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Mpeaucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 neka6bpsa 2002 r. Ne 184-®3 «O TexXHMUYECKOM peryMpoBaHnmn», a npasuia NPUMEHEHUss HauuoHabHbIX
cTtaHgapToB Poccuiickoin ®epepaummn — FOCT P 1.0—2004 «CtaHaapTu3auusa B Poccuiickoin @epepaumu.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 NOArOTOBJ/IEH O6Lepoccuiickoit 06LLeCcTBEHHO opraHu3almeil «Accounanns MHXeHepoB Mo KOH-
Tpoo MuKpo3arpszHeHuii» (ACMIHKOM) Ha ocHoBe COGCTBEHHOrO ayTEHTUYHOTO NepeBoja cTaHAapTa, yka-
3aHHOTO0 B NMyHKTEe 4

2 BHECEH TexHnyeckum KoMUTeTOM Mo cTaHdapTusaummn TK458 «Mpon3BoAcTBO MKOHTPO/Ib KayecTsa
NeKapCcTBeHHbIX CPefCTB»

3 YTBEPXOEH W BBEJEH B ,LI,EMCTBVIE Mprkazom PefepasbHOro areHTcTBa rno TeXHUYecKomy
perynuposaHuio n MeTponorumn ot 13 okta6psa 2009 r. Ne 446-cT

4 HacToAWMA cTaH4apT NAeHTUYEeH MexayHapoaHomy ctaHgapTy CO 13408-6:2005 «AcenTuyeckoe
Npon3BOACTBO MeAULMHCKON npoaykuuun. YacTte 6. M3onupyrouwme cuctembl» (ISO 13408-6:2005 «Aseptic
processing of health care products — Part 6. Isolator systems»).

Mpv NpYMeHeHNn HacTosALWEero cTaHAaapTa peKoMeHAyeTcs UCN0/1b30BaTb BMECTO CCbI/IOYHbIX MeXAyHa-
POJHbIX CTaH4AaPTOB COOTBETCTBYIOLME UM HaLMOHa/IbHbIe CTaH4apTbl, CBEAEHUSA O KOTOPbIX NPUBEAEHbI B
OOMONMHUTENLHOM MPUMOXKEHUN A

5 BBEJEH BIEPBbIE

MHdopmauua 06 M3MEeHEHUsAX K HAcTOosLeMy CTaHaapTy Ny6nkyeTCs B €XerofHo M3jaBaomMoMm
MH(OPMaLMOHHOMYKasaTe e «HauuoHanbHble CTaHAapTbi», a TEKCT U3MEHEHUIT NMoNpaBoK — B eXeMe-
CSYHO U3aBaeMbIX UH(POPMALMOHHBIX yKasaTenax «HaumoHabHble cTaHaapThi». B ciyyae nepecMoTpa
(3aMeHBbI) MM 0TMEHbI HACTOSILLEN0 CTaHAapTa CooTBeTCTBYIOLLee yBeJoM/eHue 6yaeT ony6/1MKOBaHO
B ©XXEMEeCSYHO n34aBaemMoM MHGIOPMaLMOHHOM yKazaTese «HaunoHanbHble CTaHgapThi». COOTBETCTBY-
loLLas MHopmaums, yBeoMIeHe U TeKCThbl pa3MeLaln T cs Takke B UH(OpPMaLMOHHO cucTemMe o6LLero
Mo/ib30BaHUsi — Ha ouLManbHOM caiiTe ®efepasibHOro areH TCTBa M0 TeXHUYECKOMY PEFY/IVPOBaHMIO U
MeTposorum e ceTu HTepHeT

© CraHgaptuHdopM. 2009

HacTosuii cTaHAapT He MOXeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MpocTpaHeH B kayecTBe ohuLManbHOro UsgaHus 6e3 paspelleHus ®efepasibHOro areHTCTBa N0 TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorum



FOCT P UCO 13408-6—2009

CopepxxaHne
1 OB IACTD MPUMEHEHUS . ....vietteieeiteett ettt ettt et sr e ke e he e bt eab e e eb e e sbe e bt e b e e bt e ee e e e bt e ebe et e e bt e eb e e beesbe e b e eab e e ebeenaeenteens 1
2 HOPMATUBHBIE CCBISTKM vttt sttt e et e et e et e st e et e e st et et esas e e sre e st e e ean e e e ebeeeneneeesreeesre e e reeeenreensneeanne 1
3 TEPMUHBI N OMPEIEITEHMS .ottt siiee et e et e e st e e et e e e e e e et e s e e e st e e be s e e et e e ne e e eme e s esneeensne e e nn e e snneeennneennneeens 1
4 3nemeHTbl CUCTEMbI KayecTBa.... .2
4.1 OOLUME NMOTTOMKEHMS . ..eeeeutieeeteeeeireeeiteeeaseeeesaeeesaseeaaseessaeesaseeaaeaesaseeesaseeassesensseaantseanseesnssesantesasneeanseeessneensnns 2
4.2 OTBETCTBEHHOCTD PYKOBOLCTB@ ccuuuteteeeiutetieesaautieteeaaseseeesaassseeeesaaseeeeaaasse e et e s asbe e e e aasbbe et e e nsbeeeeeannrreeeeannne 3
4.3 TIPOEKTUPOBAHME. .. ..ot s 3
4.4 VI3MEPUTENBHBIE MPUOOPDBI M CUCTEMBI c..eirviiiieaiteeiie sttt ateesite st sas bt eseee st e sbeestsesbeenreesbeesesesbeeteeereesaeenieens 3
5 Pa3paboTKa N30APYHOLLIMX CUCTEM ...c.eeiuirutiiureeureaneeasteastesattessee st e tesaseasseeas e e s e e bt e bt asseeabeeae e e bt e b e naneesneenneeteennen 3

5.1 O6Lune NosoXeHus...

5.2 Tunbl N30NATOPOB...............
5.3 MATEPUANDI ASTA N3O TATOP Bereeeiaiuirieeeiaiieeeeaassieeteeassaeeeeasstre e e s et beaeeeaasaseeeeeaabaeeeesaasseeeeesann et eseanneeeessnbneee 3
5.4 CUCTEMbI OOECTIEUEHYUIA BOBLYXOM....uiiiieieaeetaaueteauseeasueeaaseeeasaseaaaseasaseassaseasaseessabesansseaansseeansesssbesanbeesannasans 4
5.5 CpefcTBa AOCTYMA B UBOSIATOP ...uciiiiiieitiiieiteeeteeeeieesaisee s stes e s be e s stsee s ssesesbeeesasseesseesaseeesabae s saneesbeessaneessreeeas 4
5.6 BCMOMOTATENIBHOE OOOPYLOBAHUIE. ......ueiutieteeiieestieteenteesteesieesite st et e eaeesbtesabesas et e e eae e et e sbeeeasenbeesteeeneenanesenen 5
6 TpeboBaHUSA K MOMELLEHUAM Y OBOPYAOBAHMEID ... ..eeeeuririieaieereeieiee s st sneer e ne e nene s neene e e ne s 5
6.1 KnaccuuKauUs MOMELLEHUM.....cueevierieiiiaiieieeiee e e
6.2 TexHonoruyeckue cpefbl 1 3HeproHocuTenun
T OKCTINTYATALMA NMBOSTATOP B uvveeeeiiuieieeesaauseeeeesasteeeeeaassee et e aaas b et e e e aass e bt e e e aasbeee e e e assb s ee e e e ek neeee s e e aebeeeeeannneesaanneeeeenans
7.1 Tpeb6oBaHusA K MPOLECCY (MPOAYKTY)..coriereeiirrierienieenrenneans 6
7.2 OProHOMUYECKMNE TPEBOBAHUSA ..oveeveerieiee e 6
RS T O L T ol G- PO 6
7.4 [e3MHMEKLUMNA (CTEPUIIMBALIMIA) . ...eutieurtaeeanieeutesieeesteerteasteasseasseetsease e beasseasbeesbeeseasbeanbeasbeesbeeaneanbeannesnbesseeans 6
8 ATTECTALMA (MCITBITAHMS) ..eeeuttieiieeaieeeateeaateeesteeeeasee et e e e be e e assee e s bt e e ke e e ase e e 2 b e e e ehe e e esbbeese e e eabe e e sasbeeesbeesnneeenaneeenee 8

8.1 OO6LwMue NonoxeHus......

8.2 ATTecTauus npoekra...

8.3 ATTecTaums YCTAHOB/IEHHOTO OBOPYHAOBAHM A ....ceiuviiriiieeiti et ittt ettt ettt ettt nn e 8
8.4 ATTECTAUUA B OCHALLEHHOM COCTOSHMM .. .eeriiiiieirieeeiit ettt st st e st e st e e sre e e se e et e e s e e e eesnne e e ne e ennas 9
8.5 ATTECTAUMA B OKCTINTYATALMM ..c.veiieneeiiiieiesieeeaiee e st e e sie e e s st e e saneeeaneeeas e e et e e s s e s s re e sase e e s e e e e eneeesrnneennneeannneeen 9
8.6 PaccmoTpeHne 1 yTBepPXeHNE PE3Y/TbTATOB ATTECTALMM .....eceereiererieeeeee e s ere et eees 10
8.7 TTOBTOPHAA ATTECTALLMA .eeiieeitieiie e ettt eee ettt e e e s e et e e s e et e e s s hae et e e s st et e e eassb et e e easbbe e e e e eane e e e e e sabneeeeeeannreeeeeas 10
9 Tekyluii KOHTPOSb

9.1 VHCTPYKLMU ..ot

9.2 TEPMETUUHOCTD CUCTEMBI c..nueiiitiie it et et ekttt st be e st e e e e e et e e e she e e e be e s sss e e e b e e e s s bee s sebe e e sbe e e s ne e s saeeesaneeeas 11
9.3 KoHTponb npouecca Ae3VHMEKLUN (CTEPUITUBALINM) . ..eerurieueieeeanieeiteeieeeite ettt eie e see et see e enee e s 1
9.4 KOHTPOSIb OKPYIKAKOLLLEI CPE B ... eueveteeiueeeuiesiteaiee ettt aaeesstesabesteeeaeeaeesateesbenab e ebe e et e et sabeebeeeheeeaeeasbeenbeabeeennes 11
9.5 KOHTPO/Ib UBMEHEHUM ..ccvveeniiaiieeeieaneen 11
9.6 TexHuYeckoe 06CTYXMBAHUE U KATIMOPOBKA MPUBOPOB. ... .ccueiueiiureateraeeatesieeateeaseeaeeaneeaseesseeaseeaeesnsesses 11

10 O6y4yeHue nepcoHana

MpunoxeHne A (cnpaBouHoe) CBeAeHUs 0 COOTBETCTBUM HALMOHA/IbHBIX CTaHAapToB Poccuiickoit
depepanymn CChiNIOUHLIM MEXAYHAPOLHBIM CTAHAAPTAM ..c.eovuierieteeeeeeeeieseeiseeseaeseeeeseaeeeeeenas 13

BUBTIAOTPAMINA. ...ttt ettt ettt e ettt b et bt e bt bt bbbt e en e he bbb et 14



FOCT P NCO 13408-6—2009

BeBegeHve

Mpu Npon3BOACTBE CTEPU/ILHOW MEANLMHCKOW NPOAYKLMM NCMONb3YIOT COOTBETCTBYIOLLME aTTeCTOBAH-
Hble MeToAbl. Ecnu npoaykumsa Ao/mkHa ObiTb CTEPUSIBHON, HO HE MOANMEXUT (OMHULLHOW CTepuamsauuu,
MCMNO/b3YI0T acenTuyeckne NPoLecchbl. ATO OTHOCUTCA K acENTUYECKOMY NPUTOTOBIEHUIO Y HAMO/THEHWUIO pacT-
BOpaMu. CyCrneH3nsmMm, aMynbCUaMmM U TBEpPAbIMU BELLEeCTBaMM, a Takxe K acenTuyeckum onepaunsm obpatye-
HVSA, Nnepefayv 1 HanoJIHEHUsI TEMU NPOAYKTamMu, KOTOpble He noasiexar huHULLHOW cTepuansauuu.

MposefeHne acenTuyecKoro npouecca TpebyeT TUwaTesibHOCTU M OTBETCTBEHHOCTU. YTOObLI 06ecneunTs
nonyyeHve CTepusIbHOro KOHEYHOro NPoAyKTa, NPON3BOAUTENN AO/HKHBI UCMO/b30BaTh aTTECTOBAHHbIE CUC-
TeMbl U NOATOTOB/IEHHbIV NEPCOHas, KOHTPOMPYEMYIO NPOU3BOACTBEHHYIO Cpeay W NpoLecchl, nMetoLme
NOJIHYI0 Y CUCTEMATU3NPOBAHHYI0 JOKYMEHTALNIO.

NCO 13408-6 nogrotoBneH TexHnyeckum komutetom MCO/TK198 «CTepnnnsauus meanuHCKOR npo-
AOYKUNN».

MCO 13408 cocTouT U3 criefylowmnx yacteil nog obwum HasBaHueM «AcenTuyeckoe Npov3BOACTBO
MeANLMHCKOWN NpoayKLMmn»:

- yacTb 1: O6uue TpeboBaHUS;

- YacTb 2: dunbTpauus;

- yacTb 3: JInochmnusauus;

- YyacTb 4: TeXHONOTNSA OYUCTKM Ha MeCTe;

- YyacTb 5: CTepunumsaunsa Ha mecte;

- 4acTb 6: MI3onupyroLime cuctemsl.
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

AcenTuyeckoe Npon3BOACTBO MeANLMHCKOW MPOAYKLUM
YacTtb 6
N30IMPYROLWWME CNCTEMbI

Aseptic processing of health care products.
Part6. Isolator systems

fNaTtaBBegeHna — 2010— 09— 01

1 O6nacTb NpPUMeHeHUA

HacTosiwuii ctaHaapT ycTaHaBiMBaeT Tpe6oBaHus K M30/IMPYIOLLMM CUCTEMAM 1 MEeToAaM aTTecTaumu,
[Le3VHgeKUn, cTepunmsaLnm, o60pyA0BaHNI0 U CUCTEMAM KOHTPO/IS, UCMOMb3yeMbIM NPU acenTu4yeckoMm
MPOU3BOACTBE MEAMLMHCKON NPOAYKLN.

Tpe6oBaHus CTaHAaPTa PaCcNpPOCTPAHSIIOTCS HA N30M1ATOPbI, NpeAHa3HauYeHHble AN1s o6ecneyeHuns acen-
TUYECKMX YCOBWIA, a Takxe A1 paboThl C ONacHbLIMU MaTepuanaMmiu.

CTaHfapT He 3aMeHseT Apyrue HopMaTBHbIe [JOKYMEHTbI, B TOM yncne nMNpasnna npon3soAcTBa 1 KOH-
TpONA KayecTsa siekapcTBeHHbIX cpeacTs (GMP).

2 HopmaTtuBHbIEe CCbIIKU

B HacTosllem cTaHfapTe NpuBeeHbl CCbISIKU Ha criegyloLine mexayHapoHble cTaHaapThl:

NCO 13408-1:1998 AcenTuyeckoe Npon3BOACTBO MeANLMHCKOA npoaykuun. YacTte 1. Obwme Tpebo-
BaHWA

NCO 13408-4:2005 AcenTuyeckoe Npov3BOACTBO MeAMLMHCKON npogykuun. YacTtb 4. Ounctka Ha
mecte

NCO 13408-5:2006 AcenTuyeckoe NPOM3BOACTBO MeAULIMHCKON npoaykuun. YacTte 5. CTepunusauyms
Ha mecTte

MCO 14644-7:2004 YncTble NOMELLEHNSA N CBSA3aHHbIE C HAMW KOHTPO/IMpyeMble cpedbl. YacTb 7. M130-
nmpyoLme ycTpoincTaa (YKpbITUS C YACTbIM BO3AYXOM, 6OKCbI NepeaToyHble, N301TOPbl U MAHU-OKPYXeHNS)

MNCO/M3K 90003:2004 MporpammHoe obecneyeHne. PykoBoACTBO No npumeHeHumto 1ISO 9001:2000 k
KOMMbIOTEPHBIM NporpamMmmam

3 TepMUHbI U onpefenieHns

TepMuHbl 1 onpeAeneHns, NCnob3yemble B HACTOSILLLEM CTaHAapTe, COOTBETCTBYIOT NPUBEAEHHBIM B
NCO 13408-1.

3.1 pgesuHdekyus (bio-decontamination): YaaneHne MUKPOOHbIX 3arpsi3HEHNI NN YMEHbLUEHMe X 0
npMemMaIeMOoro ypoBHs.

3.2 attectauusa npoekTta (design qualification): [JokymeHTMpOBaHHOE NOATBEPXAEHWE TOro, 4To
BbIMOMIHEHHbIV MPOEKT NOMeLLLeHWNIA, 060py0BaHNA UK CUCTEM COOTBETCTBYET CBOEMY Ua3HAYEHUIO.

3.3 nsonAtop (isolator): FepmeTnsMpoBaHHas KOHCTPYKUUsi, CNOCO6Han nNpefoTBpaTUTb nonagaHue
3arpsA3HEHNst BHYTPb NyTEM NOJIHOTO hM3NYECKOTO pa3fenieHnst BHYTPEHHE U HapYXHO cpef, No3BonsoLas
NpoOBOAUTb AEe3NHEKLNIO BHYTPEHHEN Cpefbl.

N3paHne opuymnansHoe
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MpumevyaHuns

1 Pasmepbl nsonatopa MoryT 6biTb OT He60MbLWOro 60kca f0 60NbLON KOMHATHI.

2 ®dusnyeckoe pasgenieHne MoxeT o6ecneynBaTbCs CNIOWHOV 060104KON, MOTHOCTHIO OKPYyXatol el BHyTpeHHee
NpOCTPaHCTBO, B KOTOPOM MCKOYAIOTCA Nt06ble HapyLWeHNsa LeNoCTHOCTU U NPOHUKaHNe 3arpsisHeHnii BHYTpb NpeaoTepa-
waeTca c NoMoLbto hU3nYeckux cpeacTB. MPUMepom Takux Pr3nyeckux CpeAcTB MOTYT CAIYXNTb BO3AYLIHbI€ W0 3bl ANS
nepefayn CTEPUbHbIX NN AEe3NHONLNPOBAHHbLIX NPpeAMeTOB, NOTOK NpoweAwero 4epe3 HEPA bunbTpbl unun ctepunb-
HOro BO3jyXxa, BbICOKAs CKOPOCTb BO3AyXa, yAansieMoro yepes3 OTBEPCTUA C MUHMMasNbHbIM padmepoM. AGCOMIOTHBbIN
dmnsnyeckunit 6apbep [0MKEH NOCTOAHHO OTAENATL ONepaToOpoOB OT BHYTPEHHEro npocTpaHcTBa nsonaTtopa.

3.4 unsonupyrowasn cuctema (isolator system): M3onATop ¢ nepefaToyHbIMK YCTPOCTBAMM U BCMOMO-
ratenbHoe 060pyaoBaHue, UCNoNb3yemMble 418 NPOBeeHNA acenTUYECKOro npouecca.

3.5 TecT HayTeuky (leak test): MeTof KONMYECTBEHHOIO ONpeAeIeHnst CKOPOCTH yTeuK/ Npy BOCNPOU3-
BOAMMbIX YCNOBUAX UCMbITAHWIA.

3.6 [OKYMEHT, XapakTepu13ylLunii onacHOCTbL MaTepuanoB (material safety data sheet): lokymeHT,
cofepxalmnii faHHble 0 CBOMCTBAX MaTepuanoB, UX NOTEHLMaIbHON ONacHOCTM AN NI0AEN U OKpyxXatoLLei
cpefibl, Mepax NpefoCTOPOXHOCTY NPY 06paLLeHnn C HUMK 1 cnocobax UX yaaneHus.

3.7 oueHKa pucka (risk assessment): MNpouecc aHanM3a 1 OLLEHKN pUcka.

[MCO 14971:2000. nyHKT 2.15].

3.8 unsonupyrollee ycTpoiicTBo (separative device): O6opyaoBaHue, UCNOMb3YHLLEE KOHCTPYKTUBHbIE
1 AVHaMUYeckne cpeAcTsa /18 CO3[aHnNsA HafexXHOoro pasfeieHnss BHyTPEHHEro 1 BHELLHEero NpocTpaHCcTB B
onpefiesieHHOM obbeme.

NMprumeyvyaHne — MNpUMepaMn HEKOTOPbIX MPOMBbILIJIEHHbIX W30/MPYOWMUX YCTPONCTB SIBASIOTCA YKPbITAA C
YNCTbIM BO3/yXOM, OTpax/jaeMble MPOCTPAHCTBA, MepYaToyHble GOKCbl, N30NATOPbI U MUHU-OKPYXEHUS.

[NCO 14644-7:2004. nyHkT 3.17]

NMpumeyvyaHne — [N acenTuyeckoro NpouWsBOACTBA NMPUMepaMn U30AMPYHOLWUX YCTPOUCTB MOTYT CAYXUTb
«MbILWWHAA LWesb» WU 30HA OXNaXAEHUS.

3.9 okpyxatouiee NpocTpaHCcTBO (surrounding environment): KOHTpoMpyemas 30Ha, MmetoLLas onpe-
[eNleHHble XxapakTepucTuKK, 418 KOTOPbIX aTTeCTOBaHA M 3KCNlyaTupyeTcs U3onupyoLwas cuctema.

3.10 nepepaTo4HOE yCTpOICTBO (transfer device): YcTpoiicTBO, N03BOASIIOLLEE NEPEMELLATb MaTepU-
a1 BHYTPb UM HAPYXXy N3015TOpa C YMEHbLUIEHWEeM pUcka nonafaHuns HexxenaTebHOro Belw,ecTsa BHyTpb M30-
naTopa unm ero BbiXxoga Hapyxy.

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

NMprumeyaHune — MNpuMepamMmy MOTYT C/IYXWUTb NepeAaToOUHbIi U30NSTOP, NEpeAaToOUHbIi 60KC UM nepeaToy-
Has cuctema.

3.11 nepepaTtouHbIil NopT (transfer port): YcTpolicTBo, Haxoaseecs Mexay BHYTPEHHUM NpoCTpaH-
CTBOM M30/15iTOpa W NepeAaToyHbIM YCTPOCTBOM, KOTOPOE MOXEeT GbiTb MPUCOEAVNHEHO K 060PYJ0BaHMIO 1
0TCOEAMHEHOOT Hero 6e3 NnonagaHnst HexenaTeIbHOro BELLLeCTBA BHYTPb N30/1ATOPA UM €10 BbIXOAA HapYXy.

3.12 nepopatouHas cuctema (transfer system): Cuctema, nossonsiouias nepeMeLiatb Matepuan B
U301 TOP WM U3 HETO, He MoABeprast PUCKY KauecTBO CpeAbl B KOUTUUECKO TEXHOOTMUYECKOI 30He.

MpumeuaHune — MpumMepamn MOryT CNYXWUTb aBTOK/aB, Neyb, TYHHEb AeNUpOreHnsanun, nuoduasHas cy-
WwunKa.

3.13 Haumxygwwme ycnoBus (worst-case conditions): COBOKYNHOCTb YC/10BMWIA, KOTOPbIE NMPeACTaBAT
Hambosee XecTkne TpeboBaHUs K LeNI0CTHOCTM 1 6e30MacHOCTU NpoAyKTa Npu NpoBeAeHUn UCbITaHuii 1 B
npotecce Npon3BoACTBA.

4 2OneMeHTbl CUCTEMbI KadecTBa

4.1 O6wWme NoNoXeHNS

4.1.2 CuncTema kayecTBa A0/KHA COOTBETCTBOBaThL TpeboBaHuamM VMICO 13408-1.

4.1.2 CnepyeT pa3paboTarb 1 BECTV AOKYMEHTALMIO N0 KaXXA0MY aTany paspaboTku, UCNbITAHUIA 1 TeKy-
LieMY KOHTPOJII0 U30/IMPYIOLLIUX CUCTEM.

4.1.3 [lokymeHTauuto, paspaboTaHHy0 B COOTBETCTBUM C Tpe6OBaHMAMM HACTOSALLLEro cTaHaapTa, cne-
AyeT peryfispHo nepecmarpusarb. YTBepXAaTb AaHHYIO JOKYMEeHTauuio 4O/HKHO N0, UMetoLiee COOTBET-
CTBYIOLLME NOSTHOMOUUS.

4.1.4 TpoekT (KOHCTPYKTOPCKas 4OKYMeHTaLUnsa), NPOTOKO bl UCTbITAHWI U TeKYLLEro KOHTPONs cnegyet
oLeHnBaTb Ha COOTBETCTBME TPpeboBaHNAM HACTOSALLLEro cTaHAapTa.
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4.2 OTBETCTBEHHOCTb PyKOBOACTBA

4.2.1 Heobxoaumo pacnpefenuTb 063aHHOCTU U ONpefenuTb nL,. OTBETCTBEHHbIX 3@ BbINOSIHEHNE
TpeboBaHwWii, ycTaHOBMEHHbIX B HACTOALLEM CTaHAapTe.

4.2.2 Ecnu TpeboBaHNs HaCTOSALLEro cTaHAapTa BbIMOMHANTCA nogpasgeneHnammu (opraHusaunsammn),
MUMeoLMMN CBOW CUCTEMbI O6ecrneyveHns KadecTsa, cnefyeTt pacnpefenntb 0643aHHOCTU U onpefennTb
OTBETCTBEHHOCTb KaX/0 CTOPOHbI.

4.3 TpoeKTupoBaHue

MpoekT (KOHCTPYKTOPCKas AOKYMeHTaLmns) M3011pYLWUX CUCTEM AO/DKEH 6bITb pa3paboTaH B COOTBET-
CTBWU C YTBEPXAEHHbIM 3agaHneM. o mepe pa3paboTku npoekTa (KOHCTPYKTOPCKON AOKYMeHTauun) cnegyet
NPOBOANTb €ro OLEHKY U pe3ynbTaTbl OPOPMAATL JOKYMEHTasbHO.

4.4 N3meputenbHble NpUG0OPbLI U CUCTEMDI

4.4.1 Kanubposka (NoBepka) BCEX M3MEPUTE/NbHbIX NPUGOPOB NN CUCTEM A0/DKHA NPOBOAUTLCA B NNa-
HOBOM Nopsifke.

4.4.2 [leiicTBuSA, KOTOpPbIE CNeayeT NpeAnpuHUMaTh B OTHOLLEHUN N3MEPUTENbHbLIX NPUBOPOB 1 cUCTEM,
He COOTBETCTBYOLWUX TpeboBaHNAM, NPUBELEHHbIM B HACTOSILLEM CTaHAAPTe, AO/KHbI ObiTb YCTAHOBMEHbI B
COOTBETCTBYIOLLEN NHCTPYKLUN.

4.4.3 Heobxoaumo onpegennTb TOYHOCTb NOKasaHuii NPU6GOPOB U AOMYCTUMYIO NOTrPEeLlHOCTb M3Me-
peHwuit.

5 Pa3paboTka 130/MpyroLWmMx CUCTEM

5.1 O6uue nonoxeHuns

5.1.1 PaspaboTka M30/MpyoLnx CUCTEM AO/KHA BbINO/HATLCSA B cO0TBETCTBUN ¢ MICO 14644-7.

MpuHUKMNbI pa3paboTky 3aKPbITbIX CUCTEM YyCTaHOBNEHbI B ICO 10648-1.

5.1.2 BnpoekTe (KOHCTPYKTOPCKON AOKYMEHTaL M) fO/MKHbI ObIThb Yka3aHbl KpUTUYECKMe napameTpbl 1
thakTopbl. 418 nx onpegenexHns cnegyet NCNoNb30BaTb METOAbl aHA/IM30B PUCKOB.

MpumeyvaHnwnsa

1 Mepepaya obopyaoBaHua uMaTepuanos B M30NATOP ABAAETCA OAHUM U3 Hanbosee OTBETCTBEHHbIX NPOLLECCOB.

2 Bcnyuvasx, korga Heo6xo4nmMo o6ecneynTb acenTuyeckue ycaoBuUa 1 3aluTy oneparopa, Hanpumep npu pa6ote
c 6MONOrNYEeCKN OMacHbIMU, LUTOTOKCUYECKUMU WU pafMoaKkTUBHbIMU NPOAYKTaMu, U30MMpylLWas cuctema AoskKHa
o6ecneynBaTtb NOAAEPXKNBAHME YCTAHOB/IEHHOrO Nepenaja AaBneHnsa (0TpuLaTeIbHOro NN NOMOXUTENbHOTO) U Lenoc-
THOCTb JAHHOW CUCTEMBI, a Takxe 6blTb pasmelleHa B COOTBETCTBYOWEM MecTe. [pu oy eHKe pUCKOB A0/KHbI GbITb yuTe-
Hbl cneynanbHble Tpe6oBaHMA 6€30MaCHOCTN K PaCNONIOXEHUIO N30NATOPOB M OKpYyXatlL el cpeae.

5.2 Twunbl N301ATOPOB

5.2.1 3akpblTble N30ATOPbI

3akpbITble 30N1ATOPbI UCMOb3YIOT AN 3aLMTbI OT 3arpA3HEHUI, HAXO4ALLMXCA B OKPYXaloLem Bo3gyxe
NN BblAenaemMblX APYrMMU UCTOYHMKaMKW. Bo3ayx M3 NOMeLeHUs OO/DKeH MnocTynaTtb B U30MATOP yepes
dnnbTp, Kak npasuno, Yepes HEPA cdunnbTp. Bce matepuansl, CNob3yeMble B U3018TOpe, A0/KHbI MPOATK
Ae3nHdekuuio nnm ctepuamsanmnio. OnepaTop f0/MKeH HaXo4MTbCA CHapPYXKM nsonsaTopa v paboTartsk C Matepu-
anom. pacrnosioXeHHbIM BHYTPY M30/15TOpa, HEMOCPEACTBEHHO HE npukacasch K Hemy. B npouecce paboThbl
Takne N30M1ATOPbI AO/MKHbI ObITb 3aKPbITbI NPU NEpPeMeLLeHUN MaTepnasioB B U30/IATOP U U3 HEro.

5.2.2 OTKpbITble N30N1ATOPbI

OTKpbITble N30N1ATOPbI aHAI0TMYHbI 3aKPbITbIM U301TOPaM 3a UCK/II0YEHMEM TOro, YTO B NpoLiecce pa6o-
Tbl B HUX TPESYCMOTPEHO HEMpPepbIBHOE N NEPUOANYECKOoe NepemMeLleHe MaTeprasioB BHYTPb UM HapyXy.
KoHCTpyKuus nsonatopa fos/mkHa obecneunBaTb COXpaHeHNe LefIoCTHOCTM ero BHyTPEHHEro NpocTpaHcTBa.
JocTyn B U301ATOp AO/MKEH ObITb 3alluLLLEH O4HOHANPAaB/IEHHbIM MOTOKOM BO34yXa W/unun co3faHmem n3bbl-
TOYHOrO AaBfieHNs BO3ayXa.

5.3 Martepuansl gna nsonaropa

5.3.1 Martepwuans! 15 n3onAaTopa, BKkIoYasa yn10THEHUSA, BEHTUIATOPbI U BEHTUASALMOHHbIE CUCTEMBI,
TPy60npoBofbl, CMOTPOBbIE OKHA W YCTAHOBJIEHHYIO apMaTtypy AO/DKHbl ObiTb XUMUYECKN N MeXaHW4yecku
COBMECTUMbIMW C MPOBOAMMbLIMU B U30/IATOPE MpoLeccamun, y4acTBYOLWMUMN B npoLiecce matepuanamm u
mMeToAamMu npoBefeHuns paboTbl. MaTepuasbl 418 N301ATOPa A0/MKHbI O6bITb COBMECTUMBIMU C MOKOLLUMUN 1
Ae3VHPUUMPYILWUMY cpeacTBamMmu 1 6bITb NPUroAHbl K o4nMcTke. MaTtepuasibl AO/MDKHbI OblTb YCTONYMBBIMUI K
KOppo3uK, paspyLlleHnto 1 UMeTb, Npu Heo6XoAMMOCTH, COOTBETCTBYIOLLYIO TEPMO- M OrHECTOWKOCTb. Mpun
Heo6xoAMMOCTHM CcriefyeT NPOBEPSATb TEPMUYECK/E NCOPOLNOHHBIE XapaKTePUCTHKN UCNO/b3YeMblX MaTepua-
NOB. a Takke UX CBOICTBa rasoBblaenenns. Matepmanbl CMOTPOBbIX OKOH (NaHeneii) AO/MKHbI 0CTaBaTbCA
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npo3payHbiMM 1 ObiTb YCTONYMBBIMK K paspyLleHuio, a Takke obecneumBaTb HeEOOGXOAMMOE BHYTPEHHee
ocBelleHue.

5.3.2 OnacTuyHble CTeHbl JO/XHbI ObiTb AOCTATOYHO TO/ICTBIMM, YTOOLI NPOTUBOCTOSATL MPOKOSIAaM, 1
rMOKMMU, YTOOLI MO3BO/ISATL ONepaTopy paboTaTe 6e3onacHo 1 3ahPeKTUBHO.

5.4 CucTembl o6ecneyeHuss BO34yXoM

5.4.1 KpaTHOCTb BO34yX006MeHa

KpaTHocTb BO3ayxoo6MeHa Ao/xHa COOTBETCTBOBATb Ha3HauyeHuto mlonsatopa. lNpu atom cnegyet
npeaycMoTpeTb A0CTATOUYHYI0 BEHTUAALMIO U30N5TOPA, YTOObI HE AONYyCKaTb HaKOMEHWe 3arpsisHeHui un
obecneunBaTh yaaneHne n3bbITOYHON TEMMOThI.

MpumeyvyaHue — MoBbllWEHHAA KPATHOCTb BO3AYyX006MeHa 06bIYHO MCMOMb3yeTcs ANs GbiCTPOro yganeHus
Ae3NHpULUPYIOLWUX CPEACTB.

5.4.2 Busyanunsaumsa Bo34yLIHOMO NoToka

[na noaTBepXAeHNs BO3MOXHOCTY NOAAEPXNBaHNSA TpebyeMoro kauecTBa BHyTPEHHel cpefibl N30n1-
Topa cneiyeT NpoBOAUTL BU3yasim3aluio BO34yLIHOIo NoToka.

5.4.3 Temnepartypa 1 BIaXKHOCTb

TemnepaTypa u BNaXKHOCTb AO/DKHbI NOAAEPXMBATLCA B YCTAHOB/IEHHbIX AMana3oHax B COOTBETCTBUM C
HasHayeHnem M30/IMpyloLLein CUCTEMBI.

MpumeyaHune — nana3oHbl MOryT 6biTb pa3INYHbLIMK B 3aBUCUMOCTU OT 3aTana pa6oT (Hanpumep, pabounii
npouecc, ae3nHdekuns nT.4.).

5.4.4 XapakTepucTuKa 3arpsisHeHns Bo3ayxa vyactmuamu

KauyecTBo BO3Ayxa A0/HKHO COOTBETCTBOBATb TPe6OBaHMAM nonb3oBartens. NogaBaemblii BO3ayx A0N-
XeH npoxoauTtb Yyepe3 HEPA cdunbTp (Kak MUHUMYM).

Kak npaBuno, kputnyeckas paboyas 3o0Ha A0/HKHA COOTBETCTBOBATb Knaccy unctoTel 5 MCO (no vyacTu-
uam pasmepamu 0.5 Mkm 1 6onee) cornacHo NCO 14644-1 B OCHaLLLEHHOM M 3KCMlyaTUPYEMOM COCTOSIHUAX.

Mpy HEO6X0ANMOCTN MOXET NpejycMaTpuBaTbCA NocefoBaTenibHas ycTaHoBka (oubTPOB.

5.4.5 Peuupkynsuusa sosgyxa

Peuvpkynupytowmnii Bo3gyx o/mkeH npoxoanTs yepe3 HEPA ounbTpbl (Kak MUHUMYM).

Ypansiemblii BO34yX, Kak MpasBuio, A0/HKEH NPoxXoanTb Yyepe3 HEPA cdounbTpsl.

5.4.6 NMepenagpasneHnii

Mepenag faBnexuii cnefyeT KOHTPOIMPOBATL, NOKpaiHel Mepe, B nepunog paboTsl 1 BO BpeMs npoBeje-
HUA fe3nHdekunn. na onoseLleHns oneparopa 06 OTK/IOHEHNV Nnepenaja AaBfeHnsl 0T yCTaHOB/IEHHOTO 3Ha-
YeHus cnegyeT NPYMEHATb aBapunHy AN 4pyryro npeaynpexaatoLLyio CUrHannsauuio.

B 601bLINHCTBE C/lyvaeB N3015TOPbI paboTaloT Npu N36bITOYHOM gasneHnn. OTpuuaTesibHoe fasreHne
06bI4YHO NCNO/L3YIOT A4/15 N30/1ATOPOB, paboTarLwmnx C ONacHbIMKU Matepuanamu.

5.4.7 O6cnyxnsaHne huabTPOB

Bo3gyLuHble unbTpbl NOANEXAT TEXHUYECKOMY 06CTY)XXMBAHMIO U N/1aHOBOI 3aMeHe B COOTBETCTBUM C
rpacdukom (cm. 9.6.2).

5.5 CpeacTtBa gocTyna B U30/1aTop

5.5.1 TMepuyaTku N pykaBa nsonatopa

5.5.1.1 MMepuatkn 1 pykasa nsonatopa fo/HKHbI 6bITb TMOKMMU, 4TO6LI 06ecneynBaTtb yA06CTBO ABUXKE-
HWIA onepartopa, 1 4OCTaTOYHO NPOYHbIMU, YTOObI HE BbITb MOPBAHHBLIMY ¥ NPOKOAOTLIMU. MNepyaTkn 1 pykasa
[O/DKHBI 6bITb COBMECTUMBIMKU C MOKOLWMMUN U Ae3nHpuumpylowmmn cpegctsamu. LieNnocTHOCTb NnepyaTtok un
pykaBOB [0/KHA PeryisipHo NPOBEPSATLCA C NEPUOANYHOCTbIO, 3aBUCSLLLEl OT YacTOTbl UX MCNO/b30BaHUS.

5.5.1.2 C uefiblo CHUXEHNA BEPOATHOCTM paspblBa NepyaTok U 3arpsA3HeHnss BHyTPEeHHEero npocTpaH-
CTBa M30/1pYlOLL el CUCTeMbl onepaTop MOXeT UCMOb30BaTh ABOIHbIE NepyaTku. [4na aToro onepaTtop Hage-
BaeT [JONO/IHNTE IbHbIE MepyaTKy Noj nepyaTku n3onatopa.

5.5.1.3 Ecnu BTOpas napa nepyaTok HafesaeTcA NOBEPX MepyaTtok U30/sATopa C Lesblo NOoBbILEeHNA
MeXaHM4YeCKol NPOYHOCTK, OHa J0/MKHA GbiTb N3rOTOB/IEHA U3 COOTBETCTBYIOLEro MaTepuasna v 4o/xHa Npow-
TN CTEPUIMN3ALMIO0 B COOTBETCTBMM C aTTECTOBAHHON METOAMKOIA.

5.5.2 KOCTIOMbI 1 MO/TYKOCTIHOMbI

55.2.1 KOHCTpYKLMA KOCTIOMOB V1 NOYKOCTIOMOB 0/TXHa 06ecneynBaTb KOMOPT, TMOKOCTb U 1ETKOCTb
ABWXeHUsi onepatopa Bo Bpems paboTbl. OHU f0/KHbI O6bITb YCTONYMBLIMM K pa3pbIBY M Nnpokonam. Matepuasbl
KOCTIOMOB U1 NOJTYKOCTIOMOB [10/1XHbl ObITb COBMECTUMbIMU C MOWOLLUMU U Ae3UHPULUPYIOLLUMU cpeacTBaMK.
LlesIocTHOCTL KOCTIOMOB 1 MOJTYKOCTIOMOB, BK/Tl0Yas nepyaTku, fo/mKHa perynspHo NpoBepsATbLCA C Nepnoamny-
HOCTbI0. 3aBUCALLEN OT HacTOTbl UX UCNOJIb30BaHNSA.
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55.2.2 B cooTBeTCcTBMU C TpebOBaAHMAMU TUTUEHBI CrieAyeT NPOBOANTb OYMCTKY HE TOSIbKO HapyXHOW
NoBepXHOCTN (06palleHHOl BHYTPb M3015TOPa), HO TakXe W BHYTPEHHeli MOBEPXHOCTM KOCTIOMa Waun nony-
KoCToMa.

5.5.3 [JdocTtyn B n3onatop

5.5.3.1 Tllpu paspaboTke n3onsaropa cnepyet npefycMoTpeTb NOPSAAOK Nnepefayn marepuasnos (BKO-
yas obpabaTbiBaeMbIX B U30/158TOpe), 060PYA0BaHNS U APYTUX NPpeAMETOB B U30AATOP U UX U3BNEYEHUS 13
Hero. Beog 1 BbIBOA NpeAMETOB MPOU3BOAUTCS, Kak NpaBu/o, Yepes nepegartoyHble ycTpolicTBa (Hanpumep,
aBTOK/1aB, NeYb, TYHHEeNb AenUporeHn3aymnm, NMoubHY0 CYLLUIIKY) Wnnu nepeaToyHble nopThbl.

5.5.3.2 lpu Heo6xoaMMOCTH criedyeT NpefyCcMoTpeTb MecTa noABoAa KOMMYHUKaLUUA OT CUCTEM KOHT-
pons nsonAtopa 6e3 pasmeLleHns BCeil CUCTeMbl KOHTPO/A BHYTPW u3onsTopa. Yucno Takmx MecT AO0/KHO
6bITb MUHUMANbHBIM.

5.6 BcnomoratenbHoe o6opyaoBaHue

5.6.1 MNepeHocHOe v nNepeaBMKHOE 060pyaOBaHMe

5.6.1.1 lepeHOCHOEe 1 nepefBuXHOE 060pyA0BaHNE, NCNOMb3yeMOe BMecTe € U301ATOPOM, AO/HKHO
COOTBETCTBOBATbL TPEHOBAHMAM NPOLECCOB OYNCTKN, CTEPUAN3ALUN U/MNKN ae3nHgeKLn, NPOBOAUMbBIX MPU
noAroToBke o6pabaTbiBaEMOro NpoAykTa, Matepuasnos 1 Apyrux npeameToB, KOTopble Heo6xoaumo nepega-
BaTb B M30/IATOP C COGM0AEHNEM TpeboBaHMA acenTuku.

MepeHocHoe 1 nepeaBukHOE 060pyOBaHNe BkIOYaeT B cebs nepeAaToyHble YCTPOICTBa, KOTopble
MOTyT NPUCOEANHATLCS K U30/1ATOPY Yepes nepefaToUHblii nopT.

5.6.1.2 KOHCTpYKLMS KOHTEiHEPOB C 0TX0A4aMU AO/HKHA obecneyrBaTh UCKTOYeHMe obpaTHOro nonajga-
HWSA OTXOA0B B U30/1ATOP, & TaKKe UCKNIYaTb 3arpsi3HeHne BHyTPeHHero NnpocTpaHCcTea n3onatopa npuygane-
HUW KOHTEeliHepa.

5.6.2 TllepeaaTtoyHble NoOpThbl

5.6.2.1 KOHCTpyKLMSA nepeAaToyHbIX MOPTOB A0/HKHA 0becneynBaTh /ierkoe nprcoeiviHeHe noTcoean-
HEeHWe 0T U301ATopa NEePEHOCHOro AN NepeaBMXHOro 060pyA0BaHNSA 6e3 HapyLLEHNS BHYTPEHHEN cpeabl U30-
naTtopa. MopTbl LOMKHLI 06ecneynBaTh repMETUYHOCTbL M30/1ATOPA OT OKpYXXatoLL el cpeapl.

NMpumeuaHune — MepesaTouHbie MOPTbl MOTYT 3arpsA3HATHCA OKPYXatkoLW e cpefoil.

5.6.2.2 MMepep HauanoMm nepejauy MaTepuasioB nepefaToyHble NopTbl cleayeT Ae3nHULupoBaTthb 1
ounwate. Bo nsbexaHue 3arpssHEHNs U NOBPEXAEHNS NMOPTa, onepaTopsbl A0/HKHbLI NpejaBaTe Matepuasb
uepes nepefaToUHbIil NOPT ¢ CO60AEHMEM NPABUS acenTuKU.

6 TpeboBaHUS K NOMELLEHNAM 1 060pyA0BaHNIO

6.1 Knaccudukaums nomelleHuia

6.1.1 MNomelyeHne, B KOTOPOM pacnosiaraeTcs U3onmpyolas cuctema, paccMaTpuBaloT Kak YUCTYHO
30HY, BXO/, B KOTOPYIO AO/KEH ObITb OrPaHNYeH.

Kaknpasuno. npegycmarpusatoT Knaccunctotbl 8 UCO no U C 014644-1:1999 nnu nydiue, B3aBMCUMOC-
TW OT HA3HaYeHUs n3onupyoLLeli cuctemsl. CrneunansHble TPEGOBAHNA KOKPYXaloLeit cpefe ycTaHaBImBaroT
NS N301ATOPOB, paboTalowmx Nog oTpuuaTenbHbIM fJaB/ieHNeM.

Temnepartypa v BNaxXHOCTb BO3[yXa B NOMELLEHUN BIMSAIOT Ha NPOLLECC Ae3NHMEKLNN, 3a UCKNIOYEHNEM
cnyyaes, Korga npefycMoTPeHOo perynpoBaHue aTux nokasarenei cucteMamy n30aaTopa u/nam noMmeLLeHns,
B KOTOPOM OH pacnosaraeTcs.

6.1.2 WN3onAtop, npegHasHauyeHHbI ANA KOHTPOA CTEePUIbHOCTH, MOXET pacrnonaraTbCa B HEKNaccu-
rLMpyeMom NoOMeLLEHUN C OrPaHNYEHHbIM PEXUMOM JOCTyna.

6.2 TexHosiornyeckume cpefbl M 3IHEProHocuTenun

KOHCTpyKUMA coefnHUTENbHbIX YCTPOCTB AO/MKHA 06ecneunBaTh 3alUnTy M301ATOpa OT 3arpsa3HeHui
BO BPEMS MpUCOegUHeHnsa 1 paboTbl. Jnsa hunbTpanmmn Bcex XNAKOCTEl 1 CKaTbIX ra3oB A0/HKHbI UCNO/b30-
BaTbCA CTepuamnayoLmne unbTpbl. LlenocTHOCTb hunbTPoB fo/MKHA perynsipHo NpoBepsATbea. PunbTpbl cie-
AyeT 3aMeHATb N0 Mepe Heo6XoANMOCTU. KOHCTPYKLMSA BaKyyMHbIX CUCTEM (E€C/IM OHV NPUMEHSIOTCSA), A0/KHA
npeaoTBpalLaTh 06paTHbI NOTOK BO3ayxa. Bce BXoAHbIe MOPTbI 40/KHbI NPOBEPATLCS HA YTEUKN M OTCYTCTBUE
06paTHOro NOToKa. 3/1eKTPOYCTaHOBKM B MOMELLEHUN AO/KHbI 6bITb BbIMOIHEHbI C yHETOM TPe60BaHUiA K 130-
NATOPY ¥ BCnoMoratesibHOMYy 060pyA0BaHNto.
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7 3Kcnnyataumsa nsondaropa

7.1 Tpo6oBaHusA K npoueccy (NpoayKTy)

Mpouecc (NPoAyKT) A4o/HKeH 6bITb onpeaeneH Ao pa3paboTkn unm Bbibopa n3onatopa. Ycnosusa npose-
JeHuns npouecca f0/MKHbI ObITb TaKUMK, YTOObI NPY 3KCNyaTaLmMmn n30aaTopa n BCrnomoraTesisHoro o6opyfo-
BaHMA ob6ecneunBasiocb MNPOU3BO/ACTBO HafexHoro u 6esonacHoro npogykra. OueHka pucka AoJhkHa
onpeaenaTb BepPoATHbIE (hakTopbl, CNOCOOHbIE HAPYLLUNTL KAYeCTBO N30AMPYIOLLEl CUCTEMBI MK NPOAYKTA.

7.2 3proHomMunyeckue TpeboBaHUs

W3onatopsl, cpefcTea foCTyna B HUX onepaTopa 1 BcrnoMoraresibHoe 060pyoBaHune A0/KHbl obecre-
4ymBaTb HEOBXOAUMBIA 4OCTYN KO BCEM PaboyMM TOUKaM, He OKa3biBas NPy 3TOM BPEAHOr0 BIMSHUS HA KayecT-
BO NpoAykTa, 6e3onacHoCcTb M KOMGOPT 415 onepartopa Wn LLesIoOCTHOCTb M3onaTopa.

Mpu MmeyamMu e — [Na pelweHns 3proHOMUYecknx npo6iem LONycKaeTcs UCMOb30BaTh MOAENN U30NATOPOB U
LpYroro 060py0BaHns, U3rOTOB/IEHHbIE B HATYPaSIbHYIO BEINUMHY, UIM KOMMbIOTEPHbIE MOAENN.

7.3 Ouunctka

7.3.1 O6wue NonoxeHns

CnepyeT onpefennTb, Kakme BHYTPEHHWE NMOBEPXHOCTU M30/MpYloLLeli CUCTEMbI MoA/1eXaT O4YUCTKe
(06paboTke), N yCTaHOBUTb NEPUOANYHOCTb OUYNCTKN. MeTofbl O4YNCTKMN JOMKHbI 6bITb 0DOPMAIEHbI [OKYMEH-
TaNbHO ¥ aTTeCcToBaHbl C Lefblo 06ecneyeHns yCTaHOBIEHHOTO CHUKEHUS YPOBHSA 3arpsa3HeHus B MecTax,
onpeaeneHHbIX A8 HanXyALWnX yCoBUiA.

7.3.2 OuncTKa Ha MecTo

Mpu ncnonb3oBaHuy MeToda O4UCTKM Ha MecTe (clean-in place process; CIP) ona o4ncTkM NoBepxHoC-
Teli. BCTynalLLnX B KOHTAKT C MPOAYKTOM, cnefyeT pykoBoacTeoBaTbcs MICO 13408-4.

[na obecneyeHns HageXHOCTH nNpoLecca n 6e30nacHOCTU NepcoHana pekoMeHAyeTcs BMECTO PYyYHOro
cnoco6a NpYMeHATb aBTOMAaTWN3NPOBaHHYIO CUCTEMY OUMCTKMN Ha MecTe.

7.3.3 Py4Has ounctka

OunCTKY 30n1saTOopa M o60pyA0BaAHNSA PYUHBIM CNOCOO0OM ClefyeT NPOBOANTL COr/TaCHO aTTeCTOBAHHOMY
meTogy. MpeAnoyTUTENbHO NPOBOANTL OUYNCTKY 6€3 eMOHTaxXa n3onaTopa.

7.3.4 MowlLwume cpeacrea

7.3.4.1 Motwlyme cpeacTBa foMKHbI 6bITb COBMECTUMbIMU CO BCEMW MaTepuanamu (Bkioyas nepyartku,
YNNOTHUTENbHbIE NPOKIAAKN, BHYTPEHHNE MOBEPXHOCTW W T.4.) 30/MpYyloLLei cuctemsbl. o Hayana Ae3unH-
dhekuum ocTaTKM MOKLUX CPEACTB AO/IKHbI ObITh YAaNeHbl [,0 TAKOT0 YPOBHS, YTOObI X BEIMUMHA HE NPEBbI-
wana fonycTUMbIX 3Ha4eHWii. Mpy BbIGOpe MOILLMX CPeACcTB HE0OX0AMMO YUNTbIBATL Clesytollee:

a) dmsmyeckne nXMMUYeckne xapakTepuUCcTVKN MOKOLLMX CPeSCTB;

b) COBMECTUMOCTb C U30MPYIOLLEli CUCTEMOWA;

C) husnyeckme n XMMMYeckne xapakTepUCTUKM OCTAaTKOB MOIOLLMX CPEACTB, NoAexalnx yaaneHuo;

d) cnocobHOCTb K yianeHunto 0CTaTKOB YACTALMX CPEACTB U

e) ah(PeKTUBHOCTb OUNCTKMN.

7.3.4.2 HekoTopble OCTaTKN MOWLLMX CPEACTB MOTYT 6bITb YAaneHbl BOAON onpeAeneHHoro kavectsa
(HanpvmMep, AUCTUNIMPOBAHHOW BOZO, BOAON ANA NHBEKUWIA).

7.4 [e3vHdekuyms (cTepunmsaumns)

7.4.1 O6LWWMe NosioxKeHns

7.4.1.1 Mpouecc ae3nHdekuun (ctepunmsaunm) n3onsatopa n nepeaaToyHbIX YCTPOKWCTB A0/IKEH BbiTb
0(hOpM/IEH AOKYMEHTA/IbHO U aTTECTOBAH.

7.4.1.2 Mpu paspaboTke 1 artTectauun npouecca gesmHdekyun (Ctepuansanmm) 4OMKHO 6bITb yUTEHO,
no kpaliHei Mepe, cnegyloLiee:

a) npeABapuTesibHas O4MCTKA W CyLLKa BHYTPEHHUX NOBEPXHOCTEN n3onsTopa:

b) BblbOp/cenekymsa 6UONOTMYECKOro MHAMKATOPA MU MHOKYIMPOBAHHOIO areHTa;

C) BbIGOP XMMUYECKOTO MHAMKATOPA;

d) gonyctumasn TemnepaTtypa;

e) gonycTtumasi BNaXXHOCTb BO3yXa U TOUKa poChl.

0 BpeMs BO3AENCTBUSA, KOHLEHTpaumns 4e3nHhULMpPYoLLero cpeAcTsa U aaseHre BHYTPU M301STopa,;

) [OCTYNHOCTb M paBHOMEPHOE pacnpegeneHne Ae3nHpULMPYOLLEero cpeacTaa no BCe NoBEPXHOCTU
(oco6eHHO nepyaTok, KOCTIOMOB Y PyKaBOB);

h) cTeneHb MUKPOGHOTO 3arpA3HEHUS:

i) nopsAoK nepefayv HEO6XOAUMbIX MaTepUasos.
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7.4.2 CTepununsaums Ha MecTto

Mpu ncnonb3oBaHUM MeTofa cTepunmlalmm Ha mecte (sterilization-in place process; SIP) noBepxHoc-
Teii. BCTynarLnx B KOHTAKT C NPOAYKTOM, cneayeT pykoBoacTBoBatbes U C 013408-5.

7.4.3 BbI6op cpeacTBa Ae3nHdekumn (ctepunansanmnm)

7.4.3.1 CpefcTBO Ae3nHdekymmn (cTepununsannm) 4O/MKHO 6biTb COBMECTUMbIM C MaTepuanamu n3ons-
Topa. MOWLWMMK cpeAcTBaMu, nNpoLeccamu, BbIMOSHALWUMUCA B U30/IATOPE, [O/KEH YUNTLIBATLCA 0ObEM 1
BWA, HAXOAALMNXCA B N3015TOpE NpeiMeToB, CTeneHb MUKPOOHOTO 3arpA3HeHNs BHYTPEHHEro NpocTpaHcTea
nsonartopa. [lonxkHa 6bITb 06ecneveHa 6e3onacHas paborta nepcoHana. flaHHble 0 6e30MacHOCTM NPUMeEHsie-
MbIX CPEACTB [O/IKHbI HAXOAUTLCA B MOMELLEHUN, TAE UX UCMOSb3YIOT.

NMpumeyaHne — Hanbonee pacnpocTpaHEHHbIM CPEACTBOM CTepunusauun senseTcs nepokcmg Bogoposa B
napoo6pasHoii hase. MpuMepamu Apyrux CPeACTB ABASIOTCSA: HAAYKCYCHAs KNCNOTA, 4NOKCUA X/10pa U 030H.

7.4.3.2 Heobxogumo obecneunTb Takxe gpyrne mepbl 6e30nacHOCTA, B TOM YKCNE:

a) Kamepy AN nepokcuaa BOAopoAa, COOTBETCTBYIOLLYIO TpeboBaHUAM noxapobe3onacHocTy,

b) 3aMKHYTYI0 CUCTEMY BEHTUNALNUMN (PELMPKYIALUIO);

C) cpeAcTBa MHAMBUAYa/IbHON 3alyMTbl NepcoHana (3awuTHble OYkW, NepyaTku, YLIHble BKIaAbILWN
nT.n.);

d) aBapwiiHblii hOHTaH AN rNa3, PacrnosIOXKEHHbIV B HENOCPEACTBEHHON 61M30CTU OT U30ATOPA;

e) npegynpexgjatoLiue 3Hakv (HaanmMcu) o npUMeHeHUn cneungryecknx 4esnHnLmpyoLwmnx (ctepuim-
3yHOLLMX) CPEACTB;

0 npepgynpexpatoLme 3Hakn 0 CO6MI04eHNN TULLNHBI Y BXOAa B NOMELLEHVE;

) OrHeTyLWUTe b B NOMELLEHUN.

7.4.4 TpuroToseHve N NPoBepKa Ae3NHPULNPYIOLWNX (CTEPUITNIYIOLLNX) CPEeACTB

7.4.4.1 Cnepyet NnpoBepUTb NAEHTUYHOCTb, COCTAB M KOHLLEHTPALMIO UCNO/Ib3YEMOro Ae3MHULMpPYIo-
wero (ctepunmsyioLlero) cpeactea. Ecnvm aTo BO3MOXHO, KOHLEHTpaumsa ge3vHgunumpytoLero (CTepunmnsyto-
Liero) cpeAcTea Ao/kHa 6bITb NPOBEPEHa B NpoLuecce paboTbl. O6opyfoBaHue (feHepaTop) AN pacnblieHns
Ae3nHduumpyowmnx (CTepuan3yiowmnx) cpeacTs AO/MKHO paccMaTpuBaTbCsl Kak OTAeNbHas eauHuua
o6opyfoBaHVsa, Nofgnexatiero atrectaumu.

MpumevyaHune — [lesundpunynpyrowee (ctepunnsytoiee) cpeicTso 06bIYHO BBOAAT B U301ATOP C NOMOLLbLIO re-
HepaTopa (Hanpumep, pacTBOp Mepokcuaa Bojopoja, NepexoAswuii B naposyw asy).

7.4.4.2 KoHUeHTpauua n pacnpegeneHvie aesvHuuupylowero (CTepunnsyowero) cpeicrsa MoryT
6bITb onpeAeneHbl C MOMOLLbI0 XMMUYECKUX MHANKATOPOB AW APYTMMU aTTeCTOBaHHbIMU MeTOA4aMMU.

7.4.5 MNapameTpbl Npouecca ae3nHpekunn (Ctepunmsagnm)

7.4.5.1 BHyTpeHHue NoBepxXHOCTU N30/1ATOPA AO0/MKHbI ObITb JOCTYNHLIMU A8 06paboTKu Ae3nHd UL M-
pyrowmM cpeacTeoM. MNpuatrectayy He06X0A4MMO YCTaHOBUTb, & BXOAE 3KCnyaTaLuum KOHTPOMpoBaTh Kpu-
TUYeckme napameTpbl Npouecca Ae3nHdekLmm, K KoTOpbIM OTHOCATCS, NO KpaiiHel Mepe, cneayioLve;

a) KOHUeHTpauusa rasa BHyTpW M30N18TOpa;

b) TemnepaTtypa BHYTpW N301ATOPA;

C) BIAXHOCTb UAaBNeHNE BHYTPU U30NATOPA;

d) pacxopffe3nHpuuupyloLwero (CTepunsyoLLero) cpeacTsa;

e) Temnepartypa n BNaXHOCTb BO3Jyxa B NOMeLLeHUN;

0 noTok Bo3gyxa:

0) NpoAo/IHKNTENBHOCTL 06PaboTKN.

B npgeansHom cnyyae Bce Ae3nHpuuvpyoLlee (CTepunusyiollee) cpecTsBo A0/HKHO nojasaTbes 1 yaa-
NATbCA Yepes PUNbTPbI.

7.4.5.2 [Ina pacnpefeneHus aesvHuuupyowero (CTepUn3yloLLero) cpefctsa BHYTPU U3onsatopa
MOTYT 6bITb UCNO/Ib30BaHbl BEHTUIATOPbI AN MPUMEHATLCSA APYTMe MeToAbl.

7.4.5.3 CnepyeT npefycMoOTpeTb CUCTEMY aBapUiiHOW CUrHanM3aumm o Bbixo4e napameTpoB 3a ycTa-
HOBJ/IEHHbIE Npejensbl.

7.4.6 YpaneHve fAe3snHuUMpyoWmnx (CTepununsyrowmx) cpeacts 1 npefesibHo fonycTuMble
ocTaTku

74.6.1 Mocne 3aBepLueHNs npouecca fe3nHgekymmn (CTepuamsanmmn) npyuMeHsaemMoe CpecTBO AO/KHO
6bITb YAa/eHo 13 U30/MPYIOLL el CUCTEMbl MEXaHUYECKMM MyTEM WM NPOAYBKON ero BO3AyXOoM, NpoLuesLmmM
yepes HEPA chunbTp. Bpems npoayBku fO/TKHO 6bITb ONpeAesieHo NyTemM pacyeTa c yyeTom npefenbHo fgonyc-
TUMbIX 3HAYEHWIA OCTATKOB NCNOJIb3YeMOro cpeacTea. [Mpu onpefeneHn BpeMeHn NpoayBku cnefyeT yunTbl-
BaTb BO3MOXHOCTb NPOHMKaHWA CpeAcTBa B Matepualn.
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7.4.6.2 Mocne Ae3nHdeKUMn ocTaTkn fe3nHduumpyowero (CTepMAn3ytoLero) cpeacTsa He JOMKHbI
npeBbIWaTh NpeenbHo A0NYCTUMbI/ YPOBEHb.

7.4.7 Jlorapudmmyeckoe CHMXEHME KOHUeHTpaLuum crnop

ATTecTaumio npouecca gesnHdekynn (ctepunmsanmm) cnegyet NPOBOAUTL C MOMOLLbIO GMOI0TMYECKUX
WHAMKATOPOB U/MNN MHOKYNMPOBAaHHbIX HOCcUTeNei. buonornyeckne MHAMKATOPLI U/WMAW MHOKY/IMPOBAHHbIE
HOCUTE N [O/KHbI COAEePXaTb YyCTaHOB/IEHHOE KOIMYECTBO CMOPOBOW Ky/bTYpbl, OCTATOYHO YCTONUMBOW K
AesvHduumpyolemy (Ctepununsyowemy) cpefctsey. Monb3oBaTesnb 0/MKEH YCTAHOBUTL 3HaYeHne nokasare-
na ctenenu rmbenu cnop. AN nonyyeHns cTaTucTMYeckn BOCNPOM3BOAMMbIX AaHHbIX U OLLeHKU pacnpegene-
HVA Ae3uHduumpylollero (CTepununsyowero) cpeacrsa cnegyeTt UCnosib3oBaTb A4OCTATOYHOE KOMMYECTBO
610710 MYECKNX MHANKATOPOB W/ MHOKYIMPOBaHHbIX HocuTeneli. nsa 06paboTkM NOBepXHOCTENR, He BCTyna-
IOLLLMX B KOHTAKT C MPOAYKTOM, YMEHbLLEHVEe yncna cnop fo/HKHO 6bIThb B AnanasoHe ot 10310 10G/Ana nosep-
XHOCTEi1. BCTYyNatoLNX B KOHTAKTE NPOAYKTOM, YMEHbLLEHKe Ynucna cnop A0/HKHO 6bITb 106.

7.4.8 NoBepxHOCTb 06pabaTbiBaeMbIX NPegMeTOB

7.4.8.1 [Ne3unHdekymna (ctepunnsanmnsa) noBepxHOCTeN NoMeLlaeMbiX B M301STOP NpeaMeToB Jo/mKHA
ob6ecneunBaTb MUHUMAsbHYO BEPOATHOCTb BHECEHUSA MUKPOOHBIX 3arps3HEeHU B N301ATOP, NPUBOASALLETO K
HapyLLEHWI0 YNCTOTbI BHYTPEHHel cpefbl n3onatopa. Heobxoanmo ybeantbcs, 4To gesnHduumpytowee (cte-
punusyloLlee) cpefCcTBO He OKasblBaeT HeraTVBHOINO BANSHUA Ha yNakoBKYy U caM npeameT. Mpouecc fe3unH-
hekunn He npegHasHaveH 418 cTepuansanumn UCXo4HbIX MaTepranos 1 NPoayKUun.

7.4.8.2 B HeEKOTOPbIX C/yYasx yacTv 060pyA0BaHNs MOryT 6biTb NOABEPTrHYThI AE€3NHAEKLNN HA MecTe
(BHYTpUY n3onsaTopa).

7.4.9 O6paboTKa NOBEPXHOCTU KOHTelHepa Co CTEPUSIbHbIM MPOAYKTOM

Lns KOHTeHepOoB CO CTEPU/IbHBIMU NPOAYKTaMM credyeT NOATBEPANUTDL, YTO Ae3nHGekLus (cTepunmsa-
L1A) He BNUSieT Ha COAePXNMOe KoHTeliHepa. CnefyeT nokasaTtb, YTO Ae3MHULMpPYIOLLee CPeSCTBO He NPOHW-
KaeT BHYTpb KOHTeliHepa.

8 ArTtTecTtayma (McnbITaHUSA)

8.1 O6Lwue nonoxeHns

8.1.1 ATtTecTauusi (MCNbITaHUSA) N30UPYIOLLMNX CUCTEM AOJIKHA BKIOYATL B ce6s cregytolime aTansbl:
aTTecTaumio npoekTa (KOHCTPYKTOPCKOM fOKyMeHTaLMK), aTTecTawuio ycTaHOB/IEHHOTO 060pyA0BaHNs, aTTec-
TaLMio B OCHALLEHHOM COCTOSAHUK, aTTecTalmio B aKkCnayaraumu.

8.1.2 ATTecTauuto (MCnbiTaHWs) cneayeT NPOBOAUTL B COOTBETCTBUM C YTBEPXAEHHBIMU METOANKAMN, B
KOTOPbIX AO/DKHBI O6bITb YKa3aHbl KpUTUYECKME aTanbl (NapameTpbl) U 4ONyCTUMbIE NpefAesibHble 3HaYeHNSA UX
M3MeHeHWs. MeToAuKM NPOBEAEHUS aTTecTaummn cnegyeT nepuouMyecku nepecmatpmBaTtb. YkasaHHble Tpe-
60BaHNsi OTHOCATCA KO BCeM 3Tanam atrectauuu no 8.1.1. /llo60e OTK/IOHEHME OT METOAMK JO/DKHO ObiThb
060CHOBaAHO, 0HOPMIEHO JOKYMEHTA/IBHO U YTBEPXAEHO.

MeToauka aTTecTaumum MoXeT BXOAUTb B 06LLYI0 MporpamMmmy atrectauuu (McnbiTaHuii).

MpumeyaHnune — Cm. onpegenexHns, npusegerHHble 8 MCO/TC 11139.

8.2 ATTecTauusa npoekta

MpoekT (KOHCTPYKTOPCKan fOKyMeHTaLMA) M3011pYIoLLei CMCTeMbl O/HKEH COOTBETCTBOBATb TEXHUYEC-
KOMY 3a[,aHuto, yTBEPXAEHHOMY 3aKa3unkom. CooTBETCTBME MpoekTa (KOHCTPYKTOPCKON AOKYMeHTauumn) cnc-
TeMbl, NpoLeccos, 060pyA0BaHNA 1 MaTePUaNOB YCTaHOB/IEHHbIM TPe6OBaHMAM AO/HKHO BbITb NOATBEPXKAEHO
Ha nepBoM 3Tane arrectauyuu.

ATTecTauus npoekTa fo/mkHa BXOAWTL B 06LMii npouecc atTectauuy no MCO 9001—2001.

8.3 ATTecTaumsa ycTaHOBNEHHOro o6opyaoBaHus

8.3.1 O6uwue NonoxeHns

ATTecTauus ycTaHoBNEHHOro 060pyAoBaHnA Ao/HKHA NOATBEPAUTD, YTO M30/IATOP BMECTe CO BCnoMora-
TeNbHbIMW YCTPOWCTBAMM NOCTaB/EH U YCTAHOB/IEH B COOTBETCTBUM C NPOEKTOM (KOHCTPYKTOPCKOI [OKYMEH-
Tayueir). OTo TpeboBaHWe OTHOCUTCH KO BCeMy 060pPyAOBaHWIO, MCNOAb3yeMOMYy MNpu 3Kcnayatauuu
N30NUpYIOLLLEN CUCTEMBI, & TaKKe K NOMeLLeHNIo, B KOTOPOM OHa YCTaHOB/EHA.

8.3.2 ATTecTaums ycTaHOB/IEHHOro 060pyA0BaHuNs

8.3.21 ATTecTauus ycTaHOBIEHHOro 060pyA0BaHMs LO/MKHA BKIOYaTh B cebs, no kpaliHell mepe, cre-
AyoLme npoBepKu:

a) cooTBeTCTBUSA NPOeKTY (KOHCTPYKTOPCKOM AOKYMeHTaLuun):

b) KOMMNNEKTHOCTM 060pyA0BaHUSA:

c) uIbTPOB;

d) maTtepuanos usonatopa:
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0) COCTOSIHUS BHYTPEHHUX NOBEPXHOCTEN;
0 cuctem Tpy60NpoOBOAOS;
) MaTepuanos nepyaTok:
h) cpeAcTB py4yHOro ynpasfeHus;
1) p[ocTaTOYHOCTM OCBELLEHUS;
j) cepTudmkaToB KaNMGPOBKM (MOBEPKM) U3MEPUTENbHBLIX MPUBOPOB;
k) cooTBeTCTBMA MOAENN B HATYPaASIbHYIO BEIMUMHY;
) aBTOMaTUYEeCKUX CUCTEM;
T) KOMMEKTHOCTU JOKYMEHTaLUn:
n) aBapuiitHOro 3/1eKTPOCHABXeHMS.
8.3.2.2 Heo6xoAnMO yA0CTOBEPUTLCS, YTO:
a) pacnonoxeHue obopyaoBaHNsA COOTBETCTBYET cneymndukalmm:
b) ob6opyAoBaHNe yCTaHOBMNEHO B COOTBETCTBUM C UHCTPYKLMUAMU MO MOHTaXY;
C) NoABOAUMbIE KOMMYHMKALMM COOTBETCTBYIOT AOKYMEHTaunu;
8.3.2.3 CnepfyeT BbINONHATbL KanmbpoBKy (MOBEPKY) M3MepUTenbHbIX NPrGopPoB, B TOM Yncie npegHas-
HayeHHbIX ANA NPOBEAEHUS UCMbITaHW KOHTPONSA, ynpasneHus, nHAuKauum n peructpauun. Kanumbposka
(noBepka) NpnbOpPOB Takke MOXeT ObITb BbINOSIHEHA B HaYasie aTTecTaunm B OCHaLLEHHOM COCTOSIHUN.
8.3.2.4 Tlpu ycTaHOBKE CUCTEMbI C KOMMNbIOTEPHbLIM YNpaB/iieHemM U KOHTPOSIEM U COOTBETCTBYIOLLEro
nporpammMHoro obecneyeHus crnegyet NOATBEPANTb ee COOTBETCTBME TpebosaHnam MCO/M3IK 90003 wnn
APYTUM HOPMaTUBHbIM [JOKYMEHTaM.
8.4  ATTecTauMs B OCHalLEHHOM COCTOSAHUMN
8.4.1 lMocne atTecTaunmnycTaHOBEHHOIO 060pyA0BaHMA U30AUPYIOLLAsa cucTeMa 4o/KHa ObITb aTTec-
TOBaHa B OCHaLLEHHOM COCTOSIHUM.
8.4.2 CnepyeT OLeHNTb paboTy KaXA0ro afileMeHTa CUCTEMbI, AB/AILErocs KPUTUYECKUM 418 Kadec-
TBa NPOAYKLMM, BK/TOYAA COOTBETCTBUE €0 XapakTePUCTUK YCTAHOBNEHHBIM 3HAYEHNSAM U TEXHONOTUYECKOMY
npoueccy. PesynbTatbl OLEeHKN J0/MKHbI ObITb 0OPMAEHbI JOKYMEHTaNbHO.
8.4.3 CneayeT NpoBepUTb COOTBETCTBME AOKYMEHTaUMN Ha 3KCMyaTaumio U30/IMPOBaHHOM CUCTEMBI
3aiaHHbIM TpeboBaHMAM. 3Ta JOKYMeHTaLus 40/KHA BKIoYaTh B cebs, Kak MUHUMYM, cnegytoLee:
a) noonepawluoHHble TEXHOMOTNYECKNE NHCTPYKLUN:
b) MeTOAUKY KOHTPONA nepenaja Aas/eHus BO3Ayxa;
C) MeTOAMKY KOHTPOJIsi CKOPOCTY BO3YLLUHOMO NOTOKA;
d) meToguky BU3yanusauuv BO34yLIHOrO NOTOKa,;
€) MeToAMKY KOHTPONA pacnpefeneHns Ae3MHULMPYIOLLEero M cCTepunmsyoLero cpeacTtaa (Hanpu-
Mep. BU3yanusauvein c noMoLLbio TymaHa);
0 MeToAuKy KOHTPONSA TeEMNepaTypsl;
) MeToAWKY KOHTPO/S OTHOCUTENbHON BNaXKHOCTW BO3AYXa;
h) uWHCTpyKuMKM No gesnHdekymmn (ctepunnsayun);
i) MeToAMKY KOHTPOJIS OKpYXatoLLeli cpefbl (MO XM3HECMOCOGHLIM N HEXU3HECTIOCOBHBIM YacTuLam);
j)  VHCTPYKUMW NO TEXHMYECKOMY 06CNYXMBaAHWIO, BKOYAsA KanmbpoBKy M NPOLEeCChbl OYNCTKY;
k) mMeToAuKy onpefeneHns ocTaTKOB AEe3MHMLUPYIOLLErO (CTEPUIN3YIOLLEro) CPeaCcTBa;
) MeToAUKY KOHTPONS NepeaaToUHbIX YCTPOWCTB:
T) MeTOAMUKY KOHTPONSA LEeNoCTHOCTM ycTaHoBNeHHbIX HEPA. ULPA (ynbTpasbliCOKO3(EKTUBHbIX) U
MeMbpaHHbIX PUNbTPOB;
n) MeTOAWKY KOHTPONA repMEeTUYHOCTU (BE/TMUMHBI YTEUKN) Kopryca n30natopa,;
0) MeTOAMKY KOHTPOSIS LLe/IOCTHOCTH NepyaTok, pykaBoB, KOCTIOMOB;
p) MeToAbl NPOBEPKN OTK/IOHEHW OT yCTaHOB/IEHHbIX NOKa3aTe e u npuHuMaeMble Mepbl.
8.4.4 CnepyeTonpefennTb NOCNEACTBUSA OTKA30B N3MepPUTENIbHbIX NPUBOPOB (415 ynpaBieHns, NHAW-
Kauum n permcTpauum), ycTaHOBMEHHbIX B U30UpYHOLLei cucteme.
8.5 ATTecTauma B aKcnsyarauum
8.5.1 O6wwue NosoxeHus
8.5.1.1 Mocne aTTecTauum B OCHaLLEHHOM COCTOSIHMM BCA U30MpPYIOLLas cucTema fo/mkHa ObiTh aTTec-
ToBaHa B aKkcnnyatauuu. CnefyeT NpoBepuTb, YTO YCTaHOB/IEHHOe 060pyAOBaHNe NocTosHHO paboTaeT B
COOTBETCTBMU C 3afjaHHbIMV TPEGOBAHNAMU, & NOYYEHHbI NPOAYKT COOTBETCTBYET cnevmndmkauum Ha Hero.
PesynbTaTbl aTTeCTaLMM [O/MKHbI ObITb 0 OPMAEHBI JOKYMEHTaNbHO.
8.5.1.2 B npouecce aTTectaumm B aKcnayaTauum cnefyeTt nposecty atTectaymio npoLeccoB O4YNCTKM Ha
mecTe (CIP), ae3nHdekumm (cTepunmnsanmm) 1 BbINOJIHEHNSA TPEOOBaHNA acenTuku.
8.5.1.3 CrniefyeT TakxXe y4yecTb:
a) MUHUMasIbHbIE Y MaKCUMasibHble pasMepbl NPefMeToB, MOMeLLaeMblX B U30/1ATOP;
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b) BO3MOXHOCTb OOHAPYXeHNA HerepMeTUYHOCTN n3onsaTopa:

C) YPOBHM NpeaynpexaeHvs u AeicTBus ANs KpaTHOCTM BO3AyX006MeHa, nepenaja faB/ieHusl, Konu-
yecTBa 4acTul, MUKPOOPraHM3MoB, UT.4.;

d) Bpems BO3aeicTBMA Ae3uHULMpYOLWEero cpeicTsa npy 06paboTke NoMeLLeHns, B KOTOPOM ycTa-
HOBJ/IEHA U30/IMpYyloLLas cucTema.

8.5.2 Ouwuctka

8.5.2.1 [pouecchbl 04YNCTKN N30MMPYIOLLEeli CUCTEMBI AO/KHBI ObITh pa3paboTaHbl U aTTecToBaHbl A1
TOro, 4Tobbl HaAEeXHOo obecneynBaTb TPEOYEMOE CHUXKEHME YPOBHS 3arps3HeHuiA (0T BbIGPAHHOrO NOCTOPOH-
Hero matepuana) B camblX TPYAHOAOCTYMNHbIX MecTax npy Hauxyawux ycnosusx. CnegyeT 4OKYMeHTaNbHO
othopMUTL MeTOAbl OYMCTKM C yKasaHMeM MNepuoguyHOCTU ee MpoBefeHus, MNPUMEHSEeMbIX CpefCTs,
060pyAoBaHnsA U MaTepuanos.

8.5.2.2 lNepepn npoBefeHNEM OUYNCTKM AO/MKHA ObITb NPOBEAEHA CyLIKa aTTeCTOBaHHLIM METOA0M, Tak
KakK MpMCyTCTBME BNarv MOXeT OkasbiBaTb BO3AeCTBME HA 3h(PEKTMBHOCTb Ae3MHMLMPYIOLLErO CpeacTBa.
CnepyeT yCTaHOBUTb MakCMMasibHO A0MNYyCTUMOE BPEMS MeXAy NPOBeAEeHNEM OUNCTKM 1 Ae3nHdekuumn (cTe-
punusauum).

8.5.3 [e3uHdekuns (ctepunmnsanms)

8.5.3.1 [pu atTecTauun npouecca Ae3vHgeKuun (ctepununsayumn) crnegyet yuntbiBaTb TemnepaTypy
BHYTPU M30/11pYyHOLLEl CUCTEMbI, pacnpefeneHne ge3nHduumpytoliero (CTepunusyoLero) cpeactsa, 61osno-
TMYECKY0 Harpysky n BeHTUnAuuio (NpoayBsky) nsonatopa. JosxHo 6bITb NOKa3aHo, YTO KOJIMYECTBO KOHTPO/1b-
HbIX CMOPOBbIX MWKPOOPraHW3MOB W3BECTHOW PEe3UCTEHTHOCTU yMeHbluaeTCs B 3afjaHHOe 4ucno pas.
AhhekTMBHOCTL 06pabOTKM A0/MKHA ObiTb MOATBEPXAEHa NyTeM MpoBeAeHUs Tpex nocnefoBaTeflbHbIX
ucnbiTaHnin. Cnopbl AO/MKHbI ObITb HAHECEHBI B TPYAHOAOCTYMNHbIE MECTa UK B Te MECTa, rae TpyaHo obecne-
UNTb AOCTMXEHME 3aaHHOI0 3HAYeHNA KpUTUYECKOro napamMeTpa, HanpuMmep TemnepaTypbl. MecTa HaHece-
HWS Crop A0/DKHbI 6bITh NpeAcTaBUTENbHLIMWU ANA ydyeTa 3TUX PakTopoB Npu NnpoBefeHun atrectauuun. Mpu
aTTecTauun cnefgyeTt HAHECTU Ha CXeMy M30/1Topa Te 3HaYeHNss napameTpoB, KOTOpble ABAATCA KpUTUYECKN-
MU AN npouecca o06pab6oTku. MNpy npoayBKe [AO/MKHO ObiTb YCTAHOB/IEHO CHWXEHWUE KOHLEeHTpauuu
Ae3nHdruympytolero (CTepun3yloLLero) cpeacTaa 40 NPUeEMIEMOT0 YPOBHS.

8.5.3.2 MMpu aTtTecTtauymm npouecca gesnHdekumn (ctepunmsanmmn) N8 3aBepHyTbIX (ynakoBaHHbIX)
npeAMeTOB U KOHTENHEPOB CO CTEPU/IbHBLIM MPOAYKTOM CleAyeT UCNO/b30BaTh XUMUYECKUE N MUKPOBUONOru-
yeckue TecTbl A5 NOATBEPXAEHUS TOro, YTO MPOLECC He BNUSAET HA 3TV NpeaMeThl, aie3nHduumpytollee (cTe-
punusylollee) cpeacTBO He NMPOHUKAET B KOHTeliHepbl. [lo/HKHO 6bITb MOKasaHo, yYTo Ae3uHduuupyllee
(cTepununsyioLlee) cpefCTBO He OKa3biBaeT B/IMSHUSI HA CBOCTBA pocTa NMTaTeNIbHON cpefpbl.

8.5.3.3 Mepep nepepayeil Bo6paboTaHHbIi N301STOP BCE 3/IEMEHTbI, MaTepuansl 1 4yacTn o6opyoBa-
HVS AODKHBI ObITb CTEPUIN30BaHbI (4€3VH(VLMPOBaHbI).

8.5.4 VmuTauyma npoueccos

8.5.4.1 ATTecTtauus acenTU4eckoro npouecca AoJIKHA YCTaHOBUTb, YTO NPOLLECC NOCTOSAHHO COOTBET-
CTBYeT 3a/laHHbIM TpeboBaHuaM. [MNpy aTTecTauumn NnpoBepsloT NOPSAL0K Nepefayn obopyaoBaHus n maTepua-
NOB B U30M1ATOP, BbINOJIHAKT MMUTALMIO NpoLuecca, NPOBEPSAI0T COXpaHeHne repMeTUUYHOCTN n3onaTopa B
TeyeHve onpeaeneHHoro nepnoia BpeMeHu.

8.5.4.2 Tpu HeobxogMMOCTU cnedyeT nokasaTb COOTBETCTBME npouecca TpeboBaHusmM pasgena 17
MCO 13408-1 gna ncnbiTaHUA ¢ HANOIHEHNEM NUTATENILHOW Cpefoii.

8.6 PaccmoTpeHue 1 yTBepXaeHWe pe3y/ibTaToB aTTectaymm

8.6.1 [laHHble, NOyYeHHble Mpy aTTecTauMn nNpoekTa, aTTecTauMm ycTaHOBMEHHOTO 060pyfoBaHUs,
aTTecTauun B OCHalEeHHOM COCTOSIHUM U aTTecTauum B aKcnayataumm AoMKHbl ObiTb 0POpMIEeHbl OKYMEH-
TaNbHO N pacCMOTPEHbI HA COOTBETCTBUE YCTAHOB/IEHHbLIM TPe60BaHUAM.

8.6.2 CnegyeT noaTBepAuTb COOTBETCTBME M30MUPYIOLWEA CUCTEMbI YCTAHOBMEHHBIM TEXHUYECKUM
TpeboBaHuaM, BKIOYaa TpeboBaHMs K napameTpam npowecca v X AonycTUMbIM NpefenbHbIM 3HaYeHUsAM Ans
BCeX cTaauii npouecca.

8.6.3 PesynbTartbl aTTECTaLNM AOMKHbI ObITb OhOpMEHBI B BUAe oT4yeTa. OTUeT 4O/HKEH 6bITb NoAnK-
CaH nnuamun, oTBETCTBEHHbLIMU 3a NOATOTOBKY, PACCMOTPEHNE Y OLLEHKY pe3y/ibTaToB aTTecTauuu.

8.6.4 OTuyeT 06 aTTECTAUMN AO/KEH BKAKOYATL B CEOS faHHbIe O KaMOGPOBKe (NOBEPKE) CpeacTB nsme-
peHns 1 KOHTPONA 4,0 NpoBeAeHns aTTecTalmm.

8.7 lNoBTOpHasa aTTecTaumns

8.7.1 [MoBTOpHYO aTTecTaunio cnegyeTt NpoBoAUTL C ONpeAeneHHOW NepuoaNYHOCTbIO, a TaKkke nocne
nospexzaeHuii nsonatopa.
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8.7.2 TlonyuyeHHble gaHHbIe A0/HKHbI paccMaTpuBaTbCs Ha NpegMeT COOTBETCTBUA TPe6oBaHNAM [OKY-
MeHTaumun. OT4yeTbl O NOBTOPHOW aTTecTauun cnepyeTt XpaHuTb. B cnyvyae o6HapyxeHWs HecooTBEeTCTBUA
yCTaHOB/IEHHbIM TPe6OBaHNAM LO/DKHBI NPEeANPUHUMATLCSA HEOOX0AMMbIE MepbI.

8.7.3 OTyeTbl 0 NOBTOPHOW aTTecTauuy ohopMaSIOTCSA JOKYMEHTAIbHO U NOANEXAT XPaHEHUIO.

9 TeKywWnii KOHTPO/Ib

9.1 VHCTpyKuun

WHCTpyKUMM no akcnayaTtaunm n3onvpyrowei cuctemMbl foMKHbl ObiTb 0DOPM/IEHbI 4OKYMEHTA/IbHO U
yunTbIBaTL pe3ybTarbl arTectayuu.

9.2 TepMeTUYHOCTb CUCTEMBI

9.2.1 NepMeTUYHOCTb N30/IMPYIOLLLEN CUCTEMbI C/leyeT NPOBEPATL C OnNpefeeHHOV NepUoANYHOCTbIO,
a TaKke nepej KaxblM npoLeccom ge3nHdekummn (ctepunnsauum).

MeToApbl OLLeHKN repMeTUYHOCTK Mo yTeuke npueeaeHsbl B V1 C 010648-2 n ICO 14644-7.

9.2.2 l'epMeTWYHOCTb MepyaTtok, KOCTIOMOB W T.A4. CefyeT perynspHo npoBepAaTb. [epMeTUYHOCTb
MOXeT ObITb MPOBEPEHA C MOMOLLLI0 MUKPOBUONOTUYECKUX NYWTN (PU3NYECKUX METOL0B.

MpumeuaHune — TpeboBaHne K rTepMETUYHOCTU MOXET 6bITb 06YCNOBNEHO HEO6XOANMOCTbIO NOAAEPXNBAHNSA
acenTuyeckux ndOBl/IVI, a TakKxe 3alWunTbl onepaTtopa npu pa60Te C onacHbIMMU MaTepunanamu Mnn Bo Bpems nposefeHus
aesnHdekynn (ctepunumsaynn).

9.3 KoHTponb npouecca ge3vHgekyumn (CTepuimnsauymm)

CnepyeTt 3a4aTb U KOHTPONMPOBATL NapaMeTpbl npolecca Ae3vHgekuumn (ctepuamnsaunnm), Hanpumep
Takue, Kak npoAo/MKMTE /IbHOCTb Ae3UH ek (CTepunnsaunm), TemnepaTypa, BNaXHOCTb BO34yxa 1 pacrnpe-
JeneHuve rasa BonpepesieHHbIX mectax. CrieflyeT KOHTPONMPOBATL U PErMCTPUPOBATL KpUTUYECKMe napameT-
pbl M30NUPYIOLWE CUCTEMBI U OCYLLECTB/ISIEMOrO npouecca. 3T napameTpbl cnegyeT KOHTPOAMpoBaTh B
MecTax, KoTopble TpyAHee Bcero noggatrTcsa obpaboTke. [laHHble MecTa AO/DKHbl OblTb OnpeAeneHsl npu
npoBefeHun aTTectauumm.

9.4 KoHTponb oKpyxatoLeli cpeapbl

9.4.1 Heob6xoanmo obecneynTb KOHTPO/Ib CUCTEMbI BEHTUNAUUKN n3onatopa. Kak MuHumym, cnegyet
KOHTpONMpoOBaTb nepenaj faBneHus, Takke crefyeT KOHTPONMPOBAThL KOHLEHTpaLMIio 4acTul B BO3AyXe.
[MeproAnYHOCTb KOHTPO/IA YCTaHaB/IMBaOT HA OCHOBaHUWN pe3ysibTaToB arTectaunn. PekomeHnayeTca npeg-
ycMmaTpuBaTb HENpepbIBHbIV KOHTPOb C Lefbio NOATBEPXKAEHUS LLeNOCTHOCTY (OUIbTPOB. Pe3ynbTartbl KOH-
TponA [O/MKHbI peructpupoBatbes. CneayeT npegycMaTpuBaTb aBapuiiHylo CuUrHanusauui B criyyae
HapyLleHns LenoCTHOCTM (OUNbTPOB.

9.4.2 MUKpOGUOOrMYECKNA KOHTPO/Tb CrieayeT MPOBOAMTL MO rpaduky U B MecTax, yCTaHOB/IEHHbIX MO
pe3ynbTatam aTTecTalum 1 B npouecce akcnayaraumi. Katum mectam OTHOCATCA NOBEPXHOCTU BHYTPU U30/15-
Topa. nepyaTkv nnpeamMmeThbl, nepefaHHblie BU30naTop. MNpy obHapyxeHnn MMKpOOpraHn3MoB cnegyeT ycTaHo-
BUTb MPUYUHY U NPEANPUHATL HE0BX04UMble Mepbl. Pe3ynbTaTtbl 3TON paboTbl AO/MKHbI ObITb 0QOPMIEHbI
[OOKYMEHTa/IbHO.

9.4.3 MuTaTtenbHble cpefbl, NOMELLEHHbIE B N30/IATOP MOC/e ero Ae3vHdekuun nam ctepunnsanuu,
[O/MKHBI 06ecneynBaTb POCT MUKPOOPTraHN3MOB.

9.5 KOHTpONb U3MeHeHU

9.5.1 Mpwu n3meHeHnsix 060pyfoBaHNA UK Npouecca cneayet onpefennTb NX BO3MOXHOE BUSHME Ha
KayecTBO cUCTEMbI, 3P PEKTUBHOCTb OUNCTKN U AE3UHeKLNM (CTepunmsanmm), a Takke Heo6xo4MMOCTb NPo-
Be/leHUsi NOBTOPHOW aTtTecTayuu.

9.5.2 XapakTep aTuUX U3MEHeHW cneayeT yunTbiBaTb NpU ONpejesieHun nporpamMmmel aTrectauun ycrta-
HOBJIEHHOTr0 060pPYA0BaHUSA, aTTecTalny B OCHaLLEHHOM COCTOSHWUM UK aTTecTauun B aKcnayatauum.

9.5.3 Pe3synbTathl oUeHkM N0 9.5.1. 060CHOBaHNE NPUHATLIX pPeLLeHnii 1 B HeobxoaMMol aTTecTayum
[OJDKHBI 6bITb 0POPM/IEHBI JOKYMEHTA/BHO.

9.6 TexHuueckoe ob6cnyxmBaHue 1 kanmbposka Npubopos

9.6.1 TexHuyeckoe 06cnyxxmBaHue N30nATopa, BkYas kannoposKy Nnpmbopos, cnegyeT NPoOBOANUTL MO
rpaduky B NnaHOBOM nopsifike. Pe3ynbTarbl paboT A0/MKHbI 6bITb 0POPM/IEHbI 4OKYMEHTA/bHO B COOTBET-
CTBUW C MHCTPYKLMAMU MO TEXHNYECKOMY 06CNYXMBAHMIO 1 6€30NacHOCTL.

9.6.2 MepuaTtku, KOCTOMbI U NepefaToYHble NOPThbl NPeACTaBSAT 0COObIA PUCK U AO/MKHLI PETYNSPHO
npoBepATLCA. [JaHHble 3/1IeMeHTbl PEKOMEeHAyeTCA 3aMeHATb B COOTBETCTBUU C rpaddukoM. PunbTpbl cnegyet
KOHTPO/IMPOBATL NOC/IE YCTAHOBKN U MEPUOANYECKM B NpoLecce akcnyartaunu. Cnefyet nposBepATh LLenocT-
HOCTb h/IbTPOB M CKOPOCTb BO3AYLLHOr0O NOTOKA.
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10 O6y4eHMe nepcoHana

10.1 MepcoHan fo/KEH NPOATM 06yYeHNe BYCTAHOB/IEHHOM MOPSLKE.

10.2 CnepyeT pa3paboTaTb nporpammy obyueHus nepcoHana. OHa [O/KHA cofepxaTb cnegyroune
pasgensi:

a) npaswia nosb30BaHWA NepyaTkamu 1 KOCTIOMaMu:

b) MpaBuna NpoBefeHUs fe3nHgekymmn (CTepumsanun) nepyaTok, KOCTIOMOB 1 Camoii n3onmpyoLei
CUCTEMBI:

C) NOpsAAOKKOHTPO/IA LLeTOCTHOCTY NepyaTok, KOCTIOMOB W M30/1MpYIOLLEel CUCTEMDI:

d) nopsgok nepefayn matepuanos B U30/IMPYIOLLYIO CUCTEMY U U3 Hee;

e) npaswna 3kcnayaTauun 060pyA0BaHNSA, KOHTPO/ISA U TEXHUYECKOro 06CNyXMBaHNS;

f) npaBuna TexHnkn 6e30nacHOCTH NPY UCNO/Ib30BAHUN NPUMEHSAEMbIX BELLECTB 1 Tpe60oBaHUsA 3proHo-
MVIKK;

) TeXHONornyeckne UHCTPYKLUK;

h) xapakTepucTukm MowLWmMX, AE3UHDULMPYIOWMX N CTEPUNNIYIOLLNX CPEACTB, a Takke Nopsafok ux
o6paLleHnst n xpaHeHus:

i) npaBuna nonb30BaHMs reHepaTopoM (HanpvmMep, Nepokcuaa BoAopoaa).
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MpunoxeHune A
(cnpaBouHoe)

CBefieHns 0 COOTBETCTBUM HaLMOHANbHbBIX CTaHAapToB Poccuiickoii ®egepaunn

Ta6nunuya Al

O603HaueHne CCbIIOYHOTO
MeXyHapoAHoro ctaHgapTa

NCO 13408-1:1998

NCO 13408-4:2005
MNCO 13408-5:2006
NCO 14644-7:2004

NCO/M3K 90003

CCbIJTIOYHBIM MEeXAYHapoAHbIM cTaH4apTam

O603Ha4YeHne 1 HaMMeHoBaHVe COOTBETCTBYIOLLErO HaLMOHa/IbHOK CTaHjapTa

FOCT P NCO 13408-1—2000 «AcenTu4yeckoe Npou3BOACTBO MeAULMHCKOW NpoAyKUUK.
O6uwune Tpe6oBaHNA»

FOCT P NCO 14644-7—2007 «YuncTble NOMELWEHNS N CBA3aHHbIE C HUMW KOHTpO/upye-
Mble cpefbl. YacTb 7. M3onupywowme yctpoiicTBa (YKPbITUS C YACTbIM BO34YXOM, GOKCbI
nepyaToyHblie, N30NATOPbl U MUHU-OKPYXEHNS)»

* COOTBETCTBYHWOLMA HALMOHANbHbBIA CTAHAAPT OTCYTCTBYET. [0 €ro yTBepXAeHnss peKOMEeHAyeTCsl MCNO/b30BaTh
nepeBOj Ha PYCCKWIl A3bIK AAHHOTO MEeXAYHapoHOro cTaHjapTe. MepeBo AaHHOTO MeXAYHapo4HOro cTaHaapTa Ha-
xoauTcsi B ®efepanbHOM MHDOPMALMOHHOM (DOHAE TEXHUYECKUX PEernaMeHTOB M CTaHAapTOB.
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KntoyeBble cNnoBa: U30/MpyloLiee YCTPONCTBO, TECT Ha YTEUKY, OLEHKA prcKa, NepefaToyHoe YCTPOCTBO, ne-
pefaToUHbIli MOPT, Ae3NHMEKLNS, CTEPUIN3ALMS
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