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BeeneHue

IF'OCT P 51538 sasnsierca npsiMbIM INIpUMEHeHHMeM MexXiayHaponaHoro cra”Hgapra MCO 14969-—99
«CucreMbl kadectBa. HUsmenust meguiimHckue. PykoBopcrBo 1o rnpumeHeHuio MCO 13485—96 u UCO
13488—96», noaroronienHoro TexuuueckuM komureroM UCO 210 «YnpapneHue Ka4ecTBOM U COOTBET-
CTBYIOILIME aCTEKThI I MEAUIIMHCKUX U3NETHK».

Hacrosiiumi craHoapT npeacrapisieT co00i PYKOBOACTBO ITO NMPUMEHEHUIO TpeOOBAHMUNA K CHUCTEME
KayecTBa IIpM pa3padoTke, ITPOMU3BOACTBE, OOCAYXHMBAHUM U MOIAECPHU3AUUU MEIAULIMHCKMX U3IECIUU C
yyetoM TpeboBaHuit [OCT P 51536 u TOCT P 51537. Ot cTra”HmapThl yCTaHABIMBAIOT COBMECTHO C
[OCT P UCO 9001 u FOCT P HMCO 9002 TpeboBaHMsI K CUCTEME KadecTBa MEAVULIMHCKUX U3ICIUM.
[TOCT P 51536 ornmuyaerca or TOCT P 51537 TeM, 4TOo He COIEPXHUT TpeOOBAHHU IO YIIPaBJIEHUIO
MPOEKTUPOBAHUEM.

Ilpn oilcHKe NMPUMEHUMOCTH HACTOSLIErO CTAHIApTa pacCMATPHUBAIOT HA3ZHAYEHUE MEIULIMHCKOI'O
U3JeIusi, MTOTCHIIMAJIBHBLIN PUCK, COIIYTCTBYIOIIIMM €ro UCIOJb30BAHUIO, U NIPUMEHUMBIC PEryJIUpyIOLLME
TpeOOBaAHHUS.

TepMUH «peryjJMpyiomme TpeOoBaHMsI», UCIIOJb3YEMBIII B HACTOSIILIEM CTAHAAPTE, BKJIIOYAET TY 4acTh
(beepadbHOro 3aKoHa, ITOCTAHOBJIEHMS, IeKpeTa WJIM JPYroro JUPEKTUBHOI'O JOKYMEHTA, UMEIOUIEro
IOPUAUYECKYIO CHITY, KOTopasi IIpUMEHAETCSI K CHCTEMaM KayecTBa U3roTOBUTEEH MEIUITMHCKUX U3NEIUH.



I'OCT P 51538—99
(UCO 14969—-99)

FTOCYIJAPCTBEHHBIN CTAHIAPT POCCHHUCKOMN OEIEPAIINN

CucteMbl Ka9eCTBa

U3JEJINUA MEANIIMHCKHUE

PyxosoacTso no nmpumesennio F'OCT P 51536-99( UCO 13485—96)
u TOCT P 51537—99(MCO 13488—96)

Quality systems. Medical devices.
Guidance on the application of GOST R 51536—99 (ISO 13485) and GOST R 51537—99 (ISO 13488—96)

TTaTa sBenenns 2001-01-01

1 Obaacth npuMeHeHns

Hacrosgumuit ctaHgapT NpeacTaBisieT coboil pyKOBOACTBO MO IIPUMEHEHUIO TPeOOBAHUI K CUCTEMaM
KayecTBa MEOULMHCKHUX U3aeaud (manee — uzngenuit), comepxamuxcs B T'OCT P 51536 u TOCT P
513537, 1 MOXeT UCITOJIB30BATLCH IS JIVYILIETO NMMOHUMAHUA aJIbTePHATUBHbBIX METONOB.

TpebGoBaHUsI HACTOAIIEIO CTAHAAPTA SIBJISIIOTCS PEKOMEHAVEMBIMU.

PyKoBOACTBO, IIpeACTABJICHHOE B HACTOSIIEM CTAHIAPTE, IIPUMEHUMO IS

- IIOCTaBIIMKOB, XEJAINHUX OCYNIECTBAATE U MOMIEPXKHUBATH CUCTEMbI KA4€CTBA, COOTBETCTBYIOUINE
I'OCT P 51536 u T'OCT P 51537;

- OpraHM3alyi, cCepTUPHULUPYIOILIUX U JULEH3IUPVIOILMX CUCTEMbBI Ka4€CTBa MEAUIIMHCKMX U3EIUHN;

- HAaI30pPHBIX OPTaHOB, B KOMIIETEHIIMIO KOTOPBIX BXOJIUT KOHTPOJIb 34 BEIITOJTHEHUEM PETYIUPYIOLINX
tpeboBanuii, npuBeaeHHbX B [OCT P 51536 u T'OCT P 51537.

DTU OpraHU3aluM M HAA30PHBIE OPraHbl JOJDKHBI ITOHSITH ITPEUMYIIECTBA PYKOBOACTBA U ClieliMallb-
HbIX IIpasuWl, IPUBEACHHBIX B JAHHOM CTaHIApTE.

a) CrienMaJbHbIE IIpaBIJIA JJIS TOCTABLUIMKOB

TpeboBaHusi HACTOSLLETO CTAHAAPTA NPUMEHMMEBI MpU pa3paboTKe, MPOU3BOIACTBE, MOHTaXe U 00-
CIYXXUBAaHUU U3NCJIUNA BCEX BUAOB. B HACTOSIIEM CTAHIAPTE MPUBEICHBI KOHUIECIIUU U METOIbI, KOTOpPhIE
MOI'YT PacCMaTPUBATHCA IMOCTABIMUKAMU TIPpU pa3paboTKe U NMOAACPKaHUU CUCTEMbI Ka4yeCcTBa.

HMaroroButesb HECET OTBETCTBEHHOCTh 34 BBHIOOP KOHKPETHOI'O PYKOBOICTBa, IIPUMEHUMOIO K €ro
MpoLEAYPaM M BKJIIOYEHHOIO B €ro CUCTeEMY KayecTBd. KMI3rotoBuUTE/b HOJKEH IIOHMUMATB, YTO €CJIM OH
JOOPOBOJIBHO BKJIIOYAET TPEOOBAHMA HACTOSIUETO CTAHIAPTA B CBOKO CHUCTEMY Ka4deCTBa, PYKOBOACTBO
IOJIXKHO BRINOJHSATECA. HapyieHue TpeOoBaHUA IMPUHSITONO PYKOBOACTBA MOXET OBITH OIIpeHcIeHO Kak
HEZOCTATOK IMpU MPOBEACHWUU OTBETCTBEHHLIX BHYTPSHHUWX WM BHEIIHMX OLICHOK CHUCTEMbI KavyecrTsa,
MHCIIEKLIHA U ITPOBEPOK.

HMaroroBuTeNb JOJIKEH TAKKE NMOHMMATH, YTO €ro CUCTEMA Ka4YeCTBA MOXET OBITh OIpe/ie/ieHa Kak
HEIOCTATOYHAsA IIPHU HEIMOJHOM COOTBETCTBUM TpeOOBAHUSAM HACTOAILETO CTaHAApTA.

0) CneuuasbHBIC MTpaBWIA VIS TOCYIAPCTBEHHLIX MHCIIEKTOPOB, OPraHoB MO cepTUPUKALIMY U JIU-
[IEH3UPOBAHUIO

PyKoBOJACTBO, IPHUBEACHHOE B HACTOSIIEM CTAHIAPTE, MOXET OBITH ITOJIE3HO IJISI paCCMATPHUBAIOLIMX
CACTEMY KA4eCTBA IOCyIapCTBEHHEIX MHCIICKTOPOB, OPTraHOB 110 CEPTUPHUKAIIMU U JTULECH3UPOBAHUIO.

PyKoBOACTBO, coaepKalleecss B HACTOSIIIIEM CTAHAAPTE, HE JOJKHO MCIIOJIB30BATHCS IUISI BBISBICHUS
crnelMPUIECKUX HEJOCTATKOB CUCTEM KauyecTBa. TOJBKO B Cilyyae, €ClId TAKOE PYKOBOJCTBO JOOPOBOJILHO
BKJIIIOYECHO H3INOTOBUTEJIEM B KOMIUIEKT HOKYMECHTALUMHM WM €CIW TAKOE€ PYKOBOJACTBO MWPEKTUBHBIMU

NJOKYMEHTAMM OfIpedeieHO KaK YacThb PEryavpyiolux TpeOOBaHHUN, CIIeHOBAHHE HJAaHHOMY CTAHIAAPTY CO
CTOPOHBI U3TOTOBUTEIISI 00S13aTENBHO.

Hi3nanne opunuaibaOe
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2 HopMmaTHBHbBIE CCHLIKH

B HacTosllieM CTaHOapTe MCIOJB3YIOTCH CCHUIKM Ha CACAYIOLIHAE CTAHNAPTHI:

'OCT P HUCO 9001—96 Cucremnl KayectBa. Mogenb 1151 obecriedeHust Ka4yecTBa B [IPOEKTUPOBA-
HUHU, pa3paboTKe, MPOU3BOJICTBE, MOHTAXE U O0OCIYyXNBaHUHU

[OCT P UCO 9002—96 Cucremsl KauecrBa. Mogesp Wi obecriedyeHU Ka4e€CcTBa B MPOU3BOACTBE,
MOHTaXe U O0CITYyXMBAHUU

['OCT P 51536—99 (MCO 13485—96) Cucremnl kauectBa. Manenuss menuuuuckue. CrieuraibHbIe
tpeboBanus 1o npuMeHenuio [OCT P UCO 9001—96

'OCT P 51537—99 (MCO 13488—96) Cucremsl kauectBa. Mzgennst MenuuuHckue. CrieMaibHble
TpedoBaHus 1o npuMeHenuro 'OCT P HUCO 9002—96

NCO 8402-94* YmpaBneHue KadecTBOM M oOecrieyueHHEe KayecTBa. CIioBaph

N CO 9000-2-97* YnpasieHue KagecTBOM U obecrieyeHue KayecTsa. Yactb 2. OCHOBHBIE PYKOBOAS -
e npuHuUnel no npuMeHeHuro UCO 9001, UCO 9002 u KUCO 9003

3 Onpenenenns

B HacTosiiieM craHzapre UCnosb3oBaHbl TepMUHEL, ycTaHoBlIeHHbIe B MCO 8402, TOCT P 51536 nu

TOCT P 51537, 3a ucKiIOUeHUEM TEPMHHA «IIpoayKLusi», Kotopbiit yctaHosjaeH B [OCT P UCO 9001
u IOCT P ACO 9002.

4 TpeOosaHus K CHCTEME KaYeCcTBa

4.1 OTBeTCTBEHHOCTDH PYKOBOIACTBA

4.1.1 Ioautuka B obiacT¥ XayecTsa

PykoBoacTBo no MeauIIMHCKHM u3aenusMm rnpuseneHo B UCO 9000-2, 4.1.1.

4.1.2 OpraHuzanus

4.1.2.1 OtBercrtBeHHOCTh U nonHoMouust — o UCO 9000-2, 4.1.2.1.

IIpu HeoOxoIMMOCTH HOJLKHB! OBITh Ha3HAYE€HbLI U OOYYEHbl JHUIIA, MCIIOJHSIOUME O0SI3aHHOCTU
3aMECTUTEJIEH IEPCOHAA, HECYIUIEro OTBETCTBEHHOCTH 3a IPUHSITUE DPEIICHHH, C IMOMOUIBIO KOTOPBIX
VIIPABJSIIOTCS 3JIEMEHTbI CUCTEMBI KayecTBa U IPOU3BOJICTBA.

4.1.2.2 Pecypcel — o UCO 9000-2, 4.1.2.2.

4.1.2.3 CneuuaipHble pykosojactsa — o MCO 9000-2, 4.1.2.3.

3 AHaiu3 co cTopoHb! pykoBojactBa — 1o MCO 9000 2, 4.1.3.
CucreMa xagecTBa

1 Obmume nmonoxenust — rmo MCO 9000-2, 4.2.1.

2 Ilpoueaypbi CUCTEMBI Ka4eCTBa — I10 HCO 9000-2, 4.2.2.

3 IlnanuposaBue xadecrBa — o UCO 9000-2, 4.2. 3

[Tyukt 4.2.3 TOCT P 51536 wmHorma ycraHaBiauBaeT ApYrve TepMUHEBI (CM. npwioxeHue B).
AHAIN3 KOHTPAKTA

1 O6bumwe rmonoxenust — o UCO 9000-2, 4.3.1

2 Ananuz — o ACO 9000-2, 4.3.2.

3 Tompaska kK xoHTpakTy — 1o MCO 9000-2, 4.3.3.

4.3.4 Peructpauus gaHHbix — no UCO 9000-2, 43.4.

4.4 YupamjieHue DpPoeKTHPOBaHHEM

4.4.1 OO6umme monoxenusa — no UCO 9000-2, 4.4.1.

CreneHs OLIEHKM, IIPOBEPKU U YTBEPXKIEHUS U3CAMK HO/DKHA ObITh COpa3MEpPHa C XapaKTepoOM PHCKOB
M TIPEUMYVYIIIECTB, COMMYTCTBYIOILUX UCIIOAb30BAHUIO MEIUIIMHCKOrO N3EIM.

AHaJIM3 pUcKa C NPHUMEHEHMEM PA3THYHBIX METONOB aHANM3a M KiacCUPHMKALIMKY HEUCIIpABHOCTEH
IIPOBOJSIT Ha PA3IMYHBIX CTAAUSIX IIPOEKTHUPOBAHMSA. TaKue METOABI MOTYT TaKXKe ObITb IOJIE3HBIMH ITIPU
OIPEACIEHUM XapaKTepa BO3MOXHBIX HEIOCTATKOB IIPOCKTHUPOBAHUA M COIIYICTBYIOIIMX PUCKOB. DTH
METOIBI MOI'YT TaKX€ UWISHTUPULMPOBATh U3MEHEHUS, TpeOyeMble ISl YBEJIUYECHUST HANEXHOCTU U 0e3-
ormacHocT. IIpuMeHeHue MetonoB aHanu3a pucka o [OCT P UCO 14971.1 (cM. oubauorpaduio).

JIOKYMEHTBI B OTYETHI, CBSA3aHHbBIE C MPOSKTUPOBAHUEM, NHOIKHBI (POPMUPOBATL YACTh KOMILICKTA
TEXHUYECKON TOKYMEHTAUUH (NprioXeHue B, nyHkT 1).

4.4.2 IlnanuposaHue npoeKTupoBaHusa U paspadborku — o UCO 9000-2, 4.4.2.

4.1.
4.2
4.2.
4.2.
4.2.

43
4.3.
4.3.
4.3.
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[l1aHupoBaHue NPOCKTUPOBAHUS U pa3paboOTKU JOKHO rapaHTHPOBATb, YTO IIPOLIECC IIPOCKTHUPO-
BaHMSI YIIpABJISAETCS COOTBETCTBYIOILMM OOpa3oM U LEIH IIPOEKTUPOBAHMS BHINTOIHEHBI. BeIOpaHHBIN MeTO/T
U JeTamyM MOTIYT 3aBUCETh OT CJOXHOCTH IIPOEKTA U YPOBHS PUCKA, COIYTCTBYIOLUEIC MEXHUIIMHCKOMY
N3ICITUIO.

OObIYHO IJIaH NPOEKTHUPOBAHUS BKIIIOYACT METOAbI 0OECIIEUEeHHUsI Ka4yecTBa, METOJOJOIMIO OLIEHKU,
TpeOOBAHMA K JOKYMEHTAIIMH, COXPaHEHUE OTUYETOB, PECYPCHI U ITOCIIeJ0BATENAbHOCTh NEMCTBUM, COOTBET-
CTBYIOILIMX CIICLIMPUUECCKOMY NPOCKTUPOBAHHUIO MJM KATErOpHHM IIPOCKTUPOBAHUS, BHIOODPY BPEMEHU M
COICPXaHUIO 0030pa mpoekTupoBaHus. I11aH cOCTaBISIIOT HA OCHOBE 3aKOHOB, CTAHAAPTOB, PETYJIUPYIOIIUX
TpeOOBAHUM, CHEUHMPUKALIMIA U KpUTEpHUEB IPUEMKHU. [leHCTBHUA 10 NMPOSKTUPOBAHUIO ONPEACISIOT IO
VPOBHIO JETAJIH3ALMHA, HECOOXOAUMOMN ISt MPOBEOCHUS IIPOIIECCd NPOCKTUPOBAHUS CIIOCOOOM, KOTOPbLIH
obecrnieunBaeT GopMUPOBAHHE OOBEKTHBHOIO N0KA3aTE/JIbCTBA 3aBEpUICHUS AEUCTBUM 10 MPOEKTUPOBAHUIO.
[1aHBI MPOEKTUPOBAHUSA HE TJOKHEI OBITH CJIOXHBIMUA. B HUX MOJOKHBI OBITh YKa3aHbI JEHCTBHSI, KOTOPbIE
OyayT IpealnpUHSITHI, U OTBETCTBEHCHHBIM 32 HUX BhINOJHEHUWE. IIpH HeoOXoHUMOCTH, NpPUMEHSICMbIE
3aKOHbI, CTAHOAPTHI, PEryJIupyrolue TpeOoBaHUA, crielU@PUKAIMU ¥ KPUTCPUHM IMPHUEMKHU MOIYT OBIThH
BKJIIOUCHB! B IUIAH.

Ilpouecc rnpHHATUS pELICHUS 110 BOIIPOCY, ABISIETCS JIM KIMHHUYECKOE UCCIICIOBAHUE HEODXONUMBIM,
nomxkeH ObITh ocHOBaH Ha neppoucrounuke (FOCT P 51536, npumeyanue K 4.4.8).

4.4.3 Opra"Hu3allMOHHO-TeXHHYecKoe B3aumojeiicteue — o UCO 9000-2, 4.4.3.

K mnpoueccy mpoeKTupoBaHUS U3NEIUN OObIYHO MPHUBJIEKAIOT IIEPCOHAN, 3aHATHIN HEITOCPEACTBEHHO
[POLIECCOM ITPOEKTUPOBAHMSA, M IPYrue BHYTPEHHHUE noapasliciieHUus: (ClyXObl MapKeTUHIa, 3aKyloK H
[IpOAaxX, MPOU3BOACTBEHHBIC, UCIIBITATEJIBHBIE CIIYXKObI, 00€cIIeYeHUsl Ka4yecTBa, KIMHUYECKUE U PETYIU-
pylolude oThensl). KpoMe Toro, Moryr ObITh IIPHUBJICYEHBI BHEIIHUE OPraHM3alMU 110 OTHOWICHUIO K
N3rOoTOBUTEJIIO U3IEITHH.

[Ipolieayphl onepaTuBHOIO B3aMMOZEHCTBUS pa3padaThIBaIOT WIS obecleyeHUs rapaHTUU TOro, 4YTo
HHPOpMALIMA OT BCEX MMOApa3ie/ICHM OpraHM3allMU ABIACTCS HOCTYIIHOM Y4aCTHHUKAM Mpoliecca IpoeK-
TUPOBAHUS].

O1mUMOKU MPHU B3aUMOACHCTBHUY ITOAPA3ACICHUN HA BCEX YPOBHSIX MOTYT 3aKOHYUTHCS HECTIOCOOHOC-
TBIO OPTraHU3ALUU YCTPAHMUTDL X, KOTIa HEOOXOAHUMO.

4.4.4 WcxonpHsle rpoextHble gaHHbpie — mo UCO 9000-2, 4.4 4.

N cxonHbie TIpOSKTHBIC JAHHBIE OoNpeaeisaoT st odecrieyeHus SHHOEKTHBHOTO YPOBHS HEOOXOIAUMBIX
JEMCTBUH MMPU NPOCKTHPOBAHUU M CIYKAT OCHOBOM JJIsI BBIMOJHEHUS, IIPOBEPKU U YTBEPKIACHUS MPOCK-
TUPYEMOTO HU3CIIUSL.

[TpuMepsl UCXOAHBIX TIPOEKTHBIX HAHHBIX, KOTOpPbi€ AO/LKHBI OBITE YCTAHOBJAEHbI, PACCMOTPEHBI,
o100OpeHEI U 3aperUCTPUPOBAHbBI PaspabOTIUKOM (M3roTOBUTENEM), BKITIOYAIOT B Ccebsi:

- IpeAaIoJaraCMoc KINHHUYECKOC HA3HAYMCHHNC,

- TpeOOBaHUSA MTIOTPEOUTENSI, HAIPUMED IIpeaAIoaracMble QYHKIIMOHAJIBHBIE BO3MOXHOCTH HN3JeIUs
(Imoxkasarenu IIPUMEHEHHUSI) U OrpaHUYEHHS ero IIPUMEHEHUS];

- TpeOOBAHUS K ITTOKA3aTeJIsIM Ha3HAYEHUs, HAIIpUMep, [IPU HOPMAJIILHOM UCIIOJIBL30BAHUM, XpaHe-
HUU, ITOrpy30pa3rpy304HbIX padboTax U oOCHyXUBAHUU;

- TpeOOBAHUS K pa3/iMYHBIM BApHMAHTAM MAapKUPOBKU B MHCTPYKLHU IO HUCIIOJIb30OBAHUIO U 0OCITY-
XUBAHHIO;

- TpeOOBAHUS K OKpPYXKAIOIeH cpeae, O€30IIaCHOCTH U pEryIUpyIoLHe TpeOOBaHMS;

- 3ProHOMMYECKHE U APYTHUE YeIoBeUecKHe (PpaKkTOpPhI;

- BCHOMOraTeJAbHLIE CTAHIAPTHI;

- DJIEMEHTBHI CUCTEMBI, €CJIM U3JEUe HUCIIOJIB3YIOT B KOMOMHAIMM C OAPYTUM H3ACIUEM, HAIIpUMEp,
gpyroe oOOpyHoBaHME WMJIM IMPHUHAIJIEXHOCTH. B 3TOM cilydyae MCXOOHbie TPOEKTHBIE JAaHHbIC MOJIKHEI
[TOJTHOCTBIO OIPENEATh TpeOOBAHUSA B3aUMOIACHUCTBUS DJIEMEHTOB CUCTEMBI.

IIpn onpeneneHur MCXOMHBIX ITPOCKTHBIX NaHHBIX MOCTABLUINK JOJKEH PACCMOTPETD IIpEAIIolaraeMoe
Ha3HA4YeHHUE, HEIIPaBUIbHOE HCIIOJb30BAHUE M3NCTUS U JIIOObIE, CBSI3aHHBIE C €r0 HCIIOJb30BAHHUEM,
TpeOOBaHUS K CIICLHMAJIBHON MAPKUPOBKE U3JIEINA U OOYUYCHUIO oTpeOuTensd (I0oJIb30BaTes).

JLOKYMEHT (bl) 110 UCXOIHBIM MMPOCKTHBIM NAHHBIM JOJIXKEH OOHOBJ/ISITBCS U INEpEeU3NaBaTbCA 10 MEPE
HEOOXOIMMOCTH, BIUIOTh OO OKOHYAHUS CpOKa CIYyXObl u3neaust. OT4yeT JoJLKEH COXpPAaHATh BCE COIVIACO-

BaHHBIE W3MEHECHUS MCXOMHBIX MTPOEKTHBIX JAHHBIX, €CIH OHUM NMPUHHUMAIMCH B TEYESHUE MpoLecca ITpoeK-
TUPOBAHUAL.

IIpolecc nepenayy NpocKTUPYEMOro U3ACIUS B IIPOU3BOACTBO MpoTeKaeT bosiee yCclelHo, eciu Ha
CTaAUU pa3pabOTKU UCXOAHBIX ITPOEKTHBIX JHAHHBIX NMPUHMMAIOT BO BHUMAaHHE KOHEYHOE IPOU3BOACTBO
(BO3MOXHOCTD IPOU3BOACTBA, JOCTYITHOCTDb YaCTeii/MaTeprHaloB, NOTPEOHOCTD B IMIPOU3BOACTBEHHOM 000-
PyZOBAaHMH, OOY4YEHHUE OIEPATOPOB M T.A.) U TpeOOBAHUSA OLIEHKHA COOTBETCTBUSI M3Xeaus (IpoLEeaypHl,
MeToIibl, 000pynOBaHHKE).

4.4.5 BwixomHble npoekTHbIe naHHble — 1o UCO 9000-2, 4.4.5.
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BeixoaHbIe€ IpOeKTHbBIE JAHHBIE MOIYT BKJIIOYATh TpeOOBaHUS K:

- CBIPBIO;

- COCTABJISIIOLLMM YaCTSIM,;

- CcOOPOYHBIM Y3/aM,;

- 3aKOHYEHHBIM H3IEJIUSIM;

- [OpOLECCY CO3MAHWS M IIPUMEHEHUS IIPOIrpaMMHOIO 00eCIIeYeH U,

- IpoLEAypaM rapaHTHHY KadyecTBa, BKIIOYAsi KPUTCPUM IIPUEMKU

- MPOH3BOACTBEHHBIM H IPOBEPOYHBIM IIPOLIEAYPAM;

- YIIaKOBKE€ U MAPKUPOBKE;

- Mpoueaype UICHTADUKALMH U IIPOCIEXKNBACMOCTH;

- TIpolieAype M MaTepHalaM 10 MOHTAXY U OOCIYXUBAHUIO.

JIOKyMEHTbI IO BBIXOHHBIM MPOCKTHBIM NAaHHBIM WM IOOIIOJHEHHUS K HHUM JOJDKHBEI ObITh B BUJE
OTYeTOB/(PAIIOB, JEMOHCTPUPYIOLIAX, YTO KaXIbIii MPOeKT OBLI pa3padoTaH U MPOBEpPEeH B COOTBETCTBUHU
C OJOOPEHHBIM ILTAHOM IIPOEKTA.

IIpoexTupyeMoe u3denue IEepelaroT B IPOM3BOACTBO ITOC/IE aHANM3a U MPUHATHA TPEOOBAHUH U
rpolenyp. AleKBaTHOCTb TpeOOBAHMM, METOIOB U IPOIEAYpP YCTAHABJUBAIOT B IIPOIECCE YTBEPXICHHNS,
BKJII0YAs] MCITBITAHUSI TOTOBOIO MU3IeaUs IIPH (PaKTUYCCKUX WIM MOJCIHMPYEMBIX YCIOBHUSX IIPUMECHECHUS.

4.4.6 Ananu3s npoekta — mo 1CO 9000-2, 4.4.6.

g obecriedeHusA OOBEKTMBHOCTH aHAIN3A IPOECKTAa PEKOMEHAYETCS IPUBJIEKATh OIHOIO MU He-
CKOJIBKUX 3KCIIEPTOB, HE HECYIIMX IPSIMYIO OTBETCTBEHHOCTDb 34 pacCMAaTpUBaeMbIe€ NEHCTBUS MO IIPOCK-
TUPOBAHUIO. DTO ITO3BOJISIET PeLICH3¢HTAM IIPMHATh BO BHMMAHUE BCE ACIEKTbI MHTEPECOB ITOCTABILMKA
[IpU IIPOM3BOJICTBE, MAPKETUHIE, MPOSKTHPOBAHUHU, ITIOCIIECIIPONAXHOM OOCIYXMBAHUU, IMOAICPXKKE U Be-
POSITHYIO MEAMUUHCKYIO 3¢ IeKTUBHOCTD IMpoekTa. s MeIULIUHCKUX U3AeIUd aHAJIHU3 JO/DKeH TakKxe
COLlEpXKaTh CACHYIOLIME OLIEHKU:

- IIPOBEIEHUEC aHAIM3A PUCKA, TAPaHTUPYIOLLIETO, YTO BOITPOCHI 0€301MaCHOCTH ObUIM PACCMOTPEHHDL;

- aJeKBAaTHOCTH MAapKHPOBKHU,;

- BO3MOXHOCTDb M3IEJIUSI PA3YMHO BBIIOJIHATH IIPeAroiaraéMoe MEIULIMHCKOE Ha3HAYCHUE;

~ alleKBATHOCTb VIIAKOBKH, OCOOEHHO IJIs1 CTEPMJIbHBIX M3EIHIA;

- aIEKBAaTHOCTb NMPOLECCA CTEPIUIN3ALINM;

- COBMECTUMOCTb U3JIENHS U MeToAa CTEPWIM3ALUM.

[locne 3aBepiieHUsT BaXXHBIX CTAOUHA IpoLecca NPOEKTUPOBAHUA BBIXOAHBIE ITPOCKTHBIE JOKYMEHTDI
IOJIXHLI OBITh PACCMOTPEHBI U IIPUHSITEI B YCTAHOBJICHHOM IMOPSIIKE IS MOCACOYIOIIEro BBINTOJTHEHUS.

Perucrpauust oT4eToB 00 aHANM3E IPOEKTa JOJIKHA OBITh UIEHTUDHMUMPOBAHA W BKIKOYATh B CeOs
[IPUHSIThIC pEeLICHUS].

IlpuMedyaHue — AHaIM3 NPoeKTa JO/IKEH BKIIOYATh NPOBEPKY yueTa TpeOOBaHUM AcHCTBYIOUINX CAHU-
TAPHDLIX [IPaBWJ U HOPM.

4.4.7 Ilpomepka npoekra — no UCO 9000-2, 4.4.7.

Kak TONBKO MpPOEKTHpYEeMOE M3AEINE NEepeBEACHO B MaTepHalIbHyio dopMy, ero 6€301acHOCTS,
[MOKa3aTe/id Ha3HAYeHUS U HAIEXXHOCTDh JOJDKHBI OBITh ITpOBEPEHBI HA COOTBETCTBUE UCXOIHBIM IPOEKTHLIM
JAHHBIM. TaKue NMpoBEPKM BKIIOYAIOT:

- AHAJIIU3 TeXHUYECKUX TpeOOBAHMH U PUCYHKOB;

- (PU3NYECKUE M XUMUYECKHUE NabOpATOPHBIE MCTIBITAHUSI;

- UCOBITAHUA [n Vifro,

- HUCIIBITAHUA in Vivo;

- AHAJIM3 YIIAKOBKM U MapKUpoBKH (cM. 4.15.4).

IIlpumeuyanne — Ipn npoBepke npoexTa HEOOXOOMMO YOEMUTHCS, UYTO NOKYMEHTALMSA 10 H3TOTOBIEHHIO,
MOHTaXy M OOCIYXMBAHUIO MEIULIMHCKMX U3LEIUHA coOepKMUT TpeboBaHus Oe30MacHOCTH B HEOOXOIUMOM o0OheMe.,

4.4.8 YtBepxaeHue mnmpoekra — nmo UCO 9000-2, 4.4.8.

YTBepXKIECHUE MPOCKTUPYEMOIo U3NEIUS HUJeT 0€3 MpoBepKU TEXHUYECKUX BO3MOXHOCTEN COOTBET-
CTBMSl BXOIHBIX IPOEKTHBIX XapaKTEPUCTUK M BBIXONHBIX IPOEKTHBIX JAHHLIX W IpeAHA3HAYEHO IS
obecIrie4yeHUA TOro, 4To MEAUIIMHCKOE U3MIeINE OTBEYAET ITOTPEOHOCTIM MOTPEOUTENST U MOXET UCIIOJIb30-
BaTbCA IO HAa3HAYEHHIO. DTO HJOCTUIAETCS IIPU U3YYEHUH ITOATOTOBKM U BO3MOXHOCTEHN IMOTEHUIUAIBHOIO
MoTpedUTeNsA, HHCTPYKIIMM MOTPEOUTEISI, COBMECTUMOCTHU C JPYTMMU CUCTEeMaMM M JIOOBIX orpaHUYeHUIHA
[10 NPUMEHCHUIO U3ICIIHA.

BK3eMIUBIPB! METUIIMHCKMX U3NEIUH, UCITONb3YeEMBIE VIS YTBEPKICHUS, JOJIXKHBI ObITh U3rOTOBJIEHHI
KaK OKOHYATEJIbHBIE HU3OCIUS B OTIIMYHE OT IMEPBOHAYAIBLHBIX OOpa3liOB. YTBEPXKIACHUE IPOBOAST IPH
(HaKTUYECKUX WM MOJEIUPYEMBIX YCIOBUSAX ITPUMEHEHUSI, IIPU 3TOM MOXET IOTPeOOBATHCS IIPOBEIEHUE
MEINUMHCKUX UCCIeIOBAHUN,

4.4.9 Usmenenusn npoexkra — o UCO 9000-2, 4.4.9.
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B 3aBMCHMOCTH OT TOro, HaXOAMTCS U M3JCIAME B IIPOJAXKE B HACTOLIICE BpEMS WIM HET, mepen,

pPa3pClIUCHUCM U3MEHEHHUH K I[IDAHATOMY IIPOCKTHOMY HU3ACIUIO, Cpeayn NMpovYux AOJKHbDI OBIThH pacCMOTpPE-
HbI CJACAYIOILHUEC BOIIPOCHI:

- byaet 1M u3nenue cCooTBETCTBOBATh TPEOOBAHUSAM IOC/IE BHECEHUS U3MEHECHU?

- byaer nu u3eane cCOOTBETCTBOBATH CeNM(MUKALINUSM IIOCIE€ BHECEHUST U3MEHEHMA?

- byner 14 U3genue ucroabp30BaThes 0 HA3HAYEHUIO?

- byayt v BAUSTE U3MEHEHHUS HaA pa3NMU4YHbIE KOMIIOHEHTHI H3JIEIUA WIX CUCTEMBI?

- byner mu pu3MdecKUl KOHTAKT C APYTUMH KOMIIOHEHTAMH B M3OEJIUU WIH cUCTEME?

- Co3anyT 11 U3MEHEHUS ITpoOJIeMBl IIPU M3INOTOBJICHUM, MOHTAXE YWIU IPUMEHEHUU?

- OcTraHeTcd U U3NEIHUe TOATAIIUMCS MpoBepKe ?

3aTPOHYT JI4 U3MEHEHMS PETYIMPYIOIMI CcTaTyC MU3aenus’?

4 5 ¥Ynpaeienue NOKYMEHTAIMEH U NAHHBIMH

4.5.1 Oouue nonoxenuss — nmo UCO 9000-2, 4.5.1.

ITpuMeps! yripaBjieHUsT JOKYMEHTAMEH U JaHHBIMU, KOTOpPbIE JOJDKHBI ObITh ITOAYMHEHBI GOPMaJIb-
HBIM NpOHECAYPAM KOHTPOJIA:

- DPYKOBOJICTBO I10 KAYECTBY;

- CTAHIAPTHBIC OINEpALlMOHHBIE MMPOLIENYPhl, METOINMKH UCNBITAHUN U paboyre MHCTPYKIIUMU,

- TEXHUYECKHE TpeOOBAHUSI, pUCYHKH, HAIIpUMEP, TpeOOBAaHHS K 3aKYyIIKaM, HMpoleccaM, YII4KOBKE
1 MapKHMpOBKE;

- COOTBETCTBYIOIMI peKJIAMHBIA MaTepUaJl, pYKOBOJACTBA IOTPEOUTENST, MHCTPYKIINHU 110 SKCIUIyaTa-
A U T.0.;

- 3JICKTPOHHBIE PE3CPBHBIC KOITHU BEPCHUM JOKYMEHTOB HA CHCTEMY KauecTBa U TpeOOBaAHMS.

Ha mporsssxeHMHM cpoka cayXObl KONMHWM OIYOJMKOBAHHBIX BHEIIHUX CTaHOAPTOB, PErYJUPYIOIIUX
[IPaBIWI U NPAKTHYECKUX 3aKOHOB, KOTOpbIE OTHOCATCA K CUCTEMe KadecTBa WM TpeOOBaHUN K U3ACIIHUIO,
IOJLKHBI KOHTPOJIUPOBATBCS TAKMM 00pa3oM, YTOOBI MOXHO ObUIO SICHO NpEACTaBASITh, KaKasi BEepCHUs
IOKYMEHTa Oblia MCITOJbL30BaHA.

4.5.2 YTBepxXaeHHe U BBINTYCK JOKYMeHTalUuu U JaHHbIX — o UCO 9000-2, 4.5.2.

YcTaHOBAEHHAA cCUCTEMA VIS VIIpABICHHUSA TOKYMECHTALMEH U pe3yabTaTaMU JOJDKHA:

- BKJIIOYATh IIEPUOIHYCCKUN aHAJIU3 JOKYMEHTAIMU, €Clii TpeOyeTcsl CUCTEMOM KavyecTRa;

- HAa3HA4YaTbhb OTBETCTBEHHBIX 34 ITOATOTOBKY, IIPOBEPKY U BBIITYCK TOKYMEHTOB;

- TpeOOBaTh AHAM3Aa BCeIl CBA3AHHOU C KA4e€CTBOM JOKYMEHTAILIMU IS obeclie4eHUs] YBEPEHHOCTH B
3aKOHYEHHOCTHU M €€ NMPaBUWIBHOCTHU Iepel YTBEPXKICHUEM U BBIITYCKOM;

- WOCHTUDHUIHUPOBATH NONyYaTenaei KOHTPOJABHEIX KOMUH JOKYMEHTOB;

- TapaHTUPOBAThL OBICTPOEC AHHYJIUPOBAHUE YCTAPEBIUMX KOINMHA KOHTPOJIUPYEMBIX JOKYMEHTOB (CM.
4.5.2);

- OIpEAENSATh METOI PErUCTPAINU, OAThl BHECEHMS U3MEHEHUH B JOKYMEHTALIMIO.

IIpouenyps! yripasjieHUSI NOKYMEHTALUEN PETYIUPYIOT IIPUHATHEM MMOCTOSITHHOM CTPYKTYPhI JOKYMEH -
TOB B paMKaX CUCTEMBI KAY€CTBA M YKA3bIBAIOT, KaKasd MH(OPMALIUs U3 JOKYMEHTALIMH YIIPaBJIeHUS JO/KHA

OBITL BK/IIOYEHA B MHIMBUIYAJIbHYIO KOHTPOJIUPYEMYIO JOKYMEHTalMi0. B paccMoTpeHHe HeoOXOoHMO
BKJTIOYMTD:

~ Ha3BaHHE U 00JIACTh NIPUMEHECHMUS,

- CCBUIOYHBIM HOMEP JOKYMEHTA;

- JIaTy BLIIYCKA;

- CTATyC IIEPECMOTPA;

- JIaTy MPpOBEPKH WIH YACTOTY [IPOBEPKHU, €CIIU TPEOYETCS IEPHOIUYECKUN aHAIN3 CUCTEMbl Ka4Y€CTBa,
- UCTOPHUIO ITPOBEPKHM;

- OpraHMU3aTopa Wi aBTOpAa;

- YTBEPXKIAIOLLYIO MTEPCOHY (bi);

- NepPCOHY (bI), OTBETCTBEHHVIO 3a BBIITYCK;

- TIOPSAOK YTHIU3AIUMY;

- HyMEpaliyio CTpaHMl U

- CCBIIKY Ha JEKTPOHHYIO KOnuio (¢aill KOMIbIOTEPA), €CJIU OHA CYUICCTBYET.

CucreMa ympaBleHUs] JOKYMeEHTaIMel JomkKHa obecrneyrBaTh BO3MOXHOCTE OTIMUMS YIIPaBIBsIEMBIX
1 HeyIIpaBIsieMbIX JIOKYMEHTOB.

CoxpaHeHMe YeTKO OTMEUYEHHOM yCcTapeBIUECH U 3aMEHEHHOU yIIpaBaAsieMON JOKYMEHTAIIMU [IOMOraer
B o0ecreyeHUH TMMOMHOM KApTUHBI KU3HCHHOIO 1IUKIIA U3NEIIUSI.

4.5.3 HN3meHenust noxyMenToB 1 naHHeXx — 1o MCO 9000-2, 4.5.3.

N3MeHEeHUsA TOKYMEHTAUWUU U Pe3yibTaToB, BKIIOYAasA KOMIIBIOTEPHYIO JOKYMEHTALUIO, ITPOMU3BOIAUT
YVIIOJJHOMOYEHHBIN IIepCcoHaa (HApuMep JIIOJU C IIPpaBOM JOCTYIa K HJOKYMEeHTALUMH U ¢aiinaM ZaHHBIX,
KOTOpbIE NMOAJIeXKaT U3MEHEHMIO). YTBEPXKIeHUE YITOTHOMOYEHHBIX JUISI BHECEHUS U3MEHEHUH IOJDKHO OBITH

5
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3a(PHKCHPOBAHO B JOKYMEHTALMY (WIH pe3ynbTaTax) WIM B COIIYTCTBYIOUIEM JIUCTE pErUCTpalliy U3MEHE-
HMiA. 11 npepoTBpailleHUs1 HEIIPABOMOYHBIX U3MEHEHH B KOMITBIOTEPHON TOKYMEHTALMU U pe3ybTaTax

X IIEPECAaIOT 3aUHTCPCCOBaHHBIM JIMIIAM, HE YITOMTHOMO4YC€CHHBIM BHOCUTL H3IMCHCHHUA, B BUIIC, JOCTYIIHOM
«TOJIbKO VIS YTCHUA».

4.6 3aKynku
4.6.1 O6ume nmoxoxeuusa — rmo UCO 9000-2, 4.6.1.

[TocTaBUIMK MOXET M3 Pa3IMYHBIX MCTOYHUKOB IMOKYIIATh U3JAEJIUA U YCIYTH, KOTOPEIE MOTYT HEIlO-
CPeACTBEHHO WIM KOCBEHHO 3aTparuBaTh BOIPOCHI 0€30MaCHOCTH, 3PPEKTUBHOCTU M OOLIEro KavyecTsa
KOHEYHOI'o MeJUIIMHCKOIO U3IeNuA. K TakuM U3OeNUsIM U YyCIIyraM OTHOCSITCS:

- CBIpbE;

- KOMIIOHEHTB! WIU COOpOYHBIE Y3JIbl, U3rOTOBICHHBIC IPYTUMH IIPOU3BOAUTEIIMU, C UCIIOJAb30BA-
HMEM TIPUHAUIEXAaIlero MOCTABUIUKY 000pYyIoBaHUs U (WIH) MAaTEPUAIOB, MPEAOCTABJISHHBIX [TOCTAaBIIIH-
KOM;

- KOMIIOHEHTHI WIN COOPOYHBIC Y3JIbl, ITPEACTABIAIOIUME CTAHAAPTHBIE OJIOKU U3 APYTUX UCTOYHHKOB,

- KOMIIOHEHTHI WIHA COOPOYHBIE V3JIbl, U3NOTOBJICHHBIC IPYTHMHU IIPOUIBOAUTEIISIMU I10 TEXHUIECKUM
JOKYMEHTAM ITOCTABUI{MKA;

- 3aKOHYEHHOE M3llejhe, Hocsuwee MapKy W (WIM) MUMSI M3FOTOBUTENS HU3IEHMS; 3TO MOIYT ObLITh
M3JETHs, TOTOBBIE K IpOoAaXe WK TpeOyIolMe HEKOTOPOH JaNbHEHIIeH nopaboTKK (TUIA YITAKOBKY U (WJIH)
CTEPWIN3ALUN )

-~ YIIAKOBOYHBIN CTAHAAPTHLIA MaTepUall Wi MaTepHaa, U3rOTOBJIEHHBINA 110 TEXHWYECKOU HOKYMEH -
TallMN NOCTABIIUKA;

~ MApKUpPOBKA, YCTAHOBJICHHAS MO TEXHUYCCKUM JTOKYMEHTAM OCTABILMKA;

- YCJIYTU CEeNYIOLIMX BHIOB: ME€XaHU3alusl, BBICOKOTEMIIepaTypHasa obpaboTka, crepran3anusi, Ka-
JTUOPOBKA, UCIILITAHUE, CAHUTAPHO-XUMHUYECKUH KOHTPOJIb, YTHIN3ALMA OTXOHO0B NPOU3BOACTBA, OYHUCTKA,
KOHTPOJIb OKPYXKAIOHUIENU CPEABI, YCIAYTH NpavYeyHoO, TPaHCIIOPTMPOBaHE, MOHTIX.

- KOHCYJIbTAL{MOHHBIE YCIIYTH.

4.6.2 Ouenka cyonoapsmuukos — no MCO 9000-2, 4.6.2.

TepMUH «CyOITOAPSIAYHUK» B3SAT Ui BKIIOYEHUS (IPETEHACHTOB B MOCTABIIMKM MAaTEpPUATIOB, KOMIIO-
HEHTOB, COOPOYHBIX Y3JI0B WIHM 3aKOHYCHHBIX U3NECANNA WIU YCIIYT.

BriOop nmoTeHIUMAIBHEBIX CYOITOAPSIYHNKOB OOBIMHO MOXET BKJIIOYATH OLEHKY UX IIPOU3BOACTBEHHEIX
MOIIHOCTEH, criocoOHOCTeH, HABHIKOB, PECYPCOB U T.JA., JEMOHCTPUPYIOLIIHMX CIIOCOOHOCTh CYOIIOApsITYUKa
BBLITIOJIHUTH COOTBETCTBYIOIIHKE TpeOOBAHUS JUISI MEAUIIMHCKUX U3ICIUHN.

[IpremnemMbie cyOIIOOpSITYIUKU JOJDKHBI ObITh 3aHECEHBI B KOHTPOJIBHBIN CIIMCOK, B KOTOPOM JOJIKHEI
ObITh YKa3aHbI:

- HasBaHWe PUPMEI U ee afpec;
- KOHTaKTHOE JUILIO;

- HasBaHME MNPOAYKUHHA MU YCIYTHU, KOTOPBIE MOTYT OBITH KYILICHDI.

Ecinu nmocraBImuk 3aKynaeT cOOpoYHBbIE y3ibl, pa3paboTaHHbBIE CYOITOAPSIYMKOM, OH JO/IKEH IIOJY-
YUTb OT CyOIIoApARYMKa WH(POPMALIUIO, IMO3BOJSIOILYIO IMPOBOJUTh CEPBHCHOE OOCIYXMBAHUEC H3NCIIMA
[TOTCHIIAAJIBHBIM TTOKYITATEISIM.

Ecnu cybnoapsspiuukK MOCTARISAET 3aKOHYEHHOE W3Ae/Ne IOCTABLIMKY JUISI paciIpoCTpaHEHUS 0[]
TOProBOM MapKoOu MOCTAaBLIMKA, IMOCTABILIMK NOJKEH 3HATH O JIIOOBIX HEHOCTATKaX B CHUCTEME KayecTBa
cyOmoapsaaYuKa, KoTopasi 1o/KHa ObIThb COrTacOBaHA C MOCTABLLMKOM.

Eciau BhIOIHEHHE TPEOOBAHMN TEXHUYECKON AOKYMECHTALUHWH CBSI3aHO C YYETOM YPOBHS I'apaHTHH
Ka4yecTBa, JOCTUTHYTOM CyONoOJApsSiIYUKAMU, ITOCTABLIMK M IOTCHIIMAJBHbBIC CYOIMOAPSIYNKHA HOJKHBI I0-
roBapyBaThcsd 00 YPOBHSIX CTAHAAPTOB CUCTEMBI KA4€CTBA U METOJIOB IMPOBEPKH, a TAKKE CO31aBATh YCIOBHS
IJIS1 YPETYJIIUPOBAHUS CIIOPOB OTHOCHTEABHO KayecTBa.

I1o BO3MOXHOCTH, MOCTABILMK JOJIKEH ITOJYIUTh corlacue cybnoapsiaiyuKa o0 yBeJOMJICHUM I10CTaB-
[IIAKA C LEJIbIO 0JI0OOPeHUST U3MEHCHUH TIPOLIECCOB, KOTOPbhIC MOIVIM OBI 3aTparusaTh Ka4eCTBO KYTUIEHHOTO
U3JeaUA WY yoIyry. Ilpy nmonydeHuM ysefoMIeHUs 0 BHECCHUHY U3MEHEHU A IMOCTABIIMK JOJDKEH OLIEHUTH
X BJIMSIHUE HA KOHEYHOE U3IEIHE.

KOHTpOJIb CUCTEMBI KaUecTBa CYONIOAPAIYMKA MOT ObI BKJIIOYATh HEKOTOPBIE U3 CIICAYIOIIMX AEACTBHIA:

a) IUISI TIOCTaBILMKA KOMMEPYECKM JOCTYMHBIX M3CTHUM:

-  TIepHOAUYECKAsL ITPOBEPKA IMONYUYEHHDBIX M3LCIMH;

- KOHTPOJIb PE3YJIBTATOB IPOBEPKH;

- [POBEAEHUE CEPTUPUKALHNKU CUCTEMbI KaYyeCcTBa CYOIOApSANYMKA TPETbUMHU JINLIAMU,

- MOJIydYeHUe CepTH(PHUKATOB O COOTBETCTBUM M3AEIHUS ¥ (W) cepTUPUKATOB 00 aHATM3€E TPOU3BOACTBA,

©) npoBepka CHCTeMBI Ka4YeCTBA H3ACJHMH IO TEXHUYECKOH AOKYMEHTALIMM IIOCTABIIMKA MOXET
TPEOOBATHCS B NOIIOJHEHUE K IICPEIHCIICHMIO a).

[Ipn npoexTHpOBAaHUHM KOHTPOJBHBIX OEHCTBUH MOCTABLIMK JOJXKEH PAaCCMOTPETh PE3YALTAThl CEP-
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TUPUKALIMKU TPEThEH CTOPOHOM, TEHICHIIMM BO3HMKHOBEHUS XajdoO0 M HECOOTBETCTBUNH H OIPENEIUTH

4YaCTOTY IMPOBEICHUS KOHTPOJIA. Pe3ynbTaThl KOHTPOJMPYIOLIUX TCHACTBUI JOJDKHBI OBITh 3apEruCTpUpOBa-
HEI. Pe3yabTaThl IPOBEPKU CUCTEMEI Ka4Y€CTBA JMOJIKHBI IOKA34aTh, YTO OpraHy3alMs SBIAeTCs ITpHEMIIEMBIM
CyOIoapsiIIUKOM.

Ecnu npeanpusatie cyonoIpsayuKka He COOTBETCTBYET VCTAHOBJICHHBIM KPHUTEPHUSIM, JOLKHO OBITH
[IPEAIIPHUHATO KOPPEKTUPYIOLIEE AeHCTBUE. IIpUMEPBI KOPPEKTHUPYIOIIMX U TIPEAYIPEAMTEIbHbBIX JEUCTBUIA
BKJIIOYAIOT B ceOs JcUCTBUA, HE OrpaHWYEHHbBIC!

- paboToi ¢ CyOIOApPSIMYUKOM U1l YCTAHOBICHUS MPUYMUH OIIMOOK CyOIIOApsSiNYMKA U IPOBENEeHHUS
KOPPEKTUPYIOLMIMX U (MJIK) TMpeayNpeauTeIbHbIX NeACTBHUMA;

- TIPOBeIEHUEM YCWICHHBIX MPOBEPOK U (MJIK) IIPHEMOYHBIX KCIIbITAHUMN;

- YBEJIUYEHHUEM YaCTOTHI [IPOBEPOK;

- Pa3sMELICHNUEM CBOErO CIYXKALIEro HA IMPOU3BOJACTBEHHOM TEPPUTOPUM CYOIOAPSIAYMKA; U
- BBIOOPOM AJIBTEPHATUBHOIO CYOMOAPAIUNAKA.

4.6.3 JokxyMeHTanus Ha 3akynky — o MCO 9000-2, 4.6.3.

CrienuajabHbIE YCIOBHS, TPEOYEMBbIE IUIST XPAaHEHUSI WIHM TPAHCIOPTUPOBAHUS 3aKYIUICHHBIX MaTepu-
aJI0OB, KOTOpBbIE MOTJIM OBl 3HAYMTENBHO BJMATH Ha 0e30ITaCHOCTh, 3(HPEKTUBHOCTh HJIM HA3HAYCHUE
MEIULIMHCKOIO HU3[EIHS, JOJDKHBI OBITh OIIpeesICHBI B TEXHUYECCKOM JOKYMEHTAILIMH.

4.6.4 ITpoBepka 3aKyIUIEeHHOH MPOOYKIIMH

4.6.4.1 TIpoBepka, MpoBoaKMas ITOCTABLIMKOM Ha IIpeANpUATHH cyorioapsinyuka, — 1o HCO 5000-2,
4.6.4.1.

4.6.4.2 TlpoBepka morpeOMTENEeM MNPOAYKUMHU, NocTaBisieMoil mo cybroapsiny, — UCO 9000-2,
4.6.4.2.

4.7 Vnopasienne nmpoaykKuueH, nmocrapiasemon norpedutenem, — HMCO 9000-2, 4.7.

4.8 Unenmndukanna A opocaexkusaeMocTh mpoxyxkimm, — UCO 9000-2, 4.8.

JlommoHUTEIIbHBIC TPEOOBAHMS IS MEAUIIMHCKUX HU3IETNA:

a) MlneHtudukanus

NneHTHduKauusa u3genust o0ecrneyrnBaeT NpoCcaeXKuBAeMOCTh B IBYX HAIIPaBJICHUSIX:

- Y TioTpedureney;

- CBIpbsl, KOMITOHEHTOB U IPOLIECCOB ITPOMU3BOICTBA.

IlepBoe HaApaBieHHE IMO3BOJISET NPOCICIAUTh U3HEaUS YV TOJAb30BaTeNsl, HANIPUMED V IaliMeHTa WIH
B O0JIBHUIIE, BTOPOE HAIPABJIEHUE — HCCIEN0BATH MPOOJIEMBI KauecTBA U 0OpaTHOHU CBSI3H IUIS IIPEIOTBPA-
ILUEHUS TTOSIBJIEHMA HECOOTBETCTBYIOLIECIO MU3NCAMSI.

Upentudukaums Moxer ObITh JOCTUTHYTA IIPMCBOEHHUEM TI'PYIIIIOBOro, CEPUUHOIO HOMEpa WIH HO-
Mepa MapTHUHM TOBAPA, WIM IJIEKTPOHHBIMU CPEeICTBAMM.

NneHTUdUKaLNUSA ChIpbsi, KOMIIOHEHTOB M I'OTOBBIX U3ACAMI BaXHa IO CACAVIOLUIUM ITPUYUHAM:

- KOHTpOJIb MaTepHalIoB B IIpollecce IMpOU3BOACTBa (4.9);

- HPOUCXOXIECHUE H3AEJUSI, CTATYC K COOTBETCTBHE TPEOOBAHHUAM OE€30MACHOCTH,

- obecrieyeHUE ITPOCNAEKUBAEMOCTH

- obneryeHUE JMArHOCTUKYU HEUCIIPABHOCTEN IIPU BO3HUKHOBEHUM 11p0o0JeM KadyecTBa.

IIpuyuHa, 110 KOTOPOM ChIphbe ¥ KOMIIOHEHTHI JOKHBI OBITH MiaeHTUMUIIUPOBAHDI U NIPUBA3AHBI K
I'PYIIITIOBOMY, CEpHMHOMY HOMEPY WIM HOMEPY HApTHHU TOTOBOTIO U3JAENHS, MOXET 3aBUCETDh OT CJIEIYIOIINX
(baKTOpPOB:

- HCIIOJIL3YEMbIX MaTEpPHAIOB,

- TUIIA TOTOBOI'O U3JEJIUA;

- 3¢ deKTa OT HEUCIPABHOCTY I'OTOBOI0O U3ACIUSA WIM MATEPHUAJIOB, UCIIOJb3YEMBIX IIPU €r0 U3IOTOB-
JEHWU;

- YCTaHOBJICHHBLIX TpeOOBAHUMIA;

- HPOCJAEXUBAEMOCTH, €CIU HECOOXOOUMO;

- MCXOIHBIX MIPOEKTHHIX JaHHBIX;

- PEryJIMpyIoOLIUX IIpaBuI.

0) IIpocaexuBaecMoCTh

flocTaBIMK TOMIKEH OMPEHEIUTD XapaKTeEP U CPOKM CBOUX NEMCTBUH IO Npociie XnuBaeMoCcTH. OOBIYHO
TaKUe JIEHCTBUSA TMNMPOBOHST B MIPOILIECCE IPOU3BOJICTBA M CKIAAUPOBAHUS, MOKA M3JAEHNUE HE YBE3EHO C
TEPPUTOPUM NOCTaBIIMKA. [locTaBIIMK MOXET OIrpaHUYUThL JEUCTBHA IO ITPOCIECXKMBAEMOCTA B YACTH
CIIelIM(PUYECKUX TTPOLIEAYD.

18 UMIUIRHTUPYEMBIX ¥ aKTUBHBIX UMILUIAHTUPYEMbIX U3NEJIUA CUCTEeMA IIPOCIECKUBAEMOCTU HEOD-
XOAUMa, TaK KaK HET BO3MOXHOCTH OCMOTpETh U3/eJIMe BO BPEMA €ro ucnosb3oBaHus. [IpociaexusaeMocTs
IIOMOraeT u30exaTh U3BJACYEHUS MMILNAHTUPYEMOIo M3Ie/Us IIOCPEACTBOM TOYHOM HMJIEHTUMMKALMU TeX
MMILUIAHTATOB, KOTOPBIE BKIIIOYWIM BBIIUECAINHE U3 CTPOS M BIIOCAECACTBUHU MACHTU(MUILIUPOBAHHBIE KOMIIO-
HEHTHI, MJIH JUTS TeX UMIUIAHTATOB, JUISI KOTOPBIX HEKHUU ITPOITYCK YIIPAaBJICHUS BITOCIEACTBMY ITOKA3aJ CBOIO
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HeaJeKBAaTHOCTb. [Ji1 HEKOTOpPbIX UMILIAHTATOB MOBBIIIEHHOIO PHCKA pEryjupylollye IpaBwia MOIYT

TpeboBaTh JOMOAHUTEIBHOM ITPOCIEXKMBAEMOCTH BHE TEPPUTOPHUH MOCTABILHUKA, H CUCTEMA Ka4eCTBa 10J/IK-
Ha 2TO MpeaycMaTpUBAaTh.

4.9 Ynpasneune npoueccamu — MCO 9000-2, 4.9.

YnpasieHue Npou3BOACTBEHHBIM IIPOLECCOM NOATBEPXKIAIOT OTYEThI. B oTYeTax Jo/KHBI ObITH IIpU-
BEICHBI.

- UCIIONBL3yeMbIe O0OPYIOBAHHE U MATCPHUAIDL;

- TIpOLECC YTBEPXKACHMNSA HOKYMECHTALHU,

- MEPHI IIPEAOCTOPOXKHOCTHU, KOTOPBIE JOJDKHBL OBITH ITPHUHSTHI;

- TEXHWYECKHE UHCTPYKIIHUY;

- J1100bIe NPOBEPKU Ka4yecTBa «B IIpoHecce», NPOBOAUMBIC NPOU3BOICTBEHHBIM HMEPCOHAIOM;

- U3MEHCHHS B IIpolLecce WIM MaTepyuaiax;

- [IpoHeaypy, KOTOPYIO CJIEAVET BBIMIOJHMTD B C/Iyyae BOZHUKHOBEHUS IIPOOJIEM C KAaUECTBOM;

- DPa3MEILUCHHUE MPHHATHIX WM OTOpaKOBAHHBIX M3JCHUIM.

CocTaB JOKYMEHTAUMY U YPOBEHb NETAJIM3aLMM HOJDKHBI COOTBETCTBOBATH CTEIICHU KPUTHUYHOCTH
[Ipoliecca B AOCTHKEHUHM TpeOOBaHUH 10 KAYECTBY M CTEIEHU MMOATOTOBKH IEPCOHAJA B 1000 crieLiudpu-
yecKoi 00JIacTH yHnpaBJICHHs INPOU3BOACTBEHHBIM NpoueccoM. Ilponeaypa Moxer ObITh B popMe OJIOK-
CXEMbl WIH ONEPALMOHHON IMOCIeN0BaTEIbHOCTH, OOBEAMHEHHOM C KOHTPOJIBHBIM JIMCTOM TOIO, 4YTO
JOJIKHO OBITH IPOBEPEHO.

Hpoueaypsl Wiy MHCTPYKIMHM MOIYT OBITH NpeACTaBiA€Hbl B IrpaMIECKON WIHM ayJaMOBH3YAILHOH
dopme. IlocTaBHIMK HOKeH HOOMTLCS MAKCHUMAJIbHOIO MCIIOJL30BAHUS CYLIECTBYIOLLECHA MOKYMEHTALVH
(TEXHMYECKUX PUCYHKOB, I'padHUKOB ITPOU3BOJCTBA, BHYTPCHHHUX pabOYMX pacHopsikKeHUi), 4ToObl U30e-
KaTh U30BITKA popM, TyOaupoBanus UHPOPMALIMM U JIUIIHHUX 00BEMOB paborT.

Ecau npoiieccoM ypasisIeET KOMIIBIOTEP, TO alI€KBATHOE O0OyUYEeHHE NepCOHaIa, IIPUTOTHOCTh COBpE-
MEHHBIX 0a3 HaHHLIX U [IPUBEPKEHHOCTh K CUCTEMATHU3ALMM IIPOUCHYp SIBASIIOTCI KPUTUYHBIMM UL
BBINIOJIHEHUS TpeOOBAHUIA.

Pabota no MomepHu3alnuM gojXHa ObITh uaeHTUdNLMpOBaHA U (MJIU) BbLAeJIEHA BO M30eXaHUe
nmyTaHulbl u3genui (4.8). Hnsg HeOoAbLIUX NAPTHA U YACTEM MACCOBOrO M3roTOBJIEHHSI, KOTOPHIE HE
MOTLYT OBITH MAPKHMPOBAHBI, IPYIIIOBAsA YIIAKOBKA M (WJIM) TEXHOJOTUYECKOE O0OPYIOBAHUE HOJXKHBI
OBITH UACHTUDHALUPOBAHDI JJI51 VKAa3aHUS u3nenus ¥ (MIM) NapTHYA U UX cTaTyca. 9Ta UACHTUPHUKALIUA
HE JOJIXHA CONEPXKATH KOJ, KOTOPHIM HCIHOJB3YETCsS Ha ITOCJEIHEM U3ACAUH, HO DOXKHA OBITH JErKo
CONMOCTABUMa C STHM KOOOM. JI10OBIE MCIIOJBb30BAHHBIE pPaHEE SAPJbIKH HAOJKHBI OBITh YIAJICHBI WK
BBIYEPKHYTHI.

BcrioMoraresibHble MaTepHaiibl (OUMILAIOLIYE Ar€HTHI, (POPMOBBIE Ar€HTHI, CMA30YHBIC Macja WIH
ApYyrye BellecTBa) NJOKHBI OBITh COOTBETCTBEHHO MIECHTUMHUILIMPOBAHbI U MAPKUPOBAHLI. BerioMoraresn-
HbIE MaTepHAJIbl UCITOJIB3YIOT B IIPOU3BOACTBEHHOM MpOLeCcce WIH IPUMEHSIOT ISl €ro o0JIErYeHMs, HO He
BKJIIOYAIOT B FOTOBBIC M3UEJUS. YNAKOBKA IJII BPEMEHHOIO XpaHEHMs M MOrpy30opas3rpy3o4yHbIX paboT
IOJIXXHA OBITh COOTBETCTBYIOLMM 00pa3oM pa3paboTaHa U O4yMilleHa, eclId HEOOXOIUMO.

O0O0pyIOBAHUE TOJKHO ObITh paspaboTaHo U BbIOPAHO TaK, YTOOBI U3AEIUS U IIPOLIECC IPOM3BOACTBA
COOTBETCTBOBAJIM YCTAHOBJECHHBIM TpeOOBaHMSIM. MoHTaxX 0oO0OpynoBaHUSI KM €ro OIbITHAd OLIEHKA IIpH
SKCIUIyaTallMy JOJIXHBI OBITh obecrieueHbl. HoBoe U CylIecCTBEHHO M3MeHEeHHOe Oo0OpyIoBaHHME HOJJXKHO
OBITH OLIEHEHO HA COOTBETCTBME 3aKYIIOUHBIM, IIPOEKTHEIM TPEOOBAHUSIM U CIIOCOOHOCTD K padoTe B paMKax
ONpeaceHHbIX U MIPOU3BOACTBCHHBIX OrPaHUYCHUI GYHKIIMOHUPOBAHHA.

OtaenpHble HNPOLIECCHl TPEOYIOT NOMOJHUTEIbHOrO OOYYeHUS WM CHeLHaJbHOM KBATU(MHKALIUU
OIepaTopoB. B psle ciyyaeB IMpoIlECC OOMXKEH OBITh CIELMAIIBHO Of00peH, HarpuMep, CIAeOYIOIUM
o0pa3oMm:

- JOJDKHA OBITh MOATBEPXKACHA KBaJIM(PHUKaALKA OofepaTopa IIpH 3arnedyaThlBAaHUHM CTEPHJIBHBIX I1aKETOB,
€CJIM BU3YaJIbHas WIHX OPyras Hepa3pylIaoiiasl 3KCIepTU3a Ha IMPOYHOCTh YIIaKOBKY HE JaeT MH(OopMauuu
O IIPOYHOCTH 3anevyarsiBaHusA. g obecrieyeHUs rapaHTHHM IPOYHOCTH YIIAKOBKU TPEOyeTcs 0OyUYEeHHBIN
M KBATUPUIMPOBAHHBLIA ONepaTop, BLIITOJIHSIOMUN MPOLIECC 3aIedaThbiBAHUSL COIJIACHO YTBEpPXICHHOM
[IpoLEenype;

- OJKHA OBITE NIPOBEACHA OLIEHKA HEOOXOOUMOCTY Ipoliecca ofo0peHust [P BBEACHUH HOBBIX WIH
CYLLIECTBEHHO MU3MEHEHHBIX IIPOU3BOACTBEHHBIX POLECCOB, BKJIIOYAsA N1000€ HOBOE IIPOU3BOJICTBO U MeE-
TOIbI UCITBITAHUH.

HOoMosJHUTEeNbHBIE TPEOOBAHUS K CIIELIMAILHBIM IIPpOLIECCaM, CBA3AHHBIM C ITPOU3BOIACTBOM CTEPUJIb-
HbIX MEAUINMHCKUX U3ICIHN:

a) Ilepconan

IlocTosiHHO McnONb3yeMbIH WIM BpEMEHHBIN NepcoHaN (BKIIOYAst CYOIOAPSTINKOB) U ITOCETUTEIH,
KOTOpPbIE MOTYT BXOAMTh B KOHTAKT C U3LOCIHEM WIH €r0 OKPYXAIOLIEH cpeloM, TOJIKHBI OBITE COOTBETCT-
BEHHO OZEThI, YUCTHI H 3/IOPOBBI, €CJU 3TH (PaKTOpbl MOIJIM Obl HEOJIAroNpPUATHO MOBJMATh Ha U3IEC/IHE.
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Eci¥ Mo COCTOSIHUIO 300pOBBS JIIOAU MOTIYT HEOJAarONMpHMSTHO BO3NEHCTBOBATH HA U3HENIHE, OHU
NOJDKHBI OBITh UCKIIIOUEHBI U3 3TUX NEUCTBANA WIM HE HOIYILEHHI K MPOXOXY B CIIELIMAJIbHBIC TOMELEHUS
o UX BoccTaHoBJICHUS. IlepcoHan nookeH ObITh MPOMHCTPYKTHPOBAH U 0053aH COOOLUUTL O COCTOSSHUU

3I0POBbSl PYKOBOJACTBY. OT0O 0COOEHHO BAXXHO IIPHU U3TOTOBJIEHUU U3JEIMHA, KOTOPbIE OYAYT MMOCTABIATHCS:
- CTEPUIBLHBIMU;

- HOJIXKHBI OBITH CTEPWIN3OBAHBI IIEPE] UCITOIb30BAHUEM;

- IUIS LeJiey, IPH KOTOPHIX MMEET 3HAYCHHUE MUKPOOHOJIoOTHYecKass YUCTOTA.

BpeMeHHbIN NepCOHA, ITIPUBJIEYEHHBIN K OOCIYXUBAHUIO, OYUCTKE, PEMOHTY U T.[l., HE NOJKEH OBITh
OOIYIIIEH K paboTe A0 TeX ITOp, ITOKa He OYAET IPOBEPEH COOTBETCTBEHHO OOYYEHHBIM YEJIOBEKOM.

0) KoHTpoJip OKpyXKarollel cpenbl IPU IPOU3BOACTBE

IlocTaBIIMK HOJKEH rapaHTHPOBATh, YTO MCHOJBb3yEMbI€ 34AHUSI IIOCTPOEHBI IO CIENUaIbHOMY
[IPOEKTY U UMEIOT HEOOXOAWMBIE YCJOBUA I OOJeryeHUsT OYMCTKM, TEXHUUYECKOro oOCITyXHWBAaHUSA M
npyrux gercteuii. [loMenieHue DOJDKHO pacrojaratbh JOCTATOYHbIMU TUTOIHAASIMUY JUIS

- TIPOBEACHUS IMOTPY30pa3rpy304YHBIX padOT U IPEeJOTBPALLCHHUS] CMEIIUMBAHUS MTOCTYIAIOIIMX MaTe-
PHAJIOB ¢ MarepuajlaMy, HaXOOAIIMMMHCA B IIpoliecce IMPOU3BOJCTBA, OCTATOYHBIM, MEepepadbOTaHHBIM,

N3MEHEHHBIM MJIM BOCCTAHOBJICHHBIM MATECPHUAJIOM, JIOOBIM IPYIHM HECOOTBETCTBYIOIIMM MAaTEpPHAJIOM,
rOTOBBIMH W3ACIUSIMU,

- pasMelleHHs] IIPOU3BOJCTBEHHOIO 000OpYyIOBaHUS U padouux MecT, CHAOXEeHHBIX HHCIIEKIINOHHBI-
MU ITOCOOHUSIMU, JOKYMEHTALUEH U pUCYHKAMU.

KOHTpOJTIO MOABEPraroT OCBEHICHUE, TEMIICPATYPY U aBAPHUNAHYIO CUTHAIU3ALUIO Ha CJIy4ai ITpeBbIlIIe-
HUS U (WIKM) OMNACHBIX UBMEHCHHUN YCJIOBUUA OKpPYXAIOLEH Cpebl.

HeobxonuMo OLIEHUBATL YPOBEHBE MUKPOOHOIOIMYECKOTO 3arpsI3HEHUS, 0COOEHHO IIPH [IPOU3BOICTBE
CTEPWJIBHBIX U3IECAUHU, KOTOPLIE HOJ/DKHBI OBITh U3NOTOBJEHB B KOHTPOJIUPYEMOR OKPYXAIOLIEen cpele, e
MUKPOOHOJIOTrHYECKOE 3AIrpA3HEHHE MOXET OBITh YMEHBIIEHO JO KOHTPOJIUPYEMOTO YPOBHSA IEPEL CTEpU-
JIU3allAeH, ¥ 3TOT YPOBEHb UMEET HEOONBILIOE WIM HECYIIECTBEHHOE 3HAYEHHUE /UL KJIMHUYECKOTO ITpUMeE-
HEeHUS].

Eciau cocTosiTHUE OKpYXAIOLUEH Cpelbl Ha MNPOU3BOACTBEHHOM YYAaCTKE HMEET HeOJiarornpusaTHoOeE
BJIUSTHUE Ha ITPUIOJHOCTh MATepHaJia K UCIIOJIb30BAHUIO, HEOOXOAMMO OrpaHUYHUTD 3arpsi3HEHUE MaTepUaia
U 00eCIICYUTh HaieXalllue YCIOBMA IUIS BCEX BBINOJHAEMBIX AcHcTBUM. JIIOOYIO cUCTEMY YIIpaBJIeHUS
OKPYXKAIOLIEH Cpeloi MEPUOIUYECKU KOHTPOMMUPYIOT IS MOATBEPXICHUA €€ PYHKIMOHUPOBAHUSA HOJLK-
HbIM 00pa3oM. Pe3ynbTaThl KOHTPOIS OOKHBI OBITh 3apErUCTPHPOBAHDI.

JLIS1 KOHTPOJIMPYEMOM OKPYXAIOIEe!d Cpeabl TEPMUH «YHMCTAasd KOMHAaTa» O3HA4YaeT Cieaywllee:

- obecrnieyeHUe QUIBTPOBAHHBIM BO3JYXOM

ATMochepHoOe JaBACHUE NOJLKHO NOIACPXKUBATHCS BbILIE, YEM BO BHEIIIHEM cpeae, YTOOB! NpenoT-
BpaTUTh IIPOHUKHOBEHUE HEOTPUIBTPOBAHHOIO BO3AYXa, WM HUXKE, YEM B OKPYXKAIOILIEM IIPOCTPAHCTBE,
€CJIA TpeOyeTCH OTpPULIATEIbHOE HABJICHHE, HAIpuUMep Ui oO0paboTKH NaroreHHbIX (00JE3HETBOPHDIX)
MUKpoopraHuaMoB. OKHa NOIKHBI ObIThE 3areyaTaHbl, ABEPH ILTOTHO 3aKPBIThl U CHAOXKEHBI CaMO3aKphbl-
BAIOLIMMUCS MexaHu3MaMu. st obecrieyeHUst TpeOyeMoH pasHOCTH [OaBJeHUI MOryT IoTpeOoBaThCA
BO3AyIUHBbIE 3aMKHU. He momyckaeTcs pacrosarate BXOAbI U BBIXOABI (KPOME 3aIlaCHBIX BBIXOLOB) OKOJIO
obnacreu, MOABEPKEHHBIX BO3LECHCTBHIO 3KCTPEMAJBHBIX TEMIIEPATYD.

YposeHb YMUCTOTHI BO3AyXa 3aBUCHUT OT XapaKTepa padoThl, BHJA U3AEIUs, criocoba 0OpaboTKU U3AeIns
¥ ypoBHs obnydyeHud. [1g obecrieyeHus1 60jiee BhICOKOro CTaHAAPTa YUCTOThI BO3AyXa UCITOJIb3YIOT paboyue
craHuMd. Ha 4ucroTy BO3AyxXa MOIYT BIUSITD M3IECIUS WIMA TPOU3BOACTBEHHBIE IPOLECCHI, ITO3TOMY
VIIPABJICHUE AOKHO OBITh TAKKUM, YTOOBI IIPeAOTBPATUTD J1000€E CylIeCTBEHHOE YBEJIMYeHUE YCTAHOBJICH-

HOr'0 YpOBHS 3Arpsi3HEHHUS. YIIPaBJIEHHUE M KOHTPOJb OKPYXAIOILEi cpelbl «4WCTOM KOMHATh!» AOJDKHBI
[IPOBOAMUTHCSI B COOTBETCTBUHU C 3apErMCTPHMPOBAHHBIMHU MPOLIEAYPAMM.

IIpuyMevyanne — DTH IpoUeaypbl HE NPUMEHAIOT A YCJIOBMHM OOLIEro XpaHEHMSsI, B MecTaX Npoxoja
TICPCOHaJIa WM 1A TPAHCNIOPTUPOBaHMA HEYNaKOBAaHHOTO MaTepHaa.

- HPEeAOTBpAlICHUE OT 3arpsA3HEHUN U OYUCTKA

CTeHbl, IOJIbI, MTOTOJKU, MeOeIb U JPpyTUe NMOBEPXHOCTU NOJCKHBI ObITh MNIAAKUMHU, H3HOCOCTOHKUMU,
CITOCOOHBIMM BBLIECPXKATb YaCTYIO OYUCTKY. Mcrionb3yeMble repMETUKH M IIOKPBITHSI B CTBIKAX MEXIY
CTCHAMM, ITOJIaMU M ITOTOJIKAMM HE NOJIXHBI ObITh UICTOYHUKAMM 3arpsi3HCHUSI.

-  MaTEepHaJbl, UCIIOJIB3YEMBIC B IPOLIECCE IIPOU3BOICTBA

Martepuansl TUNA aare3wBOB, BOJA WIMA CXAThI BO3AYX CIEOYET KOHTPOJHMPOBATH U IMEPUOINYECCKHU
[IPOBEPATH ISl 0OECIEYEHUSI COOTBETCTBUS MHUKPOOHMOJIOIM4ECKUM M CIIeMAJIbHBIM TpeOOBAaHMSIM K 3a-
TPSA3HEHUIO B JIIOOOM ITPOIIECCE.

3aperucCTpMpoOBaHHbIE IMPOLEAYPHI OYUCTKU AJISI TeX obnacreit, rae MpoucxoauT obpaborka usnenui
U 000pPYIOBAHMS, BKJIIOYAIOT HHCTPYKIIUH 10 IEPUOINIECKONA OYHUCTKE, a TAKKE 1o 3(hPeKTHUBHON OUUCTKE
[10CJIC aBapU¥l M HO CEPBUCHOIo 0OCIyXUBAHUA ODOpPYIOBAHHI.

Ilpu BBITOJIHEHUM OIlepallUd OYUCTKH CYOIOAPSHYUKOM NOKEH OBITh COCTAaBIEH ITUCbMEHHBIN
9
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KOHTPAKT, OIpele/IsSIOIINA IPaHUIBI OTBETCTBEHHOCTH H3TOTOBHMTEASI M3IENUSI U CyOnonpsgduka. IDTOT
KOHTPAKT JIOJLKEH BKITIOYATD IIpoLEAypbl OYUCTKUA U O0y94eHUsI MEPCOHANA, 3aHUMAIOHIErocsl OYUCTKOM (CM.
Ttaxcke 4.6.2, 4.6.3 u 4.18).

[Ipn HeoOXOAUMOCTH AOJKHBI OBITH MPEAYCMOTPEHBI OTHEACHHBIC OT 00JIacTel IPOU3BOACTBA KOM-
HaThI TSI epeoneBaHust U TyaieThl. OHH HOJDKHBI MOABEPIraThCA PEryisipHOM OYUCTKE U AC3NHPEKIIHUH.

JylIeBbI€ ¥ KOMHATD! [UISE MBIThSI PYK AOJIKHBI ObITh PACIIONOXKEHBI HA CAMOM HU3KOM YPOBHE JIIOOOT0
rpafyMeHTa JAaBJACHUS BO3AyXa U ITOAAEPXKUBATLCS B YUCTOM U OIIPSITHOM COCTOSTHUM.

JL11 yMeHbIICHHUS! MUKPOOUOJIOTIMYECKOr0 3arpsi3HEHUS UCITONb3YIOT:

- CJIMBEI 0€3 JIOBYLIEK, IIPOo0OK WIH IIepEIUBOB;

- KpaHbl, pe3epByaphl LIS MbUla WK JUCIIEHCEPOB, KOTOPHIE UCKIIOYAIOT NPHUKOCHOBEHHE PYK;

- ABTOMATUYECKHUE CYIHWIKM IJISI PYK WM OJAHOPA30BbIE MOJOTEHIIA (ITOJOTEHIIA MHOropa3oBOro
MCIIOJIb30BAHHUSA K NPUMEHEHHWIO 3aIIpelleHbl, T.K. OHU MOIYT CTaTh CYLUECTBEHHBIM MCTOYHUKOM MHUKPO-
OHOJIOTUYECKOTO 3arpsi3HEHUS);

- OJIHOpA30BBIE WIH [OABEpracMble CTEPWIM3ALMHK ILUETKH Ui HOITEM, 3€pKaja I COJCpXKaHHS]
rOJIOBHBIX YOOPOB B TpeOYEMOM COCTOSIHUM.

Ha xadecTBO u3gesusl Takxke BIUAIOT OOIAss YUCTOTA [MOMEILEHMS, CIICLIMANbHbIC HCIILITAHUS U
JlabopaTopHBbIie CPEACTBA.

Eciiy Ha NpUrogHoOCTh W3AEANUS K HCIOJB30BAHUIO BJIUAIOT €Ja, NMUThE, KYpEHHE, NpUMEHEHUE
KOCMETUKH WIH HOLIeHHE TNMEPCOHATIOM APArolleHHOCTE, TO JOJIKHBI ObITh IPUHSTHI MEPH! AJISI UCKIIIO-
JeHUS 3TUX PaKToOpoB.

B) UncroTra u3genusi

IlocTaBI{UK AOJIXKEH YCTAHOBUTD U ITOAACPXKNUBATH 3aPETUCTPHUPOBAHHBIC ITPOLCAYPHI 3aILMUTHI K3ACTUS
OT 3arpsi3HEeHUs JI0OBIM BELIECTBOM, KOTOPOE MOTIJIO Obl IPHBECTH K HeOJaronpusiTHoMy 3@ oexry.

I ng yonajieHUsI BCIIOMOTraTeNbHbIX MaTepHaioB U (WIM) YaCTUYHOTO 3arpsIsHEHUS IMPUMEHSIOT IIPo-
1IeCChl OYUCTKH, YTBEPXKICHHbBIE B COOTBETCTBUHU C 3apeTHCTPUPOBAHHOMN mpouenypoil. OTYeTH 00 yTBEPXK-
IEHUU AOJDKHBI ObITh coxpaHeHbl (4.16). Ilpouecc oyncTkKM HOJDKEH MOCTOSSHHO KOHTPOJMPOBATHCA B
COOTBETCTBHM C 3aperucTpHpoBaHHBIMH InpouexypaMu. llo pesyinbrataM KOHTpPOJIAA COCTABJISIIOT OTYET
(4.16).

Ecau npouecc oyrMcTKH IpeAHa3HaueH I yIaJICHUA MUKPOOUOJIOrHYECKOro 3arpsa3HeHUsI, IPOTOKOJI
YTBEPXKICHUSI, Pe3yJabTaThl YTBEPXKIACHHUS M 3aKIIOYUTEIbHAS ONEpallMoHHAs Mpoueaypa AOJDKHBI OBIThH
PacCMOTPEHBI WIU OIHOOpeHbl KBATMQPHUIIMPOBAHHBLIM CHEMaTUCTOM. MukKpobuoaoruyeckme METOOBI
OYMCTKM JOJKHBI OBITh 0J100peHBI M PE3YJIBTATHI PACCMOTPEHBI aHAJIOTHYHBIM CIIOCOOOM.

r) O6cayxXuBaHue

IIpousBoacTBeHHOE 00OpYAOBAHUE JODKHO OBITH pa3paboTaHo, COOpaHO, MPaBHJIBHO CMOHTUPOBAHO
H pACIIOJIOXEHO TAK, YTOOBI 00eCIIeYUTE CBOOOMHBINA JOCTYII I IIPOBEACHUS TEXHUYECKOro OOCIYXKHUBA-
HUS, PETYJIUPOBKU, OYUCTKHU U (MJIN) CTEPWIN3ALMM.

HeobxonuMble orpaHUYeHUSA WM JOITYCKKM Ha TIPOM3BOJACTBEHHOE 000pynoBaHHUE ObLUIM 0TOOpaXKeHEI
Ha CeUaJbHbIX TaOMHMYKaX, 3aKPEIUIEHHBIX HA CAMOM O0OPYIOBAHUM WM PACIIONIOXEHHBIX B HENOCPEI -
CTBEHHOH OJIU30CTH OT HETO.

3aperucTpUPOBAHHBIC NTPOLEAYPHI JOJDKHBI OBITh JOCTYITHBI IJIsi OOCIIYXXHBAIOLIEIo IEpcOHAIa NPHU
[IPOBEPKE BCETO OOOPYIOBAHUS, UCIIOIB3YEMOI'O B MPOM3BOJCTBE M KOHTPOJIE OKPYXAIOILEH cpenbi. JloJi-
X€H OBITb YCTAHOBJICH PErJIAMEHT HEOOXOAMMOro TeXHHYECKOTO OOCITYXXKUBAHNUA U UHTEPBAJIOB €0 IIPOBe-
IECHMSI.

I'paduk obcnyxuBaHUS JOJDKEH OBITh MPHUKpPEIUIEH HAa OOOPYAOBAHUH WM OKOJIO HETO WIM AOJDKEH
OBITE JOCTYIIEH 10 ITEPBOMY TpeOOBAHUIO.
1) MoHTax

MoHTax METUIIMHCKOIO U3NENUs — pa3sMEICHUEe U3JCIUs B MECTe, Ille OHO OyIeT UCIIOJIb30BaATHCS.
Ilpn HEOOXOOUMOCTH B MOHTAXe IMPHHUMAIOT Y4aCTUE BCIIOMOraTeabHbIE CIYXO0bl, HATIPUMEDP IJIEKTPHUKMU,
BOJOIIPOBOMYMKY, CIAYXKObI yOOpKU Mycopa. McribiTaHMe CMOHTUPOBAHHOTO U3ICIUS MPOBOIAT B paboueM
[IOJIOXEHUHN C MOAKIIIOYECHUEM K HEOOXOMUMBIM MHpacTpyKTypaM. I MEAUIITMHCKMX U3LNEJINH MOHTaXK
HE O3HayaeT UMIUIAHTAIINIO WJIH IMOATOHKY IIOX MallMEeHTA.

Ecnu MegruuHCcKoe U3aene A0JDKHO OBITh COOpaHO WK YCTAHOBJIEHO Y ITOJB30BATENSI, ITOCTABILIUK
HOJIXEH 00€CIIeYUTh HHCTPYKUHH ISl MPOBEJeHUS IPaBUJIBHOTO MOHTAXAa, YCTAHOBKHU U (MJIN) KATHOPOB-
K. Ocoboe BHUMAHME cieayeT oOpaTuTh Ha MPABWIBHYIO YCTAHOBKY CPEICTB U LIETei KOHTPoJI Oe3orac-
HOCTHU M CXEM KOHTPOJIA OE3011aCHOCTH.

B HexoTophIX ciaydasx (HanpUMeEp B COOTBETCTBHM C pPEryJHpyIOLIMM TpeOGoBaHUEM WIH KOIJa
(YHKUMOHANLHBIE XAPAKTEPHUCTUKM MEIMIIMHCKOrO M3IeNHUsi NOJDKHbI KOHTPOJHPOBATHCS) MOCTABIUMK
OOJIXEH OOECIeYUTh HHCTPYKLIMH, KOTOpBIE ITO3BOJSIOT JULIAM, ITPOBONAIIMM MOHTAX, ITOATBEPINTH

[MpaBWIbHOE AeHCTBUE U3nenusi. Pe3ynbTaThl YCTaHOBKM WIM KOHTPOJIBHBIE MCITBITAHUS JOJDKHBI OBITH
3aHECEHBI B MPOTOKOIL.
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e¢) [IlporpammHoe obecriedeHre, UCIIONB3YEMOE B YIIPABICHUY TPOU3BOJICTBEHHBLIM IIPOLIECCOM

[1porpaMmMmHoe obecriedeHne, KoTopoe 3aKyILIEHO, pa3paboTaHo Wi MOAU(PHUIIMPOBAHO JUISL YIIpaB-
JICHUSI ITIPOU3BOJACTBEHHBIM ITPOLECCOM, HJOJIKHO KOHTPOJHUPOBATLCS. YIIpaBACHHUE NMPOrpaMMHBIM 00ecIe-
YEeHUEM W HU3MEHEHUSIMM B IIPOTPAMMHOM OOECIICYCHUM AaHAJOTMYHO VIIPABJIEHUIO HOKYMCHTALIUEH:
[IporpaMMHoOe obecreueHUEe NOJLKHO OBITh OJ00OPEHO 3aperuCTPUPOBAHHONM CHUCTEMOM O BBIITyCKa, Mac-
TEP-KOMNMUS IIEPBOHAYAIBHON ITpOrpaMMbl COXpaHEHA U JIXOObIe U3MEHEHUS B MPOrpaMMHOM obecrieyeHUU
YTBEPXAEHBI, IPUHATHI U NOKYMECHTHUPOBAHHI (4.3).

Ipu HCIONB30BAHUM aBTOMATU3UPOBAHHOIO IIPOM3BOJICTBA WIH CHUCTEM YIIPaBJICHUSI ITPOU3BOICT-
BEHHBIM IIPOLIECCOM OOJXKHO OBITh YTBEPXKICHO COOTBETCTBYIOIIEE MPOrpaMMHOE 0BECIieyeHKe.

B xadecTtBe peKoMeHAalLMK IS pa3paboTKU IporpaMMHOro ooeccrieyeHus (6budiauorpadusi) MOXHO
ucnone3osats UCO 9000-3.

CneuunansHble nmpoueccel (MCO 9000-2) HyxaaroTcs B ClIeLIMaJIbHOM pacCMOTPEeHMM. B MeqHMIIMHCKOM
[IPOMBILHUIEHHOCTH OHU CBOISITCS K IPOLIECCY YTBEPXKIECHU.

[Iporiecc yTBEpXKOEHUS — 3apeTUCTPUPOBAHHASA NPOLIEAYPa H IIpoLECcC MUIS ITONYUYEHUS, pErucTpaluu
U UHTEPIPETAIIMU PE3YAbTATOB, TPEOYEMbIX HJIA TOro, 4YTOObl YCTAHOBHUTH, YTO HM3HECIHUS COOTBETCTBYIOT

ONnpeaeIeHHBIM TPeOOBAaHUSM M NIPEAHAZHAYCHHOMY MCITONL30BAHUIO. [Iponiecc yTBEpXKAEHMsI BKIIIOYAET B
cebs1 ciaenyrolue CTaauu:

- MpOBEpPKa MpoLecca MOHTAXa U HACTPOMNKMU,

- OLIEHKAa padoTOCIIOCOOHOCTH;

- OLIEHKA JOJIroCpo4YyHOU paboTOCIIOCOOHOCTH.

boABIIMHCTBO ITPOLIECCOB TPeOYET TOJBKO ITPOBEPKU NPOLECCa MOHTAXA U HACTPOMKHU U IOATBEPXK-
IeHUsT KPaTKOBPEMEHHOI paboToCOCOOHOCTI M3LEAUS C HEIbIO JEMOHCTPALIMM BO3MOXHOCTU BBIMOJIHE-
HUSI HEOOXOJAUMbIX TpeOOBaHUU B IIpollecce [IPOMU3BOJCTBA, IIPHU 3TOM M3IEJIMEe MOXET OBITh ITOJHOCTHIO
[IPOBEPEHO.

CrienaJIbHbIE MPOLIECCHl NPOU3BOACTBA HE IMO3BOJSIIOT IIPOBEPUTHh U3NeAUe MOJMHOCTHIO. [Ipouecc
YTBEPKNEHUS HOJDKEH AeMOHCTPHUPOBATH C BHICOKOM CTEIEHBIO BEPOSATHOCTH COOTBETCTBUE TPeOOBAHUSIM
BO BCEM JHAIT4A30HE SKCIUIYATALIMOHHBIX PEXUMOB.

YTBepXIEHUE CICUHUAIBHOIO Ipolecca NOCTABIIMKOM WM CYOIOAPSIAYMKOM JTO/DKHO BKIKOYATh
CJIeYIOLIEeE:

- TOYHOCTb U JAMATIA30Hbl U3MEHEHU! IapaMeTpoB IIpollecca, BKIIOUYAasl YCTAHOBKY MCIIONB3YEMOTO
o0opynoBaHU,

- HaBBIKM, CIIOCOOHOCTH M 3HAHWS ONEPATOPOB, COOTBETCTBYIOLIHE TpeOOBAHMSAM KA4eCTBA;

- aAeKBAaTHBIA KOHTPOJIb JIOOBIX criendUIYECKHX ITapaMETPOB OKpyXaloniei cpelbl;

- cepTH(UKATEI COOTBETCTBUS IS MEpCOHANA, IPOLECCOB MPOU3BOIACTBA U O0OPYIOBAHUSA;

- OLIEHKY PEe3YyJIbTATOB Ipoliecca IIPONU3BOJACTBA.

OT4YeThl DJOJDKHBI MPUBOAUTE OOBEKTHBHEIC CBUJICTENBCTBA, YTO YTBEPXKIAIOIIME ITPOLEAYPhI IIPOBO-
JWINCH.

[IprMepPOM crielHaJIbHOro polecca SBAsSETCA CTePUIM3allMs, TaK KaK pe3yJibTaT IIpoliecca He MoOXeT
OBITH IPOBEPEH OCMOTPOM M MCITBITAHWEM H3IEAMsA. BaXHo 3HATh, YTO MpOBedeHHE HOKHBIM 0Opa3oM
YTBEPXAECHHOTO U TOYHO KOHTPOJHUPYEMOIO IMpoLecca CTePUIN3ALNH — He eIUHCTBeHHBIN (paKTop, rapaH-
TUPYIOIUN CTEPUIBHOCTD MU3ACJIUA. YYUTHIBAIOT MUKPOOMONIOTHYECKOE COCTOSIHHE ITOCTYIIAIOIErO ChIpbS,
€ro IocCJeAyIollee XpaHEHHUE U KOHTPOJb NapaMETPOB OKPYXAIOLIIEH cpelbl, JUIS KOTOPOH H3JEIHUE H3IO0-
ToRJIeHO, coOpaHo U ynakoBaHo. MCO 11134, MCO 11135 u UCO 11137 (6ubnuorpacdpud).

4.10 Konrpom u ucuniranus

4.10.1 O6mwme nmonoxenusi — no UCO 9000-2, 4.10.1.

3aperiCTPUPOBAHHBIC NIPOLIECAYPHI JUIS KOHTPOJISI U UCIIBITAHMI NOKHBI BKJIIOYATh IMMOAPOOHOE OIH-
CAHHWE METONOB MCHbITAHUIA, UCIIOJB3YEMOE 00OpPYIOBAHUE U KPUTEPUU NPUHSITUS/OTKIIOHECHUS U3EIUS.

[Tpouenypsl mocraBiIMKa AOJIKHBI TAPaHTUPOBATE OOBEKTUBHOCTh KOHTPOJISI U ITOJIYYEHHBIX PE3YJIb-
TATOB, BKJIKOYASI CUTYALIMU, KOTNA KOHTPOJIb U UCIIBITAHUS BBINOJIHEHDBI ITPOU3BOJCTBEHHBIM [IEPCOHAJIOM.

4.10.2 BxonmHoit KoHTposib U ucnbiTaHUs — mo UCO 9000-2, 4.10.2.

[Ip1 HEOOXOMMMOCTU COOTBETCTBMS 3aKYIUICHHBIX U3ICIUNA TEXHUYECKHUM YCIIOBUSIM CyOIIopsiA9MKa
[TOCTABIIMUK AOJNXEH IPOBEPHUTH COOTBETCTBHUE U3JECIHSA COrJIaCOBAHHOM TEXHUYECKON NOKYMEHTalUKU. DT1a
[MPOBEPKA MOXET OBITh BHIIIOJHEHA PA3IUYHBIMU CIIOCO0OAMU: ITPOBEPKOH CEPTU(PHUKATOB CYOroaApsaIInKa,
[MPOBEPKON CEepTH(HUKATOB COOTBETCTBHS, NMPOBEACHUEM UCIIbITAaHUNA naptuu usnenauid, 100 % - HpIM win
BbIOOPOYHBIM KOHTPOJIEM B COOTBETCTBUM C TPEOOBAHUSIMHM CUCTEMBI KAYECTBa MMOCTABILMKA.

4.10.3 KoHTpoap M UcHbITaHUs1 B mpoiecce npouspojacrea — o KCO 9000-2, 4.10.3.

KoOHTPOJIb U UCTIBITAHUSI B MPOLIECCE IIPOU3BOICTBA BKIIOYAIOT B ce0 OelcTBUS OT IIPUEMKHU MOCTY-
[MALIMX MAaTEPUAIOB 0 Iepelayd MEeIUIIMHCKOIO M3IeIUsI Ha OKOHYaTeJbHBIM KOHTPOJb. Pe3yibTaThl

KOHTpPOJISL U UCTIBITAHUM MCITOAB3YIOT Y JUJIsI YIIPABJIEHUSI [TPOU3BOACTBEHHBIM MPOLIECCOM, UM IJIST HACHTH-
GUKALMKU Ha paHHEU CTaAUU MMPOU3BOACTBA HECOOTBETCTBYIOLUETIO M3IEJIUS.
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4.10.4 OxkoHuaTeJbHBIA KOHTpOJb ¥ HclbiTanust — o MCO 9000-2, 4.10.4.

YKa3zaHHble TpeOOBAaHHSA SIBISIOTCS OCHOBAHHMEM JUIA OKOHYATEJIbHOTO KOHTPOJSI U MCIBITAHUA H
HOJIKHBI BKJIIOYATDh BCE YCTAHOBJIEHHBIE KPUTEPUH BhINTYCKa. OHU HOJXHBI ObITh HENMOCPEACTBEHHO CBS3aHBI
C TUIIOM MEIUIIMHCKOro M3Ie/JUS U ero HasHaueHHeM. OKOHYATEIbHBIA KOHTPOJIb M MCIIBITAHUS JOJIKHBI
obecrieyuTb OOBEKTUBHOE IMOATBEPXKACHHUE COOTBETCTBUSL 1O BCEM YCTAHOBJACHHBIM KPUTEPUSIM BBIIYCKA,
KOTOpPbIE HE ObLUIH ITOATBEPXKACHEI ITPEeABIAYIIIMM KOHTPOJIEM U UCIIBITAHUAMUA. OKOHYATEIbHBIC UCITBITAHUSA
MOTYT BKJIIOYATDb, Ii€ 3TO IMPAKTHYECKHA IIPUMEHHUMO, UCIIBITAHUS [IPU MOIACAUPYEMBIX WIU (PAKTHUECKHUX
YCIIOBUSX 3KCIUTYaTaAllMM M3IEIMs, 00pas3lioB, OTOOpAHHBIX U3 YIIAKOBKH, WIM IIAPTUMU IIPOXYKIIUM.

Ecnu usnenue codbpaHo U (WIKM) CMOHTUPOBAHO B IIOMELLIEHUM I10JIB30BATEIS, JIOObIE NOIIOJHUTEIIb-
HBIE KOHTPOJIb M UCIBITAHUS JOJDKHEBI OBITh BHIIIOJHEHHBI NTocjie 3aBeplIeHus cOopk/MoHTaxa. U3rorosu-
TeJIb YCTpOHCTBA HOXEH OOECHeYHUTb BCIO HEOOXOOUMY10 UHEGOPMALMIO OTHOCHUTEJIBHO KOHTPOJIA U
METOOUKH HUCITBITAHUM M OXHMIAEMBIX PE3YIbTATOB (CM. Takxke 4.9).

115 aKTUBHBIX MMIDTIAHTHPYEMBIX U UMILUTAHTUPYEMBIX MEIULMHCKUX HU3JEIUN COCTABAAIOT OTYEThI
IO PE3yJIbTaTaM OCMOTPa KaXJA0ro 3aKOHYEHHOro cOOpOYHOro y3ia, 1 OHMA AOJIKHBI IPOCHEXKUBATLCA 110
[IPOU3BOJCTBEHHBIM OTYETAM.

4.10.5 Perucrpanus JaHHBIX KOHTpoJist U UcnibiTaHuit — no MCO 9000-2, 4.10.5.

B oTderax moaxXHbBI OBITH YKa3aHbI CICAVIOIME JTaHHBIC:

-~ OIIEHKAa COCTOSIHMSI KOHTPOJIBbHBIX/UCMBITATENbHBIX TIPOLICAYP U CBOEBPEMEHHOCTD UX IIEPECMOTPA
(cM. Takxke 4.5);

~ OLIEHKA COCTOSIHUSI HUCIIOJIB3YEMOI0 UCIBITATEIBHOIO O00pYyIOBAHMS;

~ PEe3yJAbTaThl UCIIBITAHUMN,

~ TIOOITUCH JIMIIA, OTBETCTBEHHOTIO 33 KOHTPOJIb WJIU UCHBITAHUE;

~ KOJHUYECTBO HCCICHOBAHHEBIX U3JCIUH U KOJIUICCTBO IIPUHSATHIX;

~ 3aIUCh O BCEX U3NEIUSAX, HE MPOLISAIINX KOHTPOJb HIN UCHBITAHUE, U MIPUUYHUHEI HECOOTBETCTBUSA
MPOAYKLMHU YCTAHOBJIECHHBIM TPEOOBAHUAM.

4.11 Ynpasiaenue KOHTPOJbLHLIM, H3MEPHTEILHLIM H MCHOLITATENbHBIM 000pYAOBaANMEM

4.11.1 O6uwme nmonoxeHuss — nmo ACO 9000-2, 4.11.1.

B nomnonHeHMe K KJIUOpPOBKE UCHBITATEJIBHOTO OOOPYIOBAHUS 3aNMUCHIBAIOINNE WIKM KOHTPOJLHBIE
MpuOOpsl B ITPOU3BOICTBEHHOM IIpOIlecce TAKXKE JOJDKHBI ITOJBEPraThCs KajiuOpOBKE WM INEPBUYHOM
[IOBEPKE B COOTBETCTBHUH C YCTAHOBJIEHHBIM I'padHUKOM.

[TorpeniHocT KanuOpPOBKU He HOJDKHBI IIPEBBIILATE qornycKaeMbpie. OTOEIbHOE KOHTPOJIBHOE, U3Me-
PUTEJIbHOE U HUCIILITATEIbHOC 000pYdOBAHUE HE UCIIOJIB3YETCs IS LeJeH, KOTOPHIE OIIpeNe/oT KauyeCTBO
U3JIETUST WIKM 00CIYy>KMBAHUS, IIPOBOIUMOTIO [TOCTABILUKOM. B 0043aTE/ibHYIO YAacTh IIporpaMMbl KOHTPOJIS
MOCTABLINKA HE BXOIOAT CJIACOYIOIIHME MPUOOPHI:

- MCIOJb3yeMbl€ TOJIBKO JUISI MHAMKALIMM, HATIPUMEP JaTYUK JaBJICHMS, UCIIOJNIb3YEMBIHM TOJIBKO JUIS
olnpeneieHUsa HAJIMYUA JMHEWMHOro JaBjleHUs, He UCIIOJIb3yeMoro LIl (pakTHYECKOTO YIIPABJICHUS TIPOU3-
BOJICTBEHHBIM IIPOLIECCOM, HATIpUMEP AAaT4YMK HABJICHMS HA OTHETYIUUTENE WIN pa3OphI3aruBaloUed CUCTE-
Me;

- CBSI3aHHBIE C ICJIOBOM HEATCABHOCTBIO, HAIIpUMEpP 4Yachl IS YIIPABIACHUS padodynM BPEMEHEM,
oborpesarenu U Co3naHuA KoMdopra orneparopa;

- IIpUOOPBI, KOTOPLIE BXOIST B [IPOM3BOACTBEHHOE 00OpYIOBaHME, HO HE UCITOJIB3YIOTCA IS YIIpaB-
JICHUS TIPOU3BOJACTBEHHDBIM IIPOLIECCOM.

B nporpaMMy KOHTPOJISI HE BKJIIOYAIOT KOHTPOJIBHOE, U3MEPUTEJIBHOE M UCITBITATEILHOE 000pYya0OBa-
HHE, KOTOPOE TPEeOYET MEPBUUYHON KATUOPOBKM WIU CEPTUPHUKALMU, HATIPUMED:

- PTYTHBIE TEPMOMETPHI B CTEKISIHHOM KOPITYCE;

- JnabopaTropHas CTEK/SITHHAS [ocya ISl U3MEPEeHUS 00beMa, KOTopasd He IMOABEPraeTcs BO3IeCTBUIO
I[IPOLIECCOB, KOTOPbIE MOIIM OBl TpeOOBaTh €€ KUIMOPOBKHU.

KOHTpOJIbHBIE, U3MEPUTEJILHBIE K UCIIBITATEIbHbIE MATEpUAJIbI, 4 TAKXKe 00paslibl, IIpeAHA3HAYECHHBIE
IJIA oOecliedyeHUsI KAYeCTBEHHOUM OLIEHKH, CAeAyeT XpaHUTb B MECTax, KOTOPhIC HE CTABAT IIOL Yrpo3y
LIEJIOCTHOCTh MaTepraia Wiu oodpasiia.

IIporpaMMHoOe oOecriedyeHUE MTOUIEXUT YTBEPXKIECHUIO (CM. Takke 4.9 ¢) B cirydae ero MCIoJjib30BaHUA:

- JUIS VIIPABJCHUS IIPOLIECCOM KATHOPOBKHU NpHOOPA;

- JUI OMNpEleJICHUA VIIpaBIeHUSI WIM cTaryca KaruOpoBKM IpUOOPOB, ONPEAcHSIOLNX JaHHBIE,
[I0JIY4AEMBIC B TE€YEHHUE MPOIIECCa;

- IUTSI TUIAHUPOBAHHS KATHOPOBKHM 00OpYA0OBAHUS, €CJIM IVITAHUPOBAHUE HE NMPOU3BOAUTCS BPYYHYIO,
HaIrpuMep KiierMa (CBHACTEAbCTBA) KAJIHOPOBKU WIM Jpyrasi CUCTEMA.

4.11.2 IIpouenypm yrpasieHuss — no UCO 9000-2, 4.11.2.

4.12 Craryc xonrpoas u ucnpiramma — UCO 9000-2, 4.12.

Marepuansl UIST MAPKUPOBKH, MCIOJB3YEMBIE U1 O003HAYSHHUSI CTATYCA KOHTPOJISI ¥ MCIIBITAHUU,
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IPpUKIIAABIBACMbBIE K MCITHITNMHCKOMY U3ICIHIO WIH €0 KOMIIOHEHTY, He NOJDKHBI UMETH BPCAHOTO BIIMAHHUS
Ha H3OCIINUEC.

4.13 Ynpasienue HeCOOTBETCTBYIOMIECH NpoxyKnMeii
4.13.1 O6mwme nmonoxenus — no UCO 9000-2, 4.13.1.

B cucreMe KadecTBa, yNpaBJICHUU TPOU3BOACTBCHHEIM MpoineccoM (4.9), KOHTpolRe ¥ UCIBITAHUAX
(4.10) Haubosiee BepOSTHBI BHYTPEHHUE UCTOYHUKM IJISI BBISIBJIEHUSI HECOOTBETCTBYIOUIErO M3IEINSA Mepe
ero IOCTaBKOM IMOTPEeOUTENIO.

4.13.2 AHanu3 4 YyTHIM3ALMSI HECOOTBETCTBYIOLIEH Ipoaykuuu — nmo UCO 9000-2, 4.13.2.

[Ipouenypsl aHaaM3a JODKHBI FAPAHTHPOBATh, YTO HECOOTBETCTBYIOLIEE H3LENIe OLECHEHO OTHOCHU-
TEJIbHO YCTAHOBJIEHHEIX TPeOOBAHUM, ITPU 3TOM YCTAHOBJIEHO, YTO 3TH TpeOOBAHUS HE TPEOYIOT ITepeCcMOTpa.

Ecin takue U3MeHEeHHs HEeoOXOoAUMBI, CHUCTEMa KayecTBa ITOCTaBIIMKA AOJIKHA OIpene/isiThb NMepCOoHal,
BBINOJIHSIIOIIUMN 3TH PYHKIIUU.

IIpouemypsl aHaIn3a JOJDKHBI TAPAHTUPOBATh MUHUMAJIBHBIA PUCK NOJIYYEHUSI HECOOTBETCTBYIOIIETO
U3HEIUA OTHOCHUTEJIBHO YKAa3aHHBIX TpeOOBaHUI.

Ecii HecoOOTBETCTBYIOUIESE M3NEIUE PEAUIUIVIOT ¢ YUEHKOM, NepedcjibIBalOT WIN YHUYTOXAIOT, 3TO
TOJKHO OBITH 3apeructpupoBaHo (4.16). JTrobast yieHka oJKHa OBITh COOTBETCTBEHHO apryMEHTHPOBaHa
U 3aperucTpupoBaHa. YIIEHKA He JOJDKHA YBEJIWYHWBATh PUCK 0€30I1TacHOCTH Bbillle [TO3BOJICHHOIO B COOT-
BETCTBUH C PETYIMPYIOLLUMMHU TPpeOOBAHUSIMU WIH BHYTPEHHUMU CTaAHIApTAMY KayecTBa.

HeobxonumMo pacCMOTpETh NOTPEOHOCTL NMPOBEACHUSI HCCAENOBAHUMN NPUYUH HEeCcOOTBETCTBUA. B
OTYETaX JOJDKHBI OBITH YKA3aHBI JAHHBIE O JIOOBIX NCCAeOBAHUSX IPUIUH HECOOTBETCTBUSA, ITPEIITPUHSITHIX
KOPPEKTHUPYIOILUX BO3JEHUCTBHUSX U YTUIK3AIIUHU.

a) JlopaboTka

HlopaboTKa ABAsSIeTCs BAXHOU OCOOEHHOCTBHIO YTHIN3ALIMY HECOOTBETCTBYIOLLEIO U3HECAMSI.

Hzpenus nopabaTbIBalOT B COOTBETCTBUU C 3apETMCTPUMPOBAHHOM MPOLIEAYpPOU, KOTOpAs BKIIOYAECT
pabouyre UHCTPYKIIMU, OOOpYIOBAHHE, METOJIBI KOHTPOJS U UcnhpTaHUi. JItobasi mopaborka H10/LKHA OBIThH
JOKYMEHTHPOBAHA U 3apeTrUCTPUPOBAHA.

HopaboTaHHBIE U3LEIUS JOJIXHBI COOTBETCTBOBAThE OPUTMHAIBHON WM (POPpMANBHO ITEPECMOTPEHHOMN
TEXHUYECCKON TOKyMEHTaluM. JItobou nmpeapinylIiuii KOHTPOJIbL U UCIBITAHUS, PE3YJILTATHI KOTOPBIX MOTIH
Ol OBITH U3MEHEHBI B CBSI3U C JOPAOOTKOM, JOJDKHBI OBITE MOBTOPEHbI MJIM TNOATBEPXKICHBI PE3YJIbTAThI
[IEPBOHAYAIILHOIO KOHTPOJISI U UCNIBITAHUH.

N3MeHeHns1 omoOPEHHBIX MPOoLEAYP A0padOTKKU JO/DKHEI ObITh (POPMAJIBHO YTBEPXIEHHI.

6) BoappallleHHBIE U30EIUA

C J100BIM M3AEIHEM, BO3BpallleHHBIM MOCTABIIMKY, HYXHO 0o0pallaThcs KaK ¢ HECOOTBETCTBYIOILIUM
H3EJINUEM, ITOKA OHO HE MPOIIUIO 3apeTUCTPUPOBAHHYIO IIpolLeaypy NpueMKu. s 1o60ro BO3BpaIleHHOTo

U3LENVST C pPUCKOM OMOJIOTHYECKOro 3arpsi3HeHMsI HEOOXOOUMO PacCMOTPETDh peryjJIupyoollie TpeOoOBaHUS
10 ONACHBIM MartepuaiaM B cooTBeTcTBHMM ¢ NCO 12891-1.

B) YTWIN3alUsl HECOOTBETCTBYIOLLIEIO U3NETUS

KOHTpOJIb 3a yTWIM3alUeld HEeCOOTBETCTBYIOUIEro M3AESHUsA WIM MaTepuana, o003HAYEHHOro Kak
OTXOABI, IIPOBOMSIT JUISL FTAPAHTHH BBITTOJIHEHUSI CIEAVIOLINX VCIOBHHA:

- CTaTyC U3AEIUsI YETKO UIACHTU(DUIIMPOBAH;

- M3JeJHe He MOXET ObITh MepeITyTaHO C COOTBETCTBYIOILHUM H3/IEIUEM:

- M3[eJME HE MOXET 3aHOBO NMOIIACTh B CUCTEMY IIPOU3BOICTBA:

- YTUJIU3ALMA U3aeansd Obuia 6e3011acHOMN.

4.14 Koppexrupyomue #H npeaynpexiaomune JeHCTBHS

4.14.1 OO6mme nonoxenuss — nmo UCO 9000-2, 4.14.1.

Il puMeyarnune — TepMHMH «OT3bIB» HMEET 3HAUCHUE BO3Bparta M3ICIMA INOCTABIIMKY U UCIIOJbL3YeTCd UM
XapaKTEPHUCTUKH KOPPEKTUPYIOIUETro BO3AECUCTBUS.

KoppekTupyoumye 1 rpeayrnpexnaoinme 1eicTBUA J0JXKHbI ObITh OCYILIeCTBAEHBI 6e3 3aaepxku. [1pu
OOHApPYXEeHMU HECOOTBETCTBUS B M3LCIUU, KOTOpPOE yX€ OBUIO OTIIPABJICHO IOTPEOUTEIIO, INMPOLEAYPhI
TAKUX ACHUCTBUH, TTOMUMO IPYTHX HEOOXOIMMBIX ACHCTBHUM, BKIIOYAIOT:

- HU3bATHE W3LETHUSA U3 NPONAKMU;
- U3BATHE HU3TEJIUS U3 IMOCTABOK;
- MPEIOCTABICHNE KOHCY/IbTALMHA KIIMEHTaM (IIpOBEPKM, KOTOpbIe OYAYT BhINOJIHEHBI IEpel UCITOb-

30BAHUEM, MPEIOCTABJICHUE NOMOJHUTEILHLIX MHCTPYKLINK [0 UCMOAB3OBAHUIO M3OCIUA WU 3aMEHBI
OIIPEOCICHHbIX U3JETUN);

- B YPE3BRIYANHBIX CAyYasax MMpoch0a 0 PU3MYECKOM BO3BPAUICHUM WIM PA3PYIIEHUM U3ICITHS.

4.14.2 Koppexktupyomue peiicteus — o MCO 9000-2, 4.14.2. Koppextupyoouirne BO3IeHCTBUA
[TOCTABLUIMKA JOJXKHBI YCTAHABJIUBATE OTBETCTBEHHOCTE 3a MPOBEICHUE KOPPEKTUPYIOLEro AeMCTBUSI, KaK

3TO JHEUCTBHE OYAET BBIMOJHEHO M KOrHa, U IPOBEPKY 3PEPEKTUBHOCTHU KOPPEKTHUPYIONIETO HeMCTBUS.
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BaxXHbIH 3JIEMEHT B TIporpaMMe — MpeacTaBlieHue HHPopMaLMHU O rpodiieMax KayecTsa JIMLAM, HETIOCpe -
CTBEHHO OTBETCTBEHHBIM 3a 00ECIICYEHHE KAadyeCTBa.

K IoMnoJHUTEeIBHBIM MCTOYHUKAM HHGOpMALIMY, HA KOTOPOH OA3ZHUPYIOTCH KOPPEKTUPYIOIIHE NEHCT-
BUSI, OTHOCSIT:

- OIIBIT HA 3Talle IMOCJIEnYyIOIEero IMpoOU3BOICTBA,

- MApPKETHUHIOBBIE OTYETHI O PYHKIIMOHAPOBAHUM U3JIEITUM,

- OTYETHI ABTOPHU30BAHHLIX IIPEACTABUTEIIEH,

- BoaBpallleHHbIe u3neaus (4.13.2 6));

- cobpaHHas MHQOpMaALMA O HOBBIX MIU MOOECPHUIUPOBAHHBIX U3NEITNAX,

- W3JaHHas JIMTEpaTypa;

- W3JaHHbIE OTYETHI 00 OTKa3ax IMoJOOHBIX U3ACIUIL.

IIns1 obecrieueHnss 3pEPeKTUBHOCTU 3aAPCTUCTPUMPOBAHHBIX IIPOLIEAYp KOPPEKTHUPYIONIUX ACHCTBUHA
[TOCTABIIUK HU3JCIUH NOJLKCH UMETh:

- SICHYIO 4 TOUHYIO CUCTEMY WIeHTUGUKALMU MTAPTUN U3LENNH (B pe3yJbTaTe BCECTOPOHHETO N3Yyye-
HUSI TOKYMEHTALMHY Ha paHee BBHINYLIEHHBIEC TAPTHUH);

- BO3MOXHOCTb CBO€BPeMEHHO OOHAPYXUTb ITPOOJIEMY U IIPOBECTU J0PA0OTKY HECOOTBETCTBYIOILIMX
U31eJIMA/KOMIIOHEHTOB;

- BO3MOXHOCTb CBOEBPEMEHHO YCTAaHOBUTH MEPBUYHBIX Ioyyyareieil (KOHCUTHATOPOB) A€@EKTHbIX
U3IEIUN;

- OTBETCTBEHHOTO 34 MOATOTOBKY 3aKJIIOYCHHH O JEHCTBUAX, BBIBOAAX U PEKOMEHIAIIMAX, CBA3aHHBIX
C HNPENITPUHATHIM KOPPEKTHPYIONIUM HEHCTBUEM;

- aJIeKBAaTHYIO U 3P PEeKTUBHYIO CUCTEMY KOHTPOJIS KOPPEKTUPYIOIIUX JEUCTBUU, aHATU3IUPYEMBIX U
BBITIOJIHSIEMBIX Yepe3 onpeieICHHbIE NUHTEPBAJIEI BPEMEHHU,

- $JCHO OITMCAHHYIO MPOLIEAYPY B3aUMOJEHACTBUAI MEXKAY OTBETCTBEHHBIMU HUCIIOJHUTEIAMHU.

a) KajoOnl nmorpedbureneid

JIrobas xanoGa rorpebuTens Ha U3LCINE, HOJYYEHHAS MMOCTABIIMKOM, JOJDKHA OBITH pacCCMOTpPEHA.
XKanobbl norpeduTeNe U rapaHTUMHBIE TIPETEHIUUA — ITO HauboJee oOIKe BHEIIHHUE TIPU3HAKU HECOOT-
BETCTBUA U3IEIHUA, KOTOPBIE MOTIYT TPeOOBATh NPOBEHCHUS KOPPEKTUPYIOILEro JEMCTBHS.

IIpH oLicHKeE IIpeTeH3UU JOJIKHO OBITD OIIpeNeIeHO HECOOTBETCTBUE U3IEUS TEXHUYECKUM YCIIOBUSIM
WIM COOTBETCTBHE, HO He ITPUYUHBI, BRI3BAHHBIE €0 UCII0b30BaHUEM. HarnmpuMep, rIpeTeH3Us Ha U3aenue,
COOTBETCTBYIOLIEE TEXHUYECKOM JOKYMEHTALUM, MOXET OBbITh BBI3BAHA OILIUOKOU npoekTupoBaHUs. I1pe-
TEH3UH, CBSI3AHHBIE C MTOTPY30PA3rPYy30YHBIMHY padbOTAMH, MOTYT YKA3bLIBATh HA HEAJAEeKBATHbBIE UHCTPYKIIUU
10 VICIOJIb30BAHUIO.

Perynupyroinue TpeOGoBaHUSA MOT'YT COAEPXKATh TPeOOBAHMA K MOCTABIIUKY IT0 KOHTPOJIIO 334 UCITOJIb-

30BaHUEM CBOUX M3AEJMM M MHPOPMHUPOBAHUIO PETYJIHPYIOIIMX OPraHOB OTHOCHUTEJIBbHO HAKOIUIEHHOrO
OIIBITA UCIIOJIBb30BAHUA U3NESTIUN.

[TocTaBiuk gomkeH ¢dopMaIbHO OMpEaeaANnTh MepcoHal (nepcody) (mo GyHKIUHMAM WIM I10 I0JI0Xe-
HHUI0) U1t cOopa ¥ KOOpAMHALIMM BCEX ITMCbMEHHBIX M YCTHBIX IIPETEH3UN MoTpeduTeneid od yCTponcTBax.
DTOT nepcoHana (repcoHa) AOKEeH MMETL MOJHOMOYMS Uil O0ECIIeYCHUST HEMEIUIEHHOrO aHalIn3a JIIoooi
NPETEH3UM, OCOOEHHO CBSI3aHHOU ¢ yIiepOoM, CMEPTHIO WIX JI000M OMaCHOCTBIO.

JOKYMEHTUPOBAaHHAsI CMCTEMA IIPETCH3UNA BKIIIOYAET B O

- YCTAHOBJICHUE OTBETCTBCHHOCTH 34 HCUCTBUEC CUCTEMBI,;

- pacCMOTPEHME TIPETCH3HUU;

- OTYETHI ¥ CTATUCTUYECKHUE 3aAKITIOYCHUSI, [TO3BOJISTIOILIME OMNPEACIIATD [JIABHBIE IIPUYUHEI IPETCH3NH,

- JIIOObI€ KOPPEeKTHUPVIOUIUE OEHUCTBHS;

- U30JISIHIO Y YTWIM3AIUIO U3CIUMA, BO3BPALLCHHBIX ITOTpeOUTENIeM, U JedPeKTHOro poHaa (Creim-
AJIbHOE BHUMAaHUE MOXET YACJISITHCS OUUCTKE OT 3arps3HeHUs);

- PErucCTpaldio KOPPECIIOHACHIIUH MTOTpeOUTENEH N IPYTHX COITYTCTBYIOIIMX OTYETOB (HOKHA OBITDH
OINpEEICHA IUIMTEABLHOCTD XPAHEHMUSE).

OT14eTsl 00 UCCHEOBAHUAX NPETEH3NM TO/DKHBI COAEPXKATh JOCTATOYHYI0O HHGOOPMALIMIO O TOM, 4YTO
MpeTeH3Us ObLIA JOJXKHBIM 00pa3zoM pacCMOTpPEHA, HAITpUMEDP HOJLKHO OBITH ONpeaeicHo:

- SBWICA JHU (paKTHYECKHUH OTKA3 U3NEAUS CIECACTBUEM HECOOTBETCTBHUS YCTAHOBJIEHHBLIM B TEXHH-
4YE€CKOM JOKYMEHTALUNU TpeOOBaHUAM,;

- HCIHOJIb30BAIOCH TU U3OCANE MIA JICYSHUS WIN IUATHOCTUKY MALUEeHTOB;

- OBUIM JIN YCTAHOBJICHBI CMEPTD, YIIEPO WM cepbe3HAA 0O0JIE3Hb B PE3YABTATE COOOLIEHHOTO WHIIM-
AEHTA WK HeOJaronpusiTHOro Ciaydyasi.

Ot14eThbl 00 UCCIENOBAHUSIX OOBIMHO BKJIIOYAIOT:
- Ha3BaHWE U3ENUA;

- JIaTy MOJYYEHHUS ITPETCH3NY;
- JIIO00M MCIIOJIb3YEMBIN KOHTPOJBHbBIA HOMED;
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- HAaMMEHOBAHHUE U aIpecC IPEABABUTEIS IPETCH3UH;

- XapakTep IPETCH3UHU,;

- pe3yjJbTaThl UCCIACHOBAHUS, BKJIIOYAS:

~ TIPCOIIPHHATOE KOPPEKTUPYIOIEE BO3IEHCTBHE;

- 000CHOBAHHE B ciIy4yae, €cjid He ObUTO MPEeINPHUHATO HUKAKUX NEeHCTBUM;

- CPOKM ITPOBEJICHUS UCCIESNOBAHUS;

- WM JIULIE, TIPOBOJUBIIETO MCCIEIOBAHNUC;

- oTBeT (JII000M), JaHHBIA MPEABIBUTEIIO NPETCHINU.

0) KoHcynbTaTUBHBIE PEKOMEHIALIUU

KoHCyIbTaTUBHBIE PEKOMEHIAIIUM, BEI3BAHHBIE IPETCHIUAIMHU K U3OCAUAM, IMOBJEKIIUM CMEPTh WIN
HaHEeCEHHE CEPhE3HOI0 BpEJa 30pOBHI0 MAIIMCHTOB, OOCIYXMBAIOLIEIO HEPCOHANa WU TPETBUX JIMII,
NIOJIKHBI OBITH HEMEJIEHHO HAIlpaBleHbl IMOCTABIIMKOM B MUHHCTEPCTBO 3ApaBooxpaHeHUsT Poccuiickomn
Denepaii 1 B KOIIMHU ITOJATEIO KaJTOOHI.

PeieHne o JajbHEHIIIEM BBIITYCKE WIN CHATHH 3THUX U3NEHAHUNM C NPOMU3BOJACTBA NpHUHHUMacT MUHUC-
TepCcTBO 3ApaBooxpaHeHuss Poccuitickoit Oenepauuu.

[lpoueayps! o GoOpMHUPOBAHUIO, PA3PEUICHUAIO U U3JAHUIO KOHCYJIBTATUBHBIX PEKOMEHIAIIAN TOIXK-
HbI OTIPEHEaASITh:

- MEPBI YIIPABJCHUSA, KOTOPBIE ITO3BOJSIOT Mpouenype ObITh BHIMTOJHEHHOMW, HaXe IPU OTCYTCTBUM
KJIIOYEBOTO IIEPCOHANIA;

- YPOBEHb PYKOBOIUTENS, YIIOJIHOMOYEHHOI'O paspeiliaTh KOPPEKTUPYIOILEE BO3MEHUCTBUE, U METO/
olpencacHust 1ePeKTHOro U3IEIINS;

- CHCTEMY ISl OIIpelesIeHUs NEHUCTBUM C BO3BpAlUCHHBIMH H3OSIUSIMU, HAIIPUMED AOPA0OTKY, I10-
BTOPHYVIO YIIAKOBKY, VTWIN3ALUIO,;

- CHUCTEeMY B3aMMOIENCTBUI (BKIIOYast HEOOXOTUMOCTh MH(POPMUPOBAHUS MECTHBIX UIH dernepanb-
HbIX OPraHOB), MeCTa KOHTAKTOB U METONbI B3aMMOJEHUCTBUM MEXAY ITOCTABIUMKOM H deaepaibHbIMHU
OpraHaMHu.

KOHCYyJIbTaTUBHBIC PEKOMEHIAUUY BKIIIOYAIOT B CEOA:

- OIIMCAaHUE MEIUUMHCKOTO U3eIUs U 0003HAUCHUE MOMACIH;

-~ CEepHUHBbICE HOMEpA WIU APYTrve UACHTUPUKALMOHHbBIE MPU3HAKY MEIULIMHCKUX U3IECIIUN;

- NIPUYUHY BBIITYCKA PEKOMEHIAIINM;

- H3BEIIEHME O BO3MOXHBIX OIIACHOCTSAX M IIOCJIENOBATEIBHOCTA NEMCTBUM, KOTOPHIE HOJIKHBI ObITh
[IPOBELEHDI.

Ecnu u3genue Bo3BpallieHO IOCTABLIUKY, MPOBEACHUE KOPPEKTUPYIOIUUX IEUCTBUMN NOJDKHO KOHTPO-
nupoBarthest. M3aenust Jo/KHBI ObITh MO0 MCIIPABICHBI U BO3BpaALIEHbI MOTPEOUTENIO, JUDO YTHIN3NPO-
BAHBI.

4.14.3 Ilpeaynpexnamomue neiictsusga — mo UCO 9000-2, 4.14.3.

OcHoOBaHMUEM ISl NPOBEACHUS MPOPWIAKTUYECKUX OEUCTBUM SBIISIECTCH:

- HECOOTBETCTBUE 3aKYIINICHHBIX UM3OejUi YCTAHOBJIEHHBIM TPEOOBAHHSAM, HEOOXOOAUMOCTbh B UX JO-
padoOTKE;

- pas3Horjacus ¢ cyornoapsimuMkaMmu (4.6.2);

- IpoOJIEMBI B IIPOLIECCE MTPOMU3BOJICTBA, MPOLIEHT MEPEALIIOK, YPOBHHU OTXOIOB;

- OTKAa3sbl IIPHU IIPOBEJACHUHN OKOHYATEJILHOIO KOHTPOJIS;

- TIPETEeH3UH IIOTpeOUTENIE U HEKAYECTBEHHOE OOCIYXMBAHUE ITOTPEOUTENEH;

- TapaHTHHUHBIEC XaAJIOOHI;

- OTYETHI O CEPBUCHOM OOCIYKUBAHUM,

MOTPEOHOCTDL B YCTYITKAX.

4 15 Ilorpy3ouno-pasrpy3odnbie padoTnl, XpaHEeHHe, YIAKOBKA, KOHCEPBAIMA M NOCTABKA

4.15.1 OOumme nonoxenusi — o UCO 9000-2, 4.15.1.

4.15.2 ITorpy3ouHo-pa3rpy3ouynbie pabotel — 1o MCO 9000-2, 4.15.2.

4.15.3 Xpanenue — rmo UCO 9000-2, 4.15.3.

4.15.4 Ynakoska — no UCO 9000-2, 4.15.4.

B nporuecce XpaHeHUSI U TPAHCIOPTUPOBAHUSI IO MECTa MCIIOJNB30BAHHMA YIIAKOBKA MEIULIMHCKUX
HU3IEeIUHN TOJDKHA 00eCcIeYyuBaTh COOTBETCTBYIOILYIO 3aILUTY IIPOTUB NOBPEXKACHUSI, YXYIIICHUS WM 3arpsi3-
HEHUS U3ICIIUS.

TpeOoBaHUA K YITAKOBKE MCIUIIMHCKUX H3AECIMM YCTaHABIMBAIOTCA B TEXHHYECKOM MOKYMEHTAIIMU
HA KOHKPETHYIO NPOAYKIIMIO U B rOCyJAPCTBEHHBIX CTAHAAPTAX Ha rpynnbl u3neaui. [1pu Beidope cmocoba
YITAKOBKY CJIEAYET YYUTHIBATD:

- AHTUOAKTCPHUANBbHBIC CBOMCTBA YIIAKOBOUHBIX MATEPUANOB IS CTEPUIBHBIX W3NS,

- LIEJIOCTHOCTh OCHOBHOI'O KOHTeWHepa/rakera, s obecrieyeHUs1 TpeOyeMod CTEPUNBHOCTH WM
YUCTOTHI U HEOOXOAUMOCTD NMPeJOTBPALIeHUs] TTOBPEXKICHUS
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- COBMECTHMMOCTH C M3IEJIMEM U YIIAKOBOYHBIM IIPOLIECCOM;

- COBMECTHMOCTD C IPOIIECCOM CTCPUIM3ALIUU, €CITH HEOOXOIUMO;

- OITACHOCTD IIPU MEPEBO3Ke/IMOrpy3Ke.

Mapkuposka

CollepXaHHE STUKETOK OIPEACSIIOT peryaupyrolue TpeboBaHus, o0IMe CTAHAAPTHI WIN CTaHIAPTHI
Ha u3genus. EcIM uanenne NocTaBIsieTCs B CTPaHbl C pa3lIMYHbIMU SI3bIKaMU, TO JOJIKEH OBITH OIpeAeiIeH
SI3BIK, KOTOPBIH HYXHO MCITOJB30BaTh HAa 3TUKeTKaX. IlepeBojbl 3THKETOK MOJIKHBI OBITh COCIAHBI KBAIH-
GULMPOBAHHBIM [IE€PEBOAYMKOM, HMEIOIUIMM TEeXHHYECKME 3HAHWA B OOJIACTU MEIVMIIMHCKUX H3IEJIUA.
[TpoGiieMb! nepeBoga MOXET YMEHBIUMUTDH UCNOJIB30BAHUE MEXIYHAPOIHBIX COIIACOBAHHBIX CUMBOJIOB.

PHUCK MapKMpPOBOYHBIX ¥ YIITAKOBOYHBIX OILIMOOK CHUXKAIOT CICAYIOILME HEHCTBUA:

~ OTHEJICHHE VIIAKOBOYHBIX ¥ MAapKUPVIOLIMX OINepalii OT APYruX MPOM3BOACTBEHHBIX (MM OPYTHUX
YITAKOBOYHBIX U MAPKUPYIOIIHUX) OIepaLyii;

- HUCKJIIOYEHME MOSBJICHUS YITAKOBOYHOTO U MAPKUPYIOILIEro CPEACTBA B HEIIPEAHA3HAYEHHBIX MECTAX,

- HaJu4Yue UaeHTUPUKAUHOHHOH JIMHUU;

- TIpUMEHEHHUE TIpOoLIeAYP OYUCTKU JUHHUMU;

- YHUYTOXEHNE HEHCIOJB30BAHHBIX KOAUPOBAHHBIX YIIAKOBOYHBIX MATEPHUAJIOB I1OCJE 3aBEPILCHUS
YIIAKOBKYA U MAPKUPOBKMU,

- WCIIOJb30BAHUE POJIMKOBBIX 3TUKETOK;

- HCIIOJb30BAHUE MU3BECTHOIO HOMEpA 3TUKETOK U COIrJIACOBAHMUE UCIIONb30BAHMS,

- [1e4aTh B peaJIbHOM MacliTabe BpeMEeHM, BKJIIOYAsA KOAMPOBAHUE YIIAKOBKH;

- WCTIONb30BAHUE IJIEKTPOHHBIX YCTPOHCTB AEKOIUPOBAHUS/CYUTHIBAHUS M CYETUYMKOB 3TUKETOK;

- HCIIOJIb30BaHUE 3TUKETOK, NpeJHAa3HAYEHHBIX IS obecrnieyeHUss 4yeTkoro auddepeHIUpOBaAHUS
U3NETUS;

- KOHTPOJIb CoepXKaHHUsI 3TUKETKHU Iepel UCITONb30BAHUEM;

- HaJIexallee XpaHeHUEe ITUKETOK B MECTaX OrpaHUYEHHOTIO JOCTYIIA.

4.15.5 KoncepBauusi — mo UCO 9000-2, 4.135.5.

[IpeaMeThl ¢ orpaHUYEHHBIM CPOKOM T'OJHOCTHA MM TpeOylolre CrieliiaJbHOU 3aIlMThI B MPOLIECCe

XpaHEHUS U TPAHCIIOPTHPOBAHHS HEOOXOAMMO MACHTU(GULMPOBATSL WIS TOrO, YTOOB! rapaHTUpPOBATh, YTO
TakKue U3NeAUst HE OyAyT UCHOJH30BAHBI ITOCHE UCTEYECHHUS CPOKA MX XPAHECHUSI.

[1osToMy nocTaBIIMK JOMXKEH MMETH ITPOLIEAYPY, KOTOpasi YCTAHABJIMBAECT CPOK T'OAHOCTH, NIPUMEHU -
MBIM NJIst YKa3aHHBIX VCJIOBHUH XpaHEHMUS].

4.15.6 ITocraska — o UCO 9000-2, 4.15.6.

4.16 YnpasaeHMe perucTpanHed ARHHBIX O KA1€CTBe

OcHoBHOE pyKoBoacTBO ycTtaHoBJIeHo B MCO 9000-2, 4.16.

OT4YeThI 110 KaYeCTBY MOAPA3ACISIOT Ha TpY KaTeropuu:

a) IPEANPOU3BOJCTBEHHBIE OTYETHI — OTHOCATCH K IMPOECKTUPOBAHHUIO M 3aKYTIKE, U3rOTOBJICHHUIO,
[[pOIIECCaM TApaHTHUN KAavyecTBa JUIA M3OEAUN CIICIHAIbHOTO THUIIA.

[IpuMephl OTYETOB 3TOM KAaTErOPUMU:

- [IpOeKTHAasl JoKyMeHTauus (cM. npwioxeHue B);

-~ OTYETHI O MPOLEAYPaX YTBEPXKAECHHUS U NMEPEYTBEPXICHHUS;

- YTBEPXICHHE U MEPEYTBEpXICHHUE crioco0a CTepmin3anuy (€CiIu HeoOXonuMOo).

0) OT4eThl O ACHCTBUSX — OTHOCSTCS K 3aKyIKe, U3rOTOBJIEHUIO, TapaHTHSIM KadecTBa, ITOCTABKE,
MOHTAXy U OOCIIYXMBAHUIO OTHEJBHOrO M3ACIHUS WIU MapTHH U3IEIUIL.

IIprMephsl OTYETOB O JeMCTBUSX:

- TOOXOISIIME OTYETHl KaUueCTBa CyOIoapsaaumKa,;

- OTYETHI O 3AKYIIKE COOTBETCTBYIOIIUX U3NCITUM;

~ KOJIMYECTBO ChIpbsI, KOMIIOHEHTOB M IIPOMEXYTOYHBIX U3AEJIUN C yKa3aHUEM HOMEPOB NAPTUH (€C/IN
HeoOX0IUMO);

- JATHI HayaJla ¥ 3aBEPLICHUA PA3IUUYHBIX CTAAHI MMPOU3BOACTBA, BKIIOYAA OTYETHI O CTEPHUIM3ALIUA
(eciM HEOOXOIMMO);

- KOJWYECTBO U3IOTOBJIICHHBIX U3OCIUN;

- PE3YJIBTATHEl BCEX IIPOBEPOK M HCIBLITAHUKA, C YKA3aHHUEM KOJIUYECTBA M3ACIUU, IPUHATHIX LI
[TOCTaBOK;

- 0003HAYECHUE MCIIOIB30BAHHOMN MPOU3BOILCTBEHHOM JTMHUH;

- J11000€ OTKIIOHEHHE OT IMPOMU3BOJCTBEHHBIX WHCTPYKLUMH WM MPOLIEAYP, BKIIOYAA pa3peliCcHUE HA
OTKJIOHEHME;

- pe3yJIbTaThl MOHTAXHBIX/IIPOBEPOYHBIX HCHBITAHWUA, KOrJa YCTPOMCTBA YCTAHOBJIEHBI Ha MeCTe
SKCILIyaTalHuH,

- OTYETHI O CEPBUCHOM OOCIIYXHMBAHUM;

- OTYEThI O MpOoJAXKAX,
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- COXpaHsieMbI¢ 0Opa3libl.

OTYETHI 3TOM KATErOpUM OOJIErYaroT MpoCIeXMBAEMOCTh U aHAJIU3 Npoliecca U3TOTOBJICHUS U3ICTUA
WIM HapTUX M JOJDKHBI OBITh BBIAEICHBLI WM YIIOMSAHYTHI B OTOEJBHOM (aityie (cM. nmpuioxeHue B).

[Ipy HEBO3MOXHOCTHA BKJIOYEHUS B OTYETHI ITO0 KAYECTBY BCEX COIMYTCTBYIOLIMX NMPOM3BOICTBEHHBIX
OTYETOB HA3BAHUA 3TUX OTYETOB M MX MECTOHAXOXJICHHE JOJIKHBI ObITh BHECEHDI B CIIELIUAJIbHBINA CIIMCOK,
4TOOBI OOJIETYUTDh UX ITOHUCK.

OTyYeThl HE JOJUKHBI ObITh OrPAHMYEHBI ITUCBMEHHBIMU JaHHBIMU U YCTHOH MHdoOpManMe, OITUCHI-
BAIOILUEH NpUOOpeTeHUE, MPOU3IBOACTBO WIHM TIpOJAXY HU3NEAWN, MU MOIYT BKJIIOUYATh APYTHE CpeacTBa
KOHTPOJIA TIpollecca WIM €ro pe3yabrara, BKIo4yad, 0e3 orpaHM4YcHUM, o0pa3ibl KOMIIOHEHTOB, ChIPHA,
HEUCITOJIb30BAHHBIX B [IPOLECCE MMPOU3BOACTBA MATEPHUAIOB, FTOTOBBIX WIN JedEKTHBIX U3NCIAUM, IIPEeACTaB-
JIECHHBIX U3rOTOBUTEIIO.

JlaHHBIC OTYETOB O IOEMCTBMSIX IOOJIKHLBI OBITH MOCTPOEHBI U BOCHPOM3BEAECHbI COOTBETCTBYIOILIUM
METONIOM LI U30€XKaHMA KAaHLEIAPCKUX OUIMO0K. Kaxabpiii oTYeT O OeMCTBUSIX JOJDKEH OBITh HAEHTU(DU-
[IUPOBAH OTHOCHUTEJBHO OTACABHOIO H3OCIHA WIM MNPOU3BOACTBECHHOMN IIApTHU; HAIIpUMEpP, MHOXECTBO
MOJIEXAIMX BO3AEUCTBUIO NTAPTUH U3NEIUH MOXET OBITh WICHTUGHUIUMPOBAHO BKIIIOYEHHUEM BCEX MMApTUH,
BBIITYHIEHHBIX B TEYEHHUE YCTAHOBJICHHOIO I€pUoaa BpEMEHMU.

OT4yeThl O npoaaxax HOJIKHBI COAEPXaTh AOCTATOYHYIO MH(POPMALIUIO UIST TOro, YTOOBI MMO3BONIUTH
[MOCTABUIUKY UICHTUDUIIUPOBATH MTOTPEOUTEIEN, KOTOPBIX TpeOyeTcsa IMOCTaBUTHL B M3BECTHOCTH IIPU BbI-
[IyCKe KOHCYJIbTATUBHbBIX peKOMeHJAlUi. DT oTyeThl 0OJierdyaT corjiacoBaHUE KOHCYIbTATUBHBIX PEKO-
MeHaauui Ha uanenue (4.14.2).

B) OTY4ETBI CUCTEMBI — AEMOHCTPHPYIOT 3(pPEeKTUBHOE AEHCTBUE CHUCTEMBI KA4YECTBA B LICJIOM.

IIpyMepsl OTYETOB CHCTEMBI BKIIIOYAIOT:

- QHaJIU3 COBEILUAHHUHU 10 VIIPABICHUIO, COCTABJICHUE TIPOTOKOJIOB ¥ MOCIAECAVIOIIUX OTYETOB;

- 0030p AEUCTBUM 10 KOHTPAKTY,

- ODII[HUE OTYETHI O NPETEH3IUSIX IMOTPY3KU-PA3rPY3KHU;

- OTYEThI 00 OOYYEHUH,;

- OTYEeTHI H XYPHAJILI O BHYTPEHHEM ayJIUTE;

- OTYETHI 00 OYUCTKE U OOCIVKUBAHUMU;

- OTYETHI O KOHTPOJIE OKPYXKAIOIIEH CpPelbl;

OTYETHL U XYPHAIBI O ITIPOBEACHUU U KOHTPOJIE 34 KAJIUOPOBKOH 00OpYyIOBaAHMA.

,I[JI;I BBINOJTHEHUS PeryJIupyIoIuuX TpeboOBaHUN MOryT MOTpeOOBATLCS HOIIOTHUTEIBHBIE OTUETHI.

PyKoOIMUCHbBIC BCTAaBKM OOJCKHBI OBITh CHEIAHBI YepHWIAMU WM APYIUM HECMBIBAEMBIM CPEICTBOM.
BcTaBKM B OTYETHI JOJKHBI OBITH CHECNAHBI SICHBIM, YETKUM ITOYEpPKOM H 3aBE€PE€Hbl MHULIKAIAMUA U
[TOANUCHIO OTBETCTBEHHOI'O JIMLIA WIH ITEYaThIO U JATOMN.

OnroOKy, OOHAPYXEHHYIO B OTYETE, UCIPABISIIOT TAKUM CITOCODOM, YTOOBI ITEPBOHAYAIBHBIA TEKCT
He u3MeHWwIcss. UcripaBieHue JOKHO OBITh 3aBEpPEHO, JaTUPOBAHO U, IT0 BO3MOXHOCTH, IIPUYMHA UCIIpaB-
JICHUSI JOJUKHA OBITh 3a(pMKCHPOBAHA.

PesepBHas komnust (OyMaxHasi WIK 3JIEKTpOHHAs) J00bIX OTYETOB CUCTEMbBI KA4YECTBA JOJDKHA OBITH
JOCTYTIHA JUIA BOCCTAHOBJICHHUS.

OTYeThl CUCTEMBI JOJDKHBI OBITh pa3MeEllieHbl B MECT€, FAPAHTHPYIOLIEM LIEJIOCTHOCTDb 3JIEKTPOHHBIX
BEPCHUI OTYETOB, 3AMUIIEHHOM OT HECAHKIIMOHHPOBAHHOIO JOCTYIIA.
4.17 BHyTpeHHHEe NpOBEpPKHM KAaYeCTBa

OcHoBHO€ pyKoBoJCTBO yctaHoBlIeHOo B MCO 9000-2, 4.17.

B03MOXHOCTH BHYTPeHHEH IIPOBEPKH JOJKHBI BKJIIOUATh COOTBETCTBYIOIIME PEryJIUpYIOIIUe Tpebo-
BAHUSI.
Psin orpaHMYeHHBIX KOHKPETHBIX IIPOBEPOK MOXET ObITh TAK XK€ 3P (PEeKTUBEH, KaK OJHA BCECTOPOH-

HASA MpoBepkKa. Takasi cucreMa MOXET TMOKO NMpUMEHSIThCS VIS MPUBJICYEHUS] CIICHIUAIBHOIO WiIM IIOBTO-
pPSIEMOr0 BHUMAHMS K JIIOOBIM CJIA0BIM 00JIACTIM WM APYIHM HEJOCTATKAM.

OT4eThl O MPOBEPKE NODKHBI YKA3bIBATh BpeMsI, YCTAHOBJICHHOE U1 BHINOJIHEHUSI KOPPEKTUPYIOLLETO
IeMCTBUSI(M), ¥ pacIipeneasaTh GYHKIAH NePCOHAIa, OTRETCTBEHHOTO 34 NNPOBEASHUE TIOOBIX HEOOXOMMMBIX
KOPPEKTHPYIOLIMX NEUCTBHH.

OT1y4eThl, KOTOPBIE NEMOHCTPHUPYIOT, YTO BHYTPEHHASA KOHTPOJbHASI CUCTEMA HAXOOUTCH B JICHCTBUU,
HOJIXKHBI ObITH JOCTYIHBIMHU JUISI OLIEHKH, IIPOBOIMMON BHEHIHWUMU CTOPOHAMU.

Takue oTY4eThI BKIIOYAIOT CHACAYIOUIME JAHHBIE.

- WIEHTH(UKALHIO TPOLCOYP, UCITOJIb3yeMBIX I NMPOBEACHUS NPOBEPKHU;

- COIEpPXaHHe MPOBEPKH;

- OTYEeTHI, JEMOHCTPUPYIOLIIHE, YTO HAMEYEHHbIC BHYTPEHHUE MPOBEPKU OBLIH MPOBEICHDI;

- OTYETHI, JEeMOHCTPHUPYIOIIHE 3PPDEKTUBHOCTL KOPPEKTUPYIOLUIMX TEHCTBUIA.

B ciyyae ¢ HEOONBIIMM YUCIIOM CIIYXKAIUX BHYTPEHHUE ITPOBEPKUA MOTYT OBITH 110 CyOOOrOBOPY.
4.18 IloaroroBka KaapoB
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OcHoBHoe pykoBoacTBO ycraHoBieHo B MCO 9000-2, 4.18.

OOy4yeHHEe MPOBOIAT IS HOBBIX CAYXAHIMX U ITOBTOPSIIOT COOTBETCTBEHHO IJISI BCErO IlIepcoHana,
3aHATOro B padoTe, BAUSIONIEH Ha KayecTBO. Llenh oOyyeHus:

- BKJIIOYaTh 0030p MOJUTUKHU B 00JIACTH KAYECTBA,

- PA3bSICHATH Ha3HAYCHHUE U3JIEITHH,;

- YKa3bIBaTh IIOCACACTBUSA, KOTOPbIE MOIVIA OBl ABJIATHCS PE3y/IbTATOM HEANeKBATHOTO UJIH HEHAJJIe-
Xalero BLITOJHEHHUS [TIOCTABJCHHBIX 33144,

- OITMCBIBATD JIOOBIE CIICUUPUYECKUE TPEOOBAHUA T'MTUECHEI,

- BKJIIOYATh MHCTPYKLUMHU, IO IPEAOTBPALLECHHIO HApPYyILEHUSsI MEp O€30MaCHOCTU M CIIEIUAIBHBIX
VCJIOBUHM OKpPYXKAIOUIEH cpelbl BO BpEMS ITPOU3BOLCTBA;

- BKJIIOYATBH, TP HEOOXOAMMOCTH, IIPOLEAYPHI, KOTOPBIE HYXKHO ITPOBECTH ISl ITOIYUYEHUST OOpaTHON
CBSI3H.

QO6y4yeHUe TODKHO MEPUOAUIECKHU IOBTOPITECSH, YTOOBI paCCMOTPETh U3MEHEHHUSI B 00J1aCTH [IpHAME-
HEHUS U KOHCTPYKIIMW U3ICIIUA.

4.19 Oob6cayxusanue — M CO 9000-2, 4.19.

OcHoBHOEe pyKoBoJAcTBO ycTtaHoBieHo B UCO 9000-2, 4.19.

OT4eThl O CEPBUCHOM OOCIYVXMBAHUM TOJIKHBI OBITh JOCTATOYHO MOAPOOHBEIMU, YTOOB! MOXHO OBLIO
YCTAHOBUTH MPUYHUHY NPOBEACHUSA OOCIYyXUBAHMS U IIPOAEMOHCTPMPOBATH, YTO OOCIYXUBaAHUE OBUIO
IIPOBEAECHO JOJDKHBIM 00pa3oM.

[TocTaBUK JOCKEH YCTAHOBHUTH CHUCTEMY ydeTa 3alIpocoB Ha CEPBUCHOE OOCIYXUBAHUE, KOTOPBIE
JOJDKHBI pACCMATPUBATHCS KaK KaJ00bl KJIMEHTA.

HexoTopble MEAULIMHCKHUE U3AEIUSA HYXKIAIOTCS B OYMCTKE U/WIM 00€33apaXMBAHUU 10 00CITy>XKMBa-
Hud. [poiegypa obeszapaxuBanusa — mo UCO 12981.

4.20 CraTucTHYECKHE METO/bI

4.20.1 Onpenenenue norpedbHoctu — o KCO 9000-2, 4.20.1

4.20.2 IIpouenypnl — o MCO 9000-2, 4.20.2.
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CooTHOmEHnEe MEXIYHAPOOHBIX CTAHAAPTOB TPeOOBaAHMI K CHCTEME KAYECTBA MEIMIMHCKHAX H3e/aHi

TabnuupaA.l — TpebGoBaHus K cUcTeEMe KauyecTBa M PYKOBOACTBA Ij151 MEIMIMHCKHUX WU3ACINNI

BJIeMeHTHl CUCTEMbl KaYyeCTBa
IroCT P UCO 9001

3 OnpeneneHust

Iommynxrer HCO 9000-2,
cofepXallyie PyKOBOJICTBO
10 BBIITOTHEHHIO

TOCT P UCO 9001

ITonarmyHKThI
TOCT P 1CO 13485,
colepxalume
OOIOJIHUTCIbHEIE TpeOOBaHHUA
K MEIULMHCKUM M31ETUSIM ]

3.1—3.8
JloTI0OJTHUTEIbHEBIE
OTIpENCICHUSA

IToanyHKTh
BI'OCT P UCO 14969,
coaepXKallue
OOITOJIHUTEIILHOE
PYKOBOJICTBO IO BhIITOTHE-

Huo T'OCT P UCO 13485

pr—r———

4.1 OTBeTCTBEHHOCTD
PYKOBO/CTBA

4.1.1 Ilonutnka B 00-
JIaCTH KayecTBa

4.1.2 Oprasuzanu

4.1.2.1 OtBeTCTBEH-
HOCTDH U TTIOJTHOMOYMS

4.1.2.2 Pecypch

4.1.2.3 IlpencraBurenb
PVKOBOJICTBA

4.1.3 PyxoBomamui
aHAJIN3

4.2 CucreMa xauyecTBa

4.2.1 Obuine Tpedopa-
HHUS

4.2.2 Ilpouenypsl cuc-
TEMbl Ka4eCTBa

4.2.3 IInanupoBaHuc
KayecTRa

4.2.1 O6uiue TpedoBa-
HW S

4.2.3 IlnanupoBanue
KayecTBa

4.2.3 IlnanuposaHue
KauecTBa

4.3 AHaJIM3 KOHTpAKTA

il kil

4.3.1 O6nme TpebopaHuA

4.3.2 AHanus

4.4.3 Ionpasxa x
KOHTPAKTY

4.3.4 Ot4yerH

4.4 YripaBjeHUe Npo-
eKTUPOBAHHEM

4.4.1 Ob6mme Tpedona-
HMS

4.4.2 TlnanupoBaHue
rpouecca NMpoeKTUPOBAHUA
1 pa3paboTKU

4.4.3 OpraHy3aiMOH-
HOE M TeXHUUYECKOE COrJia-
COBAHHE

4.4.4 HUcxonmHrwie npo-
¢KTHHBIC JAaHHDIC

4.4.5 BrixoaHble Ipo-
€KTHBIC JAaHHBIC

4.4.6 AHanHu3 NpoeEKTa

4.4.7 IlpoBepka npockra

4.4.8 YTBepXIACHHE
I1pOeKTAa

4.4.9 N3MeHeHUA B
IIPOCKTE

4.4.1 Obmue TpeOoBa-
HHs

4.4.8 YrBepxleHHE
ITpoeKTa

A

4.4.1 O6uMe TpeOOBa-
HUSA

4.4.2 IlnaHupoBanue
IpoLiecca NMpOeKTUPOBAHUS
M pa3paboTKu

4.4.3 OpraHu3alMoH-
HOEe U TeEXHHUYECKOE cora-
coBaHUNe

4.4.4 UcxomHule npo-
eKTHbIe NaHHbIC

4.4.5 BrIXOAHBIC ITPO-
eKTHbIC JaHHbIC

4.4.6 AHanu3 npoexTa

447 1lpoBepka nmpoekra

4.4.8 YTBEepXAcHHE ITPO-
€KTa

449 UzmeHeHUS B

IIPOEKTE
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IIpodonxcernue mabauywm A. 1

SIeMeHThl CUCTEMBI XauyecTBa
FOCT P UCO 9001

Moanyuaxtesr UCO 9000-2,
coliepxKalllie pyKoBOACTBO
10 BBITTOJTHEHUIO

F'OCT P HUCO 9001

e ——

i —r

4.5 JlokyMeHTaumus U
yIIpaBJIeHUE KOHTPOJIIEM

4.5.1 O6ume TpeSoBaHUSA

4.5.2 JloxyMeHTalLuA, |
€e YTBEepXJeHHE M BBIITYCK

4.5.3 JlokyMEeHTaLus "
JaHHbIE 00 U3MEHEHUH

ITomImyHK TR
IF'OCT P NCO 13485,
colepxalme
IOIIOJIHUTENIHbHBIE
TpeOORaHUA K METUIIMHCKHUM
M3aeTHsSIM |

[MoRITyHKTHI
B ['OCT P UCO 14969,
coaepxallye JONOJIHUTEIIBHOE
DYKOBOJACTBO
1O BBINTOTHEHUIO

FOCT P KCO 13485

- =

—

o — - —
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4.5.2 JoXyMeHTauus,
ee YTBEPXJICHHE U BHITYCK

e

4.5.1 Obdume TpedoBaHuA
4.5.2 JloKyMeHTauus,
€€ YTBEPXKIACHUE U BBITNTYCK

4.6 3axynkv NpoayK-
LI A

4.6.1 Obume TpedboBaHNs
4.6.2 OueHka cyonon-

PATINKOB
4.6.3 JloxymeHTalys HA

3aKYTIKY

4.6.4 IlpoBepka Kymn-
JIEHHOTO HU3JenUs

4.6.4.1 IlpoBepka no-
CTABIIMKA Ha TEPPUTOPUH
CYOITOApAAYNKA

4.6.4.2 [IpoBepka KiH-
eHTOM ITOI3aKOHTPAKTO-
BaHHOTO M3AeJIMA

4.6.3 JlokymMeHTalUs Ha
3aKYTIKY

4.6.1 OOumme TpedoBAHUSA
4.6.2 OueHka cyornoj-

PAOYHKOB
4.6.3 JJoxymeHTanus Ha

3aKVIIKY

4.7 KoHTpoab 3a IIpo-
OyKIIMell, TIOCTaBJIICMOM
oTpebUTE IO

-

4.7 KoHTpoJjb 3a IIpo-
OYKIIMEH, IoCTaBIIcMOoN
OTpeOUTENIO

4.8 Unentudpnkanus
NIPOAYKIIMH U NPOCIeXNBa-
eMOCTD

4.8 UnentTuduxkanus
NMpOAYKIINY U NPOCICKUBA-
€MOCTD

4.9 VnpapieHue TIpo-
M3BOJACTBEHHBIM IIpoOllec-
COM
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4.8 a) Unentudukaumg
4.8 ©) Ilpocnexunac-
Mocty (TpeGoBanuss [

4.9 YnpasneHue Ipo-
M3BOJICTBEHHBIM ITpoOliec-
COM

4.8 a) Unentndpunkarms

4.8 6) IIpocnexusae-
MOCTb

HonoaHuTensHOEe pyKoO-
BoactBO mi1 AUMH #u
UMHU

4.9 a) Ilepconan

4.9 6) Konrponb oKpy-
Xawllen cpelbl TIpy Npo-
U3BOJICTBE

4.9 B) Uncrora nznenus

4.9 r) O0cnyxuBaHUE

4.9 1) MonTtax

4.9 e) IIporpamMHoOe
oOecrieyeHUe, UCTNOJIb3Ye-
MO€ B YIIPABJICHUH TIPOU3-
BOJICTBEHHBIM IIPOIIECCOM
HomnonHureabHoe TpeboBa-
HUE WIS CTepMAbHEIX MUA

4.9 Vrnpasnesue Ipo-
U3BOJCTBEHHBIM TIpoOLIeC-
COM

4.9 a) Ilepconan

4.9 6) KoHTpOonb oKpy-
XaloIEen cpelipl NMpU Ipo-
U3BOJICTBE

4.9 B) Yucrora u3nenns

4.9 1) ObCcnyxXusaHue

4.9 n) MoHrax

4.9 e) IlporpamMmHoe

obecrieyeHUe, HCNOJIb-
3yeMO€ B VIpaBIEHHH
NPOU3BOACTBEHHEIM NpO-
1{eCCOM

JonomHuTeAbHOE PYKO-
BOACTBO IS CIIEIIMANbHBIX
IIPOLIECCOR

IonoJIHUTEIILHOE PYKO-

BOJCTBO WIS CTEPWIbHBIX
MU
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BneMeHThI CUCTEMEI KadecTRa
'OCT P ACO 9001
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4.10 KoHTponb 4 Uc-
NIBITAHUS

1_

Hoanynkre: UCO 9000-2,

cojiepXKalliie pyKOBOJACTBO
ITO BBITIOJTHEHMIO
FOCT P ACO 9001

=i s
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4.10.1 O6mue TpedoBa- |
HUS

4.10.2 BxomHoH KOH-
TPOJIb U UCHIBITAHUA

4.10.3 KOHTpOJb U UC-
[IbITAHWUA B  JIpoliecce
TIPOU3BOZICTBA

4.10.4 OxoHYaTeIbLHBIA
KOHTPOJIb U UCIIBITAHUS

4.10.5 OryeTnl 0 KOH-
TpOJie 1 UCNBITAHUAX

I1oANIYHKTHI
I'OCT P UCO 13485,
cojepxallue
HOIIOJIRNTEIbHbIC
TpeOOBaHNA K MEIUIIMHCKUM
U3aeausim !

4.10.5 Ot4yerhl O KOH-
TpOJIe ¥ UCHIBITAHUAX (CIie-

LHaNnbHbIe TpeOOBAaHUS IS

AUMHU v UMN)

ﬁ%m

IloanyHKTb!
B TOCT P HCO 14969,

COACPXKAUINE JOIMOJIHHUTCIIBHOE
PYKOBOACTBO IO

BBLINOTHEHHIO
[TOCT P HCO 13485

4.10.1 OO0mue TpedboBa-
HUA

4.10.2 BxomHOI KOH-
TpOJbL TIPY TOAYYEHUM WU
VICIILITAHNWSA

4.10.3 KoHTtpoas M uc-
NMbITAHUA B IIpollecce
ITPOU3BOICTBA

4.10.4 OxoHUyaTeIbHBIHA
KOHTPOJb U UCTIHITAHUS

JlononmHUTEIbHOE PYKO-
poncTeo wist AUMWU u UMHA

4.10.5 Or1yernsl O KOHT-
poJie ¥ UCIIBITAHUSAX

4.11 YnparneHHE KOH-
TPOJIbHBIM, U3MEPHUTEIIb-
HbIM H MCHBLITATCIBHBIM
ODOpYAOBaHUEM

4.11.1 O6uue TpeboBa-
HH5I
4.11.2 Ynpasnenue

IpoLeaAypoHr

4.11.1 O6mmue TpedoBa-
HUS

4.12 Craryc KoOHTpONd
M UCITbITAHUN

T —

4.13 YnpamneHue He-
COOTBETCTBYIOIINM HU30EH-
eM

o

4.12 Craryc KOHTpOJs

U UCITBITAHUU
- s}

4.13.1 O6ume Tpedosa-
HUA

4.13.2 AHanu3 ¥ yTWiIn-
3alMd HECOOTBETCTBYIOILE-
ro u3enus

4.12 Craryc KOHTpoOs
U MCIIBITAaHUH

4.13.2 AHalIHU3 Y YTHIIN-
33Ul HECOOTBETCTBYIOLIIE-
rO N3Je/nd

4.13.1 O6ume Tpebona-
HUA

4.13.2 AHanu3 M yTH-
JTA3aLMsI HECOOTBETCTBYIO-
Iero U3AeI s

4.14 KoppeKTHpylo-
11I1e N NpodhIaKTHYECKUE
NeHCTBUA

1

4.14.1 O6ume TpedonBa-
HUSA

4.14.2 KoppekTvpy-
OumMe IenCTBNA

4.14.3 Tlpodunnakru-
YeCKUe NeYCTBUS

4.15 IlorpysoyHo-
pa3rpy304yHbIc paboTH,
XpaHeHUe, YIIaKOBKa, KOH-
cepBalligd ¥ JOCTaBKa

4.14.1 O6uue TpedoBa-
HU S

4.14.1 O6mme Tpedona-
HUSA

4.14.2 KoppexTHpy-
IolHE NCHCTBHA

4.14.3 Tlpodpunakrrue-
CKME ICHUCTBUA

4.15.1 O6mme TpeboBa-
HUA
4.15.2 IlorpysoyHo-

pPasrpy3ouyHbie paboThl

4.15.1 Ob61ue TpeboBa-
HUS
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-

BJIeMeHThl CUCTEeMBI Ka4yeCTRa
'OCT P UCO 9001

bl S

—

Moanyuxrer 1CO 9000-2,

colcpXalliie pyKOBOICTBO
I10 BBLITTOJIHEHHIO
I'OCT P HUCO 9001

4.15.3 XpaHeHune
4.15.4 YmakoBka
4.15.5 KoHcepBauus
4.15.6 ocraBKa

—

[TonnmyHKTHI
'OCT P UCO 13485,
collepxalle OOIOHUTE/LHbBIE
TpeOoBaHUs K MEOMIIMHCKHAM
n3aemsM

4.15.4 YnakoBka

4.15.6 HocraBka (cne-

1HanbpHbie TpeOOBAaHUA HJIA
AUMHU n UMH)

il

[lonmyHkTh
B TOCT P UCO 14969,
coiepXalllie JOMOJHUTEIbHOES
PYKOBOICTBO IO BHIIIOJIHE-
Huio 'OCT P UCO 13485

4 YnakoBka

4.15
4.15.5 KoHcepsaiug

4.16 KoHTpoas 3a oOT-
yeTaMHy I10 KaueCTRY

4.16 KoHTponsb
OTYETAMHU 110 KAUECTRY

34

4.16 KoHTponb
OTYETAMH 110 KQYECTBY

34

4.16 KoHTpoab 3a oT-
YeTaMH o KAYeCTBY

4.17 BHYTpeHHSIs1 Npo-
BepKa KadyecTBa

4.17 BHyYTpeHHsIst IpO-
BEpKa KauyecTBa

e

4.17 BHyTpeHHSA IpO-
BepKa KadyecTBa

4.18 OOyuyeHue

4.18 OOyuycHMe

4.18 O6yyeHue

4.19 O6cnyxuBaHUE

4.19 O6cnyxyBaHue

4.19 OOcnyxuBaHue

4.20 Cratucruuecxue
METObI

4.20.1 HNnpentundpuka-
LIAsE TTOTPeOHOCTH
4.20.2 Tlpouenypa

I Ecnu He oropopeHo UHaue, NOANYHKT COAEPXUT ClELIMATIBHEIE TPeOOBAHMA K MEIUIMHCKUM UBACTUIM.
2 MU — MennuviHckue wsgenusi; UMU — uMmrmnanTupyeMele MeguimHckue usnenvs; AUMU — axkTuBHBIE
UMIUIAHTHPYEMBIC MEOULIMHCKYE U3eIIH.

ITPHUJIOXEHHE B
(CIIpaBOUYHOE)

TepMunbi, HCOOJB3yEMbIE B HEKOTODBIX HAMOHANBHLIX PEryJIHPYIOIMHKX OpraHax
rocyJapCTBeHHOr0 peryJHpOBaAHNA

HoxyMeHT

—_— e -————— . e o ——rar— —— o m— o on——

—_—— -

4,16 1CO 1348)5).
[TprMepHl: BBIYMCICHHUS,

YSCKUX UCCIeIOBAHUN

22

I KoMrmwisitiua oT4eToB, XOTOPHIE OIMU-
CBIBAIOT, U XPOHOJOTUYECKHUX OTYETOB JIed-
TEIBHOCTHU TIO NMPOEKTUPOBAHUIO (CM. 4.4 U

eKTHbIC JAHHBIC ¥ CieludUKALUH, TTPOCK-
THPOBAHUE, OTYETH! 00 MCITHITAHMSIX, OTYE-
Thl 00 aHanK3e pucka, ordyerbl 06 aHanmu3e
MMPOEKTAa, OTYETHl 00 YTBEPXICHHMU IIPOCK-
TUPOBAaHMs, BKJIIOYASA peE3yabTarbl KJIWHM-

TAPOBAaHHSA

WUCXOIHBIE MTPO-

EBpormneiickoe

KaK
NOKYMEHTAIIUA

BOoOOIIe YIIOMHHAETCA
TexHu4YecKas

CIIA COOBIIECTRO AnoHus
DHF Her odbuumann- YacTh Seihin
Uctopusa npoex- |HBIX TepMHHOB, Ho | Hyojunsho
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— T DR
EBporneitckoe
l_ IloKyMeHT CHIA co%%mecmo AnoHus |
2 KoMmmunsuusa DoKyMEHTOB, OCHOBAH- DMR Het opuumans- Seihin
HBIX Ha OEATETBHOCTH I10 IIPOEKTUPOBAHUIO Device Master HBIX TEPMUHOB, HO Hyojunsho |
YCTPOMCTBA, KOTOPHIE ONIPENEAsIIOT, KaK YCT- OTtyer BOOOIIEe YITOMUHAE-
POMCTBO JOJDKHO ORITH NPOM3BEACHO (CM. MBI KaK TexHiu4decKas
4.2.3 UCO 1348)5). NOKYMEHTalIUs
[TpuMepbl: crieudUKALIMA CHIPbSI, CIIE- ]
duKaIMy mpoliecca/m3zenns, TeXHuyec-
K€ PUCYHKH, CIIMCKHM 4YacTeH, IUIaH Kadye-
CTBa, ITPOM3BOJACTBEHHBIC (IIPOBEPOYHBIC)
KOHTPO/IbHbBIEC TIPOLEAYDHI
3 KoMnmuiassumsg oT4yeToB, COACPXKAlLIMX DHR [Ipon3BoacTBEH- OT4eThl KayecTBa
HCTOPHIO TPOM3BOJICTBA / NPOM3BOACTBA, OT4eT  HNCTOPHU | HBIC OTYETHI
yTOOB! NMPOAEMOHCTPHUPOBATh COOTBETCTBUE | YCTPOMCTBA
¢ (OmOOpPECHHBLIMHM) NPEANPON3BOACTBECHHDI -
MH JokymeHTaMH (cM. 4.16 MCO 1348)5).
[IpuMepnl: OTYETHI O IIPOU3BOACTBEHHBIX
HCNIBITAaHMSIX, OTYETHI O MTAPTUM WM ITAKETE,
IIYTEILUECTBCHHUKHK, OT4YeThl O (YHKILHO-
HaJIBHBIX HCHBITAHMSIX, (PaKTHUYEeCKasa Map-
KHpPOBKa U T.1.
bubauorpagus

[1] TOCT P HCO 14971.1—99 MemunuHckue u3genus. YnpaBicHHE PUCKOM.
Yacts 1. IIprMeHeHHe aHamM3a pycKa K MEAUIIMHCKHAM H3IEIUAM

2] KCO 9000-3—97 YmnpapneHHe KadecTBOM U obeclieueHne KadyecTsa craHgaproB. Yacts 3. PykoBoadiuve npuH-
sl o puMeHeHn0 MCO 9001 no paspaborke, nmocraBke ¥ 00OCAYXNBAaHUIO IIPOrpaMMHOIO obecrieyeHH

[3] MCO 10011-1—-90 PykoBoasume yka3zaHus 1o NIpOBEpPKE CHCTEM KauyecTRa.
Yacts 1. [IpoBepka.

4] UCO 10011-2—91 PykoBoasanue ykaszaHus 110 npoBepke cucteM KadecTsa. Yacts 2. KBanudukaHuoHHLIE KPH-
TEPUU IS IKCIIEPTOB-ayIMTOPOB IO NMPOBEPKE CUCTEM KadecTBa

[5] ACO 10011-3—91 PyxoBoasiiue ykaszaHus I10 NpoBepkKe cucTeM KauvectBa. Yacto 3. PykoBoacTsBo nporpaMmoi
MTPOBEPOK

[6] UCO 10012-1—-92 TpeboBaHusd, rapaHTUPYIOLIME KaYeCTBO U3MepHTelbHOro obopynosaHms. Yacte 1. Cucrema
NMOATBEPKACHUS METPOJIOTHUECKOH IIPUTOIHOCTH U3MEPUTENBHOT0 00ODPYAOBAHMS

[7] ACO 10012-2—97 TpebosaHusa K obecreyeHUIO KauecTBa U3MepUTenbHoro obopynosanusa. Yacts 2. PykoBoas-
HIMe MPUHILIMNOBI KOHTPOJS 110 U3MEPEHUIO

(8] MCO 11134—94 Crepunuszaimiss MeTULMHCKUX M3Acnui. TpeboBaHUA g yrBepXKaAeHUS ¥ PYTUHHBLIM KOHTPOIb.
HuaycTpyanbHas BiIakKHas BRICOKOTEMIIEpaTypHas CTepHIM3aLus

9] UCO 11135—94 MeauumHckue u3nenus. YTBEpXICHNE U PYTUHHBIH KOHTPOJIb 3TWICHOKCHIHOM CTEPWIN3aLHn
[10] MCO 1113795 Crepwmizanmsa MeIMUMHCKUX M3aenuit. TpeOGoBaHHs st yTBepXIeHUST U PYTHHHBIN KOH-
Tpojib. PagyalimoHHas crepwiM3alys

[11] UCO 12891-1—98 IMouck n aHamM3 XupyprudecKux MeJUIMHCKMX n3aenuii. Yacrs 1. TTouck n obpaborka

23
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