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EBpa3niickoro 3KOHOMHUYECKOI'0 COX03a

HPOU3BOJACTBO CTEPUWJIBHBIX ITPOAYKTOB

1. ObnacTh MpUMEHEHHUS

IIpon3BOACTBO  CTEPWIBHBIX MPOAYKTOB  OXBAThIBAET IIMPOKHM
JUMara3oH THUIIOB CTEPUJIBHBIX TNMPOAYKTOB (aKTHUBHbIE (DapMalleBTUUYECKUE
CyOCTaHIINM, BCIOMOTaTeIbHbIE BEIIECTBA, MATEPHUAJIbI IEPBUYHON YIAKOBKH
U TOTOBBIE JIEKApPCTBEHHbIE (OPMBI), (POPMATOB yHAKOBKH (OT OZHOJ030BBIX
JI0 MHOT'OJI030BBIX ), IPOLIECCOB (OT BBICOKOABTOMATU3UPOBAHHBIX CUCTEM J0
MPOILIECCOB, OCYIIECTBIISIEMBbIX BPYYHYIO) M TEXHOJOTMH (Hampumep,
OMOTEXHOJIOTUH, KJIACCUYECKOE IMPOM3BOJCTBO  MaJbIX  MOJEKYJI |

UCIIOJIb30BAHUE 3aKpbhIThIX cucTeM). Hacrosiiee NpUI0XKEHUE COAEPKUT
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oOuIre yka3aHusi, KOTOpbIE JOJIKHBI MCIIOJIb30BAThCSI PU IPOEKTUPOBAHUU U
KOHTPOJIE TPOU3BOACTBEHHBIX MOITHOCTEM, 000PYIOBAHMS U CUCTEM, a TAKKE
B IIpOLEaypax, HCHOJB3YEMBIX Ui MPOU3BOACTBA BCEX CTEPUIIBHBIX
IIPOAYKTOB, C IPUMEHEHUEM MIPUHIIUIIOB YIIPABJICHUS PUCKAMU ISl KAUECTBA
(QRM) s obecrniedeHus TMPEIOTBpAIICHUS] KOHTAMHHAIIUM KOHEYHOTO
IIPOAYKTa MUKPOOPraHU3MaMHM, YaCTUL[AMU U DHIOTOKCUHAMHU (IIMPOT€HAMM).
YnpasineHue pUCKaMHU U KadyecTBa IIPUMEHSETCS KO BCEMY
JOKYMEHTY, U CCBUIKM Ha HET0, KaK MPaBWIo, He OyAyT yKa3bIBaThCs JIMILb B
OTACIBHBIX IIyHKTax. Eciau yKa3plBalOTCA OIPENEIIEHHbIE IPENEIIbL,
IIEPUOJUYHOCTD WM JUAINa30Hbl, TO TOTJa OHU JOJDKHBI pACCMAaTPUBATHCA B
KayecTBE MUHUMAaJbHOrO TpeOoBaHus. OHM yKa3aHbl Ha OCHOBAHHUU
VMCTOPUYECKOIO PETYIATOPHOIO ONbITa B OTHOLIEHHUM ACIEKTOB, KOTOpHIE
OBLIIM ONpeEICHbl U OKA3bIBAIM BIMSHUE HA O€30M1aCHOCTh NAIMEHTOB.
I{esnbr0 HACTOSAILETO NMPUIIOKEHUS SABJISACTCS MPEIACTABICHUE YKa3aHUU
10 MPOU3BOJICTBY CTEPUIIBHBIX MPOAYKTOB. OTHAKO, HEKOTOPHIE MPHUHIIUIIBI U
PYKOBOACTBa (HampuMeEp, CTpaTerusi KOHTPOJS KOHTaMHHALMH, HPOEKT
NOMEIIeHUH, Kiaccu(UKaluusg YUCTBIX TMOMEIIEHUM, KBamuukanus,
BAJINJIALIMSI, MOHUTOPHUHT, TEXHOJOTHYECKAs OJIEK/IA U €€ HCIOJIb30BAHUE)
MOTYT MCIIOJIb30BaThCAd NPU IMPOU3BOJACTBE JPYTHMX BUIOB IMPOAYKTOB, HE
ABIIAFOIIUXCSI ~ CTEPUJIbHBIMU  (HApUMEp,  OINPEICICHHBbIE  KUAKHE
JeKapcTBeHHbIE (OPMBbI, Kpema, Ma3ud U OUOJOTUYECKHUE MPOMEKYTOUHbBIE
IPOJIYKTHI C HU3KOW OMOHArpy3Koil), HO JJIs KOTOPBIX BaXXHBIMU CUUTAIOTCS
KOHTPOJIb M CHW)XKEHWE KOHTAMWHALIMM MHUKPOOPTaHU3MaMH, YaCTULUAMH U
SHAOTOKCHUHAMU (muporeHamu). Eciu mpou3BoauTensb aenaeT BIOOP B MOJb3Y
WCIIOJIB30BaHNsl MPEICTABICHHBIX B JAaHHOM JOKYMEHTE YKa3aHUM Ui
HECTEPUJIBHBIX ITPOAYKTOB, OH JOJDKEH YETKO 3aJOKyMEHTHUPOBATh, KaKHE
IIPUHLMIIBI UCHOJIB30BAINCh, & TAaKXE IPOJEMOHCTPUPOBATH JOCTHKEHUE

COOTBCTCTBHUA OTUM IIPUHIUIIAM.
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2. [lpunnun

2.1. ITpou3BOACTBO CTEPUIIBLHBIX MPOAYKTOB IOJIBEpraeTcsi ACHCTBUIO
O0COOBIX TpEOOBAHUM, IEIBI0O KOTOPHIX SIBISETCS MUHHMU3AIUS PUCKOB
KOHTAMUHAIIMM ~ MHUKPOOPTraHWU3MaMH, 4YacTUIlaMU M  SHJIOTOKCUHAMHU
(muporeHamu). Cienyer NpuHUMaTh BO BHUMAHHE CIEAYIOIINE KIIFOYEBBIE
obJacTu:

1. [Ipou3BOACTBEHHBIE MOIIHOCTU, OOOPYJAOBAHUE U MPOIECC CIEAYET
MPOEKTUPOBATH, KBaJIu(UIMpPOBaThH u (vm) BAJIUJIUPOBATh
COOTBETCTBYIOIIIUM 00pa3oM, a TakXe TIJe MNPUMEHUMO, OCYIIECTBIISATH
MPOJIOJDKAIONIYIOCS  BepU(PUKAIIMIO TpoIlecca MPOU3BOJACTBA B XOJI€
KU3HEHHOIO0 IIMKJa B COOTBETCTBUM C COOTBETCTBYIOUIMMH pa3/iellaMH
[IpaBun  Hammexamend  MPOU3BOJACTBEHHOM  NPAakTUKUM  EBpa3uiickoro
PKOHOMHUYECKOr0 CO0103a, yTBepkAeHHbIX Pemenuem CoBera EBpasuiickon
PKOHOMHYECKON Komuccuu ot 3 HOsiOpst 2016 1. No 77 (nanee — [IpaBuia).

1. Ucionb30BaHWE  COOTBETCTBYIOUIMX  TEXHOJIOTMW  (Hampumep,
OapbepHbIX cucteM orpanumdeHHoro goctyna (RABS), wuzonstopos,
pPOOOTHM3UPOBAHHBIX CHUCTEM, METOJ0B OBICTPOrO  (QJIBTEPHATUBHOTO)
KOHTPOJISI U CUCTEM HENPEPHIBHOTO MOHUTOPUHTA) CJIEAYET YUYUTHIBAThH JJIS
MOBBIIIIEHUSI CTEMEHW 3alllUThl MPOJYKTa OT BO3JCUCTBUSI BHEIIHHUX
VMCTOYHUKOB NMOTECHUUAIIbHON KOHTAMUHAIMA YHAOTOKCUHAMU (ITUPOTEHAMH),
YaCTUIIAMU W MHUKPOOpPraHW3MaMH (HampuMep, CO CTOPOHBI MEpcoHaa,
MaTepUalioB M MPOU3BOJICTBEHHOW Cpelbl), a TakXkKe CHocoOCTBOBATH
OBICTpOMY 00OHapPY>KEHUIO MOTEHIIMATBHBIX KOHTAMUHAHTOB B
MIPOU3BOJICTBEHHOM CpeJie U MPOIYKTE.

iii. Ilepconan momkeH o0jagaTh COOTBETCTBYIOMICH KBadU(HKAIHMCH,

OIIBITOM, a TAKXKXC MMCTb COOTBCTCTBYIOIICC o6yquHe 1 HaBbIKU ITOBECACHMUA,
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HaIpaBJIEHHbIE HA COOJIIOICHUE IPUHIIUIIOB 3aIUThl CTEPUIIBHOIO POAYKTa
B XO/JI€ MPOLIECCOB €r0 MPOU3BOACTBA, YIIAKOBKH U TUCTPUOYIIHH.

iv. [Ipoueccbl M cucteMbl MOHHUTOPUHTA JJIsI  IPOU3BOJACTBA
CTEpPWJIBHOTO MPOAYKTa CJIEAYET MPOEKTUPOBATh, BBOJIUTH B 3KCILIYaTAaLHIO,
KBaJIM(ULIMPOBATh, MOJBEPraTb MOHHUTOPHUHTY U pEryJspHOMY 0030py
EepCOHANIOM, OOJaJalOIIUM COOTBETCTBYIOIIMMU 3HAHUSMU B OTHOLICHUU
IPOLIECCOB, NUHKEHEPHO-IIPOEKTHBIX Pa0OT U MUKPOOUOJIOTHH.

v. Cplppe U YINAKOBOYHBIE MAaTEpHaJIbl CIEAYET MOABEPraTh
COOTBETCTBYIOIIEMY KOHTPOJIIO U TECTUPOBAHMIO ISl 0OECII€UEHUs TOr0, YTO
YPOBHU OMOHArpy3KH M 3HJIOTOKCHUHOB (ITUPOT€HOB) SIBISIOTCS MPUTOJIHBIMU
JUISL UX UCIIOJIb30BAHMS.

2.2. YmnpasieHue npoueccamu, 000py10BaHUEM, TPOU3BOICTBEHHBIMU
MOIIHOCTSIMHU U TPOU3BOJICTBEHHOMU AESATENBHOCTBIO CIEIYET OCYIIECTBISATh B
COOTBETCTBUU C MPUHUMIIAMHM YOPaBICHUS pUCKaAMU JJId KadecTBa IS
o0ecnieyeHusl ynpexJarommx (MIPOaKTUBHBIX) CPEACTB HAECHTU(DUKAIIHY,
HAy4YHOU OLIEHKHU U KOHTPOJISI IOTEHIMAIbHBIX PUCKOB I KauecTBa. B ciydae
UCIIOJIb30BAaHUS ~ aJbTEPHATUBHBIX  TOJIXOJIOB OHM  JOJDKHBI ~ MMETh
COOTBETCTBYIOIIIEE OOOCHOBAHME W COMPOBOXKIATHCS OLICHKONM PHUCKOB U
MEPONPUSITUSIMU MO CHUKEHUIO PUCKOB, a TAaK)KE€ COOTBETCTBOBATH IIEJISIM
HACTOSIIETO NPUIOKEHUS.

[IpuopuTreTsl cucTEMBI YIPaBICHUS PUCKAMHU JJIs KAYECTBA B NEPBYIO
ouepedb AOJKHBI BKJIIOUAaTh B CE€OSl COOTBETCTBYIOIIEE NPOECKTUPOBAHUE
MPOU3BOJACTBEHHBIX  MOIIHOCTEH, OOOpyIOBaHMSI U  MPOLIECCOB, C
NOCJIEIYIOIIMM BHEJIPEHUEM YETKO pa3paOOTaHHBIX MpOLEAyp, a TakKke
IPUMEHEHNE CUCTEM MOHHUTOPHHIA KaK 3JIEMEHTa JIEMOHCTpPALUU TOrO, 4TO
INPOEKTHBIE pEUICHUS W MNpPOUEaypbl OBUIM peaInu30BaHbl HaJIeKalUM

oOpa3oM W TPOJOKAIOT paboTaTh COIJIacHO OXHaaHusAM. IlpoBeneHwne
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TOJIbKO MOHUTOPUHIa WM TECTUPOBAHUSI HE SABISIETCS JOCTATOYHBIM JJis
o0ecreueHns CTEpUIbHOCTH.

2.3. Crpareruto koHTpodisi kontamuHauuu (CCS) ciegyer nmpuMeHsTh
Ha TIPOW3BOACTBEHHON TUIOMIAKE JJISI ONIPEACIICHUS BCEX KPUTHUYECKUX TOUCK
KOHTpPOJIA U OLIEHKU 3((HEKTUBHOCTU BCEX OCYIIECTBISIEMBIX KOHTPOJBHBIX
MEpONPUSITHIA (MPOEKTHBIX, MPOLIETYPHBIX, TEXHUYECKUX u
OpraHU3AIMOHHBIX), @ TAKKE MEPOIPUATUA MOHUTOPHHTA, OCYIIECTBIISIEMBIX
JUTSL YIpaBJICHUS PUCKaMU JJIS KadecTBa W OE30MaCHOCTH JIEKApCTBEHHBIX
cpenctB. KomOnHMpoBaHHAs cTpareruss KOHTPOJIA KOHTAMHHAIIUU JTOJDKHA
dbopMHUpPOBATh YCTOWYUBYIO TapaHTUIO MPEIOTBPAIICHUS KOHTaAMUHAIUU.
CrpaTerusi KOHTPOJISI KOHTAMUHAIIMU JIOJDKHA aKTHUBHO aHAJU3UPOBATHCS H,
o Mepe IeIeco00pa3HOCTH, OOHOBIATHCS, a TakKe CIOCOOCTBOBATH
MOCTOSIHHOMY  yJIYYIICHWIO METOJIOB TIPOM3BOACTBA M KOHTposs. Ee
3((PEKTUBHOCTDh JIOJKHA SBISTBCA YacThIO IEPUOJUYECKOrO0 0030pa co
CTOPOHBI PYKOBOJCTBa. B ciyuae HanmuuuMsg CHUCTEM KOHTPOJsA M HUX
COOTBETCTBYIOIIETO YMPABICHHsS, HX 3aMEHA MOXET HE SBISTHCS
HEO0OXOAMMOM, OJHAKO OHU JOJIKHBI OBITh YITOMSHYThI B CTPATErUH KOHTPOJIS
KOHTaMHHAIINH, a BCE CBSA3aHHBIC C ’TUM B3aUMOJICHCTBUS MEKIy CHCTEMaMH
JOJDKHBI OBITH TTOHSATHBIMHU.

2.4. KoHTpoib KOHTAaMUHAIIMM ¥ MEPBI, OCYIIECTBIsAEMbIC IS
MUHUMH3AIANA PUCKAa KOHTAMUHAIIMM MUKPOOPTaHW3MaMH, YHAOTOKCHHAMU
(MAporeHaMu) W YaCcTHIIAMH, BKJIIOYAIOT B CeOS PsAI B3aWMOCBSI3aHHBIX
nevictBuii W Mep. OOBIYHO OHM OIICHUBAIOTCS, KOHTPOIMPYIOTCS U
MOJIBEPTatOTC MOHUTOPHHTY B HHAWBUIYyAIBHOM TIOPSJKE, OJHAKO WX
001y10 3G (HEKTUBHOCTD CAEAYET pacCMaTPUBATh B COBOKYITHOCTH.

2.5. Pa3paboTka cTpaTeruu KOHTPOIsl KOHTAMUHALUK TPeOyeT HATuIue
JETANBHBIX TEXHUYECKUX 3HAHUMN, a TAK)Ke 3HAHWW B OTHOIIICHUH TIPOIIECCOB.

HOTGHHI/IEUIBHBIC HNCTOYHUKHN KOHTAMHUHAIIUMU CBA3aHbl C IIPOAYKTaAMM
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MUKpPOOHMOJIOTHYECKOTO W KIJIETOYHOrOo pacmnaja (Hampumep, MNUPOTEHBI,
HHJOTOKCHUHBI), a TAKKE C YaCTUIIaMU (HAIIpUMeEp, OCKOJIKUA CTEKJIa U JAPYyTrue
BUAUMBIC (HEBUJIUMBIC) YACTHIIHI).

DJIeMEHTHBI, TPEOYIOIINEe PACCMOTPEHHS B paMKaX CTPAaTEruu KOHTPOJIS
KOHTaMHMHAIIMM, JIOJDKHBI BKJIIOYAaTh B ce0s  ciemyromiee (HO HE
OrPaHUYUBATHCS JIUILb 3TUM):

1. IlpoekTupoBaHHME€ KaK MPOU3BOJCTBEHHON TIUIOIIAJKU, TaK U
MPOIECCOB, BKJIIOUYAS CBA3aHHYIO C 3TUM JIOKYMEHTAIIUIO;

1. IlomenieHus u 000pyI0BaHUE;

1. Ilepconau;

1v. IH)XEHEepHBIE CUCTEMBI;

v. KoHTponb wucxomHbIX MarepuaioB (BKJIOYas MEPONPHUATHS
MEKOIEePAIMOHHOTO KOHTPOJIS );

vi. KonTeliHephbl 1 MaTepualibl YKYIIOPKH JIJIs POJYKTA;

vii.OqoOpeHre MOCTaBIIMKOB (HAMpPUMEp, IOCTABIIUKU KIIFOYEBBIX
KOMIIOHEHTOB, CTEpUJIM3allisl KOMIIOHEHTOB WU OJHOPA30BbIE CUCTEMBI) U
MOCTABIIMKOB KPUTUUYECKUX YCIIYT;

vill. YOpaBjieHUE BHJAAMHU  JI€SITEIbHOCTH, TNE€pelaBaeMonl  JJist
BBITIOJTHEHUSI IPYyTrOMY JIMITY (HarpuMmep, yCIYTH MO CTePUIIM3aIiid B paMKax
JIOTOBOpa), a TaKXke JOCTYIHOCTh (Mepefavya) KPUTHYECKOW HHpopManuu
MEXKy CTOPOHAMU;

1X. YnpaBjeHrue puckaMy B OTHOIIICHUU TIPOIIECCa;

X. Bammpanust npoiiecca mpou3BOJICTBA;

xi. Banupanust mpoiieccoB CTepUIn3alum;

xii. [Ipodunaktruaeckoe oOCTyKMBaHUE — MOITIEP )KaHIE 000Dy I0BaHMS,
WHXKCHEPHBIX CHUCTEM M TNOMENIEHUM (IUIAHOBOE M  BHEIUIAHOBOE
oOCITy)XKMBaHWE) HA YPOBHE CTAHIAPTOB, OOECIEUYMBAIOIINX OTCYTCTBHUE

AOITIOJIHUTCIIBHBIX PUCKOB KOHTAMUWHAIINH



xiii. OuucTtka u Ae3UHPEKIUs;

xiv. CUCTEMBbl ~MOHUTOPHWHIA, BKJIOYas OILEHKY BO3MOXHOCTHU
BHEJPEHUS!  HAyyHO  OOOCHOBAHHBIX  QJIbTEPHATUBHBIX  METOOB,
ONTUMU3UPYIOLIUX MPOIECC 0OHAPYKEHUSI KOHTAMUHAIIUU CPEIbI;

xv.MexaHu3Mbl TNPENOTBpAICHUS — aHalu3 TPEHJOB, MOAPOOHBIC
paccieoBaHus, OIpEACICHNEe KOPHEBOW MPUYUHBI, KOPPEKTUPYIOIIHE U
npenynpexaatomue nerctus (CAPA) u HeoOX0AMMOCTh HUCIOIL30BaHUS
KOMIUIEKCHBIX HHCTPYMEHTOB JJIsl IPOBEACHUS PacClie/IOBAHUS;

xvi. [TocTosgHHOE ynydlieHrne Ha OCHOBE MH(POpPMAIINH, MOJYYEHHON B
OTHOIIIEHUY BBILIEIIEPEYNCICHHBIX ITYHKTOB.

2.6. Crparerust KOHTPOJISI KOHTAMUHAIIMU JIOJKHA PAcCCMaTpUBATh BCE
aCIEeKThl KOHTPOJISI KOHTAMHMHAIIMU C OCYIIECTBICHUEM HEMPEPHIBHOIO U
MEPUOJUYECKOr0 aHaju3a, BEIYIIEro K aKTyalu3alMd B CTPYKType
(dbapMalleBTUUECKON CUCTeMBbl KadecTBa. VI3MEHEHUS HMEIOIMIUXCS CUCTEM
JIOJKHBI MOJIBEPTAThCS OLIEHKE B YACTHU BJIMSHHS Ha CTPATETHI0 KOHTPOJIS
KOHTaMHUHAILIMU J0 U MOCJI€ UX BHEAPECHUSI.

2.7. ITpou3BoauTENb JOJDKEH MPEANPUHUMATh BCE ILIATH W MEPBI
MPEJOCTOPOKHOCTH, HEOOXOAUMBIE JUIsi OOECIeyYeHUs] CTEePUILHOCTU
NPOAYKTOB, TMPOU3BOJAUMBIX Ha €ro MOIIHOCTAX. VckimounTenpHas
YBEPEHHOCTh B CTEPHJIBHOCTH WJIM APYTUX IMOKA3aTeNsIX KayecTBa MPOAYyKTa
HE JO0JDKHA OBITh OCHOBaHA Ha (PMHUIIHBIX MpoIeccax oOpabOTKM WM Ha

pe3yabTaTax KOHTPOJISI TOTOBOM MPOIYKITUH.

3. ®dapmarneBTudeckas cucrema kauecta (OCK)

3.1. TIpou3BOJICTBO CTEPUIBHBIX MPOJIYKTOB SIBJISIETCS KOMIUIEKCHOU
NEATCIbHOCTBI0,  KOTOpass  TpeOyeT  OCYIIECTBICHHUS  CICIHATbHBIX
MEPOMPUATUN KOHTPOJISI U Mep Il 00ecreueHns] KauyeCcTBa MPOU3BEICHHBIX

nponyktoB. CoorBerctBeHHO, @CK mpouszBoauTENS TOJKHA OXBAaThIBaTh U
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paccMarpuBath 0coOble TpeOOBaHMS B  OTHOIIEHWU IPOU3BOJICTBA
CTEPUWIBHBIX TMPOAYKTOB WU TrapaHTUPOBaTh A(PGEKTUBHBINM KOHTPOJIb BCEX
omnepalui, crnocoOCTBYsI MUHUMU3AIIMU PUCKOB KOHTAMUHAIIUKM CTEPUIIHHBIX
OPOAYKTOB  MHUKPOOPTaHM3MaMH,  YacTHI[aMU U DHJIOTOKCHHAMHU
(muporenamu). B nononnenue k TpedoBanusiM B otHotieHnu @CK, nopodbHo
onpeneiaeHHsM B riaBe 1 wactu I IlpaBun, dapmaneBTuyeckas cucrtema
KadyecTBa Il TPOMU3BOJCTBA CTEPUJIBHBIX TMPOAYKTOB [OJDKHA TaKKe
rapaHTUpOBaTh, YTO:

1. DbdexTuBHasS cuUcTeMa yMOpaBiEHUS PUCKAMH BHEJIpPEHA BO BCE
o0nacTH  KM3HEHHOTO IHMKJIAa TMPOAYyKTa C [EIbl0 MUHUMU3AIUU
MHUKPOOHOJIOTMIECKOM KOHTaMHUHAIIUHA 5 oOecrnieyeHus KayecTBa
MPOU3BOIUMBIX CTEPUIIHHBIX MPOYKTOB.

i1. [IpousBoauTens 00J1a/1a€T TOCTATOYHBIMU SKCIIEPTHHIMU 3HAHUSIMU B
OTHOIIIEHUU TMPOU3BOAUMBIX MPOAYKTOB, MCIOJIB3YEMOr0 0O0OpYIAOBaHUS,
WH)XCHEPHO-TEXHUYECKUX M MPOU3BOJCTBEHHBIX METOJOB, OKA3bIBAIOIIUX
BIIMSIHUE HA KQYECTBO MPOAYKTA.

111. AHaIM3 UCTUHHBIX OCHOBHBIX IPUYMH B OTHOLIEHUH NPOLIETYPHBIX,
TEXHOJOTUUECKUX COOEB U cOOEB 000PYAO0BAHUS ITPOBOJUTCS TAKMM 00pa3oM,
KOTOPBII MO3BOJISIET MPABWIBHO UJICHTU(UIIMPOBATh U TOHUMATh PUCKHU JJIS
NpOAYKTa M PEAJU30BBIBATH COOTBETCTBYIOIIME KOPPEKTUPYIOUIUE H
npenynpexaatomue necteus (CAPA).

iv. YopaBiaeHue puCKaMU  HCIHOJB3YeTCsl TMpU  pa3paboTke U
MOJJACP)KAHUU CTPATETUM KOHTPOJS KOHTAMUHALMM JUISl UJICHTU(DUKALINH,
OIICHKH, CHIDKEHUs (ycTpaHeHUs) (€Cau MPUMEHHMMO) W KOHTPOJS PUCKOB
KOHTaMUHAIINH. VYnpasnenue pucCKaMu JOJKHO 0(pOpPMITATHCS
JTIOKyMEHTAJIBHO 1 BKIIFOYATh B c€0s1 000CHOBAHUE JJISI TEX PEIICHUHN, KOTOPHIE
INPUHUMAIOTCSI B OTHOIIEHUU CHUXXEHUS CTEIEHU PUCKA W MPUHSATHUS

OCTATOYHOT'O PHUCKA.
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v. BeiciieMy pyKOBOJACTBY ClIEyeT OCYHIECTBIATh 3((PEKTUBHBIN
HAJ30p 32 COCTOSIHHEM KOHTpOJIA Ha MPOU3BOJICTBE M HA MPOTHKEHUU
KU3HEHHOTO IUKJIA MPOJYyKTa. Pe3ynbTarhl ynpaBieHHS PUCKAMU JOJDKHBI
MOJIBEpraThCsl PErysipHOMY aHAlM3y B paMKax MPOJOJIKAIOMIETOCs
yIpPaBJICHUS] KAYECTBOM, IPU BHECEHUH U3MEHEHHU, B CITy4ae BO3ZHUKHOBEHUS
CYILIECTBEHHBIX MpOOJIeM, a TakKe MpH MEPUOJUYECKHX 0030pax KadecTBa
IPOTYKITHH.

vi. IIpo1eccel, CBsI3aHHbBIE C OKOHYATEIbHON 00pabOTKON, XpaHEHUEM U
TPaHCTIOPTUPOBKOM  CTEPWIBHBIX NPOAYKTOB, HE JIOJDKHBI  CTaBUTH
CTEpUJIbHBIA MPOJYKT MOJ Yrpo3y. ACHEKTbl, TPeOYIOIIHE PacCMOTPEHMUS,
BKJIFOYAIOT B C€0f: IETOCTHOCTh CHUCTEMbl YIMAKOBKHU (YKYMOPKH), PHUCKU
KOHTAMUHAIIMM M TPEJOTBpAIleHUE Jerpajanuu, oOecrnedynBas XpaHEHUE
IPOJIYKTOB B TOCTOSIHHO MOJACPKUBAEMBIX YCJIOBHSIX B COOTBETCTBUHU C
3apETUCTPUPOBAHHBIMU YCIOBUSIMU XPaHEHUSI.

vii.JIuma, OoTBETCTBEHHBIE 3a CEPTU(UKAIMIO U BBIMYCK CTEPUIIBLHBIX
OPOJYKTOB, HWMEIOT COOTBETCTBYIOIIMM J0CTyn K uHpoOpMamuu o
IIPOM3BOJICTBE M KAUECTBE, a TAK)Ke 00J1a/1al0T COOTBETCTBYIOLIUMU 3HAHUSIMU
U OIBITOM B OTHOIICHWHM ITPOM3BOJICTBA CTEPUIIBHBIX IPOIYKTOB W WX
KPUTHUYECKUX TOKa3aTesel KadecTBa. JTO HEOOXOAUMO JUIsi BO3MOXKHOCTH
MPOBEACHUS TAKUMU JIMIIAMU OLIEHKU TOTO, OBUIN JIM CTEPUIIbHBIC TPOIYKTHI
MIPOU3BEICHBI B COOTBETCTBUU C 3aPETUCTPUPOBAHHBIMU CHIEIU(DUKAIUSIMHI U
0JIOOpPEHHBIM MPOIECCOM, U 00IaAaI0T JIU OHU HEOOXOUMBIM Ka4eCTBOM.

3.2. Bce HecooTBeTCTBUS (HampuMep, OTKJIOHCHHS TIPH UCTIBITAHUH Ha
CTEpUIILHOCTD, OTKJIOHCHHSI TIPU MOHUTOPUHTE ITPOU3BOICTBEHHOM CPEIbI UITH
OTKJIOHCHHSI OT YCTAaHOBJICHHBIX MPOIEAYpP) MOJDKHBI COOTBETCTBYIOIIUM
oOpa3oM paccienoBaTbCs 10 cepTU(UKAMU W BBITycKa cepuu. B xome
paccliiefoBaHus CIeAyeT ONpelesaTh MOTECHIIMAIbHOE BIUSHUE HA MPOLECC U

Ka49€CTBO IMPOAYKTA, a TAKIKC HAINYIUC ITOTCHIHUAJIIbHOTO BJIWAHUA HAa APYTUC
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npoleccel uin cepud. [IpuunHa BKIIFOUEHUS (MCKITIOUEHUS) TPOAYKTA WU
cepuu B o00nacth (M3 o00JacTU) paccieOBaHUsl JOJDKHA ObITh YETKO

000CHOBaHA M 3apETUCTPUPOBAHA.

4.ITomemenus

4.1. IIpou3BOACTBO CTEPUIILHOW MPOIYKIIMHU JOJKHO OCYIIECTBIISITHCSA
B COOTBETCTBYIOIIUX YHUCTBIX IMOMEIICHUSAX, BXOJl IMEpPCOHAIa B KOTOPBIE
JOJKEH OCYILIECTBIISITHCS 4YEpe3 KOMHAThl MEPEOJEBaHUs, BBICTYIAIOIINE B
KA4eCTBE BO3AYLIHBIX MIIO30B JUISI [EPCOHANA, JJISI IEPEMELICHUS
MaTepuanioB U 000pyI0BaHUS JOJKHBI MCIIOJI30BATHCS BO3AYILIHbBIE IUTIO3bI.
Yuctele NOOMENIEHUs HW  KOMHATBI  JUIsi  TNEPEOJAECBAaHUS  JOJIKHBI
MOJJIEPKUBATHCSI COTJIACHO COOTBETCTBYIOIIMM TPEOOBAHHSAM IO YHCTOTE,
OHM JOJKHBI CHA0XaThCsA BO3AYyXOM, KOTOPBIN Mpoinen uepe3 (GUuiIbTPhI,
oOnagarouMe COOTBETCTBYIOWIEH 3(PQGEKTUBHOCTRIO. Meponpusitus 1o
KOHTPOJIO U MOHUTOPHUHTY JIOJKHBI OBITh HAy4YHO OOOCHOBAHbI U UMETh
BO3MOKHOCTh ()(PEKTUBHOM OIEHKH YCIOBUW MPOW3BOJCTBEHHOW Cpeibl B
YUCTBIX TOMENIEHUSX, BO3AYIIHBIX UTI03aX U NEPEAATOYHBIX OKHAX.

4.2. PaznuyHbpie  Omepalud MO NPUTOTOBJICHUIO  KOMIIOHEHTOB,
OPUTOTOBJICHUIO TMPOAYKTA M €ro HAIMOJHEHUIO JOJIKHBI MPOBOJIUTHCS C
OCYUIECTBJIEHUEM COOTBETCTBYIOIIMX TEXHUYECKUX U OPTaHU3ALIMOHHBIX MEp
M0 Pa3/CJICHUI0 BHYTPHM YUCTOTO IOMEIICHHS U Ha MPOU3BOJCTBEHHBIX
y4acTKaX C UEIbI0 MNPEeAOTBPAIICHUS BO3MOXXHOCTH TNE€PENyThIBAHUS H
KOHTaMUHAIINH.

4.3. bapbepHbie cuctembl orpanmueHHoro nocryna (RABS) wim
U30JISITOPHl  SIBJISIIOTCST HamOoJiee MPEANnOYTUTEIbHBIMU ISl 0OecTieUeHUs
HEOOXOAMMBIX  YCIOBHH W MHUHUMH3AIMU  MHUKPOOHUOIOTHYECKOU
KOHTAMUHAIIMU, CBSI3aHHOM C HEMOCPEJICTBEHHBIMU BMEIIATEIbCTBAMH,

OCymCCTBIIICMBIMH 4YCIIOBCKOM B KpI/ITPI‘IeCKOfI 30He. MX wucmnoib30BaHue
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JOJKHO paccCMaTpUBaThCS B paMKax CTpaTErdd KOHTPOJISI KOHTaMHHAIIHMH.
JIroOble anbTEpHATUBHBIE MOAXOJbI K HCIIOIb30BaHUIO OAPbEPHBIX CUCTEM
OTPaHUYECHHOTO JIOCTYIA WIH U30JISTOPOB JOJKHBI ObITH 00OCHOBAHBI.

4.4. CymectByer 4 Kjiacca 4YHCTBIX TMOMENIEHUM (30H)  JJIs
MIPOM3BO/JICTBA CTEPUIIBHBIX MTPOAYKTOB:

kiacc A: Kpurtuueckas 30Ha Uil OCYIIECTBICHHUSI  OINEpalyi
MOBBIIIEHHOTO pUCKa (HANpUMEp, JUHUS ACENTUYECKOTO Ipolecca, 30Ha
HAIOJIHEHUSI, pe3epByap Uil 3arpy3kud MOpoOOK, OTKphITash MEpBUYHAS
YIIAKOBKA WJIM BBIMOJIHEHUE ACENTUYECKUX COEIUHEHUN TMOCPEICTBOM
obecrieyeHUs 3alUThl ¢ MOMOIILI0 MEPBUYHOTO BO3ayxa). OOBIYHO Takue
YCIOBHUS O0ECIEUNBAIOTCS JIOKAJTW30BAHHOM 3aIlfUTONM ITOTOKOM BO3TyXa
(HampuMep, UCIOIb3ys padodue CTaHIUU C OJHOHAIPABICHHBIM IMOTOKOM
BO3/lyXa BHYTPU OapbepHbIX CHUCTEM OIPAHUYEHHOI'O JOCTyla WU
uzosaropoB). [loanepkaHue OJHOHANMPABICHHOTO BO3YIIHOTO IOTOKA
JOJDKHO OBITH TTPOJIEMOHCTPUPOBAHO U MTOABEPraThCs KBATU(UKAIIMNA BO BCEH
30HE Ki1acca A. [IpsMple BMemarenbpcTBa (HarpuMep, 6€3 3aluThl ¢ TTOMOIIBIO
OapbepHOl TEXHOJOTUM WJIM IEPUYaTOYHOIo MOpTa) B 30HY Kiacca A Co
CTOPOHBI OIEPATOPOB JOJDKHBI CBOJUTHCA K MUHUMYMY TIOCPEACTBOM
COOTBETCTBYIOLIETO MPOCKTUPOBAHUSA  TOMEILICHUMN, o0opya0BaHUsl,
pa3pabOTKH MPOIECCOB M MPOLIEAYD.

kinacc B: Jlns acenTuyeckoro MPUTOTOBJICHWS M HANOJHEHHS OHa
aBysieTcss (OHOBBIM UHCTBIM TIOMEIIEHUEM Ui kjacca A (ecau  He
ucrnoas3yercss uzoyisitop). llepemaawsl nmaBiaeHUsS MOMKHBI TOJABEPraThCs
MOCTOSIHHOMY MOHHUTOPHUHTY. B ciydyae WCHoOnIb30BaHUsI HW3O0JISITOPHOU
TEXHOJIOTHUH MOXKET PacCMaTpHUBAThCSA MCIIOJIb30BAHUE YHUCTBHIX MOMEIICHUN
0oJiee HU3KOTO Kiiacca, Hexkenu kiace B (B cooTrBeTcTBuu ¢ 1. 4.20).

knaccel C m D: DOTu 4uCThIE MNOMEIICHUS NPEAHA3HAYCHBI IS

OCYHICCTBIICHHUA MCHCC KPHUTHYCCKUX CTaIII/Iﬁ IMpON3BOACTBA IIPOAYKTOB,
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HAITOJHSAEMbBIX aCeTITUYECKU, UITA UCTIOIB30BaHUsI B KaueCTBE ()OHOBOW CPEIbI
JUIs. M30JATOPOB. Takke OHM MOTYT HCIOJB30BaThCS JJISI MPUTOTOBJICHUS
(HamoJHEHUs) MPOJYKTOB, MOJIBEPTAIOIIUXCA (PUHUIIHONW CTEPUIU3ALUU
(onepauuu (pUHUIIHON CTEPUIIM3ALMN ONMCAHbI B pa3fene §).

4.5. B  4YuCTBIX TIOMENICHUSX M  KPUTHYECKHX 30HAX  BCE
MOJIBEPTAIOIINECS BO3JICCTBUIO MPOU3BOJACTBEHHOW CpElibl MOBEPXHOCTH
JIOJKHBI OBITh TJIaJKUMU, HETIPOHUIIAEMBIMU U HEMTOBPEKICHHBIMU JJIsI TOTO,
4TOOBl CBECTM K MHUHUMYMY BBIJICJICHUE WM HAKOIUICHUE YaCTHI[ WIH
MUKPOOPTaHU3MOB.

4.6. JIns CHM>KEHHS BO3MOXKHOCTH HAKOIUICHMS IBUIM M OOJIETYCHUS
mpoIecca OYMCTKU HE JOJDKHO OBITh TPYJAHO OYHWINACMBIX YIITYOJEHUM, HE
MO3BOJISIFOIIUX MPOBOJUTH 3(PHEKTUBHYIO OUUCTKY, TOITOMY HCIOJb30BAHUE
BBICTYIIOB, MOJIOK, IIIKa)OB 1 000PYA0BaHUS JOJKHO CBOJAUTHCS K MUHUMYMY.
JIBepu NOJKHBI TPOEKTUPOBATHCSI TAKUM 00pa3oM, KOTOPBINA Mpea0TBpaIacT
BO3HUKHOBEHHE HeouMIaeMblx HUII. [lo 3TOH mpu4MHE HCIIOJIb30BAHUE
Pa3ABMIKHBIX ABEpPEH MOXKET ObITh HEeXKeaTeIbHBIM.

4.7. Marepualibl, UCIOJIb3yeMbI€ B UYHUCTBHIX MOMELICHUSIX (KaK MpH
CTPOUTEJILCTBE TMOMEIICHUS, TaK M JJi1 MPEIMETOB, MCIOJIb3YEMbIX B
MOMEIIEHUH), JOJDKHBI BBIOMPATHCS TAaKUM 00pa3oM, 4YTOOBI CBOJUTH K
MHUHUMYMY BO3MOXKHOCTh OOpa30BaHUS YaCTHI[, a TaKXe II03BOJIAThH
MHOTOKPAaTHOE  HCIIOJB30BAHWE  YHUCTAIMMX, ACHHOHUIUPYIOIUX |
CIIOPOLIMIAHBIX CPEJICTB (B CIydae UX UCTOJIb30BAHMUS).

4.8. TloTonKH JOJKHBI TPOSKTUPOBATHCS U TEPMETU3UPOBATHCS TAKUM
oOpa3oMm, 4YTOOBI MPENOTBpAIIATh BO3MOXHOCTh KOHTAMHUHAIIUM U3
MPOCTPAHCTBA HAJ HUMH.

4.9. Mcnonb30BaHKE PAKOBUH U JPECHAXKEU 3aMPEIICHO B 30HAX KJIACCOB
A m B. B apyrux YucTBIX ITOMEIICHHSX MOJDKHBI OBITH OpPraHW30BaHBI

BO3YHIHBLIC PA3PBIBBI MCKIY 060py210BaHI/IeM 500051 paKOBHHOﬁ N APCHAKAMMH.
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JlpeHaxk B MOJaX YHUCTBHIX TMOMEIIEHUM OOJiee HU3KOTO KJacca JOJKHBI
OCHAIIaThCS JIOBYHIKAMU WM THUAPO3aTBOpaMHU, pa3pabOTaHHBIMH JIJIst
NpEeJOTBpAlEeHUs] BO3MOXXHOCTH  oOpaTHOro moToka. OHHM  JOJKHBI
MOBEPraThCsl PETYISAPHON OUUCTKE, NE3MHMEKIINU U 00CITYKUBAHUIO.

4.10. Ilepenava o6opy0BaHUSI U MAaTEPUAJIOB B YUCTHIC TIOMEIIECHUS U
KPUTUYECKHE 30HbI WIM W3 HUX SBIAETCS OJHUM H3 CaMbIX 3HAYUMBIX
MOTEHIMAIBHBIX UCTOYHUKOB KOHTaMHUHAIMU. JIt0ObIe eWCTBUS, CTIOCOOHBIC
MOCTaBUTh MOJ1 yTPO3Y KIJIACC YUCTOTHI YUCTHIX MOMEIICHUN UM KPUTUUECKOMN
30HBI, IOJHDKHBI TOABEPraThCs OILICHKE U €CJIM UX YCTPAHUTh HEJb3sl, TO TOT/Aa
HEO0OXOAMMO peaan30BaTh COOTBETCTBYIOIINE KOHTPOIbHBIE MEPOIIPHUSATHA.

4.11. Ilepemaua marepuanoB, 0OOPYAOBaHUS U KOMIIOHEHTOB B 30HBI
KJ1accoB A u B 1oimkHa OCylIECTBIATHCS MOCPEICTBOM OJHOHANPABIEHHOTO
npornecca. [lo BO3MOXHOCTH, TPEIMEThl JOJDKHBI CTEPUIM30BATHCA M
nepesiaBaThCs B TAKUE 30HBI U€pe3 MPOXOJHBIE CTEPUIU3ATOPHI (HApUMED,
4yepe3 IMPOXOJHBIE aBTOKJIABBl WJIM JENUPOrE€HU3ALMOHHBIE TYHHEIU
(CyXOKapOBbI€ YCTAaHOBKH)), TEPMETUYHO BMOHTHUPOBAHHBIE B CTEHY. Ecim
CTEpWIM3AIMSl TMpU TIepefade MpeAMETOB HE SBISETCS BO3MOXHOM,
HEO0OXOJIUMO BHEJIPUTh BAIMAMPOBAHHYIO MPOLEIYPY, HAMNpPABICHHYIO Ha
npeoTBpaIleHe MOoNaJaHusi KOHTAMUHAHTOB B YWCTHIE 30HBI (Hampumep,
s dexTuBHAS Ae3nH(EKINS TpH TIEpeIade, CUCTEMbI OBICTPOH Tiepeaaun st
U30JISITOPOB WJIM HCTIOJB30BaHUE YIEPKUBAIOMNUX OakTepuu (UIBTPOB IS
nepeayu ra3000pa3HbIX WK KUJKUX MaTEpPUaoB). Y TaJICHUE MPEAMETOB U3
30H KJIaccoB A u B (Hampumep, MmaTepuanoB, OTX0J0B, 00pPa3IOB MOJIYyYEHHbBIX
IIPU MOHUTOPHUHTE MPOU3BOJICTBEHHON CpEIbl) JOJKHO OCYIIECTBISATHCS
NOCPEJICTBOM OTAEJIBHOIO OJHOHAINPABICHHOro Imporecca. Ecau 310 He
SBJISIETCS BO3MOXKHBIM, CIIETYET PACCMOTPETh BOMPOC pa3AeICHUs BO BpEMEHHU
JUIsL TIPOLECCOB JIBUKEHUSI MaTepUalioB (MOCTYyMAlolUe€ B MOMEIICHUE

(BBIXOJIAIINAE U3 TTIOMEIIEHHUS)) C TIOMOIIBI0 COOTBETCTBYIOIIEH MPOILIEAYPHI, a
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TAaK)K€ OCYLIECTBIATH KOHTPOJBHBIE MEPOIPHUATHS I NPEIOTBPALICHUS
NOTEHIIMATbHON KOHTAMUHALIUU MTOCTYNAIOIUX IPEIMETOB.

4.12. Bo3ayuiHele NUTIO3BI CIEAYET MPOEKTUPOBATH U UCIIOIB30BaTh IS
oOecrieueHrs (PU3HUECKOro pa3feieHuss U MHUHUMU3ALUU KOHTAMHUHAIUU
Pa3HBIX 30H MUKPOOPraHM3MaMu U YacTULaMU. Bo3IyIIHbIE NUTFO3bI JOJIKHBI
UCIIOJIB30BAaTbCs KaK JUI JIBJKCHMS IEpCOHANIA MEXAYy IOMELICHUSIMHA
Pa3HOro KJ1acca YUCTOTHI, TAK U JIs1 IBMXKEHHS MaTepuaioB. [10 Bo3MoxHOCTH
BO3JIYIIHbIE LUTKO3bI JUIsl MEPCOHANa JOJKHBI OBITh OTHEIEHBI OT IUIKO30B,
UCIIOJIB3YEMBIX JIA TNepeMelleHuss marepuanoB. Eciu 3To He sBiseTrcs
BO3MOKHBIM C MPAKTUYECKOM TOYKM 3pEHMsS, TO TOrJa B paMKax
COOTBETCTBYIOIIEH NPOLIEAYPBI CIECAYET PACCMOTPETH BOIPOC PA3ICICHUS
JBUKEHUS TEpCOHajla M MaTepuajoB BO BpEeMEHHU. Bo3IyliHbIE LITIO3bI
JOJKHBI  3(Q(GEKTUBHO OpolIaThesi MPO(UIBTPOBAHHBIM BO3AYXOM IS
oOecrieueHus TMOJAJAEpKaHUA KJlacca YUCTOrO MOMEIIEeHUs. 30Ha Mepen
BBIXOJIOM U3 IILII03a B OCHALLIEHHOM COCTOSIHMM JIOJIKHA ObITh TOTO )K€ KJlacca
YUCTOTHI (IO KU3HECIOCOOHBIM YaCcTHUIIAM U OOIIEMY COIEpP>KaHUIO YACTHII),
YTO M YMCTOE MOMEIIEHHE, B KOTOpOE BeAeT Takod Huito3. JKemareabHbIM
SBJISIETCSl MCIOJIb30BAHUE PA3JeNbHBIX MOMELIEHUN JUIsl TIEPEOeBAHUS IS
BXO/1a B 30HBI Kj1acca B u Bbixoaa u3 Hux. Eciii 3T0 He sBAsSETCS BO3MOKHBIM
C MPAKTUYECKOM TOYKHM 3PEHMS, B PAMKax COOTBETCTBYIOUIEH MNpPOLETYpHI
CIEAyeT PacCMOTPETh BOMPOC pa3aeiaeHUs AEUCTBUH (BXO/BBIXOJ) BO
BpeMeHu. Eciu cTpaTterusi KOHTpOJIsi KOHTAMUHALMK YKa3bIBA€T HAa BBICOKUI
PUCK KOHTaMHHALIUM, HEOOXOJMMO PACCMOTPETh BOIMPOC HCIOJb30BaHUSA
pasze’abHbIX KOMHAT JUIsl MEpPEoJEeBaHUs MPU BXOJI€ B MPOU3BOJICTBEHHbBIC
30HbI W BBIXOJE€ M3 HHUX. BO3aylIHBIE HIIIO3BI ClEAyeT NPOEKTHPOBATH
CIEAYIOIIUM 00pa3oM:

1. IIlmro3pl 11 mepcoHanga — 30HbBI C MOBBIIMIEHUEM KJIacCa YHUCTOTHI,

HCIIOJIB3YCMBIC IJIA BXOJa IICPCOHAJIA (HaHpI/IMep, u3 kjacca D B kiacc C, 3
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kiacca C B kinacc B). Kak nmpaBuno, 31ech ciieyer o00pyaoBaTh MECTO JIJIst
MBITBSl PYK Ha TMEPBOM JTalle CMEHBI OJICXIbl, U UX HE JOJDKHO OBITH B
MOMEIICHUAX IS IEpeoeBaHs, BEIYIINX HEMOCPEICTBEHHO B 30HY KJlacca
B.

i1. [1Ir0361 1711 MaTepUaioB — UCTIOJIb3YEMBbIE JIJIS TIepeaau MaTepHaioB
1 000pyI0BaHHUS.

e Tonbko Te MaTepuanbl U 000pYyI0BaHKE, KOTOPBIE ObLIN BKIIIOUECHBI B
YTBEP>KICHHBIN MEepeUeHb U MOJIBEPrajiCh OIIEHKE MPU BATUAAIMH IIpoliecca
nepeaayud, ciueayeT mepenaBath B 30HBI kiacca A uiau B depe3 BO3ayIIHBIN
IUTI03 WKW TepelaToyHble okHa. HeoOxomumo obecrnednBaTh 3alluTy
000OpYyI0BaHUS ¥ MaTEPHAIOB, NMPEHASHAYCHHBIX ISl ICIIOJIB30BAHUS B 30HE
Kjacca A, mpu UX Iepenadye uepes 30HY kiacca B. JlioOble mpeameTsi, He
BKJIIOYCHHBIC B YTBEPIKIEHHBIN MepeyeHb, KOTOPhIE HEOOXOAMMO TIepeaaTh B
UCKIIIOUUTENIbHBIX CIy4YasiX, JOJDKHBI TOABEPrarbcsl MpeaBaApUTEIHLHOMY
onoopennto. CiaeayeT MPUMEHATH OIEHKY PUCKOB W MEPONPHSTHS TIO WX
CHIKEHUIO ¢ peructpamuern B coorBeTrcTBuuM ¢ CKK, kotopbie m0mKHBI
BKJIIOYaTh B Ce0S CHENUAIbHYI0 TMporpaMMy MO0 JAE€3UH(MEKIUU U
MOHUTOPUHTY, 0JJOOpEHHYIO CITy>k001 00ecTieueHns Ka4ecTBa.

e [lepemarouynpie OKHA JOJDKHBI MPOSKTHPOBATHCS C IEJBIO 3aIIUTHI
MPOU3BOACTBEHHON Cpelbl 00Jiee BBICOKOTO KJlacca YHCTOTHI, HAIpPHUMED,
nocpeACTBOM  3(dekTuBHOr0o  OoOayBaHHMS TPH  aAKTHBHOM  IOojade
IpoQUIBTPOBAHHOTO BO3yXa.

o [Ipu mepemaue marepuaqoB WM OOOpPYJAOBaHUS W3 30HBI OoJee
HU3KOTO KJIacca YUCTOTHI WM U3 HEKJIACCU(DUITMPOBAHHOM 30HBI B 30HY 00Jiee
BBICOKOTO KJjlacCa YHCTOTHI OHH JIOJDKHBI IIOJBEPraThCsl OYHUCTKE U
NE3UH(PEKINKM, COM3MEPHMOM CO CTEIEeHBbI0 PHCKA W COOTBETCTBYIOIICH

CTpAaTCIruu KOHTPOJISI KOHTAMUHAIINH.
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4.13. BxonHble W BBIXOJHBIE [JBEPH IMEPEIATOYHOIO OKHA WU
BO3YIIHBIX IUIIO30B ()1 MAarepuajoB M [EpCOHaja) HE JIOJKHBI
OTKPBIBATHCS OJHOBPEMEHHO. /{711 BO3MYIIHBIX ILUIIO30B, BEAYIIUX B 30HBI
KJaccoB A U B, 10/mKHA MCIONB30BAaThCS CHCTEMAa B3aUMHOM OJIOKHMPOBKHU
nBepei. [ BO3MYILIHBIX IIIIO30B, BeAYIIMX B 30HBI KiaccoB C u D, kak
MUHUMYM, JOJDKHA HMEThCS CHCTEMA BHU3yalbHOIO U (WMJIM) 3BYKOBOIO
onoselieHus. [Ipu HEOOX0AUMOCTH TOAEPKaHUS pa3/IeNieHUus 30H JIOJDKHA
YCTAHABJIMBATHCS 3aJE€PKKa MO BPEMEHHU MEXKY 3aKPBITUEM U OTKPBITHEM
JBepel ¢ B3aMMHOM OJIOKHUPOBKOM.

4.14. B yucThie MOMEIIECHUS CIEAYyeT MoAaBaTh MPOQUILTPOBAHHBIMI
BO3/IYyX, MOJJIEPKUBAsI MOJIOKUTEIIBHOE JABJICHUE W (WJIM) MOTOK BO3ayXa
OTHOCUTENLHO (DOHOBOHM cpeabl Oojiee HU3KOro Kijlacca YHMCTOTHI MPHU BCEX
pabouux yclOBHMSX. YKa3zaHHas IoJada BO3JyXa JOJDKHA oOecrneyuBaTh
2 PekTuBHYI0 001yBKY MoMeteHni. CMeXHbIE MOMEIICHUS Pa3HbIX KJIaCCOB
YUCTOTHI JOJDKHBI MOJJIEPKUBATH TEPEIa IaBICHUS, COCTABISAIONINM, Kak
muaumyM, 10 Tla (HopmatuBHOEe 3HadyeHue). Ocoboe BHHMaHHUE TOJDKHO
YACIATHCS 3aIUTEe KPUTUYECKOUM 30HbI. PekoMeH a1 B OTHOIIIEHUY TTOJJauu
BO3/yXa U MOJAJACPKUBAEMOr0 JABJICHUS, MPU HEOOXOIUMOCTH, MOTYT OBITh
MomuUIMpoBaHbl  JJIA  JIoKajmu3aluu - (yIep)KaHusl) — OINpeJeICHHBIX
MaTepuasioB (HarpUMep, MATOrE€HHBIX BEIIECTB, BBICOKO TOKCHYECKUX WU
PaIMOAKTUBHBIX TMPOIYKTOB, JKUBBIX BHUPYCOB WM OaKTepUATIbHBIX
MarepuanoB). Takue MoauduUKaMM MOTYT BKJIIOYaTh B ce0sd CoO3qaHue
MOJIOKUTENIBHOTO WM OTPHUIIATEIILHOTO JaBJICHUS B BO3AYIIHBIX MITHO3aX JJIsI
MpEeOTBPAIEHNsS] KOHTAMUHAIIMKM OKPY>KaIOIKUX 30H OMACHBIM MaTEpHUaJIOM.
JlekoHTaMUHAIMSl MOPOU3BOJICTBEHHBIX YYAaCTKOB M CHCTEM (Hampumep,
YUCTBIX  TMOMEIIEHHWHA W CHCTEM  OTOIUICHHUS,  BEHTWISIUU U
koHgunuonupoBanuss Bosznyxa (HVAC), a rtaxxke oOpaboTka BO3IyXa,

MNOKHAAOIICTO YHUCTYHO 30HY, MOTYT OBITH H€O6XOI[I/IMBIMI/I IJI1 HCKOTOPBIX
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onepanuii. Korna nokanuzanus (yaepxkuBaHue) TpeOyeT mojayu BO3/yXa B
YUCTYIO 30HY, ICTOYHUK T0JIa4M BO3/1yXa TOJHKEH HAXOUTHCS B 30HE TOTO KE
wiK 0osiee BBICOKOTO KJ1acca YUCTOTHI.

4.15. Bo3nyuiHple NOTOKM B YMCTBIX MOMEUIEHUSX U 30HAX JOJIKHBI
OBITh BU3YAJIM3UPOBAHbI JUIsl JEMOHCTpPAlMU OTCYTCTBHSI NMPOHUKHOBEHMSI
BO3JyXa M3 30H 00Jiee HU3KOTO KJlacca YUCTOThI B 30HBI 00Jie€ BBICOKOTO
KJIacca, a TaKXe OTCYTCTBHUS NEPEMELICHWM BO3JyXa C MEHEE YHUCTBIX
y4acTKOB (Hampumep, OT T0JIa) M €ro IMOMaJlaHus Ha OMNepaToOpoOB WU
000pyI0BaHKE, KOTOPbIE MOTYT NEPEHOCUTh KOHTAMUHAHTHI B 30HBI 0OJiee
BBICOKOTO Kjlacca 4YHMCTOTHI. Tam, rae TpeOyeTcss OJHOHAIpaBICHHbBIN
BO3AYILIHBIA NOTOK, JOJKHBI IIPOBOAUTHCS MCCIEIOBAHUA C BU3yalu3aluen
BO3JIYIIIHOTO MOTOKA JJIsl ONIPENENICHUs CTENIEHU COOTBETCTBUS (cM. nml. 4.4 u
4.19). Korga HanoJIHEHHbIE, 3aKPBITHIE TPOIYKTHI IEPEMEIIAIOTCSA B CMEXKHOE
YUCTOE TOMEIIeHHe 0oJiee HM3KOr0 Kilacca YHMCTOTHI 4epe3 HeOONbIIoe
BBIXOJHOE€ OTBEPCTHUE HCCIEIOBAHUA BU3YAIM3ALUM BO3AYIIHOTO IIOTOKA
JOJKHBI IEMOHCTPUPOBATH, UTO BO3AYX HE IPOHUKACT U3 YUCTHIX TOMELIEHUN
Oonee HU3KOro Kjacca B 30HY kjiacca B. Eciau mpoaeMoHCTpHpOBaHO, 4TO
JBUKEHUE BO3/lyXa MPEJCTaBIsAECT COOOM PUCKHU JJIsl YUCTOTO OMEIICHUS WITH
KPUTUYECKOW  30HbI, JOJDKHBI IPEINPUHUMATBCS  COOTBETCTBYIOILME
KOPPEKTUPYIOIIUE JAEUCTBUS (HApUMEp, YCOBEPUICHCTBOBAHHME IPOEKTA.
HccnenoBanuss BO3AYIIHBIX IIOTOKOB  JOJDKHBI IPOBOJAMTHCS KAaK B
OCHAILIEHHOM, TaK U B 9KCILTyaTUPYEMOM COCTOSIHUHU (HapUMep, C UMUTAIUEN
BMEILIATEIBCTB CO CTOPOHBI ONEPATOPOB). J{OIKHBI COXPAHITHCS BUACO3aTUCH
BU3yaJIU3allMd  BO3AYIIHBIX IOTOKOB. Pe3ynbTarel HCCIENOBAaHUNA C
BU3yaJIn3alMel BO3AYIIHOIO MOTOKA JOJKHBI 0()OPMIISTECS TOKYMEHTAIBHO
M YUUTBIBATbCSA  NpU  pa3paboOTKe  MOpOrpaMmbl  MOHUTOPHUHIA

MIPOU3BOJCTBEHHOM CPEIBI.
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4.16. JomkHbl yCTaHABIMBAThCA HHAUKATOPHI IEPEINAIOB ABJICHUS
MEXK/Ty YUCTHIMU MOMEIICHUSAMU U (UJIM) MEX]Ty U30JIITOpaMH U UX (POHOBOI
Cpeoy. YCTaBJICHHBIE 3HAYEHHUS U KPUTUYHOCTH II€penajoB [aBICHUSA
noskHbl paccmatpuBatbesi B CKK. Ilepenanbl naBiienusi, 0003HauYC€HHbBIEC B
Ka4eCTBE KPUTUUYECKUX, JOJKHBI [10JIBEPraThCsi HEMPEPHIBHOMY MOHUTOPHUHTY
u peructpaiuu. JlomkHa OBITH CHCTEMa OMNOBEIICHUS, MO3BOJISIONIAS
HE3aMeJIUTEIBHO OMOBELIATh U MPEIyIPEKIaTh ONEPATOPOB O JIFOOBIX CO0SX
B IOJa4€ BO3JyXa WM CHI)KECHUM IEPENaioB JABJICHUS BO31yXxa (HMXKE
YCTAHOBJICHHBIX MPEJICIIOB, KOTOPBIE OMPEEICHbBI B KAUECTBE KPUTHUUECKHUX ).
Curnan mnpeaymnpexicHuss HE JODKEH WTHOPUPOBAThCA 0€3 MPOBEACHUS
COOTBETCTBYIOIIEH OIICHKA, B HaJIWYUU JOJDKHA OBITH MPOIEAYpa,
ompenesionas IIard, KOTOpble HEOO0XOJAUMO TMPEANPUHITL B Cilydyae
BO3HUKHOBEHHSI CUTHAJIA MPEeAyNpexAcHUS. ECIuM yCTaHOBIICHBI 3aJI€pKKU
IIPU OTOBEIICHUH, OHU JOJIKHBI ObITH OIIeHEHbI U 000CcHOBaHbI B pamkax CKK.
[Ipoune mnepemanbl [OaBIEHUS MOJKHBI IOJBEPrarbCsi MOHHUTOPHUHIY U
PETUCTPALH C PETYJIIPHON MTEPUOIUIHOCTHIO.

4.17. 1Ipou3BOJACTBEHHBIE YYACTKUA JOJKHBI MPOEKTUPOBATHCA TaKUM
oOpa3oM, KOTOpHIA TIO3BOJISIET HAOMIOJATh 3a MPOU3BOJICTBEHHBIMU
onepalusiMU U3-3a IPelesioB 30H kiacca A win B (Hanmpumep, nocpeacTBomM
OpraHU3alMi OKOH WJIW AUCTAHIIMOHHBIX KaMmep C MOJHBIM 0030pOM 30HBI U
MIPOIIECCOB TSI BO3MOKHOCTH OCYIIECTBJICHHUSI HAOMIONCHHS W HaA30pa 3a
HUMU Oe3 BXxojJa B 30HY). JlaHHOe TpeOOBaHHE CJIEAYET YUYUTHIBATh IpU
MPOCKTUPOBAHUU  HOBBIX  WJIM  PEKOHCTPYKUIHMH  CYIIECTBYIOIIUX
MPOM3BOJICTBEHHBIX YYaCTKOB.

bapeepHbie TeXHOTOTMH

4.18. M3onstopst unu  RABS  (mpeacraBinsitoniue coOoil  pa3Hbie
TEXHOJOTUH) U CBSI3aHHBIE C HUMU IPOLIECCHI JOJKHBI MPOCKTUPOBATHCS C

OCJIbIO oOecrieueHus 3alIUTHI IMOCPCACTBOM OTACJIICHUA CPCAbl KJIacCa A ot
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Cpelbl OKpYXKAarIIEro €€ IoMelleHnsda. Bce pucku, BO3HHKAOIME B
pe3ynbTaTe MOCTYIUIEHHS W YJaJI€HUs NPEIMETOB B TEXHOJOTHMYECKOM
npolecce, JOKHBI CBOAUTBCA K MHUHUMYyMY U IPEINOYTHTEIIHHO
00€eCIeunBaThCs € UCIOIB30BAHUEM TEXHOJIOTHH 3(h(PEKTUBHON Nepeiauu UiIu
OTBAJIMAUPOBAHHBIX CUCTEM, KOTOPbIE HA/I€KHBIM 00pa30M MPEAO0TBPAILAIOT
KOHTAMHMHALIMIO W SABJBIFOTCA  MOAXOIAIIMMH JUIL  COOTBETCTBYIOLIEH
TE€XHOJIOTHH.

4.19. Pa3zpaboTka HUCIHOIB3YEMbIX TEXHOJOTMU W TMPOLECCOB JOJDKHA
o0OecreunBarh MOAJAEPKAHUE COOTBETCTBYIOIIMX YCJIOBUM B KPUTUYECKOH
30HE C LEJBI0 3aIIUTH MPOAYKTA, KOHTAKTUPYIOUIETO C IMPOU3BOJACTBEHHOU
CpEIIOH, B XOJI€ BBIITOJIHEHUS ONEPALIHA.

1. M3omTopsI:

a. IM3allH OTKPBITBIX H30JIATOPOB JOJKEH OO0ECleyuBaTh YCIOBUS
Kjacca A ¢ oOeclieyeHUEeM 3alllUThl IEPBUYHBIM BO3yXOM B KPUTHUYECKOU
30HE, a TAKXKE OJJHOHANPABIICHHBIM BO3yIIHBIM IOTOKOM, KOTOPBII JBHUKETCS
HaJ, NOPOAYKTaMH, KOHTAaKTHPYIOIIMM C IPOU3BOJCTBEHHON CpeloH, U
OTBOJIUTCS OT HUX B IIpoliecce 00paboTKH;

b. Iu3aiflH 3aKpBITBIX H30JSATOPOB JOJIKEH OO0ECleyuBaTh YCIOBUS
Kjacca A ¢ HEOOXOOMMOM 3alUTON Il MPOAYKTOB, KOHTAKTUPYIOLIUX C
IPOU3BOJICTBEHHOM Cpeoil, B poiiecce 00padoTKu. B 3akphIThIX H3054TOpAX,
B KOTOPBIX OCYIIECTBIISIFOTCS MPOCTHIE ONEPALN, BO3AYIIHbIM TOTOK MOYKET
HE OBITh TMOJHOCTbIO OJHOHANPABICHHbIM. Tak WM WHa4ye, J000H
TypOyJEHTHBIM BO3AYILIHBI MOTOK HE [JOJDKEH TMOBBIIATh PHUCKHU
KOHTaMHHAIIMU MPOJIYKTa, KOHTAKTUPYIOLIETO C MPOU3BOJICTBEHHOW CPEAOi.
Korzaa TexHOnOrn4eckrue JMHUN BKIOYEHBI B 3aKPBITHIE U30JISITOPBI, YCIOBUS
Kjacca A JODKHBI OOECHedMBaThCs 3allIUTON TMEPBUYHBIM BO3IYXOM B

KpI/ITHIIeCKOfI 30HC, a TAKXKC oOecrieucHuEM OJHOHAIIPABJICHHOI'O BO31YIIHOI'O
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MOTOKAa, KOTOPBIM JBMIKETCA HAJ NPOAYKTaMH, KOHTAKTHUPYIOIIUMH C
IIPOU3BOACTBEHHOM CPEIoN U OTBOJAMTCS OT HUX B IIpoliecce 00paboTKH;

C. U30JIATOPBI C OTPUIIATEILHBIM JABJICHUEM JOJKHBI HCIOJIb30BAThHCS
TOJIBKO B TE€X CiIyyasX, KOTJa JIOKajau3alus MpoJyKTa paccMaTpUBAETCS B
KaduecTBE BaXHOW (HampuMep, B cliydae paauodapmarieBTUIECKUX
npoaykToB). st obecrniedeHust OTCYTCTBUSI YTPO3bI ISl KPUTUUECKOW 30HBI
JIOJKHBI OCYIIECTBIATHCS CIIEIUATU3UPOBAHHBIE MEPOTIPUSATHUSI IO KOHTPOJIIO
PHUCKOB.

1. RABS:

Jluzaitn 6apbepHOl CHCTEMBI JOJDKEH 00eCcTieYynBaTh yCIOBHS Kiacca A
C OJIHOHANPAaBJIEHHBIM MIOTOKOM BO3/1yXa U 3alIUTON MEPBUYHBIM BO3IYXOM B
KPUTUYECKOU 30HE. J{OJDKEH MOAAEPKUBATHCA MOJIOKUTEIBHBIN BO3TYIIHBIN
MOTOK M3 KPUTHYECKOM 30HBI BO BCIIOMOTaTElIbHYIO MPOU3BOJICTBEHHYIO
cpeny.

4.20. ®oHoBas cpena aiia u3oisaTopoB 1 RABS nomxHa rapaHTUpOBaThH
CBEJICHHE PUCKA KOHTAMHHAIIMA K MUHHUMYMY.

1. M3omsTopsI:

a. oHOBas cpena i OTKPBITBHIX M30JSTOPOB JOJKHA, KaK MPaBUIIO,
COOTBETCTBOBaTh, IO MeHbIIEeH wmepe, kiaccy C. DoHoBas cpena s
3aKPBITHIX H30JISITOPOB JAOJKHA COOTBETCTBOBAaTh, KAK MUHUMYM, Kjaccy D.
Pemenne o kimaccudukanuum (GOHOBOW Cpeabl JOMKHO OCHOBBIBATHCA Ha
OIICHKE PUCKOB U OOOCHOBBIBATHLCS B CTPATETMH KOHTPOJISI KOHTAMUHAIIUH.

b. KJIFOYEBbIE ACIEKThI, paccMaTpPUBAEMbIE TPHU OLIEHKE PHUCKOB IS
CTpaTeruu KOHTPOJII KOHTAaMUHAIIMU HU30JISTOPA, JOJDKHBI BKIIFOYATh B ceOs
cienyroniee (HO HE  OrPaHUYMBATBCS  JUIIb  3THUM): MOPOTrPpaMMy
OMO/ICKOHTAMUHAIIUM, CTEMEHb aBTOMAaTH3alluW, BJIMSHUE MAHUMYJISIIIUN C
nepyaTkamMu, KOTOPbI€ MOTEHI[MAIBHO MOTYT IMOCTABUTH IOJ YTPO3Y 3AIIUTY

NCPBUYHBIM BO3AYXOM IJISI KPUTHYCCKUX TCXHOJIOTHYCCKUX TOYCK, BJIIMSAHUC
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MOTEHIIMAIIPHOTO  HApyIIEHUsS  IEJIOCTHOCTH  Oapbepa  (MEpUaToOK),
HCMOJIb3YEMbIE MEXAHU3MBI I[E€pEelavyu, a TaKXKe TAaKUE JACHUCTBUS, KaK
HAacTpOMKa WJIM TEXHUYECKOE OOCTy>KMBAaHHUE, KOTOpPbIE MOTYT TpeOOBaTh
OTKpBIBaHMS JBEpe 10 (PUHAIBHOW OMOJEKOHTaMUHAIUM H30JsiTOpa. B
ciydyae, €Cld WACHTU(DHUIIMPOBAHBI JIOMOJIHUTEIBHBIC TEXHOJOTHYECKUE
PHCKH, CJIEAYEeT pacCMOTPETh BOIPOC Oojiee BBICOKOTO Kiacca (hOHOBOM
Cpe/bl, €CIU TOJIbKO HET COOTBETCTBYIOUIETO OOOCHOBAHHUSI B CTpaTEruu
KOHTPOJIS KOHTaMUHAIIUH.

C. UCCIIC[IOBAHUSI BO3AYIIHBIX ITOTOKOB JIOJKHBI IPOBOJUTHCA Ha
rpaHuIlaX OTKPBITBIX H30JISATOPOB C 1IEJIbIO JEMOHCTpPALIMU OTCYTCTBUS
MIPOHUKHOBEHHUS BO3AyXa.

1. RABS:

®oHoBass cpena mis RABS, wucnons3yemMbix sl acenTUYECKHX
MPOLIECCOB, JOJDKHA COOTBETCTBOBaTh, Kak MHUHHUMYM, Kiaccy B, a
HCCIICIOBAHUSI  BO3JYIIHBIX  IMOTOKOB  JIOJDKHBI ~ MPOBOJAUTHCS  JJIs
JIEMOHCTpPallM  OTCYTCTBUS MNPOHUKHOBEHHWS BO3JyXa B  MpOILECCe
OCYILIECTBJICHUS BMEIIATEIbCTB (BKJIIOYAsi, €CIM MPUMEHHMO, OTKPBIBAaHUE
JBEpei).

4.21. HeoOxoauMo MOJATBEPAUTH COOTBETCTBYIOIIYIO MEXaHUUECKYIO U
XHMHUYECKYI0 YCTOMYMBOCTh MaTEPUANIOB, MCMOJIB3YEMBIX ISl TEPUYATOUHBIX
cucteM (kak aiist RABS, Tak u s u3onstopoB). YacToTa 3aMeHbI IEPUYATOK
JIOJKHA OBITH OTpe/ie/ieHa B paMKaxX CTPAaTeruyd KOHTPOJISI KOHTaMUHAIIUH.

1. M3onsTOpBI:

a. U1l U30JISITOPOB MCHBITAHUSI TEPMETUYHOCTH MEPUYATOUYHOU CHUCTEMBI
JIOJDKEH  TPOBOAMUTBCS € HCIOJBb30BAHUEM  METOJIOJNIOTHM,  KOTOpas
MPOJICMOHCTPUPOBAa CBOK IPUTOJHOCTH IS TAKOW 3adayd W CTEICHU
KpUTUYHOCTH. McnbITaHus JOJDKHBI TPOBOJAUTHCA C  YCTAaHOBIICHHOM

yactoToi. Kak mpaBuja0, HUCHBITAHUA NCIOCTHOCTHU IICPYATOK HTOJIKHBI
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OCYUIECTBIISITECSL HE PEXE YEM B HAYaJ€ M KOHIE KaXIOM CEPUU WIIU
KaMITaHUU. J[OTIOJHUTENBHBIC HWCOBITAHUS IEJIOCTHOCTH MEPYATOK MOTYT
NOTPeOOBATHCSI B 3aBUCUMOCTH OT BaJIUJIUPOBAHHOUN MPOAOIKUTEIBHOCTH
KaMITaHHUH.

MOHUTOPUHT 1IEJIOCTHOCTH TME€PUYaTOK JOJDKEH BKIOYaTh B ceOs
BU3YQJIBHYIO MPOBEPKY, CBSA3AHHYIO C KAXKIbIM HCIIOJIb30BAHUEM, A TAKXKE
MOCJIE BBIMOJIHEHUS MAaHUMYJISIIIUNA, KOTOPhIE MOTYT HEraTUBHBIM 00pazoM
MOBJIMSTH HA LICJIOCTHOCTh CUCTEMBI.

I[Ipy pydHBIX AacCEeNTUYECKUX OMNEepaluax, KOrjga MPOU3BOJAUTCS
OT/CNIbHAS €AWHUIIA WIH CepHUsl HEOOJIBIIIOrO pa3Mepa, 4acToTa MPOBEPKH
LEJIOCTHOCTH MOXKET OIPEACIAThCA IPYTMMHU KPUTEPUSIMH, HAIIPUMEP, HA
Ha4yaJie ¥ KOHIIE KaKA0M MPOU3BOJCTBEHHON CECCHM.

b. UCIIBITaHUST LETOCTHOCTH (TEPMETUYHOCTU) H3OJATOPHBIX CUCTEM
CJIEyeT IPOBOJAUTH C YCTAHOBIIEHHOW 4aCTOTOM.

1. RABS:

Jns RABS mnepuatku, ucnonb3yemble B 30HE Kiacca A, JOJDKHBI
MOJIBEPTAThCSl CTEPUIIM3AIMU TIEpe]l YCTAHOBKOM, a TaKKE CTEPUIM30BATHCS
Wik noaBeprarbest 3Q(PEeKTUBHON OMOJEKOHTAMHUHALIMM C HCIOJIb30BAHUEM
MpOLICAIEA BAIMIAALMIO METOIUKU TMEPE] KaXIAOW NPOU3BOICTBEHHOMN
KamnaHuen. llocie kaxaoro KOHTAKTa C TPOU3BOJACTBEHHOW CPEIOW B
nporiecce paboThl JOMKHA TPOBOJUTHCSA JC3UH(EKIUS C HCIOJIh30BaHUEM
o100peHHON MeTrojoJioruu. llepyaTku JOJDKHBI MOABEPraThCsl BU3yalbHOU
MPOBEPKE NPHU KAXKJOM HCMOJIb30BAaHUM, WCHBITAHUE LEJIOCTHOCTU HOJKHO
MPOBOJIUTHCS IEPUOTUUECKU.

4.22. MeToIUuKH JeKOHTaMHHAIMKU (OYHUCTKA U OMOAEKOHTAMHUHALIMS U,
rje MPUMEHUMO, WHAKTHBAIMS U1 OMOJOTHYECKUX MaTEPHAJIOB) JIOKHBI
OBITH COOTBETCTBYIOIIMM O0pPa30M OIPEACIICHBI U MOJABEPraThCs KOHTPOJIIO.

Hpouecc OYNCTKH mICpca ITaloM 6I/IOI[CKOHTaMI/IHaI_II/II/I ABIISACTCA BaXHDBIM,
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J00ble  OCTAaTKM MOTYT MPENsATCTBOBAaTh A(PPEKTUBHOCTH  Mpolecca
JNIEKOHTAMUHAIMU. TaKke Hy)KHO JOKa3aTh, UTO CPEJICTBA, UCTIOJIb3YEMBIC JIJIS
OUYUCTKU U OWOJEKOHTAMHUHAIINHU, HE OKAa3bIBAIOT HETaTUBHOE BJIMSIHUE HA
IPOAYKT, IPOU3BOAMMBIA BHYTpU RABS nnu uzonsaropa.

1. JInsg u30a4TopoB:

npoiiecc OMoAeKOHTaMUHAIIMYA BHYTPEHHEN TOBEPXHOCTHU JOJIKEH OBITH
aBTOMATU3UPOBAH, BAJIUJAMPOBAH W TMOJABEPraThCsd KOHTPOJIO B Mpeesiax
OMNpENCIICHHBIX MapaMeTpoB Iukiaa. OH JOMKEH BKJIOYaTh B ce0s
UCIIOJB30BAHUE  CIIOPOIMHOTO areHTa B COOTBETCTBYIOMIEH (opme
(Hanmpumep, B Ta3000pa3HOM BHE WU B BUje mapoB). [lepyaTku JOIKHEI
OBITH COOTBETCTBYIOIIMM 00pa30M PacHpaBIICHbI, MAbIIBI IEPYATOK TOJKHBI
OBITh pa3/esieHbl JJisi 00ECICUeHUs KOHTAKTa C MCIOJIb3YEMbIM CPEJCTBOM.
Hcnonb3yemble METOJUKK (OYUCTKA W CIOPOLMJIHAS OMOJACKOHTAMUHAIIMS)
JIOJKHBI 00€CIieurBaTh OTCYTCTBUE KU3HECIIOCOOHBIX MUKPOOPTaHU3MOB Ha
BHYTPEHHHUX MOBEPXHOCTIX U B KPUTHUYECKON 30HE U30JSATOPA.

11. Insa RABS:

crioporaHas Je3uH(EKIusl J0HKHA BKJIOYATh B ceOSl PyTHHHOE
MPUMEHEHUS CIIOPOIMIHOTO areHTa C MOMOIIbI0 METOJIMKH, KOTopas Obuia
BUIMAMPOBAHA W TMPOJECMOHCTPUPOBAIA HANECKHOE TNOKPHITHE BCEX 30H
BHYTPEHHUX  TMOBEPXHOCTEM ©  oOecleueHue  COOTBETCTBYIOIIEH
MPOU3BOJICTBEHHOM CPEJIbI ISl OCYILIECTBICHUS ACENTUYECKUX MTPOLIECCOB.

KBanudukaius 4ucThiX moMenieHuit 1 000py10BaHuUs, TCHEPUPYIOIIETO
YUCTBIN BO31IYX

4.23. YUucTele NOMEIIEHUSI U 000pyJA0BaHUE, TCHEPUPYIOIIEE UYHUCTHIN
BO3/yX, HalpuUMeEp, YCTAHOBKHU OJHOHAIPABICHHOTO IIOTOKA BO3ayXa
(UDAF), RABS 1 u3051TOPBI, UCMIOJIBb3yEMBIE 11 HPOU3BOACTBA CTEPHUIIBHBIX
MPOIYKTOB, OJDKHBI TIOABEPraThcs KBATM(DHUKAIMA B COOTBETCTBUHU C

H€O6XOI[I/IMBIMI/I XApaKTCPUCTUKAMHA HpOPISBOI[CTBGHHOﬁ CpCahbl. Ka)KI[aH
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IPOU3BOJCTBEHHAs Olepalus TpeOyeT COOTBETCTBYIOIIETO YPOBHS YHCTOTHI
IPOU3BOACTBEHHOM CPEJIbl B AKCIUTYaTUPYEMOM COCTOSIHUU JJI TOTO, YTOOBI
CBECTM  PUCK  KOHTAMUHALIMM  IPOU3BOJAMMOTO  MNPOAYKTA  WIH
oOpabaThiBa€MbIX MarepuajgoB K MHUHHUMYMY. Clenyer mnoaaep:KuBaTh
COOTBETCTBYIOIIME YPOBHHU YHUCTOTHI B OCHAIIEHHOM M JKCILUTyaTHPYEMOM
COCTOSTHUSIX.

4.24. Yuctele noMenieHus U o0OpYyJI0BaHHUE, T'€HEPUPYIOIIEE YUCTHIN
BO3/lyX, JOJDKHBI  IOJBEpPrarbCsi  KBaNM(HUKAUMA C  IPUMEHEHUEM
METOAOJIOTUH, COOTBETCTBYIOLIEH TpeOoBaHUsAM mnpuioxkeHus Ne 15
[TpaBunam. Heobxoaumo dYeTKOo pa3fensaTh KBAIM(PUKALUIO YUCTHIX
noMemnieHuii  (BkiIo4as — UX  KiIacCHUKAIMI0) W MOHUTOPUHT
IIPOU3BOJACTBEHHOU CPEBI.

4.25. Kpanudukanuss YUCTBIX TNOMEHIEHMHA ¢ 000pyJIOBaHWS,
TEeHEPUPYIOLIEr0 YHUCTBIA BO3AYX — ATO OOLIMH MPOILECC OLIEHKU YPOBHS
COOTBETCTBUSL  KJIACCU(PUUUPOBAHHOIO  YHCTOIO  MOMEILEHUS  WIH
000pyI0BaHUS, TEHEPUPYIOILIET0 YHCTHIN BO3AYX, UX Ha3HaueHUto. Kak yacTb
KBAIM(UKALIMOHHBIX TpeOoBanuit mnpunoxkenuss Ne 15 k IlpaBunam
KBAIM(UKALIMS YUCTHIX MOMEIIEHUH M 000pYy/I0BaHUS, T€HEPUPYIOUIETO
YUCTBIA BO3MYyX, AOJKHA BKJIIOYaTh B ceOs ciedyromiee (MPUMEHUTETbHO K
MPOEKTUPOBAHUIO (IKCILTyaTallUH) YCTAHOBKH):

1. ITpoBepKy repMETHYHOCTH U LEIOCTHOCTH YCTaHOBJIEHHON CUCTEMBI
(buUIBTPOB;

ii. TectupoBaHue BO3AYIIHOTO MOTOKA — 00bEM M CKOPOCTH;

111. MI3mMepenue nepenagoB AaBJICHUS BO3AyXa;

1v. IIpoBepky HampaBieHUs BO3IYILIHOIO MOTOKA U €r0 BU3YaJIU3ALHIO;

v. KonTpons KOHTAMUHALUU BO3/yXa U MTOBEPXHOCTEN
MHKPOOPraHU3MaMHU;

vi. I3Mepenne TeMiieparypel;
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vii. I3mMepeHne OTHOCUTENBHON BIAXKHOCTH;

viil. [IpoBepKky BpeMeHN BOCCTaHOBJICHHUS;

ix. [IpoBepKy repMETUYHOCTH OTPaAXKAAIOUIUX KOHCTPYKIIUIA.

Ccbuikn 10 KBaIM(UKAIUM YUCTHIX MOMEIICHUH W 000pynOBaHU,
TE€HEPUPYIOLIETO YUCThIN BO3AYX, MPUBEIEHBI B cepuu ctanaapToB [SO 14644.

4.26. Knaccudukamus 9ucTbIX TOMEIIEHUN — 3TO YaCTh KBATH(UKAIINH
YUCTHIX MOMEIIEHUI U METOJ OLICHKH CTEIEeHU YUCTOTHI BO3yXa COIJIACHO
cneuupuKanMu  JUisi  YUCTOrO0  TNOMEIIEHHS  WiIu  00OpyAOBaHUS,
TCHEPUPYIONIETO YUCTBIM  BO3JYyX, IIOCPEJACTBOM H3MEpPEHUsS]  OOIIei
KOHIICHTpanuu  4dactuil.  JlelHcTBuUsS Mo  KjIacCHPUKAUU  TOJDKHBI
IJIAHUPOBATHCS M MPOBOJIUTHCS TaK, YTOOBI M30EKATh KaAKOTO-TMOO BIUSHHS
Ha Ka4eCTBO MpOoIlecca WM KauecTBO NMpoaykTa. Hanpumep, nepBoHayaibHast
KJ1accuukanus 10KHA TPOBOJAUTHCS B X0J1€ OCYIIIECTBICHUSI UMUTHUPYEMBIX
omepaiui, a TMOBTOpHasi Kkiaccuukamuss — B XOJI€ OCYIIECTBICHUS
MMUTHPYEMBIX ONEpaluii WJIKM MOJICIMPOBAHUE ACENTUYECKOrO MpoIliecca
(APS).

4.27. Insa  xnaccupuKalldd  YUCTBIX  TMOMEIICHUH  HE0O0XOJIUMO
MPOBOAUTH U3MEPEHUSI OOIIEro KOJWYECTBAa YACTHUIl Pa3MEPOM PaBHBIM HIIH
npesbimatommm 0,5 MkMm 1 5 MkM. Takoe U3MepeHue JOKHO MPOBOIUTHCS B
OCHAILICHHOM COCTOSIHUM W TIPU HUMHUTAIMK OIEepaliiii B COOTBETCTBUHU C

npeaenaMu, OnpeIesIeHHbBIMU B Tabiuile 1.

Tabmuua 1
MakcumanbHO TOIyCTHUMAast 001ast KOHIICHTPAITUS YacTHIT IS
KJIacCU(UKALIUH
MaKCI/IMaJ'IBHBIC HpC)ICJ'IBI 110 MaKCI/IMaJ'IBHble Hpe)leJ'IBI 110
Kiacc | o6mmemMy comep:KaHHIO YaCTHII 00IIEMY COIEP/KAHHIO YACTHII
> 0,5 MKkM/M? > 5 MKM/M?
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B B B B
OCHAILEHHOM | SKCIUTyaTUPYEMOM | OCHAIIEHHOM | DKCILTyaTHPYEMOM
COCTOSIHUU COCTOSIHUU COCTOSIHUU COCTOSIHUU
A 3520 3520 HE HE onpeneﬂeﬂo(a)
onpeseneHo?
B 3520 352 000 HE 2930
onpeseneHo?
C 352 000 3520 000 2930 29 300
D 3520 000 IIPEIBAPUTEIILHO 29 300 IIPEABAPUTEIILHO
He onpeeneHs He onpeeaeHs

@ Knaccuduxarus (BKII0UYas YaCTHIIB 5 MKM) MOKET PaCCMAaTpPUBAThCA TIPH HATMUME yKA3aHHil
B PaMKax CTPAaTE€ruy KOHTPOJISI KOHTAMMHALIUKN UM UCTOPUUYECKUX TPEHIO0B.

® s kmacca D mpesienbl B 3KCILTyaTHPYEMOM COCTOSIHUM TIPEIBAPUTEIBHO HE ONMPE/IEEHbI.
[Ipon3BoanTENb TOKEH YCTAHOBUTH IPEEIbl B AKCIUIYaTUPYEMOM COCTOSIHUM Ha OCHOBAaHUU
OLIEHKHM PUCKOB ¥ UMEIOIMXCS B HAJIMYMM PYTUHHBIX JaHHbIX, I71€ IPUMEHHUMO.

4.28. lna xknaccupuKalMym YUCTOTO TMOMEIIEHUS HWH(OpMaUui o
MUHUMAJIBHOM KOJUYECTBE TOYEK JJIsi 0TOOpa Mpod M MX PaCHoJIOKEHUU
MOxHO Hauthu B cra”papre [SO 14644-1. Kpome Toro, mjist 30HBI
acenTuueckon oOpadoTku U PoHOBOM cpenbl (30HBI Kilacca A u kiacca B,
COOTBETCTBEHHO) CJEAYyeT PacCMOTPETh BOMPOC JIOMOJHUTEIBHBIX TOUYEK
orbopa mpoO; BCe 30HBI KPUTHYECKOM 0O0pabOTKU (HAmpuMmep, TouykKa
HAIMOJIHEHUSI U €MKOCTb, M3 KOTOPOM OCYIIECTBISETCS IMojada MpOoOOK)
JOJDKHBI TIOJIBEPraThCsl OIEHKE. TOYKM KPUTHYECKOW OO0pabOTKH JOTKHBI
OTNPEJEIATHCA HA OCHOBAaHUU JIOKYMEHTAJIbHO O0()OPMIIEHHOM OLIEHKH PUCKOB
U 3HAHUW B OTHOIIEHHUM TMIpollecca M OCYIIECTBISIEMBbIX B TakOM 30HE
ornepanum.

4.29. Knaccudukanusi 9uCThIX TOMEMICHUH JOJKHA OCYIIECTBIISITHCS B
OCHAIIEHHOM COCTOSIHMM U B 3KCIUTyaTUPYEMOM COCTOSIHUHU.

1. OnpeneneHre OCHAIIEHHOTO COCTOSIHUSI (COCTOSIHUSI TOKOS) — 3TO
COCTOSIHME, TMPU KOTOPOM MOHTaX BCEX YCTAaHOBOK 3aBEpLICH, BKIHOYas
pabotatomyro cucremy HVAC, BMecTe ¢ yCTaHOBJIEHHBIM OCHOBHBIM
MPOU3BOACTBEHHBIM OOOPYIOBAaHWEM, TOTOBBIM K OJKCIUTyaTallid, HO HE

paboTarommM 1 0€3 MPUCYTCTBUS MEPCOHAIA B TTOMEIICHHH.
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ii. OmnpeneneHue HKCINTyaTUPYEMOT0 COCTOSIHUSI — 3TO COCTOSIHUE, TIPU
KOTOPOM MOHTa)X YUCTOI0 momenieHust 3aBepuieH, cucrema HVAC saBnsiercs
MOJHOCTBIO  PabOTOCTIOCOOHOM, 0o00Opy/ZiOBaHHWE  YCTAaHOBJIECHO u
(YHKIIMOHUPYET B OMNPEACICHHOM MPOU3BOJAUTENIEM paboyeM pEXUME C
MaKCHUMaJIbHbIM KOJIUYECTBOM PUCYTCTBYIOIIETO nepcoHarna,
OCYIIECTBIISIIOIIETO WM HMUTHUPYIOLIETO PYTUHHYIO TMPOU3BOJICTBEHHYIO
NEATEIIbHOCTD.

111. [Ipenensl mo oOuieMy coaepKaHuIO YacTuUll, yKa3aHHbIE B Ta0uIe 1,
JUISL OCHAIIIEHHOT'O COCTOSIHMSI JIOJDKHBI JOCTUTAaThCs IOCTAE HUCTEUCHUS
BPEMEHH BOCCTAHOBJIEHUSI 110 3aBEPIICHUIO ONIEPALli U JIEUCTBUM MO OYUCTKE
auHuu. [leproa BoccTaHOBIEHUS NODKEH OMPENENsAThCs MpH KBaTU(DUKauu
MOMEIIEHU (HOpPMAaTUBHOE 3HA4YE€HUE cocTaBiisieT MeHee 20 MUHYT),
opOpMIIATBCS  JOKYMEHTAIbHO M COONIOJAThCsl B Mpoleaypax s
BOCCTAHOBJICHUSI KBaJIU(UIIMPOBAHHOTO COCTOSIHUSI IO YUCTOTE B CJydae
HapYIIEHHUS B MpoIlecce IKCIuTyaTanuu (padboThl).

4.30. CkopocTb BO3/yXa, 10JIaBAEMOTO CHCTEMaMH
OJIHOHAMPABJIECHHOIO IMOTOKAa BO3/yXa, JMOJDKHA YETKO OOOCHOBBIBATHCS B
MPOTOKOJIE KBAIM(UKAIUKM C YKa3aHUEM TOYEK JJISI U3MEPEHUs CKOPOCTH
Bo3ayxa. CKOpOCTh BO3JlyXa JOJDKHA OMNPEACHSAThCS, U3MEPSAThCS U
MOICPKUBATHCS AJII 00ECIIEUEHUs] TOTO, YTO COOTBETCTBYIOIIEE JABUKCHUE
OJIHOHAMNPABJIECHHOIO0 TMOTOKAa BO3JyXa 3allMIIAET MNPOAYKT U OTKPBITHIE
KOMIIOHEHTHI Ha ypOBHE paboueil 30HbI (KOTga OCYIIECTBISIOTCS ONepaluu
BBICOKOM CTEMEHM PUCKA, U MPOAYKT U (WJIM) KOMIIOHEHTBI TMOJBEPTaroTCs
BO3JICHICTBUIO CO  CTOPOHBI  MPOU3BOJACTBEHHOW cpenbl). CHCTEMBI
OJIHOHAMPABJIECHHOI'0 MOTOKA BO3/yXa JOJDKHBI O0ECIEUHMBATh OJHOPOJIHYIO
CKOpOCTh BO31yxa B auama3one 0,36 — 0,54 M/c (HopMaTUBHOE 3HAYCHHUE) HA

pabodyemM mecTe (ecii MHOE HAayYHO He 0OOCHOBAHO B CTPATETHHM KOHTPOJIS
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KoOHTamMuHaiuu). lccrnenoBanus ¢ BuU3yalIM3alMedl BO3AYIIHOTO IOTOKA
JOJIKHBI KOPPETUPOBATHCS ¢ UBMEPEHUEM CKOPOCTH BO3AYXa.

4.31. YpoBeHp KOHTaMHHAIlUM MHUKPOOPraHM3MaMHd B  YHUCTBIX
NOMEIICHUSAX JOJDKEH ONPENEeNsAThCd B paMKax KBalU(pUKAUU YUCTHIX
nometieHui. KonnuectBo Touek /i1t or00opa npod JOKHO OCHOBBIBATHCS Ha
JOKYMEHTaJIbHO O(OPMIICHHOW OLICHKE PUCKOB U pe3yjbTaTax, MOIYyYEHHBIX
B pe3yJibTaTe Kjaccu(PuKauuu NOMENIEHUH, UCCIEOBAaHUN C BU3yalIU3aluen
BO3JIYIIHBIX IOTOKOB, @ TAaKXE€ Ha 3HAHUSAX B OTHOUIEHUM IMIpollecca M
omnepaluii, OCYIIECTBISIEMBIX B  30HE. MakCUMalIbHbIE  TPEAeIIbl
KOHTaMUHAIIM MUKPOOPraHM3MaMU B Mpoliecce KBAIU(DUKAIUU JIJIs] KaKI0TO
KJj1acca npejacTaBieHsl B Tabauie 2. Kpanudukanus qomkHa 0XBaThIBaTh Kak
OCHAIIIEHHOE, TaK U KCIUTyaTUPYEMOE COCTOSTHUE.

Tabnuua 2

MakcumMaabHO JIOMyCTUMBIC TPEISIIbI
MUKPOOHMOJIOTMYECKON KOHTAMUHAIIUY B TpoIecce KBaTU(pUKAIIUU

CenuMeHTalIOHHEIE KonTakTHBIE
Kiace O6pazen YaIIku TJIACTHUHBI
Bo3ayxa, KOE/M? (nnametp 90 Mm), (nnametp 55 Mm),
KOE/4 gaca® KOE Ha nnacTuny
A OrtcyTtcTBHE pOcTa
B 10 5 5
C 100 50 25
D 200 100 50

(a) CenMMEHTallMOHHBIE YAILIKU JOJDKHBI IIOJIBEPTaThCsl BO3JCHCTBHUIO CPEIbl B TEUCHHE BCEH
IPOJOJDKUTEILHOCTH ONIEPALIUN U MEHATHCS HE PEKe UeM Kaxkiple 4 yaca. Bpems BozaeiicTBus
JIOJKHO OCHOBBIBATBhCS HAa MCCIIENOBAHUAX BOCCTAHOBJICHUS MUKPOOPIaHU3MOB U HE JOJKHO
JIOITyCKaTh BBICBIXaHUE UCIIOJIb3YEMOU CPEBI.

[Ipumeuanue 1: Bce meroapl, ykazaHHbIe B TaONHIE I OTACIBHOTO Kiacca, JOJIKHBI
UCTIOJIb30BAThCS [T KBATM(HUKAIMK 30HBI JAHHOTO crieruduueckoro kiacca. Eciu oqun u3
MPEJICTAaBICHHBIX B TAOJIUIIE METOJOB HE MCIOIb3YETCsl, MM HCIONb3YIOTCS alIbTepHATUBHbBIE
METO/IbI, TO TOT/Ia TAaKOW MOJIX0/ JOJKEH UMETh COOTBETCTBYIOIIEE 00OCHOBAHHUE.
[Ipumeuanne 2:1lo Bcemy [OKYMEHTY UCIIOJIb3YEMBIE TMpPEIEIbl  BBIPAXKEHBI B
kosioHneoopasyronux equaunax (KOE). Ecnu ucnonb3yroTes Apyrue win HOBbIE TEXHOJIOTUH,
pe3ynbTaThl KOTOPhIX BbIpakatoTcs nHade (He B KOE), To Torna y mpousBoauTtens JOKHO
OBITH COOTBETCTBYIOIIEE HAYYHOE 00OCHOBAHUE MCIIOJIb3YEMBIX MPEIENIOB U (€CTH BO3MOYKHO)
MX B3aMMOCBS3b C IpefeaMy, BelpaxkeHHBIMU B KOE.
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[Tlpumeuanue 3: /{1 KBanu(UKAIUM TMPOLEAYPhl IEPEOAECBAHUS TEPCOHANA JOJDKHBI
MIPUMEHATHCS. TPEAENbl, MOJYYEHHbIE METOJOM KOHTAaKTHBIX IUIACTUH W OTIIEYAaTKOB C
NepYaToK M yKazaHHbIE B Ta0nuIe 6.

[Tpumeuanue 4: Meroabl oTOopa npod HEe JOHKHBI (HOPMUPOBATH PUCKOB KOHTAMUHAIIUY JJIs1
IIPOU3BOJICTBEHHBIX ONEPALIUH.

4.32. PexBanudukanuss YUCTHIX IOMEIICHUH ©  000pyAOBaHUS,
TEHEPUPYIOUIETO0 YHUCTHIA BO3JYyX, JOKHA MPOBOJUTHCS MEPUOJIUYECKHU C
COOJIFOZICHUEM  ONpEJEICHHbIX mpouenyp. PekBanudukamuss a0JKHA
BKJIIOYATh B €051, KAK MUHUMYM, CJIEIyIOIIEE:

KJ1acCU(UKAIIUIO YUCTHIX MOMEIIECHUH (00111as KOHIICHTPAIMs YaCTHII);

MIPOBEPKY 1EIOCTHOCTH KOHEYHBIX (PUIBTPOB;

U3MeEpeHnue 00beMa BO3yIIHOTO TTOTOKA;

MIPOBEPKY MepenaoB AaBICHUS MEXKTY HOMEIICHUSIMU;

poBepKy ckopocTH Bozayxa (/s kinaccoB B, C u D npoBepka ckopoctu
BO3/yXa [OJDKHA NPOBOAUTHCA B COOTBETCTBUM C OLEHKON PHUCKOB,
JOKyMEHTaJIbHO OPOPMIICHHON B KQ4€CTBE KOMIIOHEHTA CTPATErUH KOHTPOJIS
KOHTaMUHalMU. Tak Wi WHaye, OHAa HeoOXoAuMa JJIsi 30H HAIOJHEHHS,
00CTy’)KMBaEMbIX OJHOHAMPABICHHBIM BO3IYIITHBIM ITOTOKOM (Hampumep, Mpu
HAIOJHEHUH TPOAYKTOB, MOJIBEPTratONIuXcs (GUHUIITHON CTEpUIU3AIluU, WIH
Kak (oHOBas cpena ais kiacca A u 6aprepHbix cucteM RABS). Jlns kimaccos
C HEOJHOHAMPABJICHHBIM BO3JYIIHBIM TMOTOKOM KOHTPOJb BPEMEHU
BOCCTAHOBJICHUS JIOJKEH 3aMEHATh TPOBEPKY CKOPOCTH).

MakcumanbHbIi UHTEpBaJI BPEMEHU AJI1 peKBalu(UKaIMU 30H Kiiacca
A u B cocraBiser 6 mecsIieB.

MakcumanbHBIN HHTEPBAT BPEMEHH I peKBaIu(UKAIIMU 30H Kiiacca
C u D cocrasnsger 12 mecsiieB.

CootBeTcTBYIOIIAas pekBanuduUKalus, BKIOYaromas B ceds, Kak
MUHHUMYM, YKa3aHHBIC BBIIIC HCIIBITAHUS, TAKXKE JOJKHA TTPOBOIUTHCS TTOCTIE

34aBCPIICHUA PEMOHTHBIX pa60T, HaIlpaBJICHHBIX Ha YCTPAHCHUC
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HECOOTBETCTBHUSA COCTOSIHUSI 000pYAOBaHUS WM POU3BOACTBEHHOTO YYacTKa,
a TakXKe IOC/ie BHECEHUsSI HM3MEHEHUW B 000pyIOBaHUE, WHXKCHEPHBIC
CUCTEMBbI, TMPOU3BOJACTBEHHBIE YYACTKH WM TMPOLECChl. 3HAYUMOCTD
U3MEHEHUsl JIOJDKHA OIpEeAeNATbCS B paMKax Ipolecca yIpaBieHUs
u3MeHeHussMU. [[prumepsl n3MeHeHui, TpeOyIOLUX PACCMOTPEHHUS, BKIIFOYAIOT
B ce0s crenyroliee (HO He OTpaHUYMBAIOTCS ATUM):

1. [IpeppiBaHre JBUXKEHUS BO3AyXa, OKa3bIBAKOIIEE BIUSHUE Ha
(GYyHKIIMOHUPOBAHUE YCTAHOBKH.

ii. I3MeHeHue MpoeKkTa YUCTOrOo IMOMEIICHUS WIM YCTaBOK pabodux
napamMeTpoB CHUCTEMbl OTOIUICHUS, BEHTWIALMH W KOHIUIIMOHWPOBAHUS
Bozayxa (HVAC).

iii. CenuanbHOe  OOCIyKMBaHUE, OKa3bIBalOIIEe BIUSHUE  Ha
(GYyHKIIMOHUPOBAHWE  YCTAHOBKH  (HAampuUMep, W3MEHEHHE KOHEYHBIX
(GuUIBTPOB).

Jesundexnus

4.33. JleauH(exsa 4YUCTHIX TMOMEIICHUI SIBIACTCS KpalHE Ba)KHOM.
UucTtele mnOMEIIEHHUS JOJDKHBI IOJBEpPraTrbCsl TIIATEIBHOM OYUCTKE U
ne3uH(EKINY B COOTBETCTBUU C IOKYMEHTAJILHO O(POPMIICHHOM MpOrpaMMOH.
Hnst apdexktuBHON Ae3uH(EKUUU CIAEAYeT MPOBOAUTH MPEIBAPUTEIBHYIO
OUMCTKY MJis YJaJeHHs KOHTAMHUHAHTOB ¢ moBepxHOcTel. [Iporpammel
OYMCTKH  JOMKHBI  d(PPeKkTuBHBIM  0o0pa3oM  yAalsITh  OCTAaTKU
ne3uHpuIupyommx  cpencts.  Cieayer UCHOAb30BaTh 0oJjiee  OJHOTO
Ne3UH(PUIUPYIOUIETO CPEeACTBa AJiA 00ECIeYeHHsl TOro, YTo B Cilyyae, Korjaa
OHU MMEIOT Pa3Hble MEXAHU3MbI JEHCTBUS, UX COBMECTHOE HCIIOJIb30BaHUE
saBisieTcs YQPEKTUBHBIM MPOTUB OakTepuil U TpruOOB. Jle3nHpeKus 10KHA
BKJIFOYATh B C€0s MEPUOJUYECKOE MCIIOIB30BAHUE CIOPULIMIHOIO CPEICTBA.
JlomKeH MpOBOAUTHCS PETYISIPHBI MOHUTOPHUHT TSI OTICHKH 3G ()DEKTUBHOCTH

MporpaMmal )ICBI/IH(l)eKLII/II/I n O6H3pY)K€HI/I$I W3MEHEHUN B  THUIIAX
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MUKpPOOHOJIOTHYECKO uiopsl (HampuMep, BO3HUKHOBEHHE OPraHU3MOB,
PE3UCTEHTHBIX K HCHOJBb3yEMOMY B  HACTOSIIIEE BpPEMS  PEXKUMY
Ne3UH(DEKIINN).

4.34. Ilpouecc ne3uH(PEKIMU JOJDKEH TMOJBEpPraTrbCcs BaJuAllUM.
BannnanmoHHble ncclieioBaHusl TOKHBI JEMOHCTPUPOBATh MPUTOAHOCTh U
3 PEeKTUBHOCTh  AC3UHOUIMPYIOIIUX  CPEACTB B COOTBETCTBHHM  CO
crenu(pUKON UX UCIIOIb30BaHUs, HA TUTIAX MATEPUATIOB TOBEPXHOCTH (WJIM Ha
pEenpe3eHTaTUBHOM MaTepuaje IMpU Haduyuu OOOCHOBaHUS), a TaKxke
MOATBEPKIATh CPOKH T'OJHOCTH UCIOIb3YEMbIX TPUTOTOBJIECHHBIX PACTBOPOB.

4.35. Je3unduiupyromye W MOIOIINE CPEJACTBA, HCIOJIb3yeMbIe B
30Hax KjaccoB A u B, A0mkHBI OBITh CTEPUIBHBIMU TIEpEd HX
ucnois3oBanueM. K nesmHpuuupyrommum cpencrBaM, HUCIHOIb3YEMbIM B
kiaccax C u D, Takyxke MOTYT IPEeAbsBIATHCSA TPeOOBaHUS MO CTEPUIIBHOCTH,
KOTJJa 3TO ONpEAEICHO B CTpaTeruud KOHTPOJsA KOHTaMHHanuu. Eciu
NE3UHPUIUPYIONIME W  MOIOIIME CPEICTBA  MOJJIeKAT  pa3BeACHUIO
(MPUTrOTOBIICHUIO) MPOU3BOAUTEIEM CTEPUIIBHBIX NPOIYKTOB, TO TOTJIa TAKKE
omepaluu JOJDKHBI TPENSITCTBOBATh KOHTAMUHALIMM, MPUTOTOBJICHHBIC
pacTBOpHI ClieAyeT IOJBEprarb MOHUTOPUHTY Ha MHUKPOOMOJIOTHYECKYIO
KOHTaMUHaluio. [IpuUroToBieHHbIE CpEACTBAa JOJDKHBI  XPAHUTHCS B
NPEABAPUTEIIBHO  OYMIIEHHBIX KOHTEHHepax (M, €Clli IPUMEHHUMO,
MPOCTEPUIN30BAHHBIX ) TOJIBKO B TEUEHHUE OMPEEICHHBIX EPUOJIOB BPEMEHMU.
Ecnu ne3aunpuuupyronme u MOrIMe CpecTBa MPUOOPETAIOTCS «TOTOBBIMU
K MCTOJIb30BaHUIO», TO TOTJA MPH YCIEIIHOM 3aBEPUICHUHM KBaTU(UKAIIUU
MOCTaBIIMKAa WX TMPUEMKa MOXET OCYIIECTBIAThCS HAa OCHOBAaHUH
Pe3yIbTaTOB, MPEICTABIICHHBIX B CEPTH(UKATE aHAIN3a I COOTBETCTBHSI.

4.36. Eciiu mpumMensieTcst GyMuranus Wiu Ae3uH(EKIHUs ¢ MOMOIIBIO
napoB (Hampumep, MapamMu NEPEKUCH BOJOPOJIa) YUCTHIX MOMEUIEHUN H

CBSI3aHHBIX C HHUMHM IIOBEpPXHOCTEH, TO Torja 3(PEeKTUBHOCTH JHOOOTO
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CpeacTBa, UCITOJIB3YCMOT'O IJIA q)YMPIFaI_II/II/I, 151 I[HCHCpCHOﬁ CHUCTCMBI JOJIKHBI

OBITh HOHSITHBIMH U IoABCpraTbCsa Bajlngalnuu.

5. O6opynoBanue

5.1. B Hanuuuu J0KHO OBITh MHCHBMEHHOE MOAPOOHOE OIKCaHue
nu3aiiHa 000pyA0BaHUs, BKIIIOYAs MPOLIECCHBIE CXEMbI U CXEMbI KOHTPOJIBHO-
U3MEPUTEIHHOTO O000pYIOBaHUS. IDTHU JOKYMEHTHI JIOJDKHBI (POPMHPOBATH
YacTh IAaKeTa MO MEepPBOHAYAIbHOM KBadU(pUKAIMU U TOJIECPKUBATHCA B
aKTyaJIbHOM COCTOSIHUU.

5.2. TpeboBaHuss 1O  MOHHUTOPUHTY  OOOpPYAOBAHUS  JIOJKHBI
ONPEAENAThCA B «CHEeUU(pUKAUUIX TPEeOOBAHUN MOJIH30BATENS» HA PAHHUX
CTanuax pa3pabOTKu, M TOATBEPKIATbCS B Ipolecce KBalupUKaIUU.
CurHasibHblEe TPEIyNPEXKIACHUs B OTHOLIEHUH Ipolecca U o00pyAOBaHMS
JOJDKHBI IIPUHUMAThCS. BO BHUMAHHME M OLICHUBATHCSA HA HAJIUYUE TPEHIOB.
YacTtoTa mnpoBeAcHUs aHaIW3a CUTHAJIBHBIX MPEIYNPEKICHUN JTOJDKHA
OCHOBBIBATBCSI HAa CTENEHU WX KPUTUYHOCTH (KPUTUYECKHE CHUTHAIIBHBIC
IpEeAYNPEXKACHUS JOJKHBI AHATU3UPOBATHCS HE3aAMEIIUTEIIBHO).

5.3. Hackonpko  3TO  dABAsieTCS ~ OPAKTHYECKA  BO3MOKHBIM,
o0opyaoBaHue, GUTUHTY, UHKEHEPHBIE CUCTEMbI U SHEPTOHOCUTEIN JTOJKHBI
IPOCKTUPOBAThCS W YCTAaHABIMBATHCS TakUM o00pa3oM, KOTOpbIM Oyner
MO3BOJISITh IPOBEJEHHUE OTepaluii, IPOBEIECHUE TEXHUUECKOTO O0CITYKIUBAHUS
U PEMOHTHBIX paboOT 3a mpelenaMu 4ucToro mnomemieHus. Ecau
00CITyXKMBaHUE JIOJDKHO OBITh MPOBEIECHO BHYTPH YHUCTOIO MOMEIIEHUS, a
HEO0OXOAMMBIE CTAHIAPTHI YUCTOTHI U (UJIM) ACENITUKU HEJIb3s 00€CIeUUTh, TO
TOrJa CIEAYET paccMaTpUBaTh BOIMPOC OCYILIECTBIEHUS COOTBETCTBYIOLIMX
MEp MPEIOCTOPOKHOCTH (HAMPUMEP, NPEAOCTABICHHUE JOCTyNa TOJIBKO
CHelHAIbHOMY MepCOoHay, (POPMUPOBAHHE UYETKO OMpPENEICHHBIX PadOunx

MPOTOKOJIOB U MPOLEAYp TEXHHYECKOro oOciyxuBaHus). Takxke ciemyer
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paccMaTpuBaTh BOIPOC O JOINOJHUTEIBHOW OYMCTKE, NE3MHPEKUUU U
MOHUTOPUHIE MPOU3BOACTBEHHON cpenpl. Ecnu HeoOXxoauma cTepuiin3anus
000OpyJOBaHHs, IO BO3MOXXHOCTH, OHa JIOJDKHA IPOBOJMUTHCS IOCIE
3aBEPILECHUS IOBTOPHON COOPKH.

5.4. Ilpouiecc OYMCTKM [JIOJKEH MOABEPrarhbCsi BaduJalMU s
MOJITBEPKAECHUS BO3MOXKHOCTH:

1. YaaleHus Kakux-JIu00 OCTAaTKOB WJIM OTXOJIOB, KOTOpPBIE MOTYT
HETaTUBHO HOBJIUATH Ha 3¢ (PEeKTUBHOCTD HCIIOJIb3yEMOTO
Ne3UHOUITUPYIOLIETO CPEICTRA.

11. MUHUMU3anuu XUMHUYECKON 51 MUKPOOHOJIOTHYECKOM
KOHTaMHMHAIIMM, KOHTAMUHALMU YaCTUIIAMHM IPOAYKTa B XOJ€ Ipolecca U
nepen Ae3uHGeKIrue.

5.5. JIns acenTUyecKHX MPOLECCOB, YaCTH 00OPYIOBAHMS, MPSIMO HIIU
OMOCPEAOBAHHO KOHTAKTUPYIOIIHNE C MPOAYKTOM, JTOJHKHBI CTEPUIIN30BAThCSI.
HampsiMyro KOHTakTHpyrOIIHE C MPOAYKTOM YacTH — 3TO TE€ YacTH, 4YeEpe3
KOTOpPBbIE IMPOXOJHUT MPOAYKT (HAIpUMeEp, UIJIbl MM HACOCHI JUISl PO3JIMBA).
OnocpeloBaHHO KOHTAaKTHUPYIOIIME C MNPOJYKTOM YacThU — 3TO T€ YacTH
000pyJIOBaHUsI, KOTOpblE HE KOHTAKTHUPYIOT C MPOIYKTOM, HO MOTYT
KOHTAaKTUpPOBaThb C  JIPyTUMH  CTEPUIIM30BAHHBIMH  MOBEPXHOCTSIMU,
CTEpUJIBHOCTh KOTOPBIX SBIISETCS KPUTHUECKOM JIsi OOILIEH CTEpUIbHOCTH
IpOJIyKTa (HalpuMep, CTEPUIN30BaHHBIE MPEIMETHI, TAKHE KaK €MKOCTH C
npoOKaMu W HaOpaBJSIOIME TMPOOOK, a TakXkKe CTEePUIM30BaHHbIE
KOMIIOHEHTHI).

5.6. Bce oOopynoBanue (Hampumep, CTEPUIM3ATOPbI, CHUCTEMbI
BO3yXOMOJATOTOBKUA  (BKJIIOYass (PUIBTPALMIO BO3AyXa) M  CHCTEMBI
BOJIOMIOATOTOBKH) JIOJKHO MOABEPraThCsl KBaTU(UKALMKU, MOHUTOPUHTY U

IJIAHOBOMY  TEXHHYECKOMY  oOciyxuBanmio. [locime — 3aBeprieHus
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TEXHUYECKOTO OOCTY>KMBaHUS BO3BpaT OOOpPYAOBAHHUS B HKCILTyaTalUIO
JOJIKEH O100PATHCA.

5.7. Ecniu Tpebyercsi TPOBEACHHUE BHEIUIAHOBOTO TEXHUYECKOIO
oOcllyKUBaHUs  OOOpPYJOBaHMS,  SIBIAIONIETOCS  KPUTUUECKUM IS
CTEpWJIBHOCTHU MPOAYKTA, HEOOXOUMO MPOBOJIUTH U PETUCTPUPOBATH OILIEHKY
MOTEHIIMATBHOTO BIUSHUA TaKUX pabOT Ha CTEPUIBHOCTD MIPOIYKTA.

5.8. KoHBenepHas JeHTa HE JOJDKHA MPOXOJIHUTh YEpe3 IEpPEropoaKy
MEXAy 30HaMu KiaccoB A win B 1 30HON 00paboTku 0oJiee HU3KOTro Kilacca
10 YUCTOTE BO3/1yXa, €CIIM TOJIBKO caMa JIEHTa HE NIO/IBEPraeTcs HeMpepbIBHOM
CTepUJIN3aluy (HapuMep, B CTEPUIIN3AIIMIOHHOM TYHHETIE).

5.9. CyeTunku YacTHIl, BKIIIOYasl TPpyOKu il oTOOpa mpoO, MOHKHBI
TI0JIBEpPraThCs KBaJIM(DUKAIIH. Heo0Oxonumo paccMatrpuBaTh
PEKOMEH/IOBAaHHBIE TPOU3BOJIUTENIEM CleNU(PHUKAIIMU B YacTH JAHAMETpa
TpyOOK W panuycoB u3rn6oB. Kak mnpaBuiio, JiauHa TpyOOK HE OJDKHA
npeBbiIaTh 1 MeTpa (eciii HeT ”HOro 00OCHOBaHMs), @ KOJIMYECTBO U3THOOB
JOJKHO OBITh CBEIEHO K MMUHMMYMY. [l neneil knaccupukauuu AOTHKHbBI
UCIIOJIb30BAThCSl IEPEHOCHBIE (MOOUJIbHBIC) CUCTUYMKHU YACTHUI] C HEOOJIBIIION
JUIMHOM TpyOOK Juisi oTOOpa mpoO. M30KkuHETHYECKUE TOJIOBKU IJIsl 0TOOpa
npo0 JOJKHBI HCIONB30BAaTBCS B CHUCTEMax C  OJIHOHANPABICHHBIM
BO3/YLIHBIM MOTOKOM, OHHU JIOJDKHBI UMETh COOTBETCTBYIOILYI0 OPUEHTALIUIO
U pa3MelaTbCsd KaK MOXKHO OJIMKE K KPUTHYECKOM TOYKE AJisi TapaHTUU

pENpe3eHTaTUBHOCTU 00Pa3LOB.

6. IH>)XeHEpHBIE CUCTEMBI

6.1. Xapaktep 1 ypoBEHb MEPOINPUATUN KOHTPOJISA, OCYILIECTBIIEMbIX B
OTHOIIIEHUU MHXKEHEPHBIX CUCTEM, JIOJIKEH ObITh COM3MEPHUM C PUCKOM IS
KauecTBa MPOAYKTa, OOYCIOBIEHHOTO TAaKUMH WHXEHEPHBIMH CHUCTEMaMHU.

Biustaue n0mKHO OBITH ONPEACICHO ITOCPEACTBOM IPOBEICHUS OICHKH
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PUCKOB M O(GOPMIISATBCA JOKYMEHTAIbHO B paMKaX CTpPaTE€rMu KOHTPOJIS
KOHTaMHHAIUH.

6.2. Kak npaBuiio, MHKEHEPHBIMU CHUCTEMAMH C BBICOKUM YPOBHEM
pUCKa SBIISIIOTCS UHKEHEPHBIE CUCTEMBI, KOTOPBIE:

1. HemocpencTBEHHO KOHTAKTUPYIOT € IPOAYKTOM, HAIlpUMEp, BOAA JUIs
MOMKH U OIIOJIACKUBAHMSL, Ta3bl U Nap I CTEPUIN3ALINN.

11. KOHTakTUpYIOT ¢ MaTepraiaMH, KOTOpble B KOHEYHOM UTOT€ CTaHYT
KOMIIOHEHTOM IIPOJIyKTA.

111. KOHTakTUpPYIOT ¢  NOBEPXHOCTSAMH, KOHTAKTUPYIOLIMMH  C
IPOJTYKTOM.

iv. KakuM-1u60 w#HBIM 00pa3oM OKa3bIBalOT HEMOCPEICTBEHHOE
BJIMSIHUE HA MPOAYKT.

6.3. NnxeHepHble CUCTEMBI JOJIKHBI POEKTUPOBATHCH,
MOHTHUPOBAThCS, KBATUPUIUPOBATHCSA, IKCILUTYaTUPOBATHCS, OOCTYKUBATHCS
U TOJABEpraTbCsi MOHUTOPUHTY TakuM 00pa3oM, KOTOpbIi Oyner
rapaHTUpOBaTh (DYHKIMOHUPOBAHUE WHKEHEPHOM CHCTEMBI COTIJIACHO
OKUJIaHUSIM.

6.4. Pe3ynbTaThl MO KPUTHUYECKUM MapaMeTpaM U KPUTHYECKUM
NOKa3aTessIM KayecTBa Il MHKEHEPHBIX CHUCTEM BBICOKOW CTENEHH pUCKA
JOJIKHBI TIOJABEPraThCs PETyJISIPHOMY aHaJu3y TPEHAOB ISl TapaHTUU TOTO,
YTO BO3MO>XHOCTH CHUCTEMBI OCTAIOTCS COOTBETCTBYIOIMMM.

6.5. 3anucy B OTHOIIEHUU WHKEHEPHOW CHCTEMBI JIOJKHBI BECTHUCH HA
MPOTSKEHUH BCETO €€ )KM3HEHHOT o IUKJa. Takue 3anucu TOJKHBI BKIIOYaTh
B ce0s1 aKTyaJlbHbIe YEepTEeKU U CXEMbl CHUCTEMBI, MEPEUYHHU MATEPUATIOB
KOHCTpyKIMH U cnenudukanuu. Kak mnpaBuno, BaxHas uWHGOpMAaLUs
BKJIFOYAET B CEOs TAKME XapAKTEPUCTUKH, KAK:

1. HammpaBieHnue nNoTOKOB B TpyOONpPOBOAaX, YKIOHBI, AUAMETP U JUITUHY

TpyOOIPOBOIOB.
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11. Jletanu B OTHOLIEHUH PE3EPBYAPOB U EMKOCTEN.

1. Kimamansl, QuibTpbl, ApeHa)ku, TOYKH OTOOpa MHpoOd U TOYKHU
noTpeOIeHUS.

6.6. TpyOorpoBoabl, BO3AYXOBOABl M JpPYyrHe KOMMYHUKALMd HE
JOJKHBI TIPUCYTCTBOBATh B YUCTHIX MOMEIICHUAX. Eciu 310 HEM30exHO, TO
TOTIa OHU JIOJDKHBl ~ YCTAHaBIMBAThCA TaKUM 00pa3oM, KOTOPBIU
npeoTBpanaeT o0pa3oBaHUE TPYAHO OUMINAEMBIX HUII, HETE€PMETUUYHBIX
OTBEPCTUM U TPYAHO OYHUILAEMBIX MOBEPXHOCTEH. MOHTaX MOJDKEH HaBaTh
BO3MO>XHOCTb MPOBEJICHUSI OUUCTKU U JEe3UH(EKINN BHEIIHEH MOBEPXHOCTHU
TpyOOIPOBOIOB.

CucreMbl BOJIOIIOATOTOBKH

6.7. YCTaHOBKU BOJIOMOATOTOBKM W CHUCTEMBI pacIpeeseHus] BOIbI
JIOJKHBI TPOEKTUPOBATHCS, KOHCTPYUPOBATHCSI, MOHTUPOBATHCS, BBOJUTHCS B
AKCIUTYaTalnio, KBAIU(PUIIUPOBATHCSA, IMOJBEPraTbCsi MOHUTOPUHTY W
TEXHUYECKOMY  OOCIY)KMBAaHHIO C  I€JbI0 MHUHHUMH3ALUA  PHUCKOB
KOHTaMHHAIIMH MUKPOOPTAaHU3MaMHM, a TakXKe NJIsi 0OeCriedeHHUs] HaJIeKHOTO
MCTOYHUKA BOJbI COOTBETCTBYIOIIETO KauecTBa. JIOMKHBI MPEANPUHUMATHCS
MEpbI, HamNpaBJCHHbIE HA MHUHUMHU3AIUIO pPUCKA HAJIMYMUS YaCTHII,
MUKPOOHOJIOrMYECKOM KOHTaMUHAIUK (TTposirdepaliii) MUKPOOPTaHU3MOB, a
TaK)X€  HaJW4Yus  DHJOTOKCHMHOB  (MUPOTEHOB)  (HANpUMEpP, YKIOH
TpyOOIPOBOIOB Jii OOECTEUECHHs TOJHOTO OCYIIEHHUS, MPEAOTBPAIICHUE
oOpa3zoBaHusi MepTBbIX 30H). Eciu B cucteme MMeErOTCs (QUIbTPHI, 0cO00€
BHUMaHUE JOJDKHO YJENAThCS MX MOHHUTOPUHTY M TEXHUUYECKOMY
obcnyxuBanuto.  IlpomsBoaumas  Bojga  JOJDKHA  COOTBETCTBOBATH
NercTByIomen (papMakoneiHOM CTaThe U3 COOTBETCTBYIOMIEH (papMaKkomen.

6.8. Cuctembl BOJIONOATOTOBKHU JIOJKHBI MOABEPraThCs KBaTUUKAIIUN

W BalMWAAIMU JUIS TOAACPKaHUS COOTBETCTBYIOIIMX YpOBHEH (PU3HUECKOTO,
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XUMUYECKOTO M MHUKPOOMOJOTMYECKOTO KOHTPOJISI C YYETOM CE30HHBIX
V3MEHECHUN.

6.9. IToTox BoABI B TPYOOINPOBOJAX CHUCTEMBbI pACHPEACIICHUS BOJbI
JTOJDKEH ObITh  TYpOYJIEHTHBIM  JUIsi MUHHMMHU3AIMM  pUCKA  aJIFe3Uu
MUKpPOOPTraHU3MOB U TOcCieayrmero odpazoBanusi OuomieHkd. CKOpOCTb
MOTOKA JJOJKHA OBITH OIIPeieNieHa B IIpoliecce KBAIM(PUKALIMH U TOJBEPraThCst
PYTUHHOMY MOHUTOPHUHTY.

6.10. Bona mns uabexkuuit (BJIM) nomkHa MPOU3BOIUTHCS U3 BOJbI,
KoTopas COOTBETCTBYET  ClelUpUKALUIM, OTpeacICHHBIM npu
kBaymmukanuu. BJIW nomkHa XpaHUTBCS U pacpeieaThCsl TaKUM 00pa3oM,
KOTOPBIA CBOJAUT K MHHHUMYMY PHCK MHKPOOMOJIOTHUYECKOTO POCTa
(HampuMep, MOCPEACTBOM MOCTOSIHHOM HUPKYJISIITUK BOJIBI MPU TEMIIEpaType
Boiie 70 °C). BJIM nomxkHa TpPOU3BOAMTBCA METOJIOM AUCTWJIISLMM WU
MOCPEACTBOM IMPOIIECCa OUYUCTKHU, KOTOPBIN SKBUBAJICHTEH NUCTUILISIIIUU. DTO
MOXXET BKJIIOYaTh B ce0s OOpaTHBI OCMOC B COBOKYMHOCTU C JPYTUMHU
COOTBETCTBYHOIIMMHU METOJIUKAMU, HAIpUMEP, dnekrpoaenonmsanueit (EDI),
yibTpaduiibTpaunei uiv HaHo(QUIbTpaUeH.

6.11. Ecnu pesepByapsi a1 xpanenust BJI1 ocnamens! ruipodoOHbIMU
JbIXaTeNbHBIMU (DWIBTPAMU, YJIEPKUBAIOIIMMU OaKTEpUH, OHU HE JOJIKHBI
ABJISIThCS HMCTOYHMKOM KOHTaMUHAIIMM, a WX LEJIOCTHOCTh JOJDKHA
NpPOBEPATHCS TNEPE] YCTAHOBKOW U TIOCIE UCIHOJb30BaHUs. J{OMKHBI
CYIIIECTBOBATH KOHTPOJIbHbBIC MEpOIPHUATHS, pe0TBPAIAIOIINE
oOpa3oBaHuEe KOHJEHCAaTa Ha (UIbTpe (HapUuMep, MMyTeM Harpena).

6.12. ]l MUHMMHU3AIMA PUCKOB 00pa3oBaHUs OMOIUIEHKH JOJKHA
MPOBOJIUTHCS CTEPWIIM3AIMSA, Ne3UH(MEKIUS WIA pPEreHepanus CHUCTEM
BOJIONIOATOTOBKM B COOTBETCTBUU C TMPEABAPUTEIIBHO OINPEACICHHBIM
rpa)koM, a TaKK€ B KayeCTBE KOPPEKTHUPYIOIIETO MEPONPHUSITUS TOCIE

MNOJIYUYCHUA PE3YJIbTATOB, BbLIXOJAINIMUX 34 YCTAHOBJICHHBLIC IIPCACIIblI HIIA
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npeaensl cnenudukanuu. [locie ne3nHpeKkuu cCUCTeMbl BOJIOIOATOTOBKU C
UCIIOJIb30BAHUEM  XMUMHUYECKHX  PEareHTOB  JOJDKHA  OCYIIECTBIISTHCS
npouleaas BaTuJaluio IpoLueaypa ONnojdacKuBaHus (IPOMBIBKH) CHUCTEMBI.
Bona nomxHa nmpoBepsThes nocie Ae3nH(pexunn (pereHepanuu). PesynbraTsl
XUMUYECKUX MCIBITAHUN JIOJDKHBI OJIOOPATHCS 10 TOro, Kak CHUCTEMa
BO3BpAIlla€TCI B TMPOIECC OJKCIUTyaTalliu; pe3yabTaTbl KOHTPOJSI 10
MUKpOOpranu3mMaM (3HAOTOKCHHAM) JIOJKHBI TPOBEPSITHCSA HA COOTBETCTBUE
cnenupuKanuu M OJAOOPATHCS JO MOMEHTa PAaCCMOTPEHHUsI BOIpPOcCa O
cepTU(PUKALMM U BBITYCKE CEpPUH MPOAYKUMH, HPOU3BEAEHHBIX C
VICITOJIb30BAHUEM BO/IbI, B3SITOW U3 CUCTEMBI.

6.13. lo)bkeH ~ TPOBOAUTHCS ~ PETYJSPHBIA  MPOAOJDKAOIIUNCA
MOHUTOPHUHT CUCTEM BOJIOTIOJITOTOBKHU o XUMUYECKUM U
MUKpPOOMOJIOTUYECKUM MapaMeTpaM JUisi OOecnedYeHusi TOro, 4Tro BOJA,
IPOJIOJKAET COOTBETCTBOBAaTh (hapMakomeiiHbIM TpeOOBaHUSIM. Y POBHU
TPEBOTH JOJKHBI OCHOBBIBATHCS HA IAHHBIX MTEPBOHAYATHHOM KBATM(PUKALIHH,
a 3aTeM IOJIBEPraThCs NEPUOINYECKON IIOBTOPHOM OLIEHKE HA OCHOBE JAHHBIX,
NOJIYYEHHBIX TPH MOCIEAYIOINUX peKBaIu(UKaAIUsAX, a TakKe B IMPOLECCce
PYTUHHOTO MOHUTOPHHIA W MPOBOJUMBIX pacciieOBaHUN. AHAIN3 JaHHBIX
IPOJIOJKAIOIIETOCS. MOHUTOPUHTA JOJKEH MPOBOAUTHCS IJIsSl ONpEeTIeHUs
KaKuX-IM0O HEXEeJIaTeNbHBIX TPEHJOB B OTHOIIEHHUH PabOTOCIOCOOHOCTU
cuctembl. [Iporpammer oTGopa mpoO MTODKHBI OTpaXkaTh TpeOOBaHUS
CTpAaTETUX KOHTPOJISI KOHTAMUHALIMK U BKJIIOUATh B Ce0sl BCE TOUKHU BBIXOJA U
noTpeOneHuss (B yCTAaHOBJEHHBIX MHTEpBalaX BPEMEHU) MJisi TapaHTUU
MOJIyYEHUS! PENpPe3eHTATUBHBIX MpoO BOJABI AJisi MPOBEICHMS aHaiu3a Ha
perynsipHoit ocHoBe. Ilmanbl oTr6opa mpoO MOMKHBI OBITh OCHOBAaHbI Ha
JaHHBIX KBaTU(UKALIMKU, OHHU JTOJDKHBI pacCMaTpUBaTh TOUYKH 0TOOpa Mpod mo

MPUHITMITY HAWXYIIEro ciiydas U o0ecredmBarh, 4TO, MO MEHBIIEH Mepe,
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OJIHAa pernpe3eHTaTUBHAs MpoOa OTOMpaeTcss KaxAbld JEHb JJIs1 TOW BOJBI,
KOTOpasi UCHOJIb3YETCs 1JIsl TPOLIECCOB IIPOU3BOCTBA.

6.14. IlpeBbimieHnst  ypoBHEH  TPEBOTH  JOJDKHBI  O(DOPMIISATHCA
JOKYMEHTaJIbHO M aHAJIM3UPOBATHCS, OHM JIOJDKHBI BKJIKOYAaTh B Ce0s
INPOBEACHUE pacCIENOBaHUA [UJIi ONpPEACJICHUs] TOro, SIBISETCA JIU
MPEBBIIICHUE €IUHUYHBIM (U30JIMPOBAHHBIM) SIHU30/I0M, WK PE3YyJIbTAThI
YKa3blBalOT HAa HAJIMYME€ HEraTUBHOTO TPEHJA WM yXYJLIEeHus B padbore
cucteMbl. Kaxxjoe npeBblllieHe YPOBHEH NEMCTBUS TOJKHO PACcCIe0BaThCs
JUIsL ONPENENICHUs] BEPOSTHBIX MEPBONPUYMH MPOOJEMbl U ONpEeIeHUs
KaKOTO-JTM00 MOTEHIIMATIBLHOTO BIUSHHS HA Ka4€CTBO MPOAYKTOB U MPOIIECCHI
MIPOU3BOICTBA B PE3YJIbTATE UCIOJIb30BAHUS TAKOU BOJIBI.

6.15. Cucrembt BJIM 10mKHBI HMMETh CHCTEMBI HENPEPHIBHOIO
MOHUTOPHUHIA, Takhe Kak obuiero opranuyeckoro yriaepoaa (TOC) wu
AJIEKTPONPOBOAHOCTH, TAK KaK 3TH apaMeTpbl JAIOT JIydlllee MPEACTaBICHUE
00 o01melt paboTOCIIOCOOHOCTH CUCTEMBI, HEXKETTU AUCKPETHBIM 0TOOp TPOO.
MecToHaxoXaeHne JaTYMKOB JOJYKHO OCHOBBIBATHCS HA PUCKAX.

[Tap, uCnoJIb3yEMBIN B KAYECTBE HEMOCPEICTBEHHOTO CTEPMIIN3YIOLLIETO
areHra

6.16. Ucxonnast Boaa, mojaBaeMasi B TEHEpATOp YMCTOrO Mapa, JOJLKHA
COOTBETCTBYIOIIMM 00pa3oM ounIathes. ['eHepaTopsl YUCTOTO Napa J0JKHBI
MPOCKTUPOBATHCS, KBATU(PUIIUPOBATECA H  IKCILTyaTUPOBATHCS  TaKUM
o0pa3oM, KOTOpbIH 00ecreurBaeT COOTBETCTBUE KaueCTBa MPOU3BOJIUMOTO
napa onpeeICHHbIM YPOBHSIM XUMHUYECKUX BEIIECTB U YHJIOTOKCHHOB.

6.17. [lTap, wucHoJB3yeMbIH B  KA4eCTBE  HEMOCPEACTBEHHOTO
CTEPWIN3YIOLIETO CPEJICTBA, AOJIKEH UMETh COOTBETCTBYIOIIEE KaueCTBO, OH
HE JOJDKEH CoJepKaThb IMPUMECE B KOHUEHTpALUAX, CHOCOOHBIX CTaTh
NPUYMHOW KOHTAaMHUHAIIMK MPOAYKTa Wi obopynoBaHus. Jljis reHepartopa,

IIoAaroecro YUCThIN map i HGHOCpeHCTBCHHOﬁ CTCPpWIIN3all MaTCPHUAJIOB
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U TOBEPXHOCTEH, KOHTAKTUPYIOUIMX C MPOIAYKTOM (HAmpumep, 3arpys3ku
aBTOKJIaBa TMOPUCTBIMU MpEeAMETaMH M MaTepuallaMd UM TBEPIBIMU
npeAMeTaMu M MaTephallaMH), KOHJIEHCAT Iapa JOJHKEH COOTBETCTBOBATh
nerctByromend ¢dapmakoneitHot cratbe Ha BJIMI W3 cooTBeTcTBYMOIIEH
dbapmakornen (MUKPOOHOJOTMYECKUN KOHTPOJIb HE SIBISETCS 00s3aTeIbHBIM
JUIs1 KOHAeHcaTa nmapa). JlokeH ObITh B HAIMYMHM COOTBETCTBYIOIIUM Tpadrk
otOopa npood 17151 00ecreueHusl MOTYyUYEHHs] PEPE3EHTATUBHBIX MPOO YUCTOTO
napa Juisl aHaJu3a Ha MOCTOSIHHOM OCHOBE. [[pyrue aciekThl KauecTBa YUCTOTO
napa, HCIOJB3YEMOro JUJIsl  CTEpWIM3alluu, JOJDKHBI — IOJBEPrarhbCs
NEPUOJUYECKON OIEHKE B CPAaBHEHUHM C MPOLICAIIMMH  BAIUIALMIO
napameTpamMu. DTH TapaMeTphbl T0DKHBI BKIIOUATh B ¢e0d clienyroiiee (eciu
HET UHOTO 00OCHOBAHUS ): HEKOHACHCUPYEMBbIE T'a3bl, CYXOCTh napa ((ppaxkuus
CYXOCTH) U IEPErpeB.

CucTeMbl Ta30B U BAKyyMUPOBAHUS

6.18. 'a3bl, BCTynaromue B HEMOCPEACTBEHHBIN KOHTAKT C MPOJAYKTOM
(MOBEPXHOCTSIMA MAaTE€pUaiOB TEPBUYHOM YMAKOBKH), IOJKHBI 00JagaTh
COOTBETCTBYIOIIMM Kau€CTBOM 110 XUMUYECKUM XapaKTePUCTUKAM, YaCTUI[aM
U MukpoOuwosoruu. Bce cooTBeTcTByOIIME MapaMeTpbl  (BKJIOYas
coJiepKaHue Maciia U BOJIbl) TOJKHBI ObITh ONPEEICHBI C YUETOM Xapakrepa
UCIIOJIb30BAaHUSI M THUIA Ta3a, JU3allHa CHCTEMbl T'€HEpaluHu raza u (eciu
MPUMEHNMO) COOTBETCTBOBAaTh JCUCTBYIOIIECH (apMaKONeWHONW CcTaThbe M3
COOTBETCTBYIONIEH (hapmMakorien uin TpeOOBAHUSIM K KaUeCTBY MPOIYKTA.

6.19. I'a3pl, HUCHONB3YyEMBIE B AaCENTHYECKUX IMPOIECCax, IOJHKHBI
buIpTpOBaTHCA B TOUKAX MOTPEOJICHUS depe3 CTepuiMu3yromuid Guibtp (¢
HOMUHAJIBHBIM pa3MepoM Mop, He npebimatommm 0,22 mxm). Eciin puasTp
UCIIONIb3YETCSl Ha MOCEPUITHON OCHOBE (Hampumep, s (puiabTpanuu rasa,
UCIIOJIB3YEMOTO  JUIA  CO3/laHus  atMocepbl  Haa  HaAMOIHSIEMBIMU

ACCIITUYCCKUM IIyTCM HpO)IYKTaMI/I) HJIN B KAQ4YE€CTBEC AbIXATCIBHOI'O (I)I/IJIBTpa
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JUTsl EMKOCTH C MIPOJIYKTOM, TO TOT/Ia TaKOM QUIBTP JOHKEH MPOBEPSITHCS HA
LEJIOCTHOCTD, @ Pe3yJIbTaThl MPOBEPKH JTOJKHBI aHAJU3UPOBATHCS KaK YacTh
mpolecca BBIMYCKAIOMIEr0 KOHTpoJis (ceprudukanuu cepuu). JIroObie
UCIIOJIb3YyEMBIE JUIsl Tepeaadu TpyOOIpoBOAbl WIIM IIUIAHTH, PACIIOIO0KEHHbBIE
nocie  (uHATBLHOTO  (UIBTPA  CTEPHIM3YIONIETO  Kjacca,  JIOJHKHBI
cTepuin3oBaThcs. Ecnu rassl MCHONB3YIOTCST B Tpoliecce, B TOYKax
noTpeOaeHus JOJIKEH OCYLIECTBISATHCS 170'¢ NEePUOINYECKUI
MUKPOOHOJIOTMYECKUI MOHUTOPHHT .

6.20. Ecnu 0OpaTHbIN MOTOK U3 CUCTEM BaKyyMHUPOBAHUS UITU TABJICHUS
MPEACTABISICT TMOTEHIMATBHBIA PUCK [JIl MPOAYKTa, TO TOTAAa JOJDKHBI
CYLIECTBOBaTh MEXAHU3Mbl, MPEAOTBpPALIAIONINE BO3MOXHOCTh OOpPATHOTO
NOTOKA MPH OTKIIFOUEHUH CUCTEMbI BAKYYMUPOBAHUS WM JIaBJICHHUS.

CucteMbl HarpeBaHUs U OXJIAXKACHUS U THAPABINYECKUE CUCTEMBI

6.21. OCHOBHBIE  BJIEMEHTHI 000pyI0BaHUsl, CBSI3AHHBIEC C
THAPABINYECKUMH CHCTEMaMH, CHUCTEMaMH HarpeBaHUs M OXJIKICHUSA,
JOJDKHBI (MO BO3MOKHOCTH) pa3MeEIaTbCsl 3a MpeAeiaaMu IOMEIICHUS
HarnoyJHeHUsl. JIOJKHBI UMEThCSI COOTBETCTBYIOLME MEPOIPUATHS KOHTPOJIS
no pabore C mnpoTeykaMd U (KMJIM) TEPEKPECTHOM KOHTaMUHALKEH,
0OYCJIOBJIEHHBIM XKUJKOCTSIMH CUCTEM.

6.22. JIroOble yTE€YKH W3 TAKUX CHCTEM, MPEACTABISAIONIUNE PUCK IJIS
NPOJYKTa, JOJKHBI OBITh OOHApY)KMBaEMbIMHU  (HampuMmep, JOJDKHA

CYIIIECTBOBATh CUCTEMA UHAUKAIIUN yTEUEK).

7. Ilepconan

7.1. IlpousBoauTens AOMKEH OOECHEYUTh HAJIMYKME JOCTATOYHOTO
KOJIMUECTBA COOTBETCTBYIOILIETO MepcoHala, 00J1aaroIIIETO
COOTBETCTBYIOIIEH KBaTu(DHUKAMEH, TPOIISANIET0 HEOOX0IUMOe 00yIeHUE 1

HMCIOICTO OIIBIT B IIPOMU3BOACTBEC KM KOHTPOJIC KauCCTBa CTCPHIIBHBIX
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IPOJIYKTOB, @ TaKKe€ B OTHONIEHUW JIOOBIX CIEUHUATBbHBIX TEXHOJIOTUN
IPOU3BOJACTBA, HCIOJB3YEMBIX B  IPOU3BOACTBEHHOM  JI€ATEIBbHOCTH
IUIOIIAJKH, I OOECIeUeHUs] COOTBETCTBUSI TPEOOBAHMAM HaJUIeKAIEH
IPOU3BOACTBEHHOM MPAKTUKU, IPUMEHUMBIM K MPOU3BOJICTBY U OOpaIllCHUIO
CO CTEPUIILHBIMH MPOYKTAMHU.

7.2. B 4HCTBIX TOMEIICHUSX JOHKHO MPUCYTCTBOBATH MHUHUMAJIBHO
HEOOXOAMMOE  KOJMYECTBO NEepcoHasa. MakcuManbHOE  KOJIMYECTBO
OMEpaTOPOB B UUCTHIX TOMEIICHHUSIX JOJDKHO OBITh  OIpPEAEINICHO,
3a()MKCUPOBAHO JIOKYMEHTAJIBHO M paccMaTpUBaThCA MPHU BBINOJHEHUU
omepanuii, HampuMep, TMpU  TEpPBOHAYAIHHOW  KBadu(pUKAUU U
MOJIETUPOBAHUH ACETITUYECKOTO MPOILIECcca, HE CTaBsl 01 yIpo3y oOecrieueHne
CTEPUJIBHOCTH.

7.3. Becb mnepcoHan (BKJIOYas COTPYJHUKOB, OCYIIECTBIISIOIINX
OUYHCTKY, TEXHHMUECKOE 00CITy>KMBaHWE, MOHUTOPUHT U MUMEIOUIUX AOCTYI B
YHCThIE TIOMEIIEHUS), TOJDKEH MOJIy4aTh PEryjsipHoe oOydeHue, mpoueaypy
KBaJIM(UKAIIMM CMEHBI OJIEXKJbl M OLEHKH B TE€X AMCLUMIUIMHAX, KOTOpbIE
OTHOCATCSI K HaJJIeKalleMy MPOU3BOACTBY CTEPUIIbHBIX MPOIYKTOB. Takoe
oOy4eHHE JOJKHO BKJIIOYATh B ¢€0s1 0a30BbI€ 3JI€MEHTHI IO MUKPOOMOJIOTUU
U TUTHMEHE C OCOObIM akKIIEHTOM Ha MPaKTHUKy MACHCTBUM B YHUCTBIX
NOMEIICHUAX, KOHTPOJIO0 KOHTAMUHALMH, ACENTUYECKUM TEXHUKAM U 3aIINATE
CTEPWJIBHBIX IPOIYKTOB (U1l TEX ONEpPAaTOPOB, KOTOPBIE BXOJSAT B UHCTHIE
noMenieHus kiacca B u (Miam) ocyliecTBIsAIOT BMEIIATEIbCTBA B 30HY Kjacca
A), a TaK)Ke C aKLIEHTOM Ha MOTEHI[MaIbHbIE MOCAEACTBUA 1JI1 0€30MaCHOCTU
NalMEeHTa B ClIydae MOJIy4YeHUsI HECTEPUIIBHOTO MPOIYKTa. Y POBEHb 00yUYEHUs
JOJKEH OCHOBBIBAThCS HA CTENEHUW KPUTUYHOCTH OIEpalvyd U TOW 30HE, B
KOTOpOH paboTaeT nepcoHall.

7.4. TlepcoHai, UMEIOIIUI JOCTYII B 30HBI KJ1acCOB A U B, 101K€eH ObITh

O6Y‘ICH CMCHC OACKIbI M IIpaBUJIaM IIOBCACHUSA B aACCIITUYCCKHUX 30HAX.
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CooTBETCTBHE MPOLEIYpPaM CMEHBI OJIEK/bI ISl ACENTUYECKUX 30H JIOJKHO
OLICHUBATHCA U MOATBEPKAATHCS, MOJIBEPraThCs MEPUOANUECKON TOBTOPHOM
OLICHKE (IT0 MEHBIIEH Mepe, €KEr0/IHO) U BKJIIOYATh B CE0sl KaK BU3YaJIbHYIO,
TaK M MHKPOOHMOJOTMYECKYIO OLEHKY (WCIOIb3ys TaKUe TOYKH JUJIs
MOHUTOPHUHIA, KaK MBIl YK B ITIepUYaTKaxX, OPEAIIeYbs, TPYAb U BEPXHIOKO
yacTh (3amuTHas Macka (7100)). B mynkre 9.30 ykazaHbl ipeiesnl JSHCTBUA).
besnag3opHbIil JOCTyN B 30HBI Kjacca A u B, roe mpoBoasaTcs wiu OyayT
IPOBOJIUTHCS ACENTUYECKHE ONEpPALMH, JODKEH MPEAOCTABISTHCS TOIBKO
COOTBETCTBYIOIIMM 00pa3oM KBAIM(PUIUPOBAHHOMY IE€PCOHANY, KOTOPBIN
YCIEIIHO MTPOIIES OLEHKY 10 MPOLEAYPE CMEHBI Ok bl U IPUHSIT y4aCTHE B
YCIELIHOM MOJIETMPOBAHUM acenTudeckoro npouecca (APS).

7.5. HekBanuuuupoBaHHBIN NIEPCOHAT HE JTOJKEH BXOAHUTH B YUCTHIE
noMeIIeHMs Kilacca B uiam B 30HbI Kilacca A B SKCIUTYyaTUPYEMOM COCTOSIHUU.
[Ipn HEOOXOAMMOCTH B UCKITIOUUTEIBHBIX CIyYasiX MPOU3BOIUTENSAM CIEAYET
copMUpOBaTh TMUCHMEHHBIE MPOIEAYpPHI, OINpEeAEAIe MpOoLece,
MOCPEACTBOM KOTOPOTO HEKBAaJIU(UIMPOBAHHBIN MEPCOHAN JOIMYCKaeTCs B
30HbI KJlaccoB B u A. ABTOpHU30BaHHBIN MpEeACTaBUTENb MPOU3BOIUTENS
JOJKEH OCYUIECTBISATh HAA30p 32 HEKBATU(UIIMPOBAHHBIM MEPCOHAIOM B
npolecce MPOBEACHUS MM KakKuX-MOO JeWCTBUM, a TakXKe OlCHUBATh
BJIMSTHUE TAKUX JICMCTBUNA HA YUCTOTY COOTBETCTBYIOLIEH 30HBI. JIOCTYT TaKHX
JUL JIOJDKEH TIOJBEpPraTbCs OLIEHKE W PETUCTPAlUd B COOTBETCTBUU C
TpedoBanusiMu OCK.

7.6. B Hanuuuu AOJKHBI OBITH CHUCTEMBI, JTUCKBATU(ULIUPYIOLIUE
MEPCOHAJ OT Pa0OTHI B UUCTHIX MOMELIEHUAX (MJIK IEPCOHAII, KOTOPOMY ObLIO
JaHO pa3pelieHue Ha O€3HAJA30pHBIM JOCTYH B YHCThIE MOMEIICHHS) Ha
OCHOBAaHMM AaCIIEKTOB, BKJIIOYAIOIIUX B CEOsl MPOJOHKAIOUIYIOCS OLIEHKY M
(ur) WACHTUPUKANNIO HETaTHBHBIX  TPEHAOB, OOHAPYXEHHBIX TIO

pe3yibTaTaM aHaju3a NporpaMMbl MOHMTOPUHTA NIEpPCOHANA, U (UJIK) TOCIIE
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y4acTHUsl B HEYCIICIITHOM MOJECJIMPOBAHUHU acenTuueckoro mpouecca. [locne
JTUCKBAM(PUKAIIMK HEOOXOAUMO TTOJIHOCTHIO MPOUTH MPOLIETYPY HOBTOPHOTO
oOy4YeHHUsI U TOBTOPHON KBanM(UKAMUKM TEPEe] TeM, KaK OINepaTop BHOBb
MOJYYUT pa3pelIeHuEe Ha €ro JAIbHEWIEe Y4YacTUE B aCENTUYECKHUX
onepauusax. [[ns onepaTopoB, UMEIOIIUX AOCTYN B YUCThIC TOMEILICHUSA KJ1acca
B wim ocyliecTBISIOMMX BMEIIATEILCTBA B 30HY Kiacca A, Takas
pekBanuduKaus JO0HKHA BKJIOYATh B cE€0sl pacCMOTpPEHUE BOIpOca UX
YYacCTHs B YCIIENTHOM MOJEIMPOBAHUN ACENTUYECKOTO polecca.

7.]. BpicOKME CTaHAApPTHl JIMYHOW TUTHMEHBI UM YHUCTOTHI SIBIISIFOTCA
BOXHBIMM  JUISI  TIPEJOTBpAIIEHUs] H30BITOYHOTO  BBIACICHUS  YaCTHI
IIEPCOHAIIOM 158101 MOBBIILICHHOI' O pHUcka MHUKPOOHOJIOTHIECKOM
KOHTaMUHauu. llepcoHan, MNpUHUMAKOMIMKA y4YacTHE B IPOU3BOJICTBE
CTEPWIBHBIX  MOPOJYKTOB,  JIOJKEH  OBITh  MPOUHCTPYKTHPOBAH O
HEO0OXOIMMOCTH COOOIICHUS MH(DOPMALIHU O KaKUX-TMO0 0COOBIX COCTOSTHUSIX
3I0POBbSI WJIM 3a00JIEBaHUSAX, KOTOPHIE MOTYT CTaTh NMPUYHUHON BBIJCICHUS
aTUMUYHOIO KOJMYECTBA MJIM THUIIOB KOHTAMHUHAHTOB M, CJIEJOBaTEILHO,
MPEMATCTBOBATh JOCTYIY B YHUCThiE MoMenieHus. COCTOSIHUSL 3J0POBbSl U
JNEUCTBHUS, IPEANPUHUMAEMbIE B OTHOILLICHUHN MEPCOHANA, MPEACTABIISIIOIIETO
YpEe3MEPHYI0 MHUKPOOHUOJOTHYECKYIO OIMACHOCTh, JOJKHBI OIPEACISThCS
HA3HAYECHHBIM KOMITETEHTHBIM JINIIOM U OIUCHIBATHCS B MPOLIEAypax.

7.8. Ilepconai, yqacTBOBaBIIUH B Mpoliecce paboThl C MaTepuaiaMy U3
TKaHEH 4eJIOBEKa, )KUBOTHBIX WJIU KYJIbTypaMUd MUKPOOPTraHU3MOB, OTJIMYHBIX
OT T€X, KOTOPHIE€ UCIOJB3YIOTCSI B UMEIOIIEMCSI TTPOLIECCE MPOU3BOICTBA, WIIH
OCYILIECTBIISBIINKN KaKue-Tu0O0 JEHCTBUS, CIOCOOHBIE OKa3aTh HETaTHBHOE
BIMSHUE Ha KayeCcTBO TMPOAYKTa (HAmpuMep, MHUKPOOHOIOTHUCCKAS
KOHTaMHWHAIIM ), HE JIOJKEH BXOJAUTh B YMCThIE TIOMEIIECHUS 10 T€X MOp, MOKa

UM He OyAyT COOJIFOJIEHBI U 3aJIOKyMEHTHPOBAHBI YETKO OIPEECICHHbIC U
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3 PeKTUBHBIC MPOIEAYPhl IO JEKOHTAMMHAIMU W BXOAY B YHCTHIC
ITOMEIIICHMS.

7.9. HapyuHble 4achl, MakusikK, IOBEJIUPHbIC YKpaIlCHUS U Jpyrue
JUYHBIE BEIIM Takhe Kak MOOWJIbHBbIC TeleQOHBI M JIOObIE Jpyrue, He
SBJISIIOIIMAECS HEOOXOIWMBIMHM TPEIMETHI, HE JIOMYCKAIOTCS B YHCTHIX
MIOMEIICHUSIX. JIEKTPOHHBIE YCTPOWCTBA, UCIOJb3YyEMbIE B YHCTBIX
MOMEILEHUSIX, HAPUMEP, MOOWIIbHBIE TeI€(OHBI U TUIAHIIEThI, TOCTABIISIEMbIC
UCKJIFOYUTENBHO [IJI UCHOJIb30BAHUSI B YHMCTHIX MOMEIIECHUAX, MOTYT OBITh
JOMYCTUMBIMHU B CJIydya€ HUX COOTBETCTBYIOIIETO Ju3aiiHa, IMO3BOJISIFOILIETO
MIPOBEJICHUE OYNCTKHU M IE3NH(EKITUN, COU3MEPUMBIX C KJIACCOM TTOMEIIEHUSI,
BHYTPH KOTOPOTO OHHU HCHOJB3yioTcs. Mcmonp3oBanue W AC3UHGEKIHS
TaKoTro O0OpPYJIOBaHUS JIOJKHBI OBITh BKJIIOYEHBI B CTPATErHI0 KOHTPOJIS
KOHTaMHUHAaIINH.

7.10. CMena ofex bl IJI YUCThIX MMOMEIIEHUN U MBIThE PYK JIOJIKHBI
OCYILIECTBIIATHCS C COOMIOJICHHEM MUCbMEHHOM MPOIEAYpPHI, pa3paboTaHHOM
JIJISI MUHUMU3AIUM KOHTAMUHALIMW OJICK/IbI JIJISI YMCTHIX TMTOMEIIECHUN U (1IN
NepeHoca KOHTAMUHAHTOB B YHCTHIC 30HBI.

7.11. Onexna v ee KaueCTBO JOJKHBI ObITh COOTBETCTBYIOITUMHU IS
nporecca U kjacca padboueid 30HbI. OJekKIy HEOOXOAMMO HOCUTH TAKUM
o0pa3oM, KOTOpBI 3alllUIIAeT MPOAYKT OT KOHTAaMHHAIWU. Ecmm Tum
BBIOMpaeMON OACKIbI JOJDKEH 00CCIICUNTh 3alIUTy OoIepaTropa OT IMPOIyKTa,
OH HE JIOJDKEH CTAaBUTh MOJ Yrpo3y 3alluTy MPOAYKTa OT KOHTaMHUHAIIUU.
Onexna J0JDKHA TPOBEPATHCS BU3YaIbHO HA €€ YHUCTOTY U IIEJIOCTHOCTD
HETOCPEJICTBEHHO TIepe]] W TMocjie ee HajaeBaHus. [[eTOCTHOCTh OJEkKIbI
JOJKHA TIPOBEPATHCS U TMPU BbIXOJe. UTO KacaeTcss MpOCTEePUIIN30BAHHOM
OJICKbI U CPEJICTB 3alIUTHI TJ1a3, 0c000€ BHUMAHUE JIOJKHO YACHSATHCS TOMY,
9TOOBI OHHM TOABEPININCH COOTBETCTBYIOIICH CTEPUIM3AIMU, HE TPEBHIIIAIN

ONPCACIICHHOTO JIsI HUX BPCMCHU XPAHCHHA, 4 UX YIIAKOBKA IIOABCpPrajliacChb
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BU3yaJIbHOW TpOBEpKE g OOecleueHus €€ LEJOCTHOCTH Tepen
UCIOJIb30BaHUEeM. MHOropasoBas oAex1a (BKJIIO4asi CpeACTBA 3alUThI I1a3)
JOJKHA 3aMEHATHCS B Cllydae OOHApyXEHUs €€ IOBPEXKACHUS WU C
YCTaHOBJICHHOU NEPUOIUYHOCTBIO, OIpeEIECHHON B X0J1ie
KBAIM(UKAIIMOHHBIX HUcciaeaoBaHui. Kpanudukamus oAeXIbl JOJDKHA
paccMaTpuBaTh JIIOObIE HEOOXOAMMBIE TPEOOBAaHUS MO €€ TECTUPOBAHUIO
(BKJTIFOUas MOBPEKICHUE OJEXKIbl, KOTOPOE MOKET HE ObITh OOHAPYKEHO MPHU
IIPOBEJICHNH JINIIIb OJTHOW BU3YyaJIbHOMU IPOBEPKH).

7.12. Opexna  JOMKHA  BbIOMpAThCd  TakKUM — 00pa3oM,  UTOOBI
OTPaHUYMBATH BBIJICTICHUE YACTUI] IPU ABUKEHUSIX OMEPATOPOB.

7.13. Onucanue oaexabl, HEOOXO0IUMOM JUIS KaXKI0To Kilacca YUCTOTHI,
IPEAICTABICHO HUXKE:

1. Kitacc B (Bkirowasi moctyn (BMeIIaTresibcTBAa) B 30HY Kkiacca A):
COOTBETCTBYIOIIAS OJI€Xk A, CIEHMAIBHO TPEeIHA3HAYEHHAs AJI HOIIEHUS 110/
MPOCTEPUIM30BAHHBIM KOCTIOMOM, HaJieBaeéMas [0 Hayaja MEePeOo/IeBaHUs
(cmotpute 1. 7.14). COOTBETCTBYIOIMHMM 00pa3oM MPOCTEPUIN30BAHHBIC,
HEOMYyApPEHHBbIE, KAaydyyKOBbI€ (JIATEKCHBIC) WM TOJHUMEPHBIE TEepYaTKU
JIOJKHBI OBITh HAJIETHI JJI MEPEOJIeBaHUs B MPOCTEPUIU30BAHHYIO OJICKITY.
CrepuibHBIM TOJIOBHONW YOOp JOJKEH 3aKpbIBaTh BCE BOJIOCHI (BKIIIOUYAS
BOJIOCSIHOM MOKPOB Ha JIUIIE), W, €CIU OH SIBJISIETCA OTHAEJIbHBIM MPEIMETOM
OCKIIbI, a HE YacThblO KOCTIOMA, OH JOJDKEH 3alpaBliITbCA B BOPOT
CTepWIbHOTO KocTioMa. CTepuibHas JTULeBasi Macka U CTEPUIIbHBIE CPEICTBA
3alUTHl TJIa3 (HampuMep, 3allUTHBIC OYKH) JOJKHBI HOCHUTBHCSA C IIENBIO
3aKPBITUSL BCEH KOXKH JIMIIA U MPEIOTBPAILCHUS BbIJICICHUS Karelb U YaCTHII.
Heo0XxoaumMo HOCUTH COOTBETCTBYIOLLYID IPOCTEPHIN30BAaHHYIO OOYBb
(manmpumep, Oaxuiibl). BprourHBI AOMKHBI 3aMpaBiIsSIThCS B 00yBb, 4 pyKaBa
OJIKJIbl — BO BTOPYIO Mapy CTEPWIbHBIX MEPYATOK, HAAETYHO MOBEPX TOU

Imapbl, KOTOpas OblL1a HaJCTa Iepca IICpCOACBAHUCM. 3aHlI/ITHa$I oacxKaa
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JNOJDKHA CBOJUTh K MHUHUMYMY BBIJICJICHUE BOJOKOH WM MEXAHUYECKHUX
YacTHll, a TaKXKe YJIepKMBaTh YaCTHUIIbI, BbIACIsEMble TeIoM. Boinenenue
4acTHUIll OJekKI0M U d(PHEKTUBHOCTh yAEpKaHUS OJICKIO0N YaCTHUIl CIEAYET
OIICHUBATh NpU KBaTUPUKaAIUU oAk abl. Ofexaa 10IKHA YIaKOBBIBATHCS U
CKJIQJBIBATHCS TAKUM 00pa30M, UTOOBI TO3BOJISTH ONlepaTOpaM NMEPEOIeBATHCS
0€3 KOHTaKTa C BHEIIHEW MOBEPXHOCTHIO OJEK/bI, a TAKXKE MPeI0TBpaIaTh
KacaHHEe OJCXKIO0M I10Ja.

i1. Kimacc C: Bonocsl, 00poja U yCbl JOJKHBI OBITh 3aKpbIThl. Cleayer
HOCHUTbH IEJIbHBI WM COCTOSIIMA M3 JIByX 4YacTel OprOYHBINA KOCTIOM, C
OOJIeraronMMu MaH>XeTaMH, C BBICOKM BOPOTOM, & TAK’KE€ COOTBETCTBYIOIITUM
obpazom Tpoae3nHPUIIUPOBAHHYI0 O00yBb wiIH Oaxuibl. OHHU JTOJHKHBI
CBOJIUTH BBIJICJICHUE BOJIOKOH Y YaCTUIl K MUHUMYMY.

iii. Kmacc D: Bosockl, 6opoja W yChl JOJDKHBI OBITH 3aKPBITHI.
HeobOxonumo HOCUTH OOIEr0 HAa3HAYEHUs  3AlIMTHBI  KOCTIOM U
COOTBETCTBYIOIIMM 00pa3oM MpoIe3MHGUIIUPOBAHHYIO O0YBb WIIM OaXHIIBI.
JIOJKHBI PEIMPUHUMATBCSI COOTBETCTBYIOIIME MEPHI JUIsl TPEAOTBPACHUS
MOTaJaHus] KOHTAMUHAHTOB M3-3a MPEICJIOB UUCTOU 30HBI.

iv. Mcnonb30Banue JOMOJHUTEIBHBIX CPEACTB (BKIJIIOYAsl MEPUYATKH U
JIUIIEBBIE MACKH) MOXKET SIBJISIThCSI HEOOXOIUMBIM B 30HaX kiaccoB C u D pu
OCYILIECTBIIEHUN OIEpalnii, MPEACTABISIIOIINX PUCK KOHTAMUHALIMU Kak
onpenesieHo crparerueit KoHTpoJist kontamuHanuu (CKK).

7.14. Ilpouenaypa nepeoaeBaHusl B OACKIY JJISI YUCTHIX MOMENICHUI
JOJDKHA ~ OCYIIECTBJISITRCA B TMOMEMICHUSAX  JUISI  MEPeoJIeBaHUs
COOTBETCTBYIOIIEro Kjlacca YHUCTOTHI JUIsI OOECICUCHHS IOJICPKAHUS
YUCTOTHI CaMOM OJCKAbl. YJIWYHAs OJeXKJa, BKIOYas HOCKUA (3a
WCKIIIOYCHHEM JIMYHOTO HATEIBHOTO Oenbs), HE JOJDKHA 3aHOCHTHCS B
MOMEILEHHUS JUIsl IEPE0/IeBaHus, BEAYIINE HETIOCPEICTBEHHO B 30HBI KJIACCOB

BuC. HGHBHBIG NN COCTOAINUC U3 NBYX yacTen 6pIO‘IHBIe TEXHOJJIOTHNYECCKUC
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KOCTEOMBI ¥ TEXHOJIOTUYECKUE HOCKH, 3aKPBIBAOIINE BCIO JUIMHY PYK M HOT,
HEOOXOAMMO HaJETh NEPe] BXOJOM B MOMEIIECHUE IS MEpeoJeBaHUs IS
kimaccoB B m C. TexHomormueckne KOCTIOMBI M HOCKH HE JIOJDKHEI
MPEJCTABIISTh PUCK KOHTAMHUHAIIWU JIJIsI 30HBI IEPEOJICBAHUS WU MPOIECCOB.

7.15. Ilpn KaxaoM BXOJE KaxXIbld OIEpaTop, BXOMSIIUNA B 30HBI
KJ1accoB A u B, 10oKeH HaZieBaTh YUCTYIO, TPOCTEPUIN30BAHHYIO 3aIIUTHYIO
olexay (BKIIOYAs CpPEACTBa 3alllUTHl I71a3 U MACKH) COOTBETCTBYIOLIETO
pasMepa. MakcUMalbHBII II€pUOJ BPEMEHH, B TEYECHHUE KOTOPOTO
IPOCTEPUIIM30BAHHYIO OJICKAY MOXKHO HOCHUTH 10 MOMEHTa €€ 3aMEHbl B
TeueHue paboueit CMEHbI, JOJIKEH OBITh ONpEJIEIeH B paMKaX KBalu(UKaIUN
OJICIKIBI.

7.16. B npouecce BBIOJIHEHUS pa0OT NePUYATKH JI0JKHBI TOJABEPraThCs
peryispHoi ne3uHdexuuu. Onexaa U nepyaTku JT0HKHBI HE3aMEJIUTEIbHO
3aMEHAThCA B CJIydae €CJIM OHM MOBPEXKJEHblI WM MPEICTaBISAIOT COOOM
110001 pUCK KOHTAMUHAIIMH TPOTYKTA.

7.17. MHOropazoBasg oOJAe€XIa UISI YUCThIX IIOMEIICHUNA JOJDKHA
MOJBEPraThCsl OUUCTKE B MPAYCUHBIX, HA/IJICKAIIUX 00Pa30M OTACICHHBIX OT
omepaldii MO  MPOU3BOJACTBY, C  MCIOJb30BAaHUEM  MPOIIEIIIETO
KBAIM(UKALIMIO Mpolecca, 00ecneurnBartouero OTCyTCTBUE MOBPEXKACHUS U
(WJIM) KOHTAMHUHALIMM OJEXIbl BOJOKHAMHM WJIM YacCTULIAMU B IpOLECCEe
MHOTOKPAaTHOW CTUPKH B npadeyHoM. Mcnonb3yemble MpadyeuyHble HE TOJKHBI
MPEJCTABIISATh PUCKHM KOHTAMUHAIIMKM WM TEPEKPECTHOM KOHTaMUHAIIUU.
HecootBeTcTBylolllee oOpallleHHe C OACKION M €€ HECOOTBETCTBYIOIIEE
MCIIOJIb30BAHUE MOTYT MPUBECTH K TTOBPEKICHUIO BOJIOKOH U MOBBICUTH PUCK
BblJieTieHUs 4dacTull. [locne cTupku WU mepen ymakoOBKOM OAexkAa JOJKHA
MOJABEPraThCsl BU3YAJIbHOW TMPOBEPKE HA HAJUYUE TMOBPEKICHUN U
BU3yaJbHYI0 4MCTOTY. Ilpomecchl  yrmpaBlieHUSI OJEXKIOH  JIOJKHBI

OOCHHUBATLCA MW ONPCACIIATHCA B pPaMKaX IMpOTrpaMMbl 110 KBaJ'II/ICpI/IKa]_II/II/I
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OJCKJIBI U JOJKHBI BKIIFOUATh B ce0s1 MaKCHMaIbHOE KOJMYECTBO ITUKJIOB €€
CTUPKH U CTEPUIIN3ALINHU.

7.18. JlesTenbHOCTh B UMCTHIX 30HAX, HE SIBIISIFOILASICSI KPUTUUYECKOM TSt
MPOIECCOB TPOU3BOJACTBA, JOJDKHA MOJJIEPKUBATHCA HA MHHUMAJIBHOM
YpPOBHE, B OCOOCHHOCTH, IPH BBIMOJHCHUN AaCENTUUYECKUX OIepaIuii.
JIBr>keHUsT TiepcoHasia JIOHKHBI ObITh MEJJICHHBIMU, KOHTPOJIUPYEMBIMH H
METOJUYHBIMU IS OPEAOTBPAICHUS U30BITOYHOTO BBIJICICHUSI YacTHUI[ U
MUKPOOPraHU3MOB B  PE3YyJbTAaT€ CIUIIKOM DJHEPTUYHBIX JACHCTBUM.
Onepartopbl, OCYHIECTBIISIIONIME  ACENTUYECKHUE  OMNEpaliu,  JOJHKHBI
MIOCTOSIHHO COOJIIO/IaTh aCeNTHUYCCKUE TEXHHKU ISl  IPEIOTBpAICHUS
W3MEHCHHMI B BO3JYIIHBIX MOTOKAX, CIIOCOOCTBYIOIIUX ITOMAaHUIO BO3TyXa
Oojiee HM3KOTO KayecTBa B  KPUTHUYECKYHO 30HY. JIBuxkeHuss B
HEMOCPEJICTBEHHONM  OJIM30CTH  OT  KPUTHUYECKOM  30HBI  JIOJDKHBI
OTpaHUYMBATHCS, CIEAYET M30erarh (POpMUPOBAHUS MPENATCTBUUA HA MyTU
OJTHOHANPABJICHHOTO TIOTOKa Bo3Ayxa (mepBUYHOTO Bo3ayxa). O0630p
WCCJIEOBAHUM C  BH3yaIM3allU€d  BO3JIYIIHOTO  MOTOKA  JIOJDKEH

paccMaTpuBaTLCA B KAUCCTBC KOMIIOHCHTA IIPOIrpaMMBbI 06yquI/I$I.

8. ITpou3BOACTBO U CIIEIMATIbHBIC TEXHOJIOTHHI

[IponykTsl, moaBepraeMbie ((MHUIIHON CTEPUIIN3ALUN

8.1. IIlpuroroBieHne  KOMIIOHEHTOB M  MaTepuaioB  JOJKHO
OCYILECTBIIATHCS, 110 MEHBIIEH MEPE, B UHNCTOM IOMELICHUN Kiacca D s
TOT0, YTOOBI OTPAHUYUTH PUCKH MUKPOOHOJIOTMUECKONH KOHTAMUHAIIUH, PUCKU
KOHTaMHMHAIIMHU 3HI0TOKCMHAMHU (TMPOT€HaMM) U YaCTUIIAMU, YTOOBI TPOTYKT
OB MPUTOAHBIM IS cTepuiu3aiuu. Eciu npoyKT HaXOIUTCA MO BBICOKUM
WK HEOOBIYHBIM PUCKOM MUKPOOUOJIOrMYECKONH KOHTaMHUHAIMK (HAaIpUMep,
IIPOAYKT aKTHUBHO MNOJJIEPKUBAET POCT MUKPOOPTaHU3MOB, ITPOAYKT JOJKEH

XPaHUTBCA B TCYUCHUC JIMTCIIbHBIX IICPHUOAO0B BPCMCHHU 10 HAIIOJIHCHHA, WUJIN
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€CJIM MPOAYKT MoJBepraercs o0padOTKe MPEUMYIIECTBEHHO B HE3aKPBITHIX
€MKOCTSIX), TO TOT/Ia MPOIECC NPUTOTOBIICHUS JIOJKEH OCYILECTBISATHCS, KaK
MHUHUMYM, B cpene kinacca C. [IpurotoBnenne masei, KpeMOB, CyCIIEH3UN U
AMYJIBCUHN JIOJIKHO OCYIIECTBIATHCS, KaK MUHUMYM, B cpefie kiacca C nepen
dbuHuIHOM cTepuim3anueit. OcoOble yKazaHUsl, KaCAIOIIUECs BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEJCTB, TIOJBEPraroluxcsi (QUHUIITHON CTepUIN3allUU,
MOYHO HaWTH B puiiokeHnu Ne 4 k [IpaBumiiam.

8.2. IlepBuyHas ynakoBKa U €€ KOMIOHEHTHI JIOJDKHBI OYMUIIATHCS C
UCIIOJB30BAaHUEM TMPOLIEAIINX BaJIUAAIMIO IPOLECCOB [IJIsi OOecreyYeHuUsl
COOTBETCTBYIOIIETO0 KOHTPOJS KOHTAMUHALMKM YaCTUIIAMH, SHIOTOKCUHAMHU
(MUpOreHaMM) U KOHTPOJISI OMOHATPY3KH.

8.3. HanosHeHue npoayKToB sl (PUHUIITHON CTEPUIU3AIUU JTOTHKEH
OCYILIECTBIISTHCS, IO MEHBIIIEH Mepe, B cpejie kiacca C.

8.4. Ecnu crparerus KOHTpPOJIE KOHTaMUHAIIMU OMPEACISIET, YTO
MPOIYKT HAXOAMUTCS MOJ HEOOBIYHBIM PUCKOM KOHTAMHHAIIMH CO CTOPOHBI
MPOU3BOJICTBEHHOW CPEbl, HAPUMED, U3-3a TOTO, UTO ONEPAIUsl HAITOTHEHUS
SBJISIETCA ~ JUIMTENIbHOM, KOHTEHWHEPHl HWMEIOT IIMPOKOE TOpJ0 WU
MOIBEPraloTCs BO3JACHCTBUIO CPEIbl B TEUEHNE HECKOJIBKUX CEKYH]I MEPeI UX
3aKpBITHEM, TO TOT/ia MPOJYKT MOJJICKUT HATOJHEHUIO B 30HE Kjiacca A C
dboHOBOI cpenoi, Kak MUHUMYM, Kiacca C.

8.5. ObpaboTka HepachacoOBaHHOTO PacTBOPA JIOHKHA BKIIFOYATh B CeOs
(M0 BO3MOXHOCTHM) dTan (WIBTPAIIMM C HCIOJb30BaHHEM (DUIbTPA,
YAEPKUBAIOIIETO0 MUKPOOPTaHU3MBI, JJIsl CHU)KEHUSI YPOBHEW OMOHArPY3KH U
KOHIICHTpAIlMX 4YaCTUIl TMepeJl HAMOJHEHHEM TMPOJYyKTa B TNEPBUYHYIO
YIaKOBKY; MEXIy CTaIudsSMH TPUTOTOBICHUS W PO3JIMBA JOJDKHO OBITH
ONpe/IeICHO MAKCUMAIbHO JOMYCTUMOE BpEMSI.

8.6. Ilpumepnl omepanui, OCYIIECTBISEMBIX B pa3HbIX Kjaccax,

NpeJICTaBIICHbI B TabHIIE 3.



51

Tabnuua 3

[Tpumepsl onepanuii U KJacchl A onepauil IpUroToBiIeHUs 1 00padOTKU
MPOAYKIIUU, TTOJIBEpraromieiics PUHUIIIHON CTEPUIIU3AIIUN

Knacc A | HanosiHeHHe TpOIyKUMH, KOIJAa MPOAYKT HAXOOUTCA TOJ
HEOOBIYHBIM PUCKOM

Kinacec C | IlpuroToBneHne pacTBOpPOB, KOrJa pacTBOpP HAXOOUTCSA IO
HEoOBIUHBIM pucKOM. HanonHeHue npoaykuuu

Knacc D | [IpuroroBneHre pacTBOPOB M KOMIIOHEHTOB MJIs IOCJIETYIOIIErO
HAIOJHEHMSI

AcenTuueckoe MpUroToBIEHUE U 00pabOTKa

8.7. AcenTuyeckuil mpoliecc JOJKEH ObITh YETKO ompejaesieH. Pucku,
CBSI3aHHBIE C ACENTUYECKUMU IIPOLECCaMU, U CBA3aHHbIE C HUMU TPEOOBAHMUS
JNOJKHBI ~ OBITh ~ ONpENEeHbl, OLIEHEHBl U KOHTPOJIMPOBATHCS
COOTBETCTBYIOIIMM  oOpa3zoM. CTpareruss IUIOMAAKH 1O  KOHTPOJIIO
KOHTaMHMHAIIMU JOJDKHA YETKO OMNPENENsITh KPUTEPUU NPUEMIIEMOCTU IS
JAHHBIX MEPOIPUATUN KOHTPOJIS, a TaKKe TpeOOBaHUS UIsi MOHUTOPUHTA U
aHanu3a ux 3¢pHeKTUBHOCTH. METONUKH U MPOLEAYPHl [0 KOHTPOIIO TaKUX
PHUCKOB JIOJKHBI OBITH ONMMCAHBI U BHEAPEHBI. [IpUHATHIE OCTaTOUYHbBIE PUCKU
JOJKHBI OBITH 0()OPMIICHBI JOKYMEHTAIBHO.

8.8. B cOOTBETCTBMM €O CTpATETHMEN IUIOMAAKUM IO KOHTPOJIIO
KOHTaMHMHAIIMM  JOJDKHBI  OCYILECTBIIATHCS ~ COOTBETCTBYIOLIME  MEPbI
PEI0CTOPOKHOCTH, HAITPaBJIECHHbIE HA MUHUMHU3ALIMI0 MUKPOOHOJIOTUYECKOU
KOHTaMUHAI[M1, KOHTAMUHAIMHU SHJ0TOKCHUHAMU (MTUPOT€HAMH) U YaCTULIAMH,
B IIPOIIeCCE MOArOTOBKH aCeNTUYECKOM CPeibl, B XO/I€ BCEX CTaiui 00paboTKu
(BKJIFOUAs CTAMU J0 U MOCJE CTEPUITU3ALMKU HepacPacoBaHHOTO MPOYKTa) U
JI0 TOTO MOMEHTA, KOrja MPOAYKT MOJJICKHUT YKYIMOpPKE (3amaiike) B CBOEM
KOHTelHepe (repBuYHOM ynakoBke). [IpucyrcTBue MarepranoB, CKIOHHBIX K
BBIJICJICHUIO YaCTHI] U BOJIOKOH, B YUCTBIX MIOMELIEHUSAX JOJIKHO CBOJUTHCS K

MHHUMYMY.
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8.9. IIo BO3MOKHOCTH, JJIsl CHU)KEHHSI HEOOXOIUMOCTH KPUTHUUYECKUX
BMEIIATENBCTB B 30HE Kjacca A, a Takke UIsI MHUHUMH3ALAA PUCKA
KOHTaMHUHAILIUK CJIEAYET paccMaTpuBaTh BOIIPOC MCIIOIB30BAHUSA TaKOI'o
o0opynoBanusd, kak RABS, nzondaropel u npoune cucremsl. Takke MOXKET
paccMaTpuBaThCsl  BONPOC  MCHOJB30BAaHUS CPEICTB  pOOOTH3ALMHU U
aBTOMATHU3AllMM [POLIECCOB Il YCTpaHEHHs] HEOOXOAMMOCTH MPSAMBIX
KPUTUYECKUX  BMEIIATEIbCTB CO  CTOPOHBI  4YeJOBEKa (Hampumep,
VICIIOJIB30BAHUE CYXO0’KapOBOI'O TYHHEII, aBTOMATHU3UPOBAHHOW 3arpys3Ku
IMO(PUIN3aTOPa, CTEPUIN3ALINHA HA MECTE).

8.10. IIpumepsl onepanuii, OCyIIECTBISIEMBIX B CPEJI€ PAa3HBIX KJIACCOB,

MIPECTaBIICHBI B TAOHIIE 4.

Tabnua 4

[Iprmepsl onepannii ¥ KJIacchl JUIsl ONEPAMd ACENITUYECKOTO
MPUTOTOBJICHUS U 00pabOTKHU

Kitacec A - Acenrtrueckasi cOopka 000py/1I0BaHUS HAMTOTHEHUS

- CoelMHEHHUSI, OCYLIECTBIISIEMBIE B ACENTUYECKHUX YCIOBHSX
(xorma BO3JEHUCTBUIO cpenbl MIOJBEPrarOTCA
NPOCTEPUIIM30BAHHbBIE, KOHTAKTUPYIOIIME C  MPOAYKTOM
MOBEPXHOCTH), KOTOPbIE HaXOAATCS 3a (PMHAIBHBIM (PHUIBTPOM
cTepuiusytoiero knacca. [1o BO3MOXHOCTH, TAKME COETUHEHUS
JIOJDKHBI  CTEPUITU30BATHCS TOCPEACTBOM CTEPHIIM3ALMU  Ha
mecte (SIP)

- AcenThYecKoe MPUrOTOBJIEHUE U CMEIINBAHUE

- [lononnenne (momaya) CTEPWIbHBIMUA Hepac(hacoBaHHBIM
IPOIYKTOM, KOHTEHHEPAMH U YKYIIOPOYHBIMHM MaTepragaMu

- I3BnedyeHne W OXJIAKICHUE HE3AUMILICHHBIX (Hampumep,
HEYNaKOBaHHBIX ) U3JIEJUN U3 CTEPUIIN3ATOPOB

- Paamemienne u  mepenada  CTEpWIBHBIX ~ KOMIIOHEHTOB
NEPBUYHON YIIAKOBKHM Ha JIMHUM ACENTHYECKOrO po3uBa (Koraa
OHH HE OOEPHYTHI)

- AceniTueckoe  HAIOJIHEHHWE, 3alavBaHUE  KOHTEHHEPOB
(Hanpumep, ammys), 3aKphITHE (PIAKOHOB, MEpeaadya OTKPBITHIX
WJIM YaCTUYHO 3aKPBITHIX MPOOKaMU (DJIaKOHOB
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- 3arpy3ka Jmodunusaropa

Kitacc B - ®oHoBas cpena A 30HBI Kinacca A (eciii HE MCHOJb3YyeTCs
M30JIATOP)

- [lepenaua unu pasMenieHue (npu oOECHEUYEHUM 3aUIUTHI OT
BO3/ICICTBUS (POHOBOM cpenibl) 000pYJOBaHMsI, KOMIIOHEHTOB U
BCIIOMOTATENbHBIX MNPEAMETOB (M3AENUN) JUIsl MOCIEAYoIEeH
nepesayy B 30Hy Kiacca A

Knacc C - [IpuroToBnieHue pacTBOpOB, MNOMISKAUMX (UIBTPALUH,
BKJII04ast OTOOp MpoO ¥ B3BEIIMBAHUE
Kiace D - OuncTka 000py10BaHUS

- OOpamieHue ¢ KOMIIOHEHTaMH,  O0OpyJOBaHHEM  H
KOMIUICKTYIOIIUMH TTOCJIE MOMKHU (OYMCTKH)

- COopka moj moTokoM Bo3ayxa, npomenmero HEPA ¢unstp,
OUYMIIEHHBIX KOMIIOHEHTOB, 000PYJ0BaHUS U KOMIUIEKTYIOIIHNX
repes CTepuiIn3anuei

- COopka 3aKkpbITBIX M MPOCTEPUIU30BAHHBIX OJHOPA30BbIX
CUCTEM, UCHOJb3Yysl YCTPOICTBA ISl BCTPOCHHBIX CTEPUIIbHBIX
COCIMHEHUN

8.11. [Ins cTepuIbHBIX NPOIYKTOB, (DMHAIBHBIA COCTaB KOTOPOW HE
MOET (PUIBTPOBATHCS, CICAYET YUUTHIBATh CIEAYIOIICE:

1. Bce  o0opynoBaHue, KOHTakTHpYyIOIIee C  TNPOAYKTOM U
KOMIIOHEHTAaMH, TOJKHO CTEPWIM30BATHCS IIEPE NCIIOJIb30BAHUEM.

11. Bce cblppeBbIe MaTepuabl WK MPOMEXYTOYHBIE MPOIYKThI TOJKHBI
CTEPUJIN30BATHCA U JOOABISTHCS ACENTUYECKUM ITYTEM.

iii. HepacdacoBannble pacTBOpbl WM TMPOMEKYTOUYHBIE MPOTYKTHI
JOJKHBI CTEPUIIA30BATHCS.

8.12. Pa3zBopaunBanue, cOOpka W MOATOTOBKA MPOCTEPUIU30BAHHOTO
00Opy0BaHUSI, KOMIIOHEHTOB M BCIOMOIaTEJIbHBIX MaTEpUajOB, HUMEIOIINUX
NPSMOW WJIM HEMPSMOW KOHTAKT C MPOAYKTOM, JOJIKHBI OCYIIECTBIIATHCS KaK
acenTUYEeCKHE MPOLECCHl U MPOBOJIUTHCA B 30HE Kilacca A ¢ (OHOBOM cpenioi
Kiacca B. Hacrtpoiika J1MHMM HanoJHEHWE U HAIlOJHEHUE CTEPUIIBHOTO
IPOAYKTA JIOJDKHBI OCYIIECTBIATBCA KAaK ACENTUYECKMHA IMIPOLECC W

MPOBOJUTHCST B 30HE Kiacca A ¢ ¢oHoBoW cpemor kmacca B. Ecmm
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UCIIOJIb3YETCSL U30JIATOpP, (DOHOBAs cpelia OJKHA COOTBETCTBOBATH IMYHKTY
4.20.

8.13. IlpuroroBneHne ¥ HANOJHEHUE CTEPWIBHBIX IPOAYKTOB,
HanpuMmep, Ma3eu, KpeMOB, CYCIIEH3UN U OMYJIbCUN JOJKHBI OCYIECTBIATHCS
B 30HE KJ1acca A ¢ ¢oHOBOM cpeoit kiacca B, korjaa mpoayKT U KOMIIOHEHTHI
NOJABEPTarOTCsl BO3JAEHCTBHIO CO CTOPOHBI IPOW3BOACTBEHHOM Cpelbl, U
OPOJIYKT B MOCIEACTBUU HE (UIbTpyeTcs (depe3 PUIbTp CTEPUIU3YIOUIETO
KJlacca) WK He MoJBepraeTcss PUHUIITHON cTepunn3aunu. Eciii ucnonb3yercs
uzonarop uinu OapeepHas cucrema (RABS), donoBas cpega goipkHa
COOTBETCTBOBATh IMMYHKTY 4.20.

8.14. Acentnueckue COEIMHEHUS JOJDKHBI OCYIIECTBISTBCS B 30HE
kiacca A ¢ (oHOBOM cpenoii kiacca B, eciu TOJIBKO OHU BIOCJEACTBUU HE
CTEPUIM3YIOTCS HAa MECTE WJIM HE OCYIIECTBISIOTCA C IMTOMOLIBIO YCTPOMCTB
JUTSI BCTPOEHHBIX CTEPUIIBHBIX COEIMHEHHM, KOTOPble MUHUMU3UPYIOT JIF00YIO
IIOTEHLIMAIIBHYI0 KOHTAMUHALMIO CO CTOPOHBI HEMOCPEACTBEHHOWU CpEIBI.
YcTpoiicTBa AJiE BCTPOCHHBIX CTEPHIBHBIX COCAMHEHUN JOJIKHBI OBITH
CIIPOECKTUPOBAHbl TAaKUM O0Opa3oM, UYTOOBI CBECTM K MHHHUMYMY pHCK
KOHTaMUHALIVH.

Eciu  wucnonb3yercss — u3onsATtop, (poHOBas  cpena  JOJDKHA
cooTBeTcTBOBaTh MyHKTY 4.20. AcenTuyeckne COEIMHEHUS JOJIKHBI
COOTBETCTBYIOIIIMM 00pa3oM OIEHUBATHCSI, a UX OSPPEKTUBHOCTH —
npoBepsAThCSA. B oTHOmIEHUU TpeOOBaHMM AJi YCTPOMCTB JJIsi BCTPOEHHBIX
CTEpWIbHBIX COeIMHEHNI oOpaTuTech K myHkTam 8.129 u 8.130.

8.15. Acentuueckue  MaHUNyJAUMH  (BKJIIOYAash  HEBCTPOCHHBIE
CTEPWJIbHBIE COECIUHEHHUSI) JOJDKHBI CBOJAUTHCA K MUHHUMYMY IOCPEACTBOM
WCIIOJIb30BAaHNsI  COOTBETCTBYIOIIMX IPOCKTHBIX PELICHUM, HalpuMmep,
IIOCPEACTBOM UCITOJIb30BaHUs IIPEABAPUTEIIBHO cOOpaHHOro 51

POCTEPUIIU30BAHHOIO 000pyAOBaHus. B ciyyae TeXHUYECKONH BO3MOKHOCTH
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TpyOOIPOBOJIbI U 00OPYAOBaHUE, KOHTAKTUPYIOIIHUE C MPOIYKTOM, JOJKHBI
OBITh MPEIBAPUTEIHLHO COOPAHHBIMU U ITOABEPTATHCS CTEPUIIN3ALIUY HA MECTE.

8.16. [lo;keH OBITb yTBEPXKACHHBIM IEpeYeHb JOMYCTUMBIX U
KBAIM(UUMPOBAHHBIX  BMELIATENbCTB (KaK HEOTHEMJIEMBIX, TaK U
KOPPEKTUPYIOIINX), KOTOPhIE MOTYT BO3HUKATh B IPOLIECCE€ MPOU3BOACTBA
(cmotpute myHKT 9.34). BwmemarenbcTBa JIOMKHBI OBITH  TIIATEIHHO
pazpabotanbl Juisi  rapaHtud  3(QPEKTUBHOM  MHUHUMHU3ALMM  pPHUCKA
KOHTaMHHAIIMU MPOU3BOJCTBEHHOW Cpelibl, polecca U npoaykra. [Iponece
pa3pabOTKK BMEIIATENbCTB JOHKEH BKIIOYATh B €0 pacCMOTpPEHUE JTH000T0
BJIMSHUS HA BO3AYIIHBIE ITIOTOKH, a TAK)KE€ HAa KPUTHYECKUE IMOBEPXHOCTH U
npoayKThl. [10 BO3MOXKHOCTH, CIEAyeT MCIOJIb30BaTh IPOEKTHHIE PEIICHUS,
HaIlpaBJEHHbIE HA MUHUMM3ALMIO TPOHUKHOBEHHS ONEPATOPOB B MPOLECCE
OCYUIECTBJIEHUA BMewaTenbCTB. [lOCTOSHHO  JOJKHBI — COOJIIOAATHCS
aCeNTUYECKUE TEXHUKM (BKJIKOYAs COOTBETCTBYIOIIEE MCIOJb30BaHUE
CTEPWIBHBIX ~ MHCTPYMEHTOB  JUIl  OCYLIECTBJICHUS  MAaHUITYJISLUN).
[Ipouenypsl, NEPEUUCIAIOMINE TUIBI HEOTHEMIIEMBIX U KOPPEKTUPYIOMIMX
BMEILIATENBCTB, a TaKXKE ONHUCHIBAIOLIME XapakTep HX OCYIIECTBICHUS,
JOJKHBI B TMEPBYIO O4Yepedb MOJBEpPraThCsi OLEHKE MOCPEACTBOM Ipolecca
yOpaBJI€HUS PUCKAMU M MOJIETUPOBAHUSI ACENTHUYECKOro Ipolecca u
HNOJJIEPKUBATBCS B aKTyaJbHOM cocTosiHMM. HekBanuduimpoBaHHbIe
BMEILIATEIBCTBA  CIEAYET OCYWIECTBISATh JIIIb B  HCKIKOYUTEIBHBIX
00CTOSITEIBCTBAX C JOKHBIM PACCMOTPEHHUEM PHUCKOB, CBS3AHHBIX C TAKUMU
BMEILIATEILCTBAMH, a TaKXe MpU OJOOpeHHH (pa3peuieHuu) CO CTOPOHBI
ciyx0bl  kadecTBa. [logpoOHOCTM B OTHOUIEHUH  MPOBEACHHOTO
BMEILIATEIbCTBA JIOJKHBI TOJABEPIaThCsl OLIEHKE PUCKOB, PETUCTPUPOBATHCS U
B IOJTHOM 00BeMe pacciieoBatrhes B pamkax ®CK mpomsBoaurens. JIroObie

HeKBaHI/I(bI/II_[I/IpOBaHHBIC BMCIHIATCJ/ILCTBA JOJIKHBI IIOABCPIaThbCs THIaTCJIBHOfI
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OLICHKE CO CTOpPOHBI OTJEJIa KayecTBa M pPacCMaTpuBaThbCs B IIpoliecce
IIPUHATHUS PELIEHUN O PA3MEIIECHUN CEPUN.

8.17. ®akThl BMEMIATENBCTB U OCTAHOBOK JOJDKHBI PETUCTPUPOBATHCS B
nocke o cepur. Kaxknas ocraHOBKa JIMHUM WU (PAKT BMEIIATENIbCTBA TOJKHBI
B JIOCTaTOYHOM 00BbeME€ O(POPMIISATHCS AOKYMEHTAJIbHO B JIOCBE O CEPUU C
YKa3aHUEM COOTBETCTBYIOILEIO BPEMEHU HPOJOJIKUTEIBHOCTH COOBITUS U
OIIepaTOPOB, MPUHSBIINX YYACTHE B TAKUX COOBITUAX (CM. MYHKT 9.34).

8.18. IIpoIomKUTENBHOCTD KaX0T0 JTamna aCeNTUYECKOrO
IPUTOTOBJIEHUST U OOpabdOTKM JOJKHA OBbITh CBEA€HA K MHUHUMYMY U
OTPAaHUYMBATHCS ONPEACIICHHBIM U IPOLICAIINM BaJIUIALNI0 MAaKCUMaJIbHBIM
BPEMEHEM, BKIIIOYAsL:

1. Bpemss XxpaHeHHsT MeEXIy OUYMCTKOW, CYIIKOM M CTEpUIM3aluen
000py1I0BaHUsl, KOMIIOHEHTOB U KOHTEHHEPOB.

11. Bpems XpaHEeHUs IIPOCTEPUIN30BAHHOTO 000OpyI0BaHU,
IIPOCTEPUIN30BAHHBIX KOMIIOHEHTOB M KOHTEHHEPOB IEPE] UCIIOIb30BaHUEM
U B TIpoIiecce HaroJHEeHUsI (COOPKH).

iii. Bpems, B TeueHrne KOTOPOro cpejia, Hanpumep, 0apbepHasi cucTteMa
WJIY U30JIATOP, COXPAHSIET AEKOHTAMUHUPOBAHHOE COCTOSIHUE.

iv. BpeMa Mexay HadaJioM MPUTOTOBJIEHUS MNOPOAYKTa M €ro
cTepuin3aluedt i GuabTparuen yepes yaepKUBarINi MUKPOOPTaHU3MbI
GunbTp (ecau MPUMEHUMO) U BILUIOTH O OKOHYAHUS MPOLEcca aCENTUYECKOTO
HaroJHeHus. J{OmKHO HMMEThCI MAKCHUMaIbHO JIOIMYCTHUMOE BpeEMS I
KOKJIOro MPOAYKTa, KOTOPOE€ NPUHUMAET BO BHUMAHHUE €r0 COCTaB U
YCTAaHOBJICHHBI METOJ XPaHECHUS

v. Bpems xpaHeHHs TPOCTEPUIN30BAHHOTO MPOAYKTA IO HAITOIHEHUS

vi. Bpems acentuueckoro mpoiiecca

vii. BpeMs HanosiHeHuUs
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8.19. HeoOxonuMo  perysisipHO  OCYIIECTBIATH  HAONIOJIEHHE  3a
ACEeNTUYECKUMH oOmNepanusiMu (BKJIIOYAash MOJEIMPOBAHUE ACENTHYECKOTO
nporecca (APS)) co cropoHsl mepcoHana, 00JaJaroliero CrelualibHbIMUA
HKCIIEPTHBIMU 3HAHUSAMU B 00JIACTH aCENTHYECKON 00pabOTKH, 7151 IPOBEPKHU
MPABUJIBHOTO BBIMOJIHEHUS ONEpaluuid (BKJIKOYasl MOBEAEHUE ONEPATOPOB B
YUCTOM IMOMENIEHUHM) U PACCMOTPEHMSI HEHAJJICKAIIEH MPaKTUKU JICHCTBUMN
(ecyiu Takasi IpaKTUKa IEUCTBUI OOHAPYKUBAETCA).

®duHanbHas 00pabOTKa CTEPUIIBHBIX TPOTYKTOB

8.20. OTKpBITBIE  KOHTEWHEPHl NEPBUYHOW  YNAKOBKH  JIOJDKHBI
HaxXOJIWUTbCSI B YCJIOBHUSAX Cpenbl Kiacca A € COOTBETCTBYIOIIEH s
TEXHOJIOTUH (POHOBOM cpenoil cornmacHo omucanuio B myHkTe 4.20. s
YaCTUYHO YKYIOPEHHBIX (DJIAKOHOB WM MPEJHANOIHEHHBIX IIIPUIIEB
CcMOTpHUTE MYHKT 8.126.

8.21. KoHeuHbIe KOHTEUHEPBI JOJDKHBI 3aKPBIBATHCS C UCITOIb30BAaHUEM
COOTBETCTBYIOIIMM 00Pa30M OTBAIUIUPOBAHHBIX METOJIOB.

8.22. Eciin KOHEUHbIE KOHTEMHEPHI 3aKPBIBAOTCA METOAOM 3aIllauBaHUS
(HampuMep, TEXHOJIOTHS BbIAYyBaHUs — HamojHeHus — 3amauBanue (BFS),
dbopmoBanuss — HamojaHeHuss — 3amauBanue (FFS), maketsl c
NapeHTepabHBIMU CPEJICTBAMU MAJIOT0 MK 0oJibioro oosema (SVP u LVP),
CTEKJISIHHBIE WJIM TUTACTHUKOBBIE aMITyJIbl), TO TOTJa KPUTHUYECKUE MapaMeTPhl
U [EPEMEHHbIC, BIUAIOIIAE HA [EJIOCTHOCTh 3allauBaHMs, JOJKHBI
NOJBEPraTrbCsl OIEHKE, OMNpeAesieHnto, A(PQPEeKTUBHOMY KOHTPOJIO U
MOHUTOPUHTY B TIpOLiecCE€ BbINMOIHEHUs omneparuii. CTEeKJISHHbIE aMITyJIbl,
CAMHUIBI, TIOJYYEHHBbIE TEXHOJOTHEH BbIAYBaHUS — HAIMOJHEHUS —
3amavBaHMsl, U KOHTEHHEphl Majoro oowsema (< 100 mur), 3amedyaTbiBacMble
METOJIOM 3amauBaHus, JOKHBI moaBepratbcs 100 %-HOMY KOHTPOJIIO
LEJIOCTHOCTH C HCIOJb30BAHHEM OTBAJUAUPOBAHHBIX METOIOB. [l

KOHTeitHepoB Oojbmioro oodbema (> 100 wmu1), 3aKphIBa€MBIX METOIO0M
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3aranBaHus, COKPAIIEHHBIM 0TOOp MPOO MOXKET ABJISTHCS MPUEMIIEMBIM MIPU
HaJMYUM HAy4YHOTO 0OOCHOBAHUS, a TaKXKe MPU 0a3UpPOBAHUU HA CBEJICHUSX,
JEMOHCTPUPYIOIIUX MOCTOSHCTBO CYIIECTBYIOUIETO IPOLIECCA W BBICOKUU
YPOBEHb TEXHOJIOTHYECKOTO KOHTpPOJiA (KOHTposisi mpornecca). Cuemyer
OTMETHUTh, YTO BHU3yaJbHas HWHCIIEKIMS HE paccMaTpUBAETCS B KaueCTBE
MPUEMIIEMON METOJIMKHU IIPOBEPKH IIEJIOCTHOCTH.

8.23. O06pa3ipl NPOIYKTOB, MOJYyYAEMbIX C HMCIOJIB30BAHUEM CHUCTEM,
OTJIMYHBIX OT 3allaMBaHUsA, JIOJDKHBI OTOMpAThCd UM IPOBEPATHCS Ha
LEJIOCTHOCTh C HCIOJIb30BAHWEM OTBaJUIAUMPOBAHHBIX MeToA0B. YacTtoTta
KOHTPOJISI JOJDKHA OCHOBBIBATHCSI HA 3HAHUAX W ONBITE B OTHOLICHHUH
HCIIOJIb3YEMBIX CHCTEM YIIAKOBKHM (YKYIOPKH). JlOJKEH HCIOIb30BaThCs
Hay4yHO OOOCHOBaHHBIN IJIaH 0TOOpa npob. KommdyecTBo 00pasioB OIKHO
OCHOBBIBAThCS Ha TakoW HMHGOpPMALMM, KaK YIPaBJICHUE IOCTABIIMKAMM,
crenu(puKay Ha KOMIIOHEHTHI YIIAKOBKY M 3HAHUS O TIpoIiecce.

8.24. KoHTeilHEphl,  YKYNOPEHHBIE  TOJ  BaKyyMOM,  JIOJIKHBI
NpPOBEPATHCS HA COXPAHEHHE BaKyyMa CIYCTS COOTBETCTBYIOIIHA,
MPEBAPUTEIIBHO OMPECICHHBIA TEePUOJ BPEMEHHU 0 CepTUUKAIUN U
BBIITYCKa, a TAK)K€ B TEUEHUE CPOKA TOJTHOCTH.

8.25. Banumanus HenoCTHOCTH CUCTEMBI YITAKOBKY (YKYTIOPKH) IO KHA
NpUHUMATh BO BHHMAaHHME COOTBETCTBYIOIIME TpeOOBaHMS, Kacarouuecs
TPAaHCTIOPTUPOBKU WM OTTPY3KHM M CIOCOOHBIE HETATHBHO TMOBIUATH HA
LEJIOCTHOCTh YIMAKOBKHU (HampuMmep, B pe3ysbTaTe MOTEPHU AABJICHUS WU
BO3JICHCTBHS IKCTPEMATBHBIX TEMIIEPATYD).

8.26. Ecniu o0opynoBaHue, HMCHOJIb3yeMoe JUisi O0KHMMa KOJIMA4YKOB,
MOKET TeHEePUPOBATh OOJBIITNE KOTMYECTBA HEXKHU3HECITIOCOOHBIX YACTHII, TO
JOJDKHBL TIPEANPUHUMATBCS MEPhI, HAMpPaBJICHHbIE HA MPEIOTBPAIICHUE

KOHTaMHWHAIMHU YaCTUIIAMH (HalpUMep, pa3MeIieHrne TaKoro 000pyI0BaHUs B
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bu3MYEeCKU OTIENbHOM CTAaHIIMK, OCHAIIEHHON COOTBETCTBYIOIIEH BBITSHKKOMN
BO3/IyXa).

8.27. O0xuM KoIMaykoB (hJTAKOHOB, C HANIOJHEHHBIMU aCENTUYECKUM
nyTeM MPOAYKTAMH, MOXET OCYIIECTBISTHCA KaK aCeNTUYECKUU MpoIlecc,
UCIIOJIb3YSl MPOCTEPUIN30BAHHBIE KOJIMAYKHU, WIM KaK YHMCTBIA Mpolecc 3a
npejieraMy 30HbI acenTudecko o0padboTku. Ecnu npuHuMaeTcs mociaeIHuil
noaxoAd, (pJIakoHbl JOJKHBI 3alMIIATBCA YCIOBUSIMHM Kiacca A 1O TOTO
MOMEHTa, KOT/la OHU MOKUJAI0T 30HY aCeNTUYECKOU 00pabOTKH, OCIIE 3TOTO
YKyINOpeHHbIe (hJIaKOHBI MOTYT 3allMINAaThCA MOCPEACTBOM IMOJa4YM BO3TyXa
Kiacca A 10 MoMmeHTa oOkuMa koimauykamu. DoHOBasi cpena sl MoJayu
BO3/JyXa Kijacca A J0JDKHa COOTBETCTBOBaThb, MO MEHBIIEH Mepe,
TpeboBaHusM kiacca D. Ecnu ykynopka oCcylIecTBIsI€TCS BPYUHYIO, TO OHA
JOJKHA OCYIIECTBISATHCA JIMOO B YCIOBUSX Kilacca A B COOTBETCTBYIOIIUM
00pa3oM CIPOEKTUPOBAHHOM H30JISITOpE, MO0 B 30HE Kiacca A ¢ (GOHOBOM
cpenou kiacca B.

8.28. Ecnu 00kuM KOJIMMauyKaMu HAMOJIHEHHOTO aCeNTHUYECKUM MYTeM
CTEPWJIBHOTO MPOAYKTAa OCYILIECTBISAETCS KaK YHCTBIM Mpouecc ¢
oOecreueHrneM 3aluThl TOCPEICTBOM MOJa4u BO3ayXxa Kiacca A, (JIakOHBI C
OTCYTCTBYIOIIUMH WJIM CMEIIEHHBIMU MTPOOKAMU JOJKHBI OTOPaKOBBIBATHCS
0 CcTaguu OOXMMa KoJmaykamMu. B HaIWuud JODKHBI  HUMEThCSA
COOTBETCTBYIOIIMM 00pa3oM KBaTu(HUIIMPOBAHHBIC, ABTOMATHU3UPOBAHHBIE
METOJIUKH JJIsl TPOBEPKU BBICOTHI MMPOOKH.

8.29. Ecnu  Ha cramum oOxkuma  TpeOyeTcss  OCYIIECTBIICHUE
BMEILIATENILCTBA ~ YEJIOBEKOM, TO TOrAa JIOJDKHBI  HMCHOJb30BaThCs
COOTBETCTBYIOIIUE TEXHOJOTHUECKHUE U OPTraHU3aAUOHHBIE MEPOTIPUSITHUS JIJIS
NpEeJOTBpAlIEHUs] TPSIMOrO0 KOHTakTa ¢ (IakoHaMM W MHHUMH3ALUU

MUKPOOHOJIOrHYecKO KoHTaMuHanuu. Mcnonb3oBanue texHonorun RABS
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WIN H30JIATOPOB MOXKET MPEAOCTABIISATh MPEUMYIIECTBA B 0OOECIEeYEeHUU
HEO0OXOJIUMBIX YCIOBUH.

8.30. Bce HanomHEHHBIE KOHTEUHEPBI C ITAPEHTEPATBHBIMU ITPOLYKTAMHU
JOJDKHBI B MHIAMBUAYAJIBHOM  TMOPSJKE TMPOBEPIThCI HA  HaJIU4YUe
KOHTaMHUHAIIMM W3BHE W Tpouux aedekrtoB. Kiaccudukanus U creneHb
KPUTUYHOCTH 1€PEKTOB JOJKHBI OMPEACISITHCS B IIpoliecce KBaTu(pUKaIuu U
OCHOBBIBAThCSl HA PUCKAX U UCTOPUUECKUX 3HAHUAX. DaKTOpPHI, TpeOyrolne
pacCMOTpEHMUS, BKIIFOYAIOT B €051 clieyroiee (HO He OrpaHUYMBaIOTCS JIUIIIb
TUM): TIOTEHIHUAIbHOE BIUSHUE JepeKkTa Ha TNalueHTa U CIocod
MPUMEHEHUS. Paznuunsbie THUIIbI neeKToB JOJKHBI OBITH
KJIaccu(pUIMpoBaHbl, a TPOILIECC TMPOU3BOACTBA CEPUU JIOJDKEH OBITh
MpoaHaIu3upoBaH. B OTHOIIEHUM cepuil ¢ HETUITUYHBIM YPOBHEM J1e(PEKTOB
IIPU CPABHEHUU C OOBIYHBIM YPOBHEM JIe(PEKTOB JJis1 IIpoliecca (Ha OCHOBAaHUU
PYTUHHBIX JIaHHBIX W TPEHJOB) JOJDKHO IPOBOJUTHCS pacciieIOBaHUE.
Jomwkaa ¢dopMUpOBaTECS U TOJACPKUBATHCA OMOIMOTEKAa J1e(EKTOB,
BKJIIOUAOIIasl B ceOs BCe M3BECTHBIC THUIBI aedekToB. Takas OmOnImoTeka
ne(eKToB JIOHKHA MCIIOIb30BaThCS i1 OOYYEHHUS! TPOU3BOJCTBEHHOTO
nepcoHajga M TepcoHaja ClyxkObl obOecredeHusi KadecTBa. Kpuruueckue
nedeKxThl He TOHKHBI 00HAPYKUBATHCS B MPOIIECCE MOCIEAYIONIEro 0Toopa
npo0d W KOHTPOJII TIPUEMIIEMBIX KOHTEHHEpoB. JI100OH BIOCICACTBHM
OOHapy>XCHHBIM KPUTUYECKHH Me(PEeKT MOMHKEH WHUIMHPOBATH MPOIIECC
pacciejoBaHMs, TaK KaK OH YKa3blBa€T Ha TMOTCHIUMAJIbHBIA COOM
MEPBOHAYAIILHOTO MPOIIECCa IPOBEPKH.

8.31. Ecnu nmpoBepka NpOBOJAUTCS BPYUYHYIO, OHA JIOJIKHA MPOBOAUTHCS
B MOJIXOJIAIINX U KOHTPOJIMPYEMBIX YCIOBUAX OocBemieHus u ¢poHa. CKOpoCcTh
MPOBEPKU JIOJDKHA COOTBETCTBYIOIIMM O0pa3oM KOHTPOJIUPOBATHCS U
KBapuImpoBaThcsa. OnepaTopbl, OCYyIIECTBIISIONTNE TIPOBEPKY, JOJDKHBI, 10

MEHbIIeH MCpE, CKCTOAHO MPOXOAUTH IIPOBCPKY 3PCHUA (B TOM YHCIIC IIPHU



61

HAJEThIX JIMH3aX, €CIU OHM OOBIYHO HOCAT JMH3BI). KBanudukamms
OIEpaToOpPOB JOJKHA IMPOBOAUTHCSA C HUCIIOJIB30BAHUEM COOTBETCTBYIOLIUX
HAa0OpOB U3 OMOINOTEKU AEPEKTOB MTPOU3BOAUTEINS U IPUHUMAsi BO BHUMaHUE
CIIEHApUU HaMXYJUIEro ciyyas (Hampumep, BpeMsl MPOBEPKU, CKOPOCTh
JIMHUM, OCYIIECTBIISIIONIEH TMMOJady NpPOJIyKTa OIepaTopy IO KOHBEHepy,
pa3Mep KOHTEWHepa WM YCTaJoCTh omeparopa). Takxke HeoO0X0oAuMO
YUYUTBHIBATh PE3YyJbTaThl MPOBEPKU 3peHHs. BO3MOXHOCTH paccesHHOCTH
oreparopa JOJKHA ObITh CBEIEHA K MUHUMYMY, IIPOLIECC MTPOBEPKU JAOJIKEH
MPOBOAUTHCS c 4acThIMU nepeprIBaMu COOTBETCTBYIOLIEH
MPOAOJIKUTEIBHOCTH.

8.32. Ecnu uCnonb3yrTCsd aBTOMAaTU3UPOBAHHBIE METOJNbI MPOBEPKH,
npolecc JOJDKEH BalUAUPOBATHCS Il MOJITBEPKIAEHUS BO3MOXKHOCTHU
OoOHapy>KEeHHS U3BECTHBIX AE(EKTOB (CIIOCOOHBIX MOBJIMATH HA KAYECTBO WIIH
0€30MMacHOCTh MPOJYKTa) W SKBUBAJICHTHOCTU TAKOIo mpoliecca (WM €ro
0omnee BBICOKON 3(PGHEKTUBHOCTH) B CPAaBHEHUU C METOJMKAMU MPOBEPKH,
OCYIIECTBIIIEMbIMU Bpy4HYI0. PaboTocrnocoOHOCTh 000pYya0OBaHUS JOJIKHA
IPOBEPSTHCS C UCIIOJIB30BAHWEM 00pa3IIOB C PEIPE3CHTATUBHBIMU JlepeKkTaMu
710 Hayajia paboThl, a TAaK¥Ke C PEryJIIpHON NEPUOIUYHOCTHIO HA MPOTKEHUN
IIPOBEPKHU CEPUHU.

8.33. Pe3ynpTarel NpPOBEPKU JOJKHBI PETUCTPUPOBATHCS, HOJIKHBI
OTPENEATHCA TPEHABI MO TUIAM JIe()EKTOB M UX KOJIMYECTBY. TpEHIBI MO
KOJIMUECTBY Opaka JiJisi pa3IuuHbIX TUIOB JAE(HEKTOB JTOKHBI OCHOBBIBATHCS
Ha CTaTUCTHUYECKUX TMpUHIMNAX. B ciydae oOHapyXeHUs HEraTUBHBIX
TPEHJOB B paMKax paccieloBaHMs JOJDKHO OIICHUBATHCS BIMAHHME Ha
MPOAYKT, YK€ HaAXOIAIIUICS Ha PhIHKE.

Crepumzanus

8.34. [Io BO3MOXHOCTH, TOTOBBIM MPOAYKT HOJDKEH IOJABEPraTbCs

(1)I/IHI/IH_IHOI\/JI CTCpriiM3alun € UCIIOJIb30BAHUCM NPOIICAIICTO BAJIWMAAINIO W
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KOHTPOJIMPYEMOTO TIpOoIecca CTEPUITU3AIINU, TaK KaK OHa o0ecrieunBaeT OoJee
BBICOKYIO CTEIIeHb 00ECIeUeHHUs CTePUIILHOCTH B CPABHEHUH C MPOIICIITAM
BaJTUAITUIO U KOHTPOJIUPYEMBIM MPOIIECCOM CTEPHUIIN3YIOMICH QUIbTpaIuu U
(unn) acentuyeckord 00paboTkU. Eciam mpoIyKT HE MOXKET MOABEPrarbCs
GUHUITHOW ~ CTEpWJIM3AllUM,  CJIEIYyeT  pPacCMOTPETh  HCIIOJIb30BaHHE
MOCTACENTUYECKON (PUHHUIIIHONW TETUIOBOW 00pabOTKH, KOMOMHHUPOBAHHOM C
ACEeNTUYECKUM TMPOIECCOM it obecriedeHmsi Oojiee BBICOKOW TapaHTHH
CTEPHWJIBHOCTH.

8.35. Bb100p, MPOEKTUPOBAHUE U Pa3MElICHUE O00PYAOBaHUS U LUK
(mporpamMmma), UCTIIOJIb3yeMbI€ JJIsl CTEPUIIM3AIHY, TODKHBI OCHOBBIBATHCS HA
HAyYHBIX MPUHIUNAX W JaHHBIX, JEMOHCTPUPYIOUIUX MOBTOPSIEMOCTh U
HAJSKHOCTh TMpoIlecca CTepwin3aluu. Bce mapaMeTpsl JOJDKHBI OBITH
OMpeeeHbl, a KPUTUYECKHWE W3 HHUX JOJDKHBI KOHTPOJHUPOBATHCS,
MO/IBEPTaThCsI MOHUTOPUHTY U PETUCTPHUPOBATHCA.

8.36. Bce mporiecchl cTepuiv3aiiid JOJMKHBI OBITh BaJIUIUPOBAHBI.
Banunanmonneie MCCienoBaHus AOMKHBI MPUHUMATh BO BHHUMaHUE COCTaB
MPOJIYKTa, YCIOBHSI XpPaHEHHWS W MAaKCHMaJlbHOE BpEeMs MEXKIy HAYaIoM
NPUTOTOBJICHUS TPOAYKTAa WM MaTepualia JJisd CTepWIN3Aallid H €ro
crepunuzanued. Jlo BHeapeHus Jr000ro mpolecca  CTepUIM3alNM,
HEO0OXOAMMO OMPEACIUTD €ro MPUTOTHOCTH JJIA MTPOAYKTa U 000pyI0BaHMUs, a
TaK)Ke MIPOBECTH BAIUIANINIO €T0 A (PEKTUBHOCTH B IOCTOSTHHOM JOCTHKCHHUH
HEOOXOAMMBIX YCIOBHH CTEPHJIM3AIMA BO BCEX YaCTAX KaXKIOTO THUIIA
oOpabaThIBacMOM 3arpy3kd HCKIIOYUTEIBHO C IMpOBeIeHUEM (HHU3UICCKUX
U3MEpPEHUN U, T]Ie 1eJIecO00pa3HO, UCTIONIb3Ysl OMOJOTUIECKUE UHIUKATOPHI.
Jnst addexTuBHOM CTEpWIM3allid  BCE COCTABISIONINE TMPOAYKTA W
MOBEPXHOCTH OOOPYIOBaHUS W KOMIIOHEHTOB JOJIKHBI IOJBEPraThCs
HEoOXoaMMoil 00paboTKe, a caM MPOIECC JOHKEH MPOSKTHUPOBATHCS Tak,

YTOOBI rapaHTupoOBaThb JOCTHIKCHUC TAKUX YCHOBHﬁ.
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8.37. Ocoboe BHHMMaHHME HEOOXOJMMO VYACNIATh B Ciy4yae, €ciu
OPUHATBIA METOJl CTEpWIM3alMd HE ONHCaH B JECUCTBYIONIEM W3JaHUU
dapmakonen WM UCHOJb3YETCs A NPOJIYKTa, HE SBISIOMIETOCSd MPOCThIM
BOJHBIM pacTBOPOM. [10 BO3MOXKHOCTH, TEpMHUUECKask CTEPUITU3ALIUS SIBISETCS
MPEANOYTUTEIHLHBIM METOJIOM BBIOOpA.

8.38. Ilpomieniive BaqyuIaui0 CXeMbl 3arpy3KH JOIAKHbBI OPEAEIATHCS
JUTsl BCEX MPOLECCOB CTEPUIIU3ALIMM; CXEMBI 3arpy30K JOJHKHBI IOJIBEPraThCs
NEePUOIUYECKON peBanuaanuu. MakcumanbHasi ¥ MUHHMMalIbHAs 3arpy3Ku
TaK)Ke JIOJDKHBI pacCMaTpUBATHCS B KAUECTBE KOMIIOHEHTA OOILEel CTpaTeruu
BAJIUJIALINM 3arPYy30K.

8.39. BanmunHocTh Mpolecca CTepUiIM3alMid JOJDKHA MPOBEPITHCA U
aHAJIM3UPOBAThCA C YCTAHOBJIEHHON YacTOTOM B 3aBUCUMOCTH OT PHCKA.
[{MKJIBI TEPMUYECKON CTEPUIIM3ALMK JOJKHBI MOJIBEPraThCsl peBATUIALNH,
KaK MUHMMYM, | pa3 B roj AJisi CX€M 3arpy30K, CUMTAIOUIMXCS HAUXYIIUM
ciyyaeM. [lpyrue cxembl 3arpy3kH JOJDKHBI TMOJIBEPraTrhbCsl BalMJalMU C
4acTOTON, 000CHOBAHHOM B cTpaTeru KoHTpossi kontamuHaiuu (CKK).

8.40. PyrunHble paboune mnapameTpbl [IOKHBI YCTaHABIUBATHCA MU
cOOI0IaThCs JIJIsl BCEX MPOILIECCOB CTEPUIIM3AIMU, HANpUMep, pU3HUecKue
napameTphbl U CXEMBbI 3arpy3KH).

8.41. JlomxHbI CyLLECTBOBATH MEXaHU3MbI oOHapy >KeHUS
HECOOTBETCTBUS LIUKJIA CTEPHIIM3ALINY MPOLIEIIINM BAJIUIALNIO TApAMETPaAM.
B oTHolIeHHH Kakoi-MOO HEyJauHOW CTEpHJIM3AlUU WA CTEPHIIM3ALUH,
OTKJIOHSIFOIIEHCS OT MPOLIEAIIET0 BAJIUIALIUIO Mpoliecca (HanpumMep, HaTMyue
Oonee JUIMTENbHBIX WM KpPAaTKOBPEMEHHbIX a3, Hampumep, IUKIOB
HarpeBaHus), 10HKHO MPOBOAUTHCS PACCIIEIOBAHHUE.

8.42. Iloaxonsamue ononornueckue nuaukaropsl (bN), pazmenieHnsie B
COOTBETCTBYIOIIMX  TOYKAaX, MOLYT paccMaTpuBaTbCi B  KadyecTBE

JTOTIOJIHUTEILHOTO ~ METOJa JUId  TOAACPKKM  BalMJalMM  Mpoliecca
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CTEpWIM3aLMU. buoNornyeckue WHAMKATOPHl JOJDKHBI XPAaHUTBCS U
VICII0JIB30BAaThCsl B COOTBETCTBUU C MHCTPYKUMAMHU ITpousBoaurens. Eciu b
VCIIONB3YIOTCA JUIS MOJAEPKKH BaluJalvyd U (WJIM) MOHUTOPHHIA IpoLecca
CTepWIn3aluu (HalpuMep, OKCUJOM 3THIIEHA), MOJIOKUTEJIbHbIE KOHTPOJIU
JOJDKHBL TECTHPOBATBHCA JUISl KaXJIOro LHKJIA cTepuwiu3anuu. B ciydae
UCIIOJIb30BaHUS OMOJOTUYECKUX WHAMKATOPOB JIOJDKHBI OCYIIECTBIISATHCS
CTPOTHE MEPBI MNPEAOCTOPOKHOCTU Uil MPEJOTBPALLCHUS IIEpEeHoca
MUKPOOHOJIOrMYECKO KOHTAMUHAIIMH B IPOU3BOACTBO WM APYTHE MPOLIECCHI
KOHTpoJiA. Pe3ynbrarel 1o OWOJOTMYECKUM WMHAMKATOPAM HE JIOJHKHBI
UCIOJIb30BAThCSA U30JIMPOBAHHO 0€3 y4yeTa APYTUX KPUTUYECKUX NapaMeTpoB
Y DJIEMEHTOB JIM3alHa Ipolecca.

8.43. HanexkHOCTh (IOCTOBEPHOCTh) OHOJOTMYECKUX HWHIUKATOPOB
ABJIIeTCS BaKHOM. [l0CTaBIIMKY JOJIKHBI OBITh KBAIM(PUIIUPOBAHBI, & YCIOBUS
TPAaHCIOPTUPOBKU W XpaHEHUs JIOJDKHBl KOHTPOJIMPOBATHCS, YTOOBI HE
CTaBUTh NOJ yrpo3y kadectBo bHU. Ilepen ucnosib30BaHMEM HOBOU CEpPUHU
(maptun) b Heob6XxoauMo MpoBEPUTH MOMYJISAINI0, YUCTOTY U MOIJTUHHOCTh
MHUKPOOpraHu3Ma-uHANKaropa. Jiig Jpyrux KpUTHYECKHX IapaMeTpOB
(Hanpumep, BenuuuHa D, BennuunHa Z) OOBIYHO MOXET HCIOIb30BATHCS
cepTU(PUKAT CepUU, TPEAOCTABIAEMbIN KBATU(ULIUPOBAHHBIM MTOCTABLUIUKOM.

8.44. JloikHBI OBITH YeTKHE cpencTBa auddepeHranuu IpoIyKTOB,
00OpyZOBaHUS U KOMIIOHEHTOB, KOTOpBIE €Ill€¢ HE MOJIBEPrajiuCh MPOLECCy
CTepWIM3allid, M TEMH, KOTOpble YK€ ObUIM MPOCTEPUIN30BAHBI.
O6opyaoBaHue, UCIOIb3YyEMOE AJid MepeMElIeHUs MPOAYKTOB, TaKOe Kak,
KOP3UHBI WJIU JIOTKH, YacTU OO0OpyJOBaHUS U (KMJIM) KOMIIOHEHTHI JOJKHBI
YETKO MapKHpPOBATHCS (WJIM OTCIEKHUBATHCS JJIEKTPOHHO) € YKa3aHUEM
HAaMEHOBAaHMs MaTepuana, HOMepa CEpUM NMPOAYKTa, a TAKXKE C YKa3aHUEM
TOTO, OBLIM JIU OHU MPOCTEPWIN30BAHBI WM HET. HAMKATOpHI TakWe Kak,

JICHTA I AaBTOKJIABUPOBAHUA MWK HWHIAUKATOPHI 06JIy‘IGHI/I$I MOT'YT
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UCIIOJIB30BAThCS JUIsl YKa3aHUs TOTO0, MOABEPIIIACh JIU cepusl (MM 4YacTh CepUn
Marepualia, KOMIOHEHTa, 000pY0BaHUsI) MPOIIECCY CTEPUIIM3ALUM WIH HET.
OpnHako, TakWe WHAUKATOPHI YKa3bIBAIOT TOJIBKO Ha (akT MpoBeAcHUs
npolecca CTEPUIN3AIMU, HO OHU HE TOBOPSIT O CTEPUIIBHOCTH MPOAYKTA WIIH
JOCTHXKEHUH HEOOXOIMMOTO YPOBHS 00€CTIeUeHUs CTEPUIIBHOCTH.

8.45. 3amucy 1o CTepuiM3aIiiy T0HKHBI OBITh B HATMYWHU JIJI KAXK0TO
[UKJIa CTEPWIM3AlMU. Y KaXKJIOro IHUKIAa JOJDKEH ObITh YHHUKaJbHbBIN
uneHtuukarop. COOTBETCTBUE 3alUCeW JOJDKHO AaHAIM3UPOBATHCA W
0JI00pATHCS B paMKax MPOLEeayphl O cepTU(PUKAIIUUA UBBIITYCKY CEPHUH.

8.46. Ecnmu Tpebyercs wmatepuasibl, 00OpYyIOBaHHE M KOMIIOHEHTHI
JOJDKHBL  CTEPUJIM30BAThCA C HCHOJIB30BAHUEM MPOILIEAIINX BaTUAALUIO
METOJI0B, MOAXOASAIIUX JJIsl ONIpe/ieIeHHOro MaTepuaina. [locne crepunnzanuu
JOJDKHA 00€eCleunBaThCcsl COOTBETCTBYIOIIAsl 3alllMTa, HAIpaBJEHHAs Ha
NpeoTBpaIlEeHHe  BO3MOXXHOCTU  TOBTOPHOM  KOHTamMuHanuu. Eciu
MPOCTEPUIN30BAHHBIE TPEAMEThl (M3IENMUSI) HE HCIOJIB3YIOTCS Cpazy XKe
MOCJIE€ CTEPUITM3AlMU, OHU JOJKHBI XPAHUTHCS B COOTBETCTBYIOIIEH 3aKPBITOM
YHOAKOBKE U JUISi HUX JIOJDKHO OBITh YCTaHOBJEHO MAaKCUMAaJIbHOE BpeMsi
xpaHenus. [Ipu Hamuuuum O0OOCHOBaHUS KOMIIOHEHTHI, YMAaKOBaHHbBIC B
HECKOJIBKO CJIO€B CTEPUJILHOW YIAKOBKH, HE TPEOYIOT XpaHEHUS B UYHUCTOM
MOMEIICHUH B CiIydyae, KOTAa ILEJIOCTHOCTh M KOH(UTypalus CTEPUIbLHON
YHaKOBKH MO3BOJISIFOT JIETKO TIPOBOJUTH €€ Me3MH(EKIINIO OorepaTopamMu mpu
nepejaye B 30HY Kjacca A (Hampumep, MPU UCIOIB30BAaHUU HECKOJIBKHX
CTEpPWJIBHBIX CJIOEB, YJAIsEeMbIX 0 Mepe Tepeaayd u3Aeius u3 30H Oojee
HU3KOrO KJlacca B 30HBI 0OoJjiee BbICOKOro Kiacca). Korma 3amura
o0ecIeurnBaeTCs MOCPEACTBOM JIOKATU3AINH B TEPMETUYHOMN YIIaKOBKE, TAKOH
MPOIECC YIAKOBKH JIOJIKEH OCYIIECTBISATHCS JO CTEPUIIN3ALINY.

8.47. Ecin MaTepualbl, o0opyIoBaHue, KOMITOHEHTBI 151

AOITIOJIHUTCIIBHBIC MAaTCPHUAJIbl CTCPUIIN3YIOTCA B SaKpBITOﬁ YIIAaKOBKEC, a 3aTCM
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NEepENATCs B 30HY Kjacca A, 3TO JOHKHO OCYIIECTBISATHCS C MOMOIIBIO
COOTBETCTBYIOIIMX, MPOLIECAIINX BaJIUAALMIO METOJAOB (HAIpHUMEp, Yepe3
TaMOyp-1IUTIO3bl WJIM MEePEJAaTOYHbIE OKHA), COMPOBOXKIASCH MPOBEACHUEM
Ne3UH(EKINY BHEIIHEW NMOBEPXHOCTU 3aKPBITOM yHMakoBKU. Takxke ciemyer
paccMaTpuBaTh BOINPOC HCIOJb30BAHUS TEXHOJOTUHM TMOPTOB OBICTPOU
nepepaud. B OTHOIIEHMM ~ TakMX  METOAOB  JIOJDKHO  OBIThH
IPOIEMOHCTPUPOBAHO, 4TO OHHU 3¢ pexTUBHO KOHTPOJIUPYIOT
NOTEHIMAIbHBIM PUCK KOHTAaMUHAIIMHU 30H KJlacca A u kjacca B, Takke Kak, B
OTHOLIEHWU TpoLEaypbl JAe3uH(EKIUH JOJKHA ObITh IIOKa3aHa ee
3p(EKTUBHOCTh B CHUKEHUU YPOBHA KOHTAMUHAIMM Ha IOBEPXHOCTHU
YIaKOBKHU JO NPUEMJIEMOrO YpOBHS ISl TOTO, YTOOBI MEpenarh MpeaAMET
(u3zenue) B 30HBI KiaccoB B u A.

8.48. Ecin MaTepuabl, o0opyaoBaHueE, KOMITOHEHTBI u
BCIIOMOTaTelIbHbIE MaTepHalibl CTEPUIIM3YIOTCS B 3aKPBITOM YHNAKOBKE WIIU
KOHTEIHEepax, MpoLecc YIaKOBKH JOJKEH MOJIBEpraTbesi KBaTU(PUKALUU [
MUHUMU3AIMA pHUCKA KOHTAMHHAIMM YacCTULAMH, MHUKPOOPraHW3MaMH,
SHAOTOKCUHAMU (MUPOTEHAMM) WIH XMMUYECKON KOHTaMUHAIIMH, a TAKXKe JJIs1
OLICHKA COBMECTMMOCTH C BBIOpaHHBIM METOJOM crepuian3auuu. IIporecc
YIaKOBKH JIOJDKEH MOJIBEpraThCcs Baauaaluu. Banuaganus 10KHA yYUTHIBATh
LUEJTOCTHOCTh CTEPUIBHOM, 3alUTHOW OapbepHOM CHCTEMBI, a TaKXKe
MaKCUMaJbHOE BPEMS XPaHEHMS 10 CTEPWIM3ALUN U MAaKCUMAaJIbHOTO CPOKa
TOJIHOCTH, YCTAHOBJIEHHOTO ISl TPOCTEPUITM30BAHHBIX MPEIMETOB (U3AEIHIN).
[{e0CTHOCTD CTEPUIIbHOM, 3aIIUTHOM OapbhbepHONM CUCTEMBI JJIsi KaXAO0TO U3
MPOCTEPUITU30BAHHBIX U3JICIUI H0KHA IPOBEPSTHCS 10 UCIIOIH30BAHMUS.

8.49. nsa MaTepuasoB, 000pyaOBaHUsl, KOMITOHEHTOB "
BCIIOMOT'aTEJIbHBIX ~ MAaTE€pUajoB, KOTOpPbIE HE  SBJSIOTCS  YacCTSAMHU,
BCTYNAKOIIUMH B MPSAMON WJIM HEHNPSMOM KOHTAKT C MPOAYKTOM, SBIISIFOTCS

HEOOXOJIUMBIMHU [T aCENTHUYECKOW 00pabOTKH, HO HE MOTYT OBITh
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MIPOCTEPUIIN30BaHbl, B HAIMYUU JTOJDKEH OBITh A(D(PEKTUBHBINA W TPOIIIE I
BaJIWIalMIO Tipoliecc Ae3uHdeknuu u nepenayu. [locne nesmndexnuum rakue
npeaMeTsl  (M31enus) JOJDKHBI  3alllMINAThCS I MPEeJOTBpaICHUs
BO3MO>XHOCTH MX MOBTOPHOM KOHTaMUHAIMK. Takue mpeameTsl (U3aeius), a
TaKKe JAPyrue KOMIOHEHTHI, MPEICTABISAIONINE COOON MOTEHIIMATbHBIC TTyTH
BO3HUKHOBCHMSI KOHTAMHHAIIMU, JOJDKHBI OBITh BKJIIOYEHBI B IPOTPAMMY
MOHUTOPHUHTA TPOU3BOICTBEHHOU CPEIbI.

TepMmuueckas crepuiansanys

8.50. Kax et UAKIT TEPMUUYECKON CTEpUIN3ALUU JTOJIKEH
pErucTpupoBaThCcsi JTUOO B DJJIEKTPOHHOM BHAe, JuO0 Ha Oymare, c
UCIIOJB30BAaHUEM  00OpyAOBaHHUs,  OOJAJAIONIETO  COOTBETCTBYIOIICH
TOYHOCTBIO U MPEUU3HUOHHOCThIO. CUcTeMa JTOJKHA UMETh 3alUTy U (HJIM)
nyOJIMpOBaHUE  YNPABISIOMIMX W OCYLIECTBIJISIOMIMX  MOHUTOPUHT
WHCTPYMEHTOB IS  OOHApy)X€HUs IMKJa, HE COOTBETCTBYIOIIETO
BAIMMPOBAHHBIM ITapaMeTpaM ILMKJIA, U NPEePbIBaHUS WJIM OTKa3a OT TaKOTO
UKJIa (Hampumep, MOCPEACTBOM MCIOJb30BaHUS CIIBOCHHBIX (JIBOMHBIX)
JNATYUKOB, TMOJKIIOYEHHBIX K HE3aBUCUMBIM CHCTEMaM YIPABJICHUS U
MOHHUTOPHUHTA).

8.51. IlomoxkeHne TEMIEPATYPHBIX JATYUKOB, MCIIOIb3YEMBIX IS
yIpaBjieHUusT W (WIM) PErucTpaluu, JOJDKHO ONpPEeAeisTbCS B IMpOoIecce
BaJIWJIAlIMM 1 BBIOMPAThCS HAa OCHOBAHWM JW3aliHa CHUCTEMBI, a TaKXKe IS
KOPPEKTHOM PETruCTpallid U MPEACTABICHUS PYTUHHBIX YCJIOBUN IIUKJIA.
BanunanmoHHble UCTIBITAHUS JOJDKHBI pa3padaThIBAThCs JJIsI AEMOHCTPAILUN
MIPUTOHOCTH PACIIOJIOKEHUS YIPABISIONIMX U PETUCTPUPYIOMINX AATYMKOB
CHUCTEMBI, a TaKXKe JIOJKHBI BKIIIOYaTh B ¢€0s TPOBEPKY (HYHKIIMOHUPOBAHHUS
M PpACHOJIOKEHHSI  TaKMX  JIaTYUKOB  MOCPEJACTBOM  HCIOJIb30BaHMS
HE3aBUCHUMOTO JaTyWKa JJIsi MOHHUTOPHUHIA, PACIIOJOKEHHOTO B TOYKE IPHU

BaJInaganuu.
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8.52. Best 3arpys3ka J0OJKHA JOCTHYbh HEOOXOJMMOM TEeMIIepaTyphl J10
Hayajga M3MEPEHUsI BPEMEHHU CTepwiIn3aiuu. [[as IUKIOB CTepun3alluy,
KOHTPOJUPYEMBIX C MOMOIIBI0 PehEPEHTHOrO JaTyuKa BHYTPU 3arpy3KH,
oco00€ BHHMMAaHUE CJIEAYEeT YJEIUTh MOJATBEPXKJICHUID TOTO, YTO
TeMIIepaTypHbIC ITIOKA3aHUsl IaTYMKA B 3arPy3Ke KOHTPOJUPYIOTCS B Mpeiesiax
TEMIIEpaTYpPHOI0 JUara3oHa, YCTaHOBJICHHOIO 10 HavaJla IIUKJIa.

8.53. Ilocne 3aBeplieHUs BBICOKOTEMIIEpATypHOU (a3bpl  IMKIA
TEPMHUUYECKOM  CTEpWIM3alMM  JOJDKHBI  MPEANPUHUMATHCS ~ MEphI
PEJOCTOPOKHOCTHU I TPEAOTBPAICHUS KOHTAMUHAIIMU CTEPUIN30BAHHOM
3arpy3KH B MpoIiecce oxyaxkaeHus. Jlro0as oxmaxaaronas sKuIKOCTh WIH ra3,
KOHTAaKTHUPYIOIIUE C MPOJYKTOM HJIM MPOCTEPUIIU30BAHHBIM MATEPHUATIOM,
JIOJKHBI CTEPUIIU30BATHCS.

8.54. B Tex ciyyasx, KOrja pa3penieH BhITYCK M0 MapaMeTpam, T0KHa
UCIIOJIb30BaThCsl YCTOMUYMBAs CUCTEMa JUIsl BalWAAllMU >KU3HEHHOTO IMKJIa
NpOAyKTa W PYTHUHHOTO MOHMTOPHHIA IIpollecca MNpOM3BOJCTBA. Takas
CUCTEMa JIOJDKHA MEpPUOJIMYECKH TpoBepsAThbcs. JlanbHellne yka3aHus B
OTHOIIIEHUH BBIMYCKa M0 MapaMeTpaMm MpeICTaBieHbI B IpuioxkeHuu Ne 17 k
[IpaBunam.

Crepuinzaniysi BJaXXHbIM TEILIOM

8.55. Crepunuzanusi BJIQXKHBIM TEIJIOM MOXET JOCTUraThCs C
MCIMOJIb30BaHUEM Napa (MpsSMOU UK HEMPSIMOM KOHTAKT), HO TAK)KE BKIIFOYAET
B ce0s M Jpyrue CHUCTEMbI, HaApUMEp, CHUCTEMBI C MEpPEerpeTod BOIOM
(KackagHbIE WJIM UMMEPCUOHHBIC IUKJIbI), UCTIOJIb3yEMbIE ISl KOHTEUHEPOB,
KOTOPBIE MOTYT IMOBPEXKIATHCS TPU UCTIOJIH30BAHUY IPYTUX BapUAHTOB IIUKJIA
(Hampumep, KOHTEWHEpHI, MojydeHHble TexHojiorue BFS, mmactukoBbie
MEIIIKH).

8.56. IlpenmeTsl  (uM3Aenus), TMOMJICKAIIUE CTEPUIM3AIUH, KpOME

MNpOAYKTOB B TI'CPMCTHUYHBLIC KOHTefIHean, JOJIXKHBI OBITH CYXUMH,
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YIaKOBAaHHBIMM B 3alIUTHYIO OapbEpHYIO CHUCTEMY, JAIOIIYI0 BO3MOXKHOCTH
YIAAJCHHUS BO3AyXa M TNPOHUKHOBEHUsS Mapa MW MPEIOTBPALAIONLYIO
BO3MOKHOCTh TMOBTOPHOM KOHTaMHWHALIMM TOCNEe cTepunuszauuu. llpu
U3BJICYECHUU W3 CTEPUIIM3aTOpa BCE 3arpyKEHHbIE MPEaAMEThl (HU3IEus)
TOJDKHBI OBITh CcyXuMU. CyXOCTh 3arpy3kKH JOJDKHA OBITh ITOJITBEpPIKJICHA
MIPOBEJCHUEM BHU3YAJIIbHOM MHCIEKIIMM KaK 4YacTh KOHTPOJS Mpoliecca
CTEepUIIA3ALINH.

8.57. lna 1MKiIa CTEPUWIM3alUUd MOPUCTBIX MaTepUaioB (TBEPIBIX
npeaMeToB  (U3fenuil)), BpeMs, TeMIeparypa W JaBJICHHUE JIOJDKHBI
HCTIOJIb30BAaThCS IJIsi MOHUTOPUHIA IIPOLIECCA U perucTpupoBarbes. Kaxnoe
MPOCTEPUIIN30BAHHOE  M3ACIME  JIOJDKHO MPOBEPATHCA HA  HAJIUYHUC
MOBPEXKAEHUM, [IETOCTHOCTh YIIAKOBOYHOI'O MaTepuasia U HaJIu4yue Bjiaru npu
U3BJICYECHUU W3 aBTOKJaBa. JIioboe wu3menue, HE YAOBIETBOPSIOIICE
TpeOOBaHUAM, CIEAYET YJIaIUTh U3 MPOU3BOJCTBEHHOW 30HBI M MPOBECTHU
paccieioBaHueE.

8.58. Ilns aBTOKJIABOB, CIIOCOOHBIX OCYILIECTBIIATh IIUKJIBI
CTEpUJIU3aLMU C MPEABAPUTEIBLHBIM BaKYyMUPOBAHUEM, HA MPOTSHKEHUU
BCEr0 IMEpHUOJIa CTEPWIM3AIMU CIEAYET PErucTpUpOBaTh TEMIEPATYPy VY
JIpeHaXa Kamepbl. 1€ MPUMEHMMO MOTYT HCIOJb30BaThCA JIATYUKU B
3arpy3Ke, OJHAKO YIIPABJIAIOIIAS CHUCTEMa JOJKHA OCTaBaThbCS CBSI3AHHOM C
BaJIMJaMen 3arpy3ku. JUisi cucteM crepuiv3alvyd Ha MECTe TemIeparypa
JIOJKHA PETUCTPUPOBATHCS B COOTBETCTBYIOIIMX TOYKAX JAPEHUPOBAHUS
KOHJEHCATa Ha MPOTSHKEHUH BCETO MEepUoAa CTEPUSIN3aLINY.

8.59. Banmpauuss UMKIOB IS TOPUCTBIX MAaTEpUAJIOB  JOJDKHA
BKJIIOYATh B c€OS pacdyeT BPEMECHH yPaBHOBEIIMBAHMS, BPEMEHH IKCIIO3HITHH,
CBSI3b MEXKAY JAaBJICHUEM W TEMIIEpaTypod M JMANa30H MHUHUMAaJIbHOMN
(MaKCUMAJIbHOW) TEMIIEpaTyphl B MPOLECCE IKCHO3UIINU. Banmaanus UKo

C KUJIKOCTSIMU JIOJDKHA BKJTIOUATh B ce€0s TeMIieparypy, Bpems u (unu) Fo. s
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KPUTUYECKUX TapaMeTpoB Ipoliecca JOJKHBI OBITh OMpPENeNeHbl MPeAeIIbl
(BKJIFOYAsi COOTBETCTBYIOIIME JIOMYCKH) U TapaMeTpbl JOJKHBI OBITh
MOATBEPKJCHbl KaK YacTh BaJIWJAIlMM CTEPWIM3ALUM U KaK KpUTEpU
MPUEMJIEMOCTH JIJI1 PYTUHHBIX ITUKJIOB

8.60. IIpoBepka repMETUYHOCTH CTEPUIIM3ATOpPa JOJHKHA MPOBOJAUTHCS
nepuoaudeck (OOBIYHO €XKEHEACNIBHO), €CIIM CTaJus BaKyyMHPOBAHUS
SBJISIETCA YacThlO 1MKJIA, WIM €CIM CHUCTeMa TII0CJI€ CTepUIM3alUU
BO3Bpallae€TCs K JABJICHUIO, HIKE JIaBJICHUS CpPEAbl, OKpYKarolen
CTEPUIIN3ATOP.

8.61. lomkHo OBITHb OOECIEUCHO yAaJeHHWE BO3ayXa  Tepen
CTepWJIM3aIlMe U B XOJIe Hee, €CIIU MPOIECC CTEPIIIM3AIIMU BKIIIOUAET B Ce0s
MPOAYBKY BO3IyXOM (Hampumep, sl 3arpy30K MOPUCTHIX MaTepHUasioB
aBTOKJIaBa, sl Kamep Juoduimzaropa). JJis aBTOKIABOB 3TO JOJIKHO
BKJIIOUATh B €€0s TECTOBBIM UK yJaldeHUs BO3ayXa (OOBIYHO MPOBOJUTCS
©KEIHEBHO) WM HCIOJIb30BAaHWE CHUCTEMbl OOHApPYXKEHHS BO3/yXa.
CrepunmsyeMble 3arpy3ku JOJDKHBI pa3padaThiBaThCs TaKuM 00pa3om,
KOTOPBIN ciocoOCTBYET 3((HEKTUBHOMY YJIAJICHUIO BO3JyXa U CBOOOJHOMY
JTPEHUPOBAHUIO 3aTrPy3KHU, MPEIOTBpaIllasi HAKOIJICHHUs] KOHJIeHCcaTa.

8.62. Jlepopmariuss ¥  TOBPEXKJICHHE HEKECTKUX KOHTECUHEPOB,
MOABEPTAOIMIMXCA (UHUIITHON CTEPWIM3AIMU, HApUMep, KOHTEHHEPOB,
MpOU3BOAMMBIX ¢ TiomMompto TexHosiorni BFS wmm  FFS, pomxHbI
PE0TBPAIAThCS MOCPEICTBOM COOTBETCTBYIOIIEH pa3pabOTKU U KOHTPOJIS
nyKiIa (HampuMmep, YCTAHOBKA TMPABWIBHOTO  JaBJIEHUS, CKOPOCTEH
HarpeBaHMs U OXJIAKJICHMS, a TAKXKE OMPEJICICHUE CXEM 3arpy3Ku).

8.63. Eciu 115 cTepuiu3alyi UCIOb3YIOTCA CUCTEMbl CTEPUIIN3ALINT
Ha MecTe (Hanpumep, JJ1sl MIOCTOSIHHBIX TPYOOIPOBOOB, PE3EPBYapOB U KaMep
auoduian3aropa), CHCTeMa  JIOJDKHA  COOTBETCTBYIOIIMM  00OpazoM

MMPOCKTUPOBATBCA W BaAJIMAUPOBATBCA OJIA oOecrieueHus TOT'O, 4YTO BCC
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KOMIIOHEHTBl ~ CHCTEMbl  TOJIBEpraloTcsi  HeoOXoaumoil  0OpadoTke.
Heo0xonumMo OCyHIECTBIISITh MOHUTOPUHT CHUCTEMBl 1O TeMIIEpaType,
JIABJICHUIO U BPEMEHHU B COOTBETCTBYIOIIMX TOYKaX B MPOILIECCE PYTUHHOTO
UCIIOJB30BaHUs ISl MOATBEpKACHUS 3P(PEKTUBHON U BOCHPOU3BOIUMOM
CTEpUJIN3AINHU BCeX 30H. JIOHKHO OBITh TPOJIEMOHCTPUPOBAHO, UTO 3TH TOUKHU
pEenpe3eHTaTUBHBIE M KOPPETUPYIOTCS C TOUKAMHU, HarpeB B KOTOPBIX IO
JJAHHBIM TIEPBUYHOU W MEPUOJNYECKON BaTUJAIMUA MPOUCXOJUT MEJICHHEE
Bcero. Kak TolbkO cucTtemMa Obula MPOCTEPUIIM30BAHA TOCPEICTBOM
CTEpWIM3AIIMM HAa MECTE, JI0O €€ HCIOJb30BaHMUS OHA JIOJHKHA OCTaBaThCS
IEJOCTHOM U KOrja TpeOYyIOT OIepaldu OCTaBaThCs MPU H30BITOUHOM
JABJICHUU WJIM OCHAIATHCS CTEPUITU3YIOIIMMHE JbIXaTEIbHBIMHU (PUIBTPAMH.

8.64. B 1muknax 3arpy3ok C OJKHJIKOCTAMH, KOIrJa B KadyeCTBE
nepearolieil Temio cpebl UCTIONb3YeTCsl TIeperperas Boja, Harperas Boja
JOJDKHA TOCTOSIHHO JIOCTUIaTh BCEX HEOOXOJIUMBIX KOHTAKTHBIX TOYEK.
[lepBoHavabHBIC KBATM(PUKAIIMOHHBIC UCTIBITAHUS TOJHKHBI BKIIIOYATh B ce0s
TEMIIEpaTypHOE KapTUpOBaHWE BcCeW 3arpy3kd. JlOMKHBI TIPOBOIUTHCS
PYTHUHHBIE TPOBEPKH OOOPYJIOBaHUS ISl TapaHTHUH TOrO, 4TO (HOPCYHKH
(uepe3 KOTOpbIE MOJAETCSA BOJIa) HE OJOKUPYIOTCSA, a JPEHAXKU OCTAKOTCS
CBOOOJHBIMU OT 3arpsi3HEHUM.

8.65. Banupauusi crepwin3aldMd SKUJIKUX 3arpy30K B aBTOKJIABE C
NeperpeToi BoIOM TOJKHA BKIIIOYATh B ce0s TeMIlepaTypHOE KapTUPOBaHUE
BCEM 3arpy3ku, a TaKXe UCCICIOBaHUsI TPOHUKHOBEHUSI TeIia W
BOCIIPOM3BOAUMOCTHU. BCe yacTu 3arpy3ku 10 KHBI HArpeBaThCsl PABHOMEPHO
U JOCTUTaTh HEOOXOJAMMOMN TEeMIIepaTypbl B TEUEHHUE YCTaHOBJIECHHOTO
BpeMeHU. JlaTuyumku, WCMOIB3yeMble MJii PYTHHHOTO MOHHUTOPHWHTA
TEeMIIepaTypbl, JOKHBI KOPPEIUPOBATHCS C TOYKAMHU HAWXYJIIEro Ciydas,
OTIpe/IeJICHHBIMH B TIPOIIECCE KBATM(DHUKAIINN.

CyxoskapoBasi CTepuiIn3anus
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8.66. CyxoxapoBasi CTEpHIM3ALINS UCIOJIb3YET BEICOKHE TEMIIEPATYPHI
BO3JyXa WIM Ta3za Uil CTepWIN3aluM IpoAykTa win usaenus. OHa, B
YaCTHOCTH, UCIIOJIB3YETC ISl TEPMUYECKOTO YAAIECHUS TPYIHO YCTPAHIEMBbIX
TEPMUYECKH YCTOMYMBBIX KOHTAMHUHAHTOB TaKUX KaK JHJIOTOKCHUHBI
(MUPOreHbl) M YacTO HCMOJb3yETCS MNPHU IMOJATOTOBKE KOMIIOHEHTOB IS
acenTU4eckoro HamoyiHeHus. KoMOuHanusi BpeMEeHM U TeMIIepaTyphl,
BO3JCHUCTBUID KOTOPBIX TOABEPrarOTCS MPOJAYKT, KOMIIOHEHTHl WIJIH
o0opyIOoBaHHEe,  JIOJDKHA  NPUBOAUTH K  COOTBETCTBYIOIIEMY U
BOCHPOU3BOAUMOMY YPOBHIO JIETAIBHOCTH U (MJIM) MHAKTUBALIMU (YIAJICHUS )
SHJIOTOKCHMHOB (IIMPOTr€HOB) NPU PYTUHHOM 3KCILUTyaTallid B YCTAHOBJIEHHBIX
npeaenax. [Ipomecc MOXKET OCYIIECTBIATHCS B CYyXO0KapoOBOM IIKady WIH B
X0/JIe HEMpPEPBHIBHOW 00paOOTKU B TyHHENE (Hampumep, sl CTEPUIN3ALIUU U
JEMUPOTEeHU3AIMN CTEKIISTHHBIX KOHTEITHEPOR).

8.67. TyHHenn CyXxoXapoBOW cCTepuiu3aluu (JenuporeHru3aIum)
JOJDKHBI KOH(DUTYpUPOBATHCS TaKUM 00pa3oM, KOTOPBIA 00ecrednBaeT, 4To
BO3MIYIIHBIA TOTOK 3alllMIAET IEJOCTHOCT U PpaboTOCIOCOOHOCTH
CTEPWIM3YIOIIEN 30HBI Kilacca A, MOANEp)KHBas Mepenaibl AaBJICHUS U
BO3AYIIHBIA TOTOK B TyHHene. [Ipodwnn nepenagoB maBieHUS TOHKHBI
NOJABEPrarbcsl OLeHKe. J(OMKHO OLEHUBATHCS BIUSHUE JIOOOr0 M3MEHEHUS
BO3MIYIITHOTO TOTOKA ISl 00ECTICUCHHSI COXPaHECHMsI TMPOQUIsT HAarpeBaHUS.
Bech BO31yX, mo1aBaemMbli B TYHHENb, JOJKEH IPOXOIUTH, 10 MEHBIIIEN MEPE,
yepe3 ¢unbtp HEPA, a Takke HOMKHBI TPOBOAUTHCA IMEPUOIUUECKUE
UCTIBITAHUS NI JIEMOHCTPAIMU II€JIOCTHOCTH BO3IYIIHBIX (PUILTPOB (1O
MEHbIIIEH Mepe, OBaXIbl B rona). JIroOble 4acTW TyHHENs, BCTyHarolue B
KOHTaKT C MPOCTEPUIIN30BAHHBIMU KOMIIOHEHTAMH, JTOJKHBI MOABEPraThCs
COOTBETCTBYIOIIECH crepunu3anuu wid  AesuHpexnnn. Kputnueckue

IapaMeTpbl OPOIECCA, KOTOPBIE JOKHBI pACCMATPUBATHCA B XOAE BAJIMAALUN
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U (UJKM) PyTUHHOTO IpoIlecca, JOJKHBI BKIIOUATh B ce0d cieayrolee, HO He
OTPaHUYUBATHCS JIUIIb ATUM:

1. CKOpOCTh JICHTHI WJIM BPEMS BBIJICPKKU B CTEPHIIM3YIOIICH 30HE

i1. TeMneparypy - MUHUMaJIbHYIO U MAKCUMAJIbHYIO TEMIIEPATYPHI

111. [TpoHuKHOBEHUE TeMIa B MaTepua (U31eue)

1v. Pacnpenenenue Temia (0JHOPOJHOCTh HArPEBA)

v. BoznymiHbele 1NOTOKM, ompenenseMbie TpopUIsMU  TEpernajioB
JIABJICHUS, KOPPEIUPYIOIIME C HCCIEIOBAHUSAMHU 1O PACHPEICICHUI0 MU
MPOHUKHOBEHUIO TEIIa

8.68. Ecnu TepMHUECKH MTPOLECC UCIOIb3YETCsl KaK 4acTh Ipolecca
JEMUPOreHU3alun B OTHOILICHUU 00opy10BaHUS (MaTepuana),
KOHTAKTUPYIOIIETO ¢ KOMIIOHEHTAMU WJIUA MPOYKTOM, TOJKHBI TPOBOAUTHCS
BAJIUJIAIIMOHHBIE  WCCIIEIOBAHUS, JIEMOHCTPUPYIOIIME, UYTO  MPOILECcC
oOecrnieynMBaeT COOTBETCTBYIOIEE 3HAaueHUE Fn U NPUBOAUT K CHIKEHUIO
KOHIIEHTpAllMh SHJIOTOKCMHOB MUHHMMYM Ha TpH logio. B Takux cnyuasx,
KOTJla 3TO JIOCTUTAeTCs, He TpeOyeTcsl MOMOJHUTEIbHOE MOATBEPKICHUE
CTEpUIIN3ALINY.

8.69. B mpouecce Banuaanuu JOHKHBI UCIIOIb30BATHCS KOHTEUHEPHI C
BHECEHHBIMU  JHJIOTOKCMHAMH, OOpallleHHe C  KOTOPhIMU  JIOJIKHO
OCYHIECTBIISITBCSL  OCTOPOXKHO C MPOBEACHUEM IOCIECAYIOMIEA ITOJHOMN
KOJTMYEeCTBEHHOM cBepku. KOHTEMHEPHI JOMKHBI OBITh PENIPE3CHTATUBHBIMU B
OTHOILIEHWH OOBIYHO 0O0pabaThiBa€MbIX MaTepuaioB (B 4YacTH COCTaBa
YIaKOBOYHBIX MaTEPUAJIOB, IOPUCTOCTU, Pa3MEPOB, HOMUHAIILHOTO 00heMa).
Taxxe HEOOXOAMMO MPOJEMOHCTPUPOBATH KOJIMYECTBEHHOE OIpe/eIeHUE
HAOTOKCUHOB M 3PHEKTUBHOCTH WX U3BJICUCHUSI.

8.70. CyxoskapoBbie mKahbl OOBIYHO HCTIOIB3YIOTCS JJIS CTCPITU3AINT
WU JIENUPOTreHHU3alMM KOMIIOHEHTOB ME€PBUYHON YIAKOBKH, HCXOJIHBIX

MaTCpHruaIOB NN aKTUBHBIX CY6CTaHHHﬁ, OJJHAaKO OHH MOT'YT HCIIOJIb30BATLCA
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U JUIsl IPYTUX MPOLECCOB. B HUX JOIDKHO MOAAEPKUBATHCS MOJIOKUTEIBHOE
JABJIEHUE OTHOCUTEIILHO 30H 00JI€€ HU3KOI0 KJIacCa YUCTOTHI HA MPOTKEHUN
npoliecca CTEPUIM3aLUU U PU HAXOKJIEHUU IPOCTEPUIN30BAHHBIX 00BEKTOB
IIOCJE CTEPWIM3AaLMH, KPOME CIIy4aeB €CIIA COXPAHACTCS LEJIOCTHOCTD
YIAKOBKH CTEPHJILHOTO 00BeKkTa. Bech BO3myx, MOCTymaromui B IIKad,
nopkeH mpomyckatees depe3 ¢unbtp HEPA. Kputnueckume mnapamerpbl
npoliiecca, KOTOpbIe AOJKHBI paccMaTpUBAaThCS MPU KBadU(PUKALUKA U (WIIH)
PYTHHHOM TMIpOIIECCE, MOJDKHBI BKIIOYATh B ce0s Cleayrollee, HO He
OTPaHUYUBATHCS JIUIIb ITUM:

1. Temneparypy

11. [lepuon (BpeMst) 3KCIIO3UIUN

iii. /laBnenue B kamepe (Ipu nojjaep>kaHuy U30BITOUHOTO TABJICHUS )

1v. CKOpOCTbh MOTOKA BO3/1yXa

v. KauecTBo BO3yxa BHYTpH LIKada

vi. [IpoHukHOBeHME Tera B Marepuan (u3genue) (MEIJIEHHO
HarpeBaeMbie TOUKH )

vil. Pacnipegenenue termia (0JHOPOJHOCTh HATPEBA)

viili. CXxemMbl 3arpy3kd W KOH(UTYypamusi U3JIEIUid, TOoIexKaInx
CTepwiIM3aluu  (JICNMUPOTCHU3alMK),  BKIIOYAas  MUHUMAJIbHYIO U
MaKCUMAJIbHYIO 3arpy3KH.

Crepuin3zanus U3JIy4eHUEM

8.71. Crepwinzauusi M3JIyYEHHEM MCIIOIB3YETCS IPEUMYILECTBEHHO
JUIS.  CTEPUJIM3AIlMd  TEPMOYYBCTBUTEIBHBIX MATEPHATIOB M IPOJYKTOB.
YapTpaduoneroBoe H3IMyYyE€HHE HE SBISAETCS MPUEMIIEMBbIM METOJIOM
crepunmn3anuu. TpeOoBaHUs, KacaroUMecs] CTEPUIM3ALMU HWOHU3UPYIOIIUM
M3JIy4YCHUEM YKa3aHbl B IpuitoxeHuu Ne 12 k [TpaBunam.

8.72. BanupaunoHHbIe MPOLEAYPbI JOJIKHBI YUYUTBIBATH

BapI/Ia6€J'IBHOCTB INIOTHOCTH MPOAYKTA U YIIAKOBOK.
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Crepunuzanusi OKCUA0M 3TUJICHA

8.73. JlaHHBII METOJI JOJKEH UCII0JIb30BaThCs TOJIBKO TOI1a, KOTAa HET
JIPyroro, MpakTUYECKH BO3MOXKHOTO MeToja. B xoje Banujanuu mnpolecca
HEOOXOJIUMO TPOJIEMOHCTPUPOBATh, YTO OTCYTCTBYET MOBPEKIAIOIIECE
BO3JICHCTBUE HA MPOJYKT, & TAKXKE, UTO YCIOBUS U BpEMsI, MPETYCMOTPEHHbBIC
IJIs1 IeTa3aluy, NPUBOJST K CHHXKEHHUIO OCTATOYHOI'O COJAEPKaHUS OKCHJA
TUJIEHA W TMPOJAYKTOB PEAKIHUH JO TMPUEMIIEMBIX KOHIICHTPAIUH,
ONPEICIICHHBIX JIJIs1 YKa3aHHOTO MPOIyKTa WM MaTepuara.

8.74. HeoOxoUuM TMpsSMOM KOHTAaKT MEXIYy Ta30M M KIETKaMu
MHUKPOOPIaHW3MOB, JOJKHBI MPEANPUHUMATHCS MEpPbl MPEAOCTOPONKHOCTH
I8 TPEJOTBPAICHUS HAJIWYMUS MHUKPOOPTaHU3MOB, KOTOpPHIE MOTYT
HAaXOJUTHCS B BUJIC BKIIOYEHUN B TaKUX MaTepualiax KakK KPUCTAIUIbI WM
BBICYIIEHHBIH Oenok. [lpupona, mopuCTOCTh M KOJUYECTBO YIAKOBOYHBIX
MaTepUalioB MOTYT OKa3bIBaTh CYILIECTBEHHOE BIIUSIHUE HA MPOILIECC.

8.75. Ilepen Bo3aEHCTBHEM CO CTOPOHBI T'a3a MaTEPHAIIBI JOKHBI ObITh
MIPUBEICHBI K HEOOXOIMMBIM JIJISI MPOIIecca BIAKHOCTH U TemIiepatype. Ecnu
JUISL 9TOW TOATOTOBKU 3arpy3Kd K CTEpPUJIM3AIlMU HMCIOJIb3YeTCs Map, OH
JIOJDKEH 00J1a/1aTh COOTBETCTBYIOIIMM KauecTBoM. Bpems, HeoOxoaumoe st
Takoll  TOATOTOBKH, JOJDKHO  OBITb  ONTUMHU3UPOBAHO C  YYETOM
HEOOXOJIMMOCTH CBEJICHHUS K MUHUMYMY BPEMEHH TIepEe]T CTCPUIIU3AIIACH.

8.76. KaxnapIit UK CTEpUIIN3ALINU JTOJI)KEH MOIBEPTaThCA
MOHUTOPUHTY C IPUMEHEHUEM MOAXOJAIINUX OMOJIOrMYECKUX WHIUKATOPOB,
UCIIOJIB3YSI COOTBETCTBYIOIIIEE KOJINYECTBO TECTOBBIX CJIMHHIIL,
pacrpesieJIeHHbIX MO0 3arpy3ke B TOYKaX, OMPEJEICHHBIX MPHU BaduJallUd B
Ka4yeCTBE TOYEK HAUXYIIIErO Claydasi.

8.77. Kputnueckue mapaMeTpsl pouecca, KOTOPbIE YUYUTBIBAKOTCA MPU
BAJIMAAIIUM MPOIECCa CTEPUIU3AIUM U PYTUHHOM MOHUTOPUHTE, BKIIFOYAIOT B

celst ciacayrmee, HO HEC OI'PaHNYUBAIOTCS JIMIIb 3TUM



76

1. KoHueHTpauuio okcuaa 3TUIeHa

1. JlaBneHue

11i. KonndecTBo UCHoab3yemMoro okcuaa 3TUieHa

1v. OTHOCUTENIBHYIO BJIAXKHOCTh

v. Temmneparypy

vi. Bpems skcniozunuu

8.78. Ilocne crepunmsanuu 3arpy3ka JOJDKHA MPOJAYBATHCS BO3YXOM
JUIsL BO3MOXKHOCTH J€COpOLIMM OKCHJAA A3TWUjeHa M (WIKM) €ro MpOJyKTOB
peakiuyu C TOBEPXHOCTEM YMaKOBaHHOI'O MPOAYKTa 0 MpeIBapUTEIHHO
ONpENEIICHHBIX KOHUEHTpanui. Takas mpoayBka (a’panusi) MOXKET
OCYIIECTBIISATHCS BHYTPU KAMEPBI CTEPUIIN3ATOPA U (WIIN) B OTAEIBHOU KaMepe
WM OTJETbHOM TOMEIICHUH JJIsi TpoayBku. daza MNPOAYBKH JTOJKHA
NoJBEpraThCs BaUJAIMKM B paMKax BaJdujalldd BCEro Ipolecca
CTEpUJIU3ALINU C UCTIOJIb30BAHUEM OKUCH 3TUJICHA.

Crepunusyromas (uiubTpanus MOPOAYKTOB, KOTOPhIE HE MOTYT
CTEpWJIN30BaThCS B CBOCH (PMHATHHOM YIIaKOBKE

8.79. Ecnu mpoJlyKT HE MOXKET CTEPUIM30BaThCsl B CBOEH (PUHAIBHOM
YIAKOBKE, PACTBOPHI WJIM JKUAKOCTU CJIEAYET CTEPWIN30BaATh (PUIbTpaIluei
4yepe3 CTePUIIbHBIM (PUIBTP CTEPUIM3YIONIETO Kiacca (C HOMHUHAJIbHBIM
pazMepoM mop He Ooisiee 0,22 MKM, KOTOPBIM MPOILIE] COOTBETCTBYIOIIYIO
BATUJAIMIO C TOATBEPKIACHUEM CIIOCOOHOCTH TIONYYCHHUS! CTEPUIBLHOTO
dbunpTpara), a 3areM HaIOJHATCS B  aCENTUYECKUX YCIOBUSX B
MIPEIBAPUTEIIBHO TTPOCTEPIIM30BAHHBIN KOHTEHHEp. BriOop ncmoibp3yeMoro
bunbTpa MOKEH TapaHTHUPOBATh €ro COBMECTHUMOCTh C TIPOAYKTOM H
COOTBETCTBUE OIMHUCAHUIO B PETUCTPALIMOHHOM J0ChE (OOpATUTECH K MYHKTY
8.135).

8.80. IlpenBaputenbHble (QUIABTPHI, IMOAXOMAIIHE JUIS CHMIKCHUS

ouoHarpy3ku, u (Wiaud) GWIBTPHl CTEPUIM3YIOIIEro Kjiacca MOTYT
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UCIIOJIB30BaTbCs B PsAE€ TOYEK B XOJ€ IpoLecca IIPOU3BOACTBA UL
oOecreueHrs HU3KOW U KOHTPOJIMPYEMOIl OMOHArpy3KH KUJKOCTU IMEpe]] ee
1ojiauell Ha KOHEYHbIN CTEPUIN3YIOMNNA GUIbTpP. B CBS3M ¢ MOTEHIHATIBHBIMU
JOTIOJIHUTEIbHBIMU PUCKAMM TIPOLIECCA CTEPUIIM3YIOIIEH (uUiIbTpauuu B
CpPaBHEHMM C JIPyTMMHU NpOLEccCaMH CTEPUIM3AlMM, B OOILIEl CTpaTeruu
KOHTpPOJISI KOHTAMHMHALIMM CIEAYET PACCMOTPETh BOIPOC HEOOXOAMMOCTHU
JOTIOJHUTEIBHON (QUIbTpallud Yepe3 QUIbTP CTEPHIM3YIOMIETr0 Kjiacca Kak
MOKHO OJIMKE K TOUKE HANlOJHEHHUS.

8.81. BbIOOp KOMIIOHEHTOB ISl CUCTEMBI (DUIIBTPALIUUA U UX B3aUMHOE
COCIMHEHUE M paACHOJIOKEHHE B CUCTEME (QWIbTpalUU, BKJIOYas
npelBapUTENbHbIE (DUIBTPBI, JOJKHBI OCHOBBIBATHCS HA KPUTHUYECKUX
NoKa3aTessIX KauecTBa MPOAYKTa, a TaKKe ObITh 000OCHOBAHbBI U 0(hOPMIIEHBI
NOoKyMeHTainbHO. CucreMa QUIbTpallMM JAOHKHA CBOAUTH K MHUHHUMYMY
(dbopMHUpOBaHKE BOJIOKOH U YacCTHL], OHA HE JJOJKHA CTAHOBUTHCSI PUUMHON U
coco0CcTBOBaTh (POPMHUPOBAHUIO HEMPUEMIIEMBIX KOHLIEHTpAIUil MpuMeceil
Wik 001anaTh XapaKTepUCTUKAMHU, KOTOpbIe KaKUM-TM00 00pa3oM MEHSIOT
KauecTBO M A(PPEKTUBHOCTh  MPOAYKTAa. AHAJIOTMYHBIM  00OpazoM
XapaKTEPUCTUKUA (PUIBTPOB JIOJKHBI OBbITh COBMECTUMBIMU C (UIBTPYEMOU
KUIKOCTBIO U HE WCHBITHIBATH HETAaTUBHOIO BIMAHHUS CO CTOPOHBI
¢unbTpyemMoro npoaykTa. JOJKHBI OLIEHMBATBHCS ACHEKTHl aJCOpPOIUU
KOMIIOHEHTOB MPOJAYKTa M 3KCTparupoBaHHE (BbILIEIAYUBAHUE) U3
KOMITIOHEHTOB (puiibTpa (oOpaTuTech K myHKTY 8.135).

8.82. Cuctema QuibTpaliuu JOJDKHA MPOCKTUPOBATHCS JJISI TOTO,
YTOOBI:

i. oOecneuynBaTh pabOTy B Mpelenax MNPOIUICANINX BaJIHIALUIO
TEXHOJIOTMYECKUX MApaMETPOB;

ii. TOAAEpPKUBATH CTEPUIILHOCTH (UIBTpATa;
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11l. CBOAUTh K MHUHUMYMY KOJMYECTBO AaCENTHYECKUX COCIMHEHUU,
HEOOXOJIUMBIX MEXJIY KOHEYHBIM (UIBTPOM CTEPUIIM3YIOIIETO Kiacca U
(bUHAIBHBIM PO3JIMBOM MPOJYKTA;

1v. MO3BOJISITh MPOBEICHUE MPOIIEAYP OUUCTKH KaK HEOOXOIMMO;

V.TIO3BOJIATh ~ MPOBEICHUE TMPOUEAYyp CTEpUIIM3alMU, BKIHOYAs
CTEPUJIN3ALIMIO HA MECTE KaK YCTaHOBJICHO;

Vi. MO3BOJISITh TPOBEICHUE MPOBEPKH IIEJIOCTHOCTH HA MECTE s
KOHEYHOr0o (puiabTpa CTEPUIM3YIONIETO Kjacca ¢ pazmepoM mop 0,22 MKm
nepea U noclyie GuiabTpalreil Kak yCTaHOBJICHO (MPEANOYTUTEIbHEE, YTOOBI
3Ta NPOBEPKA MPOBOJAMIACH B 3aKPBITOM cUCTEME). METOIUKH [IJI1 TPOBEPKH
I[EJIOCTHOCTA Ha MECT€ JOJKHBI BBIOMPATHCS C IIENbI0 MPEAOTBpAIICHUS
HEraTUBHOTO BIIUSIHUS HA KA4€CTBO MPOJYKTA.

8.83. Crepunuzytoiasi GUIbTPALMS KUJIKOCTEN JTOHKHA MOJIBEPraThCs
BaJIUJIAIIMM B COOTBETCTBUM C JEHUCTBYIOIIMMH TPeOOBaHUSIMU (papMaKoIeu.
Bannnanuss MOXKET MPOBOJIUTHCS C TPYHNIUPOBKON Pa3HBIX JO3UPOBOK HIIH
BapUalMi MPOAYKTa, OAHAKO OHA JIOJDKHA OCYIIECTBISATHCS B YCIOBHSIX
HaUXyAIero ciuydas. ['pynnupoBaHue 10KHO JOTHUECKA 000CHOBBIBATHCS U
0(OPMIISATHCS TOKYMEHTAJIBHO.

8.84. B mpouecce Baimmpanuv, €ciad 3TO BO3MOXKHO, CJIEAYET
UCIIOJIB30BaTh MPOAYKT, KOTOPBIA TMOMICKHUT (UIbTpAIMU, JUISI TPOBEPKHU
CIIOCOOHOCTH (DUIIbTPa CTEPUITU3YIOIIETO Klacca yAepKuBarh oakrtepuu. Eciu
MPOAYKT, MO JIeKAIIUN PUIBTPAILIUU, HE SIBISECTCS MPUTOIHBIM JIJIsl TPOBEPKHU
CIIOCOOHOCTH M0 YJIEP)KUBAHUIO OaKTEpui, HCIOJIB30BaHUE MOAXOSIIETO
MOJIETILHOTO TMPOJYKTa B HUCHBITAHUU JOJDKHO OBITh  0OOCHOBAHO.
[IpOBOKAIIMOHHBIA OPTraHU3M, UCMOJIb3YEMbI B UCIBITAHWHA Ha YJIECpP)KAHUE

OakTepuii, T0HKEH OBITH 00OOCHOBAH.
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8.85. Ilapamerpsl puiabTpali, KOTOPHIE AOHKHBI PACCMAaTPUBATHCS U
OTIPEACIATHCA MPHU BAIMUIAIINH, TODKHBI BKIIIOUATh B Ce0sl ClIEayIOIIee, HO HE
OTPAHUYMBATHCS STUM:

i. CMaumBaromasi  KUJAKOCTb,  HMCHOJb3yeMas  JJIi  MPOBEPKH
IETTOCTHOCTH (PHIIbTpAa;

® J0JDKHA OBITH BHIOpaHa HA OCHOBAHUU PEKOMEHIAINNA POU3BOAUTES
bunpTpa WIM UCXOAS U3 KUIKOCTH, Mojyiexkaied ¢unbrpanuu. JomKHO
ONPENEIAThCA  COOTBETCTBYIOIIEE 3HAUCHUE  MapaMeTpoOB  MPOBEPKHU
LEJIOCTHOCTH;

® €CJIM CHCTEMa MPOMBIBAETCS UIIU MPOBOJIUTCS IPOBEPKA LIEIOCTHOCTH
Ha MECTE C MMOMOILBIO KUJKOCTH, KOTOpasi OTINYAETCS OT MPOAYKTA, JOKHbI
OpEeINpPUHUMATBCS  COOTBETCTBYIOIIME  JICWCTBUSA, HAIpaBJICHHbIE Ha
NpeI0TBpAIllEHUE KaKOro-Iu00 HexenareapbHoro s(d@exkra Ha KauyecTBO
POJYyKTAa.

ii. YcnoBus nporiecca PriibTpaiuy BKIOYAIOT:

® BpeMs XPaHEHMsI KHJIKOCTU Tepea (puIbTpaluell U ero BIUSHHUE Ha
OMOHArpy3Ky;

® IpEABApUTEIBHYI0 TOJATOTOBKY (UIBTpa C  HMCIHOJIb30BaHUEM
KHUJIKOCTH MPU HEOOXOJUMOCTH;

e MakcUMaJlbHOE Bpemsi GuiubTpanuu (oOiiee BpeMs, B TeUeHHUE
KOTOPOTO (PMIBTP KOHTAKTUPYET C KUIKOCTHIO);

e MaKCHUMaJIbHOE pabouee JaBJICHHCE;

® CKOpOCTb MOTOKA;

® MaKCHMAaJIbHBI 00beM (PrIbTpanum;

® TEMIIEpPATypy;
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e BpeMs, HeoOxoaumMoe it (UIbTpAllMM HW3BECTHOTO 00beMa
HepachaCOBaHHOTO pacTBOpa, M Tepenaja JaBlICHUs, HCIOJIb3yEeMbId Ha
bunpTpe.

8.86. JlomKHBI OBITH peATM30BaHBI MEPOIIPUSATHSI PYyTHHHOT'O KOHTPOJIS
npolecca, HamlpaBleHHbIE Ha oOecrnedyeHne COOJIOJICHUST MPOLIEAIINX
BaJUJALMI0 MapaMeTpoB  (uiabTpauuu. Pe3ynpTaTbl B OTHOLUEHUHU
KPUTUYECKHUX MapaMeTpoB Mpoliecca JOJKHBI BKIIIOUATHCS B I0ChE Ha CEPHIO,
BKJIIOYass B ce0s cienyioliee, HO HE OrPaHUYMBASACH JIMIIb ATUM:
MUHUMAJIBHOE BpEMs, MOTpauye€HHOE Ha (UIBTPAIMI0 M3BECTHOTO OO0BEeMa
Hepac(acoBaHHOTO pacTBOpa, M mepenaj JaBiieHUss Ha ¢Guiabtpe. JIroObIe
CYILLIECTBEHHbIE OTJIUYMUS OT KPUTHUYECKHUX IapaMeTpoB, HaOIIOAaeMble B
polecce MPOU3BOJICTBA, JOJIKHBI PETUCTPUPOBATHCS U PACCIIEI0BATHCS.

8.87. LlemocTHOCTh MPOCTEPUIU30BAHHOTO (UIbTpa B cOOpe JOJIKHA
IIPOBEPSTHCS MMOCPEACTBOM MPOBEPKU LIEJOCTHOCTH IE€PE] UCIOIB30BAHUEM
(McbITaHKE Ha OINPEAEIIEHHE UEI0CTHOCTU (PUIIbTPA MOCIIE €r0 CTEPUIIN3AIUN
u nepen ucnonb3zoBanueMm uinu PUPSIT). [Ins oOHapykeHHs] MOBpPEKICHUS
WIM HapylEHUs IEJIOCTHOCTH, OOYCIIOBJICHHOW MPOLECCOM MOATOTOBKHU
dbunpTpa mnepen wucHoib3oBaHUEM. DWIBTPp CTEPHIM3YIOMIETO Kiacca,
UCIIOJB3YEMbI U1 CTEPUIM3ALMU  KUAKOCTHU, JOJDKEH MOABEpPraThCs
IPOBEPKE IEJIOCTHOCTU HEPA3PYILIAIOIIUM METOJIOM MOCIIE UCTIOJb30BaHUs 0
u3BieueHust puibTpa U3 ero kopmyca. Ilpoiiecc mpoBepkH LETOCTHOCTU
JOJDKEH OBITh BaTUIUPOBAH, a Pe3yJIbTaThl TPOBEPKHU JOJDKHBI OBITH CBSI3aHBI
CO CIOCOOHOCTBIO (PUIIBTPa YEPKUBATh MUKPOOPTAHU3MbI, OIIPEICTICHHON B
nporecce Banuaanuu. [IpuMepsl UCNONb3yEeMbIX HMCIBITAHUN BKIIOYAIOT B
ceOsi TPOBEPKYy METOJaMHM TOYKa My3bIpbKa, AU(PEGY3MOHHOTO MOTOKA,
UCIIBITAHKE HA NMPOHUKHOBEHHUE BOJIbI WJIM HCIBITAHUE METOJIOM YIEpKAHUS
nasienus. lIpu3Haercs, 4To mpoBepKa EJIOCTHOCTH MEPE]l UCIOJIb30BAHUEM

nocie crepunuzauuu (PUPSIT) He Bcernma sBisieTcsl BO3MOKHOM IOCIIE
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CTEpWIM3AIlMd B CUJIy TEXHOJOTMYECKUX OTpaHWyYeHUM (Hampumep,
bunpTpanys KpailHe MajblX 00BEMOB pacTBOpa). B Takux ciydasx MOXKET
UCIIOJB30BaThCSl  AJIBTEPHATUBHBIA MMOJXO0J TMPU YCIOBUU MPOBEICHUS
TUIATEJIbHOM OLEHKH PUCKOB M JOCTH)KEHHS COOTBETCTBHUSL IOCPEICTBOM
peanu3ainuyd COOTBETCTBYIOIIMX MEPONPUATUNA KOHTPOJS JJISI CHUKEHHS
CTETNIEHU PHUCKA, CBSI3aHHOTO C HEIEJOCTHOCTHIO (UIIBTPYIONIEH cucTembl. B
Ipolecce OLEHKH PHUCKOB HEOOXOJUMO YYHUTHIBaTh CIIEIYyIOLEe, HO HE
OTPaHUYUBATHCS JIUIIb ITUM:

1. TIyOOKHMe 3HaHUs TMpollecca CTepWIM3aluu (PuiabTpanuer U ero
KOHTPOJIb sl 00ECTICYCHHSI TOTO, YTO BO3MOKHOCTh TOBPEXKICHUS (PHIIbTpa
CBEJICHA K MUHUMYMY;

11. TITyOOKHME 3HaHUS LIENU TOCTaBOK U €€ KOHTPOJIb, BKIIOYAS:

® KOHTPAKTHBIE MOIIIHOCTH JJIsI HPOBEACHUS CTEPUIIU3ALINH;

® YCTAaHOBJICHHBIE MEXaHU3Mbl TPAHCTIOPTUPOBKHU;

® YIIAKOBKY MPOCTEPWIM30BAHHOIO (UIbTpa I MNPETOTBpAICHUS
NOBPEXACHUS PUIbTPa B MPOLIECCE €r0 TPAHCIIOPTUPOBKU U XPAHEHHUS.

iii. ['myOoxue 3HaHMS TIpoliecca, HampuMep:

e cnenudurKa IpoyKTa, BKIOUYas HArpy3Ky 4acTUIIAMHU, a TAKXKe JIF00oe
HaJM4YM€ PHUCKOB BIIMSIHUS HA YCTAHOBJIEHHBIE MOKa3aTeNIM LEIOCTHOCTU
¢bunpTpa TaKUX Kak, BO3MOXKHOCTb WM3MEHEHHUS IOKa3aTeseil IEeJIOCTHOCTH
bunpTpa U, cleaoBaTEIbHO, MPEMATCTBOBAHNE BO3MOXKHOCTH OOHApPYKEHUS
HELEJIOCTHOrO0 (UIbTpa B X0Ji€ MPOBEPKU LEIOCTHOCTH (PUIBTPA MOCIE €ro
UCIOJIb30BaHUS;

e DTambl IpenBapuTenbHON (ribTpanuu U 00paboTku m0 (uiIbTpa
CTEpWIM3YIOIIETO KJacca, KOTOpble OyIyT yAalsITh HArpy3Ky 4yacTULAMU U

OUMINATH MPOJYKT MEPE €ro CTEPUIU3YIONIEH DHIbTpaIue.
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8.88. LIeTOCTHOCTh KPUTHUYECKUX [IBIXaTEIbHBIX H CTEPUIIU3YIOLIUX
ra3oBblx (QUIHTPOB (KOTOphIE HAMPSIMYIO CBSI3aHbl CO CTEPUIHLHOCTHIO
NpOAYKTa)  JIOJDKHA  MPOBEPSTHCS  MOCPEJACTBOM  MPOBEPKU  MOCIIE
UCIOJB30BaHUs, NOpU ATOM (UIBTP OCTAaeTCSl YCTAaHOBJCHHBIM B
(GUIBTPAIIMOHHON YCTaHOBKE WIIH (DUIIBTPOEpKATENE.

8.89. LlenocTHOCTh HEKPUTHUECKUX AbIXaTEIbHBIX U Fa30BbIX (DUIBTPOB
JOJDKHA TOJTBEPXKAATBCA W PETUCTPUPOBATHCS € COOTBETCTBYIOINICH
NEepUOAUYHOCThI0. Eciaum razoBeie (QUIBTPHI HUCHONB3YIOTCS B TEUCHHE
JUTUTEIbHBIX TIEPUOJOB BPEMEHHU, IPOBEPKY HX IEJIOCTHOCTH CJEAYET
MPOBOAWUTh NPM yCTAHOBKE H  Mepel  3aMeHOoW. MakcuMaiibHas
MPOJIOJDKUTENILHOCTh  MCTOJB30BaHUSl  JOJDKHA OBITH  ONpenesiecHa U
MOJBEpPraThCsi MOHUTOPUHTY HA OCHOBAaHMM pHUCKa (Hampumep, NpHU
PAcCCMOTPEHUHM BONpPOCAa MAKCUMAJIbHO JOMYCTUMOIO KOJIMYECTBA IIUKJIOB
UCIIOJB30BaHUSI, @ TaKXe Pa3pelIeHHOr0 KOJMYECTBA IIMKJIOB TEIUIOBOM
00paboTKu (CTepUIn3aIii) HACKOIBKO TPUMEHNMO).

8.90. Ilpu bunpTpanun rasos, HEO0OXO0IUMO n30erarp
HEMPETHAMEPEHHOTO  YBIAXHEHHUS WJIM CMayuBaHus (QuibTpa WIH
buIbTpyIOIIEro 000pyI0BaHMUS.

8.91. Ecnu npoiiecc crepuin3yronieil GuibTpaivi ObLT BaIUIUPOBAH B
CUCTEME, COCTOSIICH M3 HECKOIBKUX (PUIHTPOB M MO3BOJSIONMICH JTOCTUTATh
CTEPUWIBHOCTU JUIsl OMNPENEICHHOM JKHAKOCTH, TO TOrJa Takas CHCTEMa
bunbTpalvu 10KHA PAaCCMaTPUBATHCS B KAYECTBE €IMHOTO (PUIIBTPYIOLIETO
y3J1a, ¥ BC€ (PUIIBTPBI, HAXOISIIUECS B CUCTEME, JOJDKHBI YCTIEIITHO MPOXOIUTh
MIPOBEPKY UX 1IEIOCTHOCTHU MOCIIE UCTIOIB30BAHUS.

8.92. Ilpy uCMONB30BaHUM TMOBTOPSIONMICHCS (PUIBTPAIIMN B CHUCTEME
(korga WMeeTcs BTOPOW pe3epBHBIN (UIBTP, BBICTYMAIONIMNA B KadyeCTBE
TyOJIMPYIONIEr0, HO MPOUECC CTEPUIM3ALMU BaJUJUPOBAH TOJBKO C

UCIIOJIL30BAaHUEM OJIHOTO (puibTpa) JOJ/DKHA MPOBOJUTHCS IPOBEpPKaA
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LEJIOCTHOCTHU MEPBOT0 CTEPUIIUIYIONIET0 PUIIbTPa MOCIE €r0 UCMOIb30BAHNUS,
U €CIIh TOATBEPKIEHO, YTO OH SBISETCS IEJIOCTHBIM, OTCYTCTBYET
HEOOXOAMMOCTh TPOBEAEHUS MPOBEPKU LEIOCTHOCTH JIyOJIHUPYIOLIETO
(pe3epBHOr0) (QuiabTpa mocie ucnoib3oBanus. OpHako, B ciydae
HEYJOBJIETBOPUTEIBHOTO pe3yJibTaTa MPOBEPKU IEJIOCTHOCTU IEPBOTO
dbunpTpa MOCIE HUCMOJIB30BAHUS  HEOOXOJMMO TPOBECTH  MPOBEPKY
LEJTOCTHOCTU pe3epBHOro (AyOnupytoiiero) (uibTpa B COBOKYIHOCTU C
MPOBEJICHUEM PACCIICIOBAHUS U OIICHKU PUCKOB JUISl ONPEICTCHUS] TPUUUHBI
HEYJIOBJIECTBOPUTEILHOIO pe3yJibTaTa MPOBEPKU IEIOCTHOCTH B OTHOILICHUU
nepBoro GuibTpa.

8.93. [Ipo6st Ha  OWOHArpy3Ky  JOJDKHBI ~ OTOMparbcs U3
Hepac(haCOBaHHOTO TPOJAYKTa M HEMOCPEACTBEHHO Tniepen (UHAIbHON
crepuiusyronieil guibTpanuein. B ciyuae ucnonb3oBaHus AyOaupyrolien
bunpTpyrome cuctemMsl npoda N0HKHA OTOMpaThCs A0 MEPBOro (PuiibTpa.
Cucrtemsl 7151 0TOOpa MPOO AOHKHBI OBITH CIIPOSKTUPOBAHBI TAKUM 00pa3oM,
9TOOBI HE CTaTh ICTOYHUKOM KOHTAMUHAIIUH.

8.94. OWIbTPHl CTEPUIU3YIOLIETO Kjacca ISl YKUAKOCTEH JIOJIKHBI
YTUIU3UPOBATHCS TTOCIIE MPOBEICHUS 00Pa0O0TKU OTHOM CEPUU, OJIUH U TOT JKE
GuUIbTp HE AOJKEH MCHOJB30BaThCs OOJiee OJHOTO padoyvero IHsS, Kpome
CJIy4aeB, KOT/ia TAaKOE MCIOJIb30BaHUE OBbLIO BATHANPOBAHO.

8.95. Ecnu B cTpaTeruu KOHTPOJISI KOHTAMUHALIMU COOTBETCTBYIOIINM
0o0pa3oM O0OCHOBAHO MPOU3BOJICTBO KaMITAHUSIMU, U TaKOE MPOU3BOJICTBO
MPOILJIO BAJIMJIALINIO, MOJIb30BATENb (PUIBTPA IOTKEH:

i. OIICHUTh W JOKYMEHTaJbHO O(OPMUTH PHUCKH, CBS3aHHBIC C
MPOJIOJDKUTEIIFHOCTRIO  WCIIONB30BaHWs — (QuibTpa s mporecca
CTEPUIN3YIONICH (DUIBTPAIIMH OTIPEACICHHOMN )XKUIKOCTH,

il.IpoBeCTH M JOKYMEHTAIbHO  odopmMuTh  3hPeKTHUBHBIC

BaJIMAAIIMOHHBIE U KBaJII/I(i)I/IKaHI/IOHHBIe HUCIIBITaAHUA I JOKa3aTCJIbCTBaA
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TOTO, YTO MPOJOKUTENIBHOCTh HCIOJIB30BaHUS (UIbTpa AJIA YKa3aHHOIO
npolecca CTepUIN3YIoled GUIbTpaluy U Uil ONPEAEICHHON KUJIKOCTH HE
CTaBUT N0J yIrpo3y 3(Q(PEeKTUBHOCTh KOHEUHOI'O (PHIIbTpA CTEPHIIU3YIOLIETO
KJIacca WM KauyeCTBO (pUIIbTPATa;

iii. opOpMHUTH JOKYMEHTAJIPHO MaKCUMAJbHYI BaJIMJIHPOBAHHYIO
POJIOJKUTENHOCTh MCIOJBb30BaHUsl (PUIIBTPA M OCYILIECTBISATh KOHTPOJIb,
00€CleUnBaONIMi ~ HEUCNOIb30BaHUE  (UIBTPOB  MOCIE  UCTECYEHUS
BAJIUJIUPOBAHHOTO MAaKCUMAaJbHOIO Iepuojia BpeMeHU. JIOJIKHBI BECTHUCH
3aUCH T10 MTPOBEICHHUIO TAKOTO KOHTPOJIS.

1v. BHEIPUTh MEPOMPHUATUS KOHTPOJISI i OOECHEYeHHs TOro, YTO
GUIBTPHI, 3arPSI3HEHHBIE OCTATKAMU YKUJKOCTHU WJIM MOIOIIETO CPEICTBa WU
MpPU3HAHHBIE HEMPUTOJHBIMU MO KaKOW-TMOO WHOM MPUYMHE B KayecTBE
ne(EeKTHBIX, U3BIMAIOTCS U3 UCTI0JIb30BAHUSI.

dopMoBaHue-HanoaHeHue-3ananBanue (FFS)

8.96. YcioBust I MAalllMH,  OCYIIECTBISIIOIIMX  TEXHOJIOTHIO
dbopMoOBaHUs — HATIOJHEHUSI — 3allaMBAHUE W UCIIOIB3YEMBIX JJISI IPOTYKTOB,
MOJBEPraromuxcsi (PUHUIIHONW CTEPUIN3AINKU, JODKHBI COOTBETCTBOBATH
TpeOOBaHUSAM B OTHOIIEHUU MPOU3BOJICTBEHHON CpEJbl, NMPECTABICHHBIM B
nyHktax 8.3 u 8.4 Hacrogmero npwioxenusa. Yciousa s FFS mamun,
UCIIOJB3YEMBbIX B aCENTUYECKHX Mpoleccax, AOJIKHBI COOTBETCTBOBATH
TpeOOBaHUSIM B OTHOIIIEHWU TPOU3BOJACTBEHHOMN CpEbl, MPEACTABICHHBIM B
nyHKTe 8.10 HacTOAIEr0 MPUIOKEHUS.

8.97. KontamMuHaisi ymakoBOYHBIX IIJICHOK, HCIIOJb3yeMbIX B
nporiecce FFS, nomxHa ObITh CBeleHAa K MHHUMYMY IOCPEICTBOM
COOTBETCTBYIOIIUX MEPOMPHUATHII KOHTPOJSL B MPOIECCE H3TOTOBJICHUS
KOMIIOHEHTOB, MX IOCTaBKM WU OOpaileHusi ¢ HUMHU. M3-3a KpUTUUHOCTH
YIOAaKOBOYHBIX  IUIGHOK  JOJOKHBI ~ OBITh  BHEAPEHBI  MPOIEAYPHI,

rapaHTUPYOMUEC, 4TO IMOCTABJICHHBIC IIJICHKH COOTBCTCTBYIOT OIIPCACIICHHBIM
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cnenudukanyaM u 00JaJal0T COOTBETCTBYIOUIUM Kaue€CTBOM, BKIHOYAs
TOJIILIMHY W MPOYHOCTh MaTepuajia, KOHTAMUHALMIO MUKPOOpPTraHW3MaMu U
YacTUI[AMH, LEJIOCTHOCTh U rpaduyeckoe opopMIeHUE, €Clu MPUMEHHMO.
YacTtorta oTOOpa mnpoO, OuoHarpy3ka u, TJ€ HIPUMEHUMO, YpPOBEHb
HAOTOKCUHOB (ITMPOTEHOB) JIJIsl YIIAKOBOYHBIX IJIEHOK M CBSI3aHHBIX C HUMU
KOMIIOHEHTOB JOJDKHBI OBITh OMpENENCHbl U IOJBEpPraThCsi KOHTPOJIO B
pamkax ®CK u yuyuThIBaThCS B CTPATErHH KOHTPOJISI KOHTAMUHAIUH.

8.98. Ocoboe BHUMaHUE HEOOXOIUMO YIEIATh MIOHUMAHUIO U OLIEHKE
(GYHKIIMOHUPOBAaHUST O0OpPYJOBAaHUSI, BKJIFOYAs €r0 HACTPOMKY, MPOLECCHI
HAIOJIHEH U, 3alTlauBaHMsI U HApPE3KHU JIJIsl 00ecTieueHus TOT0, YTO KPUTUYECKUE
napaMeTpsl Mpolecca ABJIAIOTCS MOHATHBIMY, MPOILIN BaIUIALUIO, & TAaKXKe
COOTBETCTBYIOIIMM 00pa30M KOHTPOJIHMPYIOTCS U MOHUTOPUPYIOTCS.

8.99. JlioObie ra3pl, KOHTAKTUPYIOLIKE C IPOJYKTOM, TO €CTh T€ ra3bl,
KOTOpPbIE€ MCIOJIB3YIOTCS JJI HAAyBaHUS KOHTEUHEpA WM Uil HaKpPhIBAaHUS
IPOJYKTa, JOKHBI COOTBETCTBYIOIIUM 00pa3oM (UIbTPOBATHCSA KAaK MOKHO
Ommke K Touke ToTpedieHus. KayecTBO UCHONB3yeMbIX Ta30B U
3 PEeKTUBHOCTh CcUCTEM (QUIbTpPAllUM Ta30B JOJDKHBI  IMOJBEPraThCs
MEPUOJNYECKON MPOBEPKE B COOTBETCTBUM C MyHKTaMH 6.18 m 6.19.

8.100. MepornpuaTisi  KOHTPOJIA, ONpEAEIICHHbIE B  MPOILECCE
kBanupukauun  FFS, nommKHBI COOTBETCTBOBAaTH CTPAaTErMM KOHTPOJIS
KOHTaMUHAIMU. ACHEKThl, TPEOYyIOIIME PAaCCMOTPEHUs, BKIIOYAIOT B ce0s
clieqlyIollee, HO He OrPAaHUYMBAIOTCS JIMIIb ATUM:

1. ompeneseHre IPaHUI] KPUTUUECKON 30HBI;

il. KOHTPOJb M MOHUTOPUHT Cpeibl, KaK MaIlIWHbI, TaKk U (POHOBOMA
Cpellbl, B KOTOPOM OHA pa3MEIICHA;

iii. TpeOOBaHUS K OJICXKE TIEPCOHANA;

iv. MPOBEPKY LEJIOCTHOCTH JUHUN HAMOJHEHUS MPOAYKTa U CUCTEM

bunpTpaluu (B yCTaHOBIEHHOM MOPSIIKE);
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V. JUINTENBHOCTH HAIOJHEHHS CEPUU WUJIU KaMITaHWH;

Vi. KOHTPOJIb YIIAaKOBOYHBIX IJICHOK, BKJIFOYAs JIFOObIE TPEOOBAHUSI 110
JEKOHTaMHUHALIMY WIH CTEPUIN3ALINY TJIEHKU;

Vil.OYMCTKY Ha MECTE U CTEPUJIM3ALIMIO0 Ha MEeCTe Il 000pyAOBaHuS,
rJ1€ NPUMEHUMO;

Viil. 9KCIUTyaTallui0 MalliH, KX HACTPOWKHU U YIIPaBJICHUE aBapUUHBIMU
CUTHAJIaMH (B YCTaHOBJIEHHOM MOPSIZIKE).

8.101. Kputnueckue mnapamerpsl mnpouecca FFS 1omkHBI  OBITH
OTPEJICJICHBI B MPOliecce KBATU(PUKAIMA 000PYIOBAHUS U JOJIKHBI BKJIIOYATh
B ce0s creayroliee, HO He OTPaHUYMBASICh JIUIIb 3TUM:

1. YCTaHOBOYHBIE HapameTpbl s IOJYYEHHUsS OJHOPOJIHBIX IIO
pa3Mepy M Hape3Ke YMAKOBOK B COOTBETCTBHM C MPOIICAIIMMH BaJUAAIUIO
napameTpamu;

il. YCTaHOBOYHBIE MapaMeTpbl, NOAJEpPKAHUE U  MOHUTOPUHT
IPOLIEIIINX BaJIUJALUIO TEeMIIEpaTyp dbopmoBaHus (BKIIrOUAs
IpEeIBAPUTENBHBIN HATPEB U OXJIAXKICHHE ), TPOIOJKUTEIBHOCTD OPMOBAHUS
U JaBJeHue Ipu GOPMOBAHUM (B YCTAHOBJIEHHOM MOPSIZIKE);

11l. yCTAHOBOYHBIE ~ TTApaMETPbl, MOJAEPNKAHUE UM  MOHUTOPUHT
OpOLICAIINX  BaJIWJALUMIO  TEMIEeparyp  3alauBaHUs, OJHOPOJHOCTH
TEMIIepaTyphl 3allavBaHUs Ha BCEU IIJIOIIAIN 3aMIalKH, POAOJKUTEIBHOCTD U
JABJICHUE IIPU 3allanBaHUM (B YCTAHOBJICHHOM MOPSAKE);

1v. TeMrneparypy Npou3BOJICTBEHHOU Cpe/ibl U MPOAYKTA;

V. TOCEpUUHBIA KOHTPOJb MPOYHOCTH M OJHOPOJHOCTH 3amaiku
YIaKOBOK;

Vi. YCTaHOBOYHBIE MapaMeTpbl sl MOJYyYEHHS] KOPPEKTHBIX 00BEMOB

HaIOJIHEHUSI, CKOPOCTEM U OJHOPOAHOCTH;
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Vii.yCTaHOBOYHBIE TTapaMETPhI 110 HAHECEHHUIO JTFO00H JOTOJTHUTEILHON
neyatd (KOAUPOBAHUE CEPUIl), TUCHEHUIO WM BBIJIABIUBAHUIO IS
o0ecrieyeHus: OTCYTCTBUS YIPO3bI JIJIs1 IEJIOCTHOCTH €IMHUIIBI TPOIYKTA;

viil.  METOJIbl U TApaMETPHI JIJIs KOHTPOJIS LIEIOCTHOCTU HAITOJTHEHHBIX
KOHTEUHEPOB (CMOTPUTE MYHKT 8.22).

8.102. B mpouecce  mOpou3BOJACTBA  JOJDKHBI  MCIIOJB30BATHCS
COOTBETCTBYIOIIUE MPOLIEAYPHI JIJIsi IPOBEPKU, MOHUTOPUHTA U PETUCTPALUU
KpUTHUYECKUX mapaMmeTpoB npoiiecca FFS u skcruyaraium o6opyioBanus.

8.103. Pabouue mnpouenypsl AOJKHBI OINUCHIBaTh, KakKUM 0Opa3oM
OOHapYy>XMBAIOTCSI U YCTPAHSIOTCA MPOOIEMBI, CBs3aHHBIE ¢ (POPMOBAHUEM U
3amamBaHuEM. 3a0paKOBaHHBIC CIWMHHUIIBI WM TIPOOJIEMBI, CBS3aHHBIC C
3anauBaHUEM, JIOJDKHBI PETUCTPUPOBATHCS U TTOABEPraThCs pacciieIOBaAHUIO.

8.104. CooTBeTCTBYIOIIKME MPOUEAYPhl TEXHHUUYECKOTO OOCITYKUBAHUS
JIOJKHBI OTNPEJIENAThCS Ha OCHOBAaHUU PUCKA U BKIJIIOYATH B c€0sl TUIaHBI 11O
TEXHUYECKOMY OOCTY)XMBAaHMIO M TIPOBEPKaM B OTHOIICHUHW OCHACTKH,
SIBJISIOMICCS KpUTUYHON T 3 (PEKTUBHOTO 3amanBaHUs €IWHHMI] TPOIYKTA.
JIroOble 0OHapyKeHHBIE MPOOJEMBI, YKa3bIBAIOIIME HA MOTEHIUAIbHBIC
OMaceHusi B OTHOIICHUU KauecTBa MPOJYKTa, JOJDKHBI PETUCTPUPOBATHCS U
MOJIBEPraThCsl pacciieIOBaHUIO.

BrinyBanue — HanosnHeHue — 3anauBanue (BFS)

8.105. O6GopynoBaHnue M BBIAYBaHUS — HANOJHCHUS — 3allaMBaHUS
(BES), ucnons3yemoe B mpOU3BOJICTBE MPOIYKTOB, MOJICKAINUX (PUHUIITHOM
CTEepWIM3allMK, JOJDKHO  YCTaHABIWMBAThCA 1O  KpaHeW wMepe B
MMPOU3BOACTBEHHOU cpejie kinacca D. YCIIoBUs B TOUKE HAIIOJIHEHUS TOJIKHBI
COOTBETCTBOBaTh TPEOOBAaHUSIM B OTHOIICHUW IMPOU3BOJCTBEHHON CpEIbl,
MPEJICTABICHHBIM B MyHKTax 8.3 u 8.4.

8.106. Texnonorusa BFS, ucnonszyemasi B aceNTUYECKUX MpoIleccax:
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i. 111 00OpyAOBaHUS C BO3BPATHO-IMOCTYMATEIbHBIM JIBUKCHUEM,
UCIIOJB3YEMOTO ISl aCENTHUYECKOTO HAIOJHEHMS, 3aroTOBKa SIBJISIETCS
OTKPBITOM K BO3JAEHUCTBUIO CO CTOPOHBI IIPOU3BOJICTBEHHOW CPEBI, U ITIOITOMY
30HBI, B KOTOPBIX OCYIIECTBIISIIOTCS KCTPY3Usl, POPMOBAHUE BbIIyBaHUEM U
3anauBaHUE, JOJLKHBI COOTBETCTBOBATh YCIOBUSM Kilacca A Ha KPUTHYECKUX
yuactkax. Cpega, B KOTOpPOW OCYILIECTBIISIETCS HANOJHEHUE, JOJLKHA
NPOEKTUPOBAThCA W MOJJACPXKHUBATbCA  TakuM  oOpa3oM,  UTOOBI
COOTBETCTBOBATh YCJIOBHUAM Kjlacca A 1Mo mpeaenam il )KU3HECIIOCOOHBIX
YacTUIl U OOIIEro COJepKaHWsS 4YacTUI] KaK B OCHAIlCHHOM, Tak U B
AKCIUTYaTHPYEMOM COCTOSIHUU;

ii. @t oOopymoBaHUS POTOPHOTO THIMA, MCIOIB3YEMOTO  JUIs
aCeNTUYECKOI0 HAIOJHEHMS, 3aroToBKa, KaKk MpaBUJIO, 3aKpbiTa s
BO3JICUCTBUSI CO CTOPOHBI MPOM3BOICTBEHHOM CpeIbl cpa3y K€ IMocie ee
dbopMoOBaHMs, cpela  HANOJHEHHUS  BHYTPU  3aroTOBKM  JIOJDKHA
NPOCKTUPOBATBCA M TOAJNEPKUBATHCS  TaKUM  00pa3oM,  4YTOOBI
COOTBETCTBOBATh YCIOBUSIM Kjacca A MO mpenenam Uil KM3HECITOCOOHBIX
YacTUIl WU OOIIEro cojepKaHWs 4YacTHUI[ KaK B OCHAIlEHHOM, TakK U B
AKCIUTYaTUPYEMOM COCTOSIHUU;

iii. 00Opy0BaHUE JOJDKHO YCTAaHABIMBAThCSA, MO MEHBIIEH Mepe, B
cpene kmacca C mpu yCIOBUHM HCIOJIB30BAHUS OJCKIBI AN KiaccoB A/B.
MukpoOHOIOTHYECKU MOHHUTOPUHT OIEPATOPOB, HOCAIIUX OACKIY IS
kiaccoB A/B B 30He kiacca C, JOJDKEH MPOBOAUTHCS B COOTBETCTBUU C
MPUHIMIIAMU YTPABICHUS PUCKAMH, a UCIOJb3yEeMbI€ TMpeeiabl U 4acToTa
OCYILIECTBJICHUS ~ MOHUTOPUHTA  JOJDKHBl  YUYWUTHIBaTh  OIEpaluH,
OCYILIECTBIISIEMbIE TAKUMH OTIEPATOPAMH.

8.107. M13-3a 0O6pa3oBaHUs HaCTHII B PE3yIbTaTE IKCTPY3UH IMOJTUMEPA U
PE3KU IIPU BBIMOJHEHUU OIEpalltii, a TAKXKE B CHIIYy OTPAaHUUYECHHOTO pa3mepa

KPpUTUYCCKUX 30H IJIA HAIIOJHCHHUS Ha O60pY)IOBaHI/II/I BFS ne OXNnaacTCA
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OCYIIECTBJIEHUE MOHUTOPUHTA OOIIEro COAEp>KaHUsI YaCTHUI[ B MPOLECCE
sKcIutyatanuu obopynoBanuss BFS. OnHako, B Haau4uu JOJDKHBI OBITH
JaHHBIC ISl JEMOHCTPAIIMKM TOTO, YTO JIU3aliH 000pYI0BaHUSI 00OECIIEUnBAECT
COOTBETCTBUE KPUTHUYECKHX 30H CpE€Ibl, B KOTOPOW OCYIIECTBIISIETCS
HAIlOJIHEHHE, YCIOBUSM Kilacca A B 3KCIUTyaTUPYEMOM COCTOSTHUH.

8.108. MOHUTOPUHT MPOU3BOJACTBEHHOM CPeAbl MO JKHU3HECTIOCOOHBIM
yactuiaMm st nporeccoB BFS nomkeH ObITh pUCK-OPUEHTUPOBAHHBIM U
pa3paboTaH B COOTBETCTBHHM C pa3feioM 9 HaACTOSIIEro MpUIOKEHHUS.
MOHUTOPUHT JKU3HECHOCOOHBIX YACTHUI[ B JKCILUIyaTUPYEMOM COCTOSTHUM
JOJKEH OCYIIECTBIATHCS B TEUEHHUE BCEM MPOJOJKUTEIBHOCTH KPUTUUECKOTO
nporecca (Bkiovasi cOopky oOopynoBanus). [ns oOGopynoBanus BFS
POTOPHOTO THUIA TMPU3HACTCS, YTO MOHUTOPUHI KPUTHUYECKOW 30HBI
HAIOJHEHUS MOKET OBITh HEOCYIIIECTBUMBIM.

8.109. IIporpamma KOHTpOJS W MOHMTOPHMHIA IPOU3BOACTBEHHON
Cpeabl JOJKHA YUYWUTHIBaTh JBUKYIIUECS YACTH W KOMIUIEKCHBIE IYTH
JBH>KEHUSI BO3YIIHBIX MOTOKOB, F€HEpUpyeMbIX B Xxoje npouecca BES, a
TaKXe BJIMSTHUE BBICOKOTO TEILJIOBBIACICHUS Mpoliecca (Hampumep, IpoBojIs
HCCIICIOBAHUSI C BU3yaJIM3allM€l BO3AYIIHBIX NOTOKOB © (WJIM) WHBIC
aHaJOTUYHbIC uccaenoBanus). [IporpamMMbl MOHUTOPHHIA CpEIbl TaKXKe
JOJDKHBI  YYUTBHIBATh Takue (PaKTOpPhl, KaK KOHQPUTypalus BO3MYITHBIX
(GUIBTPOB, IEIOCTHOCTh BO3AYIIHBIX (UIBTPOB, MEIOCTHOCTh CHCTEM
OXJaxaeHuss (cMoTpuTe MNyHKT 6.21), u3aiiH u  KBaIM(PUKALMIO
000pyI0BaHUS.

8.110. Bo3ayx unu apyrue raspl, KOTOPbIE BCTYIAIOT B KOHTAaKT C
KPUTUYECKHUMHU TOBEPXHOCTSIMA KOHTEMHEpa B TMPOIECCE HSKCTPY3HH,
dbopmoBaHus WM 3amaMBaHus CHOPMUPOBAHHOTO KOHTEHHEpa, OJDKHBI

MOJABEPTaThCsl COOTBETCTBYIOMIeH (uibTpanuu. KadecTBo HCMONIB3yeMOTO
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raza U 3(QPEeKTUBHOCTh CUCTEM (UIBTPALUU Ta3a JODKHBI MOJBEPraThCs
MEPUOJNYECKON POBEPKE B COOTBETCTBUM C MyHKTaMH 6.18 m 6.19.

8.111. KoHTamMmyHanuss MOJMMEPHOrO0 TpaHyjsATa dYacTHULAMHA W
MUKPOOpPraHU3MaMHU JOJIKHA IpeI0TBpaIAThCA OCPEJICTBOM
COOTBETCTBYIONIETO JAM3aiiHa, KOHTPOJS U OOCITYKUBAHUS CUCTEM XpaHEHUs,
otbopa 1mpod U pacupeesICHHs TOJIMMEPHOT0 TPaHyJIsITA.

8.112. CnnocoOHOCTH CHUCTEMBI DKCTPY3UHU rapaHTUpPOBAaTh
COOTBETCTBYIOIIEE OOECNEYEHUE CTEPWIBHOCTU M1 C(HOPMUPOBAHHBIX
KOHTEWHEpPOB J0JHKHA OBbITh MOHSATHA U MOABEPrarbcs Baiujaauuu. Yacrora
orbopa mpoO, OWOHArpy3Ka M, €CIM MPUMEHHMO, YPOBHU JHIOTOKCHHOB
(MUPOTEHOB) B HCXOJAHOM TIOJIMMEpPE [OJDKHBI OBITh OMNpENeNeHbl U
noaBeprarbest KoHTposito B pamkax DCK, a Ttakxke paccmaTpuBarbCs B
CTpaTeruu KOHTPOJIsi KOHTaMUHAIIUY.

8.113. BmemarenbcTBa, TpeOYIOIIME OCTAHOBKH MPOIECcCca HAITOTHEHUS
u (umu) SKCTpy3ud, (OPMOBAHUS M 3aMavBaHUsl W, €CIM HEOOXOIUMO,
MPOBEACHUE TTOBTOPHOW CTEPUIIM3AIIMN MAIIMHBI HAITOJTHEHUS, TOJKHBI OBITH
YeTKO OMNpeJeJieHbl W ONHCaHbl B MPOLIEAYpPEe HANOJHEHMS, a TaKkKe
BKJIFOYAThCSI B MOJEJIMPOBAHUE ACENITUYECKOr0 MPOIIEcCa B YCTAHOBIEHHOM
nopszke (cMm. myHkTsl 9.34, 9.35 1 9.36).

8.114. MeponpusiTusi  KOHTpPOJSi,  OMNPEIEICHHbIE B  Mpolecce
kBamudukanmuu  BFS, 10mKHBI COOTBETCTBOBATh CTpPATErMU  KOHTPOJIS
KOHTaMHMHAIMU. ACHEKTbl, TpeOylolllhe pacCMOTPEHMs, BKIIOYAIOT B ce0s
clielyIollee, HO He OrPaHUYMBAIOTCS JIUIIb ATUM:

1. ompezelieHue rPaHul] KpUTUYECKON 30HBI;

ii. KOHTPOJIb U MOHUTOPHUHT CPEJIbl, KAaK MAIIMHBI, TaK U (POHOBOU CPEJIbI,
B KOTOPOW OHA PAaCMOJIOKEHA;

iii. TpeOOBaHUS K OJICXKE TIEpPCOHANA;
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1v. IPOBEPKY WLEIOCTHOCTH JMHUI HAMOIHEHUH MPOJIYyKTa U CHUCTEM
¢unbpTpaluu (B yCTAaHOBJIEHHOM MOPSIZIKE);

V. JIJIUTENBHOCTh HANIOJHEHUS CEpUN WU KaMIIaHUU;

Vi. KOHTPOJb MOJHMMEPHOrO0 TpaHyJATa, BKIIOYas CHCTEMBI €ro
pacnpeneneHnst U KpUTUYECKUE TEMIIEPATYPbI SKCTPY3UH;

Vii.OUMCTKY Ha MECTE€ M CTEpUIIM3ALMI0 Ha MECTe AJisi 000pyIOBaHus,
rJie IPUMEHHUMO;

Viil. DKCIUTyaTallMi0 MAallMHbI, €€ YCTAaHOBOYHBIE MapaMeTpbl U
yIpaBJIeHUE aBAPUNHBIMU CUTHAIAMHU (B YCTaHOBJIEHHOM MOPSIZIKE).

8.115. Kputnueckue mapametpsl nporecca i BFS nomkHbl OBITH
oTpeJieieHbl B Mmpoliecce KBaauuKauu o00py1I0BaHHsS U BKIIIOYATh B CeOs
clIeIyIollee, HO HE OTPAHUYMBASICh JUIIb 3THM:

1. OUACTKY Ha MECTe€ MU CTepWIM3alusi Ha MECTe ISl IMPOIYyKTOBBIX
TpyOOIIPOBOJIOB U UTJI HAIIOJHEHUS;

il. ycTaHOBOUYHBbIE ~ MapaMeTpbl, MOAJEpP)KaHUE€ U  MOHUTOPHUHT
napaMeTpoB S3KCTPY3UH, BKIIOYas TEMIEPATypy, CKOPOCTh M IapaMeTpbl
COIlIa AKCTpyAepa sl 00ecreueHus TOIIMIMHbI 3aTOTOBKH;

1ll. yCTaHOBOYHBIE NApaMETpbl, MOJICPKAHUE W MOHUTOPUHT
TeMiiepatyp GOpMbl, BKIIFOUAs] CKOPOCTh OXJIAXKIEHHUS, KOT/1a 3TO HE0OXO0AMMO
JUISL CTAOMJIBHOCTH MPOAYKTA;

1v. IOATOTOBKY M CTEPUJIM3ALMI0 BCIIOMOTaTEIbHBIX KOMIIOHEHTOB,
n00aBIsieMbIX B CQOPMUPOBAHHYIO €IMHHUILY, HAlpUMEpP, KPBIIIEK s
(b1aKOHOB;

V. KOHTpOJIb MPOMU3BOJICTBEHHOM Cpebl, OYUCTKY, CTEPUIIM3AIUI0 U
MOHHUTOPUHI KPUTHYECKHX 30H OSKCTPY3UH, Mepefauyd U HaNOJHEHUS B
3aBHCHUMOCTH OT TOTO, YTO PUMEHUMO;

Vi. IOCEpUNHBI  KOHTPOJb  TOJNIIMHBI CTEHOK YIMNAaKOBKM  Ha

KPUTUYCCKUX YHACTKaX KOHTeﬁHepa;
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Vii. yCTaHOBOYHBIE TApaMETPhI JIs1 KOPPEKTHBIX 0ObEMOB HAIOIHEHHUS,
CKOpPOCTEMN U OJTHOPOAHOCTH;

Viil. yCTaHOBOYHBIE napaMeTphl 1o HaHECEHUIO o001
JOTOJHUTEIbHONM  meyaTu  (KOOUPOBAaHWE  CEpHil), THCHEHUIO  WJIU
BBIIABJIMBAHUIO ISl OOECIEYEHUs OTCYTCTBUS Yrpo3bl JUIsl LEJIOCTHOCTH
€IMHULBI IPOAYKTA;

1X. METOJBI U MapaMeTpsl 711 KOHTpoJid nenoctHocTH 100% Beex
HAITOJIHEHHBIX KOHTEUHEPOB (CMOTpHUTE 1. §.22);

X. YCTaHOBOYHBIE MapaMeTpPhl JIJIsl PE3aKOB MM BBIPYOHBIX LITAMIIOB,
UCIIOJIB3YEMBIX JUISl YJAJ€HUs M3JIMIIKAa IUIACTHKA BOKPYT HAITOJIHEHHBIX
eauHuIl (yaajaeHue 0010s).

8.116. B mpomecce mNpoU3BOACTBA  JOJKHBI  MCIOJb30BATHCS
COOTBETCTBYIOIIUE MPOLEAYPHI sl TPOBEPKU, MOHUTOPUHIA U PETUCTPALIMU
KpUTHYECKUX MapameTpoB npouecca BFES u pabotsl 000pynoBanus.

8.117. Paboune mponeaypbl AOJMKHBI ONHUCHIBATH, KaKUM 00Opa3oMm
OOHApYXUBAIOTCA U YCTPAHSAIOTCS MPOOJIEMBbI, CBSI3aHHBIE C BBIIYyBaHUEM,
(GbOpMOBKOM W 3amaviBaHUMEM. 3a0paKOBaHHBIE E€AUMHUIBI WJIM MPOOJIEMBbI C
3armavBaHUEM JOJKHBI PETUCTPUPOBATHLCS U TIOJIBEPraThCs pacciaeOBaHUIO.

8.118. Ecnu npouecc BFS BkitouaeT B cedst 100aBIeHUE KOMIIOHEHTOB
K C(pOpMUPOBAHHBIM KOHTEHHEpHI (Hampumep, KpbIIeK Uit (IaKOHOB C
NapeHTEePAIbHBIM TMPOAYKTOM OOJBIIOr0 00BbEMa), TaKUe KOMIOHEHTHI
JOJIKHBI TOJBEPraThCsi COOTBETCTBYIOIIEH JEKOHTAMUHALIMY U 100aBIISATHCS B
MPOILIECC C UCTOIb30BAHUEM YHCTOT0, KOHTPOIUPYEMOTO Ipoliecca.

1. Jlns acenTUYecKHX MPOLIECCOB A00aBIEHUE KOMIIOHEHTOB JOJKHO
OCYIIECTBIIATBCA B YCIOBHUSAX Kiacca A Juisi oOecreyeHus: CTepUIbHOCTU
KPUTHYECKUX OBEPXHOCTEM, UCIIONb3YS IpeABapPUTEIBHO

IMPOCTCPUIIN30BAHHBIC KOMIIOHCHTBI.
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ii. Jlns mOpoayKTOB, MOABEPraroImuXcs (QUHUITHOW CTEepUIIU3ALINH,
BAJIUJIAlMSL TIPOIECCOB (DPMHUINHOW CTEPWIM3AIMKU JOJDKHA 00ecreYrBaTh
CTEPUIBHOCTh  BCEX  KPUTHYECKHMX  MApPUIPYTOB  MPOJYKTa  MEXIY
KOMIIOHEHTOM U CPOPMHUPOBAHHBIM KOHTEHHEPOM, BKJIIOUAsl 30HbI, KOTOPHIE
HE YBJIQXKHSIOTCA B MPOIIECCE CTEPUITU3ALINN.

iii. IIpoueaypsl KOHTPOJISI TOJKHBI OBITh YCTAHOBJIEHBI M TTOABEPTraThCS
BaMIauu sl obecnieyeHus 3(G(PEKTUBHOrO CHaKu KOMIIOHEHTOB H
c(hOpMUPOBAHHBIX KOHTEHHEPOB.

8.119. CooTBeTcTByIOIIME MPOLEAYPhl TEXHUUYECKOTO OOCTYKMBaHUS
JOJDKHBI OBITH pa3paboTaHbl HA OCHOBAHHMH PHUCKA U BKIIIOYATh B CeOsl TUTAHBI
no OOCTYKMBAaHUIO U TPOBEPKAM Y3JIOB, SIBJSIOIIUXCS KPUTHYECKUMHU IS
3aMauBaHUs €IUHUIL, UX [EJIOCTHOCTH U CTEPUILHOCTH.

8.120. ®opMbl, ucHoNb3yeMble i1 (OPMHUPOBAHUS KOHTEUHEPOB,
paccMaTpHUBAIOTCS B KadyeCTBE KPUTUUECKOTO OOOPY/IOBaHUS, U JIHOOBIC
U3MEHEHUS Wik MoAuUKaIuu GOopM JOHKHBI BECTH K MPOBEICHUIO OLICHKU
LEJTOCTHOCTU YMAKOBKM KOHEYHOTO MPOAYKTa, M TIJ€ YKa3bIBA€T OIICHKA,
JOJDKHBI TIOATBEpKAAThCA Banuaanueit. Jlrooble oOHapy)eHHbIE TMPOOJIEMBI,
YKa3bIBAIOIME Ha TMOTCHI[MAJIbHbIC OIMACeHUs B OTHOIICHUU KayecTBa
NPOAYKTa, JOKHBI O(QOPMIIATHCS JOKYMEHTAJIBHO W  TOABEPraThCs
paccie0BaHHUIo.

JInopunmzanus

8.121. JIlnopunuzanust SABIASETCS KPUTHUUYECKUM TEXHOJOTHYECKUM
ATAriOM, W BCE JEWUCTBUSA, KOTOpPbIE MOTYT IOBIUITh Ha CTEPUIBLHOCTH
NpoAyKTa WM MaTepuaja, JOJDKHBI —pacCMaTpUBaThCs KaK — 4acTh
aCenTUYECKOro  mpoiecca s  HOPOCTEPWIM30BAHHOTO  MPOJYKTA.
O6opymoBanue s JTHOPUIM3ANNK M TPOIECC THOPUIN3AMUN TOTKHBI
MPOEKTUPOBATHCA [JI1 OOECIEUEHUS! COXPAHEHMS! CTEPUIIBHOCTH MPOJYyKTa

HJIK MaTcpuajia B IPOLECCCC J'II/IO(bI/IJII/ISaHI/II/I, npeaoTrBpanias KOHTaAMHUHAIIUIO
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MUKpPOOpPraHW3MaMy W YacTUI[AMU MEXIYy HaloJIHEHUEM MPOAYKTOB s
aMo(puIN3alud U OKOHYaHMEM mpouecca auoduinzaunu. Bee nmeronuecs
KOHTPOJIbHBIC MEPONPUSTHUS JTOJDKHBI ONPEIETATHCS B CTPATErMu KOHTPOJIS
KOHTaMUHAIINU TUJIOIIAJIKY.

8.122. Crepunuzauusi JTuO(UIU3ATOPOB M CBSI3aHHOTO C HUMU
obopyaoBaHus (HapuMep, JOTKOB, KOJEIl, MOJJICPKUBAIOIMNX (HJIAKOHBI)
JIOJKHA BaJUUPOBATHCS, BPEMS XPaHEHUS MEXTY LIUKJIAMU CTEPUIIN3ALNU U
UCIIOJIB30BAHUEM JIOJIKHBI COOTBETCTBYIOIIUM 00Pa3oM MPOBEPSITHCS B XOJE
MOJICTUPOBAHUSI acenTuyeckoro mpoiecca (cM. myHKT 9.33). JInodunuzarop
JIOJKEH TOJBEPraThCsl PETYJISIPHON CTEpUIM3allMd HAa OCHOBAaHWM AU3ailHa
cuctembl. [loBTOpHass crepunu3anus JOJDKHA  IPOBOAUTHCA — MOCIE
TEXHUYECKOTO  OOCHyKMBaHUSI WM OUYMUCTKU. [IpocTepriin3zoBaHHBIC
Tu0o(UIU3ATOPHI U CBI3aHHOE C HUMU 000PYA0BAaHUE JOJIKHBI 3aIUIIATHCS OT
KOHTaMHUHAIIMU TTOCJIE CTEPUIIN3ALINY.

8.123. JInounuszaTopbl U CBSI3aHHBIE C HUMH 30HBI MEPEMEIICHUS U
3arpy3kd (BBITPY3KH) TMPOAYKTA JIOJDKHBI MPOEKTUPOBATHCA TakK, YTOOBI
MaKCUMAaJIbHO BO3MOXHBIM 00pa30M CBECTU K MHUHUMYMY BMEIIATEJIHCTBA
oneparopa. Yactora crepunuzauuud JuopuiIn3aTopa JI0KHA ONMPEAeNaThCs
Ha OCHOBAaHWU JU3aiiHa U PUCKOB, OTHOCSIIIUXCS K KOHTAMUHAIIMU CUCTEMBbI B
mporecce UCIMonb30Banus. Jlmopuamszatopsl, 3arpy3ka WIH BBITPY3Ka
KOTOPBIX OCYIIECTBIISACTCS BPYUHYIO 0€3 pa3/ieneHns ¢ TOMOIIbI0 OaphepHOU
TEXHOJIOTUHU, JOJDKHBI CTEPUIM30BATHCS IIEped Kaxaou 3arpy3kou. s
AMO(pUIN3aTOPOB,  3arpy3ka  (BbI'py3Ka) KOTOPBIX  OCYIIECTBIISIETCSA
MOCPEACTBOM aBTOMATHU3UPOBAHHBIX CUCTEM WJIM 3AIMINACTCS MOCPEICTBOM
3aKPBITBIX OaphepPHBIX CHUCTEM, YAaCTOTa CTEPHIM3ALMUM JIOJHKHA OBIThH
000CHOBaHa W JOKYMEHTAIHHO O(OpMIICHA B pamMKax CTpPaTETHMH KOHTPOJIS

KOHTaMHWHAIlUuH.
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8.124. IlenocTHOCTH CHUCTEMBI auoduuzaTopa JOJIKHA
NOJJIEPKUBATBCS TMOCIE CTEPWIM3AlUA W B Mpouecce JTUOPUIU3ALNH.
@uiIbTp, UCHOJIB3YEMbIN ISl MOJJAEPKaHUS ETOCTHOCTU JHO(PUIU3aTOPA,
JOJKEH CTEpUJIM30BAThCS MEpe] KaXAblM HCIOJIb30BAHUEM CHUCTEMBI, a
pe3yabTaThl MPOBEPKU €ro IEJOCTHOCTH JIOJDKHBI OBITh YacThlO Mpoliecca
cepTU(UKAIIMN U BBITyCKa cepuu. YacToTa MpOBEPKH YIEp KaHUS BaKyyMma
(MpOBEpPKH HAIMYHUS YTEUEK B KaMepe) J0JKHA 0(DOPMIISATHCS IOKYMEHTAIIBHO,
MaKCUMaJbHO JOMYCTHUMOE NPOHUKHOBEHUE BO3[AyXa B JIHODUIN3ATOP
JOJKHO OBITh OMNPENETIeHO U IMOJBEpPrarbCcsi MPOBEPKE B Hayayie KaxIo0ro
UKJIA.

8.125. JloTku anig nuoduianu3aii JOKHBI MOJIBEPraThCs PETyIsIpHON
IIPOBEPKE JIJIsl 00ECIEYEHUSI OTCYTCTBUS Y HUX KaKUX-JTHOO0 MOBPEXKICHUIN WITN
nedopmariuii.

8.126. ITyHKTHI sl paCCMOTPEHUS MPU MPOECKTUPOBAHUM 3arpy3KH (U
BBITPY3KH, Tl€ JTHO(UIM3UPOBAHHBIA MaTepuall BCE €II€ HAXOAUTCS B
HEYKOIIOPEHHOM KOHTEWHEpE U MOJBEPracTCs BO3AEHCTBUIO CPEbI) TOKHBI
BKJIIOYATh B C€0s clielyIolee, HO HE OrPpaHUYMBATHCA JTUIIb ITUM:

1. cXxema 3arpy3Ku BHYTpH JMo(UiIn3aTopa 10HKHa ObITh ONpeeeHa 1
odopmIiieHa JOKYMEHTAJIBHO;

ii. mIepenadya 4aCTUYHO YKYMOPEHHBIX KOHTEWHEPOB B JHOQPUIH3ATOP
BCeT/a JOHKHA OCYIIECTBISTHCA B YCIOBHUAX Kiacca A, oOparieHue ¢ HUIMU
JOJIKHO OCYIIECTBIISITHCSI TAKUM 00pa3oM, KOTOPbI MUHUMU3HUPYET MPSMbIE
BMEILIATENILCTBA CO CTOPOHBI  OMepaTopoB. Takue TEXHOJOTHH, Kak
KOHBEHEpHbIE CUCTEMbl WJIM CHUCTEMbl MOOWJIBHOM Tiepenaud (Hampumep,
NEPENATOYHbIE TEJIEKKU C YHUCTBIM BO3JYXOM, NEpEABHXHBIE pabouue
CTaHLIUU C OJTHOHANPABICHHBIM MIOTOKOM BO3/1yXa) JOJIKHBI HPUMEHSITHCS 1JIs
o0ecrneueHus MoAIeP >KaHUsI YUCTOTHI CUCTEMBI, UCIIOJIb3yEeMOM AJIs Iepeladul

YaCTUYHO  YKYIOPCHHBIX KOHTeﬁHepOB. B xkauectBe AJIbTCPHATUBBI,
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MOATBEPKICHHOW TPU BaduJalWH, IS 3a0IUThl YaCTUYHO YKYIOPEHHBIX
(1aKOHOB MOTYT HCIIOJIB30BATHCS JIOTKH, 3aKPBITHIE B 30HE Kjlacca A U He
OTKpbIBa€MbI€ TIOKa OHM HaxoJsITCs B 30HE Kiacca B (Hampumep,
COOTBETCTBYIOIIUM 00Pa30M 3aKpbIThIE OOKCHI);

111. BO3YIIHBIE MOTOKU HE JIOJKHBI UCIBITHIBATH HETATUBHOE BIUSHUE
CO CTOPOHBI IEPEAATOUYHBIX YCTPOMCTB U BEHTUJISALIMMU B 30HE 3arpy3KHU;

1V. HEyKYIIOpEHHbIE KOHTEHHEPHI (HApUMEp, YaCTUYHO YKYIIOPEHHBIE
(baKkoHbI) AOJKHBI HAaXOJIWUTHCS B YCIOBHUSX Kjacca A U, Kak IpaBuUio,
JOJIKHBI OTACNATHCS OT ONEPaTOPOB C MOMOILBIO PU3NUECKUX OapbepoB WIIN
UHBIX COOTBETCTBYIOLUX MED;

V. €cll MocajKka NpoOOoK HE 3aBeplIeHa JO MOMEHTA OTKPBITUS KaMephl
amopuian3aropa, MNPOAYKT, H3BIEKAEMBbIM W3 JHOPUIN3ATOPA, [TOJKEH
OCTaBaThCs B YCJOBHUSX Kijlacca A B XOJ€ BCEro MOCIEIYIOLIEro mpouecca
oOpallleHHs C HUM;

Vi. HUHBEHTapb, MHCIONb3YEMbI TMpU 3arpy3ke B JHODUIU3ATOP
(BeITpY3ke u3 Juodunuszaropa) (HampuMmep, JOTKH, MAKEThl, YCTPOMCTBA
pa3MelleHUs], MUHILETHI), JOJKEH ObITh CTEPUIIBHBIM.

3aKpbIThIE CUCTEMBI

8.127. Mcnonp30BaHUE 3aKPBITBIX CUCTEM MOXET CHU3UTh PHUCK
XUMUYECKOM KOHTAMUHALMM, KOHTAMHHALIMM MHMKPOOpPraHU3MaMH U
yacTULIaMH W3 (OHOBON NPOM3BOACTBEHHOW Cpeabl. 3aKpbIThle CHUCTEMBbI
JOJDKHBI BCErja MpPOEKTUPOBATHCS TaKUM O00pa3oM, KOTOPBIM CHUXKaeT
HEO0OXOAMMOCTh PYYHBIX MAHUITYJISIUN U CBSI3aHHBIX C HUMH PUCKOB.

8.128. KputuunbiM  siBIsieTcd  OOECIEUEHHUE CTEPUJIBHOCTU  BCEX
KOHTAKTUPYIOIIUX C MPOAYKTOM IIOBEPXHOCTEH 3aKpBITBIX CHUCTEM,
UCIIOJIb3YEMBIX B AaCENTHYECKUX TMporeccax. Jlm3aliH u BbIOOp JFOOOM
3aKpBITOM CHUCTEMBI, UCIIOJIB3YEMOM JJII ACENTHYECKUX IPOLIECCOB, JTOKHBI

oOecrieunBaTh NoAACPKaAaHNC CTCPHUIIBHOCTH. HOI[KJHO‘IGHI/IG CTCPUIBbHOTO
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000pyI0BaHUS (Hampumep, TpyOOK (TpyOOTIPOBOJIOB)) K
MPOCTEPUIN30BAHHOMY MapUIpyTy MPOAYKTa Mocie (UHAIBHOTO (UIbTpa
CTEPWIM3YIONIETO Kjacca JOJDKHO MPOEKTUPOBATHCS KaK COCJAUHEHUE,
OCYILIECTBIISIEMOE aCENTUYECKUM MyTeM (HampuMmep, ¢ MOMOIIbI YCTPONCTB
JUUTA BCTPOEHHBIX CTEPUIIBHBIX COCIUHEHNM ).

8.129. JIoJbKHBI ~ NPUMEHATBCS ~ COOTBETCTBYIOIIME  MEPBI IS
obOecrieyeHus: 1ETOCTHOCTU KOMIIOHEHTOB, HUCMOJIb3YEMBIX B aCENTHYECKUX
coequHeHusix. CpeaCcTBa, C MOMOIIBI0 KOTOPBIX 3TO JOCTUTACTCS, JOJKHBI
ONPENCNSAThCA W OIUCHIBATECA B CTPATETMM KOHTPOJISI KOHTAMHUHAIIUM.
COOTBETCTBYIOIIME  HMCHBITAHUS  LEJIOCTHOCTH  CHUCTEMBI  JIOJKHBI
paccMaTpuBaThCsl B CIy4ae HAJIWYMS PUCKOB YIpO3bl ISl CTEPHIBHOCTH
npoaykra. OlleHKa NOCTaBIIMKOB JIOJDKHA BKJIIOYATh B C€0sl COMOCTABIICHUE
JAHHBIX B OTHOIICHUU TMOTEHIMAIBHBIX PEKUMOB COOsl, KOTOPhIE MOTYT
MIPUBECTH K MOTEPE CTEPUIIBHOCTH CUCTEMBI.

8.130. ®onHoBas cpena, B KOTOPOH pa3MENIAIOTCS 3aKPBITHIE CUCTEMBI,
JOJKHA ONPEACNISIThCA UX TU3aliHOM M OCYIIECTBIISIEMbIMU TTpoueccamu. Jls
aCENTUYECKUX MPOIIECCOB B ClIy4ae HaJWYUs PUCKOB, CTaBSIIUX MOJ yIPO3Y
I[EJTIOCTHOCTh CUCTEMBI, CUCTEMa JIOJKHA pa3MelaThes B 30HE Kiacca A. Eciu
B OTHOIICHUM CHUCTEMBbI MOXHO MPOJEMOHCTPUPOBATH, YTO OHA OCTAETCS
LEJTOCTHOM MPHU UCIOJIb30BAaHUHU (HApUMEp, TOCPEACTBOM HNPOBEPKU U (KIIN)
MOHUTOPUHTA JABIEHHUSA), TO TOTJAa MOKET HCIOJb30BaThCA 30HA Oojee
HU3KOro kiacca. Jlrobas mepenaya Mexay KiacCU(PUIIMPOBAHHBIMU 30HAMHU
JOJDKHA TIOIBEPTaThCs TIIATENIbHOU olieHKe (cM. myHKT 4.10). Ecnu 3akpeiTas
CUCTeMa OTKphIBaeTCs (HampuMmep, [JIsi TPOBEICHUS TEXHUUYECKOTO
oOCTy>KMBaHUS JIMHUH IO MPOU3BOJACTBY HepachaCOBAaHHOTO MPOIYKTA), TO
TOI/Ia TAKOE OTKPBIBAHUE JIOJKHO OCYILIECTBIISITHCS B KIACCUPUIIUPOBAHHOMN
30HE, MOJXOASIIEH AJisl MaTepuaioB (Hampumep, B kiacce C i MpoLEeccoB

(GUHUIITHON CTepwIM3allui WK B Kjacce A IS aceNTUYECKOro mpoiiecca),
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WIM K€ CHUCTeMa JOJDKHA TOJBEpPrarbCcsi MOCIEAyIOmEed OYUCTKE U
JNEe3UH(PEKINH (2 TAKXKE CTEPUIIU3ALMY B CIIy4ae aCeNTUYECKUX MTPOLIECCOB).

Onnopa3zossie cucteMbl (SUS)

8.131. OgHOpa30BBIE CUCTEMBI — ATO TEXHOJIOTHMHU, HCIOJIb3yEMBIE B
MPOU3BOJICTBE CTEPUIILHBIX MPOIYKTOB, KOTOPHIE MPUMEHSIIOTCA B Ka4eCTBE
aIbTEPHATUBBl MHOTOPa30BOMY 000pyJoBaHUI0. OIHOPA30BBIE CHUCTEMBI
MOTYT MpPEACTaBIATh COOOM OTIEIbHbIE KOMIIOHEHTHI WM COCTOSIIHE M3
MHOTHX KOMIIOHEHTOB, TAaKMX KaK MakKeTbl, PUIbTPBI, TPYOKH, COSTUHUTEIH,
KJIallaHbl, pe3epByapbl IJsi XpaHeHUs U JaT4uKd. OJHOPA30BBIE CHCTEMBI
JNOJKHBI  OBITh ~ CIIPOEKTUPOBAHBI TakKUM 00pa3oM, 4YTOObI CHHU3UTh
HEOOXOIMMOCTh MAHMITYJISILIUM U CJIO’KHOCTh PYYHBIX BMEILIATEIbCTB.

8.132. CymiecTByt0OT 0COOBIE PHCKH, CBSI3aHHBIE C OJIHOPA30BBIMU
CUCTEMaMHU, KOTOpbIE JOJKHBI OLICHUBATHCA B paMKaxX CTPATETMH KOHTPOJIS
KOHTaMHHAaIlMU. Takue pUCKU BKJIIOYAIOT B ce0s cienyroliee, HO He
OTPaHUYUBAIOTCS JIUIIIb STUM:

i. B3aUMOJEWCTBHE  MEXAY TNPOAYKTOM U  IOBEPXHOCTSIMH,
KOHTaKTUPYIOIIMMU C MPOJAYKTOM (Hampumep, aacopOLus uin oopa3oBaHUe
BBIIIEJIAYMBAEMBIX U IKCTPArUPyEMbIX BEIIECTB);

il. XpyHKOCTh CHUCTEMbl B CpPAaBHEHUU C TMOCTOSHHBIMU CHCTEMaMH
MHOTOKPATHOI'O UCIOJIb30BAHMS;

1ll. yBEJIMYEHUE KOJUYECTBA W CTENEHH CJOXXHOCTH OIEepalnii,
OCYUIECTBIISIEMbIX BPYUHYIO (BKJIIOYasi IPOBEPKY CUCTEMBI U paboOTy ¢ HEM), a
TaK)K€ OCYIIECTBIISIEMbIX COCAMHEHUH;

1V. CII0)HOCTH COOPKH;

v. 3¢ heKTUBHOCTH MIPOBEPKHU [IEJIOCTHOCTHU GbuIBTPOB
CTEPUWJIM3YIOWIETO Kilacca NMepe.l U MOCJE UCIIOIb30BaHus (CM IyHKT 8.87);

Vi. pUCK HAJIMYUSI OTBEPCTUN U TEUECH;
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Vil.MOTEHIIMAJIbHAS yTpO3a JJIsi CUCTEMbl B MECTE€ BCKPBITUSI BHEITHEH
YIAKOBKH;

Viil. pUCK KOHTAaMUHAIIMU YaCTUIIAMH.

8.133. IIponieccbl  crepuiM3aniid  OJTHOPA30BBIX CHUCTEM  JOJKHBI
MOJBEPraThbcsl BaJUJallMd U HEOOXOJIUMO MPOAECMOHCTPUPOBATH OTCYTCTBUE
HEraTUBHOTO BIIMSHUS Ha OJTHOPA30BbIE CUCTEMBI.

8.134. OueHka TOCTAaBIIMKOB OJHOPA30BBIX CHUCTEM,  BKJIKOYAs
CTEPUIN3ALINIO, SIBJIICTCSI KPUTUUYECKOM sl BBIOOpA U UCIOJIb30BaHUSI TAaKUX
cucteM. {51 CTepUIbHBIX OJTHOPA30BBIX CUCTEM BepuUKaius odbecreyeHus
CTEpWJIBHOCTH JOJKHA OCYIIECTBISATHCA KAk 4acTh KBadu(UKaIUU
MOCTABIIMKA, a MPH MMOTYYEHUU OJHOPA30BBIX CUCTEM JIOJIKHBI MPOBEPSITHCA
CBUJIETEIICTBA, MTOJATBEPKIAIOIINE CTEPUITU3AIUIO KAXKIOW €TUHUIIBI.

8.135. AncopOiuss 1 BO3MOXKHOCTh B3aUMOJICUCTBUSL MPOJYKTA W
MOBEPXHOCTEH, KOHTAKTUPYIOIIMX C MPOJYKTOM, JOJDKHA OIICHUBATHCS B
YCJOBUSX, COOTBETCTBYIOIIUX MPOIIECCY .

8.136. [Ins omHOPa30BOM CHCTEMBI JOJDKHBI OLICHUBATHCA MPOQPUIH
AKCTPArUpyeMbIX U BBIIIEIAYMBAEMbIX BEIIECTB W JIFOOOE BIIMSHUE Ha
Ka4eCTBO MPOIyKTa, 0OCOOCHHO, €CJIM CUCTEMa U3rOTORJICHA U3 MaTEpUAJIOB Ha
nouMepHor ocHoBe. OlleHKa JTOKHA TPOBOJAUTHCS B OTHOIICHUM KaXKJOTO
KOMIIOHEHTa ISl OMNpEACNIeHUs] NPUMEHMMOCTH JaHHBIX TPOPUIS IO
HKCTpArupyeMbIM BemlecTBaM. J[JI1 KOMIIOHEHTOB, pacCcMaTpPUBAEMBIX B
KaueCTBE HUMEIOIIUX BBICOKUM PHUCK B OTHOIICHUM BBINIEIAYUBAEMbIX
BEILECTB, BKJIOYas TE€, KOTOpble MOTYT abcopOupoBaTh 00pabaThIBaeMble
Marepualibl, WU T€, KOTOPhIE JJIMTEIBHOE BpPEMS KOHTAKTUPYIOT C
MarepualiaMmu, clielyeT MPUHHMAaTh BO BHUMAHHUE OLIEHKY HCCIEAOBAHUM
npoduisi  BBIMIETAYMBAHUS, BKJIIOYas BOMPOCH Oe3omacHOCTH. Ecmm
MPUMEHSIETCA MMUTALIMS YCJIOBUH MPOIECca, OHA JIOJDKHA TOYHO OTPaXaTh

peasibHbIE YCIOBUS ITpoliecca U ObITh HAy4HO 00OCHOBAHHOM.
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8.137. OxHOpa3oBbIe CUCTEMBI JOJKHBI OBITh CIIPOCKTHUPOBAHBI TAKUM
0o0pa3om, 4TOOBI OIJICP>KUBATH 1IEJIOCTHOCTh HAa MPOTSIKEHUM TIPOIEcca MpH
3aJIaHHBIX padounx ycioBusix. HeooxoauMo yiensaTh BHUMAaHUE CTPYKTYPHOM
IETOCTHOCTU OJHOPA30BbIX KOMIIOHEHTOB, KOTJIa OHU MOTYT HCIIBITHIBATH
BO3J/ICHICTBHE JIMOO CO CTOPOHBI 0OJIEe IKCTPEMANIBbHBIX YCIOBHUM (Hampumep,
pa3MOpaXuBaHMsl WJIM 3aMOpPO3KH), JMOO B TMpolecce PYTUHHOIO
UCIIOJB30BaHUs WU TpaHCHOPTUPOBKHU. Clo/la TakKe JOJKHA BKIIHOYATHCA
MpoBEpKa TOro, YTO yCTPOMCTBA JJisl BCTPOCHHOTO CTEPUIIBHOTIO COEAUHEHHUS
(KaK mpu MOMOITY TEPMUYECKOM 3analiKu, TaK U MEXaHUYECKOTO COCTMHEHUS )
OCTalOTCS LIEJIOCTHBIMU MPU TAKUX YCIOBUSX.

8.138. lnst  ogHOpPa30BBIX CHUCTEM JIOJDKHBI YCTAHABJIUBATHCS W
MPUMEHSTHCS KPUTEPUU MPUEMIIEMOCTH B COOTBETCTBUM C PUCKAMHU WIIH
KPUTUYHOCTHIO MPOYKTOB U CBA3AHHBIX C HUMHU MpolieccoB. [Ipu nomyueHun
KKl KOMIIOHEHT OJIHOPA30BOM CHUCTEMBI JOJDKEH MPOBEPSIThCA IS
MOATBEPKJICHUS] TOTO, YTO OH OBLI MPOU3BEACH, MOCTABICH U JIOCTaBIEH B
COOTBETCTBUU C YTBEpXkAeHHOU crnernudukanuen. [lepen ncmomp3oBaHmem
JOJKHA MPOBOJIUTHCS U JOKYMEHTUPOBATHCS BU3yaslbHas MPOBEPKA BHEIIHEH
YIAKOBKH (HampuMep, BHEITHUN BUJI HAPYKHOTO KOpoOa, MaKkeToRB), MPOBEpKa
ATUKETOK M TIPOBEPKA COMPOBOJUTEIBbHBIX JOKYMEHTOB (Hampumep,
ceptudukara  COOTBETCTBUSI M JIOKYMEHTa,  MOATBEPKIAIOIIETO
CTEPUIIU3ALINIO).

8.139. Kputuueckue omnepanuu 10 OOpalleHuI0 ¢ OJHOPA30BOMU
CHUCTEMOM, OCYIIECTBJISIEMbIC BPYYHYIO, HampuMep, cOOpka U COEJIUHEHUSI,
JTOJIKHBI TIOJIBEPraThCsl COOTBETCTBYIOIIEMY KOHTPOJIIO U MPOBEPSITHCS B XOJI€

MOACIMPOBAHUA aCCIITHYCCKOI'O IIpOoLECCa.

9. MOHUTOPUHT ITPOU3BOJICTBEHHOMN CPEIbI U MpOLIECcca

O6mrast napopmarms
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9.1. IIporpaMMa IUIOIIAAKK I10 MOHMTOPUHIY ITPOM3BOICTBEHHOM
Cpelbl M TIPOLECCOB SBISETCS 4YacThlO OOLIEH CTpaTeruu KOHTPOJIsS
KOHTAMHHAIlUM W HUCHOJB3YeTCS I MOHUTOPHUHIa  KOHTPOJBHBIX
MEpONPUITHI, pa3pabOTaHHBIX I MUHUMH3ALUUU PUCKA KOHTaMUHALUU
MUKpOOprau3sMaMu M yactunamu. Crenyer OTMETHTb, YTO HAJIeKHOCTH
Ka)KI0T0 U3 3JIEMEHTOB CUCTEMbl MOHUTOPUHIA (KU3HECTIOCOOHBIE YACTHIIBI,
HEXHU3HECTIOCOOHBIE YAaCTUIBI U MOJEIMPOBAHUE ACENTHYECKOTO MpoLecca)
IpU PaCCMOTPEHUU MO OTIAEIBHOCTH SIBISETCS OTPAHUYEHHOM, M Ka)Ibld
AJIEMEHT caM MO ce0e HE MOXKET pacCMaTpUBATBHCS B KAueCTBE MOKa3aTels
acenTuku. IIpy COBOKYIHOM pacCMOTPEHUM PE3YJbTaTbl I[TOMOTAOT
NOJATBEPAUTh HAJEKHOCTh JAW3aiiHA, BaJIUJAUUU UM (PYHKIMOHUPOBAHUS
CUCTEMbI, MOHUTOPHHI KOTOPOW OCYLIECTBISETCA IpPU MOMOILIM 3THX
JJIEMEHTOB.

9.2. OOBIYHO JaHHAs MpOorpaMMa BKIIFOYAET CICAYIOUINE DJIEMEHTHI:

i. MOHUTOPUHI TPOU3BOJCTBEHHON Cpeapl — o00IlIee coaep:KaHue
YacTHL;

11. MOHUTOPUHT ~ TPOU3BOJCTBEHHOM  Cpedpl W  MepcoHajla  —
’KU3HECIIOCOOHBIE YaCTHUIIbI;

1ll. Temmeparypa, OTHOCHUTEJIbHAs BJIAJKHOCTD U Ipyrue
crelu(pUIECKIE XapaKTePUCTUKU;

1v. MOJEIMPOBAHUE aCENTUYECKOIO IpoLecca (TOIbKO sl IPOAYKTOB,
POU3BOJUMBIX C UCIIOIb30BAHUEM aCENTUYECKUX MTPOLIECCOB).

9.3. Uudopmanusi, TmodyyeHHAss TaKUMHU CHCTEMaMHu, JOJIKHA
UCIIOJIb30BATHCS AJIsI pyTUHHOM cepTU(UKALIUU U BBIITYCKA CEPUL, a TAKXKE IJIs
NEPUOIUYECKON OLIEHKH B X0JI€ aHAJIM3a MPOLIECCOB WIIA PACCIIEIOBAHUI. DTO
OPUMEHMMO KaK K (DPUHHUIIHOM CTEpPWIM3alM{, TaK U K aCENTHYECKUM
npoleccaM, OJHAKO CTENEHb KPUTHYHOCTU BIMSHUS MOXKET OTJINYAThCA B

3aBUCUMOCTH OT THUIIA IPOAYKTA U MpoIecca.
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MoHUTOPUHT TPOU3BOACTBEHHOM Cpe/Ibl U Ipoliecca

9.4. IIporpaMMa MOHUTOpPHUHTA NPOU3BOACTBEHHOW CpEAbl JOJKHA
ObITH oOmpeneneHa U odopmiieHa JTOKyMEeHTaldbHO. l[lenpio mnporpaMmbl
MOHUTOPHUHTA MTPOU3BOJICTBEHHOU CPEJIbl SABJISETCS:

1. MpeoCTaBICHUE MOATBEPKJICHUS TOTO, YTO YMUCTHIE TOMEIICHUS U
YCTpPOMCTBA €  YHCTBIM  BO3AYXOM  TIOCTOSHHO  0OOECHEeUHMBAIOT
IPOU3BOACTBEHHYIO CpeAy COOTBETCTBYIOLIEIO KJlacca YHUCTOTHI B
COOTBETCTBHUU C MIPOCKTHBIMU U PETYISATOPHBIMU TPEOOBAHUSIMU;

il.2ppexTuBHOE  OOHApyk€HUE  OTKJIOHEHMH  OT  MpEeesoB,
YCTAHOBJICHHBIX  JII1  TMPOW3BOJCTBEHHOM  CpEelbl, HWHHUIMUPYIOLIEE
paccieIoBaHUE U OLIEHKY PUCKOB JIJIsl KAUeCTBA MPOIYKTA.

Jns pa3pabOTKM  KOMIUIEKCHOM  MpPOTpaMMbl  MOHHUTOPUHIA
MPOU3BOJICTBEHHOM CpEJlibl, TO €CTh OIpEJETeHUs] TOUYEeK OTOOpa Mpoo,
4aCTOThl MOHHUTOPHUHTA, HCIOJIb3YEMBIX IS MOHUTOPUHITAa METOJ0B W
yCIIOBUM MHKYOWpOBaHUs (HampuMep, Bpemsi, TeMiiepaTypa (TemmepaTypsl),
a’poOHBIe M (WJIM) aHA’POOHBIE YCIOBUS) OJDKHBI MPOBOIAUTHCS OIEHKHU
PHUCKOB.

Takue OIEHKHW PUCKOB JIOJKHBI MPOBOJIUTHCS HA OCHOBE JE€TaTbHBIX
3HaHUN 00 UCXOJHBIX JAHHBIX MPOIECCAa U TOTOBOM IPOJIYKTE, TOMEILICHUSX,
000pYIOBaHUU, KPUTHYHOCTU CHEHU(PUYECKUX TMPOIECCOB U  OTalloB,
BOBJICUCHHBIX ONEpalUsIX, JaHHBIX PYTHHHOTO MOHUTOPUHIA, JAHHBIX
MOHUTOPHUHIA, TOJYYECHHBIX B XOJI€ KBIM(UKAIMU, a TaKXKE 3HAHUU O
TUIOBOW MUKPOOHOH (hyiope, BhIACIIEMON U3 TPOU3BOJICTBEHHON CPEIbI.

OrieHKa pUCKOB JOJKHA BKJIIOYATh B Ce0s OMpeeieHne KPUTHIECKUX
TOYEK JJI1 MOHUTOPUHTA, TEX TOUYEK, I/Ie MPUCYTCTBHE MUKPOOPTaHU3MOB B
nporecce 0o0padOTKM MOXKET OKas3aTh BIMSHHUE Ha KayecTBO MPOJYKTa
(mampuMep, Ki1acc A, 30HBI aceNTHYECKONM 00pabOTKM W 30HBI Kiacca B,

KOTOPBIE HAIIPSIMYIO CBSI3aHBI ¢ 30HOM Kitacca A). Takxke TOJKHO BKIIFOYAThCS
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paccMOTpeHHEe M HMHOW HHQOpMALMM, HANpUMEp, U3 HCCIAEAOBAaHUN IO
BU3yaJIM3allMd BO3JIYIIHBIX TOTOKOB. Takue OLEHKU PHUCKOB JIOJKHBI
pEryJIipHO TEpPecMaTpuUBaThCS JUIsl  MOJATBEPXKIACHUS  APHEKTUBHOCTH
NpOrpaMMbl  TUIOIIAQJKH 10 MOHUTOPUHTY TPOU3BOJICTBEHHOW CPEIIbI.
[IporpaMMa MOHUTOpHMHIa JOJKHA paccMaTpPUBATHCA B OOIIEM KOHTEKCTE
aHaJu3a TPEHJIOB U CTPATErUH IUIOMIAIKY 110 KOHTPOJIIO KOHTAMHUHAIUU.

9.5. PyTUHHBII MOHUTOPUHT YUCTHIX NOMEIIEHU, YCTPONUCTB C YUCTHIM
BO3JIyXOM U IIepCOHaNa JOJDKEH OCYIIECTBISAThCA B TMPOU3BOJACTBE HA
MNPOTSIKEHUM BCEX KPUTUUECKUX CTaIui TIpoIlecca, BKJIOYAs HACTPOUKY
000pyI0BaHUS.

9.6. Ipyrue  XapakTEepuCTUKH, TaKHE€ KakKk TeMmIeparypa H
OTHOCUTEIbHAS BJIAXKHOCTh, JOJDKHBI KOHTPOJIMPOBATHCA B Ipejenax
JINAMa30HOB, KOTOPHIE COOTBETCTBYIOT TPEOOBAHUSAM B OTHOIIEHUH MPOIYKTa
(mpouecca, mepcoHanga) U CIOCOOCTBYIOT MOJJECPAKAHUIO YCTAHOBJICHHBIX
CTaHJapTOB IO YUCTOTE (HarpuMmep, kiacc A wiu B).

9.7. MonuTopuHI 30H Kiacca A  JIOJDKEH JE€MOHCTPHPOBATh
nojACp>)KaHUuEe aCeNTUYECKUX YCIOBUM Mpoliecca B XO0J€ KPUTUUECKUX
oneparuii. MOHUTOPUHT JTOJKEH MPOBOAUTHCS B TOYKAX, MPECTABIISIIOIINX
HauOOJBIIUKA  PUCK  KOHTAMUHAIIUM  CTEPWIbHBIX  IMOBEPXHOCTEH
000pyI0BaHUs, KOHTEHHEPOB, CUCTEM YKYMOPKH M MPOayKTa. BeiOop Touek
MOHUTOPHHTA, a TAK)KE pa3MeIIeHUe U OPUEHTAIUs YCTPOUCTB 0TOOpa TIpod
JIOJDKHBI OBITh OOOCHOBAHBI, a TaKXKe SBIATHCS COOTBETCTBYIOIIUMHU ISt
MOJTYUYCHHS JOCTOBEPHBIX JIAHHBIX U3 KPUTUUECKUX 30H.

9.8. Meroasl oTOOpa TpoO HE JOJKHBI MPEACTaBIATH PHUCK
KOHTaMUHALIUU JJ1s1 IPOU3BOICTBEHHBIX OMEpPALUi.

9.9. lns pe3ynpTaTOB MOHHMTOPHWHTA J>KM3HECIIOCOOHBIX 4YacTHI[ |
o0IIero coaepKaHus YacTHUIl JOJDKHBI YCTAHABIUBATHCS COOTBETCTBYIOIIUE

YPOBHU TPCBOTU U ITPCACIIbI I[GI\/’ICTBI/ISI. MakcuMalbHbIC MpEcaACibl I[GﬁCTBI/ISI 110
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o0I1IeMy COAEep>KaHUIO YACTHUIl MPEJICTABIICHBI B TA0IUIIE 5, 8 MAaKCUMAaJIbHbIE
npeaesibl JeUCTBHS 0 KU3HECHOCOOHBIM YacTUIIaM OMHMCaHbl B Tabmuue 6.
OnHako Ha OCHOBAaHWMU JAHHBIX IO TPEHJaM, MPUPOJIBI IMpoliecca WU B
COOTBETCTBUU CO CTPATETHEl KOHTPOJSI KOHTAMUHALIMM MOTYT MPUMEHSTHCS
Oonee crporue mpenenbl  ACHCTBUS. YPOBHM  TPEBOTM KAk IO
’KU3HECTIOCOOHBIM YacTHUIAM, TaK U MO O0IIEMY COACP>KaHUIO YACTHUIL TOTKHBI
YCTAHABJIMBAThCSI HA OCHOBAaHWU  PE3YJIbTATOB  KBAIU(PUKAIMOHHBIX
UCIBITAHUI YUCTHIX TMOMENICHUNW U MEPUOJMYECKU TEepecCMaTpUBATHCS Ha
OCHOBAaHUH JAHHBIX IPOJIOJIKAIOIICICS OLIEHKUA TPEHOB.

9.10. YpoBHu TpeBOTH 17151 Kilacca A (TOJIBKO MO 00IIeMY COACPKaHUIO
yactui), B, C u D 70mKHBI yCTaHABAMBATHCS TaKUM 00pa3oM, YTOOBI MOKHO
OBLIO 0OHAPYKUBATh U pearupoBaTh Ha HETAaTUBHbBIC TPEH bl (HAPUMED, P
Cly4yaeB WJIM OTJEJbHBIE Clly4au, KOTOpbIE YKa3bIBAIOT HA YXYJUIEHUE
KOHTPOJI POU3BOJICTBEHHOU CPEIBI).

9.11. ITpoueaypbl MOHUTOPUHTA JTOJHKHBI OMPEAEHATH TOAXO/I K OLIEHKE
TpeHAOB. TpeHAbl MOHKHBI BKJIIOYaTh B ce0sA CleAyroliee, HO HE
OTPaHUYUBATHCS JIUIIb ITUM:

1. pacTyliliee KOJIMYECTBO BBIXOJOB 3a Mpelesbl ACHCTBUA WIM YPOBHU
TPEBOTH;

11. OCJIE/IOBATENIbHBIE BBIXO/IbI 32 YPOBHU TPEBOTH;

1ll. peryJsipHble, HO OTAEIbHBIE HApPyIIEHUS MPEACIOB ACHCTBUS,
KOTOpPbIE€ MOTYT UMETh OOLIYIO IPUUUHY (HAIPUMED, OTIETbHbIE (€ AUHUYHBIC)
OTKJIOHEHHMSI, BCErAa MPOUCXOASIINE TTOCIIE MIaHOBOTO MPO(YUIaKTUIECKOTO
00CITyKUBAHUS)

V. I3MCHEHHS THIA MHKPOOHWOJIOTHUECKON (IOphl, a Takxke
KOJIMYECTBA M MpPEo0JIalaHnsl ONpPENENICHHBIX MHKpOOpranuzMoB. Ocoboe
BHUMAHHUE JIOJHKHO YJIETSATHCS OOHAPY>KEHHBIM MUKPOOpPraHU3MaM, KOTOpbIE

MOT'YT YKAa3bIBATb HA ITOTCPIO KOHTPOJIA, YXYAIICHUC YNCTOTHI MJIM HAa HAJIMIHUC
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MHUKPOOPTaHU3MOB, KOTOPBIE  CIIO)KHO KOHTPOJIMPOBAThb, TAaKHUX Kak
CHOpo00Opa3yoIIe MUKPOOPTaHU3MbI U TIJIECHEBBIE TPUOBI.

9.12. MonuTOpuHr 4uCThIX mnomemeHnd kmaccoe C um D B
DKCIUTYaTUPYEMOM COCTOSIHUM JOJDKEH OCYIIECTBISATHCS Ha OCHOBAaHHUH
JAHHBIX, COOpaHHBIX B Ipollecce KBamu(pUKaIMK, a TakKe Ha OCHOBAHUU
PYTHUHHBIX JAHHBIX, U JOJDKEH MO3BOJISATH MPOBOAUTH 3((DEKTUBHBIN aHATU3
TpeHa0B. TpeOoBaHKs B OTHOILIEHUH YPOBHEN TPEBOTH U MPEIEIIOB ACHCTBUSA
OyJlyT 3aBUCETh OT XapakTepa OCYIIECTBIAEMbIX ornepanuil. [lpenemns
JEUCTBUSI MOTYT OBITh 0OJiee CTPOTMMH, YEM T€, KOTOPbIE MEPEUUCIICHBI B
Tabmuuax S u 6.

9.13. B cnydae mpeBbIIECHUS TMPEIEIOB JEHCTBUS ONEPALMOHHBIE
NPOLEAYPHl JOJDKHBI IPEAINNACHIBATh IMPOBEACHUE PpACCIECIOBAHUSA IS
ONpPENEIICHUS] KOPHEBOM MPUYMHBI U OLICHKY IMOTEHIMAIbHOIO BJIMSHHS Ha
OPOJAYKT (BKJIIOYAsl CEpUU, MPOU3BEACHHBIE B MPOMEXKYTKE BPEMEHU MEXIY
MOHUTOPUHIOM M OTYETHOCTHbIO), @ TaKKe TpeOOBaHUS B OTHOLLIEHUU
KOPPEKTUPYIOIINUX U MPEAYNPEKIAOIMX JCUCTBUNA. B cilydae mpeBbIICHUS
YPOBHEW TPEBOTH OIEPALMOHHBIE MPOLEAYPHl JOJDKHBI IPEANUCHIBATH
IIPOBEJICHUE OLEHKM M TMOCIEAYIOMNX MEPONPUATHI, KOTOPBIE IOJIKHBI
BKJIIOYaTh B ce€0s pPACCMOTPEHUE TMPOBENCHUS paccileqoBaHUd U (WIJIN)
OCYILECTBJICHUA  KOPPEKTUPYIOUIMX  JCHUCTBUM,  HANPABICHHBIX  HAa
IIPENOTBPALEHNE JAIBHEUIIETO YXYAIIEHUS TPOU3BOJICTBEHHON CPEIbI.

MOHUTOPUHT TPOU3BOICTBEHHOM cpeibl. O0I1Iee cofaepkaHue YacTHIl

9.14. JomxHa ¢GopMHUPOBATHCS MpPOTpaMMa MOHUTOPHUHIa OOIIETO
CONEpP)KAHUSI YacTULl C LEIbI0 TMOJYYEHHsS JaHHBIX IS OLICHKH
NOTEHMAIbHBIX PUCKOB KOHTAMHMHAIIMHM, a TAaKXKE C ILEJNbI0 O0ecredeHus
NOAACPKAHUS TTPOU3BOACTBEHHOM Cpenbl Uil CTEPUIIBHBIX ONeEpanuyd B

KBATH(UITUPOBAHHOM COCTOSTHHH.
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9.15. Ilpenensl i MOHUTOPUHTA TPOU3BOJICTBEHHOW CpEIbl 10

MpEJICTABIICHBI B TAOIHIIE 5.

KOHOCHTpauAM COACPIKAIMHUXCA B BO3AYXC YaCTUI I KaXKIAOI'o Kiiacca

Tabnuua 5

MakcuMabHO J1oTTycTUMas 0011asi KOHIIEHTPAIUs YaCTHUII JIJISI MOHUTOPHHTA

Knacc | MakcuMmasbHbIe Ipeaensl s MakcuMaIbHbIE IpeIeNbl s
0OIIEro COMEPKAHUS YACTHII 0OILEro ColepKAaHUs YACTHI]
> 0,5 MKM/M? > 5 MKkM/M?
B B B B
OCHAILIEHHOM | DKCILTyaTHPYEMOM | OCHAIIEHHOM | SKCILTyaTHPyEMOM
COCTOSHUH COCTOSIHUH COCTOSIHUH COCTOSIHUH
A 3520 3520 29 29
B 3520 352 000 29 2930
C 352 000 3520000 2930 29 300
D 3520 000 IIPEABAPUTEIILHO 29 300 IIPEABAPUTEIILHO
He onpeeneHo® He omnpeeneHo®

@ Jlns kmacca D mpemenbl B OKCIUIyaTHPYEMOM COCTOSHHMM IIPEIBAPMTENLHO HE OINpPEIENEHEL.
[IpousBoauTens AOMKEH ONPEAETUTh MPEAebl B SKCIUIyaTUPYEMOM COCTOSIHUM HAa OCHOBAHWHU OLICHKU
PHUCKOB M PYTUHHBIX JAaHHBIX, €CJIU MPUMEHUMO.

[Tpumedanue 1: [Ipenensl mo 9acTuiaM, mpencTaBlICHHbIE B TaONHIE JUIS OCHAIIEHHOTO COCTOSHHSA,
JOJKHBI IOCTUTATHCS ITOCTIE KOPOTKOI'O BPEMEHU BOCCTAHOBIICHUS, ONIPEIEIICHHOTO NPY KBAIN(UKALIN
(HopmatuBHOe 3HaYeHHe MeHee 20 MUHYT) 0€3 MPUCYTCTBUS MePCOHANA, ITOCIe 3aBEPIICHUS ONeparuit
(cmoTpute yHKT 4.29).

[Ipumedanue 2: Bo3Hukaroye BpeMs OT BpEMEHH MMOKa3aHHUs KOJIMYECTB MAaKpOYacTHIl, B 0COOEHHOCTH,
pa3mMepoM > 5 MKM B KJlacce A MOTYT paccMaTpHUBaThHCS B KAUECTBE JIOKHBIX TOKAa3aHUH 1oJIcueTa u3-3a
AJIEKTPOHHBIX MOMEX (LITYMOB), paCCESIHHOTO CBETa, MOTEPH Ha coBMajieHus U T.J1. Kak Obl TO HU OBLIO,
MOCJIEZIOBAaTENIbHBIE WM TIOCTOSIHHBIE TOACYETHl HU3KMX KOHIIEHTpallMid MOTYT YKa3blBaTh Ha
MOTEHIMATBHBIA 3MHM30 KOHTAMUHALMU U JOJDKHBI IOABEPraThCs paccieoBaHHIO. Takue 3MU30.bl
MOTYT YKa3bIBaTh Ha COOM CUCTEMBbI (DHUIIBTPALIMY [T0/Ia4YH BO3/IyXa B IOMEIIEHUE, Ha cOO0i 000py0BaHus,
a TaKk)Ke MOTYT SBIATHCA IOKa3aTeJeM HeHaJUIeKallluX AeHCTBUN NpH HAcTpoiike 00OpyNOBaHHS U
PYTHHHOM SKCIUTyaTalHu.

9.16. Jlnsg ximacca A MOHUTOPUHT YACTHIL TOJIKEH OCYIIECTBIISITHCS Ha
IPOTSHKEHUH BCEU ITUTENBHOCTH KPUTUYECKON 00pabOTKH, BKIItOUas COOPKY
000pyIOBaHUS.

9.17. 3oma kmacca A  JOMKHA TMOABEPraTbCsl  HENPEPBIBHOMY
MOHUTOPUHTY (110 yacTuuam > 0,5 1 > 5 MKM) C COOTBETCTBYIOIIMM 00bEMOM
o0Opasua (o menbinel Mepe, 28 autpos (1 ¢Gyr®) B MUHYTY) I TOrO, YTOOKI

OXBATHUTHb BCC BO3MOKHBIC BMCIIATCJIILCTBA, BPCMCHHBIC 3IIN301bI NJIN KAKOC-
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ambo yxynuieHue cucteMmbl. CucteMa JOJKHA MEPUOJUYECKUA COMOCTABISATh
pe3yabTaT aHajdu3a KaXJAOW OTACIbHOM MpOObl C YPOBHSAMH TPEBOTU H
npeaeaaMu JCUCTBUSA C TakKOM YacTOTOM, KOTOpas JTaeT BO3MOXKHOCTb
UJIEHTU(PUIIUPOBATH JIFOOOE MOTEHIIMAIBLHOE OTKJIOHEHHE U pearupoBaTh Ha
HEr0 CBOEBPEMEHHO. B ciydae MpeBBIICHUS YPOBHENH TPEBOTH JOJIKHBI
WHULIMUPOBATHCSI CUTHAJBI TpeBOru. l[Ipouenypsl AOMKHBI ONPENEHATh TE
JNEUCTBUSA, KOTOPBIC JOJDKHBI MPEINPUHUMATHCS B KAaueCTBE pPEakiMu Ha
CUTHaJbl TPEBOTH, BKJIIOYAs PACCMOTPEHUE HEOOXOJUMOCTHU IPOBEICHUS
JTOTIOJTHUTEILHOT'O MUKPOOMOJIOTUYECKOTO MOHUTOPHHTA.

9.18. Cnenyer ucnonab30BaTh aHAIOTMYHYIO CUCTEMY ISl 30HBI Kjacca
B, mpu sToM yactora oTbopa mpod MOxeT ObITh CHUXKEHA. 30Ha Kjacca B
JIOJKHA TOJIBEPTraThCsl MOHUTOPUHTY C TaKOM 4acTOTOM M C TaKUM 00bEeMOM
npoObl, 4TOOBI MporpaMma Morjia (UKCUPOBATh JO00E MOBBIILICHUE YPOBHS
KOHTAaMHUHAIIMK U YXYIIIEHHWE CHUCTEMbl. B ciydae mpeBbIIEHUS YPOBHEM
TPEBOTH JIOJKHBI CpabaThiBaTh CUTHAJIBI TPEBOTH.

9.19. Ilpu BBIOOpE CHCTEMBI MOHUTOPHWHIA CIEAYeT MNPUHUMATH BO
BHUMaHUE Jt000M PHUCK, CBS3aHHBIM C MaTepualiaMH, HCMOJb3yEMbIMU B
MPOU3BOJICTBEHHBIX  omeparusix (HampuMep, B TaKMX B  KOTOPBIX
UCIIOJB3YIOTCS KUBBIE OpPraHU3MBbl, IMOPOIIKOOOpa3HbIC MPOIYKTHI WU
pagunodapMaleBTUIECKHe MPOIYKTHI), KOTOPbIE MOTYT CTaTh MPUYUHOU
BO3HUKHOBCHHMS  OHMOJOTHYECKOH, XHWMHYECKOW WM  PagdalMOHHOM
OIMACHOCTH.

9.20. B cnydyae mNpUCYTCTBUS KOHTAMHUHAHTOB, OOYCJIOBJICHHBIX
OCYILIECTBIISIEMBIMH MTPOIECCAMH 1 CIIOCOOHBIX HAHECTH MOTEHITUATBLHBIN BPE
CUETUYMKY YACTHUI[ WIM CTaThb NPUYUHOW OMACHOCTHU (HAMpUMEp, >KUBbBIC
MHUKPOOPTaHU3MBI,  MOPOIIKOOOpa3HbIE MPOAYKTHI W  paguariioOHHas
OMAacCHOCTh), YacTOTa U MPUMEHsIeMasi CTPATErusi JOJKHBI ObITh TAKHUMH,

yTOOBI 00ECIICUUTH KJ'IaCCI/I(I)I/IKaHI/IIO HpOI/ISBOI[CTBeHHOﬁ Cpcldbl KaK a0, TaK U
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nocJsie Bo3AeicTBUs pucka. s obecrnieueHrs BCECTOPOHHETO MOHUTOPUHTA
mporecca ClielyeT pacCMOTPETh BO3MOXXHOCTh ~ YBEJIMUYECHHUS 00BbeMa
MOHUTOPHUHIA KU3HECMOCOOHBIX YacTull. KpoMe TOro, MOHUTOPUHT JOJKEH
OCYILIECTBIISITECSI BO BpEeMsi MOJEIMPOBAHUM orepanuil. Takue omnepanuu
JIOJKHBI OCYIIECTBIIITECS ¢ COOTBETCTBYIOIIEW 4acTtoTo. Iloaxon moinkeH
OBITH OIIPENICNICH B CTPATErMH KOHTPOJIS KOHTAMUHAIUH.

9.21. O6bem npoO NMpU MOHUTOPHUHTE, OTOMPAEMBIX C UCIOJIb30BAaHUEM
aBTOMATU3UPOBAHHBIX CUCTEM, OOBIYHO OYJIET 3aBUCETh OT CKOPOCTH OTOOpa
npo0d HUcmoyib3yeMon cuctembl. HeT HeoOXOIUMOCTH HCIOIb30BaTh TOT K€
o0beM MpoOBI, KOTOPBI HCIONB3YyEeTCS B Tipoliecce (HopMaTn30BaHHON
KJIacCU(PUKAMKM YHUCTBHIX MOMEUIEHUH M YCTPOMCTB C YHUCTHIM BO3IYXOM.
OOBeMbl TPOO 111 MOHUTOPUHTA JIOTKHBI OBITH 0OOCHOBAHBI.

MOHUTOPUHT IIPOU3BOACTBEHHOU cpenbl 51 IIepCoHaIa.
’KuzHecnnocoOHbIE YaCTHUIIbI

9.22. Tam rae OCYILIECTBIISIFOTCS acernTHYECKue OIepaIyH,
MUKPOOUOJIOTUYECKU  MOHUTOPHHT  CIEAYEeT MPOBOAUTH C  YaCThIM
UCIIOJB30BAaHUEM KOMOWHAIIMM TaKMX METOJOB, KaK METOJl CEIMMEHTAIINH,
BOJIIOMOMETPUYECKU OTOOp BO31yXa, OTOOp MpoO ¢ MEpPUaTOK, OACKAbl U
MOBEPXHOCTEN (HApUMEpP, METOJIOM CMbIBA C UCIIOJb30BAHUEM TAaMIIOHOB U
METOJ0M KOHTaKTHBIX TIACTUH). Micronb3yemslii MeToa 0TOOpa mpod JOJKEH
ObITh OOOCHOBAaH B paMKax CTPAaTeTUH KOHTPOJSI KOHTAMUHAIIUHU, B €T0
OTHOIIIEHUHU JOJPKHO OBITh MPOJEMOHCTPUPOBAHO, YTO OH HE OKAa3bIBACT
HETraTMBHOTO BJIMSIHUS HA BO3JYyIIHBIE TMOTOKM B 30Hax KiaccoB A u B.
MOHUTOPUHT MOBEPXHOCTEW YUCTHIX MOMEIICHUN W 000pYAOBaHUS JOJDKEH
MPOBOAUTHCS B KOHIIE ONEPALIH.

9.23. MOHUTOPHUHT >KH3HECIIOCOOHBIX YACTHI] B YHCTHIX IMOMEIICHHUIX
ClIelyeT TakKXe TMPOBOJUTh, KOIJa HE OCYUIECTBISIIOTCS OOBIYHbBIC

MIPOU3BOJICTBEHHBIC OIepanuu (Hampumep, Mociie Jae3uH(Pexnuu, mnepen
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HAYyaJIoM MPOM3BOJICTBA, MPHU 3aBEPIICHUHM CEPUU, & TAKXKE IMOCJIE MepHroja
OCTaHOBKH), a TaKX€ B CBS3AaHHBIX C HHMHU I[OMEIICHUSAX, KOTOphIE HE
MCIIOJIB30BAIUCH, /ISl BO3MOKHOCTH OOHAPYKEHUS MOTCHIMATBHBIX CIy4acB
KOHTaMHUHAIINHU, CIOCOOHBIX HETAaTUBHO MOBJIUATH HA MEPOIPUSATUSI KOHTPOJIS
B YHCTHIX IOMEIIECHUSX. B cilydyae WHIUIEHTa MOTYT HCIOJb30BaTHCSA
JTOTIOJTHUTEIbHBIE TOYKA OTOOpa mpoO i MpoBepku A(HPEKTUBHOCTH
KOPPEKTUPYIOIIETO NCUCTBUA (HAPUMEDP, OUUCTKU U JIE3UHDEKIINN ).

9.24. HenpepbIBHBI MOHUTOPHUHT dKU3HECIIOCOOHBIX YACTHII B Kj1acce A
(Hampumep, npu MCIIOJIb30BaHUU BOJIIOMETPUYECKOTO WIH
CEIMMEHTAIlMOHHOTO  METOAOB  OTOOpa  mpoO  BO3Ayxa)  JOJKEH
OCYILECTBISATHCS HA MPOTSHKEHUU BCEU MPOJOJLKUTEIBHOCTH KPUTHUYECKOTO
npoiiecca, BKitouasi COOpKy 000py/10BaHUs (aCENTUYECKONM YCTAHOBKU) U CaM
KPUTUYECKUM Mpoliecc. AHATOTUYHBIN MOAXO0/T JOJIKEH pacCMaTPUBATHCS J1JIsI
YUCTBIX T[IOMELIEHUM Kiacca B, ucxoas w3 pUCKAa BO3JICUCTBUS Ha
acenTUYECKU Tmpouecc. MOHUTOPUHT JIOJDKEH OCYIIECTBIATHCS TaKUM
o0pa3oM, KOTOPBIH MO3BOJISIET OXBATHIBAaTh BCE BMENIATENIHCTBA, BPEMEHHBIE
AMM30/1bl UJIK JTI000€ YXY/IIIIEHUE CUCTEMBbI, a TAK)KE UCKIIFOYATh JIF000M PHUCK,
OOyCJIOBJICHHBI BMEIIATENbCTBAMU TPU OCYUIECTBICHUU JEHUCTBUM 1O
MOHUTOPUHTY.

9.25. OueHka pHUCKOB [OJKHA OMNPENENATh TOYKH, THUI U YACTOTY
MOHUTOPHUHIA IEPCOHANIA HA OCHOBAHUU OCYIIECTBIISIEMBIX ONIEpPALIUiA, a TAKXKE
OJIM30CTU K KPUTHYECKUM 30HaM. MOHHMTOPUHI JIOJKEH BKJIIOYATh B CeOs
nepuoaudYeckuii 0Toop mpod ¢ mepcoHana B xoxae mpoiecca. OTdéop npobd ¢
NepcoHalia JOJDKEH OCYILIECTBIATHCS TakUM O00pa3oM, KOTOpbIM He Oyner
CTaBUTh MOJ Yrpo3y caM mnpouecc. Cieayer yneauTb 0co00€ BHHMaHUE
MOHUTOPHUHTY TMEPCOHANIA, YYACTBYIOIIETO B KPUTHYECKUX BMEIIATEIhCTBAX
(Kak MHUHUMYM, TEpUYaTKH, OJHAKO MOXXET MOTPeOOBAThCS M MOHHTOPUHT

APYIuX y4aCTKOB OACKIAbI IPUMCHUTCIIBHO K Hpoueccy), d TAKIKC IIPHU KAKIOM
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BBIXOJI€ U3 YHCTOTO NOMeIleHus Kiacca B (mepuatku u oxexna). Eciau nocie
KPUTUYECKUX BMELIATENBCTB MPOBOAUTCS MOHUTOPUHI NEPUYATOK, BEPXHSA
napa nepyaTokK JOJDKHA MEHSThCSA Mepeln IMPOJOJDKEHHEM mnpouecca. Eciu
NOCJIE OCYIIECTBICHUSI KPUTHUECKUX BMEIIATEIBCTB TPEOYEeTCsl MPOBEACHUE
MOHHUTOPUHIA JUI1 OACKIbl, HEOOXOIMMO CMEHHUTh OASKIY Iepen
IPOJOJKEHUEM TMPOIIECCA B YUCTOM ITOMEIICHUH.

9.26. lo;keH TPOBOJAUTHCS  MHUKPOOMOJIOIMYECKUHA  MOHHUTOPUHT
IepcoHajga B 30HaX knaccoB A um B. Ecim omepanum OCymIeCTBIIOTCS
BPYUYHYIO (HalpuMep, aceNTUYECKOE MPUTOTOBJIECHUE WJIM HAIOJIHEHHUE), TO
JAHHBII  TOBBIIMICHHBIH  PUCK  JODKEH  BECTH K YCWICHHIO
MUKpPOOHUOJIOTMYECKOT0  MOHUTOPUHIA  OJEXAbl, YTO JIOJDKHO  OBITh
00OCHOBAHO B CTPATeruu KOHTPOJISI KOHTAMUHALIMH.

9.27. Ecnu  MOHUTOPUHI  IPOBOJWUTCS HA PYTHHHOM  OCHOBE
POU3BOACTBEHHBIM MIEPCOHAJIOM, 3TO JOJIKHO NO/IBEPraThCs
CUCTEMAaTHUYECKOMY HaJ30py CO CTOPOHBI CIyXObl KauecTBa (Takxke
oOpaTtuTech K MyHKTY 8.19).

9.28. Bornpoc NpUHATUSA COOTBETCTBYIOLIMX aJbTEPHATHUBHBIX CHCTEM
MOHUTOPUHTa (HAIpUMEpP, CUCTEM C HCIOJb30BAHUEM OBICTPBIX METOJIOB)
JOJDKEH paccMaTpuBaThCsl MPOM3BOAMUTENSIMU ISl YCKOPEHHUsS Mpolecca
oOHapYKCHHS mpooJieMm, CBSI3aHHBIX c MUKPOOHOJIOTHYECKOM
KOHTaMHMHAIIMEN, a TaKKe JUIsl CHWKEHHSI PUCKOB Ui mpoaykra. Takue
ObICTphIE WJIM AaBTOMATU3MPOBAHHBIE METOAbl MHUKPOOMOJIOTHYECKOTO
MOHUTOPUHTa MOTYT IPUHUMATHCS TIOCIIE TOTO, KaK B XOJI€ BaIMAALMK ObLIa
POJIEMOHCTPUPOBAHA WX HKBUBAJICHTHOCTh YCTAHOBJIEHHOW METOJI0JIOTHUU
WJIA TPEBOCXOJCTBO HAJl HEW.

9.29. Metoauku otbopa mpod u oOOpyaOBaHHE, HCIOIB3yeMOE IS
TaKOro 0T0Opa, JOJKHBI OBITH YETKO MOHATHBIMH, B HAJIMYUU JTOJKHBI OBITH

npoueaypbl  JJsg  OCYIIECTBICHWS  HaJUIeXKalMX  ONepauuil U
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COOTBETCTBYIOIIEH MHTEPIIPETAlMK TOJYyUYeHHBIX Pe3yiabTaroB. B Hamuuum
JIOJKHBIL OBITh JaHHBIE B OTHOIICHUHU 3(P(HEKTUBHOCTU BOCCTAHOBJICHUS IS
BBIOpaHHBIX METOAMK 0TOOpa Mpoo.
9.30. IIpenensr JIEUCTBUA B OTHOIIEHUU KOHTaMHUHAIINN
’KU3HECITOCOOHBIMHU YaCTUIIAMU TIPEACTABIICHBI B TAOIHIIE 6.
Tabmnura 6

MakcumMalibHbie Npeeiibl JeHCTBUS JJIsl KOHTaMUHAIIMU
’KU3HECIIOCOOHBIMH YaCTULIAMH

Knacc | O6pazenr | CeauMeHTaIlMOHHbBIE KonTakTHble Otreyartok ¢
BO3JlyXa, TTACTUHBI MJIACTUHBI nepyaToK
KOE/M® | (mmametp — 90 Mm), | (amamerp — 55 mm), | (5 manbues,
KOE/4 yaca® KOE na miactuny® | ¢ o6eunx pyk),

KOE Ha
TIepYaTKy
A Orcyrcrre pocra'®
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -

@ _ CetMMeHTaIIMOHHBIE ITIACTUHBI JI0JKHBI OIBEPTaThCs BO3AEHCTBHIIO CPEibl B TeYEHHE BCeil
MIPOJOJKUTENBHOCTH OCYLIECTBIISIEMBIX OIepaluil (BKJtoyas HAacTPOHMKY 0O0OpYyJOBaHMS) M
3aMEHSATHCS B COOTBETCTBUU C TPeOOBAHUAMH HE MO3KE YeM uepe3 4 yaca (BpeMs SIKCIO3UIUN
JOJDKHO OCHOBBIBAaTbCS Ha BAJIMAALMM, BKJIKOYAas MCCIECIOBAaHUS BOCCTAaHOBJICHHUS; OHO HE
JIOJKHO OKa3bIBaTh HETATMBHOTO BIUSHUS HA MPUTOHOCTh UCIIOJIb3YEMbIX CPE).

- Jlna 30H kmaccoB C u D Bpems skcmo3unmu (MakcMMyM 4 yaca) M 4acTOTa JIOJIKHBI
OCHOBBIBAaThCsI HA YIIPABIECHUU PUCKAMHU JJI KaUECTBA.

- OTaenbHbIE CEAUMEHTAIIMOHHBIE IIJIACTUHBI MOTYT IIOJIBEPTaThCsl HKCIO3UIIMU MEHEe 4 4acoB.
® TIpemensl MO KOHTAKTHBIM TLIACTMHAM MPUMEHSIOTCS K TMOBEPXHOCTAM 00OPYHIOBaHHS,
MMOMENICHUHN M OJIeXk bl B 30HaX KjaccoB A u B. PyTuHHBIH MOHUTOPUHT OJEXK A6l OOBIYHO HE
Tpebyetcst 1uist 30H kinaccoB C u D (B 3aBUCUMOCTH OT (DYHKIMI TaKUX TOMEIIEHUH).

© Heo6X0AMMO OTMETHTB, YTO s Kjiacca A Haamume MOOOT0 POCTa JOMKHO BECTH K
IIPOBEACHUIO PACCIIEIOBAHNUS.

[Ipumeuanue 1: Cnegyer OTMETUTh, YTO THUIIBI METOJMK MOHUTOPHHIA, MEpEUYHCICHHbIE B
BBIILICYKA3aHHOM TaliMile, SBIAIOTCS JMIIb MPUMEPAMHU; MOTYT HCIOJNb30BaThCS JpYyrue
METOJIMKH MPH YCIOBUHU TOTO, YTO OHU YJIOBJIETBOPSIOT L[EJIU NMPEAOCTaBICHUS HH(OPMALIUY Ha
INPOTSDKEHUM  BCErO  KPUTHUYECKOrO Ipolecca, Korga IPOAYKT MOXKET IOABEPrarbes
KOHTaMHUHAaIlMK (HalpuMep, NpU HACTPOMKE acenTHYeCKOM JHMHHM, TpPU aCENTHYECKUX
npolieccax, HaloJIHEHUH U 3arpy3Ke B CYOIMMAIMOHHYIO CYIIUIIKY).

[Ipumeuanue 2: B pokymeHTe NpUMEHAIOTCS mpenaensl, BbipakeHHsle B KOE. Ecim
HCIOJIb3YIOTCS MHBIE WJIM HOBBIE TEXHOJIOTMM, NPEICTABIIAIOIIAE PE3ybTaThl B €IMHHULAX,
ormnunbix oT KOE, mnpousBoguTens MOMKEH TNPENOCTaBUTh HaydyHOe OOOCHOBaHUWE
HCIOJIb3YEMBIX IPEJENIOB U, 110 BO3MOKHOCTH, cBsA3aTh ux ¢ KOE.
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9.31. Mukpoopranusmbl, OOHapyKeHHbIe B 30Hax kiaccoB A u B,
JOJDKHBI OBITh UACHTU(UIIMPOBAHBI 10 YPOBHS BHJA, TODKHO OLICHUBATHCS
MOTEHIIMAIIBHOE BIUSHUE TaKUX MHUKPOOPTaHU3MOB Ha KadeCTBO MPOJYKTa
(U1 KaXK10M 3aTparuBaeMoi CEpum), a TAKXKE Ha 00IIIEee COCTOSTHUE KOHTPOJISL.
Taxxe crnenyer yaenarb BHUMaHUE HACHTHU(PUKAIMU MHKPOOPTaHU3MOB,
oOHapy>XeHHBIX B 30Hax kiaccoB C u D (Hampumep, Korja IpEBBIIICHbI
npefenbl  ASHCTBUSL WJIM YPOBHU TPEBOTM) WM TIOCJIE  BbIJCICHUS
MUKPOOPraHU3MOB, CIOCOOHBIX YKA3bIBATh HA MTOTEPIO KOHTPOJIS, YXY/IIICHUE
YUCTOTHI, @ TAaKK€ MPH BBIICICHUH MHUKPOOPTaHU3MOB, KOTOPHIMU TPYIHO
YOPABIATH (HalIpuMeEp, CIIOPOOOPa3yOIUEe MUKPOOPTAaHU3MBI UJTH TJIECHEBBIC
rpu6sl). Takue paboThl HEOOXOIUMO TPOBOAUTH C IOCTATOYHOM YaCTOTOM IS
MO/JICPKAHUS COOTBETCTBYIONIETO IMOHUMAHWS B OTHOIICHWH THITMYHOU
(bopbl, IPEJCTABICHHON B 3TUX 30HAX.

MopaenupoBanue acentudeckoro mnpouecca (APS) (TecT HamoiHEHUs
cpenamu (MFT))

9.32. Ilepuonuueckass  mpoBepka  AIPGHEKTUBHOCTH  HWMEIOIIMXCS
MEPONPUSITUIT KOHTPOJIA AJisi MPOLEcca acenTUUeCKo oOpabOTKH, JOJIAKHA
BKJIIOUATH B C€0S1 UCTIBITAHUE C UMUTAIIMEH MTPOIeCcca, UCTIONIb3YS CTEPUIILHYIO
NUTATENIbHYI0 cpeay U (WId) 3aMEHUTeNlb npojaykra. Mmurtanus
aCeNTUYECKOro TMpoIlecca HE JOJDKHA paccMaTpUBaThCcsl B KaueCTBE
MEPBOCTENEHHOIO CPEJACTBA BaIUAAlMHU ACENTHYECKOr0 Mpollecca WIH
aCIeKTOB  aCeNTUYEeCKOoro mpouecca. IPPEeKTUBHOCTh aCENTUYECKOTrO
mpoliecca JOJDKHA — ONpENeNsiTbes  MOCPEACTBOM — JAM3aiiHa  Ipoliecca,
coOmoaeHus TpeboBaHUN  (apMalleBTUYECKOM CHUCTEMbl KauecTBa U
MEPOTPUSITHI TEXHOJIOTUIECKOTO KOHTPOJIS, OOYYCHHEM U OIEHKOW JaHHBIX
MOHUTOpUHTA. BBIOOP COOTBETCTBYIONICH NHTATEILHOW Cpefapl U (WIIH)
3aMEHHUTENSI JOJKEH OCHOBBIBATHCA HAa CIOCOOHOCTH Cpefpl Hu  (WH)

3aMCHUTCIIA HUMUTHUPOBATH (I)I/I3I/I"IeCKI/Ie XApPaKTCPUCTUKH IMpOAYKTa,
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OIICHEHHBIC TI0 BO3MOXKHOCTH (POPMHPOBAHUS PHUCKOB I CTEPUIBHOCTH
MPOAYKTa B XOJ€ acernTUUecKoro mnporecca. Ecinu ctaguu o0paboTKH MOTYT
OKa3bIBaTh KOCBEHHOE BIUSHHUE HA >KU3HECTIOCOOHOCTH JIIOOOTO 3aHOCUMOTO
MUKPOOHOJIOTMYECKOT0 KOHTAMUHAHTa (Hampumep, Jsi MPOU3BEIACHHBIX
ACENTUYECKUX ITyTeM MSITKUX (OopM, MOPOIIKOB, TBEPABIX MAaTEPHAJIOB,
MUKpocdep, JTUIMOCOM WU JIPYTHMX COCTABOB, KOTJA MPOJYKT IOJBEPraeTcs
OXJIQXJICHUIO, HATPEBAHUIO WU JTUOPUIN3a1us), JOJKHBI pa3padaThiBaThCS
albTEPHATUBHBIE MPOILEAYPHI, KaK MOXHO TIIOJIHEE HMUTUPYIOIINE
OCyllleCTB/IsieMble omnepanuu. Ecau B KadecTBe KOMIIOHEHTa HWMHTAIlUU
Ipoliiecca UCIOJIb3YIOTC MaTepHualibl-3aMeHUTENN (Hanmpumep, 0ydepsl), OHU
HE JOJKHBI HHTUOMPOBAThH POCT JIOOOTO MOTEHIIMATLHOTO KOHTAMUHAITHSI.

9.33. MonenupoBanre Tmpolecca JOKHO KaK MOXHO TOYHEE
UMUTHUPOBATH MIPOIECC PYTUHHOTO aCENTUYECKOI0 MPOU3BOCTBA U BKJIIOYATh
B c€0sl BCE KPUTUYECKHUE ITPOU3BOJICTBEHHBIC CTA/IUH, B YACTHOCTH:

1. 171 TPOBEIAEHUS HMMUTALUM IMpoLecca CIEAYEeT OLIEHUBATh BCE
acenTUYECKUE OMepaluu, OCyUIECTBISIEMbIE MOCIIE [IUKIOB CTEPUIU3AIUU U
JEKOHTAaMUHAIIUM MAaTEepUAJIOB, MCIOJIB3YEMbIX B MpOLECCE, 10 MOMEHTa
TEPMETUYHOTO 3aKPhIBAHUSI KOHTEHHEPA;

i1. 1711 HEPUIBTPYEMBIX COCTaBOB JIOJKHA TPOBOJAUTHCS OLIEHKA JTFOOBIX
JIOTIOJTHUTEIBHBIX aCENTUYECKUX CTaIU;

iii. €CIM  aCEeNTUYECKUH TIPOIECC OCYIIECTBISETCS B arMmocdepe
WHEPTHOTO Tra3za, OH JOJDKEH 3aMEHSIThCS BO3JyXOM B XOJ€ HWMHUTAIUU
nporecca (€ciM TOJBKO HET HEOOXOJMMOCTH HMMUTAIMU  aHa’POOHBIX
YCJIOBU;

iv. mporecchl, TpeOyromue T00aBICHUS CTEPUIIBHBIX IMOPOIIKOB,
JIOJKHBI UCTIOJIB30BaTh MPUEMIIEMbI MaTepUAI-3aMEHHUTENb B KOHTEHHEpax,
UJICHTUYHBIX TE€M KOHTEHHEpaM, KOTOpPbIE HCMOJIb3YIOTCS B OLIEHUBAEMOM

mponecce,
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v.cheayer u3berarb pasfeilbHOM UMUTALUM €IMHUYHBIX ONepaluii
(HampuMep, IPOIIECCOB, CBSI3aHHBIX C CYIIKOHN, CMEIIMBAaHUEM, Pa3MOJIOM WJTH
pa3lielieHUEM CTEpPUIILHOrO mopoiika). Jlroboe MCrnoab30BaHUE OTIETbHBIX
UMUTAUA ~ JTOJDKHO — TOAKPEIUIATHCA  JOKYMEHTaIbHO  O(QOpMIICHHBIM
000CHOBaHWEM U 00ECIIEUUBATh, YTOOBI COBOKYITHOCTb OTACIBHBIX UMHUTAIIUM
OXBaTbhIBaJIa BECh MPOILIECC B LIETIOM;

Vi. mpolieypa HMMHUTAIMU  TIporecca JUid  JIMODWIN3UPOBAHHBIX
MPOIYKTOB JOJDKHA TPEACTABIISITH BCIO IEMIOYKY ACENTUYECKHX OIeparui,
BKJIFOYAs HAIOJIHCHHWE, TMEPEeMEIICHNE, 3arpy3Ky, pelnpe3eHTaTUBHYIO
MPOJIOJDKUTENIBHOCTD  BBIICPKKH  KaMephbl, BBITPY3KY U TEPMETHYHOE
3aKpbIBAaHUE TP  OMPENETIEHHBIX, JOKYMEHTAIbHO OQGOPMIICHHBIX U
000OCHOBaHHBIX YCJIOBUSX, MPEACTABIAIONINX CO00M paboune mapaMeTpsl 1Mo
TMPUHITAITY HAUXYIIIETO CIydasl.

vii. MmuTtanus npoiecca Tuoduin3alnuu 10JKHa BOCIPOU3BOIUTH BCE
aCmeKThl Tporecca (3a HCKIIYEHHEM TeX, KOTOpPhIE MOTYT HEraTHBHO
MOBJIUATh HA KXU3HECTIOCOOHOCTh WJIM BOCCTAaHOBJICHHME KOHTAMHHAHTOB).
Hampumep, crienyer w3berarh BBIKWMIIAHWS WM (PAKTHUECKOW 3aMOPO3KHU
pacTBopa. DakTOpsl, TPeOYIOME PACCMOTPEHHMSI IIPU ONPEICIICHIHN TU3aiiHa
UMHUTAIAHA aCeTITHYECKOTO TPOoIlecca, BKIYAIOT B ¢e0s1, e IPUMEHUMO:

® HCITOJIb30BAHUE BO3yXa JJII KOMIICHCAIIMHA Bakyyma (BMECTO a30Ta
WM IPYTHX TEXHOJIOTHYECKUX Tra30B);

® BOCIIPOM3BEIICHHEC MAaKCHMAJbLHOTO WHTEpBaja BPEMEHH MEXKIY
CTepHIM3aIueH THO(PUIH3aTOpa U €r0 UCTIOJIb30BaHUEM;

® BOCIIPOM3BEIICHUEC MAaKCUMAJIBHOTO TIEPHOJa BPEMEHH MEXIY
bunprpanueit u amopuIu3aIre;

® KOJMYCCTBEHHBIE  aCMEKThl CUTyallud  HaWXyHAIIero  clydas,

HaIllpuMCEp, 3arpys3ka HauOOJIBIIIETO KOJINYECTBA JIOTKOB, BOCIIPOMU3BCACHUC
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HauOoOJIbIIed MPOJOJDKUTEILHOCTH 3arpy3kd, KOrja Kamepa OcTaercs
OTKPBITOM MO OTHOIIEHUIO K (POHOBOH Cpejie.

9.34. UmuTamusi acenTUYECKOro Iporecca JIOJKHA NPUHUMATh BO
BHUMAaHUE pA3JIMYHbIE W3BECTHBIE  ACENTUYECKHE MAHUIYJSIUU U
BMEIIIATEIILCTBA, BO3HHUKAIOIIME B MPOIlECCe OOBIYHOTO MPOU3BOACTBA, a
TaKX€ CUTyallMd HauxyAauero ciydas. OHa Takke JOJDKHA MPUHUMATHh BO
BHUMAaHHE CJIEIyIOLIEE:

1. HEOTBEMJIEMBbIE U KOPPEKTUPYIOLIME BMEIIATENIbCTBA, SBIISIOMIMECS
pEnpe3eHTaTUBHBIMM B OTHOLIEHWHM PYTUHHOIO MpOLECCa, JIOJHKHBI
OCYIIECTBIIATHCA TAKUM 00pa30M M C TaKOW YaCTOTOM, KOTOpPbIE aHAJIOIMYHBI
PYTUHHOMY IIPOLECCY;

11. BKJIFOUEHHE BMEIIATEIbCTB U YACTOTa BMEIIATENIbCTB [P UMUTAIIUU
npoliecca JOJKHBI OCHOBBIBATHCS HA OLIEHEHHBIX PUCKAX NIl CTEPUIIBHOCTH
IPOJIYKTA.

9.35. NmuTaiusa acenTuyecKkoro mnpoliecca He JI0JKHA UCIHO0JIb30BaThCs
U1t 000CHOBAHUS AEUCTBUM, (POPMUPYIOLIUX PUCKA KOHTAMUHAIUH.

9.36. IIpu pazpaboTke MmiaHa MPOBEACHUS UMUTAIIMU ACENTHYECKOTO
npoiiecca HE0OX0IMMO PACCMOTPETD CIAEAYIOIINE ACTEKTHI:

1. OmpezelieHHe YCJIOBUM HauMXYyAILIEro ciydYas, OXBaThIBAIOUIUX
COOTBETCTBYIOIIIME IIEPEMEHHbIE (HAIpUMEpP, pa3sMep KOHTEHHEPOB U
CKOPOCTh JIMHHMM), a TAaKX€ WX BIWSHHE Ha Mpouecc. Pe3yiabrar OLEHKH
J0JI’KEH 000CHOBBIBATh BHIOpaHHBIE IEPEMEHHBIE;

il.ompe/ieNieHne pPEenpe3eHTAaTUBHBIX Pa3MEepOB KOMOMHALUNA CHUCTEM
YKYIOPKH, HCMOJB3YEeMbIX Juisi Banupauuu. lloaxox OpekeTuHra wiu
MATPUYHBIN OAXO0J MOTYT PACCMATPUBATHCS JJIsl BAIMIAIMHA OJHOU U TOU ke
KOH(QUTYpalud CHCTEMbl YKYMOPKH [UJII Pa3HbIX MPOJIYKTOB, €CJH

9KBHBAJICHTHOCTD IIPOLCCCAa HAYYIHO O6OCHOBaHa;
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11l. MAKCUMAQJIBHO JONYCTHUMBIC II€pUOABI BPEMEHHM XpaHEHHUs U
CTEPWJIBHOIO MPOAYKTa U O0OPYIOBaHMS, MOABEPTAOIINXCS BO3ACHCTBHUIO
IPOU3BOACTBEHHOM CPENbl B X0JI€ aCENTUYECKOr0 MPOLECcca;

iv. OObE€M HANOJHEHUsT KOHTEHEpa, KOTOpPbIA JOJIKEH OBITh
JOCTaTOYHBIM JJIsi 00ecreyeHusi KOHTaKTa Cpellbl CO BCEMH MOBEPXHOCTSAMU
o0Opy/ZIOBaHHSA U  KOMIIOHEHTOB, CIIOCOOHBIMH  CTaThb  IPHUYUHOM
HENOCPEACTBEHHOW KOHTaMHWHALIMU CTEPUIBHOIO Npoaykra. Mcnons3yembii
00bEM JOJDKEH MPEJOCTaBIATh JOCTAaTOYHOE MECTO HaJl MOBEPXHOCTHIO
OPOJYKTa JJIs HOJIJAEpKaHUS MOTEHUHUAIBHOIO POCTa MUKPOOPraHM3MOB U
o0ecrieurBaTh BO3MOYKHOCTb OOHapyXeHHs TOMYTHEHHS—B MpOLECcCe
IIPOBEPKHU;

V.TpeOOBaHUE IO 3aMEHE WHEPTHOTO rasza, UCIOJIb3YEMOTO B XOJE
PYTHHHOTO aceNTUYECKOro Mpoliecca, Ha BO3AYyX (€Ciu TOJIbKO He Tpedyercs
UMUTALMsE B  aHA’pOOHBIX yCIOBHSAX). B Takux ciywasx cieayer
paccMarpuBaTh BOIPOC O BKIKYEHUU NEPHUOJUYECKHX HMUTALAA B
aHa’pOOHBIX YCIOBUAX B KauyecTBE KOMIIOHEHTa OOIlel BajuAallMOHHOM
cTpareruu (CMOTpUTE MYHKT 9.33, MyHKT iii).

vi. BBIOpaHHas MUTaTelbHasl cpeJa JOJDKHA ObITh  CIIOCOOHA
NOJJIEPKUBATH POCT OMPEICTEHHOMN IPYIIbl KOHTPOJIbHBIX MUKPOOPTaHU3MOB
COIJIACHO OIKCaHWI0O B COOTBETCTBYIOLIEH (papmakoree, a Takxke
pPENpPE3EHTATUBHBIX JOKAIbHBIX U30JI5TOB;

Vii.MeTOoJ1 OOHapyKEHHSI MUKPOOUOJIOTHYECKON KOHTAMUHALIUU JOJIKEH
UMETh Hay4yHOEe 000CHOBaHUE JUIsl 00eCIeueHrs BO3MOXHOCTH JI0CTOBEPHOTO
OoOHapy>KeHHs JIF0OO KOHTAaMUHAIUY;

vill. UMHTaIIUsL ~ TIpoliecca  JOJDKHA  MMETh  COOTBETCTBYIOIIYIO
IPOJIOJKUTENBHOCTh, JAOCTAaTOYHYIO JJIA TOrO, YTOOBI MCHBITATh MPOLECC,

Oo1ICpaTopoB, OCYHICCTBIIAIOMIMX BMCIIATCIbLCTBA, IICPCXO0A CO CMCHLI Ha
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CMEHYy, a TaKXe CHOCOOHOCTh MPOU3BOJICTBEHHOM cCpeabl 0OecreunBaTh
COOTBETCTBYIOIIUE YCIOBUS 711 IPOU3BOACTBA CTEPHIIBHOTO MPOAYKTA;

iX. €ClIi IPOM3BOUTENH pa00OTACT B HECKOJIBKO CMEH WJIN MCITOIB3YET
MPOJIJIEHHBIE CMEHBI, TO TOTJa UMHUTAIIAS aCETTHYECKOTO MpoIecca AOJKHA
ObITh pa3paboTaHa TakuM oO0Opa3oM, YTOOBI OXBATHIBATh CIEHU(UUCCKUEC
(bakTophl, CBSI3aHHBIE C TAaKUMU CMEHAMH M OILICHEHHBIE C TOYKH 3PEHUS
GbopMHUPOBaHUS PHUCKOB JUIsl CTEPWIBHOCTH TPOAYKTa (Hampumep,
MaKCUMaibHas JJINTCIBHOCTh HAXOXKIEHUS  Omeparopa B  YHUCTOM
MIOMEIICHUH );

X. AMHTAIIMI0  OOBIYHBIX  OCTAHOBOK  MpOIECCa  aCEeNTHYECKOTro
MIPOU3BOJICTBA, KOTJa IMPOIIECC MPOCTAaWBaeT (HAMpUMEp, MPHU MEPEXO0/e CO
CMEHBI Ha CMEHY, MOTIOJIHCHHH €MKOCTeH IMOoJja4uH, BBOJIE JOTIOJHUTEIHLHOTO
000pyI0BaHUs B IIPOIIECC);

Xi. o0ecreyeHrne TOTro, YTO MOHHUTOPHUHT IIPOM3BOACTBEHHON CpPEIbl
MPOBOJIUTCS B COOTBETCTBUM C TPEOOBAHUAMH, OMNPEACICHHBIMHU IS
PYTHHHOTO  TPOMW3BOJCTBA, a  TakkKe Ha  NPOTHKEHUH  BCe
IPOJIOJDKUTEIILHOCTH UMUTAIIUH TTPOTIECCa;

Xii.B  cllydyae TMpPOU3BOJCTBA KaMmmaHUsMHU  (Hampumep, IMpHu
WCITOJIb30BAaHUHA OapbhepHBIX TEXHOJOTUA WM IPOHU3BOJICTBE CTEPHIIBHBIX
aKTUBHBIX (DapMalIeBTUYECKUX CYOCTaHIINI) BHUMAaHNUE HEOOXOIUMO YIEIATh
acmeKkTaM Ju3aiiHa M OCYIIECTBICHHUS] UMHUTALMK TPOIIecca TaKUM 00pa3om,
KOTOPBIA UMUTHPYET PUCKH, CBSI3aHHBIC C HAYAJIOM U OKOHYaHHEM KaMIIaHUH,
a TaKXe JIEMOHCTPHUPYET OTCYTCTBHE KaKHUX-JTHOO PUCKOB, 00YCIOBICHHBIX
IIPOJIOJDKUTEIILHOCTHIO KaMITaHHH,

xiii. 9 (PEeKTUBHOCTh «MMUTAIIMU ACENTHYECKOTO MPOIecca B KOHIIC
MPOM3BOACTBA WM KAaMIIAHUW» MOXKET HCIOJIb30BaThCS B KA4YECTBE
JIOTIOJIHUTEJILHOW TapaHTUH W JIJIS LIeJIEH NpoBeneHus paccieaoBanus. Kak

OBl TO HU 6BIJ'IO, TaKOC UCITOJIB30BaAHHUC JOJI?KHO 00OCHOBBIBATLCS B CTpaTcrun
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KOHTPOJISI KOHTAMHWHAIIMM W HE JIOJDKHO 3aMEHSATh PYTUHHOW HMMUTAIUU
acenTUYeCcKOro mpoiiecca. B ciyuae Takoro MCHOJIb30BaHUS HEOOXOIUMO
MPOJAEMOHCTPUPOBATh, YTO JIFOOOW OCTATOUHBIA MPOJAYKT HE OKa3bIBACT
HETaTUBHOE  BJMSHHE  HA  BBISABICHHE  JIFOOOH  MOTEHIMAIbHOMU
MUKPOOHOJIOrHIECKON KOHTAMHUHAITUH.

9.37. Insi CTEpUJIbHBIX AaKTHBHBIX (DapMalleBTUYECKUX CyOCTaHIMMI
pa3Mmep cepuM JOJDKEH OBITh JOCTATOYHO OOJBIIUM, YTOOBI MPEACTABIATH
PYTUHHBIE ONlEepallii, UMUTUPOBATh BMEIIATEILCTBA IPU HAUXYAIIEM Clydae
U OXBaThIBaTh BCE IMOBEPXHOCTHU, KOTOPHIE MOTYT BCTyNaTh B KOHTAaKT CO
CTEpUJIBHBIM MpOoayKTOM. Kpome Toro, Bce MaTepuaibl, UCIOJb3yEeMbIC s
MMUTALMU (3aMEHUTENIM WJIM MUTATEJbHBIE CPEIbl) MOKHBI MOABEPraThCs
MUKPOOHOJIOTHYECKON OIleHKe. MaTepuaibl Il UMHUTAIlUU JOJDKHBI OBIThH
JOCTATOYHBIMHU JIJII OLIEHKU MMUTHUPYEMOrOo TIpoIecca M HE JIOJKHBI
dbopMUpOBaTh YIpo3 IS BBISBJICHUS MUKPOOPTAaHU3MOB.

9.38. UmuTamusa acenTu4ecKkoro mpoliecca J0KHA MPOBOJIUTHCSA KaK
4acTh NMEPBOHAYAIBHOW BaJMAAIIMM C UCIOJIB30BAHMEM, 10 MEHBIIEH Mepe,
TpEeX MOCIE0BATENIbHBIX, YCIEITHBIX UMHUTAIIUEH MPOoIecca, OXBAThIBAOIIUX
BCE pabouyne CMEHBI, B X0JI€ KOTOPHIX MOXKET OCYIIECTBIISITHCS aCENITUUYECKUM
nporecc. Takxe UMUTAIMS aCENTUYECKOro Mpoliecca JOJDKHA MPOBOIUTHCS
MOCJI€ BHECEHUS KaKMX-TMOO CYIIECTBEHHBIX HW3MEHCHHH B padoumne
MPaKTUKH, IIOMCIICHHS, WHXXCHEPHBIE CHCTEMBl WJIM OO0OpYI0OBaHHE
(mampumep, wusmeHenue cucrembl HVAC, o00opynoBaHusi, H3MEHEHUS
mporecca, HM3MEHEHUsS KOJWYecTBa CMEH U KOJIMYEeCTBa TEepcoHala,
OTKJIOUEHHE  OCHOBHBIX  MoIlmHocTei). Kak  mnpaBuimo, uUMHUTAIUS
acenTu4yeckoro  mporecca (mmepuoaudecKkas  peBadujanus)  JOJHKHBI
MPOBOJIUTHCS JBaXAbl B Toj (NMpUOJM3UTENBHO KaXKJble 6 MecsAleB) s
KaXJO0TO aCEeNTHYECKOro MpoIecca, KaXa0oW JMHUM PO3JIMBA W KaXaou

paboueit cMeHbl. ExeroiHo Kaxkaplil onepatop A0HKEH NPUHATH y4acTHeE, 10
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MEHBIIIE MEPE, B OJHOM YCIEIIHOW MMHUTALMM ACENTHYECKOrO Mpoliecca.
HeobOxonumo  paccmarpuBaTh  BONPOC O  NPOBEACHUU  UMUTAIUHU
aCerTUYECKOro Mpoliecca IMOCiae MPOM3BOJACTBA MOCIEAHENH cepuu Nepen
IpeKpaiieHueM (OCTaHOBKOM) padoOThl, Mepes JIUTEIbHBIMU [EePUOIaAMU
OpOCTOSl WM TNEPEd BBIBOAOM JIMHUM W3 OKCIUTyaTallkd WA €€
MIEPEMEILICHUEM.

9.39. B ciyyae oOCyUIECTBJICHUSI OIlEpalii Bpy4YHYIO (HaAmpumep,
onepanuin aCerTUYECKOT0o MPUTOTOBJICHUS Wi HAITOJTHEHUS])
NEPBOHAYAJILHOW  BalMJallMM  JOJDKEH TMOJABEPrarbCsi  KaXKIbId  THUII
KOHTEIHEpa, KaXK/1asi CUCTEMA YITAKOBKU (YKYIIOPKH), @ TAK)KE KaKIasi JTUHUS
000pYI0BaHUS C KaXKIbIM ONIEPATOPOM, YUaCTBYIOIINM, IO MEHbIIIEH Mepe, B
TpeX MOCJIEA0BATEIbHBIX YCIEIIHBIX UMHUTAIUAX ACENTUYECKOTO Mpoliecca, 1
MOJBEPraThCsl PEBAIUIAIIMU C UMHUTAIIUEN aceNTUYECKOTro Mpoliecca Kaxable
6 MecsIeB IS Kaxaoro omeparopa. Pasmep cepuu, HMCHOJIb3yeMbIN s
MMHTAIMM ACENTHUYECKOr0 Mpoliecca, NOIKEH UMHUTUPOBATh Pa3MeEpP CEpHUH,
UCIIOJIb3YEMbII TPU PYTUHHOM IPOIIECCE ACENTUYECKOr0 MPOU3BO/ICTBA.

9.40. KonuyecTBO €IUHMIL, TOJISKAMMUX 00paboTKe (HAIMOJIHEHUIO)
IIPY IPOBEICHU M UCIIBITAHUN C UMUTALMEN aCETUYECKOI0 ITPOLIECCa, TOJKHO
ObITh J0CTaTOYHBIM JJig  3(G(EKTUBHOM UMHUTALUM BCEX OIEpalui,
SABJISIFOIIMXCSI  PENPE3CHTAaTUBHBIMM  JUISI  MOpoOIlecca  aACeNTHYECKOro
npoun3BoAcTBa. OO0CHOBAHNE KOJIMYECTBA MO IJICKAIINX HATIOJIHCHHUIO STUHUIL
JOJDKHO YETKO (PUKCUpPOBAThCA B CTPATETUM KOHTPOJISI KOHTAMUHAIIMM.
OOBIYHO OCyIIECTBIISIETCS HamoJiHeHHue kak MuHUMYyM oT 5000 mo 10000
eaunuil. [{ns ManeHpkux cepuit (Hampumep, B kotopbix meHee 5000 equnmi),
KOJINYECTBO KOHTEUHEPOB JJIsI UMHUTAIIUU ACENTUYECKOTO MPOIECcca JT0IKHO
OBITh, TTI0 MEHBIIIEH Mepe, paBHO pa3Mepy IMPOMBIIIJIEHHON CepUH.

9.41. EquHunpbl, B KOTOPBIE OCYIIECTBIISUIOCH HAIIOJHEHHE B XOJI€

HUMUTAIUU ACCIITUYICCKOTO IMpoHecCa, 10JIKHBI TOABEPraThbCsA B36aJ'ITBIBaHI/IIO,
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BpPAlllCHUID WM TEPEBOPAYMBAHUIO IE€pell WX TMOMENIEHWEM Ha
WHKYOHpOBaHUE JIJIs 00ECIIEUEHUs] KOHTAKTa CPEbl CO BCEMU BHYTPCHHUMHU
MOBEPXHOCTAMM KOHTEHHepa. Bce 1enocTHble €IMHUIIbI, TOJIYyYECHHBIE B
pe3yJbTare HUCHbITAHUS C UMUTAIMENd MpoIecca, MOJDKHBI IMOJBEpPraThCs
WHKYOMpDOBAaHUIO M OIEHKE, BKJIOYasg E€IUHUIIBI C KOCMETHUYECKHUMU
nedekTaMu WM T€ EAUHUIBI, KOTOPBIE IMOJBEPIVINCH HEpa3pyLIAIIEMy
BHYTPHUIIPOU3BOJCTBEHHOMY KOHTPOJIIO. ECiu enMHuIbI 0TOPaKOBBIBAIOTCS B
X0Ji€ UMHUTAIIMU TTPOIIECCa U HE TTOABEPraloTCsi MHHKYOMPOBAHUIO, TO TOT/1a OHU
JOJDKHBL  OBITh COMNOCTaBUMBI C E€IUWHUIIAMHU, OTOPAKOBBIBAEMBIMHU IIPHU
PYTUHHOM TMPOLIECCE HAMOJHEHUS, M TOJBKO B TOM ClIy4yae, €ciu
MPOU3BOJICTBEHHBIE MPOLEAYPHl YETKO ONPEAEISIOT, YTO TAKUE €IUHUIIBI
JIOJDKHBL  OTOPAKOBBIBATHCSI MPU CXOXKHUX OOCTOSTENbCTBAX (TO €CTh THUI
BMEIIATEIbCTBA, PACMOJOXKEHUE Ha JMHUU, OIPEJCICHHOE KOJUYECTBO
U3BJIEKAEMBIX eIUHUIT). HU npu KakKux yCJIOBUSX B MPOIIECCE BMEIIATEIHCTBA
IPU OCYIIECTBICHUU HAIOJHEHHUS CpelaMH HE JIOJDKHO OTOpPaKOBBIBATHCS
KOJMYECTBO  €IWHUII, TPEBBIIIAIONIEE KOJUYECTBO, KOTOpoe Oyaer
OTOpaKOBBIBATHCS B XOJE€ MPOMU3BOJICTBA. IIpuMepaMu MOTYT SIBJISITBCS T€
€IMHUIIBI, KOTOPbIE OOBIYHO OTOPAKOBBIBAIOTCS MOCJE Mpoliecca HACTPOUKHU
WU ONPEACIICHHOTO BMENIATEIhCTBA B XO/€ PYTUHHOTO MPOU3BOACTBA. JIJIst
MOJTHOTO MOHUMAaHUA MpOoIlecca U OLIEHKA PUCKOB KOHTAMUHAIIUK B MPOLIECCE
ACEeNTUYECKON HACTPOWKH WM O0O0S3aTeNbHBIX OYHMCTOK JIMHUHU, TaKue
€AUHULIBI OYIyT, KaK MPaBUJI0, UHKYOUPOBATHCS OTJEIBLHO U HEOOSI3aTeIbHO
OyIlyT BKJIFOYEHBI B KPUTEPUH TTPUEMIIEMOCTH ISl UMUTALIMKM ACETITUYECKOTO
npoliecca.

9.42. Ecnu mporecchl BKJIIOYAIOT B CeOs MaTepHasbl, KOTOpPHIC
KOHTaKTHUPYIOT C TMOBEPXHOCTSIMU, KOHTAKTHPYIOIIMMHU C MPOAYKTOM, HO
3aTeM YJaJsI0TCs B XOJ€ Mpoliecca (Harmpumep, MPOMBIBKH MPOAYKTOM),

y,[[&UIH@MBIﬁ Marepuaa HOJDKCH HWMHUTUPOBATHCS MMUTATEIbHOU CpG)IOfI u
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WHKYOMPOBATHCS B paMKax UMUTAIIMHU aCENITUYECKOTO IIporiecca (€CIM TOIbKO
YETKO HE MPOJAEMOHCTPUPOBAHO, UTO TAKOM mpoliecc PopMUPOBaHUS OTXOI0B
HE BIIUSIET HA CTEPUIILHOCTD MPOJYKTA).

9.43. HanonHeHHbIE NPU UMUATALUHA ACENTUYECKOTO MPOIIECCA ETMHULIBI
JOJDKHBI MHKYOHUPOBAThCS B IPO3PAYHOM KOHTEHHEpE ISl OOECIICUCHHS
BU3yaJIbHOTO OOHApY)XEHHUs POCTa MUKPOOPraHW3MOB. Eciau KOHTEWHEpPHI C
MPOJAYKTOM HE SBJISIOTCS MPO3PAUYHBIMU (HapUMEP, U3TOTOBJICHBI U3 CTEKJIa
SHTApHOTO 1IBETA, U3 HEMPO3PAYHOIO IJIACTUKA), OHU MOTYT OBbITh 3aMEHEHBI
MPO3payHbIMU KOHTEMHEpAMU aHAJIOTUYHOU KOH(PUTYpALUU JIJIsi 00JIeTYEHUSI
mporecca OOHapy)KeHUsT KOHTaMHHAIMU. Eciu OTCyTCTBYeT BO3MOYKHOCTH
3aMEHBI MTPO3paYHbIM KOHTCHHEPOM aHAJOTMYHOW KOH(PUTYpamuu, TO TOTaa
HEO0O0XO0IUMO pa3paboTaTh MOAXOISIIMN METOJ JJisi OOHApYKEHUS pocTa
MUKPOOPraHU3MOB " MIPOBECTH BaJINIAIIMIO TaKOTO METO/1A.
MukpoopranusMsbl, BbIACICHHBIE U3 KOHTAMUHUPOBAHHBIX €IUHMUIL, TOJIKHbI
UISHTU(UIIUPOBATECA J0 BHAA (€CIIM OTO SBIACTCS MNPAKTHYCCKH
BO3MOKHBIM) JIJIi TOMOIIM B OIPEJACICHUH BEPOATHOTO HMCTOYHUKA
KOHTaMHUHAaIINH.

9.44. HanonHeHHbIE MPU UMUTAIIMHA aCENTUYECKOTO MPOIIECCA ETUHULIBI
JIOJDKHBI TIOJIBEPTaThCsl MHKYOUPOBAHUIO 0€3 KaKoW-11M00 HEOOOCHOBaHHOM
3aICP>KKH JIJI1 BO3MOYKHOCTH JIOCTHKEHHSI MAKCUMAaJIbHO BO3MOYKHOM CTETICHU
BBISIBJICHUS MOTEHIINAIILHOUN KOHTaMHWHAIUHU. Br16op YCIIOBUU
WHKYOMpOBaHUS U €ro MNPOJOJDKUTEIBHOCTH JIOJDKEH OBbITh  HAy4HO
OOOCHOBaHHBIM W  MOPOIICANIMAM  BaJIUAANMIO Il oOecrnedeHus
COOTBETCTBYIOIIIETO YPOBHS YyBCTBUTEIHLHOCTH 0OHapy>KEeHUS
MHKPOOHOJIOrHYECKON KOHTAMUHALIUH.

9.45. Tlo 3aBepiieHUIO0 THKYOUPOBAHUS:

1. HallOJIHEHHbIE MPU HUMHUTAIIMK aCENTHYECKOTOo Ipollecca €IUHHUIIbI

JTOJKHBI  MPOBEPATHCA ~ MEPCOHAIIOM, MPOILICAIINM  COOTBETCTBYIOIIEE
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oOyueHHe W UMEIOIIUM COOTBETCTBYIOIIYIO KBadU(DUKAIIMIO B OTHOIICHUU
Ipoleayp OOHApPYKEHUST MUKPOOHOJOTMYECKOM KOHTamuHanuu. I[IpoBepka
JOJDKHA TIPOBOJUTHCS B YCJOBUSX, MO3BOJSIONIMX HUJICHTU(PUIIMPOBATH
JT00YI0 MUKPOOUOJIOTUUECKYI0 KOHTAMUHAIIUIO.

ii.00pasipl HANOJHEHHBIX E€IWHUI] JOJDKHBI HMHKYOHMPOBATHCS C
MOJIOKUTEJIBHBIM ~ KOHTPOJIEM, IOJYYEHHBIM METOJOM HHOKYJISIUM C
COOTBETCTBYIOIIIUMH  BHJIAMU  KOHTPOJIbHBIX ~ MHUKPOOPIaHU3MOB U
penpe3eHTaTUBHBIMU JTOKATbHBIMUA U30JISITAMH.

9.46. llenpt0o OMKHO OBITH OTCYTCTBHE pOCTa («HYJEBOW pOCT»).
Hanmnune kakoi-mmb0 KOHTAMMHUPOBAHHOW €IMHHIIBI JOJDKHO BECTH K
MPU3HAHUIO HEYCIECIIHOCTH MMHUTAIMUA aCENTUYECKOTO Mpolecca U JT0KHBI
NpEeANPUHUMATELCA CIETYIONINUE TEUCTBUS:

1. MpOBeJICHUE pacciieOBaHUsl Il ONPEACIICHUsI Haubojiee BEPOsTHOU
KOPHEBOU MPUYHUHBI (IPUYHH);

il.ompeAeeHUe U peau3alusi COOTBETCTBYIOIIUX KOPPEKTUPYIOUIUX
MEPOTIPUSATHIM;

i1i. JOJDKHO OBITH MPOBEACHO JOCTATOYHOE KOJUYECTBO TMOBTOPHBIX
MOCJIEAOBATEIbHBIX  YCHEIIHBIX HMHTAIMA  acenTHYeCKOro mpolecca
(0OBIYHO, KAaK MUHUMYM, 3) IJI I€MOHCTPALUU TOTO, YTO MPOIECC BEPHYJICS
B COCTOSIHHE KOHTPOJIS;

1v. He3aMeJIMTENbHBIM 0030p BCEX COOTBETCTBYIOIIMX 3amuced B
OTHOLIIEHUU AaCENTUYECKOro IMpoIecca ¢ MOMEHTA IMOCJIEAHEN YCHEUIHOU
UMUTAIIUN aCeTITUYECKOT0 Mpoliecca:

a) pe3yibTaThl 0030pa JOJDKHBI  BKJIOYATh  OICHKY  PHUCKOB
NOTEHIHAIBHBIX HAPYIICHUH CTEPUIBHOCTH [JIsi CEpHil, MPOU3BEICHHBIX C
MOMEHTA MMOCJIEAHEN YCIIETHOM UMUTAIIMN ACENITUYECKOTO MPOLIECCa;

b)Bce mpouue cepuu, HE BBINYIICHHbIE HA PBIHOK, JOJDKHBI OBITh

BKJIIOYEHBI B  00JIaCTh paccCiICa0OBaHUA. Pe3y.HBTaTBI paccCiIiC10BaAHNA



123

HEO0OXOAMMO paccMaTPUBATh MPU MPUHATUH JIFOOOT0 PEIICHHS] B OTHOLLICHUU
CTaTyca UX BBIITyCKa.

v.Bce nmpoaykThl, KOTOpble ObUIM MPOU3BENICHBI HA JIMHUU BCJEH 3a
HEYIAYHOW MMUTALMEN aCEeNTUUYECKOTO IPOLIECCa, AOJKHA Pa3sMELaThbCs B
KapaHTUHE J0 TeX IOp, MOKa He OyAeT ycCHelniHa pelieHa MpodieMa ¢
BO3ZHUKIIUM COOEM MPU UMHUTAIIMU aCENTUYECKOTO MpoIiecca.

Vi. €ClIM  pacclieJOBaHUE YKa3blBa€T Ha TO, 4YTO COON 0O0YCIIOBIICH
JNEUCTBUSAMH OIlEepaTopa, TO TOT/AA JAOJKHBI MPEANPUHUMATHCS JEHCTBUS MO
OTPaHUYCHUIO MMPOBEJICHUS PAOOT TAKUM OINEPATOPOM JI0 TE€X IMOP, TOKA OH HE
MPOMJIET MPOIIECCHI TIOBTOPHOTO OOYYECHHS M OBTOPHOUN KBaIM(PHUKALINH;

Vil.MPOM3BOCTBO JIOJKHO BO30OHOBIISATHCS TOJBKO MOCIE YCHEITHOTO
3aBEepIIEHUS peBATUAIUU.

9.47. Bce HMKIBI UMHUTAIlMM aCENTUYECKOrO0 IIpollecca JOJDKHBI B
MOJTHOM 00BbeMe O(OPMIIATHCS JIOKYMEHTAJIbHO M BKJIIOYAaTh B c€0s CBEPKY
KOJIM4YecTBa OOpaOOTaHHBIX EAWHUI] (HAIMpUMEp, HAIMOJTHEHHBIX EIUHHUII,
CAVHUI], TIOABEPTIIUXCS  WHKYOMpPOBaHWIO, H  HE  MOABEPTLINXCS
WHKyOupoBaHuto eauHuil). OOOCHOBAaHKE B OTHOIICHWU HANOJHEHHBIX U HE
MOJABEPIIINXCS WHKYOMPOBAHUIO €IWHUIl JIOJDKHO OBITh BKJIIOYEHO B
JOKyMEHTaIu. Bce BMemarenbCTBa, OCYHIECTBIISIEMbIE TMPU HWMUTALUU
aCenTUYECKOTro Mpoliecca, MOJDKHBI PETHCTPUPOBAThCA (BKIIIOYAsi BpeMs
HaJyaJia ¥ 3aBEPIICHUSI KaXXJOTO BMENIATENIbCTBA, & TAKKE MICHTU(PUKAIIIO
OCYILIECTBUBIIIETO  TakKO€  BMEIIATEIbCTBO  Jidila). Bce  maHHbBIE
MUKPOOHMOJIOTUYECKOT0 MOHMTOPUHIA, a TakXe Jpyrue JgaHHbIE IO
TECTUPOBAHUIO JOJDKHBI PETUCTPUPOBATHCS B JOChE Ha CEPUI0 B pPaMKax
MMUTAIMU aCeNTUYECKOT0 MPoIlecca.

9.48. lluk1 MHATAMK aCEITHYECKOTO MPOIEcca MOXKET ObITh TPEepBaH
TOJIBKO B TE€X OOCTOSITENbCTBAX, MPU KOTOPBIX MHCHBMEHHBIE IMPOLEIYPHI

TPEOYIOT aHAJIOTUYHOTO OOpaIeHUs ¢ KOMMEPUYECKUMH (TIPOMBIILIICHHBIMH )
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cepusMu. B Takux ciydasx HE0OXOIMMO JOKYMEHTAJIbHO O(QOPMITH
COOTBETCTBYIOLIEE PACCIIEIOBAHUE.

9.49. Acentnuecknii NpPOLECC AOJDKEH IOJABEPTaTbCs ITOBTOPHOMY
IPOBEACHUIO NTEPBOHAYAIIBHON BAJIMIALIMK B CIIy4asiX, €CIIU:

1. acenTUYECKUN MpolecC HE MPOBOJAWICS B TEUEHHUE IJIUTEIBHOIO
nepuoja BpEMEHH;

11. IMEIOT MECTO M3MEHEHMsI Ipolecca, 000pyAOBaHUS, NPOLEYp WU
IPOU3BOACTBEHHOM Cpebl, KOTOPBhIE CIOCOOHBI MOBIMATh HA aCENTHUYECKUI
IPOLECC, a TaKke Korjga B Ipolecc A00aBISAIOTCS HOBbIE KOHTEHHEPHI IS

MPOAYKTA UM KOMOMHAIIUHA CUCTEM YKYIIOPKH.

10. KonTposb kauecTBa

10.1. B Hamuyuum  NODKEH  OBITh  TMEpCOHAN,  MPOIICAITUIN
COOTBETCTBYIOIIEE O0y4YeHUE U OOJIaalOIINi COOTBETCTBYIOIIUM ONBITOM B
0o0JaCTU  MHUKPOOHMOJIOTMH, OOEClEeYeHUsT CTePUIIBHOCTH, a  TaKke
oOnagaronuii 3HAHUSMH B OTHOIICHHH MPOIIECCOB, MOMIECPKUBAIOIINX
IU3ailH  MPOW3BOACTBEHHBIX  ONEpalUil,  PEXKUMOB  MOHUTOPHUHIA
MIPOU3BOJCTBEHHON Cpebl, a Tak)Ke JIFOOBIX PaCCIECNOBAHHUMN ISl OICHKU
BIIUSIHUSL COOBITHHM, CBS3aHHBIX C MHUKPOOHMOJOTMYECKUMH acCIlleKTaMH, Ha
0€30MacHOCTbh CTEPUIILHOTO MPOAYKTA.

10.2. Cneundukanu Ha HWCXOJHBICE MaTepHabl, KOMIIOHEHTHI U
MPOIYKTHI JOJKHBI BKITIOYATh B c€0s1 TpeOOBaHMUS B OTHOIICHUH MPEETIOB 10
MUKpPOOpPraHMW3MaM, YacTUIlaM U HSHAOTOKCMHAM (NHpOreHaM), Korja
HEOOXOAMMOCTh  3TOr0  ObUIa  IPOJIEMOHCTPUPOBAHA  MOCPEACTBOM
MOHUTOPHUHTA U (MJIK) CTpaTEruu KOHTPOJISi KOHTAMUHAITUH.

10.3. KonnuecTBEeHHbIN aHATM3 OMOHATPY3KH JTOJKEH MPOBOUTHCS JIJIs
KaXKJIOW CEpUU KaK MPOAYKTOB, HANIOJHEHHBIX aCENTHUYECKUM ITYyTE€M, TaK W

NPOAYKTOB, TOABEPraroluxcs (PUHUIIHOW CcTepuiau3aluu. Pe3ylbTaThl
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YKa3aHHOTO aHaJlh3a JIOJDKHBI paccMaTpuBaThCs NpH (PUHAIBHOW OIICHKE
cepud. JIoKHBI  OBITH  OMpENENECHBl MpEAeNbl MO0  OHOHArpys3ke
HEMOCPEACTBEHHO Mepe] MOoCIeAHUM QUIBTPOM CTEPHIIN3YIOIETO KJlacca UiTu
nepes mporeccoM (UHUIIHONW CTEPUIIM3AINN, KOTOpbIE JOJKHBI OBITh
COOTHECEHBI ¢ 3 (PEKTUBHOCTHIO UCONB3YyeMOro Meroaa. OOpa3ibl TOJKHbI
OoTOMpAThCs TakKUM OO0pa3oM, YTOOBI SBIATHCSA PENPE3CHTATUBHBIMHU IS
CICHApWs HauXyJlero ciay4as (Hampumep, MO OKOHYAHHH BPEMEHH
xpaHeHus1). B Tex cimywasx, korga mnapameTpbl H30BITOYHON 00pabOTKU
OTpeAeNieHbl I MPOIYKTOB, MOJIBEPratOIINXCcs (PUHUIIHON CTEPUIIH3AINH,
MOHHUTOPUHI OMOHArpy3KH JOJIKEH OCYLIECTBIISTHCS C COOTBETCTBYIOLIUMU
3aIJIaHUPOBAHHBIMU UHTEPBAJIAMHU.

10.4. Ina 1pOAYKTOB, 3apErMCTPUPOBAHHBIX [UJI BBINYCKa IO
napaMmeTrpam, JOJDKHa ObITh pa3paboTaHa BCIOMOTaTeNIbHAs Iporpamma
MOHHUTOPHUHIa OMOHATPY3KH JI0 CTEPHIIM3AINH (TSI HATIOJTHEHHBIX MPOTYKTOB
70 Hayaja LUKJIa CTePWIM3AlMK), a KOJIMYECTBEHHBIN aHanu3 OMOHATPY3KHU
JIOJIKEH MPOBOAUTHCSA 1 Kak101 cepuu. Touku oTOopa npoO HAMOJIHEHHBIX
eIMHUIL 10 CTEPUIIN3AIUHU JOHKHBI OCHOBBIBATHCS HA CIICHAPUU HAUXY/IIIETO
cllydasi W SIBISITBCSA ~ PENPE3CHTATUBHBIMU 11 cepuu.  JlioOwie
MUKPOOPTaHU3MbI, OOHAPYKUBAeMble NMPU KOHTPOJIE OMOHArPY3KH, JTOJKHBI
UACHTU(DUIIMPOBATHCS, a WX BiIUsSHUE Ha H(P(PEKTUBHOCTH MpoIecca
CTepUJIN3alUU — OnpeneisaThes. Ecnyu npuMeHnMo, JOMKEeH OCYIIeCTBIAThCS
MOHHUTOPHUHT KOHIIEHTPAIMH SHJOTOKCUHOB (TTUPOTECHOB).

10.5. KoHTposib ~ CTEpUIBHOCTH  TOTOBOTO  MPOAYKTa  JOJDKEH
paccMaTpuBaThCs JIMIIL B KA4YECTBE 3aKIIOYMTEIHLHOTO JTana B IIETIOYKE
KPUTUYECKUX  KOHTPOJBHBIX  MEPOINPHUATHI, IOCPEICTBOM  KOTOPBIX
o0ecnieunBaeTcst CTepuiIbHOCTh. OH HE MOKET UCTIONIB30BATHCA ISl TapaHTHH
CTEpUJIBHOCTU TMPOAYKTa, KOTOPHIH HE COOTBETCTBYET CBOMM IPOEKTHBIM

mapamMeTpaMm, a TaKKE IPOUHCAYPHBIM HWIH BaAJIWAAIIMOHHBIM IIapaMCTpPaM.



126

WcnbiTanusi CTEpUIIBHOCTH JIOJKHO TMOABEPraThCsl BAIMAAIMKU B OTHOIIEHUU
paccMaTpuBaeMoro mpoayKTa.

10.6. KoHTpOJIb CTEPUIBHOCTH JIOJKEH MPOBOJUTHCS B aCENTUYECKUX
ycinoBusx. OOpa3ipl, oTOupaemble Il IPOBEPKU CTEPHIBHOCTH, JOJKHBI
ObITh pENpe3eHTATUBHBIMU [IJI1 BCEW CEpPUHU, OJHAKO, B YACTHOCTH, OHHU
JOJDKHBI BKJIFOYATh B ceOs 00pasiibl, OTOOpaHHBICE M3 TE€X YacTeW Cepuw,
KOTOPBIE TTOABEP>KEHBI HANOOJIBIIIUM PUCKaM KOHTAMUHAIIMH, HATIPUMED:

i. IS TPOAYKTOB,  HAMOJNHCHHUE  KOTOPBIX  OCYIIECTBIISACTCS
aCeNTUYCCKUM TyTeM, oOpasmbl JOJDKHBI BKJIIOYATh B Ce0s KOHTCHHEPHI,
HAIOJIHCHHBIC B Hauajie U B KOHIIe cepur. OTOOp MOMOTHUTETBHBIX 00pa3IoB
(HampuMep, MOCJIe KPUTHUYECKUX BMEIIATENIbCTB) JIOJDKEH PacCMaTpUBAThCS
Ha OCHOBaHUH PHUCKOB;

il. VI TPOTYKTOB, KOTOPBIC TTOJABEPTIUCH TEPMHUIECCKON CTEPUITU3AINH
B CBOEU (puHANILHOW MEPBUYHON yMaKOBKE, OTOMpaeMble 0OpasIlbl J1OTKHBI
OBITh PENpPE3ECHTATUBHBIMU [JI1 TOYEK HAaMXYAIIET0 ciydas (Hampumep,
MOTEHIIMATBHO CaMbl€ XOJIOIHbIC WJIM CaMble MEIJICHHO HarpeBacMble TOUKU
Ka)XJI0M 3arpy3KH);

1ii. 711 TPOAYKTOB, TMOJIBEPTalONIUXCs JHOPUIU3AIUU, O0OpasIlsl
OTOMPAIOTCS U3 PA3HBIX 3arpy30K IS JTUOPUITU3AIIY.

[Tpumeuanue: Ecnu mporiecc mpou3BOJCTBA MPUBOJIUT K TMOIYUCHHUIO
nojcepuil (Hampumep, ISl TPOAYKTOB, TOJBEPraromuxcs (QUHUIIHON
CTEpWIN3AIMKU), TO TOrjJa oOpasilbl Il MPOBEPKU CTEPUIBLHOCTU JOJDKHBI
OoTOMpaThCS U3 KAKJIOH MOACEPHH, a KOHTPOJb CTEPUILHOCTH — IPOBOIUTHCS
JUIST  KaXI0W mojacepuu. Takke pacCMOTPEHHUS 3aCiIy’>KUBAeT BOIPOC
IPOBEACHUS OTIEIBHOTO TECTUPOBAHUS MO JPYTMM BHJIAM HCIBITAHUM,
OCYIIECTBIISIEMBIM B OTHOIIICHUH TOTOBOTO TIPOIYKTA.

10.7. JIns  HEKOTOPBIX TPOAYKTOB MOXKET OBITh HEBO3MOXKHBIM

MOJIYUYCHHUC PE3YJIbTAaTa IPOBCPKU CTCPUIIBHOCTH N0 HUX BLIITYCKA B CUITY TOTO,
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YTO CpPOK TOJHOCTA TPOAYKTa SBJSETCS CIWIIKOM KOPOTKUM IS
BO3MOXXHOCTH 3aBEpIICHUS] KOHTPOJS CTEPUIIBHOCTH. B Takux ciaydasx
BHUMAHHUE HEOOXOJMMO VYAENISITh PACCMOTPEHHUIO ACHEKTOB B OTHOIICHUU
JA3aHa MPOIECca U MPOBEACHUS JIOMOJHUTEILHOTO MOHUTOPUHTA U (HJIN)
UCIIOJIb30BAaHUs  AJbTEPHATHBHBIX METOJUMK KOHTPOJS [JIi CHUKEHUS
YCTAHOBJICHHBIX PHUCKOB. Takue achekTbl JIOJDKHBI OLEHHUBATbCS U
0(OPMIISATHCS IOKYMEHTAJIBHO.

10.8. JIro0oii mpoliecc (HarmpuMep, ¢ UCII0JIb30BAaHUEM MapOB MEPEKUCU
Bojoposia win Y® o00iydeHus), HUCHOIb3YEeMbIM JUIsi JEKOHTaAMUHAIIUU
BHEIIIHUX TOBEPXHOCTEH O00pa3loB, MHCHOIB3YEMBIX [IJII  KOHTPOJIS
CTEPUJIBHOCTH, TEpPE] MPOBEACHUEM HUX KOHTPOJA HE JOJDKEH OKa3bIBATh
HEraTUBHOE BIIUSIHUE HA YYBCTBUTEIHHOCTh UCIIOJIB3YEMOT'0 METO/1a KOHTPOJIS
WJIU JJOCTOBEPHOCTH 00paslia.

10.9. IIutaTenpHbIE Cpenbl, HCIOJIB3YEMBIE U1 KOHTPOJS NPOIYKTOB,
JOJKHBI TPOXOJIUTh KOHTPOJIb KAYECTBA B COOTBETCTBUU C COOTBETCTBYIOIIEH
dbapmakorieeil mepen HMCMOIb30BaHUEM TakuxX cpen. [lurarenbHbie cpemsl,
UCIIOJIBL3YEeMbIC JIJII MOHUTOPWHIAa MPOU3BOJCTBEHHOW Cpelbl U UMUTALUU
aCenTUYECKOro IMpoIlecca, IOKHBI MPOBEPSATHCA HAa POCTOBBIE CBOWMCTBA
nepej  UX HUCHOJIb30BAHUEM C IMOMONIbI0O HAy4HO OOOCHOBAaHHOW U
YCTaHOBJICHHOW IPYMIIbI TECT-IITAMMOB MUKPOOPIaHU3MOB, a TAKXKE BKITFOUAs
pernpe3eHTaTUBHbIE JIOKAJbHbIE M30JAThl. KOHTPOJIb KauecTBa MUTATEIbHBIX
Cpel, Kak MpaBUio, JOJDKEH MPOBOJUTHCA X KOHEUHBIM IOJH30BATEIIEM.
Jlrobass omopa Ha CTOPOHHUN KOHTPOJIb WM KOHTPOJIb, OCYIIECTBIISEMbIN
MOCTaBUIMKOM, JTOJKHA ObITh 000CcHOBaHa. [Tpu 3TOM HE0OX0AMMO TIIATELHO
paccMaTpuBaTh AacCHEKThl, CBS3aHHBIE C YCIOBUSIMH TPAHCIOPTUPOBKU U
OTTPY3KHU TaKUX MUTATEIbHBIX CPE/L.

10.10. JanHBIE MOHUTOPWMHIa HOPOU3BOACTBEHHOW CpPEIbI, a TAaKKE

JAAaHHBIC 110 TPEHAAM, ITOJIYUYCHHBIC IJIA KJ'IaCCI/I(I)I/II_II/IpOBaHHBIX 30H, JOJI?KHBI
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aHAJIM3UPOBATLCA B paMKax Ipoliecca CepTUPUKALMKU WM BBIIYCKa CEepuit
npoAykiuu. B Hamuuuu A0KHA ObITh MUCBMEHHAsl MpoIeAypa, KOoTopas
ONMUCHIBACT JCUCTBUS, NPEANPUHUMAEMBIE B CIy4ae, €CIU PE3YyJIbTaThbl
MOHHUTOPHUHTA MTPOU3BOJCTBEHHON CPEAbl BBIXOAAT 3a NPEAEIbl TPEHAOB WU
MPEBBIIAIOT YCTAHOBJIEHHBIE Npeaeiibl. J[Ji1 MPOAYKTOB ¢ KOPOTKHM CPOKOM
TOJTHOCTH JIaHHBIE 110 MOHUTOPUHIY CpPEJIbl HA MOMEHT MPOU3BOACTBA MOTYT
OBbITh HEAOCTYNHBL. B Takux ciydasx MNpoBepKa COOTBETCTBUS JOJKHA
BKJIIOUATh B CEOSl aHAJIU3 CaMbIX MOCJIEIHUX UMEIOIIUXCS B HAJTMYUU JAHHBIX.
[IpousBoauTeM TaKUX NPOJYKTOB JOJDKHBI paccMaTpuBaTh BOIPOC 00
UCIIOJIb30BAHUU OBICTPHIX (AJIbTEPHATUBHBIX) METOIUK.

10.11. Ecim st oOmMX MPOU3BOJACTBEHHBIX II€JIEH HCIOJIb3YIOTCS
OBICTpBIC U ABTOMATU3UPOBAHHBIE MUKPOOMOJIOrHYECKHE METOIUKH, TO TOT /A
OHU JTOJKHBI MOJIBEPraThCA BAIMAALIAN MIPUMEHUTEITBHO K

paccMaTpuBaeMoMy MPOAYKTY (MPOJTYKTaM) WIIM ITPOLECCaM.

Onpenenenus

«acentuka» (Asepsis) — KOHTPOJHMPYEMOE COCTOSHHE, IJOCTUraeMoe
IIOCPEACTBOM MCITOJIb30BaHUs 30HBI U1 IPOBEACHUS ACENTUYECKUX OIIEPALAN
U OCYUIECTBJIEHHUS ONEpaluil TakuM o0Opa3oM, KOTOPBIA MPENsSTCTBYET
MUKPOOHOJIOrMYECKOM KOHTAMUHALINU CTEPUIIBHOTO MPOAYKTA,
IIOJBEPraroIIErocs BO3AEHCTBHIO;

«acemThyecKas IOJAroToBKa (acenmTuueckuid Tmporecc)» (Aseptic
preparation (processing)) — oOpallleHHe CO CTEPHIBHBIM IPOIXYKTOM,
KOHTEHHEPAMHU 151 (nm) YCTPOMCTBAMU B KOHTPOJIUPYEMOU
IIPOM3BOJICTBEHHOW Cpelle, B KOTOPOW MojJada BO3[yXa, MaTepUajoB U
IIEPCOHANl  KOHTPOJIMPYETCS  JUId  TNPEJOTBPAILECHHUS  KOHTAMUHALUH

MUKPOOpPraHW3MaMH, 3HJI0TOKCUHAMU (IMPOT€HAMU) U YaCTUIIAMU;
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«Oappep» (Barrier) — ¢usmueckas mneperopojka, KOTopas HaeT
BO3MO>XHOCTh 3alllUThl 30HbI ACENTHUYECKOro mpoiiecca (0ObIYHO Kiacc A)
MOCPEACTBOM €€ OTJeeHUsI OT (POHOBOU cpenpbl. Takue CUCTEMBI 3a4acTyIo
UCIOJB3YIOT YaCTUYHO WJIM MOJHOCTHIO OapbEepHBIC TEXHOJIOTUM (HAPUMED,
OapbepHbIe cUCTEMBI orpaHndeHHoro noctyna (RABS) wiu uzonaropsr);

«OapbepHas cucteMa orpaHuueHHoro mpocrtymna» (Restricted Access
Barrier System (RABS)) — cucrema, oOecneunBaromiasi 3aKpbITyi0, HO HE
MOJHOCTBIO TE€PMETUYHYIO CpEAy, COOTBETCTBYIOIIYIO OIPEICICHHBIM
YCJIOBUSIM KauecTBa BO3JyXa (MJi1 acENTUUYECKUX IMPOIECCOB - Kiacc A) u
MMEET KOPITYC C )KECTKMMU CTEHKaMU U BCTPOEHHBIE MIEPYATOYHBIE TOPTHI JJISI
OTHEIICHUS €€ BHYTPEHHEW YaCTH OT OKPYXAIIIEH Cpellbl YHCThIX
noMenleHnii. BHyTpeHHne mnoBepxHoctH cucteMbl RABS mnoaseprarorcs
Ne3uHDEeKIU U JECKOHTAMUHAIIMM C HCIOJb30BAHUEM CIOPOILMIHOTO
cpeacTBa. OmnepaTopbl HCMHOJB3YIOT MEPUYATKH, MMOJYKOCTIOMBI, CHUCTEMBbI
osicTpoit mepenaun (moptel) (RTPS) u npyrue BcTpoeHHBIE MepeaaTOUHbIE
YCTPOMCTBA [JIi BBINOJHEHHUS MAHUMNYJALUNA WIM  TPAaHCIOPTUPOBKH
MaTepualioB BHYTPb OaphepHOI CUCTEMBI orpaHudeHHoro qoctyna RABS. B
3aBUCUMOCTH OT KOHCTPYKIIMH, ABEPU OTKPBIBAIOTCSA PEJIKO WU MPU CTPOTO
OMPEICIICHHBIX YCIOBUSX;

«ouonornyeckuit muaukarop (bU)» (Biological Indicators (BI)) —
MNOMYJISIUA MUKPOOPTraHU3MOB, HHHOKYJIUPOBAHHBIX B MOJXOMSIIYIO CPEAY
(HampuMep, pacTBOpP, KOHTEHMHEpP WM KpBIIIKA), pa3MeriaeMas BHYTPHU
CTEpUJIN3aTOpa WM 3arpy3kH (WJIM B TOYKAX MOMEIICHHS) I ONpeAeIeHuUs
() PEKTUBHOCTH IUKJIA CTEPUIU3AIUMN WIH Je3UHODEKINHU Il PU3UIECKOTro
YT XUMUYECKOT0 Tiporiecca. [[poBokarimoHHBIN MUKPOOPTaHNU3M BBIOHpAETCS
Y BaJMJUPYETCS HA OCHOBAHUU €0 PE3UCTEHTHOCTH K YKa3aHHOMY ITPOIIECCY.
Bennuuna D nocrynaromien cepun, KOJIMYECTBO MUKPOOPTAHU3MOB U YUCTOTA

OoNpeACIIIOT Ka4CCTBO OMOJIOTHYECKOTO HHAWKATOPA,
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«Ounoyorndeckoe obOe3zapaxkuBaHue» (Oomo-mexontamuHaimsg) (Bio-
decontamination) — mpouecc, KOTOPbIA YCTpaHSET KU3HECHOCOOHYIO
OMOHArpy3Ky ¢ TOMOIILI0 XUMUUECKUX ar€HTOB, CIIOCOOHBIX MHAKTUBUPOBATH
CIIOPbI MUKPOOPTAHU3MOB;

«bounonarpyska» (Bioburden) — o01iee KOJIMYECTBO MHUKPOOPTAaHU3MOB,
CBS3aHHOE C OIpEIEICHHbIM HCTOYHHUKOM, HalpUMeEp, MEepPCOHAIOM,
MPOU3BOJICTBEHHOM cpeod (BO3AYyX W TMOBEPXHOCTH), OOOpYJAOBaHUEM,
HCXOJHBIM ChIpheM (BKJIFOYAsi BOAY ), MaTepraIaMuy WK TOTOBOM MPOAYKIUEH;

«eauuuHa Dy (D-value) — 3HaueHue mapameTpa CTepUIM3alUU
(MPOAOKUTETHLHOCTH WIIH TIOTJIONIEHHAS 103a), 00ECIICYMBAIOIIEE CHIDKCHHE
YHCJIa KU3HECTIOCOOHBIX MUKPOOPTaHU3MOB 110 10 % OT UX UCXOHOTO YKCTa;

«BenuuuHa Zy» (Z-value) — pazHuiia Temieparyp, KoTopas IpUBOIUT K
10-kpaTHOMY U3MEHEHUIO BEIUUUHBI D J1J11 OMOI0TUYECKUX UHIUKATOPOB.

«Bo3aymHbIM 1ut03» (Airlock) — orpaHnueHHOe MPOCTPAHCTBO C
JIBEPSIMH, 00J1aJaI0IIIMU B3aNMHOU OJIOKUPOBKOM, KOTOpOE
CKOHCTPYHUPOBAHO JIS MOAACPKAHUS KOHTPOJISI JABJICHUS BO3JyXa MEXKIY
CMEXHBIMU MMOMEIICHUSIMU (KaK MPABUJIO, C PA3HBIMHU KJIACCAMU YHCTOTHI).
Ha3naueHue BO3QyIIHOTO NUIHO3a COCTOMT B TOM, YTOOBI HCKIIOUUTH
MOMaJJaHue MEXaHWYECKUX YacTUIl U MHUKPOOPTaHU3MOB H3 MEHEE
KOHTPOJIMPYEMOU 30HBI;

«Bpemsi BbeIpaBHUBaHus» (Equilibration time) — mepuoa, KOTOPBIH
MPOXOJIUT MEXKY TOCTHKEHUEM TEMITEPATYPhI CTEPHIIN3ALNKI B KOHTPOJIbHOM
TOYKE HU3MEPEHUS U JIOCTIDKCHHEM TeMIIepaTyphbl CTEPUIM3AIMU BO BCEX
TOYKaX BHYTPHU 3arpy3KH;

«BBIBOJ W3 OHKcruryaranmuu» (Decommission) — Korjga mporecc,
000pyI0BaHNE WJTU YHCTOEC MTOMEIIEHUE HE OYIyT UCTI0JIb30BaThCS CHOBA;

«BbITyBaHue-HanonHeHue-3anauBanue» (BFS) (Blow-Fill-Seal (BFS) —

TCXHOJIOTUA, IIPH KOTOpOﬁ KOHTeﬁHepBI (I)OpMI/IPYIOTCSI N3 TCPMOINIACTUIHOTO
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IpaHyJIATa, HAINOJHAKTCA MPOAYKTOM, a 3aTéM 3alahBalOTCi B XOJE
HEIMPEPHIBHOW, €IMHOM, aBTOMaTU3UPOBAHHOM omepauuu. JByms Haubosee
IIMPOKO MCIIOJB3YEMBIMU THIIAMM MalIuH ¢ TexHosorumen BFS sBisrorcs
MalIuHbl C BO3BPATHO-NOCTYNAaTENbHBIM JBUKEHHEM (Tumna marti Shuttle
type) ¢ Hape3KoW 3aroTOBOK) W MaliMHbl poTtopHoro Tuma (Rotary type
3aKPBITHIC 3aTOTOBKH);

«BbIIENaunBaemMbie  BemiectBa»  (Leachables) — — xumuueckue
COCIMHEHHUs, KOTOpbIE TMONaAaldT B  NOPOAYKT C  IOBEPXHOCTEU
TE€XHOJIOTMYECKOTO 000PY/I0BaHUSI, KOHTAKTUPYIOUIUX C MPOAYKTOM, WU C
MOBEPXHOCTEN KOHTEHHEPOB MPU OOBIYHBIX YCIOBHUSIX UCIIOIB30BAHUS U (MIIH)
XpaHCHUS,

«nesungpexknus» (Disinfection) — mpoiecc, mocpeacTBOM KOTOPOIro
JOCTUTAETCA CHHJKEHHE KOJIMYECTBA MHMKPOOPTaHM3MOB C ITOMOUIBIO
HEOOpaTUMOro JEUCTBUS HAa UX CTPYKTYpYy WIM METa0O0JM3M—I0 YpPOBHS,
00OCHOBAHHOI'O B KAYECTBE IPUEMJIIEMOTO JIJIsl OTIPECIIEHHOM 1IeIu;

«nekoHTamuHanus» (Decontamination) — oOmwmii mporecc yaaaeHus
WIN CHMDKEHUS! KOJMYECTBA JHOOBIX KOHTAMUHAHTOB (XMMHYECKUX BEUIECTB,
OTXO/IOB, OCTaTKOB WJIM MHKPOOPIaHU3MOB) W3 30HBI, C OOBEKTa WJIU OT
nepcoHasna. MeToJ, HCNOJAb3YyEeMbId MM JEKOHTaMUHAUWU (Hampumep,
OYUCTKA, Je3uH(exuus, CcTepuiu3anus), [TOJDKEH  BbIOMpaTbCca U
BAJIMIUPOBATBCA Uil JOCTHXKEHUS YPOBHSI YHUCTOTHI, IIPUEMIIEMOIO IS
NpeIHa3HAYEHHOM 1EJIM HCIMOJIb30BaHMUS OO0BEKTa, IOJBEPrarollierocs
JEKOHTaMUHAIUU;

«aenuporenunzauus» (Depyrogenation) — mpoiiecc, pa3paOoTaHHBIN A7
yAQJIECHUST WJIA HMHAKTUBAIlMM TUPOTr€HHOro Marepuana (Hampumep,

AHJIOTOKCHHORB) 10 OMPEACICHHOI0 MUHUMAJIbHOT'O KOJIMYECTBA;
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«3aroToBka sl BbigyBaHus» (Parison) — «TpyOka» M3 mojauMepa,
KCTpyAMpyEMass MAIIMHOW C TEXHOJIOTHEH «BBbIIYyBaHHE-HANOJHEHHE-
3amauBanue» (BFS), u3 kotopoit GopMupyrOTCSI KOHTEHHEPHI;

«3akpbiTast  cucrema» (Closed system) — cucrema, B KOTOpOU
CTEPWIbHBIN MPOAYKT HE MOJABEPracTCs BO3JAECHCTBUIO OKPYKAIOUICH CPEbI.
Hampumep, Takoe MOXET JIOCTUTAaThCS TOCPEICTBOM HCIOJIb30BaHUS
eMKOCTEel i1 Hepac(acOBaHHBIX MPOAYKTOB (HampuMmep, pe3epByapoB WU
MEUIKOB), KOTOPbIE COEAUHSIOTCS APYT C JIPYrOM B CHCTEMY IMOCPEIACTBOM
TpyOONPOBOJIOB WM TPYOOK, 3aT€M Takas CUCTEMa CTEPHIIM3YETCs MOcie
3aBepUICHUs] BceX coenuHeHuil. llpumepamum Takux cHUCTEM MOTYT OBITh
clIieyIolue (HO HE OrpaHMYMBATBCS JIMIIb 3THM): MHOIOpPA30BbIE CUCTEMBI
Oonpmioro oObemMa (Hampumep, Takhe, KOTOPbIE HCIHOIb3YIOTCS B
IPOU3BOJACTBE AKTHUBHBIX CYOCTaHUMW) WJIM OJHOPA30BbIE CHCTEMBI C
UCIIOJIb30BAaHUEM MAaKETOB WJIM KOJUIEKTOPOB (HAmpHUMeEp, TaKUe, KOTOpbIE
UCIOJIb3YIOTCS B MPOU3BOJACTBE OMOJOTMYECKUX MPOAYKTOB). 3aKphIThIE
CUCTEMBbl HE OTKPBIBAIOTCS JI0 3aBeplIeHHs onepanuu. B Hacrosuiem
NPWIOKEHUN TMOJ] 3aKPbITBIMU CHUCTEMaMHM HE MOJIpa3yMEBalOTCAd TaKue
cucteMbl, Kak RABS nim uzonstopsr;

«M30bITOYHAs cTepwin3anus (MEeToa HU30BITOYHONH  OOpabOTKM)»
(Overkill sterilisation) — mporecc, A0CTaTOYHBINA JIS JOCTHMIKEHHUSA, IO
MeHbied mepe, 12 logio CHIWKEHHUS KOJUYECTBA MHKPOOPTaHU3MOB C
MHUHUMAaJbHOU BeMMYUHON D B 1 MuHYTY;

«M30KUHETHYECKasi TOJoBKa Juisi oTOopa mpod» (Isokinetic sampling
head) — ronoBka mys orOopa mpoO, paspaboTaHHas JJISI TOro, YTOOBI Kak
MO>KHO MEHbIIIE HApYIIaTh BO3AYIIHbIN MOTOK M 3aXBAaThIBATh TE K€ YaCTULIBI
Yyepe3 HAaKOHEYHHK, YTO U B ClIydae, eclid Obl HAKOHEUHUK HE pa3Mellasics B
3TON 30HE, T.€. yCJIOBUSA OTOOpa MpoO, MPU KOTOPBIX CPEIHSAS] CKOPOCTH

BO31yXad, MMOCTYNAOIICTO HA BXOAHOC OTBCPCTHC 30HIAA IJIA 0T60pa Hp06,
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npuoIU3uTENBLHO Ta Ke camast (£ 20 %), 4To U CpeliHsIsl CKOPOCTh BO3AYLITHOTO
MIOTOKA B JIAHHOM JIOKAIIUK (MECTe);

«u3onstop» (Isolator) — 3akpeiTas enuHUa 00OPYAOBaHUS, CIOCOOHAs
NOJABEpPraThCsi  BOCIHPOU3BOAUMONM  OMOJIOTMYECKOW  JICKOHTAMUHAILIUU
BHYTPEHHUX  ITOBEPXHOCTEH, C  BHYTpPEeHHEM  pabodeil  30HOM,
COOTBETCTBYIONICH YCIOBUAM Kiiacca A, KoTopas ooecrieunBaeT 0€30MacHyIo,
MOCTOSIHHYI0 M30JISIIUI0 CBOMX BHYTPEHHUX MOBEPXHOCTEH OT BO3JIEUCTBUS
BHEIIIHEN cpelibl (Hampumep, OT BO3JECHCTBUSL CO CTOPOHBI BO3/IyXa B UUCTOM
MOMEILEHUH WK CO CTOPOHBI NepcoHana). CylecTByeT 1Ba OCHOBHBIX THIIA
U30JIATOPOB:

1. 3aKpBIThIE H3OJIITOPHBIE CUCTEMbl HUCKIIOYAIOT BO3MOXHOCTH
KOHTaMHUHAIIMU W3BHE BHYTPEHHEWU MOBEPXHOCTH HU30JATOpPA IMOCPEICTBOM
OCYILIECTBJICHUS MEpeIaud MaTEePUaIOB Yepe3 acCeNTUYECKUE COCIUHEHUS CO
BCIIOMOTATEJIbHBIM 00OpPYJ0OBAaHUEM, 4 HE YE€pPE3 UCMOJb30BAHUE OTBEPCTUM,
CONPSKEHHBIX C OKPYXAIoIIEH Ccpelor. 3aKpbhIThIE CHUCTEMBI OCTarOTCSA
repMETUYHBIMU HA BCEM MPOTHKEHUU ONIEpalliH;

11. OTKPBIThIE U3OJATOPHBIE CUCTEMbI pa3pabOTaHbl JIJIi BO3MOXHOCTU
HEMPEPHIBHOTO WM TOJYHENPEPHIBHOTO TMOJa4yu W (WIH) yIaJeHUs
MaTepualioB B TIPOIECCE OCYIIESCTBJICHUS OIEpaluil 4epe3 OJUH WU
HECKOJIbKO MOpTOB. [lopThl COpOEKTHpPOBAaHBI TEXHUYECKH (HApPUMEp, C
UCIIOJIb30BAHUEM  M30BITOYHOTO JABJICHHS) TAaKUM 00pa3oM, YTOOBI
UCKJIFOYUTDH MPOHUKHOBEHUE BHEIITHUX KOHTAMUHAHTOB BHYTPh U30JIATOPA;

«ucnbiTanue nenoctuoctu puibtpa» (Filter Integrity test) — ucnsiTanue,
noATBepKaatoniee, 4To GuiabTp (MpeaHasHaYeHHBIA JJI1 MPOJIYKTOB, Ta30B
WM CHUCTEM OTOIUICHHS, BEHTWISAIMU W KoHauionupoBanus (HVAC)
COXpaHseT CBOU YACP>KUBAIOIINE CBOWCTBA M HE TTOBPEXKICH MPHU OOpaIICHUH

C HUM, YCTAHOBKC HJIM SKCILIyaTalluu,
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«icxonHple Marepuanbl» (Raw material) — 1000l KOMITOHEHT,
peIHa3HAYEHHBIM JJIS HWCIOJL30BaHUS B IPOU3BOJICTBE CTEPUIILHOTO
MPOIYKTa, BKJIIOYAs T€ KOMIIOHEHTBI, KOTOPhIE MOTYT OTCYyTCTBOBaTh B
TOTOBOM JICKAPCTBEHHOM CPEJICTBE;

«kBanudukanusa npoueaypsl nepeoaeanus» (Gowning qualification) —
nmporpamma, ornpeaenstonas (Kak MepBOHAYalIbHO, TaK W MEPUOTUUYECKH)
CIIOCOOHOCTh PaOOTHUKA HA/IEBATh MOJIHBIA KOMIUIEKT CTEPUIIbHOMN OJI€KIbI;

«kBannukanus 4ucTeix nomerieHui» (Cleanroom qualification) —
METOJ OIICHKHM CTEMeHH COOTBETCTBHS YHCTOTO TIOMEIICHHUS WU
000pyI0BaHUs, TEHEPUPYIOIIETO YUCTHIA BO3AYX, MPEIHA3HAYCHHOU 1IeJIN UX
UCIIOJIb30BaHUS;

«knaccudukainusa yuctbix nomenieHui» (Cleanroom classification) —
METOJ OIICHKHM YPOBHS YHCTOTBI BO3JyXa COTJIAcHO CHEIU(UKAIIN IS
YUCTOTO MOMEIICHUS WKW 000pYAOBaHMS, TCHEPUPYIOMIETO0 YHCTHIA BO3IYX,
MOCPEJICTBOM HM3MEPEHUsI KOHIICHTPAIIMM HEXU3HECTIOCOOHBIX YaCTHII,
COJIepKAIINXCS B BO3yXE;

«xnaccuduuupoBanHas 30Ha» (Classified area) — 30Ha, BKIIIO4aromas B
ceOs1 HECKOJIBKO YHCTHIX IOMEIICHUH (CMOTPUTE OIPEACIICHHE YHUCTOTO
MTOMEIIICHHUS;

«xononuneoodpazyromas enuaniay (KOE) (Colony Forming Unit (CFU))
—  MHUKpPOOHWOJOTUYECKHH TEPMHUH, KOTOPBIH OIHUCHIBAET OTHAEIBHYIO
oOHapyXMBaeMyI0 KOJOHHIO, MPOUCXOJAIIYI0 U3 OJHOTO WMJIH HECKOJIBKHX
MUKpooprann3mMoB. KooHneoOpasyronme eauHUIBI OOBIYHO BBIPAKAFOTCS
kak KOE/mn s sxunkux o6pasios, kak KOE/M? 11 06pasios Bo31yxa U Kak
KOE/o6pazen nmms oOpasmnoB, COOpaHHBIX Ha TBEPAOW Cpele TaKUX Kak
CETMMEHTAIIMOHHBIC YaITKA WM KOHTAKTHBIC TIACTHUHEI;

«KOHEYHasi TepMuueckas oO0pabOoTKa MO OKOHYaHMM IIpollecca

acentuueckoro mnpousBojicTBay (Post-aseptic processing terminal heat
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treatment) — OKOHYATEJbHBIM BJIAXKHO-TEIUIOBOW IIPOLIECC, MPUMEHSIEMbBIN
nociie acenTUYECKOIO MIPOU3BOJICTRA, KOTOPBIH, Kak OBLIO
MPOJEMOHCTPUPOBAHO, OOECIEUMBAET YPOBEHb TAPAHTUU CTEPUIILHOCTU
(SAL) < 10, HO Ip KOTOPOM HE BBIIOJHAIOTCS TPEOOBAHMS CTEPHIIN3ALIUN
napoMm (Hampumep, Fo > 8 mun). OHa Takke MOXET OBbITh TOJIe3Ha s
YHUYTOXKEHUSI BUPYCOB, KOTOPbIE HE MOTYT OBITh YAAJIEHBl C TMOMOIIbIO
bunpTpanuy;

«xoHTamuHanus» (Contamination) — HeXeJaTelibHOE TMoMNajgaHue
npuMecel  MUKpPOOMOJIOTUYECKOW  mpupoAbl  (KOJUYECTBO M THI
MHUKPOOPraHW3MOB, MUPOTEHOB) WJIM MOCTOPOHHUX MEXAHWYECKUX YacTHIl B
WIM HAa UCXOJHOE ChIpbE, MPOMEKYTOUHBIM mpoAykT, ADC wm
JIEKApCTBEHHBIN MPOYKT B IIPOIIECCE MMPOU3BOACTBA, 0TOOpA MPOO, yIAKOBKU
WM TEepPeyNakOoBKM, XpaHEHUs] WJIM TPAHCHOPTUPOBKH, CIOCOOHOE
HEraTUBHBIM 00pa30M MOBJUATH HA KAU€CTBO MPOIYKTA,;

«koppektupytomee BmemarenbctBo» (Corrective intervention) —
BMEIIATEIbCTBO, OCYILIECTBISIEMOE C ILEIbI0 KOPPEKUUU WU PETYIUPOBKH
aCeNTUYECKOro IMpolecca B IMPOILECCE €ro OCYILIeCTBIEeHUs. Takue
BMEIIATEIILCTBA MOTYT HE BO3HUKATh C OJJHOM U TOM K€ YaCTOTOU B XOJIE
PYTUHHOTO acenTUYeckoro mpoiiecca. I[lpumepsl BkIO4alOT B ceOs
YCTpaHEHHE 3aCTPEBaHUA KOMIIOHEHTOB, YCTPAHEHUE MPOTEYEK, HACTPOUKY
JATYMKOB 1 3aMEHY KOMIIOHEHTOB 000pY0BaHUS;

«kputnueckas 30Ha» (Critical zone) — nokamusi (MeCTo) B mpejesiax
30HBl ACENTHUYECKOTO IpoIllecca, B KOTOPOM MPOAYKT M KPUTHUYECKUE
MOBEPXHOCTH TOJIBEPrat0TCsl BO3JACHCTBUIO MPOU3BOICTBEHHOM CPEJIbI;

«kputnaeckue moBepxHocTH» (Critical surfaces) — moBepxHOCTH,
KOTOPBbIE MOTYT BCTYNAaTh B HEMOCPEICTBEHHBIH KOHTAKT CO CTEPUIbHBIM
OPOAYKTOM WM €ro KOHTEHHEepaMH WM MaTepuajiaMu YKYHOpKU (WM

OKa3bIBATH IIPAMOC BIIMAHHUC HaA TaKkoHu NpOAYKT HWJIN €TO0 KOHTCfIHGpBI n
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MaTepuanbl yKynopku). KpuTudyeckue MOBEPXHOCTH 3asBIAIOTCA Kak
CTEpWIbHbIE J0 Hayajla MPOU3BOJICTBEHHBIX OMNEPALMil, & UX CTEPUIIBHOCTh
NOJIEPKUBAETCS HA BCEM NPOTSHKEHUH MPOU3BOJICTBEHHOTO MTPOLIECCa;

«KPUTUYECKOE  BMEHIATEIbLCTBOY (Critical  intervention) — —
BMEIIIATEILCTBO (KOPPEKTUPYIOIIEE MM HEOThEMIIEMOE) B KPUTHYECKYIO
30HY;

«mo¢unuzauus» (Lyophilization) — ¢u3nko-xumMudeckuii mpouece
CYLIKH, pa3padOTaHHBIA JUIsl YAQJICHHUS PACTBOPUTENEH C€ TOMOILBIO
cyOiauManuu, Kak U3 BOJIHBIX, TaK M U3 HEBOJHBIX CUCTEM JUJISl JOCTUXKEHUS], B
NEePBYIO OUepe/b, CTAOMIBHOCTH MPOAYKTA WU MaTepuana. Jlnopunmzanus —
3TO CHHOHUM T€PMHHA «CyOJIMMAIIMOHHAS CYIIIKAY;

«okaneHble  u3onATe»  (Local isolates) — cooTBercTBylOLIKE
penpe3eHTaTUBHbIE MHUKPOOPraHU3Mbl HA MPOU3BOACTBEHHON IUIOLIAIKE,
KOTOpbI€  YacTO  BBIABIAIOTCA MpPU  OCYLIECTBIEHMHM  MOHUTOpPUHIA
MPOU3BOACTBEHHONM  Cpelbl BHYTPH  KJIacCU(UIMPOBAHHBIX 30H, B
0COOEHHOCTH, BHYTPH 30H KJlaccoB A u B, MOHUTOpHHTa TIepcoHAa UK TIPU
MOJIYYEHUU TOJIOKUTENBHBIX PE3YJIbTATOB UCIBITAHUS HA CTEPUIIBHOCTD;

«mepTBas 30Ha (3actoiHas 30Ha)» (Dead leg) — yyacTok TpybomnpoBoia
0e3 HUPKYJISIUU (B KOTOPOU KUJIKOCTh OCTAETCS B CTATUYECKOM COCTOSTHUM ),
MPEBBINIAIOIIAS TPEXKPATHBIA BHYTPEHHUN JUAMETP TPyOONpoOBOAa;

«MOJICINPOBAaHUE  acenTudyeckux mnpoueccoB  (Aseptic  Process
Simulation (APS)) — MoaenupoBaHue (MMHTAIMsA) BCEX aCENTHUYECKUX
IPOLIECCOB C LIENbIO MOATBEPKICHUSI, YTO PYTUHHBIN IMpoiiecc obecreunBaeT
CTEpWJIBHOCTh NPOJyKTa. BkitoyaeT B ceOs Bce acenTUyecKHe Orepaluu,
CBA3aHHBIE CO CTaHAAPTHBIM  IPOU3BOJICTBOM, Hampumep, COOpKy
0o0Opy/ZOBaHUS,  MPUTOTOBIIEHWE,  PO3TUB,  JUOPUIBHYIO  CYUIKY

(TrouIM3aIio) U IPOIIECCH 3alManBaHUs MPU HEOOXOANMOCTH;
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«HaUXyIIIMK ~ cioydail —  HAOOp  YCNOBUM,  OXBAaThIBAIOIIMX
TEXHOJOTUYECKUE TIpeJeabl U OOCTOSITENbCTBA BKIJIIOYAs TE€, KOTOPHIC
MPEJCTABICHbl B CTAaHJAPTHBIX OMNEPAIMOHHBIX MPOLEAypax, KOTOpPbIC
bopMUPYIOT HAMOOJBIIYIO BEPOSITHOCTh cOO0s IIpoliecca WK MpoAyKTa (Ipu
CPaBHEHUU C WHJI€ATbHBIMU YyCJIOBUSIMU). Takue ycioBus oO0OJagaroT
HauOOJIbIIIeH BEPOSITHOCTHIO CTAaTh MPUUYUHON HAPYILIEHUS B MPOIIECCE WU B
MPOAYKTE, HO HE 00S13aTEJIbHO K ’TOMY IPUBOJISAT;

«HeoTheMIJIEMble  BMemaTeabcTBa»  (Inherent  interventions) —
BMEILIATEIILCTBO, SBISIONIECECS HEOTHEMIIEMOW YacThl0 ACENTHYECKOTO
mpoiiecca U HEeoOXOauMOe Il HACTPOMKU PYTHHHON omepanuu v (Win)
MOHUTOPUHTA (HAIIPUMEP, acCENTUUYECKasi COOpKa, Mojladya KOHTEMHEPOB, 0OTOOP
npod i MOHMTOPUHIAa MPOM3BOJACTBEHHON cpeabl). HeorThemiiembie
BMeEIIaTEILCTBA HEOOXOAUMBI B COOTBETCTBUM C MPOLEAYPON Wid padboueit
MHCTPYKIUUEN JUIsl OCYIIECTBIEHUS aCENITUYECKOTO MPOLECCa;

«HEPA ¢unetp» (HEPA filter) — BbicOK03()(heKTUBHBIN BO3IYIIHBIN
buneTp, obmamarommii 3PHEKTUBHOCTHIO YIEPKUBAHUS YACTHUIl, KOTOpas
onpeiesieHa B COOTBETCTBUU C TPUMEHUMBIM MEXKTYHAPOIHBIM CTaHIapTOM;

«oJHOHaNpaBiaeHHbIM Bo3aAymHbIN moTok» (Unidirectional airflow) —
BO3AYIIHBIA MOTOK, ABWKYIIMWCS B OJHOM HAINpaBJICHUH YCTOWYUBBIM U
paBHOMEpPHBIM  00pa3oM, HWMEIONIMH  JOCTaTOYHYK0  CKOPOCTh A
BOCITPOM3BOMMOTO BBITyBaHUS YaCTHI] U3 30H KPUTHUUECKOU 00paObOTKHU WU
TECTUPOBAHUS;

«onHopa3oBbie cuctembl» Single Use Systems (SUS) — cucrtemsl, B
KOTOPBIX KOMIIOHEHTHI, KOHTAKTHPYIOIIHE C MPOJYKTOM, HCIIOIb3YIOTCS
TOJIBKO OJMH Pa3 JAJII 3aMEHBI 000PYI0BAHUS MHOTOPA30BOT0 UCIIOJIH30BAHNS,
TaKOTO KakK, IepeAaTOUYHbIC JIMHUU W3 HEPKABEIOUIEH CTAIM WM KOHTEHHEPHI
uisi Hepac(hacoBaHHBIX MPOAYKTOB. OIHOPA30BBIE CHCTEMBI, OIHMCAHHBIC

MMPUITOKCHUN Ne 1 —»5T0 CUCTEMBI, UCITOJIB3YCMBIC B IIPOLICCCAX ITPOU3BOACTBA
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CTEpPWIbHBIX MPOAYKTOB U OOBIYHO OHU M3TOTABJIMBAIOTCS W3 OJHOPA30BBIX
KOMIIOHEHTOB, TaKMX KaK MaKeTbl, (GUIbTPBL, TPYOKH, COEAMHUTENIH, EMKOCTH
JUISL XpaHEHUS U JaTYUKH;

«omeparop» (Operator) — nro0oe JUIO, MPUHUMAIOIIEE Y4YacTHE B
ofepalnud TEXHOJOTUYECKOro Tpollecca, BKIIOYAs HACTPOUKY JIMHUH,
HaIloJHEeHWE, OOCITY)KMBAaHWE WM HWHOW TIepCOHAJ], CBS3aHHBIM C
IPOU3BOACTBEHHOM JESTEIBHOCTHIO;

«ounctka» (Cleaning) — mpouecc yJaldeHUsT KOHTAMUHAHTOB
(3arpsi3HEHUN ), Hanpumep, OCTaTKOB NpoayKTa U OCTaTKOB
Ne3uH(ULIIPYIONIETO CPEACTBA;

«mauueHT» (Patient) — denoBek, BKJIIOYash YYACTHUKOB KIMHHUYECKOIO
UCCJIEI0BaHUS WIH )KUBOTHOE;

«mepBuuHbld  Bo3ayx» (First Air) — mnpouibTpoBaHHBIA BO3IYX,
KOTOpPBIA 1O KOHTaKTa C HE3aIULIEHHBIM IPOJAYKTOM M IOBEPXHOCTSIMHU,
KOHTaKTUPYIOIIUMHU C IPOIYKTOM, HE ITOJABEPTAIICSA BO3IEUCTBUIO CO CTOPOHBI
pa3HbIX (DaKTOPOB (HampUMeEp, CO CTOPOHBI OMEPATOPOB), CIIOCOOHBIX CTATh
NPUYMHON JOMOJHUTEIbHON KOHTAMUHALIMKM BO3AyXa A0 TOrO MOMEHTa, KaK
OH JIOCTUTHET KPUTUYECKOMN 30HBI;

«repeaaTouHoe OKHO (repenarounbiii Jitok)» (Pass-through hatch) —
CMHOHMM BO3YIIIHOI'O IIUIF03a (CMOTPUTE ONPEEIECHUE BO3YIIHOIO IUTF03a),
OJIHAKO OOBIYHO OH MEHBIIIE 110 Pa3MEPY;

«muporen» (Pyrogen) — BemecTBO, BBI3BIBAIOIIEE JIUXOPAIOUYHYIO
peaKitio y MalKueHTOB, MOJYYalOIINX HHBEKIIUY;

«mojava Bo3ayxa kiacca A» (Grade A air supply) — BO311yX, KOTOPBIi
poIycKaeTcs uepe3 GuibTp, KBaTU(UIMPOBAHHBINA B KAUECTBE CIIOCOOHOTO
IPOU3BOAUTH BO3JyX Kilacca A IO KauyeCTBY B OTHOIIEHUM BCEX YACTHUII, HO
KOIrZla OTCYTCTBYET TPEeOOBAHHME OCYILIECTBIISITh HENPEPHIBHBIA MOHUTOPHUHT

BCCX HYaCTULl HWIN COOTBCTCTBOBATH YCTAHOBJICHHBIM IIpCACIaM 110
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MOHUTOPUHTY KU3HECTIOCOOHBIX 4YacTUll s Kiacca A. B yactHOCTH,
WCITOJIB3YETCS JIJIS 3aITUTHI TTOJTHOCTHIO YKYTIOPEHHBIX TPOOKOH (h1aKOHOB, HO
HE 00>KaThIX KOJIIaYKOM;

«apenen aeuctus» (Action limit) — ycraHOBIEHHas pejeBaHTHas
BEeUWYMHA (HArpuMep, MpeAesbl MO COJAEPKAaHUI0 MHUKPOOPTraHU3MOB WIIU
YacTUI] B BO3/yX€), B Cllydae IMPEBBIIMICHUS KOTOPOW JIOJKHO OBITh
WHUIIUAPOBAHO COOTBETCTBYIOIIEE pPACCICIOBAHNE W KOPPEKTUPYIOIIHE
JIEHCTBUSI HA OCHOBE ATOTO PacClieIOBaHMUS;

«MPOU3BOJICTBO 10 MpuHIMITY KamnaHui» (Campaign manufacture) —
MOCJIEIOBATEIbHOE TMPOU3BOJICTBO cepuil (TapTHii) OJHOTO M TOTO K€
OpPOJIyKTa B TEUYEHUE OMPEACIICHHOIO TMepHuoJa BPEMEHH CO CTPOTHUM
COOJII0/ICHHEM YCTAaHOBJICHHBIX U BAJIMIUPOBAHHBIX MEpP KOHTPOJIS;

«pyuHble acentuueckue npoiecchl» (Manual aseptic processing) —
ACENTUYCCKUMA TMPOIECC, MPH KOTOPOM ONEPaTOp BPYUYHYIO OCYIICCTBIISAET
NPUTOTOBJICHUE, HAIMOJIHEHUE, pa3MelieHne u (Wiau) yKy[NopHUBaHUE
OTKPBITOTO KOHTEHHEPA CO CTEPUIIBHBIM MTPOIYKTOM;

«cuctema Obictpoit mepemgauu  (mopt) (RTP)» (Rapid Transfer
System/Port (RTP)) — cuctema, ucnonap3dyemMasi sl IEPEHOCA MPEIAMETOB B
OapbepHYIO CHUCTEMY OrpaHWueHHOro jaoctryna RABS wiu uzonaropel u
CBOJSIIAS. K MUHUMYMY PUCK JIJIsi KpUTUYECKOU 30HBI (HapuMep, KOHTEHHEP
JUTs OBICTpOM Mepenaun ¢ anbda/beTa mopTom);

«cucrteMa BogomoarotoBkuw» (Water system) — cucrema s
IIPOM3BOICTBA, XPAaHEHUS U PACTIPE/ICTICHHUS BOIBI, 0OBIYHO COOTBETCTBYIOMIEH
dapMakoIeiHBIM TpeOOBaHUAM (HaIIpUMeEp, BOJIa OYMINCHHAS VUIH BOJA IS
unbekuuit (BAN));

«cmoporuaHoe  cpenactBo»  (Sporicidal — agent) —  cpencTtBo,
YHUYTOXKAIOIIEE CHOphl OakTepuii W TpuOOB TMPU HCIOIH30BAHUH B

I[OCTaTO‘lHOﬁ KOHICHTpAaInun B TEUCHHC OoPCACIICHHOTO BpPEMCHHA
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BO3/IeCcTBUS (KOHTakTa). OKuaaeTcs, 4To OHO OyAeT YHHYTOXaTh BCE
BEre€TaTUBHBIC MUKPOOPTAHU3MBI;

«ctepunbHbI npoaykT» (Sterile Product) — B wmensix Hactosiero
MPUII0KEHUS MO CTEPUIIBHBIM MPOAYKTOM MTOHUMAETCSI OJIMH WJIM HECKOJIBKO
CTEPWIBHBIX 3JEMEHTOB, HAaXOASIIUMXCA B ACENTUYECKUX YCIOBUAX H, B
KOHEYHOM HTOI€, COCTaBIMIOMUX CTepriibHyt0 APC uiaum CTEepUIIbHBIN
TOTOBBIA IPOAYKT. Takue DIJIEMEHTHl BKIIOYAKOT KOHTEHWHEPBI, CpPEICTBA
YKYIOPKH U KOMIIOHEHTHI TOTOBOTO JIEKAPCTBEHHOTO cpeicTBa. Miu mpoaykKT,
CTAHOBUTCS CTEPUIILHBIM B pe3yJibTaTe mpoliecca GUHUITHON CTepUIU3alIluu;

«cTparerust KoOHTposs kontamuHarum» (Contamination Control Strategy
(CCS)) —  3amiaHupoOBaHHBIM  HA0Op  MEPONPUATHH  KOHTPOJS
MUKPOOPraHW3MOB, TUPOTCHOB U YaCTHII, OJYYEHHbIA HA OCHOBE TEKYIIETrO
MOHMMAaHUsI B OTHOILIECHHM MPOJYKTa U Mpoliecca, KOTOPhIM oOecrneunBaeT
3 PEeKTUBHOCTH ITPOIIECCa U KaueCTBO MPOAYKTa. KOHTPOJIbHBIE MEPOTIPUSATHUS
MOTYT BKJIIOUATh B c€0s1 MapaMeTphl U XapaKTepUCTUKH, OTHOcsmuecs K ADC,
BCIIOMOTaTENIbHBIM MaTepuaiaM U KOMIIOHEHTaM MPOAYKTa, pabouue yCcaoBus
MPOU3BOJICTBEHHBIX  MOIIHOCTEH M O0OpYyJOBaHUS,  MEPONPUSATHUS
BHYTPHUIIPOU3BOJCTBEHHOTO KOHTPOJISA, ClelU(UKAIMU TOTOBOTO MPOJYKTa,
CBSI3aHHBIC C HUMHU METOJIMKH, a TAK)KE€ YaCTOTY MPOBECHUSI MOHUTOPUHTA U
KOHTPOJIS;

«TECTUPOBAHHE Ha yJAEpKUBAaHUE MHKpoopraHu3sMoB» (Bacterial
retention testing) — JaHHBIA TECT MPOBOAMUTCA IS BAIMAALUA TOTO, 4YTO
(GUIBTP MOXKET YIAISATh OAKTEPHUH U3 ra3a WK KUIKOCTH. JlaHHOE UCTIBITAaHHE
OOBIYHO TIPOBOAUTCA C HCIOJIB30BAHUEM TECT-IITaMMa, HampuMmep,
Brevundimonas diminuta, ¢ MuanMansHoM konuenTpanuei 107 KOE/cm?;

«TypOyneHTHbI Bo3aymiHbI 1OTOK» (Turbulent airflow) — mortok
BO3lyXa, HE SIBJISIOMIUICS OJHOHAMPABICHHBIM. TypOyJIE€HTHBIN BO3IYIIHBIN

IIOTOK B YHCTOM IIOMCHICHHUHN IOOJIKCH O6I[YBaTB YUCTOC IMOMCHICHUC ITYTEM
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paz0aBlieHHUs] 3a CYET CMENIEHUSI C BO3AYUIHBIMH TOTOKaMH, COXpaHss
IpUEMIIEMOE Ka4eCTBO BO3/1yXa;

«ypoBeHb TpeBorm» (Alert level) — ycraHoBieHHas peneBaHTHas
BEJIMYMHA (HapuMep, YPOBHU COAEPKaHUSI MUKPOOPTaHU3MOB WJIM YaCTHIL B
BO3/IyX€), MPEAOCTABIISIIONIAS BO3MOXKHOCTh PAHHEro MPEAyNpPEeKICHUs O
NOTEHI[MATHLHOM  OTKJIOHEHHH OT OOBIUHBIX pabouux YCIOBUU U
BaJIUJUPOBAHHOTO COCTOSIHUS, KOTOpas HeoOA3aTeNbHO (POPMUPYET OCHOBY
1. KOPPEKTUPYIOIIUX  JCHCTBHM, HO HWHUUHUHPYET BHUMATEIIBHOE
pPacCMOTpPEHHE U MOCIEAYIOUE NEHCTBUS, HEOOXOAUMbIE ISl ONpEIeTIeHUs
NOTEHIIMAIBHON TpoOiemMbl. YPOBHM TPEBOTHM YCTAHABIMBAIOTCS Ha
OCHOBAaHMH UCTOPUYECKUX JAHHBIX U CBEJECHUN MO TPEeHIaM KBaTU(pUKAIIIU U
NEPUOIUYECKH NEPECMATPUBAIOTCSA. Y POBEHb TPEBOTM MOKET OCHOBBIBATHCS
Ha psJie TapaMeTPOB, BKIKOYasi HETUTUYHBIE TPEHAbI, OTJIEIbHbBIE OTKIOHEHUS
CBEpX YCTAaHOBJIEHHOTO Mpe/elia, a TAaKKe MOBTOPSIOIIUECS COOBITHS;

«yCTaHOBKa C OJHOHAIMPABICHHBIM MOTOKOM Bo3ayxa» (Unidirectional
Airflow (UDAF) unit) — mkad ¢ mnomaded mnpoduiIbTPOBAHHOTO,
OJIHOHAIPABJIEHHOTO MOTOKa BO3Ayxa (paHee 0003HAUaJCs KaK yCTaHOBKA C
JaMUHapHBIM OTOKOM Bo3ayxa (LAF));

«YCTPOMCTBO I BCTPOEHHBIX CTEPWIbHBIX coeauHeHui» (Intrinsic
sterile connection device) — yCTpOMCTBO, CHMXXKAIOIIEE PUCK KOHTAMHUHAIUU
IIPA BBINIOJHEHUU COECNUHECHUM. Takuhe yCTpOMCTBA MOTYT HCIOJIb30BaTh
OPUHIUITEI MEXAHUYECKOTO COCITMHEHUS I 3allaliKU MJIaBJIICHUEM;

«punbTp crepunusyroniero kiaccay (Sterilising grade filter) — punpTp,
KOTOPBIW MPU COOTBETCTBYIOLIEH BaWJalud OyAET YJalsiTh ONpeAesICHHbIE
MUKPOOPTaHU3MBI U3 KHUIAKOCTH WM Ta3a, 00pa3ys CTepUIIbHBIN (PUIbTpaT.
OOBIuHO Takue PUIBTPHI UMEIOT pa3Mep Mop, paBHbIN 0,22 MKM UITH MEHEE;

«puaumHas crepunuzanus» (Terminal Sterilisation) — mpumeHeHue

JICTAJIBHOTO CTCPUIHU3YIOIICTO AarcHTa HWin YCJIOBI/Iﬁ CTCpWJIM3allul B
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OTHOIIEHWU TPOJYKTa, HAXOJAIIErOoCcs B 3aKpBITOM KOHTEHHEpe, s
JIOCTUXKEHUSI  TIPEJIBAPUTEIIBHO  OMNPECIICHHOTO YpPOBHS  oOecredyeHus
crepunbHOcTH (SAL), pasHoro 10° wmmm Bemme (TOE€ CTH TEOpETUYECKAS
BEPOSATHOCTh HAJIMYMS  OJIHOTO  JKM3HECHOCOOHOTO MHUKPOOPTaHU3Ma,
MPEJICTaBJICHHOTO HA WJIK B MIPOCTEPHIM30BAaHHON €IMHUIIE, cocTaBgeT 1x10
® ym Menee (TO €CTh OIMH HA MUJUTHOH));

«popmoBanue-HanonHeHue-3anaupanue» (Form-Fill-Seal (FFS)) —
aBTOMATU3UPOBAHHBIN TMPOIECC HAMOJHEHUS, OOBIYHO HCIOJIb3YEMbIA IS
MPOAYKTOB, TOJABEPracMbIX (PUHUIIHOW CTEpUIM3AIlUU, TPU KOTOPOM
NEpBUYHAS YNAKOBKA M3rOTABIUBAETCS U3 HEMPEPBHIBHOTO IUIOCKOTO PYJIOHA
yIaKOBOYHON  TUUICHKH, OJHOBPEMEHHO 3amojHsAs  CHOPMHUPOBAHHBIN
KOHTEHHEp TMPOJAYKTOM U TEePMETU3UPYS 3allOJHEHHbICE KOHTECHWHEpPHI B
HenpepbIBHOM nporecce. B mponeccax FFS MoxkeT ncnosib30BaThest cucteMa
C OJTHUM TOJOTHOM (TJI€ OJIMH IJIOCKHUU PYJIOH IIJIEHKU 000paurBaeTCsi BOKPYT
cebs1, 00pasys MOJIOCTh) WJIU CUCTEMA C ABYMS MOJOTHaMU (T/I€ JBa MJIOCKUX
pyJIOHA TUIEHKU COEAUHSIOTCS BMECTE, 00pa3ysl MOJIOCTh), YACTO C MOMOIIBIO
BaKyyMHbIX (DOpM WM ra3oB noj JaBieHueM. OOpa3oBaBIIYIOCA MOJIOCTh
3aMoJIHSIIOT, TEPMETU3UPYIOT U pa3pe3atoT Ha OTHeNbHbIC eNUHUILI. [lneHku
OOBIYHO COCTOST W3 MOJUMEPHOTO MaTrepuasna, (oJbI'd € TMOJIUMEPHBIM
MOKPBITUEM WIH IPYroro NOAXOISIIEro MaTeprala;

«uuctas 30Ha» (Clean area) — 30Ha c OIIPeACICHHBIMU CTAHAAPTAMHU T10
YUCTOTE B OTHOIIEHWU YACTUI] U MUKPOOPTAHU3MOB, OOBIYHO COJIeprKalas
HECKOJIbKO 00bEIMHEHHBIX YUCTHIX MOMEIICHUN;

«uucroe nomenieHue» (Cleanroom) — nmomernieHue, CIpoOEKTUPOBAHHOE,
00CTy’)KMBaEMOE M KOHTPOJIHPYEMOE TaKUM 00pa3oM, YTOOBI MPEOTBPATUTh
KOHTaMHUHAIIUIO JIEKAPCTBEHHBIX CPEACTB YACTUIIAMU U MUKPOOPraHW3MaMH.

ITox x1accoM A moHMMAaeTCs 30HA Kiacca A;
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«OKcTparupyembie  BemiectBa»  (Extractables) — — xumuueckue
COCIMHCHHS, KOTOPBhIE MHUTPHUPYIOT C TOBEPXHOCTH TEXHOJIOTHYECKOTO
00Opy/ZOBaHUS, TOJIBEPraroIerocsi  BO3JACUCTBHIO  COOTBETCTBYIOIIETO
PacCTBOPUTEIIS MPU IKCTPEMATBHBIX YCJIOBHIX, B 00padaThIBAEMBbIM MPOTYKT
WA MaTepHalr,

«HaotokcuH» (Endotoxin) — mnwuporeHHoe BemiecTBO (Hampumep,
JUTIOTIONICAaXapH/Ibl ), NPUCYTCTBYIOIIIMH B KJIETOYHOU CTCHKE
IpaMOTPHUIIATEIBHBIX OaKTEepHil. DHIOTOKCUHBI MOTYT BBI3BIBATH PEAKIIUU Y
MAIMeHTOB, TOJYYHMBIINX WHBEKIMIO. Peakiuum MOTryT BapbHpPOBATHCS OT

JIUXOPaAaKH JO JCTAJIbHOI'O HCXOOa.».




