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Mpeancnosue

3afaun, OCHOBHbIE NMPUHUUMBI U NpaBuia NpoBeAeHUsA paboT No rocyfapCTBEHHOW cTaHaapTUusauuy B
Poccuiickoin depepaummn yctaHosnieHsl FTOCT P 1.0—92 «[ocyaapcTBeHHas cucTema ctaHgaptusauumn Poc-
cuiickoii Pepepaumn. OCHOBHblE NonoxeHns» n FOCT P 1.2—92 «locypapcTBeHHas cuctema ctaHgapTusa-
uum Poccuiickoli @epepauun. MNMopsgok pa3paboTku rocyAapCTBEHHbIX CTAHAAPTOB»

CBefieHusl 0 cTaHgapTe

1 NOANOTOB/EH 3akpbiTbiM akLyMoHepHbIM 06 ecTsoM «BHUVMIM-BUTA» Ha ocHOBe COGCTBEHHOIO
ayTEeHTUYHOrO nepesoja cTaHAapTa, ykasaHHOro B NyHkTe 4

2 BHECEH TexHW4yeckum KOMUTETOM Mo cTaHgapTusaumm TK 436 «YnpasreHne KayecTBOM 1 COOTBET-
CTBYIOLLME AcnekTbl AN MEANLMHCKNX N3Aeniix»

3 YTBEP>KLEH W BBEJEH B AEWCTBUE MNpukasom degepanbLHOIO areHTCcTBa Mo TEXHUYecKomy
perynupoBaHuio 1 Mmetponoruu ot 10 HoA6ps 2004 r. N®66-cT

4 HacTosAwmin ctaHfapT AEHTUYEH MexXAyHapoaHoMy cTaHaapTy MCO 13485:2003 «W/3genuvsa mean-
LUuHCcKkMe. CucteMbl MeHe[XMeHTa kadecTBa. CuctemHble TpeboBaHWA ANA LUeneli  perynmpoBaHus»
ISO 13485:2003 «Medical devices — Quality management systems — System requirements for regulatory
purposes».

Mpn NpyMeHeHUN HacTosALLLEero ctTaHgapTa PeEKOMEHAYETCA UCNONb30BaTh BMECTO CCbITOYHbIX MeXayHa-
POAHbIX CTaHAAPTOB COOTBETCTBYIOLME UM HaLUOHAa/IbHblE CTAHAAPTbl, CBEAEHUA O KOTOPbIX NpuBEAEHbI B
[OnNoNHNTENIbHOM npunoxeHun C

5 B3AMEH IOCT P 51536—99. TOCT P 51537—99

WHdopmauus o BBefeHUM B A0WCTBUB (NPeKpalleHun eiicTBNA) HacTosALWero cradgapTa nybnvky-
eTcs B ykasaTene «HaunoHasbHble CTaHAapThi».

NHbopMaumsa 06 U3MeHeHNAX K Hac T osiWeMy cTaHAap Ty Ny6ukyeTcs BykasaTene «HaumoHasbHble
CTaHAapTbl», a TEKCT WU3MEHEHUA — B MHPOPMALUMOHHBIX YKasaTenax «HauumoHaslbHble CTaHfapThbi».
B cnyyae nepecmMoTpa UM 0TMeEHbl HAaCTOALWEro cTaHjapTa cooTBeTCTBYyoWas nigopmauyus 6yaeT
ony6ankoBaHa B MH(POPMaLMOHHOM yKa3aTene «HauuoHasbHble cCTaHgapThi»

© WIK M3paTtenscteo ctaHaapTos. 2004

HacToswmii cTaHaapT He MOXeT 6biTb MOJIHOCTLI0 WM YACTUYHO BOCMPOW3BEAEH, TUPAXMPOBAH U
pacnpocTpaHeH B KauecTBe 0hMLIMANIbHOTO U3faHns 6e3 paspelleHns ®efepanbHOro areHTCTBa No TEXHUYEeC-
KOMY perysiMpoBaHuio u MeTposioriu
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BeepeHve

MexpayHapoaHblii ctaHgapT MCO 13485 noarotoBneH TexHuyeckum kommutetom MCO/TK 210 «Ynpas-
NIeHVie Ka4yeCcTBOM M COOTBETCTBYIOLME acnekTbl A5 MeAULIMHCKNX U3AeNniix».

HacTosuee nsgaHve oTmeHseT n 3ameHseT [1] 1 [2]. OpraHusauum, KOTopble B NPOLLIOM NpUMeHAN [2],
MOTYyT MPUMEHSTb HACTOALWMNI CTaHAAPT, UCKNIOUYNB HEKOTopble TpeboBaHWA B COOTBETCTBUM C MyHKTOM 1.2
HacTosLero crtaHaapTa.

HacTosuwee nsgaHme VICO 13485 nMeeT HOBbI TUTY/bHbIN JINCT 1 OTpaxaeT TpeboBaHus K obecneye-
HUIO KayecTBa NPoAyKuumn, TpeboBaHUA NOTPebUTeNsa 1 Apyroe acnekTbl CUICTEMbl MEHEDKMEHTa KayecTBa.

O6wme NoNoXeHUs

HacToswmii cTangapT onpefensie T TPe6boBaHNsA K CUCTEME MEHEKMEH T a KauecTBa, Konpble MOry T
NPUMEHSTbCSA OpraHusauveli Npy NPOEKTMPOBaHMK, pa3paboTKe, NPOU3BOACTBE, MOHTaXe U 06CNYXNBAHNN
WANLMHCKNX U3LENUiA, a Takxe npv npoekTVpoBaHun, paspaboTKe 1 06ecneyeHnn CBA3aHHbIX C HUMW YCIyT.

HacToswmii cTaHfapT MOXeT Takke NPUMEHSTbCS BHYTPEHHVMMU U BHELLUHUMU NO OTHOLUEHUIO K
opraHv3auny 3auHTepecoBaHHbIMY CTOPOHaMW, BK/IlOYas OpraHbl No cepTudmrkaumm, ans oueHKn cnocoo-
1OCT M OpraHusaLmmn yfosneTBopATb TPeboBaHUA NOTpebnTensa u TpeboBaHuns, yCTaHOB/EHHbIE B COOT-
BETCTBUU C HOPMATUBHbIMW JOKYMEHT aMu (ganee — ycTaHOB/EHHble TPe6oBaHus).

WNHdpopmaums, obo3HayeHHas kak «lpumedaHne», ABaseTca MeToAMYECKUM yKkasaHNeM Mo MOoHVMaHuio
MMM pa3bACHEHUIO COOTBETCTBYIOLLEro TpeboBaHus.

Tpeb6oBaHus K cuCTemMe MeHeJXKMeHTa KayecTBa, YCTaHOB/EHHbIE B HACTOSALL,EM CTaHAapTe, SBNs-
0T CA AONONTHAKLWNMHM NO OTHOLWEHUIO K TEXHNYECKNM Tpe6OBaHI/IFIM K npoayKuuu.

[ns co3paHnsa cucTeMbl MeHeMKMeEHTa KayecTBa TpebyeTcs cTpaTernyeckoe pelleHue opraHusaumun. Ha
pa3paboTKy U BHeApeHUe CUCTEMbI MeHeKMEHTa KayecTBa OpraHu3aluy BAUSIOT M3MeHsoLwecs notpebHocTy,
KOHKpEeTHbIE LieNn, Bbinyckaemas NpoAayKuusi, NpyuMeHsieMble NMPoLLeCChl, pasmep 1 CTPYKTypa opraHunsauum. Hacto-
AWM CTaHAAPT He NpeanonaraeT eAMHO06pa3us B CTPYKType CUCTEM MeHeKMEHTa KayecTBa Uan oKyMeHTaumm.

CyuwiecTByeT 60/blUOE Pa3>06pasno MeaULMHCKUX U3L4E/NA: HEKOMIOPbIO YacTHble TpeboBaHusA
HacMALWBIo cTaHiapTa NPUMEHNMbl TO/IbKO K TEM KaTEeropmsam MeauLUHCKUX U3nenuii, onpeaeneHus
KOTOpbIX NpUBEAEHbI B pasgene 3.

MpoueccHbIii nogxon

HacToswmii cTaHaapT OCHOBbIBAeTCHA HA NPOLECCHOM NOAXOAE K MEHEMKMEHTY KayecTBa.

Nob6as fesTenbHOCTb, UMetLLas BXOAbl 1 NpeobpasytoLas nx B BbIX0bl, MOXeT paccMaTpMBaTbCsA
Kak rmpouecc.

ANnAa ycnewHoro yHKUMOHMPOBaHMA OpraHuM3alma Ao/HKHA onpefennThb MHOXECTBO B3aVMOCBSA3aH-
HbIX MPOLLECCOB U YNPaBaATb VMU.

YacTo BbIX04 04HOT0O npouecca obpasyeT HeNocpeACTBEHHO BXO, ClIEAYIOLLETO.

MpumeHeHVe B opraHM3auum CUCTEMbI NMPOLECCOB HapPSAY C UX MAEHTUUKaLUE N B3auMOAeiCcTBMEM,
a TaKkke MeHe)XKMEeHT NpoLEeccoB, MOTYT CUMTATbCA NPOLLECCHBLIM NOAXO0A0M.

Cg#3b ¢ NCO 9001

HacToswmii cTaHaapT SBNSieTCA aBTOHOMHbIM, HO OCHOBbIBaeTCs Ha [3].

MyHKT bl MM NOANYHKT bl HACTOALEN0 CTaHAapTa, TEKCT KOTOpbIX ay TEHTUYEH TeKcTY [3]. HabpaHbl
NPSAMbIM LWPUAPTOM. To. YTO OHU NPeACTaBNeHbl B HEU3MEHHOM Bue, HaLlIo OTpaXeHVe B MPUIoXeHun B.

TeKkCT HacCTOALWEro cTaHAapTa, He ay TeHTUYHbIA TeKcTy[3]. nim npeanoxexHve nnv absau, cogep-
Xaljme Takoli TekcT, HabpaHbl KypcuBoM. CyTb M NPUUMHBI UBMEHEHWI B TEKCT € YKasaHbl B PUIoXeHun B.

CBa3b ¢ MICO/TO 14969

[4J npepcTaBnaeT cob0i TEXHNYECKUA 0TUYET, coAepXalluii pyKOBOASALLME YKa3aHUs N0 BHEAPEHWIO
HaCNALWBIo cTaHgapTa.

CoBMeCTMMOCTb C ApyrMMmn cucteMmamMmm MeHegXMeHTa

HacToswpuiicniatidapm coxpaHsie T cTpykTypy[3]ansyao6cTBanonb30BaTeNeiMeaLHCKUNX N3LENUSIMM.

HacTosAwuii cTaHgapT He CogepXUT cnelunanbHbiX TpeboBaHuli K ApyruM cMcTemam MeHeKMEHTa,
Hanpumep K YacTHbIM CUCTEMaM MeEHeAXXMEHTa OXpaHbl OKpyxatoLLeli cpeabl, 6e3onacHOCT Y 1 npodeccu-
OHa/IbHOI 0 3PaBOOXPAHEHNS, a TaKke (PMHAHCOBOro MeHeMKMeHTa.

OfiHaKo HacTosMiA cTaHAApT NO3BOJISIET OpraHu3auny cornacosatb WM MHTErpupoBaTh CBOK COGCT-
BEHHYI0 CUCTEMY MeHe)KMeHTa KayecTBa C ApyrMMu cucTeMaMn MeHefKMeHTa ¢ COOTBETCTBYHOLMMN Tpebo-
BaHVAMK. OpraHusauma MOXeT afanTtupoBaTb AelCTBYIOLWY cucTemy (CUCTeMbl) MeHefXMeHTa [Anf
co3fjaHnsA CUCTEMbI MEHE)KMEHTA KayecTBa, COOTBETCTBYOLLEN TPe60BaHNAM HACTOALLEro cTaHgapTa.

\%
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HALWOHA/NbBHBIMW CTAHALAPT POCCUMNCKOWN OSGEJEPALUNN

N3genvs MeauumHcKue
CUCTEMblI MEHEIXKMEHTA KAYECTBA
CucTemMHble Tpe60BaHUs Ans ueneii peryimpoBaHus

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

[ata BBegeHna — 2005—07—01

1 O6nacTb NpUMeHeHus

1.1 O6wue nonoxeHus

HacToswwui cTaHgapT onpegenseT TpeboBaHNA K CUCTEeMe MeHeMKMeHTa kayecTBa B C/ydyasx,
Korfa opraHusauuy Heo6xoAMMo NPOAEMOHCTPMPOBaTb CNOCOOHOCTb NOCTaBNATb MEAULMHCKME U3enus
1 NpefocTaBNAaTb CBA3aHHOE C HUMK 06CNyXVBaHve, oTBevatLliee TpeboBaHUAM NoTpebuTens nycra-
HOB/NEHHbIM TPe60BaHNAM, MPUMEHVMBIM K 3T UM MEAULUHCKUM U3AENNAM U CONY T CTBYIOLLUM yC/yram.

Llenb HacTosLero craHjapTa — CofelicTBMEe BHEAPEHUIO e CUCTEMbl MeHeMKMeHTa kKauecTsa
rapMOHU3NPOBaHHbIX YCTaHOBMNEHHbIX TPeb0oBaHWi K MeANLUHCKUM un3gennam. HacToawmin cTaHgapT
BK/NIOYaET B ce651 HEKOTOpbIe cneuvanbHble TpeboBaHNa K MEAULVHCKMM U3AeNNaM, a Takke UCKIlvaeT
HekoTopble TpeboBaHus [3), KOTOpPble He ABNAITCA YCTaHOBNEHHbIMW, B CBSA3W C YEM OpraHu3aLuu, You
CUCTEMbl MEHE[)KMEHT A KayecTBa OTBeYal T TPeboBaHNAM HacTOosALWEero craHgapTa, He MOryT 3asB-
NATb 0 COOTBETCTBUM [3]. NOKa UX CUCTEMbl MEHE)KMEHTa KayecTBa He 6yAy T yA0BNeTBOPATb BCEM
6e3 ncknveHus TpeboaHuam [3J (CM. Takxke npunoxeHue B).

1.2 TpumeHeHne

TpeboBaHNs HaCTOSALEro cTaHgapTa pacnpocTPaHAITCA Ha opraHusauun, npegnarawLlive Ha
PbIHOK MEAULMHCKNE N3AeNns, He3aBUCUMO OT BUAA UM YUCAEHHOCT M 3T WX OpraHu3aLuii.

Ecnn ycTaHoBneHHble TpeboBaHWA NO3BONAIT UCKUNTb yNpasBieHne Nnpoek TuposaHmeM u paspa-
60TKOI n3genunii (7.3). TO3TOMOXET CNYXUTb OCHOBAHWEM AN UCKHOYEHUS COOTBETCTBYHOLWMX Tpebo-
BaHW M3 KOHKPETHOI CUCTEeMbl MeHepKMeHTa kadecTBa. B aToM cnyyaB ANs [JaHHOW CUCTEMbI
MeHeAM/IBHTa KayecTBa [0/KHbl 6bITb cenaHbl anbTepHaTNBHbIe Nnonpaski. OTBETCTBEHHOCTb 3a
ob6ecneyeHne COOTBETCTBUA UCK/TIOYEHUS YyNPaBNeHNs NPOeKTUpPOBaHNeM 1 pa3paboTKoi usgenuii Tpe-
60BaHNAM HACTOALLEr0 CTaHAapTa NexnT Ha caMoil opraHusauun [4.2.2, nepeuncnexune a) n 7.3].

Ecnu kakoe-nn6o TpeboBaHue (TpeboBaHNA) pasgena 7HacTosALWero cTaHaapTa Helb3s NPUMEHNTb
BBUAY CneunduKy KOHKPe THOrO (KOHKPeTHbIX) MeANLMHCKOTro u3genus (u3genwvit), Ha KoTopoe (KoTopble)
pacnpocTpaHaeTCca cucTema MeHefkKMeHTa kayecTBa, TO OpraHu3auuu He cnefyeT BkIoYaTb Takoe
Tpeb6oBaHue (TpeboBaHMA) B CBOIO CUCTEMY MEHEXXMEHT a kKayecTBa (4.2.2. nepeyncsieHme a).

OTBeTCTBEHHOCTb 3a NPUMEHEHNE K MeAULIMHCKOMY 3fenunio (M3gennsam) npoLeccos, COOTBETCT-
BYIOLLMX TPeb0oBaHNAM HaC T OALLEr0 CTaHAapTa, HO KOTOPbIe He OCYLLEeCTBNA T CS opraHu3auuei, HeceT
KOHKpeTHas opraHusauvs, n aTo cfegyeT yunTbioaTb B CUCTEME MeHepKMeHTa KayecTBa 9T O opraHu-
3auuu (4.1, nepeuncneHue a).

B HacTosWeM cTaHgapTe HECKO/IbKO pa3 BCT peyalo T CA NOHATUA «eC/M COOTBETCTBYeT» U «Korga
Cco0TBETCTBYeT». Ecnn TpeboBaHne COAEPXNT OLHO U3 3TUX MOHATWIA, TO 0>0 CUNTaeTCs «COOTBeT-
CTBYIOLIMM». NOKa OpraHu3aunsa He NpeaocTaBnT AOKYMEHTUpPoBaHHOEe 060CHOBaHWE HECOOTBETCTBUA
HacTosLlWeMy cCTaHgapTy. TpeboBaHne cHUMTaeTCsA «COOTBETCTBYIOWMM», €C/IN €r0 BbINO/IHEHNE He0bX0-
AMMO A4NA TOro, 4To6bl:

a) usgenve yaoBneTBOPSANO yCTaHOBNEHHbIM TpPe6oBaHnsaM n/nunm

6) opraHv3aums Moria BbINOJHATb KOPPeKTUpyLwme aeiicTBus.

M3paHne ouymnanbHoe
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2 HopmaTunBHble CCbIIKU

B HacTosLWemM cTaHjapTe UCNo/b30BaHa CCblika Ha cneayoLnii cTaHaapT:
MCO 9000—2000 CucTembl MeHemKkMeHTa KavyecTBa. OCHOBHble TMOJIOXKEHUS W CcnosBapb
(ISO 9000:2000 Quality management systems — Fundamentals and vocabulary)

MpumeuyaHun e— MNpyNonb30BaHUM HACTOSLUM CTAHAAPTOM Lie/1eCO06pasHO NPOBEPUTL AECTBUE CCbIIOY-
HbIX CTaHAAPTOB MO yKasaTesto «HaloHa bHble CTaH4apThl», COCTAB/IEHHOMY N0 COCTOSIHUIO Ha 1 iHBaps TeKyLLero roaa,
1 M0 COOTBETCTBYIOLLMM MH(OPMALUOHHBIM YKa3aTessiM, Ony6/IMKOBAHHbIM B TEKYLLEM rogy. EC/N CCbIIOYHbIN JOKYMEHT
3amMeHeH (M3MeHeH), TO NPU Nob30BaHUM HACTOSLLMM CTAHAAPTOM crieflyeT PyKOBOACTBOBATLCS 3aMEHEeHHbIM (M3MEHEH-
HbIM) CTaH4APTOM. EC/N CCbINOYHBIA JOKYMEHT OTMEHEH 6€3 3aMeHbl, TO MOJIOXEHNE, B KOTOPOM AaHa CCbIfIKa Ha HEro,
NPUMEHSIETCS B YaCTU, He 3aTParMBaloLLeil 3Ty CCbIskKy.

3 TepMuHbI 1 onpeaeneHns

B HacTosiwem cTaHAapTe NpMMeEHeHbl TEPMUHBI U onpejeneHns B cootBeTcTBum ¢ MICO 9000. a Takke
crnepyioLie TepMUHbI C COOTBETCTBYIOLLMMU ONpeaeeHUus My,

MpriBeAEHHbIE HMXKE TEPMUHBI, UCMO/Ib3yeMble B HACTOALLEM CTaHAapTe 415 ONUCaHWUsA Leny nocTaBky,
6bINIM U3MEHEHBI /19 OTPAXEHUSI NPYMEHAEMOr0 B HACTOSILLEe BPeMs C/10Baps TEPMUHOB!

nocTaBLlLUK — opraHusauma — noTpebutens

TepMyH «opraHu3aums» 3aMeHsieT TEPMUH «NOCTaBLUMK», cnonb3yemblii B UCO 9001:1996. n oTHOCHT-
cs K 06BEKTY, B OTHOLLEHUW KOTOPOTrO NPUMEHSIETCS HacTosAWNIA cTaHaapT. Kpome Toro, TEPMUH «MOCTaBLLMK»
3aMeHsieT TEPMUH «CyBnoAPSAUNK.

B TekcTe HacTosALero ctaHgapTa TEPMUH «MPOAYKLUS» MOXET 03HaUYaTb TaKKe «yCyry».

Tam. rae Tpe6oBaHus onpeseneHbl Kak NPUMEHUMbIE K «MEeAULMHCKAM U3eNnsAM», 3TN Xe TpeboBaHus
paBHO3HAYHO MPYMEHNMbI U K CBA3AHHLIM C HAMW ycyram, npefocTaBiseMbiM TOM Xe opraHusaumei.

TepMmuHbl 1 onpefeneHns, NOMeLLEeHHbIe HUXe, cregyeT paccMaTpuBaTb Kak Hanbonee obuie,
NOCKO/IbKY TEePMVHbI 1 ONpejeneHuns, CyLecTBYOLWMe B HaLMOHaIbHbIX HOPMAaTMBHbIX JOKYMEHTax, MoryT
OT/IMYaTbCA OT HUX U ObITb NPeANOYTUTENbHbIMU.

3.1 aKTwuBHOE MMNIaHTUpyemoe meauuunHckoe nsgenue (active implantable medical device): Ak-
TVBHOE MeAuLMHCKOoe n3genve, npefHasHayeHHoe A9 NOHOMo AN YacTUYHOrO BBEAEHUS XUPYPTrMyeckum
U Apyrum MeguUMHCKM CnocoboM B Teo Yenoseka Mbo, nocpescTBOM MEAULMHCKOrO BMeWwaTeNnbCT -
Ba. B eCTeCTBEHHOe OTBepPCTME N OCcTalLeecs Tam nocne BBeLeHNS.

3.2 akTwuBHOE MeauunHckoe nsgenve (active medical device): MeanumHckoe nsgenve, ans QYyHKLMU-
OHVMPOBaAHUSI KOTOPOro HEO6XOAUM NCT OYHMK ANEKTPUYECKON MW APYTOi 3HEPTUN, OT/INYHOW OT 3HEpruu,
Npou3BOAVMOI TeNoM YenoBeka Ui CUNoR THAXKECTU.

3.3 noscHuTenbHoe yBegomneHue (advisory notice): YBefomneHve, n3gaHHoe OpraHv3auvBii-no-
CTaBLMKOM noc/ie NoCTaBkn MeJULUHCKOTO U3AeNus, cofepxatlee 4ONOMHUTENbHY0 MHpopMaunio u/mnm
pekomMeHAaL My 0 TOM. Kakue KOppek TvpyoLwme nnam npegynpexjatoLine geic TBUsA 4o/MKHbI 6bITh Npeanpu-
HATbI Npu:

- NPUMEHEHUN MELMULMHCKOTO N3aenuns:

- MoaudvKauMn MeanLMHCKOT 0 U3fenus;

- BO3BpaTe MEAULMHCKOrO N34enns opraHn3aummn-nocTaBLyuKY:

- BbIXOf€ M3 CTPOA MESULIMHCKOTO N3aenus.

MpumeuyaHue — lMoscHATeNbHOe yBeAOMIEHNE MOXeT NoTpe6oBaThCs 415 NPpUBeLeHNs Tpe6oBaHuit K
MeAMLMHCKOMY U3/e/IM0 B COOTBETCTBNE C HALWOHA/IbHBIMU U/ PETMOHANTbHBIMU HOPMATUBHLIMU AOKYMEHTamm.

3.4 xanob6a noTpebuTens (customer complaint): NMucbMeHHOe, 3N1EKTPOHHOE NN yCTHoe coobLie-
HMe 0 HefoCTaTKax, CBA3aHHbIX C MAEHTUYHOCTbIO, KAYECTBOM, CPOKOM C/yX6bl, HAAEXHOC T b0, 6e3onac-
>0CTbH UM PYHKLMOHMPOBAHMEM MEANLMHCKOr O U3fenus, BBeAEHHOro B obpalleHue.

3.5 umnnaHTHUpyemoe meaguunHckoe nsgenuve (implantable medical device): MegmuuHckoe nsgenve,
npefHasHaYeHHoe A5 NOMHOr0 UK YacTUYHOTrO BBEAEHUS B TE/10 Ye/I0BEKA UM B eCTEeCTBEHHOE O TBEpC-
Tue Nn6o ANs 3aMeLLeHNs ANMTeNManbHOW NOBEPXHOCTY UK NOBEPXHOCT Y FNasa Ny TeM XMpYypruyeckoro
BMellaTeNnbCTBa Ha cpok He MeHee 30 fHell, KOTOpPoe MOXeT OblTb yAaseHO TONbKO MOCPeAcTBOM
XUPYpPruyeckoro 160 Apyroro MeanLuMHCKOro BMelwaTenscTBa.

MpumMmeyaHue — N0 onpeaeneHNe NPUMEHSETCS K UMNNAHTUPYEMbIM MEAULMHCKAM U34eNUaM, 0T Iny-
HbIM OT aKTWBHbIX UMNAAHTUPYEMbIX MEAWNLMHCKNX N3aenuii.

3.6 mapkuposka (labelling): MHchopmaLma B NCbMEHHOI, NevaTHON nnu rpacunyeckoin popme, HaHB-
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COHHadA Ha MeanunHCKoe n3genne, Tapy, ynakoBky nnmconposoxXxgaruwasd MmeguynHCKoe nsgesine n ceasaHHasn
cero I/I,quTI/I(*JVIKaLU/IeIZ, TEXHNUYEeCKUM onncaHnem n npuMmeHeHnem, Ho He BK/IKOHYEHHaA B CONpPoOBOANT €/1b-
Hbl€e JOKYMEHTbI.

MpnmMeyaHNe — B HEKOTOPLIX PErMoHasbHbIX WU HaUWOHas/bHbIX HOPMaTUBHbLIX AOKYMEHTax TepMuH
«MapKMpoBKa» MHTepnpeTunpyeTcCca Kak KOH(*)OpMaLWIFI, npegocTasnigemMas M3aroToBuTenemM».

3.7 meanuyuHckne wmsgenus (u3genus) (medical devices): MNpubGopbl, annapaTbl, MHCTPYMEHTI,
YyCTPOINCTBA, KOMNIEKTbI, KOMMN/IEKCbl, CUCTEMbI C MPOrpaMMHbIMK CpeicTBaMu, 060pyfoBaHNe, NPUCNO-
cobneHns. nepeBA30YHblE U LUOBHbIE CPeACTBa, CTOMaTOonornyeckue Marepuanbl, Habopbl peareHTOB,
KOHTPO/bHble MaTepuasnbl U cTaHgap/nHble 06pasLibl, U3[enns N3 NoANMepHbIX, PE3NHOBbLIX U NHbIX MaTe-
pvanos. NpUMeHSeMble B MeAULIMHCKUX LieNsiX N0 0T AEe/IbHOCT W AN B cOYeTaHun Apyr ¢ Apyrom u npefHa-
3HaYeHHble N3roToBMTeNneM Ans:

- npodhmnakTuKK, AUarHoCT KK, nevyeHns 3abonesaHunii, NpoBefeHNs MeANLUHCKMX npoueayp, uccne-
[0BaHWi MeULMHCKOrO XapakTepa, 3amMeHbl uaM Moagudukaunm YyacTeli Tena Yenoseka, BOCCTaHOBEHNSA
WM KOMMNEHCaL UM HapyLLEeHHbIX UK YT payveHHbIX (OU3N0N0rMYecknx PyHKLUA, KOHTPONSA Haj 3a4aTuem:

- BO34eliCTBUS HA OpraHW3m YenoBeka, NPy KOTOPOM UX (PYHKLMOHANBHOE Ha3HauYeHe Ho peanunsy-
€T CS. HO MOXeT NOAJEPKMBAT bCA XMMUYECKUM, (DapMaKoIornyecknm, UMMYHOIOrYeCKUM nam MeTabosnu-
YeCK/MM B3auMoeincTBMEM C OPraHN3MOM YesoBeka.

3.8 cTepunbHoe MeguumnHckoe nsgenue (sterile medical device): KaTeropvs MeguuuHCKnX usgenuis,
COOTBETCTBYLWMUX TPeboBaHNAM K CTBPUIbIOCTW.

NMpumevyaHune —lonyckaeTcss TPe6GoBaHUA K CTEPUILHOCTU MeAULMHCKUX W3JeNnuil ycTaHaBiMBaTb B
HaUMOHA/bHBIX WX PETMOHASIbHBIX HOPMATUBHbLIX JOKYMEH T ax.

4 Cuctema MeHeKMeHTa KadecTBa

4.1 O6uwue TpeboBaHusa

OpraHusaunsa go/mkHa paspabaTbiBaThb, JOKYMEHTUPOBAaTb, BHEAPSATh U NOAAEPXUBATHL B paboyuem
COCTOSAHUN CUCTEMY MEHe)KMEHTa KayecTBa, a Takxke NoAAepPXMBaThb €B Pe3yNbTaTUBHOCTb B COOT-
BETCTBUM C TPeboBaHNAMMN HACTOALLEro cTaHjapTa.

OpraHusaumsa gosmkHa:

a) onpefenaTb Npouecchl, HEOGXOAUMbIE A1 CUCTEMbI MEHEMKMEHTA KayecTsa, 1 UX NPUMEHEHNE BO
Bcel opraHunsauuu (1.2):

6) onpeaensATb NocriefoBaTENLHOCTb Y B3aMMOAENCTBUE 3TUX MPOLLECCOB.

B) onpeaensitb KpUTepun M MeToAbl, HeobxoauMble AN obecneyeHuss pesynbTaTMBHOCTU Kak npu
OCYLLLeCTB/IEHUN, TaK U NpKU ynpasieHnn 3TUMu npoLeccamu;

r) obecneunBaTb Ha/IMuME PeCYpCOB U MHpOpMaLLMK, HEOBXOAMMbIX AJ151 MOAAEPXKKA 3TUX NPOLLECCOB U
UX MOHUTOPVHTa,;

[l) OCyLEeCcTBNSATL MOHUTOPWHT, U3MEpPEHMEe N aHann3 3TUX NPOLECCOB;

€) BbIMOMHATH [elCTBUA, HE06XoANMbIEe ANA AOCTMKEHUA 3annaHMpoBaHHbIX pe3ybTaToB U Noj-
fLepXaHvsa pe3ybTaTUBHOCTU 3T UX MPOLLECCOB.

OpraHun3auus foMXHa OCYLLecTBAATb MEHEIKMEHT 3TUX NPOLLeCCOB B COOTBETCTBUM C TPe6GOBaHUAMUN
HacTosLero cTaHgapTa.

Ecnu opraHuzauma peluaet nepefaTb CTOPOHHUM OpraHv3auuMsiM BbIMOSIHEHWE Kakoro-nM6o npouecca,
B/IMSIIOLLENO HA COOTBETCTBUE NPOAYKLMM TPeGOBaHMSAM, OHa A0/KHa 06ecneymnBaTtb CO CBOE CTOPOHbI KOHTPO/b
Takoro npotiecca. YnpasseHvie uM JO/MKHO GbiTb ONPeAeneHo B CUCTEME MeEHeMKMeHTa kadecTsa (8.5.1).

NMpumeyaHune — B npouyeccbl, HeO6XOANMbIE ANSi CUCTEMbl MEHe[XMeHTa KayecTBa, crefyeT BKIOYaTb
NpOLECCH! ynpaBieHYecKoli AeATENbHOCTI PYKOBOACTBA, 06ECNEUEHNS peCcypcamMm, NPOLLECCHI XXU3HEHHOTO LKA NpoaykK-
LN N U3MEPeHUs.

4.2 Tpeb6oBaHuA K AOKYMeHTaLnn

4.2.1 O6wue nonoxeHus

[lokyMeHTaums cucTembl MEHEKMEHTA KauecTBa [0/KHa BKIYaTh;

a) [OKYMeHTanbHO 0DOPMIIEHHbIE 3asB/IEHNS O NONNTUKE M LieNsx B 06/1aCTu KayecTBa;

6) PYKOBOZLCTBO MO KayecTBy;

B) [AOKYMEHTMPOBAaHHbIE Npoueaypbl, TpebyemMble HacCTOALMM CTaH4apTOM;

r) OOKYMEeHTbl, Heo6xoAMMble opraHu3auuy ans obecnevyeHns agheKTMBHOIO NIaHMPOBaHNS, OCYLLecT-
BNIEHUS NPOLLECCOB ¥ YNpaBAeHNs UMu;
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A4) 3anucu, Tpebyemble HACTOALWNM cTaHgapTom (4.2.4);

B) [Apyrue AOKYMEHTbl, yKa3aHHble B HaLMOHaNbHbIX UIW PernoHaibHbIX HOPMaTBHbIX JOKYMEHTax.

Tawm. rge B HacToOsLWEM CTaHAapo ykasaHo, YTo TpeboBaHue, npoueaypa, kakaa-nmbo fesTenb-
HOCTb WK creunanbHoe MepPonpuATUe JO/KHbI ObITb «40KYMEHTUPOBaHbI», NoApasyMeBaeTCs, YTO UX
TakKxe cnegyeT BbINOAHATb U NOALEPXKMBATb B paboyem COCTOAHUN.

[ns kaxporo Tuna unv mogenv MeaMUMHCKOro U3fennsa opralnusauns 4o/mkHa co3gaThb U NoALepxXu-
BaTb B paboyem cocToAHMM haiin, cogepxalinii nam naeH TudnumpyoLwmin JOKYKIOHTbI. onpegensoLve
cneumdurkaumm Ha NPoAyKLMI0 U TpeboBaHUs K cCUCTEMe MeHeKMeHTa kadecTBa (4.2.3). 3TN JOKYMEHTbl
[O/KHBI TaKxke onpeAensTb MOMHbIA NPOLecc N3roToBMeHNSA . eCv He06X0ANMO, MOHT axa 1 06cnyxuBea-
HMA MeANLMHCKOTO U3aenus.

MpumeyaHnsa

1 CTeneHb JOKYMEHTUPOBAHUS CUCTEMbI MEHE)KMEHTA KayecTBa OAHOI opraHu3aLnm MoXeT OT/IMYaTLCA OT APYroii
B 3aBMCUMMOCTW OT:

a) pasmepa opraHusauuun n Buaa AenaTeslbHOCTH;

6) CNOXHOCTU U B3aWMOAENCTBNA NPOLLeCCOB;

B) KOMMeTeHLMN nepcoHana.

2 [okymeHTauusi rnoxeT 6bITh B N060I hopme 1 Ha Nto6OM HocuTene.

4.2.2 PyKoBOACTBO MO KayecTBy

OpraHu3auusa JomkHa paspabatbiBaTb 1 NogaepXxusaTb B paboyem COCTOAHUM PYKOBOACTBO NO KavecT-
BY. cofepxaltlee:

a) obnacTb NPUMEHEHUS CUCTEMbI MEHeKMEHT a Ka4yecTBa, BKIoYas Nogpo6bHOCT U 1 060cHOBaHNe
NOGbIX UCKMKOYEHWA n/unm HenpuMeHenns (1.2):

6) [OKYMEHTMPOBaHHbIE NpoLeAypbl, paspaboTaHHble 418 CUCTEMbI MEHEMKMEHTA KayecTBa, Uau CCbifl-
KM Ha HUX:

B) onucaHue B3auMOAENCTBUS NPOLECCOB CUCTEMbI MEHEeMKMEHTa kayecTBa.

PykoBOACTBO M0 Ka4ecTBY JO/HKHO onpeAensiThb CTPYKTYPY AOKYMEHTOB, UCMO/b3yEMbIX B CUCTEME
MeHeXKMeHTa KayecTBa.

4.2.3 YnpaBneHue fOKyMeHTaLuel

JlokymeHTaMun cuctemMbl MeHeKMeHTa kayecTsa Heo6Xx0A4NMO ynpaBnaTb. 3anucn — cneunanbHblil BUuf
OOKYMEHTOB, Y UMW HAA0 YNpaBnAThb COr/lacHO TPeb6oBaHMAM, NPUBEAEHHbIM B 4.2.4.

[Lns onpeaeneHns Heo6xo0AMMbIX CPEACTB yNpaBieHnsa AO/MKHa 6bITb pa3paboTaHa JOKYMeHTMPOBaHHas
npoueaypa, npegycMarpusatoLLas:

a) NpoBepkKy v yTBepPXAeHNe JOKYMEHT 0B Ha ajeKBaTHOCTb [0 X BbiNycka:

6) aHanu3 u akTyanusauuio, No Mepe Heo6xo0AMMOCTH, N NepeyTBEPXAEHNE JOKYMEHTOB;

B) obecneuyeHne ngeHTumnkaum nsMeHeHuii n ctaTyca nepecmoTpa AOKYMEHTOB;

r) obecneyeHne HanMuNsa COOTBETCTBYIOLUNX BEPCUI OKYMEHTOB B MecTax MX NPUMEHEHNS;

) obecneyeHne coxpaHeHUs JOKYMEHTOB YETKUMUN U NIETKO UAEHTUMLMpYyEMbIMU;

e) obecneyeHve naeHTUdMKaLMMN OKYMEHTOB BHELLHEro NPOUCXOXAEHUS U yNpaBeHNe UX paccblKoi;

X) npefoTBpalleHve HenpefHamMepeHHOro WCNosb30BaHUA YCTapeBLUUX [OKYMEHTOB W NpUMeEHeHue
COOTBETCTBYIOLLEN NAEHTUMKALUN TaKUX OKYMEHTOB, OCTaBEHHbIX A5 Kaknx-1mbo Lenei.

OpraHu3sauuns fo/mkHa obecneunBaTb aHann3 n yTBepPXAeHNe 3MeHeHni B AJOKYMeHTax Nnbo Josx-
HOCTHbIM NNLOM, YyTBEPXAaBLIMM NepBOHavYasbHbIl AOKYMEHT, 160 ApyrvM crneuvanbHO HasHayeHHbIM
[O/MKHOCTHLIM NIMLOM, MMEKLMUM AOCTYN K COOTBETCTBYLEl ncxog>oli niopmanmm, Ha oCHOBaHUM
KOTOpOVi NPUHUMAaEeT CA peLleHue.

OpraHu3auua fo/mkHa onpeAenaTb Nepuof BpeEMEHW, B TeYeHWe KOTOporo cnegyeT XpPaHUTb He
MeHee OfHOW KOnuu ycTapeBLUMX perympylowmx JOKYMeHTOoB. Ha 3 ToT nepuog fo/mkeH 6bIThb obecneyeH
[OCTYn K AOKYMEeHTam, B COOTBETCTBMM C KOTOPbIMA MeAULMHCKOE u3genue 6blfo0 M3roTOBNEHO U
UcnbITaHo, B TeyeHue, No KpaliHelt mepe, cpoka Cnyx6bl n3genns, onpefeneHHoro opraHvsalnei, HO He
MeHee cpoka XxpaHeHus no6oi nTorosoli 3anucu (4.2.4) v cornacHo yCTaHoB/IEHHbIM TpeboBaHUsaM.

4.2.4 YnpaBneHue 3anncamu

3anucm AoMKHbI BECTUCH M NMOAAEPXMNBATLCA B paboyem COCTOAHUMN AN NpeAoCTaBNeHns CBUAETENLCTB
COOTBETCTBMA TPe6OBaHNAM U pe3yibTaTUBHOCTM (DYHKLIVOHMPOBAHNA CUCTEMbI MeHeL)KMeHTa kayecTBa. OHu
[OMKHbI OCTaBaTbCA YETKMMU, NIerko UAeHTUdULMpyemMbiMU U BOCCTaHaBNuBaembiMu. Hago paspabotaTb
[OKYMEHTMPOBaHHYI0 npoueaypy 415 onpefeneHus CpeAcTB ynpasneHns, Tpebyembix Npu naeHtTndmkaumm,
XPpaHeHun, 3alnTe, BOCCTAHOBEHUN, ONpeAeeHnn CPOKOB XPaHEHUS Y U3bATUMN 3anncei.

OpraHusaums Ao/mKHa XpaHMTb 3anucu B TeuyeHue, Nno KpaiHein mepe, cpoka CnyX6bl MeAULUHCKOro
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nspenva, onpeneneHHoro opraHM3au,V|el7|, HOHE MeHee AByX/1ieT CMOMEHT a BbilNyCKa nusgenna Opl'aHVI3aLWIeVI
NN B COOTBETCTBUN C YCTAaHOB/IEHHbIMU Tpe6OBaHI/IF|MVI.

5 OTBeTCTBEHHOCTb PYKOBOACTBa

5.1 O6s3aTenbCcTBa pyKoBoaCcTBa

BbicLLee pyKOBOACTBO OpraHusauuy Ao/HKHO NOoATBEepXAaTh CBOK NPUBEPKEHHOCTb paspaboTke U
BHE/ZPEHMIO CUCT EMbI MEHEXKMEHT & KAUeCcTBa, a Takxke NoAAePXaHWIo ee pe3yNbTaTUBHOCTW NOCPeaCcT -
BOM:

a) foBefileHus [0 CBeAEHNS opraHn3aunn BaXHOCTW BbINOMHEHUA TpeboBaHuii NnoTpebuTens, a Takke
3aKoHOAATe bHbIX U 06513aTefbHbIX TPe6oBaHWiA;

6) pa3paboTkn NONMTUKM B 0611aCTM KAYecTBa;

B) obGecneuyeHns paspaboTku Leneil B 061acTv Ka4ecTBa,;

r) NPOBELEHNS aHanMn3a co CTOPOHbI PYKOBOACTBA;

) obecneyeHuss He06XO0ANMbIMU pecypcamu.

MpumeyaHune — B HacToOAWEM CTaHAapTe yCTaHOB/IEHHbIe TpeGOBaHMﬂ orpaHunyeHbl TOJIbKO 6e3onac-
HOCTbHO U1 (byHKLI.VIOHVIpOBaHVIeM KOHKpPeTHOro MmeguuynHCKoro n3aenuvs.

5.2 OpueHTauus Ha noTpebuTens

BbicLUee pyKOBOACTBO OpraHu3aLum 4o/mKHO o6ecneunsaTb ONpeseneHne 1 BbiNo/IHeHe Tpe6boBaHunii
norpebuTens (7.2.1 n 8.2.1)

5.3 Monutuka B 061acTn Kayectea

BbiclLee pyKOBOACTBO AO/MKHO 06ecrneunBathb, YTo6bl NOANTIKA B 061aCTU KayecTBa:

a) COOTBETCTBOBa/A LiefIsIM OpraHm3auuu;

6) BKItOYana 06s3aTeNbCTBO COOTBETCTBOBATH TPeGOBaHNSM CUCTEMbI MEHEXXMEHT a KauecTBa
¥ NOALEPXMBATb €B Pe3ybTaTUBHOCTb!

B) cO3jaBasia OCHOBbI /15 MOCTAHOBKU U aHanu3a Liefeii B o61actv kKayecTsa;

r) 6bina LoBeAeHA A0 CBeAEHMsI NepcoHana opraHn3aLum U NoHATHA emy;

[l) aHanuMaMpoBanachb Ha MOCTOSHHYO MPUrOAHOCTb.

5.4 TnaHupoBaHue

5.4.1 Llenn B o6nacTtu kayecTtBa

Bbiclwee pykoBOACTBO opraHm3auumn 4o/mHKHO obecneynBatb, YTOObI Lien B 061acTu KavecTsa, BKIYas
Te. KOTOpble HEOBXO0AUMbI ANSA BbINOSIHEHUSA TpeboBaHuii K npoaykuun (7.1, nepeuncnexve a), 66111 ycTaHOB-
NleHbl B COOTBETCTBYIOLMX NoApasfeneHnsix U Ha COOTBETCTBYHOLIUX YpoBHAX. Llenn B obnactn kavectsa
[OJKHBI 6bITb U3MEPUMbLIMUN 1 COTNIACYEeMbIMU C MOMIUTUKOW B 06/1aCTV KayecTsa.

5.4.2 TlnaHupoBaHne cO3[aHNa N pa3BUTUA CUCTEMbl MEHe[)XMeHTa KayecTsa

Bbiclwee pykoBOACTBO AO/HKHO 0b6ecneymBathb:

a) nnaHvpoBaHWe co3[aHus U Pa3BUTUA CUCTEMbI MEHEIXXMEHTa KayecTBa 415 BbINO/HEHNUS TpeboBa-
HWiA, NpuBefeHHbIX B 4.1, a Takke A58 OCTVXKEHUS Lenein B 061acTv kavecTsa,;

6) coxpaHeHue LLesIOCTHOCTU CUCTEMbI MEHE)KMEHTA KayecTsa Npu NjaHMpoBaHUN U BHELPEHUUN B Hee
N3MEHEHWUIA.

5.5 OTBETCTBEHHOCTb, MOJIHOMOUYMUS M 06MeH MHopmaLueit

5.5.1 OTBEeTCTBEHHOCTb W NOJIHOMOYUSA

BbiCLLee pyKOBOACTBO OpraHunsaummn o/MKHO obecneumBaTb:

onpefeneHne oTBETCTBEHHOCTU 1 NOJIHOMOUMIA, KOTOPble HEO6XOAUMO AOKYMEHTUPOBATh, U fOBe-
[leHve nx o cBefleHNs nepcoHana opraHusauum:

B3aVMOAENCTBYEe N He3aBMCMMOCT b NepcoHana, PyKoBOAALLEro, BbINOMHAOLWEro n sBepudunumpyoLe-
ro paboTy no obecneyeHnto kayecTBa, 1M onNpefensTb NOSTHOMOUNSA, HEOOXOAMMbIE NS BbIMONHEHUSA 3T UX
3ajau.

Ocoboe BHMMaHuWe cnegyeT YAeNUTb HasHauyeHWo KOHKPeTHbIX MWL, OTBETCTBEHHbIX 3a BUAb
LeaTeNbHOCTH, CBSA3aHHble C HAb/I0AeHNEM 3a 3KCNyaTauuell roTOoBbIX M34enunii, a Takke ohopmieHnemM
oTuyeTa 06 uHungeHTax (8.2.1 n 8.5.2).

5.5.2 MpeacrtaBuTenb pykoeBoAcTBa

Bbicllee pyKoBOACTBO A0/HKHO HA3HAUNTL NPEACTAaBUTENSA N3 COCTaBa PyKOBOACTBA, KOTOPbI/ He3aBUCK-
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MO OT ApYrux o6s3aHHOCTEl AO/MKEH HECTW OTBETCTBEHHOCTb M MMETb MOIHOMOUKS, PacnpocTpaHsoLwmecs
Ha:

a) obecneueHune pa3paboTKU, BHELPEHUS U NOAAEPXKaHMS B paboyeM COCTOSHUM NPOLLeccoB, TpebyeMmbIx
CUCTEMOI MeHe[)XMEHTa KayecTBa,;

6) npefcTaB/eHMe OTYETOB BbICLIEMY PYKOBOACTBY O (PYHKLMOHMPOBAHWU CUCTEMbl MEHEeIKMEHTa
KayecTBa 1 Heo6xoaMMOCTH ynyuUleHns (8.5);

B) oGecrneyeHne BHYTpPY OpraHu3aumnm NoHUMaHUa yCTaHOBMEHHbIX Tpe6oBaHuii u Tpe6osaHuii no-
TpebuTens.

MpunmeyaHne — B OTBETCTBEHHOCTL MNpeACcTaBuUTENs PYKOBOACTBA MOXeET 6bITb BK/1HOYEHO nogaepxaHune
CBA3M C BHEWHNMKW CTOPOHaMUM No Bonpocam, Kacarwnmea CUCTEMbl MEHEJ)KMEHTa KavyecTBa

5.5.3 BHYyTpeHHUIi 06MeH nHopmaLueit
BbiCLLee pyKOBOACTBO AO/MKHO 06ecneumBaTtb paspaboTky B OpraHn3aLym COOTBETCTBYIOLMX NPOLIECCOB
o6MeHa MHopMaLmeii, B TOM Y1cie No BONPocaM pPe3ysibTaTUBHOCTY CUCTEMbI MEHEAXMEHTA KavyecTBa.

5.6 AHa/n3 co CTOPOHLI PyKOBOACTBA

5.6.1 O6wwne nonoxeHns

Bbicliee pykOBOACTBO A0/HKHO aHa/IM3npoBaTh Yepes 3an/iaHMpoBaHHble MHTEPBasibl CUCTEMY MEHE K-
MeHTa kayecTBa opraHusauum ¢ Lenbio obecneyeHnss ee NOCTOAHHON NPUrOAHOCTW, aAeKBaTHOCTU U pe3y b-
TaTUBHOCTU. B aHann3 cnegyeT BKIOYATb OLEHKY BO3MOXHOCTEW Y/yULLIEHNS U NOTPEOHOCTU B MU3MEHEHUSAX B
cucTeMe MeHeMKMeHTa kayecTBa opraHusauuu, B TOM YMCe B NOIMTUKE U Liensx B 061acTu kayecTsa.

3anucy 06 aHanm3e co CTOPOHbI PYKOBOACTBA A0/DKHbI NOAAEPXMBATLCA B paboyem cocTosiHUM (4.2.4).

5.6.2 BxoAHble flaHHble ANa aHanusa

BxogHble AaHHble 4715 aHaM3a Co CTOPOHbI PYKOBOACTBA AO/IKHbI BKIHOYATL CieAyoLLyo MHhopMaLmio:

a) pesynbTaTbl ayaMToB (NPOBEPOK);

6) o6paTHYt0 CBA3b C NOTpebuTeNsAMH,

B) (PYHKLMOHMPOBaHVE NPOLECCOB V1 COOTBETCTBME NPOAYKLMN:

r) cTaTyc npefynpexaaloLlmx u KOppekTUpYLNX 4eACTBUIA;

) nocnegylolime feicTBysA, BbiTekawLwme 13 npeaplayLiero aHanmsa co CTOPOHbl PyKOBOACTBA,;

€) M3MEHEeHWs, KOTopble MOr/IM Gbl NOBMATHL HA CUCTEMY MEHE)KMEHTa KayecTsa;

X) pekoMeHZauuun no ynyyweHuto;

3) HOBblE VN NEPECMOTPEHHbIe YyCTaHOB/IeHHble TpeboBaHus.

5.6.3 BbIXxOoAHble faHHble A4NA aHanusa

BbIxogHble AaHHble aHanm3a CO CTOPOHbI PYKOBOACTBA A0/DKHbI BKIOYATh BCE PELLUEHUs U feicTBuS,
OTHOCALMECH K

a) ynyyweHusaMm, Heob6Xxo4MMbIM 418 NoAAepXaHnsa pe3ynbTaTUBHOCTU CUCTEMbI MEHeKMEH T a Ka-
YyecTBa U ee NpoLEeccoB:

6) yny4yleHuo NpoayKLMM cornacHo TpeboBaHNsaM NnoTpebuTeneil;

B) NoTpe6HOCTWN B pecypcax.

6 MeHemXMEHT pecypcoB

6.1 Ob6ecneuyeHune pecypcamu

OpraHu3aums Ao/mxHa onpefensaTb 1 o6ecneunBaTb pecypcbl, Tpebyemble ans:
a) BHeApeHMus CUCTEMbl MeHeKMEHT a KauecTBa M NofJepxaHns ce pe3ybTaTUBHOCTU:
6) yAOBNeTBOPEHNS yCTaHOB/EHHbIX TPe6oBaHuii 1 TpeboBaHUi NoOTpedbnTens.

6.2 Yenoseueckne pecypcsl

6.2.1 O6WMe NOMOXEHMNS

MepcoHar, BbINOHALWMIA paboTy, BUSIOLYIO Ha KA4eCTBO NPOAYKLUMN, AOMKEH ObiTb KOMNETEHTHLIM B
COOTBETCTBMM C NOJIy4YeHHbIM 06pas3oBaHMeM, NOArOTOBKOM, HaBbIKAMU W OMbITOM.

6.2.2 KOMNEeTeHTHOCTb, OCBEAOMJ/IEHHOCTb U NOArOTOBKA

OpraHusaums AomKHa:

a) onpefensitb HEOH6XOAMMYI0 KOMNETEHTHOCTb MEPCOHAsA, BLIMOMHAKLWEr0 paboTy, kKoTopas BAMseT
Ha KauyecTBO NPOAYKLWU;

6) o6ecneynBaTb NOATOTOBKY WU NpeanpuHMMAaTh Apyrue 4eicTBUA C LEeNblo Y40BNETBOPEHUS 3TUX
notpe6HocCTEN;

B) OLeHMBaTb pe3ynbTaTUBHOCTb NPEANPUHATLIX MEp;
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r) obecneumBaTb OCBELOM/IEHHOCTbL CBOETO NepcoHana 06 akTyasibHOCTU U BaXXHOCTU ero AeaTesIbHOCTH
1 BKNaje B AOCTMKEHWE Lenei B 061acTu KavecTsa;

4) noggepxusatb B paboyem COCTOSHUM COOTBETCTBYHOLME 3anucu 06 obpa3oBaHWW, MOArOTOBKE,
HaBblkax n onbiTe (4.2.4).

MpumeyaHune — HayMoHanbHble NN pervoHanbHbie HOPMaTUBHbIE JOKYMEHTbI MOTYy T cofepXaTb Tpe-
60BaHNs K KOHKPe THOI OpraHn3aLnm o pa3paboTKe JOKYMEH T MPOBaHHbIX NPOLEAYpP A/151 ONPeseNieHnss He06X0ANMOCTH
noAroTOBKMU NepcoHana.

6.3 WHpacTpykTypa

OpraHusauusa fo/kHa onpeaensaTb, obecneynBaTh U NOAAEPXUBATL B paboUYeM COCTOSTHUMN UHAppacTpykK-
Typy. HEOGX0AMMYIO AN51 AOCTMXEHWUSA COOTBETCTBUA TPeGOBaHUSIM K Mpoaykuun. VHgpacTpyKkTypa MoXeT
BK/IHOYATb:

a) 3aaHusi, paboyee NPOCTPAHCTBO M CBSI3aHHbIE C HAM CPeACcTBa TPyAa;

6) obopyaoBaHve A1 NPOLECCOB (Kak TEXHUYEeCKue, Tak U NporpaMMHble CpeAcTBa);

B) CNyx6bl 06ecneyeHns (Hanpumep TPaAHCMNOPT UK CBA3b).

Opranusauus fo/mxHa paspaboTaTb JOKYMEHTUPOBaHHbIe TPeboBaHus K AeiicTBUAM, NojaepxuBa-
IOWMM eB MHPpacTpPYKTYpPY, BKIOYAS YAcTOTY UX NMPOBEAEHUS,, EC/IN 3TW AeliCTBUA AN UX OTCYyTCTBUE
MOFYT MOBAMSTb Ha Ka4ecTBO NPOAYKLMU.

3anucy 06 3Tux feCloTBUAX JO/MKHbI NOALEPXNBATbLCA B paboyem cocnosHum (4.2.4).

6.4 Tlpou3BoacTBeHHas cpeja

OpraHusauus Ao/xHa co3gasaTb NMPOU3BOACTBEHHYIO cpefly, HEOBX0AMMYIO ANA AOCTUXEHUA COOTBET-
CTBUS TPe6OBaHNAM K NPOAYKLMM, 1 YNPaBASaTb elo.

OTO0 BKOYaeT cregywme TpeboBaHus:

a) opraHusauus AosxHa paspaboTaTb [JOKYMEHTUPOBaHHble TPeboBaHNA K COCTOSHUIO 3[,0pOBbS,
rurueHe n ofexpe nepcoHana, ecnv KOHTaKT Mexay NepcoHasoM 1 NpoayKuvei nam npousBoLCTBEHHON
cpefoil MoXeT oTpuuaTenbHO NOBAUSATb Ha KayecTBO nNpoaykumn (7.5.1.2.1);

6) ecnn Npov3BOACTBEHHAs cpefa MOXeT OTpuuaTeNnbHO CKa3aTbCA Ha KayecTBe MPOAyKLuM,
opraHu3aumsa fosmkHa paspaboTaTb AOKYMEHTWpOBaHHble TpeboBaHMsA K MPOM3BOACTBEHHONW cpege u
[OKYMEeHTUpPOBaHHbIe npoueaypbl UK MPou3BOACTBEHHbIE WHCTPYKUUN A1 MOHUTOPUHIa U KOHTpPONs
npon3BoAcTBeLutol cpegpl (7.5.1.2.1);

B) opraHusauus gofkHa rapaHTupoBaTb COOTBETCTBYOLWY NOArOTOBKY NepcoHana, BPEMEHHO
paboTalLero B 0Co6bIX yCN0BMAX MPOVU3BOACTBEHHON cpefibl, UV €ro HaxoXAeHne nof HabnogeHnem
noAroTOoBEHHOro Nnua (6.2.2. nepeuncneHmne 6):

r) nNpu Heo6xo4MMOCTU pa3paboTKy 1 AOKYMEHTUPOBaHNE CneunanbHbIX MOP A1 KOHT PONs 3arpsas-
HEHHOV MK NOTeHUNabHO 3arpPsA3HeHHOV NPOAYKLMK C LieNbio NpeAoTBpaLleHns 3arpsasHeHns ocT aslbHOl
npoayKuuMn, Npov3BoACTBEHHONM cpefbl W 3arpasHeHns nepcoHana (7.5.3.1).

7 Tlpouecchbl XU3HEHHOIo LMKa NpoayKunm

7.1 TnaHupoBaHue NpoLeccoB XU3HEHHOro LuMKkna npoaykunm

OpraHu3auus fo/kHa NnaHMpoBaTth M paspabartbiBaTh Npolecchl, Heobxoaumble And obecneveHus
XU3HEHHOTo UuKna npoAykuuun. lMnaHupoBaHuMe NPOLECCOB XWU3HEHHOro LUKNa NpoAyKuuu [O/MKHO ObiTb
COor/iacoBaHo ¢ Tpe6oBaHUAMM K APYTUM MNpoLieccaM CUCTeMbl MeHe)XMeHTa kavecTBa (4.1).

Mpn nNaHMpoBaHUV NPOLLECCOB XM3HEHHOTO LiMKIa NPOAYKL UM OpraHn3aumns Ao/HKHA YyCTaHOBUTb, eCnn
3TOo LeniecoobpasHo:

a) uenu B obnacTu KayecTsa U TpeboBaHUA K NPOAYKLMK;

6) noTpe6bHOCTb B pa3paboTke NpPOLLECCOB, [JOKYMEHTOB, a Takke B obecrneuyeHun pecypcamu Ans
KOHKPETHOW npoayKLuu;

B) HeobxoauMmyto AeATeNbHOCTb N0 BepudvkaLmm n BanugaLum, MOHUTOPUHTY, KOHTPOJTIO Y UCMbITAHNAM
[ANA KOHKPETHOW NPOAYKLMK, a TakkKe KpUTepun Npruemkn Npoaykuum;

r) 3anucu, Heobxogumble ANsi obecnevyeHns cBUAETENbCTBA TOrO, YTO MPOLECCHI XU3HEHHOrO LuKna
NpoAyKUMN 1 Npoun3BeAeHHasa NpoAyKLua COOTBETCTBYIOT TpeboBaHuaM (4.2.4).

PesynbTaTbl 3TOr0 NAaHNPOBAHMUS AOKHbI GbITh B hOPMe, COOTBETCTBYHOLLEN NPaKTUKe opraHu3auum.

OpraHusaums go/mkHa paspaboTaTb OKyMEHTUPOBaHHbIe TpeboBaHWA K yNpaBieHnio pCKOM Ha BCex
sTanax>XM3HeHHOr o LyKna NpoAyKLUyn. 3anucy no ynpasneHnio PUCKOM JO/KHbI NOALepPXMBaT bCA B paboyem
cocnoaHun (4.2.4 n npumeyaHue 3).
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MpumevyaHuns

1 [lokyMeHT, onpefensaioLnii npoLecchl CUCTEMbl MEHeXKMEHTa KayecTBa (BK/1l0Yas NPOLECChl XXM3HEHHOTO Lnxna
NpoAYyKLMUM) WU pecypchbl, KOTOpble NPeACTOUT MPUMEHATb K KOHKPETHON NpOAYKUWU, MPOEKTY WU KOHTPaKTy, MOXEeT
paccmaTtpuBaTbCsi Kak NaH kayecTBa.

2 TMpu pa3paboTke NPOLECCOB XW3HEHHOrO LMKIa NPOAYKLUW OpraHu3auns MOXeT Takke MpUMeHsTb TpeboBa-
Hua 7.3.

3 Cwm. [5] no ynpaBieHuio puckom.

7.2 Tpoueccol, CBA3aHHble ¢ NnoTpebuTenamm

7.2.1 OnpepgeneHune TpeboBaHWii, OTHOCALLMXCA K NPOAYKLUN

OpraHu3aums Ao/MKHa onpeaenuTb:

a) TpeboBaHua NoTpebutens, BkaYas TpeboBaHUA K NocTaBke U f4eATeNIbHOCTY Noc/e NoCTaBKy;

6) TpeboBaHus, He onpefesieHHble NoTpebuTenem, HoO Heo6XxoAMMbIe ANA KOHKPETHOrO UAK npegnona-
raemoro 1cnosib30BaHnsA, Korga OHO N3BECTHO;

B) 3aKoHojaTeslbHble 1 Apyrne o6s3artesibHble TPe60BaHNSA, OTHOCALLMECS K NPOAYKLNK;

r) niobble ONOMHUTENbHbIE TPe60oBaHWSA, onpeeneHHble opraHm3auvei.

7.2.2 AHanu3 Tpe6oBaHuii, OTHOCALWMNXCA K NPOAYKL MUK

OpraHu3auus fo/MKHa aHanm3npoBaTb TpeboBaHNA, OTHOCALMECS K NPOAYKLUMW. DTOT aHaNN3 OO/KEH
npoBOANTLCA A0 MPUHATUA opraHm3auueli 06a3aTeNbCTBa NOCTaBNATL MPOAYKLMIO NOTpe6buTento (Hanpumep
yyacTusi B TeHAepax, NPUHATUA KOHTPaKTOB UN 3aKa3oB, MPUHATUS N3MEHEHWI K KOHTPaKTam Wamn 3akasam) n
[O/MKeH obecneunBaThb:

a) onpefeneHve n JOKyMeHTMpOoBaHe Tpe6oBaHuii K npoayKumu;

6) cornacosaHune TpeboBaHWIi KOHTPaKTa UK 3aKasa, OT/IMYAIOLLKUXCA OT paHee ChOPMY/IMPOBaHHbIX;

B) CMOCOGHOCTL OpraHu3auumn yaoBAeTBOPATh onpefesieHHble TpeboBaHus.

3anucy pe3ynbTaToB aHansa 1 nocaeayrwmnx 4eicTBriA, BbiTEKaWMUX U3 aHannsa, fo/MKHbI nogaep-
XuBatbcs B pabouem cocTosiHum (4.2.4).

Ecnu notpebuTenu He BbIABUTAOT AOKYMEHTUPOBAHHbLIX TpeboBaHWi, opraHu3aums Ao/mKHa noaTeep-
ONTb UX 'y noTpebutens Ao NPUHATUA K UCTIOTHEHUIO.

Ecnu TpeboBaHnsa K NpoayKL M1 N3MEHEHbI, OpraHu3aLusa omkHa obecneymnTsb, YTo6bl COOTBETCTBYHOLLME
[OKYMEeHTbI 6blIM UCnpaBsfieHbl, & 3aMHTEPECOBAaHHbIN NepcoHan 6bis1 NOCTaB/eH B M3BECTHOCTb 06 N3MEHMB-
Lunxcs TpeboBaHUsX.

MprumMmeyaHune — B HEKOTOPbIX CUTyaLUsAX, Takux Kak Npofaxu, ocyliecTBisieMble yepe3 VIHTEpHET, npakTu-
Yecku HelenecoobpasHo NPOBOANTL OHMLMANbHBIN aHaNU3 Kax4oro 3akasa. BMecTo 3Toro aHanus rnoxer pacnpocTpa-
HATbCSI HA COOTBETCTBYIOLLYI0 MHDOPMALMIO O NPOAYKLMMW, TaKyl Kak KaTasiory uay peknamHbie matepuarbl.

7.2.3 CBA3b C noTpebutensamm

OpraHu3aums fo/kHa onpesensTb U OCYLecTBAATb 3hheKTUBHbIE Mepbl MO NOAAEPXKAHUIO CBA3N C
noTpebuTenamu, KacawLymecs;,

a) vHdopMauum o NpoayKLuu;

6) MPOXOXAeHWs 3anpocoB, KOHTPaKTa WK 3akasa, BKoYas Nonpasku;

B) 06paTHOIi cBA3M C NoTpebuTenem, BkIoYas xanobsl notpebutenein (8.2.1):

r) NOSICHUTEeNbHbIX yBeAOMAeHW (8.5.1).

7.3 MpoekTnpoBaHue n paspaboTka

7.3.1 MnaHvpoBaHWe NPOEKTUpPOBaHUA N pas3paboTkn

OpraHu3auusa JomkHa paspabaThbiBaTb JOKYMEHTHUPOBaHHbIE NPoLeAypbl NPOEKTMPOBaHNA 1 paspa-
60TKN MeANLNHCKNX U3aenuii.

OpraHusauyms o6s3aHa nnaHMposaTb U YNpasasaTb NPOEKTVPOBAHNEM W pa3paboTKol NPOAYKLMUN.

B xofe nnaHMpoBaHus NPOEKTUPOBaHNA U pa3paboTku opraHusaumns fo/KHa yCTaHaBIMBaTh:

a) crtagun NPOeKTUPOBaHWUA 1 pa3paboTku;

6) BMAbl AeATeNbHOCTW MO aHanuly, Bepudmkaummn, Banugauum n nepegaye npoekTa (CM. npumeya-
HME). COOTBETCTBYIOLME KaXA0l CTafMn NPOeKTUPoBaHNA 1 pa3paboTku:

B) OTBETCTBEHHOCTb M NOSIHOMOYUSA B 061aCTN NPOEKTMPOBAaHNA U Pa3paboTKu.

OpraHu3aums Ao/MKHa YNpaBnsaTh B3aMMOAEWCTBMEM Pa3MUHbIX TPYNM, 3aHATbIX NMPOEKTUPOBAHUEM U
pa3paboTKoii, C Lenbio ob6ecneyeHns ahdeKTMBHONM CBA3M M YETKOro pacnpefesieHns 0TBETCTBEHHOCTU.

PesynbTaTbl NNaHNpoBaHns [O/DKHbI 6bIThb AOKYMEHTUPOBaHbI U, €CNN HE0OX0AMMO, akTyan3npo-
BaHbl NPV COBEPLUEHCTBOBAHNM NPOEKTMPOBaHUA 1 pa3padoTku (4.2.3).
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NMpumeuaHune — [lesTeNbHOCTb NO Nepefadye NpoekTa B Mpouecce NPoeKTUPOBaHUS U pa3paboTKu
MeLULMHCKOrO U3fenus Ao/KHA rapaHTupoBaTb, YTO BbIXOAHble AaHHbIE MPOEKTWUPOBAaHUA W pa3paboTku 6yayT
BEPUPULMPOBAHBI KaK COOTBETCTBYIOWMNE TPe6oBaHNAM K MPOLECCY W3rOTOB/IEHNS, MPEXAe YeM CTaHyT OKOHua-
TenbHbIMK cneunguKkaLusamMm NPoLyKLNY.

7.3.2 BxopgHble faHHble AN18 NPOEKTUPOBaHUA U pa3paboTku

BxogHble faHHble, OTHOCALMECS K TPe6oBaHNAM K NPOAYKUMW, [O/MKHbI ObiTb OnpefeneHsl, a 3anicu
OOMKHBbI NoAAepXMBaThCa B paboyem coctosHuu (4.2.4).

BxogHble faHHble AO/KHbI BKIOYaTb:

a) (PhyHKLMOHa/IbHble M 3KCM/yaTaunoHHble TpeboBaHusA, TpeboBaHUss K 6e30MacHOCTU COrnacHo
HasHavyeHuto:

6) COOTBETCTBYIOLME 3aKOHOAATE/IbHbIE U ApYyrne oba3aTesibHble TpeboBaHus;

B) TaM. rge aTo uenecoobpasHo, nHopmaLmio, B3ATY0 U3 NpeablAyLWwnuX aHanorMyHbIX NPOEKTOB;

r) Apyrue Tpe6oBaHus, BaXHble A5 NPOEKTMPOBaHWA 1 pa3paboTku;

[) BbIXOAHbIE AaHHbIE MO ynpaBneHunto puckam (7.1).

BxofHble gaHHble AO/MXHbI ObITb NPOaHaNn3MpoBaHbl HA COOTBETCTBME YCTaHOBMEHHbIM TpeboBa-
HUAM 1 Y TBEpPXAeHbI.

TpeboBaHWa AOMKHbI 6bITb NOMNHBIMW, HEABYCMbIC/IEHHBIMU U HEMPOTUBOPEUNBLIMU.

7.3.3 BbIXoA4Hble faHHble NPOEKTUPOBaHUA 1N pa3paboTku

BbIXofHble flaHHbIE MPOEKTUPOBAHMA 1 pa3paboTKu AO/MKHbI OblTb NPefcTaBeHbl B hopMe, NO3BONSAI0-
el npoBecTy BepUUKALIMI0 OTHOCUTENBHO BXOAHbLIX TPe60BaHMIA K MPOEKTUPOBaHMIO 1 pa3paboTke, a Takke
[O/MKHbI 6bITb YTBEPXAEHbI A0 NX NOCNEAYIOLLEr0 NCMO/b30BaHuUS.

BbIxoAHble aHHbIE NPOEKTMPOBaHWSA U pa3paboTkn AO/KHbI:

a) COoOTBETCTBOBATbL BXOAHbLIM TPe6OBaHUSAM K MPOEKTMPOBaHWIO 1 pa3paboTke.

6) obecneunBaTb COOTBETCTBYIOLLEN UHGOPMaLMeli No 3akynkam, MPON3BOACTBY U 0GCIYXMBaHUIO;

B) coAepxaTb KpUTEpPUW NpUeMK/ NPOAYKLMN AN CChINKM Ha HUX;

r) onpefensitb XapakTepUCTUKN NPOAYKLUM, CYLLeCTBEHHble ANA ee 6e30MacHOro 1 NpaBu/bHOIO WC-
NO/Ib30BaHUSA.

3anncun BbIXOAHbIX AAHHbLIX MPOEKTMPOBaHWUA ¥ paspaboTKM JOMKHbI NOAAEPXMBaTbLCA B pabouem
cocTosHUM (4.2.4).

NMpumeyaHune — 3annucu BbIXOAHbIX AAaHHLIX NPOEKTUPOBaHUA 1 pa3paboTKu MOryT BKIO4aTh cneyndu-
Kauun. NPOU3BOACT BEHHbIE MPOLLECCHI, TEXHUYECKNE YEPTEXM U XKYPHAasbl MIOXHUYBCKNX 3anUCei Un NccnesoBaHuii.

7.3.4 AHanus npoekTa u pa3paboTku

Ha Tex ctagusx, rae ato uenecoobpasHo, fO/MKEH NPOBOANTLCA CUCTEMATUYECKUIA aHann3 npoekTa u
pa3paboTkn B COOTBETCTBMU C 3amnjaHMpoBaHHbIMK Meponpusatnsamu (7.3.1) ¢ uenbto:

a) OLeHKV cnocoBHOCTU pe3ynbTaToB NPOEKTUPOBAHUS U Pa3paboTkn yA0BNETBOPATL TPEOOBAHNAM;

6) BbISIBNEHNS N06bIX NPO6EM 1 BHECEHNS NPELSIOKEHMNA N0 HEOOXOAMMbBIM AEeACTBUAM.

Takoi aHann3 JOMKHbI BbINONHATb NPeACcTaBuTenn cnyx6, UMeLLMX 0 THOLWEHNE K aHaIN3npyeMbIM
cTajusam npoekTa v paspaboTku, a Takxe gpyrne cneymanucTbl opraHusauyum (5.5.1 n 6.2.1).

3anucy pesynbTaToB aHanv3a v BCeX HeobxoAuMbIX AECTBUI OO/KHbI MOAAEPXKMBATLCSA B pabouem
cocTosHun (4.2.4).

7.3.5 Bepudukauma npoekta n papaboTku

Bepudurkaumsa gomkHa ocyLwecTBAATLCA B COOTBETCTBMM € 3anaHMpoBaHHbIMU meponpuatuamm (7.3.1).
4TO6bl YA0CTOBEPUTLCS, YTO BbIXOAHbIE AAHHbIE NMPOEKTMPOBaHWUA U pa3paboTkm COOTBETCTBYHOT BXOAHbLIM
TpeboBaHVAM. 3anucu pesybTaToB Bepudukauum n Bcex Heob6XxoanMbIX AeACTBUIA AOMKHbI NOAAEPXKMBATLCA
B paboyem cocTosiHuu (4-2.4).

7.3.6 Banupgaums npoekTta n pa3paboTku

Banupauuns npoekTa u pa3paboTKu A0/MKHA NPOBOANTLCA B COOTBETCTBUN C 3aniaHNpOBaHHbIMU
meponpusaTuamu (7.3.1) ana obecnevyeHns cCOOTBETCTBUSA FOTOBON NPOAYKLMN TPeboBaHNAM K ee Ha3Ha-
YEeHUIo UNK cneyvansHOMyY NpUMeHeHuno. Bannagauna gomkHa 6bITh NpoBegeHa 40 NOCTaBKu NPOAYKLMN UK
BBEJEHNA eB B aKCnayaTaumio (CM. npumeyaHue 1).

3anncu pe3ynbTaToB BanngaLnn n BCEX HEOOXOANMbIX AeACTBUIA AO/MKHBI NOAAepXMBaTbCS B paboyem
coctosiHuu (4.2.4).

OpraHusaums 06s3aHa NPOBOAUT b KIMHNYECKME U/MAK 3KCNyaTaunoHHbIe UCMbITaHna MegULMHCKNX
n3genuii Kak yacTb MePONPUAT WA NO Banujauumn npoekTa v pa3pabo Tk BCOOTBETCTBNUM C TpeboBaHNAMM
HaLMOHa/IbHbIX WY PerMoHasIbHbIX HOPMaTUBHbIX JOKYMEHT OB (CM. MpuMeyaHue 2).
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MpumevaHunsn

1 Ecnu MeauLMHCKoe n3genuve nofgnexuT Baangauuy To/bKOo nocae c60pku U MOHTaxaHa MecTe ero npuMmeHe-
HMA. MOCTaBka NPOAYKLMN He CUMT aeTCs 3aKOHUYEHHOI f0 Tex Nop. Nnoka NpoAykumsa He 6yAeT dopmasnbHO nepejaHa
norpeéuTento.

2 lMpefcTasneHne WANLMHCKOTO U3hennsa Ana nposeAeHns KAVMHUYECKUX U/Mamn akecnayaTaunoHHbIX UCNbITaHunii
He cuMTaeTCsa NOCTaBKOW.

7.3.7 YnpaBneHue U3MeHeHusAsMu npoekta n pa3paboTku

M3meHeHnsa npoekTa u pa3paboTku [O/MKHbI ObITb UAEHTUPULMPOBAHBI, a 3anucu LO/KHbI NOoAAEPXM-
BaTbCs B paboyem COCTOSAHNN. VI3MeHeHNs A0/MKHbI 6biTb NPOaHaIM3POBaHbl, BEpUVLMPOBaHbI U NOATBEPX-
[leHbl COOTBETCTBYIOLMM 06pa3oM, a Takke cornacoBaHbl A0 BHeCeHWsA. AHann3 U3MEHEeHWii npoekta u
pa3paboTkn AO/MKEH BKIOYATb OLLEHKY B/IMSIHUA U3MEHEHWI Ha COoCTaBHbIe YacTh U3dennii n yxe noctasneH-
HYI0 MPOAYKUMIO.

3anucy pesynbTaToB aHann3a U3MeHeHUid 1 NtobbIX HE0BXOAUMBIX AeCTBUI [OMKHbI NOAAEPXNBATHLCSA
B paboyem cocTtosHuu (4.2.4).

7.4 3akynku

7.4.1 Tlpouecc 3aKynok

OpraHu3auus gomkHa paspaboTaTb AOKYMEHTMPOBaHHbIE NpoLefypbl, o6ecneynsatoLLe coOoTBET-
CTBYE 3aKyNneHHOM NPoAYKLUN YCTaHOBIEHHbIM TPe60oBaHNAM K 3aKynkam.

Tun 1 cTeneHb ynpaBfieHus, NPUMEHsIEMbIE NO OTHOLLIEHWIO K MOCTaBLUMKY W 3aKynJeHHOW NpoayKuuu,
[OMKHBI 3aBMCETb OT ee BO3[eCTBMA Ha nocneaytolme cTagnn XXU3HEHHOTO LMKIa NpoAyKUMN UK roToByio
NpOAYKLMIO.

OpraHu3aums AO/KHA OueHMBaTb U BbiGMpaTb NOCTaBLUMKOB Ha OCHOBE WX CMOCOGHOCTW NOCTaBAATb
NpoAYyKLMI0 B COOTBETCTBUM C TpeboBaHMAMMN opraHusaumn. [lomxkHbl 6biTb paspaboTaHbl kpuTepun otbopa,
OLLeHKW 1 NOBTOPHOM OLLEHKU. 3anncu pesynbTaToB OLEHNBAHUA 1 N0ObIX HEOGXOANMbIX AeiCTBUIA, BbITEKato-
LMX U3 OLEHKK, AO/MKHbI NOAAEPXNBATLCA B paboyeM cocTosiHUn (4.2.4).

7.4.2 ViHdopmauua no sakynkam

WHdopmaLms no 3akynkam go/HKHa ONUCbIBaTb 3akasaHHy NPOoAYKLMIO, BKIOYas, rae 3To Heob6xoAMMO:

a) TpeboBaHVA K yTBEPXAEHWUIO NPOAYKLMM, NpoLeayp, NPoLeccoB 1 060pyL0BaHNS:

6) TpeboBaHusA K KBanuukauum nepcoHana,;

B) TpeboBaHWA K cUCTeMe MeHeXMeHTa kayecTsa.

OpraHu3auus Ao/mkHa obecneunBaTb afeKBaTHOCTb YCTAHOB/IEHHbIX TPebGOBaHUI K 3akynkam Ao ux
COO6LLEHNSA NOCTaBLLKKY.

B Toli cTeneHn, B Kakoil 3T0 HE06X0AMMO AN OCyLeCcTBAeHNs npocnexmsaemocTw (7.5.3.2). opra-
HM3aumMsa Jo/kHa NOoALEePXUBaTb B paboyeM COCTOSHUM COOTBETCTBYIOLYO MHhopMaLMIo NO 3aKynkam,
TO eCTb JOKYMeHTbI (4.2.3) u 3anucu (4.2.4).

7.4.3 Bepudukaunsa 3akynaeHHoO npoayKkumnm

OpraHusaums fomkHa paspaboTaTb M OCYLECTBAATb KOHTPOIb WK APYryo AeATeNlbHOCTb, Heobxoau-
Myto 4151 06ecneyeHns COOTBETCTBUSA 3aKynJIeHHON NPOoAYKLMN YCTaHOB/IEHHbIM TPEGOBaHMAM K 3aKymnkam.

Ecnv opraHusauus nnm notpebutens ee NpoAykuMmn npeanaraioT ocyLecTBuTb Bepnudukauunio Ha npes-
nNpuATAN MOCTaBLLMKa, TO OpraHnsaumsa Ao/MKHa YCTaHOBUTbL B MHGhOpPMaLMKU MO 3akynkam npegnonaraembie
Mepbl MO NPOBEPKe ¥ NOPAA0K BbiNycka NPOAYKLMN Yy NOCTaBLLMKA.

3anucu no BepudinkaLmm foMKHbI NoAAEPXNBAaTbCA B paboyem cocToAHUN (4.2.4).

7.5 NMpon3BoACTBO U 06CNYXMBaHNE

7.5.1 YnpaBneHue npovu3BOACTBOM M 06CNyXMBaHNEM

7.5.1.1 O6wwne TpeboBaHnsa

OpraHusauua fo/mKHa nnaHMposaTb M ob6ecneynsatb NPOU3BOACTBO U 06CNyXMBaHWE B ynpasiseMblX
yCnoBusiX. YnpasssieMble YC/I0BUS AO/KHbI BKOYATb, €C/IM 3TO Lie1ecoobpasHo:

a) Hanmuue MHdopMaL MK, ONUCbIBatOLLEl XapakTePUCTUKM NPOAYKLWN:

6) Ha/nMume AOKYMEHTMPOBaHHbIX NPOLeAyp, Pabounx UHCT PYKLUUIA, 3T aNOHHbIX NpoLeayp N3MepeHns
W. ecnm Heobxo4Mmo, CNpaBoYHOro MaTepuana:

B) NMpuUMeHeHVe noaxoasiiero obopyosaHus;

r) Hanuyve u NPUMEHEeHMe KOHTPOJIbHbIX Y U3MepuTeNbHbIX NPUGOpPOB;

) npoBejeHne MOHUTOPWHIA U U3MEPEHWIA;

e) ocylecTB/eHVe BbiNycka, NOCTaBkv U AeiiCTBUIA NOC/e NOCTaBky NPOAYKLWK;

X) BbINO/IHEHNE KOHKPE T HbIX fe/iCTBUIA N0 MapKNpOBKe 1 YNakoBKe.

OpraHusauus gomkHa paspaboTaTb QopMy 3anuceil U nogaepxmnBaThb UX B paboyeM COCTOSHWM
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(4.2.4) [na Kaxpon nap T MegULNHCKNX n3genuii, YTobbl o6ecneynTb X MPOCIEXNBAEMOCTb B COOTBET-
CTBUM C 7.5.3 NYCTaHOBNTb KOIMYECTBO NPOMN3BEAEHHON NPOAYKLUMMA U NPOAYKLMM, NpeAHa3HAYEHHON Ans
Npoaaxun. 3anncu No Kaxaoi napTun nsaenuii 4oMKHbI 661 Tb BEPUGULMPOBaHbLI N Yy TBEPXAEHbI.

MpumeuyaHune —lMNapTueil MOXET CUNTATbCA OLHO MEANLIMHCKOE n3genue.

7.5.1.2 YnpaBneHue Nnpon3BOACTBOM N 06cnyxmBaHnem. CneynanbHole TpeboBaHua

7.5.1.2.1 YucToTa NnpoAyKUMN N KOHTPO/b 3arpA3HeHHoOCTU

OpraHusaums fJo/kHa pa3paboTaTb AOKYMEHTUPOBaHHbIe TPe6oBaHusA K YACTOTe NPOAYKLNKN, eCNu:

a) nepep cTepuausaumein n/nuam npuMeHeHnem NpoayKLMa NPOXoANT OYMCTKY B OpraHusaumu:

6) MpoAyKuus MOCTaBnAeTCs B HECTEPWIbHOM BUAE W MOANEXVUT ounucTke nepef cTepununsaumei
n/vnn npUMeHeHem:

B) MpPOAYKLUWSA NOCTaBnseTCs B HECTEPUIbHOM BUE N €B YACTOTA He MMeeT 3HayeHus Ans npumMe-
HeHus.

r) peareHTbl AN O4NCT KN NPOAYKLMN AO/MKHbI ObITb yAaneHbl Npu ee U3roToBNEHUN.

Ecnn npoaykums nogsepraeTca 04NCTKe B COOTBETCTBUM CnepedncneHnsamm a) unm 6), Tpebosanus,
cogepxawmecs B (6.4. nepeuncneHve a) u (6.4. nepeuncneHne 6), nepes nNpoLeaypoit OUNCTKN He NPUMeEHS-
loTCs.

7.5.1.2.2 PaboThl N0 MOHTaxy

Mpy HeO6X0ANMMOCT M OpraHM3aLmsa LO/MKHA pa3paboTaThb AOKYMEHTUPOBaHHbIe TpeboBaHusi, cogep-
Xalime KpuTepum npueMkn n Bepudrkaum MoHTaxa MefULMHCKOTO N3fenus.

Ecnn cornacosaHHble ¢ NoTpebuTenem TpebosaHWA NO3BONAIT BbINOAHATbL MOHTaX He TOJIbKO
cunamy opraHusauum uan es NoIHOMOYHOIo NpefAcTaBuTeNs, opraHusaumsa fo/kHa paspaboTaTb [OKy-
MeHTUpPOBaHHble TpeboBaHNA K TakoMy MOHTaxy U ero Bepudmkauum.

3anucy No MOHTaxy 1 BepudukaLmmn, KOTopble OCYLWecTBAAeT opraHnsaumns uam ee nofHONKIYHbINA
npefcTaBuTeNb, JO/DKHbI NOALEPXKMBATbLCA B paboyemM cocToAaHUN (4.2.4).

7.5.1.2.3 JeAaTeNbHOCTb MO 06CAYXNBAHUIO

Ecnun TpeboBaHne K 06CNyXnBaHUIO SBNSETCA CneunasibHbIM, OpraHu3auus 4okHa, npyu Heobxoaun-
MOCTMU. pa3paboTaTb JOKYMEHTUPOBaHHbIe NpoLeaypbl, paboune MHCTPYKLMK, ClpaBoyHble MaTepuasnsbl
1 3T asloHHble NpoLueAypbl U3MepPeHUs AN OCyLeCTBAeHNS 06CNyXMBaHWA 1 ero Bepudnkalmm B COOTBeT-
CTBUM CO cneunanbHbIM TpeboBaHueM.

3anucn no o6ecnyxuBaHWio, BbIMOMHAEMOMY OpraHusaumeli, AO/MKHbI NoAAepXuBaTbCcsa B paboyem
cocTosHuN (4.2.4).

MpumevaHne — OﬁCI’Iy)KVIBaHVIe MOXXET BKNYaTb, HANPUMEP, PEMOHT 1 TexHn4eckoe OﬁCI’Iy)KVIBaHVIe.

7.5.1.3 CneuuanbHble TpeboBaHUSA K CTEPUNbHLIM MEANLUHCKUM U3Lennam

OpraHusauua Jo/mKHa NogaepXnsaThb 3anmcu no napameTpam NpoLeccos CTepunnsauuy, npumeHse-
MbIX AN19 KaOKLOV napTumn cTepunnsyemoi npoaykumm (4.2.4). 3anucm no cTepuansaum SO/MKHbI MPOCIeXN-
BaTbCA A9 KAXA0W napTun Npon3BefeHHbIX MefULMHCKUX n3genuii (7.5.1.1).

7.5.2 Banugauus npoueccoB Npon3BOACTBa U 06CAYXNBAHUSA

7.5.21 O6wue TpeboBaHus

OpraHusaumsa Ao/xHa nofTeepxaaTe BCe NPOLECChl MPOM3BOACTBA W 06CNYXWMBAHWUA, pe3ynbTarbl
KOTOPbIX HE/b351 NPOBEPUTL NMOCPEACTBOM NOC/1e40BaTeIbHOr0 MOHUTOPUHIA NN N3MePEHUs. K HUM OTHOCAT-
CA BCe MpoLecchl, HeJOCTaTKN KOTOPbIX CTAHOBATCA OYeBUAHbLIMU TOJIbKO NOC/e Havana UCMob3oBaHuA
npoAyKL M.

Banupauus gosmkHa npoAeMOoHCTPUPOBaThb CMOCO6HOCTL 3TUX NPOLLECCOB A0CTUraTh 3an/iaHnpoBaHHbIX
pe3ynbTartos.

OpraHun3aumsa gomkHa paspabotaTb Mepbl N0 3TUM MpoLeccam, BKoYas, eciv 3To NpuemMiemo:

a) onpejeneHHble KPUTepUN ANA aHanusa v yTeepxaeHuns npoLeccos;

6) yTBEpXAeHne COOTBETCTBYIOLLLEro 060pyA0BaHus U KBandukaummn nepcoHana;

B) MPUMEHeHMe KOHKPETHbIX METOA0B U npoueayp:

r) TpeboBaHuA Kk 3anucsam (4.2.4);

[) NOBTOPHYIO Ba/IMAaumio.

OpraHusauna fomkHa paspabaTbiBaTb [OKYMEHTUPOBaHHbIE MpoueAypbl Banugaluun npumMmeHeHns
KOMMNbIOTEPHOro NPOrpamMmmMHOro obecneyeHus (M M3MeHeHU Takoro obecneyeHns n/vnm ero NPUMeHeHns)
npu NPov3BOACTBE U 06CAYXMBAHUW, KOTOPble MOFyT OKasblBaTb B/MAHME HA CMNOCOGHOCTb NPOAYKLUU
Y0B/1Ie TBOPATb YyCTaHOB/IEHHbIM TpeboBaH/AM. Takoe nporpaMmmMHoe obecneyeHuve cnefyeT yTBepXaaThb
[l0 ero NepBoro NpPYMeHeHus.

3anucu o pesynbTaTax Banugauun JOMKHbI NOAAEPXMBATbCS B paboyeM cocTOoAHUN (4.2.4).
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7.5.2.2 CneuymnanbHble TpeboBaHUA K CTEepUIbHbIM MEAULVHCKAM U3ennam

OpraHu3auusa fomkHa paspabaTbiBaTb JOKYMEHTVPOBaHHbIE NpoLeAypbl BaaMaaLm npoLeccos cTe-
punmnsauuu. MNpoueccsl cTepunusauun cnegyeT yTBepXaaTb [0 UX MepBOro NPUMEHEHUS.

3anucu o pesynbTaTax Baaujauumn npoLeccos CTepuamsaunm Ao/MKHbI NOAAEPXKMBATbCS B paboyem
COCTOSHUM (4.2.4).

7.5.3 VpeHTudmkaumnsa n npocnexmnsBaeMmocTb

7.5.3.1 NpeHTuUdunkayma

OpraHusauua fo/mkHa AeHTUMUUUMPoBaTb NMPOAYKUMIO HA NPOTSXEHUN BCEr0 XU3*IOHHOIO LuKia ¢
NMOMOLLbI0 COOTBETCTBYIOLNX CPeACTB 1 paspabaTbiBaTb AOKYMEHTVPOBaHHbIE NPoLeAypbl 415 TaKoi
naeHTndrKaLnm NpoayKuuu.

OpraHusauns go/mkHa paspabaTbiBaTb AOKYMEHTUpPOBaHHbIE NpoueAypbl, rapaHTvpylowme, 4TOo
MeAVLMHCKME U3[enns, Bo3BpalleHHble B OpraHn3aLvio Kak HeCooTBe T CTBYOLWMe, NAEHTURULUPOBaHbI 1
oTAeneHbl 0T U3fenuii, COOTBETCTBYIOLWMX yCTaHOBNEHHbIM TpeboBaHnam (6.4. nepeyncneHue r).

7.5.3.2 TpocnexnsaeMoCcTb

7.5.3.2.1 O6Lwue nonoxeHns

OpraHu3auusa fo/mkHa paspabaTbiBaTb JOKYMEHTUPOBaHHbIE NpoLeAypbl NpocnexmnsaemMocTu. Takve
npoueaypbl AO/MKHbI ONpefenaTb CTeneHb NPOCNeXMBAEMOCT M NPOAYKLUUN N HeobxoAnMble 3anucu (4.2.4,
8.3 n8.5).

Ecnu npocnexveaemocTb aBnseTcs TpeboBaHMeM, TO OpraHm3auuns fO/MKHA ynpaBasaTh cneumabHOM
naeHTUMKaLmein Npoaykuum n peructpuposaTts ee (4.2.4).

MpumMeyaHune — YnpasneHvie KOH(MrypaLyeli NpofyKummn SIBNSETCS CPeaCTBOM, C MOMOLLBI0 KOTOPOro
MOXHO OCYLLEECTB/ISTb MAEHTUMKALMIO 1 NMPOC/EXNBAEMOC Th.

7.5.3.2.2 CneyunanbHble TpeboBaHNSA K aKTUBHbIM UMNNAHTVPYEMbIM MEAULUHCKAM U3aenmam
U MMNNaH TUPYyEeMbIM MEAULUHCKUM U34ennam

B 3anucu, HeobxoAumble ANS OCYLLeCTB/IEeHNA NPOC/eXNBAaeMOCTH, OpraHnsauna fo/MkHa BKIYaTb
cBefeHusi 060 BCeX KOMMOHEHTax, MaTepuasax u yCoBUsIX OKpyXXatoLLeli cpefbl, eCnv OHU MOTY T SIBUTbCS
NPUYMHON TOro, YT 0 MeANLNHCKOe U3fenue He ya0Bne TBOPSeT YyCTaHOBEHHbIM K HEMY TpeboBaHusAM.

OpraHu3sauus go/mkHa TpebosaTb 0T CBOMX NPeAcTaBnTeneil uam gucT pubbioTOpoB NojaepxeaThb
3anucy o pacnpegeneHu MeauLUMHCKUX U3Lennin Ana LOCTMXEHUS NPOCNeXNBAeMOCTU U JOCTYNHOCTK
3T uX 3anuceii 4Na KOHTPONA.

OpraHmsauust go/HkHa obecneumBaTb perucTpauuio rpysononyyarens (HaMMeHoBaHUS U agpeca)
(4.2.4).

7.5.3.3 NpeHTudukauua cTraTyca

OpraHusauusa Ao/HkKHa aeHTMduLMpoBaTb cTaTyc NPoAyKLMN MO OTHOLWEHWIO K TPe60BaHUSAM MOHUTO-
pVIHra 1 N3MepPEeHUii.

NaeHTudunkauus cTaTyca npoayKumMmn foMKHA NOAAEPXKMBAT bCA HA BCEX aTanax ee Npon3BoAcTBa,
XpaHeHusl, MOHT axa 1 obcnyxxusaHus fna obecnevyeHns oTnpasaeHns, NPUMEHEHUSA UM MOHT axa TO0JIbKO
npoAyKuuun, npowegluein Bce Heo6XxogumMble BUAbI KOHTPOAS U UCNbITanuid (Mnn nmetoweli odmumanbi<oe
paspeLleHne Ha OTK/IOHEHWE OT YCTaHOB/IEHHbIX TPeboBaHuii).

7.5.4 Cob6CTBEHHOCTL NOTpe6uTenei

OpraHusaums Ao/mkHa NposiBAATb 3a60Ty 0 COGCTBEHHOCTU MOTPebMTens, noka OHa HaxoAWTCA MNoA
ynpas/ieHnem opraHusaummn nam ucnonb3yetcs ern. OpraHnsanmsa Ao/HKHA naeHTMdnumpoBsaTb, Bepudunympo-
BaTb. 3aWuartb U COXPaHATb COGCTBEHHOCTb NOTPe6UTENs, NpeAoCTaBNeHHY A5 WCNONb30BaHWUA UK
BK/IIOYEHMS B MPoAyKumnio. Eciv co6CTBEHHOCTL NOTpebUTeNs yTepsHa, NoBpeXxaeHa nuav npusHaHa Henpurog-
HOI ANA UCNONb30BaHNA, NOTPpebUTEeNb AO/MKEH BbITb 06 3TOM M3BELLEH, a 3anucy AO/KHbI NOAAEPXNBATLCA
B paboyem cocTtosHuu (4.2.4).

MpumeyaHune — CobCTBEHHOCTbIO NOTPEGUTENST MOXET 6blTb VHTENNeKTya/lbHasi CO6CTBEHHOCTb
W KOH(OMAEHUMaTbHas MHApopMaLyst O COCTOSIHUM Ero 3[0P0BbS.

7.5.5 CoxpaHeHue cOOTBETCTBUA NPOAYKLMUN

OpraHu3auna gomkHa paspabaTbiBaTb JOKYMEHTUPOBAHHbIO NpoLeaypbl Uan paboune MHCTPYKLUn
Mo COXpaHeHno COOTBETCTBUA NPOAYKLUN YCT aHOBNEHHBIM TPeboBaHNAaM NPy OCyLLLECT BNIEHUN TEXHOS10-
rMyecKux NpoLeccoB BHY TPy opraHmsauny n 4ocTaBke NPoAyKUMn K MECTY Ha3HaYeHUs.

CoxpaHeHne COOTBETCTBMSA [O/HKHO BKIOUaTb B ceba uaeHTUdmKaumio, norpy3oyHo-pasrpy3ouHble
paboTbl, ynakoBKy, XpaHeHue u 3awmuTy. CoxpaHeHue A0/HKHO TakkKe MPUMEHATLCSA U K COCTaBHbIM HacTAM
npoAyKuuK.

OpraHu3auna go/mxHa paspaboTaTb JOKYMEHTUPOBaHHbIE Npoueaypbl v paboymne MHCTPYKLMK NO
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yNpaB/iEHNIO NMPOAYKLUMEN C OFpaHUYeHHbIM CPOKOM XpaHeHUs M60o NpoayKuueli, TpebyoLlei cneyuanbHbiX
ycnoBuit xpaHeHus. Takue cneumasbHble YC0BUS XpaHeHUs fO/MKHbI PerncTpupoBaThLCs U 6bIThb YyNpaBs-
eMbIMY.

7.6 YnpaBneHue ycTpoicTBaMu A1 MOHUTOPUHIA U U3MepeHuit

OpraHusauusa Ao/HkHa onpegennTtb MOHUTOPUHT U M3MEPEHUS, KOTOPble NPeACcTOMT OCYLLEeCTBAATb, a
TakKxe yCTpoicTBa A1 MOHUTOPUHIa U 3MEpPEHNs, Heo6XxoAMMble AN 06ecneyeHns CBUAETENbCTBA COOTBET-
CTBMSA NPOAYKLUN YCTAHOBNEHHbIM TpeboBaHuam (7.2.1).

OpraHusauna gomkHa paspaboTaTb AOKYMEHTUpOBaHHbIE Npoueaypbl obecneyeHus NpoBefeHns
MOHVWTOpPUHIa u MU3MepPEHNn B COOTBETCTBUN C yCTaHOB/IEHHbIMU TpeboBaH/AMY.

Tam. rge Heob6xoAMMo obecneunBaTh UMEIOLLME 3aKOHHYIO CUY pe3ynbTaTtbl, N3MepuTenbHoe o60pyao-
BaHNEe [O/MKHO ObITh!

a) 0TKa/IMbpoBaHO M NOBEPEHO B YCTAHOB/IEHHbIE NMEPUOAbI UNW NMepes, ero NpumMmeHeHneM no obpasuo-
BbIM 3TasioHaM, nepejanliyM pasMepbl eAuHUL, B CPaBHEHUU C MEXAYHapOAHbIMU WU HaLMOHabHbIMU
3TanoHamu. Mpu oTCyTCTBMU Taknx 3TafIOHOB 6a3a, NCrnonb3oBaHHasA A1 KannbpoBKU WU MOBEPKM, AO/HKHA
6bITb 3aperncTpmpoBaHa:

6) OTperyiMmpoBaHo MU NOBTOPHO OTPErY/IMPOBAHO MO Mepe HEOBX0AUMOCTM:

B) MAEHTUULUPOBAHO C LeNblo YCTaHOBIEHUS cTaTyca KambpoBKu;

r) 3alMlLieHo OT peryanpoBoK, KOTOpble caenany bbl HefelCTBUTE TbHbIMWU pe3ybTaTbl U3MEPEHUS;

[) 3alUMLLEHO OT NOBPEXAEHMUS U YXYALEHNS COCTOSHUA B XO4e 06paLleHuns, TEXHUYECKOro 06CnyXu-
BaHWS U XpaHeHus.

Kpowme Toro, opraHusaums go/mkHa OLeHUTb U 3aperncTpupoBaTtb NPaBoOMOYHOCTb NpeablAyLLINX pesysb-
TaTOB U3MepeHUsl, ecin 06HapyXeHo, YTo ob6opyJoBaHME HE COOTBETCTBYeT TpebGoBaHusaM. OpraHusauus
OO0/MKHA NpeAnpuHATL COOTBETCTBYOLLEE AEICTBME B OTHOLLIEHUN TaKoro 060pyA0BaHNA 1 11060 N3MepPEeHHOM
NpoAyKuMn. 3anucyu pesynbTaToB Ka/IMOPOBKU M MOBEPKU AO/KHbI NOAAEPXMBATLCS B paboyeM COCTOSHUU
(4.2.4).

Ecnv npu MOHUTOPWHIE U U3MEPEHUN YCTaHOB/EHHbIX TPeOGOBaHU UCNOMb3YIOT KOMMbIOTEPHbIE MPo-
rpaMMHble CpeAcTBa, UX CNoCOOHOCTL YAOBNETBOPATL NpeAnonaraeMoMy NMPpUMEHEHU0 J0/MKHA 6bITb Noj-
TBEpXAeHa. ITO J0/HKHO OblTb OCYLLECTB/IEHO A0 Havasa NPMMEHeHNs 1 NOBTOPHO NOATBEPXAEHO MO Mepe
Heob6XoANMOCTH.

MpumeuyaHune — Cm. pykoBogsLme ykasaHus B [6].

8 W3mepeHune (OueHKa), aHanu3 n ynyullieHme

8.1 O6uwue nonoxeHms

OpraHusauus Ao/HkHa naaHMpoBaTh Y NMPUMEHsSITb NPOLECChl MOHUTOPUHIA, U3MepeHust (OLEHKM), aHa-
M3a 1 ynydleHns, Heobxogumble ans:

a) AeMOHCTpauunM COOTBETCTBUS NPOAYKLMN:

6) obecneyeHnss COOTBETCTBUSA CUCTEMbI MEHE)KMEHTA KauecTBa;

B) MOAAEPXaHWs pe3ynbTaTVWBHOCTMU CUCTEMbI MEHE)KMEHT A KayecTBa.

3T0 AOMKHO BK/IOYATL OnpeaeneHne nprMeHsieMbIX METOA0B, B TOM YMC/ie CTaTUCTMYECKMX, U 061acTb
MX UCMOMb30BaHUS.

MpumeuaHne — HaumoHanbHbIe UK PETUOHATIbHBIE HOPMATUBHLIE AOKYMEHTbI MOTYT COAepXaTb Tpe-
60BaHus K pa3paboTkKe LOKYMEHTUPOBAHHbLIX NPOLeAyp 4/ BHEAPEeHUsl CTaTUCTUYECKUX METOL0B U YNpaBieHus ux
NPUMEHEHNEM.

8.2 MOHUTOPUHT 1 n3MepeHue (oueHka)

8.2.1 O6paTHas cBA3b

B kauecTBe 04>0ro u3 crnoco6oB OLEHKN (PYHKLMOHMPOBAHUSA CUCTEMbl MEHeKMeHTa KayecTBsa
opraHv3aums Ao/HKHA NPOBOAVTb MOHUTOPUHT MHhopMaL UK, 0 THOCSLLECA K yA0B/1e TBOPEHMIO OpraHn3a-
uueli TpeboBaHuii noTpebruTens.

Jlo/XHbI 6bITb YCTAHOB/IEHBI METOAbI NOSTYYEHUS N NCNO/b30BaHNA 3TOW MHOpMaLK.

OpraHusaums fo/kHa pa3paboTaTb AOKYMEHTUPOBAHHYIO NpoLeaypy No cucreme 06paTHON CBA3N
(7.2.3. nepeuncneHvie B) C LieNblo NOyYeHUs paHHero npeaynpexaeHus o npobnemax B 06nacTu kayecTsa
1 BBEJiEHUS B NPOLLECChI KOPPEK T MPYIOLLUX 1 Npegynpexaarowmnx geicTsui (8.5.2 n 8.5.3).

Ecnn HauuoHanbHble UAWM pervoHasbHble HOpMaTWBHble AOKYMEHTbl TPebyloT 0T opraHusauum
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HaKOoMMIeHNs OnblTa Ha OCHOBaHWW WHpopMauWK, NOMYYEHHON Mmocne MNpofaXu MeAuVLMHCKOro ugenvs,
aHanM3 Takoro onblTa MOXeT CTaTb YaCcThbi0 CUCTEeMbl 06paTHOW cBA3n (8.5.1).

8.2.2 BHyTpeHHue ayauTbl (MpoBeEpPKN)

OpraHu3auus o/mkKHa NPoBOAUTbL BHYTPEHHME ayAuTbl (MPOBEPKK) Yepes 3annaHMpoBaHHble UHTepBasbl
C LefIbi0 YCTaHOB/IEHMS TOrO, YTO CUCTEMA MEHEKMEHTA KayecTBa:

a) COOTBETCTBYeT 3annaHMpoBaHHbIM Meponpusatuam (7.1). TpeboBaHusAM HacTosLWero craHgapra u
TpeboBaHUSAM K CUCTEME MeHeKMEeHTa KayecTBa, pa3paboTaHHbIM opraHu3auue;

6) BHeApeHa pe3ynbTaTWBHO U NoAAepXuBaeTcs B paboyem COCTOSHUN.

Mporpamma ayanToB (NPOBEPOK) AO/MKHA MIaHNPOBATLCA C yY4EeTOM cTaTtyca M BaXXHOCTU MPOLECCOB 1
Yy4YacTKOB, MoA/exatux ayauTy, a Takke pe3ynbTatoB npeablgywmx ayamTos. Kputepuu, obnactb npumeHe-
HMSA. yactoTa U MeToAbl ayAnTOB LO/MKHbI ObiTb onpefeneHbl. Bbibop ayAMTopoB u npoBefeHue ayaunToB
[OMKHbI 0becneynBaTb 06BLEKTUBHOCTb M 6ECNPUCTPACTHOCTbL Mpouecca ayauta. AyauTopbl He AO/XKHbI
NpoBepsATb CBOK COBCTBEHHYIO paboTy.

OTBETCTBEHHOCTb M TPeboBaHWA K N1aHMPOBaHNIO 1 NPOBEAEHUNIO ayAUTOB, a Takke K 0TYeTy 0 pesy/ib-
Tatax v noagepxaHuio 3anucein B paboyem cocTosiHnM (4.2.4) OMKHbI ObITb ONpeaeneHbl B OKYMEHTUPOBAH-
HOli npoueaype.

PykoBOACTBO, OTBETCTBEHHOE 3a NpOBEPsSEMble 061acTu AeATeNbHOCTU, AO/HKHO o6ecneynBatb, YTOObI
AeicTBuA npegnpuHUManicb 6e3 U3NuLWHel OTCPOYKM A8 YyCTpaHeHns o6HapyXeHHbIX HECOOTBETCTBUIA ©
BbI3BABLUMX WX MPUYMH. Mocnenyowme feicTBUA AO/MKHbI BKIOYaTb BepuchmkaLmio NpeanpuHATbIX Mep K
0TYeT 0 pesynbTaTax Bepudukaumm (8.5.2).

MpumeuvyaHune — CMm. [7]— pyKoBOACTBO NO ayguTy.

8.2.3 MOHMTOPUHT 1 n3MepeHne (oLeHkKa) NpoLeccos

OpraHusauus Jo/mKHa NPUMEHATb NOAXOoAfAWMe MeToAbl MOHUTOPUHra W, rae 3To uenecoobpasHo,
n3MepeHns (OLEHKM) NPOLECCOB CUCTEMbI MEHeMKMeHTa KayecTBa. TN MeToAb! AO/MKHbI AEMOHCTPUPOBATL
CNOCOGHOCTL NPOLECCOB AOCTUMATb 3annaHMpoBaHHbIX pe3ybTaTtos. Ecnun 3annaHupoBaHHble pesy/bTaTbl He
[OCTUrHYTbI, TO. KOrfa 3To LenecoobpasHo, A0/MKHbI NpeAnpUHUMAaTLCA KOPPEKLUMU N KOppeKTupyloLme aei-
CTBUA AN o6ecneyeHns COOTBETCTBUSA NPOAYKLMUN.

8.2.4 MOHUTOPUHT 1 n3MepeHne (oueHkKa) NnpoayKLun

8.2.4.1 O6uwwue TpeboBaHus

OpraHu3aums Jo/HKHa NPOBOANTbL MOHWTOPUHI W M3MEpPeHUe XapakTepucTUK NPOAYKLUN C Lenbio
Bepudmkaumm cooTeeTCTBUA ycTalOBNeHHbIM TpeboBaHnsAM. MOHUTOPUHT Y U3MepeHne Xapak TepucTmK
NPOAYKUMN [O/MKHbI 6bITb NPOBEAEHbl HA COOTBETCTBYOLWUX CTaAnAaX NPOLECCOB XU3HEHHOTO LMKNa
NPOAyKUMN 1 B COOTBETCTBUM C 3aniaHMpoBaHHbIMU meponpusTuamu (7.1) n AOKYMEHTMPOBaHHbIMU
npouenypamu (7.5.1.1).

CBujeTenbcTBa COOTBETCTBUS KPUTEPUAM NPUEMKM LODKHbI NOAAEPXNBATLCA B paboyem COCTOSHUW.
3anucy [oMKHbI ykasbliBaTb /MU0 (&), CaHKLMOHUpOBaBLLee (Me) BbINyCK NpoayKuumn (4.2.4).

Bbinyck NpoayKummn 1 06¢cnyxneaHne He MOryT OCYLLeCTBASTbLCA 40 YCMELHOro 3aBepLieHns 3anna-
HYpPOBaHHbIX MeponpuaTui (7.1).

8.2.4.2 CneunanbHoe TpeboBaHMe ANS aKTUBHbIX UMMAAHTUPYEMbIX MEANLUHCKUX N3aenunii n
UMNAaHTUPYeMbIX MEANLUHCKUX U3aennii

OpraHu3auua fo/kHa BeCTU 3anucy no nageHTudukaummn nepcoHana (4.2.4). nposogdawero nwobble
BUAbI KOHTPONS UK UCNbITaHWUA.

8.3 YnpasneHue HecoOTBeTCTBYIOL el NpoayKuunei

OpraHusauusa fosxHa obecneumsaTb, YTOObI NPOAYKUMA, KOTOpas He COOTBETCTBYET TpeboBaHWAM,
6blna ngeHTUUUMpoBaHa 1 ynpasnanach C Lefbio NnpefoTBpalleHns HenpegHaMepeHHOro Cnob30BaHns
unun noctaskn. Cpeactea ynpas/fieHWs, COOTBETCTBYHOLWAsA OTBETCTBEHHOCTb M NOSIHOMOYMS ANA paboTbl C
HeCcoOTBeTCTBYIOLLEN NPOAYKLUMER [0/MKHbI BbITb OnpegeneHbl B AJOKYMEHTPOBAHHON npoLeaype.

OpraHusaums fo/mKHa pellaTb BONPOC O HECOOTBETCTBYILLEA NPOAYKUUWA OLHWUM WAN HECKOJSIbKUMM
cnepyoLwMm cnocobamm:

a) OoCyLecTBNATbL AEWCTBUA C Lie/blo yCTPaHeHUss 06HapyXeHHOro HeCOOTBETCTBUS;

6) CaHKLUMOHVMpPOBATb NPYMEHEHUe, BbIMYCK UAN NPUEMKY NPOAYKLUNY NOJ pa3peLleHne Ha 0T K/IoOHeHne
OT YCTaHOB/IEHHbIX TPeboBaHwuii;

B) OCYLLEeCTB/ATb AENCTBUA C Le/lbio NpeoTBpaLleHns ee nepBoHavasbHOro npeanonaraeMoro Mcnosib-
30BaHNA MW NPUMEHEHUS.

OpraHusaums Ao/mkHa rapaHTupoBaThb, YTO HECOOTBETCTBYHLWAA NPoAyKumsa byaeT NnpvHATa npu
NonyYeHnn paspeLleHns Ha OTK/IOHEeHVEe OT YCTaHOB/EHHbIX TPe60oBaHuii TONbKO B TOM C/ly4as, eC/in 3TO
fonyckaeTcCs yCTaHOBNEeHHbIMN TpebosaHuamn. 3anucu o6 ngeHTudmrkauum nuya (nmy), nvetowero (Mx)
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MOSIHOMOYMS Ha BblAady paspelleHnii Ha OTK/IOHEHWE, [LO/KHbI NOAAEePXMBATbLCA B paboyem COCTOSHUU
(4.2.4).

3anucu 0 xapaktepe HecOOTBETCTBMIA W NOGbIX MOCNeAyoWmnX NPeAnpUHATLIX AelCTBUAX, BKIOYas
npueMKy NPoAyKLMM NOA paspeLleHne, A0/KHbI MoAAEepPXKMBaTLCA B paboyem CoCToAHWM (4.2.4).

Korga HecooTBeTCTBYtOLAs NPOAYKLMS UCMIPaB/eHa, OHa A0/MKHA ObiTb NOABEPrHyTa NOBTOPHOI Bepu-
dhmkauum 4na NogTBEPXKAEHUS COOTBETCTBUA TPEOGOBaAHUAM.

Ecnu HecooTBeTCTBYIOLW A NPOAYKLMA BbisiB/IEHA NOCe NOCTaBKN WK HaYana UCnosb30BaHus, opraHu-
3auua JOMKHA NPeAnpuHATL AeicTBUS, afekBaTHble NocneacTBUAM (MM NOTeHUMabHbIM NOCNeACTBUSIM)
HecooTBETCTBUS.

Ecnu npoaykuus HyxgaeTcsa B nepepaboTke (04UH nan 60neB pas), opraHusauus ob6s3aHa LOKYMEH-
TupoBaThb Npouecc nepepaboTku B paboueii MHCTPYKLMKU, Ha KOTOpPYIo cnegyeT nofyyYnTb oduumuanbHoe
paspelleHne 1 of06peHne TakK Xe. Kak U Ha nepBoHayvasbHylo pabouylo MHCTPYKuuo. Mepes nonyyeHnem
ohULManbHOro paspeLleHns U 0A06peHNst Ao/MKHbI 6bITb onpeseneHbl U JOKYMEHTUPOBaHb! (4.2.3 n 7.5.1)
nobble HebnaronpusaTHble NOCeACTBUSA nepepaboTKu NPoAYKLMN.

8.4 AHann3 gaHHbIX

OpraHusaums Jo/mkHa paspaboTaThb AOKYMEHTVPOBaHHYI0 NpoLeypy onpeaeneHus, cbopa v aHanmsa
[aHHbIX, HEOO6XOAUMBIX AN LEMOHCTpaunmn pe3ybTaTWBHOCTM CUCTEMbl MEHE)KMEHT A KayecTBa U ee
COOTBETCTBUA yCTaHOB/EHHbIM TPeboBaHNAM, a Takxke 415 OLEeHKM BO3MOXHOCT U MOBbILLEHWS €€ pe3y/ib-
TaTuWBHOCTU.

[JaHHble 0OMKHbI BKOYaTh MHOPMaLUo, NONYYEHHYI0 B pe3y/ibTaTe MOHUTOPUHIA U U3MEPEHNS Takke
N N3 APYrux COOTBETCTBYIOLLNX UCTOUYHUKOB.

AHann3 faHHbIX AO/MKEH NpefoCcTaBNsATb MHhopmaL Mo no:

a) obpaTHoli cBsizn (8.2.1):

6) cooTBeTCTBUIO TpebOBaHMAM K Npoaykuuu (7.2.1):

B) XapakTepuctukam ¥ TEeHAEHLUMAM MpOLEeccoB W MPOAYKUWM, BKIOYas BO3MOXHOCTW MpPOBEeAEeHUs
npeaynpexaaroLmx f4eiicTBui;

r) nocTaBLiuKaM.

3anucu pesynbTaToB aHam3a AaHHbIX J0/DKHbI MOAAEPXMBATbLCA B paboyeM cocTosAHuN (4.2.4).

8.5 YnyuweHue

8.5.1 O6LmMe NnoNoXeHUs

OpraHusaumsa Ao/mkHa UAeHTUMUUMPOBaTb W BbINONHATL /0ObIe M3MeHeHus, Heobxogumble ANA
obecneyeHuns N NoaLep>XKaHus NOCTOSHHOIO COOTBETCTBUSA YCTaHOB/IEHHbIM TPe6oBaHUsIM 1 pesynbTa-
TUBHOCT Y CUCTEMbI MEHEAK3NBHT A KauecTBa, UCMOMb3ya NOMTUKY B 06nacTu KauecTBa, yCTaHaBnveas
Lenu B 3TOIl 061acTw, a TaKxke NCNonb3ysa pesynbTaTbl ayAMTOB, aHann3a faHHblX, KOPPeKTUPYIOLLNX U
npegynpexaanoLwmx aeiicTBuii 1 aHanm3a co CTOPOHbI PyKOBOACTBA.

OpraHu3aums Jo/HKHa yCTaHOBUTb JOKYMeHTUpPOBaHHble NpoLieAypbl BbIMYCKa U MPUMEHEHNSA NOACHU-
TenNbHbIX yBegoMneHnii. CnegyeT o6ecneunTb BO3MOXHOCTb NPOBEeAEHUS T aknx NpoLeayp B nto6oe Bpemsi.

3anucu 06 n3yyeHun xanob NnoTpebruTeneii OMKHbI NOAAEPXUBATLCA B paboyeM cocTossHUY (4.2.4).
Ecnv B xoAe Takoro nsyyeHus 6yfeT ycTaHOBNEHO, YT 0 NOABEHNI0 Xanob noTpebuTeneil cnoco6cTByeT
BHELLUHAS [eATeNblloCTb OpraHnsauuy, Mmexzay 3avHTepecoBaHHbIMW OpraHusaunamu cnegyeT NpoBecTy
06MeH cooTBeTCTBYyLLel nichopmauueit (4.1).

Ecnv no no6oii xxanobe noTpebuTensa He NpegnpuHAT bl KOPPEKTMPYOLME n/unn npegynpexgatoLime
[LeicTBusA, NpUUNHY cnegyeT 06bAcHUTL (5.5.1) 1 3aperncTpuposaTb (4.2.4).

Ecnn aToro TpebyloT HauvoHa/bHble UV PermoHanbHble HOPMaTVBHbIE AOKYMEHTbI, OpraHusaums
[lOMXHa pa3paboTaTb AOKYMEHTUPOBaHHbIE NPOLefsypbl YBELOMIEHUS PErynnpyrlolwmx OpraHoB o Tex
VHUMAEHTax, KoTopble COOTBETCTBYHT KPUTEPUAM K OTUYETHOCTW.

8.5.2 KoppekTupytouwme geiictems

OpraHun3auus fo/KHA NpesnpuHUMaTh KOPPeKTUpYoLLe AeiiCTBUSA C Lefbio YCTPaHeH!s NpuyrH Heco-
OTBETCTBWIN ANA NpeAynpexaeHns NoBTOPHOrO UX BO3HUKHOBEHUSI. KOppeKkTvpyoLwmne AeicTBUSA AO/KHbI ObITb
afeKBaTHbIMW NOCNEeACTBUAM BbISIB/IEHHbLIX HECOOTBETCTBUIA.

JomxHa 6bITb paspaboTaHa AoKyMe»anpoBaHHas npoleaypa Ans onpegeneHns TpebosaHuii K.

a) aHanM3y HecoOTBETCTBUI (BK/ItOUas Xxanobbl noTpebutenei);

6) yCTaHOB/IEHUIO NPUYNH HECOOTBETCTBUIA:

B) OLeHMBaHWI0 He06X0AMMOCTMN [eNCTBUIA, YTOObI N3bexaTb NOBTOPEHUS HECOOTBETCTBUIA;

r) onpegeneHunio 1 BbINOTHEHNIO HEOOXOANMbIX AeViCTBWiA, BK/IIOYas, ec/u LiesiecoobpasHo, 06HOoBeHne
JokymeHTauuu (4.2);

15



FOCT P MCO 13485—2004

) peruncTpauuu pesynbTaToB 00ObIX paccnefoBaHnii u NPUHATbIX mep (4.2.4);
B) aHanu3y NpefnpuHATbIX KOPPEKTUPYIOLLNX AeACTBUIA N UX pe3yNbTaTUBHOCTU.

8.5.3 T[pegynpexpatouwue gencrsus

OpraHu3zauusa fo/xkHa onpegennTb AeliCTBUA C Lesblo YCTPAaHEHUS MPUYKH NOTEHLMAbHbIX HECOOTBET-
CTBWIA ANA nNpeaynpexaeHns nx nosisnexus. MNpegynpexgaolive AeicTBUSA AO/MKHbI COOTBETCTBOBATh BO3-
MOXHbIM MOCNEACTBMAM NOTEHLUMaNbHbLIX Npo6em.
[omkHa 6bITb paspaboTaHa AOKYMeEHTUpOBaHHas npoueaypa Ansa onpegeneHns TpeboBaHunin K

a) yCTaHOB/IEHWIO MOTEHLMaNbHbIX HECOOTBETCTBUM U NX NMPUYMNH:

6) OLEeHVBaHWNIO HEOO6XOAMMOCTUN AECTBUI C LieNblo NpefynpexaeHns nosBaeHns HecooTBETCTBUIA;
B) OMpeAesieHnI0 N OCYLLECTB/IEHNI0 HEOOXOAMMbIX OENCTBUIA;

r) perncrpayuu pesynbTaToB N0bObIX paccnefoBaHuii n NpUHATbLIX mep (4.2.4);

4) aHanusy NpefnpuHATbIX NpegynpexaaroLmx AeicTBUA 1 nx pe3ynbTaTUBHOCTMU.

MpunoxeHune A
(cnpaBo4HoOE€)

CooTBeTcTBMe Mmexay MCO 13485:2003 n NCO 13485:1996

Ta6nunuya Al— CoorsercTsre mexay MCO 13485:1996 n NCO 13485:2003
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NCO 13485:1956

1 O6nacTb NpUMeHeHus

2 HopmaTuBHble CCbINKN

3 Onpegenexus

4 Tpeb6oBaHWA k cucTeme kayecTsa (TO/IbKO 3aro/10BOK)
4.1 OTBETCTBEHHOCTb PyKOBOACTBA (TO/IbKO 3aro/10BOK)
4.1.1 NMonuTuka B 061acTn KayecTsa

4.1.2 OpraHusaums (TONbKO 3arosoBoK)

4.1.2.1 OTBETCTBEHHOCTb 1 MOJIHOMOUUA

4.1.2.2 Pecypchl

4.1.2.3 TpepcTtaBuTesNib PyKOBOACTBA

4.1.3 AHanns co CTOPOHbI PYKOBOZACTBA

4.2 Cuctema kavecTa (TONIbKO 3aro/10BOK)

4.2.1 O6uue NnonoxeHns

4.2.2 Tpoueaypbl CUCTEMBI KayecTsBa

4.2.3 lNnaHnpoBaHune kayecTBa

4.3 AHann3 KoHTpakTa (TO/IbKO 3arosioBOK)

4.3.1 O6wue nonoxeHus (ToNbKO 3aron0BoK)

4.32 AHanus

4.3.3 VI3MeHeHnsa K KOHTpaKTy

4.3.4 3anucu

4.4 YnpaBfieHne NpoeKTMpoBaHneM (TOJIbKO 3aros10BOK)
4.4.1 O6wue nNonoxeHns (TONbKO 3arosi0BOK)

4.4.2 TlnaHMpoBaHWe NPOeKTMPOBaHUA 1 pa3paboTKu
4.4.3 OpraHu3aLnoHHOE 1 TeXHUYeckoe B3avMogeicTene
4.4.4 BXofHble NPOEKTHbIE AaHHbIe

4.4.5 BbIXOAHble NPOEKTHbIE faHHble

4.4.6 AHanus npoekta

MNCO 13485.2003

W N R

51.53.541
551
6.1.6.2.1
5.5.2

5.6.1. 8.5.1
4.1.4.22
421
54.2.71

52.72.1.722.7.23
7.2.2
7.2.2

731
7.3.1
7.3.1.732
7.3.3
7.3.4
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NCO 13485:1996

4.4.7 TlpoBepka npoekra

4.4.8 YTBEpXAeHWe npoekta

4.4.9 Vi3meHeHus npoekTa

4.5 YnpasneHue fokymeHTaLuei n AaHHbIMK (TONbKO 3aro10BOK)
4.5.1 O6LwWwme NonoxeHns

4.5.2 YTBEpPXAEHUE W BbIMYCK JOKYMEHTaLUN N fJaHHbIX
4.5.3 I3MeHeHVe JOKYMEHTOB W1 flaHHbIX

4.6 3akynku (TONbKO 3aronoBOK)

4.6.1 O6Lwme NonoxeHns (TOsIbKO 3aro/10BOK)

4.6.2 OueHka cybnogpsiunkos

4.6.3 VHchopmMauus no 3akynkam

4.6.4 TpoBepka 3aKynaeHHON NpoAyKuun

4.7 YnpasneHve npoaykuuei, noctaBnsemMoi notpebutenem
4.8 NpeHTUdUKaLMsa 1 NpoCnexmBaeMocTb NpoayKuum
4.9 YnpasneHue npoueccamu

4.10 KOHTpONb M UcnNblTaHUS (TONIbKO 3aron0BOK)

4.10.1 O6wme NoNoXeHus

4.10.2 BXOAHOW KOHTPO/Ib U UCTbITAHUS

4.10.3 KOHTpPONb 1 UCNbITAHUA B NpoLecce NponssoacTsa
4.10.4 OKOHuaTesbHbIli KOHTPO/Ib U UCMbITAHNSA

4.10.5 Peructpauus gaHHbIX KOHTPONSA U UCMbITAHWN

4.11 YnpaBneHue KOHTPO/IbHbIM, W3MEpUTEe/IbHbIM W  WChbITa-
TeNbHbIM 060py0BaHNeEM (TONbKO 3aron0BOK)

4.11.1 O6uwme NonoxeHus
4.11.2 Tpoueaypbl ynpasieHus
4.12 CTaTyc KOHTPO/IA U UCNbITAHWUIA

4.13 YnpaBfieHWe HecOOTBETCTBYWLEA npoaykuueid (TONbKo
3aro/10BOK)

4.13.1 O6LWMe NoNoXeHns
4.13.2 AHanu3 n yTunusauns HecooTBETCTBYHOLLEH NpoayKL K

4.14 KoppekTupylowme n npegynpexgawnouine geicrsns (Tonbko
3aro/10BOK)

4.14.1 O6LWme NoNoXeHns
4.14.2 KoppekTupylouwme aeicTeus
4.14.3 TpepynpexaatoLine geicrams

4.15 Torpy3o4Ho-pasrpy3oyHbie paboTbl, XpaHeHue, ynakoBska,
KOHCepBauusa 1 noctaska (TONIbKO 3aros10BOK)

4.15.1 O6wume NnoNoxeHus

4.15.2 Torpy304Ho-pa3rpy3ouHbie paboTbl
4.15.3 XpaHeHwue

4.15.4 YnakoBka

4.15.5 KoHcepsauus

4.15.6 MocTtaBka

735
7.3.6
7.3.7

4.2.3
4.2.3
4.2.3

7.4.1
7.4.2
7.4.3
75.4
7.5.3

FOCT P NCO 13485—2004

NCO 13485:2003

6.3.6.4.75.1.75.2

7.1.81

7.4.3
8.2.4
8.2.4

7.5.3.

7.6
7.6
753

8.3
8.3

8.5.2.

8.5.2
8.5.3

6.4

755
755
755
755
75.1

.8.2.4

8.2.4

8.5.3
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FOCT P MCO 13485—2004

OkoH4aHue Tabnuubl A. 1

NCO 13485.1996 NCO 13485.2003
4.16 YnpaBneHue peructpauuein JaHHbIX O KauecTse 424

4.17 BHYTpeHHUe NpoBepkun KayecTsa 8.2.2.8.2.3

4.18 MoproToBKa Kafpos 6.2.2

4.19 O6cnyxunBaHue 7.5.1

4.20 CraTtuctuyeckme metofbl (TO/IbKO 3aro/s1oBOK) —

4.20.1 OnpepgenexHne noTpeGHoOCTEW 8.1.8.2.3.8.2.4. 84

4.20.2 Tpoueaypsl 8.1.8.2.3.8.2.4. 8.4

Tabnuya A.2— CootBetcTBre Mexay NCO 13485:2003 n NCO 13485:1996

NCO 13485.2003 MNCO 13485 1996

1 O6nacTb NpUMeHeHus 1
1.1 O6uwme nNonoxeHuns —
12 TMpumeHeHune -
2 HopmaTtuBHble CCbISIKN 2
3 TepMuHbI 1 onpeaeneHns 3

4 Cuctema MeHeXMeHTa KayecTBa (TO/IbKO 3arosi0BOK) —

4.1 Obuwue TpeboBaHUs 421

42 TpeboBaHUS K fOKyMEHTaLMKN (TO/IbKO 3aros0BOK) —

4.2.1 O6uue nonoxeHns 4.2.2

4.2.2 PyKoBOACTBO NO KayecTBy 421

4.2.3 YnpaBneHue foKymeHTaumei 45.1.452,453
4.2.4 YnpasneHue 3anucsmu 4.16

5 OTBETCTBEHHOCTb PYKOBOACTBA (TO/LKO 3aro/IoBOK) —

5.1 O6s3aTenbcTBa pykoBoACcTBa 411
5.2 OpuveHTaums Ha notpebutens 4.3.2
5.3 Monutuka B 06n1acTn kavyectsa 4.1.1

5.4 MnaHupoBaHue (TONbKO 3aros0BOK) —
5.4.1 Uenn B o6nacTtu kayectsa 41.1

5.4.2 MnaHnpoBaHue cosfaHus n pasBuTus CcUCTEMbI 4.2.3
MeHe/KMeHTa KayecTsa

5.5 OTBETCTBEHHOCTb, MOHOMOYMA W O06MeH UHopmMaLmeit —
(TonbKO 3aro10BOK)

5.5.1 OTBETCTBEHHOCTb W MOJSIHOMOYUA 4121
5.5.2 lMpeacTtaBuTenb PyKoBOACTBa 4.1.2.3
5.5.3 BHyTpeHHuit 06mMeH nHopmaumeii —

5.6 AHann3 co CTOpPOHbI pPykoBOACTBa (TO/IbKO 3aro/0BoK) -
5.6.1 O6Lme nonoxeHns 4.1.3
5.6.2 BxofHble fAaHHble 415 aHanusa —
5.6.3 BbIxoAHble faHHble aHanm3a —

6 MeHemKXMeHT pecypcoB (TO/IbKO 3aron0BOK) -

6.1 O6ecneuyeHne pecypcamu 4.1.2.2
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OkoHuyaHne Tabnmubl A.2

NCO 13485:2003

6.2 Yenoseueckne pecypcbl (TO/IbKO 3aros0BoK)

6.2.1 O6uwue NonoxXeHns

6.2.2 KOMMNeTeHTHOCTb, OCBEAO0MJ/IEHHOCTb W NOATOTOBKA

6.3 VHpacTpykTypa

6.4 TMpowussoAcTBEHHAA cpeja

7 Tpouecchl XXU3HEHHOTO LyKa NPoAyKuun (TONIbKO 3arosioBoK)
7.1 MnaHnpoBaHMe NPOLECCOB XWU3HEHHOTO LuKNa NpoayKLuum
7.2 Tpouecchl, CBA3aHHble C NOTpebuTensmm (ToNbKo 3aros10BoOK)
7.2.1 OnpepeneHne TpeboBaHUA, OTHOCALWMXCA K NPOAYKLNN
7.2.2 AHanu3 TpeboBaHU, OTHOCALLMXCS K NPOAYKLMMN

7.2.3 CBsi3b c noTpebutensmm

7.3 MpoekTuposaHue n paspaboTka (TO/bKO 3aro/10BOK)

7.3.1 TnaHWpoBaHWe NPOeKTMPOBaHWA 1 pa3paboTkn

7.3.2 BXxofHble faHHble ANA NPOEKTUPOBaHNA U pa3paboTku
7.3.3 BbIXxOAHble AaHHble NPOEKTUPOBaHNA 1 pa3paboTkn
7.3.4 AHanus npoekTa 1 pa3paboTku

7.3.5 Bepudukauna npoekta n paspaboTkm

7.3.6 Banupauus npoekta u pa3paboTku

7.3.7 YnpaBneHue U3MeHeHUsIMN npoekTa n paspaboTku

7.4 3akynku (TO/IbKO 3arosi0BOK)

7.4.1 Tlpouecc 3aKynok

7.4.2 ViHdopmauua no 3akynkam

7.4.3 Bepudukaumsa 3akyniaeHHo npoayKumm

7.5 Tpou3BoACTBO M 06CNyXMBaHWe (TONbKO 3aros0Bok)
7.5.1 YnpaBneHue npov3BOACTBOM U 06CNYyXMUBaAHNEM

7.5.2 Banupauus npoLeccoB Npou3BoACTBa U 06CNyXnBaHUs
7.5.3 VgeHTndmkauns n npocnexmsaemMocTb

7.5.4 Co6CTBEHHOCTb NOTpe6uTenei

7.5.5 CoxpaHeHne COOTBETCTBUA NPOAYKL MUK

7.6 YnpaBfieHue yCTpoiCcTBaAMM 411 MOHUTOPUHIA U U3MEPEHWUTH
8 WM3mepeHue (oueHka), aHanm3 n ynyulleHve (TosbKO 3aro/10BOK)
8.1 O6ume nonoxeHus

8.2 MOHUTOPWHT 1 n3mepeHns (oLeHka) (TONbKO 3arosI0BOK)
8.2.1 O6paTHas cBA3b

8.2.2 BHyTpeHHue ayanTbl (NPOBEPKK)

8.2.3 MOHUTOPWHT 1 n3MepeHne (OLEeHKa) NpoLeccoB

8.2.4 MOHMWTOPWHT N n3MepeHne (oLeHka) NpoAyKLun

8.3 YnpaBsneHne HeCOOTBETCTBYIOLEN NpoAyKumnei

8.4 AHanu3 gaHHbIX

8.5 YnyuweHne (TONbKO 3arosioBOK)

8.5.1 O6uwue NonoxeHus

8.5.2 KoppekTupytowme geincrsms

8.5.3 MMpepynpexpatoime fgencremns

FOCT P NCO 13485—2004

NCO 13485:1996

4.1.2.2
4.18

4.9
49.4.15.1

4.2.3,4.10.1

4.3.2.44.4
4.3.2.4.3.3.434
4.3.2

44.2.443
4.4.4
4.45
4.4.6
4.4.7
4.4.8
4.4.9

4.6.2
4.6.3
4.6.4.4.10.2

4.9.4.15.6.4.19

4.9

4.8.4.10.5,4.12

4.7

4.15.2. 4.15.3. 4.15.4.4.15.5
4.10.4.20.1.4.20.2

4.11.1.4.11.2

4.17

4.17.4.20.1.4.20.2
4.10.2.4.10.3.4.10.4.4.10.5. 4.20.1.4.20.2
4.13.1.4.13.2

4.20.1.4.20.2

413
4.14.1.4.14.2
4.14.1.4.14.3
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MpunoxeHue B
(cnpaBou4HoOe€)

Ob6bAcHeHne pa3nuunii mexay MCO 13485:2003 n NCO 9001:2000

HacTosilee npunoxeHue NoATBEPXAAET CXOACTBO U pasnnyme Kak cofepxalinx Tpe6oBaHus, Tak U cogepxalinx

MHcopMauuio NyHKTOB U nofnyHktoB MCO 13485:2003 wu

MCO 13485:2003 u [3J:

[3]. MpuBoAATCA Takke MNPUYMHBLI Pa3NnNunii  Mexay

a) NyHKTbl UM nognyHkTel MCO 13485:2003. ayTeHTM4YHbIe (3). 3akntoueHbl B Tabnuue B.1 B kKBagpaTHble CKOOKM;

6) MyHKTbI WX NOAMYHKTHI [3], u3MeHeHHble B ICO 13485:2003 nyTem fo6aBneHus K HIM MHdpopMauuy nan nocpeact-
BOM COl/lacOBaHMsi C HOPMAaTWBHBIMW AOKYMEHTaMu, KacaloVMUCs MeAULMHCKUX W3Aenuid, npuBefeHbl B NI€BON KOMOHKe
Tabnuupl B.1. CooTBeTCTBYIOLWME NYHKTLI UK noAnyHKTbl CO 13485:2003 npvBeAeHbl B NpaBoii kofloHke Tabnuubl B.1;

B) NYHKTbl nAW NognyHkTbl 13]. oTcyTcTByowme B MCO 13485:2003 nanm M3MeHeHHble NOCPeACTBOM yaaneHus nam
CyLeCTBEHHOrO M3MeHeHnss TpeboBaHus, B NepBoHavyasbHOM W HEM3MEHHOM Buje NpuBeAEHbl B SIEBOI KOIOHKe Tabnu-

ubl B.1. CooTBeTcTBylOLWME NYHKTbI UAU NoAnyHkTel MCO
npuBeeHbl B NpaBoii KOMIOHKe Tabnuubl B.1:

13485:2003 1 NpUYMHbI UX M3MEHEHUs No cpaBHeHuto (3)

r) NpuYunHbl pasnuunii mexay MCO 13485:2003 v [3] npvBefeHbl B NpaBoil konoHke Tabnuupl B.1. Tam. rae pasnmuuii
B KAKOM-/IM60 MyHKTe UK NOANYHKTE HET. pa3Huua B TekcTe mexay MCO 13485:2003 n MCO 9001:2000 oTpaxaeT 3agavy
NCO 13485:2003. cocToALY0 B 03HAKOMJIEHNW C AENCTBYOWMUMN B MUPE HOPMAaTUBHLIMU AOKYMEHTaMn 1 obneryeHun
BCEMVPHOI rapMOHM3aLnn HOBbIX HOPMATUBHbIX JOKYMEHTOB Ha MeAWLMHCKUe n3genus.

Ta6nuya B.1— O6bsicHeHne pasnuunii mexgy MCO 9001:2000 n MCO 13485:2003

NCO 9001.2000

BsepeHune
O6wWmne nonoxeHns

Ons  co3faHus  CUCTEMbl MEHe[XMEHTa KauyecTBa
TpebyeTcsi CTpaTerMyeckoe peleHue opravusaumn. Ha
pa3paboTKy 1 BHepeHUe CUCTEMbl MEHE)XMEHTa KayecTsa
opraHusauun  BAUSIIOT  W3MEHsIoWMecs  NoTpe6HOCTH,
KOHKPETHbIe Lienu, Bbinyckaemasi MpoAyKLusi, NpUMeHsieMble
npoueccsl, pasMep U CTPYKTypa opraHusauuu. Hacrosuimii
CTaHAapT He npegnonaraeT eanHoo6pasvsi B CTPYKType
CUCTEM MeHeaXMeHTa KayecTBa Wau AOoKyMEeHTaLuu.

Tpe6oBaHus K CUCTEME MEHEXXMEHTA KayecTsa, ycTa-
HOBJ/IEHHbIE B HACTOSILEM CTaHAapTe, SBMASTCS LOMOS-
HALWMWMY MO OTHOLIEHUID K TPeGOoBaHUAM K MPOAYKLUW.
WNHopmauus, 0603HaYeHHas kak «MprmeyaHunes, SsBaseTcs

MeTOAMYEeCKUM  yKazaHWeM Mo  MOHMMAaHWo WK
pa3bACHEHNIO COOTBETCTBYIOLLEr0 TPe6oBaHMsI.
HacTosiwmii  cTaHgapT  MOXeT  MCMOJib30BaTbCs

BHYTPEHHNMMN 1 BHELUHUMUN CTOPOHAMU, BK/lOYasi opraHbl no
cepTudmkauuu, ¢ Lenbi OLEeHKN CNOCOBHOCTY opraHmusanmm
BbINONHATL TpeboBaHWA noTpebuTeneli, pernaMeHToB Wu
CO6CTBEHHbIE TpeboBaHUS.

Mpwn paspaboTke HacTosAwWwero ctaHAgapTa 6blan yuTeHbl
NPUHLUMNbI  MeHeAXMeHTa kKayecTBa, YCTAHOB/IEHHble B
MNCO 9000 u (8]
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NCO 13465.2003

BBepeHue
O6uime nonoxeHms

HacToswwuii cTaHgapT onpegenseT Tpe6oBaHus
cucTemMe MeHeKMEHTa KayecTBa, KOTOpble MOryT
NpUMEHATbLCA opraHu3auveid npu nNpoeKkTUpoBaHWUK,
pa3paboTkKe, NPOM3BOACTBE, MOHTaXe W 06CNyXMBaHWUN
MEeAVNLMHCKNX U3[ennii, a TakKxe npu NpoeKkTuUpoBaHuu,
paspaboTke n obecrnevyeHnn CBA3aHHbIX C HUMW YCAyT.

HacToswwmii cTaHaapT MOXeT Takke NPpUMeHATbCs
BHY T PEHHUMMW M BHELLUHMMM MO OTHOLIEHWIO K OpraHnsauum
3aMHTepecoBaHHbIMYW CTOpPOHaMW, BKIOYass opraHbl No
cepTudukauun, Ans oueHKM cnocobHOCTMU opraHmsauuun

YAOBNEeTBOPATDb TpeboBaHusa norpebuTens n
yCcTaHoB/EHHble TpeboBaHus.
MHdopmauns, o603HavyeHHaa kak «lpumevaHue»,

ABNAETCA MeToAMYEeCKMM yKasaHuem no nNoHUMaHuio unn
pa3bACHEHUI0 COOTBETCTBYIOLLEro TpeboBaHus.

Tpe6OBaHVIFI K cucTremMe MeHeKMeHTa KadeCTBa,
YCTaHOB/1IEHHbIE B HacTOdAWeEeM CTaHAapTe, ABMAKTCA

OOMOMHSAWMMU N0 OTHOWEHUI K  TEexXHUYEeCKUM
Tpe6oBaHNAM K NPOAYKLNM.
[N co3paHust CUCTEMbI  MEHEKMEHTA  KauyecTsa

TpebGyeTcs CcTpaTernyeckoe pelleHue opranusauun. Ha
pa3paboTKy 1 BHELPEHUE CUCTEMbI MEHEIKMEHTA KauecTBa
opraHusauuyM  BAUAIOT  U3MeHsALlWmecs  noTpe6GHocTH,
KOHKpETHblE Lienu, Bbinyckaemasi NpoAyKLus, NPUMEHSIEMbIe
npoLeccsl, pasmep u CTPYKTypa opraHusaumu. Hactoswmii
cTaHAapT He npegnonaraet eAnHoo6pasusi B CTPYyKType
CUCTEM MEHe[XMeHTa KauecTsa WUin JOKyMeHTauuu.

CywecTByeT 60nbliOe pa3HOO6pasnB MeULUHCKUX
n3genuit: HeKoTopble YacTHble TpeboBaHNA HacToALEro
cTaHgapTa MpUMeHUMbl TONIbKO K TeM KaTeropusm
MeANLUMHCKUX U3fenunii, onpefeneHnsa KOTopbIX NPUBeAeHbI
B pasbene 3.



MpogomkeHve Tabnuubl B. 1

MnCoO 9001:2000

MpoueccHblii Nnogxon

HacTosAwwmiA cTaHgapT HanpasfieH Ha npYMeHeHue
npoLieccHoro nogxoda npu paspaboTke, BHeApeHUn u
yAy4lleHUn pes3ynbTaTUBHOCTU CUCTEMbl MeHeKMeHTa
KayecTBa C Lenblo MOBbIWEHUA YAOBETBOPEHHOCTU
notpebuTenein nyTeM BbINOSHEHNSA VX TPeBOBaHWIA.

Ona  ycnewHoro (OyHKUMOHWPOBaHMS  OpraHusauns
[OMKHa onpefensTb W OCYWeCTBASATb MEHeXMeHT
MHOTFOUYMCNEHHbIX B3aMMOCBSI3aHHbIX BUAOB AEATENBHOCTU.
[lesaTenbHOCTb, NCNOMb3YIOLWAA Pecypchl 1 ynpaBnsemas ¢
Luenb npeobpasoBaHUs BXOAOB B  BbIXOAbl, MOXeT
paccmMaTpuBaTbCs Kak Mpouecc. 4YacTto BbIXOL OfHOMO
npouecca o6pasyeT HENOCPeACTBEHHO BXOJ, CleAyHOLLEro.

MpuMeHeHne B opraHusauuM CUCTEMbI NPOLECCOB
Hapsagy ¢ Ux naeHTUudvKaumeit M B3aumoaencTeuem, a Takke
MeHeKMEHT NpoLeccoB, MOTYyT CYMTATbCA MPOLLECCHbIM
noAXOL0M.

MpenmylLecTBO MPOLECCHOTO MNoAxoda COCTOUT B
HENpepbLIBHOCTM yNpaBneHus, KOTopoe OH o6ecneynBaeT Ha
CTbIKE OTAE/IbHBIX MPOLECCOB B PAMKaX NX CUCTEMbI, & TaKKe
npu NX KOMBUHALUM 1 B3aUMOAENCTBUN.

Mpy NpYMeHeHun B CUCTEME MeHe[XMeHTa KayecTsa
Takoi nogxopn nogyepknBaeT BaXXHOCTb:

a) MOHVMMaHWS 1 BbINOJIHEHNA TpeboBaHWiA;

6) Heo6X0oAMMOCTN PacCMOTPEeHUsi NPOLLeCCOB C TOUKU
3peHus fo6aBeHHOl LLEHHOCTY;

B) [LOCTUXEHUSI Pe3yNbTaToB BbINOSHEHWSI NPOLECCOB 1
UX pesysibTaTUBHOCTY;

I') MOCTOAHHOIO yny4yuweHusa npoueccoB, OCHOBaHHOro
Ha 06bEeKTUBHOM U3MEpPEHUN.

MNpuBegeHHass Ha pucyHke 1 wmogenb cucTembl
MeHe/pKMeHTa KayecTBa, OCHOBaHHas Ha MpPOLEeCCHOM
nogxofe, WANOCTPUPYET CBA3W Mexfay npoueccamu,
npejcrtasneHHbIMW B pasfgenax 4—8. 3Jta Mmogenb
nokasbiBaeT, YTO NOTpebuTeNn UrpatoT CyLLeCTBEHHYI0 POSb
npu onpefeneHun  BXOAHbIX  [AaHHbIX.  MOHUTOPUHT
yAOBNETBOPEHHOCTN  noTpebuTeneii  TpebyeT  OLEHKK
nHchopmaLuyu o0 BOCMPUATAN NOTPEBUTENAMU BbINOHEHNSA
ux TpeGoBaHuii. lMpuBegeHHas Ha pucyHke 1 mogenb
oxBaTblBaeT BCe OCHOBHble TpeboBaHUS HaACTOALLEro
cTaHjapTa, He feTanunsnpys ux.

MpumeuyaHune — Kpome TOro, Ko BCeM npoueccam
MOXeT npuMeHATbCA uukn «Plan — Do — Check — Act»
(POCA). LUukn PDCA MOXHO KpaTKo onucaTtb Tak;

- nnaHupoBaHue (plan) — paspaboTaiite uenu un
npouecchl, He06X0AUMble AN AOCTUXEHUSI pPe3y/bTaToB B
COOTBETCTBMM C TpeboBaHUAMU NoTpebuTeneli n NOANTUKOW
opraHu3auuu;

- ocyuwecTtBneHue (do) — BHeApuUTE NPOLLECCHI;

FOCT P NCO 13485—2004

NCO 134852003

MpuuvHa pasnuunii: KpoMe cofepxaHus pasgena 4
nobble M3MEHeHUA BHeceHbl B [3] TONbKO C LUENbl
BO3MOXHOCTW €ro NPUMEHEeHNsA B OTHOWEHUN MeANLUHCKNX
nsgenwi

MpoLeccHblii NoaXxoa

HacTosuwuii CTaHAapT  OCHOBblBaeTCH Ha
NPOLECCHOM MOAXOAE K MEHEAXMEHTY KauecTBa.
Nio6ass  AesTeNbHOCTb.  T/ewwas  BXogbl w

npeo6pasytoLlas Ux B BbIXOAbl, MOXEeT paccMaTpuBaTbCs
Kak npouecc.

[nsa ycnewHoro yHKUMOHUPOBAHNS OpraHu3aLuus
[O/KHA  ONpefenuTb MHOXEeCTBO B3alU/0CBA3AHHbIX
NPOLECCOB 1 YNPaBNsiThb UMU.

YacTo BbIXOA oAHOrO  npouecca  o6pasyeT
HenocpefCTBEHHO BXO/, C/efyioLero.

MpuMeHeHMe B oOpraHusauum CcuUcTembl NPOLECCOB

Hapagy ¢ UX naeHTudrKaumeil 1 B3aMMoaencTBMEM, a Takke
MeHeKMEHT NpoLEeccoB, MOryT CUYATATbCA MPOLECCHbIM
noAXoA0M.

MpuunHa pasnuuunii. BoNbWWHCTBO nonoxeHun (3J
npeAHasHavyeHbl 419 BKIOYEHNS B TEXHUYECKUIA oTHeT [4) —
AOKYMEHT, o6ecrneuvBalLWmnii ynpaBneHue BHeApeHneM
TpeboBaHuii MCO 13485:2003. 3Ta MHDOPMAaLMA BKIOUEHA
B (3]. Tak Kak HoOBas pefakuus [4] ewe He cyuiecTByeT
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FOCT P NCO 13485—2004
MpopomkexHne Tabnuybl B. 1

nCoO 9001 2000

- npoBepka (check) — MOCTOSIHHO KOHTpoONAWpyliTe W
n3mepsiite npoueccbl U NPOAYKUWIO B CPaBHEHWU C
NONNTWKOIW, UeNsaMn ¥ TpeboBaHUAMU Ha MPOAYKUMIO 1
coobLalite 0 pesynbTartax;

- peilictBue (act) — npeanpuHumalite aeicTeua  no
NOCTOSIHHOMY Y/yULIEHWI0 NoKasaTeneil NpoLeccos.

YCnoBHble 0603HaYEHNS;
-------- »[lesiTeNbHOCTb, A06aBNsAWasn LLeHHOCTb;
* - +—»[10TOK MHbopMaL MK

PucyHok 1— Mofenb CUCTEMblI MEHeXMeHTa
KauecTBa, OCHOBAHHOI Ha NpoLLecCHOM noaxoae

CBA3b ¢ ICO 9004:2000

[3] n [8] 6bInn pa3paboTaHbl kak cornacoBaHHas napa
CTaH4apTOB Ha CUCTEMbl MeHeL)XKMeHTa kadvecTBa ANs
[ONONHEeHNA APYr Apyra, HO UX MOXHO MPUMEHATb Takke
He3aBNCMMO. HECMOTPS Ha TO. YTO Y CTaHAapTOB pas/nyHble
061acTVi NPMMEHEHNS, OHU VMEIOT aHa/loTUYHYI0 CTPYKTYpPY
B LenAx Co3faHua ycnoBuii ANA UX UCMOMb30BaHUS Kak
corniacoBaHHoOl napsbl.

(3} yctaHaBnmBaeT TpeboBaHMA K CUCTEME MeHeOX-
MeHTa KayecTBa, KOTOpble MOFyT WCMofb30BaThCA [ANA
BHYTPEHHEr0 MpYMEHeHWa opraHusauusaMm B Lensx
cepTudmKaL M UNn 3aknoyeHns koHTpakToB. OH HanpaBeH
Ha pe3ynbTaTNBHOCTb CUCTEMbI MeHe)KMeHTa kayecTsa npu
BbINO/IHEHWMN Tpeb6oBaHWii NnoTpebuTeneil.

[8) copepxuT pekomeHpauum no 60neB LWIMPOKOMY
CMeKTpy Lesnei cuctembl MeHeMKMeEHTa kayecTBa, yem [3],
0COGEHHO N0 MNOCTOSHHOMY YAYYWEHUO [esATeNlbHOCTH

opraHusauuu, a  TaKkxe ee atphekTnBHOCTU "
pesynbTaTBHOCTW. [8] pekoMeHAyeTCs Kak pyKOBOACTBO
ANS opraHu3auuii, BbiCllee PYKOBOACTBO  KOTOPBbIX,

npecneays Lefb MOCTOSHHOIO YNyulleHUsi AesiTe/IbHOCTH,
XenaeT BbINTWM 3a pamku TpeboBaHwii [3]. OaHaKo OH He
npefgHasHaueH gns ueneii cepTudpukaymm iy 3aknioyeHns
KOHTPaKTOB
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NCO 13465:2003

CBA3b ¢ MCO 9001:2000

HacToswwnii cTaHgapT ABNSeTCA aBTOHOMHbIM, HO
OCHOBbIBaeTCA Ha [3].

MyHKTbl  MAM  NOAMYHKTbI.  TEKCT  KOTOpbIX
ayTeHTU4YeH TekcTy [3]. HabpaHbl NPAMbIM LWPUTOM.
To. 4TO OHW NpefcTaBNeHbl B HEMMEHHOM Buge, Halio
oTpaxeHune B NpuioxexHun B.

TekCT HacToOfWeEero craHgapTa, He ayTeHTMWYHbIN
13]. nnu npepnoxexHve wunu a6sal, cogepxauiue Takol
TeKCT, HabpaHbl KypcBoM. CyTb U MPUYMHbI U3MEHEHNI B
TeKCcTe ykasaHbl B NpunoxeHnm B.

CBs3b ¢ MCO/TO 14969

[4] npeacTaBnsieT co06OW TexHUYECKUA OTueT,
cofepxalmnii  pykoBogswme ykasaHWs N0 BHeAPeHUuto
HacToALWero cTalgapTa.

MpuunHa pasnuuuii: mexagy NCO 13485:2003 u [8]
oTcyTcTByeT TecHaa cBsA3b. WNCO 13485:2003 cessaH
rnasHbIM o6pasom c [3]. a Takke c [4]



MpogomkeHve Tabnuubl B. 1

MnCoO 9001:2000

CoBMECTUMOCTb C APYIMMU cCUCTEMaMU MeHemx-
MeHTa

HacTosiwumii ctaHaapT cornacoBaH ¢ [9] Ans yny4wenus
COBMECTMMOCTU 3TUX [ABYX CTaH4apTOB B MWHTepecax
coobujecTBa nonb3oBateneil.

HacTosAwwmiA cTtaHfapT He COAEepPXUT  KOHXPeTHbIX
Tpe6oBaHuii K ApYrUM cucTemMam MeHe[XMEeHTa, Takum Kak
MeHeXMEHT OXpaHbl OKpyXatlieil cpefbl, MeHemKMeHT
npoceccnoHanbHoOro 340pOBbA n 6e3onacHocTy,
(hMHAHCOBbIi  MEHEeAXMEHT WAN  MEHEeIKMEHT  PUCKOB.
OfHako OH NO3BOMISIET OpraHuM3auuu cornacosaTb WAn
MHTErpmpoBaTh CBOK COBCTBEHHYIO CUCTEMY MEHeXMeHTa
KayecTBa C [JpyrMMW cuUcTemMamMy MeHefXMeHTa C
COOTBETCTBYHOLWMMN TpeGoBaHUAMK. OpraHusaums MoxeT
agantvpoBaTb  AeWCTBYWOLWYH  cucTemMy  (CUCTeMbI)
MeHeMKMeHTa AN CO3[aHWA CUCTeMbl MeHeXMeHTa
KayecTBa, COOTBETCTByLleli TpeboBaHMAM HaCTOSALLEro
cTaHgapTa

1 O6nacTb NnpUMeHeHus
1.1 O6wwme nonoxeHusa

HacTosAwwuii ctaHgapT yctaHaBnuBaeT TpeGoBaHMsA K
cUCTEME MEHEe)XMEHTa KayecTBa B Tex C/yyasx koraa
opraHusayus:

a) Hyxjaetcsa B [JeMOHcTpauuu cBoel cnocoBHocTu

nocTaBNsATb  MPOAYKUWIO, OTBevawllyl TpeboBaHUAM
notpe6utenein 1  COOTBETCTBYHLWMUM  06513aTe/bHbIM
TpeboBaHuAM;

6) cTaBWT CBOEi LeNblo MOBbILEHNE Y[0B/IETBOPEH-
HOCTM  noTpe6uTeneit nocpegctsoMm  3I(PEKTUBHOrO
NPUMEHEHUsI CUCTEMBI, BK/TIOYasA NpoLLecChbl NOCTOAHHOTO ee
ynydlweHnsa n obecrnevyeHns COOTBETCTBUA TpebOBaHWUAM
notpebutenein n o6s3aTesibHbIM TPe6OBaHUSAM.

NMpumeyaHne — B HacTosAWweM cTaHAapTe TePMUH
«NPOAYKLUMS» NPUMEHUM TOMbKO K NpeAHasHavaemoii ans
notpebuTtens unu 3atpeboBaHHON MM NPOAYKL MUK

FOCT P NCO 13485—2004

NCO 13485 2003

COBMECTUMOCTb C APYrMMU cCUCTEMaMn MeHeX-
MeHTa

HacToswmii cTaHjapT coxpaHsieT cTpyKTypy[3]ans
yao6cTBa nonb3oBaTenieil MeANLMHCKUMMN U3ANNAMU.

HacToawmnii cTaHjapT He COAepPXMT crneunanbHbIX
TpeboBaHWA K Apyrum cucTemMam MeHeAKMeHTa,
Hanpumep K YaCTHbIM CUCTEMaM MeHeKMeHTa oXpaHbl
OoKpyXatollei cpefbl, 6e3onacHocTU U npodeccroHanb-
HOrO  34paBoOOXpaHeHus. a Takxe  uHaHcoBOro
MeHeAXMeHTa.

OpHako HaCTOALWMIA cTaHAApPT NO3BONSET opraHnsauum
cornacosaTb WIM WHTerpuposaTb CBOW COGCTBEHHYIO
CUCTEMY MeHe[)XMeHTa KayecTBa C APYrMMu cuctemamu
MeHe/KMeHTa C COOTBETCTBYWOWMUMU TpeboBaHUAMMU.
OpraHusaumsa MoxeT aganTypoBaTh AeCTBYIOLLYI0 cucTemy
(cucTtembl)  MeHegXMeHTa ANA  co3jaHua  CUCTEMbI
MeHe[XMeHTa kayecTBa, COOTBETCTBYOLLElN TpeboBaHUAM
HacTosLero cTaHgapTa.

MpuyYrHbI pasnuunii: B 3TOM NyHKTE NOAYEPKHYTa CBA3b
c [3].

YnpaBneHue puckoM siBAseTCs KoyeBbiM TpeGoBaHnem
NS MHOTUX BUJOB AEATENBHOCTU N TPEBGOBaHUIA, CBA3AHHbIX
C CUCTEXLIMW MeHeKMeHTa KauyecTBa, A/ OpraHu3auuii,
NPON3BOASALLMNX MeANLMHCKNE N3aenns

1 O6nactb NpUMeHeHus
1.1 O6wue NoNoXeHusn

Hactosawuii cTaHgapT onpejenseT TpeboBaHusA K
cucTemMe MeHeMKMEHTa KayecTBa B C/yyasx, Korga
opraHusaumMm Heo6xoAUMMO MPOAEMOHCTpPUPOBATbL CMO-
COGHOCTb NOCTaBNATb [NBAWUVHCKMB  M3Aenus U
npejocTaBNATb CBA3aHHOE C HUMU 06CNyXMBaHWe, oTBe-
vawouee TpeboBaHMAM NOTPebUTENA U YyCTaHOBNEHHbIM
TpeboBaHNAM, MPMMEHUMBIM K 3TUM KIOAWLUHCKUM
M34ennsiM U CONyTCTBYH L EM YCyram.

Lenb H3anosAWBro craHgapTa— cofeicTsne BHeA-
PEeHNI0 B CUCTEMbl MEHe[KMeHTa KauyecTBa rapmMoHu-
31POBaHHbIX yCTaHOBNEHHbIX TPe6oBaHuit K MEAULUHCKUM
n3genuam. HacTosawwuii cTaHgapT BkawuvyaeT B cebs
HeKkoTopble cneunanbHble TPeboBaHWA K MefULIMHCKUM
usgenuam, a Takxe UCKNOYaeT HekoTopble Tpe6oBaHus
[3]. KOToOpbIe HE ABNAITCA YCTaHOB/IEHHbIMW, B CBA3M C
YeM opraHusaLum, Yok CUCTEMbI MEHEAXMEHT A KayecTBa
oTBeyalT TpeboBaHMAM HacTOALWEro cTaHaapTa, He
MOTyT 3aBNATbH 0 COOTBETCTBUN [3], NOKa NX CUCTEMbI
MeHeXMeHTa kayecTBa He 6yayT yA0BNeTBOPATb BCEM
6e3 ncknuenns TpebosaHnaMm [3]. (cm. npunoxeHue B).

MpuunHbl pasnuunii: B nyHkTe 1.1 npuMeHsTCA ©
pPasbACHAKTCA  TEPMUHbI, MMelole  OTHOLEeHWe K
MeULVHCKAM n3fenusam. KpoMme Toro, UCKoUeHbl TEPMUHbI
«y[l0BIETBOPEHHOCTb  MOTpPebuTensa» un  «NOCTOSIHHOe
ynyulieHne», NOCKOsIbKY OHV He COOTBETCTBYIOT CTaHAapTy,
uenb KOTOPOro 3ak/iyaeTcs B 06GneryeHWn BCEMUPHON
rapmoHusaumMn TpeboBaHWi, yCTaHOB/IEHHbIX K cucTemMam
MeHeXMeHTa kayecTBa MeANLUHCKAX U3Lenuid.
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Mpogomkexue Taénuuy B. 1

NCO 9001.2000

12 MpumeHeHune

TpeboBaHMA HacTOsIWEro ctaHgapTa npegHasHauveHbl
ONA BCeX opraHusauuii, HesaBWCMMO OT BuAa, pasmepa u
nocTaB/sieMoi NPoayKUUM.

Ecnn  kakoe-nu6o  rpe6oBaHue(s)  HacTosLiero
cTaHAapTa  Henb3s  MPUMEHUTb  BBUZY  Cheunduvku
opraHusauum wauM ee MNpoAyKuuu, [onyckaeTcs ero
UCK/oYeHNe.

Mpu cAaenaHHbIX UCKIOYEHUAX 3asIB/IEHUSI O COOTBET-
CTBUM HaCTOsAWeEMY CTaHAapTy NpUeMSIeMbl, €Cnu 3Tu
UCKNIOYEHMA NoAnajaioT nog Tpe6oBaHus, NPpUBELEHHbIE B
pasgene 7. U HE BAMSIOT HA CNOCOGHOCTb WM OTBET-
CTBEHHOCTb OpraHusauuy obecneuuBatb NPOAYKUMEN,
oTBevalolweil Tpe6oBaHWsM  noTpe6buTeneit uU  COOT-
BETCTBYHOLMM 0653aTe/IbHbIM TPEGOBAHUSAM
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MCO 13485:2003

Bo BTOpom a63aLe cofepXuTcsi pasbsCHEHUe TOro, YTo
uenbto MCO 13485:2003 aBnsetcsa obneryeHme BCEMUPHOIA
rapmMoHu3auun TpeboBaHWii, YCTAHOB/IEHHbIX K cucTemam
MeHe[)KMeHTa kayecTBa. YkasaHo, YTo /19 3Toro Tpebyercs
HasMume  HEeKOTOPbIX  AOMOJIHUTEsIbHLIX  TPeGoBaHWiA,
OTCYTCTBYWOLMNX B [3]. U UCKNOYeHNe APYyrux Tpe6GoBaHWii,
umetowmnxca B [3]; Kpone ToOro, pasbACHSAETCH, u4TO
cobnogeHne Tpe6osaHmit NCO 13485:2003 He o3HauaeT
HenpemeHHO cobnoaeHne TpeboBaHwuii [3].

TepMuH «conyTcTBylolee 06CAyXMBaHUE»
no6aBnsieTcs K TEPMUHY «MeAUUUHCKUE  U3Lenus»,
MOCKONIbKY OnpejenieHne «MefuLVHCKUe U3[enuna» He
BK/IIOYAET MOHATUE «O6CNYXUBaHME». DTO MPOTUBOPEUUT
[3], roe noHAaTMe «obCAyXuBaHWE» ABAAETCA 4acTblo
onpefeneHnsa TepMuHa «npoayKuus»

1.2 NpumeHeHune

Tpeb6oBaH/a HacTOALWEro cradHgapTa pacnpocTpa-
HAITCA Ha opraHusauyuu, npepnaralvuine Ha pPbIHOK
MeAUUMHCKMe W3fenns, He3aBuCMMO OT Buga uan
YNCTIEHHOCTH 3T UX OpraHm3aumii.

LBaXAbl

Ecnu ycTaHoBNeHHble Tpe6oBaHWA NO3BOMST
UCKNYNTb ynpaBsnexue npoekTUpoBaHnem "
paspaboTkoli n3genuiti (7.3). TO 310 MOXET CIAYXUTb
OCHOBAHWEM AN UCKMOYEHUS  COOTBETCTBYHOLUX
Tpe6GoBaHUA M3 KOHKPETHOW CUCTEMbl MeHemKMeHTa

KkayecTBa. B 3TOM cnyyae Ans fAaHHOW CcUCTEMbl
MEHEIXKMEHTa KauyecTBa [JO/XKHbl OblTb  cAenaHbl
anbTepHaTMBHbIE nonpaBku. OTBETCTBEHHOCTb 3a

ob6ecneyeHne COOTBETCTBUSA WCK/IOUYEHUS YyNpaBieHus
npoekTupoBaHMeM v pa3paboTKoii nsgenuii Tpe6oBaHUsM
HacnALWero cTaHgapTa NexuT Ha camoii opraHusayum
[4.2.2. nepeuncnenve a) n 7.3].

Ecnn  kakoe-nu6o  TpeboBaHue  (TpeboBaHusA)
pasgena 7 HacnwslWwero craHjapTa Helb3s NPUMEHUTb
BBUAY cneyntukn KOHKpe THOro (KOHKpEe T HbIX)
MeANLMHCKOT 0 n3genus (13genuit), Ha Konpos (KOTOopble)
pacnpocTpaHseTCca cucTema MeHeAXMeHTa KayecTBa,
TO opraHusauum He crnegyeT BKIlYaThb Takoe
TpeboBaHne (TpeboBaHUsi) B CBOK CUCTEMY MeHe-
[XMeHTa kayecTBa (4.2.2. nepeuncneHve a).

OTBETCTBEHHOCTb 3a NPUMEHEHNE K MeANLNHCKOMY
usgenuio  (M3gennsm) nNpoLeccos, COOTBETCTBYOLNX
TpeboBaHMAM HacTOSLWEro cTaHjapTa, HO KOTOopble He
OCyLeCTBAATCA oOpraHusauuneil, HeceT KOHKpeTHas
opraHusauus, n 3TO crnefyeT YYATbiBaTb B CUC/IOME
MeHe[XMeHTa KayecTBa 3TOW opraHusayun (4.1.
nepeuncnexue a).

B HacTosWwem cTaHgapTe HECKO/Ibko  pas
BCTPEYalTCA TMOHATUA «ecl COOTBETCTBYET» U
«KOorja COOMBTCAYBT». Ecnn TpeboBaHne coAepxnT
OAHO M3 3TWUX MNOHATWA, TO OHO cunTaeTcCsH
«COOTBETCTBYHOLWUM», noka opraHusauus He
npefocTasnT [OKYMEHTpOBaHHOE o6ocHoBaHue
HeCoOoTBeTCTBMUA HAacTosAWeMy CTaHaapTy. TpebosaHne
cunTaeTcsa «COO/ITBETCTBYIOLWNM, ecnu ero
BbINO/IHEHNE HEO06X0AMMO AN TOTO, YT O6bI:

a) usgenue y40BNETBOPSANO yCTaHOB/IEHHbIM
TpeboBaHuAM n/mnmn

6) opraHusauus Moraa BbINOHATb KOppekTupyiouine
feicTBuS.



MpogomkeHve Tabnuubl B. 1

NCO 9001:2000

2 HopmaTuBHbIE CCbIIKN

YKa3aHHbIli HWKe HOPMaTWUBHbI [OKYMEHT COAEepXuUT
NOMIOXEHUSA, KOTOpPble NMOCPeACTBOM CCbI/IOK B 3TOM TeKcTe
COCTaBNAIOT MOJIOKEHUS HacTosiwero craHgapTta. Ans
[aTUPOBaHHbIX CCbIIOK He MNPUMEHATCSA nocnegytoune
U3MEHEHUS WA NepecMoTpbl M3AaHHbIX [OKYMEHTOB.
OpfHako yyacTHMKaM  COrfalleHuii, OCHOBaHHbIX Ha
HacToAleM cTaHjapTe, pekoMeHAyeTcs uccrefoBaTb
BO3MOXHOCTH npuMeHeHns nocnegHei pepakuumn
yKa3aHHOTO  HWXe HOpMaTMBHOTO  AokKyMeHTa. [ns
HeaTUPOBaHHbLIX  CCbIZIOK  NPUMEHsieTca  nocnefHee
n3gaHve HopmMaTMBHOIO AokymeHTa. YneHnbl MCO n M3K
nogaepxusaloT B paboyem cOCTOAHMM odmUManbHble
CMUCKM AeWCTBYIOLWMNX MEXAYHAPOAHbIX CTAHAAPTOB.

MCO 9000:2000 Ckcrnenrsl MeHeXMeHTa KayecTBa.
OCHOBHbI€ NOMI0XEHNA 1 CoBapb

3 TepMuHbI 1 onpegeneHus

B HacTosilem cTaHfapTe MpPUMEHSIOT TEPMUHbI U
onpegenexus, gaHHole 8 MMCO 9000:2000.

MpuBefeHHbIe HIXE TEPMUHBI, UCONb3yeMble B [3] ans
OMNMUCaHNs Lenu NoCTaBKM, BbisIv USMEHEHbI 47151 OTPaXEHNS
NPUMEHSIEMOTO B HACTOsILLEe BPEMS C/TIOBApsi TEPMUHOB.

nocTaBW WK — opraHnsauna — I'IOTpeGVITeI'Ib

TepmuH «opraHusauua» 3ameHseT TEPMUH
«MNOCTaBLLYMK», UCMONb3yeMblli B nepBoi pegakuun (3). u
OTHOCUTCS K 06bEKTY. B OTHOLUEHUW KOTOPOrO MPUMeHseTcst
HacTosAWwuiA cTaHgapT. Kpome TOro, TEPMUH «MOCTaBLLUK»
3aMeHsIeT TePMUH «CyOnoAPSAUNK».

B TekcTe HacTOALLero cTaHgapTa TEPMUH «NPOAYKLNS»
MOXET 03HauaTh TaKKe «yC/yry»

FOCT P NCO 13485—2004

NCO 13485 2003

MpUYnHBbI pasnnymnii: NyHKT 1.2 cOAepXUT pasbsiCHeHne
TOro, 4To TpeboBaHma MCO 13485:2003 OTHOCATCA UMEHHO
K MeguUVMHCKUM  un3fgenuam. Kpome Toro, ycuneHa
B3aMMOCBSI3b MEXAy WCKIIOYEHNAMU, OTHOCALWMUMUCA K
NpoeKTMpoBaHMIO 1 pa3paboTke, YTO MOXeT NMeTb 0coboe
3HaueHne Ana TpeboBaHWil, CoAepXalinXca B HEKOTOPbIX
HaLMOHa/bHbIX  HOPMATUBHbLIX [OKyMeHTax. HakoHel,
06BACHAITCA pasnuumsa Mexay TpebosaHuaMun pasgena 7.
KOTOpble OpraHu3aunsa Npy Haanyum 3aKOHHbIX OCHOBaHWI
MOXeT WCKMUYNTb W3 CBOEW CUCTeMbl MeHedXMeHTa
KayecTBa (CM. orpaHuyeHus Kk 7.3). paxe ecnm oHa
ocylecTBNAET BUAbl JeSATENbHOCTU, K KOTOPbIM OTHOCSTCS
3TV TpeboBaHus, N TpeboBaHNAMMU, KOTOPble OpraHu3auus
MOXeT Mpu Hanuynm 060CHOBAHWA He BK/OYaTb B CBOKO
CUCTEMY MEHEe[)XMeHTa KayecTBa, Tak Kak OHW OTHOCATCH K
BUAAM [eATeNbHOCTW, KOTOpble 3Ta oOpraHusauusa He
ocywecTsnseTt

2 HopmaTuBHbIE CCbINKN
B HacToOfWemM cTaHgapTe UCMNONb30BaHbl CCbIIKU Ha
cnefywouinii cTaHgapT:

MNCO 9000—2000 CucTembl LWHBAXMEHTA KayecT-
Ba. OCHOBHble nonoxeHus u cnosapb (ISO 9000:2000
Quality management systems — Fundamentals and
vocabulary)

MpumeuyaHue — Mpn MOMb30BAHUN HACTOSLLUM
CTaHAapToM  Lefiecoo6pasHo  NpoBepuTb  AeicTene
CCbI/IOYHBIX CTAHAAPTOB (U KlaccuguKkaTopoB) Ha Teppu-

TOpMM rocyfapctea MO COOTBETCTBYIOLLEMY yKasaTesio
CTaHgapToB (M knaccurkaTopoB), COCTaB/IEHHOMY MO
COCTOSIHMIO HAa 1 sAHBaps Tekylwero roga, u Mo
COOTBETCTBYHOLLUM MH(OPMALMOHHLIM ykasatensm,
ony6MKOBaHHBIM B Tekywem rogy. EC/iu CCblOYHBbII
[LOKYMEHT 3aMeHeH (M3MeHeH), TO Npu MoMb30BaHUK
HacTosIWMM CTaH4apTOM crefyeT pPyKOBOACTBOBATbCS
3aMeHEeHHbIM (M3MEHEeHHbIM) CTaHAapPTOM. ECn CChbINOUHbI
[LOKyMEHT OTMEHeH 6e3 3aMeHbl, TO MOJIoKeHUe, B KOTOPOM
flaHa Cccblika Ha Hero, MpPUMEHsieTcs B  4acTu, He
3aTparvmBaloLLeit aTy CCbisky.

3 TepMuHbI 1M onpeaenexHns

B HacTosWeM cTaHfapTe NPUMEHSIOT TEPMUHbI 1

onpegeneHusa, paHHble B WCO 9000:2000. a Takxe
cneaywouwme TEPMUHbI c COOTBETCTBYHLLUMUN
onpeaeneHnaMun.

MpuBefEHHbIE HWXE TEPMUHbI, UCMNONb3yeMble B
HacToseM cTaHAapTe 415 ONMCcaHNs Lenu nocTasku, 6biin
M3MEHEHbI [N OTPaXKeHUsi NPUMEHSEeMOro B HacTosilee
BpPEMS cfloBaps TEPMUHOB.

nocTaBLiMK — OopraHusaunss — noTpe6uTenb

TepmuH «opraHusayms» 3ameHseT TepMuH
«MOCTaBLUMK», UCMO/b3YyEMbIii B nepBoii pegakuun [3]. n
OTHOCUTCS K 06bEKTY, B OTHOLIEHUI KOTOPOTO MPUMEHSIETCS
HacTosIluUin cTaHfapT. Kpome TOro, TEPMUH «MNOCTaBLYUK»
3aMeHsIeT TEPMUH «Cy6noapAaUNK».
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NCO 9001 2000

4 Cucrtema MeHegXMeHTa kayecTea
4.1 O6wwme TpeboBaHms

OpraHu3auusa fo/mkHa paspaboTaTb, JOKYMEHTUPOBATb,
BHEAPUTbL 1 NOALEPXMBATb B pa6oYeM COCTOSIHUM CUCTEMY
MeHe[)XMeHTa KauyecTBa, MOCTOSIHHO yfyywaTb ee
pe3ynbTaTUBHOCTb B COOTBETCTBUM Tpe6oBaHuUsMU
HacTosLlero ctaHaapTa.

c

OpraHusauus gosxHa:

a) onpefensAtb NPoLECCH, HEO6XOAUMbIE /151 CUCTEMbI
MeHe[XMeHTa KayecTBa, W WX MNPUMeEHEHWe BO BceWl
opraHusauum (1.2):

6) onpefenaTb nocnefoBaTesbHOCTb
felicTBMe 3TUX NPOLLeCCOoB;

n B3anmo-

B) OnpejensTb KpUTepun u MeToAbl, Heo6XxoauMble ANs
obecneyeHns pesynbTaTUBHOCTW Kak NpU OCYLLECTBIAEHUH,
Tak v NpW ynpaefeHun 3sTUMK npoueccamu;

r) o6ecneumBaTtb Ha/MuMe PECYPCOB U WMHhopMaumu,

HEO6X0AMMbIX A5 MOAAEPXKU I3TUX MNPOLEeCcCoB M UX
MOHUTOPWHIA;

[l) OCyLLecTBASITb MOHWTOPWHI, U3MEpEeHWe W aHanns
3TNX NPOLLECCOB:

€) NpuMHUMaTb Mepbl, HEOGXOAWUMbIE AN [OCTUXEHUSA
3anaaHNpoBaHHbIX Pe3y/bTaToOB U NOCTOAHHOTO YNy4LeHUs
3TUX NPOLLECCOB.

OpraHunsauuns fo/mkKHa OCyLEeCTBNATb MEHEKMEHT 3TUX
npoLeccos B COOTBETCTBUM C TpebOBaHUAMYU HaCTOSALWEro
cTaHjapra.

Ecnn opraHusauus pelwaet nepefatb CTOPOHHUM
opraHusauusm  BbINOSHEHWe  Kakoro-nu6o  npotiecca,
B/IVAIOLLET0 HA COOTBETCTBME NPOAYKLMN TPeBOBaHNAM, OHa
[o/MmKHa obecneynBaTb CO CBOEN CTOPOHbLI KOHTPO/Ib Takoro
npouecca. YnpasfieHNe UM [O/DKHO OblTb OnpefesieHo B
cucteMe MeHemKMeHTa KayecTsa.

MpumeyaHune — B npouyeccol, Heobxogumble aNna
CACTEMbI MEHe[XMeHTa KadyecTBa, cfiefyeT BkIwuaTb
npouecchbl ynpaB/ieH4Yeckoli AesTenbHOCTU PYyKOBOACTBA,
obecneyeHns pecypcamu, NPOLLECChI XU3HEHHOrO LMKna
NPOAYKUUN N U3MEPEHUSA
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B TekcTe HacTosilero ctaHgapTa TePMUH «MPOAYKLMUs»
MOXeT 03HauaTb TakkKe <yCnyry».

Tam. rae Tpe6GoBaHUA onpeAesneHbl Kak NPUMeHUMbIe K
«MEAUUMHCKAM  M3LeNIMAM», 3TM  Xe  Tpe6oBaHus
pPaBHO3HAYHO MPUMEHMMBI U K CBA3AHHbLIM C HUMU yCnyram,
npeaocTaBAseMbIM TOl Xe opraHusaumei.

TepMuHbl 1 OMpedenieHns, MNOMELLEHHbIE  HUXe,
cnegyeT paccmMaTpuBaTb Kak HawGonee  obuime,
MOCKO/IbKY TEPMUHbI W ONpefeneHus, cywecTBylWwmne B
HauMOHAaNbHBIX ~ HOPMATUBHbLIX  [OKYMEHTax, MoryT
OT/IMYATHCA OT HUX W BbITb NPEANOYTUTENbHLIMU.

MpuynHbl pasnuunii: pasgen 3 OTHOCMTCA K Meaw-
LMHCKUM U3JE/TMAM, OH TaKke BK/IoYaeT npeaynpexaeHune o
TOM. 4YTO HauMOHasbHble (pernoHasibHble) HOPMaTUBHblE
[OKYMEHTbI MOTYT cofiepXaTb onpefesieHns, 3ameHsLmne
onpegeneHus B cooTBeTcTBumn ¢ 3.1—3.8 namn Ha KoTopble
npusoamuTca ccbiika B MICO 13485:2003. OnpegenexHvs B
cootBetcTBMM € 3.1—3.8 npejHasHavyeHol A1
MeANLMHCKNX n3aenwi

4 Cuctema MeHeXMeHTa KayecTBa

4.1 O6wwne TpeboBaHusa

OpraHunsauna aofixHa paspabaTbiBaTb, [OKYMEHTMU-
poBaTb. BHeApATb W noagepxusaTb B pabouem
COCTOSAHUN CUCTEMY MEeHe[)KMeHTa KauyecTBa, a Takxe
nojAepxmeaTb ee pe3y/ibTaTUBHOCTbL B COOTBETCTBUA
€ TpeboBaHMAMN HACT OALLEr0 CTaHgapTa.

OpraHunsauunsa fosmkHa:

a) onpeaensATb NPoLECChl, HEO6XOANMbIE /1 CUCTEMbI
MeHe[XMeHTa KayecTBa, W WX MNPVMeEHeHWe BO BCeil
opraHusauuu (1.2);

6) onpefenATb nocnefoBaTeNbHOCTb
AelicTBME 3TUX NPOLECCOoB;

n B3anmo-

B) onpefensitb KpUTEPUN N MeTOoAbl, HeobxoANMble ANA
o6ecneveHns pesynbTaTUBHOCTW Kak MPU OCYLLECTB/IEHUH,
Tak U Npv ynpaeaeHnn aTMMmM npoueccamu;

r) obecneymBaTb Hanuune pecypcosB W UHdopMaumu,
Heob6Xo4MUMbIX ANA NOAAEPXKA 3TUX MNPOLLeCCOB U UX
MOHUTOPYUHra:

[l) OCyLecCTBNAATb MOHUTOPUHI, W3MEpPEHMe U aHanus
3TUX NPOLLECCOB:

€) BbINONMHATbL  AeicTBus. HeobxoanMble
[OCT MXEHNs 3annaHuMpoBaHHbIX  pe3ynbTaToB
noaAepxXaHua pesynbTaTWBHOCT U 3TUX NPOLLECCOB.

ans
"

OpraHusauus Ao/KHa OCYLLECTBAATL MEHEPKMEHT 3TNX
npoLeccoB B COOTBETCTBUM C TPebBOBAHUSAMM HACTOSLLErO
cTaHjapTa.

Ecnn opranusauma pewaeT nepegatb CTOPOHHUM
opraHusaumsM  BbINOSIHEHWE  Kakoro-nnb6o  npouecca,
B/IMSAIOLLLETO HA COOTBETCTBME NPOAYKLUN TpeboBaHNAM, OHa
AOMKHa obecneunBaTb CO CBOEN CTOPOHbI KOHTPO/Ib TAKOTO
npouecca. YnpasfieHne WM [O/DKHO ObiTb onpefesnieHo B
cucteMe MeHekMeHTa kavectsa (8.5.1).

MpumedyaHune — B npoueccsl, Heobxoanmble gnsa
CUCTEMbI MeHe[XMeHTa KadyecTBa, cnefyeT BKYaTb
npoLecchbl ynpaBfieHYecKon [esTeNbHOCTU PYyKOBOACTBA,
obecrneyeHns pecypcamu, NPOLECChl XWU3HEHHOTO LMKna
NPOAYKUUN U N3MepeHus.



MpogomkeHve Tabnuubl B. 1

NCO 9001:2000

4.2 TpeboBaHMs K AOKyMeHTauuu
4.2.1 O6wwme nonoxeHus

[oKyMeHTauns CUCTEMbl MEHe[XMeHTa KauyecTa
LO/KHA BK/TIOYAT:

a) JOKYMEHTasNlbHO  O()OpPM/EHHble — 3asiBNeHUs 0
NONUTHKE U Lensx B 06/1aCTU KauecTsa,;

6) PYKOBOACTBO MO KayecTsy;

B) [OKYMEHTUpPOBaHHbIE  Mpoueaypbl.  Tpebyemble
HaCTOSAILLMUM CTaH4APTOM;

r) AOKYMEHTbl, Heo6XOoAuMble  OpraHu3auunm  Ans

obecneyeHnss 3hPeKTUBHOrO MNIaHMPOBAHMUSA, OCYLLECTB-
NIeHNs1 NPOLEeCccoB 1 yNpaBieHUs umu;

4) 3anucu, TpebyemMble HacTOALWUM cTaHaapTom (4.2.4).

NMpumeyvaHuns

1 Tam. rge B HacTosiLleM cTaHAapTe BCTpeyaeTcs
TEPMUH «0KyMEeHTMpOBaHHasa npouegypa», 3TO 03HavaerT,
4yTo npouegypa paspaboTaHa, JOKYMeHTabHO 0hopMIIeHa,
BHeJpeHa v noaaepxusaeTcsl B paboyeM COCTOAHUMN.

CUcTemMbl
roXet

2 CreneHb [OKYMEHTUPOBAHHOCTH
MeHe[XMeHTa KayecTBa OAHOI opraHusauum
oT/IMYaThCA OT A4PYroii B 3aBUCUMOCTH OT;

a) pasmepa opraHusauuv v Buga genatenbHoCTH;

6) C/IOXHOCTV U B3aMMO/AENCTBNA NPOLECCOB;

B) KOMMNeTeHuun nepcoHana.

3 [lokyMeHTauuMsa MOXeT OblTb B Nt060I (hopme M Ha
nobom Hocutene
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MpuunHa pasnuuunii; nyHkT 4.1 oTpaxaeT Tpe6oBaHWs
[elCTBYIOWMNX B MUPE HOPMATUBHLIX [AOKYMEHTOB W
ob6ieryaeT BCEMUPHYIO rapMOHM3aLMI0 HOBbIX TpeboBaHui,
YCTAHOB/IEHHbIX K MeAULUHCKUM usgenuam. TpebosaHus
AeVCTBYIOLWNX HOPMATUBHbIX [OKYMEHTOB HanpasBfieHbl Ha
npuMeHeHne pe3ynbTaTUBHOW CUCTEMbl MeEHeXMeHTa
KayecTBa Ans obecneuveHus npousBofcTBa 6e3onacHoin u
3(hheKkTMBHO DYHKLMOHMPYIOLL el NPOAYKLMN

4.2 TpeboBaHMA K JOKyMeHTaLNK

4.2.1 O6wWwmne NonoxeHus

[oKkyMeHTaLus CUCTeMbl MEHeAXMeHTa  KauyecTBa
[O/DKHA BK/IOYATL:

a) AOKYMEHTasnbHO O OpM/EeHHble — 3asiBNieHUs O
NOSIMTUKE W LeNisX B 06/1aCTN KauecTsa,;

6) PYKOBOACTBO MO Ka4yecTBy;

B) [OKYMEHTUPOBaHHble  MNpouegypbl.  TpeGyemble
HaCTOSILLMM CTaH4APTOM;

) AOKYMEHTbl, Heo6XOoAuWMble  opraHusauuum  Ans

obecneyeHna 3dhPeKTUBHOIO NNAHMPOBAHUSA, OCYLLECTB-
NeHNs NPOLLeCCOB W yNpaB/IeHUss UMW;

A) 3anucu, Tpebyemble HACTOALWMM CTaHAapTom (4.2.4).

e) Apyrve [OKYMEHTbl, yKa3aHHble B HaLWOHa/bHbIX
WM PETUOHA/BHBIX HOPMATMBHbBIX JOKYMEHTax.

Tau. rae B HacTosweill cTaHgapTe ykasaHo, 4yTo
Tpe6oBaHue, npoueaypa, Kakasa-nm6o esTeNbHOCTb Um
creuumanbHoe MeponpusiTue AOMKHbI BbITh «JOKyMEHTU-
poBaHbl». MOApasyMeBaeTCs, YTO WX Takke cregyeT
BbINOMHATb W NOAAEPXMBATH B paboUeM COCTOSHMN.

[na Kaxaoro Tunauam Mmogenv MeauLMHCKoro nsaenms
opraHusauus fo/mkHa co3faThb U nogaepxmeaTb B pabo-
YyeM cOCTOSAHMM haiin, cofepxawnii unn naeHTrudnym-
pyloLnii AOKyMeHTbI, onpejensioowue crneundurkaunm Ha
NpoAyKUMIo N TpeBOBaHUS K CUCTeMe MEHe)KMEH T aKkayecT-
Ba (4.2.3). 3TN JOKYMEHTbl AO/KHbI Takxe onpefenaTb
NoJiHbI Mpouecc W3roTOBMEHWUS W. ecnn Heo6XoauM,
MOHT@Xa 1 06CNyX1BaHUSA MEAULNHCKOTO U3fenus.

MpumeyvaHunsa

1 CteneHb [AOKYMEHTUPOBAHHOCTU CUCTEMblI MEHEeX-
MeHTa kayecTBa OHOV OpraHu3aunn MoXeT OT/IM4aTbCs oT
[ApYroii B 3aBUCUMOCTM OT:

a) pasmepa opraHusauun n Buaa AenaTenbHoCTH:

6) CMOXHOCTM 1 B3aUMOZeincTBUs NpoLeccos;

B) KOMMETEeHLMN nepcoHana.

2 [okymeHTauuss MOXeT OblTb B Nto6oli chopMme M Ha
nbom HocuTene.

MpuunHbl pasnuunii: noanyHkT 4.2.1 NCO 13485:2003
BK/lOYaeT TpeboBaHusA, coAepxalinecs B COOTBETCTBYIO-
wem noAanyHkte [3].  [ONOMHEHHble  TpeboBaHUsIMK,
YCTaHOBJ/IEHHbIMY K JOKYMEHTaLUN, a Takke cneynanbHbIMm
Tpe6oBaHuaAMM K haiiny, cogepxaliemMy KOHKpeTHble
[OKYMEHTbl A1 Kaxoro Tuna/mogenn MeauLMHCKOro
n3genua.  Kpome  TOro, noanyHkt 4.2.1  coAepxut
TpeboBaHNA K [OKYMeHTauuu [AAA  pasnuyHbiX BUA0B
[eATeNbHOCTU M cneLlnanbHble NOOXEHUSA. DTOT NOANYHKT
oTpaxaeT MoJIOKEHNA AelCTBYIOLNX B MUPE HOPMATUBHbIX
[JOKYMEHTOB 1 06/1er4aet BCEMUPHYO rapMOHU3aLNI0 HOBbIX
TpeboBaHWii, yCTaHOBMEHHbIX K MEAULNHCKM U34ennsam
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4.2.2 PyKoBOACTBO NO KayecTBy

OpraHu3auuns foMnxHa paspaboTtaTb U NoOAAepxXuUBaTh B

pa6oyemM  COCTOSIHUM  PYKOBOACTBO MO  KAayecTBy,
cogepxalyee:
a) o6nactb NPUMEHEHWUsI CUCTeMbl MeHe[XMeHTa

KayecTBa, BKIO4YAsA NOAPOGHOCTM U 060OCHOBaHWE NHOGbLIX
ncknoyennii (1.2);

6) [OKYMeHTUpOBaHHbIE NpoLeaypbl, paspaboTaHHble
L151 CUCTEMBI MEHEXKMEHTA KauecTBa, WU/U CCbIIKU Ha HUX:

B) OnMucaHWe B3aUMOAENCTBUA NPOLECCOB CUCTEMBI
MeHeAXKMeHTa KayecTBa

42.3 YnpaBneHue fokymeHTauunel

[loOKyMEHTaMN  CUCTEMbl  MEHe[XMeHTa  KayecTsa
HEeo6X0AMMO ynpaBnATb. 3anucy — crneunanbHblii  BUg
[OKYMEHTOB, W UMW  HaAo YNpaBAsTb  COMNacHO

TpeboBaHuAM, NpuBeAEHHbIM B 4.2.4.

[ns onpepeneHusi HEO6XOANMbIX CPEACTB yNpas/ieHus
[o/MmkHA  6bITb  paspaboTaHa  [OKYMEHTUPOBAHHas
npouegypa, npeaycmarpusaioLLas:

a) NpoBepKky [OKYMEHTOB Ha afeKBaTHOCTb [0 WX
BbINYCKa;

6) aHanu3 u akTyanusauuto, no Mepe He06xoAMMOCTH, 1
nepeyTBepPXAeHUE JOKYMEHTOB!

B) obecneyeHne ngeHtTudmnkKaLun n3mMeHeHni n ctatyca
nepecMoTpa OKyMEHTOB;

r) o6ecneyeHne HanMuusi COOTBETCTBYHOLLMX Bepcuii
[LOKYMEHTOB B MeCTax WX NpUMEHEeHUs:

n) obecneyeHne COXpaHEHWS AOKYMEHTOB YETKMMU W
Nerko naeHTUULMpyemMbiMu:

B) obecneyeHune naeHTudmnkaunm [OKYMEHTOB
BHELLHErO NMPOUCXOXAEHNS U YNPABEHNE UX PACCHINKOIA;

X) NpefoTBpalleHne HenpesHAMEPEHHOK UCMo/b30-
BaHWsi  yCTapeBLIMX  [OKYMEHTOB UM  MpUMEHeHue
COOTBETCTBYIOWE WAEHTUDUKALUN TaknX [OKYMEHTOB,
OCTaB/IEHHbIX AN51 KAKUX-NN60 uenei
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4.2.2 PyKOBOACTBO NO KayecTBy

OpraHusauus fonxHa paspaboTaTb U NoagepxusaTb B

pa6oyemM  COCTOSIHUM  PYKOBOACTBO MO  KayecTsy,
cofepxalyee:
a) 06NnacTb MNPUMEHEHWUs CUCTEMbl MEHe[KMeHTa

KayecTBa, BKIO4as NoApo6HOCTU M 060CHOBaHNE NO6bIX
ncknoYeHnii n/mnn HenpumeHenus (1.2);

6) [OKYMEeHTWpOBaHHble MNpoleAypbl, paspaboTaHHble
LN151 CUCTEMbl MEHEKMEHTA KAUECTBA, UM CChIIKM Ha HUX;

B) onucaHue B3aMMOAENCTBMA MNPOLECCOB CUCTEMbI
MeHeKMeHTa KayecTsa.
PykosoacTBO no

CTPYKTYpPY [OKYMEHMNioe.
MeHeAXMeHTa KayecTBsa

KauecTBY [JO/DKHO onpeaensaTb
1CNOMb3yeMbIX B CUCTeEMe

4.2.3 YnpaBneHue fokymeHTauunem

[OKYMEHTaMN  CUCTEMbI  MeEHe[XMeHTa  KayecTsa
Heo6X04MMO YNpaBnATb. 3anucy — chneuuanbHblii - BUg,
[OKYMEHTOB, ¥ WMW  Hajo ynpaenAaTb  COFNAacHo

TpeboBaHVAM, NpUBeAEHHbIM B 4.2.4.

Ons onpefeneHns HeO6XOANUMBIX CPEACTB ynpaBneHus

[OoMXHa  ObiTb  paspa6oTaHa  AOKYMEHTMPOBAHHas
npoueaypa, npegycmarpusaioLas:
a) NpoBepKy U yTBEPXAEHWe [OKYWHTOB Ha

afleKBaTHOCTDb A0 UX BbiNyCKa:

6) aHanN3 1 akTyasmsauuio, No Mepe Heo6Xo4UMOCTH, 1
nepeyTBepPXaeHne JOKYyMEHTOB;

B) obecneueHne ngeHTudukaLuy n3MeHeHnii n ctatyca
nepecMoTpa JOKYMEHTOB;

r) obecneuyeHne HanNuus COOTBETCTBYIOLLUX BepCuii
[OKYMEHTOB B MECTax UX NpUMEHEHUS:

0) obecneyeHne COXpPaHEHUs LOKYMEHTOB YETKUMU W
NEerko naeHTUULMpyeMbIMu:

B) obecneuyeHve naeHTudrKaum [LOKYMEHTOB
BHELLUHErO MPOUCXOXAEHNS U YNPABNEHNE UX PACCHINKOM;

X) npefoTBpalleHne HenpegHaMepeHHoro UCMnosb3o-
BaHWsi  yCTapeBWMWX  [AOKYMEHTOB W  MNpUMEHeHne
COOTBETCTBYWOLLEN WAEHTU(UKALMN TakuX [OKYMEHTOB,
OCTaB/IEHHbIX A1l KAKMX-M60 Lenei.

OpraHusauus fosxHa o6ecneunBatb aHanu3 w
yTBEpPXAEeHNEe W3WHEeHUA B AokywuTax nnbo [ONX-
HOCTHbIM NULOM, YyTBEPXAABLWIUM MNepBOHAYAbHBbII
LOKYMEHT, NM60 APYruM crneunanbHO Ha3HaAYeHHbIM A0K-
HOCTHbLIM AWLOM, WMEWLWMUM AOCTYN K COOTBETCT-
BylOLLE UCXOAHOU MHDOPMaL MM, HA OCHOBaHWM KOTOpPOWA
NPUHUMAEeT CA peLleHmne.

OpraHu3auusi Ao/MKHA ONpesensaThb Nepuog BpemMeHu, B
TeyeHne KOTOpPOro crnefyeT XpaHUTb HE MeHee OAHON
KOMWUMN yCT apeBLIUXPEerynnpyroLux fOKyMeHToB. HaaToT
nepnog fo/xeH 6biThb obecneveH 4ocTyn K AOKyMeHTam,
B COOTBETCTBUM C KOTOPbIMU MeAULMHCKOe wu3fenune
6bIN0 U3rOTOB/IEHO U UCMbLITAHO, B TeYeHne, no KpaiHein
Mepe. cpoka  cnyxbbl  u3genusa.  onpefeneHHoro
opraHusauumeil, HO He MeHee Cpoka XpaHeHus nw6oil
MTOroBoi 3anucu (4.2.4) AN COrNacHo yCTaHOBNEHHbIM
TpeboBaHuAM
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4.2.4 YnpasneHue 3anucamu

3anncy Ao/MKHbI BECTUCH U NOAAEPXMBATLCA B pabouem
COCTOSIHUM [N NPefoCTaB/eHNst CBUAETENbCTB COOTBET-
CTBMSA TPeGOBaHUAM W Pe3y/bTaTUBHOCTU (DYHKLMOHWNPO-
BaHNWSA CUCTEMbl MeHe[kMeHTa kauecTBa. OHU [AOMXKHbI

0CTaBaThCs YETKAMMW, JETKO WAEHTUULUPYEMBIMU U
BOCCTaHaB/MBaeMbIMU. Hago paspaboTaTb [JOKYMeHTHU-
poBaHHyl  npoueaypy ANs  ONpefeneHvus  CpeacTts

ynpasneHusi, Tpebyembix Npu MAEeHTUUKALUN, XPaHEHUN,
3alimTe, BOCCTAHOB/IEHWUI, ONpPeaesieHN CPOKOB XpaHeHus
N U3bSATUK 3anuceii

5 OTBETCTBEHHOCTb PYyKOBOJACTBA
5.1 O6s3aTenbLcTBa pykoBoAcTBa

Bbicllee pyKOBOACTBO AO/HKHO 06ecneumBaTth Hanuume
CBUAETENbCTB NPUHATUSA 0653aTeNbCTB Mo paspaboTke u
BHEAPEHUID CUCTEMbl MeHEeXMeHTa KauyecTBa, a Takke
NOCTOSIHHOMY Y/y4LLIEHUI0 ee pe3yibTaTMBHOCTY NOCPEACTBOM:

a) JoBeAEeHUs A0 CBeAEHUs OpraHusaumm BaXKHOCTU

BbINOMIHEHNA  TpeboBaHuii  noTpebuTens, a  Takke
3aKoHoZaTe bHbIX U 06513aTe/bHbIX TPe6GoBaHWii;

6) pa3paboTku NMOMTUKM B 0611aCTU KavecTBa;

B) obecneuennss pa3paboTkm Ueneii B ob6nactu

kayecTBa;
r) NpoBeAEHWS aHanM3a Co CTOPOHbI PYKOBOACTBA,;

n) obecneyeHuss Heo6XoAUMbIMU pecypcammn

5.2 OpueHTayus Ha notpebutens

Bbicwee PYKOBOACTBO  [JOJIKHO obecneumsatb
onpefeneHve ¥ BbINONHEHWe TpeboBaHWii noTpebuTenei
[ANA NOBbILEHUS UX yA0BNETBOPeHHOCTH (7.2.1 n 8.2.1)
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4.2.4 YnpaBneHue 3anmcamu

3anncy JoKHbI BECTUCH U NOALEPXMNBATLCA B paboyem
COCTOSIHUM AN NpeAocTaB/eHns CBUAETeNbCTB COOTBET-
CTBUA Tpe6GOoBaHUAM W pe3ynbTaTUBHOCTU (DYHKLMOHUPO-
BaHWA CUCTEMbI MeHeMKMeHTa kauecTBa. OHUM [OSDKHbI

0CTaBaTbCsA UYETKUMU, JIETKO WAEHTU(UUMPYEMBIMUA 1
BOCCTaHaB/MBaeMbIMWM. Hago paspaboTatb AOKYMeHTH-
poBaHHyl  npoueaypy 415 ONpejesieHus  CPeacTs

yrnpaBneHusi, TpebyembiX NpU MAEHTUGMKALNUN, XPAHEHUN,
3aluTe, BOCCTAHOB/IEHWM, ONpeaenieHnn CPOKOB XpaHeHust
N U3bSATUU 3anuceid.

OpraHusauus Jo/mKHA XPaHUTb 3anucy B TedyeHue, no
KpaiiHeii Mepe, cpoka CnyX6bl MEAWLMHCKOro n3genws,
onpefesnieHHoro opraHusayueii, HO He MeHee AByX fieT C
MOWHTA BbiNycka UW34enna opraHusaynein wnm B
CO0TBETCTBUM C YyCTAaHOBNEHHbIMU Tpe6boBaHUAMN

5 OTBETCTBEHHOCTb PyKOBOACTBA
5.1 O6a3aTenbcTBa pykoBoAcTBa

Bbicllee  PYKOBOACTBO  OpraHuMsauuu  [O/IKHO
NoATBEPXAATb CBOW MNPUBEPXKEHHOCTbL pa3paboTke wn
BHEAPEHUIO CUCTEMbl MEHeAXXMEHT A KayecTBa, a Takxe
NoAfePXaHNIo ee pe3ynbTaTUBHOCTM NOCPEACTBOM:

a) AoBefAeHUs A0 CBEAEHUS OpraHuM3auuMm BaxXHOCTU

BbINOMIHEHUS  Tpe6GoBaHWii  noTpebutens, a  Takke
3aKkoHofaTe NbHbIX U 06s3aTenbHbIX TpeboBaHui;

6) pa3paboTky NOMTUKN B 06/1aCTU KaYecTBa;

B) obecneyeHus paspaboTku ueneii B obnactn

KayecTBa;
r) NpoBeAEeHUs aHann3a co CTOPOHbI PyKOBOACTBA,;
) obecneyeHns Heob6XoAMMbIMK pecypcamu.

MpumeyaHune —B HacTOAWeEM cTaHgapTe
ycTaHoBNEHHble TpeboBaHMA OrpaHuyeHbl  TONbKO
6e30MacHOCTbI0 U (DYHKLMOHMPOBAHMEM KOHKPETHOro
MeANLMHCKOrO n3genus.

MpuunHbl pasnuuunii; NyHKT 5.1 oTpaxaeT Tpe6GoBaHUs
fAelfcTBylOWMUX B MUpe HOPMAaTWBHbIX [OKYMEHTOB U
ob6neryaeT BCEMUPHYIO rapMOHM3aL M0 HOBbIX TpeboBaHui,
YCTaHOBNEHHbIX K MeAULMHCKAM u3fenuam. JeiicTytoine
HOpMAaTUBHblE [AOKYMEHTbl HanpaB/ieHbl Ha NpPUMeEHeHue
pe3ynbTaTMBHON CUCTEMbl MeHeg)XMeHTa kauvecTBa ANS
obecneyeHns npoussoAcTBa 6e3onacHoit u aphekTUBHO

hyHKLMOHMPYOLW e NpoAyKL UK
5.2 OpueHTauus Ha notpebutens

Boicwee PYyKOBOACTBO opraHusauuu [O0/KHO
obecneuynBaTb onpegeneHne u BbiNosHeHWe TpebosaHui
notpebutensa (7.2.1 n 8.2.1).

MpVYnHbI pasnuunii; N3MeHeHne TekcTa COOTBETCTBYeT
Takoli  cuTyauuu,  Korga  BbINONIHEHME  Tpe6oBaHWii
notpe6uTens  He  ABNSETCA  Lenbio  NPOU3BOACTBA
MEeAULMHCKNX U3Aenwii, B pesynbTarte 4ero HacTosLuii
NYHKT COOTBETCTBYET Lie/IN HACTOSILLEro CTaHAapTa, koTopas
COCTOMT B  OGMErYeHUM BCEMUPHOW  rapMoHU3aLuK
TpeGoBaHWii, YCTAHOBMIEHHbIX K CUCTEMaM ynpasfieHus
KauecTBOM
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5.3 MonuTtuka B 061acTu kavyecTBa

Bbicllee pyKoBOACTBO AO/KHO o6ecrneunBatb, 4TOGbI
nonuTMka B 061acTy KauecTsa:

a) cooTBeTCTBOBAsa LEesAM opraHusauum;

6) BKkIOYaNa 0653aTe/1bCTBO COOTBETCTBOBATH
Tpe6oBaHNWAM W NOCTOSIHHO NOBbIWAaTb Pe3yNbTaTUBHOCTb
CUCTEMbI MEHEXMEHTA KauecTBa;

B) co3faBania OCHOBbl A5 NOCTAHOBKWM W aHanmsa
u,enei/i B 06/1aCTV KavyecTBa;

r) 6bina  poBefeHa [0 CBefeHWs  nepcoHana

opraHusaunm n NnOHATHa emy,

[l) aHanusupoBanacb Ha NOCTOSHHYI NPUrOfHOCTb

5.5 OTBETCTBEHHOCTb, MNOJIHOMOYMS U OOMEeH
nHhopmaumeii

5.5.1 OTBETCTBEHHOCTb U NO/THOMOYMNSA

Bbicwee pPYKOBOACTBO [O/MKHO obecneuynBaTtb
onpejesnieHve W [oBefleHVe [0 CBeAeHWs nepcoHana

opraHusaunm oTBETCTBEHHOCTU U nosiHoMouuni

5.5.2 lMpepacTtaBuTENb PYKOBOACTBA

Bbicliee pPYKOBOACTBO [AO/DKHO Ha3HauuTb npefcTa-
BUTENs U3 COCTaBa PYKOBOACTBA, KOTOPbLI HE3aBUCUMO OT
LpYyrMx 06s13aHHOCTel [O/MKEH HEeCTU OTBETCTBEHHOCTb U
MMEeTb NMOSIHOMOYMSI, PACMPOCTPaHSIOLMECS HA:

a) obecneyeHve pas3paboTku, BHeApeHWs U nopaep-
XaHua B paboyem COCTOAHWM MNpoOLLEeccoB, Tpebyembix
CUCTEMOII MeHe[)XMeHTa Ka4yecTBa,;

6) npepcTaBneHuMe OTYETOB BbICLIEMY PYKOBOACTBY C
(DYHKUMOHNPOBAHUN CUCTEMbI MEHe)XMeHTa kayecTBa W
Heo6X0AMMOCTN yNyULLIeHUs:
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5.3 Monutuka B 06/1aCT KayecTBa

Bhicllee pPYKOBOACTBO [O/XHO o6ecneumBatb, YTOGbI
nonnTMKa B 061acTy KauecTsa:

a) COOTBETCTBOBA/IA LE/iiM OpraHusaLum:

6) BKkOYasna 0653aTeNnbCTBO COOTBETCTBOBATH
TpeboBaHWAM CUCTEMbl MEHe[KMeHTa KayecTBa W
noAAepX1BaTb ee pe3ybTaTUBHOCTb!

B) co3jaBasia OCHOBbl /1 TMOCTaHOBKM W aHanusa
uenei B o6nactn kavyecTsa;

r) 6elna posefeHa
opraHu3almm n NOHATHa emy;

ao cBefeHunsa nepcoHana

[l) aHanusnpoBanacb Ha NOCTOSHHYIO NPUTOAHOCTb.

MpuunHbl pasnuunii: n3 NCO 13485:2003. nyHKT 5.3.
nepeuncneHne 6) UCKNYEHO 0683aTeNbCTBO NOCTOAHHOIO
NOBbIWEHNSA Pe3y/IbTaTUBHOCTN CUCTEMbl MeHeKMeHTa
KayecTBa, KOTOopoe 3aMeHeHO 06a3aTeNbCcTBOM MNof-
AepXaHna pesynbTaTUBHOCTU CUCTEMbI MEHeMKMeHTa Ka-
yecTBa. Takas 3ameHa COOTBETCTBYET Le/in AeliCTBYIOLNX B
MUpe HOPMAaTMBHbIX AOKYMEHTOB W npeAHasHayeHa Ans
o6sieryeHnss BCEMUPHON rapMoHM3aunnM YCTaHOBIEHHbIX
Tpe6oBaHWii kK cucTeMaM MeHeXMeHTa kayecTea

5.4 TMnaHupoBaHue
[MyHkT 5.4 NCO 13485:2003 ayTeHTUYeH NyHKTY 5.4 [3]

5.5 OTBETCTBEHHOCTb, MOJIHOMOYUA U 06OMeH
UHpopmaumnenn

5.5.1 OTBETCTBEHHOCTb M MNOJIHOMOYUSA

Bbicwee pYKOBOACT BO opraHusauum [OMXHO
obecneunBaTb:

onpefiefleHNne OTBETCTBEHHOCTU U MOMHOMOUUNA,
KOTOpble HE06X04MMO LOKYMEHTUPOBATb, U JOBELEHNE WX
[0 CBEJEHNs NepcoHana opraHusaymum:

B3aMMofelicTBMEe W  HE3aBUCUMOCTb NepcoHana,
PYKOBOASALLEr0, BbINOMNHAWLWEro U BepuuLnpyoLEero
paboTy no obecneyeHuto KayecTBa, W onpegenaTb
NOSIHOMOUUSA, HEO6XOAUMbIEe AN BbINOMHEHNSA 3TUX 3ajay.

Ocob6oe BHUMaHWe cnefyeT YAeNUTb Ha3HaYeHWo
KOHKPETHbIX /L. ONIOBTCTBEHHbIX 3a BUAbl AeATesNb-
HOCTW. CBA3aHHble C HabnogeHnem 3a akcnayaTauuen
roTOBbIX M3genuii, a Takxe oopMieHneM oTuyeTa 06
nHungeHTax (8.2.1 n 8.5.2)

5.5.2 MpepacTaBuTeNb PyKOBOACTBA

Bhicllee PYKOBOACTBO [O/KHO HAa3HauMTb NpeAcTa-
BUTE/NSI U3 COCTaBa PYKOBOACTBA, KOTOPbIA HE3aBUCUMO OT
Apyrux o6si3aHHOCTEl [O/MKEH HECTU OTBETCTBEHHOCTb W
“MeTb NOSIHOMOYMSI, PACNpPOCTPaHsAIoLLMecs Ha:

a) obecneyeHne paspaboTku, BHeApeHWs W nopaep-
XaHus B paboyem COCTOSHWMM NpoLeccoB, Tpebyembix
CUCTEMOII MeHeAXMeHTa kayecTBa,;

6) npeacTaBfieHMe OTYETOB BbiCLIEMY PYKOBOACTBY O
(YHKUVOHNPOBAHUN CUCTEMbl MEHe[XMeHTa kayecTBa W
Heo6xoAuMOoCTu ynyudlieHns (8.5);
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B) copelicTeue pacnpocTpaHeHuo NoHUMaHuA
TpeboBaHuWii noTpebuTeneli no Bceil opraHnsayuu.

MpumeuyaHune — B OTBETCTBEHHOCTb NpeacTaBu-
Tens pykoBOoACTBa MOXeT 6biTb BK/OYEHO noadepxaHue
CBSI31 C BHELIHVMY CTOPOHaMM No BOMNpocam, Kacarwwmnmcs
CUCTEMbI MEHEDKMEHTa KayecTBa

5.6 AHanu3 CO CTOPOHbI PyKOBOACTBA

5.6.2 BxofHble gaHHble ANA aHanusa

BxoAHble  [faHHble AN aHaiu3a  Co  CTOPOHbI
PYKOBOZCTBA AO/DKHbI BK/HOUATb CeyoLLyto MH(OpMaLnio:

a) pesynbTaTbl ayantoB (MPOBEPOK);
6) obpaTHyl CBA3b C NOTpebuTenamu;

B) (pyHKUMOHMpPOBaHMWE NpPOLECCOB W COOTBETCTBUE
npoaykuuu;

r) cratyc
nenicTBuii;

npesynpexaanlwmux 1 KOppeKTUPYHLmMX

4) nocnegywowe  geicTsus. BbiTekawLme
npeablAyLLEero aHamsa co CTOPOHbI PYKOBOACTBA;

n3

e) N3MeHeHNs, KoTopble Mornn 6bl NOBNNATbL HA cuctemy
MeHe)KMeHTa KayecTBa,

X) pekoMeHAauumn no ynyyleHuo

5.6.3 BbIxogHble faHHble aHanusa

BbIXogHble AaHHble aHa/inM3a co CTOPOHbI PYKOBOACTBA
[OMXHbl  BKIHOYATb BCE pELIEHWs W AelicTBUS, OTHOCS-
wuecs K:

a) NOBbLIWEHUIO pe3ynbTatuBHoOCTU
MeHe)KMeHTa KayecTBa U ee npoLeccos;

CUCTEMDI

6) ynyyweHuto npoaykKuuu cornacHo TpeboBaHAM
notpe6utenei;

C) MoTpeb6HOCTU B pecypcax

6 MeHeaXMeHT pecypcos
6.1 Ob6ecneyeHune pecypcamu

OpraHu3auus goxHa onpefensts U obecneynBaTb
pecypcebl, Tpebyembie ans;

a) BHeApeHus U noagepxaHus B paboyem COCTOSIHUK
CUCTEMbl MEHE[)XMEHTa KauyecTBa, a TakkKe MOCTOSHHOIo
NOBbILWEHNA ee Pe3ybTaTMBHOCTHY;

6) noBbllWEHNA  yA0BMETBOPEHHOCTU
nyTeMm BbINOIHEHNA UX TpeboBaHuii

notpe6utenei
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B) oGecneyeHne BHYTpPU oOpraHusauuy MNOHUMaHUs
YCTAaHOBNEHHbIX TpeboBaHWii W TpeboBaHWii noTpe-
6uTens.

MpumeyaHune — B OTBETCTBEHHOCTb NpefcTaBu-
Tens pykoBOACTBA MOXeT OblTb BKIHOYEHO NojaepxaHune
CBSA3M C BHELLIHUMW CTOPOHaMK NO BONpocam, KacarwLumcs
CUCTEMbI MEHe[)XMeHTa KayecTsa

5.5.3 BHYTpeHHuWiA 06MeH nHdopmauunen

[MognyHkt 5.5.3 WNCO  13485:2003 ayTeHTMYeH
noanyHkTy 5.5.3 [3]j

5.6 AHann3 co CTOPOHbLI PYKOBOACTBA

5.6.1 O6wwumne NoNoxeHnsa

[MognyHkTt 5.6.1 WNCO 13485:2003 ayTeHTU4YeH
nognyHkty 5.6.1 [3J

5.6.2 BxofHble flaHHble AR aHanusa

BxofHble  fAaHHble 48 aHa/sM3a  CO  CTOPOHbI

pyKOBO/ACTBA A0/IKHbI BKOYATL CeAyHoLLyto MHchopMaLmio:
a) pesynbTaTbl ayAuMTOB (NPOBEPOK);

6) ob6paTHyl0 CBA3b C NOTpebuTenamm;

B) (PYHKUMOHMpPOBaHME MpoOLEeCccOB W COOTBETCTBME
npoayKuuu;

r) ctaTyc npeaynpexpgalowmnx W  KOPPEeKTUPYIoLLX
nelicTBuiA.

4) nocnegywowue  feicTsus. BbITEKAKLW e
npeablayLero aHanmsa co CTOPOHbI PYKOBO/ACTBA,;

n3

e) N3MEHEeHUd, KOTopble Mornun 6bl NOBNNATH Hacuctemy
MeHe)XMeHTa KayecTBa,

X) PeKoMeHAaLMKU Mo yNyyLeHuto;

3) HOBble WU
TpeboBaHuA

nepecMOTpPEHHble YCTAaHOBJ/IEHHbIE

5.6.3 BbIxoaHble faHHble aHanusa

BbIXoAHble faHHble aHanm3a co CTOPOHbI PYKOBOACTBA
[LOMXHBI  BK/MOYaTb BCE pelleHns W AelcTBUSl, OTHOCS-
wuecs K

a) ynyuyweHusMm, Heo6XOAWMbIM ANs  NOAJEPXKAHMS
pe3ynbTaTUBHOCTU CUCTEMbI MEHEKMEHT a KayecTBa u
ee NpoLeccoB:

6) ynyyweHuio nNpoaykuun cornacHo TpeboBaHUsAM
notpe6uteneii;

c) noTpe6HOCTW B pecypcax

6 MeHeaXMEeHT pecypcos

6.1 Ob6ecneyeHne pecypcamu

OpraHusauymsa fponxHa onpefensatb u obecneuynBatb
pecypcbl, Tpebyemblie Ans:

a) BHeLpEeHUst CUCTEMbI MEHEe[KMEHTa KauyecTsa u
nofAepXxaHuvsi ee pesynbTaTUBHOCTU;

6) yooOBNETBOPEHUA YCTaHOB/IEHHbIX Tpe6oBaHuii U
Tpeb6osaHwii noTpebuTens
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6.2 Yenoseuyeckune pecypcsol

6.2.2 KOMNEeTeHTHOCTb. 0CBEOM/IEHHOCTb n
noAroToska

OpraHusauns gosxHa:

a) onpegensaTb Heobxogumy KOMMNETEHTHOCTb

nepcoHana, BbINOJHAOWErN0 pa6oTy, KOTopas BAWSET Ha
KayecTBO NPOAYKLMK;

6) obecneuynBaTb
apyrue  peiictBus ¢
notpe6HocTei;

NOATOTOBKY WAU  NpeAnpuHUMATH
Lenblo  yAOBMETBOPEHUS  3TUX

B) OLeHMBaTb Pe3ynbTaTUBHOCTb NPeANPUHSATLIX Mep;

F) obecneunBaTtb 0CBeOM/IEHHOCTb CBOEro nepcoHasna
06 aKTyasibHOCTU 1 BaXHOCTU €ro AeAaTelbHOCTM 1 BKNaae B
[OCTMXEHNe Lenei B 061acTn kayecTsa;

A) noafgepxveatb B paboyem COCTOSAHUM COOTBET-
cTByloLW e 3anucn 06 o6pasoBaHnm, NOArOTOBKe, HaBblkax U1
onbiTe (4.2.4)

6.3 VHdpacTpykTypa

OpraHusauus fo/XHa onpegensTtb, o6ecneuvsats U
noAfepxuBatb B paboyeM COCTOSIHUM WHPACTPYKTYpY,
Heo6XoANMYIKD [ANA  [OCTUXEHUS COOTBETCTBUA Tpe6o-
BaHWAM K NPOAYKUMN. VIHpacTpyKTypa MOXET BK/IHOUATb;

a) 3paHusa, paboyee NPOCTPAHCTBO U CBA3AHHbLIE C HAM
cpefcTsa Tpyaa;

6) ob6opypoBaHue Ana NPoLeccoB (Kak TeXxHUueckme, Tak
1 NPOrpamMmMHble CPeACTBa);

c) cnyx6bl obecneyeHua (Hanpumep TPaHCNOPT WU
CBAA3b)

6.4 lpousBoaCTBEHHasA cpefa

OpraHusauus [O/KHA co3faBaTb NPOWU3BOACTBEHHYIO
cpefly, HeoGXOAMMYI [ANsi JOCTUXEHWUS COOTBETCTBUS
Tpe60BaHWSM K NPOAYKLUM, U YNPaBAsATh el
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6.2 Yenoseueckune pecypchbl
6.2.1 O6wue NoMoXeHNs

[MognyHkT 6.2.1 WCO 13485:2003 ayTeHTU4YeH
noanyHkTy 6.2.1 [3]

6.2.2 KOMNETEeHTHOCTb. 0CBEJ0M/IEHHOCTb 7]
nofroToeka

OpraHunsaunsa foskHa:

a) onpefensitb Heobxoaunmyto KOMMNETEeHTHOCTb

nepcoHana, BbIMOMHALLWErN0 pa6oTy, koTopas BAWsieT Ha
KauecTBO NPOAYKLUM;

6) obecneuynBaTb
Apyrve  peictBusi  C
noTpe6HoCTEN;

NoATOTOBKY WAU  NpeAnpuHUMATh
LUenbl  YAOBNETBOPEHUSI  3TUX

B) OLleHMBATb Pe3y/ibTaTMBHOCTb NPEANPUHATLIX Mep;

I') obecneymBatb 0oCBeOM/IEHHOCTb CBOEro nepcoHana
06 aKkTyaslbHOCTU 1 BaXHOCTU €ro AesiTe/IbHOCTU 1 BKNaje B
AOCTVXeHWe Leneil B 061acTn kayecTsa;

) nogfepxusatb B paboyem COCTOSHUKM COOTBET-
cTByloL e 3anncu 06 o6pasoBaHuK, NOAFOTOBKE, HaBblKax U
onbiTe (4.2.4).

MpumeyaHune — HaymoHanbHble UK pernoHanb-
Hble HOpPMaTMUBHble AOKYMEHTbl MOryT Tpe6oBaTb OT
KOHKpETHOW opraHusauum paspaboTKu [OKYMEHTMU-
poBaHHbIX Npoueayp ANS onpefefieHns Heo6XoANMOCT U
NoAroTOBKM NepcoHana

6.3 VHdpacTpykTypa

OpraHusauunsi fo/XHa onpegenstb, o6ecneuusBaTb
noafepxuBatb B paboyemM COCTOSIHAM UHDPACTPYKTYpY,
HEeo6XoAMMYID [ANs  LOCTMXEHUs| COOTBETCTBUS Tpeb6o-
BaHMAM K NPOAYKLUM. VIHGPACTPYKTYpa MOXET BK/IOUYATb;

a) 3gaHus, paboyee NPOCTPAHCTBO U CBSA3aHHbIE C HAM
cpeAcTBa Tpyaa:

6) obopyaoBaHve AN NPOLECCOB (Kak TEXHUYeckune, Tak
¥ NporpamMmMHble CpeAcTBa):

c) cnyxbbl obecnevyeHua (Hanpumep TpaHCNOPT WK
CBfA3b).

OpraHusauua po/mkHa pa3paboTaThb AOKYMEHTMU-
poBaHHble TpeboBaHWNA K AelCTBUAM, MOALEPXKUBAIOLWUM
ee UHPACTPYKTYpPY, BKIKYAA YacTOTY UX NPOBEAEHUS,
ecnm 3Tu [elcTBUS WIM WX OTCYyTCAyBUMB MOFyT
NOBNMATb Ha KayecTBO NPOAYKLMUN.

3anucu 06 3TUX AelicTBUSAX A0MKHbI NOAAEPKNBATbCA
B paboyem cocTOosAHUM (4.2.4)

6.4 lMpowu3sopcTBeHHas cpeja

OpraHusaunsi [o/KHa CO3[aBaTb MPOWN3BOACTBEHHYIO
cpefdy, Heo6XoAuMYW [ANsi [OCTUXEHWS COOTBETCTBUS
Tpe60oBaHWsAM K NPOAYKLUU, 1 YNIPaBAATL eto.

JTO0 BKNOYAET CreAyolme TpeboBaHus:

a) opraHusauus go/mkHa paspaboTaTb JOKYMEHTUPO-
BaHHble TpPe60oBaHNA K COCTOSHWUIO 340POBbSA, TUTMEHEe 1
ofiexje nepcoHana, €cnu KOHTakT MexXxAy nepcoHanoMm n
npoAyKumein nnn npon3BoACcTBEHHOW Cpeoit MoXeT OTpu-
LaTenbHO NOBAMATL Ha KayecTBO npogykuuu (7.5.1.2.1):
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7 Tpouecchl XW3HEHHOTO LuKNa NpoAyKLum

7.1 TMnaHWpoBaHWe MNPOLLECCOB XW3HEHHOTo LuKna
npoayKuum

OpraHusaumsa Ao/mkHa nnaHuposaTb U paspabarbiBaTb
npouecchl, HeobxoAnMble ANA obecneyeHnss XU3HeHHOro
uvkna npoaykuuu. fMnaHnposaHne NpoLeccoB XU3HEHHOro
uvkna npoayKuun [O/MKHO 6bITb CcOrfacoBaHo C Tpe-
60BaHUSIMU K APYrMM mpoueccam CUCTeMbl MeHeaXMeHTa
kavectBa (4.1).

Mpn nNNaHUpoBaHUKM NPOLLECCOB HKWU3HEHHOMO LMKNa
NpoAyKUUN opraHu3auus [ofxHa YCTaHOBWUTb, €Cnu 3TO
Llenecoo6pasHo:

a) uenn B obnactu
npoaykuuu;

6) noTpebHOCTb B pa3paboTke NPOLECCOB, JOKYMEHTOB,
a Tawkke B obecneyeHun pecypcamu [N1S  KOHKPeTHOW
npoaykuuu;

B) Heob6XoAuMMyl [AeATeNbHOCTb NOo Bepudumkaumm u
Ba/MAauMmn, MOHUTOPUHTY, KOHTPOJIKO W WUCMbITAHUAM A118

KayectBa W TpeboBaHuAa K

KOHKPETHON npoAykuuu, a Takke KpUTepuu npuemku
npoaykuuw;
r) 3anucu, Heobxoaumble Ana obecneyeHus cBuae-

TE/bCTBA TOTO, YTO MPOLECChI XUSHEHHOTO LMKIA MPOAYKLUY
1 Npou3BejeHHas NPoAyKLUs COOTBETCTBYIOT Tpe6GoBaHUAM
(4.2.4).

PesynbTartbl 3TOr0 MaHUPOBAHUS  LOSIKHbI
¢hopme, COOTBETCTBYIOLLEl NPaKTUKe opraHu3auum.

6bITb B

MpumevaHuns

.1 [oKyMeHT, onpeAensiownii NpoLeccbl CUCTEMbI
MeHe)XMeHTa KauecTBa (BK/K4as NPOLECChl XU3HEHHOTO
uuMkna npoAaykuuu) W pecypcbl, KOTOpble NPEACcTouT
NMPUMeHATb K KOHKPETHOW NpoAyKuWW, NpOeKTy wau
KOHTPaKTy, MOXET paccMaTpMBaTbCs Kak MniaH kauecTsa

2 Mpu pa3paboTke NPOLECCOB XXW3HEHHOro LMKNa
nNpoAyKUMW  opraHuM3auus MOXeT Takke MNpUMeHATb
TpeboBaHus 7.3
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6) ecnu npou3BOACTBEHHAs cpefa MOXeT OTpu-
uaTenbHO cKas3aTbCsA Ha  KayecTBe  NpoAyKuuw,
opraHusaums Ao/mkHa pa3paboTaTb AOKYMEHTUPOBaHHbIe
TpeboBaHUs K MPOM3BOACTBEHHON cpefe U JOKYMeHTU-
poBaHHble npoueypbl AN NPOU3BOACTBEHHbIE UHCTPYK-
uuyM AN MOHUTOPUHTA W KOHTPO/A MPOM3BOACT BEHHOMN
cpegbl (7.5.1.2.1);

B) opraHusayna fo/mkHa rapaHTupoBaTb COOTBET-

CTBYIOLLYIO noArontoBKy nepcoHana. BPEMEHHO
paboTawuwero B 0CobbiXx YyCNoBUAX MPOU3BOACTBEHHOM
cpefbl, WM ero HaxoxpaeHue noja  HabnwaeHuem

noAroToBAEHHOrO nuua (6.2.2. nepeuncnexmne 6);

r) npu HeobxoAMMOCTU pa3paboTKy U AOKYMEHTU-
poBaHue cneuunasnbHblX Mep AN KOHTPONSA 3arps3HeHHow
WA NOTeHUnasnbHO 3arpsi3HEHHON NPOAYKLMU C Lefblo
npefoTBpaleHns 3arpsa3HeHuss ocTasbHOW NpoAyKuuu,
nNpoun3BOACTBEHHON CpeAbl UAW 3arpA3HeHus nepcoHana
(7.5.31)

7 TMpouecchl XU3HEHHOTO LuKNa NPoAyKL UK

7.1
npoaykumu

OpraHusauus fos/HkHa nnaHmposaTtb M paspabartbiBaTb
npoueccol, Heobxoaumble AR o6ecnevyeHus XU3HEHHOro
umMkna npogykumu. NMnaHnpoBaHne NpoLeccoB XU3HEHHOTO
uukna npoAaykuunm [O/MKHO 6biTb cOrfacoBaHo C Tpe-
60BaHMAMK K APYrMM npoueccam CUCTEMbl MeHeXMeHTa
kavecTtBa (4.1).

Mpy nNnaHMpoBaHWM NPOLECCOB XU3HEHHOTO LWkna
nNpoAyKUMN OpraHusauus [osxHa YCTaHOBWUTb, €Cnu 3TO
Lenecoo6pasHo;

a) uenn B ob6nactu
npoaykumnu;

6) noTpeb6HOCTb B pa3paboTke NPOLECCOB, JOKYMEHTOB,
a Takke B ob6ecneyeHun pecypcamu LIS KOHKPETHOM
npoaykuunu;

B) HeobxoguMmyk [AesTeNbHOCTb Mo Bepudukaumm wu
Ba/MAaunM, MOHUTOPWHTY, KOHTPOIO W WUCMbITAHUAM ANS

KkayectBa W TpeboBaHUsA K

KOHKpPETHO Npoaykuuu, a Takke KpUTepun npuemku
npoaykumnu;
r) 3anucw, Heob6xoanMble ans obecneyeHus

CBMAETeNbCTBA TOTO, YTO MPOLLECChl XU3HEHHOrO LMKNa
npoAyKuun W Npou3BefeHHass NPoAyKLMS COOTBETCTBYHOT
TpeboBaHuam (4.2.4).

Pe3ynbTaTbl 3TOr0 NAAHWPOBAHUS [OMKHbI ObiTh B

thopme, COOTBETCTBYIOLLEl NPaKTUKe opraHn3auum.

OpraHusaunsa AomkHa paspaboTaTb [OKyrneHTupo-
BaHHblO TpebOoBaHMA K ynpaBneHUI0 PUCKOM Ha BCex
aTanax XXW3HEHHOro Uuukaa npoAykuymn. 3anmucm no
ynpaBs/IEHNI0 PUCKOM [0/IKHbI NOAAEPXNBATbCA B paboyem
cocTosAHUN (4.2.4 N NnpuMeYaHue 3).

Mpumevanns

1 [lokyMeHT, onpegenswowWwmini  npoueccbl CUCTEMbI
MeHe[XMeHTa kadyecTBa (Bk/to4as NPOLECChl XU3HEHHOro
uukna npoaykuuu) W pecypchbl, KoTopble MpeacTouT
NPUMEHATb K KOHKPETHOW Npoaykuuu, MpoekTy wan
KOHTPaKTy, MOXeT paccMaTpuBaTbCA Kak nnaH kayecTsa.
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72 Tpouecchl, CBA3aHHbIE C MOTPebUTeNnsamMmn

7.2.2 AHanus
npoaykumu

OpraHu3auusi [Jo/HKHa aHanusmpoBaTb TpeboBaHus,
oTHOCsILMecs K NpoAykuuu. OTOT aHanu3  [OJIKEH
NpoBOAMTLCA A0 MPUHATAA opraHu3auueli obssatenbcTBa
nocTaBsATb NPOAYKLUIO NOTpebUTENO (HanpUMep yyacTus B
TeHAepax, MPUHATUA KOHTPaKTOB WM 3akKa3oB, NPUHATMA
M3MEHEHUI K KOHTpaKkTam WM 3akasam) W [OJDKeH
obecneymBaTb:

TpeGoBaHwuit, oTHOCSWMXCA K

a) onpegenexne TpeboBaHWi K NPOAYKLMN:

6) cornacoBaHue TpeGOBaHWUI KOHTpakKTa WM 3akasa,
OT/INYAKLLMXCA OT paHee CHOPMY/INPOBAHHbIX:

B) CNOCOGHOCTb opraHusauuun
onpegenieHHble TpeGoBaHus.

YAOBNETBOPSATb

3anucu  pesynbTaToB aHanMsa U nocnefyoLmx
[elcTBUIA, BbITEKAKLWMX W3 aHanusa, [LO/DKHbl noanep-
XnBaTtbcsi B paboyem cocTosHum (4.2.4).

Ecnv noTpe6uTeny He BbIABUralOT AOKYMEHTUPOBAHHbIX
Tpe6oBaHUil, OpraHu3auus [O/DKHA MOATBEPANUTL WX Y
noTpe6uTesNst 4O NPUHSATUS K UCMIOSHEHUIO.

Ecnu Tpe6oBaHus kK NpoAYyKLMN N3MEHEHbI, OpraHn3auuns
[o/MKHa ob6ecneynTb, YTOGbI COOTBETCTBYIOLME AOKYMEHTbI
6bIIN UCNpaB/ieHbl, a 3aMHTEPECOBAHHbIN nepcoHan 6bin
nocTaB/ieH B U3BECTHOCTb 06 N3MEHNBLUNXCA TpeboBaHUAX.

MpumedyaHune — BHEKOTOPbIX CUTyaLUAX, TaknX
Kak npofaxu, ocylwecTBnsemble 4epe3 VHTepHerT,
npakTMyeckn HeuenecoobpasHo MPOBOAUTb OuLManbHbI
aHanM3 Kaxpaoro 3akasa. BmecTto aToro aHanns moxet
pacnpocTpaHATLCS Ha COOTBETCTBYHOLLYIO MH(OPMaLMio O
NpOAYKLWK, TaKyto Kak kKaTasnorm uim peknamHblie matepuassl

7.2.3 CBA3b c noTpebutTenamu

OpraHusauymsa goskHa onpefensTb W OCYLecTBAATb
aphekTuBHbBIE  Mepbl N0 NOAAEPXAHWK  CBAA3W  C
notpebuTtensmMu, Kkacawwmecs:

a) MHopmauuy o NpoAyKLuK;
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2 Mpn pa3paboTke NPOLECCOB XXW3HEHHOTO LUuKIa
NpoAyKLUMW  opraHusauns MOXeT Takke NpPUMEHATb
TpeboBaHus 7.3.

3 Cwm. 15]no ynpaB/iieHUIO PUCKOM.

MpuunHbl  pasnuuunii: nyHkt 7.1 WNCO 13485:2003
oTpaxaeT Tpe6oBaHMA AECTBYOLWNX B MUPE HOPMATUBHbIX
LOKYMEHTOB M 061eryaeT BCEMUPHYO rapMOHM3aLM0 HOBbIX
TpeboBaHuii, YCTAHOBMEHHbIX K MEeAWLMHCKAM W3AeNUAM.
YnpaBneHne  puUCKOM  SBASIETCA  K/HOYEBbIM  BUAOM
[EeATeNbHOCTY, ONpeAenswmM xapaktep n o6bem paboTbl
BO MHOTMX 061aCTAX, CBSA3AHHbIX C CUCTEMON MeHeLXMeHTa
KayecTBa B OpraHusauusix, NPou3BOASILLUX MeAWLUHCKME
nsgenvs

7.2 Tlpouecchl, CBA3aHHble C NOTPebuTensamm

7.2.1 OnpepeneHve TpeboBaHW, OTHOCALWMXCA K
npoAyKumum

[MognynkTt 7.2.1 WCO 13485:2003 ayTeHTU4YeH
noanyHkty 7.2.1 [3]

7.2.2 AHanuns TpeboBaHuii, OTHOCALWUXCA K
npoaykuum

OpraHu3auusi goskHa aHanuauposaTb Tpe6GoBaHus,
OoTHOCsILMECa K Mpoaykuuu. OTOT aHann3  [AOJIKEH
NpoBOANTLCS A0 MPUHSATUA OpraHu3auuell 06s3atenbcTBa
NnocTaBsATL NPOAYKLUMIO NOTPe6UTEN0 (HanpuMep yuacTus B
TeHAepax, NPUHATUS KOHTPAKTOB WM 3aKasoB, MPUHATUS
W3MEHEHUIH K KOHTpakTam WauM 3akasam) U [0/KEH
obecneunBathb:

a) onpegeneHve n 4OKYMEHTMpPOBaHWe TpeboBaHuii K
npoayKuuu:

6) cornacoBaHue TpeGOBaHWA KOHTpaKTa WAU 3akasa,
OT/IMYAILWNXCA OT paHee CHOPMY/INPOBAHHbIX:

B) CMOCOGHOCTb opraHusaymm YAOBNETBOPATH
onpefeneHHble TpeGoBaHUA.
3anucn  pesynbTaToB aHanmMsa UM nocnegyrLmx

OelCcTBUIA, BbITEKAKWLWNX W3 aHanusa, AOSHKHbI noanep-
XnBaTbcs B paboyem coctosiHun (4.2.4).

Ecnv noTpeGuTeny He BbIABUTAIOT AOKYMEHTUPOBAHHbBIX
Tpe6oBaHwWii, opraHusauusi [JO/MKHA NOATBEPAUTb UX Y
noTpebuTeNs A0 NPUHATUS K UCTIOSTHEHUIO.

Ecnun TpeboBaHns K NpoAyKLMN N3MEHEHbI, OpraHn3aums
[OMKHa ob6ecneynTb, YTO6bI COOTBETCTBYIOLNE AOKYMEHTbI
GbININ UCMpPaB/IeHbl, & 3aVHTEPEcOBaHHbIi nepcoHan 6bin
nocTaB/ieH B M3BECTHOCTb 06 N3MEHUBLUNXCA TpeboBaHUAX.

MpumMmeuyaHne — B HeKOTOPbIX cUTyauusax, Takmx
KaKk npojaxu, ocylwecTBniseMble 4epe3  UHTepHerT,
npakTU4Yeckn HelienecoobpasHo NPOBOAWNTL OULMaNbHBbIA
aHanM3 Kaxjoro 3akasa. BmecTo 3TOro aHanms MoOXeT
pacnpocTpaHATbCA Ha COOTBETCTBYHOLLY WMHOPMAaLMio O
nNpoAYyKLWK, TaKyto Kak KaTanoru v peknamHble matepuasbl

7.2.3 CBf3b Cc NnoTpebutenamu

OpraHusauusa fo/mkHa onpefensite U OCYLEeCTBAATb
apheKkTMBHbIE  Mepbl MO NOAAEPXaHW  CBA3M  C
notpebutensamu, Kacawulmecs:

a) vHdopMauun o NpoAyKLUMK:
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6) NpoOXoXAeHus 3anpocos,
BK/llOYas nonpasku:

KOHTpakTa Wan 3akasa,

B) 06paTHOIi CBA3M C NOTPeOGUTENsIMU, BKIOUAS Xanobbl
notpe6utenei

7.3 TMpoekTupoBaHue n paspaboTka

7.3.1 TMnaHupoBaHue
60TKM

NpoeKkTUpoBaHUs U paspa-

OpraHusaunsi [O/KHA N1aHMPOBaTb W YNpas/isTh
NpoeKTUpOBaHUeM 1 pa3paboTKoil NPOAYKLNN.

B xoZe NiaHMpOBaHWsI MPOEKTUPOBAaHUA U pa3paboTku
opraHu3auus Ao/xHa ycTaHaBAMBaTh:

a) cTafvu NpoeKTMpoBaHus 1 pas3paboTku:

6) npoBefeHue aHanusa, Bepudukaymio u Banugaumio,
COOTBETCTBYIOLIME KaXAON CcTaguu MpPOeKTUpoBaHUA WU
pa3paboTku;

B) OTBETCTBEHHOCTb U o6nactn

NPOeKTUPOBaHUSA U pa3paboTKu.

nosiHoOMo4uA B

OpraHusauus [o/xHa YnpaensTb B3aumogeicTeuem
pas3nnyHbIX  TPYNM,  3aHATbIX  NPOEKTMPOBaHWEM W
pa3paboTKoii, c Lenbio obecnevyeHns adhhekTNBHON CBA3N U
4yeTKoro pacnpesesieHusi OTBETCTBEHHOCTH.

PesynbTaTtbl NIaHUPOBaHWA [O/DKHbI - akTyannsmpo-
BaTbCH. €C/IN 3TO LienecoobpasHo, No X0y NPOeKTUpoBaHNs
n paspabotku (4.2.3):

7.3.2 BxofHble AaHHble AN MPOEKTUpoBaHMA 1
pa3paboTku

BxofHble fAaHHble, OTHOCALWMeCA K Tpe6GoBaHUAM K
nNpoAyKUMKN, [O/MKHbI ObITb ONpeAenieHbl, @ 3anucu AO/MKHbI
noaaepxunBarbcs B paboyem coctossHum (4.2.4).

BxofHble gaHHble A0/TKHbI BKOYATL:

a) (yHKUMOHaNbHbIe "
TpeboBaHus;

aKcnnyaTaunoOHHbIE

FOCT P NCO 13485—2004
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6) NPOXOXAeHWs 3anpocos,
BK/lOYasA nonpasku;

KOHTpakTa Wan 3akasa,

B) 06paTHOl CBA3M C NOTpebuTeNAMY, BKIOYAS Xanobbl
notpebuteneit (8.2.1);

r) NOSICHUTENbHbIX yBeJOMNeHui (8.5.1)
7.3 TpoekTupoBaHue n paspaboTtka

7.3.1 MNnaHupoBaHue
60TKMN

nNpoeKkTUpoBaHUs W paspa-

OpraHusauus fo/bkHa paspabaTbiBaTb LOKYMEHTU-
poBaHHblE MpoLeAypbl MPOEKTUPOBAHWUSA W pas3paboTKu
MeAMLMHCKUX U3aenuii.

OpraHusauns o6si3aHa nnaHupoBaTb U YNpaBnsTb
npoeKTUpoBaHMeM 1 pa3paboTKoi NPoAYKLMN.

B xope nnaHMpoBaHMS NPOEKTUPOBAHUA U pa3pa60TKV|
opraHusaumsa AoJ/DKHa yCTaHaB/IMBaThb:

a) cTaguu NpoeKkTMPOBaHUsA W paspaboTku

6) BMAbl AeATeNbHOCTW MO aHanusy, Bepudmkaumu,
BasmMjaumn M NepeMelleHnio  npoekTa  BHYTpuW
opraHusauuuM (CM. npuMevaHue), CcooTBeTCTBylLMe
Kax ol cTaAuyn NpoeKTNpoBaHNsa 1 paspaboTku;

B) OTBETCTBEHHOCTb M obnactu

NPOeKTUPOBaHUSA 1 pa3paboTKu.

nosiHoMo4unA B

OpraHu3auusi Jo/kKHa YynpasnaTb B3avMogeicTBueM
pasnuYHbIX  TPYNn.  3aHATBIX  MPOEKTUPOBAHWEM W
pa3paboTKoiA, C Lesnblo o6ecneyeHns achhekTUBHON CBS3N U
4eTKOro pacnpefenieHns 0TBeTCTBEHHOCTH.

Pe3yf|bTaTI:| nnaHNpoBaHUA AOJ/TKHbI 6blITb AOKYy-
MEeHTUNPOBaHbl WU. ecnun HeOGXOAVIMO, aKTyannsmpoBaHbl
npn CoBepLUEHCTBOBaHUMM NPOEKTUpPOBaHNA N pa3pa60TK|/|
(4.2.3)

MpumevyaHue — esTeNLHOCTb MO nNepejade
npoekTa B MPOLECCe MPOEKTUPOBAHUS U pa3paboTKu
MEANUMHCKOTO W3fennsi [O/KHA rapaHTupoBaTb, 4YTO
BbIXOAHbIE JaHHbIe NPOeKTUPOBaHWs 1 pa3paboTKu 6yayT
BEPU(ULMPOBaHbI KAK COOTBETCTBYIWMUE TPe6oBaHUAM
K MNpoueccy W3roTOBMEHWS, TNpexge Yem CTaHyT
OKOHYAT e/IbHBIMU CreunprKaLsaMmu NpoayKLum.

MpuunHbl pasnuunii: nognyHkT 7.3.1 MCO 13485:2003
oTpaxaeT TpeboBaHUS AeiCTBYIOLWMX B MPE HOPMAaTUBHbIX
[IOKYMEHTOB 1 06/1er4yaeT BCEMUPHYIO rapMOHU3aLMI0 HOBbIX
Tpe6oBaHWii, YCTAHOBMEHHbIX K MeAULMHCKAM U3AenusiM.
B uenom, tpeb6osaHns NCO 13485:2003 k [OKYMEHTMPO-
BaHWIO NpoLeyp COOTBETCTBYIOT TpeboBaHuaM [3], a Takke
TpeboBaHMAM 6OMbLIMHCTBA HALMOHa/bHbIX (pPernoHasb-
HbIX) HOPMAaTUBHbIX [OKYMEHTOB

7.3.2 BxofgHble faHHble ANA NPOeKTUpoBaHWUA W
paspaboTku

BxogHble [faHHble, OTHOCALWMECH K TpebGoBaHWAM K
nNpoAyKuMmn, AO/MKHbI OblTb ONpeAeneHbl, a 3anucu AO/KHbI
nogfepxuBaTbcsa B paboyem cocTosHum (4.2.4).

BxopHble faHHble AO/KHbI BKIKOYATb:

a) yHKUMOHaNbHble W 3KcnayaTaunoHHble Tpeb6o-
BaHuMa. TpeboBaHMa K 6e3onacHOCTM  cOrfacHo
Ha3Ha4YeHuio:
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6) cooTBeTCTBYylOULME n

o6s13aTenbHble TpeboBaHuS;

3aKoHofaTe bHble apyrve

B) TaM, rje aTo uenecoobpasHo, nHchopmauuto, B3ATY0
13 NpeAblAyLLMX aHaN0TMYHbIX NPOEKTOB:

r) Apyrve Tpe6oBaHusi, BaxHble A/ NPOEKTUPOBAHUS 1
pa3paboTku.

BxofHble [fAaHHble [OO/KHbl aHanM3mpoBaTbCa Ha
AOCTaTOYHOCTb. Tpe6osaH|/|$1 AO0JDKHbI 6bITb  MOMHLIMYU,
HeABYCMbIC/TEHHbIMW U HENPOTMBOPEYNBbLIMU

7.3.3 BbIxogHble
paspaboTku

AaHHble npoeKkTupoBaHnA n

BbixoAHble [AaHHble NPOEKTUpoBaHWA W paspabdboTku
[O/KHbI 6bITb NpefcTaB/ieHbl B (hopMe, MNO3BONSOLLEN
nposecTu Bepudukauno OTHOCUTENBHO BXOZHbIX
TpeboBaHWii K NpoekTMpoBaHWiO W paspaboTke, a Takke
[OMKHbI  6bITb  YTBEPXAEHbI [0 UX nocnegyowero
MCNO/Ib30BaHUSA.

BbIXofHble faHHble NPOEeKTUpOoBaHUA | pa3pa60TKV|
A0/KHbI;

a) COOTBETCTBOBATb  BXOAHbIM
NPOEKTUPOBAHUIO N Pa3paboTKe;

TpeboBaHuAM K

6) obecneunBaTb COOTBETCTBYHOLEN MHpOpMaLmein no
3aKynkam, NPpon3BOACTBY U 06CNYXWNBaHUIO;

B) cofepxaTtb Kputepun
CCbINKU Ha HUX:

npuemMkn npogykumm  unu

r) onpegensitb XapakTepucTUKM NPOAYKUWW, CYLLEecT-
BEHHblE /151 ee 6e30MacHOr0 ¥ NPaBUIbHOMO UCMO/b30BaHNS

7.3.4 AHanus npoekta n paspaboTku

Ha Tex cTagusix, rge 370 Lenecoo6pasHo, A0/KEeH
NPOBOAWUTLCS  CUCTEMATUYECKUi aHanuM3  npoekta U
pa3paboTkn B  COOTBETCTBUMW 3an1aHnpPoBaHHbIMU
MeponpuatTusamm (7.3.1) ¢ uenbto:

C

a) oueHMBaHWA CMOCOBGHOCTVM pe3ynbTaToB  NpOek-
TUPOBAHMS U Pa3paboTKL yA0BNETBOPSATL TPe6OBaHMAM;

6) BbifiBNeHuss  nwbbix  npobnem
npeanoXeHnin No HeobXxoAUMbIM feACTBUAM.

n BHeceHus

B COCTAB Y4aCTHUKOB Takomd aHasm3a AOJDKHbI
BK/IOYATLCS NpeAcTaBUTeNV nofpasfenieHnii, UMeloLux

OTHOWEHNe K aHanusumpyemoin (biM) cTagum (M)
npoekTMpoBaHWa ¥ pa3paboTkn. 3anucum pesynbLTaTtos
aHanuMs3a W BCeX Heob6XoAUMbIX [AelCTBUIA  [O/MKHbI

nogfepxuearbcsi B paboyem cocTtosHum (4.2.4)
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6) cooTBeTCTBYyHOLNE
o6sA3aTeNbHble TpeboBaHus;

3aKoHOfaTeNbHbIE U Apyrue

B) TaM. rge aTo LenecoobpasHo, MHopmMaLuio, B3ATYIO
13 NpeAblAyLLMX aHANOMUYHbIX NPOEKTOB,

r) Apyrve Tpe6oBaHus, BaxHble 4151 NPOEKTUPOBAHNUA 1
paspaboTku:

dj BbIXOAHbIE AaHHbIE N0 ynpasaeHunio puckom (7.1).

BX0fHble AaHHble AO/MKHbI GbITb MPOaHANN3NPOBaHBI
Ha COOTBETCTBMWE YCTaHOB/EHHbIM TpeGoBaHUAM WU
yTBEPXAEHbI.

Tpe6oBaHUs AO/MKHbLI GbITh MOMHLIMU, HELBYCMbIC/EH-
HbIMW 1 HEMPOTMBOPEUMBLIMU

7.3.3 BbIxogHble "

pa3paboTku

AaHHbIEe NpoeKTupoBaHnAa

BbIXxofHble [aHHble NPOEKTUpPOBaHWMA W pa3paboTku
OO/MKHbI BblTb NpeacTaBsieHbl B (hOpMe, NO3BONSOLLEN
nposecTtun Bepudmrkauuo OTHOCUTE/NbHO BXO/HbIX
TpeboBaHWUii K NpoekTMpoBaHWIO U paspaboTke, a Tawke
[O/MKHbI  6GbITb  YyTBEPXAEHbI A0 UX NocfeAyolero
MCMosb30BaHUA.

BbIXxogHble [aHHble MPOEKTUPOBaHUA W© pa3pa60TKVI
A0/DKHbI:

a) COOTBETCTBOBATb  BXOAHbIM
NPOEKTMPOBAHUIO 1 pa3paGoTKe;

TpeboBaHUAM K

6) obecneunBaTb COOTBETCTBYIOLLENA MHDOPMaLneli no
3aKynkam, NPoV3BOACTBY U 06CNYXMBAHUIO:

B) cojepxaTb npoayKLunmn
CCbI/IKM Ha HUX:

KpUTEPUM  NPUEMKM um

r) onpefensTb XapakTepUCTUKU NPOAYKLMUM, CyLiecT-
BEHHbIE f/151 ee 6e30MaCHOr0 1 NPaBUILHOTO UCMOJIb30BaHMS

3anncu  BbIXOAHbIX
paspaboTku AO0/MKHbBI
cocTosHuN (4.2.4)

LaHHbIX
noagepxueaTbecs

NpoeKTUpPoOBaHUA U
B pabouyem

MprvumMeyaHUe — 3anUCn  BbIXOAHbIX  JaHHbIX
NpoeKkTMPOBaHUsi W pas3paboTku MOryT BKIYATb
cneyndmrkaymn, NPoM3BOACTBEHHbIE MNPOLECCHI, TexXHU-
Yyeckue 4YepTexu U XypHanbl TEexXHWYEeCKUX 3anucei unu
nccnefoBaHuii

7.3.4 AHanus npoekTta u paspaboTku

Ha Tex cTagusax, rae 3Tto Lenecoo6pasHo, [O/MKEH
NpoBOAUTLCA  CUCTEMATUYECKUi aHanu3 npoekta U
pa3paboTkn B COOTBETCTBUU 3ansiaHVpoBaHHbIMU
MeponpusaTuamu (7.3.1) ¢ uenbio:

C

a) OLleHKM CnoCOo6HOCTK pesynbTaToB NPOEKTUPOBaHNSA
1 pa3paboTku yaoBNeTBOpsATb Tpeb6oBaHUAM;

6) BbisiBNeHnss  Nwbbix  npobnem
npegioXeHnin N0 He0OXo0A4MMbIM AECTBUAM.

n BHeceHuA

Takoli aHanu3 AO/MKHbI BbINOMHATL MpefcTaBnTenu
cnyx6, UMelL X O THOLWEHNE K aHaN3pyeMbIM CTagnsam
npoekTa 1 paspaboTku, a Takxe gpyrve cneynanucThbl
opraHusauum (5.5.1 n 6.2.1).

3anucy pesynbTaToB aHanM3a M BCeX HEeOOXOA4MMbIX

LelcTBUIA LOMKHBI NOAAEPXMNBATLCS B pa6oyeM COCTOSIHUM
(4.2.4)
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7.3.6 Banupauus npoekTa u paspaboTku

Banupauusi  npoekta ¥ pa3paboTkM  A0/KHA
OCYLLeCTBMATLCA B COOTBETCTBMM C 3an/iaHNpPOBaHHbIMU
MeponpuATMAMKU  (7.3.1). 4TOGbI YAOCTOBEPUTLCS, UTO
noslyyeHHas B pesynbTaTe npPoOAyKUWs COOTBETCTBYeT

Tpe6oBaHUAM K YCTaHOB/IEHHOMY WM NpeAnonaraeMomy
1CNONb30BaHWIO, €C/I OHO U3BECTHO. [Zle 3TO NPaKTUYECKM
LlenecoobpasHo, BanuAauna fo/mxHa 6biTb 3aBepllieHa Ao
nocTaBkM  WAKM  MPUMEHEHWUs  Mpoaykuuu.  3anucu
pe3ynbTaToB Banujauun M BCEX HEOBXOAUMbIX AelCTBMWIA
[OJDKHbI NoAAepXuBaTbCa B pabouem cocTosaHum (4.2.4)

7.4 3akynku
7.4.1 Tlpouecc 3akynok

OpraHusaums [o/mkHa o6ecrneuynmBaTb COOTBETCTBUE
3aKynsieHHo NPOAYKUUM YCTAHOBMIEHHbIM TPEBGOBaHWAM K
3aKkynkam. TUn U CTeNeHb ynpaBfieHUs, NPUMEHSIEMble MO
OTHOLIEHMIO K MOCTaBLMKY UM 3aKynjeHHOW NpoayKuuu,
[lO/KHbI 3aBUCETb OT €e BO3AelCTBMSA Ha nocneayolyne

CTaAun >XM3HEHHOTO LUMKNa MpoAyKUMU WU  TFOTOBYIO
nNpoAyKLMio.
OpraHm3aumss fAo/KHa  oueHuBaTb U BblGupaTb

NOCTaBLMKOB Ha OCHOBE WX CMOCOGHOCTM MNOCTaBNATb
NPOAYKLMI0 B COOTBETCTBUMN C TPe6OBAHMAMY OpraHnsaumm
[lonxHbl 6bITb pa3paboTaHbl KpuTepun oT60pa, OLEHKN U
NOBTOPHOI OLEHKU. 3anucu pesynbTaToB OLEHUBAHUS W
No6bIX HEO6XOANMbIX AelCTBUI, BblTEKAIOWMUX U3 OLEHKM,
[0/DKHbI nogaepxuearbea B paboyem coctossHumn (4.2.4)

FOCT P NCO 13485—2004
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7.3.5 Bepudukaums npoekta n paspaboTtku

(MoanyHkt 7.3.5 WNCO 13485:2003

noanyHkty 7.3.5 [3]

ayTeHTu4eH

7.3.6 Banupauus npoekta u paspaboTku

Banupgauus npoekTa M paspaboTku  [O/KHA
npoBOANTbLCA B COOTBETCTBMM C 3an/aHUPOBaHHbIMU
meponpuaTuamu (7.3.1) ana obecneyeHuns cooTBeTCTBUA
roToBoli NPOAYKUNN TpPe6oBaHUAM K ee Ha3HauYeHWo um
cneynanbHOMy NpUMeEHeHWo. Banupjaunsa fo/mkHa 6blTb
nposefeHa A0 NOCTaBKW NPOAYKUUM WU BBEAEHUA ee B
akcnayaTauuio (M. npumevanuve 1).

3anvcy pesynbTaToB BaMgauuu U BCEX HEOGXO4MMbIX
LelcTBUI JOMKHBI NOAAEPXMBATLCSA B paGoyeM COCTOSHUN
(4.2.4)

Opraxusauus o6s3aHa NpoBOANT b KIMHUYecKkue nunm
3KCMNyaTauMOHHbIE UCMbITaHUA SMefULMHCKUX u3aenuii
KaKk YacTb MeponpuaTwii no Banugauun npoekTa wn
paspaboTksu B COOTBETCTBUM C  TpeGoOBaHUSIMU
HauMOHaNbHbIX ~ WAW  PervoHasnbHbIX  HOPMAaTUBHbIX
[LOKYMEHTOB (CM. NpumeYyaHue 2).

MpumevaHnsa

1 Ecnu MeauuMHCKoe n3fenve NoafexuT Banugauun
TOoNMbKo nocne CcGOPKM M MOHTaxa Ha MecTe €ero
NpUMeHEeHUs, MnocTaska MNPOAYKLMM HEe cunaTaeTcs
3aKOHYEHHOW [0 Tex Mnop, noka npoAykuus He 6yaeT
thopmansHo NepegaHa noTpe6uTento.

2 MpepcTasneHne  MeAUUUHCKOro  usgenusa  ans
NpoBeAeHNA  K/IMHUYECKUX U/Mnu  3KcnayaTaunoHHbIX
MCMbITaHUA He cYMTaeTCa NOCTaBKol

7.3.7 YnpaBneHue N3MEeHeHnaAMun npoekra n
pa3paboTku
(MopgnyHkT 7.3.7 WNCO 13485:2003 ayTeHTU4YeH

noAnyHkty 7.3.7 (33
7.4 3akynku
7.4.1 Tipouecc 3akynok

OpraHusauusi fo/mxHa paspa6oTaTb AOKYMeHTUpo-
BaHHble npoueaypbl, o6ecneuuBaiollne CoOTBETCTBUE
3aKymnIeHHON NPOAYKLMI YCTaHOBEHHbIM TPe60oBaHNsAM K
3aKynkam.

Tun v CTENEHb YNpaBfieHusi, MpuUMeEHsieMble No
OTHOLIEHUIO K MOCTaBLMKY W 3aKynieHHON npoayKuum,

[O/KHbI 3aBUCeTb OT ee BO34eiicTBUS Ha nocnegywouwue

CTafMn XWU3HEHHOTO LMUKNa MPOAYKUWM WM  TOTOBYIO
NpPoAYyKLMI0.
OpraHuzauusi  [JO/KHA OUeHuMBaTb W BblGUpaTh

NoCcTaBLIMKOB Ha OCHOBE WX CMOCOGHOCTU NOCTaBNSATh
NpoAYyKL M0 B COOTBETCTBUN C TPEGOBAHNAMMU OpraHm3auum.
[lomkHbl 6bITb paspaboTaHbl KPpUTEPUWM OTGOPA, OLEHKU U
NOBTOPHOI OLeHKW. 3anucu pesynbTaToB OLEeHUBAHWUS W
No6bIX HEOBXOANMbIX AeCTBUIA, BbITEKAIOLWMNX U3 OLEHKH,
[OJ/DKHBI NOAAEPXKMBaTbLCA B paboyeM cocTossHuN (4.2.4)
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7.4.2 VHdopmauus no 3akynkam

MHopmaumsi no 3akynkam LO/KHA  ONWCbLIBATb
3aKasaHHyl0 NPOAYKUMIO, BK/IKOYAs, r4e 3TO HEO6XOANMO:

a) Tpe6oBaHUsA K yTBEPXAEHUIO MPOAYKLMK, npoLeayp,
npoLeccoB U 060pyA0BaHUSA:

6) TpeboBaHMA K KBaNMdUKaLMm nepcoHana:
B) TpeboBaHWA K CCTEME MEHe)KMeHTa kayecTsa.

OpraHusauus [ofxHa obecneumBaTb afeKkBaTHOCTb
yCTaHOB/IEHHbIX TPEBOBaHMIA K 3aKynkam [0 UX COO6LLEeHUs
NoCTaBLLUKY

7.4.3 Bepudukauus 3akynaeHHON npoaykuum

OpraHusauust fo/kHa paspa6oTaTb W OCYLLecTBAATb
KOHTPO/Ib WAW APYryio AeATeNbHOCTb, HEOBXOAUMYI ANs
obecreyeHnss COOTBETCTBUSA  3aKyn/IeHHOW  MpoAyKuuu
YCTaHOB/NEHHbIM TPE6GOBAHUAM K 3aKynKam.

Ecnwu opraHusauusi unu ee notTpeéutesib npegnosnarawT
OCYLLECTBUTb BEpUUKALMIO HA NPEANPUATUN NOCTABLLMKA,
TO OpraHusauus JO/KHA YCTAHOBUTb B MHGOpMauun Mo
3aKynkam npegrnosiaraeMbie Mepbl Mo NPOBEPKE U MOPSAOK
BbIMycka NPoAyKLMUM y NocTaBLyuKa

7.5 Mpon3BOACTBO U 06CNyXMUBaHNE
7.5.1 YnpaBneHue Npon3BOACTBOM U 06CNYXUBAHNEM

OpraHusauus [o/xHa nnaHuposaTb M o6ecneunBaTtb
NPOU3BOACTBO U 06CNYXMBAHNE B yNpaBseMblX YC/I0BUAX.

YnpaBnsemble YCMOBUSI AO/KHbl BKIOYATb, €CAU  3TO
LenecoobpasHo:
a) Hanmuune nHdopmaLum. onvcbliBaoLeit

XapaKkTepucTUKM NPoaYKLUM;

6) Hannune
Heo6Xxo0ANMOCTH;

pabounx  UHCTPYKUWIA, B  Ccnyvae

B) MpUMeHeHUe NoAXOASALLEr0 060pyA0BaHUS;

r) HanMuMe U NpUMEHeHue
M3MepUTesbHbIX NPUGOPOB;

KOHTPO/IbHbIX n

[l) NpoBefieHNe MOHUTOPUHIA N U3MepPEHMWI;

€) OocylecTBMEHVE BbIMyCKa,
noc/e nocTasKu NPOAYKLMN

nocTaBkM W [elicTBUiA
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7.4.2 WNHdopmauus no 3akynkam

MHopmaumsa no 3akynkam [O/KHA — ONUCbIBaTb
3aKa3aHHyio NPOAYKUMIO, BK/IKOUas, rAe 3TO HEO6X0ANMO:

a) Tpe6oBaHWs K YTBEPXAEHUIO NPOoAyKLUM, npoueayp,
npoweccos n 06opyLoBaHUs:

6) TpeboBaHuA K KBanuukaLmm nepcoHana;
B) TpeboBaHMA K CUCTEMEe MeHe)KMeHTa kayecTsa.

OpraHusauus p[osxHa obecneunBatb afeKkBaTHOCTb
YCTaHOB/EHHbIX TPEBOBAHWIA K 3aKynkam J0 UX COOGLLeHMs
NoCTaBLLUKY.

B Toil cTeneHn, B Kakoli 3TO Heob6GxoauM pAnA
ocywiecTBneHua npocnexumsaemocTn (7.5.3.2). opra-
HMW3auMsa [O/KHa MofaepXxusaThb B paboyeM COCTOAHUN
COOTBETCTBYIOLLYI MHOpMaLMIo N0 3aKyTam, TOo eCThb
[OKYMeHT bl (4.2.3) n 3anucu (4.2.4)

7.4.3 Bepudukaums 3akynaeHHOW npogykumm

OpraHusaunsi fo/MkHa paspaboTaTb M OCYLEecTBAATb
KOHTPO/Ib WAW APYTYi0 AEATE/IbHOCTb, HEOBXOAUMYI Afst
o6GecreyeHns COOTBETCTBUS  3aKynsieHHOW  MpoAyKuum
YCTaHOB/IEHHbIM TPE6OBAHUSIM K 3aKynKam.

Ecnu opraHusauyus wnm notpe6uTens ee Npoaykuum
npeanaratT OCyWeCTBUTb BEpUIMKALMIO HA MPeAnpUATAm
noctaslivka, TO OpraHuM3auus [O/KHA YCTAHOBUTb B
MHopMaLMyM No 3akynkam npeanofiaraeMbie Mepbl Mo
npoBepke 1 NOPSAOK BbiNycka NPOAYKLMM Y NOCTaBLyuKa

3anucu no BepudmKaLuu AOMKHbI NoAAepPXMUBaTbLCA B
pabouem cocTosAHUN (4.2.4)

7.5 Mpon3BoACTBO N 06CNyXMBaHNe
7.5.1 YnpaBneHue npou3BOACTBOM W 06CAyXMUBAHNEM
7.5.1.1 O6wure TpeboBaHus

OpraHunsauus [Jo/mkHa nnaHupoBaTb M obecneumBaTb
Npou3BOACTBO U 06CNYXMBaHNE B yNpaBAseMbIX YCOBUAX.
YnpaBnsiemble YC/IOBUS AOJKHbI BKIOYATb, €C/AU  3TO
uenecoobpasHo:

a) Hanuune MHpopmaunm, onvcblBatLel
XapakTepucTUK1 NpoayKLuu;

6) Ha/nMume AOKYMEeHTMPOBAHHbIX Mpoueayp, pa6oumx
VHCTPYKUWA, 3TanoHHbIX Npoueayp W3MEepeHus W. ecnu
HEO6X0AMMO, CMPaBOYHOrO iMaTepnana:

B) MpVMMeHeHue NoaxoAsLiero 060pyA0BaHus;

r) Hannuve u npUMeHeHve
n3MepuTesbHbIX NPMGOPOB;

KOHTPOJ/1IbHbIX n

[l) NpoBefeHue MOHUTOPUHIA U N3MepPEHWIi;

e) ocyliecTBfieHue BbINycKa,
nocfie NoCTaBKu NPOAYKLUN:

noctaBku u pAeicTBui

X) BbINOMIHEHNE
MapKMpOBKE U yNaKoBKe.

KOHKpPETHbIX nencTBuit no
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OpraHu3auus fomkHa paspaboTaTb hopmy 3anuceii n
noggepxumsaTb MX B pabouyem cocTosHun (4.2.4) pgna
KaXAolh  napTuu  WAULWMHCKUX — WU34enunil,  4YToo6bl
o6ecneunTb WX NPOC/EXMBae/NocTb B COOTBETCTBUN C
753 ¥©n ycTaHOBNTbL KONMYECTBO MNpPOU3BEAEHHOMN
nNpoAyKuMM 1 NPOAYKUUM, NpeAHa3HAYeHHOI ANA NPOLAXKN.
3anucum nNo Kaxgoi napTun u3genuii [OMKHbl ObiThb
BeputhnLMpoBaHbl N Yy TBEPXAEHbI.

MpumMmeuaHune —TlapTueil MOXeT cuMTaTbCs
04HO MEAMLMHCKOEe n3genue.

7.5.1.2 YnpaBneHue nNpou3BOLCTBOM U 06CAYXM-
BaHneM. CneumnanbHble TpeboBaHusa

7.5.1.2.1 YncToTa nNpPoOAYKUMM U  KOHTPO/b
3arpA3HeHHoCTU

OpraHusauusi fonxHa paspaboTaTb AOKYMeHTUpO-
BaHHble TPe60BaHNs K YNCTOTe NPOAYKLNUU, ecnn:

a) nepej cTepunusauveit  WMAM  NpUMEHEeHWeMm
NPOAYKLMS NPOXOANT OUNCTKY B OpPraHm3anum:

6) NPoAyKUWS NOCTaBNseTCA B HECTEPUNLHOM BUAE U
noaNexnT ouncTKe nepes cTepunusauyuein  wuvnn
NpYMEHEHNEM:

B) MpPOAyKLWsi NOCTaBnseTCs B HeCTepUILHOM BUje U
€e UNCTOTa HE MMEeT 3HAYEHUS A/ NPUMEHEHNS;

B) peareHTbl 4151 O4YMCTKMN NPOAYKLUN AO/MKHBI 6bI Thb
yZaneHbl Npu ee U3roToB/IEHUN.

Ecnu  npogykuus  nopgBepraeTcs  OuACTKe B
COOTBETCTBUU C MepeyncneHnsmma) unu 6), TpebosaHus,
cogepxauwmecs B (6.4. nepeuncneHve a) u (6.4. nepeumc-
neHve 6). nepef npoueaypoii O4NCTKN He NPU/NBHAIOTCA.

7.5.1.2.2 PaboThbl MO MOHT axy

Mpu Heo6xoauMocTU opraHusauus LO/MKHA
paspa6oTaThb [LOKYMEH T MPOBaHHbIE Tpe6oBaHus,
cofepxaline KpUTEPUN NPUEMKM W Bepudukaymm
MOHTaXa MeJULUHCKOTo n3genus.

Ecnu cornacoBaHHble ¢ NoTpe6uTesemM TpeboBaHus
NO3BOMISIOT BbLINOMHATbL MOHTAaX He TONbKO cunamu
opraHusauumu WA ee MOJHOMOYHOrO MpeAcTaBuTeNs,
opraHusaums go/mkHa pa3paboTaTb [OKYLWHTUPOBaHHbIE
Tpe6oBaHUs K TakoMy MOHT axy 1 ero Bepudukauum.

3anucM no MOHTaxy u Bepudukaumn, KoTopble
ocylWecTBASeT oOpraHusauus uAM ee MNOTHOMOYHbIN
npeAcTaBnTenNb, AO/KHbI MOAAEPXUBATbLCA B paboyem
cocTOsHUN (4.2.4).

7.5.1.2.3 lesTeNnbHOCTb N0 06CNYXNBAHUIO

Ecnu Tpe6oBaHue K 06GCNyXMBaHUO sABNseTCA
cneumanbHbIM, OpraH13aLms JOMKHA, NPU HE0BX0AUMOCT 1,
paspaboTaThb OKyMEHTUPOBaHHbIE NpoLeaypbl, paboune
MHCTPYKUUM, CNpaBOYHble MaTepuanbl W 3TaloHHble
npouegypsbl n3MepeHus ans oCyulecTBMEHUS
06CnyxXuBaHUs 1 ero Bepudmkauum B COOTBETCTBUN CO
cneunasnbHbIM TPe6oBaHNEM.

3anucu no 06CNyXMBaHUIO. BbINO/IHSEMOMY
opraHusauuen, [O/MKHbI NOALEPXUBATLCA B paboyem
cocTosIHUK (4.2.4).

NMpumeyaHune — OBcnyxmBaHne MoxXeT  BK/O-
4yaTb. nanpuiAep. PEMOHT U TEXHUYECKOEe 0BC/YXMBaHNE.
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7.5.2 Banupgauusa
ob6cnyxuBaHusa

npoueccoe MNpouM3BOACTBA U

OpraHuzauus Ao/mkHa NOATBEPXAATb BCE MPOLECCH
Npou3BOACTBA U OBCAYXMBAHMS, pe3yfnbTaTbl KOTOPbIX
HeNb3s NpOBEepUTb MOCPEACTBOM  MOC/ef0BaTebHOro
MOHUTOPWHIA WAW UW3MepeHusi. K HUM OTHOCSITCA BCe
NpOoLEecChl, HEJOCTATKM KOTOPbIX CTAHOBSITCA OYEBUAHBLIMM
TO/IbKO MOC/Ee HaYana UCnosib30BaHWs NPOAYKLMN UW nocrne
npefocTaBAeHNs1 YCAyu.

Banugauus [Jo/KHA NPOLEMOHCTPUPOBATL CMOCO6-
HOCTb 9TMUX MPOLECCOB [AOCTUraTh 3anjaHupOBaHHbIX
pesynbTaTos.

OpraHusauus fofxHa paspaboTaTtb Mepbl N0 3TUM
npoueccam, BK/louas, eciu aTo NnpuemaemMo:

a) onpegesnieHHble aHanusa

YyTBEPXAEHNS NPOLLECCOB;

Kputepun  ans

6) yTBepxXAeHVWe COOTBETCTBYHLLEro 060pyAoBaHUS ©
KBanudukaLuy nepcoHana:

B) MNPVIMeHeHMe KOHKPEeTHbIX MeTOA0B M npouenyp:
r) Tpe6oBaHus k 3anucam (4.2.4);
) NOBTOPHYIO Banuaauuo

7.5.3 aeHTuduKayms u NnpocnexmBaemMocTb

Ecnu 370 Uenecoo6pasHo, opraHusauus  Lo/mkHa
UAEHTUNLMPOBaThL NpoAyKumMio npu nomoLyu
COOTBETCTBYIOLLMX CPEACTB HA BCEX CTAAUSX €€ XN3HEHHOr0
umKna.
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7.5.1.3 CneuunanbHble TpeboBaHUSA K CTEPUbHbIM
MeAULNHCKUM U3LEeNnam

OpraHusauua fJo/mkHa noAfepxkuBaTb 3anucu  no
napameTpaM npoLECCOB CTepunnsauun, npumMeHsemMblx
ANS KaxAol napTuu cTepunusye/Moit npoaykuum (4.2.4).
3anucy nNo cTepuausaunm Ao/MKHbI NPOCNeXMBaTbCs 415
KaXfioli napTunm npov3BefeHHbIX MEefULUHCKUX u3aenuii
(7.5.1.1)

7.5.2 Banupauusa
obcnyxnBaHus

NpoLEeccoB MNPOU3BOACTBA W

7.5.2.1 O6wue TpeboBaHusa

OpraHusaunst Lo/XHA MOATBEPXAATb BCE MPOLECCh
MPou3BOACTBA W OGCAYXUBAHUSA, Pe3yfbTaTbl KOTOPbIX
HENb3s MNPOBepUTL MOCPEeACTBOM MOCNeA0BaTeNbHOIO
MOHUTOPUHTA WU K3MepeHus. K HWM OTHOCATCA Bce
npoLecchl, HEJOCTATKM KOTOPbIX CTAHOBSTCS OYEBUAHBIMU
TOJIbKO MOC/Ee Hauana UCMo/b30BaHUs NPOAYKLUY.

Banugauus [o/KHA NPOAEMOHCTPUPOBaTbL Cnoco6-
HOCTb 3TWX MNPOLECCOB AOCTUTaTb 3anjaHWpPOBaHHbIX
pesynbTaTos.

OpraHusaunsi fo/mkHa paspabotaTb Mepbl MO 3TUM
npoueccam, BKouas, ecav 3To NpUeMIemo:

a) onpegesneHHble aHanusa u

YTBEPXKAEHUS NPOLLECCOB;

Kputepun  Ans
6) yTBEepXaeHue COOTBETCTBYHOLWEro obopyaoBaHua
KBanMdukaunm nepcoHana;

B) MPUMEHEeHNe KOHKPETHbIX MeTOA0B M npoueayp;
r) Tpe6oBaHus Kk 3anucsam (4.2.4);
[l) NOBTOPHYO Banugaumio.

OpraHusauus AofxHa paspabaTbiBaTb AOKYMEHTW-
poBaHHble npoueaypbl Banuaauuu npuMeHeHns
KOMMNbIOTEPHOrO  MporpammHoro  obecrneuvenuss (1
MU3MEeHEeHUI Takoro obecnevyeHns U/Mnm ero NpUMeHeHus)
npu nNpou3BOACTBE W 06CAYXMBaHUW, KOTOpble MryT
oKasblBaTb BAUSIHME HA CMOCOGHOCTbL  NPOAYKUMK
YAOBNETBOPSATb YCTAHOBMEHHbIM Tpe6oBaHuam. Takoe
nporpaMMHoe obecneueHue ciegyeT yTBepXaaTb 40 ero
nepBoOro NPULHEHNS.

3anucu 0 pesynbTaTax Baaujauyuu
nogfepxuBaTbcA B paboyem cocTosaHum (4.2.4).

AO0JDKHbI

7.5.2.2 CneuunanbHble TpeboBaHUS K CTEPUNbHbIM
MeAULUNHCKUM U3Lennam

OpraHusauyva goskHa paspabaTbiBaTb [JOKYMEHTU-

poBaHHble npouegypbl BanugaLuu npoueccos
cTepunusaunu. lpoueccbl cTepunusaumn  cnegyeT
yTBEPXAaTb A0 UX NEPBOrO NPUMEHEHUSI.

3anucu o0 pesynbTaTax BaIuMjauuum  MpoLeccoB

cTepunmsaumn [OKHbI
cocTosHuN (4.2.4)

nogaepxusaTbcs B paGouyem

7.5.3 NpeHTudrKaums n NnpocnexmsBaeMocTb
7.5.3.1 NpeHTudmnkaums

Opraxu3zauus [O/MKHA NAEHTUPUUMPOBAT b
NPOAYKUMI0 HA NPOTSHKEHUN BCEro XWU3HEHHOro uMKna c
NMOMOLWbLI0 COOTBETCTBYIOWMX CPeACTB W paspa-

6aTbiBaTb JOKYMEHTUPOBaHHbIE NPOLEaypbl ANl Takoi
UAEHTUhUKALMN NPOAYKLNN.
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OpraHu3auus f[osxHa uaeHTUduympoBaTb cTatyc
NPOAYKLWN NO OTHOLIEHUIO K Tpe6OBAHNSM MOHWUTOPUHTA W
N3MEepEHUiA.

Ecnu npocnexuBaemMocTb sBAsieTcs TpeGoBaHWEM, TO
opraHusaums [OSIKHA ynpaBnaTb cneunanbHoi
naeHTudrkaumein npoayKuMm n permctpmposathb eB (4.2.4).

MpumeuaHune — B psage oTpacneii NPOMbILIEH-
HOCTU MEHEAXMEHT KOHMrypauum ssBnsieTca cpeicTBoM, C
NMOMOLL b0 KOTOPOTO MOAAEPXKWBAETCH WAEHTU(MKALUS ©
npocnexvnsaemocTb

7.5.4 Co6CTBEHHOCTbL NoTpebuTenei

OpraHm3aunsi fonxHa nposiBNsiTb 3a60Ty O cO6CT-
BEHHOCTM MOTPeGUTENsi, NoKa OHa Haxo4uTcsi Nnog ynpas-
NIeHMeM opraHusauuv uam ucnosnb3yetcs et. OpraHusauus
[OMXHA NAeHTUULMpoBaTh, BEpUMLMPOBATL, 3aliuLLaTh
N COXpaHATb COBCTBEHHOCTb NOTPebuTeNns, npefocTaBeH-
HYI0 4718 UCMOSIb30BaHUS UM BK/IOYEHWS B NPOAYKLMIO.
Ecnn cobCcTBEHHOCTb NOTpebuTena ytepsiHa, NoBpexaeHa
WA NpW3HaHa HenpurogHon ANA  MCNOJSIb30BaHWSA,
notpebuTens AOMKEH ObiTb 06 3TOM M3BELLEeH, a 3anucu
OO/KHbI NoAAepXuBaTbCca B paboyem cocTosiHum (4.2.4).
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OpraHusaumsa aomkHa paspabaTbiBaTb AOKYMEHTU-
poBaHHble npoueaypbl. rapaHTupyloLlme, 4yTo
MeULMHCKNe N3fenus, Bo3BpalleHHble B OpraHn3aLmio Kkak
HecooTBeTCTBYyWLMe, NAEHTUMOULMPOBaHbLI N 0T AeNeHbl
OT Wu3genuii, COOTBETCTBYWLWMNX YCTaHOB/EHHbIM
TpeboBaHusaMm (6.4. nepeyncneHue r).

7.5.3.2 MpocnexnBaemocTb
7.5.3.2.1 O6wWwue nooXeHUs

OpraHusauma  fo/kHa  paspabaTbiBaTb  AOKy-
MeHTUpOoBaHHble MpoLeAypbl NpocnexunsaemMocTun. Takve
npoueaypb! fO/DKHbI ONpefensTh CTeneHb Npocnexusae-
MOCT M NPOAYKLUUN N Heobxoanmblie 3anncu (4.2.4. 8.3 1 8.5).

Ecnu npocnexusaemocTb fBnsetcs TpebosBaHWeMm, TO
opraHusaums [0/MKHA ynpasnaTtb cneumansHoit
naeHTudrKaumnein Nnpoaykuumn n pernctpmposatb ee (4.2.4).

MpumMeyaHue — YnpaeneHne KoHdurypaumei
npoAyKuun SBNSeTCA CPEeACTBOM, C NOMOLLbIO KOTOPOro
MOXHO OCYWEeCTBASTb WAeHTUdMKauu u npocne-
XUBAEMOCTb

7.5.3.2.2 CneuvnanbHble TpeboBaHNA K aKTUBHbIM
MMMNNaHTUPYEMbIM MEANLUHCKUM U3LENNAM U UMMNAH-
TUPpYEMbIM MEANLUHCKUM U3AENNAM

B 3anucy, Heo6xoguMmble ANA  OCYLLECTB/IEHUS
NpoC/NeXnBaemMocTH, OpraHusauns [o/XKHa BKIOYATb
3anncy 060 Bcex KOMMOHEHTax, MaTepuanax v yCnoBusx
oKpyXatoLeii cpebl, €CAIM OHU MOTYT SIBUTbCS NPUUNHOI
TOro, 4TO MeAUUWHCKOEe W3fenue He yfoBneTBOpseT
YCTaHOB/IEHHbIM K HEMY TPe6OBaHUAM.

OpraHusaumsa fo/mkHa Tpeb6oBaTb OT  CBOMX
npeactaBsuTeneil U UCTpPUOLIOTOPOB NOALEPXMBATb
3anMcum O pacnpefeneHnn MeAWUUHCKUX un3fennii ans
[OCTMKEHNA NPOCNEXNBAEMOCTU U AOCTYNHOCTU 3TUX
3anuceit ana koHTpona. OpraHusauua Ao/mkHa obecne-
unMBaTb perucTpayuio rpysononyyaTens (HauMmeHoBaHUA
n agpeca) (4.2.4).

7.5.3.3 NWpeHTudunkaymna crarTyca

OpraHusauus Ao/mkHa UWAeHTUdULMpoBaTb  cTatyc
NpoAYKLMM MO OTHOLIEHMNIO K TPE6GOBaHNAM MOHUTOPUHTA U
N3MepeHUii.

NaeHTudmkauma cTaTyca nNpoAgykuuu  Jo/mkHa
nojAepXxuBaTbCs Ha BCeX 3dTanax ee MNPOU3BOACTBA,
XpaHEHUsi, MOHTaxa U 06CnyXnBaHusa Ans obecneyeHus
OTnpaBfeHns, MNPUMEHeHWs WAM MOHTaxa TO/bKo
npoAyKuuu, npoLueaLeli Bce HE06X0ANMbIE BU bl KOHTPOSIS
M ucnblTaHuii (Mnn umetowein ourymanbHoe paspeLleHne
Ha OTK/OHEHUE OT YCTAaHOB/IEHHbIX TPe6oBaHNiA)

7.5.4 Co6CTBEHHOCTb NnoTpebutenei

OpraHuzauus [o/mkHa nposiBNaTb 3ab6oTy o cobeT-
BEHHOCTU MOTpebuTens, noka oHa HaxogAuTcsa nog ynpas-
NIeHMeM opraHusauum nau ncnonblyetcs et. OpraHnsaums
[OMKHA MAeHTUULMpoBaTh, BepuMLuMpoBaTh, 3alinarb
N COXpaHATb COOCTBEHHOCTb MOTPebuTens, npefocTaBneH-
HYI0 A4S UCNOMb30BAHUSA WU BKIKOYEHUS B MNPOAYKLMIO.
Ecnn cob6CcTBEHHOCTb NoTpebuTensa yTepsiHa, NoBpexaeHa
WAN  NpuU3HaHa HenpurogHoW Ana  UCMNO/b30BaHusA,
notpebutens Ao/keH 6biITb 06 3TOM M3BELLEeH, a 3anucu
LO/DKHBI noagaepXxuBatbes B pabouem coctossHuu (4.2.4).
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MpumeuyaHne — Cob6CTBEHHOCTbL nNoTpebuTeEns
MOXeT BKAYaTb B Ce6A NHTEeNNeKTyanbHylo CO6CTBEH-
HOCTb

7.5.5 CoxpaHeHue COOTBETCTBUSA NPOAYKLUN

OpraHusaums  [O/DKHA  COXpaHATb  COOTBETCTBUE
nNpoAyKunn B XoAe BHYTPeHHeil o6paboTku M B npouecce
NnocTaBKM K MeCTy Ha3HauyeHus. DTO cOoXpaHeHWe A0/MKHO
BKMOYaTb B ceb6s  uAeHTUdMKauuMio,  NOrpy3o4Ho-
pasrpy3oyHble paboTbl, ynakoBKy, XpaHeHue W 3aluTy.
CoxpaHeHne A0/MKHO Takke NPUMEeHATLCS U K COCTaBHbIM
4yacTsiM NpoAyKUum

7.6 YnpaBneHue ycTpoicTBaMu A8 MOHUTOPUHIa 1
n3MepeHui

OpraHu3aumns [o/mkHa onpeaennTb  MOHUTOPUHT U
N3MEepEeHNs, KOTopble MPeACcTOUT OCYLLEeCTBAATb, a Takke
yCTpOWCTBA /19 MOHUTOPUHIA U N3MEPEHUS, HEO6XOANMblE
ANns obecneyeHuns cBugeTeNbCTBA COOTBETCTBUSA NPOAYKL MK
yCTaHOB/IEHHbIM TpeboBaHuam (7.2.1).

OpraHuzauus poskHa paspaboTatb npoueccsl ans
NOATBEPXAEHUS  TOro, uTO CMNOCO6 MOHWUTOPUHIA W
M3MEPEHNS COBMECTUM C TPe60BaHUAMM K MOHUTOPUHIY K
N3MepeHUsM.

Tam. rge Heobxogmmo
3aKOHHYI CuUny pesynbTaThbl,
BaHWe JO/KHO ObITb:

obecneunBaTb uUMmelLne
n3meputensHoe o6opyao-

a) oTKanMbpoBaHO W MOBEPEHO B YCTAHOB/IEHHbIE
nepuoabl UK nepep ero nMpUMeHeHWem no obpasuoBbIM
3TasioHaMm, nepejawoLiuM pasmepbl efuMHUL, B CPaBHEHUN C
MEX/YHapoAHbIMW WM HaUWOHAaNbHbIMU 3TanoHamu. Mpu
OTCYTCTBUM Takux 3TasnioHOB 6asa, Mcnofb3oBaHHas Ans
KannbpoBKM NNV NOBEPKU, f0KHA BbITh 3aperncTpupoBaHa;

6) oTperynMpoBaHO MAM MOBTOPHO OTperyaMpoBaHo no
Mepe Heob6Xxo4MMOoCTHY;

B) MAEHTU(ULMPOBAHO C LeNbl yCTaHOB/IEHUA cTaTyca
KanmbpoBKu:

r) 3aWuleHo oT perysiMpoBOK, KOTopble cAenann Obl
HefeliCTBUTENbHbIMW pe3ynbTaTbl U3MEPEHUs;

A) 3awuueHo  or
COCTOSIHUA B xofe
06CNYXNBAHUA U XPaHEHWS.

noBpexaeHuss u
obpaLeHus.

YXyALEeHUs
TEXHUYECKOro

Kpome Toro, opraHusauus [o/XKHa OLEHWTb U 3ape-
rMcTpMpoBaTb NPaBOMOYHOCTb MNpeAblAyWnX pesynbTaTtos
n3mepeHuss, ecnu o6HapyxeHo, 4TO obopygoBaHue He
cooTBeTCTByeT Tpe6osaHusaAM. OpraHusaums  [Jo/KHa
npeAnpuHATL COOTBETCTBYlOLLEe AelCTBME B OTHOLIEHWUU
Takoro obopyfosaHua n 060 M3MEPEHHON NPOAYKUUN.
3anucn pesynbTatoB Kann6GpOBKM W MNOBEPKU [OSKHbI
nogaepxusarbcsa B paboyem coctosHuu (4.2.4).
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MpumeyaHune — Co6CTBEHHOCTbIO NOTpPebuTeENs
MOXeT OblTb WHTeNnekTyanbHas CO6CTBEHHOCTb WAN
KOHChMAEHUManbHas MHhopMaLys 0 COCTOAHUN ero 340PoBbS.

7.5.5 CoxpaHeHue COOTBETCTBUS MPOAYKLUN

OpraHusauns gomkHa paspabaTbiBaTb [OKYMEHTU-
poBaHHble Mpoueaypbl WM paboune WHCTPYKUUM o
COXpPaHEHNI0 COOTBETCTBUSA NPOAYKLUN YCTaHOBEHHbIM
TpeboBaHUSIM MpPU  OCYLLECTBNEHNN TEXHONOTUYECKNX
NPOLECCOB BHYT Py OpraHusayuy u focTaBke NPoAyKLNM K
MeCTY HasHaueHus.

CoXpaHeHue COOTBETCTBUSI JO/MKHO BKIOYATb B Cebs
UAEHTUUKALNIO.  NOrPY304YHO-pa3rpy3oUHblie  paboThl,
ynakoBKy, XpaHeHue n 3awmTy. CoxpaHeHue JO/HKHO Takxe
NPUMEHSITLCA U K COCTABHbLIM YaCTSM NPOAYKLMN.

OpraHusauns fofxHa paspaboTaTb AOKYMEHTU-
poBaHHble Mpoueaypbl WAM paboune WHCTPYKUUM no
yNpaBieHuio  Npoaykuneid C€  OrpaHUYeHHbIM  CPOKOM
XpaHeHusa nNu60 npoaykuuen, Tpebyloweli cneymanbHbIX
yCNoBuii XxpaHeHusi. Takue cneyuanbHble YCN0BUS XPaHEHNS
[O/MKHBI PErNCTPUPOBATLCA U GbITh YyNpaBisemMbIMu

7.6 YnpaBneHue ycTpoicTBamMu AN MOHUTOPUHTA 1
n3mMepeHui

OpraHusauua fJosmkHa onpeaennuTb MOHUTOPUHT 1
M3MepeHunsi, KoTopble MPeacTOUT OCYLLEeCTBNATb, a Takke
yCTpoiicTBa A1 MOHUTOPUHIA U U3MepeHusl, HeobXxoauMble
ANns obecneyeHns cBuaeTeNbCTBA COOTBETCTBUA NPOAYKLMUN
yCTaHOB/IEHHbIM TpeboBaHusam (7.2.1).

OpraHusauus f[o/xHa paspaboTaTb [OKYMEHTWPO-
BaHHble npoueaypbl o6ecrneyeHUss NPOBEAEHUS MOHMU-
TOpPUHra W U3MEepeHwii B COOTBETCTBUM C YCTaHOB-
NIEHHLIMU TPE60BAHUAMU.

Tam. rge Heobxogumo
3aKOHHYI Ccuny pesynbTarthbl,
BaHWe A0/1KHO ObITb:

obecneunBaTtb UMelOLne
nsmepuTensHoe 060pyAo-

a) oTKkanMbpoBaHO W MNOBEPEHO B YCTAHOBJIEHHblE
nepuogbl UM nepep ero npUMeHeHMeM Mo 06pasuoBbIM
3TasioHaM, nepejanLum pasmepbl eAuHUL, B CPaBHEHUN C
MeXAYHapOAHbIMU WU HALMOHA/IbHLIMU 3TasoHamu. lNpu
OTCYTCTBUM Takux 3TasioHOB 6asa, Mcnosib3oBaHHas NS
Kann6poBKM NN NOBEPKK, AO/MKHA BbITb 3aperncTpupoBaHa;

6) oTperynupoBaHO WM MOBTOPHO OTPEery/simposaHo no
Mepe HeobXxoAMMOCTH;

B) MAEHTU(ULMPOBAHO C LeNblo YCTAHOBEHUA cTaTyca
KannbpoBKu;

r) 3alWuuieHo OT PerysvpoBOK, KoTopble caenann 6Gbl
HeaelcTBUTENbHBIMU pe3ynbTaTbl U3MEpPEeHus;

) 3awuweHo  oT

COCTOAHMUA B xone
OﬁCJ’Iy)KI/IBaHI/IFI n XpaHeHuda.

noBpexaeHns U

obpalueHus.

yXyALeHns
TEXHUYECKOro

Kpome TOro, opraHusauyms fo/xHa OUEHWUTb W 3ape-
rMCTpMpoBaTb NPaBOMOYHOCTb MpefblAyLNX pe3ynbTaTos
n3MepeHns, ecnm o6HapyxeHo, 4To obopydoBaHue He
cooTBeTcTByeT Tpe6oBaHuAM. OpraHusauusa [O/DKHa
NpeAnpuHATL COOTBETCTBYlOLLEe feiicTBUE B OTHOLUEHUU
Takoro o6opyAoBaHua ¥ 060N M3MEPEHHOW NPOAYKLUN.
3anucu pesynbTatoB KasMGpOBKM U NOBEPKN [OJSIKHbI
noggepxunsaTtbcs B paboyem cocTosiHum (4.2.4).
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Ecnun npyv MOHUTOPUHIE U U3MEPEHUU YCTAHOBJ/IEHHbIX
TpeboBaHM KCMOMb3YyIOT KOMMbIOTEPHbIE MPOrpPaMMHbie
cpefctea, WX CNOCOGHOCTb YAOBMETBOPATL Npefno-
naraemMomMy NpYMeHeHUI0 A0/HKHa ObiTb NoAgTBEPXAeHa. ITO
[O/MKHO ObITb OCYLYECTB/EHO [0 Hayana MpUMeHeHus u
NOBTOPHO NOATBEPXAEHO N0 Mepe HeobxoammocTu (7.5.2).

MpumeyaHune —Cwm. [6] gns pykosBoacTBa K
AelicTenio

8 V3mepeHue, aHanus n ynyyweHuve

8.1 O6wwme nonoxeHnsa

OpraHusauns [o/KHa naaHupoBaTb W MNPUMEHATb
npoueccbl  MOHUTOPUHra, U3MEpeHus, aHanusa wu
ynyudleHns, Heobxoanmble Ans:

a) AeMOHCTpauMn COOTBETCTBMSA NPOAYKLMK;

6) obecneyeHUss COOTBETCTBUA CUCTEMbI MEHEIKMEHTA
KauecTBa:

C) NOCTOAHHOrIO noBblWeHnA
CUCTeMbl MeHe)XXMeHTa KayecTBa.

OTO0 [O/KHO BKAOYaTb onpegeneHne MNpUMeHUMbIX
MeToAoB, B TOM 4MCNe CcTaTucTuyeckmx, n obnactb ux
ncnosb3oBaHnA

pPe3ynbTaTnBHOCTU

8.2 MOHWUTOPUHT U n3MepeHne
8.2.1 YpoBNneTBOPeHHOCTb NoTpebutenei

OpraHusaumss  AO/KHA  MPOBOAUTb  MOHUTOPUHK
MH(OpMAaL MK, Kacatuieincsa BOCNpUATAA NoTpebutensmu
COOTBETCTBMSI OpraHusaumn TpeboBaHuaM noTpebuTenei,
KaKk ofHOro u3 cnoco6oB W3MepeHus paboTbl CUCTEMbI
MeHe[XMeHTa KayecTBa. [O/DKHbl 6bITb YCTaHOB/IEHbI
MeTo/bl NOAYYEHNS 1 NCMOMb30BAHNA 3TOIN MHDopMaLun

FOCT P NCO 13485—2004
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ECnu npu MOHUTOPUHTE U W3MEPEeHWU YCTaHOBMIEHHbIX
TpeboBaHMil NCMO/Mb3YIOT KOMMbIOTEPHbIE MNPOrpaMMHbie
cpefctBa, WX CMOCOGHOCTb yAOBNeTBOPATL Npeano-
naraemMomy NpUMeHeHUIo Ao/KHA 6biTb NoATBEPXAEHA. ITO
AO/MKHO 6bITh OCYyLECIBNEHO A0 Hayana NpUMeHeHus wn
NOBTOPHO MOATBEPXAEHO MO Mepe Heo6X04UMOCTH

MpumeuaHune — CM pykoBogalme ykasaHus
B [6]

8 l3mepeHue (OueHKa), aHanus n ynyJdweHue

8.1 O6wune NonoxeHuns

OpraHusaymsa Ao/KHa naaHupoBaTb W NPUMEHSATb
npoueccbl MOHUTOPWHIA, U3MepeHus (OLeHkKn), aHanusa u
ynyylweHusi, HeobxoAnMble ANA:

a) AeMOoHCTpauun coOoTBETCTBUSA NPOAYKLUN;

6) obecneyeHUss COOTBETCTBUS CUCTEMbI MEHEMKMEHTa
KayecTBa;

C) NoAdepXaHus  pe3ynbTaTUBHOCTMU
MeHe[KMEHTa KayecTsa.

OT0 [O/DKHO BK/WOYaTb onpefeneHne npuMeHsaemMblX

CucTembl

MeToA0B, B TOM 4ucsie CTaTUCTUYECKuUx, un obnactb ux
ncnosb3oBaHuA.
MpumeyaHwune — HaynoHanbHble WAN  peruvo-

HanbHble HOPMaTVBHbIE [OKYMEHTblI MOFYyT cojepXaTb
TpeboBaHna K pa3paboTkKe  [AOKYMEHTUPOBAHHbIX
npoueayp ANS BHEAPEHUA CTaTWUCTUYECKUX MeTOohOB U
ynpaBneHus ux NpUMeHeHneM.

MpuunHbl pasnuunii; nyHkt 8.1 NCO 13485:2003 oTpa-
XaeT Tpe6oBaHNA AelCTBYIOWNX B MUPE HOPMATUBHbIX [0-
KyMEHTOB 1 obneryaeT BCEMUPHYIO rapMOHU3aLMi0 HOBbIX
Tpe6oBaHWi, yCTaHOBMEHHbIX K MEeAWLMHCKUM W3Aennam.
[JlelicTByolne HOpMaTUBHbIE [JOKYMEHTbI Hanpas/ieHbl Ha
TO. 4TOObI NpUMeHeHne pe3ybTaTUBHOW CUCTEMbl MEeHeaX-
MeHTa KayecTBa o6GecneunBaso Nnpou3BoACcTBO Ge3onacHo
n ah(hekTMBHO (PyHKLMOHMPYIOLLEA NpoAyKuMKu, a He Ha

NOCTOSIHHOEe  COBEpLUEHCTBOBAHME  CaMoOil  cucTembl
MeHe)KMeHTa KayecTBa

8.2 MOHWUTOPUHTI U n3mepeHne (oLeHKa)

8.2.1 O6paTHasa cBfA3b

B  kayecTBe OfHOrO 13  CMOCOGOB  OLEHKK

(PYHKUMOHMPOBaHNA CUCTEMbl MeHeAXMeHTa KayecTsa
opraHusayus Ao/KHa [OBOAWT b MOHWTOPUHI WHOP-
Mauun. oTHocsLWelica K y[0BNe TBOPEHNIO opraHusaymei
TpeboBaHuii noTpebuTens.

JloMKHbI  6bITb  YCTAHOB/IEHBI
MCMNO/Ib30BaHUA 3TON MHOpMaLUK.

MeToAdbl nony4vyeHna w”n

OpraHusauusa Ao/mkHa paspaboTaTb [OKYMEHTUpo-
BaHHYl0 npouegypy no cmcreme obpaTHoOW cBsizn (7.2.3.
nepeyncneHmne c) ¢ Lenbio NofyyeHns paHHero npegynpex-
feHns o npobnemax B 061acTu KauecTBa U BBEJEHUS B
npoueccbl  KOPpPeKTUPYOLWNX 1 npefynpexaanoLymx
feicTsuii (8.5.2 1 8.5.3).

Ecnu HauuoHanbHble nnm pervioHasbHble
HOpMaTMUBHblIE AOKYMEHTbl TpebylT 0T opraHusauyuu
HaKoOMNeHWs onblTa Ha OCHOBaHWM  MHopMauuy,
nosly4YeHHoW nocne nNpoAaxu MefULUHCKOrO W3fenus,
aHann3 Takoro onblTa MOXeT CTaTb YacThbi CUCTEMbI
o6paTHoii cBA3M (8.5.1).
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8.2.4 MOHUTOPUHT U U3MEpeHne NPoayKLUn

OpraHusauns [Jo/KHa OCYWeCcTBNATb MOHUTOPUHT W
M3MEpPATb XapakTEPUCTUKM MPOAYKLWU C Lefiblo NPOBEPKM
cobnofgeHna TpeboBaHWi K MNPOAYKUUW. 3TO [AO/HKHO
OCYLLLeCTBNATLCA HA COOTBETCTBYHLLMX CTagusax npolecca
XU3HEHHOTO LKA NPOAYKLMM COTIacHO 3aniaHupoBaHHbIM
meponpusaTusam (7.1).

CeugetenbcTBa COOTBETCTBMSA KPUTEPUAM MNPUEMKU
[O/MKHbI NoAAepXUBaTbCA B paboyem COCTOSHUW. 3anucu
OO/KHBI yKasbiBaTb NUUo (a), CaHKuMoOHuMpoBaslee (MB)
BbINyCK npoAykuun (4.2.4).

[lo 3aBepLieHns Bcex 3an/iaHUPOBaHHbIX MepPONpuATUiA
(7.1) BbINycK MpoAyKuMM W NpegocTaBneHue YCNyru He
[OJ/KHbI  OCYLLEeCTBAATLCA, €C/IM MHOe He YTBEepPXAeHO
COOTBETCTBYIOWMNM  YNONHOMOYEHHbIM  WAW. [Ae  3To
npuMeHMMo, noTpebutenem

8.3 YnpaBneHue HecooTBeTCTBYlL el NpoayKLmnei

OpraHusauus  JO/KHA o6ecneunBatb, 4TOGbI
npoAyKLusi, KoTopas He COOTBETCTBYeT TpeGoBaHusM, 6bina
NAeHTU(MUMpOBaHA W ynpaBfsfach C LUenbl NpeaoT-

BpalleHNss  HempejHaMEpPeHHOro  MCMOMb30BaHWUs WK
noctaBku. CpeAcTBa YNpasfieHWsi, COOTBETCTByloLLas
OTBETCTBEHHOCTb W MOSIHOMOuMsA  Ans  paboTel ¢
HEeCcooTBeTCTBYOLL el npoaykuuei LOMKHBbI 6bITb

onpefeneHsbl B JOKYMEHTUPOBAHHOI npoLueaype.

OpraHusauus [OSKHA pewarb BOMpPOC c
HecooTBeTCTBYOL el NpoAyKUMei Of4HUM NN HECKONBKUMMU
cnegywwmmy cnocobamm:
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MpuuvHa pasnuuunii: MNOHATUS  «Y[40BNETBOPEHHOCTb
notpebuTtenei» n «BocnpusTie NOTPEBUTENAMMU» CANLLKOM
CyObeKTUBHbI /19 BBEAEHUS UX B HOPMATUBHbIE [JOKYMEHTbI
B KayecTBe ycTaHOB/EHHOro Tpe6osaHuA. MognyHkT 8.2.1
MNCO 13485:2003 oTpaxaeT TpeboBaHuA OeNCTBYHOLWNX B
MUpE HOPMAaTUBHbIX AOKYMEHTOB M 06n1er4yaeT BCEMUPHYIO
rapMOHM3auni0  HOBbIX TpeboBaHWA, YCTAHOBMEHHbIX K
MeANLMHCKUM n3aensam

8.2.2 BHyTpeHHue ayauTbl (NpoBepKu)

MpumevyaHune — Cwm
ayanTy.

(MoanyHkt 8.2.2 WCO 13485:2003 ayTeHTUYeEH
noAnyHkTy 8.2.2 (3), 3a UCK/IOYEHMEM BbILLEYNOMSHYTOro
npuMmeyaHus)

[7]1— pykoBogcTBO noO

8.2.3 MOHUTOPUHT n n3MmepeHue (oueHka)
npoueccos

[MognyHkTt 8.2.3 WCO 13485:2003 ayTeHTU4YeH
noanyHkty 8.2.3 [3]

8.2.4 MOHUTOPWHT " n3mepeHue (oueHka)

npoaykuunu
8.2.4.1 O6ume TpeboBaHua

OpraHusauns [JO/XKHA NPOBOAWTbL MOHWTOPUHT W
n3MepeHuMe  XapakTepucTWK MpoAyKuMu C  Lenbko
BEpUPUKaLN COOTBETCTBUS YCTAHOBNEHHbIM Tpe6oBa-

HUAM. MOHWTOPUHT 1 U3MEepeHue XapakTepucTuK
NPOAYKLMN [O/KHbI 6bITh NPOBEAEHbl Ha COOTBET-
CTBYOWMUX CTagusax MPOLECCOB >KW3HEHHOTO LMKNa

npoAyKUMM 1 B COOTBETCTBUM C 3anjaHUPOBaHHbLIMU
meponpuaTuammu (7.1) U AOKYMeHTWUPOBaHHbIMW NpoLe-
aypamm (7.5.1.1).

CeujetenbcTBa COOTBETCTBUSA  KPUTEPUSM  NPUEMKN
[O/MKHbI MoAdepxuBaTbca B paboyem COCTOAHUW. 3anucu
[O/MKHbI yKa3dbiBaTb Nuuo (a), caHKuMoHupoBasluiee (UB)
BbIMYCK Npoaykuun (4.2.4).

Bbinyck npoaykuun un obcayxusaHve
ocylecTBNATbCA no ycnewHoro
3an/laHNPOBAHHbIX MeponpusTuin (7.1).

He MmoryT
3aBepLUEHNS

8.2.4.2 CneuynanbHoe TpeboBaHne AN aKTUBHbIX
MMNAaHTUPYyeMbIX MeANLNHCKUX nsgennii "
UMNAAHTUPYEMbIX MeULUHCKUX U3fennii

Opraxusauus [OMKHA BeCcTu 3anucu no
naeHTudmnkauum nepcoHana (4.2.4), nposoasaLLero nobole
BUAbl KOHTPOAA WAWN UCNbITaHni

8.3 YnpaBrieHne HecoOTBETCTBYIOLEN NpoAyKumnei

OpraHusauusi [OOMKHA obecneunBartb, 4TOGbI
NPOAYKLUMs, KOTOpas He COOTBETCTBYET Tpe6oBaHUAM, 6bina
UAeHTU(MUMPOBAHA W ynpaBfanacb C UeNbl NpegoT-
BpalleHWs  HenpejHaMEpPeHHOro  UCMOMb30BaHWst WK
noctasku. CpefcTBa YnpaBfieHusi, COOTBETCTBYIOLAA
OTBETCTBEHHOCTb UM MOSIHOMOuYUA  Aas  paboTsl  C
HeCcooTBeTCTBYlOLL el npoaykuuei LLOJKHbI 6bITb
onpejeneHsl B LOKYMEHTUPOBAHHOI NpoLeaype.

OpraHusauns [O/MKHA pewartb BOMpPOC c
HecooTBeTCTBYOLEN NPOAYKLNEA OfHUM NN HECKONbKUMU
cnegywwmmn cnocobamu:
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NCO 9001:2000

a) oCywecTBAsTb AeCTBUA C Lefbl  ycTpaHeHus
06HapyXeHHOT0 HeCOOTBETCTBUS;

6) CaHKUMOHMPOBATb €e UCMONb30BaHWe, BbIMYCK Wan
npuemMKy, ecnu UMeeTcsi paspelleHue Ha OTK/OHeHue oT
COOTBETCTBYIOLLETO MOJIHOMOYHOTO opraHa nnm
notpe6uTens, rae 3To NPUMEHUMO;

B) OCYLLeCTBATb AENCTBUS C LEe/blo NpeAoTBpaLLeHNs
ee MepBOHAYANILHOTO MPEANoNaraeMoro WCnosb30BaHus
UN MPUMEHEHNS.

3anucm 0 xapaktepe HecoOTBETCTBUA W  M06bIX
nocnegyllwmnx NpeAnpuHATbIX  AeiicTBMAX,  BkIOYas
NosyYyeHHble paspelleHusi Ha  OTK/OHEHWs,  [OJIKHbI

nogaepxunBarbcs B paboyem coctossHum (4.2.4).

Korfa HecooTBeTCTBYWLAs MPOAYKUWS UCMpaBreHa,
OHa [0/KHA 6bITh NOABEPrHyTa MOBTOPHOW BepuduKaumm
L1151 NOATBEPXAEHNSI COOTBETCTBUS TPEGOBaHNSAM.

Ecnn HecoOoTBeTCTBYyOLWaa npoaykynsa BbiaBsieHa nocne

nocTaBkM WAM  Hayana WCNosb30BaHUA, opraHusauus
[OoKHa npesnpuHsTL neiictus. ajiekBaTHble
nocneacTBusamM (MM MOTEHUMANbHBIM  MOCNEACTBUSIM)
HecooTBeTCTBUSA

8.4 AHanus faHHbIX

OpraHusauns fAosxHa onpeaenuTs, cobupatb U
aHanM3npoBathb cooTBeTCTBYIOLME [aHHble ans
[EeMOHCTpaLMn NPUTrOAHOCTY 1 Pe3yNbTaTUBHOCTU CUCTEMBI
MeHeI)KMeHTa KauyecTBa, a Takke OLeHUBaHUs, B Kakoii
06/1aCTV MOXHO OCYLLECTB/ISATL MOCTOSIHHOE MOBbILIEHNE
pe3ynbTaTUBHOCTU CUCTEMbI MEHEe[XMeHTa KauyecTsa.
[aHHble [OMKHbI BKAKOYATb WHGOPMAaLMIO, MONYYEHHYIO B
pesynbTate MOHUTOPUHIA U U3MEPEHUS TaKKe U U3 4PYTnX
COOTBETCTBYIOLNX UCTOYHUKOB.

AHanuns gaHHbIX f0/KEeH NpefocTaBNATh VIHCbOpMaLl,VHO
no:

a) y[oBNeTBOpPEHHOCTW noTpebuTeneii (8.2.1):
6) cooTBeTCTBUIO Tpe6GoBaHMAM K npoaykuun (7.2.1);

B) XapakTepuctukam U TeHAEeHUUAM
NPOAYKL M. BK/IlOYas BO3MOXHOCTU
npegynpexgarnLwmx aeicTBnii;

npoueccos un
nposegeHus

FOCT P NCO 13485—2004

NCO 13485.2003

a) OCYLEeCTBNATbL [AENUCTBUS C LEbl0  YCTPaHeHus
06GHapy>XEHHOT0 HEeCOOTBETCTBYUS;
6) CaHKUWMOHWPOBATb MPULIHEHWUB, BbINYCK UK

npuemky npoAyKLUUM MpU MONYYEHUU paspeLleHns Ha
OTK/IOHEHME OT YCTaHOBNEHHbIX TPeboBaHWiA:

B) OCYLECTBAATbL AEMCTBUS C Liefiblo NpeAoTBpaLLeHns
ee MepBOHAYasIbHOTO MNPeAnoaraeMoro WCMob30BaHus
UK NPUMEHEHNSI.

OpraHusauus  [O/KHA  rapaHTupoBaTh. yTOo
HecooTBeTCTBYylOWas Npoaykunus 6yseT NpuHATa npu
nofiyyeHnn  paspelueHus Ha  OTK/IOHEHuE oT

YyCTaHOBNEHHbLIX TpeboBaHWit TOILKO B TOM C/lyyae, ecin
3TO JonyckaeTcCAa YyCTaHOBNEHHbIMM TpeboBaHMAMN.
3anucn 06 naeHTudukayun nuuya (), mmerowero (ux)
NOSIHOMOYNSA Ha Bbljady paspelleHnii Ha OTKNOHeHue,
[LO/DKHbI NOAAepXMBaTbCA B paboyem cocTosHUM (4.2.4).

3anucu O xapakTepe HecOoOTBETCTBUI W N06bIX
nocneaywmnx  NPeanpuHAaTbIX — AENCTBUSX,  BKIOUYas
npvemMKy  MpoAyKUWM  Noj — paspelueHue.  LOMKHbI

nofgfepxusarbcsa B paboyem cocTtosHum (4.2.4).

Korfa HecooTBeTCTByHWL A NPOAYKLMS WCTpPaBMeHa,
OHa Alo/MmkHa 6blTb NOABEPrHyTa NOBTOPHOI Bepudukalum
LN NOATBEPXKAEHNS COOTBETCTBUSA TPEGOBAHMSM.

Ecnu HeCOOTBETCTBYHOLWAs NPOAYKLUS BbisiBNIeHa nocne

NoCTaBKM WM Hayana WCMOMb30BaHUs, OpraHusauus
LoMKHA npeAnpuHATL neicTeus. afeKBaTHble
nocneacTeusM (MM NOTEHUWANbHLIM  MOCNEACTBUSM)
HEecooTBETCTBUS.

Ecnv npoaykuns HyxaaeTcsa B nepepaboTke (04NH nnu
6onee pas), opraHusauua obssaHa [OKYMEHTUpPOBaTb
npouecc nepepaboTkn B paboyelt WHCTPYKUUU, Ha
KoTOopytlo cnegyeT NonyynTb ouunanbHoe paspelleHne
1 ogobpeHne Tak Xe. KaK 1 Ha nepBoHayasbHy pabouyto
VNHCT PYKLMIO. Mepes  nonyyeHnem  ohmuManbHOro
paspelleHns n ogo6bpeHns [OMKHblI 6blTb onpeaeneHbl U
fOoKyMeHTupoBaHbl (4.2.3 n 7.5.1) nobble HebnaronpusaT -
Hble nocneAcTBUA NnepepaboT K1 NPoAyKLMK

8.4 AHanus faHHbIX

OpraHusauus fo/mkHa paspaboTaTb [OKYMEHTU-
poBaHHyl0 npouegypy onpegeneHusi, c6opa M aHanusa
[aHHbIX, HEOGXOANMBIX AN AEMOHCTpauun pesynbTaTmns-
HOCTU CUCTEMbl MeHefXMeHTa KayecTBa U ee
COOTBETCTBUS YyCTAaHOB/IEHHbIM TPe6oBaHuUsIM, a Takxe
L1151 OLLEHKN BO3MOXHOCTW MOBbILLIEHUS ee pe3ynbTaTuB-
HOCTW.

[JaHHble AoMKHbI BKIOYATb MHGOPMALWIo, NMOMyYeHHYI0
B pe3y/ibTate MOHUTOPUHIA N U3MEPEHNS TAKXKE 1 U3 LpyriX
COOTBETCTBYHOLNX UCTOUYHUKOB.

AHanus gaHHbIX JO/HKEH NpefocTaBNATb Manopmau,mo
no:

a) o6paTHoI cBA3M (8.2.1):
6) cooTBeTcTBUIO TpeboBaHMAM K npoaykuun (7.2.1);

B) XapakTepuctukam W TeHAEeHUUAM
npoaykumu, BK/ItOUast BO3MOXHOCTU
npegynpexgawLmx geicTeuii;

npoLeccos 1
nposeaeHus
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NCO 9001:2000

r) nocrasLiukam

8.5 YnyuyweHue
8.5.1 TlOCTOSIHHOE ynyulleHne

OpraHusauus LOMXHA NOCTOAAHHO noBbILLIATb
pe3ynbTaTMBHOCTb  CUCTEMbl  MEHeAKMeHTa  KauyecTBa
nocpesCTBOM MCNO/Ib30BaHWS NOANTUKN U Leneil B o6nactu
KayecTBa, pesynbTaToOB ayAWTOB, aHann3a [AaHHbIX,
KOPPEKTUPYIOLMUX U Npedynpexaatowmx 4eiicTBriA, a Takke
aHanusa co CTOPOHbI pyKoBOACTBA

8.5.2 KoppekTupywouwune geicteus

OpraHusauus LOMXHA NpeanpuHUMaTb KOPPeKTUpYo-
e [eicTBUS C Lefblo YyCTPaHEeHUs MPUYUH HECOoOoTBeT-
CTBUIA N5 NpeAynpPexXAeHNsi NOBTOPHOO NX BO3HUKHOBEHWS.
KoppekTupyiowme AeiiCTBUS [O/KHbI OblTb afeKBaTHbIMU
nocneAcTBUAM BbISIB/IEHHbIX HECOOTBETCTBUIA.

[omkHa 6bITb pa3paboTaHa [OKYMEHTMpOBaHHas
npoueaypa ansa onpegeneHuns TpeboBaHuii K:

a) aHanuM3y  HecooTBETCTBMIA  (BkIwuYas  Xanobbl
notpe6uteneii};

6) yCcTaHOBMEHMWIO MPUYUH HECOOTBETCTBUIA.

B) OLEHMBAHWI HEo6XoAMMOCTM AeilcTBUA, YTOGbLI

n36exaTb NOBTOPEHUSI HECOOTBETCTBWIA:

46

NCO 13465:2003

r) mocTaBLyMKam.

3anucm pe3ynbTaTOB aHannsa [AaHHbIX
noAAepXmBaTbCsl B paboueM cocTOoAHUN (4.2.4)

LLOSIKHBI

8.5 YnyuuweHue
8.5.1 OO6wWwure NnonoxeHns

OpraHusauus foMKHa UAeHTUGULMPOBATb U BbINOM-
HATb No6ble N3MEHEHUs, Heo6xoauMble ANs o6ecrneveHunst
M noafepxaHus MoCTOSHHONO COOTBETCTBUSA ycTa-
HOB/IEHHbIM TPE6OBaHUAM U PE3YNbTAaTUBHOCTU CUCTE-
Mbl MEHEe[XMeHTa KauyecTBa, WCMO/Mb3ys MNOMIMTUKY B
061acTu KauecTBa, ycTaHaBMBas Liesiv B 3TOoi o6nacTw,
a Takke UCNONb3ys pe3ynbTaTbl ayauToB, aHannsa
[aHHbIX.  KOPPeKTUPYLWMUX 1 NpefynpexparoLmnx
[ecTBUIA N aHanM3a Co CTOPOHbI PYKOBOACT Ba.

OpraHusauns [o/MKHA YCTaHOBUTbL [JOKYMEHTWpO-
BaHHble Mpouefypbl BbiMycka W NPUMEHEHUS MOSACHM-
TenbHbIX yBEJOMNEHUIA. CnepyeTt obecneunTb
BO3MOXHOCTb NPOBEAEHWUS Takux npoueayp B nwboe
Bpems.

3anvcy 06 M3yyveHun xanob noTpebuTenein [OMKHbI
nogfepxuBaTbcA B pabouyem cocTosAHun (4.2.4). Ecnm B
Xo4e Takoro wusyyeHus 6ygeT YCTAHOB/EHO, YTO
nosiBfeHnto xanob noTpebuTenei cnocobcTByeT BHELU-
HAA e TeNbHOCTb OpraHn3aunmn, Mexsay 3anHTepecoBaH-
HbIMW  OpraHusauyuamu crnegyeT nposecTn ob6MeH
cooTBETCTBYLWen nHpopmaumei (4.1).

Ecnu no no6olii xxanobe noTpebuTensa He NpesnpuHa-

Thl  KOppeKkTupylLlne n/nnn npegynpexgawoine
feiicTBuA, nNpuunHy cnepgyeT o06bAcHUTL (5.5.1) u
3aperucTpuposaTb (4.2.4).

Ecnm  aToro  TpebylT  HauuoHa/lbHble  UAW

pervoHanbHble HOPMaTUBHbIE [JOKYMEHTbI, OpraHu3auus
[o/MKHA pa3paboTaTb AOKYMEHTMUPOBaHHbIe Npolesypbl
yBeOM/IEHNS PETY/IMPYIOLLUX OPraHoB O Tex MHUMAeHTax,
KOTOpble COOTBETCTBYIT KPUTEPUAM K 0OTUETHOCTMU.

MpuunHa pasnuunii: noanyHkT 8.5.1 NCO 13485:2003
oTpaxaeT Tpe6oBaHNA [eCTBYIOLWNX B MUPE HOPMATUBHBIX
AOKYMEHTOB 1 06/1eryaeT BCEMUPHYIO rapMOHU3aLNI0 HOBbIX
Tpe6oBaHWi, YCTAHOBMEHHbIX K MeAWLUHCKAM U3Aenusm.
MoCTOSIHHOE COBepLUEHCTBOBaHNE CUCTEMbl MEHeKMeHTa
KayecTBa He ABMSETCA LeNblo AeACTBYOLWNX HOPMATUBHbIX
[AOKYMEHTOB

8.5.2 KoppekTupyruine geiicteus

OpraHuzauus [osmxHa NpeanpuHUMaTh KOPPeKTUpYyto-
e feiicTBUA C LEeNblo YCTPaHEeHUs NPUYWUH HECcooTBeT-
CTBUIA N8 NpeaynpexaeHns NOBTOPHOK NX BO3HUKHOBEHUS.
KoppekTupyowme LeACTBUS AO/MKHbI 6blTb afeKBaTHbIMU
NnocnefCcTBNUAM BbISIBNEHHbIX HECOOTBETCTBMUIA.

LomkHa 6bITb paspaboTaHa [AOKYMEHTMPOBaHHas
npoueaypa Ana onpegenexHus TpeboBaHuii K

a) aHanM3y  HecoOoTBETCTBUI  (BkIYas  Xanobbl

notpe6uteneit);
6) yCTaHOB/IEHVIO MPUYUH HECOOTBETCTBWUIA:

B) OLEHMBaHWIO Heo6XoAMMOCTM AelCTBUIA, UTOObLI

n3b6exarb NOBTOPEHUS] HECOOTBETCTBMWIA:
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r) OnNpefeneHvio 1 OCYLLECTB/IEHNID HEOGX0AUMbIX

nelicTuii;

4) 3anucsaMm  pesynbTaTtoB
(4.2.4);

npeanpvHATbIX AelcTBUi

e) aHanusy npeAnpUHATLIX KOPPEKTUPYIOLWMX AelicTBui

8.5.3 Mpepynpexpatwwne aeicTeus

OpraHuzauust fo/mkHa onpeaenuTb AeCTBUS C Lefblo
yCTPaHEHNUS MPUYMH NOTEHLMaNbHbIX HECOOTBETCTBUI Ans
npegynpexgeHns ux nosenexus. MpegynpexgatwoLne
[eicTBUS  [O/DKHbBI COOTBETCTBOBATb  BO3MOXHbIM
nocneAcTBUAM NOTEHLMASbHLIX NPOGNEM.

[JomkHa 6bITb paspaboTaHa [OKYMEHTUpPOBaHHas
npoueaypa Ans onpegenenns TpebosaHuii K

a) YyCTaHOBNEHUI0 NOTeHLManbHbIX HECOOTBETCTBUI 1
NX NPUYNH,

6) OueHUBaHUIO HEO6XOAUMOCTU [EelCTBUIA C Lesnbio
npeaynpexaeHns nosiBNEHNs HECOOTBETCTBWIA;

B) ONpefeneHnd U OCYLLeCTBEHUIO Heob6XoANMbIX
LERCTBUIA;

r) 3anucaM pesynbTaToB
(4.2.4);

npeanpuHATLIX  AeAcTBWi

n) aHanusy
nevictenii

npesnpUHATLIX npeaynpexaaroLmnx

FOCT P NCO 13485—2004

NCO 134852003

r) onpeAenieHnio W BbIMO/IHEHWIO  HEO06XOAMMbIX
fLeicTBUIA, BKYasi, ecnu uenecoobpasHo, 0GHOBNEHME
JOKyMeHTauum (4.2):

4) perucTpaumm pesynbTaToB N06bIX paccne-
[LOBAHWUI N MPUHATbIX Mep (4.2.4):
e) aHanusy npeanpuHATbIX KOpPeKTUpYoLL X

LeAcTBUIA 1 UX pe3ynbTaTUBHOCTU

8.5.3 Mpepynpexaawlimne geicteunsa

OpraHu3auns Ao/mkHa onpefennTb AeiCTBUSA C Lesblo
YCTPaHEHNS MPUYUH NOTEHLUMasbHbIX HECOOTBETCTBUI ANs
npegsynpexaeHns ux nosenexus. [lpegynpexpjatolne
feiicTBUA  [OMKHbI cooTBeTCTBOBaTb BO3MOXHbIM
nocneAcTBUAM NOTEHLMANbHLIX NPOGIEM.

JomkHa 6biITb  paspaboTaHa AOKyMEHTMpOBaHHas
npoueaypa Ans onpefeneHus TpebosaHuii k:

a) yCTaHOBNEHWUIO MNOTEeHLUMasbHbIX HecooTBETCTBUI 1
NX NPUYUH;

6) OueHMBAHUIO HEO06XOAUMOCTU AeWCTBUIA C Lesnbio
npesynpexaeHus nosiBNeHns HeCooTBETCTBUIA;

B) OMpefenieHnto U OCYLWEeCTBNEHUID Heo6X0ANMbIX
OEeACTBUIA:

r) perucTpauum pesynbTaToOB /06bIX paccnefo-
BaHW N NPUHATbIX Mep (4.2.4):

4) aHanusy NpeAnpUHAT bIX
AelicTBWiA N X pesynbTaTVBHOCTU

npeaynpexaaoLmnx
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MpunoxeHune C
(o6sa3aTenbHoe)

CBefieHns 0 COOTBETCTBMM HALMOHANbHbLIX CTAHAAPTOB
CCbI/TIOYHBIM MEXAYHapOoAHbIM CcTaHAapTam

Ta6nwuua A1

O603HaueHNe 1 HaVMEHOBaHIE COOTBETCTBYHOLLETO
0O603HaYEHNE CCbIIOYHOTO MEXAYHAPOAHOrO CTaHaapTa
POA rOCYAapCTBEHHOTO CTaHAapTa

NCO 9000:2000 FOCT P CO 9000—2001 Cuctembl MeHeXMeHTa
kayecTBa. OCHOBHbIE MOMOXEHUS U CNOBapb

MCO 9001:2000 FOCT P NCO 9001—2001 CwucTembl MEHELKMEHTa
KayecTBa. Tpe6oBaHus

MNCO 9004:2000 FOCT P NCO 9004— 2001 CwuctemMbl MEHEL)KMEHTA
KayecTBa. PekoMeHAaunmn no ynyyweHno AesTeNbHOCTH

MNCO 10012-1:1992
MNCO 10012-2:1997 .
MCO 13485:1996 FOCT P 51536—99 Cuctembl kayecTBa. M3genuns
MeguumuHckve. CneyunanbHble TpeboBaHus Mo
npumMmeHeHunto TOCT P MCO 9001—96

MCO 13488:1996 FOCT P 51537—99 CucTembl kayecTBa. M3genvs
MeauuuHckue. CneunanbHble Tpeb6oBaHus No
npumeHeHunto FTOCT P NCO 9002—96

MCO 14001:1996 FOCT P NCO 14001—98 CucteMmbl ynpaBneHus
oKpyxarliein cpefoii. Tpe6oBaHus N PyKOBOACTBO NO
NpUMeHeHuo
MNCO/TO 14969:1999 FOCT P 51538—99 Cuctembl kayectsa. M3genusa

MeauuMHCKne. PYKOBOACTBO MO NMPUMEHEHUIO
FOCT P 51536—99 n OCT P 51537—99

MCO 14971:2000 FOCT P NCO 14971-1—99 MeauuuHCKne nsgenus.
Ynpasnexue puckom. Yactb 1. MpumeHeHne aHanunsa
pucka K MeAULMHCKUM U34enunsam

MCO 19011:2002 FOCT P NCO 19011—2003 PykoBoAsLMe yKazaHusa no
ayuTy cUCTEM MeHe[KMeHTa KayecTsa u/unum cuctem
3KO/IOTNYECKOTO MeHeJXMeHTa

« COOTBETCTBYIOLWMI rOCY[apCTBEHHbI CTaHAapT OTCyTCcTBYeT. [0 ero NpUHATUS PEKOMEHAYEeTCsl WCMo/b30BaTb
NepeBod, Ha PYCCKWii A3blK AAHHOTO MEXAYHApPOAHOTo CTaHAapTa WKW rapMOHU3WPOBAHHbLIA C HUM HaUMOHAsIbHbIN
(rocyfapcTBeHHbIil) cTaH4apT CTpaHbl, HA TEPPUTOPUM KOTOPOI NPUMEHSIeTCA HacTOosWWiA cTaHgapT. VHdopmauyus o
HaNMuMM NepeBofa LAHHOTO MEXAYHapOAHOro CTaH4apTa B HauMOHA/IbHOM (POHAE CTaHAApTOB WM B MHOM MecTe, a
Takke MHopMauus o AeicTBUM Ha TEeppUTOPUM CTpaHbl COOTBETCTBYIOLLETO HaLMOHaNbHOMO (rocyAapCTBEHHOr0)
cTaHAapTa MOXeT 6bITb NPUBEAEHA B HALMOHA/bHbLIX MHDOPMALMOHHbIX faHHbIX, AOMOHALWMX HACTOSALMIA CTaH4APT.
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Bubnuorpaduns

CucteMbl kayecTBa. M3genus meguuuHckne. CneuunanbHble TpeGoBaHWSA NO NPUMEHEHUIO
MCO 9001:1994

(Quality systems. Medical devices. Particular requirements for the application of
ISO 9001:1994)

Cuctembl kayecTBa. M3genus meguuuHckne. CneunanbHble TpeGoBaHWSA NO NPUMEHEHUIO
MCO 9002:1996

(Quality systems. Medical devices. Particular requirements for the application of
ISO 9002:1996)

Cuctembl MeHeAXXMeHTa kayecTBa. TpeboBaHusa

(Quality management systems. Requirements)

Cuctembl kavecTtsa. isgenvna meauunHckme. PykoBoactso no npumeHeHnto NCO 13485
(Medical devices. Quality management systems. Guidance on the application of ISO 13485)
MeauuymHckue nsgenus. MpuMeHeHne aHanmsa pucka kK MeAnLUHCKAM U3aeusm

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

CucTeMbl ympaBfieHUs n3MepeHUsMU. TpeGoBaHusi K mnpoueccaMm U3MepeHus W
13MepuTesibHOMYy 060pYyA0BaHMIO

(Measurement management systems. Requirements for measurement processes and
measuring equipment)

PykoBogsLime ykasaHnsa no Bonpocam ayAuTa cUCTEM MeHe)XMeHTa kayecTBa MMM cUcTem
MEHeXXMEHTa OKpyXatoleli YenoBeka NPOU3BOACTBEHHOI cpeapl

(Guidelines for quality and<'or environmental management systems auditing)

CucTeMbl MEHe)KMEHTa KauecTBa. PekoMeHaauny no ynyylleHuno A4esiTeNbHOCTH

(Quality management systems. Guidelines for performance improvements)

CuncTeMbl yNpaBieHusi okpyxaiolieii cpefoii. Tpe6oBaHuUsi U PYKOBOACTBO MO NMPYMEHEHUI0

(Environmental management systems. Specification with guidance for use)
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