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1 NOAIrOTOBJIEH Accouuaumein MHXEHEPOB MO KOHTPOMO MuKpo3sarpssHeHuii (ACMHKOM),
MOCKOBCKOV MeuLUMHCKON akagemuein um. .M CeueHoBa 1 McnbiTaTenbHbIM N1abopaTOpHbIM LIEHTPOM
MOCKOBCKOr0 FOPOACKOro LeHTpa Ae3nHMeKLMM

BHECEH TexHM4YeckuM KOMUTETOM MO cTaHgapTu3auum TK 383 «Ctepunusayus MeguLMHCKOM
npoaykumn* MoccraHgapta Poccumn

2 MPUHSAT W BBEJAEH B JEWCTBWE lMocTaHOBNEHWEM loccTaHgapTa Poccun oT 27 okTA6ps
2000 r. Ne 280-cr

3 HacTosawmin ctaHgapT COAEPXXUT ayTEHTUYUHBIA TEKCT MEXAYHapogHOro cTaHdapTta CO 11138-2—94
«CTepunusayns MeauLMHCKON NpoayKuun. bronormueckne MHAMKaTopbl. YacTb 2: Buonornyeckue vH-
[LMKaTopbl ANA CTEPUIN3aLMN OKCULOM 3TUNeHa™

4 BBE[EH BITEPBbIE

© WNK W3patenscTeo ctaHgapTos, 2000

HacToAwmii cTaHAapT He MOXET 6biTh MOMHOCTLIO WA YAaCTUUYHO BOCMPOW3BEAEH, TUPAXKMPOBAH K
pacnpocTpaHeH B KauecTBe O(MLMaNbHOro U3gaHus 6e3 paspelueHus FoccTaHgapTa Poceun
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Mpunoxexue S MeTog onpefeneHns pe3ncTEHTHOCTM K MPOLECCY CTepuUamsauum
OKCMIOM 3TU/eHa
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BseneHue

Bruonornyeckne MHAMKaTOPbI UCMONL3YIOT 419 OnpeeneHns ad(eKTUBHOCTM NpoLecca CTepunsa-
LW, KOTOPbIA NPOBOAWTCA CheLuanbHO NOArOTOBMEHHBIM NEPCOHANIoM.

FOCT P MICO 11138-1 onpepensieT OCHOBHble TpeboBaHNA K NPOM3BOACTBY, MapKMpOBKe 1 paboTe
060py0BaHNA MPW U3rOTOBMEHNWN BUONOTNYECKUX UHAWKATOPOB, NPUMEHAEMbIX 4711 KOHTPONA NPOLLECCOB
cTepunmnsaummn. HacToAWwmin cTaHLApPT COAEPXMT chelnaibHble Tpe60oBaHNsA K mpoLueccam CTepuam3anmm
OKCWZOM 3TWMEHa.

MpvMeHeHVe 61MONOTMYECKNX MHANKATOPOB YKa3aHO U3roTOBUTENEM B MapKUpOBKe. Kcnons3oBaHue
HECOOTBETCTBYIOLLMX VHAMKATOPOB MOXET MPUBECTM K OLIMGOYHLIM pesy/nbTaTam.

Bronornueckne MHAMKaTOPbI AOMKHbLI BCErfa 1UCNoIb30BaThCs B KOMOGMHAL MW C PU3NYECKUM W/Unn
XVIMUYECKUM KOHTPOEM 3 (heKTUBHOCTM MpoLecca ctepunmnsaumnn. Ecnmn konebaHms husnkKo-xmmmnyeckmnx
nokasaTeneii npoLiecca cTepuamnsaLn BbIXOAAT 3a 4ONYCTUMbIE NPeAensl, NPOLece CTepUan3aLMm paccMar-
PUBAIOT KaK HeyJ0BNeTBOPUTE/bHbIN, HE3aBUCYMO OT Pe3y/bTaToB KOHTPOASA C MOMOLLbIO 6MOMOrMYecKnxX
WHAWNKATOPOB.

AP PeKTUBHOCTb BUONOTMYECKNX WHAMKATOPOB MOXET 3aBUCETb OT YC/OBUIA XpaHeHUA [0 MOMEHTa
VX MPUMEHEeHUs, MEeTOAO0B MPMMEHEHMS WM TEXHWKM 06paboTKM Npob nocne 3aBepLUeHUs npoLiecca.
Mo3aToMy He06X0AMMO BbINOMHATL PEKOMEHAALMN U3TOTOBUTENA B OTHOLLEHWUN XPaHEHUS U NPUMEHEHUS.
Bronornyeckne MHANMKATOPbI AO/MKHBI 6bITb NepefaHbl 418 1abopaTOPHOro KOHTPONSA Kak MOXHO CKopee
nocne X UCMosb30BaHWsA B NPOLLECCE CTEPUAM3ALMN. BMoNornyeckme MHAMKAToOpbl He AO/MKHbI UCMNONb-
30BaTbCA MOC/IE UCTEYEHNS CPOKa rOAHOCTH, YKa3aHHOIO M3roTOBUTE/IEM.



K TOCT P MCO 11138—2—2000 CTepunusaums MeaMLUHCKON NpogyKUnn.
Buonornyeckne nHANKaTopbl. YacTb 2. BMoNornyeckue MHAMKAaToOpbI AN cTe-
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MyHkT A. 11 Tab6bnwmuya'! Tab6bnuwya AN

(MY C Ne 42001 r.)



MOCT P NCO 11138-2-2000

FrOCYOLAPCTBEHHbBIN CTAHOLAPT POCCUMCKOWN SELEPALUMN

CTepunn3aLms MeauLMHCKON NPoAyKLUM
BNOJTIOTMYECKUE NHONKATOPDI

YacTb 2

Bronornyeckne nHAMKaTopbl 4N CTEPUNN3ALMM OKCUAOM 3TU/EHA

Sterilization of health care products. Biological indicator;. Part 2.
Biological indicators for ethylene oxide sterilization

Nata BBefieHns 2002-01-01

1 O6nacTtb NPUMeHeHUS

11 HacToAwwin cTaHAapT ycTaHaB/MBaeT crneuuuyeckme TpeboBaHUA K TECT-MUKPOOpPraHuM3mMam
6M0NMOrMYecKUM MHAMKATOpaM, NpefHasHayeHHbIM A1 OLEHKW MPOLECCOB CTEPUAM3ALMMN YUACTBIM ra3om
OKCWA 3TW/eHa UK B CMeCK C rasamu-tiermMatmsatopaMu npyu TemnepaTtypax ctepunmsaumm ot 2040 65 “C.

2 HopmaTuBHbIe CCbISTKK

B HacTosLleM CTaHAapTe MCMOMb30BaHa CChIfIKA Ha CRefyHoLWnil CTaHaapT:

FOCT P NCO 11138-1—2000 CTtepunusaums MeAULMHCKOR MPOAyKuuWU. Bronornyeckne uHam-
Katopbl. YacTb 1 TexHuyeckune rpc6osaHus

3 OnpegeneHus
OnpegeneHus - no FOCT P NCO 11138-1.
4 O6LwKre NonoXxeHns

[omKHbI BbINONHATLCA TpebosaHua TOCT P MCO 11138-1, 3a UCK/IOYEHUEM TeX MYHKTOB, KOTOPbIe
npeTepreny U3MeHeHWs B HACTOALLEM CTaHAapTe.

5 TecT-MUKpPOOpraHn3mbl

B KauecTBe TeCT-MWUKPOOPraHW3MOB [O/DKHbI MCMONb30BaThes cnopbl Bacillus subtilis nwan gpyrue
— AN AMUKPOOPraHW3mbl  COrnacHO Tpe6oBaHMAM  COOTBETCTBYIOLIEIO CTaHAapTa Cepuu

MpumeyaHnune - Cneayer cuntatb npremseMbiMu Wwtammbl Bacillus subtilis NCTC 10073 n CIP 7718
n Bac. Subtilis ATCC 9372.

6 CycneHsun

Bocnpon3BoanrMoCTb KONMMYECTBA XKMBbIX MUKPOOPraHU3MOB B OfIHOW W TOI Xe Cepun CycreHsum
[O/MKHa 6bITb B Npeaenax +35 % HOMUHAIbHOW MonynsLuu.

7 HocnTenb 1 nepBrMyHas ynakoska

C{lgummmqecme TpeboBaHUS K HOCUTENO W NepBuMYHOI ynakoBke —no MOCT P MCO 11138-1,
MyHKT 4.4.

M3gaHue ouumanibHoe
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Mpwn BaNMAALMM NPUrOAHOCTI MaTEPUANOB HOCUTENS U NEPBUYHOI YNAaKOBKU [O/MKHbI BbIMOMHATHLCS
cnepytowyme TpeboBaHus:

Temnepatypa — He meHee 55 ‘C;

OTHOCUTENbHAA BMIAXXHOCTb — He MeHee 70 %;

KOHLEHTpauusa raza —He meHee 800 mr/n;

BPEMS 3KCMO3ULMN —He MeHee 6 u.

MpumeyaHne —3TN NapamMeTpbl COOTBETCTBYIOT peasibHbIM YC/I0BMAM NpoLecca CTepuUan3aumm oKCMaom
3TUNeHa.

8 bBuonornyeckne nHaMkatopbl

8.1 Uwucno BbDKMBAEMbIX TECT-MUKPOOPraHN3MOB Ha KaXAOM OGMOM0rMYeCKOM MHAMKATOPE JO/MKHO
KOHTPO/IMPOBATLCS NPU U3rOTOATIEHUN N HaXOAMTbCA NNB0 H npegenax +50 % HOMWHANBHOIO 3HAYeHUs
nonynsumum, yCTaHOBNEHHOrO W3roToBWTENeM, 60 B Mpedenax OT MWUHWMaNbHOW A0 MakCUMabHOW
nonynaLumn, YCTaHOB/IEHHbIX U3rOTOBUTENIEM.

8.2 PeTpocnekTMBHO YUC/O TECT-MUKPOOPraHM3MOB [O/IXHO ONPeAensaTbCa Mo YMUCAY KMBbLIX TECT-
OpraHn3mMoB, BblPalLMBaeMbIX B YCM0BUSAX Ky/lbTUBMPOBaHUA, KOTOPble OMpefensieT N3roToBuTenb, B Cyc-
MeH3nu, MoNy4yaemoli MexaHWYecKMM YAaneHneMm TecT-MUKPOOPraHM3MOB C MOMOLLbIO YNbTPasByka,
Lelikepa CO CTEKMSHHbIMK Oycamn WAU APYTrUMK COOTBETCTBYHOLLMMU M BaNUAMPOBAHHBIMU METOAaMM.
Yucno onpesieNeHHbIX TaKUM CNOCO60M XMBbIX OPraHU3MOB CUUTAETCA NPUEMEMBIM, EC/IM OHO HAXOAMTCA
oT MuHyc 50 % po nnoc 300 % HOMWHANLHOM MOMYAAUWMKM, YCTAHOBNEHHON W3roTOBUTENIEM, WM B
CepeiHe NMPOMEXYTKa MEXAY MUHUMYMOM ¥ MaKCYMYMOM NONYNALunn, YCTaHOBIEHHBIMU U3rOTOBUTESEM.

8.3 1S MHOKYNMPOBaHHbIX HOcuTeneli W BMONOrNYeCKUX WHAMKATOPOB, NpefHa3HauyeHHbIX Ans
TEeKYLLEro KOHTPO/S, HOMWHaNbHas NONynaumsa fo/kHa OblTb He MeHee bl04 ¢ 3adMKCUMpPOBaHHBIM
npupocTom He 6onee 0,1-10*.

MpumeyaHne — B WHOKYNIMPOBAHHbLIX HOCUTENSIX M GUONOTMYECKUX MHAMKATOPaX, WMEWWNX Apyroe
HasHaueHue, Hanpumep, 438 aTTecTauuu, BaIAALMN UKW PYTUX CNeLnpUYecKX UCTbITaHWA, MOTYT NoTpe6oBaThbCs
VHble 3HAYeHUS NONYNSLUN.

9 Pe3ncTeHTHOCTb

9.1 M3roToBuTeNb JO/MKEH yKa3aTb BenuumHy D Ans KaXAoi cepum 6MON0MMYecKUX MHAMKATOPOB
WM MHOKYNMPOBAHHbIX HOCUTENEN C TOYHOCTbIO 0,5 MUH.

9.2 MeToa onpefeneHns XapakTepUCTUK Pe3NCTEHTHOCTU KaXoi cepum 6UONOrMYECKUX MHAMKA-
TOPOB NPWBEAEH B MPUNOXEHUN A.

9 3 BenunuuHa D, onpegeneHHas No KPUBOW BbDKMBaHWS U/MNM METOAOM (DPakLMOHHOIO HeraTus-
HOro aHanm3sa cornacHo metogy MPN (FOCT P NCO 11138-1, npunoxeHusa B n C), ang nonynaumu
TeCcT-MMKPOOPraHN3MoB 61M0N0TMYECKOro MHAMKATOPa JOMKHA ObiTb He MeHee 12,5 MVWH NpW KOHLEHTpa-
umm okecmga (600 * 30) mr/n, oTHocUTenbHOW BnaxkHocTu (60 + 10) % u Temnepatype (30 = 1) *C, n/vnu
2,5 MUH Mpu TeX Xe YCNOBMAX, UCK/OYas TeMnepaTypy, KOTopas A0/mKHa ObiTb paBHoi (54 + 1) “C.

10 MeToapbl McnbITaHWiA

Mp1BOAMMbINA 34eCb METOL UCNbITAHWIA ABNAETCS CTaHAAPTHbIM. py MCNONb30BaHMK APYrMX MeTo-
[OB OHW JOMKHbI ObiTb OMpeAeneHbl U BanMAMPOBaHbl. [lo/KHaA ObITb MOKas3aHa WX KOppensuus co
CTaHAapTHbIM METOLOM.



FOCT P MCO 11138-2—2000

MPNNOXEHWE A
(0o6a3aTenbHOE)

MeTof onpeaeneHnsi pesucTeHTHOCTU K npoueccy cTepuansaymnm OKCMAOM aTUsieHa

AJ1 Pc3anctomcp 610/10rMYecKoro MHAMKaTopa npy cTepuamsanmn oKCUAOM aTueHa

AJ171 ObopypoBaHue [O/KHO NOAJEPXMBaTb YCI0BUSA, YKasaHHble HTabnuue |, B npegenax nepuoja 3KCnosm-
umm ot 1 go 120 muH ¢ TouHocTbio 10 ¢, a Takxke obecneymBaTb 3Kcno3uyuio 6onee 6 u.

Tab6nuua | —Ycnosus ans n3yyeHUs pe3vcTeHTHOCTU 6MONOrMYECKUX NHAUKATOPOB

| KoHUeHTpauma okcuaa aTuneHa, mr/n 600 + 30
Temnepatypa, °C 30* Jumb4t 1

1 OTHOCUTeNbHAsA BNaxHocTb, % 60 + 10

AJl.2 ObopypgoBaHue A0/HKHO 6bITb OCHALLLEHO CPeACTBaMU BaKyyMUPOBaHUS peakLVOHHOW Kamepbl 40 3Haue-
Hua meHee 10 kMa (100 mbap), obecnevmBaloWMMK yaaneHne Bo3ayxafo nojadm CTepUIN3YIOLLEro areHTa 1 yaaneHme
€10 M0 OKOHYAaHMM 3KCMO3NLMN. Yfansemblii MO OKOHYaHUM LUK/IA BO3AYX OUMLLAeTCA yepes (nbTpbl, CMOCO6HbIE
yaansaTb 99,9 % uvactuy, pasmepom 0,5 MKM.

A 1.3 Bpems focTvkeHUs Tpebyemoi KOHLEHTpauun OoT Havasa rnojayun rasa HC AO/HKHO npeBbiwaTth 60 ¢, a
BpeMs yAaneHus rasa co CHuXeHuem gasneHuss go 10 klMa (100 mbap) B KOHLE neproja 3KCMO3MLMMN HC [O/DKHO
npesbiwartb 60 c.

A1 Kamepa 1 KpbllLKa Kamepbl JO/HKHbI ObITb CHabXeHbl YCTPOMCTBaMU MoAJepXKaHUa TemnepaTypbl BHYT-
peHHel MoBepXHOCTU Kamepbl Ha TpebyeMoM ypoBHe.

AJ1.5 TMogaBaemblili B KaMepy OKCW/ 3TWU/IEHa NOJOrpeBaeTcs U MUNLTPYETCS C LeSbio UCK0YEeHUs nonajaHus
B Hee XWJKOro oKcuja aTuieHa 1 nosiMMepHbIX YacTuL,

A.1.6 ObopyaoBaHue A0/HKHO 6bITb OCHALLLEHO CMCTEMOI aBTOMATUYECKOro peryiMpoBaHns 1 3anvcy Temnepa-
TYpbl. [aB/leHNA W BA@KHOCTK, KOTOPas HC [0/KHA BbIMOMHATL (YHKLUMIO KOHTpons [pefenbl NOrpeLHocTy
3anucbIBaOWMNX YCTPOWCTB HC N1I0AXMK npeBbilwaTb 50 % Koneb6aHWil 3HauYeHW, AONYCTUMbIX AN KaXfon wu3
KOHTPONMPYEMbIX BEMYMH. Hanpumep, TOYHOCTb peryiMpoBaHus Tpebyemoli TemnepaTypbl U Kamepe cocTasnseT+1 'C
1. TaKUM 06pa3oM, MakcMmasbHo fOnyCTUMble Npe/jesibl NOrpeLHoCTY NPy 3anucK TemnepaTypbl coctasnsaoT i0.5 'C.

A.2 Topsaok paboTbl C pe3HCroMepoMm

A 2.1 HocuTenun, MHOKYIMPOBaHHbIE HOCUTENN WA BMONOrNYECKME MHAUKATOPbI 3aKPenuTb B COOTBETCTBYIO-
LLem AepxaTerne.

A.2.2 BbINONHUTbL NPeABapUTENbHbIA NOLOrPEB Kamepbl A0 Xenaemoi Temnepatypbl (30 £ 1) *Cunm ($4 1 1) *C

A 2.3 TloMeCcTUTb CHapsiXeHHbIV fepXxaTeslb B KaMepy, 3aKpblTb Kamepy v 0CTaBUTb Ha BpeMsi, Heobxofumoe
N1 cTabununsaumm Temnepartypbl.

A2.4 YKasaHHas HUXe NocnefoBaTe/IbHOCTb Onepaunii Ao/KHa OCYLUECTBAATLCA NPU aBTOMaTU4YeCKOM KOH-
Tpose:

a) BaKyymupoBaTb Kamepy o (10 + 0.4) klMa 1(100 + 4 m6ap)};

b) nogatb [OCTATOYHOE KOMMYECTBO BOASHOrO napa A0 JOCTUXEeHUS OTHOCUTENIbHOM BRaxHocTwn (60 + 10) %
NoALep>XunBaTb 3TW yC/oBUA B TeveHne 28 — 30 MUH;

C) nofaTb B Kamepy OKCWJ 3TUNeHa [0 JOCTUMXKEHUS KOHLUeHTpauun (6001 30) mr/n B TeyeHue 60 c.

MpunmeyaHwne — He gonyckaercs nojasaTb OKCUJ 3TUEHA MITHOBEHHO.

d) nopgepxmBaTb 3TW YCNOBUA B TedeHWe TPeGyeMOoro BpeMeHN 3KCNO3nLUK;

C) B KOHLLe Nepnoja aKCnosnLmMmn Kamepy BakyymupoBarb Ao fasneHus (101 0,4) kM B|(100*4 mbap)} B TeveHune
60 c 1 3aTem nogaTb BO3A4YX WAN WMHEPTHbIN ras (Takoil Kak asoT) uyepes UAbLTP /10 AOCTMXKEHNSA aTMOCtHepPHOro
[laBfieHns;

0 MNOBTOPWTL 3Tarn NepevynceHns c) LOMOSTHUTE/IbHO YeTbIpe pasa.

A2.5 B KOHLe UMKna yaanuTb JepxxaTenb U Npobbl N3 Kamepbl

A3 OnpegeneHne pe3ncTeHTHOCTH

Pe3sncteHTHOCTb onpegensetca no FOCT P MCO 11138-1.
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