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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 NOAIrOTOBJIEH Obwepoccunckon obLectBeHHOM opraHmsanmen « Accoumauunst UHXeHepoB Mo KOH-
Tponto MukposarpsisHeHnn» (ACMHKOM) Ha ocHOBe CODCTBEHHOMO ayTEHTUUHOIO NepeBoaa ctaHaapTa, yKa-
3aHHOIO B NyHKTe 4

2 BHECEH TexHunyeckum komuteToM no ctaHaapTusaunm TK458 «['1pon3BoaCcTBO U KOHTPONb KAaYecTBa
NeKapCTBEeHHbIX CpeACTB»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PeaepanbHOro areHTCcTBa no TEXHNYECKOMY
perynupoBaHuio U MmeTponiorn oT 13 okTsadpst 2009 . Ne 446-CT

4 HacTtoawmnn ctaHgapT naeHTudeH mexayHapoaHomy ctaHgapTty NCO 13408-6:2005 «AcenTuyeckoe
NPOU3BOACTBO MeAMUMHCKOU npoaykumn. Hacte 6. Nsonupyrowme cuctemel» (ISO 13408-6:2005 «Aseptic
processing of health care products — Part 6. Isolator systems»).

[Tpy NnpMMeHeHUN HACTOALLEro ctaHaapTa pekoMeHayeTCs UCMNONb30BaTh BMECTO CChINTIOYHBIX MeXayHa-
POOHBLIX CTaHOAPTOB COOTBETCTBYOLWME UM HaUMOHaNbHble cTaHO4apThl, CBeAeHUA O KOTOPLIX NMpuBeaeHsbl B
OONONMHUTENBHOM NPUNOXeHUN A

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOPpMaUUOHHOM YKazamerne «HalyuoHalbHbIe cmaHOapmabi», a mekecm UaMeHeHUU U rornpasoK — 8 eXXKeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX YyKazamensx « HayuoHanbHbele cmaHOapmely. B criydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXKeMeCsI4HO U30asaeMoM UHpopMaylUOHHOM yKkazamerne «HayuoHarnbHbie cmaHOapmbly. Coomeemcmaeay-
rowas UHgbopmayus, yeeooMIieHUe U meKkcmaei pa3Melaromcs makxe 8 UHpopMalyUoHHOU cucmeme obuieao
ronb308aHuUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsioauu 8 cemu MIHmepHem

© CtaHgaptuHdopm, 2009

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

[Tpy NnponssoacTBE CTEPUNBHOU MeAULMHCKOW NMPoAYKLUKA UCTTONb3YIOT COOTBETCTRBYIOLLME aTTEeCTOBaH-
Hble MeToAabl. Ecnn npoaykuns AofmkHa ObiTb CTEPUNbHOW, HO He NoAneXuT PUHULLHOW CTepunmaauuu,
MCNONBb3YIOT acenTuyeckme NpoLecchl. 3TO OTHOCUTCA K acenNTUYeCKOMY NPUroTOBNEHMIO M HAMOMHEHWIO pacT-
BOPaMU, CYCNeH3nAMN, 3SMyNbCUSIMU N TBEPALIMU BELLECTBAMMU, @ TAKXKE K acenTUIecKUM onepauunam obpatle-
HUA, Nepedadn N HaNoNMHEeHUA TeMU NPoAYKTaMU, KOTopble He noaneXxaTt QUHULLHOW cTepunusaLunn,

[TpoBegeHne acenTUYECKOro npoLecca TpedyeT TWaTeTlbHOCTU M OTBETCTBEHHOCTU. UTOOLI 0becnevnTs
nonyyeHuUe CTepunbHOro KOHeYHOro nNpoaykra, nNnpomMsBoanTen AoKHblI UICNONMb3oBaTh aTTECTOBAHHBbIE CUC-
TeMbl M NOArOTOBMEHHLIN NepcoHan, KOHTPONUpyemMyto NpousBOACTBEHHYIO cpeay U Npouecchl, MMeroLme
MNONMHYIC U CUCTEMAaTUINPOBAaHHYIO AOKYMEHTaLNIO.

NCO 13408-6 nogrotosneH TexHnvyecknum kommutetom MCO/TK 198 « CTtepununsaumnst megmumHCKOM Npo-
OYKLIANY .

NMCO 13408 cocTonT U3 cnegyowmx yacten noa oownm HasBaHUeM «AcenTudeckoe npou3BoACTBO
MeaULMUHCKOU NpoayKLUN»

- yacTb 1: ObLwme TpeboBaHUSA:;

- YyacTb 2: PunbTrpauns;

- YyacTb 3: Jlnodpmnumsauyus;

- yacTb 4: TexHOoNornd oMUCTKU HA MECTE;

- YyacTb 5: CTepunnsaumd Ha MecTe;

- YyacTb 6: VsonunpyoLlme CUCTeMbil.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

AcenTtun4yeckoe Npou3BOACTBO MeAMLUHCKON NPpOoAYKLUMIA
YacTb 6

N3OoJNnNPYIOLLME CUCTEMDI

Aseptic processing of health care products.
Part 6. Isolator systems

[NaTta BBeaeHna — 2010—09—01

1 Obnactb NpMeHeHUA

Hactoswmi ctTaHgapT ycTaHaBNMBaeT TpeboBaHUA K M3ONUPYIOLLMM CUCTEMaM U METO4aM aTTecTaLnu,
nesnHgekun, ctepunmsaunn, cdbopyaoBaHUO U CUCTEMaM KOHTPONS, NCNOMb3yeMbIM MPU acenTU4eCKoMm
NPONU3BOACTBE MeAULMHCKOW NPpoaYyKLNN.

TpeboBaHUsA cTaHOapTa PacnpoCTPaHATCA Ha N3ONATOPLI, NpeAgHa3Ha4YeHHble Ans obecnevyeHnUsa acer-
TUYECKUX YCNOBUI, a TakkKe Ang paboThl C onacHbIMM MaTepuanamMmum.

CTaHaapT He 3aMeHdeT Apyrme HopMaTUBHbIE AOKYMEHTHI, B TOM YMucne ullpasuna nponsBoacTsa U KOH-
Tpongd kavyecTBa nekapcTBeHHbIX cpedcts (GMP).

2 HopMaTuBHbIE CCbINKN

B HacTosiLeM cTaHOapTe NpMBedeHbl CChINKA Ha crneaytolme mexayHapoaHble cTaHaapThl:

NMCO 13408-1:1998 Acentuyeckoe Nponu3BoACTBO MeauLMHCKOW npoaykuun. Yacte 1. Obuwme Tpebo-
BaHUS

MCO 13408-4:2005 AcenTtuyeckoe npou3BoACTBO MeAUUUMHCKOW npoaykumn. Hactb 4. O4ucTKa Ha
MecCTe

MCO 13408-5:2006 AcenTnveckoe npouUsBoACTBO MeaULIMHCKOW npoaykumnn. HacTte 5. CTepunusanins
Ha MecTe

NMCO 14644-7:2004 HYuuctele nomMmelleHUs U CBA3aHHLIE C HUMKU KOHTpoNUpyeMeble cpeabl. HacTh 7. N30-
NnUupyroLLne yCTpoUCTBa (YKPbITUSA CHUCTBIM BO3AQYXOM, DOKCHI NepeaaToUvHble, U30NATOPbI M MUHUN-OKPYXKEHUSA )

MCO/M3K 90003:2004 lNporpammHoe obecneveHne. PykosoacTteo no npumeHeHuto 1ISO 9001:2000 K
KOMMbIOTEPHBIM NporpamMmmam

3 TepMUHbI N onpegeneHus

TepMUHBI 1 onpeaeneHnud, Ucnosb3yemMble B HacToALLEeM cTaHAapTe, COOTBETCTBYHOT NpUBeAeHHbIM B
NCO 13408-1.

3.1 pe3nHdekunsa (bio-decontamination): YaganeHne MnMkpobHbIX 3arpsasHeHnin N ymeHblUeHNe X 4o
NPpUemMneMoro ypoBHA.

3.2 atTrecTtauua npoekrta (design qualification). HJokymeHTUpoOBaHHOE MOATBEPXAEHUEe TOro, 4To
BbIMOJTHEHHBIN NPOEKT NOMeLLEHNI, 0O0PYyAOBaAHUS UM CUCTEM COOTBETCTBYET CBOEMY HA3HAUYEHUIO.

3.3 naonarop (isolator): NepmeTU3NpPOBaAHHASA KOHCTPYKLUMS, crnocobHast NpeaocTBpaTUTb nonagaHme
3arpaA3HeHNa BHYTPb NyTeM NONHOro ensndeckoro pasgeneHus BHyTpeHHe U Hapy>KHOM cpel, No3BondaoLas
NPOBOAUTL Ae3NHGEeKL IO BHYTPEeHHEN cpeabl.

U3paHune odbmumanbHoe
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[TpumevyaHwmns
1 Paamepbl naonsatopa MmoryTt 6biTb OT HEBONBbLLOIO Bokca 40 BONbLLUON KOMHATHI.

2 Punanyeckoe pasgeneHmne MoxeT obecnevmBaTbCs CNNOWHOW 060N0YKON, NONMHOCTBIO OKPYXKAIOLWEWN BHYTPEHHEE
NPOCTPAHCTBO, B KOTOPOM UCKIIOYAIOTCA NM0ObIE HAPYLLEHNUSA LENOCTHOCTU U NMPOHUKAHNE 3arpsi3HEHUW BHYTPb NPEeaoTBPa-
LLLAETCH C NOMOLLBIO (PU3NYECKMX CPeacTB. [ lpumepom Taknx Ppunanyecknx cpeacTB MOTyT CITYXXUTb BO34YLWHbIE WNHO3bl A5
nepeagadvun CTepUIbHbIX UNM Ae3nHPULMPOBAHHbLIX NpeaMeToB, NOTOK nNpoweauwero Yepe3 HEPA dounbTpbl nnmn ctepunb-
HOro BO34yXa, BbICOKAs CKOPOCTb BO34yXa, yAANAEMOro 4Yepes OTBEPCTUS C MUHUMATbHBIM pasmepom. ABCONOTHLIN
domnanveckmun bapbep A0NMKEH NOCTOAHHO OTAENATL ONEPATOPOB OT BHYTPEHHEND NPOCTPAHCTBA N30NATOPA.

3.4 nsonupyrwowan cucrtema (isolator system): Usonarop ¢ nepegatoyHbIMU YCTPOUCTBAMU A BCNOMO-
raTenbHoe obopyaoBaHue, UCNoNb3yeMble ANd NpoBeAeHNs acenNTUYeCcKoro npoLecca.

3.5 TecCT Ha yTeuKy (leak test): MeToa konu4yecTBeHHOro onpeaeneHnd CKOpPOCTU YTEYKM NMPU BOCNPOK3-
BOANMBbIX YCITOBUAX UCMbITaHUM.

3.6 AOKYMEHT, XapakTepu3ywLwmn onacHocTb MatepuanoB (material safety data sheet): [lokymeHT,
cogep’kallmn gaHHble 0 CBOUCTBaxX MaTepuarnoB, X NoTeHUManbHOWM onacHOCTU ANd Nioaen 1 oKpyXatoLlen
cpeabl, Mepax npegoCTOPOXHOCT NpK 0bpaLlleHUN C HUMK 1 criocobax UX yaaneHus.

3.7 oueHKapucka (risk assessment): [lpouecc aHanmnsa 1 oUeHKN pUcka.

[MCO 14971:2000, nyHKT 2.13].

3.8 usonupyrulee ycTpoucTBO (separative device): ObopyaoBaHune, UICNONb3yroLee KOHCTPYKTUBHbIE
N AUHaMu4yeckue cpeacTesa anga co3gaHua HagexHoro pasgeneHnsa BHYTpPeHHEero U BHelWHero npocTpaHCcTB B
onpegeneHHoM obbeme.

[TpnmevyaHwue—Illpumepamn HEKOTOPLIX MPOMBbILWNEHHbIX U3ONUPYIOWMNX YCTPOUCTB SIBMSAIOTCH YKPbITUSA C
YMCTbIM BO3AYXOM, OrpaXkgaemble NPOCTPAaHCTBA, NepyaToyHbie BOKCbI, N30NATOPbI U MUHU-OKPYXKEHWS.

[MCO 14644-7:2004, nyHKT 3.17]

[TpnmeyvyaHune—[na acenTmyeckoro NPOM3BOACTBA MPUMEPaAMU UIONTUPYIOWMNX YCTPOUCTB MOIMYT CNYXUTb
«MbILUMHASA WEeNb» U 30Ha OXNaXaAeHWs.

3.9 oKpyxawLlee npocTpaHcTBO (surrounding environment): KoHTponmpyemasi 30Ha, UMetoLLas ornpe-
OeneHHble XapaKkTepUcTuK, ANngd KOTopbiX aTTecToBaHa 1 akcnnyaTupyeTcs U3onunpyrowlaga cuctema.

3.10 nepepaTouHoe yCTpOUCTBO (transfer device): YCTPOUCTBO, NO3BONAOLLEE NepeMellaTb MaTepu-
an BHYTPb UMM HAPYXY N30NATOPAa C YMeHbLUeHWUeM pUCKa NonagaHnda HeXXenaTenbHOro BellleCcTBa BHYTPb U30-

NATOPAa UMK ero BbiXoaa Hapyky.
IMCO 14644-7:2004, nyHKT 3.18].

[TpumeyaHwmne—Illpumepamm MOryT CIYXUTb NepeaaTodHbIv U30NATOP, NepeagaToHHbin BOKC nnu nepegaroy-
Has CUCTEMA.

3.11 nepepgaTouHbIu NopT (transfer port): YCTPOUCTBO, Haxoadlleeca Mexay BHYTPEHHUM MPOCTPaH-
CTBOM U30NATOPA U nepegaTtoyHbiM YCTRPOUCTBOM, KOTOPOE MOXET ObITb NpUcoeaAnHEHO K 0DOpyaoBaHUIO U
oTCcoeanHeHOo oT Hero 6e3 nonagaHust HeXkenaTenbHOro BelecTBa BHYTPb U30ONATOPA UMM €ro BeIX04a HAPYXKY.

3.12 nepepartouHana cuctema (transfer system):. Cucrtema, nossonsowias nepemelat Mmatepman B
N30NATOP UM U3 HEro, He noaBepras pUCKy kavyecTBO cpeabl B KPUTUYECKON TEXHONOrM4YeCckomn 30He.

[TpnmevaHwme—Illpumepamm MOryT CryXutb aBTOKNAaB, NeYb, TYHHENb AENUPOoreHn3aummn, nnounbHas cy-
LLINKA.

3.13 Hauxypgwwue ycnoBua (worst-case conditions): COBOKYNHOCTb YCINOBUA, KOTOPbIE NpeacTaBnsaoT
Hanbonee xecTkne TpedboBaHUA K LLeNOCTHOCTU 1 De30nacHOCTM NpoayKTa npu NnposeaeHnUn UCMbITaHUA U B
npoLecce nponusBoacTBa.

4 OnemMeHTbl CUCTeMbIl KavyecTBa

4.1 O6wme nonoxeHus

4.1.2 Cucrema kadectBa AomKHa cooTBeTCTBOBATHL TpeboBaHmsim NCO 13408-1.

4.1.2 Cneayet paspaboTaTb M BECTU AOKYMEHTALMIO NO KaXXA0oMY 3Tany paspadboTKn, UCNbITAHUA N TEKY-
LLIeMY KOHTPOJH0 M30NTUPYIOLUX CUCTEM.

4.1.3 OokymeHTauUo, paspaboTaHHYO B COOTBETCTBUM C TPEDOBAHUSIMW HACTOSILLIEro cTaHaapTa, ce-
OyeT perynapHo nepecMmaTpuBaTh. YTBepXX4aTbh AaHHYI0 OOKYMEHTaUuUuio AOITKHO NULO, UMetloLlee COOTBET-
CTBYHOLLME NOJTHOMOYUS.

4.1.4 TlpoeKT (KOHCTPYKTOPCKaa AOKYMeHTauuna), NpoTOKOSbl UCNbITaHUU U TEKYLLLEro KOHTpOoNAa cnegyer
oLleHMBaTb Ha COOTBETCTBUE TpebOoBaHNAM HACTOALLEero ctaHaapTa.

2
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4.2 OTBeTCTBEHHOCTb PYKOBOACTBA

4.2.1 Heobxogmmo pacnpegennts 06s3aHHOCTU U onpeaennTb NuL, OTBETCTBEHHbIX 3a BbINOHEHNE
TpeboBaHUW, yCTAHOBNEHHBLIX B HACTOSILLEM CTaHaapTe.

4.2.2 Ecnun TpeboBaHUA HACTOALLLEro cTaHAapTa BINOMHAKTCS nogpasgeneHmnsammy (opraHmsaunsamm),
NMMELW MU CBOU CUCTEMBI ODecrnevYeHns KadvecTBa, cneayet pacnpeaenutb obaA3aHHOCTU M onpeaennTb
OTBETCTBEHHOCTb KaXXQOW CTOPOHBbI.

4.3 [poekTUpoBaHue

[TpoeKT (KOHCTPYKTOPCKAast AOKYMEHTaL M) USONUPYIOLLMX CUCTEM ACITKEH ObIThb pa3paboTaH B COOTBET-
CTBUU C YTBEPXKAEHHBIM 3agaHneM. o mepe pa3paboTkn NpoekTa (KOHCTPYKTOPCKON AOKYMEHTaU ) cneayer
NPOBOAUTL €r0 OLLEHKY U pe3ynbTaThbl OPOPMNATbL AOKYMEHTaNbHO.

4.4 U3meputenbHblie NpUoopbl U CUCTEMBI

4.4.1 KannbpoBka (NnoBepKa) BCcexX U3MepuTenbHbIX NPUdOpPOoB UMM CUCTEM AOTKHA NMPOBOAUTLCSA B Nia-
HOBOM NopsAaKe.

4.4.2 [lenctBus, KoTopble cneayeT npeanpuHMMaTh B OTHOLLEHUN N3MEPUTENBbHBLIX MPUDOPOB U CUCTEM,
He COOTBETCTBYHOLWUX TpeboBaHUAM, NpUBeAEeHHBLIM B HACTOALWEM cTaHAapTe, ACITKHbI ObITb YCTaHOBMNEHLI B
COOTBETCTBYHOLLEN NHCTPYKLNN.

4.4.3 Heobxoanmo onpeaenntb TOYHOCTb NOKasaHM NpUbOopoB M ACMYCTUMYIC NOrpellHOCTb U3Me-
PEHUN.

5 Pa3paboTKa n3onmpyrowmnx CUCTem

5.1 O6bwme nonoxeHUNA
5.1.1 PaspaboTka N3onmpyroLwmnx cuctem gomkHa BeinonHATLCS B cooTBeTCTBUM ¢ UCO 14644-7 .
[prHUMNBI paspaboTku 3aKkpbIThIX cucTeM ycTaHoBNeHbl B MCO 10648-1.

5.1.2 B npoekTe (KOHCTPYKTOPCKOWN AOKYMEHTaLMn) OOITKHbI ObITb YKa3aHbl KpUTUHecKMue napamMmeTpbl
cdakTopsl. [1n8 nx onpegenenuns cnegyet NCNonb3oBaTbh METOAbl aHAaNU30B PUCKOB.

[TpyumMmevyaHNHs
1 TepepavaobopyaoBaHnsa n MaTepnanoB B U3ONATOP SBNSETCH OAHMM 3 Hanbonee OTBETCTBEHHbLIX MPOLLECCOB.

2 B cnyvasx, korga Heobxognmo obecneunTb acenTUYeckue yCrnoBus U 3alnTy oneparopa, Hanpumep npu pabote
Cc BMoNorMYeckn onacHbIMU, UMTOTOKCUYECKUMN NN PagnoaKTUBHBIMU NPOAYKTAMU, U30ONUPYIOLWAs cucTteMa AonXHa
obecneunBaTb NOAAEPKNBAHNE YCTAHOBNEHHOIO Nepenaaa AaBneHns (0TpnuaTenbHOro v NONMOXUTENBHOIO) U LLEMOC-
THOCTb JAHHOW CUCTEMBbI, A TaKKe ObIThb pa3mMelleHa B COOTBETCTBYIOLWEM MecTe. [1pn oueHKe pUCKOB A0MKHbI ObITh y4Te-
Hbl cneynanbHble TpeboBaHMsA BE30MaCHOCTU K PaAcnoNOXXEHNIO N30NSATOPOB U OKPYXKalowWwen cpeae.

5.2 Tunbl N30NATOPOB
5.2.1 3akpbITble U3ONATOPLI

3aKpbITble U3ONATOPbLI UCMONB3YIOT ANA 3alWUThl OT 3arpa3HeHUN, Haxo4AaWnXcs B OKpyXatoLleM Bo3ayxe
NN BblgendemMblX ApyruMn UCToYdHMKaMK. Bo3gyx M3 noMelweHna AOoIMKeH NMocTynaTbk B U30NATOp 4epes
dunneTp, Kak npasuno, Yepe3 HEPA ounbTp. Bece maTepuansl, nCNonb3yeMble B M30NATOPE, AOIMKHBI MPOUTIA
nesnHgekumnto nnm ctepunmnsaunto. Onepartop AoMKeH HaxoaUTbCA CHaPYXXU U30NATOpPa N paboTaTh C MaTepPU-
anoMm, pacronoXXeHHbIM BHYTPU N30NATOPA, HEMOCPeACTBEHHO He npukacasachk K Hemy. B npouecce pabdoThbl
Takne U30NATOPbI AOITKHbBI ObITh 3aKPLITHI MPU NEpeMeELLEHUN MaTepPUanoB B N3ONSITOP U U3 HEro.

5.2.2 OTKpbITbIe U3ONATOPDLI

OTKPbLITbIE N30NATOPLI aHANMOTMYHbI 3aKPbIThIM U30NSITOPAaM 3a UCKNIOYEHMEM TOTO, YTO B NpoLecce pabo-
Tbl B HUX NPedyCMOTPEHO HENPEPLIBHOE UM Nepuognyeckoe nepemMellleHne MaTepmanoB BHYTPb UMW HAPYXKY.
KOHCTPpYKUMSA n3onsaTopa AomkHa obecnevnBaTtb coXpaHeHne LenoCTHOCTU ero BHYTPEHHEero npocTpaHcTBa.
docTyn B n3onsaTop AomkeH ObiTh 3aliuileH ogHoHanpaBIeHHbIM NOTOKOM BO3ayxa UW/mnnn cosgaHnem nsodbl-
TOYHOroc AaBneHus Bo3gyxa.

5.3 MaTtepuanbl Ana usonartopa

5.3.1 MaTepunanbl Ans N30N4TOopa, BKNoYast YNNOTHEHUS, BEHTUNATOPbLI U BEHTUNSILMOHHBIE CUCTEMBI,
TPYOONpPoBOAbl, CMOTPOBbLIE OKHA WU YCTAHOBMEHHYIO apMaTypy ACIBKHbI ObITb XUMUYECKN U MeXaHUYECKA
COBMECTUMbIMM C NPOBOOAUMBIMU B UIOTNIATOPE npoueccamMmun, y4acTBYHOWMAMM B NpoLuecce Matepuanamm m
MeTodamMu npoBeaeHust padotel. Matepuanel 4N ns3onsaTopa A0MKHbI ObiITb COBMECTUMbBIMU C MOKOLLIMMUN U
Oes3nHpMUUpYoLWmMMn cpeacTtsamMmm n BbiTb NPUrogHbl K ovunctTke. Matepuansl A0MKHBI ObITb YCTONMUYUBBIMU K
KOPPO3WUN, paspyLUEeHU U UMeTb, NP HeODXOAUMOCT, COOTBETCTBYIOLLYIO TEPMO- U OrHECTOUKOCTL. [pu
HeobXoAMMOCTU CNeayeT NPOBEPSITh TEPMUYECKUE N COPOLIMOHHBIE XapaKTepUCTUKN UCNOSb3YEMbIX MaTepma-
NOB, a TakkKe UX CBOUCTBaA rasoBblgeneHua. MaTtepuanbsl CMOTPOBBLIX OKOH (MaHenen) AoMKHbI ocTaBaTbCA
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Npo3pavuHbIMN N ObITb YCTOUYUBBLIMUA K pas3pyLlleHWUo, a Takke obecrneymBaTb HeobXoaMMoe BHYTPEHHee
ocBelleHue.

5.3.2 3nacTudHbIe CTEHbI ACIBKHBI ObITb 4OCTATOYHO TONCTLIMU, YTOOLI MPOTUBOCTOATL NMPOKoNam, W
rTMOKUMIK, YTODBI NO3BONATL onepaTopy paboTaTb be3onacHo N 3 PEKTUBHO.

5.4 CucreMmbl obecnevyeHnsa BoO3ayXom

5.4.1 KpaTHoCTb BO34yX000OMeHa

KpaTHOCTb BO3ayxooOMeHa AoIKHa COOTBETCTBOBATb HasHadeHuo unsonsitopa. Npu aToM cnegyer
npeaycMoTpeTb AOCTAaTOUYHYIO BEHTUNSALUIC M3ONATOPA, YTODLI HEe AOMyCKaTb HaKoMneHue 3arpsisHeHUn U
obecnevymnBaTtb yganeHme n3dbiTOYHON TENNOTHI.

[TpumeyaHwmne—IlloBbllWEHHAA KPATHOCTb BO34yX00OMeHa 0ObIMHO MCNONb3yeTca Anst ObICTPOro yganeHus
OE3NHDPULNPYIOLWNX CPeacTB.

5.4.2 Busyanuzauud Bo34yLLHOro noTokKa

[ns noaTBepXXaeHnst BO3MOXHOCTU noaaepXmBaHnsa TpebyemMoro Kadectsa BHYTPEHHEN cpebl N30SI -
TOpa cneayeTt NPpoBO4UTb BU3yanmsauuo BO34YLLUHOMO NOTOKA.

5.4.3 TemnepaTtypau BNaXXHOCTb

TemnepaTypa n BNaXXHOCTb A0IMKHBI NoAAePXMBATLCA B YCTAHOBNEHHbIX AManasoHax B COOTBETCTBUN C
Ha3Ha4YeHeM U30UPYIoLLEN CUCTEMBI.

[TpumeyaHwmne—nanaszoHsl MOryT BbiTb PasnUYHbIMU B 3@aBUCMMOCTHM OT 3Tana paboT (Hanpumep, pabo4vni
npouecc, Ae3nHeKumns u T.4.).

5.4.4 XapaKTepuUcTUKa 3arpA3HeHUsA Bo3ayxavyactuuamu

KauyecTBO BO3ayxa AOMKHO COOTBETCTBOBATL TPeboBaHUAM Nonb3oBaTens. [logaBaeMbin BO3AyX A0N-
XeH npoxoautb Yepes HEPA dpunbTp (Kak MUHUMYM).

Kak npaBuno, Kputudeckasi pabodasa soHa AomKkHa COOTBETCTBOBATL Knaccy Ynctothl 5 MCO (no yactu-
LLlam pasmepamm 0,5 mkm 1 6onee) cornacHo MCO 14644-1 B ocHaLLEHHOM U1 3KCNNyaTUpyeMOM COCTOSHUAX.

[Ton HeOBXOANMOCT MOXKET NpeaycMaTpuBaTbhbCA NocneaoBaTenbHasa yctaHoBKa UNbTPOB.

5.4.5 Peuupkynauuma sosgyxa

PeUpKynupyoLwmim Bo3gyx 4oJKeH npoxoautb Yepes HEPA punbTpbl (Kak MUHUMYM ).

YaansaeMbln BO3AyX, KAk NpaBuno, AomkeH npoxoanTb Yepes HEPA dpunbTphl.

5.4.6 [lepenan aaBneHU

[Tlepenag agaBneHUn cneayeTt KOHTPONMUPOBAaTh, NO KpanHen Mepe, B nepmnoa paboThl U BO BpeMsi NpoBeae-
HUA ae3nHdeKkUnn. [1ns onoBelleHnsa onepartopa obd OTKIMOHEHUW Nepenaaa AaBNeHUsi 0T YCTaHOBIEHHOMO 3Ha-
YeHns cneayeTt NPUMEHSITb aBapUUHYIO UM APYTYHo NpeaynpeXaaroLllyo CUrHanumsaLsuio.

B O0NbLUMHCTBE CnyvyaeB U3oNATopLI paboTaoT npu N3dbIToOMHOM AaBneHnn. OTpuuaTtenbHoe AaBneHme
0ObIYHO UCMONbL3YHIOT ANSl U3ONATOPOB, paboTaloL KX C ocnacHbIMU MaTepmnanamMu.

5.4.7 O6cnyxuBaHue ounbTPOB

BosaywHble GUNbTPLI NoanexXat TeEXHUYECKOMY 0OCNyKMBaHUIO N NNTAaHOBOW 3aMeHe B COOTBETCTBUM C
rpagoukom (cm. 9.6.2).

5.5 CpeacrtBa gocrtynaB U3ONATOP

5.5.1 lNepyaTku U pykaBa n3onAatopa

5.5.1.1 TepyaTKkn 1 pykaBa nsonsitopa AomkHbl ObITb TMOKMMK, 4TODLI 0becnevnBaTb yaobCTBO ABMXKE-
HUAX onepaTopa, U A0CTaTOYHO NPOYHLIMU, YTODLI HE ObITh MOPBAHHBIMU N NMPOKONOTHIMU. [lepyaTkn 1 pyKkaBa
OOIKHBI ObITb COBMECTUMBIMU C MOKOLLAMKU U Ae3nHPUUMPYIOWMMK cpeacTBamMun. LIenocTHOCTL nepyaTok U
PYKaBOB AOJKHA PEerynsapHoO npoBepAaATbLCA C NepuoguvHOCTbIO, 3aBUCALLIEN OT YaCTOThl UX UCNONb30OBaHUA.

5.5.1.2 C uenblo CHWKEHNA BEPOATHOCTU paspbiBa NepyaToK U 3arpasHeHna BHYTPEHHero npocTpaH-
CTBa U3ONUPYIOLLEN CUCTEMBI ONepaTop MOXKeT UCNONb30BaTh ABOUHEIE NepYaTKK. ANa 3Toro onepartop Hage-
BaeT AONONHUTENbHBbIE NepYyaTK nod nepyaTkn N3sonatopa.

5.5.1.3 Ecnun BTOpad napa nepyaTok HageBaeTcs NOBepX nepyaTtok n3onaropa ¢ Luenbio NoBbILLeHUS
MEXaHNYEeCKON NPOYHOCTN, OHA A0SIKHA ObITh U3rOTOBMEHA U3 COOTBETCTBYIOLLEro MaTepuana i gomkHa npoun-
TU CTEPUNN3ALNIO B COOTBETCTBUAN C aTTECTOBAHHOU METOOMNKOWN.

5.5.2 KocTiOMbI U NONYKOCTIOMbI

5.5.2.1 KOHCTPYKLWA KOCTIOMOB M NOMYKOCTIOMOB A0KHa obecnevnsaTtb KOMPOPT, TMOKOCTb M NETKOCTb
OBMXKeHnsa onepartopaBoBpeMsi paboTbl. OHU ACMKHBI ObITb YCTOMYMBBLIMU K Pa3pbIBY M Npokonam. MaTtepuansl
KOCTHOMOB W1 NONMYKOCTIOMOB AOJIKHbI ObITb COBMECTUMBIMU C MOKOLLIMMUN N A€3UHDULNPYIOLWLMMK CpeCTBaMM.
L1enoCTHOCTb KOCTHOMOB U MOJTYKOCTIOMOB, BKITHOUAsA NepyaTkn, OOIMKHA perynapHo npoBepsaTbCcs ¢ nepmogny-
HOCTbIO, 3aBUCALLEN OT YacTOTbl MX UCMONb30OBAHUA.
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5.5.2.2 B cooTBeTCTBUM C TpebOBaAHUSAMU TMrMeHsbl crneayeT NPOoBOAUTE OYUCTKY HE TONMBKO HAPYXXHOU
MNOBEPXHOCTU (0DOpalleHHOW BHYTPb U30MATOPA), HO TakKe N BHYTPEHHEeW NOBEPXHOCTM KOCTIOMa UM Nony-
KOCTIOMaA.

5.5.3 HocTtyn B usonartop

5.5.3.1 lpun pa3paboTke N3oNATOopa criegyet npeaycMoTpeThb NopaacK nepegavyn Matepuanos (BKKO-
yasa obpabaTbiBaeMbIX B U30ATOPE), 0DOpyaAOBaHUA U APYTUX NpeaMeToB B U3ONATOP U UX U3BNEYEHUS U3
Hero. BBog v BbIBOA NpeaMeTOB NPOU3BOANTCH, Kak NpaBuUno, Yepes nepegaToyHble YCTPOUCTBA (Hanpumep,
ABTOKNaB, Nevb, TYHHENb AenuporeHusaunm, MMoPUbHY CYLLMNKY) /N nepeaaToYvHble NMopThl.

5.5.3.2 lpun HeoOXoaMMOCTU crieayeT NpeaycMoTpeTb MecTa NoaBoaa KOMMYHUKALLMA OT CUCTEM KOHT-
ponsa nsonaTopa 6e3 pasMelleHNUsa BCeN CUCTEMbBI KOHTPOMSA BHYTPU nsonsaTtopa. HMcno tTaknx mMect AoMKHO
OblTb MUHUMABHBLIM.

5.6 BcnomorarenbHoe o6opypoBaHue

5.6.1 lNepeHOCHOe N NepeaBUXHOE O6OpyAOBaHUE

5.6.1.1 TlepeHocHOe N NepeaBMKHOe 00OpyaAOBaHUE, UCNONMb3YEMOE BMECTE C U3ONSATOPOM, ACITKHO
COOTBETCTBOBATH TPebOBaHUAM NPOLECCOB OYUCTKU, CTEPUNM3ALIAN N/Mnn ae3nHgpekun, NPOBOANMbIX MPU
noaroToBke obpabaTbiBaeMoro npoaykra, MatepuanoB 1 Apyrux NnpeaMeToB, KoTopble HeobxoamMmo nepena-
BaTb B U3ONATOP € cobntogeHnem TpeboBaHnid acenTukn.

[lepeHOCHOE U NepeaBMXKHOe obopyaoBaHME BKNOYAET B cebs nepegaTtoyHblie YCTPOUCTBA, KOTopbIe
MOTYT NMpUcoegUHATLCA K U30NATOPY Yepes nepeaaToYHbIN NOpPT.

5.6.1.2 KOHCTPYKUMS KOHTEUMHEPOB C OTX0AaMu AC0KHA obecneYvnBaTh UCKNOYEHUEe 0bpaTHOro nonaga-
HUS OTXOA0B B U30NATOP, a TAKKe UCKToYaTh 3arpasHeHne BHYTPeHHero NnpocTpaHcTBa Usondaropanpuygane-
HUM KOHTEeWUHepA.

5.6.2 lNepepaTo4Hble NOPTHI

5.6.2.1 KOHCTpyKUMS NepeaaTouHbIX MOPTOB AOMKHA obecneYynBaTh nNerkoe npucoeguHeHMe n otcoemn-
HEHUWE OT U30NATOPA NePEeHOCHOro NN NepeaBuMKHOro 0bopyaoBaHuUs 6e3 HapyLIeHUsI BHYTPEHHEeW cpeabl U30-
nartopa. [NopThl ACMKHBLI 0becnevnBaTh repMEeTUYHOCTb UIONATOPA OT OKpYKatoLlen cpeabl.

[TpnmedaHwne—IllepegaroydHble MOPTbI MOMYT 3arpPsA3HATBLCH OKPYXXatowWwen cpegom.

5.6.2.2 [llepen Havanom nepegavym matepuanoB nepegaTodvHble NopThl cneayeT Ae3nH@PUUMPOBaTh U
ovnwaTth. Bo nsbexaHue sarpsasHeHUsa 1M NOBpeXAeHUs nopTa, onepatopbl AOMMKHLI NpegaBaTb MaTepuansl
yepes nepenaTtodHbiv NopT ¢ codnogeHnem npaBsus acenTuKA.

6 TpeboBaHMA K NOMeLEeHNAM N 060opyaAoBaHUIO

6.1 Knaccudukauma nomelleHUn

6.1.1 lNoMelleHne, B KOTOPOM pacnonaraeTcda U3onupyrollaa cuctemMa, paccMaTpuBaroT KakK YUACTYIO
30HY, BX0OA B KOTOPYIO AOKEH ObITb OrpaHnyeH.

Kak npaeuno, npeaycmatpuatoT kKnaccunctoTel 8 UCO no UCO 14644-1:1999 nunun nydwie, B 3aBUCUMOC-
TW OT HA3HAYeHUS n3onmpyrowen cuctemMel. CneunansHble TpeboBaHUA K OKpyKatoLLlen cpeae yCTaHaBNMUBAKOT
ONs1 U30ONATOPOB, paboTaLWmMx Noa oTpuLlaTensHbIM AaBNeHNneM.

TemMmnepaTypa 1 BNaXXHOCTb BO34yXa B NOMELLEHNN BMUSIHOT Ha NpoLecc Ae3nH@ ek, 3a ACKNIOUYEeHNEM
Crny4vyaeB, Korga npeaycMoTpeHO perynmpoBaHue sTUx nokasartenem cuctemMamm Usonatopa u/mnmnomMmeLlleHus,
B KOTOPOM OH pacnofiaraeTcq.

6.1.2 WN3onaTtop, npeaHasHavyeHHbIM ANA KOHTPOMNS CTEePUNBHOCT, MOXKET pacrnonaratbCsi B HEKMaCCH-
nympyemom nomMeLeH11 ¢ orpaHMIeHHbIM peXXMMoM 4oCTyna.

6.2 TexHonorn4yeckue cpegbl M aIHeproHocUTENN

KOHCTPYKUMA coeanHUTENbHBIX YCTPOWUCTB AoMKHa obecneynBaTth 3allMTY N30ONATOPAa OT 3arpsAsHeHNM
BO BpeMs npucoeanHeHns n pabotsbl. Ansa dunbTpaunm BCcex XXUOKOCTEN U CXKaTbIX ra3oB A0SHKHBI MCNOSb30-
BaTbCs cTepunuayroLme punbtpsbl. LlenocTHoCTE PUNbLTPOB ACIMKHA PETYNAPHO NPoBepAThCA. PUNLTPLI Che-
ayeT 3aMeHsITb N0 Mepe HeobXxoANMOCTU. KOHCTPYKUNA BaKYYMHbLIX CUCTEM (€CNMN OHU MPUMEHSAIOTCS ), AOITKHA
npenoTBpallaTh 0bpaTHLIN MOTOK BO3ayXa. Bce BXoaHble NOPThI AOTKHbBI NPOBEPSATLCHA HA YTEUKN N OTCYTCTBUE
obpaTHOro NOToKa. AMEKTPOYCTAHOBKU B NOMELLEH N A0MKHbI ObITh BEINOMHEHEI C y4E€TOM TpebOoBaHUN K N30-
NATOPY 1 BCnoMoraTensHoOMy 000pyaoBaHUIo.
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7 JKcnnyartauua usonartopa

7.1 TpeboBaHuA K npoueccy (NPoOAYKTY)
[Tpouecc (NPoAYKT) ACIKEH ObITh onpeadeneH Ao paspaboTku nnu Belbopa nsonsitopa. YCnoBus npoBe-

OeHunst npoLuecca A0MKHbI ObITb TaKUMIK, YTODBLI NPK SKCNyaTaunum N3onaTopa U BcnoMmoraTtensHoro obopyao-
BaHMUA obecrnedymBanocb MNPOU3BOACTBO HagexHoro m besonacHoro npoaykra. OueHKka pucka O0MMKHa
onpeaensaTb BEPOSITHbIE PaKTOPhbI, CMOCOBHbIE HAPYLLNTb KAYE€CTBO U30OSTUPYIOLWEN CUCTEMBI MU NPOAYKTA.

7.2 JproHomMmuveckue TpedboBaHus
N3onaTopsl, cpeacTBa AoCTyna B HAX onepaTopa 1 BcnoMoratefibHoe obopyaoBaHue AoKHbI obecne-

4YnBaTb HEOOXOANUMbBIA OCTYM KO BCeEM paboymm ToUKaM, He oKasbiBad Npy 3TOM BpeHOro BNUAHUSA Ha Ka4ecT-
BO NpoAyKTa, 6besonacHocTb U KOMdOPT ANna onepaTtopa Unu LefocTHOCTb N3onaTopa.

[TpunmeyaHune—[na peweHnss 3proHoOMMUHECcKUX Npobnem AonyckaeTcs UCNonb3oBaTb MOAENN U3ONSTOPOB U
apyroro o6opyaoBaHus, N3roTOBNEHHbIE B HATYpPanbHY0 BENUYNHY, UM KOMMNbIOTEPHbLIE MOAENMN.

7.3 O4yunucTtKa

7.3.1 ObwWwuMe nonoxeHUnN

Cnegyet onpegennTtb, Kakne BHYTPEHHUE MOBEPXHOCTU U3OTUPYIOLWEN CUCTeMbl NoaneXaT OUYUCTKE
(0bpaboTKe), N yCTaHOBUTL NEPUCANYHOCTb OUMNCTKU. MeToabl OUYNCTKM A0MKHBI ObITh 0OPMITEHBI AOKYMEH-
TanNbHO WU aTTECTOBaHbI C LieNbio obecnevyeHnsa yCTaHOBNEHHOrO CHMKEHUSA YPOBHS 3arpsisHEHUS1 B MecTax,
onpeaeneHHbIX Anga HanxyaLwux yCrioBUn.

7.3.2 O4yucTKa Ha MecTe

[1pn ncnonb3oBaHUM MeToda O4YUCTKU Ha MecTe (clean-in place process; CIP) Ana 04UCTKNA NOBEPXHOC-
Tel, BCTyNnarLMX B KOHTAKT ¢ NpoayKToM, cneayet pykosoacteoBaTbca NCO 13408-4.

[ns obecnevyeHnsa HageXXHOCTM NpoLecca 1 6e30nacHOCTU NepcoHarna pekoMeHayeTcd BMECTO PYUHOIO

cnocoba NMPUMEHATb aBTOMATU3INPOBAHHYHO CUCTEMY OHNCTKA HA MECTE.

7.3.3 Py4yHasa ouUcTKa

O4UnCTKY n3onsTopa n obopyaoBaHusi pyyvHsIM CNOocoboM crneayeT NpoBOAUTL COMrMacHO aTTECTOBAHHOMY
meToay. NpeanoyTruTensHO NPOBOANTL OUUCTKY Be3 AeMOHTa)Xa U3oNATopa.

7.3.4 MowlLliune cpeacrTBa

7.3.4.1 Motuwune cpeacTBa ACTKHBLI ObITb COBMECTUMbBIMM CO BCEMU MaTepmnanamm (BKNoYasi nepyaTku,
YNNOTHUATENbHbIE NPOKNaAKW, BHYTPEHHME NOBEPXHOCTU U T.4.) U3oNupytowen cuctemel. 1o Havyana gesuH-
heKkunn OCTaTKM MOOLLMX CPpeACTB ACITIKHbBI ObITh yaaneHbl 40 TaKoro YpoBHS, YTOOLI MX BENMUYNHA HE NPEBLI-
Lana agonycTumMsbixX 3HavYeHnn. [Npun BbiIbope MO LWLNX CpeaCcTB HE0DXOAUMO YYMThIBATL creaytoulee:

a) pusmndeckne N XuMmn4eckme xapakrepmucTukn MOKLLUX CpeaCTB;

L) COBMECTUMOCTb C N30INPYIOLLEN CUCTEMOW;

C) pusnveckne N XMmMmmnieckne xapaktepUCcTUKM O0CTaTKOB MOKLLKMX CpeaACcTB, noanexallux yaganeHuo;

d) cnocoBbHOCTL KyaaneHuUo 0CTaTKOB YNCTALLUX CPEACTB U

e) 3PPEeKTUBHOCTb OHUNCTKMN.

7.3.4.2 HeKkoTopble OCTaTKN MOKOLLMX CPeacTB MOTYT ObITb yaaneHsl BoAOW onpeaeneHHoro Ka4yecTBa
(Hanpumep, AUCTUNNUPOBAHHOW BOAOW, BOAOW OANA UHBEKLUA).

7.4 Oe3unHdekuna (ctepunusayuma)
7.4.1 OOLWuUe nonoxeHusnN
7.4.1.1 lNpouecc aesnHgekunn (CTepunmsaunn) nsonatopa n nepegatoyHbIX YCTPOWUCTB A0ITKEH DbITh
opopMNneH AOKYMEHTaNbHO M aTTECTOBAH.
7.4.1.2 lpnpaspaboTke n atrectauum npoLecca gesnHdpeKunm (Ctepmnumsacimn) AomkKHO ObITb YUTEHO,
Nno KpanHen mepe, cneayoulee:
a) npegBapuTenbHas O4UCTKA U CYLLKA BHYTPEHHUX MOBEPXHOCTEN N30NATOPA;
b) BLIBOpP/CenekuUna BUONOrMvyeckoro HAnKaTopa UM MHOKYNMMPOBAHHOIMO areHTa;
C) BbIOOP XMMWNYECKOro MHAMKATOPA,;
d) gonyctumasi Temnepartypa;
e) AonycTumas BNnaXkHOoCTb BO3AyXa U ToYKa pOcChl;
f) Bpemsi BO3OEUCTBUS, KOHLUEHTPpauUus Ae3nHpUUMpyolWero cpeacTea n AaBneHne BHYTPU U30NATopA;
g) AOCTYMHOCTbL U paBHOMepHOe pacnpegeneHue aesnH@UUUpyoLlero cpeacTsa no BCe NOBEPXHOCTU
(0CcOBEHHO NepyaToK, KOCTIOMOB 1 PYKaBOB);

h) cTeneHb MUKPOBOHOTO 3arpA3HeHNUs;
1) nopsaaok nepeagavyn HeobxoaMMbIX MaTePUanoB.
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7.4.2 Ctepunusauua Ha MecTe

[1pn ncnonb3oBaHUM MeToda cTepunusaynm Ha mecte (sterilization-in place process; SIP) noBepxHocC-
Tel, BCTyNnaroLlWmMX B KOHTaKT ¢ NpoayKToM, cneayet pykosoacTeoBaThed NCO 13408-5.

7.4.3 Bblbop cpencTBa Ae3uHd ek (ctepunmsayum)

7.4.3.1 CpeacTtso aesnHgeKkUnn (ctepmunusacimm) AomKHO ObITb COBMECTUMBIM C MaTepUanamMmun N3onsi-
TOpa, MOKLWMMN cpeacTBaMu, NpoL.eccamu, BeINOMHSAOLMMUCS B U30OMNATOPE, AOIKEH YYUTBLIBATLCH 0OBbEM
BN HAXOAALWMXCHA B U3ONATOPE NPeaMeToB, CTeNeHb MUKPOBHOro 3arpa3HeHnss BHYTPEHHEro npocTpaHCcTBa
nsondatopa. omkHa 6bITb obecneveHa besonacHaga paboTa nepcoHana. laHHble 0 6€30NacHOCTU NPUMEHSIE-
MbIX CPEeACTB ACITKHbI HAXOAUTLCH B NOMELLEHNN, TAE NX UCNOMb3YIOT.

[TpumeyaHun e—Hanbonee pacnpocTpaHeHHbIM CPeACTBOM CTEPUNMU3aLnn ABNAETCHA NepoKCcUa BoAopoaa B
napoobpasnon dasze. [Npumepamm gpyrux cpeacTB SBMAIOTCH: HAAYKCYCHAsS KUCNoTa, ANOKCU XNopa 1 030H.

7.4.3.2 Heobxoamumo obecnevnTtb Takke apyrme mepbl 6€30nacHOCTH, B TOM YUCTIE:

a) Kamepy Ans nepokcuaa sogopona, COOTBETCTBYHOLWYIO TpeboBaHUAM NoXapobe3onacHOCTH;

D) 3aMKHYTYIO CUCTEMY BEHTUNSALUN (PELUPKYNALNIO);

C) cpeacTBa MHAMBMAOYaANbHOW 3allMTbl nepcoHana (3aluTHble OYKW, nepyaTky, YWHbIe BKNaablilu
nT.M.);

d) aBapunHbIn POHTAH AN rNas, pacnonoXeHHbIN B HeNocpeacTBEHHOW DNMN3OCTN OT U3ONSITOPA;

e) npeaynpexgatoLlue 3Hakn (Hagnmucu) o npUMeHeHnn cneundgpunuecknx aesnHpuunupyownx (CTepunm-
3YIOLWKNX) CpeacTB;

f) npeaynpexaaroLme 3Hakm o cobnrogeHnn TULLIMHBL Y BXo4a B NOMeELLEHNE;

g) OTHeTyLlMUTEeNb B NOMELLEHUN.

7.4.4 lNMpurotoBneHune n npoBepKa ae3nHdpunpyrowmnx (CTepunU3yroLLux) cpeacTs

7.4.4.1 CnegyeT npoBepUTb UOAEHTUYHOCTb, COCTaB U KOHLLEHTPaL MO NCNONb3YEMOro Ae3nNHMULINPYIO-
Lero (Ctepunuaytollero) cpeactesa. ECnm aT1o BO3IMOXHO, KOHUEHTpaUMa Ae3nHMULKPYIOLWEro (CTepunnayto-
LLiero) cpeacTtea gomkHa ObiTb NpoBepeHa B npoLecce paboTtel. ObopyaoBaHMe (reHepaTop) ANd pacnbifeHUS
aesnHUUUpyoWmnx (CTepUnuayowWmnx) cpeacts AOCMMKHO paccMaTpuBaTbCHa Kak OTAenbHas eauHuua
obopyaoBaHUA, noanexallero atrecraLum.

[TpnmeyaHwune—[esnnpuumpyowee (CTepunnaytoLllee) cpeacTso 06bIMHO BBOAST B U3ONATOP C NOMOLLBHO re-
HepaTopa (Hanpumep, pacTBop NePoOKcHaa BoAopoaa, nepexoasilmm B Nnaposyto dhasy).

7.4.4.2 KoHUeHTpauua 1 pacnpegeneHue gesvHpuUUUpylowero (CTepunusyowero) cpegcrsa MoryT
ObITb onpeaeneHbl C NOMOLLbH XUMUYECKUX MHONKATOPOB UM APYIMMXA aTTECTOBAHHBIMU METOAAaMMN.

7.4.5 lapameTpbl npouecca ge3nHdgekunu (ctepunusaymun)

7.4.5.1 BHYTpeHHNE NOBEPXHOCTUN U30NATOPA AO0TKHBI ObITb AOCTYNMHBIMU ANst 06paboTk Ae3nHDUL M-
pyronm cpeacTteoM. [NpuaTtrectaunm HeobxoamMmMo YCTAHOBUTD, a B X0A4e 3KCnyaTauMm KOHTPONMMPOBaTh KPpU-
TU4ecKmne napameTpbl npouecca ae3nH@peKLUnn, K KOTOPbIM OTHOCATCA, Mo KpanHeun mepe, cnegyrowune:

a) KOHUeHTpauud rasa BHyTpU N30NATORA;

b) TeMnepaTypa BHYTPU N30NATOPA;

C) BNa)XHOCTb U AaBNeHne BHYTPU U30NATOPA;

d) pacxog aesvHUUUpYOLWEro (CTepunmayollero) cpeacTsa;
e) TeMneparTtypa 1 BNaXXHOCTb BO3ayXa B MNOMeLEeHUU;

f) NOTOK BO3OyXa;

g) NpoaoIKNTENLHOCTL 06paboTKN.

B ngeansHom cny4dae Bce aesnHUUupyoulee (CTepunusyrollee) cpeacTso A0OIKHO NogaBaTbhCs U yaa-
natbcayepes PUNbTPbLI.

7.4.5.2 [na pacnpegeneHna gesnHpuuupyrowero (CTepunusyollero) cpeactsa BHYTPU U30ONATOpa
MOTYT ObITb UCMOMNb30BaHbI BEHTUNATOP LI UNU NPUMEHATLCS Apyrue MeToabl.

7.4.5.3 Cneayet npedycMoTpeTb CUCTEMY aBapUNHOU CUrTHanNMU3aunMn o BeiXxode napamMeTpoB 3a yCTa-
HOBNEeHHbIE npeaensl.

7.4.6 YpaneHue ae3svHpuumpyrowmux (CTepunuiyioLlnx) cpencts U npepenbHoO AonycTUMbIle
OCTaTKu

7.4.6.1 locne 3aBeplleHns npouecca gesnHdekumn (Ctepunusaunm) npuMmeHaemoe cpeacTBo A0IMKHO
ObITb YOanNeHo U3 U30NTUPYIOLLEN CUCTEMBI MEXaHUYECKUM NMYyTEM UM NMPOAYBKON €ro BO3AyXoM, NpoLueawmnm
yepe3 HEPA punbTp. Bpems npoayBkn A0MKHO ObIThb OnpeaeneHo nyTem pacyerta c ydeTtomMm npeaensHoO Aonyc-
TUMbIX 3HAYEHWUW OCTaATKOB UCMONb3YyeMoro cpeactea. ['1pu onpegeneHnn BpeMeH NpoayBKM crneayeT y4YUThI-
BaTb BO3MOXXHOCTh NMPOHUKAHWA cpeacTBa B MaTepuan.
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7.4.6.2 llocne gesnHgpeKkynn octaTtkm aesnHpUUMpyowero (CTepunusylowero) cpeactsa He A0TKHEI
npeBbilWaTh NpeaenbHo A0NYCTUMBIN YPOBEHD.

7.4.7 JlorapundpMmmnieckoe CHMXeHUe KOHLUeHTpauum cnop

ATTecTauuto npoLecca aesnHgekunn (ctepunmnsauynn) cnegyet NpoBoANTb C NOMOLLLH DMONOrM4YecKnx
MHONKATOPOB WU/ NN NHOKYNTMPOBAHHLIX HOcUTeneWn. buonornyeckne nHankatTopbsl W/ mMnM MHOKYNUPOBaHHbIE
HOCUTENN AOIMKHBI coaepXXaTb YCTaHOBNEHHOE KONMUYEeCTBO CMOPOBOU KYNbTYPLI, AOCTATOUYHO YCTONUMNBON K
aes3nHpunumpytowemy (ctepunumayollemy) cpeactsy. [lone3oBaTens A0TKeH YCTAHOBUTL 3HAYeHUe NokasaTe-
nsi cteneHu rudbenun cnop. Ansa nonyvyeHmnst CtTaTUCTUMECKN BOCNPOU3BOANMBIX AaHHbBIX U OLIEHKWN pacnpenene-
HUA aesnHpuumupylowero (CTepuUnusylollero) cpeactea cnegyeT MCNONb30oBaTb AOCTAaTOUHOE KONMMYECTBO
OMONOrMYeCcCKNX MHONKATOPOB U/ UNMN MHOKYNUPOBAHHbLIX HOCcUTeNnen. Ans obpaboTkn NOBEPXHOCTEN, HE BCTYNA-
OLLINX B KOHTAKT € NPOAYKTOM, YMeHbLUEeHNe Yucna cnop AomkHo ObiTb B AnanasoHe o1 103 go 10°. [1nsa nosep-
XHOCTEW, BCTYNaLLMX B KOHTAKT C NPOAYKTOM, YMEHbLLEHWe Yucna cnop AomkHO 6biTb 10°.

7.4.8 lNoBepxHOCTb OOpabaTbiBaeMbIX NpeaAMETOB

7.4.8.1 [e3snHdpekuna (ctepunmsaynga) NnoBepxXHOCTEN nomMellaeMbliX B U3ONATOP NpeaMeToB A0JHKHa
obecnevnBatb MUHUMANbHYHO BEPOATHOCTb BHECEHUA MUKPOOHBLIX 3arpsa3HeH i B 3ONATOPR, NPMBOAALLErO K
HapYyLLUEHUIO YNCTOTLI BHYTPEHHEW cpeabl nsonsitopa. Heobxognmo ydoeantses, 4To AesnHguunpytoulee (cte-
pUNn3yloLlee) cpeacTBO He OKasbiBaeT HEraTUBHOIO BNUSIHUA Ha YNaKoBKY U caM npeameT. poluecc ae3nH-
hbekunn He npegHasHaveH ang cTrepunmsaunm NCXogHblX MaTepuanos 1 NpoayKUuni.

7.4.8.2 B HeKoTOpbIX cny4asix YacTty obopyaoBaHMs MOTYT ObITb NOABEPrHYTHI Ae3UHMpEeKUM Ha MecTe
(BHYTPU U3onatopa).

7.4.9 OO6paboTKa NOBEepPXHOCTU KOHTEeNHEpPa CO CTEPUNBHBIM NPOAYKTOM

[na KOHTeMHepPOB CO CTEPUINbHBIMU NPpoAYKTaMK cneayeT NoATBepAnTb, YTO Ae3nHgeKkumsa (CTepunmsa-
LI1s1) He BNUSIET Ha coaepXumMoe KoHTenHepa. CnegyeT nokasaTth, UTo Ae3nHPULUpYoLLee cpeaCTBO He MPOHU-
KaeT BHYTPb KOHTEUHepa.

8 ATttectauma (MCnbiTaHUA)

8.1 O6wme nonoxeHUA

8.1.1 ATTectauums (MCNbITAHNUS) N3ONUPYIOLLMX CUCTEM AO0MMKHA BKNoYaTh B cebd cneaytolme atans:
aTTecTaLuio NpoekTa (KOHCTPYKTOPCKOW AOKYMEHTaLNN), aTTecTalnio yCTaHOBNEHHOro 060pyaoBaHUs, aTTeC-
TaLUO B OCHALLEHHOM COCTOSAHUU, aTTecTalu o B akcnnyaTaLun.
8.1.2 ATTecTtauuto (UCnblTaHKUA) crieayeT NPOBOANTL B COOTBETCTBUM C YTBEPXKAEHHBIMU METOANKAMN, B
KOTOPbIX ACMKHbI ObITb YKasaHbl KpUTUYECKUE 3Tanbl (NapamMeTpbl) U AONYCTUMBbIE nNpeaefibHble 3Ha4YeHUs nX
nameHeHusa. MetToaukm npoBegeHUs atTectauum cneayeT nepuoandeckn nepecMmaTpuBaThb. YKasaHHbIE Tpe-
DOBAHUA OTHOCATCH KO BceM a3Tanam aTtrectaumnm no 8.1.1. Jltoboe oTKkNoHeHne oT MeToaUK AOIMKHO ObITh
060CHOBaHO, 0POPMNEHO AOKYMEHTAalbHO U YTBEPXKAEHO.

MeToauka atTectalnm MOXeT BXOAUTh B 0Oy nporpaMmy attectaunm (McnbiTaHUN).

[TpnmeyaHnune— CMm. onpegenenns, npueeaeHuslie B NCO/TC 111309.

8.2 ATTecTauua npoekKkTa

[1poeKT (KOHCTPYKTOPCKaa AOKYMEHTaLUNA ) U3OTTUPYIOLLEN CUCTEMBI AOTKEeH COOTBETCTBOBATL TEXHUYEC-
KOMY 3a4aHuio, yTBepXXaeHHOMY 3aka3vyiMKkoM. COOTBETCTBME NpoeKTa (KOHCTPYKTOPCKOW AOKYMEHTaLWN) CUC-
TeMbl, MpoLeccoB, 0bopyaoBaHUA U MaTEPUANOB YCTAHOBMNEHHBLIM TPEDOBAHNAM AOIMKHO ObITb NOATBEPXKAEHO
Ha NepBOM 3Tane atrecTavuunn.

ATTecTauunst NpoekTa AoimkHa BXoanTb B obwnin npouecc atrectauunn no MCO 9001—2001.

8.3 ATTecTauua yctaHOBMNEeHHOro obopyaoBaHus

8.3.1 OOLwWue nonoxeHus

ATTecTauunsa ycTaHOBNEHHOro 000pyaoBaHUA ACITKHA NOATBEPANTL, YTO U3OTNATOP BMECTE CO BCMNOMOTa-
TeNbHbIMU YCTPONCTBAMMW NOCTaBIEH U YCTAHOBMNEH B COOTBETCTBUN C NMPOEKTOM (KOHCTPYKTOPCKOW AOKYMEH-
Taunen). 310 TpeboBaHMEe OTHOCUTCA KO BceMy 0bOOpyaoBaHUIO, UCMONb3yeMOMY NpW 3KcnnyaTauuu
N30NNPYIOLLIEN CUCTEMBI, @ TaKXKe K NOMeLLEHUIO, B KOTOPOM OHa yCTaHOBMNEHA.

8.3.2 ATtTecTauuaycTtaHoOBIeHHOro o6opyaoBaHuUs

8.3.2.1 ATTecTauma yctaHOBNEHHOro 000opyaoBaHNA A0KHA BKNOYaTh B cebs, no KpanHen mepe, cne-
OyoLne NpoBEpPKU:

a) COOTBETCTBUA NPOEKTY (KOHCTPYKTOPCKOW ACKYMEHTaLUN);

b) KOMMMEKTHOCTN 0BOPYAOBAHUS;

c) PUNBLTPOB;

d) maTepunanoB U3oNATOpPA;
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e) COCTOAHUA BHYTPEHHUX MOBEPXHOCTEWN;
fy cuctem TpydonpoBOOOB;
g) MaTepuanoB nepyaTok;
h) cpedcTB PYYHOro ynpaBneHus;
1) A4OCTaTOYHOCTU OCBELLUEHUS;
j) cepTudmKaToB KANMBPOBKN (NOBEPKN) NU3MEPUTENbHBIX MPUOOPOB;

K) COOTBeTCTBMA MOAEeNU B HAaTyparbHYIO BENTUYUHY:;

) aBTOMaTUYeCKUX CUCTEM,;

M) KOMMNEKTHOCTU AOKYMEeHTaLNN;

n) aBapUAHOro 3NEeKTPOCHADXEHNS.

8.3.2.2 Heobxoammo yaoCTOBEPUTLCS, UTO:

a) pacnonoxeHue obopyaoBaHUA COOTBETCTBYET cneungpunkaLun;

b) obopyaoBaHne yCTaHOBMEHO B COOTBETCTBUU C UHCTPYKLUSAMU MO MOHTAaXKY;

C) noaBoAUMble KOMMYHUKaLMN COOTBETCTBYIOT AOKYMEHTaLNN;

8.3.2.3 CneayeT BbINONHATL KANMOPOBKY (MOBEPKY) NU3MEPUTENBbHBLIX NPUOOPOB, B TOM Y1Ce NpeaHas-
Ha4YeHHbIX AN NPpoBeAeHUSA UCNbITaHUN KOHTPONS, ynpaBneHusa, nHankaumm u pernctpauun. Kannbposka
(NnoBepka) NpubopoB TakXke MOXKET ObITb BbINOMHEHA B HA4Yane atrecTauy B oCHaleHHOM COCTOSAHUMN.

8.3.2.4 [lpn ycTaHOBKE CUCTEMbl C KOMNbLIOTEPHLIM yripaBleHUeM N KOHTPONEM U COOTBETCTBYIOLLETO
nporpamMmMHoOro obecneveHmna cnegyet noaTeepanTb ee cooTBeTcTBUe TpeboBaHnam MCO/M3BK 90003 nnn
OPYrMM HOPMAaTUBHBIM AOKYMEHTaM.

8.4 ATTecTauud B OCHalWleHHOM COCTOAHUM

8.4.1 lNocne aTTectaynm yctaHOBNEHHOro 000PYyaA0OBaHUA N30NUPpYoLWLasi cucTemMa A0MMKHa ObITh aTTec-
TOBaHa B OCHalLLleHHOM COCTOSAHUN.

8.4.2 Cneayet oUeHUTb pabOoTy Ka)aoro afieMeHTa CUCTEMBI, ABTSIFOLLETOCH KPUTUYECKUM ANs Kavec-
TBa NPOAYKLUMIN, BKITIOYAA COOTBETCTBUE €0 XapakTepUCTUK YCTAaHOBNEHHbIM 3Ha4YeHUAM U TEXHONMOTM4YeCcKoMY
npoueccy. PeaynbTaThl OLLEHKU A0MKHBI ObITb 0POPMIEHBI AOKYMEHTAalbHO.

8.4.3 CneayeT NpoBepUTb COOTBETCTBME AOKYMEHTAaLUK Ha 3KcnnyaTauuio N3onmpoBaHHOU CUCTEMB
3aaHHbIM TpeboBaHUSM. 3Ta AOKYMEHTALIMA A0MKHA BKNoYaTh B ceb4, Kak MUHUMYM, crieaytoLlee:

a) noonepauuoHHbIE TeXHONOrM4yeckmne MHCTPYKLUUNA;
D) MeToAUKY KOHTPONA Nepenaja AaBNeHns Bo3ayxa;
C) MeTOOMKy KOHTPOA CKOPOCTU BO3AYLLUHOIO NOTOKA;
d) mMeToauKy BU3yanusauum BO3OyLWHOMo noToKa;

e) MeToAUKY KOHTpONs pacnpegeneHnsa ges3snH@UUUpyroLwero Unu cTepunmnayroLlero cpeacrsa (Hanpu-
Mep, BU3yanmsaumen c NOMoLLbo TYMaHa);

f) MeToAUKY KOHTPONA TemMnepaTypbl;

g) MEeTOoAUKY KOHTPONA OTHOCUTENBHOW BNAXXHOCTU BO3QyXaA;

N) WMHCTPYKUMKX NO Ae3nHpeKUnn (CTepunmsarnm);
1) MeTOoAUKY KOHTPONS OKpyXKatoLlen cpeabl (Mo XXM3HeCnoCODHBIM U HEXXN3HECTTOCODHBIM YacTuLaMm);
|)  WHCTPYKLUWK NO TEXHNYECKOMY ODCMYXMUBAHMIO, BKITHOYAA KANMOPOBKY 1M NPOLLECCHl OYUCTKM;

K) MeToauKy onpeaeneHna oCTaTKoB Ae3nHduumpyowero (CTepunmayollero) cpeacTsa,;

) MeTOoaWKy KOHTpOoNAa nepegaTOYHbIX YCTPOUCTB;

m) MeToAMKy KOHTpoNnAa uenoctHocTn yctaHoBneHHbIX HEPA, ULPA (ynbTpaBbiCOKO3(PPEKTUBHBIX) U
MeMbpaHHbIX PUNbTPOB;

N) MeToauKy KOHTPONSA repMeTUYHOCTU (BeNUYMHBI YTEYKU) Kopnyca U3oNAaTopa;

0) MeTOoAWMKY KOHTPONSA LeNOCTHOCTU NepyaTok, PyKaBoOB, KOCTIOMOB;

P) MeToAbl NPOBEPKU OTKIOHEHUN OT YCTaHOBMEHHLIX MoKasaTenen u npuHMMaemMble Mephil.

8.4.4 Cnepyetonpeaenntb NOcNeacTBUSI OTKA30B U3MEPUTENbHBLIX NPUOOPOB (AN ynpaBneHUs, UHAN-
Kauun 1 pernctpaunin), ycTaHOBNEHHbIX B U30NUPYIOLLEN CUCTEME.

8.5 ATTecTauud B aKcnnyaTtaymn

8.5.1 O6wune nonoxeHus

8.5.1.1 llocne aTTectayunm B OCHALLEHHOM COCTOAHUN BCHA N30ONUPYIOLLAs CUCTEeMa A0TKHa ObITh aTTec-
TOBaAHa B aKcnnyaTauun. CnegyeT NPOBEPUTb, YTO yCTaHOBMNEHHOEe 0DopyaoBaHUE NOCTOSAHHO paboTaeT B
COOTBETCTBUN C 33aHHbIMN TPebOBaHUAMMN, a NONYYEHHbIN NMPOAYKT COOTBETCTBYET cnelndukaLm Ha Hero.
PesynbTaThl aTTeCTaLUN A0IKHBLI ObITb O OPMNEHbl AOKYMEHTANBHO.

8.5.1.2 Bnpouecce atTrectauuM B aKcnyaTauum cneayeT npoBecTu aTrecTaumio NpoLeccoB OUNCTKM Ha
mecTe (CIP), nesnHgekunn (Ctepunnsanmm) 1 BeINONHEHUA TpeboBaHUN aCenTUKN.

8.5.1.3 Cneayet TakkKe y4ecTb:

a) MUHMManbHblE M MaKCUManbHble pa3Mepbl NpeaMeToB, NoOMellaeMbIX B U3ONATOP;
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b) BO3MOXHOCTb OOHapPYXeHUA HerepMeTU4HOCTU N30NATOPA;

C) YPOBHM NpeaynpexageHnsa 1 AencTBUA ANg KpaTHOCTY Bo3ayxoobMeHa, nepenaga AaBfeHns, Komnn-
YyecTBa YacTuL, MUKPOOPraHU3MOB, UT.A.;

d) Bpems Bo3gencTBMA Ae3nHduUuupyowero cpeacTea npn obpadboTke noMmeLlleHns, B KOTOPOM yCTa-
HOBJIEHA N30NUpYOLWas cMcTtemMa.

8.5.2 O4yucrtka

8.5.2.1 lMNpouecchbl OYNCTKU UIONUPYIOLLEN CUCTEMBI JOIKHLI ObITh paszpaboTaHbl U aTTECTOBaHbI A1
TOro, YTOObI HaAEXHO obecnevnBaTb TPebyeMoe CHUKEHNE YPOBHS 3arpsisHeHU (0T BbIODPaHHOTO NOCTOPOH-
Hero mMatepuana) B camblX TPYAHOOOCTYMHbLIX MecTax npu Hamxyawmnx ycrnosusax. CneagyeT AOKYMEHTanbHOo
OoPOpPMUTL METOAbl OYUCTKN C YyKasaHMeM NepucauvyHOCTUA ee TMPOoBeAeHUs, NPUMEHSIEMbIX CPEeACTB,
obopyaoBaHUa U MaTeEPMaros.

8.5.2.2 llepen npoBeaeHNEM OYUCTKM AOIKHA ObITb NpoBeAeHa CyllKa aTTeCTOBaHHBIM METOA0OM, TakK
Kak MPUCYTCTBUE Brar MOXeT okasbiBaTb BO34eUCTBME Ha 3pPEeKTUBHOCTb Ae3NHPULMPYIOLWEro cpeacTaa.
CneagyeT yCTaHOBUTbL MakcUMarnbHO 4ONYCTUMOE BpeMa MexXxay nposeaeHUeM OUYUCTKU U ae3nHdpeKL M (CTe-
punusauunm).

8.5.3 Oe3auHdekuma (ctepunusayusn)

8.5.3.1 lpun aTtTecTaynm npolecca aes3nHpeKkUnn (cTepunmsalnm) cneayeT yuuTbiBaTb TEMNepaTypy
BHYTPW U30NUPYIOLLLEN CUCTEMBI, pacnpeaeneHne gesnHduunpyrowero (CtepunnsytoLllero) cpeacraea, onono-
rMYECKYH HarpysKy U BEHTUNALUUIO (NpoayBKy) nsonatopa. JomkHo BbITb NokasaHo, YTO KONMNYECTBO KOHTPONb-
HbIX CMOPOBBLIX MWKPOOPraHM3mMoOB W3BECTHOW pPEe3NUCTEHTHOCTU YMeHbllaeTcd B 3aJaHHoe 4ucno pas.
P PEKTUBHOCTL 0OpaboTkM AomKkHa ObiTb NOATBEPXAEHA NyTeEM NPOoBedeHUs Tpex nocneaoBaTeNbHbIX
NcnblTaHUA. Cnopbl A0OMMKHBI ObITb HAHECEeHbI B TPYAHOAOCTYMNHbLIE MECcTa U B Te MEeCTa, rae TpyaHo obecne-
YNTb AOCTUMXKEHUE 3adaHHOro 3Ha4YeHUsA KpUTUYECKOro napameTtpa, Hanpumep temnepaTypbl. MecTa HaHece-
HAS CNOP OOMKHLI ObITh NpeacTaBUTENbHBIMW ANA y4eTa 3TUX pakTOpOoB Npu npoBedeHnn atrectaunn. lNpwn
aTTecTauum cneayet HaHeCTU Ha CXeMy M30NATopa Te 3HavYeHnda napamMeTpoB, KOTOPbIe ABNAKTCA KOUTUYECKU-
MW AOns npouecca obpaboTkn. [lpyn npoayBke AOCMKHO ObITb YCTAHOBMNEHO CHWMMKEHWE KOHLUEeHTpauuu
Oe3nHMpUUMpytoLwero (CTepunuaytoLllero) cpeactesa 4o npMemMnemMoro YpoBHA.

8.5.3.2 [lpu aTtTecTauun npouecca gesnH@eKkUunn (ctepunmsayin) ana s3aBepHyYTbIX (YNakoBaHHbIX)
npeaMeTOB U KOHTEMHEPOB CO CTEPUIMbHBLIM NPOAYKTOM crneayeT UCNOMb3oBaTb XMMUYECKUE N MUKPOONONOrn-
Yyeckne TeCThbl ANA NoATBEePXAEeHUA TOro, YTo NpoLUecc He BNMdaeT Ha 3TU npeaMeThl, a AesnHuunpyrollee (CTe-
PUNN3YIOLLIEE) CPEeACTBO HE MNPOHMKAET B KOHTenHepbl. JoMmKHO ObITb NoKasaHo, 4YTo Ae3nHduumpyollee
(CTepunuaytolllee) cpeaCcTBO He OKa3bIBaET BITUSAHNA HA CBOUCTBA pOoCTa nNUTaTeNlbHOM cpeabl.

8.5.3.3 lepennepenaven B 06paboTaHHbIN N3ONATOP BCE 3IEMEHTHI, MaTepmanbl M YacTh 0bopyaoBa-
HUAS OOMKHBI ObITb CTEPUNN30BaHbI (Ae3NHPULMPOBAaHBI).

8.5.4 Umutaumsa nporeccoB

8.9.4.1 ATTecTauusa acenTUdecKoro npolecca gommkHa yCTaHOBUTb, YTO NpoLecc NOCTOAHHO COOTBET-
CTBYET 3agaHHbIM TpeboBaHUAM. [lpyn aTTecTaunm NPOBEPAIOT NOPAA0K nepegadn cdbopyaoBaHus U MaTepua-
OB B U30NSATOP, BBLINOMHAT UMUATaALUUIO NpoLecca, NPoBepsanT CoXpaHeHne repMeTUYHOCTU U30NATopa B
TevyeHune onpeaeneHHoro nepuoaa BpemMeHu.

8.5.4.2 lpn HeobxogmMMoOCTN crneayeT NnokasaTb COOTBETCTBME Npouecca TpeboBaHusM pasgena 17
NCO 13408-1 gng ucnblTaHA ¢ HanNnonNHeHeM NMTaTenbsHoOM cpeaon.

8.6 PaccMmoTpeHUue U yTBepXaeHUe pe3ynbTaToB aTTecTaymn

8.6.1 [daHHble, nony4YeHHble NPWU aTTecTauuM NpoekTa, arrectaumm ycTtaHOBNEeHHOro obopyaoBaHus,
aTTecTaLnm B OCHaLLEHHOM COCTOSIHUM WU aTTecTauun B 3KcnyaTaunuy AomKHbl OblITe 0QopMIIeHbl 4OKYMEH-
TanbHO U PacCMOTPEHbI HA COOTBETCTBUE YCTAHOBNEHHBLIM TPEDOBAHUSIM.

8.6.2 ChnegyeT nogTBepanTb COOTBETCTBME UIONUPYIOLWEN CUCTEMBbl YCTAHOBMEHHBIM TEXHUYECKUM

TpeboBaHUSAM, BKoUad TpeboBaHMs KnapamMeTpam npoLecca Mnx gonycTumMbiM npeaenbHbIM 3Ha4YEeHUAM AN
BCeX cTagunn npoLecca.

8.6.3 PesynbTaTthl aTTecTaunMmn A0mMKHbI ObITb 0popMIeHsbl B Buae otyeta. OtyeT AormkeH ObITb NoANN-
caH niuamMu, 0TBETCTBEHHLIMU 3a NOAroTOBKY, paCCMOTPEHNE N OLEHKY pe3yNnbTaToB aTTecTalun.

8.6.4 OT1ueT 0D aTTECTALUM OOMKEH BKNOUATL B ce0s AaHHbIE O KAaNnMOpPOBKe (MOBepKe) CpeacTB U3Me-
DEHUNA N KOHTPONSA A0 NPpOoBeAeHUs aTTecTalun.

8.7 loBTOopHada aTTecTauun

8.7.1 TloBTOpHYIO aTTecTaUUO cneayeT NPOBOAUTL C onpeaeneHHoON NepnognyYHOCTbIO, a TakkKe nocne
noBpeXXaeHUn N3onsaTopa.
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8.7.2 lMony4eHHble gaHHble JOMKHbI paccMaTpUBaTbCA Ha NpegMeT COOTBETCTBNSA TpeboBaHUAM JOKY-
meHTauun. OT4yeTbl O NOBTOPHOW aTTecTaunn cnegyeTt xpaHuTb. B cnydyae obHapyXeHUa HeCOOTBETCTBUA
yCTaHOBNEHHbIM TpeboBaHUAM AOMKHBI NpeanpUuHUMaTbc HeobXxoaMMble Mepbl.

8.7.3 OT4eTbl 0 MOBTOPHOW atTecTaLnm opopMNATCA AOKYMEHTaNbHO N NOANeXaTt XpaHeHUo.

9 TeKywmnn KOHTpO-nb

9.1 UHCcTpYKLUU

MHCTPYKUKW MO aKkcnnyaTtaunum N3onupyroen cuctemMmel A0mKHbI ObiTb 0dopMneHbl AOKYMEHTalbHO U
YUNTEIBATL pe3ynbTaThl aTTecTauluu.

9.2 Nl'epMeTUYHOCTb CUCTEMDI

9.2.1 'epMeTUYHOCTL N30TUPYIOLWLEN CUCTEMBI cClieayeT NPOoBepPATh C onpeaeneHHOU NepuoandHOCTbIO,
a TakkKe nepea KaxabiM npoueccomM gesnHdekumnm (ctepunmsasnnm).

MeToabl oueHKM repmeTnUdHOCTU No yTedke npusedeHsbl B NCO 10648-2 MINCO 14644-7.

9.2.2 epMeTUYHOCTL NepvaToK, KOCTIOMOB U T.4. cneayeT perynapHo npoBepdATb. [ epMeTUYHOCTL
MOXeT ObITb MPOBEpPEHa C NOMOLLbIO MUKPOBMONOrM4Yecknx U/nnm pusndecknx MeToaos.

[TpnmeyaHwmne— TpeboBaHNE K TEPMETUHHOCTU MOXET ObITb 0OYCNOBNEHO HEOBXOANMOCTBIO NOAAEPKMBAHNA
acenTUYecKnX yCnoBuK, a Takke 3almTbl oneparopa npu pabore ¢ onacHbIMM MatepuanamMmm unm Bo BpemMsi NPOBEeAEHUS
ae3nHdekunmn (CTepunmnsaumn).

9.3 KoHTponb npouecca aes3nHdogekuum (ctepmnusayum)

CneayeT 3agaTtb U KOHTPONMUPOBATbL NapaMeTphl npouecca age3nHgekunn (cTepunusauun), Hanpumep
Takne, Kak NpoaoIKUTENbHOCTb Ae3UHdeKLUK (CTepmnnnuaaLun), TemnepaTypa, BNaXXHOCTb BO3ayXa 1 pacrnpe-
aeneHue rasa B onpegeneHHbIX MecTax. CriegyeT KOHTPONUPOBAaTh U PETUCTPUPOBATL KPUTUYECKUE NapaMeT-
Pbl U3ONMPYIOLLEN CUCTEMBI U OCYLLECTBNSAEMOro npouecca. ITM napameTpbl cnegyeT KOHTPONUpoBaTh B
MecCTax, KoTopble TpyaHee Bcero noagarTtcs obpaboTke. [laHHble MecTa ACIKHBI ObiTh onpeaeneHsl Npu
npoBeAeHUU aTTecTalun.

9.4 KoHTpoOnb OKpyXarlLlen cpeabl

9.4.1 Heobxoanmo obecnevynTb KOHTPOMb CUCTEMbI BEHTUNALUMK n3onatopa. Kak MMHUMYM, cneayer
KOHTpONUPOBaTb Nepenaj AaBNeHUd, Takke cneayeT KOHTPONMUpOoBaTh KOHLEHTpauMio YacTul, B BO3AQyXe.
[lepnogNYHOCTb KOHTPOMNA yCTaHaBNMMBAKOT Ha OCHOBaHUU pe3ynbTaToB aTTecTauun. PekomeHayeTtcd npea-
yCMaTpuUBaTb HEMNPEPLIBHLIN KOHTPOMb C LeNbio NoATBEPXAEHUSA LLeNOCTHOCTU (bUNbTPOB. Pe3ynbTaThl KOH-
TPONA AOJDKHbI pernctpupoBatbcd. CriegyeTt npegycMmaTtpuBaTbh aBapuUUHYKO cUrHanu3auuilo B chiydae
HapyLlleHUs LeNoCTHOCTU (PUMbTPOB.

9.4.2 MUKpoOOUONMOTMYECKNI KOHTPOMb CrieayeT NpoBOAUTh MO rpaduky N B MecTax, YCTaHOBIIEHHbLIX NO

pe3ynbTaTamaTTecTaunm B npouecce akennyataumn. Katum mectam OTHOCATCA MOBEPXHOCTU BHY TP U30NS-
TOpa, NepyaTkn n npegmeThl, nepegaHHble B U3onaTop. [Npu obHapyXeH MUKPOOPraHU3MoOB crneayeT yCTaHo-
BUTb NPUYNHY N NPeanpuHATbL Heobxoaumble Mepbl. PesynbtaTthel 3ToN padboTbl AOMKHBLI BbITh 0OpPMMEHH!
OOKYMEHTankLHo.

9.4.3 luTaTenbHble cpeabl, MOMELLleHHbIe B U30MATOP Nocne ero ae3nHdekunn nnm ctepunmaaunn,
OOJTKHBI 0becneunBaTb POCT MUKPOOPTaHNU3MOB.

9.5 KoHTpOnb UaMeHeHUn

9.5.1 lpn nameHeHnsIx 0bopyaoBaHUs UMK npoLecca cnegyeT onpeaennTtb UX BO3SMOXHOE BITUAHNE HA
Ka4yecTBO cUCTEMbI, 3P PEKTUBHOCTL OUUCTKU U Ae3UHPEKLUN (CTEepUnM3aLnn), a Takke HeobXxoaMMOCTb Mpo-
BeJeHMSA NOBTOPHOWM aTTecTalnn.

9.5.2 XapakTtep 3TUX U3SMeHeH cneayeT y4nTheIBaTh Npu onpegeneHnn nporpaMmel atrectayunm ycra-

HOBNeHHoro obopyaoBaHus, aTTecTaln B OCHaLLIEHHOM COCTOSAAHUM UMK aTTecTaL K B 3KcnnyaTauun,
9.5.3 Pesynbrathl oueHKkn no 9.5.1, obocHoBaHne NPUHATLIX peLleHnid n Bua HeobxoaMmMon aTTecTaumnn
OOJTDKHbI ObITb 0hopMMNeHbl AOKYMEHTAalbHO.

9.6 TexHu4yeckoe obcnyxuBaHue n Kannoposka Nnpnbopos

9.6.1 TexHun4eckoe obCnyXMBaHMe N30NATOpPa, BKIoYas KanmbdpoBKy NpnbdopoBs, crneayeTt NpoBoAnTb Mo
rpadouky B NNaHOBOM nopsaake. Pesynbtathl paboT A40MKHBlI ObITb 0pOopMNeHbl AOKYMEHTaNnbHO B COOTBET-
CTBUU C UHCTPYKLIMAMUN NO TEXHUYECKOMY OOCYKNUBaHUIO 1 6E30NacHOCTH.

9.6.2 lMepyaTKkn, KOCTIOMbI K NMepeaaToUvHble NoPThl NPeACTaBNSAIT 0COObIM PUCK N AOITKHBLI PEerynsapHo

NpoBepATLCA. [laHHble 3N1eMeHThl pekoMeHayeTcAa 3aMeHATb B COOTBETCTBUM C rpadpmnkomM. PunbTpbl cneayeT
KOHTPONUPOBAaTL NOCNe YCTaHOBKU U Nepunoanyeckn B npouecce akennyatayun. CnegyeTt NpoBepdaTh LLeNocT-
HOCTb PUNBTPOB U CKOPOCTL BO3AYLUHOIO NoTOKA.
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10 Ob6yyeHUe nepcoHana

10.1 lNepcoHan aomkeH NponT 0byueHne B yCTaHOBNEHHOM NOPpSaKe.

10.2 Cnepayet paspaboTaTtb nporpammy obyvyeHusa nepcoHana. OHa OofrkHa cogepKaTth cneayrolme
pasaensl:

a) nNpasuna NoNb3oBaHUA NepYyaTkaMn U KOCTIOMaMU;

b) npaeBuna npoBeaeHUa aesmnHgekunmn (ctepunmusaymnmn) nepyaTok, KOCTIOMOB M caMOU N30NUPYIOLLE
CUCTEMDI;

C) NOPSAAOK KOHTPONA LLeNOCTHOCTU NepyaTok, KOCTIOMOB U U30NTUPYIOLLEN CUCTEMBI;

d) nopsaacKnepegadn MmatepuarnoB B U3OTTUPYICLLYIO CUCTEMY U N3 Hee;

€) npaBuna skcnnyarauum obopyaoBaHus, KOHTPOMS U TEXHNYECKOTO 0DCNYXMUBAHUS;

f) npaBuna TexHukn 6e3onacHOCTU NPU UCNONBb30OBAHUN MPUMEHAEMbIX BELLIECTB U TpebOoBaHUS SProHO-
MUKW

g) TexXHONnorndeckme UHCTPYKLUUN;

h) XapakTepUCTUKU MOOLWKUX, Ae3UHPULNPYIOWNX U CTEPUNNIYIOLLMX CPeadcCcTB, a TakkKe nopagok Ux
obpalleHns n XxpaHeHus;

1) nMpaBuna NoNb3oBaHUA reHepaTopoM (Hanpumep, nepokcuaa sogopoaa).
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[MpnnoxeHwne A
(cnpaBo4HOe€)

CBefleHNA 0 COOTBETCTBMU HaLUOHaNbHbLIX cTaHaapToB Poccumnckon ®epepanuum
CCbIMTOYHbLIM MeXAYHapoaHbIM CTaHOapTam

Tadbnmnuya A.1

OBo3HaYeHUe CChITOYHOro

O603Ha4eHne 1 HaMMeHOBaHUe COOTBETCTBYIOLLEro HAaLUMOHANbHOIO cTaHaapTa
MEXAYHApPOAHOro cTangapTta

NCO 13408-1:1998 [[OCT P NCO 13408-1—2000 «AcenTtnyeckoe npon3BoacTBO MeAULMHCKON MPOoayKUUW.
Obwwme TpeboBaHUA»

NCO 13408-4:2005 *

MCO 13408-5:2006 *

NCO 14644-7:2004 [OCT P NCO 14644-7—2007 «4ncTtble NOMELWEHNA U CBA3AHHBIE C HUMU KOHTPONUpYe-

Mble cpeabl. YacTte 7. M3onupytowme ycTponctBa (YKPbITUS C YMCTbIM BO34QyXOM, BOKCb!
nepyaToYHble, U30NATOPbI U MUHUN-OKPYKEHUS )»

MCO/MO3K 90003 ¥

* COOTBETCTBYOLWMN HAUMOHAINBHbBIM CTaHZ4apT OTCYTCTBYET. [0 ero yrBep>XxaeHnsa pekoMeHayeTCcsa NCnonb3oBaTth
nepeBoq Ha PYCCKNN A3bIK 4aHHOIro MeXxXayHapoaHoro ctaHgapra. [epesog gaHHOro MexgyHapoaHoro ctaHgapra Ha-
xoantcsa B PegepanbHOM MHPOPMALUMOHHOM (POHAE TEXHUYECKUX PErnameHToB U CTaHOapTOB.
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KnoueBble croBa: U30nupyoLllee YCTPOUCTBO, TECT Ha YTeuky, oueHKa pucka, nepegaTtouHoe YCTPOUCTBO, Ne-
pefaToYHbIN NOPT, Ae3UHMEKUUSA, cCTepUnNn3aLuns
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