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Beenenue

Brosnorideckie MHANKATOPhI UCTIONB3YIOT [1sl onpeaeaeHus 3¢ hbeKTUBHOCTH IIpOoLIecca CTEPHUITU3ALINHT,
KOTOpbI IIPOBOANTCS CIELUATBHO MOATOTOBIEHHBIM MTEPCOHANIOM.

IpumeHeHre 6UONOTMYECKHX MHIMKATOPOB YKA3aHO U3TOTOBUTEIEM B MapKupoBKe. Vcrons3oBanue
HECOOTBETCTBYIOILUX HHAUKATOPOB MOXET MPUBECTH K OLIMOOYHBIM pe3y/ibTaTaM.

Buonoruyeckie WHANKATOPHI JOMIXHBI BCEIa MCITOIb30BATECA B KOMOUHAIIMY C PUIUUECKUM M/ VITH
XUMMYECKUM KOHTPOJIEM C LIENBI0 AeEMOHCTpalLuu 3 deKTHBHOCTH TipoLiecca cTepuansanui. Ecin KoneGaHst
(PU3NKO-XMMHUYECKHX TTOKA3aTe el Mpolecca CTEPUIN3AIMK BHIXOOAT 32 HONYCTUMBIE TIpeeNbl, IIpoliece
CTEPUIM3aLIMM BCErIa AOKEH PaCCMaTPHUBAThCS KaK HEYIOBJICTBOPUTENbHBIH, HE3aBUCHMO OT Pe3YJIbTaTOB
KOHTDOJIsA, IIOTYYEHHBIX C TIOMOIIIBIO GHOJIOTHYECKUX HHAMKATOPOB.

D dekTUBHOCTb GHONOTMYECKUX HHINKATOPOB MOXET 3aBUCETh OT YCJIOBUIM XpaHEHHUST 10 MOMEHTA UX
MPHUMEHEHHS, METOAOB IPUMEHEHHS MITH TEXHUKY 06paboTKM TIpo6 moce 3aBeplieHus rpouecca. [Toatomy
HEOOXOMMMO BBITIONHSTH PEKOMEHIALIMHM U3rOTOBUTES B OTHOIIEHUH XpAaHEHUS K TpUMeHeHMs. Bruonorunyec-
K1e WHAMKATOPHI JOJDKHBI OBITh MepefaHbl [T 1abopaTOpHOTO KOHTPOJIS KaK MOXHO CKOpee ITocie MX
MCIIOIB30BAHMS B MPOLIECCE CTEPHIM3ALIMKA. Broornyeckne MHANKATOPHI He JODKHBI CIIONB30BAThCA [TOCTIe
UCTeYEeHHs CPOKa FOAHOCTH, YKA3aHHOTO H3TOTOBUTENIEM.
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TOCYAAPCTBEHHBI1 CTAHJAPT POCCHMCKOM O®EJIEPAIIUU

Crepummzauusa MeIHUHHCKOH TPOXYKUMH
BHUOJIOTHYECKUE MTHIUKATOPBI

Yacrts 3
BuoormyecKne HHAUKATOPSI 1151 CTEPHIN3ANAN BIAKHLIM TEILIOM

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

JlaTa Beenennsn 2001—01—01

1 ObaacTp mpuMeHeHAA

1.1 HacTosiumii ctaHaapT ycTaHaBAUBAET crielindnyecKkre TpeboBaHHS K TECT-OpraHu3MaM 1 OUOJIOTH -
YECKUM MHAMKATOpaM, NMPEAHa3HAYEHHBIM [UISl OLEHKH MPOLIECCOB CTEPHUIM3ALIMM BIAXHBIM TEIJIOM MPU
TeMmnepatypax Bbiiue 100 °C.

2 HopmaTtuBHbie CCHUIKH

B HacTt OAIUEM CTaHAAPTE UCITOIb30BAHBI CCBUTIKHU Ha CACAYIOLINE NOKYMEHTHI:

I'OCT P CO 11134—2000 Crepunusaiust MEIUUMHCKON NpoayKuuu. TpeGoBaHMs K BaIUAALVH U
TCKYLIEMY KOHTPOJIIO. HpOMI)IUJJIeHHaH CTCPHUIM3aLMA BJIIAXKHBIM TEIIJIOM

FOCT P UCO 11138-1—2000 Crepunusaumsi MEAMUMHCKOM MPOAYKLIUH. BHoornyeckie HHIMKATOPbI.
Yacts 1. O6111Me NONOXKEHUS

3 Onpenenenus

B HacrosieM crangapte ucnons3ytored onpeaeneHus no F'OCT P UCO 11138-1 u cnemyroliiee ornpene-
JIEHHe.

3.1 esmunna (napametp) z: IloBrllieHne TeMmepaTypbl, HeoGXOAMMOe AN YMEHBLIEHHS BEJIMYMHBI
D B 10 pa3 npu TemI0BOi CTEPHIIN3ALUH.

4 Odomue NMonoxKeHud

HomxHp! BeINMONHATECS TpedoBaHusg TOCT P UCO 11138-1, 3a CKITIOYEHNEM TeX NYHKTOB, KOTOPHIE
rpeTepriesivi U3MEeHEeH sl B HACTOsILEM CTaHAapTe.

5 Tecr-MuKkpoopranu3mMsl

B KayecTBe TECT-MHUKPOOPTaHHU3MOB NpUMeEHSIOTCS cropsl Bacillus stearothermophilus i apyrue
LUTAMMBI WM MHKPOOPTraHU3MBbI, 00/1a1al01L1e SKBUBAJICHTHBIMY CBOMCTBAMH.

MpuMeuanune— lltamme Bacillus stearothermophilus NCTC 10003, DSM 494, Bac. stearothermophilus
ATCC 12980, DSM 22 1 Bac. stearothermophilus CIP 52.81, DSM 5934, ATCC 7953, NCTC 10007 MOryT cYyuTaThCs

TIPUEMIIEMBIMH.

W3panne odmnmmansHoe
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6 Cycnensuu

MMpu onpeneneHny XUBLIX TECT-MUKPOOPTaHU3MOB OTHOM U TOM Xe Cepry CYCIIeH3UH TeCT-OpraHu3Ma
KOHLIEHTPALIUA UX AO/DKHA COCTABMATh 35 % HOMMHAIBHO! MTONMYIALUH.

7 Hocurelu U NepBHYHAS YNAKOBKA

Crieuudpuyeckue TpeGOBaHUS K HOCUTENSAM U NMepBUYHOM ynakoske — no I'OCT P UCO 11138-1,
MYyHKT 4.4.

YcnoBust MCIIBITAHUI ZOMKHBI GBITH CEAYIOLLIMMU:

- TEMIepaTypa — He MeHee MaKCHMATbHOM, KoTopas ycTaHOBIeHa usrotosurenemM 5 °C. Ilpu orcyTcTBumn
3TUX JaHHBIX TEMIIEPATypa JOMIXKHA COCTaBIATh 145 °C,;

- BpEMS 3KCITO3KLIUK — He MEHee MaKCHMalbHOTO, YCTAHOBIEHHOTO M3rotoButeneM. [lpu orcyTcTBum
3THUX JAHHBIX BpeMsl IPUHUMAIOT paBHbIM 30 MHUH.

Mpumeuanue— DM YCIOBUA BEIOpaHBl HA TOM OCHOBAHMM, YTO OHH COOTBETCTBYIOT PEATBHBIM
[poLeccaM CTEPUIM3ALUM NaPOM.

8 Buojornyeckne WHAMKATOPSI

8.1 Yucno XH3HECTTOCOOHBIX TECT-MUKPOOPTaHU3MOB B K&XXA0M OHOIOTHUECKOM HHANKATOPE ZODKHO
KOHTPOJUPOBATHCS B MEPHOI NIPOU3BOACTBA C TeM, YTOOB! OHO cocTaBnsno +50 % HOMUHAIBHOI MOMyJIA-
LMK, YCTAHOBJIEHHO! H3rOTOBUTENEM, MTK HAXOAMIOCH B IIpefiesiax MexXay MUHMMANbHOM U MaKCHMAJIbHOM!
TIONYNSLUAMHU, YCTAHOBIEHHBIMHU H3IOTOBUTEIEM.

8.2 PeTpocneKTHBHOE OMpeaeIeHUe YUCIa XXUBBIX MUKPOOPTAaHM3MOB OCYILECTB/IAETCH B YCTAHOBJIEH-
HBIX U3TOTOBUTENIEM YCTIOBUSIX KYJIbTHBUPOBAHHS CYCTIEH3UH TECT-MUKPOOPTaHH3MOB, N3BJIEKAEMbIX U3 HO-
CHTEJIs1 C MOMOLIBI YyIbTpa3ByKa, B cocyie (Lueiikepe) cO CTEKITHHBIMU 6ycaMu UK APYTUM COOTBET-
CTBYIOLLUM BTUAUPOBAHHBIM METOIOM. YHC/IO XMBBIX OPraHU3MOB CUHUTAETCH MPHUEMIEMEIM, €CJTH OHO HAaxX0-
autes o MuHyc 50 % o mmoc 300 % ycTaHOBIEHHOTO 3HaYeHNS.

8.3 Ina MHOKYAMPOBAHHBIX HOCHTENEH MAM OMOIOTHYECKNX MHANKATOPOB, MpeAHa3HaYeHHBIX A Te-
KYILIEr0 KOHTPOJ151, HOMHHANBHOE YKCIIO TECT-MUKPOOPTaHU3MOB JOJXKHO OBITh He MeHee 1x 105 ¢ uxcupo-
BaHHBIM npupocToM He Gonee 0,1% 105,

Ilpu TekyweM KOHTpONE ¢ MCMOJib30BAHUEM AaBTOHOMHBIX CHCTEM GHOJIOTMYECKHX MHAMKATOPOB
HOMHHAaNBHOE YHC/IO TECT-MUKPOOPTraHM3MOB MOXeT GbiTh MeHee 1x10° ripu ycToBUM BHINIOJIHEHHS TpeGOBa-
Hu# 9.3,

MpumeyaHue — NHOKYTHPOBaHHbBIE HOCUTENH H/HIK GHONOrMYECKHE MHAMKATOPMI, NpegHa3HaYEeHHbIE
IS ApYruX uesteit, Hanpumep, I aTTecTalunK, BATMAAUMHM U APYTrHX Cnelu(HUYecKuX UCNBITAHMIA, MOTYT roTpe6o-
BaTh APYIHX 3HaYeHHIt HOMHHANBHOI NonyaauMK. A TeKyLIEro KOHTPONs OHO MoXeT GuiTh 13X 105,

9 Pe3nCTEHTHOCTD

9.1 M3rotoBUTE/Nb SOJIXKEH YCTAHOBUTD BEIHYMHY D IS KaXI0i cepuy GUOJIOTHYECKIX MHAUKATOPOB
WM MHOKYJIMPOBAaHHBIX HOCHTENEH C TOYHOCThIO 10,5 MUH.

9.2 MeTton onpeaeneHuns XapakKTEPUCTHK PE3UCTEHTHOCTH KAXIOH Cepuy OHOIOTMYECKUX HHAUKATOPOB
MpUBEAEH B NPWIOXKEHHH A,

9.3 BennuunHa D [ monynsiiuii TeCT-MUKPOOPTaHM3MOB GMOOrMYEeCKUX MHAWKATOPOB, MOMYyYeHHAas
M3 KpUBO# BBIXMBAHUSA, TM60 METOOM KBaHTHIIEH UK GPAaKLIMOHHBIM HETaTUBHBIM aHAJIU30M, [TONB3YACh
npouenypoit MPN (cM. pa3aen 5 u npunoxenus B, Cu D xk 'OCT P MCO 11138-1), moypkHa GBITb He MEHee
1,5 MUH npu cTepuaK3aLliy BARKHBIM TEIJIOM NpH TeMmnepatype (121+1) °C. Benuuuna D, mionyyeHHas U3
KpHBOit «wiorapudm ronyasguuu — BpeMs», I0JKHA ObITh He MeHee 10 MUH.

9.4 BenyurHa D TeCT-MUKPOOPraHU3MOB B HHOKY/IMPOBAHHBIX HOCUTEISIX IOJDKHA OBITh ONpefesieHa He
MeHee YeM Npu ABYX APYTMX 3HayeHHsX TeMrepaTypsl B guamasoHe or 110 no 130 °C omHMM M3 OBYX
YITOMSIHYTHIX METOIOB. DTH JaHHbIE JOMKHBI ObITh MCIIOIb30BaHBI A pacyeTa BEMUYUHBI Z, KOTOPAask JOJDKHA
6biTh He MeHee 6 °C ¢ ipupocToM He Gosee 0,1 °C. BenuunHa Z A0MKHA GBITh pacCUMTAHA COITIACHO NPUIIOXKE~
Huio B.
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10 MeTtoam ucnbiTanmii

ITpruBOAMMBIii B HACTOSLLIEM CTaHAAPTE METOX UCTIHITAHUIA SIBNAETCS CTAaHAAPTHBIM. ITpH HUCro/Ib30BaHUK
JPYTHX METONOB OHM JAOMKHBI GbITh ONpPeeNIeHb! U BATMANPOBaHbl. JI0/DKHA GBITh NOKa3aHa X KOPPENsLMs CO
CTAHJAPTHBIM METO/IOM.

I[TPUTOXEHUE A
(o6s3aTensHOE)

Meron onpeneieHHs pe3NCTEHTHOCTH K NMPORECCy CTePHIH3AIMH BIAKHBIM TENJIOM

A.1 Pe3ncToMep OHOMOTMYECKOTO WHARKATOPA HA NAp

A.1.1 O6opynoBaHKe AOMKHO GHITH CMIOCOGHO MOAAEPXUBATH ClIeAYIOLIME YCIIOBHS B YCTAHORAEHHbIX npeaenax
3KCHO3UUMHU OT 5 ¢ Ao 180 MMH ¢ TouHocThiO 1 ¢:

- TeMnepartypa — (ot 110 no 145 °C) +0,5 °C;

- mapneHune — (ot 140 xo 413 kIla) 2,5 kITa;

- BakyyM — (oT 4 go 100 kITa) 0,5 xITa wnu He Menee 10 kI1a ana o6opyaoBaHUsS ¢ GHONOTUUECKUMH WHAH~
KaTopaMH, NMPHUMEHAEMbIMH TOJILKO NMPHU CTEPUIN3ALUKM CO BCTPOEHHBLIM MpPOLIECCOM NMPHUHYAMTENBHOTO YHANEHMs
BO3AYXa.

A.1.2 YcraHoBKa nomkHa 6bITh CHaGXeHa yCTpoiicTBoM, obecrnieuHBalolIMM BaKyyMHUPOBaHUE KaMephl [0 AaB-
JeHust MeHee 5 kIla B TedeHHE 5 MUH, 4TOGbLI 06€CIEYNTD YAANICHNE BO3AYyXa IO MOCTYIICHH B Hee napa. [ToxasaeMblit
B KaMepy rnap vi/WIM MOCTYMaloUMUi Tyaa BTOPUYHO NOCNE BAKYYMUPOBAHUS KaMEPEI HEe AOMKEH HMCIONB30BaTbCA IS
yOaleHUS BO3OyXa.

A.1.3 Bosnyx, mocTymaioluuit B KaMepy B KOHLe LUMKIa, GUILTpYeTCs Yepe3 OMALTPH ¢ 3P HEeKTUBHOCTHIO
ouncTkH 99,9 % no yactuuaM 0,5 MKM,

A.1.4 Kamepa 1 KpblllIKa JOMXKHBI 06ecrieunBaTh NOAAEPXKAHUE TeMEPaTYPbl BHYTPEHHEH MOBEPXHOCTH KaMe-
pHl Ha ypoBHe paboueii TeMIepaTyphl.

A.1.5 B KaMepy DO/KHO NMOAaBaThes BMaXHOE TEMIO OT BHEILHEro O OTHOIUEHHIO K KaMepe HcTouHHuKa. [Tonava
napa gomkHa cootBercTBoBath [OCT P UCO 11134,

A.1.6 OGopynoBaHHe ZOMKHO GbITh MPUCTIOCOBNEHO LI paGOTH B aBTOMATHUECKOM PEXHMME U JOMKHO MMETh
CHCTEMY 3alTCH TeMIepaTyphl U JaBlIeHUS BHYTPH KaMepbl, KOTOpas JOJIXHa 6BITh He32BUCHMOM OT CHCTEMBI KOHT-
poJIs; JOMyCTUMast MOTPELLIHOCTD 3aITUChIBAIOILErO YCTPOHCTBA He ROKHA NnpeBbiiaTh 50 % JonycTHMoro KoneGaHus
KaXXIOi KOHTPOIHpyeMoit nepeMeHHoN. Hanpumep, ecnu Temneparypa BHYTPH KaMephl AOJIXHA NOAIEPXUBATLCA Ha
ypoBHe £1 °C, To MakcuMasibHas AOMYCTHMas MOrPEIHOCTb 3alIMCH TeMIepaTyphl JokHa 6biTe £0,5 °C.

A.1.7 BpeMs noaseMa TeMMnepaTyphl BHYTPH PE3UCTOMEpPa He JO/DXKHO Mpeskiiath 10 c.

A.1.8 B xoHUe mepHojia 3KCMO3ULHMM TeMMepaTypa BHYTPH KaMephl Pe3NCTOMepa JOJIKHA GBITh CHHUXEHA A0
100 °C uau MeHee 3a BpeMs He Gonee 10 ¢, ¥ kaMepa DOJXKHA BEPHYTHCA K JAaBleHHUIO OKpYyXalollie#t cpeanl (aTMoc-
depHOMY maBieHHIO) He 6oslee yeM 3a S c.

A.2 lopazok paGoThl ¢ pe3HCTOMEPOM

A.2.1 3akpenuTh HOCUTENH, NHOKYJIMPOBaHHbIE HOCUTENU WK GHONOTHYeCKHe MHANKATOPHl B COOTBETCTBYIO-
eM aepxaTene.

A.2.2 TTpeapapuTenbHO NOAOTPETh KaMepy Pe3nCTOMepa A0 HYXHOH TeMMnepaTypel.

A.2.3 TToMecTUTb 3arpyXeHHble HepXaTely B KaMepy, 3aKPBITh KAMEPY M OCTABUTh MX TaM Ha BPeMsi, MO3BO-
nswouee cTabUIN3MPOBaTh TEMMEPaTypy.

A.2.4 BhITIOTHNUTE OnepaLMy B CTeaYIOUEM TIOpsaKe:

a) BakyyMupoBath KaMmepy Jo (4,5 £ 0,5) kIla (wum 10 kIla ansa pexuMma ¢ NMPUHYIUTENbHBIM YAATEHUEM
BO3AyXa) B TEYEHHE 5 MUH;

B) MOJaTb Map B KaMepy A1 ZOCTHXEHHUA TpeGyeMoV TeMNepaTypsl ¥ JaBleHHs.

MpuMeyaHue— [Ipy HyNeBoOit SKCMIO3ULMHM Map He MOAABAT.

C) NOLIEePXHBATh 3TH YCIAOBUSA B TeUEHHE HEOOXOAMMOro BpeMeHH IKCIO3NLINY;

d) B XOHLe neproa SKCMO3ULMU BaKyyMUpOBaTh KaMmepy a0 JaneHus (10+3,5)kITa n 3ateM nomaTe oTHWIbT-
POBAaHHBI BO3ZYX MJIM MHEPTHBI ra3 (Tako# Kak a3oT), uToGhl JaBlneHUe CPaBHANIOCH ¢ aTMOCGEPHLIM B TeueHHUe S C.

A.2.5 B KoHLe LMKIIa YAQTUTD AepXKaTesb U rpo6bl U3 Kamephl.

A.3 Onpenenenne pe3UCTEHTHOCTH
PeaucrentrocTh onpeaensioT no 'OCT P UCO 11138-1.
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[MPUJIOXEHHUE B
(obsa3aTensHoE)

BousciieHne BeJHYHHBI Z

IMTonb3ysch npoleaypaMn ¥ JaHHBIMH, MPUBSACHHBIMU B 9.3, BLIUMCISIOT BeNUUUHY Z, “C, no ¢gopmyie

-7

L= %D -kD, ’
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