppoBOE ynpaBnaemoe pe3aHune;

- HanonHeHwue.

7.5.2.1.1.6 KnpoueccamMm O4NCTKN MOXET ObITb NpeabaABNeHO TpeboBaHne yaanaTb peareHTbl, He0DX0-
ONMble ANAa O4YUCTKN NPOAYKUMU, U/MNn 3arpasHaoLLne Yactuubl. Bannaaunio Takmx npoLeccoB pekoMeHayeT-
CA NPOBOANTb C TOYKM 3PEHUA PEe3yNbTaTUBHOCTU yaaneHua 3arpAasHAWmMx 4acTul, B COOTBETCTBUMN C
OOKYMeHTnpoBaHHOU npoueaypomn (cMm. UCO 13485, nyHkT 7.5.2). 3anncu o0 Banupaaunm Heobxoammo noaaep-
XXnBaTb B padboveM coctossHum (cM. NCO 13485, nyHkT 4.2.4). MOHNTOPUHI NPUMEHEHHbIX NaPaMeTPOB NPoLeC-
COB OYUCTKU peKoOMeHayeTca NPoBOANTb YCTAHOBNEHHLIM 00Pa30oM B COOTBETCTBUM C AOKYMEHTUPOBAHHbIMU
npoueaypamn. 3annucun o0 NpoBeaeHNUN TaKkoro MOHUTOPUHIa pekoMeHayeTcAa NoAaePXMBaTh B paboy4eM COCTO-
aHuun (cMm. MCO 13485, nyHKT 4.2 .4).

Ecnun npouecc 04MUCTKM NpeaHa3HavYeH Ana yaaneHna 3arpsasHeHna (Hanpumep MMKpoObnonorm4eckoro,

BMPYCHOIO, XMMNYECKOTr0, PaaN0OaKTUBHOIO), TO NPOTOKON BannaaLmmn, ee pe3ynbTaThl U KOHEYHAA NpoLeaypa
NOMKHbI ObITb NPOAHANN3NPOBaHbI NN 0A06pPeHbI KBAaNNMPULNPOBAHHBLIM MULIOM.

[1punmedaHune— dononHutenbHas MHpoOpMaLna N0 MUKPOONONOrMYecKoMy MOHUTOPUHIY npuBeaeHa B [23].

7.5.2.1.1.7 TlnaHnpoBaHWe Banuaauun nNpoLecca A0MKHO BKNOYaTb B cebsa cneayolme akTopb!:

- TOMHOCTb U U3MEHYUBOCTb NapPaMeTPOB NpoLecca, BKNpYasa HacTPoOUKN NCNONb3yeMoro obopyaosa-
HUSA;

- KBanuUUKaumio, CnNoOCOOHOCTN N 3HAHUA ONEPaTOPOB C LieNbio COOTBETCTBUA TPeOOBAHUAM K KAYECTBY
NPOA4YKUNU;

- aAeKBaTHOCTb ynpaBneHna npoueccoM B LEenoM, BKNYaa napamMmeTpbl NPOon3BOACTBEHHOU Cpeabl;

- KBaNuUgukKauuio npoueccos n oo6opyaoBaHusa nNpm HeOOXOANMOCTN;

- Kputepun npneMkn n ynpaesneHna OyHKUMOHUPOBaHMEM NPOoLECCa, He COOTBETCTBYIOLLErO 3TUM KpU-
TEPUAM;

- obcToATeNnbCTBA, TPEedbyLMe NOBTOPHON BaNnMaaLUun NpoLecca.

7.5.2.1.1.8 TpeboBaHneM K HEKOTOPbLIM NPOLECCAM ABNAETCA AONONHUTENbHAA NOArOTOBKA N/UMNK KBa-
nnpurkauma onepaTopos NMbO cneumnanbHoe 0A0bpeHNne CaMoro NPoLEecca, Kak 3TO NOKa3aHO Ha CNeayowem
npumepe.

Ecnun kBanngukaunen onepartopa aBnAeTca repMmeTm3auma CTepuUnbHbiX YNakoBOK, a BU3yanbHOE NUNK
NHOE Hepa3spyllaLlee nccneaoBaHne repMeTMHHOCTN YNakoBOK HE AaeT MHpopMaLnn 0 LenoCTHOCTUN CBap-
HOrO LWBa, onepaTtopa HeobXxoaANMO ObYUNTL NPOLLECCY repMEeTU3aLNN B COOTBETCTBUN C YTBEPXXAEHHON NPOLLE-
aypou Ana Toro, YToObl rapaHTUPOBAaTL FEPMETUHHOCTb YNaKOBOK.

[lpn BBEOAEHMN HOBOTO UMK CYLLECTBEHHOM M3MEHEHUMN YXXe UMEIOLLIEroca npoLecca, BKno4vasa nodble
HOBble MeTO bl NPON3BOACTBA U UCTbITAHUSA, MPOLIECC PEKOMEHAYETCA OLLEHUTb AN onpeaeneHns Heobxoam-
MOCTW ero Bannaauuvn.

[1TpumedaHune— [ononHuTenbHble PYKOBOAALLUME YKa3aHNA NO Banuaauun NpoLeccoB npmeeaeHsbl B [24].

7.5.2.1.2 CTtatnctnyeckme mMetoabl n cpeacrtsa Bannaaunm npoLeccoB

CyllecTByeT MHOXeCTBO CTAaTUCTUHECKNX METOAOB N CPEACTB, KOTOPbIE MOTYT ObITb NCMONL30BaHbI NPW
Banuaauum npoueccos. B kadecTBe NpuMepa MOXHO NPUBECTU KOHTPOMNbHbIE KaPTbl, aHAaNN3 BO3MOXHOCTEWN,
NNaHUPOBaAHME IKCNEPUMEHTA, aHann3 AoNyckoB, MeToAbl PODACTHOrO NPOEKTUPOBAHNSA, aHanNnu3 BMAOB U
NocNeaAcTBMN OTKa30B, NMMNaHbl BbIOOPOYHOrO KOHTPOMNA U 3alNUTY OT OLLINBOK.

7.5.2.1.3 llporpammHble CpeacTea, NCNonb3yemble Npu ynpaBneHnu npoueccamm

TpeboeaHna MCO 13485 k Bannaaunmn npMMeHEHNA NPOrPaMMHbIX CPEACTB, NCNOMNb3YEMBbIX NPU YNPaB-
NeHnn NpoLeccamm, BbIMONHAKT HE3AaBMCUMO OT TOrO, ObINN NN 3TN NPOrPaMMHbIE CPeacTBa 3aKynneHbl, Pas-
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paboTaHbl, cCOXpaHeHbl UNU MOANMULMPOBAHLI C LLENbd aBTOMaTM3aumMn NPoM3BOACTBa UNU ynpaBneHus
npoLeccamm.

[TpunmedaHune—[ononHntenoHaa MHOpPMaLUA MO Banuaauum npuMeHeHus nNporpaMmMHoro obecnevyeHums
npueseneHa B [295].

7.5.2.2 CneumnanbHble TPpedoOBaHUA K CTEPUNBHBLIM MEANLNHCKUM U3OENUAM

MCO 13485:2003 Uspenua meamumHckue. CucTeMbl MeHea)XMEeHTa KadyecTBa. peboBaHMA
ANA ueneun perynmpoBaHmA

7.5.2.2 CneyuarnbHbie mpebosaHusi K cmepuribHbIM MeOUUUHCKUM U30es1UsaM

OpezaHu3auyusi 0omkHa paspabamebieames OOKYMEHMUPOBaHHbLIE npouedypbl 8anudayuu npoueccos
cmepunu3zayuu. lNpoyeccobl cmepunu3ayuu credyem ymeaepxXxoame 00 UX 1epeo2o NpUMEHEHUS.

3anucu o pe3ynbmamax eanudauyuu npoueccos cmepunuilayuu O0/MKHbI N000epXusambcsi 8 pabo-
HeM COCMOSsIHUU (cM. 4.2.4).

CTepununiaums aBnaeTca NPMMEPOM rMpoLecca, KOTOPbIN HEMNb3A BEPUPHMLMPOBATL NOCPEACTBOM KOH-
TPONA N NCNbITAHNA MeaUUMHCKNX n3aennin. Noatomy Heo6xoaMMO NPOBOANTL BanNnAaaLmio NPoLECCOB CTEPU-
nn3auum B COYETAHMN C UX YNPaABMNEHMEM U MOHUTOPUHIOM A0 MPUMEHEHNA MEAULIMHCKUX Wn3aenum
(cMm. NCO 13485, noanyHkT 7.5.2.1). CyLuecTBYIOT MEXAYHAPOAHbIE CTAaHAaPTbl, 06NAaCTbIO NPUMEHEHNA KOTO-
PbIX ABNAIOTCA pa3paboTka, Banuaauna n ynpasneHne npoueccamMmm CTepnnusannm n UsroToBNEHNA CTePUnb-
HbIX MEOMUMHCKMX W3Oennn B CTepuUnbHbIX ycnoBusax. [lpoueccbl cTepunu3aumn, YTBEPXKOEHHbIE W
ynpaBnaemMble B COOTBETCTBUN C TPEOOBaHNAMM CYLLECTBYIOLLNX MEXAYHAPOAHLIX CTAHA3PTOB, HE PEKOMEH-
OYeTCA pacCMaTpmBaTbh Kak pe3ynbTaTUBHOE CPeACTBO MHAKTMBALMN BO3DyaUTENEn HEKOTOPLIX PasHOBUA-
HOCTEeN rybyaTtbix aHUedanonatmn. B Tex cTpaHax u permoHax, rae cylecTsyeT NOTEeHUNanbHasa onacHOCTb
3apaxeHna aTuMmmn Bo3byantenamm, ona o6padboTkn MaTepmanos U BeLLeCTB pa3padboTaHbl KOHKPETHbIE PEKO-
MeHaaunm.

[1pnmMmedaHune— JononHutensHaa nHopmMauua no ctepmnusauun npuseneHa B [17/]—22]. AononHntenoHasd
MHpopmMaLna No acenTuyeckon odbpadboTke MegnLMHCKUX n3gennun — B [26].

Ba)XHO NOHUMATb, YTO TOYHOE OCYLLECTBNEHNE HaaneXxawmm odpasom yTBEPKAEHHOMO U CTPOro ynpas-
nsaeMoro npolecca cTepnnusaLmn He ABNAETCA e AMHCTBEHHbIM (pakTOPOM 0becneveHna CTEPUNbLHOCTU Mean-
LMHCKMX n3genun. Heob6xoanmo Takke yaenaTb BHUMaHME MUKPODUONOrMYECKOMY COCTOAHMUIO NOCTYNAaKLWLEro
Cblpbsl, €ro Haanexawemy XpPaHeHUIo N ynpaBnNeHnIo NPOU3BOACTBEHHON Cpeaon, B KOTOPON MeaULNHCKNE
n3nennua n3rotTaeBnNMBaloT, cobnpaloT n ynakoebiBaloT (cM. NCO 13485, nogpasnen 6.4).

7.5.3 UaeHtTucdhbukauma m npocnexmBaeMocCTb

7.5.3.1 NpeHTndoukaumns

MCO 13485:2003 Uspenua meamumHckue. CucteMbl MeHea)XMEeHTa KadyecTBa. TpeboBaHUA
ANA ueneun perynmpoBaHmA

7.5.3 WaeHTndpmkauma m npocnexmBaeMocCcTb

7.5.3.1 NoeHmucpukayus

OpeaHu3ayust 0o/mkHa udeHmugbuyuposame MeOUUUHCKUE U30esius Ha NPomsiKeHUU 8Ce20 XU3HEH-
HO20 YUKIa C MOMOWbIO coomeememeayiowux cpeocma u paspabamebigamb O0KYMeHMUPo8aHHbIe rnpoueody-
pbi 0151 makou udeHmuukayuu.

OpeaHu3auusi 0o/mkHa paspabambsieambs OOKYMEHMUPOBaHHbIEe rnpoyedypbl, 2apaHmupyrowue, 4mo
MeOUUUHCKUe U30enus, 8038pallieHHbIe 8 Op2aHU3aluro Kak Hecoomeememeyrujue, U0eHmugbuUUpo8aHsl
U omoesieHbi 0m MeOUUUHCKUX U30esnul, coomeememeayiowux peaynupyrowumMm mpebogaHusMm (cM. 6.4,
nepeducneHue d).

7.5.3.1.1 VpeHTndukaumsa cbipba, KOMAOHEHTOB U FOTOBbLIX MEANLIMHCKUX N3AENU BaXXHa ANSA:

- yripaBneHus Matepuanamm B NpoLecce NPom3BoaACTBA;

- NEMOHCTPAaLUMN Haanexaulwlero Bbibopa Ccbipba AN U3roOTOBNEHUA MEeAULIMHCKOro u3aenusa, crtartyca
3TOro N3Aennsa N BbINONHEHUA TPeOOBaHMN K 6E€30NaCHOCTY;

- OCYLLIECTBNEHUA NPOCNEXNBAEMOCTH;
- obnervyeHus naeHTMnKaLMm NpUYNH OLLMOKN NPU BO3HUKHOBEHUM NPOoONeM B 06NacTn Ka4yecTBa.
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MaeHTndunkauma MeanumnHCKOro nanenus MoxXxeT ObiTb AOCTUTHYTA C MOMOLLbI M3PKNPOBaHNS, CHabXe-
HUA APNbIKOM (3TUKETKOWN ) MNn onpeaeneHneM KOHKPETHOro MecTa Ana pa3MeLleHna MeanumMHCKOro n3aenus
NN KOHTENHEPA C AaHHbLIM U3aenneM. Hanpnmep, MOXXHO UCMONb30BaTb OKPaLIMBaAHUE B Pa3nnUYHble LBETA
OAMHAKOBO BbIrMAAALLMX HACTEWN MEANLIMHCKOrO n3aenua, MMeLLNX pasHble (OYHKLUMOHANbHbLIE XapaKTepunc-
TMKK. [na 60NbLWOro Ynucna MeauuUUHCKMX U3genmun, N3roTaBNMBaeMbIX C NOMOLLLIO HENPEPbIBHO AEUCTBYIO-
LLIMX NPOLIECCOB, UAEHTUMUKALNIO MOXHO BbIMNONHATL NPU NOMOLLUM MAPKUPOBaHUA NAapTUN MeaULMHCKUX
N3nenun nnn TOMHO YCTaHOBMEHHbLIX CEPUA MEOANLIMHCKNX U3OENNA U CONPOBOAUTENBHON AOKYMEHTALNN.

7.5.3.1.2 NNaeHTUPUKaLMIO roToOBbIX MEANLIMHCKUX U3aeNnUn OObIYHO BbINOMNHAKT HAHECEHNEM HOMEpPA
napTun/cepnn nnNn NOPAAKOBOro Homepa NMH0 ¢ NOMOLLLIO 3NEKTPOHHLIX cpeacTB. CTeneHb HEOOXOANMOCTN
NaAeHTUPOUKALNUN CbiPbA U KOMNOHEHTOB U X CBA3U C HOMEPOM NapTun/cepnmn nnm NopaaKkoBbIM HOMEPOM rOTO-
BOr0 MeaULUMHCKOro n3genma MoXxeT 3aBUCETb OT:

- NCNONb3YEMOro CblPbS;

- BUAA MEAULIMHCKOro N3anenus;

- NocCneacTBUM OTKa3a MeauLUMHCKOro n3aenua, ero KOMAOHEHTOB UMK CblPbA, NCNOMNb30OBAHHOIO NP
N3roToBNEHNN AAHHOIO U3NenNus;

- KOHKPETHbIX TPpeOOBaHMN K MEAULIMHCKOMY N3AENWUIO;

- ApocnexmnBaemMocTu (Npn HeOBXOANMOCTN);

- BXOAOHbIX AAHHbIX NPOEKTUPOBAHUA U Pa3pabOTKM;

- perynupyrowmx TpeboBaHnm.

JTiobble MapKUPOBOYHLIE MATEPMAnbl, NPUMEHAEMbIE ANA UAEHTUPMKALUM rOTOBOr0O MeAULMHCKOrO
N3nenusa, He AOMKHbI OKa3biBaTb BPEAHOro BO3AENCTBNSA HA 6€30NacHOCTb NN (PYHKLMOHNPOBAHNE MEeANLNH-
CKOro nsaenua Npm ncnonb3oBaHMM Ha MeauLMHCKMX N3aennuax nnu nx KOMNOHEHTax.

7.5.3.2 llpocnexxnBaeMocCTb

7.5.3.2.1 Obwme NonoxeHns

MCO 13485:2003 Uzpenua meamumHckue. CucTeMbl MeHeaO)XMEeHTa KadyecTBa. peboBaHMA
ANA uenen perynupoBaHunA

7.5.3.2 lpocnexusaemMocme

7.5.3.2.1 Obwue nonoxeHus

OpeaHu3auusi 0omkHa paspabamebigamb OOKYMEHMUPOB8aHHbIe npouedypbl rnpocrexusaemMocmu.
Takue npouedypbl OOMKHLI onpedensams cmeneHs npocaeXxXusaeMocmu nPooyKyuu U HeobxooumMbie 3arnu-
cu(cm. 4.2.4, 8.3 u 8.5).

Ecnu npocnexnBaeMocTb aBnaeTca TpeboBaHneM, TO OPraHn3aunsa AOMKHAE ypaBNATb CNELManbHON
naeHTUdUKaLmen NpoaykKUnn N perncTpupoBaTtb ee (CM. 4.2.4).

[1puMeyaHUue— YnpasneHue KoHpuaypayueld npodyKyuu s1819emcs cpedcmseoM, C MOMOUbIO KOMOpPo2o
MOXKHO ocytyecmsnsams u0eHmughuKaluro u rpocnexusaemMocms.

NaeHTupunkauma MeanLmMHCKoOro naaenusa nocpeacTBOM HaHeCEHNA HOMEPA napTun/cepmmn nnn Nopsaa-
KOBOro HoMepa NMdo C NOMOLLIbIO 3NEKTPOHHbLIX CPeACTB NO3BONAET OCYLLECTBAATL NPOCNEXNBAEMOCTb B ABYX
HanpaBNeHNAX — B HanpaBneHnn noTpedutena (NPOCNeXxuBaemMoCcTb MEeAULIMHCKOro mnsaenus) n obpart-
HOM — B HanpaBneHuUn CblpbA, KOMMOHEHTOB W MPOLECCOB, NPUMEeHAeMbIX Npu mnsrotoeneHmn. llepeoe
HanpaBneHne BaXHO ANA NPOCNEXNUBaHNA NYTU MEANLIMHCKOrO U3aenua Ao NoNb3oBaTtensa (HanpuMmep naumneH-
Ta UnNn OONbHULLLI), BTOPOE — MNO3BONSET UCCNeaoBaTh NPobnemMbl B 0ONAacTn Ka4ecTBa N OCYLLECTBNATL
ODpaTHYIO CBA3b C LeNblo NpeaynpeXxaeHns NossBNEHNA HECOOTBETCTBYIOLLIMX MeAULIMHCKNX N3aennn.

[1lpocnexmneaeMoCTb MEANLIMHCKOIO n3aenua noapasymMmesaeT BO3SMOXHOCTb NPpocneanTb NCTOPUIO, MPU-
MEHEeHNe NN MeCTOHaXoXXaeHne KOHKPEeTHOro MeanumMHCKOro nsgenmna nnvu Buaa AeaTenbHOCTU C NOMOLLbIO
NX 38PErncTprnpoBaHHON naeHTUMKauun. NpocnexmnsaeMocTb 0O0bIYHO HEODXOAMMA ANS BbIABMNEHUA NEPBO-
NCTOYHMKA HECOOTBETCTBUA PErynupyrolLMM TpeboBaHUAM M onpeneneHnss MeCTOHaxXOXAEHNS OCTaTKOB
MeaULMHCKNX n3aennun n3 napTmm HeCOOTBETCTBYIOLWNX MeAULIMHCKNX n3genuu.

OpraHn3aumna oobIYHO 0becnevmBaeT NPOCNEXNBAEMOCTb B NPOLIECCEe NPON3BOACTBA NPOAYKLUN N Xpa-
HEHWS €€ Ha CKNnaae n A0 MOMEHTA, KOraa AaHHasa NpoayKums nepecTtaeT ObiTb COOCTBEHHOCTLIO OpPraHnU3aLnn.
OpraHmn3aumna MOXeT OrpaHnynTb TPpeboBaHME NPOCNEXNBAEMOCTHN, MPUMEHAN BbILLEYNOMAHYTLIN NPOLLECC
4aCTUYHO.

[1TpumedyaHune— dononHntenbHaa MHQOpPMaLNA MO NPUMEHEHNID MeHePKMeHTa KOHburypauum kak cpeacTea
nogaepkaHna naeHTUUKaunmm n NpocneXXnsaeMocTu npueeneHa B [27].
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7.5.3.2.2 CneunanbHble TpebOOBaHUA K AKTUBHbIM WMMMNNAaHTUPYEMbIM MEOULMHCKUM W3OenuaMm W
NMMNN3HTUPYEMbIM MEAULIMHCKUM N3AENNAM

UMCO 13485:2003 U3penuna meamumHckue. CnUcteMbl MeHea)XKMEeHTa KayecTBa. [peboBaHuMA
ANA ueneun perynmpoBaHmA

7.5.3.2.2 CneuyuaneHble mpebo8aHusi K akmueHbIM UMMIaHMuUpyeMbiM MEeOUUUHCKUM U30eusM U
uMnnaHmupyemMbimM MeOUUUHCKUM U30esTUsaM

B 3anucu, Heobxooumsle 0151 oCywecmenieHUs npocnexusaeMocmu, opaaHusauyus OO/mMKHa 8KI1H0-
Hamb ceeOdeHUs1 060 8cex KOMMOHEeHMax, Mamepuarnax U yCcroeusix okpyxaruiel cpeodbl, eCriu OHU Moaym
S6UMbCS NPUHUHOU MO20, 4HMo MeCQUUUHCKOoe U30erue He yooeriemaopsiem peaynupyouium mpebosaHUsIM.

OpeaHru3ayus domkHa mpebosambe 0m ceoux rnpedcmasumernieu unu oucmpubbromopoe NoooepPxu-
gamp 3anucu o pacrnpeoesieHuU MeOUUUHCKUX U3o0enul 05 00CMUXKeHUs npocrexusaemMocmu U oocmyrn-
Hocmu amux 3anuceu 011 KOHMpPOo/isl.

OpeaHu3zayus 0o/mkHa obecrieqdusamep peaucmpayuio epy3ononydamerns (HauMeHo8aHus u aopeca)
(cM. 4.2.4).

[1pocnexmBaeMoCTb O4eHb BaXXHa ANA UMMNNAHTUPYEMbIX U aKTUBHbLIX UMMNaHTUPYEMbIX MeANLNHCKUX
n3aennun, NOCKONbKY MOXET He NPea0CTaBUTLCA BO3MOXHOCTU KOHTPONNPOBATb TaKkMe MeauUMHCKNE nsgenus
B NpoLiecce nx npumeHeHuna. OcylecTBNeHne NpocneXxXmMBaeMoCcTy NIOMoraeT n3bexartb HakonneHna Heoba3la-
TeNbHOW NHpopMaLunn 06 UMNNAHTUPOBAHHbLIX MEAULIMHCKMX U34ennuax U NO3BoNaeT TOYHO UAEHTNONLNPO-
BaTb MMMNaHTaTbl, coAepXaline KOMMOHEHT, onpeaenaemMbin BNOCNEACTBUN KAK HEeUCnpaBHbIW, WNU
NMMNNaHTaThbl, ANA KOTOPbIX OKA3anoChk HEAaAEKBATHLIM yrpaBneHune npoLueccoM. Perynupyroline TpeboBaHUA
MOrYT coaepXaTb TpeboBaHne AONONHNTENLHOWN NPOCNEXNBAEMOCTU COOCTBEHHOCTU OpraHn3aunmn ana HeKo-
TOPbIX UMNNAHTATOB C BbICOKUM PUCKOM MPUMEHEHNSA, U CUCTEMA MEHEQ)XKMEHTA Ka4yeCTBa A0MNXHA (Npn HeOb-
XOANMOCTU) NPUHMMATb 3TO TPeDOOBAHME B pacyerT.

OpraHnsaumna oonkHa odbecnevmBaTb NPOCNEXNBAEMOCTb KaXXaoro MeauLUmMHCKOro nsgenns ¢ NOMOoLbIO
eANHOro B Hadane npouecca maeHTudukaTopa (Hanpumep nNopaaKkoBOro HOMepa, AaTUPOBAHHOrO KoAa,
LUTPUX-KOAA, HOMepa napTnn). HeobxoanMMOCTb B pa3nUYHbIX NAEHTUPUKATOPAX MOXET BO3HUKHYTb NPN U3Me-
HEHUN 334eNCTBOBAHHOrO B NpoLecce Npon3eBoacTBa NepcoHana, Cblpbsa, MHCTPYMEHTOB, NOABNEHNN HOBbIX
NN N3MEHEHUN KOHCTPYKLUW, METOAO0B U T. A. UaeHTOMKaTOpb! NPOCNEeXXNBAaEMOCTUN PEKOMEHAYETCA PErUC-
TPUPOBATbL B MNPUMEHAEMbIX KOHTPOMNbHbLIX M MHBEHTAPHbLIX 3anucax (cMm. NCO 13485, nyHKT 4.2 .4).

MoryT BO3HMKHYTb CUTYaLMKU, KOraa Ana ocyLlecTBNEHNA NPOCNEXUBAEMOCTN NOHAA00UTCA MOEHTUN-
Kauma cneumnanbHOro nepcoHana, 3aHATOro Ha KaXxaom atane npoussoacTea nnm AoCTaBkM MeOQULMHCKOTo
nspennsa. Heckonbko COTPYAHNKOB MOTYT C YCNEXOM BbINONHATL 00CNY)XMBAHME MEANLIMHCKNX U3AeNUN, OCY-
LLIeCTBNAA NPOCNEXNBAEMOCTb KaXaou CepPBUCHOU (PYHKLUUN, HANPUMEP perncTpupya cny4vyanm nageHTUunKa-
LM N NpocTaBnaa noanucb Ha nocnenoBaTenbHO MNPOHYMEPOBAHHbIX AOKYMeHTaXx. PekomeHayeTtcs
NPOCNEXNBaTb KaXXabi OTAENbHbLIN CNy4Yan naeHTUUKaLUumn.

7.5.3.3 VpeHTndourkaumna cratyca

NMCO 13485:2003 U3penuna meamumHckue. CUCTeMbl MeHeaA)XMEeHTa KayecTBa. TpeboBaHuMA
ANA Ueneun perynupoBaHuA

7.5.3.3 NoeHmudgbukayuss cmamyca

OpraHnsaums AonXKHa naeHTMOULMPOBATE CTATYC NPOAYKLMU MO OTHOLLEHUIO K TPEOOBAHNAM MOHUTO-
PUHIa U U3MEPEHNN.

NoeHmucbukayuss cmamyca npoldykuyuu Oo/mKHa noodepxusambeCs Ha 8Ccex amanax ee npous3eoo-
cmea, XpaHeHus, MOHmMaka u obcnyxusarus 0n1s1 obecriedeHUss omnpasneHus, NPUMeHeHUs Unu MOHMaxa
MOfIbKO NPOCYKUUU, npoweduwiel eace Heobxo0uMbie 8UObI KOHMPOIA U UCnbimaHuu (unu uMerowel ogoulu-
asibHoe paspeleHue Ha OMKIOHeHUe om ycmaHo8/1eHHbIX mpebosaHul).

CTaTyC NPoAVKUUN MOXKET ObITb 0003HAYEeH C MOMOLLbIO KaK HE3NEKTPOHHDbIX, TAKUN 3NEKTPOHHbLIX CPeacTB

M3PKNPOBaHUA, YKa3aHMSA MECTONONOXEHNA NPOAYKLIMN, CHADXEeHNA ee APNbIKOM (3TUKETKOW ) NN NPOoCTaBne-
HUEM NOAMNUCH.

CTaTtyc npoaykuumn aomkeH AeMOHCTPUPOBATL, Obina nNn Npoaykuma NpoBepeHa n NCNbITaHa U:

- MPUHATA KaK NOMHOCTbIO COOTBETCTBYIOLWLANA perynmpyowmnm TpeboBaHNAM;

- NPUHATA C ngeHTuuKaunen HeCcooOTBETCTBUN NO4 pa3peLlleHne Ha OTKNOHEHNE OT PerynupyroLmx
TpeboBaHUN;

- HaxoauTcsa B OXXKMAaHUKM fanbHEWLIEro aHanns3a co CTOPOHbI PYKOBOACTBA NN MPUHATUA pPeLleHns;

- OTKNOHEHA KaK He COOTBETCTBYIOLaaA perynupylowmnm TpedoBaHUaM.
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Pa3snenbHoe XpaHeHne NpoayKUnun, MMEKLLIEN Pa3NNUYHbIN CTATYC, HAaCcTO ABNSETCA HaUNy4LIMM CMoCo-
6oM obecneveHna CTaTyca n yCTaHOBNEHNA TOYHOMO MECTOHAX0XAeHNA npoayKUunn, OaHaKo Npn aBTOMaTU3a-
LMK npouecca naeHTNUKaLmMm cTtaTyca NpoaykLunum ee TOHHOE MECTOHaXOXAEHMNE MOXET DObITb YCTAHOBNEHO
TaKKe C NOMOLLbLIO APYrnX cPeacTB, HaNnPUMepP KOMMNbIOTEPHON Da3bl A3HHbIX.

JTrobble MapKNPOBOYHbIE MATEPUANDI, MPUMEHAEMbIE ANA YKA3aHNA CTATYCa KOHTPONSA U NCMbITAHNSA MPO-
OYKUUN NN €€ KOMMNOHEHTOB, HE AOMKHbI OKA3bIBaTb BPEeAHOro BO3AENCTBUA Ha8 6e30nacHOCTb NN PYHKLMNO-
HUPOBaHWE NPOAYKLNN.

7.5.4 CobCcTBEHHOCTb nNoTpedbuTenen

UCO 13485:2003 U3zpenua meamumHckue. Cuctembl MeHea)XMeHTa KayecTBa. IpeboBaHuMA
ANA ueneun perynmpoBaHmA

7.5.4 CobCcTBEHHOCTb NOTpebUTENEN

OpraHn3aumsa AomKHa NpPoaABNATL 3a060Ty 0 CODCTBEHHOCTN NOTPEONTENSA, NOKa OHA HAaXoAnUTCA NoA
yNpaBNeHNEM OPraHmn3aLnm NN ncnonb3yertca eln. OpraHnsaumna AOMKHA UAEHTUPNLNPOBATL, BEPUDNLIN-
POBATb, 3aLUULLIATL N COXPaHATbL COOCTBEHHOCTb NOTPEOMTENA, NPEeAOCTaBNEHHYIO ANS NCMONb30BaHUA NNK
BKNIOYEHNA B NPOAYKUMIO. Ecnn cOBCTBEHHOCTL NOTPEOUTENNA YTEPSAHA, NOBPEXAEHA NN NPUN3HAHA HENPW-
rogHoON ANSA UCNONbL30BaHUA, NOTPEOUTENb AOMKEH ObITb 06 3TOM M3BELLEH, 3 3aNUCU AOMXHbI NOAAEPKW-
BaTbCA B paboveM COCTOAHUN (CM. 4.2.4).

[1pbumeuyaHUue— CobcmeeHHoOCMbIO Tompebumensa Moxem bbimb UHMennekmyarnbHas cobcmeeHHOCMb
Unu KOHgudeHyuanbHas uHghopmayus 0 COCmosHUU e20 300p08bA.

OpraHmsau,mw PEKOMEHOVETCAH Mﬂ,eHTMCbI/ILI,MpOBaTb OTBETCTBEHHOCTb B OTHOLLEHMN CODCTBEHHOCTU W

OPYyrux akTUBOB, NPUHAANEXALMX NOTPEDUTENAM N HAXOAALLMNXCA NOA YNPaBNEHNEM OPraHn3aunm, ¢ LLENbIO
3aLNTbl 3TOU COOCTBEHHOCTW.

[TpmepamMmun Takom cCOOCTBEHHOCTUN ABNAOTCA:

- CblPbe UMW KOMMNOHEHTLI, NOCTaBNAEMbIE ANA NPOU3BOACTBA NPOAYKLUNM (BKMOYaA YNaKOBOYHbLIE MaTe-
puanbl);

- ApOoAYKUMA, NOCTaBNaeMaa Ana peMoHTa, 06CnyXuBaHna UnNm ycoBepLUEHCTBOBAHUSA;

- NpoAaykKuua, nocrtaenaemMas ana ganbHenwen odpadboTkn (HanpuMep ynakoBbliBaHUA, CTEPUNNU3aLINN
NN UCNbITAHUS);

- ycnyru, obecnevumBaeMble B MHTEpPECAX NOTpebntena (Hanpumep nepenava cCoOOCTBEHHOCTU NOTPEOK-
TENA TPETLEN CTOPOHE);

- MHTENNEKTyanbHas CODCTBEHHOCTb NOTPebuTena (BkN4Yaa crneundukaumm, 4eptTexm n nihopma-
LU0, COCTABNAKLLYI0 COOCTBEHHOCTb NOTPebuTens).

OpraHmnsauna CoOXpaHseT OTBETCTBEHHOCTbL 3a COOCTBEHHOCTb NOTPEebUTENA, NoKa aTa COOCTBEHHOCTL
HaxXoaANTCA B OXMAaHMN AanbHenLLen obpadboTKn n B cny4vae, eCNu OpraHn3aumns OKasbiBaeT BHELLIHUM OpraHun-
3aLMAM TaKMe YCNyru, Kak, Hanpumep, XpaHeHne n NpeaycMoTpeEHHAA KOHTPAKTOM CTEpPUNN3aLms.

7.5.5 CoxpaHeHMe COOTBETCTBMA NPOAYKUUMN

UMCO 13485:2003 U3zpenua meamumHckue. CucteMbl MeHeaA)XMeHTa KayecTBa. TpeboBaHuMA
ANA uenen perynupoBaHuA

7.5.5 CoxpaHeHune COOTBETCTBUA NPOAYKLUUMN
OpeaHu3ayus 0o/mkHa paspabambieamb OOKYMEHMUPOBAHHbIE npouedypb! unu pabodue UHCMPYK-

Yuu no coxpaHeHuUo coomeememaeusi nNPooyKuuu pezaynupyrowum mpebosarHusaMm rnpu ocywecmasreHuu
meXxHO1I02U4eCKUX npoueccos sHympu opaaHu3ayuu U oocmaeke npoodyKyuu K Mecmy Ha3HadqdeHUs.
CoxpaHeHne COOTBETCTBUA OAOMKHO BKNKOYATL B €08 MaeHTUMPUKALMNIO, NOrPy304HO-Pa3rpy304Hble
PaboThl, yNakoBKY, XpaHeHue u 3amnty. CoxpaHeHne AOMKHO TakKe NPUMEHATLCA N K COCTaBHbIM 4aCcTAaAM
NpoayKUUN.
Opearu3auusi 0omkHa pa3pabomamb OOKyMeHmMuUpo8aHHbIe rpouedypbi unu pabodue UHCMPyKUUU
110 ynpaessieHUur NpoodyKyueu ¢ ogpaHU4YeHHbIM CPOKOM XpaHeHUs ubo npoodykyueu, mpebyroweu crneyu-

anbHbIX ycrosul xpaHeHusi. Takue crieyuarnbsHble yCriogus XpaHeHuUs1 O0MKHbI peaucmpuposamescsi U 6bimes
yrpaenseMbiMu.
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PekomMmeHAyeTCa paccMaTpuBaTh pasnnyHblie BUAbl AOCTAaBKM U BO3MOXHbIE MPOU3BOACTBEHHbIE YCNO-
BUSI.

MeToa, ncnonb3yembin OpraHnsaumen ana Norpy30YHO-Pasrpy3oUHbiX paboT, MOXET BKNIOYATL B CedA
PACCMOTPEHME UMEIOLLEroca ANa 3TOM LLenn obopyaoBaHnsa (HanpuMmep aHTUCTaTUYEeCKUE peMeLLKN, HaneBae-
Mbl€ Ha 3anACTbe, NepyYaTkm N 3alMTHAA oaeXaa) n YCTPOUCTB ANa TPaHCNoOPTUPOBaHMA NPOAYKUUM (Hanpu-
Mep MOAAOHbl, KOHTEMHEpPLI, KOHBEMWEPDLI, COCYAbl, pe3epByapbl, Takenax, TpybonpoBoabl W Apyrue
TPaHCNOPTUPOBOYHbIE CPeacTBa). ITO HEOHXOAUMO ANA NpeaynpexaeHna NONOMOK, NOPYN 1N 3arpPa3HEeHUN
NpoaYyKUUN B pe3ynbTaTe BO3AeNCTBNA BUDpauun, yoapos, CTUPaHUA, KOPPO3UKN, USMEHEHNA TeMnepaTypbl,
3NEKTPOCTATNYECKOro paspsana, nanyyvyeHnsa n gpyrux ycnoBumn, KOTOPble MOryT BO3HUKHYTb B X0A€e MOrpy3ou-
HO-Pa3rpy3o4HbIX padoT 1 B npoLecce XpaHeHna npoaykumn. Heodbxoanmo paccMaTpmBaTh Takke BOMNPOCHI
TEXHNYECKOro 0BCNYXXMBAHUA N TEKYLLIETO PEMOHTA AaHHON NPOAYKLMN.

YNakoBOYHblE MaTepuanbl n NPOLECC YNaKOBbIBAHMA AOMXHbI rapaHTUPOBaTb aAEKBATHYIO 3aLLUTY MPOo-
OYKUMN OT noBpexaeHus. INpu xpaHeHUn N TPaHCNOPTUPOBAHUU NPOAYKLNN K MECTY €€ NPUMEHEHNA YNAKOBO-
Hble MaTepnanbl N MapknpoBaHue (3TukeTnposaHune) (cM. MCO 13485, nyHkT 7.3.3) AOMKHbI 0DecneYnBaTthb
HeODOX0AUMYIO 3aLLUUTY OT NMOBPEXAEeHUA, NOPYN N 3arPA3HEHNA.

OpraHnsaumna Takke AOMKHa obecnevmnBaTb Haanexallme yCnoBma XpaHeHna NpoaykKunm, y4nTbiBasa He
TONbKO (hnsnyeckyro 6e30nNacHOCTb, HO U YCNOBUA OKPYXaloLwen cpeabl (Hanpumep TeMnepaTypy v Bnax-
HOCTb ). MOXeT BO3HUKHYTb HEOOXOANMOCTbL NEPUOaNYECKON NPOBEPKU YCNOBUN XPaHEHNA NPOAYKLWN C LLeNbIo
npeaoTBpalleHnsa ee BO3MOXHON nopyn. BO3MOXHbLI aaMUHUCTPATMBHbIE Npoueaypbl ANa NpocTaBneHns
03aTbl NCTEYEHNA CPOKa roOAHOCTU NPOAYKUUN, peLLEeHNA BONPOCOB TOBAPOOOOPOTa, pasaeneHna npoaykumn B
COOTBETCTBUMN C €€ CTaTyCOM.

[podonnakTnyeckne MeponpuaTma AOMKHbLI BKNOYATL B cebs:

- nogaepxaHue CTepunbHbIX YCNOBUU ANA MeAULMHCKNX U3OEeNUN;

- nogaepaHne ycnoBun, obecnevmBarOlmMx OTCYTCTBUE MbiNU N CTAaTUYECKOrO 3NeKTpu4ecTBa npwu
paboTe ¢ NoNynpoOBOAHNKAMM;

- nogaepxaHue onpeaneneHHoro pexmmMma TeMnepartypbl/BNaKHOCTU N TMIMEHNYECKUX YCNOBUN;

- obecneveHne 3anTbl XPYNKMX MEANLIMHCKNX N3OENNIA.

NaeHTUdouKaumna NpoayKUnn ¢ orpaHnyYeHHbIM CPOKOM CNYXKObl, NCTEKaLLNM CPOKOM rogHOCTU UK NPO-
ayKumn, Tpedyiolen cneumanbHON 3aLnTbl NPU XPaHEHUN N TPAHCMOPTUPOBaAHUN, BAXXHA ANA npeaoTepaLlle-
HUA ee NCNONb30BaHUA NO NCTEYEHUN CPOKa CNYXObl UNK cpoka roagHoCTU. [103TOMY opraHm3sauma OomKHa
YCTAHOBUTb CPOK CNYXXObl NpOAYKUNKN, HYXAAKLWENCS B CneunanbHbiX YCNOBUAX XpaHeHUs. Takme ycnoBus
XpaHeHUs AOMXHbI ObITb ynpaBnaeMbl U 3apernctpupoBaHbl (CM. NCO 13485, nyHKT 4.2.4).

7.6 YnpaBneHue ycTponcTtBaMmum AnA MOHUTOPUHIa U U3MEepPEHUN

UMCO 13485:2003 UzpenuaMeaunumHckue. CuctemMmbl MeHeKMEeHTa KayecTBa. TpeboBaHnAa onA
uenewn perynupoBaHua

7.6 YnpaBneHue ycTpouctBamMm gna MOHUTOPUHIra U U3MEepPEeHUn

OpraHn3aumsa AoMKHa onpeaennTb MOHUTOPUHE N N3MEPEHUSA, KOTOPbIE NPEeACTONT OCYLLECTBNATDb, a
TAKXXe YCTPONCTBA AN MOHNTOPUHIA U N3MepEHns, HeobxoanmMele Ana obecneveHna CBUAETENbCTBA COOT-
BETCTBMA NPOAYKLUNU perynmpyowmnm TpedboBaHmnam (cm. 7.2.1).

OpezaHu3auusi o/mkHa paspabomame OOKyMeHMUpo8aHHbIe npoyedypbl obecnedeHus1 NpoeedeHUs
MOHUMOPUH2a U U3MepeHUl 8 coomaememauu ¢ peaynupyrowumu mpebosaHusamu.

Tam, rae Heobxoanmo obecnevnBaTb MMEIOLLIME 38KOHHYIO CUNY Pe3ynNbTaTbl, U3MEPUTENBHOE 0DOPY-
noBaHue AOMKHO ObITb:

a) OTKanMbpPOBaHO NMOBEPEHO B YCTAHOBMEHHbLIE NEPUOALI NN NEPE ero NPUMEHEHNEM No 0Opa3LLo-
BbIM 3TanoHaMm, nepeaarwmnm pasmMepbl eaAnHNL, B CPpaBHEHUN C MeXAYHAaPOAHLIMU UNN HAaLMOHaNbHbLIMW
3TanoHamn. [pn oTCYTCTBMM TaKkmnX 3TANOHOB 06a3a, NCNONbL30BAaHHAA AN KANNMOPOBKM NNU MNOBEPKU, AOMKHA
ObITb 3apPErMCTPUPOBAHA;

b) oTperynnpoBaHO NN NOBTOPHO OTPErynMpoBaHO Mo Mepe HEODXOANMOCTMH;

C) naeHTNHPUUNPOBAHO C LLENbO YCTAaHOBNEHNA CTATyCca KannbpoBKM;

d) 3aWmLLIEHO OT perynupoBOK, KOTOPble caenanu Dbl HEAENCTBUTENbHLIMM PE3YNbTATbl U3MEPEHUS;

€) 3alMLLEHO OT NOBPEXKAEHNA U YXYALLEHNSA COCTOSAHNSA B X0A€ 0DpaLLEHNA, TEXHNYECKOIO ODCNYXN-
BaHUA U XPaHEHUS.
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Kpome TOro, opraHmsauma AOMKHa OLEHWUTb N 3aperncTpupoBaTb MNPaBOMOYHOCTb MpeabliayLnX
PE3YNbTATOB N3MEPEHNSA, ECNN ODHAPYKEHO, YTO N3MEPUTENBHOE 0DOPYAOBAHMNE HE COOTBETCTBYET TPebO-
BaHMAM. OpraHmsaumna AoMmkKHa NnpeanpuHATL COOTBETCTBYIOLLEE AENCTBUE B OTHOLLEHNN TAKOro 0bopyaoBa-
HUA “ NOOON W3MEPEHHOW NPOAVKUMK. 3anncu pe3ynbTaToB KanubpoBKM W MNOBEPKN AOOMKHbI
noaaepXXuBaTbca B pabovem cocTosaHun (cMm. 4.2 .4).

Ecnn npn MOHNTOPUHIrEe N N3MEPEHNN HE COOTBETCTBUE PETYNUPYIOLLNM TPEOOBAHNAM UCNONb3YIOT
KOMMbIOTEPHbIE NPOrPpaMMHbIE CPENCTBA, X CNOCODHOCTb YAOBNETBOPATL NPEANONaraeMomMy NPUMEHEHNIO
NOMKHAa ObITb NOATBEPXKAEHA. DTO AOMKHO ObITb OCYLLECTBNEHO A0 Ha4Yana NPUMeEHEHNa U NOBTOPHO NOA-
TBEPXXAEHO N0 Mepe HEODXOAUMOCTM.

[1pumedaHue— CM. pykosodsaujue ykazaHus 8 [6].

7.6.1 I3anoXeHHble Bbllle TPebOBaHMA UMEIT HenocpeacTBEHHOE OTHOLUEHME K YCTPOUCTBaAM ANSA
MOHUTOPMHIa U U3MEPEHUN, BKNIOYaA nporpaMmmMmHoe obecneveHue. [onesHo paccMaTpmBaTth ynpaBneHue
YCTPOUCTBAMU ANA MOHUTOPUHIA N U3MEPEHNMN KaK NPOoL,eCC, BKNOYaKLwWwmn B ceda ynpaBneHne matepuanamu,
obopyanoBaHMeM M npoueaypamn. HasHaveHne AaHHbIX TpeboBaHMW COCTOMT B 0becneveHnn yBepeHHOCTH
OpraHm3aumm B TOM, YTO NPUMEHAEeMble YCTPOUCTBa ANA MOHUTOPUHIa U U3MEPEHNN FaPaHTUPYIOT COOTBET-
CTBME NpoayKunn TpeboBaHnAM NOTPedUTena n perynmpyowmm TpedoBaHUAM.

Ctatuctnyeckne MetToabl AEMOHCTPUPYIOT, Kakue YCTPOMCTBA ANA MOHUTOPMHIaA 1 namepeHnn bbinm
NCNONb30BaHbI ANA obecneYeHns N3BeCTHON NOrPELLHOCTU N3MEPEHUs, COBMECTUMOM C TPebyeMon cnocob-
HOCTbIO K U3BMEPEHMIO.

OpraHmnsaumna Takke nonkHa npumeHaTb TpedboBauna MCO 13485, noapasnen 7.6, Ana AeMOHCTpaLmnn
COOTBETCTBUA MNPOAYKLNN KOHKPETHLIM TpebOBaHUAM, BKNIOYaS N3MepPeHns, BbINONMHAEMblE NOCNE N3roToBNe-
HUA U KOHTPONA NPOAYKUMK (HAanpuMep B X0ae Norpy3oyHo-pa3rpy3oyHbix paboT, npu XpaHeHnn, yrnakoBbIBa-
HUKW, NOCTaBKax nnn obcny>xmBaHum npoayKLnn).

LoKyMeHTnpoOBaHHbIE NpoLeaypbl AOMKHbI BKNOYAaTbL B ce0A noapoOHble cBeAeHna O TMnax N3amMepu-
TenbHOro o6opynoBaHUAa, 0CODEHHOCTAX MAeHTUPMKALNN, MEeCTOHaAXOXAEeHUN, YacTOoTe NPOBEPOK, MeToae
KOHTPONA U KpUTEpNAax NnpnemMkn NnpoaykKumnn.

7.6.2 HeKoTOpble yCcTpoucTea Ana MOHUTOPUHIa N U3MepPEeHUN He UCNONb3YIOT ANA NpPOoCcneXuBaHUA
KayecTBa NpoayKUMN U yCNyr, NO3TOMY ANA OpraHn3aunm He aBNalTca 06a3aTenbHbIM KOMAOHEHTOM NPOrpam-
Mbl 0b6ecnevyeHna Ka4ecTBa cneayowmne yCcTponcTea:

- NpUMeHAaeMble TONLKO ANAa UHAUKaLUUK (HanpuMmep MaHOMETP ANa onpeaeneHna npeaenbHOro Aaene-
HUA), HO HE UCMONb3yeMble ANA ynpaBneHna Npon3BoACTBEHHbIM MPOLECCOM (Hanpnmep MaHOMETP Ha OTHETY-
LLnTEeNe NN NPOTUBOMNOXAPHON CUCTEME);

- CBfi3aHHbIE C yNpaBneHneMm padboumnm NpoLeccoM (HanpuMep Yachbl, TEPMOCTATbI ANA YNPaBNeHNA KOM-
dhopTOM onepaTopa);

- CBA3aHHble ¢ 00opyaoBaHUEM AanNsa NPoLeccoB, HO He NPUMeHAeMble ANa ynpaBneHnsa M.

7.6.3 Hekotopble yCTPOUCTBA ANA MOHUTOPUHIa U N3MepeHun, Tpedyumne nepeoHa4anbHON Kanmo-

POBKN UNN NOBEPKW, HE CNEAYET BKNOYATb B NporpaMmmy obecnedeHus kadecta. Nprumepammn Taknx yCTpoOncTB
ABNATCA:

- PTYTHblE CTEKNAHHbIE TEPMOMETPLI;
- CTanbHble NUHEWNKWN;

- nabopaTtopHasa cTeKNAHHaA nocyaa Ana namepeHns oobema, He NoABepPraoLLasacs BO3AENCTBUIO NPO-
LLECCOB UNN OKPYXXaIoLLEN cpeabl, KOTOpPble MOrYT NOBNNATbL Ha €€ KannopOBKY.

YcTponctea Ang MOHUTOPUHIA M N3MEPEHNI, NpeaHa3Ha4YeHHble ObiTb 06Pa3L0BLIMY 3TANOHAMMW, PEKO-
MEHAYETCA XPaHNTb U 0OCNyXnBaTb B MECTE, e He NoaBepranach Obl PUCKY MX LLENOCTHOCTb.

7.6.4 PekomMmeHayeTca NpoBOAUTL Bannaaunio NpuMeHeHUA NporpaMmMHoro obecneyeHms, CBA3aHHOro ¢
ynpaBneHneM n/mnn KannbopoBKON YCTPONCTB ANA MOHUTOPUHIa U 3MEPEHNIN. ITO NporpamMmHoe obecneye-
HUE NCNONb3YIOT ANS:

- ynpaBneHua NpoLeccoM KanndpoBKU YCTPOUCTB;

- onpeaeneHua ctaTtyca ynpaBneHna nnv KannbopoBKW YCTPOWUCTB HA OCHOBAHUUW AaHHbIX, MONYYEHHbIX B
Xxoae npouecca;

- gucneTyvyepursaumnn KannbpoBkn 0OOPYAOBaAHNA, €CNK OHA HE OrOBOPEHa B PYKOBOACTBE MO 3KcnnyaTa-
LMK (HanpMep rpaaynpoBKn LLIKaNbLI UNW APYron CUCTEMBbI ).

[1punmedyaHune— jononHutensHaa nHpopMaLma NO MEHEMKMEHTY YCTPONCTB ANA MOHUTOPUHIa n naMmepeHnn
npuseneHa B [28].
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8 U3mepeHue (oueHKa), aHanuU3 u ynyJdlleHue

8.1 O6wme nonoxeHuUA

UMCO 13485:2003 U3penuna meamumHckue. CUcTeMbl MeHeaAXMEeHTa KayecTBa. TpeboBaHuMA
ANA Uenen perynupoBaHuA

8 WU3mepeHMne (oueHka), aHannM3 n ynyulueHume

8.1 O6wme nonoXxXeHuA

OpraHmnsaums AonkKHa NNaHNpoBaTb U NPUMEHATL NPOLIECCHI MOHUTOPWUHIA, N3MepeHns (OLLEHKN ), aHa-
nn3a n ynydlieHna, Heobxoanmble ANS:

a) OEeMOHCTPaLUNN COOTBETCTBUSA NPOAYKLIN;

0) obecnevyeHnsa COOTBETCTBUA CUCTEMbI MEHEIXKMEHTA Ka4EeCTB3;

C) nododepxxaHus pel3ynbmamueHOCMU cucmeMbl MeHeOXMeHma Kadecmaa.

OTO OOMKHO BKNKWOYaTb onpeaeneHne npuMeHAeMbiX METOAOB, B TOM 4YUCME CTaTUCTUYECKUX, W
00NacTb UX NCMONbL30BAHKS.

[1puMeyaHue— HayuoHanbHbie Unu peauoHarbHbie HOpMamu8Hbie Q0OKYMEeHMbI MO2ym codepxxamb mpe-
bo8aHUs K pazpabomxe COKyMeHMUPOBaHHbIX IPOoUedyp Ons 8HEOPEeHUS cmamucmu4ecKux Memoaoos U yrpasneHust ux
fIPUMEHEHUEM.

8.1.1 Ecnun ansa KOHTPONA U NCNbITAHUN BUOAOB AEATENBHOCTU HEODXOANUMbI AOKYMEHTUPOBAHHbIE NPO-
LLeaypbl, TO Takne npoueaypbl 06bIYHO BKMOYAKT B ceba noapobHble cBeaeHNs 0 MeToaax UCMbITaHUN, KpuTe-
PUAX MPUEMKN N BbIDPAKOBKU U AaHHbIE 00 NCNONb30BaHHOM 06OpPYAOBAHNM.

[Mpouenypbl, yCTAaHOBNEHHbIE OpraHn3aunen, JoMkHbl obecneymBaTb HEMPUKOCHOBEHHOCTb Pe3ynbTa-
TOB KOHTPONSA U UCNbITAHUI, OCODEHHO eCNY UCTIbITaHMA NPOBOAUNN NNLA, UHTEPECHI KOTOPbLIX MOTYT BCTYNaThb
B KOHONUKT MeXay coOON, Kak B cryyae ¢ NocTaBLMKaMn U NEPCOHANOM OpraHmM3aLumn, 3aHATbIM B NPOU3BO/-
CTBE NPOAYKLUUNMN.

N3mepeHna n aHanns BKNOYaT B ceda cneayolume hakTopbi:

- NaHHble N3MepeHun peKkomeHayeTca nNpeodbpa3oBbiBaTb B MHAOPMALMIO N 3HAHUSA, NONe3Hble ANns
opraHn3auunu;

- [aHHblE U3MEPEHUN N aHANK3 NPOAYKLIMN M NPOLLECCOB PEKOMEHAYETCA NCNONb30BaTL C LIENbIO YCTa-
HOBINEHUSA NMPUOPUTETOB OPraHN3aLnu;

- MEeTOoAbl U3MEPEHNI, MPUMEHAEMbIE OPraHn3aumnen, Npn HeobxoaANMOCTN peKOMeHAYETCA NOABEPraTh
aHanuay.

8.1.2 TpuMeHeHne CTaTUCTNHECKNX METOAO0B MOXET DObITb MONE3HO ANA OPraHN3aLnKn B psae cnyvaes,
BKNOYaKLWKNX B cedba cbop, aHanns3 n NCNoNb3oBaHME AaHHbIX. TN METOAbLI NONE3HbI AN AEMOHCTPAaLUN BO3-
MOXHOCTEWN MPOLLECCOB, a TaKke COOTBETCTBMA NPOAYKLUWN perynupyrowmnm TpedoaHnam. OHM NOMOraioT
peLlaTb, Kakne AaHHble HEODXOANMO NONYYaTb, a TaKXe NO3BONAIT HAUTU Hanny4llee NPUMEHEHNE NONYyYEH-
HbIM AAHHbLIM C Lenbio bonee rNydbokoro NOHMMaHnA TPeOOBaHUN N OXXWAGHMW NOTPEObUTENS.

CTatncrnyeckme Metoabl MOryT ObiTb NOME3HbI NPW:

- MPOEKTNPOBaHUM NMPOAYKLNN N NMPOLECCOB;

- YNpaBneHnmn NpoLeccamm;

- NpenoTBpaLLEHNN HECOOTBETCTBUS;

- aHanu3e 3aaad (npobnem);

- onpeaeneHnun puUcka;

- nccnenoBaHUN OCHOBHbLIX MPUYMH HECOOTBETCTBUS;

- YCTAHOBNEHMN AONYCKOB ANA NPOAYKLMN N NMPOLECCOB;

- MPOrHO3NPOBaHWUN;

- Bepuurkaumn n Banmaaunm NpoaykKLMn N NPoLEeccoB;

- N3MEPEHNN UNKN OLLEHMBAHUN KAYECTBEHHbIX XapaKTepUCTUK.
8.1.3 Cpeaun ctaTncTn4ecknx MeToaoB, NONE3HbIX ANA 3TUX LleNen, MOXXHO OTMETUTL creayLme:

- rpadmnieckue metToabl (TMCTOrpamMmbl, CXeMbl NOCNea0BaTENbHOCTU OnepaLuvn, anarpamMmmbl pasdpoca
NaHHbIX, AnarpamMmmsbl NapeTo, Tabnuubl NPUYNHHO-CNEACTBEHHbLIX CBA3EN U T. A.), NTOMOrawLLne ANarHoCTUpPo-
BaTb Npobnembl 1 TpebyroLme NPpUMEHEHNA COOTBETCTBYIOLLMX PAacYEeTHbIX METOAOB ANs AanbHENLLEro cTa-
TUCTNYECKOTO ANArHOCTUPOBAHUSA;
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- CTATUCTUYECKMNE NMPOTOKONbI MPOBEPKN AN MOHUTOPWHIa M yNpaBneHns NPoLeccaMm Nnpon3BoacTea n
n3mepeHna (OLLEHUBAHNA ) BCEX BUAOB NPOAYKLMK (annapaTHOro obecneveHms, nporpamMmHoro obecneveHms,
00pabOoTaHHbLIX MATEPMANOB N YCNVYT);

- MNPOEKTNPOBAHNE IKCMEPUMEHTOB C LIENbIO onpeaeneHns nepeMeHHbIX, OKa3bIBaOLNX CYLLIECTBEHHOE
BO3AENCTBUE Ha X0 NPOoLLECCOB U PYHKLIMOHUPOBAHME NPOAYKLIMWN, 38 TAKXKE KONMYECTBEHHOrO onpeaeneHns
CTeneHn 3Toro BO3AenUCTBUA;

- perpeccuBHbLIN aHanNn3, obecnevmnBarOL MM Pas3padboTKy KONNMYECTBEHHOW MOAENN X0Aa npoLecca unu
PYHKUMOHNPOBAHUA NPOAYKLMN NPU U3MEHEHNN YCNOBUN NPOTEKAHNA NMPoLEecca Nnu NPoeKTUPOBaHNA NPo-
AYKLNN;

- BapPUaLMOHHbLIA aHaNn3 (OTAENBLHO ANA BCeX HAbNoaaeMbiX U3BMEHEHNI ), NPUBOAALLNIA K NONYYEHUNIO
OLIEHOK BAPUAaLIMOHHbIX COCTaBNALMNX, NCNONb3YEMbIX ANA CO3A3HUA YMPOLEHHbLIX CTPYKTYP ANS NPOTOKO-
NoB NPOBEPKN, ONUCAHUA BbIMyCKaAeMON NPOAYKLMN U PACcNONOXEHUA B MPUOPUTETHOM NOPAAKE BWOOB Aes-
TENLHOCTW, HAanNPaBNEHHbIX HA YNy4YLLIEHNE KAYECTBA, B 3aBUCUMOCTU OT 3HEAYEHUN KOMMOHEHTOB OTKNOHEHUS;

- MeToAabl OTOOPa N NPUEMKMN;

- OTOOp Ha BCeX 3Tanax Npou3BOACTBA;

- CTAaTUCTUYECKME METOAbI KOHTPONS U NCTbITAHUN.

8.1.4 lNocne TOro Kak Haanexalmne CTaTUCTU4EeCKNe MeToabl BbiOpPaHbl, BAXXHO BHEAPATL 3TU METOA b
TaK, YTOObl MOXHO OblNO cobUpaTb U OLEHNBATL COOTBETCTBYKOLLME AAHHbIE U COOTHOCUTbL MOMYYEHHbIE
pe3ynbTaThl ¢ PYHKUMAMM OTAENOB (AeNapTaMeHTOB) ANA TOro, YTobbl NpeANPUHATL HEODXOANMbIE AENCTBUS.
[aHHblEe, NONy4YeHHbIE B pe3ynbTaTe NPUMEHEHUA CTATUCTUYECKUX METOA0B, MOIYT CTaTb PE3YNbTAaTUBHbLIM
CPEACTBOM AEMOHCTPAaLNN COOTBETCTBUA TPEOOBAHMAM K KA4eCTBY NPOAYKLMN, UX MOXHO UCMONbL30OBAaTb B
KadyecTBe 3anucen no KkavecTtBy. [JoOKyMEHTMPOBAHWE TaKNX METOAOB U NMONYYaEMbIX C MX MOMOLLbIO 3aNnUcemn
MOXET ObITb OOBEKTOM perynupyromx TpedboBaHun.

[TpumedaHune— HdononHntenbHaa MHQOpMaLna no cTatTucTU4eCcKUM MeToaam npmeeaeHa B [29].
8.2 MOHMTOPUHI U N3MepeHne (oL eHKa)
8.2.1 ObpaTtHana cBA3b

MCO 13485:2003 Uzpenua meamumHckue. CucTeMbl MeHeaO)XMEeHTa KadyecTBa. peboBaHMA
ANA ueneun perynmpoBaHmA

8.2 MOHMUTOPUHI N namepeHue (oueHka)

8.2.1 O6bpamHasi cesi3b

B kadecmee 00H020 U3 €riocoboe oUeHKU hyHKUUOHUPOBAHUS cucmeMbl MeHeOXMeHmMa Kkadecmea
op2aHu3ayus 00mKHa npoeodume MOHUMOPUH2 UHGhopMayul, OMHOCSWeUcs K y0o8riemeopeHUIo op2aHu-
3ayuet mpebosaHul nompebumerns.

[omkHbl 6bITb YCTAHOBNEHbLI METOALI MONYYEHMNSA N UCMTONB30BaHNSA 3TON MHOPMALINA.

OpeaHu3zayus 0omkHa paspabomame OOKYMEHMUPOBaHHYIO ripoyedypy no cucmeme obpamHou cesi-
3u (cMm. 7.2.3, nepeducrieHue ¢) ¢ Uenbko rnoaydeHus paHHez2o rpedyrnpexoeHus o npobnemax e obnacmu
Kadecmea u88edeHUs 8 MPOUECChI KOppeKkmupyrowux u npedynpexoaruiux detucmeauli (cm. 8.5.2u8.5.3).

Ecnu HauuoHarbHble UNU peauoHarllbHble HoOpMamueHble OOKyMeHmMbl mpebyom om opaaHu3ayuu
HaKoMIeHUs Onbima Ha OCHO8aHUU UHGhopMayuu, nomy4eHHOU noce npodaxu npodyKuuu, aHaau3 makoao
Ofbima MoXem cmamb Yacmeio cucmembsi obpamHou cesa3u (cMm. 8.5.1).

PykoBOACTBO OpraHnsaunen AO0MKHO NOHNMAaTb, YTO CYLLECTBYET MHOMO NCTOUHMKOB NONy4YeHUa MHOP-
MaLnn, CBA3aHHON C yaOBNETBOPEHNEM TPpeboBaHMU NOTPebntensa. Ita ntHopmauma nonesHa ana obecneve-
HUA 0BpPaTHON CBA3U B BOMPOCAaX, KacaloLWUXca KaveCcTBa MeAULIMHCKNX N3aennin U CBA3aHHbIX C HUMW YCNVT.
OpraHnzaumm pekoMeHayeTca naeHTUPULMPOBATbL NCTOHYHMKN TAKOW NHpopMaLmKn U pa3padboTaTb pe3ynbTa-
TUBHbIN NpoLecc cOopa, aHanns3a n NpUMMeHeHNa MHOopMaLnn ANa MOHNTOPUHIA NPOONeM B 00ONACTU Ka4eCT-
Ba. Pa3paboTtaHHbin npouecc AOMKEeH ObiTb AOKYMEHTUPOBAH B COOTBETCTBMU C Perynupylommm
TpeboBaHNAMN.

[Tpmepbl MHOOPMaLMN, AEMOHCTPUPVYIOLLEN, yAOBNETBOPEHLI NN TPEbOBaHNA NOTPebUTENS, BKNIOYAIOT
B cebA:

- OTYeTbl NoTPeduTena n NoNbL3oBaTENS;

- 0bpaTHYI0 CBA3b NO BOMPOCAM, OTHOCALLMMCSA K MEANLIMHCKOMY N3Oenuio;

- xanobbl notpedbutens (cm. NCO 13485, nyHkTr 8.5.1);

- TpeboBaHMA NOTPEOBNTENA N MHOPMALIMIO NO KOHTPAKTY;

- CBA3b C pPerynupyrowmmMmmn opraHamMmm no BONpocamMm COOTBETCTBUSA;
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- 3KCMEpPTHbIE OLEHKN B XYpPHanax;

- NaHHbl€ O NOCTaBKaX B CBA3W C OKa3aHMEM YCNyr.

Kak yactb perynupyroLlero TpeboBaHma opraHn3aumnm no obecneyeHmnio paHHero npeaynpexneHns npo-
onem B 0ONacTn Kka4yecTBa 0ObIMHO BHEAPAIOT CUCTEMY KOHTPONSA UNMN CUCTEMY NOCNENPOaAaXXHOro Habnae-
HUS.

[1punmedaHune— [JononHutenbHaa MHoOpMaLMa N0 CUCTEME KOHTPONA U CUCTEME NOCNenpoaaKHoro Habno-
AeHUA AOCTyNHa Ha web-cantax MHOrnMxX perynmpyrowmnx opraHmsaumn.

8.2.2 BHyTpeHHMe ayauThl (NPOBEPKM)

MCO 13485:2003 U3zpenuna meamuumHckue. CnUcteMbl MeHea)XKMEeHTa KayecTBa. [pedboBaHMA
ANA ueneun perynmpoBaHmA

8.2.2 BHyTpeHHMUe ayauThl (NPOBEPKM)

OpraHnsaumsa AoMmKHa NpoBOANTL BHYTPEHHNE ayanTbl (MPOBEPKN) Yepes 3annaHNpoBaHHbIE UHTEP-
Banbl C LeNblo YCTaHOBNEHUA TOro, YTO CUCTEMA MEeHEeXKMEHTa Ka4yeCcTBa:

a) COOTBETCTBYET 3aNNaHNPOBaHHLIM MeponpnATUAM (CM. 7.1), TpeboBaHNAM HACTOSALLErO CTaHAap-
Ta U TpebOBaHMAM K CUCTEME MEHEQXKMEHTA KayeCcTBa, pa3padboTaHHbIM OpraHn3aumen;

b) BHegpeHa pe3ynbTaTUBHO U NoaaepXnBaeTca B paboyeM COCTOSAHUMN.

[1Iporpamma ayauToB (NpoBepPOK) A0MKHA NNaHNPOBATLCA C YYETOM CTaTyCca N BaXXHOCTU NPOL,ECCOB U
YHaCTKOB, NoANEXallnx ayanTy, a Takke pe3ynbTaToB npeabliaymnx ayantoB. Kputepumn, 0onactb npumMeHe-
HUA, 4acToTa N MeTOAbl ayaUTOB AOMNXHbI ObITb onpeaeneHbl. Bblbop ayanTopos 1 nposeaeHne ayanTos
OOMKHbI obecnevnBaTb OOBEKTMBHOCTL N DECNPUCTPACTHOCTb Npouecca ayanta. Ayantopbl HE AOMKHbI
NPOBEPATL CBOKO COOCTBEHHYIO PaboTy.

OTBeTCTBEHHOCTbL U TPEHOBaHUA K NNaHMPOBAHUIO U NPOBEAEHUIO aYyANTOB, a TaKKe K OTYETY O pe3ynb-
TaTax U noaaepXaHuo 3anmcen B pabovem cCoCTosaHMN (CM. 4.2.4) AOMKHbI ObITb ONpeaeneHbl B AOKYMEHTU-
POBaHHOU npoueaype.

PykoBOACTBO, OTBETCTBEHHOE 33 NpoBepaAeMble 00NAacTU AeATENbHOCTU, AOMMKHO 0becneynBaTb, YTO-
Obl AeNCTBMA NpeanpPUHUManNnCL 6e3 U3NULLHEN OTCPOUKM ANA YCTPaHEHNA ODHAPYKEHHbIX HECOOTBETCTBUN
1 Bbi3BaBLUUX X NPUYKH. [Mocneaytowmne AenNcTBUA AOMKHbI BKNOYaTb B €04 BepnpUKaLnIo NpeanprUHATBIX
MEP N OTHET O pe3ynbTatax Bepudpukaumm (cMm. 8.5.2).

[TpbumMedaHue— Cm. [7] — pykosodcmeo rio ayoumy.

[1NnaHnpoBaHNe BHYTPEHHUX ayauToB (MPOBEPOK) AOMKHO ObiTb NTMOKMM ANA TOro, YTOObLI MOXXHO ObINO
NPON3BECTU CYLLECTBEHHbLIE U3MEHEHNA Ha OCHOBaHMN NCCNeaoBaHMN N OO BEKTUBHBLIX CBUAETENLCTB, NONYy-
4YeHHbIX B Npouecce ayauta. [pu pa3paboTke NNaHOB BHYTPEHHEro ayanTta pekoMeHaAyeTCA paccMaTpuBaTh
BXOAHble AaHHble NpoBepaAeMon 00NacTn AeATENLHOCTH, a TaKkKe APYrMx NpeacTaBnNALWLNX UHTEPEC PAKTO-
POB — NOoTpebutenen, KOPNOPaTUBHbLIX NNAHOB NO ayaAUTY NN HE3ABUCUMbIX SKCNEPTHbLIX OpraHn3aumn.

PesynbTaThl ayauToB (NPOBEPOK) OOLIYHO NPeacTaBnAoT B BUAE NMCbMeHHOoro otyeta (cm. MCO 13485,
NYHKT 4.2.4), B KOTOPOM YKa3blBaT ODHapyXeHHble HeaocTaTtkn. [na Toro, Ytobbl n3dexaTb U3NULLHEN
OTCPOYKU B YCTPaHEHUN 3TUX HEAOCTaTKOB, HA3HA4Yal0T KOHTPONbHbIE AaThbl ANA pearnpoBaHNA Ha UTOMM ayau-
Ta. IHdhopMmauma o pesynbTatax ayauta MoXeT ObiTb MICNOMNb30BaHa B Ka4eCTBE BXOAHbLIX AaHHbLIX ANA aHanwu-
3a CO CTOPOHLI pykoBoacTea (cM. MCO 13485, nyHKT 5.6.2).

Pan ayantoB, OrpaHNYeHHbIX NPOBEPKON KOHKPETHbLIX 0bNnacten AeATENbHOCTN OPraHn3aumn, MoryT
ObITb TAK e pe3ynbTaTUBHbI, KAK M OANH KOMMNEKCHbIN ayanT. Takasa cuctema ayanta obecneymnBaeT rMbKOCTb
PaboTbl M NO3BONAET YyAENATbL 0COD0E BHUMaHME CNabbiM CTOPOHAM AeATENbLHOCTMN OPraHn3aLmn nnm apyrum
3aTPOHYTLIM Npobnemam, NMOO perynapHO BO3BPALLATLCA K HUM.

B AononHeHue K nepnoagnyecknm BHYTPEHHUM ayanTam MOXET ObiTb MHULIMNPOBAH crneLnanbHbIV BHYT-
PEHHUN ayanT, KOTOPbIN NPOBOAAT MPW:

- BepuUpurkaLnmn coxpaHeHna CUCTEMON MEHEXKMEHTA Ka4eCTBa CNOCODHOCTU yAOBNETBOPATb KOHKPET-
HbIM TpeboBaHMAM NoTPeduTena n bbiTb (NP HEOOXOAMMOCTN) BHEAPEHHON B COOTBETCTBUMN C YCNOBUAMM
O0oroBopa;

- HaNM4nu CyLWEeCTBEHHbIX (PYHKUMNOHAMNbHbLIX U3MEHEHUWN (HanpmMmep peopraHn3saumnax unm nepecmoT-
pax npoueayp);

- nccnenoBaHnm 6e3onacHOCTU, PYHKLUMOHUPOBAHNA UNN HAAEXKHOCTU NPOAYKUNKN, KOTOPaAa NoaBepra-
eTCA NN MOXeT NoABepPraTbCca ONacHOCTU NO NPUYNHE HECOOTBETCTBUU Perynupyrowmm TpeboBaHNAaM;

- Bepnukaumn NnpeanpUHATBLIX HEOOXOAUMbBIX KOPPEKTUPYIOLLMX AEUCTBUN U UX PE3YNbTaTUBHOCTM.

BHyTpeHHNe ayanTbl MOryT ObITb HACTUYHO MNU NONHOCTbLIO CYOKOHTPaKTHLIMM.

50



FTOCT P UCO/TO 14969—2007

8.2.3 MOHMTOPUHIr U N3MepeHune (oLueHKa) npoueccoB

UMCO 13485:2003 U3zpenua meamumHckue. CucteMbl MeHea)XMEeHTa KayecTBa. TpeboBaHuMA
ANA uenen perynupoBaHuA

8.2.3 MOHUTOPMUHI U N3MepeHue (oueHKa) npoueccon

OpraHnsaumsa AofmKHa MPUMEHATb NOAXOAALIME METOALI MOHUTOPUHIA W, rae 3TO LenecoobpasHo,
N3MePEHNA (OLLEHKWN) NMPOLLECCOB CUCTEMbI MEHEQ)KMEHTA Ka4eCcTBa. TN METOAbI AOMKHbI AEMOHCTPUPO-
BaTb CMOCOOHOCTb MPOLLECCOB AOCTUraTh 3annaHUpPOBaHHbLIX Pe3ynbTaToB. Ecnn 3annaHnpoBaHHbIE
pe3ynbTaTbl HE AOCTUIHYTLI, TO, KOrAa 3TO LenecoobpasHo, AOMKHbI NPpeanPUHUMATBLCA KOPPEKLUUN N KOpP-
PEKTUPVIOLLIME AENCTBUA ANa obecneyeHns COOTBETCTBUSA NPOAYKLIUN.

[ononHuTenbHble pykoBoasalwimne ykazaHna no NMCO 13485, nyHKT 8.2.3, OTCYTCTBVYIOT.
8.2.4 MOHMTOPUHI U U3MepeHne (OUeHKa) NpoayKUUN
8.2.4.1 Obwume TpeboBaHUNS

UCO 13485:2003 Uzpenua meamumHckue. CucteMbl MeHeaA)XMEHTa KavyecTBa. peboBaHUA
ANA ueneun perynmpoBaHmA

8.2.4 MOHUTOPUHI U U3MepPeHUe (OUeHKa) NpoayKUUK

8.2.4.1 Obwue mpebosaHus

OpeaHu3ayuss O0S/KHa NposoouUMb MOHUMOPUHZ U U3MepeHUe Xxapakmepucmuk npodyKuuU ¢ Uesbio
gepughbukayuu coomeememaeus pezaynupyrouwum mpebogaHusMm. MoOHUMOPUH2 U U3MepeHUe Xapakmepuc-
MUK npoodyKkyuu OGO0KHbI Bbimb nposedeHbl Ha coomeememayrujux cmadusax npoueccos XUu3HeHHo20
Uukna npooykyuu u 8 coomeememeuu ¢ 3annaHuposaHHbIMU Meponpuamusamu (cMm. 7.1) U OOKyMeHmupo-
8aHHbLIMU npoyedypamu (cMm. 7.5.1.1).

CBnaeTenbCTBa COOTBETCTBUSA KPUTEPMAM MPUEMKN AOMKHbI NOAAEPKNBATLCA B paboyeM COCTOAHNN.
3annucn AOMXKHbI YKa3biBaTb NNULO(A), CAHKUMOHUPpOBaBLLUee(ne) Bbinyck Npoaykumum (cm. 4.2.4),

Bbinyck npoldykuuu U obcryxuesaHue He Mo2ym ocylujecmerniasmbcs 00 ycrnelwH0o20 3aseplieHuUs1 3anna-
HUPpOBaHHbIX Meponpusmuu (cMm. 7.1).

8.2.4.1.1 KOHTPONb N KMCNbITAHUA B NPOoLIECCE NPOU3BOACTBA BKNIOYAIOT B Ce0SA BCE BUAbI AEATENBHOCTMN,
Ha4YMHaa ¢ BXOOAHOro KOHTPONA U 3aKkaH4YuBasa npeaocrtaBneHmeM npoaykumm Ana OKOHYaTenbHOro KOHTPONA.
Pe3ynbTaThl KOHTPONA U UCMNbLITAHUN B NPOLLECCE NPON3BOACTBA MOryT ObITb NCNONL30BaHbI KAaK ANS ynpaBne-
HMA NPOLECCOM, TaK N ANsa paHHen AEHTUPUKALNN HECOOTBETCTBYIOLLEN NPOAYKLUN.

OkoH4YaTeNbHbIN KOHTPONb BKNIOYaET B ceba BUAbl AeATENbHOCTN (MCcneaoBaHue, NPOBEPKY, n3mepe-
HUE UNKW UCMNbITaHWE), CBA3AHHbIE C BbINMYCKOM NPOoaYyKLmMK. Mpr 3TOM MOXHO Takke NpoaHanmM3npoBaTh 3anmcu
O pe3ynbTaTax NPoBeAEeHHbIX paHee KOHTPONA U UCMbITAHUNA.

KoHkpeTHble TpeboBaHMA, nexalme B OCHOBE OKOHYATENbHOIO KOHTPONSA U NCMbITaHUI, AOMXHbI BKNHO-
4aTb B cebs BCe NpeayCcMOTPEHHbIE KpUTEPUM Bbinycka npoaykumn. OHM AOMKHbI ObITb HENOCPEACTBEHHO CBS-
3aHbl C BUAAMWN paccMmaTpuBaeMon MpoayKLUMM U ee NpeayCcMOTPEHHbIM npuMeHeHneM. OKOHYaTEeNbHbIN
KOHTPOMb U UCMNbITAHUA O0MKHbI 06ecneymBaTb OO bEKTMBHbIE CBUAETENBLCTBA COOTBETCTBUA BCEM Npeayc-
MOTPEHHbIM KPUTEPUAM BbIMyCKa NPOAYKLUNKN, HE NOATBEPKAEHHBIM B XO€ NPOBEAEHHbIX PaHEE KOHTPONA W
ncnbiTaHmn. OKOHYaTEeNbHbIE UCMbITAHNA MOTYT BKNOYATb B ceb5 (Nprn HEOOXOAMMOCTM) UCMbITAHMA NPOAYK-
LMK, BbIOpaHHOM N3 NapTUM UNN CEPUN, B MOAENNPYEMbBIX NN peanbHbIX YCNOBUAX NPUMEHEHUS.

Ecnun KOHKpEeTHOE MEAULIMHCKOE n3aenne cobnpatot n/mnn MOHTUPYIOT HA NPeAnPUATUN NONb30BAaTENS,
TO nocne cOopKN/MOHTaXa pEKOMEHAYETCA NPOBECTN AONOMHUTENBLHbLIE KOHTPONb UUCNbITAHNSA. B 3TUX cny4a-
AX KOHTPOMNb U UCNbITAHNA HE MOTYT ObITb NPOBEAEHbI OPraHN3aLmnen, Ho OpraHM3aLna AOMKHA obecnevYnBaTh
nony4yeHne Bcen HeobxoaAnMon NHPOPMaALIMK O KOHTPONE U NpoLeaype UCMNbITAHMW, 8 TaKKe 00 0XKnaaeMbiX
pesynbtatax (cM. MCO 13485, noapasnens! 6.3, 6.4, nyHKT 7.5.1, noaAnyHKT 7.5.1.2 1 NYHKT 7.5.2).

8.2.4.1.2 lNpun BLIOOPE MeTOAOB U3MepPEeHNn, obecneymnBaroLLMX COOTBETCTBNE NPOAYVKLNN PErynmnpyto-
LLIMM TPpeDOoBaHNAM, a TaKXKe NPU PacCMOTPEeHUN TPpeboBaHNN NOTPEOUTENA OpPraHM3aunmn PeKoOMeHaYeTCs y4n-
TbiBaTb:

- XapaKTepucTUKN NPOoayKLMW, onpeaenstowme, B CBOK ovYepeanb, MeTOAbl U3MEPEHNI, Haanexalwme
CpeacTBa N3MepeHun, HeoBXoAMMYIO TOYHOCTb N3MEPEHNIN N KBANUMPUKaLMIO NepcoHana;

- Heobxoanmble obopyaoBaHne, NporpaMmMHoe obecnedyeHne, UHCTPYMEHTDI;
- pacnonoXeHne ToYeKk U3MepeHna Npu peanunui3aLmnm NocneaoBaTenbHOCTH NPOLLECCOB U3MEPEHNS;
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- XapaKTepuCcTUKN, U3MepAEeMble B KaXXO0N TOHUKE, 8 TaKXKe TeXHUYECKYID OKYMEHTbI HA NPOAYKLMIO K
NCNONb30BaHHbIE KPUTEPUN BXOOHOIO KOHTPONSA;

- TOYKW, YyCTAHOBNEHHbLIE NOTPebuTenem ana HabnwaeHNa N BepnPOUKaLMn BbIDPaHHbIX XapaKTepuc-
TUK NPOAYKLNM;

- KOHTPONb UNN NCNbITAHUSA, KOTOPbLIE TPEDOYIOT NpoBeaeHNA NN HAabNAEeHNA 338 NX NPoBEeAEHUEM pery-
NNPYIOLWLNMN OPraHn3aumnamu,;

- BbIDOP BpeMEHN U cnocob, KOTOPbLIM OpraHn3aLmna HaMepeHa NpmBNeYb KBANUMMPULIMPOBAHHYIO TPETLIO
CTOPOHY UNKN KOTOPbIN HeOOXoAUM NOTPeduTento NMbO pPerynupyowmnm opraHmsaumam ana ocyLecTBneHuns
BUWOOB AEATENLHOCTN, CBA3AHHbLIX C CUCTEMON MEHE)KMEHTA Ka4veCTBa,;

- KBanuukauuio nepcoHana, noarotoBNeHHOCTbL MaTepmnanos, n3aenun, NPoLEeccoB N CUCTEMbI MEHE QK-
MEHTa KayeCTBa,;

- OKOHYaTenNbHbLIN KOHTPONb, NOATBEPXAAKLWUN 3aBepLleHne N NPUHATUE BUOOB OEATENBLHOCTU MO
BepudpunkaLnm;

- 3anucb pe3ynbTaToB N3MEPEHUN XapaKTEPUCTUK NPOoAYKUNN.

3anncu 0 KOHTPONE UUCNbITaHUAX, BbINONHEHHble B opraHnsaummn (cM. MCO 13485, nyHkT 4.2.4), AOMXKHbI
obnervyatb OLEHUBAHME B NpoLecce NPON3BOACTBA, a Takke OueHUBaHUe roToBOU NPOAYKLUNN C TOYKU 3peHUS
OOCTUXEeHNA TPpeDbOoBaHNM K Ka4eCTBY. 3aKyNNeHHYIo NPOoaYKLUMNIO BEPNOULMPYIOT B COOTBETCTBUN C MONOXKEHU-
ammn MCO 13485, nyHKT 7.4.3.

8.2.4.1.3 Hapnexawne 3anmcu no MOHUTOPUHIY U U3MEPEHNAM NO3BONAIOT:

- naeHTUpnunpoBaThb Npoueaypy(bl) KOHTPONA/MCNbITAHUN N CTENEHb OCYLLECTBNEHHOro NepecMoTpa
nokyMeHTOoB (CM. NCO 13485, nyHKT 4.2.3);

- MAeHTPULMNPOBATL NCMONBL30BAHHOE UCNLITaTeNbLHOE 00OPYAOBAHNE;

- BKMIOYaTb B YNIOMAHYTbIE Bbllle 3aNUCU AaHHble UCMbITaHNU;

- ObITb NOANNCAHHbLIMU N AATUPOBaAHHLIMWN NNLIOM, OTBETCTBEHHbLIM 33 KOHTPONbL MNU UCMbITAHUS;

- 4EeTKO naeHTMONUMpoBaTb HNCNO NPOBEPEHHLIX/UCMbITaHHbLIX MeaULMHCKUX U3aennm n YNCno NPUHA-
TbiX MEANUNHCKUX N3aenun;

- perucTpupoBaTb MECTOHaXOoXAeHUe BCeX MeEAULIMHCKNX N30ennn, He NpoLlleaLllunX KOHTPONb UNU UCbl-
TaHUA, N NPUYNHbI OTKA30B.

8.2.4.2 CneunanbHoe TpeboBaHME ANSA aKTUBHbLIX UMNNAaHTUPYEMbIX MEAULIMHCKNX N3AEeNNA N UMNNAaH-
TUpyeMbIX MEAULMUHCKUX n3genmnu

MCO 13485:2003 Uspenua meamumHckue. CucTeMbl MeHeaAXMEHTa KadyecTBa. [peboBaHMA
ANA ueneun perynupoBaHunA

8.2.4.2 CneuuanbHoe mpebogaHue Ons aKmueHbIX UMMnaHmupyemMbiX MeOUUUHCKUX u3lenul u
uMnnaHmupyembix MeOUUUHCKUX u3oenuu

OpeaHu3zayus 00/mKHa eecmu 3anucu rno udeHmugukayuu nepcoHana (cMm. 4.2.4), nposodsuweao
M0bbie 8UObl KOHMPOIA UnuU UcnbimaHuuU.

B aononHeHune K 3anncam o KOHTpone u ucnbitaHnax (cMm. NCO 13485, nyHKT 4.2.4) opraHn3aunmn peko-
MeHAayeTCAa BeCTU 3anmncun No naeHTUpUKaLmMn NepcoHana, NposoaaLlero Nioodbie BUAbl KOHTPONA N UCMNbITAHUW
8KTUBHbIX UMNNAHTUPYEMbIX MEANLMNHCKUX N3AENA N UMMNNAHTUPYEMbIX MEANLIMHCKUX U3OENUN C LENDbIO
obneryeHnsa nccneaoBaHUa MPUUMH OTKA30B, a8 TaKKe MPUHATMA KOPPEKTUPYIOWLNX U Npeaynpexaarowmx
ONENCTBUN.

8.3 YnpaBneHne HeCOOTBETCTBYIOLEN NPOAYKLNEN

UMCO 13485:2003 U3zpenuamMeaununHckume. CuUCcTeMbl MEHeAXKMEHTa KavyecTBa. TpeboBaHMA ANA
Lenen perynmpoBaHun

8.3 YnpaBneHune HECOOTBETCTBYIOLEN NPOAYKLNEN

OpraHn3auna aomkHa obecnevmBaTtb, YTODObLI NPOAYKLMNSA, KOTOPAA HE COOTBETCTBYET TPEOOBaAHUAM,
Obina naeHTMOULUNPOBaAHA N YNPaBNANach C LLENbIO NpeaoTBpalleHNAa HeENPeAHAMEPEHHOTO UCNONb30BaHUA
nnn noctaskn. CpeacTea ynpaBneHnsa, COOTBETCTBYIOLWAS OTBETCTBEHHOCTb N MONHOMOYMA ANS paboThbl C
HECOOTBETCTBYIOLLEN NPOAYKLUMNEN AOMKHbI ObiTb ONpeaeneHbl B JOKYMEHTUPOBAHHON NpoLueaype.

OpraHn3aumna AomkKHa pellaTb BONPOC ¢ HECOOTBETCTBYIOLWLEN NPOAYKUNEN OAHUM NN HECKONBbKNMMU
crneaywwmMmn cnocobamm:

a) OCYLLECTBNATbL AENUCTBUA C LLEMNBIO YCTPAHEHNA ODHAPYXXEHHOrO HECOOTBETCTBUS;
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b) caHKUUOHUPOBamMb NMPUMEHEHUE, 8bIMYCK UMU NPUEeMKY NpodyKuuu rnood paspelieHue Ha OMKAoHe-
HUe om peaynupyrouwux mpebosaHuu;

C) OCYLIECTBNATL AENCTBMA C LENb0 NpeaoTBpalleHns ee nepBOoHaA4YanbHOro npeanonaraemMoro
NCNONb30BaHUA UNW MPUMEHEHNS.

OpeaHu3zayus 00/MKHa 2apaHmuposams, 4mo Hecoomaeememayrowjas npooykyuss byoem npuHama
ApU NOAy4YeHUU pa3pellueHuUs Ha OMKIIOHeHUe om pez2ynupyrowux mpebogaHul mofbKo 8 moM criydae, ecriu
amo donyckaemcs pezynupyrowumu mpebogarusamu. 3anucu 06 udeHmugbukayuu nuya(nuy), umerouje-
20(UX) nOfIHOMO4YUST Ha ebidady pa3peleHUll Ha OMKIOHeHUe, OO/MKHbI nodoepxusambcsi 8 pabodem
cocmosiHuU (cm. 4.2.4).

3anncu o0 Xxapaktepe HECOOTBETCTBMA U NIOOLIX NOcNeaywWwmx NpeanpPHATBLIX AENCTBUAX, BKNIOYaS
NPMEMKY NPOAYKLUMN NOA pa3pelleHne Ha OTKNOHEHWE, AOMKHbI NOAAEPKNBATLCA B PpabovyeM COCTOAHUN
(cMm. 4.2.4).

Koraa HeCOOTBETCTBYIOLWLAA NPOAYKUMA UCpaBNeEHa, OHAa AOMKHA ObiTb NOABEPrHYTa MOBTOPHOW
BepuduKkaunm ana noaTBePKAeHNa COOTBETCTBUA TPeboBaHUAM.

Ecnun HECOOTBETCTBYIOLLIAA NPOAYKLIUA BbIABNEHA NOCNE NOCTAaBKN UMW Ha4ana NCnonNb30BaHNSA, Opra-
HU33aLMA OOMMKHA NPEeANPUHATL NENCTBUSA, aAEKBATHbIE NOCNEeACTBUAM (UMM NOTEHLUMANBbHLIM NOCNEACTBU-
AM) HECOOTBETCTBMUS.

Ecnu npooykyus Hy»k0aemcs 8 nepepabomeke (00uUH unu bonee pas), opeaHuzayus obsszaHa OOKYMEH-
mupogamep rpoyecc nepepabomku 8 paboyel UHCMPYKYUU, Ha KOmMopyro criedyem rofay4dums oguyuasrisb-
HOe pa3spelieHue U 000bpeHUe mak Xe, Kak U Ha rnepeoHadarnbHyo pabouyio uHcmpykuuw. [llepel
nony4HeHuUeM oguyuanbHoO20 pa3peweHuUs u 00006peHuUs O0MKHbI Bbimb onpedeneHbl U OOKYMEHMUPO8aHbI
(cM. 4.2.3 u 7.5.1) niobbie HebnazonpusimHbie nocredcmaus nepepabomxu npooyKUuuU.

8.3.1 llepcoHan opraHmsauumn aomkeH ObiTb YNONHOMOYEH PYKOBOACTBOM OpraHmM3aumnm HeCTU OTBET-
CTBEHHOCTb 33 CO0DLeHNe 0 HECOOTBETCTBMNAX HA NOOOM 3Tane nNpouecca Ana Toro, 4Toobl BOBpeMA OOHapY-
XUBATb U YCTPAHATb 3TN HECOOTBETCTBUA.

PykoBOACTBO OpraHn3auum aomkHo obecnevnBaTb pa3paboTKy pe3ynbTaTUBHOINO NpoLecca aHanmnsa u
YCTPaHeHNa naeHTMPULUNPOBAHHLIX HECOOTBETCTBUMN.

HecooTBeTCTBYIOLWAA NPOAYKLMA BKNIOYAET B Ce05 Kak HeCOOTBETCTBYIIOLL VIO NPOAYKLMIO, N3rOoTaBNUBa-
EMVI0 Ha NpeanpuaTnAX opraHmn3saunmn, Tak n HeCOOTBETCTBYIOLLYIO NPOAYKUMIO, NPNOBPETEeHHYIO NN NOCTaB-
NEHHYIO0 CAMOMN OpraHusaumen.

8.3.2 lNpouenypsbl, ycTaHOBNEHHbIE OpraHu3aumnen nnogaepxmeaemMole B padboveM COCTOSAHUN, AOMKHbI
npecneaoBaTtb cneayowmne Lenu:

- onpeaenaTb HECOOTBETCTBYIOLLYIO NPOAYKUMIO (HanpUMepP, Kakaa KOHKPETHO NPOoAYKUMA U H3 KaKOM
OTpe3Ke NPON3BOACTBEHHOIO NpoLecca ABNAETCA HECOOTBETCTBYIOLLEN) U e€ 00BbeM,;

- NAeHTUPNUNPOBATbL HECOOTBETCTBYIOLLYIO NPOAYKLUMIO ANA TOro, YTOObl NUMETb BO3MOXHOCTb C YBE-
PEHHOCTLIO OTNMYATbL €€ OT NPOAYKUUKN, COOTBETCTBYIOLLEN perynupyowmnm TpebosaHnam (cm. NCO 13485,
NYHKT 7.5.3);

- AOKYMEHTUPOBATbL HaNu4ne n NPUYNHY HECOOTBETCTBUN;

- OUeHuBaTb NpUpPoaYy HECOOTBETCTBUMN;

- paccMaTtpuBaThb anbTEePHATUBHbIE BAPNAHTbI YCTPAHEHNA HECOOTBETCTBUN;

- APUHUMATb pelleHna B OTHOLWEeHUM cnocoba yCcTpaHeHUa HECOOTBETCTBUMN U PETUCTPUPOBATL ITU
peLeHns;

- yApaBNATb Nnocneayowen obpadboTkon (HanpuMmep otaeneHnemM) HeCOOTBETCTBYIOLLEN NPOAYKLMN B
COOTBETCTBMU C MPUHATLIMN PeLLEHNAMM,;

- YyBEOAOMNATb ApYyrme CTOPOHbLI, 3aUHTEPECOBaHHbIE B ODHapyXeHUN HECOOTBETCTBMW, BKNoYasa (Npwu
HeoBXoaNMoOCTN) NoTpedbUTENS.

8.3.3 [llocne onpeneneHna HeCOOTBETCTBUN OpraHM3aumna A0MKHa NpeanpuHUMaTh AEUCTBUA MO UCcne-
OOBaHUIO U YCTPAHEHUIO NPUYNH HECOOTBETCTBUU, a TaKkKe onpenensaTb, YTO AenaTb C HECOOTBETCTBYIOLLEN
NPoAYKUNEN.

TepMUH «KoppeKkuna» UMeeT OTHOLLEHWE K PEMOHTY, Nepeaenke Nnn perynupoBke NPoAYKLUWUN U CBA3aH C
YCTPaHEHNEM UMEIOLLIErOCA HECOOTBETCTBUSA, @ TEPMUH «KOPPEKTUpYoLLee AENCTBUE» OTHOCAT K YCTPAHEHUIO
npnynH HecooTBeTCTBUA (CM. NCO 13485, nyHKT 8.5.2).

Ecnun opraHnsauma HamepeHa Ucnonb3oBaTb, MPUHATL UNN BbINYCTUTE HECOOTBETCTBYIOLLYIO NPOAOYK-
LIMIO, OHA AOMNXXHA CHa4Yana npous3BecTn KOPPEKLUIo 3TOU NPOoAYKLUMX C NocneayLwWwnM ee nepeoueHUBaHNEM
NN UCNONb30BaTb A3HHYIO NPOAYKLUMNIO B UMEIOLLEMCA BUAE.

Ecnun opraHnsaumna BbidbnpaeT ncnonb3oBaHne, NPUEMKY MNKn BbINYCK HECOOTBETCTBYIOLLEN NPOAYKLNN
0e3 yCcTpaHeHNa HeCOOTBETCTBUIN, TO OHA AOMKHA NONYYUTb pa3pelleHne Ha OTKNOHEHNE OT PerynmpyoLwmx
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TpeboBaHUN (Aanee — paspelleHne Ha OTKNOHEHNE). Takoe paspelleHne npeaHasHa4veHo AN MUHUMMN3aLmnn
(oMHAHCOBOro BO3AENCTBMNA HA OPraHn3aLmnio NP NMKBMAaLMnM HECOOTBETCTBYIOLLEN NPOoAYKUMN. [Tpn Hannymnm
TAKOro paspelleHns OpraHn3aLmna He MOXET HECTU OTBETCTBEHHOCTL 33 MPOAYKLUMIO U YCNYIU, Ha KOTOPLIE
NoONy4eHo pa3pelleHne Ha OTKNOHeHUe. Kaxxaoe paspelleHne Ha OTKNOHEHNE peKOMeHayeTCcA aHann3npoBaTh
C LleNbto NONYy4YeHUA rapaHTUN TOro, YTO HECOOTBETCTBUE HE NPOTUBOPEUNT KaKOMY-NNDO perynupytoLiemy Tpe-
boBaHuo. MAEHTUYHOCTL NULa(NKLL), CAHKLUMOHUPYIOLLEro(uxX) B OpraHmM3aumnmn Kaxxaoe paspeLlleHne Ha OTKNO-
HEHWE, OTPaXalT B 3anncn, N 3Ta 3anUcCb AOMKHA BKNOYaTbh B ceba MHPpOpMAaLUNIO, AOKYMEHTNPOBAHHO
NOATBEPXKAAKLLYIO NONHOE COOTBETCTBME NPOAYKLIMN PErYNUPYIOLLUM TPEOOBaAHNAM.

dencrtena, npeanpuHUMMaeMblie OpraHmn3aumnen, eCN HECOOTBETCTBYIOLLAA NPOAYKLUNA BbiABNEHa NOCNe
NOCTaBKN N Ha4Yana 3Kkcnnyatauun, nHoraa ob0o3HavyalT TEPMUHOM «OT3bIB NPOoAYKLUMNY . MOCKONLKY TEPMUH
«OT3bIB NPOAYKLNN» UMEET Pa3Hble onpeaeneHns B PpasnnYHbiX HAUMOHaANbHbLIX UNN PErMoHaNbHbIX HOPMAaTUB-
HbIX AOKYMEHTaX, TO Npu onncaHumn Takmx enaoB aeatenbHocTn B MMCO 13485 ero He NpUMEHSIOT.

8.3.4 Tllpoueaypbl pacCMOTPEHNUA HECOOTBETCTBUW, ODHAPYXXEHHbLIX B V)X€ BbINYLIEHHbIX B NPOAaXY
MEANLIMHCKNX N30enNnax, MOryT BKNOYaTb B ceba cneayolmne AeNCTBUA:

- U3bATNE MEeAULUMNHCKUX N3aennun n3 npoaaxm;

- N3bATUE MEONLIMHCKUX U3aennun n3 pacnpoCcTPaHEHNS;

- peKkoMeHaaumo NoTpebutenam (MoXeT UMeTb POopPMY NPOBEPOK, NPOBOANMbIX Nepen NPUMEHEHNEM
MEeONLIMHCKNX n3aenun n obecnevynsatoLinx AONONHUTENBHbIE PYKOBOASALNE YKA33aHUA MO NPUMEHEHUIO NN
3aMeHe MeaULMHCKNX N3AENUN);

- B KpanHux cny4vasax, TpeboBaHne onan4eckoro Bo3sparta unm ytunusaumm MeauumHCKuX n3genun.

NHdopmMmaLmna, OTHOCALLAACA K HECOOTBETCTBYOLLEN NPOAYKLIMN, AOMKHA ObITb A0BEAEHA N0 CBEAEHUSA
nepcoHana, KOTOPOro aTO KacaeTcs, YTO NO3BoNAeT (NPU HeOOXOANMOCTN ) UAEHTUPNLNPOBATL U KOPPEKTUPO-
BaTb NPUYNHbI HECOOTBETCTBUWN U Npeaynpexaatb ux noeTopeHune (cm. MCO 13485, noapasnen 8.5). Hdop-
MaLMns, OTHOCALWAACA K HECOOTBETCTBYIOLWLEN NPOAYKLUUN, MOXET NOTPEDOOBATL aHANM3a U KOPPEKTUPOBKN
NeAaATenbHOCTUN N0 MEHEQXKMEHTY PUCKA.

Mobble MeanuUMHCKNE N3aenna, BO3BPaLLEHHbIE OPraHM3aLnn, PEKOMEHAYETCA PacCMaTpUBaTb Kak
HEeCOOTBETCTBYOLLME.

JToOble BO3BpaLLEHHbIE MEANLIMHCKME N3AENNA, ANA KOTOPbIX CYLLECTBYET PUCK 3arpsa3HeEHNS (Hanpumep
MUKPOOMONOrnM4eCKOro, BUPYCHOro, XMMUYeCcKoro, paanoakTUBHOrO), PEKOMEHAOYETCA TaKKe pacCMaTPUBaTL C
TOYKWN 3PEHNA COOTBETCTBUA PErYNUPVIOLLNM TPEOOBaHUAM ANS ONACHbIX MaTepnanos.

[TpumedaHune—ononHutTensHasa MHQoOpMaLUMa No OYUCTKE NPOAYKLUM OT 3arpAa3HeHUn npuseaneHa B [16].

8.3.5 PekoMeHayeTcaynpasnaTb 0bpalleHneM C HECOOTBETCTBY IO LLIMMU MaTepnanamm, 0603HA4YEHHbI-
MW KaK OTXOAbl, ANa obecnevyeHuns:

- YeTKOW naeHTNduKaLumm ctatyca MaTepmnanos;

- HEBO3MOXXHOCTM nepenyTaTb HECOOTBETCTBYIOLLME MATEpPManbl C COOTBETCTBYOLLMMW;

- UCKNIOYEHNS BO3BPALLEHNA HECOOTBETCTBYIOLLMX MATEPNANOB B CUCTEMY NPOU3BOACTBA;
- De3onacHoro obpalleHna ¢ HeCOOTBETCTBYIIOLLMMN MaTepuanamn.

8.4 AHanu3 AaHHbIX

MCO 13485:2003 Uspenua meamumHckue. CucteMbl MeHea)XMEeHTa KadyecTBa. [peboBaHMA
ANA ueneun perynmpoBaHmA

8.4 AHanun3 gaHHbIX

Opearu3zayus 0osmkHa paspabomamb OOKYMEHMUPo8aHHY0 npouedypy onpedesnieHus, cbopa u aHa-
f1u3a OaHHbIX, He0bX00UMbIX 05151 0e MOHCMmpauyuu pe3yibmamusHocmu cucmemMbl MeHeO)XMeHma Kavecm-
8a U ee coomeemecmeusi pe2ynupyrowum mpeboeaHUsIM, a makxe 0715 OUEHKU 803MOXHOCMU M08bILLIEHUST
ee pesynbmamugHocCmu.

[aHHble AONXHbI BKNIOYATEL B €683 MHPOPMAaLNIO, MONYYEHHYIO B pe3ynbTaTte MOHUTOPWUHIE N U3Mepe-
HUA TAKXXE N U3 APYrnx COOTBETCTBYIOLLNX NCTOYHUKOB.

AHanNn3 gaHHbIX AOMXEH NPeaoCcTaBnNAaATb NHHOOPMALMIO NO:

a) obpammrou cesasu (cMm. 8.2.1);

b) cooTBeTCcTBUMIO TPEOBOBAHMAM K NpoayKummn (cMm. 7.2.1);

C) XapPaKTEPUCTUKAM N TEHAEHLUMAM NPOLLECCOB U NPOAYKLNN, BKNIOYaA BO3MOXHOCTU NPOBEAEHNS
npeaynpexaanwmx AencTBum;

d) nocraBLIMKaM.

3anucu pe3ynbmamoes aHanuia O0aHHbIX OOMKHbI nodoepxusambcs 6 pabodeM COCMOSHUU
(cM. 4.2.4).
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[1aHHble pekoMeHayeTcsa cobnpaTtb N aHAaNN3NPOBaTb C LENbIo Bepudunkaunm COOTBETCTBUSA N PE3YNbTa-
TUBHOCTN CUCTEMbI MEHEQ)KMEHTA KAYECTBA B f1aHHLIN MOMEHT BPEMEHM, 3 TAKXKE onpeaeneHns TEHAEHL NN
nnu mogenemn, Tpebyowmnx ocodboro BHMMaHua. OtTpuuaTtenbHble TEHASHUWN PEKOMEHAOYETCA PacCMaTpuUBaTh
C TOYKM 3PEHNS BO3MOXXHOCTU yNydLlLeHns. Pe3ynbTaThl aHanNn3a AaHHbIX PEKOMEHAYETCA paccMaTpnBaTh C
TOYKM 3pEHNA BBEAEHNS NX B aHANN3 CO CTOPOHbI PYKOBOACTBA, 8 TAKKE AEATENbHOCTU MO MEHEMKMEHTY
pUCKa.

AHaANN3 A3HHbLIX MOXET NOMOYb B onpeaeneHnn OCHOBHOW NPUYUHBI CYLLIECTBYOLLIMX NNWU NOTEHLNANb-
HbIX NPO6NeM 1 B NPUHATUN PeLLEHNN MO KOPPEKTUPYIOLLNM U Npeaynpexaalowmm AencTBUaAM, KOTOPble HEOD-
XOAUMO OCYLLECTBMNATbL C Lenbio YNy4dLlleHNa NpoayKunn,

[1na oueHnBaHNA pe3ynbTaTUBHOCTN CUCTEMbI MEHEAXKMEHTA KadeCcTBa peKoMeHayeTca 06 beanHATL U
aHann3npoBaTb AaHHblE N MHPOPMAaLNIO, NONYYEHHbIE N3 COOTBETCTBYIOLLNX NOAPA3AEeNEHNA OPraHn3aLmni.
Pe3ynbTaThl 3TOrO aHanusa MoryT ObiTb UCNONL30OBaHbLI OPraHM3aumnen ansa onpeaeneHus:

- TEHAEHLUWN COOTBETCTBUSA NPOAYKLNN PErynupyionm TpeboBaHnaMm;

- CTeneHn yaoBneTBOPEHHOCTN TPeboBaHuM NoTpedbutens;

- Pe3ynbTaTUBHOCTU NPOLLECCOB;

- 0encTBUN NOCTAaBLUMKA;

- yCnexoB B AOCTMXEHUU Lenewn yny4dlleHuns.

8.5 YnyuyuweHue
8.5.1 O0wWwme nonoXxxeHUnA

UMCO 13485:2003 Uzpenua meamumHckue. CuctemMbl MeHea)XMEeHTa KadyecTtBa. TpeboBaHUA
ANA ueneun perynmpoBaHmA

8.5 YnyduweHue

8.5.1 Obwue nonoxxeHuUs

OpeaHu3auyus 0o/mKHa udeHmuguyuposamse U 8bINOMHIMb M0bble U3MEHEHUS, HeOBX00uMble 0Ors
obecnedeHus U noddepxaHus NOCMOSIHHO20 coomeaeememaeaus pe2ynupyrowum mpebosaHusM U pesyribma-
MUBHOCMU cucmeMbl MeHeOXMeHma Kadecmaea, UCroib3ys nonumuky e obnacmu kadecmaea, ycmaHaesu-
gas uenu 8 a3mou obnacmu, a makxXxe Ucnonb3ys pel3ynbmambel ayoumos, aHanu3a OaHHbIX,
Koppekmupyowux u npedynpexoaiowux deucmeaul U aHanu3a co CMopoHbI pykosodcmea.

OpeaHu3ayusi 00/mKHa ycmaHo8Ume O0OKyMeHMUPOo8aHHbIe npouedyphl 8birycKa U npUuMeHeHUs1 Nosic-
HuUmenbHbIX yeedomneHul. Cnedyem obecriedumb 803MOXHOCMb NPO8eOeHUS makux rpouedyp 8 noboe
8pemMs.

3anucu 06 uzydeHuu xanob nompedbumernel OO/MKHLI nodoep)xueambecs 8 paboyeM COCMOSHUU
(cM. 4.2.4). Ecnu 8 x00e makoeo usydeHus1 bydem ycmaHo8/1eHO, 4mo nosieneHuro xanob nompebumeneu
criocobcmeyem 6HelWHAs desameribHOCMb op2aHu3ayuu, Mexoy 3auHmepeco8aHHbIMU op2aHu3ayusamu
crnedyem nposecmu 0bMeH coomeemcemayrouwlet uHgpopmMmavueu (cMm. 4.1).

Ecnu no mobou xanobe nompebumerns He nNpeonpuHaImMbi KOppekmupyrowue u/unu npeoynpexoaio-
wue deticmeausi, npu4dury crnedyem obbscHumsb (ecMm. 5.5.1) u 3apeaucmpupogamse (CM. 4.2.4).

Ecnu amo2o mpebyrom HauuoHarbHble Unu peauoHarbHbie HOpMamueHbie OOKYMEeHMbI, opaaHu3a-
yusi Oo/mkHa paspabomame OOKYMEHMUPOB8aHHbIe npoyedypbl y8eOOMIEHUS pe2ynupyouux op2aHos o
mex UHUUOeHmax, Komophble coomeemcmayom KpumepusiM K om4yemHocmu.

8.5.1.1 eatenbHOCTb MO yNy4LlleHUIo

B koHTekcTe TpeboBaHmnn MCO 13485 neatenbHOCTb MO YAYYLLIEHUIO ABMNAETCA AEATENBHOCTbIO MO A EH-
TMPUKALNN N BHEAPEHNIO NOOLIX N3MEHEHUIN, HEOHBXOAUMBIX ANS 0becnevYeHnsa n nogaepKaHns NOCTOAHHOIo
COOTBETCTBUA N PE3YNbTATUBHOCTU CUCTEMbI MEHEQKMEHTA KAYeCTBa NPU yAOBNETBOPEHUN TPebOoBaHUN
notpedbutensa. UaeHTndpunkauma HeobxoaAMMOCTU KOPPEKTUPYIOLLIMX NN NpeaynpeXxaarnLmx AenCcTBMN ABNSA-
E€TCA NOKa3aTeNEM TOro, YTO CUCTEMA MEHEAXKMEHTA Ka4eCTBa HE DYHKLIMOHUPYET Haanexawmm obpazoMnHe
ABNAETCA NOMNHOCTHLIO PE3YNLTATUBHON B KOHKPETHON 0BNacTtu aeatenbHocTn. Koppekuunio npodbnemMsl nnm
NOTEHUMANBLHON NPOBNEMblI MOCPEACTBOM OCYLLUECTBNEHNA KOPPEKTUPYIOWMX WNWU npeaynpexnaLmx
NENCTBUN C LENbLIO BO3BPALLEHNA CUCTEMbI MEHEAXXKMEHTA KA4eCTBa B COCTOAHNE MNONHOrO COOTBETCTBUA U
PE3YNbTATUBHOCTN PACCMATPUBAIOT KaK yNy4yLLUEHME.

8.5.1.2 XXanobbl noTpebutenen

8.5.1.2.1 Nwbaaxanobanotpedbntens, NOCTYNMBLLAA B OPraHn3aLunio, A0NXHa ObITb OLeHeHa. 2Kanobbl
noTpeduTenen n rapaHTUHbIE TPEDOBaHNA ABNAKTCA Handonee obLLMMN BHELLHUMW MOKa3aTEeNaAMN HEQOC-
TATKOB NPOAYKLWWN, KOTOPbIE MOTYT CTaTb OO BbEKTAMU KOPPEKLIMKN, KOPPEKTUPYIOLLMX AEUCTBUW C LIENbIO NpeA-
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ynpexaeHna noBTOPeHMa npobnemMmbl vnn npeaynpexaawnwmx AeUCTBUA C LEenbio npeaynpexaeHus
BO3HMKHOBEHNA NPobnembl.

B HEKOTOpbIX OpraHn3aunax CyLecTBYIOT noapasfneneHna, KOTopbie Ana 3TUX OpPraHusaumm MoryT
BbICTYNaTb B Ka4ecTBe NOTPebutenen. B 3ToM cnyyae BHYTPEHHUE XKanobbl MOryT ObiTb 00pabOoTaHbl KaK XKano-
Obl NOTPebutenen. Ecnu pedb naeT 0 HECOOTBETCTBYIOLLEN NPOAYKLUMK, TO Npoueaypa o0paboTkm Xanob Tak-
Xe OOMKHA BbINOMNHATLCA B cOOTBETCTBUM € TpeboBaHnammn NCO 13485, noapasnen 8.3.

[pn oueHnBaHNM XXanobbl OPraHn3aLma JOMKHA PaccMaTpPUBaTb:

- COOTBETCTBYET NN MeOULUMHCKOE nsaenue cneunonkaunam;

- CYLLECTBYIOT N nNpobnemsbl C NPUMEHEHNEM MEANLIMHCKOTO N3aenns, HECMOTPA HA ero COOTBETCTBUE
cneyunnkayumnam.

Hanpumep, xanoba Ha MeauuMHCKOEe mn3nenue, COOTBETCTBYKOLWEEe crneunukaunam, MOXeT ObiTb
obycnoBneHa aedekTtaMmn KOHCTPYKUMN. XKanobbl Ha obcny>XnBaHne MOryT yKasblBaTb Ha HECOOTBETCTBUE
MHCTPYKLMIA NO 3KCnNyaTtaunn perynmpyowmm TpeboBaHusaMm.

B perynupytoumne TpedoBaHnUa MOryT ObITh BKNOYEHBI TPebOoBaHUA K OpraHmn3aumam OTCNeXnBaTb NPU-
MeHeHne MeanLMNHCKUX n3aenmm n UHPOPMUPOBATL PErYNUPYIOLLNE OPraHn3aLmn O HEKOTOPbIX OrOBOPEHHbIX
B perynmpyowmx TpeboBaHmnax cnyyasax npuMeHeHns.

OpraHnsaumna agonkHa opmumnmanbHO Has3HauYUTb NUUo(a), OTBETCTBEHHOE(ble) 3a COOP U KOOPAUHALMIO
BCEX YCTHbIX N MUCbMEHHbIX XXanob noTpebutena Ha MeanuUHCKMe n3genua. I1o NNLO(a) A0MKHO(bl) UMETL
NONHOMOYNSA, rapaHTUpylowmne HemeaneHHbIN aHann3 Nodon Xanobbl, 0COOEHHO CBA3aHHOW C NMNONy4YeHNEM
TPaBMbl, CMEPTLIO NN NILO6ON ONAaCHOCTLIO.

N3yueHmne xanobbl NOMOraeT onpeaenaTb, Kakne snabl AEATENBLHOCTN MOTYT ObITb OCYLLECTBNEHLI 33
npeaenamMmuv opraHnsaumnn. 3T BUAbLI AeATENBHOCTU MOTYT ObiTb BLIMONHEHbI HA TEPPUTOPUN, HE NPUHAANEXa-
LLIEN OpraHn3aumnn (Hanpumep, ecnNn peydb NOET O CBA3AX C NOCTaBLUMKOM UNKW NPpeacTaBnTenem/areHTomM opra-
HU3aLMW), NN HA TEPPUTOPUN, NPUHaANEXKALLIEN TOW XKe opraHn3auum (Hanpumep apyromy noapasneneHuio
NNn rNaBHOMY ynpasneHunio). B nitobom cnydyae HeOOXOAMMO 3aKMNIOUUTL ABYCTOPOHHEE COrNalleHne O TOM,
Kakas KOHKpeTHasa MHdopmauma TpedbyeTca Ansa Toro, YTodbl A0MKHBIM 06Ppa30M N3yUnTb XKanobdy n oTpearnpo-
BaTb Ha Hee. OObIYHO 3TO NPEeaYCMOTPEHO YCNOBUAMMWN KOHTPAKTA.

8.5.1.2.2 [JoOKyMeHTUpPOBaHHAA CUCTEMA pPearnpoBaHNA Ha Xanobbl AOMKHA BKNOYaTb B cebA:

- YCTaHOBMEHNE OTBETCTBEHHOCTN 38 (PYHKLMOHUPOBAHNE CUCTEMDI;

- OUEeHMBaHMe Xanoo:

- COCTaBneHME 3anNUCEN N CTAaTUCTUYECKMX CBOAOK, MOMOrarLmX BbliBUTb OCHOBHbIE NPUYNHbI XKanoo;

- OCYLLEeCTBNEHNE KOPPEKTUPYIOLWNX NENCTBUMN,

- obpalleHne ¢ MeEAULMHCKUMU N3aennaMn, BO3BpaLleHHbIMN NoTpedutenem, MmHeCOOTBETCTBYIIOLLMMN
MeaAULUMHCKNMN n3gennamMmmn (0coboe BHUMaHue HeobXoaANMO yAeNATb OYMUCTKE N 00e33apakMBaHUIO MeaNLINH-
CKMX n3genun);

- perucTpaumio n XxpaHeHne obpalieHnn NoTpedutena n Apyrnx COOTBETCTBYIOLLNX 3aNNcen (PeKOMEeH-
OyeTcs YCTAHOBUTb CPOKN XPaHEHUS).

8.5.1.2.3 3anuncu o pesynbTaTax paccnenoBaHnmn No xxanobam NnoTpedutenen AOMKHbI cCoaepKaTb A0C-
TAaTO4YHO MHPOPMALIMK, NOKa3bIBAKOLLEN, YTO XKanoba AOMKHbIM 00pa3oM NpoaHanNnU3npPoBaHa, HanpumMmep, cne-
NyeT yKa3aTb:

- ObIn N1 0TKa3 paccMaTpmnBaeMoro MeaNLIMHCKOro n3aenus cBasaH ¢ ero PyHKUMOHNPOBaAHUEM B COOT-
BETCTBUMN CO CcNeLUnUKaLNaAMM;

- 6bINO NN MeANLIMHCKOE n3aenue NCnonb3oBaHO ANA NEeYEHUa NN ANArHoOCTUPOBAHUA MALMEHTA;

- CTano N1 Ncrnonb3oBaHMe MeANLMHCKOro n3aenna NpuyYNHON CMePTU, TpaBMbl NN DONE3HW;

- CYLLECTBYET NN B3aUMOCBSA3b MeXay MeANLIMHCKUM U3AENNEM N PACCMATPUBAEMbIM MHLIMOEHTOM UMK
HebnaronpuaTHbIM BO3AENCTBMEM HA HErO.

TepMuHbl «0ONe3Hb» U «TPaBMa» 4acTo bbiBalOT ONpeaeneHbl B HaLMOHaNbHbIX N perMoHanbHbIX HOPMa-
TUBHbIX OOKYMEHTAX.

8.5.1.2.4 3anuncb 0 paccnenoBaHnM XXanobbl NOTPebuTena o00bLIYHO BKNIOYAET B CebA:

- HaUMeHOBaHMEe MeaULMNHCKOro n3nenus;

- AaTy NOCTYNneHusa Xanoobbl;

- PEerncTpaLmnoOHHbLIN HOMEP;

- HAUMEHOBaHME N aapec hUPMbI, OTKYA3 NOCTYNMNAE Kanoba;

- coaepxaHune Xanoobl;

- pe3ynbTaTthbl paccneaoBaHUs;

- NPOBEAEHHYIO KOPPEKLUMNIO;

- NpPeanpuHATLIE KOPPEKTUPYIoLWNe OeUCTBUS;

- 0BOCHOBAaHME B cry4vae OTCYTCTBUA OENCTBUN;
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- paTy NpoBeAeHna paccneaoBaHus;

- (haMnnuio Nnua, NPoBoAALLEro paccneaoBaHUE;

- OTBET Ha Xanoby.

XKanobbl noTpebntenen pekoMeHaAYETCA pacCMaTPUBATL C LIENbIO aHaNn3a 1 KoOppeKUunn AeaTenbHOCTH
NO MEHEOXXMEHTY PUCKA.

8.5.1.3 loacHUTenbHble YyBEAOMNEHNA

8.5.1.3.1 HaunoHanbHbIE NN perMoHanbHble perynupytolimne TpedoBaHna MOryT coaepaTthb TpeboBa-
HMe 00 oTnpaBKe NOACHUTENDBHbLIX YBEAOMNEHNN B COOTBETCTBYIOLLME PErynmpytolme opraHmn3aumn.

B HEKOTOpPbIX CTpaHax NOACHUTENBLHOE YBEAOMNEHNE PAaCcCMaTPUBAIOT KaK CpeACTBO NPUBNeYeHNsa BHU-
MaHNA K MEANLIMHCKNM N3OENNAM, KOTOPbIE HEODXOANUMO NCNPAaBUTb, ANA TOro YTOObLI OHW BbINM BE30NACHbIMU
N PYHKLUMOHNPOBANN B COOTBETCTBUN CO CBOUM Ha3Ha4YeHUEM, a TaKXe K HECOOTBETCTBYIOLLMM MEAULIMHCKNM
N3aennam, KOTopble He MOTyT ObITb UCNPaBNEHbI N AOMKHbI ObITb OTO3BaHbI C PbiHKA. B ApYyrMx cCTpaHax n0OACHU-
TenbHOE YBEAOMNEHUE ABNAETCA YBEAOMNEHMEM O HEODXOANMOCTU KOPPEKLUUN MEANLIMHCKOrO U3aenua ¢
LLlenbo NoaAepXaHNAa ero 6e3o0nNacHOCTU M Pe3yNbTATUBHOCTMU, a TaKKe YBEAOMNEHNEM O HECOOTBETCTBYIOLLINX
MEANLIMHCKNX U3AeNnNaX, KOTopble A0MNXKHbI ObITb OTO3BAaHbI C PbiHKa. BO MHOMMX CTpaHax CyLLEeCTBYIOT KOHKPET-
Hble perynupytowme npoueaypbl Ana odpadboTkKNn NOACHUTENBHLIX YBEAOMNEHUN N OT3biBA HECOOTBETCTBYIO-
LLUMX MEOANLIMHCKNX n3aenun. TN npoueaypbl AOMXKHbI ObiTb BKNIOYEHbI B CUCTEMY MEHEAXXMEHTA Ka4yecTBa
OpPraHn3aLmm.

XapakTep U cepbe3HOCTb ONAaCHOCTN MNN HECOOTBETCTBUA, NpeaHa3Ha4YeHHOEe NPUMeHEHNE MeaNLINH-
CKOro n3gennan BO3MOXXHOCTb NONYYEeHNA TPaBMbl NIALNEHTOM UNN HECOOTBETCTBUE PEryNNpVIoLWNM TpeboBa-
HUAM ONpPeaenarT HeobXOAUMOCTb COCTaBMEHUA MNOACHUTENLHOrNO yBEAOMMNEHUA W nepenavn ero B
HaLUWOHaNbHbIE NN PErMOHaNbHbLIE Perynupylolme opraHnsaumnn. Itn oakTopbl onpeaenatoT TakKe Cpou-
HOCTb U MaclwTadbbl X BMelLLaTenbCTRA.

8.5.1.3.2 lpoueaypbl cocTaBNeEHNA, onpeaeneHna NONHOMOYUA U BbINYCKa MNOACHNTENBLHOIO yBEAOM-
neHna AonNXHbl YCTaHABNUBATD!

- cornawleHua ¢ pykoBoaACTBOM OpraHn3aummn, no3sonsawome MHNUMMPOBAaTEL AaHHbIE NPoLeaypbl AaXe
B OTCYTCTBUM NOArOTOBNEHHOINO NepPCcoHana;

- YPOBEHb PYKOBOACTBA, HA KOTOPOM BO3MOXHO CaHKUMOHUPOBAHUE Ha4ana KoppeKTUPYIOLLNX
NenCcTBUN, U METOA onpeaeneHna MeanUMHCKNX n3aennun, Ha KOTopble HanpaBneHbl 3TN AEUCTBUSA;

- CUCTeMy onpeaeneHnsa cnocodba obpalleHna ¢ Bo3BpaLlleHHbIMU MEANLIMHCKUMN N3aennammn (Hanpu-
MEp nepeaenka, NOBTOPHOE yNakoBbiBAHWUE, CMINCAHUE);

- CUCTEMY CBA3M (BKNIOYAIOLWWYIO B €0 HEODXOAMMOCTb YBEAOMNEHNA PEMMOHANBHLIX NNWU HALIMOHAnNb-
HbIX PEerynupyiowmx opraHnsaunn), paccMmaTpuBaemMble BONPOCbl 1 METOALI CBA3WN MEXAY OpraHm3aunen m
HaLWOHaNbHLIMMN NN PEMMOHANbHBLIMU PEFYNUPYIOLLUMMW OPraHn3aunsaMmu.

8.5.1.3.3 lloscHnTENbHOE YBEAOMNEHNE AOMKHO BKNIOYATL B CEDS:

- Ha3HadYeHne MeaAUNLMHCKOro n3nenuns;

- NOPAAKOBbIN HOMEP NN APYIYIO NAEHTUMPUKALMIO (HanpuMep HOMEP rpynnbl NN cepumn) MeaNLIMHCKO-
ro n3genua;

- NPUHMHY BbINYCKa NOACHUTENBLHOINO YyBEAOMNEHUSA;

- npepynpexaeHna o niodon BO3MOXHON ONACHOCTMN;

- coobLeHne 0 NOdLIX NocNeayLWNX AENCTBUAX.

B cny4yae BO3BpaLleHNa opraHn3aunm MeanLmMHCKOro n3aenna pekoMeHayeTca KOHTPONUPOBAaTL OCYLLEe-
CTBNEHWE KOPPEKTUPYIOLLIMX AENCTBUN, NO KOTOPbLIM NPUHATO COrnalleHne, n (Npm HeobxoanMMoCTn) Cornaco-
BblBATb 4YMCNO MEAULMHCKUX U3aenun, BO3BPALLEHHbLIX OpraHusauum, Nbo BbIOPAKOBAHHbLIX HA MecTe
NPUMEHEHNSA, NNOO NcNpaBneHHbIX HA MeCcTe NPUMEHEHNSA.

8.5.2 KoppexTupyrowme aencTeBmA

MCO 13485:2003 UzpenuamMmeauumHckue. CucteMbl MeHeAKMeHTa KayecTBa. TpeboBaHuAa onA
uenen perynmpoBaHma

8.5.2 KoppekTupymwuwme aeUcCTBUA

OpraHmnszaumsa AOMKHa nNpeanpuHUMaThL KOPPEKTUPYIOWNE AENCTBUA C LIENbIO YCTPaHEHNA NMpUYvnH
HECOOTBETCTBUN ANA NpeaynpexXaeHmna NOBTOPHOro nx BO3HUMKHOBEHUSA. KoppeKkTupyowmne NencTBUA AOMXK-
Hbl 6bITb aAeKBaTHLIMW NOCNEACTBUAM BbIABNEHHbIX HECOOTBETCTBUMN.

HonxHa ObITb pa3spadboTaHa AOKYMEHTUPOBAHHAA NpoLeaypa ana onpeaeneHua TpedoBaHUMN K:

a) aHanusy HeCOOTBETCTBUMN (BKNOYAA Xanobbl NOTpedbutenen);

b) yCTaHOBNEHMIO NPUYMH HECOOTBETCTBUM;

C) OUEHUBAHUIO HEODXOAMMOCTN AeNCTBUN, YTODLI 3beXxaTk NOBTOPEHNA HECOOTBETCTBUN;
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d) onpedeneHurO U 8bINOIHEeHU He0bXO0UMbIX Oelcmeaul, 8K4vas, ecrnu yernecoodbpasHo, 06HOE6-
neHue OoKyMeHmos (cm. 4.2);

e) peaucmpauuu pesynbmamoes 1obbix paccriedosaHul U NPUHIMbIX Mep (cM. 4.2.4);

f) aHanu3y npeonpuUHIMbLIX KOppekmupyowux dedcmeul U ux pesyfibmamugHocmu.

8.5.2.1 KoppekTupyrwunm aencTBmemM cHUTaloT AeUCTBue, NpeanpuHATOoEe ANa npeaynpeXxaeHna noBTo-
PEHNA VKe BbIABNEHHOrO paHee HecooTBeTCTBUA. [1pK HANNMYUN HECOOTBETCTBYIOLLNX MEAULIMHCKNX N30ENnNK
npeanpnHumatloT aencrtensa cornacHo NCO 13485, noapasnen 8.3, a ansa npeaynpexaeHna noOBTOPEHUA HECO-
oTBeTcTBUA — cornacHo NCO 13485, nyHkT 8.5.2.

[Mpouenypsl, pa3paboTaHHble OpraHn3aunen, NpeanpPUHUMAaIOLLLEN KOPPEKTUPYIOLLNE AENCTBUA, OOMK-
Hbl YETKO YCTaHaBNUBATD:

- Nnuo(a), OTBETCTBEHHOE(ble) 33 OCYLLECTBNEHNE KOPPEKTUPYIOLNX OENCTBUN;

- AaTy 1 cnocob OCYyLIECTBNEHUSA KOPPEKTUPYIOLLINX AENCTBUN;

- cnocob Bepnpukaunm pe3ynbTaTUBHOCTU KOPPEKTUPYIOLLNX AEUCTBUN.

BaxXHOW 4acTbio 3TOMN NPOrpamMmbl ABNAETCA nepenada NHPOpPMaLMn O KOPPEKTUPYIOLWNX AEUCTBUAX
nuuaMm, HenocpeacTBeHHO OTBeYalLwWwmM 3a obecneyeHne Ka4yecTsa MeQULIMHCKUX N3aennun.

8.5.2.2 PekomeHayeTca TOYHO MAEHTUMOULMPOBATL NPUYNHBI BbISBNEHHBLIX HECOOTBETCTBUN C LENbIO
OCYLLIECTBNEHNSA KOPPEKTUPYIOLLNX AENCTBUN N NPeaynpexaeHns peLmamsoB. STMMN NPUYNHAMN MOTYT ObIThb:

- OTKas3sbl, HecpabaTbliBaHNEe MeJULIMHCKNX N3AENUA NN HECOOTBETCTBME BXOAALLIMX MaTepuanos, Npo-
LLEeCCOB, NHCTPYMEHTOB, 000PYA0BaHNA UNN NOMELLIEHMIA, rAe 3TU n3penua oopadaTbiBalOT, XPaHAT UNn obcny-
XUBAIOT;

- HECOOTBETCTBUE UMM OTCYTCTBME NpoLeayp U AOKYMEHTOB;

- HecobnaeHwe nNpoueayp;

- HeaaeKkBaTHOE ynpaBneHne NPoLecCamMu;

- NNOXaa ANCneTvyeEpPn3aums;

- HegoCTaTO4YHas NoAroToBKa NepcoHana;

- HeaaeKkBaTHble ycnoBusa paboThl;

- HECOOTBETCTBYIOLNE PErynupyromnm TpedboBaHUAM pecypcbl (YHeNoOBEYECKNE NN MATEPUATbHbLIE);

- BHYTPEHHASA HeCTabnnNbHOCTb NPOLECCOB.

8.5.2.3 BxoaHble gaHHble ANA KOPPEKTUPYIOLWNX AENCTBUN MOTYT ObiTb NONYYEHb! N3 Pa3HbIX NCTOYHU-
KOB, KOTOPbIE BKMIOYAIOT B ce0A:

- 3aNnCKU O KOHTPONE N UCTbITaAHUAX MeaAULMNHCKUX U3aENUN;

- pes3ynbTaTbl U3yHEHNA BaNUAaLUW;

- 3anncun O BbIABNEHHbIX HECOOTBETCTBUSAX;

- HabnwAaeHna B Xo0ae MOHUTOPUHIAE NPOLLECCOB;

- pe3ynbTaTtbl ayaAUTOB;

- ’Kanobbl Ha PYHKLUNOHNPOBAHNE, OOCNYXMBAHNE MEANLIMHCKNX U3AENUN UMW Kanobbl NOTpedbuTens;

- HabnaeHUa perynnpyomnx opraHmsaumn nnm notpeburens;

- HabnoaeHna n cooblieHna NepcoHana opraHn3auvn;

- Npobnemsbl C NOCTaBLUNKAMM,;

- pe3ynbTaTbl aHann3a co CTOPOHbLI PYKOBOACTBA;

- 3anpPOLUEHHYI0 NHHOPMALNIO O HOBbIX NN MOANMPULNPOBAHHbLIX MEANLMHCKNX N3OENNAX;

- onybnuKoBaHHbIE MaTepunansl;

- onNyobnukKoBaHHbIE COOOLLEHNA 0D OTKa3ax aHanorM4HbIX MEAULIMHCKNX N30ENUN.

8.5.2.4 PesynbTaTMBHOE OCYLLECTBNEHNE KOPPEKTUPYIOWLNX AEUCTBUN ODbLIMHO BKNIOYAET B cebA:

- TOYHVYIO N OAHO3HAYHYI0 NAEHTUDOUKELINIO HECOOTBETCTBUA U HECOOTBETCTBYIOLLEro(MX) MEANLIMHCKO-
ro(ux) nsgenna(nn);

- naeHTndpUKaLml nonydyarens(en) HECOOTBETCTBYOWEro(nx) MeanunHCKOro(mx) wnsaennsa(nn)
(cm. NCO 13485, noanyHkT 7.5.3.2);

- PacCMOTPEHNE BO3MOXHOCTN HECOOTBETCTBUA APYroro(ux) MmeanumnmHckoro(nx) nsgennsa(n), npouec-
ca(oB) unn npoueaypsli(npoueayp);

- nAeHTUPUKaLNO OCHOBHOW NPUYNHBLI HECOOTBETCTBUS;

- nAaeHTNPUKaLMIO AENCTBMN, HEODXOAUMBIX ANA NpeaynpexaeHns NOBTOPEHNA HECOOTBETCTBUS;

- Nony4YeHne HeoBXOANMBIX CaHKLMN ANSA OCYLWECTBNEHNA NOOLIX AENCTBUN;

- pPErncTpaumio NPeanpPUHATBLIX KOPPEKTUPYIOLLNX OENCTBUN;
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- MPOBEPKY Pe3yNnbTaTUBHOCTN NPEANPUHATLIX KOPPEKTUPYIOWNX AEUCTBUN (T. €. BEPNIUKALMIO TOrO,
YTO BEPOATHOCTb HECOOTBETCTBUA YPE3BbIYaNHO Mana v KOpPpeKkTUpyrLwmne Aenctema He CnpoBoLMpoBanu
HOBbLIX PUCKOB).

8.5.2.5 O0veMkoppekTUpyoLLnX AencTBUN OyaeT 3aBUCETL OT CTENEHU PUCKa, MacLuTabOoB U CyTU NPOO-
neMbl, @ TaKkke OT ee BNUAHUA Ha Ka4eCTBO MeaULMHCKOro nsaenua. Hanpumep, macwtabbl uccneaoBaHus,
NPOBOAMMOrO C LleNbo YCTAHOBNEHUA NPUYNHBI HECOOTBETCTBUA, 00BbEeM pPaboThl, NpoAEeNaHHON AN onpeae-
NeHnsa n BepnnkaLnm agekBaTHOCTN KOPPEKTUPYIOLLUX AEUCTBUN, N YNCMO COXPaHAEMbIX AOKYMEHTOB OyayT
ropasno donee 3Ha4YUTENbHLIMU ANA HECOOTBETCTBUA, CBA3AHHOINO C OTKa3oM MeaNLIMHCKOro n3aenua, 4em
ONA MeHee Cepbe3HOro HeCOOTBETCTBUA, TAKOro, Hanpumep, Kak HenpoBeaeHne BHYTPEHHEro ayamTta B
YCTaHOBNEHHOE BpeMS.

KoppekTnpyowmne AencTema pekoMmeHayeTca NpoBoaAnTb De30TnaratenbHo.

8.5.3 MNpepynpexparoume AoeNcTBmUA

UCO 13485:2003 Uzpenua meamumHckue. CucteMbl MeHeaA)XMEeHTa KavyecTBa. TpeboBaHUA
ANA ueneun perynmpoBaHmA

8.5.3 lNpeaynpexaawowme AeNcTBUA

OpraHnsauuna AomkHa onpeaennTb AEUCTBUA C LLIENbIo YCTPAHEHNS NPUYNH NOTEHLUMANbHLIX HECOOT-
BETCTBMW ANA NpeaynpexaeHna nx noasneHuns. lNpeaynpexaaowme aenctena AOMKHblI COOTBETCTBOBATDL
BO3MOXHbIM NOCNEACTBUAM NOTEHLMANbHLIX NPpobnem.

HomkHa 6bITh pa3paboTaHa AOKYMEHTUPOBAHHAA npoueaypa ana onpeaeneHmna TpeboBaHmi K:

a) YCTaHOBNEHUIO MNOTEHLMANBbHbLIX HECOOTBETCTBUN U NX MNPUYNH;

b) oueHnBaHNIO HEODXOAMMOCTN AEUCTBUN C LLENbIO NpeaynpexaeHns nosaBNEeHNA HECOOTBETCTBUN;

C) onpeaeneHunto n ocyLeCTBNEHNIO HEODXOANMbIX AENCTBUN;

d) peaucmpauyuu pe3ynbmamoes mobbix paccnedosaHul U npuUHImMbix Mep (cMm. 4.2.4);

e) aHanu3ay npednpuHaImbix npeodynpexoarouwux deucmeaul U Ux pesyibmamugHocmu.

[penynpexaaowmne AencTBna NpeanpuHUMaloT nocne naeHTMOUKaLmMn NoTEHLUManbHbIX HECOOTBET-
CTBMW B pe3ynbTaTte aHannia 3annucen n Apyrmx COOTBETCTBYHOLLNX NCTOHYHMKOB MHOPMALNN.

Ob6beM NpeanpUHATLIX NpeaynpexaanLumx 4encTenn dyaeT 3aBUCETb OT CTENEHN PUCKa, MacLLUTabOoB U
CYTU Npobnembl N ee BNNAHUA Ha Ka4eCTBO MEANLIMHCKUX U3aENUN.

CcTOUHUKM nHopmMmaLumnn, 0oycnaBnmBaoLLEN MHNLMANWU3ALUUIO NpeaynpexaanLmnx AeNCTBUA, BKMOYa-
10T B cebda:

- Hanuyme 3aKyrnneHHbIX MEONLIMHCKUX U3OENNIN, BbIOPaKOBAHHbLIX B MPOLLECCE NPUEMKW;

- 0OKa3aTeNbCTBA HEMPABUNbHOCTU NpeabiayLInX peLlleHnn, BANAIOLNX HA COOTBETCTBUE MeaUNLIVH-
CKUX N30ennu;

- HanNu4ne MeaunuMHCKUX u3genun, Tpedbyrowmnx nepeaenku;

- Hanu4me npodbnem B npoLecce NPon3BoACTBa, MAcLUTabbI NOTEPb;

- HENPOXOXAEHMNE OKOHYATENBLHOrO KOHTPONSA;

- 0DpaTHYIO CBA3b C NoTpebuTenem;

- rapaHTUnHbIE YCNOBUSA;

- N3MEPEHUS, BbIMONHEHHbIE B NPOLIECCE NPON3BOACTBA MEANLIMHCKNX N3AENWUN;

- CTATUCTUYECKNE OOKYMEHTLI, NOMYyYEHHbIE NPU YNPaBNEHNN NPOLECCAMMU;

- NAEHTUPUKALMIO PE3YNbTATOB, HE COOTBETCTBYIOLLMX 0OLLIEMY HANPABNEHUIO, HO COOTBETCTBYIOLLNX
cneunnKkaLnam;

- TpyaAHOCTU ¢ noctaslmkamm (cM. MCO 13485, nyHkT 7.4.1);

- OTYEeTbI 0 NPOBEAEHHOM OOCNYXXNBAHNW;

- HEOOBXOANMOCTb NOMy4YeHUa pas3peLleHnn Ha OTKMOHEHUE OT Perynmpyomx TpedboBaHmi.
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[MpunoxeHue A
(cnpaBo4HOe)

TepMUHbI, NPUMEHAEMbI€ B HEKOTOPbIX Perynmpyrowmnx opraHm3aumax ana onMcaHMA CCbINOYHbIX
AOKYMEHTOB HaCcTOALEero craHgapTa

Tabnuya A.1 — TepMuHbl, NPUMEHAEMbIE B HEKOTOPbIX PerynmpyoLLmnx opraHn3aumax Ans onucaHns CCbiNOYHbIX A0-
KYMEHTOB HaCTOSsILLIero CTaHAapTa

HokyMeHT CLWA EBponemckoe AnoHusa
CoobuwecTBo
Komnunayua sanncen, onucbisarowmnx n pernctpupyrowmnx aea-| DHF HekoTopble YacTb
TeNbHOCTb No npoekTnpoBaHntd (cM. NCO 13485, nyHkT 4.2.4 n| (Design History | TexHndeckne Seihin
noapasaen 7.3). File) OOKYMEHTHI U Hyojunsho
AocCbe NpoekTa
[Tpmepbl TEPMUHOB BKNKYAKT B cebs: pacyeThbl, BXOAHbIE AaH-
Hble ANa NPoeKTUpoBaHnA, TpeboBaHnA n cneundmnkalmn, oTHeThl
O MPOEKTHbLIX NCMbITAHUAX, aHaNN3 pUCcKa, aHann3 nNpoekTa, oT4YeThl
O Bepuukaunm n sanuaaumn npoekTa (BKNKYas pesynbTaTbl KNK-
HUYECKUX UCNbITaHWUN), MapPKNPOBaHNE, N3MEHEHNA NPOEKTa U CO-
NyTCTBYIOLLME 3aMNNCK
Komnunayna AOKYMEHTOB, OCHOBaHHbIX Ha aeATenbHocTu no | DMR HekoTopble Seihin
NPOEeKTUPOBaHMID N NoapobHO onucbhiBarWMUX npouecc npous-| (Device Master | TexHuyeckne Hyojunsho
BOACTBA, BKNKW4Yas  KpuTepun  ucnbiTaHUA 1 npuemMkun | Record) AOKYMEHTbI U
(cm. NCO 13485, nyHkT 4.2.1 n noapaspnen 7.1). AOCLEe NPOEeKTa
[Tpumepbl TepMUHOB BKNKOYaKT B cebA: cneyndukaumn Ha
Cblpbe, YNakoBKy N MapKUPOBKY, cneundukalnm Ha npoLecchl/Npo-
OYKUNIO, YepTexun, nepedHn 3andacten, padoume WHCTPyKLMn
(BKNOYas NHCTPYKUMK No padoTte ¢ obopyaoBaHmem), npoueaypol
cTepunusaummn (Npn Heo®xoanMoOCTK), NNaH KavyecTea, Npoueaypbl
N3roTOBNEHUSA/UCMbITAHUA/KOHTPONSA U KPUTEPUU NPUeMKUN, npoLe-
Aypbl MOHTaXxa, TpeboBaHUa K 0H6CNyKMBaHUID
Komannauyna  3anucen, cogepxawmx uctopurd  npous-| DHR 3anucuy, 3anucu
BOACTBA/M3roTOBNEHUA NPOAYKLUMN U AeMOHCTPpUpyrLWmx ee cooT-| (Device History | BbinonHAeMble O KadecTBe
BETCTBME YTBEPKAEHHBLIM AOKYMEHTAM Ha BbINYCK ONbITHOM cepun | Record) B npouecce
(cM. NCO 13485, nyHKT 4.2.4). N3roTOBNEHUS
[TpmMmepbl TEPMUHOB BKNKYAKT B cebsA: 0TUETHLI 00 UCMbITaHUAX
B npoLecce Npou3BOACTBa, 3anNUCKU Ha rpynny nnu cepuro mMeamn-
LIMHCKUX n3penun, BeryHkn (HaknaaHble), oT4eTbl 0 PYHKUNOHANb-
HbIX UCABITAHUAX, PaKTUYECKN UMeIoLWaaca MapKnpoBka
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[MpunoxeHue B
(cnpaBo4YHOe)

AHanu3 cywecTBeHHbIX pasnnunn mexay ctanpaptamm UCO 13485:1996 n UCO 13485:2003

Tadbnunua B.1 — AHanus cywlecTBeHHbIX pasnnynin mexay ctadHaaptamm MCO 13485:1996 n NCO 13485:2003

CooTBeTCTBYHOLNNA

Pasaen, NyHKT, NOANYHKT pasaen, NyHKT,
NCQO 9001:1994 NOANYHKT

NCO 13485:2003

CyuwecTBeHHOE pasnuyune

1 OBnacTb NpMMeHeHUs 1 MCO 13485 npeaHasHadyeH ANA MeXAyHapOAHOW rapmMOHU3auUun
perynupyrowmx TtpeboBaHMM K CUCTEMaM MEeHemKMEHTa Ka4ecTBa
opraHmnsauuin, paspadaTbiBalOLWLUX U NOCTABNSAOLWNX MeAULIMHCKNE N3-
nenus.

[Mockonbky MCO 13485 He coaepxut Tpebosanmnin [30], He coBMeC-
TUMbIX C perynupyrowmmMmmn uensmmn, To cootesetctene NCO 13485 He
rapaHTupyet cooTBeTCcTBUA [30].

Mockonbky MCO 13485 copnepXut perynupytoLwine TpedoBaHusA, KO-
Topble He MoryT coaepkaTtbea B [30], To cooTBeTcTBUE [30] HE rapaHTn-
pveT cootBeTcTBUA NCO 13485.

McknioveHns anst atana npoekTUpoBaHUA 1 paspadoTkM CUCTEMBDI
MeHeQKMEHTa KavecTBa BO3MOXHbI TONbLKO, €CNN OHU pa3peLleHbl pe-
rYNUpyrLWumMm TpedoBaHNAMM.

HeBkntoveHne TpeboBaHMM K NpoLeccamMm XU3HEHHOro LMKNna npo-
AVKLMN BO3MOXXHO TONBLKO, €CNW OHU HE ABNAKTCA HEOOXOAUMbIMN ANS
KOHKPETHOro MeAULIMHCKOro usaenus, paspabatbiBaemMoro opraHusa-
LUen.

BollweynomMmsaHyThle TpeboBaHUA A0MKHLI ObITh PaCCMOTPEHLI B CUC-
TeMe MEHEQKMEHTA KavyecTBa opraHmsanmnm

2 HopmaTtueHble 2 EAWHCTBEHHON HOPMAaTUBHOW CCHINKOW SABNAETCA CCblNka Ha
CCbINKN NCO 9000, T. k. NCO 13485 He copaepXUT Bcex TpedoBaHUMN B COOTBET-
cTeuun ¢ [30]; apyrne ctaHaapTbl BKNOYeHbI B B ubnuorpadunio B Kavec-
TBE CNPaBOYHbIX AOKYMEHTOB

3 OnpepeneHus 3 MCO 13485 copnepxut oObACHEHUA B3aUMOCBSA3N MeXay OpraHu-
3aumen, NoCTaBLUUKaMM U NoTpedutensamn.

MCO 13485 coaepxut Bonee pasBepHyTOoe onpeaeneHne TepMmnHa
«MeaULMHCKOE n3aenuey.

B NCO 13485 TepMUHBbI «yCNyr» UNmM «COMyTCTBYIOLLME YCRYrn»
MOrYyT OTHOCUTbLCA TaKKe K NpoAyKLUUN UNUu MeanULMHCKOMY N3AENnLo.

NCO 13485 copepxut passepHyTOe onpeaeneHme TepMmHa «cTe-
PUNbHOE MeaULIMHCKOE n3pnenmex»

4 TpeboBaHua kK cucteme| 5.1;5.3;5.4.1 HanHbin paspen NCO 13485 yaensaeT OCHOBHOE BHMMaHUE «MNoA-
KadyecTBa (TONbKO 3arono- NepPXXaHNK Pe3ynbTaTUBHOCTU» CUCTEMblI MEHEQXKMEHTa Ka4vecTBa, a
BOK) He «MOCTOAHHOMY YNy4lLEeHNID» CUCTEMbI MEHEM)KMEHTA Ka4veCTBa, Kak

3710 66110 B [30].

4.1 OTBETCTBEHHOCTb pVy- To xe To xe
KOBOACTBA (TONBLKO 3arono-

BOK)

4.1.1 Monutunka B obnactn » NCO 13485 copepxut noapodHOe onncaHue pasnnuymn mexay no-
KayecTBa NUTUKOW M LenaMmn B 00NacTu KadecTsa

4.1.2 OpraHusayus (Tonb- 5.0.1 MCO 13485 Honee WMpoko TpakTyeT TpeboBaHMe HE3AaBUCUMOCTH
KO 3aronoBok) nuL, YbA AEATENBLHOCTb MOXET BNUATL HA KA4eCTBO NPOAYKLUN.

4.1.2.1 OTBETCTBEHHOCTb MCO 13485 ykasbiBaeT Ha CBA3b MeXAay perynupyowmnmmn TpedoBa-
N NONHOMO4 NS HUAMW U ONbITOM MepcoHana opraHn3aymm

4.1.2.2 Pecypcol 6.1;,6.2.1 MCO 13485 copepXuT ACHYK QOPMYNNUPOBKY 3aBUCUMOCTU KOMMe-

TEHTHOCTU NEPCOHANa OT NONYHYHEHHOIoO 06pasoaaHms=|, KB&U'IMd)I/IKaLI,I/IM,
OonblTa N NOCAroOTOBKHA
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NOANYHKT
NCO 13485:2003

CyLlecTBEHHOE pasnuyne

4.1.2.3 [lpeacrasButens 5.0.2 MCO 13485 ycTtaHaBNUBaEeT OTBETCTBEHHOCTL NPEACTaBUTENS PY-
pPYyKOBOACTBA KOBOACTBA 3a obecnevyeHne NOHMMaHUA perynupyrwmnx TpedosaHnn n
TpeboBaHUN NOTpedUTENs BHYTPU OpraHmM3auun
4.1.3 AHann3 co CTOPOHbDI 5.6.1; 8.5.1 NMCO 13485 ypenseT 6onblwoe BHUMaAHUE OLEHUBAHUKD BO3MOX-
pPyKOBOACTBA HOCTEN ynydlleHUA CUCTEMbl MeHeQ)KMeHTa KadecTBa Kak oaHOW K13
Lenen aHanns3a co CTOPOHbI PYKOBOACTBA.
NCO 13485 copepxut noapobHoe nanoxeHue TpedoBaHU K BXOA-
HbIM W BbIXOAHBLIM AaHHLIM, OTHOCALMMCS K aHann3y Co CTOPOHbLI PYKO-
BOACTBA
4.2 Cuctema kadectBa| 4.1;4.2.2;7.2.1, NMCO 13485 akueHTMpyeT BHUMaHME Ha YCUNEHUU MPOLECCHOro
(TONbLKO 3aronoBOK) nepevncneHune ¢); | noaxoaa, NONOXEeHHOro B ero OCHOBY.
4.2.1 Obwmne nonoxe- 7.2.2, Cuctema MeHeaXMeHTa KadvecTBa opraHmsaunm AomKHa paccMmarT-
HUS nepevYncneHne a) | puBaTb MeToabl ynpasneHusa BXoAAWNMN B HEEe NpoLLeccamMmu.

NCO 13485 copepxunt TpeboBaHne 0OOCHOBLIBATL B PYKOBOACTBE
MO KayecTBY UCKNKYEeHUe ndoro npouecca, BXoAAWEro B CUCTEMY
MEHEeKMEHTA KavecTBa opraHnsauumn

DOTKU
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NPOEKTUPOBaHNA W pa3pa-

4.2.2 Tlpoueaypbl cucte- 4.2.1 NCO 13485 He coaepXUT 0TAENLHOro NyHKTa (MOANYHKTa), NOCBS-
Mbl Ka4ecTBa LEeHHOro KOHKpEeTHbIM npoueaypam cUCTeMbl KadecTBa.
NCO 13485 copepxut Bonee noapobHoe onucaHne pasnnYHbIX
OOKYMEHTOB, OTHOCALUMNXCA K CUCTEME MEHEAKMEHTA Ka4vecTBa.
MCO 13485, He ycTaHaBnNuBaa cneunanbHOro TepmMuHa, Tpebyer
AN KaXkaoro MmeanuUuHCKOro n3gennsa Hanndmsa panna, cogepaLlero
TpeboBaHWUA K 3TOMY U3AENUIO N COOTBETCTBYHOLWNE TPpedOoBaHNA U NPO-
Leaypbl CUCTEMbl MEHEAXKMEHTA KavyeCcTBa, a TakKe CCbINTKU Ha HUX
4.2.3 lNnaHnpoeaHne ka-| 4.2.1;54.2; 7.1 MCO 13485 copepxut TpedoBaHUA K NNaHUPOBaHNK CUCTEMbI Me-
YyecTBa HeQKMeEHTa KavecTBa, U3NoXKeHHble B 5.4.2, TpeboBaHUA K NNaHUPOBa-
HUIKO NPOLLECCOB XM3HEHHOrO LUMKNa NpoAayKUnn N3noxeHol B 7.1.
[lpn nnaHnpoBaHUN MNPOLLECCOB >XU3HEHHOro UMKNna npoaykKuun
MCO 13485 TpebyeT AOKYMEHTUPOBATL TPEOOBAHUA K MEHEAXMEHTY
pucka
4.3 AHann3 KOHTpaKTa — NCO 13485 He TpebyeT ycTaHaBNUBaTb AOKYMEHTUPOBAHHbIE MPO-
(TONbKO 3aronoBoK). Leaypbl AnNa onpepeneHus TpeboBaHUn NOTpeduTens, OTHOCALMNXCA K
Oowmne nonoxeHns npoAYKLUUN, NN ANS B3aUMOAENCTBUS MeXayY opraHusaumnen n notpe-
butenem
4.3.2 AHanun3 5.2: 71.2.1; 7.2.2; MCO 13485 copepXUT yKaszaHMa N0 wvaAeHTUUKaumm wn noa-
[.2.3 TBEPXKAEHUKD TpeboBaHUN, KOTOPbIE HEACHO CPOPMYNUPOBAaHLI NOTPeE-
butenem.
NCO 13485 coaepxuT pykoBoasLLne ykaszaHUA No aHannu3y NMHQop-
MaLuun, coaepalwencs B Kkatanorax, n npoaaxxe meanUUHCKUX nsane-
nun depes NIHTepHeT.
NCO 13485 copepxnt TpeboBaHns K CBA3KU C NoTpedutenem
4.3.3 llonpaBka K KOH- 7.2.2 —
TpakTy
4.3.4 Perunctpauna naH- [.2.2 —
HbIX
4.4 YnpaBneHune npoek- 7.1 —
TUPOBAHMEM (TONLKO 3aro-
NOBOK)
4.4.1 Obwme nonoxe- To xe To ke
HUS
4.4.2 llnaHnpoBaHue 7.3.1 NCO 13485 coaepxut YyeTko cdhopmynupoBaHHoe TpeboBaHue Ao-

KYMEHTMPOBAaTb NPOLECC NNaHMPOBaHUA NPOEKTUPOBaHUA 1 pa3paboT-
K.
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4.4.2 NnaHnpoBaHne 7.3.1 NCO 13485 copepXUT pykoBoadaLLlne yKa3zaHUA No Bepudukaumn
NPOEKTUPOBAHNA W pa3pa- COOTBETCTBUA BbIXOAHbLIX AaHHbLIX NpoeKTa LensM npouecca N3roToB-
DOTKM neHns Npu nepeaade NpoekTa B NPON3BOACTBO

4.4.3 OpraHn3aLNOHHO- 7.3.1 —

TeXHU4eckoe  B3aumMoaen-
cTBUE

4.4.4 BxoaHble MNPOEKT- 7.2.1;,7.3.2 NCO 13485 copepXuT nepedeHb NPUMEPOB BXOAHBLIX MPOEKTHLIX
Hble AaHHble AaHHbLIX, BKNOYaWnx B ceda 3akoHoaaTenbHble U perynupyrowme

TpeboBaHMA, MHOPMaLUKD, B3ATYIO N3 NpeablayLnX NPOEKToB, N Bbl-
XOAHbIE AaHHbIE BUAOB ASATENBLHOCTU NO MEHEMKMEHTY PUCKa

4.4.5 BbIXOAHbIE MPOEKT- 7.3.3 NCO 13485 copepxkunt TpeboBaHne aaekBaTHOCTU BbIXOAHLIX NPO-
Hble AaHHblE eKTHbIX AaHHbIX ANs obnerdeHna npoLlecca 3aKkynku.

MCO 13485 copepxuUT pykoBoasiLLUME YKa3aHUs B BUAE MepeyvHs
NPUMEpPOB BbIXOAHbIX NPOEKTHLIX AAHHBLIX

4.4.6 AHanu3 npoekTa 7.3.4 NCO 13485 copepxut bonee noapodHoe o0bBbACHEHNE Lienen aHa-

nun3a npoekTa

4.4.7 lpoBepKa npoekTa 7.3.5 [31] copepxUT pykoBoasaLLne yKkasaHna B BUAE NpUMepoB AEUCTBUN,

ocylwecTBnAeMbIX NPy BepuPuKaLnm NpoeKkTa

4.4.8 YTBEepxaeHue npo- 7.3.6 NCO 13485 copepxut TpeboBaHMe BLINONHEHUA BanuaaLum Npo-
eKTa eKTa Ao NoCTaBkn MeauLMHCKOro n3aennsa nnn BBeaeHna ero B 3KkCnny-

aTauunto nmbo Ao BLINONHEHUA CONYTCTBYHOLWNX YCRVT.

MCO 13485 copepXuT Takxe pykoBoasLMe yKasaHUA AN TeX CU-
Tyauun, koraa sannaauma MoxeT ObITb 3aBepLueHa TONbKO NOCNe MOH-
Taxxa MeAULMHCKOro n3aenna Ha MecTe ero NpUMMeHeHNs

4.4.9 VIameHeHunsa npoekTa 7.3.7 NCO 13485 copepxut TpedoBaHME pacCMOTPETb BNUAHUE U3ME-

HeEHUW NPOEKTa Ha COCTaBHble YaCcTn MeaULNMHCKUX N3aenun n yxxe no-
CTaBNeHHblE MEAULIMHCKNE U3AENUS.

NCO 13485 copepxut 4eTko chopmynmpoBaHHoe TpeboBaHue Xpa-
HUTb 3annUcu 00 M3MEHEHNAX NPOeKTa N CONYTCTBYIOLLMX AENCTBUAX

4.5 YnpasneHne AOKy- 4.2.3 MCO 13485 ypensaeT ocoboe BHUMaHWe Hanbdonee BaXXHbIM acnek-
MeHTaMn U AaHHbLIMU (TONb- Tam ynpaBneHna AOKYMeHTaMM.

KO 3aronoBok)

4.5.1 Obwume nonoxeHUn To xe [31] BbIAENAET pasnuuHble acnekTbl ynpasneHnsa AoOKYMeHTamMmn B OT-

nenbHble noanyHkThl, MCO 13485 obbeanHaeT nx B ogHOM NoanyHKTe

4.5.2 YTBEpXKAEHNE U Bbl- 4.2.3 MCO 13485 ycTtaHaBnuBaeT MUHUMaNbHLIN CPOK XpaHeHNs OCHOB-
MNYCK AOKYMEHTOB N AAHHbIX HbIX AOKYMEHTOB Ha U3rotToBNeHne mMeauLMHCKOro n3genusa (Ho He me-

Hee CpoKa XpaHeHnsa Nbon ntToroson sanncu (cm. 4.2.4) nnn cornacHo
COOTBETCTBYHOLLMM perynupyrowmm TpedoBaHUAM)
4.5.3 WN3meHeHNA AOOKy- 4.2.3 —
MEHTOB N AAHHbIX
4.6 3akynku (TONbLKO 3aro- — —
NOBOK)
4.6.1 OOwune nonoxeHus — —
4.6.2 OueHka cybnoapsan- 7.4.1 —
UNKOB
4.6.3 [okymMeHTbl Ha 3a- 7.4.2 —
KYMKY
4.6.4 I'poBepka 3akynnex- 7.4.3 [31] ycTaHaBnNMBaeT, 4YTO BepudmKauma noTpedutenem 3akynneH-

HOW NpOoAYKLNN

HOM NPOAYKUMM Ha npeanpuaTum cydbnoapsadvuka He ocsoboxaaeT
cybnoapsayYmMka unu opraHM3auunin OT OTBETCTBEHHOCTM 3a ynpasne-
HNWe KadecTBOM N obecnedveHne COOTBETCTBUA 3aKyMNEHHOW NpoAayK-
LM perynupyowmnm TpedoBaHNAM
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4.7 YnpaBneHue npoayk-
LMen, noctaBnaemMon noTpe-
OuTenem

7.5.4

[31] copepXuT TpeboBaHMe AOKYMEHTUPOBAaTbL npoueaypbl ynpas-
neHnst NpoaykumMen, noctasnsemon notpedutenem (COOCTBEHHOCTLIO
notpedbutens); NCO 13485 Ttakoro TpeboBaHUA HE COAEPKUT.

B [31] yka3zaHo, 4TO Bepudukauna opraHmsaulmen npoaykuum, no-
cTaBnaemon noTpedbutenem, He ocBoDOXKAAET NOTpedbuTens OT OTBET-
CTBEHHOCTW 3a obecneyeHne COOTBETCTBUA MPOAVKUUN perynupy-
towmnm TpedoBaHnAM.

NCO 13485 copepXUT ykaszaHue Ha To, YTO AencTBUe nNyHkTa 7.5.4
PACMPOCTPAHAETCS Takke Ha UHTENNEKTYarnbHYK CODCTBEHHOCTL

4.8 VpeHTncukauma n
NpocneXxnBaemMocTb NpPOoAYK-
LA

7.9.3

NCO 13485 copepnT ykaszaHue Ha TO, YTO ynpaBneHmne KOHQUry-
paumein ABNAETCA CpeaACTBOM MAEHTUMMKALMN N NPOCNEXNBAEMOCTN.

NMCO 13485 copepxut TpedoBaHne XpaHeHUs1 CBeAEeHUIN O rPy30ro-
nydyatenax MMNNaHTUPyeMblX U akKTUBHBLIX UMMNAHTUPYEMbIX Meaun-
LLUHCKNX n3aennmn.

MCO 13485 copepxut TpeboBaHMe noaaep:KKkm ctatyca MAeHTU-
donkaunumn n npueMKn NPoAyKLUMKN B NpoLecce ee NpoM3BoOACTBa N NOAro-
TOBKM K NOCTaBKe NoTpedbutento ¢ uenbto obecneveHna npoxoxaeHus
AaHHON NpoayKunen HeoHXo0ANMbIX KOHTPONA U UCNbITAHNIA

4.9 YnpasneHune npouec-
caMn

6.3:6.4: 7.5.1;
7.5.2

MCO 13485 copepxut TpedoBaHMe permcTpupoBaTb NAPTUID Me-
ONLUNHCKUX N3aenun, 3a KOTOPON OCYLLEeCTBNAKT NPOCNeXNBaeMOCTb,
B TON CTENeHN, KoTopasa npeaycMoTpeHaB 7.95.3, U NAeHTUOULNPOBAaTb
YUCNA U3FOTOBNEHHbLIX N MNOArOTOBMNEHHbLIX K OTNpPaBke MeAULIMHCKUX
n3nenuin. 3anncu, OTHOCALLIMECH K 3TON NapTUK, AOMKHbI ObiTh BEpU-
dbmumpoBaHbl 1 0a0BpEHbI.

NMCO 13485 copepxut TpedoBaHne BanMaaLUU MPoOLECCOB, Bbl-
XOAHblEe AaHHbIE KOTOPbIX HE MOTYT ObITh BEPUMULNPOBaHLI. 3TO Tpe-
boBaHMe oTnn4aeTcs oT TpedoBaHMA [31] YCTAaHOBUTL HENpPepPbIBHbLIN
KOHTPONb U HabnNaeHne 3a TakKUMK NpoLieccamMmu.

NCO 13485 copepxut TpeboBaHMe BeAEHUS 3annucein no napameT-
paM MpoLEecCoB CTEPUNU3ALINN CTEPUNBbHBIX MEeAULMHCKUX N3aennm
ANA KaXXAoW NapTUK CTEPUNN3yeMbIX MEANLIMHCKUX U3aeNUNA.

NCO 13485 copepxut TpeboBaHMe Banuaauun MAPOrPaMmMHOro
obecneveHna nNpoLeccoB A0 ero NPUMeHeHns

4.10 KOHTpONb U UcnbiTa-
HUA (TONLKO 3aronoBOK)
4.10.1 OOwmne nonoxeHust

7.1; 8.1

To ke

4.10.2 BXOAHOWN KOHTPONb
N NCMNbITaHWUSA

7.4.3; 824

NCO 13485 paccmaTpuBaeT AEATENBLHOCTL MO KOHTPONK B 0OLWKNX
yepTax, Toraa Kak [31] pasbuBaeT ee Ha BXOAHOW KOHTPOMNb, KOHTPONb
B npoLecce Npou3BoACTBa N OKOHYaTENbHbLIN KOHTPOMb.

NMCO 13485 paccmaTtpuBaeT BepuUdPUKaLUNKD 3aKynneHHON NPpoayK-
LN KaK OTAenbHbIN BUA AeATEeNbHOCTI.

[31] pa3peluaeT npumeHeHUe N3roToBNeHHOW NpoAyKLUN A0 BEPU-
donkaumn nNpm ycnoBun ee 4YeTkon naeHTnomkaunum ¢ uenoko obnerve-
HMA OT3blBa MNK 3ameHbl npoaykumn. NCO 13485 paspeluaeT BbInNyCK
npoayKUnMn Ao BepndnkaLnn ToONbKO B COOTBETCTBUM C pa3paboTaH-
HbIM MNaHOM

4.10.3 KoHTponb 1 ncnol-
TaHua B npouecce npouns-
BOACTBA

3.2.4

4104 QOkoHYaTEnbHbLIN
KOHTPONb N UCMbITAHUS

3.2.4

4.10.5 Pernctpauuna paH-
HbIX KOHTPONA N UCNbITaHUIA
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CoOTBETCTBYHOLLMIA
pasgen, NyHKT,
NOAMYHKT
NCO 13485:2003

CyllecTBeHHOE pasnnyne

Line NencTBUSA

4.11 YnpaBneHne  KOH- 7.6 NCO 13485 copepxnt TpeboBaHMe noaATBepPXAaTb, YTO Nporpam-
TPONBbHbLIM, N3MEPUTENBHLIM MHOe obecneveHue, NpUMeHAemMoe AN ynpaBneHna NMbo Kak 4acTb
N UCnbITaTeNbHbIM 0OOPYA0- KOHTPONSA, U3MEPEHNA NN UCMBITAHUA, COOTBETCTBYET NOCTABNEHHON
BaHWEM (TONBLKO 3aronoBoOK) 3apade

OoOLwmne nonoxeHus To xe To xe

4.11.2 TMpoueaypsl 7.6 NCO 13485 copepxut TpeboBaHWe MNpoBOAUTL BanNUAALUKD pe-
VrpaBneHus 3yNbTaTOB NpeaBapuTenbHbIX UCMLITAHUA, €CNU U3MEPUTENBHOE UM

ncnbiTatensHoe oO%opyaoBaHWE He COOTBETCTBYET TpeboBaHUAM.
OpraHusauma aonxHa permcTpupoBaTh 3TU BMAbI AEATENLHOCTU W
npeaAnpuHMMaTh Heobxoanmblie AENCTBUA MO OTHOLUEHUKD K obopyAao-
BaHUKO UNU NPOAYKLMK, ANA N3MEPEHNA NN UCNbITAHUA KOTOPON NPU-
MEHSIeTCS BbILLEeYNOMAHYTOe 0bopyaoBaHMe
4.12 CTtaTyc KOHTponAa wu 7.5.3 —
NCNbITaHNIA
4.13 YnpaBneHne Heco- 8.3 —
OTBETCTBYHOLLEN NPOAYKLMNEN
(TONbKO 3aronNoBOK)

4.13.1 OOwmne nonoxeHuns To xe —

4.13.2 AHannu3 " yTUNu- 8.3 —
3auna HeCOOTBETCTBYHOLLEN
NpoaYyKLNK

4.14 KoppekTupyrowme n 8.2.1; 8.5.1; —

Npeaynpexaarwmne nen- 8.5.2; 8.5.3
CTBUSA (TONLKO 3aronoBoOK)

4.14.1 OOwmne nonoxeHus To xe —

4.14.2 KoppekTupyrowmne 3.95.2 —
NencTBUS

4.14.3 lNpepynpexparo- 8.5.3 —

4.15 Tlorpy3oyHo-pasrpy-
304Hble paboTbl, XpaHeHue,
YNaKoBKa, KoHCepBaLua U No-
CTaBKa (TONbKO 3aronoBoK)

6.4, 7.5.3.1;: 7.55

KN Ka4HeCTBaA

4.15.1 Obwime nonoKeHus To ke —
4.15.2 Tlorpy3o4vHo-pas- 7.5.5 —
rpy3o4Hble padoThbl
4.15.3 XpaHeHue 7.5.5 —
4.15.4 YnakoBka 7.51.1;7.5.5 [OCT P NCO 13485 He copepxut TpeboBaHusa [31] o pernctpa-
LMW1 NWUL, BLINONHAKLWNX 3aKNIOHYUTENBHYIO onepauutd MapKMpoBaHUS
AKTUBHbIX N HEAKTUBHbLIX UMMNAHTUPYEMbIX MEANLIMHCKUX N3aenni
4.15.5 KoHcepBauua 7.5.5 —
4.15.6 INocTaBka 7.5.1:7.5.3.2.2 —
4.16 YnpasneHue peruc-| 4.2.4;7.5.1.1 —
Tpaunen AaHHbIX O KavecTBe
4.17 BHyTpeHHWe nNpoBep- 8.2.2; 8.2.3 —
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Pasznen, NyHKT, NOANYHKT
NCQO 9001:1994

COoOTBETCTBYOLLMIA
pasaen, NyHKT,
NOANMYHKT
NCO 13485:2003

CyLlecTBEHHOE pasnuyne

NCO 13485 copepunT npeaynpexaeHmne opraHmnsaynsamM, YTo HaLn-

4.18 lNoaroToBKa Kaapos 6.2.2
OHanbHblE N pernoHanbHble HOPMAaTUBHbLIE AOKYMEHTbI MOryT Tpebo-
BaTb YCTAHOBNEHUA AOKYMEHTUPOBAHHbIX NpoLeayp naeHTudukaumm
HeoOXoaAMMOCTU NOAroTOBKU Kaapos. [31] copepxkan Takoe TpeboBa-
HUe.
MCO 13485 copepxut TpeboBaHWe K OpraHU3aLmnsiM OLEHMBATb
pPe3ynbTaTUBHOCTb UX AEATENbHOCTM NO NOArOTOBKE KaapoB.
MCO 13485 copepxut TpedoBaHne, HTOObI NepCoHan opraHn3aLnm
MOHUMaN HeoOXOAMMOCTb AEATEeNbHOCTM ANA AOCTUXEHWUS Lenen B
obnacTtn kavecTBa
4.19 Ob6cnyxmnBaHue 7.5.1 —
4.20 Ctatuctudeckmne me-| 8.1; 8.2.3; 8.2.4; —
TOAbl (TONLKO 3aronoBOK) 8.4
4.20.1 OnpepeneHne no- To e —
TpebHOoCTI
4.20.2 lNpouenypobl 8.1, 8.2.3; 8.2.4; —
8.4
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MpunoxeHue C
(obAa3aTtenbHoE)

CBepeHUA 0 COOTBETCTBUM HAUMOHANbHbLIX cTaHAapToB Poccunckon ®egepauun
CCbINMOYHbIM MEeXAYHapPOAHbLIM CTaHAapTaMm

Tadonuua C.1

O603Ha4YeHNe CCbINTOYHOrO MEXAYHapoaHOro
cTaHaapTa

Obo3Ha4vYeHne 1 HauMeHOBaHUE COOTBETCTBYHOLWEr O HalWMOHAJIbHOIO CTaHAAPTA

NCO 9000:2000

FTOCT P NCO 9000—2001 Cuctembl MeHeaXMeHTa KadecTsa.
OCHOBHble MNONOXKEHUA U CNOBapb

NCO 13485:2003

[OCT P NCO 13485—2004 NN3penua wmeauumHckne. CuUctembl
MeHeQKMeHTa kadecTBa. CuctemHble TpeboBaHust ANA Lenen perynu-
POBaHUSA
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[1]
[2]

[3]

[4]

[9]

[6]
[7]
[8]

[9]

bunbnuorpacuna

[TpumedvaHnune—UVNCO/TK 210/PI'"1 He obecneunBaeT oonunansHOro NOATBEPXAEHUA coaepXaHMa npuBe-
AEHHbLIX HUXXe CTaHAapTOB UNKU PYKOBOAALWMX AOKYMeEHTOB. [laHHble AOKYMEHTbI Npeano)eHbl B KaYecTBe UCTOYHUKA
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“YncTble noMmeweHna n ceasaHHble C HUMWN KOHTponupyemble cpeabl. YacTtb 1. Knaccugpukayms
YMCTOTbI BO3AyXa

(Cleanrooms and associated controlled environments — Part 1: Classification of air
cleanliness)

Yncrtole nomMmelleHns U CBA3aHHbIE C HUMW KOHTponupyemble cpeabl. YacTb 2. TpeboBaHus K
KOHTPOMK W MOHWUTOPUHIY ANs noAaTBep)XAeHuA nocTtosaHHoro cooteetcTBua WNCO
14644-1—1999

(Cleanrooms and associated controlled environments — Part 2: Specifications for testing and
monitoring to prove continued compliance with ISO 14644-1)

“YncTble nomeweHns n cesadaHHble C HUMWN KOHTpONUpyemble cpeabl. YacTb 3. MeToAabl ncnbl-
TaHU

(Cleanrooms and associated controlled environments — Part 3: Test methods)

YuncTble nomeLleHnst U CBA3aHHbIe C HUMU KOHTponupyeMble cpeabl. YacTtb 4. NpoekTupoBa-
HUe, CTPOUTENBLCTBO W BBOA B 3KCMNyaTaLMIo

(Cleanrooms and associated controlled environments — Part 4: Design, construction and
start-up)

Ynctole nomeweHna n cBA3aHHble C HUMW KOHTponupyemble cpeabl. HacTb 5. lNpouecchl
(Cleanrooms and associated controlled environments — Part 5: Operations)

YncTtble nomeleHns N cBA3aHHbIE C HUMW KOHTpoONMpyemble cpeabl. Yacts 6. Cnosapb
(Cleanrooms and associated controlled environments — Part 6: Vocabulary)

YncTtole nomeLeHus n cBsa3aHHble ¢ HUMW KOHTPonnpyemble cpeabl. YacTb 7. CneuunanbHble
YCTpONCTBa obecnevyeHns YUNCTOThl

(Cleanrooms and associated controlled environments — Part 7: Separative devices (clean air
hoods, gloveboxes, isolators and mini-environments)

YuncTble nomeLleHns U CBA3aHHbIE C HUMKW KOHTponupyemblie cpeabl. YacTe 8. Knaccudumkaums
3arpsi3HeHns B3BelleHHbIMU B BO3ayXe YacTUL.aMu

(Cleanrooms and associated controlled environments — Part 8: Classification of airborne
molecular contamination)

MeHeaXMeHT KadvecTBa. PekomMeHaaumm No CoOCTaBNEHUKD NNAHOB KavyecTBa

(Quality management — Guidelines for quality plans)

3penna meguumnHckune. lNpumeHeHne meHeaXXMeHTa pucka K meanumnHCKUM n3aenmam
(Medical devices — Application of risk management to medical devices)

YnakoBka Ana MeanuuHCKNX n3genmnin, noanexawmx uHnLLHon ctepunusaynn. Odme Tpe-
OoBaHUSA

(Packaging for terminally sterilized medical devices)

MeauumHckne nspnenusa. CUMBONbI, NPUMEHSAEMbIE MPU MapKUpPOBaHUM Ha MeaULMHCKUX
n3nenusax, 3TUKeTKax n B CONpoBOANTENBHON AOKYMEHTAaLUK

(Medical devices — Symbols to be used with medical device labels, labelling and information to
be supplied)

[padomnyeckme CUMBONbI, NPUMEHSAEMbIE ANA MAaPKUPOBaAHUA MeAULIMHCKNX n3nenuin
(Graphical symbols for use in the labelling of medical devices)

KnnHnyeckne ncnoitTaHns meauumnHckux nspenun. Yactoe 1. Obwmne tpeboBaHuUs

(Clinical investigation of medical devices for human subjects — Part 1: General requirements)
I3BneveHne n aHanmna xumpyprudecknx umnnanTaTtoB. Yacte 1. M3BneveHne n odpadoTtka
(Retrieval and analysis of surgical implants — Part 1: Retrieval and handling)

Ctepunusaumnsa meamLmHcKkon npoaykumn. TpeboBaHna K BanMaaummn U TeKyLLIEMY KOHTPOMIO.
[pomMbilLNEeHHasa CTepPUNU3aLnsa BNaXKHbIM TEMNOM
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(Sterilization of health care products — Requirements for validation and routine
control — Industrial moist heat sterilization)

MeauunHckne nsaenna. Banmaauusa n Tekywmnim KOHTPONb CTE PUNMN3aL MM oKCMAOM 3TUNEHA
(Medical devices — Validation and routine control of ethylene oxide sterilization)

CTepunusauna meauumHckon npoaykunn. TpeboBaHua K Bannaaumm U TekyLemMy KOHTPONI.
PaanaynoHHasa ctepmnusaumns

(Sterilization of health care products — Requirements for validation and routine
control — Radiation sterilization)

Ctepunusaumsa meauumHckon npoaykumn. TpeboBaHnsa K BanMaaLmMm N TeKyLLIEMY KOHTPOMIO.
CTtepunusaymsa BNaxKHbIM TENNOM B MeAULIMHCKNX yUYpeXXneHUAX

(Sterilization of health care products — Requirements for validation and routine control of
moist heat sterilization in health care facilities)

CTepunmsauusa oaHOPa3oBbIX MeAULMHCKNX N3aennn, coaepKallmx Mmatepuanbl })XKUBOTHOTO
npoucxoxaeHus. Bannaaunsa n TekyLmnmn KOHTPONb CTEPUNNU3ALIUM C MOMOLLBIO }KWAKUX CTEepU-
NU3YLWKNX CpeacTB

(Sterilization of single-use medical devices incorporating materials of animal
origin — Validation and routine control of sterilization by liquid chemical sterilants)

CTepunusayma meauummHckon npoaykumnn. Odwme TpedoBaHNs K XapakTepmcTukam cTepunm-
3VIOLLEro BellecTBa U pa3padoTke, Bannaauum n TekylemMy KOHTPON NpoLecca ctepunuia-
L1 MeaAnLMNHCKNX n3nenun

Sterilization of health care products — General requirements for characterization of a
sterilizing agent and the development, validation and routine control of a sterilization process
for medical devices

CTepunmnsauma meanumHcknx mnsgenun. Mukpodtuonormndeckne metoabl. Yacte 1. OueHka
nonynauun MUKpOOPraHM3mMoB Ha NMpoaYyKL UK

(Sterilization of medical devices — Microbiological methods — Part 1: Estimation of
population of microorganisms on products)

PykoBoACTBO MO BanuAaaLuv NpoLLeccoB

(Process Validation Guidance)

PykoBOACTBO NO BanMaaLun aBTOMaTU3NPOBaHHbLIX CUCTEM, NPUMEHSEMbIX B (hapMaLeBTU-
4eCKOM MPON3BOACTBE

(Guide for Validation of Automated Systems in Pharmaceutical Manufacture)

AcenTn4yeckoe Npon3BoACTBO MeauLUUHCKoN npoaykumn. Yacte 1. Obwme TpedoBaHmA
(Aseptic processing of healthcare products — Part 1. General requirements)

CUcTeMbl MeHeaKMeHTa KadvecTBa. PekomeHaaumm no ynpaBneHUo KoOHdUrypawuunen
(Quality management systems — Guidelines for configuration management)

CUCTeMbl MEHEAXKMEHTA n3mepeHun. TpeboBaHnA K n3amepuTenbHbIM NpoLeccam n n3amepu-
TenbHOMY 060pYyAOBaHUID

(Measurement management systems — Requirements for measurement processes and
measuring equipment)

PykoBOoACTBO NO cTaTUCTUYECKUM MeToaam, npumMmeHaemoeim B VCO 9001:2000
(Guidance on statistical techniques for ISO 9001:2000)

CuctemMmbl MeHeAXXMEHTa KavecTBa. TpeboBaHus

(Quality management systems — Requirements)

Cuctemsbl kavectBa. M3penua meauuunHckme. CneunanbHble TpeboBaHUA MO NMPUMEHEHUIO
NCO 9001:1994

(Quality systems — Medical devices — Particular requirements for the application of
1ISO 9001:1994)

3penua meguunHckmne. PykoBoaCcTBO NO BeIDOPY MeXAayHapOoAHbIX CTaHAapTOB, coaepXa-
WX BakHenwne npuHUUnbl obecneveHna ©e30nacHOCTU U SKCNNyaTauWUOHHLIX CBOUCTB
MeaUuLNHCKNX n3aenmin

(Medical devices — Guidance on the selection of standards in support of recognized essential
principles of safety and performance of medical devices)
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