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BeBeneHue

buonornyeckne MHAMKATOPHI UCIIONB3YIOT IS OnpenesieHUs 3 deKTUBHOCTH Mpoliecca CTepHIIN3alny,
KOTOPBIU MPOBOAUTCA CIELMANIBHO MOATOTOBIEHHEBIM ITEPCOHATIOM.

IIpuMeHeHHEe OMONOTMYECKUX UHANKATOPOB YKAa3aHO U3rOTOBUTENEM B MapKUpoBKe. Vcrionb3oBaHue
HECOOTBETCTBYIOLLUUX HHAUKATOPOB MOXET MPUBECTH K OLUUOOYHBIM pe3yabTaTaM.

byronoruyeckue MHIAMKATOPHI JOJXKHEI BCErIa UCIIOIB30BATLCS B KOMOUHALIMY C GU3UYECKUM /WU
XUMHUUYECKUM KOHTPOJIEM C LIEJBI0 IEMOHCTpAUYHY 3P(PEKTUBHOCTU TIpoLiecca ctepyunuzanuun. Eciau konedaHus
(PU3UKO-XUMHUYECKUX [TOKA3ATEJIEN NIPOoLIecCa CTEPUIU3ALINN BBIXOAST 3a AOMYCTUMBIE ITpelebl, IpoLUece
CTEPUIIM3ALIMH BCEraa OOJIKEH pacCMaTPpUBAThLCS KAK HEYIOBJIETBOPUTEIbHBIN, HE3ABUCHMO OT pPe3yJbTaTOB
KOHTPOJISA, ITOMYYEHHEBIX C TTOMOIUBIO OMOOTHYECKUX MHAUKATOPOB.

DHDEKTUBHOCTH OUOJIOTHYECKUX HHAUKATOPOB MOXET 3aBUCETh OT YCJIOBUM XpaHEHUS 10 MOMEHTA UX
MPpUMEHEHUS, METOAOB NMPUMEHEHHUA WIM TEXHUKU 00padOTKU MpoO rnocie 3apepuieHus npouecca. [Hoatomy
HeOOXOAMMO BBINTOJIHATE PEKOMEHIALIMU U3TOTOBUTENA B OTHOLLIEHMY XpaHEHUS UM MpuMeHeHUs. buosornyec-
KWEe MHAMKATOPHI JOJIKHBI OBITH fepeaaHbl s 1abopaTOPHOro KOHTPOJAS KaK MOXHO CKOopee Iocie HX
VCIIOJIb30BAaHHUS B NMPOLIECCE CTEPUIN3ALMHU. bHOTOrMYeCKNEe HHAUKATOPHI HE TOJIKHEI UCITOJIL30BATHCS ITOCHe
UCTECYEHHSA CPOKa FOOHOCTH, YKa3aHHOI'O U3IMOTOBUTEIIEM.
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FTOCYJAPCTBEHHBIU CTAHJAPT POCCHUHUCKOUNU OEIEPAIIUU

Crepuim3anysa MeIHIMHCKOH MPOAYKIHH

BUOJIOTHMYECKHUE UTHANKATOPDBI

Yacrtp 3

buoJIornYecKue HHAUKATOPSI AJIA CTEPHIN3AMH BJIAXHbIM TEIJIOM

Sterilization of health care products. Biological indicators. Part 3.
Biological indicators for moist heat sterilization

Tlata sBenennsa 2001—01—01

1 ObaacTh npuMeHeHus

1.1 Hacrosiumi ctTaHaapT yCTaHaBIWBAET CieM(PUIECKHUE TPEOOBaHHS K TECT-OpraHu3MaM U OUOJIOTH -
YECKHUM HMHAMKATOpaM, INMpeAHa3HAYEHHBIM IJISI OLIEHKH MPOLIECCOB CTEPUAN3ALUU BAaKHBIM TEIJIOM TP

TeMrepaTtypax Bbiiue 100 °C.

2 HopMaTuBHBIE CCBUIKH

B HacTos11ieM cTaHAAPTE UCTTOAB30BAHBI CCBUIKW Ha CIEAYIOLINE JOKYMEHTEI:

[TOCT P UCO 11134—2000 Crepunusauusi MEAULIUHCKON NPOAYKIUN. TpeGoBaHUS K BAIMIALIMH U
TEKyLLEeMY KOHTpos0. [IpOMBILITIEHHAST CTEPUIM3ALIMS BJIAXHBIM TEIUIOM

['OCT P UCO 11138-1—2000 Crepunusanust MeOJULIMHCKOM MpoayKuuu. buonornyecke MHIUKATOPLI.

Yactp 1. O01IME NTONOXKEeHUS

3 Onpepenenua

B HacTosieM cranaapre ucnos3yrorcs onpeaeacHud mo IT'OCT P UCO 11138-1 u cnenyrollee ornpene-

JICHHE.
3.1 Besmunna (nmapaMetp) z: lloBrilieHMe TeMmepaTypbl, HEOOXOAUMOE ISl YMEHBIIEHHUS BEJTUYNHBI

D B 10 pa3 npu TermyioBOM CTEPUITU3ALIUH.

4 Oomue MoJI0OKEHHA

HomxHb! BhITOAHATECA TpeGoBanust TOCT P MCO 11138-1, 3a MCKIIIOYEHHEM TeX ITYHKTOB, KOTOPHIE
npeTreprieay U3MeHeHUs B HACTOSLLEM CTaHAapTe.

d TecT-MHKpPOOpPraHM3MbI

B kauecTBe TECT-MUKPOOPraHU3MOB NpUMEHAIOTCA criopbl Bacillus stearothermophilus wim apyrue
LITAMMBI HJIU MUKpPOOPraHU3Mbl, 001a1a101UHe SKBUBAJIEHTHBIMU CBOMCTBAMU.

[Tornumeuanue— llltammer Bacillus stearothermophilus NCTC 10003, DSM 494, Bac. stearothermophilus
ATCC 12980, DSM 22 u Bac. stearothermophilus CIP 52.81, DSM 5934, ATCC 7953, NCTC 10007 moryTt cuutathcs

[PpUEMIIEMBIMH.

N3nanne opurHaANLHOE
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6 Cycnensun

[Tpu onpeneneHUM XNBBIX TECT-MUKPOOPraHM3MOB OJHOM U TOI XK€ CeEpUH CYCIIEH3UU TECT-OpraHu3Ma
KOHLIEHTpaLU M UX JOMXKHa CoCTaBnATh 35 % HOMHUHANBHOMN MOMYIALIUH.

7 Hocuream U nepBUYHas YIMaKOBKa

Cneuuduueckue TpeOoBaHUA K HOCUTENSIM U nepBUYHOM ynakoBke — rno [OCT P UCO 11138-1,

NMYyHKT 4.4.
YcnoBUs UCTIBITAHUN JOMXKHBI OBITH CIEAYIOLLMMU:
- TeMIIEpaTypa — He MeHee MaKCUMAaIbHOM, KOoTopas YCTaHORIEHA narorosuresneM S °C. [Ipu orcyTcTBUM

3THX AAHHBIX TEMIIEpATypa J0MXKHA cocTaBaATh 145 °C;
- BpeMsl 3KCITO3ULIUM — HE MEHEE MAaKCUMAIbHOTI0, YCTAHOBAEHHOIO U3roroButeaeM. I1pu orcyrcTBUHA
3THX JAHHBIX BpeMs MPpUHUMAIOT paBHBIM 30 MHUH.

[IpuymMeuyaHHne— DU yCJIOBUA BbIOpaHbl Ha TOM OCHOBaHMM, YTO OHU COOTBETCTBYIOT PealbHbBIM
potieccaM CTEPHIU3ALUH NMAPOM.

8 Buojiornueckue MHINKATOPLI

8.1 Uucno XXU3HECTTOCOOHBIX TECT-MUKPOOPTraHU3MOB B KaXJ10M OMOJIOTUUYECKOM MHIUKATOPE JOIKHO
KOHTPOJIUPOBATHCS B TIEPUOI ITPOU3BOACTBA C TeM, YTOOb! OHO cocTaBsio £50 % HOMUHANBHON MOITYJIS-
LIMU, YCTAHOBJIEHHOMN U3rOTOBUTENEM, UM HAXOAUIOCH B Ipeaesaax Mexay MUHUMaNbHOI U MAKCUMAJIBHOU
NONY/ISILUSIMH, YCTAHOBJIEHHBIMU U3rOTOBUTENIEM.

8.2 PeTpocnieKTUBHOE OonpeaeeHUe YUcaa XXUBBIX MUKPOOPIraHM3MOB OCYILECTBIISIETCS B YCTAHOBJIEH -
HbIX U3rOTOBUTEJIEM YCIAOBUSAX KYNTBTUBUPOBAHUS CYCIIEH3UU TECT-MUKPOOPTraHU3MOB, U3BJIEKAeMbIX U3 HO-
CUTENIA1 C TMOMOLIBIO YJBTpa3ByKa, B cocyae (LuerKepe) CO CTeKISHHBIMU 6ycaMU MM APYTUM COOTBET-
CTBYIOLLIMM BAIMAUPOBAHHBIM METOAOM. YHC/I0 XXUBBIX OPrAHU3MOB CUMTAETCA TIPHEMIIEMBIM, €CJTU OHO HaXO-
autcss ot MuHyc 50 % no nmoc 300 % ycraHOBIEeHHOTIO 3HAYEHUS,

8.3 JIns MHOKYIUPOBAHHBIX HOCHTENEN MU OHOOTHYECKUX MHANKATODOB, NMpeAHa3HAYEHHBIX IJISI Te-
KVYILETO KOHTPOJISI, HOMUHANBHOE YUCIIO TECT-MUKPOOPTraHU3MOB JOJKHO ObITh He MeHee 1x10° ¢ pukcupo-
BaHHBIM nMpupocToM He 6onee 0,1x 10°.

IIpu TexywieM KOHTpOJE € HCIOAb30BAHMEM aBTOHOMHBIX CUCTEM OMOJOTMUYECKHUX UHIUKATOPOB
HOMHHaNbHOE YUCIIO TECT-MUKPOOPraHM3MOB MoxeT ObiTh MeHee 1x10° ripu ycnoBUM BBINOJIHEHUS TpeboBa-

Hui1 9.3.

[IpumMeyaHnue— MHOKYIHPOBAHHBIE HOCHTEIN U/UIU OHOJIOrMYeCKHUe HHOUKATOPHI, NpeagHa3HAYeHHbIE
UL APYIUX uenen, HanpuMep, I aTTeCTallMi, BATUOALKK U APYIrUX clleundPHUIEeCKUX UCTTBITAHUN, MOTYT roTpedo-

BaTbh APYIMX 3HaYeHUH HOMUHanbHOM ronynsauuy. g TeKyLero KOHTpoasi oHo MoxeT 6uiTh 1 X 10°.

9 Pe3nCTEeHTHOCTD

9.1 3rotoBUTENb JOMXEH YCTAHOBUTD BEIMYMHY D 11l KaXA0i cepur OMOJIOTHYECKUX MHANKATOPOR
MJIM MHOKYJIMPOBAHHBIX HOCHUTENEH ¢ TOYHOCThIO 10,5 MUH.

9.2 MeTon onpeneneHUs XapakTEPUCTUK Pe3UCTEHTHOCTH KAXIOH cepuu OMOJIOrHYecKUX UHIANKATOPOR
[IpUBEAEH B NPUJIOXEHHUHU A.

9.3 BenuuuHa D qis nonyasiiMy TeCT-MUKPOOPraHU3MOB OMOJTOrHYECKUX UHOUKATOPOB, MOJyYEeHHasd
U3 KPUBOH BbIXKMBAHUS, TMOO METONOM KBaHTHJIEH UNU DpaKLIMOHHBIM HEraTUBHBIM aHAJIM30M, [TONB3YACH
npoueaypoit MPN (cMm. pasaen 5 u npunoxeHnss B, Cu D x 'OCT P UCO 11138-1), no/mkHa OBITh HE MEHEE
1,5 MUH NpH CTEpUAM3ALIMM BAAXHBIM TeruioM rpu Temneparype (121+1) °C. Beanyuna D, monyyeHHas U3
KpUBOIit wiorapudm rnonyasiiuu — BpeMs», 10aXHA ObITh HE MeHee 10 MUH.

9.4 BeauunHa D TeCT-MUKPOOPraHU3MOB B MHOKYJIMPOBAHHBIX HOCHUTEJIIX TOJDKHA OBITE OIpeeieHa He
MeHee YeM MpU ABYX APYruxX 3HauyeHUsIX TeMneparypsl B guamnasoHe ot 110 mo 130 °C ogHuMM U3 ABYX
YIIOMSHYTBIX METOAOB. DTH JaHHbIE JO/XKHBI ObITh UCTIOAB30BAaHbI 1A pacyeTa BENIUUYNHbI Z, KOTOpasi JODKHA
6bI1Th He MeHee 6 °C ¢ nmpupocToM He Oonee 0,1 °C. BenuunHa z 10/mkHa ObITh pacCYMUTAHA COIVIACHO ITPUITOXKE-

HU1O B.
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10 MeToapl MCNBITAHUHA

[IprBOAYIMBIN B HACTOSALLIEM CTaHAAPTE METOI UCTIBITAHUI SBISAETCS CTAaHAAPTHRIM. IIpH UCIOIb30BaHUHN
APYTHX METOIOB OHH JO/IXHBI ObITh ONnpeaesieHb! ¥ BaTuanupoBaHbl. JIO/DKHA OBITh ITOKa3aHa UX KOPPESLUS CO

CTAHIAPTHBIM METOIOM.

[TPUJIOXKEHHUE A
(0b6s13aTENBHOE)

MeTton ONpEaAC/ICHHA PEINCTCHTHOCTH K NMPOLECCY CTEPHINIALNH BJJAXKHBIM TENJIOM

A.1 PeancTomMep OHONOIMIECKOrO MHANKATOPA HA NAp

A.l1.1 ObopynoBaHue JOXKHO ObITh CIIOCOOHO MoAAepXUBaTh CAEAYIOLIUE YCJIOBHUS B YCTAHOBIIEHHbBIX MNpelesax
3Kcno3nuuu ot 5 ¢ 1o 180 MHUH ¢ TouHOCThIO *1 C:

- temneparypa — (oT 110 no 145 *C) 20,5 °C;

- napneHue — (ot 140 go 413 kIla) +2,5 k[1a;

- BakyyM — (ot 4 go 100 kITa) £0,5 kI1a unu He medee 10 xI1a nns ob6opynoBanus ¢ 6HonOrHUecCKUMU MHINU~-
KaTopaMH, NMPUMEHSEMBIMU TOJIBKO TPU CTEPUNU3ALUKM CO BCTPOCHHBIM NPOLIECCOM TNPUHYIMTEILHOTO YyaaJIeHUS
BO3YyXa.

A.1.2 YcraHOBKa OOMXHA ObITh CHAabXEHA YCTPONUCTBOM, obecneyrBaOIIMM BaKyyMHUPOBaHHE KaMepPh! OO JaB-
aeHus: MeHee 5 kITa B TeueHUe 5 MUH, UTOOBI 06ECTICUNTD YAAJIEHHE BO3ayXa A0 NMOCTYIIIeHUS B Hee napa. ITonaBaeMbiit
B KaMepy rnap U/Miau MNocTyrnaollUi Tyaa BTOPUYHO NOCAE BAKYYMUPOBAHHUS KaMEphl He JOKEH UCITONL30BaThCs LIS
yaaJIeHHUs BO3ayXa.

A.1.3 Bosaoyx, nocrynamwolpii B KaMEpPY B KOHLe UUKIA, PUIALTpYETCA 4epe3d (UIbTPEl ¢ 3 PEKTUBHOCTHIO
O4YUCTKH 99.9 % 1o yactnuaM 0,5 MKM.

A.1.4 Kamepa 1 KpbllIKa JOJKHBEI 00€CIIeYnBaTh NMOJACPXKAHUE TEMITEPATYPbl BHYTPEHHER MTOBEPXHOCTH KaMe-
pHl Ha ypoBHe pabouyen TeMrepartyphl.

A.1.5 B kKaMepy JO/IKHO noaaBaThCs BAAXHOE TEIUTO OT BHEUIHEro no oTHOLIEHUIO K KaMepe UCTOUYHUKaA. [Tonaua
rnapa gomxHa coorBercrBoBats [OCT P MCO 11134,

A.1.6 ObopynoBaHHe IOJKHO ObITh NMPUCIOCOONEHO I paboThl B aBTOMATHYECKOM DEXHUME U JOMXKHO UMETh
CUCTEMY 3alTUCH TeMIIepaTyphl U JABJICHUSA BHYTPU KaMmepsbl, KoTopas JO0/KHa O6bITh He3aBUCHUMOM OT CUCTEMBI KOHT-
poss; JOMYyCTUMas MOrpellHOCTb 3aMUCHIBAIOILETO YCTPOMCTBA He AOMKHA npeBbilwiaTth 50 % nonycTtuMoro KonebaHus
KaXKI0oi KOHTPOJHpYeMOil repeMeHHoN. Hanpumep, ecny TeMrneparypa BHYTPHU KaMephl JO/DKHA NOJOep>XUBAThCsl Ha
ypoBHe £1 "C, TO MakCHUMaJlbHas1 AOMYCTUMAas MOrpeliHOCTh 3aMycy TeMneparypsl aomkHa oviTe 0,5 °C.

A.1.7 BpeMs nmoabeMa TeMIepaTypbl BHYTPHU pe3UcTOMepa He DJOKHO npeBbiaTts 10 c.

A.1.8 B KoHlLe neproaa 3KCMO3ULUU TeMMepaTypa BHYTPH KaMepbl pPe3nCTOMepa JOJIKHAa OBITh CHUXEHA 10
100 "C mnu MeHee 3a BpeMs He Bonee 10 ¢, U KaMepa NOKHA BEPHYThCA K JAaBJCHHIO OKpYXallleH cpeanl (aTMoc-
dbepHOMY HaBJIECHHUIO) HE BoJice ueM 3a 5 c.

A.2 Tlopanok paboTsl ¢ pe3HCTOMEPOM

A.2.1 3aKkpenuTb HOCUTENHU, UHOKYJIUPOBAHHbIE HOCUTENH WIN OHMONIOTHYECKHE MHINKATOPH B COOTBETCTBYIO-

IIEM JCpXaTeNe.

A.2.2 TlpeapaputenbHO NMOAOIPETb KaMepy PEIUCTOMEPA T0 HYXKHOHN TeMIlepaTyphl.

A.2.3 [loMecTUTh 3arpyXeHHbIE JAEpXKaTe/ld B KaMepy, 3aKpbITh KAMEPY KU OCTAaBUTh UX TaM Ha BPEMS, MO3BO-
JIsolee CTabMAU3NPOBATL TeMepaTypy.

A.2.4 BHITTOMTHUTD onepaluy B CIEOVIOLIEM TTOPSIKE:

a) BakyyMupoBaTth Kamepy a0 (4,5 = 0,5) kIla (uau 10 klla ans pexuMa ¢ NpUHYAUTENLHBLIM YAaTeHUEM
BO3AyXa) B TeYEHUE 5 MHUH;

B) MOJaTh Nnap B KaMEpy sl JOCTUXECHUSA TpeObyeMON TeMnepaTypbl U JaBJICHUS.

[TpuMeuyaHUe— [lpy HyneBOH 3KCMO3ULINH ITAp HE MOLABATh.

C) NMoAOepXKUBATb 3TH YCIOBUSA B TCUCHHUE HEOBXOAMMOro BpEMEHU 3KCIO3ULINY;

d) B KOHLE NnepHoaa IKCITO3ULUHA BaKyyMUpoBaTh Kamepy 10 AasieHus (10x3,5)kIla v 3ateM nonath OTPUILT-
POBAHHBIY BO3AYX MY MHEPTHBIN ra3 (Takoil Kak a3oT), YToObl JaBleHHE CPaBHANOChH C aTMOC(hEPHEIM B TeUeHHE S C.

A.2.5 B KOHLE UMKITa YAUIUTD AcpXKaTesb U NMpobbl U3 KaMeEphl.

A.3 OnpeneneHne pe3UCTEHTHOCTH
PesucrentHocTh onpeaensgiot no F'OCT P UCO 11138-1,
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