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T'OCT P 51536—99

Brenenue

Hacrosiumii craHzapr siBisiercss IpsiMbIM TIIpUMEHEHHeM MexayHapogHoro cranuapra UCO 13485—96
«Cucremsl kauectsa. Uznemis MemuumHcKye. CrienmaibHeie Tpebopanus mo npuMeneHnio UCO 9001—94»,
noarorosieHHoro TexnuwaeckuM komureroM MCO/TK 210 «YnpapieHue KayecTBOM U COOTBETCTBYIOLIME
ACHEKTHI U1 MEMUIIMHCKUX U3IETH».

HacTosiluil rocyqapcTBEHHBIN CTAHAAPT SBJSCTCA ONHUM M3 TPEX COAEPXALIUX CHCIUaTbHBIE Tpe-
60BaHMA K CHUCTEME Ka4ecTBa MEIVLIMHCKMUX M3IEIHii, KOTOPEIE HONOIHAIOT TpeOOBaHMS, YCTAHOBICHHBIE
craumaprami cepu HCO 9000. Mogenu obecrieueHnst Ka4eCTBa, YCTAHOBJIEHHBIE B CTAHAAPTAX, NepeYic-
JICHHBIX HYDKE, [IPEACTABIAIOT co0OH Tpu YeTKO pasnuuumbie ¢opMbI TpeGoBaHMH K cHCTEME KayecTBa,
TIPUTOAHEIE UL NEMOHCTPALMH TOCTABIIMKOM MEIUIIHHCKHX W3IEIMil CBOMX BO3MOXHOCTEH H OLIEHKHU
3TUX BO3MOXHOCTEYM BHEIIHMMH CTODOHAMM:

T'OCT P 5153699 (UCO 13485--96) CucreMsnl Kauecta. Magenna MeauuuHckue. CrelnyaipHbe
tpebopanusa mo npumeHeHuo 'OCT P UCO 9001—96;

I'OCT P 51537—99 (MCO 13488—96) Cucremsl kauecta. Uznenss Mexuuuuckue. CrnenuaibHbie
tpeGoBanus no npumeneHuto TOCT P UCO 9002—96;

T'OCT P 51538—99 (MCO 14969—99) Cucremsi kayectsa. M3nenust MegunuHcKue. PykoBoacTBo mo
npuMmeHenuo N'OCT P 51536—99 u I'OCT P 51537—99

B coueranuu ¢ T'OCT P UCO 9001—96 HacTosiumii CTaHAapT YCTAaHABIMBAET TPEGOBAHHS K CUCTEME
KayecTBa IIpU IIPOEKTHPOBAHUM, pa3paboTKe, MPOM3BOJCTBE, MOHTaXe M OOCIYyXKMBAHUM MEXULUMHCKHX
u3genuit. CTaHoApT ciemyeT NPUHIWIIAM XOpoIleil Npou3BoAcTBeHHOoM npaktuki (GMP) u npumeHuM K
MEAVLHCKYM M30ENMSIM, OTpefiesieHiie KOTOPHIX NaHo B pasfgene 3.



I'OCT P 51536—99
(MCO 13485—96)

TOCYJAAPCTBEHHBIM CTAHJIAPT POCCHUCKON O®EJEPANHUN

CHcTeMBI Ka7ecTBa
HU3AENTAA MEAUTINHCKUE
Crnempamnasie TpeGopamust no npamerennio FOCT P UCO 9001—96

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

Jlara sBenenns 2001—01—01

1 O6nacTs npaMeHenus

Hacrosuit crannapr B codetahun ¢ FOCT P MCO 9001 ycranasnuBaeT TpeGOBaHUS K CHCTEME
Ka4yecTBa TMPH TPOEKTUPOBAHHM, pPa3paboTKe, ITPOU3BOJACTBE, MOHTAXE W OOCIYXHBAHUM METVLMHCKUX
W3ReUil ST OLIEHKHW BO3MOXKHOCTH ITOCTABIMKA IIPOSKTUPOBATH M TOCTABIATh MEXMIMTHCKAE H3NENHA
(MH), cooTBETCTBYIONIHE YCTAHOBICHHBIM TPeOOBAHUAM.

15t olleHKH TpeThei CTOPOHOM BHIIIOMHEHUS PETYIMPYIOLINX TpeGoBaHMI NOCTABLIMK XOJDKEH obec-
e9UTE HOocTYN K KoHbUAeHIMAIBHBIM JaHHBIM, HO HE 00sI3aH M3rOTOBJISITh KOMMU JOKYMEHTOB.

TpeGoBaHUA HACTOSILETO CTAHAAPTA SBISIOTCS PEKOMEHIYyeMBIMH.

IIpuMeuvanne — B HacTosIueM cTaHAapTe YacTo MCIOJB3YETCH TEPMMH <«eciM cooTBeTcTByem. Korma
TpeGOoBaHNE YCTAHOBJIECHO 3TOM (ppa3oif, ero CUMTAIOT «COOTBETCTBYIOIIUM» JO Te€X IOP, MOKa MOCTABIIMK HE MOXET
JOKyMEHTHPOBaTh MIOATBEPXICHHE HHavYe. TpeGoBaHue pacCMaTpHBaeTCA KAK «COOTBETCTBYIOLIEE», ECIIM PE3YILTATOM
€0 HEBHIITOTHEHHUA SIBIACTCA:

- HECOOTBETCTBHE W3JEIHsI YCTAHOBJICHHBIM TpeOoBaHUAM U (MH)

- HecnoCOGHOCTD IOCTABIUMKA IIPOBECTH IO KOHIa KOPPEKTHPYIOLee ACHCTBHE.

2 HopmaTuBHbIE CCHLIKH

B HacTosiIIeM CTaHAapTe MCIOJNb3YIOTCS CChUIKM HA CIEAYIONIUE JOKYMEHTHI:

T'OCT P YCO 9001—96 (MCO 9001—94) Cucrembl Kavyectsa. Monenp obecniedeHus: Ka4ecTpa Ipu
IIPOEKTHPOBAHMM, pa3paboTKe, MIPOM3BOICTBE, MOHTAXE U OGCAYXUBAHUM

N CO 8402—94* YmpapieHue KayecTBOM M obecredeHune KadecTsa. CioBaph

HCO 11137—95*% Crepwmzanus METUITMHCKMX M3Nemit. PaquanuonHas crepuimsaiusa. Tpebopa-
HWS TIPY NPOBENEHHH PYTUHHOIO KOHTPOJIS

3 Omnpeaenenns

B HactosiieM cTaHmapTe Mcroib3yiotces TepMuHBI o MCO 8402, TOCT P MCO 9001, a taxxke
CENYIOUIMEe TEPMHHBI C COOTBETCTBYIOUIMMHU ONpeACIeHUAMH.

3.1 memununckne w3gemus (MHU): ITpuGopsl, anmaparbi, HHCTPYMEHTEI, YCTPOMCTBA, KOMILIEKTHI,
KOMILIEKCHI, CACTEMBI C IPOrpaMMHBIMH CPEACTBAMH, 00OPYIOBaHHME, IPHUCITOCOGIEHMS, IIEPEBA3OUHEIE U
IIOBHBIE CPEICTBA, CTOMATOJIOTUYECKHME MaTepuasibl, HAGOPbl peareHTOB, KOHTPOJIbHBIE MATEpHAaNBl H
CTaHIAPTHbIe OOpas3upl, W3NS U3 MONUMEPHBIX, PE3UHOBBIX M WHBIX MATEPHAIOB, [IPUMEHSEMbIE B
MeIULIMHCKUX LEJVIX [TO OTXEJBHOCTH WM B COYETAHHMA MEXIY COG0M M NpefHa3HAYEHHbIE:

* MexnayHapoaunle cranaapTel — Bo BHUWKMU lNoccranpapra Poceun.

Hsnanme opmamansnoe



I'OCT P 51536—99

- 111 NpoWIAKTHKY, TUarHOCTHKH, JIeYeHUs 3a6oIeBaHuii, IpoBeJeHNs] METHLIMHCKIX MPOLIELYp,
YCCAENOBAHUNA MEAUIIMHCKOTO XapaKTepa, 3aMeHbl MM MoIudHKAIIMK JacTeil Tella 4eI0BeKa, BOCCTaHOB-
JICHUS WIN KOMIIEHCALMHA HAPYLIEHHBIX WIH YTPAaYSHHBIX (PHU3MONOTMYECKUX (YHKIIMI, KOHTPOJSE Hal
3ayaTHeEM;

- IJISl BO3[EHCTBHS Ha OPraHU3M YesI0BeKa TAKMM 06pasoM, YTo Mx PYHKIHMOHANBHOE HasHaYeHHe He
peajin3yeTcss XUMUYECKUM, (hapMaKoJIorMIeCKM, HMMYHOIOTHYECKUM M MeTaGOIMIeCKUM B3aHMOJIeii-
CTBHEM C OPraHM3MOM YEJIOBEKA, OMHAKO el METOJ BO3eHCTBUS MOXET HOMIEPKUBATLCS ITUMHU CPEACT-
BaMH.

IMpumMeyanue — [oHarne «<MeIUIUHCKME U3LENNA» BKIIOYAET CUCTEMH IS in Vitro JHarHOCTHKH.

3.2 axtmeaoe MUW: MU, mis meiictByst XOTOPOro HEOGXOAMMO UCTIOBE30BAHME SHEPTHH, OTIHIHON
OT TIPOM3BOIUMOM YEJIOBEKOM WJIM CHJIBI TSLKECTH.

3.3 akrusnoe mvauianTHpyemoe MH: JlioGoe aktusHoe MM (3.1 u 3.2), Kotopoe NOTHOCTBIO MU
JaCTUYHO BROIAT B TeJIO MAIIMEHTa HA CpoK He MeHee 30 mgHeil.

3.4 mmmnantupyemoe MU: lio6oe MU (3.1), npeadasHaueHHOE M1 BBEACHHS B Y€I0BEYECKOE TEJIO
WIH eCTECTBEHHYIO IIOJIOCTh B T€JIe ITOMHOCTHIO WIM YACTHYHO, a TaKXe IS 3aMEHBI SMUTEIHAILHON
ITOBEPXHOCTU WM TTOBEPXHOCTH [Jia3a ITyTeM MENMIIMHCKOTO WIM XUPYPrHIeCKOro BMELIATENbCTBA Ha CPOK
He MeHee 30 gHeit.

11 pPAMEYaHHUC — Jro ONpeneyIcHUC NPUMEHACTCA K UMINVIAHTHPYCMBIM MECIHULIMHCKAM HU3ACAAM, OTIIHY-
HBIM OT aKTUBHBIX MMIUTAHTUPYEMBIX MeIMIIMHCKHUX U3JEITHH.

3.5 crepmmnoe MHU: JIio6oe MU, mapkupoBaHHoe Kak crepuibHoe (cM. 3.6.1 UCO 11137).

NMpuMeuyanue — TpebopaHusas MapKHMPOBKH MEIMUMHCKOTO M3AENHS B KAYECTBE CTEPHIBLHOIO MOIYT GBITh
YCTAaHORBJICHB! HALMOHANIbHBIMU WIH PETHOHATBHBMH MHCTPYKLUMAMHK WIH CTaHIAPTAMHU.

3.6 mapxuposka: [TuceMeHHBIM, HanteYaTaHHbIN WK IpadHIecKHiil 3HAK, ITPOCTABICHHEI HA CaMOM
MEIULIMHCKOM U3JENINH, €r0 Tape, YIAKOBKE MU COIPOBOXAAOLIUA METUIIMHCKOE U3/IeINe, OTHOCALIMIACS
K UAeHTUGHKAIIMH, TEXHHYECKOMY OIMMCAHMIO M MCHOJb30BaHUIO MEHUIIMHCKOIO M3IEUsS, HO He BKIIO-
YEeHHbBIA B COIIPOBOAUTENbHBIC NOKYMEHTHI.

IIpuMeyanue — B HacTosieM cTAaHOApTe TEpPMHH «MeTKa», Mcnonesyemsiit 8 [TOCT P HCO 9001,
MHTEPIIPETHPYETCS B CMBICTIE «MAapKHPOBKA».

3.7 xanoGa moim3oparens: JlioGas npeTeH3Us, HanmMcaHHAsA HAa GyMare, B 3JIEKTPOHHOM BUJIE WIH
npou3HeceHHas: B ycTHolt dopMe, xoTopas yka3bisaer Ha AedeKThbl, CBI3aHHBIE ¢ HACHTUYHOCTHIO, Kavue-
CTBOM, IOJTOBEYHOCTHIO, HALEXKHOCTHIO, 6€30MACHOCTDIO MM GYHKIIMOHHPOBAHMEM MEIUUMHCKOTO U3JIe-
jus (cM. 3.1), KoTopoe ObUIO BBICTABJIEHO Ha MPOIaxy.

3.8 nosicHiTelILHOE YBEJOMIIEHHE: YBeIOMIEHHE, BRITYIIIEHHOE MMOCTABIMKOM BCIEH 3a IOCTABKOI
MEIULIMHCKOIO U3JeNus, Hecyllee CIeIyIoIyIO JOMOTHUTENbHYI0 HHPOPMAIIHIO:

- WCIOJIb30BAHUE MEIMIIMHCKOTO W3/IEIIHS;

- MogudbHKaIU METULIMHCKOrO H3Ie/Ins;

- BO3BpAT MEIHMIMHCKOTO M3IEIUS ITOCTABIIHUKY;

- paspyleHne MeTUUMHCKOTO H3NENus,;

C LIETBI0 KOPPEKTUPYIOILET0 WM NMPOdUIAKTHYECKOro JEHCTBUSI M IIPUBEEHUS B COOTBETCTBHE C
JNeHCTBYIOIMMHI CTAHIAPTaMU.

4 TpeGoBaHusa K cAcTeMe KaqyecTBa

4.1 OTBeTCTBEHHOCTb PYKOBOACTBA

TpebGosanusa ycranosienst 8 TOCT P UCO 9001, mynxr 4.1.

4.2 Cuctema xayecTBa

4.2.1 O6ure nonoxenusi — no 'OCT P UCO 9001, mynxr 4.2.1.

CrneunansHoe TpeGoOBaHMe JUIS BCEX M3/IENIMIA:

TIOCTABHIUK NOJDKEH pa3paboTaTh M JOKYMEHTHPOBATh YCTAHOBJICHHBIE TPeGOBAHMSA IS MEAMIIMHCKHX
A3IETHIA.

HDpumevanue — Ecm HacToAMIA CTAHAAPT YCTaHABIMBAeT COOTBETCTBHE C PEryIHpPYIOIIMMH TpeGona-
HHUAMM, OHM JOXHEI OBTH BKIIOYEHBI B yCTaHABIMBaeMbie TpeGOBaHHUSA.

4.2.2 Mpouexypsl cucreMel kagecrsa — o F'OCT P UCO 9001, nynkr 4.2.2.

4.2.3 Ilnanuposanue kavecrsa — o 'OCT P UCO 9001, nyakr 4.2.3.

CrenuanbHoe TpeOOBaHME IS BCeX M3TSIHIA:

MOCTABLIMK JODKEH YCTAHOBUTH M COXpaHATH Gaill, COXepXallil JTOKYMEHTHI, Ompeleisionme
TEeXHUIECKUE TpeOOBAHUS K M3[IeIUI0 ¥ TpeGOBaHUS K cHCTeMe KauecTBa (ITPoliece M FapaHTHs KayecTBa)
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IO MPOM3BOCTBY B LIEJIOM, @ TAKIKE MOHTAXY ¥ OOCIYKMBAHUIO, €CITU HEOOXOIUMO, IS KAXIOTo TUMa/MO-
NEH M3eUs, WIA OTOCATh K MECTY pa3MeEIleHHsT UCTOUYHMKA 3Toi MHbopmauuHd (4.5.2 u 4.16).

4.3 AnanmM3 KOHTpPaKTa

TpeGosanus ycraHorieHs! 8 TOCT P UCO 9001, mynkr 4.3.

4.4 Yupasnenue NpOEKTHPOBAHAEM

4.4.1 O6mue monoxenus — o 'OCT P UCO 9001, mynkr 4.4.1.

CrennansHoe TpeGoBaHUE I BCEX H3XEJTHIA:

- B IIpoliecce MPOEKTHUPOBAHMS ITOCTABLIUK JOJDKEH CIENaTh aHANU3 PUCKOB M [IONTOTOBUTH OTYET O
JIOOBIX PUCKAX, MOATBEPXKAEHHBIX NCCAECHOBAHUAMM.

4.4.2 TInaHupoBaHMe Ipolecca MpOeKTHPoBaHus M pa3pabotku — o FOCT P UCO 9001, myHkT
442,

4.4.3 OpraHusalMoHHOe U TexHu4eckoe B3aumogaeiictBue — 1o TOCT P UCO 9001, nyskr 4.4.3.

4.4.4 Bxonnnie npoektHbie gaHHee — 110 T'OCT P UCO 9001, nynkT 4.4.4.

4.4.5 Bexomubie nmpoexTHbie faHHbie — 1o 'OCT P UCO 9001, nmyHkT 4.4.5.

4.4.6 Ananus npoexta — o FOCT P UCO 9001, nmysxT 4.4.6.

IIpuMeuyaHue —AHaIN3 NPOEKTa NOJDKEH BKITIOYATh IIPOBEPKY yueTa TpeOOBaHMIA IEHCTBYIOIIMX
Canllus.

4.4.7 Tposepka npoekra — 1o FOCT P UCO 9001, mynkr 4.4.7.

IIlpunmedandue — IIpy npoBepke TIPoeKTa HeoOXOMUMO YOEIUTBCS, YTO JOKYMEHTAlUs 110 USIOTOBIECHHUIO,
MOHTAXy M 0OCIYKUBAHMIO U3LEINI CONEPXHUT TpeGoBaHMs Ge30TIaCHOCTH B HeoGX0MMoM obbeMe.

4.4.8 VYreepxnenue tpoekra — o FOCT P UCO 9001, myuxr 4.4.8.

CrienipansHoe TpeGoBaHUE JUTS BCEX M3IENUit:

- [UTSl YTBEPXIEHHUS IIPOEKTA [TOCTABILIUK JOJDKEH MPOBOAUTh KIIMHUYECKUE, CAHMTAPHO-THTHEHHYeEC-
K1€ U TOKCHUKOJIOTHIECKHE MCCIETOBAHUS Y COXPAHSTh MX PE3YJIbTaThI.

[IpuMeuanue — KiHuuecKHe UCCIEI0BAHUA MOTYT BKJIIOYATh COOTBETCTBYIOILYIO HAYYHYIO IMTEPATYpy,
HCTOPHYECKYIO HHPOPMAITMIO O TIONOOHEIX ITPOEKTaX U (MIN) KIMHUYECKH 6e30MacHBIX MaTepHanax WM 0 KIMHWYEC-
KOM HCCIIeIOBAaHHM MITH 00 HCIILITAHMAX, TIOATBEPXKIAIOLINX, YTO YCTPOMCTBO obecneunBacT GyHKIIMOHMPOBAHUE IIO
Ha3HAYEeHUIO.

4.4.9 Hsmenenus npoexra — no 'OCT P UCO 9001, myukr 4.4.9.

4.5 Yupapienue NOKyMEHTAmHeH H JAHHLIME

4.5.1 O6wme nosoxenust — no TOCT P UCO 9001, mynkr 4.5.1.

4.5.2 VTBepXIeHUE U BBITYCK JoKyMeHTauuu ¥ gaHHbeX — o F'OCT P UCO 9001, nyukT 4.5.2.

Crenuasibible TpeGOBaHUS ST BCEX M3IETUA:

- MTOCTABILUHUK AOJDKEH OIpeNeUuTh NMEPHOM, B TEUSHHE KOTOPOTO He MEHee OIHOMH KOITHH YCTapeBUIHX
KOHTPOJNMPYEMBIX JOKYMEHTOB IOKHO OBITb COXpaHEHO. DTOT IEPHOA JOJIKeH rapaHTHpOBaTh TIPUTOMI-
HOCTb TEXHUYIECKMX YCIOBMIA, TTO KOTOPHIM U3eJIUs ObUTH M3rOTOBJIEHH B TEYEHHE CPOKA CITYXObI M3AEIHs,
OIIPEIEIEHHOTO MOCTABIMKOM, HO HE MEHEe IISITH JieT.

II pPHMCECYaHNEC — TTocraBumxK Ho/DKeH COXpaHsTh pE3yJbTaThl CAHHTAPHO-TUTHEHHYCCKIX ¥ TOKCHMKOJIOIH-
YECKUX UCCNECHROBAHMIA, a TAKXKe 3aKIIIOYECHHS O TUTHEHWIECKON OlIeHKe TIpOM3BOACTBA.

4.5.3 NameneHue gokymeHToB M AaHHbX — o TOCT P MCO 9001, nyukr 4.5.3.

4.6 3akynkm

4.6.1 Oo6ume nogoxeuuda — o FOCT P UCO 9001, nyskr 4.6.1.

4.6.2 Ouenka cybrogpsimaukos — o 'OCT P UCO 9001, nyHkT 4.6.2.

4.6.3 JTokymeHraius Ha 3akynky — o T'OCT P CO 9001, myukT 4.6.3.

CrneuuansHoe TpeGoBaHUWE JUISL BCEX U3ACIIHIA:

- B COOTBETCTBHH CO CIICLHAJBHBIMU TPeOOBAHMUAMHM K IIPOC/IeXMBAEMOCTH, YCTAHOBJIEHHBIMH B 4.8,
MMOCTABUIMK HOJDKEH COXPAHATH Komuu (4.16) COOTBETCTBYIOIMX JOKYMEHTOB O KYIUIE-IIPOJaXe.

4.6.4 TIposepka 3akyiuieHHoM npoxykuuu — no T'OCT P UCO 9001, nyskr 4.6.4.

4.7 Yuparneade upoayKuMei, HOCTABIAEMOI noTpedATenemM

Tpe6osanus ycranosaeHst B TOCT P UCO 9001, mmynkr 4.7.

4.8 Unerraduxanas u OPOC/ICKHBAEMOCTh MPOAYKITHH

Tpe6osanus ycranomtensl B TOCT P UCO 9001, nmyHkT 4.8.

CneuuanbHele TpeGOBAHUS JUIS BCEX M3ICTUU:

a) uaeHTUuhUKAIUS

TTocTaBIIMK MOJKEH YCTAHOBMTH M IOMKEPXKUBATh IPOLENYPHI, FTAPAHTHUPYIOIIHE, YTO MEIMIIMHCKUE
W3NS, BO3BPAlEHHBIE [TOCTABIIMKY JUIS BOCCTAHORIEHUSI COOTBETCTBHS OIIpeeieHHbIM TpeOOBAHUIM,
WieHTHGULMPOBAHBl ¥ OTIIMYAIOTCS OT KauecTBeHHOM mponykiuu (4.15.1);

6) IIPOCICKNBAEMOCTh



T'OCT P 51536—99

TMocTaBMK SOJKEH YCTAHOBUTH, JOKYMEHTHPOBATh M ONNEPXUBATH MPOLIEYphI IIPOCIEXKUBAeMOC-
TH, KOTOPHIE OIpeJe/HIOT CTENeHb IIPOCEXNBAEMOCTHA M 06JIervaoT KoppeKTHpyloliee 1 IpeXyIpexaao-
wee aedcTere (4.14).

JomnonHurensHbIe TPeOGOBAHUS A AaKTUBHAIX MMIUIAHTHPYEMbIX U MMIUIAHTUPYEMBIX H3CTUR:

- TIpY OTIpENIEIEHUH CTEIEHH IIPOCJIeXUBAEMOCTH IOCTABIINK JOJDKEH YIUTHIBATh BCE UCIIONMb3yeMble
KOMITOHEHTbI, MATEPHAIBI ¥ MX COYETAHME C YCIOBMSIMM OKpYXarollei cpenst [cM. 4.9 6), mepeuuncienue 4)],
KOTOpbIE MOTYT TPHBECTH METUIIMHCKOE HM3C/HHE B COCTOSHHE, HE YIOBJIETBOPSIOHIEE OIPEACICHHBIM
TpeOOBAHUSIM.

INocraBumk noxeH TpeGoBaTh, YTOORI €ro0 TOPrOBBIE AT€HTHI WIH AMCTPUOBIOTOPBI COCTABISUIM M
MOJMEPKUBAIA OTYETHl O IMOCTABKAX H3AENMl 1A obecrevyeHHs TPOCIESKUBAEMOCTH, NOCTYIHBIE IS
HHCHEKTHPOBAHHS.

4.9 ¥YnpasneHne npomeccaMm

TpeGopanus ycraHopiaendsl B 'OCT P MCO 9001, myHkT 4.9.

CrenuaibHbie TpeOOBaHMSA U BCeX W3IETHIA:

a) mepcoHai

IlocTaBIMK SOXEH YCTAHOBUTH, HOKYMEHTHPOBATE M ITONMEPXKUBATH TPeOOBAaHMUS 110 06eCIEYEHUIO
300pPOBbSI, YHCTOTHI MEPCOHANa W €ro OHEXIbI, €CIM KOHTAKT MEXAY NMepCOHAJIOM W MU3JeIMEM WIH
OKPYXAIOlIel cpexoil MOXeT HEGIArONMPHUATHO MOBJIMATh HA Ka4eCTBO M3IEIHS.

IMocTaBINKMK JOMXeH oGeclnedMBarh, YTOOBI NEPCOHATI, KOTOPHIA OymeT paboTarts B CHEIMAIBHBIX
YCAOBUSIX OKPYXAIolle# cpenpl, 6501 COOTBETCTBEHHO OOYUEH HUTH KOHTPOJMPOBAICS OOYyYEHHBIM YyeaoBe-
KoM (4.18).

6) KOHTPOJIb OKpYXalolei cpelbl MPOBOIAT B CICHYIOIIMX CIyqasX:

1) mpH MOCTaBKe CTEPWILHBIX U3MENUH;

2) TpU MOCTABKE HECTEPWIBHBIX M3MEJIMI, KOTOPBIE CTEPWIM3YIOT Iepel UCIIONb30BAHNEM;

3) muxpobuonorugeckas U (W) MaKpoOHOIOrMYecKast YMCTOTA HIH APYrUe YCIOBIS OKpyXaroei
cpelbl UMEIOT 3HaYeHHE IPH MX DKCILIyaTalliu;

4) ycioBHUS OKPYXAIOIIEil cpelbl MMEIOT 3HAYEeHMEe TIPU M3TOTORICHNH U3JIENHit, TOCTABIIKK JO/LKEH
YCTaHOBHTH Y JJOKYMEHTHPOBATk TpeOGOBAaHMA K OKpYXalolIei cpele, B KOTOpOH H3lenue IPUMEHSIOT.

Ecmu HeoGXomuMo, YCIOBHS OKpyXarollleil cpelbl JOJDXKHBI KOHTPOJMMPOBAThCS W (WIHM) IMOMJIEXaTh
MOHMTOPHHLY;

B) 4YMCTOTa W3JENHS

ITocTaBmuK JOMXEH YCTAHOBUTH, HJOKYMEHTHPOBATE M IOIEPXMUBATh TPeOOBAaHUS K YUCTOTE CIIERY-
IOIUX HM3EeJIHI:

1) u3nenue NMpeaBapUTESLHO OYMILEHO ITOCTABIIMKOM IO CTEPHIM3AIUMK U (UJM) HCIIONb30BaAHMS;

2) H3eUe MOCTABIIETCS HECTEPHILHBIM, €CIH OHO JOJKHO OBITH ITOABEPIHYTO MPEACTEPWIH3ALM-
OHHOM OYMCTKE JI0 CTePIIM3ALUN U (MIH) UCITOIb30OBAHUS;

3) u3menHe NpexHa3HAYEHO VIS MCIIONb30BAHUS HECTEPWILHBIM, M €ro YUCTOTA HE MMEET 3HAYCHUE
[IPH MICITOJIb30BAHUY;

4) BpegHble areHTH JOKHEL OBITh YAANEHBI U3 W3SHMs BO BpeMs U3rOTOBISHMS.

Ecnu HeoOxoaMMo, M3MeIHe OYMINAIOT B COOTBETCTBHM C IEPEYHCICHUAMH 1 WK 2 U HeT HeoOXo-
IUMOCTHU B BBITIOJIHEHUU ClielManbHbIX Tpebosanmii (4.9 a) u 4.9 6)) 1o npoleaypsl OYUCTKHY;

T) obcIyxXuBaHHe

INocTaBimmk HOCKEH YCTAHOBUTH M JOKYMEHTHPOBATh TPeOGOBAHHSA MO OOGCIYyXMBAHUIO, €CTH TaKue
IeUCTBMSI MOTYT BJIMSITh HA Ka4eCTBO H3AETMIL.

OTyeTsl 06 0OCITYXHBAHUM CIIEXYeT COXPAHATH (4.16);

) MOHTax

Ecnn HeoOxomMo, MOCTaBIIMK AOJDKEH YCTAHOBUTH M JOKYMEHTHPOBAaTh KaK MHCTPYKLMIO, TaK U
KPUTEPUH IPHEMKHM MOHTaXad U IIPOBEPKH HM3[IEIINA.

OT4eTr 0 MOHTAXE M MPOBEpKe, CHENAHHbBIE MMOCTABIIMKOM WIM €r0 YIIOJIHOMOYEHHBIM [pe/ICTaBY-
TeNneM, clienyeT XpaHuTh (4.16).

Ecnu xonTpakT (4.3) 11o3BossieT OCYIIECTBISAT, MOHTAX CAMOCTOSITeNIbHO, He mpuberas K yciayram
MOCTABIIMKA HJIM €ro YIOJHOMOYEHHOro IpPENCTaBHTENsA, ITOCTABUIMK NOJLKEH 0OGECHEeYHMTh MOKYMaTeNs
MUCbMEHHBIMH HHCTPYKIIMSIMH Ui MOHTaXa M IPOBEPKH;

¢) IporpamMmHoe obecIiedeHue IIPOU3BOICTBEHHOTO Ipolecca

TlocTaBIMK JOJDKEH YCTAHOBUTH U IONAEPXUBATH JOKYMEHTUPOBAHHBIE MPOLEAYPHI MO ATTECTANHHU
MIPUMEHSIEMOTO IIPOTPAMMHOT0 06ecIieYeH s, KOTOpOe UCHIONB3YeTCs ISl YIIPaBJIeHHS TPOU3BOACTBEHHEIM
MPOIIECCOM. Pe3yiIbTaThl aTTeCTAUU JOJIKHBI OLITh 3aperHCTpHUpOoBaHEl (4.16).

JlononHUTeNRHOE TPeOOBaHUE IS CTEPYIIBHBIX U3ETWIA:

TNocTraBmMK A0XeH IMOABEPrHYTh U3IeNNe YTBEPXIeHHOMY IIpolieccy CTEPHIN3aLMY M 3apUKCUpO-
BaTh (4.16) Bce mapaMeTprl KOHTPOJIA TIPOIEcca CTEPHIH3AIINY.

4
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4.10 KoHTpoab ¥ NCOBITAHAA

4.10.1 O6urue nosoxenus — o J'OCT P UCO 9001, nyukr 4.10.1.

4.10.2 BxomHoit KoHTpoab X HctbiTanug — o FOCT P UCO 9001, oyHkT 4.10.2.

4.10.3 KoHTposb ¥ UCTIBITAHHUS B Tpoluecce npoussoictsa — rro TOCT P UCO 9001, nynkr 4.10.3.

4.10.4 OxoHYaTeIbHBIA KOHTPONb U McnbTanusa — o TOCT P UCO 9001, nyHkT 4.10.4.

4.10.5 Perucrpaumst JaHHBIX KOHTpOJSI ¥ McrbItanuit — o TOCT P UCO 9001, mynkr 4.10.5.

CrienpanipHoe TpeGoBaHMe I aKTUBHBIX HMILTAHTHPYEMBIX M UMILTAHTAPYEMBIX W3JeJTuil:

- IIOCTaBIUMK JOJDKEH perMCTpHpoBaTh (4.16) MMMHOCTH IIEPCOHANA, HMPOBOISILUEIC KOHTPOIbL WIU
UCITLITAHMS.

4.11 YnpasrieHne KOHTPOJBLHbIM, H3MEDHTENBHBIM H HCHLITATENLHLIM 000pyAOBaHAEM

Tpe6oBauusa ycranorieHsl B TOCT P MCO 9001, yHkr 4.11.

4.12 Craryc KOHTpPOJIS H HCHBITAHHH

TpeGopauus ycranosieHsl B FOCT P UCO 9001, nyukr 4.12.

4.13 Yupasnenne HecOOTBETCTBYIOmEH NPOAYKIMEH

4.13.1 OGwume monoxenuss — no FOCT P UCO 9001, myuxr 4.13.1.

4.13.2 AHaIM3 ¥ YTWIM3aIHA HecooTseTcTByowedl npoaykuuy — no F'OCT P UCO 9001, nyHkT
4.13.2.

CrenpanpHble TpeOGOBAHUS JUISL BCEX M3EIMIA:

- TIOCTABLIMK NOJDKEH rapaHTHPOBATh, YTO HECOOTBETCTBYIOLUEE H3LEIUEe MOXeT OBITh IIPUHSITO IPH
BBIIIOJIHEHHUH PETYIMPYIOIIHX TpeboBanuit. JIMYHOCTE YenoBeKa (JoAeid), IPOBOAALIETO IPHUEMKY, JOJDKHA
GBITh 3aperucTpuponaHa (4.16).

Ecau uanenve qosxHo GbITh 10paboTaHo (OMUH HMJIM HECKOJBKO pa3), HOCTABIIMK NOJDKEH JOKyMEH-
THPOBATH J0paGOTKY B paGodeil HHCTPYKIIMK, KOTOpast [IPOXOAUT MPOIieAyphl pa3paboTKyU U YTBEPXKICHUSI,
aHAJIOTHYHEIE YKa3aHHBIM B pabodeit HHCTpyKuMH. J10 paspaboTKy ¥ YIBEPXAECHHS JOJXKHO ObITh CAEIAHO
M TOKYMEHTHPOBaHO olpeneieHue aodoro nodoursoro adpdexra 10paboTaHHOTO U3AETHS.

4.14 Koppexrupyiomme H opeaynpekialomue JeHCTBHA

4.14.1 O6mme nonoxeuus — no FOCT P UCO 9001, nyHkT 4.14.1.

CrenuansHbie TpeOOBAHHS IUIST BCeX W3EIHiL:

- MOCTaBIIKK JOJDKEH YCTAHOBMTH M MOAAEPXKUBATh JOKYMEHTHPOBAHHYIO CUCTeMY OOpaTHOM CBA3M
ISl obecriedeHUs paHHero MpeXylipeXaeHHusi BOIHHUKIUIUX IipobieM KayecTsa ¥ NPOBENEHHA KOPPEKTHPY-
omiero 1 (Win) npodIaKTHIECKOro JeHCTBYIA.

Ecnn Hacroswuiil cTaHAapT UCITONB3YIOT UL COTJIACOBAHUS C PETYJIMPYIOIIMME NPABWIAMH, KOTOPBIE
TpeOYyIoT, YTOOBI TOCTABLIMK MOJYYHJII OMBIT TOC/IE BBITYCKA M3 IIPOM3BOLCTRA, AHAIM3 TOTO OITBITA JIOJKEH
SIBJISITBCSL JACThIO CHCTEMBI OOpaTHOM CBS3H.

TMocTaBIUKK JOKEH XpaHUTh oT4eTH (4.16) 0 Bcex 0GcaeqoBaHUSIX NpeTeH3Mit noTpebuTeneit. Ecaun
obciieNoBaHUe MTOKA3aio, YTO HE3HAYUTEIbHBIE NeHCTBUS YCTPAHWIY NPETEH3UIO NTOTPEOHTENSA, COOTBET-
CTBYIOLIMI 06MeH uHdopManuel foxXeH ObITh YCTRHOBICH MEXIY IOCTABIINKOM U IOTpeOUTENEM.

Ecny mobas nperensusa noTpedbuTesi He SBISETCA CAEICTBUEM KOPPEKTHPYIOLEro U (W) npodu-
JIAKTUYECKOTO MEHCTBUil, IPUYKMHA ee HOJDKHA OBITh YCTAaHOBJIEHA.

Eciy HacTosIui CTAHAAPT HUCIIONB3YIOT VIS COINIACOBAHMS C PETYIHPYIOIIMMH [IPaBHIAMH, NTIOCTAB-
ILMK JOKEeH YCTAHOBUTH, HOKYMEHTHPOBAaTh M IOAAECPXMBATH NPOLENYPH YCTpaHEHHS WHIIMAECHTOB,
obecrreunBalole COOTBETCTBYIE YCTAHOBICHHBIM KPUTEPHSIM.

TocTaBIUK HOMXKEH YCTAHOBUTH, JOKYMEHTHPOBATh M NMOIACPXUBATH MPOLIEAYPHl YCTPaHEHHS pa3-
HOMJIACHH 110 MpeXbABIEeHHBIM IIPETeH3HSM K H3LENHsIM. DTH TIpOLEeHYphl JHODKHBI ObITh TIpHBEHEHBI B
HCIIOJTHEHUE B MI0G0E BpeMsl.

4.14.2 Koppexrupyioume aepicteusa — o I'OCT P UCO 9001, nmynkr 4.14.2.

4.14.3 Tlpenynpexnaoume aeiicreust — o TOCT P UCO 9001, myukT 4.14.3.

4.15 Horpy3ouno-pa3rpy3ounbie paboThi, XpaHeHHe, YNaKOBKA, KOHCEPBANMS H IOCTABKA

4.15.1 O6ume monoxenus — o 'OCT P UCO 9001, nynxkr 4.15.1.

CreunansHable TpeGOBaHMA JUIS BCeX H3AEHI:

- TOCTaBIIMK XOJDKEH YCTAHOBUTL U IONAEPXMBATh NOKYMEHTHPOBAHHBIE IIPOLICAYPHI KOHTPOJISA
H3AEAUA ¢ OTPAaHNYEHHEBIM CPOKOM I'OTHOCTH WIH CO CHEeLHAIHBIMU TPeOOBAHUAMHU K YCIOBUAM XPaHEHHA.
YcnoBUS XpaHeHHs CIEAYET KOHTPOJIMPOBATE M PETUCTPHpoBath (4.16).

Ilpu HeoOXOOMMOCTH YCTAHABIMBAIOT, JOKYMEHTUPYIOT M NOAREPXKUBAIOT CHELUAIBHBIE MEPHI s
oDecriedeHMs] KOHTPOJISI MCIOJIBb3YEMOro W3Ie/Msi M TMPEHOTBpPAILCHMUS 3arpsi3HCHMST IPYroro W3Ienus,
NIpOM3BOACTBEHHON OKPYXAIOLIEH cpelbl WIH NepCoHaNA.

4.15.2 TNorpysogHo-pa3rpy3odHsie pabotsl — mo F'OCT P MCO 9001, myHkT 4.15.2.

4.15.3 Xpauenne — o F'OCT P UCO 9001, myuxr 4.15.3.

4.15.4 Ynaxoska — o I'OCT P UCO 9001, mynxkr 4.15.4.

CriennaibHoOe TpeGoBaHUE IS aKTUBHBIX HMIUIAHTHUPYEMBIX M MMILIAHTHPYEMbIX M3AeSIHiL:
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- MOCTaBIIKK IOJDKCH PErMCTPUPOBATH JIMYHOCTE JIIONEH, KOTOpbIE BBITONHSAIOT 3aKIIOYUTENHHYIO
onepaluic MapkupoBkH (4.16).

4.15.5 Konceppanusa — mo 'OCT P UCO 9001, myukr 4.15.5.

4.15.6 Tlocraska — o TOCT P UCO 9001, mynxr 4.15.6.

CreuuanbHoe TpeboBaHue Wi AKTHBHBIX MMILIAHTHPYEMBIX M UMILTAHTHPYEMBbIX U3ACIIHIA:

- HOCTaBUIMK JOKEH rapaHTHPOBATh, YTO HAMMEHOBAHHME ¥ alpec Ipy30IoiyJares oCTarIaeMOi
MPONYKUMH BKIIOYEHO B OTIETHI IT0 KayecTBy (4.16).

4.16 YupasieHue peracTpamuel JaHAbIX 0 KAYeCTBE

TpeGosanus ycradorieHsl 8 FOCT P UCO 9001, mynxT 4.16.

CrennajgsHoe TpeOOBaHUeE IS BCEX M3METHIA:

- MOCTaBIIMK JOJDKEH COXPaHATh OTYETHI IO KaYeCTBY B T¢HeHHE BPEMEHU SKBHBAICHTHOIO CPOKY
CIyXOBI W3e/IMSI, YCTAHOBIIEHHOI'O ITOCTABILIUKOM, HO HE MEHEe IISITH JIeT CO ZHS OTIIPABKH I1OCTABIL{MKOM.

IMocTaBIIMK A0OCKeH YCTAHOBMTh M HMOANEPXKMBATh OTYETHI Ha KAXKIYI0 HApTHIO U3NENUH, KOTOpBIE
00ecTeYuBaloT IPOCIeXUBaEMOCTb 10 4.8 ¥ HASHTHOULMPYIOT KOJIMYECTBO U3TOTOBJIECHHBIX ¥ ONOOPEHHBIX
IUIA TIOCTaBKH u3nenuit. OTdeT HA HapTHIO M3NEU HoKeH OBITh IPOBEPEeH M YTBEPXACH.

8 pPHMEYAHUEC — I’Iap’ma MOXET COCTOATDL U3 OJHOI'O U3ICNTNA.

4.17 BHyTpeHHHE NPOBEPKH KAYECTBA

Tpe6oBanus ycraHosieHsl B [OCT P UCO 9001, myuxr 4.17.
4.18 IloaroroBka KanpoB

Tpe6oBanus ycranomiteHsl 8 TOCT P HCO 9001, myukr 4.18.
4.19 OOcayxmBanne

Tpebosauud ycraHosneHsl B [OCT P UCO 9001, nyskT 4.19.
4.20 CraTHCTHYeCKHE METOIB

TpeGosBauug ycraHosneHsl B TOCT P UCO 9001, myukT 4.20.
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