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MpeaucnoBue

Lenn u npuvHuunbl ctangaptusaumm B Poccunckon Pepepaumm yctaHoBneHsl PenepanbHbiM 3akOHOM OT 27
pekabpsa 2002 . N 184-d3 "O TexHM4eckoMm perynvpoBaHuMn", a npaBuna NpUMMEHEHMSI HauMoHanbHbIX CTaHOapTOB
Poccuinckon ®egepaumm - FTOCT P 1.0-2004 "CraHgapTtusauus B Poccuickon ®eaepaumm. OCHOBHbIE MONOXeHns"

CBepgeHus o ctaHgapre

1 MOOTOTOBJIEH O6wepoccuinckorn OOLWECTBEHHON oOpraHm3auuvern "Accouunaums MHXEHEPOB MO  KOHTPOSIHO
mMukposarpssHeHnin” (ACHKOM) Ha ocHoBe COGCTBEHHOrO ayTEHTUYHOIO NEPEBOAA CTaHAapTa, Yka3aHHOro B NyHKTe 4

2 BHECEH TexHnyeckum kommteroM no cTaHgaptmsaumm TK 458 "[Npou3BOACTBO M KOHTPONb KayecTBa
nekapcTBeHHbIX cpeacTs”

3 YTBEPXXOEH 1 BBEEH B IEVCTBWE lMpukasom ®enepansHOro areHTCTBa Mo TEXHUYECKOMY perynipoBaHuio 1
meTponorum ot 13 okTabpsa 2009 r. N 446-cT

4 HacTtoswmn ctangapT ngeHTudeH mexayHapogHomy ctaHgapty MICO 13408-6:2005 "Acentudeckoe Npov3BOACTBO
MeavuuHckon npogykumn. Yacte 6. U3onupytowme cuctembl” (ISO 13408-6:2005 "Aseptic processing of health care
products - Part 6. Isolator systems").

Mpy NpYMEHEHWM HaCTOSLLEro cTaHdapTa PEKOMEHAYETCS WUCMONb30BaTb BMECTO CCbINOYHbIX MEXOYHaPOOHbIX
CTaH4apTOB COOTBETCTBYHOLME MM HauMOHaNbHblE CTaH4aApPTbl, CBEAEHNA O KOTOPbLIX MpMBEAEHbI B LOMOMHUTENBHOM
npunoxexHun A

5 BBEJEH BINEPBbIE

UHopmauusi 06 UBMEHEHUSIX K HacmosiweMy cmaHOapmy rybriukyemcss 8 €Xe200HO u30asaeMoM
UHGbopMayUOHHOM yKaszamere "HauuoHarbHble cmaHOapmbl”, a mekcm U3MEHEHUU U ronpasok - 8 €XeMeCcsHHO
uslasaeMbix UHGhOPMaUUOHHbIX yKka3amernsx "HauuoHarnbHble cmaHOapmel”. B cniydae nepecmompa (3ameHbl) unu
OmMMeHblI Hacmosiwe2o cmaHOapma coomeemcmaytowee yeedomsieHue Oydem onybriuKO8aHO 8 EXeMEeCSYHO
uslasaeMoMm UHGOPMaULOHHOM yKaszamene "HayuoHarnbHbie cmaHOapmei”. Coomeemcmeytowas UHGopMayus,
y8e0OMIIEHUE U MeKCMbl pPasMeWaromess makxe 8 UHGhOPMaUUOHHOU cucmeme o0buwie20 ronb308aHUsi - Ha
ogpuyuansHom catime ®edeparibHO20 azeHmcmea Mo MEXHUYECKOMY pe2ynuposaHuo U memporoauu 8 cemu
UHmepHem

BBepeHue
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Mpy Npon3BOACTBE CTEPUNBHOM MEOULIMHCKON MPOAYKLUUN UCMOMb3YT COOTBETCTBYHOLLME aTTECTOBAHHLIE METOAbI.
Ecnun npogykums fomkHa ObiTb CTEPWUIBbHON, HO HE MOANEXUT (PUHULLHOW CTEPUIM3aL MM, UCMONb3YHT acenTuieckue
npoueccbl. OTO OTHOCUTCH K aCENTUYECKOMY NMPUrOTOBIIEHMIO M HAMOSTHEHUIO PacTBOPaMM, CYCMNEH3UAMM, SMYbCUSIMU U
TBEpPAbIMM BELLECTBaMM, a TAKKE K acenTUYecKkUM onepaumsam obpalleHns, nepeaadn 1 HarnosHeHNs TeMM NPOAYKTaMm,
KOTOpble He noanexar UHULLHON CTEpUNn3aumni.

lMpoBeneHne acenTmndeckoro npouecca Tpebyer TLWaTenbHOCTM U OTBETCTBEHHOCTM. YUTOOLI 06ecnevnTb nonyyeHve
CTEPUITbHOIO KOHEYHOrO NPOAYKTA, MPOM3BOAUTENN AOMMKHLI UCMONb30BaTh aTTECTOBAHHbLIE CUCTEMDI U NMOATOTOBIEHHbIN
nepcoHar, KOHTPONMpyeMyt MpPOM3BOACTBEHHYHO cCpedy W MPOLEecChl, MMEKLWME MOMHYI M CUCTEMATM3NPOBAHHYIO
OOKyMeHTaLuIo.

MCO 13408-6 noarotoBneH TexHndeckum kommutetom NCO/TK 198 "Ctepunmnsaumsa MegmumHCKON npogyKumn'.

MCO 13408 coctout 13 cnegyrowmx YacTten nog obwmm HassaHnem "Acentmndeckoe nNpousBoaCcTBO MeOMLMHCKON
npogyKumun'":

- yacTb 1: Obwme TpeboBaHus;

- yacTb 2: dunbTpayms;

- yacTtb 3: Jinocpunusauyus;

- yacTb 4: TexHomnorns OYNCTKN Ha MecTe;
- yacTb 5: Ctepunusauusi Ha MecTe;

- yacTb 6: M3onupytouime cnuctemol.

1 O6nacTb NpUMeHeHns
HaCTOFlIJJ,VIﬁ CTaHOapT YycCTaHaBMBaeT Tpe6OBaHVIF| K wusonuvpywowmm cuctemam U MeTodaM arttectauum,
,El,e3VIHC*)eKLI,VIVI, cTepunmnsaumn, O60pyD,OBaHVI}O M cucTemMam KOHTPOIA, UCNoJ1b3yeMbIM NpU acenTU4eckom npom3soacTee
MeAMULIMHCKOW NPOoAYKLNK.

TpeboBaHMs1 cTaHOapTa pPacnpoCTPaHSTCA Ha M3OMSATOpbl, NpeaHa3HayYeHHble AN 0GecrnevyeHns acenTu4eckmx
YCMOBWIA, a Takke ANs paboTbl C ONacHLIMU MaTepuanamu.

CtaHgapT He 3aMeHsieT ApyrMe HOpMaTuBHblE AOKYMEHTbl, B TOM yucrie u [paBuna npou3BoacTBa M KOHTPONS
KadecTBa nekapcTeBeHHbIX cpeacts (GMP).

2 HopmaTnBHbIE CCbUTKU
B HacTosiLem cTaHaapTe NpuBeAeHbl CCbINKU Ha CreayoLimMe MexayHapoaHble CTaHaapThl:
MCO 13408-1:1998 AcenTmnyeckoe Npon3BoACTBO MeAULMHCKOM npogykumun. Yacte 1. Obwue TpeboBaHms
NCO 13408-4:2005 Acentmnyeckoe NponsBoACcTBO MEAULMHCKON npogykumn. Yacte 4. O4mcTka Ha mecTe
MCO 13408-5:2006 Acentmnyeckoe Npon3BoACcTBO MEAULMHCKOM npogykumn. Yacte 5. Ctepunusaums Ha mecTte

NCO 14644-7:2004 YncTble NOMELLEHNS N CBA3AHHbIE C HAMW KOHTpOmnupyemble cpedbl. YacTtb 7. M3onupytowme
ycTponcTea (YKpbITUS C YMCTLIM BO34yXOM, BOKChI NepeaaToyHble, N30MNATOPbl Y MUHW-OKPYKEHWST)

MCO/M3K 90003:2004 lNMporpammHoe obecnedeHne. PykoBogcTeo no npumeHeHnto 1SO 9001:2000 K KOMMNbIOTEPHBLIM
nporpamMmmMam
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3 TepMuHbI M onpeneneHns
TepMuHbI U onpeaeneHns, UCNonb3yemble B HacTOsILLEM CTaHAapTe, COOTBETCTBYIOT npusegeHHsIM B MCO 13408-1.

3.1 pe3nHd ekuma (bio-decontamination): YoaneHue MUKPOBHBLIX 3arpsi3HEHU UMM YMEHbLLEHNE X A0 NPUEMIIEMOro
YPOBHSI.

3.2 arrectauusa npoekTta (design qualification): [ okymMeHTMpOBaHHOE MOOTBEPKOEHME TOro, YTO BbIMOSTHEHHbIN
MPOEKT NoMeLLeHnA, 060pya0BaHUST UMM CUCTEM COOTBETCTBYET CBOEMY HA3HAYEHUIO.

3.3 nsonartop (isolator): NepmeTusanpoBaHHass KOHCTPYKUUSl, CMOCOBHasd npegoTBpaTuTb MonagaHve 3arps3HeHus
BHYTPb MNyTEM MOMHOTO OU3MYECKOrO pasfeneHnss BHYTPEHHEW W HapyXXHOW cped, Mo3BoMslwas MnpoBoaUTb
OE3MHEKLMI0 BHYTPEHHEN cpeapbl.

MpymeyaHus
1 Pasmepbl nsonatopa mMoryT 6biTb OT HebonbLLoro 6okca 4o 60NbLLON KOMHATHI.

2 ®dusnyeckoe pasgeneHve Moxer obecnednmBaTbCs CMMOLIHON OBONOYKON, MOSTHOCTLIO OKPYXKaloLen BHYTPEHHEE
NMPOCTPaHCTBO, B KOTOPOM WCKIOYaOTCA mtobble HapyLleHUs LIeNMOCTHOCTU W MNPOHWKaAHWE 3arpsi3HEHUA BHYTPb
npenoTBpallaeTcss € NOMOLWbI  U3NYECKUX cpeacTB. [pumepoM Takux (U3NHECKUX CPEACTB MOTYT CIYXWUTb
BO34YLUHbIE LUMI03bl 4N Nepeaayn CTepuribHbIX Mnv aes3mHuLMpoBaHHbIX NpeaMeToB, NOTOK npoweaLero Yepes HEPA
UNbTPbI UNU CTEPUNBHOTO BO34YXa, BbICOKAsi CKOPOCTb BO3AyXxa, yOansemoro yepe3 OTBEPCTMS C MMHMMArbHbLIM
pasmepoM. ABGCOMOTHBIN n3ndecknin Gapbep AOMKEH NOCTOSIHHO OTAENATH ONepaTopoB OT BHYTPEHHEro NPOCTpPaHCTBa
n3onsTopa.

3.4 nzonupyrowaa cucrtema (isolator system): M3onsatop ¢ nepegatoyHbIMM yCTPOMCTBaMM M BCMOMOraTenbHoe
obopynoBaHue, Ucnornb3yemble Ansi NPOBEAEHNS aceNTUYECKOro npoLiecca.

3.5 TecT Ha yTeuKy (leak test): Metog KONMMYEeCTBEHHOrO ONpefeneHnss CKOPOCTU YTeYKU MpU BOCMPOU3BOAUMBIX
YCMOBUSAX UCTIbITAHWIA.

3.6 AOKYMEeHT, xapaKTepu3ylowmin onacHocTb MmatepuanoB (material safety data sheet): [JokymeHT, cogepxaiyuii
JaHHble O CBOWCTBaxX MaTrepuanoB, WX MOTEHUManbHOM OMacHOCTW ANA JoAEA W OKpyXXaloLlerh cpedbl, Mepax
NpeaoCcTOPOXHOCTM Npu obpaLleHun ¢ HUMKM U cnocobax Mx yaaneHust.

3.7 oueHka pucka (risk assessment): Npouecc aHanusa 1 oLEeHKN pucka.

[MCO 14971:2000, nyHkT 2.15].

3 . 8 usonupyrowee ycrtpomctBo (separative device): OOopymoBaHMe, WCMNOMb3YHOLEE KOHCTPYKTUBHbIE W
OMHaMU4YecKkne CcpeacTBa NS CO34aHWUS HaAEXHOro pasfeneHusi BHYTPEHHErO U BHELWHEro MPOCTPaHCTB B

onpegernieHHom obbewme.

MpumedaHne - MpyMepamyM HEKOTOPLIX MPOMBILLMEHHBLIX U3OMNMPYIOLWUX YCTPOWUCTB SABMSAIOTCHA YKPbITUS C YUCTbIM
BO3JYXOM, OrpaKaaemMble NPOCTPaHCTBA, NepyYaToYHble GOKCbI, U30ATOPbI M MUHU-OKPYXKEHUS.

[MCO 14644-7:2004, nyHkT 3.17]

MpumeyaHmne - [Ina acenTnyeckoro Npou3BoACcTBa NpUMEPaMm U3ONUPYIOLLNX YCTPONCTB MOTYT CIYXWUTb "MbILLINHANA
wenb" 1 30Ha oxXnaXxaeHus.

3.9 okpyxarowee npocTpaHcTBO (surrounding environment): KoHTponupyemasi 30Ha, MMerowasi onpeneneHHble
XapaKTEPUCTMKM, OJ1S1 KOTOPbLIX aTTECTOBAHA U 3KCMyaTUpyeTCs U30NMpyoLLLas cuctema.
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3.10 nepepaToyHoe ycTpomncTBo (transfer device): YcTponcTBO, NO3BONSAOLLEE NEpEMELLATL MaTepuan BHYTPb Uinn
HapyXXy U30nsiTopa C YMEHbLUEHNEM pUCKa MOMadaHnsl HEXeNaTenbHOro BeLecTBa BHYTPb U30MSTOpa UK ero Bbixoda

Hapyxy.
[MCO 14644-7:2004, nyHkT 3.18].

MpumeyaHne - lMpumepamm MOryT CRYXXWUTb NepegaTodHbl U30MSATOP, NepedaTouvHbIii BOKC unu nepegatodHas
cuctema.

3.11 nepepgatoyHbii nopt (transfer port): YcTpocTBO, Haxodslieecs Mexgy BHYTPEHHVUM MPOCTPaHCTBOM
usonsTopa M nepefaToyvHbIM YCTPOMCTBOM, KOTOPOE MOXET OblTb MPUCOEAMHEHO K OBGOPYAOBaHMIO U OTCOEAMHEHO OT
Hero 6e3 nonafaHusi HeXXernaTenbHOro BELecTBa BHYTPb M30MNATOPa UMK ero Bbixoaa Hapyxy.

3.12 nepeparoyHas cuctema (transfer system): Cuctema, nossonsiollas nepemMelaTs MaTepuan B U30NATOP Unu
13 HEero, He MoaBeprast PUCKy Ka4yecTBO cpefbl B KPUTMYECKON TEXHONMOTMYECKON 30HE.

I'IpwmeanMe - I'IpmmepaMM MOryT CNyXuUTb aBTOKINaB, Nnevb, TyHHelnb genmnporeHnsalunm, J'IVIO(*)I/IJ'IbHaFI Cyuwiunka.

3.13 Hanxygwme ycnoBus (worst-case conditions): CoOBOKyNMHOCTb YCIOBMIA, KOTOpblE MpeacTaBnsioT Hanbonee
XecTkne TpeboBaHMA K LENOCTHOCTM W Ge3onacHOCTM MNpPOoAyKTa Npu MPOBEdEHWM UCMNbITaHWiA M B npouecce
Npon3BOACTBA.

4 dnemMeHTbl CUCTEMbI Ka4yecTBa

4.1 O6wme NonoxeHus
4.1.1 CuctemMa ka4yecTBa JOIMKHA COOTBETCTBOBATh TpeboBaHusm MCO 13408-1.

4.1.2 Cnepyetr paspabotaTtb U BECTM OOKYMEHTALMIO MO KaxkgoMy 3Tarny pas3paboTky, UCMbITaHUA U TeKyLiemy
KOHTPOJHO M30MMPYHOLLIMX CUCTEM.

4.1.3 [okymMeHTauumio, paspaboTaHHyl0 B COOTBETCTBMM C TpeboBaHWSIMM HaCTOSILLEro cTaHdapTa, cnegyer
perynsipHo nepecMatpvBaTb. YTBepXOaTb [AaHHYH [OOKYMEHTAUM0 [OIPKHO fMLO, UMelollee COOTBETCTBYHOLLVE
MOSTHOMOYUS.

4.1.4 TlpoeKT (KOHCTPYKTOPCKasi JOKYMEHTaLMs), MPOTOKOMbl UCMbITAHU U TEKYLLIEro KOHTPONs Creayer oueHMBaTb
Ha cooTBeTCTBME TpeboBaHUSIM HacTOSALLEro cTaHaapTa.

4.2 OTBeTCTBEHHOCTb PYKOBOACTBA
4.2.1 Heobxognmo pacnpenenutb 06s3aHHOCTN U onpedennTb NnL, OTBETCTBEHHbLIX 3a BbINOMHEHNE TpeboBaHWN,
YCTaHOBIIEHHBIX B HACTOSALLEM CTaH4apTe.

4.2.2 Ecnu TpeboBaHWsl HacTOSILLEro cTaHAapTa BbINOMHSATCS noapasgeneHusaMn (opraHMsauusiMm), UMEOLLIMMK
CBOM cuCTeMbl obecneyveHnst kadecTBa, criefyer pacrnpenenutb 06s3aHHOCTM U ONpesenuTb OTBETCTBEHHOCTb KaXaoW
CTOPOHBI.

4.3 lNpoekTupoBaHue

MpoekT (KOHCTPYKTOpPCKasi AOKyMeHTaLuuMsl) M3ONMPYIOLMX CUCTEM JOMMKeH ObiTb pa3paboTaH B COOTBETCTBUM C
yTBEPXOEHHbIM 3adaHuneM. 1o mepe pa3paboTkM npoekTa (KOHCTPYKTOPCKOM OOKYMEHTauun) crnegyer npoBoauTb ero
OLEHKY 1 pe3ynbTaTbl 0opMIsiTb JOKYMEHTarbHO.
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4.4 NamepuTenbHble NPUGOpPbLI U CUCTEMBI
4.4.1 KanubpoBka (noBepka) BCeX U3MepUTENbHbIX MPUOOPOB UMM CUCTEM [AOMXHA MPOBOAMTHCH B MIIAHOBOM
nopsiake.

4.4.2 [enctBus, KOTOpble cneayer npeanpuHUMatb B OTHOLLEHUM M3MEPUTENbHbIX MPUOOPOB M CUCTEM, He
COOTBETCTBYIOLNX TpeboBaHUsIM, NPMBEAEHHLIM B HACTOALWEM CTaHgapTe, [OOMKHbl ObiTb  YCTaHOBIEHbI B
COOTBETCTBYHOLLEN UHCTPYKLIMN.

4.4.3 Heobxoanmo onpeaenntb TOYHOCTb NoKa3aHuin npubopoB 1 A0MYCTUMYHO MOMPELLHOCTb U3MEPEHUN.

5 Pa3paboTka M3onmpyroLwmx cuctem

5.1 O6wume nonoxxeHns
5.1.1 PaspaboTka nsonupyroLux cCUcTem A0rmkHa BbINOMHATLCSA B cooTBeTcTBUM ¢ ICO 14644-7.

MprHUUNbI pa3paboTku 3akpbITbIX CUCTEM ycTaHoBMeHbl B MICO 10648-1.

5.1.2 B npoekTe (KOHCTPYKTOPCKOW OOKYMEHTauuW) OOIMKHbl ObiTb yKa3aHbl KpUTUYECKME MapameTpbl U ¢akTopsbl.
[na nx onpegenenns criegyet NCNoNb30BaTh METOAbI aHANM30B PUCKOB.

MpumeyaHns
1 MNepepnava obopyAOBaHMSA N MaTepManoB B M30NATOP SBMSETCS OAHUM U3 Hanbornee oTBETCTBEHHbIX MPOLECCOB.

2 B cnyvasix, korga HeobxoaMmMo oGecnednTb acenTuyeckme YCroBus 1 3almTy onepartopa, HanpuMep npu patote ¢
GMONOrMYeckn OMnacHbIMKW, LINTOTOKCMYECKAMM UMM PadMOaKTMBHBLIMA MPOAYKTaMM, U30NUpYoLaa cucTema OormkHa
obecneunBaTb NoadepKuBaHMe YCTaHOBMEHHOTO nepenaga AaBneHust (OTPULATenbHOro WM MOMNOXUTENBHOIO) W
LIeNIOCTHOCTb [aHHOM CUCTEMbI, a Takke ObiTb pasmellieHa B COOTBETCTBYIOLLEM MecTe. [1pu OLEeHKe PUCKOB AOMKHbI
ObITb yYTEHbI CreumanbHble TpeGoBaHUa 6e30MacHOCTM K PacronoXeHUI0 M30NATOPOB U OKpYXXaloLLeit cpese.

5.2 Tunbl n3onaTopoB
5.2.1 3aKpbITble U30NATOPbI

3aKkpbITble U30NATOPblI MCMONb3YIOT ANSA 3aliMTbl OT 3arpsA3HEHUN, HaxoOsLWUXCS B OKpyXXalollem BO3gyxe Wnu
BblaensiemMblX OPYrMMu UCTOYHUMKaMKM. Bosgyx m3 nomelleHus OOMKeH nocTynaTb B M30ONATOP 4vepe3 unbTp, Kak
npasuro, 4Yepes HEPA dunbtp. Bece maTepuansl, ncnornb3yemble B U30NATOPE, OOIMKHbI MPOWTU OE3UHAEKUUIO Unn
ctepunusaumo. OnepaTop OOMKEH HaXOAMTbCA CHapyXu usonstopa u pabotatb C MaTepuarnoM, pacnonoXeHHbIM
BHYTPU M30MATOpa, HEMOCPeaCTBEHHO He mpukacascb K Hemy. B npouecce paboTbl Takve M30NSATOpPbl AOMKHbI ObIThb
3aKpbITbl NPU NepemMeLLLeHn MaTepnanos B U3ONSTOP U U3 HEro.

5.2.2 OTKpbITbIe N30NATOPLI

OTKpPbITblE U30NATOPLI aHANOMMYHbI 3aKPbITEIM U30MNSTOpaM 3a UCKIOYEHWEM TOro, YTO B mpolecce paboTbl B HUX
NpeayCcMOTPEHO HEMPEepbIBHOE WM NEPUOAMYECKOE MEPEMELLEHME MaTepuanoB BHYTPb WM Hapyxxy. KoHCTpykuus
usonsitopa dofkHa obecrneyvBaTh COXpaHeHMe LENIOCTHOCTWM ero BHYTPEHHEro MpocTpaHcTBa. [ocTyn B U30NSTOp
O0IKeH ObITb 3alUMLLEH OOHOHaMNPaBEHHLIM MOTOKOM BO34yXa W/Wnu co3faHnem u3bbITOYHOrO AaBNeHUs Bo3ayxa.

5.3 MaTepuanb! gnsa usonatopa

5.3.1 Martepvanbl gns wusonaTopa, BKAOYas YNNOTHEHWS, BEHTUNATOPbl WU BEHTUNSAUMOHHbIE CUCTEMbI,
pr60I'IDOBO,D,bI, CMOTPOBbIE OKHAa M YCTAHOBJIEHHYO apMaTypy OO0JTKHbI ObITb XMMUYECKU N MEXaHUYECKN COBMECTUMbIMU
C nposoauMbiMM B U30NATOpE npoueccamMmy, y4yacTBywLMMM B Mnpolecce martepuanamm U Metodamu npoBeaeHus
paGOTbI. MaTepMaJ‘IbI ana n3ondartopa OO0J1KHbI OblTb COBMECTUMBIMW C Mo LWMMN 1N LI,e3I/IH(bI/1LI.I/IpyI-OIJ.LI/IMI/I cpeacTteamm n
ObiTb MpurogHbl K oducTke. Martepmanbl OOMKHbl OblTb YCTOMYMBBIMM K KOPPO3WW, PaspyLUEHUO WU WMMETb, Npu
H806XO,EI,I/IMOCTI/I, COOTBETCTBYHOLLYH TEPMO- U OrHECTOWMKOCTb. rlpM HeoﬁXO,qMMOCTM cnenyer npoBepATb TepMnyeckmne n
COpPOLVOHHBIE XapaKTEPUCTUKN UCMONb3YEMbIX MaTepuanoB, a Takke WX CBOWCTBa rasoBblgeneHus. Matepuansi
CMOTPOBbIX OKOH (naHene|7|) AOOJIKHblI OCTaBaTbCA MNMPO3padYHbiMU U ObITb yCTOIZ‘-II/IBbIMVI K pa3pylieHuto, a TakkKe
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obecneunBatb HeobXxoAMMOe BHYTPEHHEE OCBELLIEHME.

5.3.2 OnacTuyHble CTeHbl AOMKHbI OblTb AOCTATOMHO TOMCThIMM, YTODObI NMPOTMBOCTOATHL MPOKONam, U rmMbKMMK,
4YTOObI NO3BONATL OnepaTopy paboTatbk 6e3onacHo 1 3hEKTUBHO.

5.4 CuctemMbl o6ecrneyvyeHus BO3QyXOM
5.4.1 KpatHocTb BO3ayx000MeHa

KpaTHOCTb Bosp,yxoo6meHa OOJ1KHa COOTBETCTBOBATb HAa3HAa4YeHUIO U30J1ATOpPAa. I"Ipm 9TOM crniegyer npeaycMoTpeTb
OOCTaTOYHYHO BEHTUNALUUKD KU30NATOpa, 4YTOObI HE Aonyckatb HakonneHue 33FpFI3HeHVIl7I n obecnevnsaTb yoanexHue

M30bITOYHOM TEMMOThI.

MpumevaHne - TloBbILEHHAs KPaTHOCTb BO3A4yxooOMeHa OOblMHO WCMOMb3yercs AnA ObiCTPOro yaaneHus
OEe3NHDULMPYOLLIMX CPEACTB.

5.4.2 Busyanusaums Bo3gyLIHOro noTtoka

[nsa noaTBepXaeHWs BO3SMOXHOCTY NOAAepKMBaHMS TpebyeMoro kayecTBa BHyTPEHHEN cpeabl U3onaTopa crieqyert
NpoBOAUTL BU3Yyanu3aLuio BO3aYLLIHOTO NMoToKa.

5.4.3 TemnepaTtypa 1 BNaXXHOCTb

TemnepaTypa ¥ BRaXHOCTb AOIKHbI MOAAEPKMBATLCH B YCTAHOBMEHHbIX AManasoHax B COOTBETCTBUM C
HasHa4YeHNEM M30NMPYIOLLE CUCTEMBI.

MpumeyaHme - [nanasoHbl MOryT ObiTb pa3fiMYHbBIMK B 3aBUCUMOCTM OT dTana paboT (Hanpumep, paboymi npouecc,
JesnHdekuma n T.4.).

5.4.4 XapakTepucTuKa 3arpsi3HeHUs1 Bosgyxa 4yactuuamm

KauecTBO BO3gyxa [AOMKHO COOTBETCTBOBaTb TpeboBaHWAM nonb3oBatens. [logaBaembli BO34yX OOSMKEH
npoxoauTb Yepe3 HEPA dunbTp (kak MUHUMY M).

Kak npaBuno, kputudeckass paboyas 30Ha [AOMKHa COOTBETCTBOBaTb knaccy uuctotel 5 MCO (no vactuuam
pa3mepamu 0,5 mkm 1 6onee) cornacHo MMCO 14644-1 B oCHaLLEHHOM U 3KCMyaTMpyEMOM COCTOSIHUSIX.

Mpn HeoOXOOMMOCTUN MOXET NpeaycMaTpMBaThbCA NocnenoBaTenbHas ycTaHoBKa omnbTpoB.

5.4.5 Peunpkynsumsa Bosgyxa

PeunpkynvpyroLwuin Bo3ayx SOmkeH npoxoanTb Yepe3 HEPA unbTpbl (Kak MUHUMYM).

Ypaansembin BO3ayX, Kak NpaBurio, AormkeH npoxoauntb Yyepe3d HEPA dmnbTpbl.

5.4.6 MNepenag gaBneHnn

Mepenag OaBneHWid criegyer KOHTPONMPOBaTb, MO KpawHen mepe, B nepuog paboTbl M BO Bpemsi NpoBedeHus
ne3vHdekumn. [1ns onoelleHns onepatopa 06 OTKNOHEHUN Nepenaga AaBfeHns OT YCTaHOBIIEHHOIO 3Ha4YeHUs1 criegyer

NMPUMEHSITb aBapUMHYO UMW OPYTy0 NpedynpexaatoLLlyo CUrHanusaumio.

B GonblinHCcTBE CcnyyaeB nsonaTopbl paboTaoT npu M3bbITOYHOM AasrieHun. OTpuuaTtenbHoe AasrieHne obblMHO
MCNOnb3yHT A8 U30NATOPOB, paboTaloLLMX C OnacHbIMM MaTepuanamu.

5.4.7 O6cnyxuBaHune ¢punbTPOB

BosayLHble unbTpbl NognexaTr TEXHNYEeCKOMY OﬁCJ'Iy)KVIBaHVIlO M NIaHoOBOW 3aMeHe B COOTBETCTBUM C rpadhkoMm
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(cm. 9.6.2).

5.5 CpeacTtBa goctyna B U30MAATOP
5.5.1 Nepyuatkn u pykaBa nsonatopa

5.5.1.1 lepyaTtkn n pykaBa wu3onsaTopa [OMKHbI ObiTb MBKMMKM, 4YTOObI ObBecnevvBaTb yAOBCTBO AOBWKEHWN
oneparopa, U OCTaTO4HO MPOYHLIMKU, YTODOLI HE ObiTb MOPBAHHBLIMM U MPOKONOTbLIMW. [lepyaTkn 1 pykaBa LOIMKHbI ObITb
COBMECTMMbIMA C MOKOLWMMN U Oe3MHUUMPYOLWMMKM cpeacTBamn. LIenocTHOCTbL nepyaTtok W pykaBoB [[OSKHA
PErynsipHO NpPOBEPATLCS C NEPUOSUYHOCTbLIO, 3aBUCALLEN OT YaCTOThbl MX UCMOSb30BaHMS.

5.5.1.2 C Uenbl0 CHWKEHUS BEPOATHOCTU paspblBa MepyaTok W 3arps3HeHWs BHYTPEHHero npocTpaHCTBa
M30MVPYIOLWLEN CUCTEMbI OMepaTop MOXET MWCMOMNb30BaTb [OBOWHble MepyaTkn. [Ans 3Toro onepaTop HadeBaer
[OMNONHMTENbHbIE NepYaTky Mo nep4yaTtku N3onaTopa.

5.5.1.3 Ecnun BTOpas napa nepyaTok HageBaeTCs NOBEPX NepvaToK U30MATopa C LieNblo NOBbILLEHNS MEXaHUYECKON
NMPOYHOCTM, OHa [OIMKHA ObiTb M3rOTOBMEHA W3 COOTBETCTBYIOLLEro Matepuana v OOorkKHa MPOWTU CTepunusauumio B
COOTBETCTBUM C aTTECTOBAHHOW METOAMNKON.

5.5.2 KocTioOMbI 1 NOMYKOCTIOMbI

5.5.2.1 KOHCTpyKLMS KOCTHOMOB U MOSTYKOCTIOMOB AOSKHa obecne4mBaTb KOMAGIOPT, TMOKOCTb M NErkoCcTb ABMKEHUS
onepartopa BO BpemsA paboTbl. OHWM JOMmMKHbI ObiTb YCTOMYMBBIMM K paspbiBy W npokonam. Martepuanbl KOCTIOMOB Wt
MONyKOCTIOMOB [AOIMKHbl OblTb COBMECTMMbIMA C  MOKOLMMA U Ae3nHpULMpyoWnMK cpegcteamu.  LlenocTtHocTb
KOCTIOMOB M MOMyKOCTIOMOB, BKMtOYas nepvyaTtkv, AOrKHA PerynspHO MpoBEPSTbLCA C NEPUOAMYHOCTBIO, 3aBUCSLLEN OT
4YacTOTbl MX UCMOSb30BaHUSI.

5.5.2.2 B cooTtBeTcTBUM C TpeBGoBaHUAMU TMIMEHbI CrEQYET NPOBOAUTL OYUCTKY HE TOMNbKO Hapy)XHOW MOBEPXHOCTU
(oBpalLEeHHON BHYTPb M30MNATOPA), HO TaKke U BHYTPEHHEel NOBepXHOCTU KOCTIOMa UK MomnyKocTioMa.

5.5.3 floctyn B nsonsaTtop

5.5.3.1 Tlpn paspaboTke un3onaTopa cregyer npegycMOTPETb MOPSAOK Mepefadyn martepuanoB  (BkO4vas
obpabaTbiBaeMbIxX B 13onaTope), obopyaoBaHUa U Apyrux NpeaMeToB B M3ONSATOP M MX U3BMedYeHus u3 Hero. Beog u
BbIBOZ NPEeAMETOB MPOU3BOAUTCS, KaK MpaBuIo, 4epe3 MepefaTtovHble YCTPOWCTBA (Hanpumep, aBTOKMaB, Medb,
TYHHEMb AEeNUporeHn3aLum, NMounbHy0 CYLLUKY) WKy nepegaTodHble NnopTbl.

5.5.3.2 Tpn HeoOxogumoCcTM crnegyer npegycMOTPETb MecTa MNoABoAa KOMMYHWMKALMIA OT CUCTEM KOHTPOMS
nsonstopa 6e3 pasmelleHuMs BCEN CUCTEMbl KOHTPOMsS BHYTPUM uM3onsatopa. Yucno Takmx MecT [OIMKHO ObiTb
MUHUManbHbIM.

5.6 BcnomoratenbHoe o6opyaoBaHue
5.6.1 NepeHocHoe 1 NepeaBMKHOe 00opyAoBaHUue

5.6.1.1 TllepeHocHoe W© nepedBwkHoe 0OOpygoOBaHWE, WCMONbL3YEMOE BMECTEe C  M3OMNATOPOM, AOIHKHO
COOTBETCTBOBaTb TPebOBaHUSIM MPOLLECCOB OYMCTKU, CTEpUnM3auum u/mnn gesmHgexkunm, NpoBOAMMbIX NPU NOArOTOBKE
obpabaTbiBaemMoro npodykra, MatepuarnoB W ApYyrMx NpegMeToB, KOTOpble Heobxoaumo rnepegaBaTb B M3ONATOP C
cobntogeHnem TpeboBaHM acenTuKu.

MepeHocHoe M nepeaBuxHoe obBopydoBaHWe BKMOYAeT B cebs nepenaTovHble YCTPOWMCTBA, KOTOpble MOoryT
NPUCOEOVHATLCSA K U30MATOPY Yepes nepeaarTodHbIi noprT.

5.6.1.2 KOHCTpyKUMA KOHTENHEPOB C OTXo4amu OoMkHa obecnevmBaTtb UCKIHOYEHe obpaTHOro nonagaHvsa OTxXo40B
B M30MATOP, a Takke NCKTYaTb 3arpsa3HeHne BHYTPEHHEro NpoCTpaHCTBa U3onsaTopa Npy yaaneHnn KoHTenHepa.

5.6.2 NMepeparoyHble NOPThbI

5.6.2.1 KoHCTpyKuus nepegaTovHbIX MOPTOB JOMKHa obecnevmBaTb JIErkKOe MPUCOEAVHEHME U OTCOEAWMHEHME OT
n30msiTopa MEepPeHOCHOro Mnu nepeaBkHOro obopyaoBaHus 6e3 HapylleHust BHYTPEHHeN cpedbl usonsTtopa. [MopThl
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[OOIMKHbI obecneymBaTtb repMeTn4HOCTb N30JIATOpa OT Opr)KBPOLLI,GI?I cpeabl.

I"IpwmeanMe - I'Iepep,aTquble NopTbl MOTYT 3arpA3HATbLCA Opr>|<a+0|.|.|,e|7| cpe,q0|7|.

5.6.2.2 lNepen Havyanom nepegaym MatepuarnoB fnepefaToyHble NopThl criegyeT Ae3nHMUMpoBaTh U oyuwaTs. Bo
nsbexaHve 3arpAasHeHns 1 NOBPEXOEHUs NopTa onepaTopbl AO0MKHLI NepefasaTb MaTepuarsl Yepes nepegaTtoyHbIi nopT
C cobnoaeHvem npasumn acenTUkn.

6 TpeboBaHuA K NOMeLLEeHUAM U 060pyA0BaHUIO
6.1 Knaccudmkaumsa nomeLeHnmn
6.1.1 I'Iomeu.\eHme, B KOTOPOM pacnonaraercda msonupyrwuiasda cuctemMma, paccMatpmBaroT Kak YNCTYHO 30HY, BXOO B
KOTOPYIO AOIKEH ObITb OrpaHnYeH.

Kak npasuno, npegycmatpuatoT knacc umctotbl 8 MCO no NCO 14644-1:1999 wnu nyywe, B 3aBUCUMOCTU OT
HasHa4yeHus1 wusonupytowen cuctembl. CneuunanbHble TpebOoBaHMA K OKpyXalolweh cpede YycTaHaBnvBalT Ans
M30MSTOPOB, paboTaroLUX NOA OTpULaTENbHBLIM AaBNEHNEM.

TemnepaTypa 1 BNaXHOCTb BO34yXa B MOMELLEHUN BNUSIOT Ha NPOLIECC Oe3MH(EKUMN, 3a UCKITHOYEHUEM CIy4aes,
Korda npedyCMOTPEHO perynvpoBaHue 3TUX MokasaTeneil cucTeMamu U3onsaTopa Wunv MoMeLleHnsl, B KOTOPOM OH
pacnonaraetcsi.

6.1.2 N3onaTop, npeaHasHadYeHHbIN 115 KOHTPONSA CTEPUITbHOCTU, MOXET pacnonaratbCsa B HeknaccudnumpyemMmom
NMOMELLEHUM C OrPaHMYEHHBIM PEXUMOM AOCTYNa.

6.2 TexHonornyeckue cpeabl U 3HEProHOCUTENU

KOHCTPYKLMSI COEAUHUTENBHBLIX YCTPOWCTB AOSMKHA obecnevmBaTth 3aluTy M30nsiTopa OT 3arpsi3HEHUI A BO Bpemst
npucoeguHeHMs u pabotbl. [Ons dunbTpaumMm BCEX KUAKOCTEN M CXaTbiX a3oB [OOMKHbl MCMONb30BaTbCH
cTepunuaytowme dmnsTpbl. LlenocTHOCTb ounbTpoB OoMmKHa perynsipHo npoBepaTbes. PunbTpbl Crieayer 3amMeHsITb No
Mepe HeobxoaumocTUu. KOHCTPYKUMS BaKyyMHbIX CUCTEM (ECNN OHW NPUMEHSIIOTCS) OOMKHA NpefoTBpalaTh 0bpaTHbIN
MoTok Bo3dyxa. Bce BxogHble MOPTbl [AOMKHbI MPOBEPATLCS Ha YTEYKM M OTCYTCTBME OOpaTHOro MOTOKa.
OneKTPOyCTaHOBKM B MOMELLEHUN LOIMKHBI OblTb BbIMOMHEHbI C YY4ETOM TpeboBaHWn K U30NSTOPY M BCMOMOraTenbHOMY
obopyoBaHuio.

7 SKkcnnyaTauus nsonaTtopa
7.1 TpeboBaHus Kk npoueccy (MpoAayKTy)

Mpouecc (MpodykT) OormkeH ObiTb onpedeneH A0 pa3paboTkM unv Bblibopa u3onsATopa. YCroBus MNpoBedeHust
npouecca [AOMKHbl OblTb TakMmu, 4TOObl NPV 3KChnyaTauuMm W3ofsiTopa W BCMOMOraTefbHOrO 06opyaoBaHUS
obecneqvBanoch MpoV3BOACTBO HafexHoro U GesonacHoro npoaykra. OueHka pucka [ormkHa onpedensiTh BeposiTHble
chakTopbl, CNOCOGHbIE HAPYLUUTL KA4EeCTBO U30NMPYIOLLEN CUCTEMBI UK NpoAyKTa.

7.2 dproHoMmnyeckume TpeboBaHus

MN3onaTopbl, cpeacTBa AOCTyna B HUX onepatopa W BcrnomoraTenibHoe oBopydoBaHuWe AOMkHbl obecneqmnBaTthb
HeoGXoOMMbI OOCTYN KO BCEM paGoyMm TOYKaM, He OKasbiBas Mpv 3TOM BPeOHOro BIUAHUS Ha KavyecTBO MpoaykTa,
Be3onacHoOCTb 1 KOMAOPT AN onepaTopa Unu LenocTHOCTb U3onsATopa.

MpumedaHue - [Ins pelleHnst 3proHOMUYECKVX NpobriemM OonycKaeTcsl UCMOoNb30BaTh MOAENWN U30NATOPOB M OPYroro
060opyA0BaHNUA, U3rOTOBMNEHHbIE B HAaTypanbHY0 BEMUYUHY, UM KOMMNbIOTEPHBIE MOAENN.
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7.3 Ouncrtka
7.3.1 O6Lwue nonoxeHus

Cnepnyert onpedenutb, Kakue BHYTPEHHME MOBEPXHOCTU U30MNUPYIOLLEN CUCTEeMbl noanexar ovmcTke (obpaboTke), u
YCTaHOBUTb MEPUOANYHOCTb OYUCTKM. MeToAbl O4YMCTKM AOIMKHbI BbiTb OOPMIIEHbl AOKYMEHTanbHO U aTTecToBaHbl C
uenbo obecrneveHnss YCTaHOBMEHHOrO CHIDKEHWS YPOBHSA 3arpsi3HEHMs B MecTax, onpefeneHHbIX AMfs Hauxyawunx
yCIOBUNA.

7.3.2 OyucTtka Ha mecTte

Mpn mncnonb3oBaHMM MeToda OYUCTKM Ha MecTe (clean-in place process; CIP) gna o4vcTku noBepxHOCTER,
BCTYMaloLLUX B KOHTAKT C NpoAyKTOM, crnegyeT pykosogcToBatbest MCO 13408-4.

IOnsa obecneyeHns HageXHOCTU npowuecca u ©e3onacHocTu nepcoHana pekomMmeHayerca BMeCTO pPy4YHOro cnocoba
NPUMEHATb aBTOMaTU3NPOBaHHYKD CUCTEMY OYUCTKMN Ha MecCTe.

7.3.3 Py4yHas oumnctka

OuncTky M3onsitopa 1 o6opyaoBaHUS pyYHbIM CMOCOOOM CreayeT NpoBOAMTL COMMacHO aTTeCTOBAaHHOMY METOZY.
MpeanoyTMTENnsLHO NPOBOAUTE OYUCTKY Ge3 AeMOoHTaxa M3onsTopa.

7.3.4 Morowme cpencraea

7.3.4.1 Motwwue cpeactsa [OMKHbl OblTb COBMECTMMbIMA CO BCEMM MaTepuanamu (BKIYas nepyarku,
YNIOTHUTENbHbIE MPOKNaAKN, BHYTPEHHME MOBEPXHOCTM W T.0.) M3onNupytowen cuctembl. [Jo Havana AesvnHdekumm
OCTaTKN MOKOLLMX CPeACTB AOIMKHbI ObiTb YaaneHbl 4O TAKOro YpPoBHsi, YTOObI UX BENUYMHA He MpeBbillana AonyCcTUMbIX
3HadeHun. Mpun BbIGope MOKLLMX CpeacTB HEOOXOAUMO yUnThIBaTb CrieaytoLLee:

a) M3nYECKME N XUMMNHECKNE XapaKTEPUCTUKA MOKOLLNX CPEACTB;

b) coBmecTMMOCTb C n3onupytoLLen CUCTEMON;

C) M3NYECKME N XUMMNYECKME XapaKTEPUCTUKM OCTaTKOB MOIOLLMX CPeacTB, Noanexalumx yaaneHuto;

d) cnocoBHOCTL K yAaneHno OCTaTKoB YUCTSALLMX CPEACTB U

€) 3pPEKTNBHOCTDL OUYUCTKM.

7.3.4.2 HekoTopble ocTaTKM MOWLLMX CpeacTB MOryT ObiTb yAaneHbl BOAOW ONpeneneHHoro KavyecTtsa (Hanpuwvep,
OUCTUNNMPOBaHHOW BOAOMW, BOAOW NS UHBbEKUNIA).

7.4 [leavHdekums (ctepunusaums)
7.4.1 O6Lwme NonoxeHus

7.4.1.1 Tpouecc ae3unHdekumm (CTepunusauum) M3onaTopa M nepeaaroyvHbiX YCTPOMCTB AOMkKeH ObiTb odopmieH
OOKyMEHTanbHO U aTTeCTOBaH.

7.4.1.2 TMpu paspaboTke n aTTecTaumm npouecca gesvHdekumn (cTtepunmnsaummn) JOMmMKHO ObiTb YYTEHO, MO KparHemn
Mepe, cnegytoLlee:

a) npegBapuTenbHas OYUCTKA U CyLLIKa BHYTPEHHUX NMOBEPXHOCTEN M30NATOPa;
b) BbIGop/cenekumsa GMONOrMYecKoro MHANKaATOPa UM MHOKYJTMPOBAHHOIO areHTa;
C) BbIOOP XMMMYECKOIO MHAUKATOPA;

d) gonycTtumas Temnepartypa;
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€) AonycTMmas BMaXHOCTb BO3yxa U TOYKa POCh;
f) Bpemsi BO3genCcTBMSA, KOHLEHTPpaL M Ae3VHULMPYIOLLLEro cpeacTBa 1 AaBrieHne BHYTPY M30NATOpPa;

g) OOCTYNHOCTb M paBHOMEPHOE pacnpeaeneHne Ae3vHPULNPYIOLWEro CpeacTBa no BCen NoBepxHOCTU (0COBEHHO
nep4aTok, KOCTHOMOB U PYKaBOB);

h) cTteneHb M1KpoBHOro 3arps3HeHus:;
i) nopsiAoK nepefayvm HeobXxo4NMbIX MaTepuarnos.
7.4.2 Ctepunusaums Ha mecTte

Mpn wucnonb3oBaHUM MeToda cTepunu3aumm Ha MecTe (sterilization-in place process; SIP) noeepxHocTeRn,
BCTYNarLWMX B KOHTAKT C NPOAYKTOM, criegyeT pykoBogcTeoBatbcs MCO 13408-5.

7.4.3 BbIGop cpepcTBa Ae3uHg ekuumn (CTepunusaumm)

7.4.3.1 Cpeactso [fesvHdekumn (cTepunusaumm) OOMKHO ObiTb COBMECTUMbIM C  MaTepuanamm U3onstopa,
MOWLLMMN cpedcTBamW, MpoLeccaMu, BbINMOMHAIWNMACA B M30MATOpe, [OOMMKEH Yy4uTbiBaTbCc oObeM U BuUA
HaxoosWUXCs B M30MSATOpe MPEAMETOB, CTEMEHb MUKPOOHOro 3arpsi3HeHUs BHYTPEHHEro MpOCTpaHCTBa M3ofnsTopa.
IomkHa 6biTb 0becneyeHa Ge3onacHas pabota nepcoHana. [JaHHble 0 6e30MacHOCTU MPUMEHSIEMbIX CPeaCcTB OOMMKHbI

HaXoAWTbCS B NMOMELLIEHUN, TOE UX UCMOMb3YIOT.

MpumedaHne - HauBonee pacnpocTpaHeHHbIM CPeACTBOM CTepunu3auun SIBNSAETCS MNepokcua Bodopoda B
napoo6GpasHoii chaze. Mprmepamu Apyrvx CpeacTs SABNSIOTCS: HagyKeycHas KACNoTa, AVUOKCU, XIopa U 030H.

7.4.3.2 Heobxoommo obecneuntb Takke apyrive mepbl 6e30nacHoCTU, B TOM YUCTIE:

a) kamepy Ang nepokcuaa BOAOPOAA, COOTBETCTBYIOLLYIO0 TpeboBaHMAM Noxapobe3onacHoOCTY;

b) 3aMKHYTYl0 cuUCTeMy BEHTUNALMK (PELMPKYALMIO);

C) cpencTBa MHAMBMAYaNbHON 3allWTbl NepcoHana (3alMTHbIE O4KW, NEPYaTKX, YLWHbIE BKNAAbIWM U T.M.);
d) aBapwiHbIA hOHTaH AN rNa3, PachnofoXeHHbIN B HENOCPEACTBEHHON ONM30CTM OT U30NATOPa;

e) npegynpexgawowme 3Hakv (Hagnucu) O MPUMEHEHUUM CneundMHecKknx Ae3vHMUUNPYIOLWKX (CTEPUNU3YIOLLMX)
CPEeLcCTB;

f) npegynpexgatoLme 3Hakm 0 cobriogeHUN TULLIMHBI Y BXO4a B NMOMELLEHNE;

g) OrHETYLUUTENDb B NMOMELLIEHWN.

7.4.4 MpurotoBrneHune 1 NnpoBepka Ae3nHd MuMpyroLWmnx (CTepunmsyrowmx) cpeacrs

7.441 Cneagyer npoBepuTb WAEHTUYHOCTb, COCTaB M KOHLEHTPaLUMIO WCMONb3yeMOro Ae3vHULMpyoLLEero
(cTepunumaytowlero) cpegctea. Ecnu 910 BO3MOXHO, KOHUEHTpaLmsa gesnHduuupyoLlero (CTepunmsyoLlero) cpeacraa
JomkHa ObiTb nMpoBepeHa B npouecce pabotbl. Ob6opynoBaHve (reHepatop) AN pachbiieHns Ae3VHULMPYoLLIMX
(cTepynuayoWwnx) cCpeacTB LOMMKHO pacCcMaTpuBaTbCs Kak OTAenbHas eauvHuua obopygoBaHus, nogfiexallero

aTTecTauun.

MpymeyaHne - [esmHduuupylowee (cTepunuaylowiee) CpeacTBO OObIMHO BBOAAT B M30MATOP C  MOMOLLbIO
reHepaTopa (Hanpumep, pacTBOp Nepokcuaa Bogopoaa, Nepexoasiiui B napoByo ¢aay).

7.4.4.2 KoHueHTpauuss wn pacnpegeneHne gesvHpuumpytowero (CTepunusyrolero) cpeactsa MoryT ObiTb
onpegeneHbl C MOMOLLbI0 XMMUYECKUX MHOMKATOPOB Uy APYIMMU aTTECTOBaHHBIMU METOLAMN.
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7.4.5 NapameTpbl Npouecca Ae3nHdgp ekuumn (cTepunusaumm)

7.4.5.1 BHyTpeHHME MOBEPXHOCTU M3ONSATOPA AOSMKHbI OblTb AOCTYMHbIMKM Ans 06paboTkM Ae3VHULMPYHOLLUM
cpeactBoM. [py aTtTecTaumMm HeobxoOMMO YCTaHOBUTb, @ B XO4E SKCMfyaTauuM KOHTPONMPOBAaTb KpUTUYECKUE
napameTpbl npoLecca Ae3nHAEKUNM, K KOTOPbIM OTHOCATCS, NO KpanHen mepe, creaytoLwue:

a) KOHLLEHTpauusi raza BHyTPW M30MATOPa;

b) Temnepatypa BHyTpu nsonaTopa;

C) BNaXHOCTb M JaBneHne BHYTPU N30NSATOpPa;

d) pacxoq oesvHdbMunpyoLLEero (CTepunmaytoLLLero) CpeacTsa;
€) TemnepaTypa 1 BraxHOCTb BO34yXxa B MOMELLEHWM;

f) noTok Bo3ayxa;

g) NpOJOIMKUTENBHOCTL 00paboTKN.

B npgeanbHOM crniydae Bce gesvHduuupyowlee (CTepunusytoliee) cpeacTBO AOMKHO NodaBaTbCA M yAansTbCs
yepes PUNLTPLI.

7.4.5.2 [na pacnpegenenns Oe3vHOUUMPYOLWLEro (CTepurnaytoLLero) cpeactsa BHYTpWU m3onsTopa MoryT ObiTb
MCMNONb30BaHbl BEHTUMATOPbLI UMM NPUMEHSITLCS ApYrMe MEeTOAbI.

7.4.5.3 Cnegyer npedyCMOTPETb CUCTEMY aBapUAHOM CUrHanmM3auum O BbIXO4e MapaMeTpoB 3a YCTaHOBIIEHHbIE
npegensl.

7.4.6 YpaneHve ge3vHh LMpyoLWmx (CTepunuaylowmx) cpeacTs U npeaenbHo AoNyCTUMbIE OCTaTKU

7.4.6.1 locne 3aBepLlieHns npouecca Ae3vHdekunn (cTepunusaumm) npUMEHSEMOe CPELACTBO OOMKHO ObITb
yOaneHo 13 U3onupyloLwen CUCTEMbI MEXaHUYEeCKUM MyTeM WUrv NpoayBKOW ero BO3AyXOM, npolieawimm yvepes HEPA
GunbTp. Bpemsa npoagyBku OOMKHO ObITb ONpedeneHo MyTeM pacyeTa C YYeTOM MPenernbHO AOMYCTUMbIX 3HAYeHWUI
OCTaTKOB MCMONMb3yeMOro cpeacTtBa. [lpyM onpegeneHnM BpeMeHW NpodyBKW CreQyeT yYUTbiBaTb BO3MOXHOCTb
NPOHWKaHWs cpeacTBa B matepuan.

7.4.6.2 lNMocne gesnHdeKkumMn ocTaTkm AesnHMuupyoLero (CTeEpUNU3yoLwero) CpeacTsa He OOSMKHbI NPEeBbIWaTh
npenenbHO SONYCTUMBIN YPOBEHb.

7.4.7 INlorapud Mmyeckoe CHMXEHUe KOHLIeHTpaLmmu cnop

ATTecTaumio npouecca AesvHdekuun (cTepunusauum) crnegyer npoBoauTb € MOMOLLbIO  BMOMNOrMyecKkmx
WHOMKATOPOB W/MNU MHOKYTNMPOBaHHLIX HocuTenen. Bronorvveckne uHOMKATOPblI WWAWM MHOKYNMPOBAHHbIE HOCUTENM
OOMXKHbI codepXaTb YCTaHOBIIEHHOE KONMMYEeCTBO CMOPOBOM KyfbTYpbl, AOCTAaTOMHO YCTONYMBOM K Ae3uHbULMpYoLLeMy
(cTepunuaytowemy) cpenctay. Nonb3oBaTtenb OOMKEH YCTAHOBUTL 3HaYeHWe mnokasatensa cteneHu rmbenu cnop. Ons
MnoryyYyeHnss  CTaTUCTUYECKM  BOCMPOM3BOAMMbBIX  [AaHHbIX U OUEHKM  pacnpefeneHvns  Ae3vHUUUpYoLero
(cTepunuaylowlero) cpeacTsa crnegyer WUCMonb30oBaTbh AOCTATOYHOE KOMMYECTBO OMOMOTMYECKMX WHAMKATOPOB W/WMu
WHOKY MMPOBaHHbIX HocuTenen. [1nsa obpaboTkyn noBepxHOCTEN, He BCTyNalLmMX B KOHTAKT C MPOAYKTOM, YMEHbLLEeHWe
yucna cnop JOMmKHO ObiTb B AnanasoHe oT 10z go 10s. [na noBepxHOCTEN, BCTYMNalOLUX B KOHTAKT C MPOOYKTOM,

YMEHbLLEHNE Yncna cnop JOmKHO BbiTb 104 .

7.4.8 NoBepxHOCTL O6pabarTbiBaeMbIX NpeaMETOB

7.4.8.1 [e3anHdekumsa (CTepunusauusi) NoBepxXHOCTEN MOMELLLaeMbIX B U30NATOP NpeaMeToB AOSmkHa obecnednBaTb
MWHUMArbHY0 BEPOATHOCTb BHECEHUS MUKPOOHbIX 3arpA3HEHUA B U3OMATOP, MPMBOAALLETO K HapyLUEHWO YUCTOTbI
BHYTPeHHen cpefpl m3onatopa. Heobxogumo ybeamTbes, 4TO Ae3nHduumpylollee (CTepunuayloLlee) CpeacTBo He
OKa3blBaeT HEraTMBHOMO BIIMSAHUA HA ynakoBky WM cam npeaMmer. [lpouecc AesnHdekumm He npegHasHayeH Ans
cTepunusaumm UCXOAHbLIX MaTepuarnos 1 NpoayKuun.

7.4.8.2 B HekoTOpbIX Crydasix YacTu oBopyaoBaHUst MOryT ObiTb MOABEPrHyThl AE3VHGEKUMM Ha MecTe (BHyTpu
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n3onsaTopa).
7.4.9 O6paboTKa NOBEPXHOCTU KOHTENHEpPA CO CTePUIIbHbIM NPOAYKTOM
[na KOHTEMHEPOB CO CTEPWUNbHBIMK MPOAYKTaMU crieqyer noaTBepauTb, YTO Ae3uHdeKkums (cTepunusaums) He

BMNUSIET Ha cogepxuMoe KoHTerHepa. Cnegyer nokasaTb, YTO Ae3nHduuMpylolee CpeacTBO He MPOHWUKAET BHYTPb
KOHTerHepa.

8 AtTtecTtaumsa (McnbiTaHUs)
8.1 Oowwume nonoxeHus
8.1.1 AtTecTaumsa (UCNbITaHUST) M3ONMPYIOLLMX CUCTEM AOMXKHA BKNoYaTh B cebd cneayowime aTanbl: arTectaumnto
npoekTa (KOHCTPYKTOPCKOW AOKYMEHTaLMKM), aTTecTauulo yCTaHOBIIEHHOrO 00OpyQoBaHWs, aTTecTaumio B OCHALLEHHOM
COCTOAHUN, aTTeCTauuno B 3Kcnnyarayun.

8.1.2 AtTecTaumo (UCnbiTaHWs) cnegyer NpoBOAUTL B COOTBETCTBUM C YTBEPXKAEHHLIMU METOAMKAMU, B KOTOPbIX
OOMXKHbl OblTb YKa3aHbl KpUTUYECKME 3Tanbl (MapameTpbl) M OOMYyCTUMbIE MNpeaeribHble 3HAaYeHUst UX U3MEHEHWS.
MeToavkm npoBedeHust aTTecTauum crieqyeT NepUoanyeckn nepecMaTpuBaTth. YkasaHHble TpeboBaHUS OTHOCATCS KO
BceM JaTarnam artectauum no 8.1.1. Jlioboe OTKNOHEHME OT METOAMK AOIMKHO ObiTb 0OOCHOBAHO, 0OGOPMITEHO
[OKYMEHTarbHO 1 yTBEPXKOEHO.

MeToavka aTTecTaumMm MOXET BXOAWUTb B OOLLYIO NporpamMmmMy aTtTecTauun (MCrbITaHui).

Mpumeyanme - CM. onpegenexust, npueegeHHsble B MCO/TC 11139.

8.2 AttecTauums npoeKkTa

I'IpoeKT (KOHCprKTopCKaFl LI,OKyMeHTaLI.VIﬂ) M3OJ'IMpleLLI,el7I CUCTEMbl [O0OJ/1KeH COOTBEeTCTBOBATb TEXHUYECKOMY
3afaHunio, yTBepXaeHHOMy 3akasumkoMm. CooTBercTBMe npoekta (KOHCTPYKTOPCKOWM —AOKyMEHTauuW) CUCTEMb,
npoueccos, 060py,ElOBaHVIF| n mMartepuanoB YCTaHOBJIEHHbIM Tpe6OBaHM$|M AOJTKHO ObITb noaoTBepXXgeHo Ha nepBoM
JTane arrectauyun.

ATTecTaumsa npoekTa AOMmKHa BxoauTb B obLmi npouecc attectauum no MCO 9001- 2001.

8.3 AtTecTauus ycTaHOBNEHHOro o6opyaoBaHus
8.3.1 O6Lwume nonoxeHus

ATTecTauus yCTaHOBIIEHHOrO 060pyaOBaHMs AOSKHA NOATBEPAMTb, YTO U3OMATOP BMECTE CO BCroMoraTerbHbIMM
yCTpOWCTBaMM MNOCTaBMEH W YCTAHOBMEH B COOTBETCTBMM C MPOEKTOM (KOHCTPYKTOPCKOW AOKyMeHTauuer). 3To
TpeboBaHMe OTHOCUTCS KO BCeMy 060pyaoBaHMIO, UCMOMb3yEeMOMY MPY SKCMyaTaumMmn U3onmpyoLLen cUcTeMb!, a Takke
K MOMELLIEHMIO, B KOTOPOM OHa yCTaHOBIEHA.

8.3.2 AtTtecTauusa ycTaHOBNEHHOro obopyanoBaHus

8.3.2.1 ATTecTauus yCTaHOBINEHHOrO 0bOpyOoBaHWA AOIKHa BKIOYaTh B cebsi, MO KpalHen mepe, cnegylowime
NPOBEPKMU:

a) COOTBETCTBUA NPOEKTY (KOHCTPYKTOPCKOW AOKY MEHTaLMN);
b) komnnekTHocTK 06opynoBaHMS;

C) hunbTpOB;

d) maTepvanos M3onaTopa;

€) COCTOSIHUSI BHY TPEHHIX NMOBEPXHOCTEN;
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f) cuctem TpybonpoBoaoB.;

g) MatepuanoB Nep4aTtok;

h) cpeacTs py4Horo ynpaeneHus;

i) OCTAaTOYHOCTM OCBELLEHUS;

j) cepTudmkaToB kannMbpoBKM (MOBEPKM) N3MEPUTENBHLIX NPUOOPOB;

K) COOTBETCTBMSA MOLENM B HATYparnbHYyH BENUYUHY;

[) aBTOMaTU4ECKUX CUCTEM;

M) KOMMEKTHOCTM AOKY MEHTaLNW;

N) aBapUMHOro 3NeKTPOCHaGXeHUsI.

8.3.2.2 HeobxogMmo yoocToBEPUTLCS, YTO:

a) pacnonoxeHne 0bopyaoBaHMSA COOTBETCTBYET cneLmdmKaumm;

b) oGopynoBaHMe yCcTaHOBNEHO B COOTBETCTBUM C MHCTPYKLUSIMU MO MOHTaXY;

C) NoABOAMMBIE KOMMYHUKALIMWN COOTBETCTBYHOT LOKYMEHTaLUN.

8.3.2.3 Cnepyer BbINONHATL kanvMbpoBKy (MOBEPKY) U3MEPUTENbHBIX NPMOOPOB, B TOM YMCE NpegHa3HavYeHHbIX AN
NPOBEAEHNS UCTIbITAHUIA KOHTPOIS, YNpaBneHusi, MHaukaumm n pernctpaumm. Kanubposka (nosepka) npmbopoB Takke
MOXET ObITb BbINOSIHEHA B HAa4Yare aTTecTauuy B OCHALLEHHOM COCTOSIHUN.

8.3.2.4 Mpwn ycTaHOBKE CUCTEMbI C KOMMNBIOTEPHBIM YMPaBIEHNEM U KOHTPOSIEM N COOTBETCTBYIOLLErO NPOrpaMMHOro

obecneveHns criegyer noarBepauTb ee cootBercTBre Tpebosanusam MCO/MIK 90003 wnu gpyrmm HOpMaTUBHbLIM
[OOKyMEHTaM.

8.4 ATTecTauus B OCHalWEeHHOM COCTOSIHUMN

8.4.1 lNocne aTtTecTaumMn yCTaHOBIIEHHOrO OOOPYyOOBaHWA M3oNMpylowas cuctema OorkHa ObiTb aTTecToBaHa B
OCHaLLEeHHOM COCTOSIHUN.

8.4.2 Cnepyer oueHUTb paboTy KaOoro SfEMEHTa CUCTEMbI, SBMSIOLLErOCS KPUTUHMECKUM AONS  KavyecTsa
NpOOYKLMW, BKIOYas COOTBETCTBME €r0 XapaKTEPUCTUK YCTAHOBIEHHBIM 3HAYEHUSIM M TEXHONOrMYECKOMY MPOLIECCY.
PesynbTaTbl OLEeHKN AOMKHBbI ObITb 0DOPMIEHBbI JOKY MEHTArBHO.

8.4.3 Cnegyer npoBepuTb COOTBETCTBME AOKYMEHTauMW Ha 3KCnfyaTauuio U30nvMpoBaHHOW CUCTEMbl 3af4aHHbIM
TpeboBaHusIM. DTa JOKyMEHTaLMsA JOIMKHA BKToYaTh B cebs, Kak MMHUMYM, crnegytoLlee:

a) noonepaLnoHHble TEXHOMOTMYECKNE UHCTPYKLK;
b) MeToauKy KOHTpONs Nepenaaa OaBreHVs BO3OyXa;
C) METOAVMKY KOHTPOIS CKOPOCTM BO3AYLLHOIO NOTOKA;
d) meToauKy BM3yanusalum Bo3gyLLIHOTO NOTOKa;

€) MEeToOMKYy KOHTPONs pacnpefeneHus Oe3nHMULUPYIOLLEro WNU CTepunuayiolllero cpeacTsa  (Hanpumep,
BM3yarnv3auuei ¢ MoMOLLbO TyMaHa);

f) MmeToguKy KOHTpONSA TemnepaTtypsbl;

g) MeTOAVKY KOHTPOMS OTHOCUTENBHOW BMAXXHOCTW BO3OYXa;
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h) MHCTpyKuMKM NO Ae3nHdeKummn (CTepunmsauum);

i) METOONKY KOHTPOMSI OKPY>KatoLLen cpeabl (Mo XM3HECNOCOOHBIM U HEXM3HECNOCODHBIM YacTruam);
j) HCTPYKUMM MO TEXHUYECKOMY ODCINyXUBaHUIO, BKIOYasi KannmbpoBKy M NPOLLECCHI OUYNCTKY;

K) MeToOuMKy onpeaeneHnst ocTaTkoB Ae3NHULIMPYIOLLEro (CTEpUnM3yoLLero) CpeacTsa;

[) METOOUKY KOHTPONSA NepefaToYHbIX YCTPOUCTB;

M) METOAUKY KOHTPOMs LLenocTHocTu yctaHosrneHHbix HEPA, ULPA (ynbTpaBbiCokoadhdekTUBHBIX) 1 MEMOPaHHbLIX
PUNbLTPOB;

N) METOAMKY KOHTPONS repMETUYHOCTU (BENMUYMHBI YTEYKIN) KOpryca U30MSTopa;
0) METOAVKY KOHTPOMS LIeNIOCTHOCTM Nep4aTok, PyKaBoB, KOCTIOMOB;
p) METOAbI NPOBEPKM OTKIIOHEHWI OT YCTaHOBIIEHHbIX NoKa3aTerei U NpyHMMaemble Mepbl.

8.4.4 Cnenyet onpegenutb MOCNeACTBUS OTKA30B M3MEPUTENbHLIX NpUOOPOB (ONs YNpaBneHusi, WHAMKaLUM U
perucTpauum), yCTaHOBMEHHbIX B U30MNMPYIOLLEN CUCTEME.

8.5 AtTecTauums B aKcnnyatauum
8.5.1 O6wme nonoxeHus

8.5.1.1 MNocrne aTTecTauum B OCHALLEHHOM COCTOSIHUM BCSl M3ONMpYyloLlasl cucTemMa [ofkHa ObiTb aTTecToBaHa B
akcnnyataumm. Crnefyer npoBepuTb, YTO YCTaHOBMEHHOE 0GOpyAoBaHMe MOCTOSIHHO paboTaeT B COOTBETCTBUM C
3agaHHbIMM TpeGoBaHNAMK, a MOMyYeHHbI NPOAYKT COOTBETCTBYET crieuudmkalum Ha Hero. Pe3ynbtaTbl atTecTaumm
JOMKHbI BbITb 0ChOpPMIIEHBI JOKYMEHTarbHO.

8.5.1.2 B npouecce artectauumn B 3KChnyataumMu crieqyer NpoBeCTM aTTecTaumio NpPOLLEeCCOB OYUCTKM Ha MecTe
(CIP), oesunHdekuum (CTepunusauum) 1 BeiNorHEHNS TpeboBaHW acenTyuKu.

8.5.1.3 CnegyeT Takke y4yecTb:
a) MYHMManbHbIe U MakCcMmarbHble pa3mepbl NpeaMeToB, NOMeLLaeMbIX B U30MATOP;
b) BO3MOXHOCTb OBHapPYKeHWsT HerepMeTUYHOCTU N30NATOPA;

C) YPOBHM NpeaynpexaeHns n AencTBUs Ans KpaTHOCTU BO3ayxoobMeHa, nepenaga AaBreHus, KonuM4ecTBa YacTul,
MUKPOOPraHM3MOB U T.4.;

d) Bpemsi Bo3geNCcTBUS Ae3uHMUMPYIOLLIEro cpeacTBa Npu obpaboTke MOMELLEHMsl, B KOTOPOM YCTaHOBIEHa
nsonupytowas cuctema.

8.5.2 Oyuctka

8.5.2.1 lNpouecchbl 04UCTKN U3ONUPYIOLLEN CUCTEMBI OOIMKHbI ObITh pa3paboTaHbl U aTTecToBaHbl 4115 TOro, YTOObI
HagexHo obecnevmBaTb TpeOyeMoe CHUKEHNE YPOBHS 3arpsidHeHNI (0T BbIDPaHHOrO NOCTOPOHHErO MaTepuana) B cambiX
TPYOHOOOCTYMHBIX MecTax npu Havxygowux ycnoeusx. Criegyer [AOKYMeHTanbHO OgOpMUTbL METOAbl OYUCTKA C
yKasaHWeM Neprogu4HOCTM ee NPOBEAEHUS], MPUMEHSIEMbIX CpeacTB, 000pyAOBaHMS N MaTepuarnos.

8.5.2.2 Tlepen npoBedeHMEM OYUCTKM OOfkHA OblITb NpoBedeHa Cyluka aTTeCTOBaHHbIM METOAOM, TaK Kak
NPUCYTCTBME BNarM MOXET OKa3blBaTb BO34ENCTBME Ha 3(dEeKTMBHOCTL Ae3uHduumpytowero cpeactea. Cneayer
yCTaHOBUTb MakCUMaribHO A0MyCTUMOE BPeEMS MexXay NPOBEAEHNEM OYUCTKN 1 Ae3nHAeKUnn (CTepunmnsaumn).

8.5.3 Oe3uHd ekuusn (cTepunusaums)

8.5.3.1 MMpu arTecTaumm npouecca Ae3uHdeKuuM (CTepunusaumm) crnegyer yuuTblBaTb Temnepatypy BHYTpU
N30MMpYOLLEN CUCTEMBI, pacnpeeneHme e3nHMMUMPYOLEro (CTEPUU3YIOLLETO) CPEACTBa, DUONMOMMYECKYHO Harpy 3Ky
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M BeHTUnauMo (nNpoayBKy) usonsaTopa. [OmKHO OblTb MOKA3aHO, YTO KOMMYECTBO KOHTPOIMbHBIX CMOPOBbIX
MUKPOOPraHM3MOB M3BECTHOM PE3UCTEHTHOCTU YMEHbLUAeTcsl B 3afaHHOe 4ucno pas. OddeKTMBHOCTL 06paboTku
[OOIMKHa ObITb NOATBEPXKAEHA NyTem NPoBedeHUs TpexX NocneaoBaTenbHbIX UCMNbITaHWin. Cnopbl AOMKHbI ObITb HAHECEHBI
B TPYAHOAOCTYMNHbIE MEcTa Wnu B Te MecTa, ge TPyaHO oGecnevntb AOCTWKEeHUE 3a4aHHOrO 3HAYEHWUs1 KPpUTUYECKOro
napameTpa, Hanpumep TemnepaTtypbl. MecTa HaHeceHuUs! Crop OOMKHbI ObiTb NpeacTaBUTENbHBIMK ANA Y4YeTra 3TuX
chakTopoB Mpu npoBeaeHun atTectauuun. [pu aTTecTauMn crieQyer HaHecTW Ha CxeMy W30ofsTopa Te 3HayeHus
napameTpoB, KOTOpbIE ABMSATCS KpUTUYECKUMU AN npouecca obpaboTtku. Mpy npoayBke OOMKHO ObITb YCTaHOBMEHO
CHWXEHWNEe KOHLLEHTpauum Ae3nHpUUMpYyoLLero (CTEpUNU3yIoLLLEro) cpeacTea 4o NpMemMrieMoro YpoBHs.

8.5.3.2 lNpmn atTecTtaumm npouecca Ae3vHgekumn (CTepunusaumm) ans 3aBepHyTbiX (YNakoBaHHbIX) MPEAMETOB U
KOHTEMHEPOB CO CTEPWITbHbIM MPOAYKTOM CriedyeT WCMofb30BaTb XMMWMYECKME U MUKPOOMONOrmyeckue TecTbl Ons
NOATBEPXKAEHUS TOTO, YTO NPOLECC He BMUSET Ha 3TW NPEeMEThI, a Ae3nHduLmnpyoLLee (CTepunmnayoLLlee) cpeacTso He
NPOHMKAET B KOHTENHepPbI. [JormkHO ObITb MOKa3aHo, YTo Ae3uHdMUupyoLlee (CTepunuaytollee) cpeacTBO He OkasbiBaeT
BIINSIHMS HA CBOWCTBA pocTa nNuTaTesibHOW cpeabl.

8.5.3.3 lNepen nepenaven B 06paboTaHHbIA U30NATOP BCE 3NEMEHTbI, MaTepuarnbl 1 YacTu 00opyaoBaHUS LOITKHbI
ObITb CTepunu3oBaHbl (4e3NHMULMPOBaHbI).

8.5.4 Umutaumsa npoueccoB

8.5.4.1 ATTecTaumsa acenTuMyecKkoro npouecca AofKHa YCTaHOBWUTb, YTO MPOLLECC MOCTOSIHHO COOTBETCTBYET
3agaHHbIM TpeboBaHuaM. [Mpyn aTTecTauum NPoOBEPSAIOT NOPSAOK nepedadn obopyaoBaHMs M MaTepuarnoB B U30NATOP,
BbIMOSHAT MMUTaUMIO MpoLiecca, NPOBEPSAIOT COXpaHeHWe repMETUYHOCTU U30MNSATOpa B TEYEHUEe onpeaerneHHoro
nepvoga BPEMEHWN.

8.5.4.2 lMpn HeobxooumoCcTW Criedyer noka3aTb COOTBETCTBME npouecca TpeboBaHuam pasgena 17 MCO 13408-1
OIS UICNbITAHWIA C HanofHEeHWeM NUTaTenbHON Cpenoi.

8.6 PaccmMoTpeHue 1 yTBepXaeHue pe3ysibTaToB aTrectaumm
8.6.1 [JaHHble, Nony4eHHble Npu aTtTecTaumm NpoekTa, aTTecTaumMm yCTaHOBNEHHOro obopyaoBaHus, atTectaumm B
OCHaLLEHHOM COCTOSIHUM 1 aTTecTauun B SKCMyaTaumm AomkHbl ObiTb 0POPMITEHbI [OKYMEHTaNbHO U PaCCMOTPEHbI Ha
COOTBETCTBME YCTaHOBMNEHHbLIM TpeboBaHUSIM.

8.6.2 Cne,u,yeT noaTreepanTb COOTBETCTBUE I/I3OJ'1I/IpyPOLLI,eI7I CUCTEMbl YCTAHOBJ1€HHbIM TEXHUYECKUM Tpe6OBaHVIF|M,
BKI1o4as Tpe6OBaHl/1$| K napamMeTpam npouecca n nx 4onyctumMmbiM npegenbHbiM 3Ha4YeHUAM 0114 BCeX cTagum npouecca.

8.6.3 PesynbTathl atTectauum AomkHbl ObiTb odopmieHbl B Buae otyera. OT4YeT AomkeH ObiTb NognucaH nuuamm,
OTBETCTBEHHLIMW 3@ NOAFOTOBKY, PACCMOTPEHME N OLLEHKY pe3yfibTaToB aTTecTalun.

8.6.4 Otuer 06 aTTecTaumm OOMMKEH BKNOYaTb B cebs OaHHble O KanvMbpoBke (MOBEpKe) CPeacTB M3MEpeHWUs U
KOHTPOMsi 4O NPOBEAEHUst aTTecTauum.

8.7 NMoBTOpHaA atrecTauus
8.7.1 TlloBTOpHytO arTecTauuio crieqyer npoBOAUTL C  OMNpederneHHON NepuoauvdHOCTbIO, a Takke rocne
noBpeXaeHnn n3onartopa.

8.7.2 lNonyyeHHble AaHHble OOSMKHbI pacCcMaTpuBaTbCsl Ha MPeOMET COOTBETCTBUS TpeGoBaHMSIM OOKYMEHTaLuu.
OTyeTbl O MOBTOPHONM artTecTauuv criegyeT XpaHuTb. B cryyae oGHapyXeHUs HecOOTBETCTBMS YCTaHOBMEHHbLIM

TpeboBaHUsIM AOSKHbI NPEANPUHUMATLCS HEOBXoaMMbIE MEPbI.

8.7.3 OT4eTbl 0 NOBTOPHONM aTtTecTaumm ohopMNATCSA AOKYMEHTANbHO W NMOAMEXAT XPaHEHWIO.

9 TeKkyLMIN KOHTPOSb
9.1 UHCcTpyKUMKN

MHCTpYKUUM NO aKcnnyaTaumMn U3onupytowen CUCTEMbI OSMKHbI ObITb ochopMIiEHbl JOKYMEHTaNbHO U yUYnTbIBaTb
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pe3ynbTaTtbl arTeCTaunn.

9.2 lepMeTUYHOCTb CUCTEMBI
9.2.1 TepMETUYHOCTb M3OMNMPYHOLLEN CUCTEMbI CreQyeT NPOBEPATb C ONpeneneHHON NepuoguvHOCTbLIO, a Takke
nepen, KaxabiM NpoLLeccom Ae3nHdekuun (CTepunusauum).

MeToabl oueHKM repmeTndHoOCTU Mo yTeuke npusedeHsl B NICO 10648-2 n CO 14644-7.

9.2.2 lepMeTUYHOCTb Mep4YaToK, KOCTIOMOB M T.A. CINeayeT perynsipHo npoBepsTb. [epMETUYHOCTb MOXET ObiTb
npoBepeHa C NOMOLLbIO MUKPOBNOMOrMYecKnx u/munm msmdecknx MeTogoB.

MpumeyarHne - TpebGoBaHME K TEPMETUMHOCTM MOXET OblTb OOYyCrOBNEHO HEOBXOAMMOCTBIO NOAAEPKMBaHUA
acenTUYecKknx yCrioBUi, a Takke 3allmTbl onepaTopa npu pabdoTe ¢ onacHbIMM MaTepuanamm UM Bo BPeMs! NPOBEAEHNS
Oe3nHdeKumn (cTepunusaumm).

9.3 KoHTponb npouecca ae3nHdeKumm (cTepunusauum)

Crnenyer 3agatb M KOHTPONMPOBAaTb NapameTpbl Mpouecca Ae3vHMeKuMn (CTepunusaumm), HanpyMep Takue, Kak
NPOOOSKUTENBHOCTL Ae3uHdekumn (cTepunusaumn), TemnepaTtypa, BNaXkHOCTb BO34yXa M pacnpefeneHve rasa B
onpeaeneHHbIX MecTax. Crieqyer KOHTPONMPOBaTb U PEMMCTPUPOBATL KPUTMYECKME NapaMeTpbl U3ONMPYHOLLEN CUCTEMDI
N OCYLLEeCTBNSEMOro mnpouecca. OTW napameTpbl Creayer KOHTPOnuMpoBaTb B MeCTaX, KOTOpble TpyAHee BCEero
nogaatTcs obpaboTtke. [laHHble MecTa AOMKHbI OblTb onpeaerneHbl Npy NPOBeAEHUN aTTecTalun.

9.4 KoHTpoOnb oKpyxatrowen cpeabl

9.4.1 HeOGXO,EI,VIMO obecnevntb KOHTPOJIb CUCTEeMbl BEeHTUNAUMUU  U3oNATopa. Kak MUHUMYM,  cneayer
KOHTpONMpoBaTb nepenag AdaBlieHnd, Takke chnegyer KOHTponupoBaTb KOHUEHTpauuilo 4YacTtuy, B BO3dyXxe.
nepMO,EI,MHHOCTb KOHTPONA yCTaHaBMBAOT HAa OCHOBaHUM pe3ynbTaToB atTecTauun. PeKomer,yeTc;l npeaycmarpmBaTtb
Hel'lpeprBHbII7I KOHTPONMb C Uenbko noaTeepXageHna LenmoCTHOCTU (bl/l]'lepOB. Pe3yanaTb| KOHTpONA [OOJTXHbI
perncTpnpoBaTbCA. Cnep,yeT npenycmMmarpumeatb aBapMVIHyPO CuUrHanmsaduio B Criydae HapyleHua LUenoCTHOCTU
uUIbLTPOB.

9.4.2 MuKpoG1onorMiyeckuini KOHTPOrb CIEAYET NPOBOAMUTL MO rpachvky Y B MECTaX, YCTaHOBIIEHHbIX MO pe3yfiTaTtam
aTTecTaumm U B npouecce akcnnyatauun. K aTUM mMecTam OTHOCATCSI MOBEPXHOCTU BHYTPU U3ONSATOpa, MepyaTtky u
npegometebl, nepefaHHble B u3onsaTop. [lpyv 0BHapyXeHWM MUKPOOPraHU3MOB CIEQYeT YCTaHOBUTL TMPUYMHY WU
npeanpuHsATL HeobxoarMble Mepbl. Pe3ynbTaThbl 3Toi paboThl AOMKHEI BbITb 0OPMIEHBI AOKY MEHTAmNBHO.

9.4.3 luTaTenbHble cpeabl, MOMELLUEHHbIE B M3OMATOP MOCNe ero AesnHdekuMn mnm cTepynmnsaumm, LOMXKHbI
obecne4vnBaTb pOCT MUKPOOPraHN3MOB.

9.5 KoHTpOnb uamMeHeHnn

9.5.1 lNpun nsameHeHnsix 0bopyaoBaHMa MM nNpouecca creayer onpeaenntb UX BO3MOXHOE BIUSIHUE Ha KadeCcTBO
cuctembl, 3dEKTUBHOCTL OYNCTKM U Oe3nHdEKLMN (CTepunm3auum), a Takke HeobxoQuMOCTb MpPOBeAEHUS MOBTOPHON
aTTecTauun.

9.5.2 Xapaktep 9TUX U3MEHEHUI CreadyeT yYuTbiBaTb NMPU OMNpEeaeneHnn nporpaMmbl aTTecTauumM yCTaHOBIEHHOMo
obopyaoBaHUA, aTTecTalnn B OCHALLEHHOM COCTOSIHWM UK aTtTecTalum B SKCnmyartauum.

9.5.3 Pesynbrathbl oueHkM no 9.5.1, 0GoCHOBaHME NMPUHATLIX PELLeHNA U BUO HeoOXOOUMOW aTTecTaumn OOSMKHbI
ObITb OPOpMITIEHBI AOKYMEHTASBHO.

9.6 TexHn4yeckoe obcnyxmBaHue n KanmbpoBka npuoéopos
9.6.1 TexHn4eckoe oBCyXvBaHWe M30NATOPa, BKIYas KanmbpoBKy NpubGopoB, crnedyeT NpoBOAMTL MO rpadmky B
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nnaHoBoM nopsiake. Pe3ynbTathl paboT JOMKHbI ObITb 0hOPMIIEHbI LJOKYMEHTAlNbHO B COOTBETCTBUM C UHCTPYKLMSMU NO
TEXHNYECKOMY OOCMY>XMBaHUIO 1 GE30MAaCHOCTY.

9.6.2 MepyaTtkn, KOCTIOMbI 1 NEpeaaToyHbIE NOPThI NPEeACTaBMAT 0COObIA PUCK N AOIMKHBLI PErYNSPHO NPOBEPATLCS.
[laHHble 3r1eMeHTbl PEKOMEHOYETCS 3aMEHSITb B COOTBETCTBUM C rpadmkoM. PunbTpbl crieqyer KOHTPONMpoBaThb nocne
YCTaHOBKM M Mepuoamdeckn B npolecce akcnnyataumn. Crieqyer npoBepsiTb LENOCTHOCTb (PUNMBTPOB M CKOPOCTb

BO34YLUHOIo noToka.

10 O6GyueHune nepcoHana

10.1 MNepcoHan gomkeH Nponty obyyeHne B yCTaHOBNEHHOM MOPSIAKE.

10.2 CnenyeT paspaboTtaTb nporpammy obydeHusi nepcoHana. OHa gormkHa cogepXaTtb cneaytoLuime pasgensi:

a) npasuia Norb3oBaHnAa nep4vyaTtkamMmm 1 KOCTHOMaM;

b) npaBuna nposegeHnsa gesnHpekuun (CTepunusanmm) NnepyaTok, KOCTIOMOB U CaMOW M3ONUPYIOLLLEN CUCTEMBI;

C) NopsiAOK KOHTPOIS LIeNOCTHOCTM NepYaTok, KOCTHOMOB M M30MNMPYIOLLEN CUCTEMBI;

d) nopsigok nepegayn MaTeprarnos B U30NMPYHOLLYHO CUCTEMY M U3 Hee;

€) npaBwuna aKkcnnyatalum o6opyaoBaHMs, KOHTPOIS U TEXHUYECKOro 06CIYK1BaHWS;

f) npaBmna TexHykn 6e3onacHOCTU NPU NCMNONb30BaHNM NMPUMEHSEMbIX BELLECTB U TPEOOBaHMSA 3PrOHOMMKM;

g) TEXHOMNOrN4YecKMe MHCTPYKLMUW;

h) xapakTepuCTUKM MOKLLMX, AE3MHPULMPYIOLLMX U CTEPUNU3YHOLLUX CPEACTB, a TalkKe NopsifoK MX obpalleHus u

XPaHEeHU4;

i) NpaBuna nonb3oBaHUsa reHepaTopoM (HanpuMep, NepokcKaa Boaopoaa).

MpunoxeHune A
(cnpaBo4HoeE)

CBeAeHusi 0 COOTBETCTBMM HaUMOHarnbHbIX cTaHAapToB Poccunckon ®eaepaumm cCbiNIOYHbIM

Tabnuua A.1

MeXxayHapoaHbiM CTaHAapTam

Obo3Ha4eHne CCblfTO4YHOro
MeXOyHapoOHoro cTangapTa

O6o3Ha4eHre N HaMMeHOBaHME COOTBETCTBYHLWEro HaunoHarnbHOro ctaHgapTa

NCO 13408-1:1998

TOCT P WNCO 13408-1-2000 "AcenTudeckoe MNPOM3BOACTBO MEAULIMHCKOW
npogykummn. Obwue TpebosaHns"

NCO 13408-4:2005

*

NCO 13408-5:2006

*

NCO 14644-7:2004

TOCT P WNCO 14644-7-2007 "YucTble nMOMELLEHUSI U CBA3aHHble C  HUMY
KOHTpornuvpyemble cpeabl. YacTb 7. M3onupyiowmne ycTporncTBa (YKpbITUS C YUCTBIM
BO34yxOM, OOKCbl NepYaToydHbIe, N30NATOPbI Y MUHU-OKPYXEHWS)"

NCO/M3K 90003

*

* COOTBETCTBYHOLLMIA HALMOHAbHbIN CTaHOAPT OTCYTCTBYET. [10 ero yTBepXaeH sl pekOMEeHAYETCsi MCMONb30BaTb
nepeBod Ha PYCCKUM A3blK AaHHOro MexayHapodHoro cTaHaapTa. [epeBond [AaHHOTO MEXOyHapoAHOro cTaHgapTa
Haxoautcs B ®enepanbHOM MHAOPMALIMOHHOM (DOHAE TEXHUYECKMX PErMaMeHTOB U CTaHOapToB.
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