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Baenerue

Jlvua, OTBETCTBEHHBIE 332 0E30MACHOCTb CTEPWIBHON MEAMUMHCKOM NMPOTYKLMM, AOJLKHBI 3HATb
MIPOLECChI CTEPIIN3ALIMU, METOILI KOHTPOJSI U PU3NYECKUE XaPAKTEPUCTUKY CTEPHIM3YEMOro MPOAYKTA.
[MponyxTel, MPOU3BOAUMEIE B KOHTPOJIMPYEMBIX YCHOBUSIX, COAEPXAT MUKPOOPraHU3Mbl U SIBJASIIOTCS 110
OnpeneIeHUIO HecTepWIBbHBIMY. Lle/bIo cTeprIn3auuu sSBisieTCs paspyllieHe 3THX MUKPOOHOIOTMYECKUX
KOoHTaMuHaHTOB. [Tocie cTepun3auy, OHAKO, CYLIECTBYET HEKOTOpast BEpOSITHOCTB TOTO, YTO, HECMOTPS
Ha 06paboTKy, MUKDOOPraHW3MbI MOTYT BELKUTh. Kak ciefcTeue, CTepWIbHOCTHS 06paboTaHHbIX IIPEAMETOB
BbIPAXAaEeTCsl BEPOSITHOCTBIO BBKMBAHUS OJHOTO MUKPOODraHU3Ma B [MPOXYKLHU.

TpeGoBaHKsi K cucTeMe KayecTBa TIPH NPOSKTUPOBaHWM, pa3paboTke, TMPOM3BOACTBE, IOCTABKE,
MOHTaxe U 06CITyXXMBaHUHU MEXULIMHCKOM MPOMYKLUMY NipuBeaeHb! B cranaaprax cepur FOCT P MCO 9000.

Mexaynapontsle crangaptei cepur TOCT P UCO 9000 onpenesior HEKOTOpbie IPOLECCHI, UCITONb-
3yeMBbIE B TIPOM3BOACTBE MEAULIMHCKOM MPOAYKLIMU KAK «CIELHAIbHBIE», eCAU PE3YJILTAT HE MOXET OBbITh
TMOJHOCTBIO MPOBEPEH TOC/HeNYIOLMM KOHTPOJEM M MCIBbITAHUEM MPOAYKUMHU. CTepuIM3aLUA ABIAETCS
[IPUMEPOM CITELIUATBHOTO Mpoliecca, NOCKONbKY e 3 heKTHBHOCTb He MOXET ObITh NPOBEPEHA KOHTPOJiEM
ripoaykra. I103TOMY MpoLece CTEPUIM3ALIMM JODKEH ObITh BAJIMIIMPOBAH 10 MPAaKTUYECKOrO IIPUMEHEHHUSA
¥ TIOAJIEXUT TEKYILEMY KOHTPOJIIO, & 000pyNIoBaHHE — HEOBXONUMOMY OOCAYKUBAHUIO.
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TOCYJAPCTBEHHBIM CTAHJIAPT POCCUMCKOM ®ENEPALMNU

Crepuim3anys MEIWINHCKOM IPOAYKIMH
TPEFOBAHUSA K BATUIAIINY U TEKYILHEMY KOHTPOJIIO
Crepuwin3anus BIKHLIM TENIOM B MEJUIMHCKHX YIPEKICHHUSX

Sterilization of health care products. Requirements for validation and routine control of moist heat sterilization
in health care facilities

Jara ssenenus 2002—01—01

1 ObaacTb npumMeHeHNs

1.1 TpeGosauus, BKIOYEHHbIC B CTAHA2PT

1.1.1 Hacrosiuumit craHaapT coaepXMT TpeOOBAHUS K CTEPUJIM3ALMH BJAXKHBIM TEIUIOM, BAIMAAUNU
W KOHTPOJIIO MpOllecca CTePHIN3aLMY KaK B MEAMIMHCKIX YYpeKIeHUsIX, TaK U B OpraHusanusx, pabora-
IOLLKX MO IOTOBOPY C HUMH.

1.1.2 Hacrosiiuuit cTaHAApT paclpocTpaHsaeTcs Ha BCE TIPOLIECCHI C UCIIOjIb30BAHUEM BJIAXKHOIO TeIUla
B MEAULIMHCKUX YIPEXAEHHUSIX, TAE B KAYECTBE CTEPUIIU3YIOLUX ATEHTOB MPHMEHSIETCS MMap, NapoBO3AYLL-
Hasi CMECh MJIM NEperpeTasl Boia.

INpuyMedaHune— OcHOBHbIE TPeGOBAHMSA HACTOSIIETO CTAHAAPTA MOTYT MPUMEHSITBLCA NIPH CTEPUIIN3ALIMH
¢hapMaLeBTHYECKON NPOAYKIMH, HO ISl HEe MOTYT MOTpeOOBaThCs M Ipyrde TEXHHYCCKME M PpYKOBOLILINME YKa3aHNA.

1.2 TlonoxeHus, He BKJIIOYEHHbIE B CTAHAAPT
1.2.1 B HacTof1ieM cTaHIapTe HE pacCMaTPUBAIOTCS CUCTEMBI oOecieYeHUS Ka4eCcTna Ul KOHTPOJIS
Ha BCEX CTalusIX NPOU3BOACTBA.

IMpuMeuyanne— CieayeT yduThIBaTh MEXAYHapOAlble craHAapTh o cucremam KadectBa (MCO 13485
uwin UCO 13488), koTophle KacaloTcsl KOHTPONSL BCEX CTAalil MPOM3BOACTBA, BKJIIIOUAsl TIPOLIECCHI CTEpWIM3aUWM.
Hacroswuit cTaHaapt He coAepXUT TpeGOBaHUMA K OpraHU3alMy CUCTeMbI KayecTBa B MPOLIECCE NPOU3BOACTEA, HO Ha
HEKOTODBIC 3JIEMEHTBI TAKOM CUCTEMBI HaHbl HOPMATHBHEIE CCHIIKU B TEKCTE.

1.2.2 Hacrosuuii cTaHmapT He COLEPXMT YaCTHBIX TpeGOBaHMit KO BCEM BUIAM OOOpYAOBaHMUSI,
MCII0Ib3yeMOT0 B CHMCTEMAX CTEPUIM3aLMK (HarpuMep, o00pYI0BaHUS UIST MBIThS).

1.2.3 Hacrosiumii cTaHIapT He pacHpOCTPAHACTCSl HA MPOLECCHl CTEPUIM3AUUM, TIPU KOTOPHIX B
KayecTBE CTEPHIMU3YIOLLETO aAreHTa UCIOMb3YIOT CMECH 1Tapa ¥ XMMUYECKOrO BELUECTBA.

1.2.4 Hacrosuuii cTaHAapT He IPUMEHSICTCSA 1)1 IPOMBILILICHHOM CTEPWIU3ALIMN BIaXXHBIM TEILIOM,
Kortopas paccMarpuBaercst B TOCT P UCO 11134,

2 HopmaTnBHbIe CCHUIKH

B HacTosieM craHiapre MpuBefeHbl CChUIKY HA CleRyioliye CTaHaapThl:

T'OCT P MCO 9001—96 Cucremsl KayecTBa. Monens obecrieueHUs KauecTBa NpU NPOEKTUPOBAHUH,
paspaboTke, IPOU3BOACTBE, MOHTAXe U 06CTyXUBaHUK

TOCT P YUCO 9002—96 Cucremnl KayectBa. Mome/nb obecnieyeHus KayecTBa Ipu MPOU3BOACTBE,
MOHTaXe 1 OGCNYKUBAHUH

IOCT P UCO 11138-1—2000 Crepunuzanug MeguUUHCKOR npoayKunn. buonoruyeckue MHIMKa-
topbl. Yacte 1. O6LuMe TpebGoBaHus

W3panne odpuunaibuoe
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TOCT P UCO 11138-3—2000 Crepuauzauust MEAMLUMHCKON IPOAYKUMU. BUojiorudyeckue MHIHKA-
Topbl. YacTk 3. buonornyeckue MHIUKATOPHI JUISL CTEPIIM3ALUHU BAaXKHBIM TEIUIOM

TF'OCT P UCO 11737-1—2000 Crepunuzauuss MeIUIMHCKON rponykuuu. Mukpobuonoruyeckne
meronsl. Yacte 1. OueHKa Monyasiuyd MUKPOOPTaHUM3MOB B NPOXYKLIMHU

I'OCT P 51350—99 (MBK 61010-1—90) Be3onacHOCTb 3MEKTPUYECKUX KOHTPOJbHO-HU3MEPUTENb-
HBIX IPUGOPOB U JaGopaTopHoro oGopynosanusi. Yacte 1. O6lue TpeGoBaHUS

T'OCT P MOK 61010-2-041—99 BesonacHocTh 31€KTPUUECKMX KOHTPOJIBHO-U3MEPUTEIBHBIX ITPU-
60poB u nabopatopHoro o6opyrnosaHus. Yacts 2—041. YactHele TpeGoBaHUs K 1aGopaTOpHbIM aBTOKJA-
BaM, B TOM YHMCJIE MCTIOJNB3YIOIIMM Nap Mt 06paboTKy MENUIIMHCKUX MaTepUaioB

HCO 10012-1—-92% TpebopaHHMs K OOECNEYeHUIO KAYECTBA H3MEPUTENbHOrO OBOpYHOBAHUS.
Yacte 1. CrcTeMbl METPOJIOTHYECKOTO obecrieyeHust Aisi 06opynoBaHuUs

WCO 11607—97% YnakosKa L1 MEAULMHCKUX U3NENHH, MONIeKAMMX PUHULIHOM CTePUIH3ALIH

MCO 13485—96% CucteMbl KayecTBa. Meauuunckie u3nenus. YacTHble TpeGoBaHUS K IPUMeHe-
Huwo crangapra UCO 9001

HCO 13488—96% CucreMsl KauectBa. MenuIMHCKTE HW3ens. YacTHble TpeGOBAHHUS K NpHUMEHe-
Huio cranaapra UCO 9002

3 Onpenenenns

B HacTosiuieM craHgapTe MCMoJb30BaHbl TEPMUHBI C COOTBETCTBYIOLUMMM OTIpeNeeHUAMMU:
3.1 mapomo3mymmas cMech (air-steam mixture): OnHoponHasi cMech BO3yXa M HACBILLEHHOTo Napa,
UCITO/Ib3yeMast JUTsl CTEPWIM3ALIUM.

IMpuMeuanue— Bosgyx UCMONB3YIOT AN KOMIEHCAMM JABICHUS, BO3ZHUKAIOLLETO B TEPMETHUHBIX
KOHTeliHepax M MpeBHIIAIOLIEro AABIeHHE HAChILUEHHOTO Napa.

3.2 ouonarpy3ka (bioburden): ITonynauus Xu3HeCMOCOOHBIX MUKPOOPIraHU3MOB B ChIpbe, MaTepua-~
Nax, KOHCYHOM IPONYKTe U/WIH B YIIaKOBKE.

3.3 arrecrauua: ITpoliecc TOXYMEHTHPOBAHHOIO PACCMOTPEHUS M YTBEPXAECHHUS NPUTOLHOCTH, OCY-
LUECTB/ISIEMbI Ha 3aBepLUalolleil CTAAMM MPOTPAMMBl BaJIMIAUMU C LEBIO pa3pelieHus BbITYCKa Mpo-
IYKLIHU.

3.4 peamumna D (D value): BpeMst BoIIep:KKY ITpY OTIPEENEHHEIX YCIOBUAX 06paboTKu, HeobxomuMoe
IUIs. YMEHBIUEHUs ITOMYJISILIMY KOHKPETHOrO TecT-MUKpoopranuiMa B 10 pas.

3.5 ajekTpoMexaHudecKHit KOHTpoab (electrmechanical control): KoHTponbHas cucTeMa, UCIIOIb3YIO-
1asi MeXaHUYeCKHWe cpencTBa (HarpuMep, KOTIMPh! Wi NepdoKapThl) IUIs1 COVIACOBAHMSA U ITOAAYH JIeKT-
PUYECKHMX CHTHAJOB.

3.6 cpencTsa KOHTpOJIS HPOM3BOACTBEHHOH cpeabl (environmental control): CpencTBa KOHTpOIS U
MEPOTIPUSTHS, TIPUHATBIE B IPOU3BOACTBEHHbLIX [IOMEILIEHHUSIX C LIEJbl0 PEryIMPOBaHyst OHOHArPY3KH.

MMpumMeyanue— Ciooa MOTYT BXOINTD BO3AYIIHBIE Y XUAKOCTHBIE GWILTPHI, Je3UHMEKIINS TOBEPXHOC~
Telt, paGoyast olleXa NMepcoHana U OpraHN3allMOHHEIE MEphI.

3.7 Beswunna F (F value): Mepa criocoOGHOCTY TEILTOBOM CTEPUIM3ALIMOHHON 06paboTKI MHAKTHRY -
POBaTh MUKPOOPraHU3MBI.

3.8 Benwuuna F, (F, value): BenuyuHa F, paccuurtaHHas npu temrnepartype 121 °C, BenuuuHe g,
paBHoii 10 °C, u sennunne D, paBHOW 1 MUH.

3.9 meammuckoe yupexnenue (health care facility): Opranuzauus, BMecTe ¢ 06CTYyKUBAOLLMMU €€
cyOTnonpsTYMKaMH, KOTopasi IIPEACTaBIAeT JitoObie HopMbl MENULIMHCKOTO OOCTy>XXUBAHNSA TAIUEHTOB.

3.10 memmumuckas npoxyxkuus (health care products): MemuimHcke U3Ke/Hs, IeKapcTBeHHBIE (dap-
MalleBTHYeCKUe U Buoormyeckue) ¥ IMarHOCTUYECKHE CPENCTBA.

3.11 mmxpodunonormaeckuii rect (microbiological challenge): Buonoruueckue MHINKATOPEI, TECT-TIA-
KETBI ¢ OMOJJOTMYECKUMHU MHIMKATOPAMU MJIM HHOKYJIMPOBAHHBII TIPOAYKT, KOTOPBIE COAEPXAT U3BECTHYIO
MOIYJISILMI0 MUKPOOPIraHW3MOB I MOTYT OBITh UCTIONB30BAHBI VIS IIPOBEPKM HUKIOB CTEPUIU3ALIUN.

*) Jlo BBeAeHMS B AeiicTBHE opurrHai crangapra — so BHUMKMU Tocerannapra Poceum.
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312 nopuctbiii mMarepuan (porous material): Marepuan win crpykTypa nponykra, Tpebyiolue
NPOHUKAHUSA Mapa BHYTPb MPORYKTA [UIS OCYLUECTBICHUS €ro CTepIiIN3aluu

3 13 nepsuuHas ynmakoBka (primary packaging): DieMeHT yIa<OBOYHOI CHUCTEMbI, KOTOPBIM COXpa-
HSET CTEPWIBHOCTh IIPOAYKLIUH

3 14 aeranbHocTb npouecca (process lethality): Crioco6HocTs npoliecca cTepuar3alu UHAKTUBHPO-
BaTb MUKPOOPTaHW3MBbI

ITpuMeyaHue— JleTaIbHOCTL ONPERENAIOT MyTeM KOJMYECTBEHHOH OLEHKH Irubeir MUKPOOPraHM3MOb
WM TyTEM YCTAHOBJICHHS U U3MEPEHUA TpeByeMbIX PpU3NYECKUX [TapaMETPOB

315 npuemka (KOMMCCHOHHAA NPHEMKA, KOMMCCHOHHAA nposepka) (commissioning): IMonyuyeHue u
JOKYMEHTHPOBaHHE A0KA3aTETbCTBA TOTO, YTO 00OPYAOBAHNME NTOCTABNEHO U CMOHTUPOBAHO B COOTBETCTBUM
C JOKYMEHTaluued U paboTaeT B ONpefeleHHbIX AOMYcKax IPU YCIOBUU COOIONEHMS WHCTPYKLMIT no
3KCIUIyaTaUuu

3 16 noBTopHas npHeMKa (HOBTOPHAS KOMHCCHOHHAS NPHEMKA, OBTOPHAA KOMHCCHOHHAS NPOBEPKA)
(recommisioning): IToBropeHre NpHEMKH IMMOMTHOCTHIO WIM YaCTUYHO IUIS IMOATBEPXAECHUS] HAXEXHOCTH
npolecca

3 17 peBammpamms (revalidation): KoMmnekc BOKyMEHTHPOBAaHHBIX NMPOLERYP ISl MOATBEPXAECHUS
paHee MPOBEICHHON BAMIAALIMHU

3 18 wnacoimessbiii nap (saturated steam): BoasHoll nap B COC10HUM PaBHOBECHUST MEXIY KOHIEH-
calMeu U UcrapeHueM

319 umuraTop 3arpy3ku (simulated product load): 3arpyska, 3aMeHsIIOLIAsi LENEBYIO 3arpy3kKy M
obecrieunBaloLIas IKBUBAIEHTHOE Wiu OoJbliee MPOTHBOAEHCTBUE 00paGoTKe

320 crepuabHbii (sterile): He cogepxaluuii xu3HecniocoOOHbIX MUKPOOPTAHU3VOB

IMMpuMeuaHue— Ha npakruke cocTosiHue abGCOMIOTHOrO OTCYTCTBMS MUKPOOPraHW3MOB HE MOXET ObITb
JI0Ka3aHO (CM CTEpMINH3aLKsA)

321 crepwmsauus (sterilization): BamuaupoBaHHbBIA Mpoilecc OCBOGOXACHHUS TIPOAYKTA OT BCeX
dhopM XHU3HECTIOCOGHBIX MHKPOOPTaHH3MOB

MpuMeyaHue— [Ipy cTepwinzalmy Npoliecc OTMUPAHNA MUKPOOPraHH3MOB ONMCHIBAETCH 3KCMOHEH-
UHATBLHBIM 3aKoHOM ClleIoBaTeNbHO, HATHYKE MEKPOOPraHM3MOB B KOHKPETHOM OOBEKTE MOXET ObITh BHIPAXEHO B
BEPOATHOCTHOM BUAE DTa BEPOSTHOCTh MOXET GbiTh CHMXEHA JI0 BECbMA M&IOW BEIVNUMHBI, HO HUKOTAR HEe MOXET
OBITb CHIDKEHA OO HYAs!

322 umkn crepwmm3anuu (sterilization cycle): 3azanHass nocienoBaTenbHOCTh pabouyux cTamui,
MpenfHA3HAYEHHBIX IS JOCTIDKEHUSI CTEPUIIM3ALMHU W BBIMOMHSIEMBIX B 3aKPBITOI Kamepe

323 pa3spaGorka mpouecca crepwamsaumu (sterilization process development): MccremoBaHus u
pa3paboTKa BOCMIPOM3BOAMMOTO [IPOLIECCA, C TIOMOLIBIO KOTOPOTO IPOAYKT MOXET ObITh CTEPHUIN30BaH 6e3
MTOBPEXIEHUS IO XeJaeMol BEPOSTHOCTU COXPaHEHUS HECTEPUIIbHBIX SIUHUILL

324 payupanms (validation): JoxyMeHTUpoBaHHAsI Mpolenypa MOJy4YeHUs, NPOTOKOJIUPOBAHUA W
HHTEpIipeTaliid pe3yAbTaToB, HEOOXOAMMBIX IS AEMOHCTPAalUMM TOro, YTO IIpollecC HEU3IMEHHO HaeT
ITPOAYKT, COOTBETCTBYIOLUMI IIPENABAPUTEILHO OMPEACIICHHBIM TPEOOBAHUAM

ITpuw™meuaH e — Bamaaunsa BKIouaer Tpyu aefcTBUSI KOMUCCHOHHYIO NPOBEPKY, NPOBEPKY Tpolecca
Ha COOTBETCTBHME TPEOOBAHUAM M aTTECTALMIO B IKCIUIYaTaLMHU

325 pennunna z (z value): MameHeHHe Temmepartypbl, HEOOXORUMOE [Ulsl M3MEHEHUs BETMYMHBL D B
10 pas

326 cucrema crepwmsauu (sterilization system): Komrutekc MeTonoB 1 oOopyAoBaHUS, BKIIOYas
CTEPUWIM3ALMIO, HEOOXOMUMBI IJIs 1IepeBofa MOTeHIMAaIbHO KOHTAMUHHUPOBAHHOIO MPOAYKTA B CTEPUIIb-
Hoe M 6e3orracHoe Ui UCIONb30BAHUS COCTOSHUE

3 27 kamepHas ¢ypuutypa (chamber furniture): CpencrtBo BHYTpM KaMmepbl CTepuiin3aTopa sl
pa3MeleHu s 3arpy3Ku

3 28 mponykr (product): OOiuee noHsTHE IS 0OO03HAYEHUS CHIPbS, MPOMEXYTOUHBIX IIPOAYKTOB U
FOTOBO NpPOOYKIIMM

(93]
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4 O0mme noJIOXKEHHS
(cM. npunoxenue A)

4.1 OTBETCTBEHHOCTb M MOATOTOBKA MEPCOHAA

OTBETCTBEHHOCTb 38 MOHTaX M OOCIYXHBaHWE CTEPWIU3ATOPOB BJAXKHBIM TEIUIOM, BUIMOALUIO W
TEKYILMIA KOHTPOJb CTEPHMIM3ALIMU BJIAXHBIM TEILIOM, & TaKXe BBINYCK CTEPMJIM30OBAHHON TMPOAYKLUU
OIDXKHA ObITh BO3J0XEHA HAa KBaNM(bUUMPOBAHHBIN IepcoHal, KAK BTO IIpeIycCMOTpeHO TpeGoBaHMIMH
TOCT P UCO 9001 (i MCO 13485) umu T'OCT P MCO 9002 (wim UCO 13488).

4.2 Opexaa

JOJXHBI ObITh OIpeAe/ieHbl K JOKYMEHTHPOBaHb! TpeGOBAHUSA K BEPXHEN ONeX e, NpeAHa3HAYECHHOM
IUISL UCTIONIb30OBAHHUA B KaXIOM ITOMELLEHHUH, Tie IPOBOAATCS CTEPHIIbHBIE MPOLECCHI.

4.3 TpeOoBaHust K HPOXYKTY

TlpoayKT 1 MaTepuasbl, MOMANEKALME CTEPUINUIALMH BNAXKHBIM TENJIOM, AOJXKHBI ObITh COBMECTHUMABI
¢ QUINIECKMMHU YCIIOBUSMH U M3MEHEHUSIMU CpPelbl BHYTPYU CTEPUIH3ALIMOHHON KaMepbl. Dt1a uHdopma-
LIMS TOMKHA ObITh JOKYMEHTHPOBaHA M ITOJYYeHA OT [TOCTABIUMKA MJIH COCTaBIeHa METULIMHCKUM yUpeX-
OEHHUEM.

[lnst IpOAYKTOB, MpeJHa3HAYEeHHBIX JUIST TTIOBTOPHOTO UCTIONb30BAHMS, MOCTABLUUKOM JOJDKHO OBIThH
NPEACTABJIEHO JOKYMEHTAIbHOE CBUAETENILCTBO TOTO, YTO MPOUEHYPbl, PEKOMEHIOBAHHbIE IS JICKOHTA-
MMHALWM, OYUCTKU M CTEPWIM3ALMUM NPONYKTA, ABAAIOTCH 3ddeKTuBHbIMU. OUEHKA 3TUX MpoLeayp
JIOJIKHA TIPOBOJAMTRCS B fipoliecce BaTUIALIAN.

4.4 TpeGoBaHua K ynakoeke

4.4.1 OO6uMe noTOXKEeHUs

4.4.1.1 YnmakoBo4YHBIe MaTepuasbl M MpaBwia paboThl ¢ HUMH JOJIXKHBI ObITh NMpUBEACHb! B TEXHU-
4ecKor JOKYMEeHTAUMH.

4.4.1.2 YnakoBOYHBle MaTepUasibl JOJIKHBI ObITH COBMECTUMBIMU C YCIOBUSMH Cpefibl BHYTPU CTe-
pUIM3aTOpa B MPOLIECCE CTEPWIM3ALINY,

4.4.1.4 YnakoBo4HbIE MaTepHaJIBl JO/LKHBI COOTBETCTBOBaTh ctaHaapty MCO 116074,

4.4.2 TIpoHHUAeMOCTb YIIAaKOBKU

YmakoBKa IoJoKHA obecreuuBaTh yea0BUsI CTEPUIN3ALIMK Ha MTOBEPXHOCTH WM BHYTPH MPOLYKTA KaK
ITyTeM YHANEHUs BO3[AyXa, TAK WM NPOHMKAHMA Mapa; WIM i1 HENPOHWIAEMOH YIIaKOBKM, TAKOM XaK,
HampuMep, GIAKOHBI [UISI BOIHBIX PACTBOPOB — TeIUIONepenadei.

Ilpu xpaHeHUH 1 TPRHCIIOPTHPOBAHUH YIIAaKOBKA JOJDKHA NPEAOXPAHATh NPOAYKT OT MEXaHHYECKOTO
TIOBPEXIEHUST 1 00eCNeunBaTh CTEPUIBHOCTD MENMUMHCKON NPOAYKIUM K MOMEHTY UCIOIb30BAHMS.

5 Ooopynosanne
(cM. mpusioXeHHE A)

5.1 JokymeHTauns

5.1.1 JdaHHbIe 06 060OpyIOBaHUHU

Ha xaXnom cTepMIN3aTope M MaporeHepaTope MOLKHBL ObITh oqHA WK Goslee UHGOPMALMOHHbIX
TabinyeK, 3aKpeIUIsIeMBIX Ha 00OpYyHOBaHHU U COIEPXAUIUX CJENYIONUyI0 MHOOPMALIMIO Ha SI3bIKE IMOJIb-
30BaTeNs:

a) HaUMEHOBaHUE U aIpec U3rOTOBUTES;

b) 3aBoICKOH HOMep WIM UHOEe 0003HaYeHre oOopyaOBaHNUs,

C) pacueTHOe JAaBNEeHHUE B KaMepe U MakcHMayibHasi pabouasi TeMIeparypa;

d) mamneHue B pyGaiuke (€cau HEoOXOAVMO);

€) OTMETKAa WHCTIEeKTOpa Han30pa U MIeHTUGUKAMOHHAsA MapKHUpOBKA COCYAa;

f) IaTa U3roTOBJEHUS COCYAA;

g) CTaHIapTHOe HABJIeHWE, HA KOTOPOE PACcCUMTaH cocyl (ecnu HeoOXoauMo).

JO/KHO ObITh JOKYMEHTHPOBAHO H ITOOTBEPXKIEHO COOTBETCTBME CHUCTEMbI CTEPHIM3aLMU TpeboBa-
Huam 6esonacHocty o FTOCT P 51350 u TOCT P M3K 61010-2-041.

*) Jlo BBeneHUS B deiicTBre opnriHan cranzapra — so BHUUKMU Toccranmapra Poccuu.
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5.1.2 besorniacHocTh

5.1.3 YKa3aHusl U UHCTPYKIIUH

s xaxporo crepuwiuzaTopa Ha sI3bIKe (S3bIKax), cornacoBaHHOM(bIX) C MOJIBb30BATENCM, IOJDKHA
ObITh 4aHa cieayollasi oba3arenpbHas HHPOpMaLUs:

a) MHCTPYKIMHM [0 MOHTAXY CHCTEMbI CTEPUIM3ALINH, JOCTATOUHbIE st 6e30TIacHOM ¥ 3¢ heKTUBHOM
paboTbl 060PYIOBAHYS,

b) nepeyeHb KOHCTPYKTUBHbBIX MAaTEPHAIOB coCyaa U pYpPHUTYPLI KAMEPBI, HAXOSLUMXCS B KOHTaKTe
CO CTEPUIH3YIOLLIMM areHTOM;

C) MIHCTPYKIHMHU Mo Ge3onacHoi M 3cddeKTUBHOU paboTe, BKIIOYAS PEKOMEHIALUMH TO MPEAebHO
OOTYCTUMBIM 3HAYEHHWSIM TEeMIIEpaTypbl M JaBJleHUs B COCYIE;

d) MHCTPYKUMWH U pEKOMEHAYEMBIH NEpEeYeHb onepauyil 10 TEXHUYECKOMY OOCTYXUBAHHIO, BKITIOYAH
MepedyeHb 3aMeHsIeMBIX YACTEN U CHIEIUANBHBIA UHCTPYMEHT IUisi OOCaYXHUBAHWS,

€) CXeMbI KaMephl, [TOKa3bIBaOLINe e HopMYy U KOHCTPYKUMIO, TPYOONIpOBOAbl U MPUHIMITHATBHEIE
CXeMbl CHCTEMbI KOHTPOJSI, PEKOMEeHIYEMbIE CXeMbl MOHTAXa U MepedeHb 3aMacHbIX YacTeil BCeX OTBETCT-
BEHHBIX Y3JIOB CHCTEMbI;

f) cxema ynpapieHHS TPOLECCOR M/WIU OporpaMMHoe obecrieyeHne, HeoOXxonuMoe Ui paboThl 1
O6CHYXKUBAHUSA CUCTEMBI KOHTPOJIS (CM. 5.2.6).

g) YKazaHus ITO 3aMeHe WIM DPEBHU3UU TPOrpaMMHOTO OOECMeYeHHMsl, BKIIIOYAs] TOKYMEHTAaLMIo,
MOJTBEPXIAIOLLYIO [TPOBeJeHMe BaTNIALMY.

5.1.4 [JononHutenbHas uHdopmaus

IMTons3oBaTeb TODKEH UMETh U BECTH TOKYMEHTALMIO 00 UCTIBITAHUAX YCTAHOBKM.

5.2 DKcnayaTauMoOHHbIE XaAPAKTEPUCTHKH CTEPHIN3ATOPA, TEXHOJOTHYECKHE CPelbl H UCTOYHUKH SHEp-
THH, MATEPNANbI, TPUHANIEKHOCTH U CPEACTBA KOHTPOIA

5.2.1 3BKcruryaTalMOHHbIE XapaKTePUCTUKU

Y nosnb3oBaTesst AONKHBI ObITH JAHHBIE, TIOATBEPXKIAIOUINE, YTO CTEPUIU3ATOP COOTBETCTBYET CBOUM
TEXHUYECKHUM XAPAaKTePHUCTUKAM.

5.2.2 TexHonoruyeckue cpenbl ¥ KCTOUHUKHU DHEPrUuu

5.2.2.1 YucToTa ¥ KavyecTBo IMapa AOJKHBI ObITh CTAHAAPTU30BAHbI, U JOMKHO ObITH ITOLTBEPXKIAEHO,
970 TpebyeMoe KayecTBO CTEPHIM3YEMOTO MpOAYKTa HE YXyAlldeTcsd. DTU MOKA3ATEAW MOJKHBI ObITh
JNOKYMEHTHPOBAHBI.

5.2.2.2 YucroTa CXKaToro BO3/yXa, HCIOIL3YEMOTO B CTEPWIM3ALUOHHONA KaMmepe, HOJLKHA ObIThb
TaKoM, 4ToOb 0€30MacCHOCTD MPONYKTA HE CHUXANACh. DTO JOJLDKHO ObITh JOKYMEHTHPOBAHO.

5.2.2.3 Okpyxamolwuid BO3AyX, MOCTYTAOWKHA B KaMepy Ipu cOpoce BaKyyMa, AOJDKEH MPOXOAUTH
yepe3 QUIBTD, 3a4ePXXUBAIOMIMA MUKPOOPraHU3MBbl. XapakTepUCTUKKU (UWIbTPa JOJDKHBl OBITH JOKYMEH-
THPOBAHHI,

5.2.2.4 KauecTBO BOABI, UCITONB3YEMOI B CTEPMIIU3ATOPE LIS OXJIAXKIEHUS! MIPOIYKTA, IOJDKHO ObITh
YKa3aHO B TeXHUYECKOW AoKymeHTauuu. [1p# 3TOM JOJDKHO ObITH MOATBEPXKAEHO, YTO OHA HE KOHTAMM-
HUPYET MPOAYKT. DTOT HhaKT NoJKeH ObITh JOKYMEHTHPOBAH.

5.2.2.5 DnexrponuraHue, NOABOAMMOE K CHCTEME CTEpWIM3aLUHU, HO/DKHO COOTBETCTBOBATH TPe6O-
BAHMUAM U3TOTOBUTE/S CTEPHIM3ATOPA. 3TO AOJXHO ObITh JOKYMEHTHPOBAHO.

5.2.3 Marepuanst

TTonb3oBaTeNb JOJDKEH TapaHTHPOBATh, YTO CBOMCTBA KOMIIOHEHTOB M MaTepHaoB, BHIOPAHHBIX JUIS
KOHCTPYKIIMM CHUCTEMbl CTepMJIM3ALMK, CBOIAT K MMHUMYMY BEpOSTHOCTb MMKPOOMOMOFMYECKOi Win
XMMWYECKOM KOHTaMMHALMU. DTO JOLKHO ObITh JOKYMEHTUPOBAHO.

5.2.4 TlpuHALIEXHOCTH

Tlonb30BaTenb NOMKEH BLIOPATH OCHACTKY KaMephbl Tak, YToObl OHA MO3BOJSIA I1apY PaBHOMEPHO
MPOHKMKATH BO BHYTPEHHME ITOJNIOCTH KaMephl W/WiK obecrneuynBaTh HOPMAJNBHYIO TeIUIONEpesady u ocy-
LIECTBJISITh APEHAX KOHIeHcaTa.

5.2.5 CucTteMbl KOHTPOJIS U PerucTpalluy TaHHbBIX

5.2.5.1 CucreMa ynpapieHusl AOJKHA MMOAAEPXKMBATL TEMIIEPATYPY B NIpPEAesax, YKa3aHHbIX s
KOHKPETHOTO MpoLiecca CTeprIIU3aLuu.

JIOJXHBI aBTOMATUYECKH KOHTPOMUPOBATLCS M 3aITUCHIBATECA (KaK DyHKLMS BpeMEHW) CleayioLue
mapaMerpbl npoiecca:

a) TemilepaTtypa B KaMepe;

b) nasneHHe B KaMepe;

C) CKOPOCTb U3MEHEHUS TeMIEepPaTyphbl U NaBJEHUS.
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Pe3ynbTaTel KOHTPOJS LOJDKHBI PErMCTPUPOBATLCA.

3anuchbIBalOUIEe YCTPOMCTBO M CHCTEMAa KOHTPOMS HOJIKHBLI OBITH HE3aBUCHMbIMH. OHM HOJLKHDL
[ORABAaTh CUTHAT BO BPEMS LIMK/IA CTEPUIU3ALNY MK B KOHLE LKKIIA B TOM CAydae, ec/u pasiuyust MEeXIy
KOHTPOJIUPYEMbIMH 1 3AITMCHIBAEMBIMU TIEpeMeHHBIMU [IPEBbILIAIOT JOMYCTUMBbIE Npeneabl. Peructpupye-
Mble JaHHbIE JOKHBI OBITh LOCTATOYHE! ISl TOTO, YTOOBI MOXXHO OBLTO TPOBOAUTH MOCHEAYIOLUME aHAIM3bI.

5.2.5.2 YT00BI OGECIIEYUTD HANIEXXHOCTH KOHTPOJIS B 3aTPy3Ke, NATYMKHU TEMTIEPATyPbl, UCIIOJIb3yeMbie
B ITPOLIECCE KOHTPOJIS ¥ MOHUTOPHHTA, IODKHBI PACIONaraThesl B MECTax, ONpeie/isieMbIX TPeBAPUTEb-
HBIM M3YYEHUEM paclipenesIeHUs] TeMIIEPaTyp.

5.2.6 TIporpamMMpl KOHTPOJS

ITonp3oBaTenb NOJDKEH rapaHTUPOBATh, YTO NNPOrpaMMHBIE YCTPOACTBA, UCIIOJIb3YEMBIE IUIsl YIIpABe-
HUSI M KOHTPOJS IIpolecca CTePMIN3allii, BAIMAMPOBAHbL. KOHTPOJbHbIE ITpOrpaMMbl JOJDKHBI OBITh
0o opMIIEHBI ZOKYMEHTAIbHO. [IpaBUIbHOCTS MX paBoThl AOJKHA OBITh TIPOAEMOHCTPUPOBAHA KaK IpU
UMHTaUMK poLecca, TAK U B peajibHOM Mpotiecce. JItoOble nocaeayounie n3MeHEHUA CACHYET JOKYMEH-
THPOBATh AHATOIMYHBIM O6PA30OM U OLIEHMUBATH C TOUKHU 3PEHMS] HEOOXONMMOCTH PEBATHAALMH.

5.3 TpeGoBauus K npuGopam

5.3.1 TouHocTb NpubOPOB

5.3.1.1 TouHocTs NIPMBOPOB HOKHA ObITh YKa3aHa B TEXHUYECKON AOKYMEHTALIUH.

5.3.1.2 ToyHocTb NpUBOPOR, NPpUMEHSIEMbBIX ISl BaAKAALMY, JOJXKHA MPeBbIILATh TOYHOCTh yIpaB-~
JSIOWEN U 3aNUChIBAIOLLIEH criCTeM.

5.3.1.3 JaTyuKu TeMIepaTyphbl M NaBiIeHMS JOJDKHBI TApaHTUPOBATh YCTAHOBIEHHYIO TOYHOCTS.

5.3.2 KanubpoBoyHbie 3TalOHEb]

JomxHa ObITh YKa3aHa TOYHOCTb 3TATOHOB, UCITIOAB3YEMDIX JIs1 KATUGPOBKM U3MEPHUTEALHBIX MPU-~
6opos. Kanubposka HomkHA ObITh POCTEXKHBAEMOMA 0 HAUMOHANBHOIO CTAHAAPTA, KaK 3TO MPEeayCMOT-
pero T'OCT P UCO 9001, TOCT P CO 9002 u posnxHa coorBetcTBoBaTh UCO 10012-1.

5.3.3 ITporpamma KanuGpoBKu

CrenyeT MpUHSTb, JOKYMEHTHPOBATD U BRIMOJHATb HEOGXOMMMBIE MHCTPYKLIMY MO KaJIMOPOBKE Beex
KOHTPOJAUPYIOLIMX, TOKA3BIBAIOLUMX U 3aTIMChIBAIOIIUX TPUGOPOB, MPUMEHSEMBIX VISl BAJIMAALIMMA U TEKY-
IIEr0 KOHTPONS LMKIA CTepwiM3auuu. BDTa mpouelypa [O/KHA OCHOBBLIBAaThCH Ha TpeGoBaHMAX
TOCT P MCO 9001 wnu T'OCT P UCO 9002.

5.4 Texnmdeckoe 0GCAyKNBAHME

5.4.1 Ob6opynoBanue JODKHO OOCIYXMBATBCSI B COOTBETCTBHHM C JOKYMEHTANbHO O(OPMIEHHBIM
rpacduKOM TEXHUYECKOTo OOCIYXKMBAHHMA M PEMOHTA.

5.4.2 Jluuo, BEIMOAHSIOWEE TEXHHYECKOE 00CIYXUBAHUE, HOJDKHO UMETh AOKYMERT, HOATBEPXAAIO-
WM ero KBAIHGHUKALHUIO MO 00C/HYXMBAHUIO KOHKPETHOIO CTEPUIIM3ATOPA.

5.4.3 Pa6oThl MO MPOBEACHUIO KAXIOTO MIAHOBOro OGCIYXWBAHMS ¥ WX MEPHONMYHOCTH NOJDKHBI
OBITh OMpeneaeHbl U JOKYMEHTUPOBAHbI.

5.4.4 He pomyckaercsi HCNOAb30BATh CTCPHIM3ATOP B MPOM3BOACTBE MEAULIMHCKONW NPOILYKIUY O
TeX TIOp, MoKa He OyoyT NMpoBeACHBHI M MOKYMEHTAIbHO O¢OpMIIEHKI BCE ILIAHOBBLIE M HEOOXOIHMMBbIiE
BHEIJIAHOBBIE MPOLERYPSHI MO OOCIYKHBAHUIO.

5.4.5 JlokyMeHTaLusi O MPOBeNeHUH TEXHNYECKOTo ODCIyXKUBaHHUSI NOJKHA XPAHUTLCA COBMECTHO C
NOKYMeHTaluei Ha obopynoBaHue.

5.4.6 T'padviky ¥ HHCTPYKIIUM IO TEXHHIECKOMY OBCTYXUBAHUIO OGOPYNOBAHNS, 3 TAKXKE HOKYMEH-
TaUus O MPOBEACHUU OOCIYXUBAHUA HOJDKHBI NEPUONUYECKH NEPECMATPUBATLCA OTBETCTBEHHDIM JHIIOM.
3T0 AMUO HOKHO ObiTh HA3HAYEHO B COOTBeTcTBMHU ¢ TpeGosauusmu ['OCT P UCO 9001 wnu
T'OoCT P HCO 9002.

6 PazpaGorka npomecca CTepHIH3ALUMH
(cM. mpwioxeHue A)

6.1 Bce 3tambl mporiecca CTepUIM3alMU JOIKHBL ObITh Pa3paboTaHbl TaK, 4ToOBl obecrieunBanact
BOCIIPOM3BOAUMOCTD IIPOLIECCa BO BpEMsi TEKYLIEro MpOY3BOACTRA. DTH 3Tarbl JOKHbBI BKJIIOYATh:

a) 0YUCTKY/HEKOHTAMMHALMIO;

b) nposepky;

C) KOMILNEKTAlHIO;

d) ynakoBky;
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€) 3arpysky:

f) BbLIEPXMBaHHE B YCAOBUSIX CTEPUIU3ALNM;

g) PpasIpysky;

h) xpaHeHue;

1) pacnpenesyieHue.

6.2 Tlpouenypsl ¥ MaTepuaibl, MCTIONb3yeMble Ha KaXIOM DTarie Mpoliecca, J0KHBI ObITh JOKYMEH-
TUPOBAaHbI, U KaXnas 3afaya JoJDKHA BbIITOJHATHCS [TOATOTOBJIEHHBIM ITEPCOHATIOM.

6.3 Bo Bcex ci1ydasix DOJKHA MPUMEHATHCS CTEPIWIK3ALMSA HACBILEHHBIM NIAPOM, 33 UCKITIOUEHMEM
clly4yaeB, KOrla B COOTBETCTBUM C NJOKYMEHTALMENR Ha NPOAYKLMIO CYLIECTBYET PHMCK IUIS MPOAYKIIMH.

ITapoBo3ayllHbIe CMECH ClieayeT IPUMEHATh TOJIBKO BMecTe ¢ 3PdEKTUBHON LIUMPKY/LILMel, co3na-
I0LLEH OMHOPOIHYIO TEINOBYIO Cpely BHYTPU CTEPHIN3ATOPA.

BocnpoussonuMocTs cpeiibl BHYTPY KaMephbl HO/DKHA ObITh ITOKA3aHa 3KCITEPUMEHTAIBHO.

6.4 Jlo/okHO GBITh ITOKA3aHO ofecleyeHHe YCAOBUN CTEPHIM3ALIMY NPOAYKTA [PU BHOBb pa3pabo-
TAHHBIX UMKJIAX CTEPUIN3AUNK BIAXKHBIM TEILIOM.

6.5 DdpbeKTUBHOCTD LIMKIIA CTEPUIM3ALIMY JOMKHAE OLIEHUBATHLCS, UCXO/A U3 AOCTUXEHHS TpebyeMblX
¢pr3MUIeCcKUX TapaMeTPOB.

6.6 Jl1o6ble MUKPOGHONOTHYECKIE HCITBITAHUS JO/DKHBI CONPOBOXIATHCH H3MEpeHKueM PU3HYECKUX
rapaMeTpoB.

6.7 Tlpy UCMONB30BAHMU UHANKATOPHBIX MUKPOOPTAHHW3MOB MX BBIGMPAIOT C YUETOM 0coBeHHOoCTel
fIipoLecca CTepunuaauuu U coorserctaust tpedosanusam F'OCT P UCO 11138-1 u TOCT P MCO 11138-3.

7 Bamupauus npouecca CTepPUIM3ANUH
(cM. mpuioxeHue A)

7.1 Tlporpammy BajunaliMu IPOBOIAT HA OCHOBE YTBepKIeHHOro npotokosa no F'OCT P UCO 9002.

7.2 CnenyeT NMpPOBECTH NMPUEMKY KAKIOTO CTEPUNIU3ATOPA MPOAYKUMU Moche MouTtaxa. Cnemyer
BAJTUIMPOBATD MPOLIeCcC CTEPUITU3ALIMM ITPY U3MEHEHUSIX B IIPOAYKLIMH 1 YCJIOBHUSIX NMPOBEISHUS MpoLiecca,
a TakcKe VISl HOBOTO CTEPUJIM3ALIMOHHOro o60pyLOBaHHUS.

7.3 Bammpmauusi DomxHA GbITE MTOPYYEHA OTRETCTBEHHOMY JUILY, MMEIOILEMY OITHIT IPOBEISHUS TAKOU
paGoThl.

7.4 Tlpuemxa HOJXHA BKIIOYATh:

a) AEMOHCTPALWIO COOTBETCTBUS YCTAHOBJIEHHOrO 00OPYAOBAHMA TEXHUYECKUM XapaKTEPUCTHKAM;

b) nposepky nokymMeHTaUUMH HA oGopyEoBaHuUE (5.1);

C) IEeMOHCTPALIMIO COOTBETCTBUS KayecTBa M paboTOCIIOCOOHOCTH MCHOJb3YEMbIX CUCTEM;

d) mposepky Toro, 4to pabouyue ¥ KOHTPOJbHBIE IPHUOOPDHI KA IMOPOBAHDI;

€) ecid HeoOXOOMMO, AEMOHCTPALMIO 3P EKTHBHOCTH CUCTEMbI YIAICHHUST BO3ILYXa;

f) DeMOHCTPaUMIO COOTBETCTBMS IKCILIYATALIMOHHBIM XapaKTePHCTHUKAM.

7.5 Atrtectauus B 9KCIUTyaTaLlMM JOJDXHA IMOKA3aTh, YTO TIPOLECC CTEPUIM3ALMM BOCTIPOM3BOAUM |
MOLTBEPXAAET:

a) OZHOPOAHOCTb PUBMYECKUX 11apAMETPOB B YCTAHOBJICHHBIX NPee/iaX BHYTPY KAMEPBI U 3arpy3KH;

b) cooTHOlIEHNE MEXIY KOHTPOJIBLHBIMU U hakTHYECKUMH MapaMeTpPaMi B 3arpy3Ke;

€) 3aBUCHMOCTb MeXIy DU3MUECKUMU NapaMeTpaMHy U JIETATBHOCTBIO IO JaHHBIM JIMTEPATyphl WIU
MPOBEICHHBIM HCCAEIOBAaHUAM;

d) cootBeTcTBHE TPeOOBAHUAM MPU MAKCUMAIbHOM U MUHUMAIBHOM 3arpys3Kax;

€) TIpHMEeMJIEMOCTb IIPEMIENIOB MepeMeHIMBAHUs MPOAYKTa BHYTPH 3arpy3Ku;

f) penpe3eHTaTWBHOCTb UMHUTUPYIOLIEH 3arpy3KH (€I OHA ITPUMEHSIETCS) ITO OTHOUIEHHIO K peaib-
HOM 3arpyske;

g) TO, YTO 3arpyska [Jsi Liejielf aTTecTallui, KOTopas OylIeT MCIIONb30BaThCsS TOBTOPHO, Mepen
ITOBTOPHBIM MCIIOJB30BAHKUEM CHOBA OYIeT COOTBETCTBOBATb YCTAHOBJIEHHBIM YCJIOBUSIM.

7.6 Lo/XHO GBITH ONpelesieHO YKCIIO JaTYMKOB TEMIIEPATYPbl U LIMKJIOB CTEPHIM3ALIMY JUIS IIPOBE-
IeHUsT TMEPBUYHON M MOBTOPHOW aTrecraiuit B akcrutyatauru. OHO HOMKHO ObITh JOCTATOYHBIM TS
TTOATBEPXKACHUS COOTBETCTBUA Mpollecca pa3paboTaHHBIM TEXHUYECKUM YCJIOBUSM.

7.7 o ¥ mocje KaxIod MporpaMMbl MOC/KENOBATE]BHOTO TECTHPOBAHMS CledyeT I[IPOBEPATH, 4TO
MCIOb3yeMBbIE TIPY BATUAAUMKI CUCTEM M3MEPEHUS TEMIIEPATYPh! KaIMOPOBAHBI.

7.8 Ha srane 3aBeplIeHHs BATKIALUH CIEAYeT PACCMOTPETh U YTBEPAUTH NOJYyYeHHbIE JaHHBIE.
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7.9 PeBanunauus I0KHA ObITE TPOBENEHA MOCE CYLUECTBEHHOTO PEMOHTA CHCTEMBI CTEPUIN3ALIMHM,
KOTOPBIN MOXeT ToBJeub 32 coboil usMeHeHUe 3¢hGeKTUBHOCTU MTpolecca. Pepanunauus q0/LKHA MPOBO-
IUTBbCS HE pexe OIHOro pasa B 12 Mec.

7.10 Tlpouemyps! peBanMIALIMM, [IPOBEPKU U M3MEHEHMs ITpoLiecca, cHcTeMbl CTepHan3aluy (0Go-
PYAOBAaHMS M MPOrpaMMbl) MPOAYKTA M YIIAKOBKH HOJKHBI 6bITb JOKYMEHTHpOBaHbl. OTBETCTBEHHOCTH 33
onpeieNeHe HeoOXOAMMOCTH U 0oObeMa ITOBTOPSAEMbIX 3TAMOB MEPBUYHOM BaIMOALMU AOLKHA OBITh
BO3JIOXKEHA HA MOArOTOBICHHBIM NEPCOHAL.

Ip1 M3MeHeHUAX B OGOPYNOBAHMM MIIM CHCTEME KOHTPOJISI HEOGXONMMO NMPOBOAUTH OLIEHKY TOTO,
YTO [TapaMeTphl MpoLiecca, KOTOPOMY MOABEpraeTcst 3arpyXeHHbIN B CTEPUIN3ATOP MPOAYKT, COOTBETCTBYIOT
JAaHHBIM, MOAYIEHHLIM MPH MepBOHAYAbHON aTTECTALMHU.

8 Tekymas crepnjiH3aunsa BAAKHLIM TEIIOM
(cM. mpunoxenue A)

8.1 KouTpois nponecca napoBoii crepriM3anuu

8.1.1 To4HOCTh ¥ HaNEXHOCTb MPUOOPOB, UCIONB3YEMBIX LI KOHTPOAS KaXKIOTO NPOW3BOACTBEH-
HOTO LIMKJIA, CIIeNYEeT MepUOAUYECKH MPOBEPATh B COOTBETCTBUM C HOKYMEHTALMEH HAa HUX.

8.1.2 Crnenyer uMeTh HOKYMEHTUPOBAHHBIE HHCTPYKUHWU TEKYIIETO KOHTPOIS LHUKIA CTEPpUIN3AaLUH.

8.1.3 Ilpu KaxaoM LMKIIE JOJXHBI COCTABISITHCS MPOTOKOJBI, CoNepXKalliie Cleayiolde AaHHbIe:

a) nary;

b) Ha3sBaHME CTEPHJIMU3ATOPA W 3aBOACKON HOMED;

¢) obGo3HaYeHue LUKIA;

d) daMminio ¥ NOAMUCH OTepaTopa;

€) omucaHue 3aTPY3KH ¥ HOMEp CepHy;

f) Bpemsi Havyayna HMKIA (peanbHOE BpeMsl);

g) IaBleHMe B KAMEPE B TEYEHUE JAHHOTO UMKIIA;

h) TemrmepaTypy B KaMepe B TeYeHue HAHHOTO LMKIA.

8.2 Kourpoab u3menenuit

CucreMa TOKYMEHTHPOBAHHS IOJIXKHA TapaHTUPOBATE, YTO B 060PYIOBAHMM, MIPOLIECCE WIM MaTeEpH-
anax OTCYTCTBYIOT KaKue-Axu00 H3MEHEeHUsI, cllocOOHbBIe YXYAIUMTh Ipouecc crepunuzauu. Ecnn takue
M3MeHEHNS] TIPOBOIST B IUIAHOBOM IIOPSUIKE, TO HOBBIN LUK CTEPWIN3ALMHU NOJLKEH ObITH BANIMIXPOBAH.
Tlpu HapyleHHsIX B IIpoliecce, KOTOPble HE MOFYT OBITh CBSI3aHbl ¢ HapyLUeHUeM TpeOOBaHUM TEXHUYECKOIT
HOKYMEHTALIMM, CIAeNYeT PACCMOTPETh HEOOXOIMMOCTh BTHIALIN.

8.3 ITepuoauyeckas nposepka

Cnenyet NPOBOAUTH TUIAHOBYIO NEPUOANYECKYIO ITPOBEPKY CTEPUIIU3ATOPOB.

8.4 Onenxa 3¢eKTHBHOCTH UHKIA

BDdpeKTUBHOCTD NMpoliecca B LMKJIE CTEPUIM3ALMH OLEHMBAIOT 10 YCTAHOBJIEHHBIM (PH3NYeCKUM
apaMeTpaM.

MIpuMeuanue— Texyuwii or6op npob (McnpiTaHHe Ha CTEPUABHOCTD) HIM UCNIONb30BaHUe OHonoTHYec-
KMX HHAMKATOPOB He PEKOMEHAYETCH, 32 MCKITIOUCHUEM CIIELIMANIbHBIX CTyYaeB, DTH UCTIBITAHUS UMEIOT OTPAHUYEHHYIO
LIEHHOCTh B TEKYilleM KOHTpOJie TIpoliecca CTEpWIM3AlIMM BIAXHBIM TEIUIOM M BCeraa NOJDKHBI PacCMaTpPUBATBCS
COBMECTHO C JOCTHXEHHEM (DU3MUECKUX [1apaMeTpoB.

8.5 Bhirpy3ka CTepHIM30BAHHBIX MPOAYKTOB

8.5.1 HeobGxomumMo npeaycMOTpeTb CUCTEMY pa3fesieHUs CTEPUIM30BAHHBIX Y HECTEPWIN3OBAHHBIX
006pasuos.

8.5.2 Tlopsanok BBHITPY3KM MPOAYKTA ITOCTE CTEPUIU3ALMH HO/DKEH rapaHTHPOBaTh, 4TO MapaMeTpsl
BUIMAMPOBaHHOIO IPOLECCa CTEPWIM3ALMM BOCIIPOU3BOJIINCE BHYTPH YCTAHOBJIEHHBIX mpejesoB. Kax-
Iag BHIIPY3Ka JOJXKHA ObITh MOKYMEHTHpOBaHa ¢ ykasanueM GaMuiIiM JUIA, MPUHSBIIETO PEIIEHUE O
BBITPY3KE.

8.5.3 lns Kaxnmo#t 3arpy2ku B NIPOTOKOJ BblAAYM (BBIFPY3KH) CNEAYET BKJIIOYATh:

a) XapaKTepUCTUKY 3arpy3KH MJIM CCHUIKY Ha TEXHUYECKYIO NOKYMEHTAUMIO 3aTpy3KU;

b) 3anucy TEKYLIEro UCIbITAHUA,

¢) 3anycy UHKJIA CTEPWIM3ALINN.
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8.5.4 C mpoayxTaMu, He OTBEYAlOWMMM TpeGOBaHMSAM, HEODXOAMMO TOCTYIATh B COOTBETCTBUU C
tpeboBanuamu FOCT P MCO 9001 uau TOCT P MCO 9002.

8.6 Ilposepka onepanmit

KoHTpons xauecTsa mpodyKuuy M [polecca MPOU3BOACTBA W BCE NMPOTOKOJIbI JOJLKHBI PACCMATPH-
BaTbCcs He pexXe ONHOro pasa B 12 mec. KoMIETEHTHbIN HepCOHANI, MPSMO HE YYacTBYIOLUMH B 3THUX
Ipoliefypax, HOJDKEH FapaHTHPOBATh, YTO NMPOU3BONACTBEHHbBIE WHCTPYKUMM W JaHHbIE, IOJyYeHHBIE BO
BpeMsl BaJTMOalWH, NEHCTBYIOT U BBIITOJIHSIOTCS.

8.7 KoppekTupywmue AeidCTBHA

IMpouenypsl ¥ JOKYMEHTALMS IUISL KOPPEKTUPYIOIUUX HeACTBUN HOJIXHEBI COOTBETCTBOBAThH TpeOOBa-
Husm TOCT P UCO 9001. JTro6ble OTKIIOHEHHS! OT JOKYMEHTALUM M WHCTPYKLMIA, BCKPBITHIE BO BpeMs
onepauuif, MpoBepoK, KATMOPOBKU WK OBGCIyXKHBaHUS, NOJLKHEI ObITh PACCMOTPEHBI JIULIOM, YIIOJHOMO-
YEHHBIM OMpeAe/sTh Haljlexallle 1Ward 1 KOppeKTUpYyouue neictaus. JIiobble MpUHATbIE KOPPEKTHPYIO-
1Me IefACTBUS LOMKHbBI ObITh JOKYMEHTHPOBAHEL.

8.8 IlpoToko.ibl

IMpoTokonel, $UKCUpYIOLIKME, YTO HPOIAYKT CTEPWIM30BAH B COOTBETCTBUM CO Cleld(pUKALMIMHA,
JOOJDKHBI 0(DOPMIIATECS M MOJIePKUBaThCH, Kak 310 ykazaHo B TOCT P UCO 9001 u MCO 13485 wnu
T'OCT P UCO 9002 u UCO 13488.

MMPUIOXEHHUE A
(cnpaBoyHoe)

PyKOBOACTBO 10 BAMMIALHM H TEKYIUEMY KOHTPOIO CTEPHAM3ANMM BIAKHBIM TEIIOM
B MEIMUMHCKHX YIPEKIEHHAX

A.1 O0aacTs npUMeHEHHS

He naerca ykazaHuii K pasgeny 1.
A.2 Hopmatusuas 6asza

He paercs yKasaHMil K pasjgeny 2.
A.3 Onpenenenus

He naerca ykazaHuit K paspeny 3.
A.4 OO0umme NoOKEHHs

3TOT pases COAEPXUT PYKOBOJACTBO IO aTTeCTallMM NiepcoHaa, NOAroTOBKE M 06y4YeHMIO, NpaBiIaM COXpaHe-
HMS 3T0pOBbA NEPCOHaNa, IMYHOM I'UTHeHe U ofeXIe. 3AeCh COAepPXATCS OCHOBHBIE PEKOMEHAALIMM 10 MUHHMM3ALIUH
GuoHATpPy3KY, coiepxaulelt 3arpsa3Henus, n obecneynBatoume 3GGHEKTUBHOCTD NPOLIECCa CTEPHITU3ALUH.

A.4.1 TpeGorauns Kk nepcosany

Ha0mopnenne 3a npoueccom. JIniia, OTBETCTBEHHBIE 38 CTEPUITH3ALMIO B MEIULIMHCKUX YUPEXKAECHHSX, JODKHEI
ObITH aTTECTOBAHbI C YYETOM MX TTOATOTOBKH U OIbITa paboThl. OHM JOTDKHEI OTBEYATh 32 BIGOP METOAOB, OPraHHU3alUIo
BCEX 3TANIOB CTEPWIM3ALMM, TIPABWIBHOE PACXOIOBAHME CPEJICTB, a TaKkKe OBECTIeUNTh TTIOArOTOBKY CBOMX CYXALIMX
Ha UeHTpajM30BaHHOM ocHoBe. OOyueHHe Ha paboyeM MecTe MODKHO NPOBOIMTBCA Ha 000PYAOBAHHMM Ha OCHOBE
MHCTPYKLIMIA, UCTIONbL3YEMBIX Ha NPEeAnpUsITHH. B nokymeHTaumuu o6 o6pa3oBaHUM K 00Y4EHUU JOJKEH PErvCTpUpO-
BaTbCA NEPCOHANBHBIA YPOBEHb 3HAHMIA 110 BCEM 3TamaM Npoliecca.

O6pasopanue, ofyuyeHne ¥ yPOBEHb 3HAHUI JOIXHBI KOHTPOJIUPOBATLCA U LJOKYMEHTHPOBATLCS NO CICAYIOLUHUM
BOIIPOCAM:

a) Ge3onacHOCTh NpH o0pallleHN ¢ KOHTAMUHMPOBAHHBIMH TIPEAMETAMM;

b) NEeKOHTAMMHALIUA U OYHCTKA;

C) TpoBepKa;

d) rnoaroroBka ¥ KOMIUIEKTaLMs,

€) ynaxoBKa/oOepTKa,

g) 3arpy3ka cTepWid3aTopa;

h) KoHTpoasr LUKIA;

i) TipaBHIBHOE oOpallleHUue TIocie CTePMIM3aLIK;
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j) XpaHeHHue;

k) BbIrpy3ka;

1) noxyMeHTalMs npolecca;

m) rapaHTMs KayecTsa.

OTBETCTBEHHOE JIWLO JOLKHO OBGECNEUMTh TIPOBEACHHE MHCTPYKTaxa M oO6parHyo CBi3b [UISi MCTpaBleHUs
oIMO0K U NMPOBEPKHU COOTBETCTBUS MPUHATON KOHLUETIUUY U UHCTPYKLIUSM.

KouTpoaupylommit mepconai. Bes nesatenbHOCTD 110 MOAFOTOBKE Y CTEPHIM3AlIMU, BKIII0YAst JEKOHTAMUHALMIO,
NpOBEPKY, YIAKOBKY, CTEPIWIN3aLUIO, XpaHEHHE W Bhlaavy, N0JIKHA NoJBEpraThesl KOHTpomio. [lepcoHa, npeaHasHa-
YeHHBIA JJ1s1 BbIMOJIHEHUSI KOHTPOJIbHBIX (YHKLMH, JOKEeH ObITh Npo¢decCHOHaNbHO NOATOTOBJIEH K BbIIOAHEHHIO
OTBETCTBEHHBIX 00A3aHHOCTe. CTEPHIN3aLMS BIAKHBIM TETUIOM SBASETCA NPOLECCOM, KOTOPBIN NOJDKEH KOHTPOJHU-
pPOBaThbCA MEPCOHANIOM, HMEIOWIMM OGOJIbILION OMMBIT paboThl B 34PaBOOXPAHCHHU B YACTH KOHTPOJS CTEpWIM3ALIMH,
npouecca o6paboTKN 1 KoHTpons uHGeKunH. flepcoHan NOMKeH NMPUHHUMATL y4acTHe B MporpamMmax NMoBBILICHUS
KBATMOUKALIMM M 3aHATHAX Ha KypcaX, KOTOpble BKJOUYAIOT 3HAKOMCTBO C TIPABUTE/ILCTBEHHBIMH AOKYMEHTAMH,
YTIpaBNEeHHUE MEPCOHATIOM M MaTepHUaibHBIMU PECYpCcaMy, TaK Xe, KaK M HEMOCPEICTBEHHO Npoliece CTepHIM3aLMH.

Oxpauna 3p0poBbs ¥ JIuYHAA THrHena. JomxkHbl ObiTh pa3paboTadbl ¥ JoBeAEHB! 4O MEPCOHANA MHCTPYKLIMH MO
JIMYHOFM TUTHeHE, ONMpEAeeHbI PEXHMbI MbiTbsl B 00paGoTKM pyK. [1oBbILIEHHOE BHUMAHHKE K IMYHOW FMTHEHE CHHXKAeT
PHCK nepekpecTHOH MHpeximu. JoaxKHbl ObiTh pa3paboTaHbl HHCTPYKUMH 110 COCTaBAECHUIO OTYETOB O JIEYECHHHU M O
MECTOHAXOXAECHHH CAYXalllMX, KOTOpble MOIYT ObiTb MUCTOMHMKOM WHGOEKUMH WIH KOTOpble CKJIOHHBI K PHCKY
MHMEKUHOHHBIX 3a00eBaHUMA.

IMepcoHan K0XeH Oco3HaBaTh pa3iMyHble BUIbI PUCKa IUIS 3N0POBbSA, CBA3aHHbIE C BBINOJHEHUEM crieundu-
YyeckuXx 3a1ay. JomxHbl 6bITh pa3paGoTaHbi M AOKYMEHTANbHO 0pOPMIEHBI MHCTPYKLIMH MO CHUXEHHUIO B0 MUHHUMYMa
3TOro pUCKa.

A.4.2 Opexna

CooOTBETCTBYIOLLAs OAEXKAA CBOAUT K MUHUMYMY NoNajaRie MUKPOOPraHM3MOB OT [TEPCOHaJIa Ha CTepUIIM3yeMble
npeaMethl. [lepcoHa, 3aHATLINA MOArOTOBKOM, CTEpUAM3aLMEHd U XPAHEHUEM B CTEPWIBHBIX MOMELLEHMSX, JOJIKEH
HOCHUTb YMCTYIO OJEXAY, KOTOPYIO C/IeAyeT MEHATb He peXe OIHOro pasza B AeHb. KOHTpoaMpyeMas cTUpKa OAEXKabl
YMEHbUIACT PUCK PACAPOCTPaHEHHA MUKpoopraHu3MoB. JoJKHb! 6bITs pa3paboTaHbl MHCTPYKUWH, FApaHTUPYIOLHE,
YTO 3TH PeKOMEHAALIUWHU BHITONHAIOTCA.

Ans onpenencHUs Tumna oacxkabl HEOOXOAMMO YYHTHIBATb:

a) BEepOATHOCTH 3arpsi3HeHUs B mpolecce paboThl;

b) BEPOATHOCTb NEPEKPECTHOH KOHTAMUHALIMM MEXAY NOMEILEHUSMU;

C) TIepUOJMYHOCTb CMEHB! OHECXALI.

Oco6oe BHUMaHHe NONKHO VAENATLCS ONEX/e, KOTOPYIO NMEPCOHa HOCUT B NMOMELICHUAX IEKOHTAMUHALMHA U
YIIakoBKH. B nmoMellleHMAX wist NeKOHTAMMHALMM OAeXIa JO/DKHA BBIOUPAThCS, MCXOAS U3 HEOGXOAMMOCTY CHIDKEHUS
pYiCKa 3arpa3HCHMS MUKPOOpPTaHW3MaMH IiepcoHana Bo BpeMsi paboThl. B roMellueHMsIX IS YNAKOBKU OZEXIY
BBIGHPAIOT U3 pacyeTa CHUXXKCHHUA 3arpA3HEHHA YacTULIAaMH H3ACHUH, TTojiexXauiux obpaborke.

A.4.3 Yuer ocoGennocTeil mpoayKUHH

HeobxoaMMo NMpUHUMATh BO BHUMaHHWE PEKOMEHIALIMKY U3TOTOBUTENA MeAUIIMHCKOM TPOIYKIIMH TI0 MOBTOPHON
oBpaboTke, a TaKXe €e COBMECTHMOCTH C IIpolleccamy, crneuvdUyHbIMU VIS JaHHoro oGopyzoBanusi. Korma
HU3TOTOBUTENb YKa3bIBAET MaKCUMAIbHO JOIYCTHMOE YMCI0 LMKI0B 00paboTKH NpoAyKTa, AoixkHa BTk pa3paboTtana
cHCcTeMa perMcTpalvH yMcia LuKiIoB o6paborku. TIpoToKosbl st KaXIOro MpOAyKTa JOIXKHBI coxpaHsaTscs. Ilo
BO3MOXHOCTH JEKOHTAMMHALIMS ¥ OYMCTKA JOJDKHBI TPOBOAUTLCS B 000PYIOBaHHH, NIPEAHA3HAYCHHOM [U1s 3TOH LieIH.
B aT0it cramuu npollecca 06paboTKa BAAXHLIM TEIUIOM TPEANIOYTUTEIbHEN APYTHX METOMIOB.

A.4.4 TpeGoBaHHN XK YIAKOBKE

Hansueias nHoopMalns o TpeGoBaHUsIX K MaTepHaly ynaxoBku gaHa 8 UCO 11607.

Matepuansi, KCTIONTL3YEMBbIE LTS YTIAKOBKH, JOJDKHBI ObITh COBMECTUMBIMM C COAEPXKAILUUMCS B HEH IPOLYKTOM.
I1pu paspaboTke KOMIUIeKCa HHCTPYKLUMI 110 BHIOOPY YTIaKOBOYHBIX MaTepUANIOB CIISOYET TaKKe YYMTHIBATD:

a) TIPOYHOCTL Ha pasphiB,

b) AONMYCTUMOCTB acCeNTHYECKOro NPUMEHEHU;

C) JOTIYCTUMBIN YpPOBEHH TOKCUYHEIX BELIECTB, MEUIEHHO COXHYBILMX KPACOK W XJI0MUYaToOyMaKHbIX BOOKOH,
HE yXyALIAMIIMX KaUuecTBO NpOoNyKTa;

d) OTCYTCTBME BhlAe/acHUS MIOOBIX [a30B, OrPaHHYMBAIOILNX YAAJeHHE BO3AyXa M IIpPOHKKaHKe rapa.

A.5 Obopynoranne

MpuMeuanue— [Ipy Beibope KOHCTpyKUMKM OGOPYNOBAHUA WM NPOLECCOB CTEPM/IM3ALMM OTAAeTCA
NpeanoyTeHHe HOPMATHBHALIM JOKYMEHTAM CTpPaHH 110/b30BaTeNs.

A.5.1 TokymenTanus

A.5.1.1 JdanHbie 00 00opyIoBaHUH

He nalorcs.

A.5.1.2 BesonacHocTs

Cnenyer nMeTh NUCbMEHHBIE WHCTPYKLUHM WA NpeAynpexXIeHHUs Hoab3oBaTens o0 NOTeHUHanbHOM ONacHOCTH,

10
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CBSI3aHHOH ¢ BKCIIyaTauMelt o6opynoBaHHS DTH MAaTEPHATb! JOMAHBI ObITH OMIICAHBl B JOKYMEHTAN TTPUIAIaEMBIX K
o6opynosanuio ('OCT P 51350 u TOCT P M32K 61010-2-041)

A 513 PykoBOACTBa Y WHCTPYKLIMH

Hudopmaums no Banuzalyy nporpaMMHoro obecrieuexust cM [ 1)

A5 14 HononHurensHast uHGopMauns

He paccMarpuBaercs

A.5.2 DKcuryaTanHoHHble XADAKTEPHCTHKM CTePHIIM3ATOPR, TEXHONOTHYECKME CPenbl H HCTOUYHHKH JHEPrHH,
MaTepHaJIbl, NPHHALIEIKHOCTH H CPEACTBA KOHTPOJIA

A 521 DkKcrnyaralMoHHBlE XapaKTepUCTUKH

JoKa3aTensCcTBO TOTO, YTO CTEPWIM3ATOP COOTBETCTBYET CBOMM TEXHWUECKUM TpeGoBaHMsM, MOXeT ObiTb
TIONyYeHO OT U3TOTOBUTENS, YCTAHOBJIEHO TOJIb30BATE/IEM WIM MTONYYEHO OT TPETheM CTOPOHBI

A 522 TexHosormueckue cpeabl ¥ MCTOMHUKM IHEPIUH

A 5221 Crepwiusarop noyixeH ObITh NpeaHA3HauYEH A8 Pa0OThl C HACKILLICHHBIM MAPOM M PEABAPUTENbHO
MOATOTOB/IEHHON NMapoBo3AyliHON cMmechio [lpM MCnonb30BaHUM mapa Cy<OCTh €ro JoJXHa OblTh He MeHee 95 %, a
obbeMHasi J0oJ1s HEKOHZEHCUMPOBAaHHHIX ra3oB He Oonee 3,5 % Ileperpep He gonmxeH MpeBbllnath 5 °C Tapantus
HeTIpepbIBHOTO KOHTPOJIsl KauecTBa NMapa obecrieymBaercss KoHTponeM KoHaeHcara KOHAEHCAT He HOMKeH cofepXaTh
KOHTAMKHAHTOB B KONWYECTBe, KOTOPOE MOXET YXYAIIWTL Npouece CTEPUIN3ALMM, TMOBPEAUTL CTEPUNN3IATOP WAM
HapyuIHTh LeJOCTHOCTh npoaykra IyKTyaudy AaBieHUs Napa Nepel peAyKTOpPOM He TOJKHBI npesbinarh 10 % u
K03 dHHLUMEHT peAyKUMU NosixXeH ObiTh He Oonee 2 1 JIns ynaneHus KOHAEHCATa U HEKOHJEHCHPYIOUIMXCS TFa3oB M3
rdpa, NoJaBaéMoro B CTCPWIN3ATOpP, NOKHDI OBITH NpeaAyCMOTPCHBI JIOBYLUKHW Vi I1apa U Bo3AyXa OT M3roTOBUTENSA
HeoOX0AMMO MOYYNTh MHGMOPMALIMIO O JOTTYCTUMEBIX TapaMeTpax BO3IeHCTBHS (DakKTOPOB CTEPUIHM3ALIMM HA TIPOAYKT

A 5222 Crepunusatop NonmXeH ObITb TIpedHa3zHaueH JUig paboTbl CO CXaThbiM BO3AYXOM. CBOOOIHBIM OT
KarleIbHOM BNal i, NpodUIBTPOBAHHBIM A0 5 MKM H COIEpXALUMM He Gosee 0,5 Mr/M3 Macna B HOpMalbHOM BO3IyXe
CxaTelM BO3LYX HOMXEH NPOXOAUThL Yeped MUKpOOHoiOrndecKuii GuibTp, HaXONAIIMICA B TOYKE MOTpebAeHHA
DuiibTp N0NXKEH 33AepXKUBATh YacTHLUb! pasMepoM Oonee 0,3 MKM ¢ 3¢hdeKTHBHOCTBIO He MeHee 99,5 %

A 5223 Jlnda crepiin3aTopoB, TpeOYOLIMX ITOaYX BO3IyXa B KAMEPY HENOCPEACTBEHHO U3 aTMocdephbl, BO3AYX
JOTXKEH TPOXOANATb OYMCTKY yepes (PUILTP ¢ 3GGeKTUBHOCTEIO He MeHee 99,5 % mo vactuilam pasmepom 6Gonee
0,3 MKM

g repMETHMYHBIX NPOAYKTOB He TpebyeTcsl NPOBOAWTL MUKPODMOAOTrKHYECKYI0 GHALTPALUIO TOJABAEMOro
Bo3ayxa B Kamepy IIpoHHLaeMast yaxoBKa NMpH BaKyyMHWPOBAHHWM, HATPEBE M HANMYNH BIAKHOCTH MOXET MPUBECTH
K IIPOHWKAHUIO MUKPOOPIraHU3MORB, KOTOPOE NP HOPMaJIbHBIX YCIOBUAX He Habnogaercs HopmanbHast repMeTHYHas
YIaKOBKa MOXET CTaTh [IPOHMUAEMOH, €CIIH UMEET MECTO BBLIEJIEHHE KOMITOHEHTOB, BEI3BAHHOE NPOHUKAHUEM TEIUIA
Y/WIN BHYTpeHHMM BaKyyMOM, TIPHYMHOM KOTOPOTo SABJSCTCA OXJIAXACHHE BO3MyXa BHYTPH MPOAYKTA

A 5224 Boaa g oOpa3oBaHMA Napa ¥ BoJA ANs NIPSMOTO OXJIAXAEHNS He NOMXHA cofepXaTb KOHTAMHHAHTOB
B KOHUEHTpAalUWH, CITOCOOHOM YXYAIUWTDb YCJIOBUSA TIpOLECCa CTEPWIN3ALHMK, HAHECTH BpEl CTCPWIM3ATOPY, CTCPHIM-
3yeMOMY MPOAYKTY WK CO3AATh JOOYIO APYTYIO OMACHOCTb 1A 380poBba (Tabnuua A 1) Bopna st BaKyyMHBIX CHCTEM
JOJIXHA ObITh KMNSYEHOH!, MTONaBaThCA MPH TEMMEPAType, COOTBETCTBYIOLICH IKCITYaTalIMOHHBIM XapaKTepUCTUKaM
crepunusaropa (Hanpumep, okono 15°C) JXKecTKOoCTb ee M0MKHA ObITh MeHblUe WAW pasHa 0,2 mmons/1, a pH He
MeHee 6,5

IlpoToKoabI KOHTPONAA JOIKHBI ObITh NMPEACTaBJICHBI B TIMCBMEHHOI hopme

TepromyHOCTh WCTIBITAHUA AOMKHA OBITh TaKOW. YTOOD CBOCBPEMECHHO BLISIBATL M3MEHCHKE TAPAMETPOB M
He OOINYCKATh NMPERbILICHUA MpPedesioB, YKa3aHHbIX B Tabnuue A |

HJo/xHp! GbITH TIPELNPUHATBI MEPH 10 MpPeAOTBpallieHHIO MONajaHUs B laporeHepaTop JMOOHIX IpHMeCEi
(HampuMep, OoCTaTKOB MUKPOOHONOrMYECKUX 3arpA3HEHHI) DTO MOXET ObITh BHITIOJHEHO, HAIIPHUMED, € TIOMOLUbIO
KOHTpPO/Ist KOHTaMHHALMK NUTaIOUIEH BOAbl WM CUCTEMBL YAaneHHUs npuMeceil H3 MaporeHeparopa

Tatnuuna Al -— Tunosbie rpelesibl KOHUEHTpALWY 3arpsi3HeHu#t B Nape /WK BoJie, KOHTAKTHPYIOIMX
¢ NpoayKUMeid /MM ee yIIaKOBKOH

3arpsasHurenb Ipenennt 3arps3HuTEND Ipene st

OcTaTtky napooOpa3HLIX BELECTB < 15 mr/n Xnop < 3 mMr/n

Kpemnuit < 2 Mr/n Pocdarn < 0,5 mr/n

Keneso < 0,2 Mr/n DNEKTPONPOBORHOCTD < 50 MmxCm/cM

Kaamuit < 0,005 mr/n | pH Ot 6,5 no 8

Caunen < 0,05 mr/n BunuMsbie cpoiicTea Becusernocrs, npospau-
HOCTb, OTCYTCTBHE OCAIKa

OCTaTKN TAXENbIX METAUIOB < 0,1 Mr/n XKectkoctb < 0,1 mMmone/n
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A.5.2.2.5 Dnexrpuyeckoe NUTaHUE, TOABOAMMOE K CTEpHIM3aTOpy, HOMKHO OOecrneuMBaTb HALJIEXKALYI0 H
HalexXHYIo paboTy CHCTEMEBI. DJICKTPHUYECKOE ITUTAHNE, ITOABOIUMOE K CTEPHUIU3ATOPY, HOMXKHO ObITh BHITIOJHEHO B
COOTBETCTBUM ¢ HopMmaMy. KauecTBo 5neXTpMYECKOIO ITMTEHMS UM HenpepbiBHOE 3JIEKTPOCHAGXKEHHWE MM CHUCTEM
KOHTPOJIS U MI3MEPEHUS MPOLIECca CTEPUIIM3aLIHUM MOXET ObITb JOCTUTHYTO 32 CYET HALEXHOro MoABOAa HE0OX0AUMOro
HATIPSKEHUS.

A.5.2.3 CucreMbl TpyGONIpOBOAOB M TETUIOOOMEHHMKU

ITpn npoeKTHpOBaHMM TPYGOINPOBOAOB CiedyeT YYMTHIBATE HeoGXoOMMOCTh IOpeHaXa U, KOrda 3TO HYXHO,
cTepwin3aLuio Tpyborporogos. JonoHuTe/bHbIe TpeGOBaHMS BKIIOHAIOT IMKBUAALIMIO MEPTBBIX 30H, HEOOXOIUMOCTD
coGMoIeHus COOTBETCTRBYIOLUMX YKIOHOB, IPUMEHEHUS APYTUX KOMIIOHEHTOB CHCTEM M NIIOOBIX APYTHUX Mep, HeobXo-
IUMbIX U1 MUHUMH3aUMHK 3aCTauBaHMs BoObl U MUKpoOHoro pocra. KayecTBo coenMHeHHH JOJDKHO IpeoTBPAllaTh
yTeuky. JIMHUM He JOJIXXHbI HaTIpSIMYKO COeAVHATLCA CO CTOYHBIMHM cHcTeMaMi 6e3 pa3phbiBa CTPyM yepes arMocdepy,
yToOb! H36eXaTh 00paTHOro cMbOHNPOBaHMs. BHYTpeHHNE COSANHEHNA MEXIY BOASHBIMH OXJIaXIAI0WUMHY CHCTEMa-
MU W IPYTHMM CUCTEMaMM, TAKMMKM KaK CHCTEMbl CXKATOTO BO3AYXa, HOMXKHBI ObITH pacCUMTaHbl Ha MpENOTBpalueHHE
nporuBoToKa. I8 HAcoCoB, MepeKkayMBAIOLIMX OXJIAXIAIolY BOLY W TpeOYIOLIMX CMa3KH YIUIOTHEHHUH, cheayer
NPUMEHSTh BOLY, KAYECTBO KOTOPOI1 COOTBETCTBYET KA4€CTBY NNEpeKaynBaeMoil Bosl. TerumooOMeHHUKY I0JKHE] GBITh
paccyMTaHbl TaK, YyToObl NpeXOTBpalllajiach yTeuKa BHelUHell cpelbl B UMPKYASLMOHHYIO cucreMy. Ecnu npouecc
CTCPHIM3aLMKN TpeOyeT KOHTPOJISl YPOBHS BOJbI, TO JOJIXKHO TIPEAYCMATPHUBATHCA MCTIONB3OBAHUE COOTBETCTBYIOLIUX
YPOBHEMEPOB ¥ CMCTEM CHIHAJIM3allMK JONIYCTUMOrO YPOBHSA.

OTBepcTUs B TpYOOIIPOBOAAX JUISI CUCTEM KOHTPOJIS M TECTUPOBAHMS AOMXKHbI ObITh COOTBETCTBYIOLIETO pa3Mepa,
B JOCTATOYHOM KOJIMYECTBE W pacnosiaratbCsl Hamiexalum obpasoM. JomkHbl GhiTh MPEXYCMOTPEHH! MPEeAOXpaHU-
TeNbHBIC KJIAMAHBI, KOTOPhLIE JOIKHBI pacrioyaraTeest Tak, 4To6bl oRM He MOrTH ObiTh GiokupoBaHbl. HazHayeHHe Beex
OTBEpPCTUI JOJDKHO ObITh YETKO OIpeLesieHO.

A.5.2.4 TIpuHaanexHocTH

He naerca ykasaHuii x 5.2.4.

A.5.2.5 CHcTeMbl KOHTPOJIA M perncTpaLuu

A.5.2.5.1 Temnepatypy B KaMepe U3MEPSIOT TEPMOAATYHKOM, PACTIONOXEHHOM B HAaMEHEe NporpesaeMoii Touke
pabGoyero npocTpaHcTa KaMepbl. OObIYHO IIPUMEHSIOT TEPMOMETPBI CONPOTHRACHUA WIN TepMONapHble AATYHUKH.

ITpu crepymnn3auuy HaCHILUEHHBIM [TAPOM KOHTpOJIMpyeMasl B KaMepe TeMilepaTypa JOJKHAa COOTBETCTBOBATh
JABNeHUIO B KaMepe.

VisMepuTenbHas M pericTpypylolias CHCTEMbi MOTYT MCIIONbL30BaTh aHANOIOBbie WM UMGpPOBHE KaHHbE. OTta
cucreMa MoXeT OrIThb MCTIONb30BaHA BMECTE C JAHHBLIMM PYYHOM permcrpaiiy ajis AOKYMEHTHUPOBAHMS CIENYIOIMX
TIapaMeTPOB U Pe3yAbTaTOB Ipoliecca:

a) jara;

b) TUIT CTEpWIM3ATOpPa U 3aBOACKON HOMED;

¢) HAHMEHOBAaHME W PETVICTPALLMOHHBIM HOMED 3arpy3KM (Halpumep, cepus WIM HOMEP UMKIIa);

d) HarMeHOBaHHWE PETHCTPMPYEMOro LIMKAA, €CH KUCNoNb3yerca Gojiee OAHOTO MpOrpaMMHUPYEMOro 1IHKIIa;

€) (GamMuiMsg U TIOLNKCh OIeparopa;

f) BpeMs Havana UMKNa (pealbHOE BpeMs);

g) JaRNEHHE B KaMepe B 3aBUCMMOCTH OT TEKYIUEro BPEMEHH,;

h) reMneparypa B KaMepe B 3aBUCHMMOCTH OT TEKYILIETO BPEMECHH;

1) nauajgo ¢a3bl BhACPKUBAHUA,

j) okoHuaHue (a3bl BHIAEPKUBAHNA;

k) Bpemsa oxjaxiaeHus, KOHeYHasl TeMIIepaTypa Wid TO ¥ Apyroe.

CucTeMBbl KOHTPOJISI BKJIIOUYAIOT YCTPOMCTBA IS PErMCTPalyy BpeMEHH, TeMIlepaTypbl M JaBIEHMS, a TAKKe
HaMepHTenbHble npubopel. Korma mpenycMoTpeHa perMcTpalids BpPEeMEHH, TeMIIepaTypbl M JaBJieHMs B CHCTEMeE
KOHTpOJISI, OMepaTop B Hayajle LMKIa JOIKEH YOeTUThCd, YTO B 3aTIUCH OTMEYeHBl JaTa, perHcTpaldoHHBIN HOMeED
cTepun3saropa U ero damunus. ITo OKOHYaHMH 1IMKIIA W Niepe] nepeaveil IpPOOYKTOB VIS MCHONb30BAHHS ONepaTop
JOJIXEH PAacCMOTpeTb 3allMCh, YAOCTOBEPUTHCS, YTO TapaMeTphl LMKIA JOCTHTHYTHI, ¥ OTMETHTb 3TOT (aKT, YTOOBI
BIOCJIENICTBMH MOXHO ObUIO YCTAHOBUTH QaMWIMIO ollepaTopa, MPUHSBIIErO pelleHHe O BhIrPY3Ke.

A.5.2.5.2 DONBIIVHCTBO AaTYMKOB TEMIICPaTypbl M3MEPAIOT TEMIIEpaTypy BHYTPH KaMephl B MECTe pasrpysKu
MPOLYKTa W3 CTePUIM3aTopa, HO HE B LICHTPE pa3MEilleHWs YTMakoBoK. IIpW 3arpysxe XUAKMMH TipenapaTaMu
penpe3eHTaTHBHOE pasMENICHHUE JAaTYUMKOB OYIeT MMETh MECTO BHYTPH KOHTEMHEPOB, COMCPKALIMX KMIKOCTh OMHa-
KGBOM BA3KOCTH M MMEIOLIMX CXOZHBIE pasMepsl 1 dopmy. HeHadnexauas KOHGUTypalns 3arpy3Kv WM YIIakoBKa
MOTYT TIPENSITCTBOBATh YIAaNIeHMIO BO3AyXa WM NPOHUKAHUIO T1apa; 3TH YCIOBUSA HE MOTYT GBITh 3adMKCHPOBAHBI
peructpaumeil TemMnepartypsl. [1o3ToMy MexaHMUeCKMIl MOHUTOPUHT M APYTHE CPENCTBA MHOMKALIMKM paGoThl CTEPUIHU-
3aropa HUKOrJa He MOTYT PacCMarpuBaThcs B KauecTBE 3aMEHBl TLIATEIBHOTO M CTPOroro co®iioJeHHs HpaBwl
BAIMIVUPOBAHHAIX ITPOLICAYP YIIAKOBKM MU 3arPY3KH.

A.5.2.6 KonTponmpyioline nporpaMMsl

PyKoBOZACTBO HE TIPENYCMOTPEHO.

A.5.3 Dxkcmyatauus NpHGOPOB KOHTPOAS

CriocoGHOCTh CMCTEMBbl CTEPWIM3aLMM  KOHTPOJIMPOBATL TpeGyeMble [apaMeTphl TIipoliecca 3aBUCHUT OT
KOHCTPYKLIMM  BCEM  CHCTEMBI, TEXHUUECKMX XapaKTepPUCTMK M3MEPMTENBHBIX Y KOHTPOMUPYIOIIMX HpHOOpOB
KaJIMOPOBKH.
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A 531 TouHocts npiGopos

YCTpOKCTBO KOHTPOA TEMIIEPATYPhl AOMXKHO GbITh

a) UMGPOBbIM WIM aHANOTOBIM,

b) ¢ TouHocThio 1 % B nuanazone wKak 50—150 °C,

C) OTperyinpoBaHo ¢ TouHOCThIO +0,5 °C oT TeMiiepaTypbl CTEPHIIM3ALINY,

d) c 3amMuIeHHBIM OT pa3pylUeHusa NaTYMKOM,

¢) NpUCNocoOIeHO LISl TONb30BAaHMS KITIOYOM, KOAOM UM MHCTpYMEHTOM 6e3 pasbopky rpubopa

YeTpoNCTBO KOHTPOIS AABJIEHUS JOTKHO ObITL

a) U¥hPOBLIM WIH aHAJIOTOBIM,

b) ¢ TOYHOCTBIO He MeHee +1,6 % B AMamna3zoHe WKL o1 0 g0 5 Gap aGeosmoTHO1 0 nasnenud (ot 0 20 500 kT1a)

C) ¢ 3aWMIUEHHBIM OT Pa3pyLUEHUS JaTYUKOM,

d} npucnocobieHo IS MCNIOAL30BAHUA KIIIOHOM, KOIA WM MHCTpYMeHTa 6e3 pa3bopky npubopa

TaitMep 10/KeH UMETh TOYHOCTh He MeHee +1 % Juisl epuoiioB BpeMeHu Gosiee 5 MUH M He MeHee 2,5 % wia
NEPHOAOB BPEMEHH O 5 MUH

ﬂo BO3MOXHOCTHU CHACOYET BbIYMUCIATL CUCTEMATHUCCKHE 01]1"6!(]/1, KOTOPBIE NOTMXKHbLI KOPPEKTUPOBATLLS C
WCIOJB30BAHUEM COOTBETCTBYIOIIMX HOMPABOYHBIX KO3hdDUIIMEeHTOB

To4yHOCTL NPUGOPOR sk TECTUPOBAHHUA A0JIXKHA ObITh HE MEHBILIE, YeM TOUHOCTh NPUOOPOB, UCHONIb3YEMbIX WIs]
CTEPWIN3aTOpa, U IOMKHA MPEBLILIATL HE MEHEE YEM B TPH Pa3a TOYHOCTh H3MEPEHU I, HEOOXOAMMBIX IUISL 3AKITIOYEHUS
0 paboTOCITIOCOOHOCTH CTEPWIN3aTopa

A 532 KanubposoyHble STANOHBI

He maetca yxaszanmit Kk 53 2

A 533 KambpoBoYHEIe IPOrPAMMBI

He naercsa yxazanuit Kk 53 3

A.5.4 Texuuueckoe obCHyxRHMBaANNE

A 541 Crepwimsaropbl HEOOX0AMMO OCMATPHBATh H OYHLLATh CO1JIACHO MHCTPYKUMAM H3rotoBurens Ilpume-
paMu 3JIEMEHTOB, TPeOYOLUX 0cob0ro BHHMaHHS, ABASIOTCS CAMONUCLIBI, NPOKJIAAKHU ABEPEH, APEHAXHAA pelleTKa
B KaMepe, BHYTpeHHMe MOBEPXHOCTHM KaMephl M HapyXHbiEe TIOBEpXHOCTH crepwin3aropa [lnaHosble ocMOTphbl M
OYUCTKY C/IeHyeT NPOBOIUTH B COOTBETCTBUH C IIMCHbMEHHBIMM WHCTPYKLHMSAMH W3rOTOBMTENS

ITeproanueckuii 0cMOTP M OYMCTKA YMEHBLIAIOT BEPOSATHOCTb HeucripapHo# pabotbl YicToTa nopepxHocTew,
HaxoAslIMXcad B TIOMELIEHMSX 3arpy3KM W pasrpy3ku, CHMXAaeT PHCK C/Iy4aWHON KOHTAMMHAIIMM CTCPHUIBHOIO
MaTepuaia

A 542 Jluno, ocyluecTeisIonmiee TEXHHYecKoe oBcnyXuBaHne o6opyIoBaHHS B COOTBETCTBUH C NTUCBMEHHBIMU
WHCTPYKUMSAMM HM3TOTOBUTENA, JONXHO OblTh 06yueHO aToMy Ocoboe BHMMaHHe ROMKHO ObIThb yaenieHo o6CnyXuBa-
HMIO Y 3aMeHE€ M3HALIMBAIOUIMXCA 2eMEeHTOB I[IpMMepaMH 3TOrO MOTYT CHAYXWTb caMOMMUCLbI (eciy Heobxoaumo),
GUABTPHL, TTAPOBEIE JIOBYILKH, TPYOOHPOBOILI ApeHaXa, BEHTHUIN M YTUIOTHEHHs IBepeii

A543 CMasKy COOTBETCTBYIOWIMX YacTell W 3aMEHY pacXoByeMbIX UacTeil, TaKWX KaK MapoBhie NOBYUIKM,
IOJIXeH NMPOBOANTH KBaIMPHMUHPOBaHHbIN nepcoHan HekoTopbie 3amauyd MOTYT NoTpeGoBaTh CEPBHCHOrO 00CITYXH-
BaHMsl U3FOTOBUTENEM WIH APYroi KBATHGHUMPOBAaHHOM cepBUCHOM opraHn3aumeit [leprnoanyHoctb oGcnyxuBaHus
MOXET 3aB{CETh OT TOr0, KaK YacTO MUCHOJbL3yeTcsi 00opylaoBaHHe, U MOXET BapbMpOBAaThCS B 3aBUCKMOCTH OT BMIA
000pyAOBAHHUS, 11 PYKOBOACTBA JOMXXHbI UCIIOIL30BAThCS MHCTPYKLIMY M3rOTOBHTENA

A 544 He naercs ykasaHuii X 54 4

A 545 O6cnyxmBaHMe KaKIOTO CTEpHNAN3aTOpa HeoGXoauMo HOKYMeHTHpoBaTh JIWLio, BhIMOHSA0NEe obcny-
XMBaHME, JOJDKHO PerucTpUpOBaTh B XypHaie Kaxaylo onepaimio ’KypHan perctpaluy ACXKEH XPaHUTBCS B MeCTe
pPACTIOJIOXEHHs! CTepynmn3aropa BKIOYEHHRBIE B HEro 3aIllMCH AO/DKHBI COAePXaTh AOCTATOUHYI MHGOPMALUIO Uis
yKa3aHWs Ha KOHKPETHLII BMJ NApPOBOro CTEpMiIM3aTOPa U ONpEle/ICHUS HeNpepblBHON UCTOPUM 000 BeexX 3alliaHu-
POBaHHBIX W He3alUIaHWpOBAHHBIX paboTax Nno obcayXUBaHUIO

A 546 He naerca ykasaHuit K 546

A.6 Paspaborka nmpouecca CTEPH/IN3AIMM

MpumMmeuanne— CM Taxke npunoxenue B

A 61 MenuimHckas NPOAYKUMS, KOTopasi MOABEPracTcd CTEPUNM3ALUMKU BIAXHBIM FEMIOM B MCAMLMHCKHUX
YYPEXACHMAX, MOXKET ObiTh NPHOBPETEHA Y TTOCTABIUMKA WIM M3rOTOBNEHA B CAMOM MEAMUUHCKOM yupexiaeHnu Jlsi
npunobperaemMoil y nocrasuivka NpoAyKUHHM JoJkHA GuiTh NIoNyueHa ciaeayioias uxdopmauus

- HOMYCTMMOCTb CTEDUIM3AUNH BADKHLIM TETUIOM,

- MaKCUMaJbHas TeMIlepaTypa CTepUIM3aluy,

- TIpelenbl AaBJACHUA M/WIK BaKyyMa, BKJIIOUAs CKOPOCTH M3MEHEHMs,

- PeKOMEHIALIMHU 110 OYUCTKE, eCIM HeOOX0auMo, BKIIIOUas pa3bopKy (ecnu tpebyeTcs), CpeacTBa U NPUCIIOCon-
JIeHUs I OYMCTKH,

- MHCTPYKUMH 110 pa3Gopke U3genuil 1 cTepunusalmu, ecin tpebyercs,

- [AOINYCTUMOE KOJUUECTBO MOBTOPHBIX LIMKJIOB, €C/IH CYLIECTBYET OFIACHOCTb CHMXKEHHMS KadecTBa IPOAyKTa

Ilpu pa3zpabGotke U MpOU3BOJACTBE NPOAYKTA B CAMOM MEIHMLIMHCKOM YUPEXICHWM AOMXKHA ObITh MOArOTORAEHA
Takas xe MHbopMaums
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DddexTuBHAs CTEpHAN3ALIMS MeIHLIMHCKON MPOAYKLMM BKTIOYAET MHOTO AOTIONMHUTEIbHBIX TpeGoBaHMit K
caMOMY LHMKIY CTEpUIIU3ALIVH:

Ouncrka. OyucTKOM YIAIFIOT Bce BUOIMMBIE 3arpsI3HEHHS M CMa3Ky C MOBEPXHOCTH MPOIYKTa U BCeX BHYTPECHHHX
nojocred (HanpyuMep, 30HABI WiM Karerepnl). [Ipoliecc OYMCTKM HOJKEH BKIIOYATh M NOBEPXHOCTH C HEBMAMMOI!
KOHTaMHHalMel, 4yTobbl CHU3UTL KOJMMYECTBO OKPYXAIOLIMX MUKpoopraHuimoB. Ocoboe BHMMaHHE JOMXKHO ObITh
yIENEHO KaTeTepaM, YToObl 0GecrneynTs anekBaTHYI0 OMUCTKY W yAaJeHHe YMCTALIMX pacTBOPOB. Bce MOBEpXHOCTH
crelyeT OoMoNnackMBark W BLICYLUHBATD.

IMpumeuanune— Brpolieccax OUMCTKY MOXET BOSHUKHYTh HeOOXOAMMOCTE PasbeINHUTh IPOIYKT, COCTO-
ALIHMA U3 MHOXeCTBa yacTel, 4ToOnl o6ecrieunTh 3D HEKTUBHOE yaaeHHE 3aTrPA3HEHKIA.

Ocmorp. [locie OYMCTKH KOMITOHEHTBI NPOAYKTa, €CTH BO3MOXHO, W COGPAaHHBIM TpPOAYKI NO/DKHBI 6biTb
ocMoTpeHbl. TIpoxykT monKeH GbITh YHCTBIM W HE UMETb ITOBPEXICHUI, KOTOPhie MOI'YT MOBJIHMATh Ha 6€3011aCHOCTh
1 DYHKUMIO MPOAYKTA.

Coopka. [locne ocMoTpa MpOAYKTHI JOMKHBI ObITh CKOMIUIEKTOBAHBI B TOM BHIE, B KOTOPDOM OHH MOIYT
CTEPWIN30BATbCA. DTO MOXET 03HAYaTh IPYNIMPOBKY HECKOMABKUX MpeIMETOB B OAMH KOMIUieKT. Jing obecneuenus
3P HeKTUBHOMN CTEPWIM3ALMH B 33BUCUMOCTH OT KOHKPETHOTO NPOLIECCa CTEPUITU3ALIMM BIaXHBIM TEIUIOM HEKOTODHIE
NPONYKTBl MOTYT NOTpeGOBaTh pa3beAMHEHHS.

Ilpn paszpaGorke mpoueayp ocMOTpa M CHOPKM HeOOXOOHUMO CBECTH K MHHMMYMY KOHTaMMHALMIO NPONYKTa
bHU3NUECKUMHA, XUMHUYECKUMH 1 MUKPOOHOJIOTMUECKMMU 3arps3HUTENSIMH.

Ilepen cbopkoit ¥ crepunu3alyeii NMOpPUCTbie MAaTEpHANbl AO/DKHB! OBITh BBIIEPXAHB B OKPYXAalolEH cpene ¢
OTHOCHMTENBHOM BIaXHOCTBIO OT 35 g0 70 % npy KoMHaTHOM Temneparype. TeMriepaTypHoe ¥ BAQXHOCTHOE PaBHO-
BEeCMe YTIAKOBOYHOTO MaTepuana W INIPOAYKTA C OKpYXalollei cpelioii obneryaer yaajieHue BO3AyXa, NMPOHUKAaHVE
CTEPWIM3YIOLLUETO areHTa (BJaXHOTO Teria) M YMEHbHIAeT BEPOSTHOCTL Neperpesa.

Ynakoska (4.4 u A.4.4). [lpoaykThl AOMXKHBI ObITh YNAKOBaHB! HEMCEUICHHO MOC/E 3aBEPIUEHHUs NPOLIEAYPbI
c6Gopku. XpaHeHne H TPAHCTIOPTHPOBAHUE K CTEPWIH3ATOPY HE AOJDKHBI IPUBOIUTD K JTIOBPEXICHHIO YITAaKOBKH. Bpems
XpaHEeHUs Tiepell CTEPWIN3ALIKER AOIKHO ObITh MUHUMANBHBIM. XpaHeHHe JOJDKHO TPOBOAMTLCA TIPH TeMIIeparype M
BJIAXKHOCTH, YKa3aHHEIX BbIlIE.

3arpyska. CopepxxaHue ¥ KOHODUTypalMIo 3arpy3Ky TIPOAYKTA B KamMepy clieayeT oQopMAsiTh NOKYMEHTATBHO.
Ecnan paspeilfeHa 3arpy3ka NpoayKTa TOJbKO OXHOrO TWUIIA, AMarpaMma 3arpy3kv M MaKCMMalbHad/MWHHMAaJIbHas
3arpy3ka Takxke AOXKHBI ObITh JoKyMeHTUpoBaHK. Ilpu cMemaHHOM 3arpy3Ke npHeMieMas KOMOHHAUMsA TTPOAYKTOB
M KOHGUrypauus 3arpy3ky AOMXHbI OBITh OIpefie/ieHbl U HJOKYMEHTUPOBaHbl. (DAaKTOpbl, KOTOPHIE MOTYT BJIMATH Ha
CMellHBaHUE MIPOAYKTOB B 3arpy3Ke, BKIIOYAIOT CIOCOOHOCTD BbIICPXHUBATh YCJIOBHS TIPOLICCCa CTEPUNIM3ALMH; Pa3Mep
U BEC YNaKOBaHHOro NpOoAyKTa; KOHOUFYpaLHIO yIaKkoBaHHOTO NPOAYKTA U CIOCOOHOCTDb Napa IMPOHUKAThL B YIIAKOBKY
U MPOIYKT.

3arpy3ka NpoIyKTa J0MXHa 06ecneynBarh YCIOBHS KOHTAKTa CTEPHIH3YIOWIETO areHTa ¢ KaXII0i CTepHIM3yeMoil
T1OBEPXHOCTBIO.

IIpuMeyan ue— IpoaykTsl 415 3arpy3KH B CTEPHIN3ATOP IPYTHIMPYIOT 10 CXOACTBY MX PasMepos, (GopMbl,
Beca, KOMIUIEKTYIOUIMX MATEPHAIIOB M, V1A U3/IE/IUA ¢ KaTeTepaMH M Tpy6KaMH, 110 COOTHOLIEHMIO [JUTMHBI ¥ IMAMETpA.

Bbinep>KHBAHME NPH YCJAOBHAX CTEpPH/IM3aUMH. BpiGop THMNa uMKia CTEPHIM3AlMM 3aBHUCHUT OT KOHOHIrypauuu
NIpOAYKTAa W CHOCOGHOCTH IIPOAYKTa W YINAKOBKM BBLICPXKVBATL BO3JCHCTBHME TeMIlepaTyp, AaBjieHus W obliero
TEIVIONIPUTOKA.

Crepunnsauus BAaXKHBIM TEIUIOM MEAMLIMHCKON TIPOAYKUHH MOXET ObITh OC/IOXHEHA HEONHOPONHOCTBIO THIIOB
TIPOLYKTOB, YIIAKOBKM IPOAYKTOB ¥ KOHGOUIYypall¥K 3arpy:KaeMbiX COCYAOB, KOTOPBIE MOTYT MElaTh APYT APYTY Npu
yxnanke. OakTophl, KOTOPEIE MOTYT BAUATH HA CTEPHIM3AUMIO BJIAXHBIM TEMJIOM MEAMLIMHCKOM TMPOIYKLIMHU, TPUBE-
JeHHl B Tabnuue A.2.

MHOroKOMITOHEHTHBIE MPOAYKTE MOTYT COAEPXKATh ITIOBEPXHOCTH, HEIOCTYITHBIE JUIS TIpPOHUKAHWA Napa, Heo6-
XOAMMOTO 1A CTepWIn3aliMi. B Takux cnyyasx MoOXeT 0Ka3aThCsl HeOOXOAHMBIM pasbeIMHUTD NPOAYKT I CTEPHIN -
3allMK. B KpalHHX clydafXx, MOXeT BOSHUKHYTE HEOGXOAMMOCTb AEMOHCTPAlIMK TOTO, YTO CTEPWIN3ALIIA BO3MOXHA,
¢ TIOMOLIBIO MUKpOGHOIOrHYecKHX TecToB (cM. UCO 11737-2%).

Ecny yrakoBaHHBIE NPOIYKThl MOJIEXAT CTEPWIM3ALMM BJaXHBIM TEILIOM, HYXHO OBGpaTHTb BHHMMaHHE Ha
3¢ ¢eKTUBHOE BHICYLUMBaHKE YIAKOBOYHOIO Marcpyaia Mocje CTePUAU3alH U YITaKOBAHHOTO COOEPXUMOTO, YTOObI
COXPAHWTD 3alUMTHbiC CBOMCTRA YTIaKOBKM,

Mexny NpomyKTaMH M YIIakOBKaMHM, ITOMIEXKALUMMH CTEpPWIM3ALMH, MOXeET ObTh MHOrO CXOAHOTo. Mexny
HECKOJIbKMMM YCTPOMCTBAMH MOXET OBITH TOMBKO OJHO PasiMyHe, KOTopoe, HalpUMep, 3aKio4aeTcs B He3HAYUTE b
Ho#t MOIMHKALUY WIHHBI TPyOOK MM B HATWYHH HEKOTOPBIX MPHHAIEXHOCTEH, KOTOphle He BIMAIOT Ha NPUTol-
HOCTb ITPOAYKTOB X CTepWIM3aLUuy. MHOrue ynakoBKM NPOAYKTOB MOTYT COCTOATh M3 OJHOTO M TOrO Xe MaTepHaia ¢
HeGOMBIIMMY Pa3THYHSIMU B pasMepaX. OCHOBHOI I10XOJ COCTOUT B KiacCHGhHUKAIMHU IMPOLYKTOB U YIIAKOBOK Y10 MX
CXOACTBY M IIOCJHENYIOLEN OlLEHKE YCIOBUH BHYTPM AaHHOHM KiaaccudUKallMM, KOTOpbie cOo34aioT Hambonbiuue

*) Ilo BBe/ieHMs B NeMCTBUE OpUTMHaN craniapTa — so BHUMKM Toccrannapra Pocoun.
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TPYAHOCTH. YKa3aHHbie TIPyMilbl TNPOAYKTOB W YNAKOBOK MOIYT ObITh HCIMO/b30BaHbl TIpH pa3paboTke LMKIOB
CTepUIIM3ALUU, cepTUDUKALIMKM METONOB BA/JIMIALUMAN CTEPMAM3ATOPOB H pa3paboTKe APYTMX MeToAoB obecneyeHs
KayecTBa M TeCTHPOBAHMS TMPOAYKTOB. MeToabl H3yYeHMUS] WAl OOBACHEHME TOTO. MOYEMY MPOAVKT OTHECEH K
KOHKPETHOMH KiIaccuduKaumMu, J0MXHbI OblTh JOKYMEHTHPOBAHDI.

Ta6nuua A.2— (DakTopbl, KOTOPbIE NPH CTEPHIUIALUM BIAKHBIM TEIJIOM MOTYT BIHATH Ha YCTPOIiCTBA
M KOMITOHEHTbI WK TOBPEOUTh WX

1
OO0beKTbl WM Npolece DakTopri [MosicHeHus i

!

YnaxkoBka [TnoTHoCTE, eavHMLL 00be-| TIpoHUKaHKE Mapa, crocoGHOCTb BbICYILMBATLCA Tepel:
Ma OKOHYaHHEM LUKIa, HaOCXKHOCTb repMeTH3alivuu, '

3a/epkKKa BAarM WIH KOHAEHCALMA, MOALepXaHHe
CTEPUABHOCTH M COXPAHEHME MApPKHPOBKM BO ch.\ml

npotuecca J‘
Yerpoiicteo uim  komro-{ CTpykTypa, CNOXHOCTb,| AGcopOLMA Bnarv, TepMMueckas Aerpalauvsi, BO3-
HEHT pacueT MOXHOCTb TPOBETPUBAHUA ¢ YyAaleHHEM BO3AyXa,

TIPOHHKAHMA BJIark, TIOCAEAYIOILETO BLICYUIMBAHMSA;
NoANCpXAaHUEC YpPOBHA CTCPUABHOCTH M BO3MOXHas
yrpata hyHKUMHK

3arpy3ska crepuiamniaropa Macca crepunmsaropa (Ha-| CKopocTh HPOHWKAHMS 1apa, HAAEXKHOCTb NIPOHUKAHUS
TpUMep, NpY NOAHON WIM| BJIArk ¥ CKOPOCThb BHICYLIMBAHUA NOCE CTEPUIU3ALIAN
YacTHYHOM 3arpysKe)

Onpenenenne Haubosee TPYAHON I CTEPHAU3ALIMY [IGBEPXHOCTH OOBIYHO MOXET ObITh AOCTUIHYTO C NIOMOLUBIO
TEePMOJATUMKOB (Hanpumep, repMonap). OHM JOKHBI ObITh PACTIONOKEHB B TPYAHBIX, C TOYKH 3peHHA Harpepa, MecTax
pasMelleHHUA NIPOAYKTA W MOABEPTHYTHl BO3ACICTBHIO CTEPH/IN3ALIMK BIAXHBIM TerutoM. HanGosee TMNIMYHbIE B 9TOM
OTHOLIEHHH TIPOCTPAHCTBA — 3TO JIMHHbIE TPYOKH, Y3KMe KaTeTepbl, MEPTBbIC NPOCTPAHCTBA Ha KOHLAX. LIEHTPHI
TIOPMCTBIX 3arpy30K, Takke KaK BHYTPEHHHE MecTa GONbIIKMX MAace NIPOAYKTOB.

Marematuueckye u rpadudeckye MeTOAbl, pa3paGoTaHHble C YYETOM JIETAIbHOCTH Wil TEPMOYYBCTBUTEIBHBIX
NpoRyKTOB (YacTo BhIpaxaembie yepe3d (U3MYeCKM KpuTepuit F), MOryr MCMNoONL30BaThCd HA OCHOBE AAHHBIX
TEMIIEPATYPBI NPOAYKTA. PacyeT BeTMYMHBL F Ha ocHOBe (GU3HYECKUX TIapaMeTPOR Mpollecca NPUBEACH B MyONHKaLMsX
AMEPHMKAHCKON HALMOHANBbHOM KOHCEPBHOM accolMalny [2—4]. DTH MeTolbl IIO3RONSIOT BBECTH B pacyeT MUKpPO-
OWONIOrMUYECKOM JIETANIbHOCTH (as3bl HarpeBa ¥ OxXJyaXaeHuA LuKia. IIpyu MCnoib30BaHUYM STOM TEXHHKN HEOGXOAUMO
YUUTHIBATh M APYTHE hakTOpsl, Takne KaK BOCIPOU3BOAMMOCTL OKpYXKaloel NpoayKT cpeasl 4 TOYHOCTL NPHOOPOB.
310 MOXKET NOTPeGOBATL NOTIONHUTEBHBIX HCCIIEA0BaHMA.

Pasrpy3ka. [Ipoueaypa pasrpy3kd noKHa ObITb paspaboTaHa Tak, uTobbl H36eXaTh TIOBPEXACHUS YIAKOBKU.
Tpu 3aBepuleHNM LIMKIA CTEPWIN3ALWM NPeIMETH B 3arpy3ke MOTY1 €lIe CONepXaTb Nap, KOTOPbiil MOXeT KOHAEH-
CHPOBATBCH, €CJIM TPEAMETHI UMEIOT KOHTAKT C XONOLHOM IIOBEPXHOCTRIO. 3arpy3ka JIOJKHa NOABepraTbcsl HeMeATeH-
HOMY OCMOTpY 0€3 TIpMKOCHOBEHUS K Tpe/IMeTaM IIOC/e OTKpPbIBaHMA crepunysaropa. Ecav npu Mcnons3oBaHMM
TIOPUCTOM YNAKOBKH NPOJAYKT OKA3hbIBAETCs BAAXHBIM, TO 3arpy3ka IoJXHA ObITh OTCOPTHPOBAaHA. 3arpy3ka CTepiIn-
3aTopa AOJXHA ObITh U3B/IcUEHA U3 KaMepsl U IIepell TeM KaK €€ UCITONb30BaTh, OCTaBlNeHa IS AATbHENLIETO OCTHIBAHUS
W OCYyLUKH. PaBHOBeCHasl BNaXXHOCTh U TeMIIEpaTypa JOCTUMAIOTCA B TIOMELIEHHH, B KOTOPOM OTCYTCTBYIOT CKBO3HAKMN
¥ OrpaHu4eHo JBUXeHMe Noaei. ['opsyue v BlaxKHble MaTepuaibl 6osiee noaBepXeHb! NoBpexacHHIO. [1o 3apepluieHn0
repyoda BhIPABHMBAHUS TeMIlepaTypbi M BJIAXHOCTH M TI€pel HamnpaBlieHWEeM 3arpy3Kd ISl XpaHEHMs TOCnenHAs
JOJKHA BBITH ellle pa3 NpoBepeHa Ha Haln4yue MPU3HAKOB BJIary.

Ocoboro BHUMAaHMs TpebylOT XKUAKOCTH B FEPMETHYHBIX KOHTEHepax. DT NPOAYKTH MOTYT GbITh MPUUHHOIMA
Cepbe3HBIX MOCIEACTBMIA WIS 3M0POBbS, €CIU HE MPHUHATH COOTBETCTBYIOIME MEPBE cpa3dy mocie crepuaunsaumu. Mx
HeNMb3s YIAIATh M3 KamMepbl, TIOKa TeMIIepaTypa XWIKOCTH He CTaHeT HIDKE TEeMIICpaTyphl TOUKM KMMeHUs (T. €. Ha
20 °C HDKe I XUAKOCTeM B CTeKISTHHBIX KOHTedHepax W Ha 10 °C Huke A XMAKOCTeM B MJIACTHKOBBIX
KOHTe¥Hepax, HanpuMep, B [1XB). Cm. ans nononHutensHoro pykosouctsa TOCT P MBDK 61010-2-041.

XpanenHe u peannzanus. CTepUIM30BaHHYIO TIPOAYKLMIO He ClENYeT XPaHUTh B MIOMELUCHMSIX, TIOABEPXKEHHBIX
3HAYUTENBHBIM KONEe0aHMAM BAZXHOCTH, JaBNCHNUA M/WIN TeMIieparypbl. CHUCTEMBI TPAHCIIOPTMPOBAHWS W pacnipese-
JIEHWUA NOMXHBI ObITH BHITOSIHEHB! Tak, 4yToObl U30exXaTh NOBpeXnEeHMS YNAKOBKW. Tam, rae 3To HeobxoauWMo, Ha
yITaKOBKe JNOMXEeH ObIThb MPOCTaBiIeH CPOK TOJHOCTM W NpPENycMOTpeHa cucTeMa, obeclieyuBaiolllas O4epefHOCTh
WCHONB30BaHMA B 3aBMCHMMOCTH OT BpEMeHHM BBITTYCKa MPOAYKUHWH,

A.6.2 He naerca ykazanui x 6.2

A.6.3 Kccnenoparue pa3pabaThbiBAEMOTO LIUKIA MOXET ObITh MPOBEACHO B WCCAEAOBATENbCKOM COCYAE, €CIM
TI0Ka3aHa 3KBMBAJIEHTHOCTDb €r0 ¢ COCYAOM, B KOTOPOM HAaXOAMTCSH IIPOAYKT.

IIpouecch! CTepuin3aimny BIAXHBIM TETUIOM JOMXHBl ObITh pazpaboraHbl Mg Hanbosee y3KOro NnpakTHuecKoro
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IMana3oHa TeMTIepaTyp B CTEPMIU3aLIMOHHON KaMepe. Ilpoliecchl ¢ NpeABapUTETbHEIM BAKYYMUPOBAHHEM HaCbILLEH -
HOTO Tapa sBAAITCA Oonee JIeTKMMM A KOHTPONAA, B TO BpeMsl KakK, HarpuMep, LMKI C HCMNONb30BaHHEM
MapoBO3OYINHOM cMecHd WIM BOObI MOA AaBIEHUEM conpoBoxaaercs Gojiee WIHMPOKMM AMAMA30HOM TeMIepaTtyp, U
HO3TOMY KOHTPOJIMpOBAaTh ero Sojiee cloxHo. [lpolece Banmmaumny, 3akiioyaolumiics B IPOBEAEHNN OIpeneseHHOro
YUC/la MOBTOPSIOLIUXCS LUMKITOB, MOXET CIYXHTb HaleXHoH 0a3oit Ui AEMOHCTpPAUMM afeKBaTHOCTU XKeMaeMOoro
KOHTponA. B TeueHHe yCTaHOBIEHHOTO BPEMEHH TeMIlepaTypa B KaMepe:

a) He JOJMXHa IipeBbiliaTh Honee yeM +3 "C HMXHHI TIpeen TeMNepaTypsl CTEPUIN3ALINY,

b) He Ho/KHa Kojebarbes Gonee ueM Ha 1 °C;

¢) He IOMKHa OTJIMYAThCs OfHAa OT Opyro# Gonee yem Ha 2 °C.

Cosganne armocdepsl HachIIIEHHOTO Iapa IPOAYBKOM BO3AYXOM HAM HCMOJNb30BaHWEM TPABHTALIMOHHOIO
TiepeMellieHNs BO3LyXa NPUBOIUT K HEKOTOPOR HEONPEAENIEHHOCTH TP CO3LAHNM OJTHOKOMITOHEHTHOMH (T. €. TapoBoM)
arMoctephl. YialleHHe BO3AYXa M3 TIOPUCTHIX MaTepPHalioB M TAKMX JIOBYLLUEK BO3AyXa, KaK KaTeTephl, TIPeACTAB/ISAET
6onbliKe TpyaHocTH. CTpyKTypa 3arpy3Ki KaMepbl CTepIIM3aTopa SBASETCS KPUTMUYECKOI KaK ¢ TOYKU 3peHUA
obecrieyeHus yIaJeHUs BO3Myxa U3 YNAKOBKY M NMPOAYKTa, TAK M aneKBaTHOTO NpoHMKaHUA napa. s Takux LMKIoB
MOTYT MOTPe6OBaThCA TOMONHMTENbHbIEC BATMIAUMOHHBIC UCTBITAHUS.

CoxpaHeHHMe LIeJIOCTHOCTH YTIAKOBKHM [MPH CTEPWIM3ALUHK BJIAXHBIM TEIIOM TFEPMETUYHBIX KOHTEHHEPOB €
XKUIKOCTAMM M razaMK MOXET TNoTpeboBaTb BHELUHETO AaBJIeHHs, Oonbluero, 4em IIpH TIPOCTOM HarpeBe. Ecnu
colepxkallascd B KOHTEHHEPE XUAKOCTb ABASETCS BOAOK (WM PACTBOPOM CO CXCAHBIMU (HU3UYECKHMH CBOMCTBAMH),
TO AaBJieHWE mapa, coslasacMoro B (a3ax IoJorpeBa W BbUICPXKH, He MOXET NMPEBbILUAThL AABACHUE TEIUIOHOCUTESS.
s npefgoTBpallleHUs BOSHUKHOBEHHS M30BITOYHOTO MABICHUS BHYTPY KOHTEHHEPOB 1O CPAaBHEHMIO C JABJIEHHEM B
KaMepe B MOCIEHIO0 NORACTCS CXKaThli Bo3nyX. B pe3ynbrare CyMMapHoe AaB/ieHe NapoOBO3AYLLIHON CMeCH B Kamepe
TIPENATCTBYET paspylLIEHNIO KOHTEHHEPOB (CTEKIIO, IIACTHK) B (bazax noJorpesa W BLIAEPXKKH.

Cnenyer obecriedntb 3G¢heKTUBHOE CMelleHWe Bo3dyXa u napa. OObIMHO 3TO AOCTMIAaeTCs ¢ TTOMOLIbIO
BeHTWIATOpa. HeofxonuMmo, 4yToGsl W KonduUrypauus 3arpysku obecrieunBana CBOOOIHYIO LUMPKYASLMIO MEXIY
YNaKoOBKaMH.

IMoBLINIEHHOE naBNeHMe B KaMepe MOXET CO3/1aBaThcsl 3a CUeT paclibUleHMst BoAbl Moj nasieHueM. [Ipy aTtom
npobjieMa paBHOMEPHOIO IlepPEMEILIMBAaHUS BOOBl U Napa oTcyTCTBYeT. OMHAKO NpUHYAWUTENbHAA LUUPKYISLUUSA Takoi
cMecH Heobxoauma. DToT croco® TOBbILIEHMS AaBICHHS B KaMepe TpeOyeT AONONHUTEBHOTO pacxola Bogbl, KOTopast
JIOJIXHA OBITh CTEPWJILHOI, aITHPOreHHOM W XMMUYECKH HelTpanbHOIM.

A.6.4 TlonydeHHBIE TeMNepaTypHbIE JaHHBIE IIPOLecca CTEPHIN3ALHK UCHIONb3YIOTCS V1S BBIYUCICHUA BENHYHH,
XapaKTePU3YIOUIMX HaWMMEHBLUYIO JEeTAIBHOCTh Mpollecca, Harmpumep, NP MUHUMAIBHONM TeMINeparype W BPEMEHH
BO3NEHCTBUSL.

B aTO HCCIeZOBaHHE MOXET OBITh BKIIOUCHO M3yyeHHe ApyruX GakropoB, KOTOPbIC MOTYT OKa3aThb BAMSHHE Ha
NETAILHOCTD Tipollecca. K HMM oTHOCcATCA KoneGaHMsl HayalbHOM TeMIepaTyphbl NPOAYKTa, TeMNEpaTypbl KaMephl/py-
Galllki, MpOJOKUTENIBHOCTA HArpeBa M OXNAXKICHUS, KOHDUTypaums 3arpysku, ¥ 1. O.

A.6.5 LIMKIB cTepuIn3alvi B YUPEXKACHHUSX 3ApaBoOXpPaHEHMs HOJIXHBI BbIGHpAThCS Ha OCHOBE M3BECTHBIX
COOTHOIIIEHHUIA BpeMs/TeMIlepaTypa, KOTOphble MoJiyYeHbl NpH M3OBITOYHOM Ipouecce crepunmn3aumu. Ipumepsl dasb
BRIACPXHMBAHUS MPH OOLICTIPHUHATBHIX UMK/IAX CTEPUIU3ALINAM:

- 134 °C — npu MUHUMANBLHOM BPEMEHH BLLICPXWBaHMS 3 MUH;

- 121 °C — npy MMHHMMaNbHOM BpeMEHU BbIICPXUBAHUS 15 MUH.

B HCKMOUMTENBHBIX CAyyasX MOIYT NMPUMEHATbCS LMKIBI CTEpWIM3alUMM, WHble 4YeM oOulenpU3HAHHBbIE B
HAYYHOM M TEXHHYECKOM JIMTEpATYPe COOTHOLUECHHUA BpeMsA/TeMIIepaTypa, NPU 3TOM OHHW HYXKAAIOTCA B JOMOJHUTENb-
HOM 00OCHOBaHMU.

B npuBeneHHbIX BbILIE PeXMMax CTEPHIN3ALMKA He YYUTHIBACTCA CTEPWIHIYIOLLMIA 5(ddeKT B epHO Harpesa 1
OXAXACHUS IPOAYKTa. [Ins1 TepMOonabunbHBIX NTPOAYKTOB, KOTOPbie HE MOTYT BBLACPXATh BO3JCCTBYE O0IEpU3IHAH-
HOTO peXHMa CTEPWIH3aLMH, NpMMEHEHHE MeTola pacyera BeNMUMHBI Fy MOXeT IOMoub OGOCHOBaTb CHMIKEHHE
TEMIEPaTypHO-BPEMEHHOTIO BO3JICHCTBUS M 0OCCIEUMTD Tiepexol K Gojiee MATKOMY PEXUMY CTEPHIIM3ALIMHU.

BoiynciaeHde BenyMuuHB F) VTS XapaKTepUCTUKY HUKIA JIETATBHOCTH NPOBOAMTCS TipH Temnepatype 121 °C u
BeanuvHe 7 = 10 °C. [JaHHbic o TeMIlcpaType NpoayKra B TedeHHE BCero Ipollecca (HarpeBaHWe, BbAEPXKKa,
oxNaxiaeHUe) NpeobpasyroTcs I BhIYHCAEHHSA SKBUBANEHTHOIM JleTansHOCTH Npy Temrieparype 121 °C u MaTeMaTH-
YecKH WM rpadyuecKy HHTCTPUPYIOTCH JUIsi TONAYYeHHS (GU3MYECKOil BEIWYMHBLI JICTAILHOCTU, BbipaXaeMoil B
MMHYTaX, 2KBHBAIEHTHBIX BbiIepXke npu Temneparype 121 °C. Hanpumep, xaxnpasa muHyra npu 114 °C umeer
CKOPOCTh OTMHpaHus, 3kBUBaieHTHYI0 0,2 MyH npu 121 °C, ecim z = 10 °C. Hexoropsie nporpaMMpl No3BOJIAIOT
PaccyMTHIBATh BEJIMYHHY F Bcero mpoliecca CTCPUAM3AIMM HENPEpbIBHO, WCNONb3ySd JaHHBIE OT ONHOro WiK Golnee
JAaTYUKOB TEMIIEPATYphl, pa3MEIIEHHbIX B TIPOOYKTE.

TemmneparypHele JaTYUKM, MCHIONB3YEMEIE [UIS TEKYIETO KOHTPONS JIIOGOro LMKIa CTCPUIIM3ALUK BIIAXHBIM
TETUIOM, NOJDKHBI Pacriojlararbcsi B caMbix ¢1abbiX, ¢ TOYKM 3PEHMH AOCTHXEHHS YC/IOBMI CTEPWIN3ALUH, MecTax
BHYTDH 3arpy3k#l 1 Kamepbl. OGOCHOBaHUE PACTIONOXECHHUS NATUHKOB AOJDKHO 6bITh 0OpMIEHO OKYMeHTaNbHO. Ecau
Taxue cnabble Mecta HEU3BECTHRI, TOTA /14 OTIPpEHEACHUSA 3TUX MECT B UyCTOI‘;[ KaMepe, BHT’py}KCHHOﬁ KaMepe ¥ BHYTpH
3arpy3KH QOMXHBI OBITH TPOBENEHBI UCCASNOBAHUS pacnipeleseHus: TeMeparypbl. dns noarsepXueHus BOCIIPOU3BO-
JAMMOCTH JOJKHB! OBITh NPOBENEHB! MOBTOPHBIC UMKIEL. ECNM pasMep YTIaKOBKHM MIJIM KOHTel{HEpa WK HAIIOTHAEMBIH
00heM Maibl, TO HYXHO 06paThTh BHUMAaHUE HA BO3MOXHEIE 2hdeKThl TEIIONEpeiayy BIOMb TEMIEepaTypHOro 30HIa
W BHYTDM I1POAYKTa UM Ha HEOOXOIMMOCTb BBEIEHUS 30HIA HA HYXHYIO IyGHHY, YTOOB MUMHUMH3NPOBATh OlUNGKN
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Teruronepenayn ot napa Ytobwl cBecTH K MHHUMyMV 3(P@EKT HarpeBa, MOXHO MCHONb30BaTh MANOra0apUTHBIM
TIPOBOJIOUHDBIH JATUUK

Pacyer npollecca CTEPUIM3ALMN BKIIOYael CAeAyIOLHe 3Tamnb

- BbIOOp MOAXOASLUEro LUUKIA (CM NpUAcXKeHHe B) 115 CTEPUAM3YEMOro MPOAVKTa,

- onpelesieHUe Haubonee TPYAHBIX UM CTEPUIM3ALIMU MECT B MPONYKTE,

- onpezeyieHUs TpeboBaHUH K IIEKOHTAMUHALIMH, OYHACTKE, YIIAkOBKE U T 1,

~ onpedeneHHe BO3MOXHOCTH OTHECEHMS MpPOAYKTA K CVIUECTBYIOUIEH Tpymnie HPOAyKTOB U CYILECTBYIOLLEro
LMKIA CTEPWIMN3ALINH,

- onpeneneHue 3¢PEKTUBHOCTH LKA CTEPHIM3ALMM ITyTEM M3MEPEHHUS TEMITEPATYPhl M, €CITH 3TO Leieconst-
pa3Ho, TO MUCTBLITAHMEM C MOMOLUBIO MUKPOBHOIOrMYECKMX HHIMKATOPOB

A 66 Crepunusalids BTaXHBIM TEIUIOM €CTb BEPOATHOCTHAS (YHKIIHS TEIUIOBOI SHEPrHM, BpeMeHH, CONEpXKd-
HUS BJlard, 4yucila MUKPOOPTaHM3MOB, CBfA3aHHBIX C MNPOAYKIOM (OHOHArpy3ku) M TepMOPE3HCTEHTHOCTH 3THX
MUKpPOOPraHU3MoB THIIOBBIE UMKIIH, IPUBEACHHbIE B A 6 5, ABNAIOTCH OOILENIPUHATEIMI, OCHOBAHHBIMHM Ha HCTOPHH
PE3NUCTEHTHOCTH «THUIOBOI» OHOHATPY3KM MUKPOOPIaHU3MOB M YUUTHIBAIOLINE, UTO MOJTOTOBKA [IPOAYKTA (Hanpumep,
OUMCTKA) CHUXKAET YUCIO MUKPOOPraHHW3MOB

JTro6oe nipoBeeHHOE MUKPOGHOJIOTHYECKOe TECTUPOBAHHE AOKHO coorBetcrBoBath TOCT P UCO 11138 u
roCT P UCO 11737-1

A 67 He naerca ykazaHuit K 6 7

A.7 Bamnpaums

Banupauus spiseTcs o61KMM MpPOLIECCOM, COCTOSLUMM U3 KOMUCCUOHHOM MPOBEPKU Y NMPOBEACHUS aTrecTaungd
B akcriyaralud CooTHOLIEHWE MEXIAY 3THMHU IMMOHATUAMMU TTOKA3aHO HUXKE

Banupauus
KoMunccroHHas npueMKa ArTectaums
I L
AtrecTauus no GU3H4ECKMM Mukpobuonoruyeckas aTrecrauus
rnapamerpaMm (ecnu HeoOXeaNMO)

A7 1 Bamuaauns BHITIONHAETCA 1A TOTo, YTOOb!I OLIEHMTh HAIEXHOCTh TIpollecca CTepwin3aunn B npotokone
Ba/lMIALMK YKA3bIBAETCA, YTO, KOTIA ¥ KaK HYyXHO H3MepaTh PopMa 3anucy JaHHLIX B IPOTOKOJIE JOJXKHA 00/el YUTh
TIOC/IEAYIOUIYIO MHTEPTIPETAlUI0 Pe3ynApTaToR 1pebGoBaHns, No XOTopbiM ByayT cyouTth 00 3¢deKTHBHOCTH Npouecca
CTepUNM3ALIMK, AOJIKHBI OBITh chOpMyIUpoBaHbl M 3adUKCHpoBaHBl rneped Banugauueilt ScHyI0 U OOBEKTHBHYIO
BANMIALMIO TAapaHTHpPYeT BHIMONHEHKe Tpebosanmit crcTeMbl KOHTPONS Kavecrsa, HanpuMep, T'OCT P UCO 9002

Ocoboe BHUMaHKeE JOMXHO OBITh YIENeHO GU3NYECKUM NApaMeTpaM Ha IPOTSKEHWH BCEro LIMKIIa CTepUIIN3aLIN
{a He TonbKO a3l BHAEPXKUBAHNS), YTOOD! OHM 3HAUMUTENBHO He OTIUUATUCH OT TIAPAMETPOB Pa3paboTdHHOIO LKA
CogsepiieHcTBOBaHUEe (DU3HYECKMX YCHAOBHMH B Kaxiaou ¢ase MoXeT TNpHBECTH K CYLUECTBEHHOMY IOBEBIIEHHIO
AeranbHocT B 3arpyske [logoOHBIM Xe ofpasoM 2¢h@eKTMBHOCTL MOCASAYIOWMX 3arpy3oK Oyaer 3aBucerh or
nocrosHcTBa a3 OXIAKICHUA ¥ CYLIKU

A 72 Adanu3 AaHHLIX, MOJYUYEHHBIX NpPY BAIMIALUMUM, [TOKAXKET, YTO YKA3aHHBLIK LUKXA crepwidzauyu B
KOHKpPeTHOM cTepHan3sarope OylneT WK He OyneT obecnednsarh CTEPUILHOCTS YKa3aHHOMA 3arpy3ku Banunaums, Takum
0GpazoM, KacaeTes He TONbKO CTSPUIU3ATOPa, HO TAKXKe Y TakvX GakropoB, Kak 3arpy3ka 1 ee pasMeuicHue Banunauus
JIOJKHA TMOBTOPSITbCA BCSIKMH pas, Koraa INpoBeAcHBl 3HauMTeNbHble M3MeHeHus [IpyMepamMy TakMX M3MeHEHUH
ABISIIOTCSA

a) M3MEHEHMsl B LMKJIE CTEePUIM3ALNH,

b) WM3MEHEHUS B KOHLETILUN YIIAKOBKW WU 3arpy3kKu,

¢) M3MEHEHMs B MaTepuale, TIOMUIEXalleM CTepUNIN3alUK, Takue Kak 3ameHa 100 % xi1onka TKaHblo u3 50 %
xnonka/50 % nonuacupa, Win

d) nobGasneHve HOBOTO KOMIUIEKCA MEAMIIMHCKUX HU3NS/INM, NOMIEXAIUMX CTEPHAN3aLNHN

YcTaHOBKa HOBOTO CTEPUIM3ATOPa SBASETCH BaXHBIM U3MEHEHMEM, AAXE €Clid OH MMEET TOT XKe THI, 4To U
npexXHuit [aHHbIE, TTONYYEHHBIE OT OAHOTO CTEPWIM3ATOPd, HUKOI/Ia He MOTYT UCTIO/Ib30BaThCs VISl JEMOHCTPALUH
haKTUYECKHX TEXHUYECKMX XaPaKTePUCTUK APYTOro CTepuIu3aTopa

He6onpluve M3MCHEHMsI BO BpeMeHHM B KOHEYHOM Cue€Te FPUBOINST K OonblUMM HM3MeHeHmsm MWsHoc u
TIOBPEXACHME CAMOTO CTepWIMN3ATOPa, €CTECTBEHHO, NMPEACTABISIOT coDOMl cephe3Hble M3MEHEHUS B CUCTEME CTepH-
nn3aumnd Ilo 3TMM MpHUMHAM peKOMeHAyeTcd NepHoaryecKas Balujauns (HanpuMep, oIvH pa3 B 12 Mmec)

A 73 He naerca yxazanuit x 7 3

A 74 Komuccus NoMXHa OLUSHUTh COOTBETCTBUE CTEPMIIM3ATOPAa M CBA3aHHLIX ¢ HUM OOCIYXHBAIOIUUX YCT-
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POHCTB crieundUKAUMAM U TEXHHMUYECKMM XapaKTePUCTHKaM, Ge30MacHGCTh CTEpWIN3ATOpPa W NMPHTOAHOCTb €ro s
HCHOJIb3OBAHUA.

A.7.5 ATTecTauus CTepuN3aTopa JOJDKHA NOKa3aTh, YTO CTEPIIM3ATOP AEHCTBHUTENLHO CIIOCOGEH CTEpWIN30-
BaTh 3arpy3Ky. Tak Kak 3arpy3ka B 3HaYMTeJIbHOM CTeNeHH! BJIMAET Ha MPOLECC CTEPHUIN3aLNH, HeoOXOnMMO OLICHHTD
IHaTna30oH BO3MOXHOTO NMPUMEHEHMS CTepHIM3aropa MpH MCNONb30BAaHUM PA3IMYHBIX 3arpy30K M MX MoauduKaLmii.
B cBA3M ¢ 3THM ClleayeT NMOAYEPKHYTh, YTO HEKOTOPbIE 3arpy3KH 1 (HOpMBI 3arpy3KH HEMb3S1 CTEPHAH30BATh METOLOM
CTEPWIN3aLUHH BIKHLIM TEIVIOM.

CrepHUan3yeMoCcTb OMHOPOAHbIX 3arpy3oK GymeT Jierye oueHWTb H COOTBETCTBEHHO YMEHBIUHTL 00beM paboTH
mo BanvaaumMu. CMellaHHble 3arpy3ku (HanpuMep, KOMOHHaLMUSA TEKCTWILHBIX MaTepHalioB U HHCTPYMEHTOB) MOTYT
noTpeboBaTh TPOBEACHUS] HOTIONHMTENBHBIX HMCNBITAaHW#M, 4YTOOBl YHOCTOBEPHUTLCS B TOM, YTO COOTBETCTBYIOLLAS
KoMOMHauuA 6ynet NpUrogHa Iist CTEPUIK3ALNK.

ATTeCTaLIMSt CTEPWIN3ATOPa AOJIKHA HMPOBOJAHTbCA HA OCHOBE NPOTOKONOB 3arpy3okK.

Tak Kak paboTocnocoGHOCTb CTEPHAM3aTOPa YCTAHABIMBAETCA C MOMOLBIO M3MeEpEeHUs (DHUINYECKMX MapaMeT-
POB, HEOOXOAMMO AOKYMEHTHPOBATh BAMSHHE 3THX NMAapaMETPOB Ha BEJIMUHHY MUKPOOHOIOIMYCCKON NETAIBHOCTH.

IIpy crepunu3alnMy HacbILIEHHBIM NAPOM MMEET MECTO M30bITOK AaHHBIX, PUTOAHKBIX VIS OLIEHKH Pe3yIbTaToB
BHYTPM 3afaHHbIX npelenoB. OOLIYHO g pacyera OepyT MakCMMAaJIbHYIO pasHMLY TEeMIEpaTyp MEXAY [ABYyMd
PasNMYHBIMM TOYKaMM B (hase crepwiM3alMy, He npesblmarouyo 2 “C, Yuutbisas TpeGoBaHME, UYTO TeMIlepaTypa
HaCBIUIEHHOTO Mapa, COOTHOCUMAs C JaB/eHHeM, M3MEPEHHBIM B (ase CTepHAM3aLMMY, NOJLKHA HAaXOUUThCA B TEX Xe
npeaenax 2 “C B TeyeHue MeHee 15 ¢, MOXHO NOKa3aTh, YTO B CTEPWIN3ATOPE CYLIECTBYET aTMocdepa HachlILEHHOTO
napa M, TakiuM obpasom, 1u36exaTh GOMbILINX NOTOMHHTEIbHLIX HCCAEAOBaHUM.

A.7.6 OmHOPOJHOCTh 3aIPY3KU M GopMa 3arpy3Ku [JIaBHBIM 00pa3oM ONMpeaessioT KOJIMYECTBO HEoOXOAUMBIX
JAaTYMKOB TeMIepaTyphl. [IpakTHKa NMOKassIBaeT, YTo U3 NATH WM BoNee AaTYMKOB, HAXOMSLIMXCS B KaMepe oObeMoM
100 1, Kax npaswio, GhiBaeT JOCTATOUHO NOKA3aHMI OHOIO AATYMKA, YTOOB! aA€KBATHO OLIEHUTD LMK CTEPMAN3ALIVH.
ITpy npuMeHEHNX NAapOBO3AYLIHBIX CMECEl M/WIH CMELIaHHBIX 3aTpy30K MOXeT HOoTpe6oBarhcs Oobllee KOTUUECTRBO
narynkoB. ITo KpaifiHeil Mepe, OAMH AATYHK JOJXKEH Pacroyararhesl Bosjie AATYMKOB KOHTPOJIS ¥ MOHUTOPUHTA, OOWH
B CBOOOIHOM NpPOCTpaHCTBE KaMephl, M, IO KpaliHell Mepe, ONUH AOMXEeH pacrojiarathCsl Ha HerporpeBaeMol yactu
CTeHKH KaMephl. [locineaHuii JaTyMx MCTOMb3YIOT Ul OTIPEeAe/IeHUs BAMSIHUA pyDalllki Ha 3arpysKky (Hanpumep, s
OLIEHKW BJIQXHBIX 3arpysokK).

A.7.7 KayectBo mipouecca BaNMIAUMM 3aBHCHT OT TOYHOCTH U HAaIeXHOCTH H3MEpSAeMOi TemIiiepaTrypbl W
jJaBneHns. BaxkHo, yToGbl GbUia NMpoBeaeHa Xopolas KannOpoBKa B COOTBETCTBHH ¢ MMPOTOKOJIOM, COCTABISCMbIM Ha
obopynoeanue. Kanubposka Bcera HONXHA ONKMPAThCd Ha HAUMOHANBHBIA crangapT. Hegonmycrumo, yroGHl mipwm
BaTUAALVH U3MEPEHUS IPOBOAMIIUCH B HECKONBKO MPUEMOB, YEPEAYIOUIMXCA € TIPOU3BOACTBOM YXKE BATHANPOBAHHBIX
3arpysok.

A.7.8 Hanexnas viHTepupeTallMs pe3yJIbTaTOB BO3MOXHA TONBLKO MPH YCIOBHH, YTO KPUTCPUH ONpPEACICHE! JO
MPOBEICHNS BanMaauMH. Ananrauna TpeGoBaHMii Ha Ga3ze pe3ynbTaTOB BaHIALMM HAXOMWTCsS B TIPOTMBOPEYHH C
HEKOTOPHIMM XapaKTepuCTHKaMH WK TIPHHLKMNAMH cucteM. ECn npoLiece cTepiiM3aliiyd HE HaXOOWTCA B IpeABapH-
TENLHO YCTAHORNEHHRIX TIPEHeNax, HeoOXOMNMMO TIPOBEACHHE MCNBITAHMI U 3KCHEPTH3Bl VIS UHTEPNPETALNHU TIONy-
YEeHHBIX Pe3yJIbTATOB M Ut uneHTHhMKAaKUK rpobieM, BbI3BaBIIMX TAKOe HECOOTBETCTBHE.

A.7.9 Ilepuoamueckas Banuaalysa (HATIPUMEpP, KaXabie 12 Mec) peKoMeHIyeTcs Uid Toro, YTo®hl 6bITh YBEpeH-
HBIMH, YTO HEOTMEYCHHEBIE U3MEHEHHS — BHIHYXACHHLIC WM Clly4aiiHbie — He OCTAaJIMCh He3aMeYEeHHBIMH.

A.8 Texymas crepim3aums BIAKHBIM TENIOM

A.8.1 OcHoBa MOHHMTOpPHMHTZ NPOLIECCA CTEPUIN3ALIMM BJIAXKHBIM TEIUIOM — 3TO M3MepeHUe GM3HUYECKHX Mapa-
METPOB, T. €. BPEMEHHM, TEMIICPaTYpbi M HaBjicHUsA. EXeAHeBHbIe TEKYIME 3alMCH 9THX (GM3WYECKHX IapaMeTpoB
MIOJDKHBI CPAaBHMBAThcA C BEeAMYWHAMM, MOJYYEHHBIMM IIPH Baltuaauvu. BocnpousBoauMocTbh LIMKIIA MOXET ObiTh
ofnipeneneHa NpU YCJAOBHH, YTO TMPHOOPH, UCMONL3YEMbLIC VTSI W3MEPEHMA, TOYHBI M TOABEPTaloTCA pPerynsapHoi
KamMOpoBKe.

A.8.1.2 He naercsa yxasanmii x 8.1.2.

A8.1.3 BTH paHHbie HeoOXOAMMBI IS OIPENE/ICHWS MOMEHTa, KOTAQ MNPOAYKT MOXET ObiTh BbIMPYXCH.
CnenopaTenbHo, HOJDKHO GhITh Ha3HAYEHO JIMLO, MIPUHHAMAOLIEE pellieHHE O BHITPY3Ke NponyKTa. Jnst peTpocneKTiB-
HOTO ONpPEJE/ICHHS KayecTBa CTEpUIM3AUVH TIPoAyKTa HeoOX0OHMMO COXpaHATh HpoToKoNLl. Maenrudukaums onepa-
TOpa Jo/XHA OBITh OIHO3HAYHOM, YTOOLI NP HEOOXOMMMOCTH MOXHO GbUIO OTIPEAEMTL UMEHHO ero.

A.8.2 Konrpoas niMencHuil

PelneHue 0 HeoOXOMMMOCTH MPOBEACHUA BAIUAALMY WM TIOBTOPHONR BaNWAALIMM MOXET OBITb NPUHATO TOABKO
Ha3HaYeHHBIM JIMLIOM, 00IaalolIMM COOTBETCTBYIOLLUECH KBanuduKalMe.

A.8.3 IlepropuiecKue HCHBLITARKA

Jnst koHTpOAs Hanbonee OOLIMX TIPUMMH OTKAa3a U aeKBAaTHOCTH pPe3yNbTaTOB MOHWTOPHMHIA AOMXHEI TIPOBO-
IUTbCS TIEPUOAVYECKHME HCHBITAHMA (HanpHMEp, TEPMOMETpUUCCKME HW3MEpEeHHMs, TeCThi Ha IpPOHMKaHMs T1apa,
yAQICHUS BO3AYXa H YTeuKU Bakyyma). [leproanyHoOCTs MCMIBITAHMIA IOJXKHA YCTAHARAMBATBCA Ha OCHOBE MH(pOpMa-
UMM, TIocTaBiseMoit usrotosuteseM. Hanpumep, TeCThl Ha IpOHUKAHME 1apa M YAUIEHHE BO3IyXa OObIYHO NPOBOAATCS
B CTEPHIIM3ATOPE €XKEAHEBHO, B TO BPEMsI KAK COBMECTHBIE TECTHI Ha YIUIEHHE BO3AyXa ¥ YTCYKY BaKyyMa NpOBOIATCS
exeHenenbHo. JIOMKHEL OLIEHMBATHCH HE TONBKO PE3YJIbTaThl MHIAMBUAYANBHBLIX TECTOB, HO TAKXe W HarpaBlieHHe
M3MEHEHUH 3THX pe3ynnraToB. Pe3ynbraThl MHAMBMAYAILHBIX MCIBITAHWH MOTYT J1aTb BO3MOXHOCTb ONPEAECNUTb
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OTKJIOHEHME OT COOTBETCTBYIOLLMX TEXHUYECKHX TpeGoBaHMN. OLUEHKA HallpaBienna U3MeHCHN M pe3yibTaToOB TIOMOXET
ONpEAC/IUTE OXKUIAEMble OTKAa3bl, Npexae 4YeM OHW MOIYT NPOU30HUTH B peallbHOM TIpoliecce.

A.8.4 Ouenka uukia

Ecny pernaMeHT npolecca He MO3BONsET peanbHO ONpedeanTh 3¢ibeKT KOHTaKTa TOIeXKALUNUX CTEpUIN3aluH
TIOBEPXHOCTEH ¢ OKpyxXaiolieit cpenoi, MOTYT OBITh MCIMOJIB30BAHBI MUKpoOUonorHueckue MeToanl. Takue criydau
XapakTepHb! WIsi TIpUOOPOB MM TpyOOK GOJBLION MPOTAXKEHHOCTH.

A.8.5 Brirpy3ska cTepHAH30BAHHOTO MPOXYKTA

A.8.5.1 PeiueHuie 0 BHITPY3Ke MOXET OBITb NMPHUHATO Ha OCHOBAHMM, HAapUMEp, KOHTDOSsST WHIMKATOPOB B
KaXIOW YIaKOBKE, PACTMONIOXKEHHBIX Tak, YTOObl OHM ObuIM BUAMMBI CHAPYXKM YNAaKOBKH, WIHM C MCHOJbL30BAHHEM
TEXHUYECKMX CHCTEM, HE IMO3BOJISIOLIMX CMEILNBATh CTEPHIW30BaHHbIC U HECTEPWIN3OBAHHbLIC TIPOLYKTHL.

A.8.5.2 Crepunu3oBaHHbLII TIPOOYKT MOXET OBITb BBIIAH (BBRITPYXEH), €CIM B HOKYMEHTAUHWM OTMEYEHb!
HAOEXHOE M3MEpPEHHE M KOHTPONb BCEro Mpouecca, €ClH ecTh KOppelsilidsg IapaMeTpoB Tpollecca C rapaHTHel
CTEPWIBHOCTH, €CNU AaHHbIE MOHUTOPHMHIA HMK/Ia CTEPUIIM3ALMHK COOTBETCTBYIOT (DM3HYECKUM NapaMeTpaM, NojlydeH-
HbIM IpH BaMIaUuK. Takoe napaMeTpuyecKoe paspellleHrde OCHOBAHO Ha Mpolefypax, rapaHTHPYIOLIMX OTCYTCTBHE
M3MeHEHUH B o0opynoBaHMM, TIPOOYKTE, YIIAKOBKE, MM TIPOLECCOB, KOTOPbie MOIYT N0 HeBPeKHOCTH CHWXATbh
3(p(PeKTUBHOCTL IIpoLecca CTEPUIUIALIAM.

A.8.6 IlpoBepka omepanui

He naetcs yxasanuii x 8.6.

A.8.7 Koppekrupyiouiee aeiicTBHe

He naetcs ykasanuii x 8.7.

A.8.8 IIporokount

He naercs yxazanuii x 8.8.

NPUIOXEHHUE B
(cnpaBo4HoOE)

Huxns! crepuanzanyu

IMIpuMmeuyaHue — B HacrosiieM NPWIOKEHUM HAHO ONUCAHWE TUMOBLIX LHMKIIOB, HCMOABIYEMBIX MpH
CTEPWIIN3ALMH BAOKHLIM TeIIoM. ['padMKy ciiyXaT TONBKO B Ka4eCTBE NPUMEPOB.

B.1 HacoiuieHHbIH nap — BEHTHWIHPYEMbie CHCTEMBI

BTOT Npollece CTEPHITH3AUNY TTPUMEHSIETCS IUISI [IPOAYKTOB, KOTOPbIC BbIACPXMBAIOT TEMIIEpATYpY NPH AaBNEHUH
HacCBILUECHHOTO Iapa. B repByio ouepens OH NpeIHA3HAYECH MU MOBEPXHOCTHOM KOHTAaKTHOM CTEpUIM3ALMN, KOTAa
ylIaneHUue BO3yXa U3 Martepuana U Ionocteil HeHanexHo. IlpuMep TeMnepatypHoro npodwuns v npoduns gasieHus
B KaMepe TIpY BEHTWIMPYEMOM UMKIE CTEpHIN3allMM HachlIicHHBIM NapoM NMpPUBEIEH Ha pucyHKe B.1.

Ilpouecc COCTONT U3 TpeX OCHOBHLIX ¢has:

a) ¢asa Harpepa — TIPM OTKPBITOM KJIanaHe HACHIIICHHBIN Nap NMOJaeTcs B KaMepy WK TeHepupyercsl BHYTpH
Hee IO TexX Iop, ToKa He OYIYT JOCTUTHYTRI XeJlaeMble YCJIOBHS, OOLIYHO ONpelenisieMble 10 pe3yabTaTaM H3MepeHHs

—
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° é, Temnepatypa crepunmaauuu
H §
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2 §
= & [laBnenue HacblleRHoro napa
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8 / N
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=
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\:"‘.._;
0 1 2 3 Bpemn

1 — Harpes; 2 — BbLIEpXHBaHHe; I — OXTaXAECHHE

PucyHox B.1 — IlpuMep 1MKia cTEpUIM3AIMY C UCNIONB30BAHKEM HACKIUIGHHOTO NIapa Y NPOBETPUBAHKR
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Temnepatypel Ilocie 3Toro KianaH 3akpblBaetcss W nap npomonKaeT noaaBaThes WIM FeHEpUPOBATLCA B KaMepe 1O
TeX IOp, Noka He OYAYT NOCTHTHYTHI 3aAaHHble TEMIlepaTypa W NaBjIeHMe 1apa,

b) dasza BbIIEPNKMBAHUS — CTEPUIM3YIOLIAA TeMIiepaTypa MOALEPXKUBAETCS B KaMepe HACbILIEHHbIM MapoM B
TeYeHHe 3adaHHOIO BpeMeHH BblaepXMBaHNA,

¢) ¢asza oxnaxAaeHUA — 3Ta (aza MOKET OTIMUATLCS UIs Pa3fiMUHBIX TUIIOB NPoAyKTa [lia coearHeH st KaMephl
c atMocdepoii dyepe3 KiarnaH 11oJaeTcs BO3NyX WIK, €CIH OXJIAKAAITCA pacTBOPbI, TO B KaMepy noxaaercs GUInTpo-
BaHHBIA CXKAaThIM BO3AYX, YTOOBl MpEAOTBPAaTUTh OLICTPBIA c6poc JamieHHMs 3Ta (hasza 3aBepluaeTcd TOrda, Xoraa
[laBJIEeHHE B KaMepe CTaHeT aTMOCGEepHbIM, a B Cllydae ¢ TepMETHYHbIMUA KOHTeHHepaM — MpH JOCTUXEHUH Oe3oriac-
HoWl TeMIeparypbl

B.2 HacbuueHHbIH Map — NPUHYAMTEAbHOE YAajleHne BO3ayXa

[polecc npeaHasHayeH U CTepPUIN3aLMH NPOAYKTOB, COCTOALMX U3 TIOPHCTHIX MaTepHANIOB, H/WIK NpeaMe-
TOB, UMEILLMX MYCTOThl, OTKyJa yAalieHMe Bo3ayxa 3arpyaHeHo Ilpumep teMneparypHoro npodwis ¥ npodwuis
OaBJEHMA B KaMepe MPUBEACH Ha pHCyHKe B 2

4 TemnepaTtypa cTepuinsaumm
()]
3
g JlaBnenue HackilleHHoro napa
© o s e e s e s e S S e e s S ]
g 1 \
Pl / \
- / \
3] I \
[=1
g / \ \
= ] \ \
e A AL Armoccpepa \ —
7\ 7\[7 ‘\ P
V V " e e e
0 2 3 4 5 6 Bpems

1 — ynaneHue Bo3lyxa, 2 — nojava napa, 3 — BblicpXuBaHue, 4 — BbITYCK napa,
S — BBICYLLIMBaHHE, 6§ — cOpPOC BaKyyma

PucyHok B 2 — IIpuMep uykiia cTrepUIN3aliMy HACHNIEHHBIM N1apOM ¢ TIPMHYANTENIBHBIM YAANEHWEM BO3IyXa

a) asa ynaneHus Bo3ayxa — BO3MYX M3 KAMEPLl M 3aTpy3KH YAANIAETCA JMGO ¢ ITOMOIIbIO M1yGOKOro BakyyMa,
160 HECKONLKMMHM IY/bCAalAMH BAKyyMa, TG0 KoMOHHALMEN ITybcaliii BAKyyMa WIM 1napa,

b) dasa momaun napa — HaCBILUEHHBIH TAp MOJAETCA B KAMEPY [0 TeX NMOP, N10KA B HeH HE 6YAYyT AOCTUrHYTHI
CTEPWIM3YIOIINE TEMIIEPATYPA U JaBJICHHE,

¢) ¢aza BELICPXUBAHUA — CTEPWIM3YIOLIAd TeMIlepaTypa 1 HaBJicHHe MOANePXKUBAIOTCA B KAMEPE HACHIILIEHHBIM
112pOM B TEYCHME 33/]aHHOrO BPEMEHY BblIEPXMBaHKS,

d) daza BeIycKa napa — nap yHIseTcs M3 KaMepbl, ¥ BaKyyM IOLACPXUBAeTCA Ha 3apaHee YCTAHOBIEHHOM
YpPOBHE,

e) daza BeIcylIMBaHUS — ISt TIPOAYKTOB, KOTOpble HeoOXOOMMO BbICYIIMBAThH, TeMilepaTypa B pybauike W
BaKyyM B KaMepe MoJepXMBAIOTCA Ha 3apaHee YCTaHOBJIEHHOM YPOBHe,

f) daza cbpoca BakyyMa — uyepes QUILTD, 3a4EPXKUBAOIIMN MUKPOOHBIA a3p0o30/b, B KAMEpY NOJAETCA BOMYA
[0 JIOCTVXXEHMA aTMOC(hEepHOro JaBleHus

B.3 Cucrema cXKarToro Bozayxa

B.3.1 O6mmue nojoxeHus

HexoTopble NpoAyKTbl HE MOTYT BhlASpXaTb JAaBJACHME mnapa, COOTBETCTBYIOMIEE TeMIIEparype CTepHIH3aluy
TToaTOMy NMPUMEHSIOT NPOLIECCHl C UCTIONB3OBAHUEM CXATOTO BO3YyXa, 10JABAEMOTO Yepe3 QUALTD, 3alePXKUBAIOLHH
MMKDPOGHBIH a3p030Jb, KOTOPble ODECIEUMBAIOT B TEYEHME BCErO LMKIA CTEDWIM3ALMY MW YacTH €ro HaBjicHHE
CHADYXH TPOMYKTA, PABHOE WJIM NpEBbILIAIONIee JABIIEHUE BHYTPM TPOAYKTa

B.3.2 ITaposo3xynmasa cMech

a) (asza narpesa [lepsast yacTh 3TOM CTAAWY TAKAA XK€, KaK M B BEHTWINPYEMBIX CHCTEMaX, MCKIIIOYas Te cayyau,
Korjaa HeNOCTHOCTDL NNPpOAYKTa MOXeT OBITL Hapylli€Ha MOBbLIICHUEM JaBIICHWUSA apa Toma TIPOBETPUBAHUE ABIACTCH
nomexon

IMap npogonxaoT noJapaTts B KAMEPY IO JAOCTUXEHHUSA TpeOyeMOH TeMNepaTyphl crepunusauny Korna npofyKTsl
TPeOYIOT NOBLILIEHHOTO JaBleHus B 9ToM dase M NapUHalbHOE JaBAeHHe [TOMaBLLero B KaMepy BO3Iyxa HEIOCTATOYHO,
BBOIMTCA CXKAThIH BO3AyX OBLIYHO /Uig OIAEPXAHUA OJHOPOIHOCTH Cpe/ibl TPebyeTcs IIPOM3BOANTD NEpeMeELLIMBaH1e
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b) dasa pbutepxkuBaHusg CTepUIM3YIOLIAA TEMIepaTypa B KaMepe MOAAEpKUBACTCA HACBILUEHHBLIM T1ApoOM, M
ecu TpebGyeTcs MOBbliIeHHOE [ABJIEHHe, MOAAETC TAKKE CXKAaThblil BO3MYX

¢) Paza oxnaxaeHMss OxnaXiAeHME NPOHAYKTa MPOBOMAT OXJAXKACHHBIM CXATHIM BO3AYXOM WAH PACMbUICHHEM
BOMbI YTOGBI COXpaHKTh LEJIOCTHOCTb NPOAYKTA, CIENYET NPeJO0TBPATUTH BHICTPOE MdiCHUE NABIEHHMS TIyTEM NOANEp-
XaHUA TpebyeMOro JABNEHUSI B KaMepe ¢ MOMOIULIO CXaToro Bosayxa [laBieHue MomaepXuMBaeTcsA, MOKa MPOAYKT
NOCTaTOYHO HE OXJIAJMTCH, TOCIIE YEro JaBieHke cOpackiBaeTcs 10 aTMOCGHEPHOro

TIpuMep TeMniepatypHOro npoduns W npoduas AdaBleHUs B KaMepe NPHUBEIEH Ha pucyHke B 3

A
%’ Temnepartypa crepunmsaunu
2
@
g N3bBbiTouHOE AaBneHne Bo3ayxa
o ) e el ittt B
& 4 \
= /7
a /7 \
@ / \
c /
3 / \
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3 BpeM=ﬂ

1 — Harpes, 2 — BbluiepXuBaHue, 3 — oxnaxieHue

Pucynok B 3 — Tpumep nuxna crepuiusalum napoBo3aylHOM CMEChIO

B.3.3 PacnbuienHe BOIbI

a) ®daza rnoja4yy BoAabl B Hayane HHK/IAa HEKOTOPOEC KOJIMYECTBO BOABI BBOAUTCSE B CUCTEMY CTCPWIN3AaTOpa UMM
WCIIONB3YeTC KOHAEeH AT napa 3aTeM BoAa pacHbuISeTCsi Hal IPONYKTOM

b) Pasa nHarpesa Harpes A0 reMmepaTypbl CTEPHNM3ALMM TPOU3BOXWTCA AWMGO IoNayeil BO3jAyxa M Tidpa B
CUCTEMY LIMPKYJISIIUK, IMOO HAarpeBOM BOABI YEPe3 TEIUIOOOMEHHUK M BBOJIOM CXKAaTOI'oO BO3AYXa B KaMepy

c) Dasa peimepxuBanug LIMpKyNALMOHHAS cMCTeMa paGoTaeT M TeMIlepaTypa BOAbI MOLICPKMBAETCH B COOT-
BETCTBUU C TPEOOBAHMAMY CTCPWIN3ALMH B TeUeHUE HEOOX0AUMOTO BPEMEHH

d) Qasza oxnaxnenus J[laBleHHe B KaMepe TOLAEPXMBAETCH CXKATHIM BO3AYXOM, M IIPOLYKT OXJTaXAACTCS
CHIDKEHHEM TeMIIEPaTyphl LIMPKYAUDPYIOLIEH BOABI ¢ KOHTPOJIMPYEMEBIM pacXolloM B xamepe naBieHue cOpachiBaeTcH,
KOrAa MPOayKT oxJ1anuTcs Ao Ge3olacHoi TeMHepaTyphl

[Mpumep reMneparypHoro npodwis v npoduis AaBieHHI B Kamepe TIpUBeIeH Ha pUcyHke B 4

2 Temneparypa CTepunusaumu
3
=3 MNabbITOMHOE naBnenne Bo3ayxa
) e e e e e e e e e e s e e e R
S / A\
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a / \
2 / \
3 / \
[ / \
/ I
— b
0 1 2 3 4 Bpewms

] — nonava Bombl, 2— Harpes, J — BbUIEPXHUBaHUe, 4 — OXjlaXIeHHe

Pucynox B 4 — ITpumep UMKiIa CTEpAIM3aliMM ¢ pacTIbUIEHUEM BOAbI
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B.3.4 Tlorpyxenme B Boxy

DTOT NpouECce CXONEH C NPOUECCOM pAcIibUieHHs BOIbI, 32 HCKIIOYEHHEM TOTO, YTO TPOAYKT MOMHOCTHIO
MOrpyxaeTcd B BOAY DTOT HpoUEcC HPUMEHsETCA is NoanepxaHMs ¢dopMbl NpoayKTa

TIpumMep TeMnepaTtypHoro npoduns U npoduis KaBieHUs1 B KaMepe IPHBEACH Ha pycyHKe B 5

4
[ Temneparypa crepunnaalun
3
g
a W36biToHHOE AasneHue Bo3ayxa
& /
£ /
g /
17
. /
/
0 2 3

] — niomaya Bogbl, 2 — Harpes, 3 — BbiZICPXHBaHKE, 4 — OXJIAXACHHeE

Pucynok B 5 — TIpuMep uMkia CTepUIM3alIMK TIOTPYXEHUEM B BOAY

TTPUIIOXEHUE C
(cripaBoYHOE)

Bubmorpadus
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