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Bsenenue

Hacrosiupaii craHmapr sBisieTcs NpsIMBIM [IPUMEHEHMEM MeXIyHapoAHoro crangapra MCO 13485—96
«Cucrems! xayectsa. Manems Memvumnckue. CrieupanbHble TpeGopaHus 1o npuMeHeHmo MCO 9001—94»,
noarorosieHHoro Texnuaeckum kKomuretom MCO/TK 210 «YTpaBjieHle Ka9eCTBOM H COOTBETCTRYIOIIME
ACTIEKTH! U1 MEMUILIMHCKUX M3IEIHH».

Hacrosiimii rocyqapcTBEHHbI! CTAHIAPT SIBISIETCS ONMHUM M3 TPEX COHEPXKALIUX CreLpATbHEe Tpe-
6oBaHMA K CHCTEME KAYeCcTBa MEIULIMHCKUX H3IENHii, KOTOPHIE JONONHAIOT TpeOOBaHMS, YCTAHOBICHHbIE
craupapramu cepud MCO 9000. Mognesn obecrieyeHust Ka4ecTsa, yCTAHOBJIEHHBIE B CTAHAAPTAX, EPEYsc-
JICHHBIX HYXe, IPENCTABIAIOT CoOod TpH 9eTKO pasnuiumbie ¢opMbl TpeGoBaHMIA K CHCTEME KAYecTBa,
NpUTOAHBIE IS AEMOHCTPALMH MOCTaBUIMKOM MEIHIIMHCKNAX H3NEIHH CBOUX BO3MOXHOCTEH H OLICHKM
3TUX BO3MOXHOCTEY BHEIIHUMH CTOPOHAMMU:

T'OCT P 51536—99 (MCO 13485—96) Cucremnl xauectsa. Uzmenusa MemmuuHckue. CrienaibHbIe
TpeboBanusa no npumeHeHuo 'OCT P UCO 9001—96;

I'OCT P 51537—99 (MCO 13488—96) Cucremsl kauectBa. Manenust MeguuuHckue. CrenmaibHbie
tpeboBanus o mpuMmeHeHuio [OCT P UCO 9002—96;

T'OCT P 51538—99 (MCO 14969—99) Cucremsl kauectsa. Manenus MenuuuHcKue. PyKoBoICTBO 10
npumeHenuo 'OCT P 51536—99 u T'OCT P 51537—99

B coueranuu c TOCT P UCO 9001—96 HacTosILuMit CTAHAAPT yCTAHABRTMBAET TPEOOBAHMUS K CHCTEME
KayecTBa [P IIPOEKTHPOBAHUM, pa3paboTKe, MPOM3BOJCTBE, MOHTAXe M OOCIYKMBAHUK MEXULMHCKHX
usnenuit. CTaHmapT ciemyeT NPUHIMIIAM XOpOIUei pOM3BoOACTBEHHOM npakTukM (GMP) u npuMeHuM K
MEIVIHCKUM U3IENMSIM, OIpe/ieleHre KOTOPBIX IaHO B pasjele 3.



Ir'OCT P 51536—99
(MCO 13485—96)

TOCYJAAPCTBEHHBINA CTAHJIAPT POCCHUMCKOHM ®EJEPALIUMU

CucTeMbI K29€CTBA
U3IENNA METUITNHCKUE
Cnemmamusie TpeGosamus no npamenennio TOCT P UCO 9001—96

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

Jara ssenenns 2001—01—01

1 O6nacTs npAMeHERHs

Hacrostiuumit cragnapr B coderanun ¢ FOCT P MCO 9001 ycraHapimBaeT TpeGOBaHUS K CHUCTEME
KayecTBa MpH NPOEKTHPOBAHUM, pa3paborke, MPOU3BOACTBE, MOHTAXE W 0BCIYXKUBAHUM MEIUUMHCKMX
U3IeNuil 11 OLIEHKM BO3MOXHOCTH ITOCTAaBIIMKA MPOEKTHPOBATh YU IOCTABIATH MEAUIMHCKHAE M3NEITHA
(MH), cooTBETCTBYIONIHE YCTAHOBICHHBIM TPeOOBAHUM.

J1nst olleHKH TpeTbeli CTOPOHOM BbINOJHEHUS PETryIUPYyIOIIHX Tpe6OBaHMIA MIOCTABLIMK JOJDKEH obec-
MEYUTh ZOCTYN K KOH(GUAEHIMATBHBIM JaHHBIM, HO He 00sI32H M3rOTOBJIATH KOMUH NOKYMEHTOB.

Tpe6GoBaHUA HACTOSIUETO CTAHAAPTA SIBISIOTCS PEKOMEHIYEMbIMH.

IIpuMeyaHKue — B HacrofllleM CTaHIapTe YacTo HMCIONB3YeTCA TEPMMH <«CCIM COOTBETCTBYET. Korna
Tpe6oBaHNE YCTAHORNEHO 3TOM (Pasoli, €0 CUMTAIOT «COOTBETCTBYIOUIMM» IO TeX NOP, I0KA MOCTABIIMK HE MOXET

JHOKYMEHTHPOBATh MOATBEPXIACHUE HHA'UC. Tpe60]3aHHC paccMaTpuBaeTCA KaK «COOTBETCTBYIOLIEE», €CJIA PE3YIIBTATOM
€0 HEBHIIIOJHCHHUA SBJIACTCA:

- HECOOTBETCTBHE M3JIEIMS YCTAHORIEHHBIM TpeGoBaHUAM M (MIIH)
- HecnocoBHOCTD ITOCTABLIMKA MIPOBECTH [0 KOHIIA KOPPEKTUPYIOLIce AeHCTBHE.

2 HopmaTmBHbIC CCHUIKH

B HacTosIEM CTAHAAPTE MCHOJB3YIOTCS CCHUIKM Ha CNEYIONe TOKYMEHThI:

TOCT P YICO 9001—96 (MICO 9001—94) Cucremsl KauecTBa. Monenb obecrnedeHus Ka4eCcTBa IpA
IPOEKTHPOBAHMM, pa3paGoTKe, IPOM3BOICTBE, MOHTAXE M OOCTYXUBAHUH

VCO 8402—94* YmpanieHHe Ka4ecTBOM U obecredeHue KavecTsa. CoBapb

VCO 11137—95* Crepwmsauus MEAULMHCKUX U3feaui. PanHauMoHHasi CTepIIN3ALINA. TpebGoBa-
HUS TIPH NPOBEJECHUN PYTUHHOIO KOHTPOJIS

3 Onpeaenenns

B HacTosilieM CTaHZapTe Mcronb3yiorcs Tepmuusl mo MCO 8402, TOCT P UCO 9001, a Takxe
CIIEAYIOIIHE TEPMUHBI C COOTBETCTBYIOLIMMY ONMpPEACTCHHAMM.

3.1 memumunckne wagemnss (MH): ITpuGopsl, ammaparbl, MHCTPYMEHTbI, YCTPOMCTBA, KOMIUIEKTHI,
KOMIUIEKCHI, CHCTEMBI C IIPOrpaMMHBIMK CPECTBAMH, 0GOPYIOBaHNE, IIPUCITOCOONEHMS, IEPEBA30THbIE U
IIOBHBIE CPEICTBA, CTOMATONIOIMYECKME MATepHaibl, HaGOpbl PEarcHTOB, KOHTPOJIBHEIE MaTepUalbl M
CTAHAAPTHBIE O6pA3Lbl, M3NEHUS U3 MONMMEPHBIX, PE3UHOBBIX M MHBIX MATEPUAIOB, [PUMCHSCMBIC B
MEIMIIMHCKUX LIeJIX 1O OTHEIbHOCTH WIM B COYETAHMM MEXIy Coboil U NpefHasHaYeHHBIE:

* MexayHaponsuie cranaptel — Bo BHUMKMU Toccranaapra Poccnn.

Hsnanue opunpansaoe
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- Ut NPOGWIAKTHKY, TUaTHOCTUKY, JIeYeHHUs 3a60IeBaHMIA, [TPOBENEHMS MEIUIIMHCKHUX [IPOLEAYD,
MCCIENOBAHMI MEJULIMHCKOIO XapaKTepa, 3aMeHbl WK MOIM(UKALMK JacTeid Tejla YET0BEeKa, BOCCTAHOB-
JICHWS WIH KOMIIEHCALMKM HApYIIEHHBIX WIM YTPaYEHHBIX (PU3HOIOTUYECKMX (PYHKIMIA, KOHTPOJS HAX
3ayaTHeM;

- JUISL BO3[IEHCTBHS Ha OPraHU3M YeJIOBEKA TAKMM 06pa3oM, 9YTO MX PYHKIMOHAILHOE Ha3HAYEHUE HE
peau3yeTcsa XUMHYECKUM, GapMaKoIoTHYeCKM, HMMYHOIOTHYECKUM WM MeTa0OIMYECKIM B3aUMOAEH -
CTBUEM C OPraHM3MOM Y€JI0BEKA, OMHAKO Yeil METOA BO3AEHCTBHS MOXET IOMIEPXKMBATLCS STUMH CPEACT-
BaMH.

IlpumMeyanue — [loHATHE «MeIMIIMHCKHE M3ENHA» BKIIOYAET CUCTEMEH IS in Vitro JMArHOCTHKH.

3.2 akrusnoe MU: MU, s meiictBus KOTOPOro HEOGXOIMMO UCTIONH3OBAHME SHEPTUM, OTIHIHOMN
OT MPOU3BOUMON YEJIOBEKOM WJIM CHJIIBI TSIXKECTH. .

3.3 akTusnoe mvIvianTHpyemoe MMH: JlioGoe aktuBHoe MU (3.1 u 3.2), KOTOpOE NOTHOCTBLIO WIH
YaCTUYHO BBOIST B TeJIO MAIIMEHTa HA CpoK He MeHee 30 nHeil.

3.4 mmmnanTupyemoe MH: Jlio6oe MU (3.1), npeaHasHayeHHOE ISl BBEAEHUA B YEIOBEYECKOE TEJIO
WJTH €CTECTBEHHYIO IIOJIOCTh B TEJE IIONHOCTBIO WM YaCTHYHO, 4 TaKXe JUIS 3aMeHRl 3IUTeNNalIbHOMN
ITOBEPXHOCTH WX ITOBEPXHOCTH [J1a3a IIyTEM MEIULIMHCKOTO WIN XHPYPrIYeCKOro BMEIIaTeNbCTBa Ha CPOK
He MeHee 30 gHeit.

Il puMedyaHHue — D10 OIIpeneIEeHNEe HPUMECHACTCA K UMILNIAHTHPYCMBIM MEIULIMHCKUM M3ACHNAM, OTJIHY-
HBIM OT aKTWBHBIX MMIUIAHTUPYEMBIX MEIMIIMHCKHAX U3IETNI.

3.5 crepumnoe MU: Jhio6oe MU, MapkupoBaHHOe Kak crepuwibHoe (cM. 3.6.1 UCO 11137).

INIpumeuyanne — TpebGopaHns MapKMPOBKH MEAMIIMHCKOTO M3/ICAMs B KAYECTBE CTEPHIBHOIO MOIYT ObITh
YCTaHOBJICHbE HALAOHAIBHBIMH WIH PETHOHATBHBIMA HHCTPYKLMAMY WJIH CTAaHIAPTAMHM.

3.6 mapkupoBka: [TcbMeHHBIN, HarteyaTaHHbIA WK rpadUYecKuii 3HaK, MPOCTABJICHHBII Ha cCaMOM
MEIULUHCKOM U3JIEINHM, €ETO Tape, YIIAKOBKE WIH COMPOBOXAAIOIIMIA METUIIMHCKOE U3/IEINe, OTHOCAIIUICS
K UAEHTUGUKALMH, TEXHUYECKOMY OIMMCAHHUIO U MCIONb30BAHUIO MEIMLIMHCKOIO W3JIe/Ms, HO He BKIIO-
YEHHHIH B COIMPOBOAUTENbHBIE TOKYMEHTEI.

INIpumeuaHue — B HacroseM CTaHmapTe TEPMMH «METKa», Mcnonbdyemuiii 8 TOCT P MCO 9001,
MHTEPIIPETHPYETCA B CMBICIIE «MAPKHPOBKa».

3.7 xano6a noas3oBarens: JI06as MpeTeH3Ms, HANKUCAHHAA HA GyMmare, B 3J1€KTPOHHOM BMIE WIM
MPOU3HECEHHAs1 B YCTHOU (opMe, KoTopasi yKas3bIBaeT Ha iedeKThl, CBSI3aHHbIE C HASHTUYHOCTBIO, Kaye-
CTBOM, JOJIOBEYHOCTBIO, HANEXKHOCTHIO, 6€30MaCHOCTDIO MM GYHKIIHOHKPOBAHMEM MEIMUMHCKOIO U3Lie-
Jus (eM. 3.1), KoTopoe GbUIO BHICTABJICHO HA MPONAXY.

3.8 mosicHHTeNbHOE YBeJOMIEHHE: YBEIOMIIEHHE, BHITYIEHHOE MMOCTABIMUKOM BCIEN 334 IIOCTABKOM
MEIULIMHCKOTO U3AENUsI, Hecylllee CIeAYIOILYIO JIOTIOTHUTENbHYI0 MHGOPMAIIHIO:

- VICTIOJIb30BAHUE MEIUIIMHCKOTO U3JIEIIHs;

- MogudUKaIHI METHLIMHCKOTO HU3/IeINs;

- BO3BpaT MEAMIMHCKOTO M3EIUS ITOCTABIIUKY;

- paspylleHHe MeIUUMHCKOTO M3NEIus;

C LEJBI0 KOPPEKTUPYIOILETO WIM MPOoGWIAKTHYECKOrO NEHCTBUS M NPUBEACHUA B COOTBETCTBHE C
IeCTRYIOIIMMHA CTAHAAPTaMM. .

4 TpebGoBaHHA K CHCTEME KAa4ecTBa

4.1 OTBeTCTBEHHOCTH PYKOBOACTBA

Tpe6osanust ycranomienst B TOCT P UCO 9001, myuxr 4.1.

4.2 Cuctema kavecTsa

4.2.1 O6mwue nonoxenuss — mo 'OCT P MCO 9001, mynkr 4.2.1.

CrienuanpHoe TpeGoBaHUE IS BCEX M3IEIIUIA: ,

TIOCTaBIIHK NOJDKEH pa3paboTaTh M JOKYMEHTHPOBATh YCTAHOBJIEHHBIE TpeGOBAHMS [T MEAMLIMHCKMX
U3NEIMHA.

IMpumevyanue — Ecm HacTosIMit CTAHIApT YCTAHABIMBAET COOTBETCTBHME C PETYIHPYIOIIMMH TpeGoBa-
HHSAMM, OHM JOJDKHEI OHTh BKIIOYEHEI B YCTAHABIMBAaeMEE TpeGOBaHMA.

4.2.2 THpouenypsl cucreMbl Kayectsa — o TOCT P UCO 9001, nyHkT 4.2.2.

4.2.3 IlnanuposaHue kayectBa — 1o 'OCT P UCO 9001, nysxr 4.2.3.

CrnenuansHoe TpeGoBanue Ui BeeX U3AETHIA:

TIOCTAaBIIMK JIOJDKEH YCTAHOBUTh M COXPaHATh hair, comepXalldil TOKYMEHTBI, OIpelelsiolue
TeXHUYEeCKUe TPeOOBAHMS K U3NEIMIO U TpeGOBaHMS K CHCTeMe KadecTBa (IIPOLIECC M rapaHTHsl KauecTBa)
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IO NIPOM3BOJICTBY B LIEJIOM, @ TAKXE MOHTAXY ¥ OOCIYKMBAHKIO, €CJTU HEOOXOIUMO, IS KXIOTo TUNa/MO-
[eTA M3NMeus, WIK OTOCATh K MECTY pa3MeIleHHsT UCTOYHMKA 3Toi MHbopmauuHd (4.5.2 u 4.16).

4.3 AnanmM3 KOHTpPaKTa

Tpeboanus ycraHosieHs! 8 TOCT P UCO 9001, mynkr 4.3.

4.4 Yupasnenue NpOEKTHPOBAHAEM

4.4.1 O6mwme monoxenust — o 'OCT P UCO 9001, nmyukr 4.4.1.

CreunanbHoe TpeGOBaHHE IS BCEX HU3IEIIHIA:

- B IIpoIiecce IPOEKTHPOBAHMA ITOCTABUIUK JO/DKEH ClIeNaTh AHAIW3 PUCKOB M IIOATOTOBUTH OTYET O
JIOOBIX PHCKAX, MOATBEPXKAEHHBIX NCCAENOBAHUAMM.

4.4.2 TInanupoBaHue Ipoliecca IpoeKTHpoBaHus U paspabotku — mo F'OCT P UCO 9001, myHkT
4.4.2.

4.4.3 OpranusallMOHHOE H TexHudYecKoe B3auMogeiictBue — o TOCT P UCO 9001, myuxT 4.4.3.

4.4.4 Bxommnie npoexTHbIe gaHHble — 110 'OCT P UCO 9001, nyHKT 4.4.4.

4.4.5 Beixomnsle mpoekTHBIE faHHBIe — 110 'OCT P UCO 9001, myHkr 4.4.5.

4.4.6 Anamus mpoexta — o FOCT P UCO 9001, myuxT 4.4.6.

IIpuMedyaHHu e — AHANU3 IIPOEKTa AOJDKEH BKIIOYATh IIPOBEpKY ydyera TpeOOBaHM NEHCTBYIOUIMX
Canllu.

4.4.7 Tlposepka mpoekrta — o F'OCT P UCO 9001, nyukT 4.4.7.

Ilpumedanue — [Ipu npoBepke NpoeKTa HeoOXOMUMO YOEIUTBCS, YTO JOKYMEHTAlUs 110 USIOTOBIECHHUIO,
MOHTAXY H OOCITYXMBAaHWIO HU3AEHAUN CONEPXNUT TpeGoBaHHA 6e30TIaCHOCTH B HeoOX0mIMOM 06beMe.

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

CrienipansHoe TpeGOBaHUE JUTS BCEX M3ENMi:

- U YTBEPXIECHUS IPOEKTA MOCTABILMK KOJDKEH MPOBOAMTh KIIMHWIECKHE, CAHUTAPHO-TUTHEHNYEC-
KH€ ¥ TOKCUKOJIOTHYECKHUE UCCIETOBAHUSA U COXPAHATH MX PE3yABTATHI.

[IpuMeyaHne — KiMHIIeCKHE HCCIEA0BAHUS MOTYT BKIIIOYATh COOTBETCTBYIOLIYIO HAyUHYIO IUTEpaTypy,
HCTOPHYECKYIO MHGPOPMALIMIO O MOAOOHEIX NPOEKTaX U (WIH) KIMHUYECKH Be30MacHBIX MaTepHanax WM o KIMHUAYeC-

KOM HCCNIe0BaHUN WM 00 VICTIBITAHMSAX, MOATBEPXKIAIONINX, YTO YCTPOMCTBO obecrieunBaer GYHKIIMOHMPOBAHUE 1O
Ha3HaYEeHUIO.

4.4.9 Hsmenenus npoekra — no FOCT P UCO 9001, myuxkr 4.4.9.

4.5 Yupapienue JOKyMEHTAmHeH H JAHHLIMK

4.5.1 Ob6ume nojoxenuss — no F'OCT P UCO 9001, nynkr 4.5.1.

4.5.2 VTBepxXIeHUEe U BBIIYCK JOKyMeHTauun U JaHHbx — 1o 'OCT P MCO 9001, nyukT 4.5.2.

Crenuainbhble TpeOOBaHUS U BCEX MBIETMIA:

- ITOCTaBIIHK JOJDKEH OMpeNeuTh NMEPHOMl, B TEYeHHE KOTOPOTO He MEHee OIHOMH KOITHH YCTapeBUIHX
KOHTPOJIMPYEMBIX JOKYMEHTOB JIOJKHO OBITb COXpaHEHO. BTOT IEPHOA JOJIKeH rapaHTHpOBaTh TIPUTOMI-
HOCTh TEXHWYECKHUX YCJIOBUI, 110 KOTOPBIM U3 INS ObLTH H3TOTORJIEHE B TEYEHHE CPoKa CITY XGB! H3neIns,
OIIPEEIEHHOTO MOCTABIMKOM, HO HE MeHee IISITH JiET.

I1 PHMECYaHNEC — TTocraBumK HOJDKEH COXpaHsATb pe3yJbTaThl CAHHTAPHO-THTHEHHYCCKIX ¥ TOKCHMKOJIOIH-
YECKUX MCCNECHAOBAHMI, a TAKXKe 3aKIIIOYEHHS O TMTHEHWIECKOM OlIEHKE TIpOM3BOACTBA.

4.5.3 H3MeneHue poxyMeHToB M aaHHbsIX — 1o TOCT P CO 9001, nyHkr 4.5.3.

4.6 3akynkn

4.6.1 OOGumwe noroxeuus — no FOCT P UCO 9001, nyskT 4.6.1.

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

4.6.3 JTokyMeHTaius Ha 3akynky — o TOCT P CO 9001, myukT 4.6.3.

CrneuuansHoe TpeGoBaHUWE JUISL BCEX M3NEIIHIA:

- B COOTBETCTBUH CO CIICIMAJBHEIMU TPeOOBAHMAMHM K TIPOCIEKMBAEMOCTH, YCTAHOBJIEHHBIMH B 4.8,
TTOCTABUIMK HOJDKEH COXPAHSTH KOMMH (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, HOCTABRIAEMOH noTpedATENEM

Tpe6osanus ycranosreHst B TOCT P UCO 9001, myukr 4.7.

4.8 NneATHOUKANAA B OPOCIEXKABAEMOCTh HPOAYKIHH

Tpeboanusa ycranonieHsl B TOCT P UCO 9001, myukr 4.8.

CneuuanbHele TpeGOBAHUS IS BCeX MIMCIMIA:

a) uaeHTUhUKAIHS

TToeTaBUIMK OJDKEH YCTAHOBUTH M IONXEPXKUBATh IPOLEYPHI, TAPAHTHUPYIOIIHE, YTO MEIMIIMHCKUE
H3IENNS, BO3BPALICHHBIE IIOCTABIIMKY IS BOCCTAHOBJIEHHS COOTBETCTBUS OIpeAeeHHbIM TpeOOBaHHIM,
HACHTHDULIMPOBAHBI ¥ OTIMYAIOTCS OT KayeCcTBeHHOM nponykimuy (4.15.1);

6) IIPOCICKNBAEMOCTh
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IMocTaBIMK AOJKEH YCTAHOBUTH, JOKYMEHTHPOBATS U MOLIEPXUBATh IIPOLIENYPhI POCIEXKABAEMOC-
TH, KOTOPBIE OIPENEIIAIOT CTENMEHb IIPOCIIEXUBAEMOCTH M 00JIEr4aiOT KOPPEKTHPYIOHIEEe U IIPeLyIPeXaaio-
1ee gercTere (4.14).

HomonxuresbHbie TPeGOBAHUS U AKTUBHBIX MMILIAHTHPYEMbIX M MMIUIAHTHPYEMBIX M3IEIIMIA:

- TIpY ONIpeleSICHNH CTEMEHH IIPOCIIEXUBACMOCTH TTOCTABLIMK HOJKEH YIUTEIBATh BCE HCIIOIb3yeMEIE
KOMIIOHEHTHI, MATePHAIbl ¥ HX COYETAHUE C YCIOBHAMM OKpyXaloliei cpenst [cM. 4.9 6), nepeuncienue 4)],
KOTOpBIC MOIYT IIPMBECTH METWUIIMHCKOE M3EIME B COCTOSIHME, HE YHOBIETBOPSIONIEE OIpeleeHHbIM
TpeOOBaHUIM.

IMocraBuwk fomKeH TpeGoBaTh, YTOGBI €ro TOProBBIE ArEHTHI WIM JUCTPUOLIOTOPHI COCTABISUIM H
NOAACPXKUBAIM OTYETBI O MOCTaBKAaX M3NENMi g obecreyeHUs IMPOCIeXUBAEMOCTH, NOCTYIHbIE U
WHCHEKTHPOBAHHSL.

4.9 Yupasnieude nponeccaMu

Tpebosanus ycranornensi B TOCT P MCO 9001, rysxr 4.9.

CreunanbHble TpeGOBaHMA IS BCEX U3TENUIA:

a) mepcoHan

IMocTaBIMK JO/DKEH yCTaHOBHUTh, JOKYMEHTHPOBATh M MMOMIEPXHUBATh TpeGOBAaHMA 110 06eCEIEHHIO
300POBbsi, YHCTOTHI NEPCOHANA M €ro OZEXIBI, €CIM KOHTAKT MEXIY NEepCOHAIOM W H3IeNHeM WIH
OKpYXarolleil cpenoil MoxXeT HeOIArONPHATHO TIOBJIUATH HA KA4ECTBO M3IEIUS.

IMocTaBMK JoKeH obecneduBarh, YTOGB! NEPCOHAN, KOTOpPHIA 6GyaeT paGoTaTh B CIEIIMATbHBIX
YCIIOBHUSIX OKpYXaroilledl cpenpl, 65U COOTBETCTBEHHO OOYYEH WM KOHTPOJIMPOBAICA OOYIeHHBIM YeoBe-
KoM (4.18).

6) KOHTpOJb OKpYyXalOILlei cpels! MPOBOAAT B CEAYIOLIMX CIydasX:

1) npu TTOCTaBKE CTEPIIBHBIX M3METHIA;

2) NpU NOCTaBKE HECTEPUIBHBIX M3IENUIM, KOTOPBIE CTEPHIMIYIOT Iiepe UCIIOIb30BaHUEM;

3) muxpobuonorudeckas ¥ (WiM) MaKpoOHONOrHYECKast YUCTOTA WM APYTHe YCIOBMS OKpYXalomiei
CPEbl UMEIOT 3HAYCHUE ITPH UX DKCIUTyaTalluH; :

4) ycJIOBHMA OKpYXAIOUIEl cpeibl MIMEIOT 3HAYEHME TIPH M3TOTORIEHHH U3NE/ M, IIOCTABIIMK JODKEH
YCTaHOBHUTb ¥ JOKYMEHTHPOBATh TPeOOBaHMA K OKPYXalOLUe# cpele, B KOTOPO M3IeNue IPUMEHSIOT.

Ecnn HeobXxomumo, YCIOBHSI OKPYXAIOILEN cpeabl JOJKHBI KOHTPOJMPOBATHCS M (MIM) MOMIEXATh
MOHUTOPHHLY;

B) YUCTOTA W3/EJHS

IMocTaBLIMK OIDKEH YCTAHOBUTD, JOKYMEHTHPOBATS M IIOIEPXUBATh TPEOOBAHMS K YUCTOTE CIERY-
JOIMX HM3EeIIHI:

1) u3nenue mpeABApUTEILHO OYMLIEHO MOCTABLIMKOM IO CTEPHIM3ANMHK U (WJIM) UCTIONb30BAHMS,

2) W3IeNHe TIOCTABIIAETCS HECTEPMIBHBIM, €CJIH OHO HOJDKHO GBITh ITOABEPIHYTO NpPEeACTEPUIIM3AIM-
OHHOM OYMCTKE IO CTEPUIU3ALMH U (MIH) UCITOJIH30BAHMS,

3) usnenue npexHa3HAYECHO ISk UCIIOIBE30BAHKS HECTEPMIBHBIM, H €r0 YHCTOTA HE UMEeT 3HAYCHME
[IPH MCIOJIb30BAHUY;

4) BpemHBIE areHTHI JOLKHBI ObITh yOATEHbl U3 U3JIEIUS BO BPeMs H3TOTOBICHHU.

Ecnu HeoGxoxuMo, H3niesiMe OYMLIAIOT B COOTBETCTBUM C TIEPEYMCICHMAME 1 WK 2 U HeT HeobXo-
JVMOCTH B BBINIOJIHEHUH CIIEIMANbHBIX TpeGoBanumil (4.9 a) u 4.9 6)) o nNpolexyPsl OYUCTKH;

r) obciayxuBaHue

TMocTaBmMK MODKEH YCTAHOBUTbL M JOKYMEHTHPOBATh TPEOGOBAHMSA 10 OOCIYKUBAHHIO, €CITH TAKHE
JNeHCTBUS MOTYT BIIMSITh HA KAYECTBO H3NEHA.

OryeTsl 06 OOCIYXXUBAHUH CIIENYET COXPAHSITE (4.16);

) MOHTax

Ecnn Heobxoaumo, MOCTaBIIMK JOJDKEH YCTAHOBMTh M NOKYMEHTHPOBATH KaK MHCTPYKLMIO, TaK U
KPUTEPHHM IIPUEMKH MOHTAaXa U IPOBEPKU M3MIEJIHs.

OTyeThl 0 MOHTaXe M IIPOBEPKE, CAENAHHbIE MOCTABIMKOM WIM €r0 YIIOIHOMOYEHHBIM MPEICTABH-
TeNeM, caenyeT XpaHuTs (4.16).

Ecnu xoHTpakT (4.3) Mo3BoJISeT OCYLIECTBIATh MOHTAX CAMOCTOSITENbHO, He Mpuberas K yciyram
NOCTaBIIMKA WM €ro YHOJHOMOYEHHOIO IPENCTAaBHTENs, ITOCTABUIMK NOJDKEH OGECIEYHTh HOKYIATes
MUCEMEHHBIMM HHCTPYKLMSIMU JUIA MOHTAXa M IIPOBEPKH;

€) IporpaMMHoe obecriedeHre IPOU3BOACTBEHHOIO Ipolecca

[MocTaBuIMK JOIKEH YCTAHOBUTH M NOJACPXUBATD JOKYMEHTHPOBAHHBIE MPOLIEAYPhI [0 ATTECTALIHM
MIPUMEHSAEMOTO MPOrPAMMHOTO 06eCIIeYeH s, KOTOPOE HCTIONB3YETCs ISl YIIPaBIEHMS IIPOM3BOACTBEHHBIM
npoueccoM. PesyneraTsl arTecTaluu JODKHBI ObITh 3aperucTpupoBaHsl (4.16).

HormonxurenpsHoe TpeGoBaHHE WIS CTEPMIBHBIX M3IEIHIA:

TMocTaBmmk momkeH MOABEPTHYTh U3NENHE YTBEPXKNAEHHOMY HPOLECCY CTEPIIM3ALMH U 3ahUKCHUpO-
Bath (4.16) Bce MapaMeTpsl KOHTPOJIA TPOIIECCa CTEPIN3ALIHH.

4
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4.10 KoHTpoab ¥ NCOBITAHAA

4.10.1 O6urume nosoxenus — o F'OCT P UCO 9001, nyuxr 4.10.1.

4.10.2 BxomHoit KoHTpoab K HctbiTanug — o 'OCT P UCO 9001, oyHkT 4.10.2.

4.10.3 KoHTposib ¥ UCTIBITAHKS B Tpoluecce npoussoictsa — rro FTOCT P UCO 9001, nynkr 4.10.3.

4.10.4 OxoHYaTEeIbHBIA KOHTPONb U McnbTanusa — o TOCT P UCO 9001, nyHkt 4.10.4.

4.10.5 Perucrpaumst JaHHBIX KOHTPOJS ¥ Mcrbitanuil — o TOCT P UCO 9001, mynkr 4.10.5.

CrienanipHoOe TpeGoBaHMe I aKTUBHBIX HMILTAHTHPYEMBIX M UMILTAHTAPYEMBIX W3JeJTuil:

- IIOCTaBIUMK JOJDKEH perMCTpHpoBaTh (4.16) MMMHOCTH IIEPCOHANA, INPOBOISILUEIC KOHTPOIL VI
UCITLITAHMS.

4.11 YnpasreHne KOHTPOJBLHbIM, H3MEDHTENBHBIM H HCHLITATENLHLIM 000pyAOBaHAEM

Tpe6opauusa ycranorieHsl B TOCT P MCO 9001, ynkr 4.11.

4.12 Craryc KOHTpPOJIS H HCHLITAHHH

TpeGopauus ycranosieHsl B FOCT P UCO 9001, nyukr 4.12.

4.13 Yupasnenne HecOOTBETCTBYIOmElH NMPOAYKIMEH

4.13.1 O6Gwume monoxenus — no FOCT P UCO 9001, myuxr 4.13.1.

4.13.2 AHaIM3 ¥ YTWIM3aIHA HecooTseTcTByoweidl npoaykuuy — no F'OCT P UCO 9001, nyHkr
4.13.2.

CrenpanpHble TpeOGOBAHUS JUISE BCEX M3EIMIA:

- TIOCTABLIMK JOIKEH rapaHTHPOBAThH, YTO HECOOTBETCTBYIOLUEE H3E/IUEe MOXeT OBITh IIPUHSITO IPH
BBIIIOJIHEHHUH PETY/IMPYIOIIHX TpeboBanuit. JIMYHOCTE YeoBeKa (JIoAeif), IPOBOAALIETO IPUEMKY, JOJDKHA
GBITh 3aperucTpuponaHa (4.16).

Ecau uanenve qosxHo GbITh 10paboTaHo (OMUH HMJIM HECKOJBKO pa3), HOCTABIIMK NOJDKEH JOKyMEH-
THPOBATH J0paGOTKY B pabGodeil HHCTPYKIIMK, KOTOpast [IPOXOAUT MPOIieAyphl pa3paboTKy U YTBEPXKIEHUSI,
aHAJIOTHMYHEIE YKa3aHHBIM B paboyeit HHCTpYKuMH. J10 paspaboTKy ¥ YIBEPXAECHHS JOJXKHO ObITh CAETIAHO
M TOKYMEHTHPOBaHO olpeneieHue aodoro nodoursoro adpdexra 10paboTaHHOTO U3ACTHS.

4.14 Koppexrupyiomme H gpeaynpexialomue JeHCTBHA

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

CrenuansHbie TPeOOBAHHS IUIST BCeX W3EIHIL:

- MOCTaBIIHKK JOJDKEH YCTAHOBMTH M MOAAEPXKUBATh JOKYMEHTHPOBAHHYIO CUCTeMY ODpaTHOM CBA3HM
WISl obecriedeHUs paHHero MpeaylipeXaeHHusi BOIHHUKIIUX IpobieM KayecTsa ¥ NPOBENEHHA KOPPEeKTHPY-
o1niero 1 (Win) npodIaKTHIECKOro JeHCTBUIA.

Ecnu Hacroswuiil cTaHAapT UCITONB3YIOT UL COTJIACOBAHUS C PETYJIMPYIOIIMMH NMPABWIAMH, KOTOPBIE
TpebyIOT, YTOObI MOCTABIIMK ITOJYYUI OIBIT OCJIE BBITYCKA U3 IPOM3BOACTBA, AHAJIM3 STOTO OITbITA I0JDKEH
SIBJISITBCSL JACThIO CHCTEMBbI OOpaTHOM CBS3H.

TMocTaBIUKK JOKEH XpaHUThL oT4eTH (4.16) 0 Bcex 0GcaeqoBaHUIX NpeTeH3Mit noTpebuTeneit. Ecaun
obciieoBaHUe MTOKAa3aio, YTO HE3HAYUTEIbHBIE NeWCTBUS YCTPAHWIY NPETEH3UIO NOTPEOHTENSA, COOTBET-
CTBYIOLIMI 06MeH uHdopManuel fonXeH ObITh YCTRHOBICH MEXIY IOCTABIINKOM U IOTpeOUTENEM.

Ecny mobas nperensusa noTpedbuTessi He SBASETCA CAEICTBUEM KOPPEKTHPYIONEro U (win) npodu-
JIAKTUYECKOTO MEUCTBUil, IPUYMHA ee HOJDKHA OBITh YCTaHOBJIEHA.

Eciy HacTosIUi CTAHAAPT HUCIIONB3YIOT VIS COINIACOBAHUS C PETYIHPYIOIIMMH [IPaBHIaMH, NTIOCTAB-
IIMK JOKEeH YCTAHOBUTH, HOKYMEHTHPOBAaTh M IOAAEPXMBATH NPOLENYPH YCTpaHEHHST WHIIMAECHTOB,
obecrreunBarole COOTBETCTBYME YCTAHOBICHHBIM KPUTEPHSIM.

TocTaBIUK HOMXKEH YCTAHOBUTH, JOKYMEHTHPOBATh M MOIACPXUBATH MPOLIEAYPHl YCTPaHEHHS pa3-
HOMJIACHH 110 MpeXbABIEeHHBIM IIPETeH3HSM K H3LCNHSIM. DTH TIpOLEeHYphl JHODKHBI ObITh TIpHBEHEHBI B
HCIIOJTHEHUE B MI0G0E BpeMs.

4.14.2 Koppexrupyioume aeiicteusa — 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 Iorpy3ouno-pa3rpy3oqnbie paboThi, XpaHeHne, YNaKOBK2, KOHCEPBANMSA H IOCTABKA

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

CreunansHaple TpeGOBaHMA JUIS BCEX M3AEHI:

- TOCTaBIIMK XOJDKEH YCTAHOBUTL U IONAEPXMBATh JOKYMEHTHPOBAHHBIE IIPOLICAYPHI KOHTPOJIA
H3AEHAA ¢ OTPAaHNYEHHBIM CPOKOM IOAHOCTH WIH CO CHELHAIBHBIMU TPeOOBAHUAMH K YCIOBUAM XPaHEHHA.
YcnoBUS XpaHeHHs! CIEAYET KOHTPOJIMPOBATE M PETUCTPHPOoBaTh (4.16).

Ilpu HeoOXOOMMOCTH YCTAHABIMBAIOT, JOKYMEHTUPYIOT M NOAREPXKUBAIOT CHELUAIBHBIE MEPBI s
oDecriedeHMs] KOHTPOJISI MCIOJIBb3YyEMOro W3Ie/Msi M TMPENOTBPAILCHMUS 3arpsi3HCHMST IPYroro W3Ienus,
NIPOM3BOACTBEHHON OKPYXAIOLIEH cpelbl WIH NepCoHaNA.

4.15.2 TNorpysogHo-pa3rpy3odHsie pabotsl — mo F'OCT P UCO 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, nynxkr 4.15.4.

CriepnaibHoOe TpeGoBaHUE IS aKTUBHBIX HMIUIAHTUPYEMBIX M MMILIAHTHPYEMbIX M3AeSIHiIL:
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- MOCTaBIIMUK IOJDKCH PErMCTPUPOBATH JIMYHOCTE JIIONEH, KOTOpbIE BBITONHSAIOT 3aKIIOYUTENHHYIO
onepaluiec MapkupoBkH (4.16).

4.15.5 Konceppanusa — nmo I'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 U3ACIIMIA:

- HOCTaBLIMK JOKEH rapaHTHPOBATh, YTO HAMMEHOBAHME ¥ afpec Ipy30IoyJares oCTaRIaeMOi
MPONYKUMH BKIIOYEHO B OTYETHI IT0 KauecTBy (4.16).

4.16 YupasieHue peracTpamuel JaHAbIX 0 KAYECTBE

TpeGosanus ycradorieHsl 8 FOCT P UCO 9001, mynxT 4.16.

CreunagsHoe TpeOOBaHUeE ISl BCEX M3METHIA:

- MOCTaBIIMK JOJDKEH COXPaHATh OTYETHI IO KAYeCTBY B T¢HeHHE BPEMEHU SKBHBAICHTHOIO CPOKY
CIyXOBI W3/e/IMSI, YCTAHOBIIEHHOI'O ITOCTABILIMKOM, HO HE MEHEe TISITH JIeT CO ZHS OTIIPABKU I1OCTABIL{MKOM.

IMocTaBIIMK A0OCKeH YCTAHOBMTh M HMOANCPXKMBATh OTYETHI Ha KAXIYIO HAPTUIO U3NENUH, KOTOpbIE
00ecTeYuBaloT IPOCIeXMBAaEMOCTD M0 4.8 ¥ HASHTHOULMPYIOT KOJIUYECTBO U3TOTOBJICHHbIX ¥ ONOOPEHHBIX
IUIA TIOCTaBKH u3nenuit. OTdeT HA HapTHIO M3NENUi HoKeH OBITh IPOBEPEeH M YTBEPXACH.

8 PHMEYAHUEC — I’Iap’ma MOXET COCTOATDL U3 OJHOI'O U3OCNTNUA.

4.17 BHyTpeHHHE NPOBEPKH KAYECTBA

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

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

Tpebosauud yctaHosneHsl B [OCT P UCO 9001, nyskT 4.19.
4.20 CrarTHCTHYeCKHE METOIB

TpeGosauug ycraHosneHsl B TOCT P UCO 9001, myukT 4.20.
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