I'OCT P 51536—99
(UCO 13485—96)

FTOCYJIAPCTBEHHBIN CTAHIAPT POCCHUHUCKON ®ENEPAIINU

b3 1-2000/748

CucreMbl Ka9eCTBA

N3JAEJINA MEAULINHCKUE

CnenpanbHbie TpeOOBAaHUA N0 NPUMEHEHHUIO
I'OCT P UCO 9001—96

HN3nanue ohHnmanbHoe

I'OCCTAHIAPT POCCHNA
Mockera


http://www.stroyinf.ru
http://www.stroyinf.ru
http://www.stroyinf.ru

I'OCT P 51536—99

IIpenucaoBue

1 PASPABOTAH BcepoccuiickuMm HaydIHO-HCCIIEIOBATENBCKUM M HCIIBITATEbHBIM UHCTUTYTOM MéE-
maitiHekor TexHuxkd (BHUHUHMT)

BHECEH TexnudeckuM KoMuTeToM 1o craHmaptusamuu TK 11 «<MemuumHcKue MpUOOPE B anma-
paThi»

2 IPUHAT U BBEJAEH B IEVUCTBUE ITocranonienueM occranaapra Poccum ot 29 nexabps
1999 r. Ne 859-cr

3 Pasmensl HacTosIIEro CTaHIapTa, 3a UCKII0YeHUEM ITYHKTOB 4.4.6, 4.4.7 U 4.5.2, npeacTaBisiOT

co0oil ayTeHTH4YHBII TeKCT MexIyHapoxHoro craHaapra MCO 1348596 «Cucrtemsl kauecrBa. Uagenus
MenquuuHckue. CreunansHeie TpeboBaHus 1o npuMeHeHuo UCO 9001 —94»

4 BBEAEH BIIEPBbLIE

© WUIIK HznateascTtBo craHzapros, 2000

Hacrosiuuit craHmapt He MOXET ObITh MOJHOCTBIO MM YaCTUYHO BOCIPOM3BEHNCH, THPAXHUPOBAH U
pPacrpocTpaHEH B KadecTBe opuIMaIbHOro H3naHust 6e3 paspeneHusi 'occtannapra Poccun

11



I'OCT P 51536—99

ConepxaHue
] OONMACTD HIPHMEHEHMS . . . & o v o v it e it et e ettt e et it e e e et e ettt et e e e e et e e e e, |
2 HOPMATHUBHEIE CCBUTKH . . . . . i i i it i e e e e e et e e et e e e et et e et e e e e e e e e e e e e )|
R I @ 334011 () () 21 5 (0 O 1
4 TPCOOBAHMS K CUCTEME KAUECTBA « o « v v« v v v v e e e e et m e ettt e et et e e e e i et e e e 2
4.1 OTBETCTBEHHOCTD PYKOBOMCTBA. « .« + + o v e v v vt e o it o ettt e ottt et e ts e e e e e e e e 2
4.2 CHCTEMA KAUCCTBA. - « . v v v v it et e s e e it et et et e te ettt e e et e ettt eee e 2
4.3 AHAJMMS KOHTPAKTA . & o v o v vt v et vt e ettt e et e et sttt sttt et ettt et aen e e, 3
4.4 VIIPABICHUE TTPOCKTHPOBAHHMEM . . . . v v v vttt ot e ettt ettt ettt e et ee e 3
4.5 YnpaBieHHe DOKYMEHTAIMEN M JAHHBIMM . . . . o v v vt e e e et s et e o e ot e e e e, 3
4.6 BAKYIIKH . . . ¢ v o ot it e e e e e e et e e e e e e e e e e e e e e e e e 3
4.7 YnpapieHUe NMPOAYKIIMEHN, MOCTARISIEMOMN MOTPEOMTEIIEM . . . . . . v i i it e et et ettt ee e e 3
4.8 WneHTndpukaums ¥ IMPOCHAeXMBAEMOCTD IMPOOYKIIMM . . . . . . o i it e e e e e e et e e e e e e e e 3
4.9 VIIPABICHME TIPOIECCAMML. . . . v v v v v ittt e et e e e e e e e et ettt et e ettt e e e eeee e 4
4.10 KOHTPOID M HCIIBITAHIST . « o v o v v v v e et v s et et e e ettt ettt et et et ee e J
4.11 VnpaBneHuUe KOHTPOJBHBIM, H3MEPUTEIBHBIM W HUCITBITATE/IBHLIM OOOpYIOBAHUEM . . . . . . . . .. S
4.12 CTaTyc KOHTPOJIST M MCIIBITAHMM . . . . . . i v it it it et et e e e et et et e et e e et et e 5
4.13 YnpapiaeHHe HECOOTBETCTBYIOIUECH ITPOAYKIIMEM . . . . . . v o it et i e e e et e et et eee s 5
4.14 KoppeKTHPYIOIIHNEC U NMPEIYIPEKIAIOMIME HEHCTBHS . . . v . v v it e it e et ettt eeeeennn, S
4.15 Ilorpy3ouHo-pa3rpy30dHbIC paboThl, XpaHEHUE, YIIAKOBKA, KOHCEPBALMS M ITOCTABKA. . . . .. .. .. 5
4.16 YnpapiaeHHE perdCTPALMEH JAHHBIX O KATCCTBE . & « & & v v v v v v et et e e e et e e et e e e e e, 6
4.17 BHYTPEHHHUE MPOBEPKM KAYECTBA - v o v v o vttt e e e e e e ettt ettt e e et et 6
4.18 TTOOTOTOBKA KAIPOB. . . o« o i it ettt et e e e e e e e et e e e e e et e 6
4.19 OOCHYKMBAHME . .« v o v v v et e et e e e e et e e e e e e e e e e e e e e e e e e e e e e 6

4.20 CratucTuyeckue MeTOIbI

111



I'OCT P 51536—99

BreneHue

Hacrosiiumii craHaapr sSBJsieTcsl IpsIMBIM IIpMMEHEHHeM MexayHapoaHoro crangapra MCO 13485—96
«CucreMsl xauecrsa. Manemss MequumHcKkMe. CrienyanbHbie TpedosaHus 1mo npuMeneHno MCO 9001—94»,
noaroronieHHOro TexHnuuyeckuM KomuretoM MCO/TK 210 «YnpasineHue Ka4yeCTBOM U COOTBETCTBYIOLIUE
ACIIEKTHI I MEOWLIMHCKHUX U3LCITHU».

Hacrosilnii rocyapCTBEHHBIA CTAHAAPT SIBJISICTCS OOHUM M3 TPEX COAEPXAIUX CHEIAaIbHbIE Tpe-
OOBaHMs K CHCTEME KayecTBa MEAULIMHCKUX M3ICIUNA, KOTOPBIE JONOJHAIOT TpeOOBAHUS, YCTAHOBICHHBIE
cragpapTaMu cepud MCO 9000. Monenu obecrieueHHsT KadecTBa, YCTAHOBJIEHHBIE B CTAHIAPTAX, NEpEYMC-
JICHHBIX HUXE, [IPEICTABIAIOT COOOM TpH YETKO paznuduMbie ¢opMbl TPeOOBAaHUM K CHUCTEME KAauyecTBa,
NPUTOAHBIC UIA NEMOHCTpPALAH IMOCTABIIIHMKOM MEIUIIMHCKHX HM3ICIMM CBOUX BO3MOXHOCTEH H OLICHKH
3TUX BO3MOXHOCTEH BHEIIIHUMH CTOPOHAMMU:

[OCT P 51536—99 (UCO 13485—96) Cucremsl xauyectBa. MU3menusa MeauuuHckue. CrenaibHbIE
tpebosanusa nmo npuMeHeHuio 'OCT P MCO 9001—96;

'OCT P 51537—99 (MCO 13488—96) Cucremsl kauectsa. Manenuna MeaquiuHckue. CrieuanbHbIe
TpebGoBanug o npuMeHeHH0 IOCT P UCO 9002—96;

I'OCT P 51538—99 (MCO 14969—99) Cucremsl kayectsa. M3nemus MequnMHCKUE. PyKoBOACTBO IO
nmpumedeHuo ['OCT P 51536—99 u 'OCT P 51537—99

B couetanuu ¢ 'OCT P UCO 9001-—96 HacTosuii cTaHIapT YCTAHABIMBAET TPeOOBAHUS K CUCTEME
Ka4yecTBa IIpH MPOEKTUPOBAHUHU, pa3paboTKe, MPOU3BOACTBE, MOHTAXE M OOCHYXKMBAHUHM MEIULIMHCKUX
u3genun. CtaHIapT clenyeT MPpUHIIUIIAM XOpollei Mpou3BoAcTBeHHON NpakTukKU (GMP) u npuMeHHUM K
MEIVIMHCKYM M3ACAUSIM, ofipeleieHie KOTOPhIX JAHO B pa3jeie 3.



I'OCT P 51536—99
(ACO 13485—96)

FTOCYAAPCTBEHHBIN CTAHJAAPT POCCHUUCKOM ®PEJEPAIIUMN

Cucrempl Ka9eCTBA
AN EIAA MEAXIINHCKHUE
Crnempammanie TpeOosamus no npamerennio F'OCT P KCO 9001—-96

Quality systems. Medical devices.
Particular requirements for the application of GOST R ISO 9001—96

Tlara seenenns 2001—01—01

1 Ob6nacTs npaMeHenus

Hacrostuuit ctaHnapr B codetanuu ¢ FOCT P UCO 9001 ycranaBnuBaeT TpeOOBAHUSI K CHCTEME
Ka4yecTBa TMPH NPOEKTUPOBAHUHU, pa3padoTKe, IMIPOU3BOACTBE, MOHTAXE M OOCIYXHBAHUM MEIULMHCKHX
U3NCAUN IJIS OLIEHKU BO3MOXHOCTH ITOCTABIIHMKA MPOSKTUPOBATH U IOCTABJATE MEOUIIMHCKHEC U3LEITUS
(MH), cooTBeTCTBYIOIIHE YCTAHOBJICHHBIM TPpEOOBAHUSIM.

1 olleHKM TpeThell CTOPOHOM BBINTOJHEHUS PETYIMPYIOLIHX TpeOOBAaHUIM NOCTABLLIMK NOJLKEH obec-
[EYUTH JOCTYN K KOHMUACHIMAIBHBIM JaHHBIM, HO HE 00sI3aH U3rOTOBJISITh KOIMMUU JOKYMEHTOB.

TpeboBaHUA HACTOSLICTO CTAHAAPTA SABIAIOTCA PEKOMEHAYEMbBIMH.

[lppuMeyanune — B HacTosuieM cTaHaapTe 4acTO MCIIONB3YETCS TEPMHUH «CCIIM COOTBETCTBYeT». Korna
TpeOOBaHHE YCTAHOBIECHO 3TOM (hpa3oif, ero CUUTAIOT «COOTBETCTBYIOUIUM» IO TeX NOP, NOKa NMOCTABIIMK HE MOXET

NOKYMEHTHPOBATD TIOATBEPXACHNE MHaUe. TpeOOBaHME pacCMaTPHBAETCA KaK «COOTBETCTBYIOLIEE», €CJIM PE3YIBTATOM
€ro HEBHITTOTHEHMSA SIBIACTCA:

- HECOOTBETCTBHE M3MC/INS YCTAHOBJIEHHBIM TpcOoBaHUAM N (WIN)
- HEeCIIOCODHOCTD MOCTABUIMKA IIPOBECTH O KOHIIA KOPPEKTUPYIOLICE ACHCTBHE.

2 HopmaTuBHBIE CCHUIKH

B HacrosiieM CTaHAApTE MCITOJIB3YIOTCS CCBhUIKM Ha CHACAYIONINE NOKYMEHTDI.

I'OCT P ACO 9001—-96 (MCO 9001—94) Cucremnl KauecTBa. Mopmenp obecrieqeHUsI Ka4ecTBa IIpH
ITPOEKTUPOBAHUHM, pa3padboTke, IIPOU3BOIACTBE, MOHTAXE U OOCIYXUBAHUU
UCO 8402—94* VYrmpapneHue KayecTBOM M obecrieueHUe KadecTsa. CinoBaph

UCO 11137—95*% Crepwmzanus MEOIULIMHCKUX M3neauil. PanuanuoHHast crepywin3anus. Tpebosa-
HUA TIpU NPOBEACHHUU PYTHUHHOIO KOHTPOJIS

3 Onpenenenns

B HacrosiieM ctanzapre ucrioab3yiores TepMUHBL o UCO 8402, TOCT P UCO 9001, a Takxke
CIACAYIOIINE TEPMHUHBI C COOTBETCTBYIOUIMMH ONpeeIeHUSIMH.

3.1 menumunckue winenuss (MH): ITpuGoprl, anmaparbi, MHCTPYMEHTBI, YCTPOMCTBA, KOMILIEKTHI,
KOMILJIEKCHI, CUCTEMBI C IIPOrpaMMHBIMH CPEeACTBaMH, 0O0pyIOBaHNE, ITPHUCITOCOBIEHUS, IIEPEBA30YHbIE H
ILIOBHBIE CPEACTBA, CTOMATOJIOTMYECKME MaTepuannl, HAOOpHl pearcHTOB, KOHTPOJBHBIE MAaTEpPHANBl H
CTaHAAPTHBIC OOpa3ipl, U3NCAUSA U3 NONUMEPHBIX, PE3UHOBBIX U MHBIX MATECPHAIOB, IPUMEHSIEMbIE B
METUIIHHCKUX LIEJSIX IO OTACJBHOCTH WM B COYCTAHMM MEXAY coO0i U rpexHasHadYeHHbIe:

il

* MexnyHapoanuie cranaaptel — Bo BHUUKM TNoccrannapra Poceun.

Napnaame opumuabuoe
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- I NPpOPWIAKTHKH, JUATHOCTUKM, JIeYeHHUs 3a00eBaHU, IpoBeaeHUs MEOULIMHCKUX IIPOLIEAYP,
yCCIeOBAHUH MEAUIIMHCKOIO XapaKkTepa, 3aMEeHbI WM MOAU(UKAIIMY YacTeld TeJaa YEI0BEKa, BOCCTAHOB-
JIEHUSI WIH KOMITeHCALUU HApPYIUEHHbLIX WIMA YTpadeHHbIX (PH3HOJMOTrHYecKMX (PYHKIIUMA, KOHTPOJSI Hal
3a4YaTHEM,;

- JUIS1 BO3JICUCTBUS Ha OpraHU3M 4€I0BE€Ka TAKUM 00pa3oM, YTO MX (PYHKIIMOHAJIBHOE HAa3HAYSHHUE HE
peayiu3yeTcss XUMHUYECKUM, PapMaKOJIOTHYECKMM, HMMYHOJIOTHYECKUM WiIKM MeTa00JIMYeCKUM B3auMOIei -

CTBUEM C OPraHM3MOM Y€JIOBEKA, OMHAKO Y€l METO/ BO3IEHCTBUS MOXET [IOAIEPKUBATLCS 3TUMH CPelCT-
BaMH.

[IpuMevyaHnue — HoHaTne «MeIMIIUHCKHUE U3NENUA» BKIIOUAET CUCTEMEI IS In Vitro JMarHoCTHKY.

3.2 akmuBHoe MU: MU, nna neiicTBusa KoToporo HeoOXoAMMO HUCIOJE30BaHUE IHEPTUU, OTIHIHOU
OT TIPOM3BOIMMOMN YEJIOBEKOM WIH CHIbI THXECTH.

3.3 aktusHoe uvILianTHpyemoe MM: Jlio6oe aktuBHoe MU (3.1 u 3.2), KoTOpOE IOJHOCTBIO HUIU
JACTUYHO BBOISIT B TEJIO ITALIMEHTA Ha CpoK He MeHee 30 nHeid.

3.4 mmmnantupyemoe MH: JIro6oe MU (3.1), npenHasHaueHHOE JUISI BBEOCHHS B YEJIOBEYECKOE TEJIO
WIA €CTECTBEHHYIO IIOJIOCTh B TEJIE€ IIOJHOCTBIO WIHM YACTHYHO, 4 TAKXKE IUI 3aMEHEI 3MUTEIUAIbHOMN

[IOBEPXHOCTU WIH ITOBEPXHOCTH IJia3a IIYTEM MEAULIMHCKOTO WIH XUPYPIri4ecKoro BMELIATEeIbCTBA Ha CPOK
e MeHee 30 nHeit.

[IpuMedyaHue — Ir1o olpeaecyieHNe NpUMeEHIETCS K UMIUIAHTUPYEMBIM MEIULIMHCKHAM MU3JCHHUSIM, OTIIHY-
HBIM OT AaKTMBHEBEIX UMIUIAHTUPYEMBIX MEIUUMHCKHUX U3NECIITUMNA.

3.5 crepmsnoe MU: JIioboe MU, mapkupoBaHHoe kak ctepuwibHoe (cM. 3.6.1 UCO 11137).

[Tpumevanue — TpeboBanua MapKMPOBKH MEAULMHCKOTO M3IEAMA B KaUECTBE CTCPHIBHOIO MOTYT ObITh
YCTAHOBJICHbI HALMOHAJIbHBIMM WIN PETHOHAJIbHBIMHA MHCTPYKLIMSIMH WIM CTaHIapTaMH.

3.6 mapxupoBka: [IcbMeHHBIH, HaneYaTaHHLIA WK rpad@UUECKU 3HAK, MPOCTABJICHHBIN HA CAMOM
MEIULMHCKOM U3JEJINH, €T0 Tape, YIIAKOBKE WX COITPOBOXIAIOLIUA METUIIMHCKOE H3/1eJIME, OTHOCSIIUACS

K UaeHTU(hUKAIIUHM, TEXHUYECKOMY OITMCAHMIO U MCIOJIb30BAHUIO MEAUIIMHCKOIO H3MEUsI, HO He BKIIIO-
YeHHBIA B CONMPOBOOUTEIbHbIC JOKYMEHTHI.

[IpuMeuanue — B HacrosmeM craHaapre TepMMH «MeTKa», ucnoib3dyeMublit B [OCT P UCO 9001,
MHTEPIIPETHPYETCA B CMBICIIC «<MapKHUPOBKA».

3.7 xanoba moan3oBarend: Jliobasa npeTeH3HsA, HaMMCaHHAsI Ha OyMare, B 3JIEKTPOHHOM BUIE WIH
IPOU3HECCHHAsI B YCTHOMR dopMe, KOTopast YKa3biBaeT Ha AedeKThl, CBA3aHHBIE ¢ HACHTUYHOCTBIO, Kaye-
CTBOM, JOJrOBEYHOCTBIO, HANEKHOCTHIO, 6€30MMaCHOCTBIO WM GPYHKUMOHHUPOBAHUEM MEAUUMHCKOro U3JIe-
st (cM. 3.1), KoTopoe ObUIO BBICTABJEHO Ha NPOIAXYy.

3.8 nmoscHMTEIbHOE YBEAOMJIEHHE: YBeIOMJIEHHE, BBINMYIIIEHHOE IMOCTABIMUKOM BCIEeN 3a ITOCTABKOM
MEIUIIMHCKOrO U3/IeNusl, HECYIIEe CISMYIOILYIO JOTIOTHUTEIbHYIO HHDOPMAIIHIO:

- MCIIOJIb30BAHUE MEIMIIMHCKOIO U3JEIMS;

- MoaUMpUKaLUsd MEIULIUHCKOrO U3Ne/INs;

- BO3BpaT MEIMIMHCKOro U3aeaus MOCTABIIUKY;

- paspyllIeHHe MEJULIMHCKOIO U3IeNys;

C LIEJBIO KOPPEKTHUPYIOLETO MK MpOPUIAKTHYECKOro NEHCTBUSI M NPUBEAEHUS B COOTBETCTBHE C
NEUCTBYIOILIMUMH CTAaHJAPTAMHU.

4 TpeOoBaHHA K CHCTEME KaqyecTBa

4.1 OTBEeTCTBEHHOCTh PYKOBOACTBA

Tpebosanusa ycranornens! B 'OCT P MCO 9001, nmyuxr 4.1.
4.2 CuacTeMa Ka4ecTBa

4.2.1 O6umume nonoxenust — no FOCT P UCO 9001, myukr 4.2.1.
CneuuanpHoe TpeOboBaHUe IS BCeX M3AEIIMIA:

MOCTAaBIIMK NOJDKEH pa3padoTaTh ¥ JOKYMEHTHPOBATH YCTAHOBNEHHBIE TPeOOBAHMUA I MEAULIMHCKUX
A3IEIHHA.

IIpuMmMevanue — EciM HacToauMit CTaHIAPT YCTAHABIMBACT COOTBETCTBHE C PETYIHMPYIOINHMH TpeOoBa-
HUSAMM, OHM JOIXHBI OBITh BKJIIOYEHKI B YCTAHABIMBAaeMEIC TpeOOBAHMA.

4.2.2 Hpouenypsl cucremel Kadectsa — mo FOCT P UCO 9001, nyHkT 4.2.2.
4.2.3 IInmanuposanue Kayectsa — 1o I'OCT P UCO 9001, nynakr 4.2.3.
CrneuuansHoe TpeOOBaHME IS BCEX M3HSIIHN:

NMOCTABIIMK JODKEH YCTAaHOBUTH M COXpaHATh ailyl, colepXallluii JOKYMEHTBI, ONpelcasdionlMe
TEXHNYECKUE TpeOOBaHUA K U3NCIHIO U TpeOOBAaHUS K CHCcTeMe KadyecTBa (Ipolecc M rapaHTHS KadecTBa)

2



I'OCT P 5153699

10 IIPOM3BOJICTBY B LI€JIOM, @ TAKKE MOHTAXY M OOCTYKUBAHUIO, €CJIA HEOOXOOUMO, IS KAXKIOT0 TUIA/MO-
[eJTH U3IeNIUs, WIKH OTOCNAThL K MECTY pa3MellleHUsI UCTOUYHMKA 3ToM MHbopMauuu (4.5.2 u 4.16).
4.3 AHanH3 KOHTPAKTA

TpebdoBanus ycranoBieHbl B [[OCT P MCO 9001, mynkr 4.3.

4.4 YupasjeHHe NpPOCKTHPOBAHHEM

4.4.1 O6mue nonoxenust — no 'OCT P UCO 9001, nynkr 4.4.1.

CrnenuansHoe TpeOOBaHUE TSI BCEX H3ICITHIAL

- B IIpoliecce MPOEKTUPOBAHMUSA ITOCTABUIUK JOJDKEH CIENaTh aHAIU3 PUCKOB M TOATOTOBUTH OTYET O
JIIOOBIX pPACKAX, NOATBEPXKACHHLIX NCCAETOBAHUSIMM.

4.4.2 TInavupoBaHue Ipolecca npoekTupoBaHus U paspabotku — 1o F'OCT P MCO 9001, oyHkT
4.4.2.

4.4.3 OpranusanmoHHoe u TexHudeckoe Baumopeiicreue — 1o [OCT P UCO 9001, nyHkT 4.4.3.
4.4.4 Bxomnbie npoektHble gaHHbe — 110 [OCT P MCO 9001, nyHkT 4.4.4.

4.4.5 BreixogHble npoekTHBIe gaHHBIE — 10 ['OCT P UCO 9001, nydkr 4.4.5.

4.4.6 Ananu3s npoexta — o 'OCT P UCO 9001, myukrT 4.4.6.

[IpyuyMeudyaHue — AHUIN3 NPocKra AOJDKEH BKIIOYATh IIPOBEPKY ydyeTa TpeOOBaHMM HAEHCTBYIOUIMX
Caullyn.

4.4.7 Iposepka npoekra — o F'OCT P UCO 9001, nyuxt 4.4.7.

[IpuMedanue — [Ipu npoeepke NMpoeKkTa HEOOXOIUMO YOEIUTLCA, UTO JOKYMEHTALIUA TI0O U3NOTORJIECHMIO,
MOHTAXY U OOCIYXUBAHMIO U3AEIUN CoIepXHUT TpeOoBaHHA 0e30T1aCHOCTH B HEOOXOIMMOM 00LEME.

4.4.8 YreepxaeHue rnipoekta — 1o 'OCT P UCO 9001, nyukr 4.4.8.
CrienjuanbHoOe TpeOOBAHUE JUISL BCEX U3IETUN:

- IUTA YTBEPXACHUA IMPOCKTA ITOCTAaBHIUK HOJKCH ITPOBOJANTDL KIIMHHYCCKHC, CAHUTAPDHO-TUTHCHHNYICC-
K€ H TOKCUKOJIOTHYCCKHAEC UCCICAOBAHUA U COXPAHATE UX PC3YJIAbTATHI.

[IpuMeuyaHye — KiMHUIECKHE HCCIEI0OBAHUA MOTYT BKIIIOYATh COOTBETCTBYIOIUYIO HAYYHYIO TATEPATYPY,
HCTOPHYECKYIO HHGPOPMAITUIO O NMOAOOHBIX NMPOEKTaX U (WIHN) KIMHNUYECCKM 0e30IMacHBIX MaTepHanax Wi O KJIMHUYEC-

KOM HCCIIEIOBAaHWH WIH 00 MICIILITAHUAX, MOATBEPXIAIOUMX, YTO YCTPOHCTBO obecrieynBaeT QYHKIIMOHUPOBAHHUE I10
Ha3HAYEHUIO.

4.4.9 HUsmenenus npoekra — 1o [OCT P UCO 9001, nmynukr 4.4.9.

4.5 Ynpasaenune NOKyMEHTAnMeH M JAHHLIMH

4.5.1 O6ume noxoxeHuss — no N'OCT P UCO 9001, nyHkT 4.5.1.

4.5.2 YTBepXaeHue U BhINYycK JoKyMeHTauuu U JaHHbeX — o 'OCT P UCO 9001, nyukr 4.5.2.

CneuuaibpHble TpeOOBaHUS ISl BCEX UBICITHMA:

- MTOCTaBINHK KO/DKEH OINPEOEANTh NEPHO/, B TEYeHHE KOTOPOTO HEe MEHEE OIHOH KOIMHH yCTapeBIIHX
KOHTPOJHUPYEMBIX JOKYMEHTOB HOJDKHO OBITH COXpaHEHO. DTOT Iepuoil JOJDKEeH rapaHTUPOBATh TIPUTOI-
HOCTb TEXHUUYECCKHUX YCIOBUM, 110 KOTOPHIM U3IeJIUS ObLUIM U3rOTOBJIEHEI B TEYCHHE CPOKa CJIYXOBI N3Ieusl,
OIIPEAEIEHHOTO MOCTABIIIMKOM, HO HE MEHEE IISITH JIeT.

IIpumMeyaHne — [TocTaBUMK JODKEH COXPAHATD Pe3yJibTaThl CAHHTAPHO-THTMEHHYECKIX M TOKCHKOJIOTH-
YECKMX MCCACAOBAHMI, a TaKXKe 3aKJII0YCHHUA O TUTMEHWUYECKOM OlIEHKE ITpPOM3BOACTBA.

4.5.3 H3meHeHue poxymeHToB U AaHHbIX — 1o [OCT P MCO 9001, nyukr 4.5.3.

4.6 3akynkm

4.6.1 Oo6ume nmonoxeHus — no FOCT P UCO 9001, nynkr 4.6.1.

4.6.2 Ouenka cyononpsauukos — o 'OCT P UCO 9001, nyHkt 4.6.2.

4.6.3 JokyMmeHTalus Ha 3akynky — o TOCT P UCO 9001, nyukT 4.6.3.

CrnenunansHoe TpeOoBaHME TSI BCEX U3NECITHM:

- B COOTBETCTBHH CO CIICLIMAJIbHBIMY TPCOOBAHUSAMH K IIPOCIEXXKHBAEMOCTH, YCTAHOBJIEHHBIMHU B 4.8,
[TOCTaBUIMK HOJDKEH COXpaHATh Konuu (4.16) COOTBETCTBYIONIMX NOKYMEHTOB O KYIUIE-IIPOJAXKE.

4.6.4 Tlposepka zakyruieHHo#i nmpoaykiuuyd — no F'OCT P UCO 9001, nyskr 4.6.4.

4.7 Yupasiaeade npoAyKUHeH, HOCTABAAEMON norpedATeieM

Tpebosanus ycranosaeHsl B [OCT P MCO 9001, nyuxkr 4.7.

4.8 Unerraduxaunsa H OpPOCJCKHBAEMOCTh NPOAYKIHH

Tpebosanus ycraHonieHbl B [OCT P UCO 9001, nyHkr 4.8.

CneuanbHbie TpeOOBAHUS UL BCEX M3IEIIMIA:

a) UIeHTUPUKALIUS

[TocTaBUIMK NOJKEH YCTAHOBUTH U TONAEPXKUBATH IIPOLEAYPHI, FTAPAHTUPYIOILLHE, YTO MEAUIIMHCKHUE
W3eNunsl, BO3BpAlIEHHBIE [TOCTABIIMKY JJISI BOCCTAHOBISCHUSI COOTBETCTBUA ONpeNeIeHHbIM TpeOOBaHUAM,
MAeHTUHOUIIMPOBAHb! ¥ OTJIMYAIOTCA OT KavyecTBeHHOM nponykuun (4.15.1);

6) IpoCIeXUBAEMOCTD
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ITocTaBlLIMK JO/DKEH YCTAHOBUTDH, JOKYMEHTHUPOBATD M MOMIEPXKMUBATh MPOLEAYPhI ITPOCIEXKBaeMOC-
TH, KOTOPbIC OMpPENCNISIOT CTENEHD IIPOCAEeXUBAEMOCTU U 00JIErYaiOT KOPPEKTHPYIONIEE U INTpeayIipexXaalo-
uee neicteue (4.14).

JLOTIOTHUTEIPHBIE TPEOOBAHUA I aKTUBHLIX UMIUIAHTUPYEMBIX U UMIUIAHTUPYEMBIX H3ICJTHM:

- IIPY ONPEACICHUU CTEIEHM ITPOCIICKABAEMOCTH IMOCTABIIUK JOJDKEH YIATHIBATH BCE UCITONL3YEMBIE
KOMITOHEHTBI, MAaTEPHAIBI M MX COYETAHUE C YCIOBHSAMHU OKpyXamollei cpeasl [cM. 4.9 6), nmepeurcinenue 4)],
KOTOpPBIE MOTYT IPHUBECTH MEIULIMHCKOE H3NECIUE B COCTOSIHME, HE YIOBJICTBOPAIOLIEE OIIPENeIEHHBIM
TpeOOBAHUSIM.

ITocTaBuIMK noKeH TpeOoBaTh, YTOOBI €ro TOProBbi€e areHThl WIM JTHUCTPUOBLIOTOPBI COCTABISUIA U

MOANEePXHUBAJIM OTYETHI O MOCTAaBKAX HM3ICAMH i1 obecrneyeHUS IMPOCICKUBAEMOCTH, NOCTYIIHBIC LA
MHCITEKTUPOBAHHS.

4.9 Yupasaenne npomeccamu

Tpebosanus ycraHosjaeHs B [OCT P UCO 9001, nyuxkr 4.9.

CrnemanbHbIe TPEOOBAHUSA MUISI BCEX U3ICIUM:

a) IEePCOHAN

[TocTaBMK J0JDKEH YCTAHOBHTDH, JOKYMEHTHPOBATE U IMONAEPXUBATh TPEOOBAHUS 110 00ECHIEIEHUIO
300POBbsI, YACTOTHI NEPCOHANIA U €ro OJEXIbI, €CNM KOHTAKT MEXIOY MEePCOHAJIOM M WU3NIEIUEM WIH
OKpYXaIOllei cpelod MOXeT HEOMAroMpHATHO MOBJIUATH HA KA4eCTBO HM3HC/IHA.

[HocTaBIUMK HOKEeH ofecneduBaTh, YTOOBI NEPCOHA, KOTOpbid OyaeT paboTaTh B ClElMalbHBIX
YCAOBUAX OKPYXAIOUIEH cpeabl, OblI COOTBETCTBEHHO O0OYUCH WX KOHTPOJIUPOBAICT OOYUEHHBIM YeloBe-
KoM (4.18).

©) KOHTpPOJb OKpYXaAIOLICH Cpeabl MPOBOAST B CACAVIOLIUX CIyqasX:

1) 1IpM nocTaBKe CTEPWILHBIX U3INENIHIA;

2) OpH MOCTABKE HECTECPWIBHBIX M3NEIUN, KOTOPBHIE CTEPIIMIYIOT Iepe] UCHIONB30BAHUEM,;

3) MuKpobuonaorugeckas ¥ (WiM) MaXpoOHOJOrHyecKass YMCcTOTa WM APYTUe YCIOBUS OKpYXalolien
cpelbl UMEIOT 3HAa4YCHUE IIPH KX IKCIUIyaTalluu;

4) yCJIOBUSI OKPYXAIOIUECH cpelibl UMEIOT 3HAYCHHUE ITIPH M3rOTORJICHHUU HU3IEJIMA, ITOCTABIIMK JO/DKEH
YCTAHOBHTH U JOKYMEHTHUPOBATh TpeOOBAHUA K OKPYXAIOLIEH Cpelie, B KOTOPOH U3JeNue IIPUMEHSIOT.

Ecan HeoOxoouMo, yCIOBHS OKpyXarwlleil cpenbl JOJLKHBI KOHTPOIUPOBATECA U (MIM) IMONJIEXKATh
MOHUTOPHHTIY;

B) YUCTOTA U3OEIUS

[TocTaBIlMK JOJDKEH YCTAHOBUTh, JOKYMEHTHUPOBATDH M IOMAECPXUBATH TPEOOBAHUS K YUCTOTE ClIEHy-
IOIMX HU3IECJTHH:

1) u3nenue rnpeaBapuTEIbHO OYUILIEHO MOCTABIIMKOM JO CTEPWIM3AaUMK U (MIH) UCIIOJIb30BAHMA;

2) H3IeINe IMOCTABISIETCA HECTCPUWIBHBIM, €CJIU OHO JOJXHO OBITh NMOABEPIHYTO IMPEACTEPHIIN3ALIA -
OHHOM OYMCTKE 0 CTepWIM3aLMHA U (MIM) UCITOJb30BAHUSA;

3) uU3genHe NpeaHa3HA4YeHO ISl MCIIOJb30BAHUS! HECTEPWIBHBIM, M €ro YUCTOTA HE UMEET 3HAYEHUE
[IPU MCITOJIb30BAHUM;
4) BpeaHble AreHTHI JOIKHBI OBITH yAANEeHB U3 M3ICIUS BO BpeMS U3TOTORISHUSI.

Ecinu HeoOXoauMo, H3eIME OYHILAIOT B COOTBETCTBUH C IIEPEYNUCIEHUAMH 1 WIM 2 U HeT HeoOXo-
ITHUMOCTH B BBINOJIHCHUM CIIeLMANbHBIX TpeboBanuit (4.9 a) u 4.9 6)) mo npoueAypbl OYHCTKU;

r) obciayxXuBaHUe

IlocTaBUIMK MOJDKEH YCTAHOBUTH M JOKYMEHTHPOBaATh TpeOOBaHMA 10 OOCITYXMBAHUIO, €CIH TaKHeE
NEUCTBUA MOTYT BJIMSATHh Ha KAaUYECTBO U3HCIUA.

OtyeTnl 00 OOCHYXHMBAHHM CIERYET COXPAaHATH (4.16);
II) MOHTaxX

Ecian HeoOXonMMo, MOCTaBUIMK NOJDKEH YCTAHOBUTh M JOKYMEHTHPOBATh KaK MHCTPYKIMIO, TaK M
KPUTEPHH IIPHUEMKH MOHTAaXa M ITPOBEPKH M3JIEJIHA.

OT4YeThl 0 MOHTAXE M IPOBEPKE, CASTAHHbBIE IMOCTABIMKOM WIH €ro YIIOJHOMOYEHHBIM IpEeACTaBU-
TeJIeM, cenyeT XpaHHUThb (4.16).

Ecnn xoHTpaKkT (4.3) 1MO3BOJISIET OCYIUECTRIATE MOHTAX CAMOCTOSATENABLHO, HE Ipuberast K yciayraM
IIOCTABUIMKA HJIMA €ro YHoJHOMOYEHHOro IPEICTABMTENA, IMOCTABUIMK ANOJDKEH 00ecrneyMTh IOKYyNaTeNA
MUCBbMEHHBIMH HHCTPYKIIMAMU UIA MOHTAaXa U IIPOBEPKH,

e) InporpaMMHoe obecriedeHHe IIPOU3BOICTBEHHOIO IIpoIiecca
[TocTaBIMK JOJDKEH YCTAHOBHTH U NOJAEPXHUBATh JOKYMEHTHPOBAHHBIE IPOLIEAYPhI IO aATTECTALHH

[PUMEHSIEMOT0 IIPOrpaAMMHOTr0 0becrieyeHKsl, KOTOpoe HCNOIb3YeTCA JUIS YIIpaBaeHUS ITPOU3BOACTBEHHBIM
npoueccoM. Pe3ynbraTsl arrecTaliud JOJDKHBI ObITh 3apeructpupoBaHsl (4.16).

JlortonHuTebHOE TpeOoBaHNUE M CTEPUIBLHBIX U3NCTUNA:

[locTaBIIMK JOKEH MOABEPrHYTh U3NENHE YTBEPXICHHOMY IIPOLECCY CTEPHIN3ALUU U 3adPUKCHPO-
BaTh (4.16) Bce mapaMeTpsl KOHTPOJIA TIpollecca CTepWIN3alnu.
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4.10 KoHTpoabh H RCOBITAHUSA

4.10.1 O6umue nosoxenuss — o 'OCT P UCO 9001, nyuxr 4.10.1.

4.10.2 Bxomnoit koHTpoab U UcrbITaHUsA — 110 TOCT P UCO 9001, mynkr 4.10.2.

4.10.3 Koutponar 1 ucneITaHus B npouecce npoussoicrsa — o FOCT P UCO 9001, nynkr 4.10.3.

4.10.4 OxoHYarejbHBIH KOHTPOJIb U HcnbiTanust — o T'OCT P UCO 9001, nmynkr 4.10.4.

4.10.5 Peructpaumsa gaHHbIX KoHTposs # ucrbitanuit — no FOCT P UCO 9001, myukr 4.10.5.

CrierpansHoe TpeGoBaHME TSI aKTUBHBIX MMILIAHTUPYEMBIX M MMILIAHTHUPYEMBIX U3IEITHIA:

- TIOCTaBILMK HOJDKeH perucrpHpoBaTh (4.16) MTUMIHOCTh INEPCOHAIA, NPOBOLSILErO KOHTPOJIL Wi
UCITLITAHUSI.

4.11 YnpapieHHe KOHTPOJbHbIM, H3MEDHTENLHbIM H HCOLITATEILHBIM O0DOPYAORAHHEM

Tpedosauusa ycradonjieHsl B [TOCT P MCO 9001, myukT 4.11.

4.12 Craryc KOHTPOJISI H HCOLITAHMHA

Tpebopanus yctaHosiaeHbl B TOCT P UCO 9001, nyukr 4.12.

4.13 Ynopasiaenue HeCOOTBETCTBYIOMIEH NPOAYKINEH

4.13.1 O6mwme nmonoxenus — o F'OCT P UCO 9001, mynxrt 4.13.1.

4.13.2 Avanusz ¥ yrwimsamusa HecootBercTByowledl npoaykuuy — no I'OCT P MCO 9001, nyHKT
4.13.2.

CrienuaipHble TpeboBaHUst IS BCEeX M3IECJINHN:

- IIOCTABILUMK NOJDKEH rapaHTHPOBATb, YTO HECOOTBCTCTBYIOILES H3ACAHNE MOXET OBITH NMPUHATO MPHU
BBHUIOJIHEHUH PErYJIUPYIOIIMX TpeboBanui. JINYHOCTD YenoBeKa (J1I0eil), MPOBOASILETO IIPUEMKY, JOJLKHA
OBITh 3aperucTpuponana (4.16).

Eciv n3nenue 1omxHo ObITE HopaboTaHo (OOHH KM HECKOJBKO pa3), NOCTABIIMK HOJDKEH JOKYMEH-
THPOBATh JOPAOOTKY B padouyeil MHHCTPYKIIMN, KOTOPasl IIPOXOIUT MPOleaAyphl pa3padoTKu U yTBEPXKACHUS,
AHAJIOTUYHBIC YKA3aHHBIM B padodyeil HHCTPYKUMH. J1o pa3paboTKH ¥ YTBEPXKIECHHS JOJIKHO ObITh CHENIAHO
H JOKYMEHTUPOBAHO OIpeacieHnue Jrdoro rmodoyroro sggpexra 1opaboTaHHOro U3ICIUS.

4.14 Koppexrupyomme H npeaynpexaaomue aeicTBus

4.14.1 Oo6mue nonoxeHusa — no FOCT P UCO 9001, nyukr 4.14.1.

CrierpMayipHble TpeOOBAHUA IJIST BCeX U3JIEUIA:

- IOCTABIIMK JOJDKEH YCTAHOBMUTDL U NMOMASPKUBATH NOKYMEHTHPOBAHHYIO CUCTEMY OOpaTHO CBS3HU
I ODECTICUEHHSI PAHHEro NpeAyNpPeXAeHUsT BOSHUKIIHNX Ipo0ieM KavyecTsa M MPOBEACHUA KOPPEKTHUDY-
ouero U (Wim) nmpodprIakTU4eCcKoro eicTBuil.

Ecan HacTosLMil CTaHAAPT UCTIONB3YIOT JUISI COIVIACOBAHMS C PETYJIMPYIOLIMMHU NTPaBUIaMH, KOTOpPbIe
TpeOyIOT, YTOOBI MOCTABIIUK ITOJYYUII OMBIT ITOCJIE BBITYCKA U3 IIPOU3BOACTBA, AHAJIU3 3TOrO OIIbITa JOJIKEH
SIBJISITECS YACTBIO CUCTEMBI OOPATHOM CBS3H.

[TocTaBluKK JO/KEH XpaHUTh oTYeThl (4.16) 0 Bcex oOcefoBaHUAX NpeTeH3ui noTpedureneii. Ecaun
oOCiIieIOBaHHUE TTOKA3AJI0, YTO HE3HAYMTEJIbHBIC NeHCTBUSI YCTPAaHWIM IIPETCH3UIO NOTPEOUTEISI, COOTBET-
CTBYIOLUM OOMEH MHPOpMaLMel JOKEH ObITE YCTAHOBJICH MEXIY ITOCTABIIUKOM U ITOTPEOUTEIIEM.

Ecinu n106ad npereH3ua noTpedbuTe/isi He SBISIETCS CIEACTBUEM KOPPEKTHPYIOLEro U (M) npodu-
JJAKTHYECKOTO ICMCTBHM, IPUUYMHA €€ HoKHA OBITh YCTAHOBJICHA.

Ecin HacTosiuMiA CTaHAAPT MCIIONB3YIOT JJIsI COINIACOBABMS C PEryJIHPYIOLUIMMY ITPaBHJIAMH, ITOCTaB-
UMK JOKEH YCTAHOBHTb, HOKYMEHTUPOBATh M IOMACPXHUBATH MPOLECAYPHl YCTpPAaHECHHS! WHUUICHTOB,
o0eCcrIeYNBaIOIHME COOTBETCTBHME YCTAHOBIICHHBIM KPUTEPHSIM.

[locTaBIMK NOXKEH YCTAHOBUTH, JOKYMEHTUPOBATh U MOMICPXUBATH MPOLICAYPHI YCTPaHEHMUS pa3-
HOIIACUN IO MPEXBSIBJCHHBIM IIPETEH3HSIM K H3JICAUSIM. DTH TIPpOLEAYPHl JOLKHBEI OBITH IIpUMBEHEHLI B
MCITOJIHEHUE B JI1I060€ BpeMsl.

4.14.2 Koppexrupyouue aeiictsus — 1o F'OCT P UCO 9001, nynkr 4.14.2.

4.14.3 Ipenynpexnaoume aeiicteust — 1o JOCT P UCO 9001, nmyukT 4.14.3.

4.15 Ilorpy309Ho-pa3rpy3ounbnie padoTni, XpaHneHne, YNaKOBKa, KOHCEpBanMs H NOCTABKA
4.15.1 O6uue nmonoxenus — no F'OCT P UCO 9001, nyuxr 4.15.1.

CnenunanpHble TpeOoOBaHUS JUISL BCeX M3AENHIA:

- IOCTABIIMK JOJDK€H YCTAHOBHUTb Y IIOMICPXKHUBATH NOKYMEHTHPOBAHHBIC TMpOLCOYPbl KOHTPOJIA
H3JI€JIMH ¢ OrpaHHYEHHBIM CPOKOM I'OAHOCTH WIH CO CIELIHAIBHBIMH TpeOOBaHMAMH K YCIOBHSAM XpaHEHUA.
Ycnopus XpaHeHHS CIEAyeT KOHTPOJUPOBATh U perucTpupoBats (4.16).

[Ipy HEoOXOAMMOCTH YCTAaHABIMBAIOT, JOKYMEHTHUPYIOT H HOAACPXUBAIOT CIIELUMAILHBIE MEPBI IS
00ECIICUCHHSI KOHTPOJA HCIIOJB3YEMOIr0 HU3NEAUsI U MPECHOTBPAILICHUS 3arpsi3HCHMSI IPYroro U3Nesus,
IIPOM3BOJACTBEHHOM OKPYXAIOHIEH cpelbl WIH ITepcoHana.

4.15.2 TlorpyzouHo-pa3srpy3zounsie pabotsl — mo 'OCT P ACO 9001, nyukr 4.15.2.

4.15.3 Xpaneune — o TOCT P UCO 9001, nyuxrt 4.15.3.

4.15.4 Ynaxkosxka — no I'OCT P UCO 9001, myuxt 4.15.4.

CriepinanbHoOe TpeboBaHHE LISl AKTUBHBIX UMIVIAHTUPYEMBIX U UMILIAHTUPYEMBIX M3AEITHIH:
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- [TOCTaBIIHUK IOJDKEH PETrHCTPHPOBATH JUIYHOCTh JIIOHEH, KOTOPbIE BBIITOJHAIOT 3aKIIOYUTECIBHYIO
orepaliio MapkupoBkH (4.16).

4.15.5 Koncepsauusa — no 'OCT P UCO 9001, nyuxr 4.15.5.

4.15.6 Iocraska — mo 'OCT P UCO 9001, nyskr 4.15.6.

ChnenmanbHoe TpeboBaHME IS aKTUBHBIX MMIUIAHTUPYEMBIX ¥ UMIUTAHTUPYEMBbIX HU3JICIINHA:

- MOCTABILIMK NODKEH IapaHTUPOBATb, YTO HAUMEHOBAHHME M aIpecC Ipy30Ioyqdare/sd NOCTaBIAEeMOH
[IpOOyKUHMH BKIIOYEHO B OTYETHI 110 KadeCTBY (4.16).

4.16 Ynopasienne peracTpamuel JaHALIX 0 Ka9eCTBE

TpedoBanus ycranosiaeHbl B TOCT P UCO 9001, nysxr 4.16.

CneuunansHoe TpeOoBaHME IS BCEX U3 EIHIA:

- NIOCTaBIIMK HOJDKEH COXPaHATh OTYETHI IO KAYECTBY B TCYCHHUC BPEMEHM SKBHBAJIECHTHOIO CPOKY
CIIYXOBI M3/I€JIMSI, YCTAHOBJIIEHHOI'O ITOCTABILIMKOM, HO HE MEHEe IATH JIET CO HHA OTIIPABKH ITOCTABIL{AKOM.

[TocTaBIIMK JOJDKEH YCTAHOBUTD U MOMACPXKMBATH OTYETHI HA KAXNAYIO MAPTUIO HU3NEIHUH, KOTOPBIE
o0ecreYuBaIOT IPOCeXUBAEMOCTD 10 4.8 ¥ HACHTHDULMPYIOT KOJMYSCTBO U3TOTOBIEHHBIX U ONOOpEHHBIX
IUIA TIOCTaBKH uanenui. OryeT HA HAPTHIO M3NEJMH HOJLKeH ObITh NPOBEPEH U YTBEPXIEH.

I[lpuMeuanue — [lapTug MOXeET COCTOATL M3 OJHOIO M3ICNUA.

4.17 BayTpenHNe NPOBEPKH KaJeCTBA

TpeboBanus ycradHonieHbl B [OCT P MCO 9001, nyukT 4.17.
4.18 IloaroroBka Kanpos

TpeboBanus ycranosaeHnl B OCT P HCO 9001, mynxkr 4.18.
4.19 OOGcayxusanne

Tpebosanus yctaHoBieHsl B OCT P MCO 9001, nyHKT 4.19.
4.20 CTraTHCTHYECCKHE METOXbI

TpeGoBanus ycraHoBiaeHbl B [OCT P UCO 9001, mynkr 4.20.
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