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IIpeaucnosue
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Beenenue

Buonornueckie HHAMKATOPHL WCIOJB3YIOT I OHPENeNeHus 3(PQeKTUuBHOCTA
nponecca CTCPUIN3alHNM, KOTOpBIﬁ MPOBOANTCA CIICIHAJIBHO TIOATOTOBJICHHBIM
HEPCOHATIOM.

ISO 11138-1 onpenensier ocHOBHBIE TPeOOBAHKA K MPOU3BOACTBY, MAPKUPOBKE U
paboTe 060pyIOBaHUSA MPH H3TOTOBICHUHN OHOJIOTHUECKUX HHAUKATOPOB, TPIMEHIEMBIX
Ui KOHTPOJS TIPOIECCOB  CTEPIJIM3AaLMM. HacToAmuii CTaHmapT COACPKHT
cTiennabHbIe TPEOOBAHNA K IPOLECccaM CTEPHIN3AINH OKCHIOM 3THIICHA.

IIpumenenne OUOMOTMYECKHMX HHIUKATOPOB YKA3aHO H3TOTOBHTENEM B
MapKupoBke. VICTOMB30BaHIE HECOOTBETCTBYIOIINX HHAWKATOPOB MOXKET NPHBECTH K
OIMMOOYHEIM PE3YJIBTaTaM.

Buonornyeckne WHINKATOPH! HOJKHBI BCETIA MCIIONB30BATHCSA B KOMOHHAITHHA C
(msmuecKkuM W/ XUMAIECKIM KOHTPOJIEM 3¢ HEKTUBHOCTH TIPOTIECCa CTEPIUTH3AIINH.
Ecnu koneOanusa U3MKO-XUMHUIESCKHX TIOKa3aTelel MpoLecca CTCPHIM3aALHHA BHIXOIAT
3a  JONMYCTHUMBIC TIPENENTBI, TIPOUECCC  CTEPHJIM3AIAM  PAcCMATPUBAIOT  Kak
HEYIOBICTBOPHTEIbHBIN, HE3aBUCHMO OT PE3YJIbTATOB KOHTPOJIA C [OMOMIBIO
OMOJIOTHYECKUX MHIAKATOPOB.

D¢ bexTHBHOCTD OHOJIOTHYSCKHX HMHAMKATOPOB MOXET 3aBHCETh OT YCJIOBHH
Xpan€HUA 40 MOMCHTA UX MPUMCHCHHUA, MCTON0OB MPUMCHCHUA UITH TCXHUKH 06pa6OTKI/I
npob mocye 3aBepiueHus npouecca. [1oaTomy HEOOXOUMO BHINIOJIHATH PEKOMEHIAIINN
HM3rOTOBHUTENIA B OTHOIICHHH XPAaHCHWS W NPHAMCEHECHWA. BHONOrMYeckrne WHAWKATOPHI
JIOJDKHBI OBITH TIEPEIAHbBl T JTA0OPATOPHOTO KOHTPOJIS KaK MOXKHO CKOPEe MOCie HX
HCMOJB30BAHHUA B MPOLECCE CTEPIIM3ANMU. BHOIOrHYeCKUEe MHAMKATOPHL HE JOJDKHBI

HUCTIOJIB30BATHCA MOCIIC HCTCUCHUA CPOKA TOAHOCTH, YKA3aHHOT'O H3TOTOBUTCIIEM.
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MEXTOCYJAAPCTBEHHBIIH CTAHTIAPT

Crepuin3anusi MeTUIIHHCKONH MPOAYKITAA
BUOJIOTHTYECKUE HHIANKATOPDBI
Yactp 2

bunoaornueckne HHAHKATOPHLI IJI CTEPUIIH3AIMH OKCHAO0OM 3THJICHA

Sterilization of health care products. Biological indicators. Part 2.

Biological indicators for ethylene oxide sterilization
HMata BBegenus — 2015-01-01

1 O6nacTe mpuMeHeHH ST

1.1 Hacrosmmii craHgapT ycraHaBiuBaeT creuuduyeckue TpeOOBaHHA K
TECT-MHKPOOPTaHU3MaM W OHOJIOTMYSCKAM HHIMKATOPaM, TPEIHAa3HAUYCHHBIM JUTS
OLICHKH MPOLIECCOB CTEPHIIH3ALMH YHCTBIM Ta30M OKCHJ 3THIICHA WA B CMECH C

rasamu-(hJIETMaTU3aTOPaMH TIPU TEMIIEPATypax creprmusamus ot 20 1o 65 °C.
2 HopMaTHBHBIE CCHLIKH

B HacTosIeM craHmapTe KCIOIb30BAHA CCHLIKA HA CAEAYIOLIUi CTaHAapT:
ISO 11138-1:1994 Sterilization of health care products. Biological indicators.
Part 1. General requirements (Crepwimsams MEOUIMHCKONH TPOIYKIIHH.

Buonornueckne namukarops!. Yactes 1. Texamdaeckue tTpeOOBaHUA)
3 Omnpenesienust
Onpenenenus — o ISO 11138-1.
4 OO0wmwue MoJI0KeHUS

Jlomkabl BeINOAHATBCS TpeboBanus ISO 11138-1, 3a HCKIOYEHHEM TeX

IIyHKTOB, KOTOPBIC NNPETEPIICIIA USMEHECHHUA B HACTOAINEM CTAaHOAAPTE.

HN3nanue opnuuanbHoe
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S TecT-MHUKPOOPraHU3MBI

B kauecTBe TeCT-MHUKPOOPraHM3MOB JIOJDKHBI HCHONB30BaThesA criopsl Bacillus
subtilis wiIM ApyrHe MWMTaMMBI WA MHKPOOPTAHU3MBI COTJIAaCHO TpeOOBaHHAM
COOTBETCTBYIOIIETO cTanmapra cepuu SO 11138.

IIpumeuanune — Crnenyer cunrarb npuemiembiMi mrammbl Bacillus subtilis NCTC

10073 u CIP 7718 u Bac. Subtilis ATCC 9372.
6 CycneH3uu

Bocmpou3BoAMMOCTE KOIMIECTBA KABHIX MEKPOOPTAHA3MOB B OJTHOM M TOM K€

CEPHH CYCIICH3UH A0JDKHA OBITh B mpeaenax + 35 % HOMUHAIbHOH TOMYJIALHH.
7 Hocureas 1 epBHYHAN YIIAKOBKA

Crnemmduaeckue TpeOOBaHWSA K HOCHTENIO W MEPBHYHON ymakoBke — o [SO
11138-1, mynkT 4.4.

IIpu Bamupamuu OPUTOMHOCTH MATEPHAIIOB HOCHUTENA H MEPBHYHON YHAKOBKH
JIOJKHBI BBITIOJTHATBCSI CIEAYIOIUE TPeOOBaHuU:

Temmeparypa — He Mmenee 55 °C;

OTHOCHTEJIbHAS BJIAXKHOCTh — HE MeHee 70 %;

KOHLIEHTpalus raza — He MeHee 800 mr/i;

BpEMs SKCIIO3UIIUK — HE MEHeE 6 U.

IlpumMeuaHue — DTH HapaMeTPbl COOTBETCTBYIOT PEAbHBIM YCJIOBHSIM IIPOLECCa

CTEpUIH3aALNU OKCUIAOM STHJICHA.
8 buojornyeckue MHIHKATOPHI

8.1 Ywucio BbIKHUBAEMBIX TECT-MUKPOOPTaHU3MOB Ha KaXKIOM OHOJIOTHUECKOM
WHJIUKATOPE JOJDKHO KOHTPOJIUPOBATHCS MPH M3TOTOBJICHHH M HAaXOQUThHCA JIHOO B
mpenenax + 50 % HOMHHATBFHOTO 3HAYCHHA MOMYJISALMH, YCTAHOBJIEHHOTO
H3TOTOBUTENIEM, JIMOO B MpeAeIax OT MUHAMAIBHOW 0 MAaKCUMAJIbHOMN MOMYJIALMH,

YCTaHOBJICHHBIX U3TOTOBUTCIJICM.
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8.2  PeTpocneKTUBHO YHCIIO TECT-MHKPOOPTaHH3MOB JIOJKHO ONPEACIATHCA
TI0 YHCITY KUBBIX TECT-OPTaHU3MOB, BEIPAINHUBAEMEIX B YCIOBHAX KYJIbTHBHPOBAHHA,
KOTOPBIE OIIPENEIAeT H3TOTOBHUTENb, B CYCIEH3MH, ONYy4aeMOH MEXaHHYECKHM
yOaJeHWeM TeCT-MHKPOOPTaHM3MOB C IIOMOIIBIO YIIBTPa3ByKa, Iieiikepa co
CTEKJITHHBIMK OycaM¥ WM APYTHMMH COOTBETCTBYIOIIMMH U BAJTHIUPOBAHHBEIMH
MeTofaaMu. UHCIIO ONpPEAETCHHBIX TaKUM CIHOCOOOM JKHBEIX OPraHW3MOB CUMTAETCA
TIPUEMIIEMBIM, €ClId OHO Haxoautcs oT MuHyc 50 % no mmoc 300 % HOMHUHATBHOHI
TIOIY/IAIUH, YCTaHOBJICHHOH M3TOTOBUTENEM, WJIM B CEPEANHE NMPOMEXKYTKA MEKIY
MUHAMYMOM M MaKCHMyMOM HOIYJISIUY, YCTaHOBICHHBIMU H3TOTOBUTENEM.

8.3 Jlnd WHOKYJHUpPOBAHHBIX HOCHUTENEH M OHMONIOTMYECKUX WHIUKATOPOB,
TIpeTHa3HAYEHHBIX TS TEKYIIETO KOHTPOJIS, HOMHHAIBHAS MMOMYJIALNA IOMKHA ObITh
ne menee 1-10° ¢ 3aduxcuposannsM TpEpocToM He Goee 0,1-10°.

II puMeUYaHuEC — B WHOKYJIUPOBAHHBIX HOCHUTEIIAX U OMOJIOTHYECKIX UHOUKATOPaAxX,

UMCIOIUX [OPYro€ Ha3HA4YCHUE, HanpuMep, [Uid aTTeCTaluM, BalMJalWd WA APYrax

Cl'IeLII/I(bI/I'-IECKI/IX HCHI;ITaHPIﬁ, MOryT HOTpeGOBaTBCH WHBIC 3HAYCHNA ITOIYJIALNU.

9 Pe3HCTEeHTHOCTD

9.1 WsrotoBwTenp MOIDKEH YKa3aTh BEIWUMHY [ I KaKIOH CepuH
OMOMOTMUECKUX MHANKATOPOB WJIM MHOKYJIUPOBAHHBIX HOCUTENEH ¢ TOUHOCTHIO + 0,5
MUH.

9.2 Mertox ompeneneHus XapaKTEPUCTUK PE3UCTEHTHOCTH KAKIOW CEpUH
OMOJOTHUCCKUX WHIUKATOPOB TIPHBECH B MIPIIOKCHAHN A.

9.3 Benuumna D, ompenenicHHAas 10 KPUBOH BBDKMBAHWS W/WIH METOIOM
(paKUMOHHOrO HETaTMBHOTO aHanm3a cornacHo merony MPN (ISO 11138-1,
mpunoxernss B uw C), I MOTyNSAIMHA TECT-MAKPOOPTAHW3MOB OHONOTHYECKOTO
HHIUKATOpa A0JDKHA OBITh He MeHee 12,5 MuH 1pu KoHueHTpauuu okcuaa (600 + 30)
MT/JI, OTHOCHTENBHOM BaaxkaocTH (60 = 10) % u Temmeparype (30 + 1) °C, w/umm 2,5

MUH TIPHU T€X XK€ YCIOBHIX, HCKJIIOUas TeMIEepaTypy, KOTopas N0/DKHA OBITh paBHOU
(54£1)°C.



rOCT ISO 11138-2-2012

10 Meroanl HCNIBITAHUM

[IpuBoauMBIii  371€CH METOA MCHBITAHHA ABIsAeTCA cTaHAapTHeM. [lpu
HCIIOJIE30BAHAH IPYTUX METOJIOB OHH JIOJDKHBI OBITH ONpeaesieHbl H BaJIHAHPOBAHEI.

Jlomxna OBITh HOKa3aHA X KOPPEIALKMS CO CTAaHJAPTHBIM METOOM.
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IIpunoxenne A

(o0s13aTesIBHOE)

Meton ONPEaCJICHUSA PE3IUCTCHTHOCTH K IMPOLECCY CTCPUIN3AINNHA OKCHIOM

ITHJICHA

A.1 Pe3ncroMep OHOJOTHYECKOT0 HHANKATOPA MPH CTePHIH3ALMH
OKCHAOM ITHJICHA

A.1.1 O6opynoBaHKe MOIKHO MOANCPKUBATH YCIOBHS, YKAa3aHHBIC B TaOHIE
A.1, B mpemenax nepuoaa skcmo3ummu oT 1 g0 120 mun ¢ Tounocteio 10 ¢, a Takxke

o0ecIeunBaTh 3KCIO3ULHIO Gonee 6 4.

Tabnuma A.l- VYcnoBus A H3YYeHHS PE3HCTEHTHOCTH OHOJIOrHYECKHX

WHIUKAaTOPOB
KoHIeHTpamys OKCHaa STHIEHA, MI/N 600 + 30
Temmeparypa, °C 30+ 1 mm 54 £ 1
OTHOCHUTEIBHAS BIAXHOCTE, % 6010

A.1.2 O6opyaoBaHue HOKHO OBITh OCHAMICHO CPEACTBAMH BaKyyMHPOBAHHUA
peakIoHHOH kaMmepsl 10 3HaueHus MeHee 10 k[la (100 m6ap), obecrieunBaromuMu
ylajJeHue BO3AyXa A0 MOJaud CTEPWIM3YIOIIETO areHta W YAAIEHHE €ro o
OKOHYaHUM KCIIO3HLHUU. Y JaNsieMbIii 0 OKOHYAHMH IIHKIIA BO3/IyX OYHIIAETCS Yepes
(unbTpHI, criocobHbIE YAAIATE 99,9 % uvacTrm pazmepom 0,5 MKM.

A.1.3 Bpems moctikeHHs TpeOyeMoil KOHIICHTpPAIMK OT Hayajia MOAA4YH rasa
HE JO/DKHO mpeBbimars 60 ¢, a BpeMs yJaleHus ra3a co CHIKEeHHEM daBieHus xo 10
k[1a (100 mGap) B KOHIIE IEPHUOAA SKCIIOZMLMH HE JOJDKHO HpeBbiath 60 ¢.

A.1.4 Kamepa U KpHIIIka KaMephl JODKHH OBITH CHaOXEHBI yCTpOHCTBAMH
HOANCPKAHUA TEMIIEPAaTyphl BHYTPEHHEH MOBEPXHOCTH Kamephl Ha TpeGyeMom

YPOBHE.
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A.1.5 TlonaBaembiii B KaMepy OKCHJ ITHIICHA TIOJIOTPEBACTCS U (PUIABTPYETCSA C
LENBI0 MCKITIOUCHHS MOMAJaHKsA B HEE JKUIKOTO OKCHAA JTHICHA M TONMMEPHBIX
YaCTHII.

A.1.6 ObopynoBaHue MOMKHO OBITh OCHAIIEHO CHCTEMOH aBTOMATHYECKOTO
PETYTMPOBAHMUS W 3aITMCH TEMTICPATyPhl, AaBJIEHHA U BIAXKHOCTH, KOTOpPas HE JIOJDKHA
BBITIOJIHATH (PYHKLHIO KOHTPOJIA. [Ipeaersl MorpenTHOCTH 3aMUCHBAIONIAX YCTPOUCTB
HE IOKHBI TipeBbInath 50 % koneOaHWit 3HAUEHHI, AOMYCTUMBIX IS KaXKAOH W3
KOHTPOJIUPYEMBIX BemuuuH. HampuMmep, TOYHOCTh peETyIHpOBaHHSA TpeOyemoit
TeMrepaTypsl B kamepe coctaBiaser = 1 °C H, TakuM 00pa3oM, MaKCHMAaTEHO
JOMYCTHMBIE TIPEISITHI TIOTPEIITHOCTH TIPH 3alIUCH TeMIIepaTyphl cocrasirioT + 0,5 °C.

A.2 Tlopsimok paGoTHI ¢ pe3HCTOMEPOM

A.2.1 Hocurenw, WHOKYTHPOBAaHHBIE HOCHTENIH WM OWONOTHYECKHE
HMHIUKATOPHI 3aKPETHTh B COOTBETCTBYIOIIEM JiepKaTee.

A.2.2 BoINONMHUTH TPEABAPUTCIBHBI IOAOrpeB KaMepel [0 JKelaeMoii
temneparypst (30 £ 1) °C wm (54 £ 1) °C.

A.2.3 TloMecTuThb CHapsOKEHHBIH JepKaTenb B KaMepy, 3aKpbiTh Kamepy M
OCTaBUTbH Ha BPEeMsi, HEOOX0AUMOE U1l CTa0MIH3ALMHA TEMIIEPATYPHI.

A24 VYxazanHas HHKE IOCJEAOBAaTEBHOCTh  ONEpalMii  JIOJDKHA
OCYIIECTBIATHCS IIPH AaBTOMATHIECKOM KOHTPOJIE:

a) BakyymupoBath kamepy o (10 £ 0,4) kITa [(100 £ 4 mbap)];

b) momare jmOCTaTOYHOE KOJNMYECTBO BOISAHOTO TMMapa OO0 JOCTHKCHHS
oTHOcHUTeNbHO# BaxHocTH (60 & 10) %; moanep>kuBaTh 3TH yCIOBHA B TeueHHE 28 —
30 muH,

C) TOAAaTh B KAMEPY OKCHJ ATHJICHA JI0 JOCTIbKeHHA koHUeHTpamm (600 + 30)

Mr/i1 B Teuenue 60 c.
H p uMegyanue — He JAOMYyCKacTCA noaaBaTh OKCUA 3THJIEHA MTHOBEHHO.

d) moanepkuBaTh 3TH YCIOBHS B TeUCHHE TPSOYEMOTO BPEMEHH SKCIIO3ULINM;
€) B KOHIIE MEepHoa SKCIO3MIMH KaMepy BaKyyMHpoBaTh 1o aasiaeHus (10 +
0,4) xI1a [(100 + 4 mbap)] B TeueHue 60 ¢ U 3areM MO ATh BO3AYX WITH HHEPTHHIH ra3

(Tako¥ Kak a3ot) yepe3 GpuiIbTp 10 AOCTIKEHH aTMOCHEPHOTO JABICHN,
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f) MOBTOPUTH TNl NEPEUHCIICHHUS €) TOMOJHATENBLHO YETHIPE Pasa.
A.2.5 B KoHIIe IUKNA YAAIUTH JepKaTeTb U MPOOBI U3 KAMEPHL.
A.3 OnpeneneHue pe3sNCTEHTHOCTH

PesucrentrocTs onpeaessiercs mo 1SO 11138-1.
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Ipunoxenne JA

(cipaBouHOe)

CBeieHHS 0 COOTBETCTBUH MEKT0CYJAPCTBEHHBIX CTAHAAPTOB

CCBLJIOYHBIM MEKAYHAPOAHBIM CTAHAAPTAM

Tabnuna JA.1

O6o3HaueHne U HANMEHOBAHHE Cremenp | OGO3HaueHWE W HAUMEHOBAHHE
MEXIYHApPOAHOTO CTAaHIapTa COOTBET- MEXTroCyJapCTBEHHOTO
CTBHS CTaHjmapTa
ISO 11138-1:1994 Crepunmzanus rocr ISO 11138-1-2012
MEIUIMHCKON NPOLYKIIUH. Crepunuzauus MeIHIHHCKOH
Buonoruueckue nHIUKaTOphl. YacTs 1. IDT TIPOJTYKITHH. Buonoruueckue
Texumueckue TpeGOBaHMU WHIUKATOPBI. Yacts 1.

Texanueckue TpeOOBaHUA

II puME€4YaHHUC — B nHacrosimem CTaHAAPTE HUCIOJIB30BAHO CICAYIOLIEE YCIIOBHOE o0o3HaueHHE

CTCNICHU COOTBETCTBUA CTaHAApTA:

- IDT — upeHTu4HbIE CTAHAAPTHL.
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YK 637.132.4:715.478:658.513:006.354 MKC 11.080 P26 IDT

KiroueBbie ciioBa: MeEIMLIMHCKAS NpoAYKLUA, CTEPUIU3aAlls, OKCHUI DJTHUIICHA,

OHOIOTHYECKIE HHAUKATOPBI, CHGHI/I(bI/IKaHI/II/I, TpeﬁOBaHI/I}I K U3TOTOBJICHUIO
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