OCT P NCO 11138-3-2000

FTOCYOLAPCTBEHHbBIM CTAHAAPT POCCUMCKOW GEAEPALUNMN

CTepunmsaumns MeauLUMHCKON NpoayKumum

BUONOTMYECKMNE VNHAOAWNKATOPHI

Yactb 3

Bronornyeckne UHANMKATOPbI ANS CTEPUAN3ALUN
BNKHbIM Tenaom

M3gaHue opuymanbHoe

B3 12-99/645

FOCCTAHOAPT POCCUIN
MockBa


https://meganorm.ru/Index2/1/4294848/4294848437.htm

FOCT P NCO 11138-3—2000

1NOArOTOBJIEH Accouwnauueid MHXeHepoB M0 KOHTPOIO MuKpo3sarpsaHeHuin (ACUHKOM), Moc-
KOBCKOI MeAMLMHCKON akageMmueil um. V. M. CeueHoBa u VcnbiTaTeNlbHbIM 1a60pPaTOPHbIM LeHTPpOM MOCKOB-
CKOTO FOPO/CKOro LEeHTpa fe3nH(eKLum

BHECEH TexHu4yeckum KOMUTETOM Mo cTaHgapTu3aummn TK 383 «CTepunnsaumns MeguMLMHCKOR npo-
Aykuumn* [occtaHgapTta Poccun

2MPNHAT W BBEAEH B ,£l,EI7ICTBVIE MocTtaHoBNeHMem [occtaHgapta Poccuu 0T 7 nwona
2000 r. Ne 185-ct

3 HacTosAwmin cTaH[apT COAEPXUT MAEHTUYHBIA TEKCT MeXAyHapoAHoro ctaHgapTa MCO 11138-3—95
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10 MeTogbl MCNbITAHW

MpunoxeHve A MeTof onpeaeneHnsa pPe3aucTeHTHOCTU K NPOLLEeccy CTepuUInsaLmn BiaXkKHbIM TEN/1I0M
[MprnoxeHvie B BbIUNCNBHME BEIIMUMHBI * ..o
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BBegeHue

BUOoNOrMyeckmne MHANKATOPbI CMNONL3YHOT AN15 onpeaeneHns aMeKTUBHOCTY NpoLiecca CTepunn3anum,
KOTOpbI NPOBOAWTCA CMeLnaibHO NOATOTOB/IEHHBIM MEPCOHANOM.

MpuMeHeHne GUONOTMYECKUX MHANKATOPOB YKa3aHO U3roTOBUTENEM B MapKMpoBKe. Vcnonb3oBaHue
HECOOTBETCTBYIOLLMUX MHAMKATOPOB MOXET NMPUBECTU K OLUMBOUYHBLIM pe3y/ibTaTaMm.

Buonornyeckne MHAMKATOPbI JOMKHbBI BCErAa UCMOMb30BATLCA B KOMOUHALUW C (DM3NYECKUM U/MNN
XUMMWUYECKUM KOHTPO/EM C LIENbIo AeMOHCTpauumn aeKTUBHOCTM NpoLecca cTepuansaumn. Ecnm konebaHms
(U3NKO-XMMUYECKMX MOKasaTenei NpoLecca CTepunn3alnmy BoIXoaaT 3a A40NYyCTUMble Npeaensl, npouecc
CTepUNM3aLMn BCEraa A0MKEH pacCMaTPUBaTLCs KakK Heyj0BNeTBOPUTENbHbI, HE3aBUCMMO OT Pe3y/bTaToB
KOHTPOAS, MOMYUYEHHbIX C MOMOLLbIO 61ONOTUUYECKUX MHANKATOPOB.

S(PDHEKTUBHOCTb GMONOTMUECKMX VHAMKATOPOB MOXET 3aBUCETL OT YC/I0BUIA XpaHEHNUs A0 MOMEHTa WX
NPUMEHEHWs, METOA0B NPUMEHEHMS UK TEXHUKKM 06paboTKM Npo6 noc/e 3aBepLUeHns npouecca. Mo3atomy
HEo6X0AMMO BbIMONHATL PEKOMEH/ALMM N3TOTOBUTENS B OTHOLIEHWUM XPaHEHNUs U NpuMeHeHus. Bruonornuec-
KUe UHAWKATOPbl AO/KHbI 6bITh MepefaHbl AN 1abopaToOPHO KOHTPONS KaK MOXHO CKOpee moc/e WX
1CNO/b30BaHMA B NPOLIECCe CTepUnMU3aLmMmn. bronornyeckne MHAMKaTOPbI He fJO/MKHbI UCMOb30BaTLCS MOCNe
MCTEUeHMUS CPOKa rofiHOCTM, YKa3aHHOI0 N3TrOTOBUTENEM.
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FrOCYAOAPCTBEHHbBIN CTAHAAPT POCCUMCKOW ®EALEPALUNN
CTepunmsaumsi MegULIMHCKORM NpogyKumum
BUOMOIMMYECKUE NHONKATOPDI

YacTtb 3
Buonormnyeckne NHONKATOPbI ANA CTEPUIN3aln BN1adKHbIM TEMJ1I0M

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

[ara seefeHns 2001—01—01

1 O6nacTb NPUMEHeHMs

11 HacToAwmii cTaHgapr yctaHaBnMBaeT cneynduyeckne TpeboBaHns K TecT-opraHm3Mam v 6uonoru-
YeCKUM WHAMKATOpaMm, npefHasHayeHHbIM AN OLEeHKW NPOLLeccoB CTepUIM3aLmm BAaXHbIM TENIOM Npu
Temnepartypax Bbiwe 100 ‘C.

2 HopmaTtuBHbIe CChINKK

B HacTosALeM cTaHapTe NCNONb30BaHbl CChITKW Ha CNeayoLe 4OKYMEHTbI:

FOCT P NCO 11134—2000 CTtepununsaums MeaUUNHCKOW NpoaykKuun. TpeboBaHUA K Banugauumn un
TeKyLiemMy KOHTPO/. MPOMbILLIEHHAs CTepUIN3aL A BNaXHbIM TEMI10M

FOCT P CO 1113S-1—2000 Ctepunusayms MefuLMHCKON NpoayKumn. Brionornyeckue NHAMKaTopb.
YacTb 1. O6LMe NON0XKEHUS

3 OnpefeneHuns

B HacTodAwem ctaHgapTe ncnonb3ytotcs onpegenedus no FOCT P MCO 11138-1 u cnegytollee onpege-
NeHue.

3.1 BesimumnHa (NapameTp) r: lMoBblWeHWe TemnepaTypbl, HEOOX0AUMOE ANA YMeHbLIEHUS BENNYUHbI
D B 10 pa3 npu TennoBoii cTepuansaLuu.

4 O6uwwue NoNoXeHus

JomkHbl BbINONHATLCA Tpe6oBaHus FTOCT P MCO 11138-1. 3a UCKNOUEHMEM TeX MYHKTOB, KOTOpble
npeTepnen USMeHeHUA B HacToALLeM CTaHAapTe.

5 TecT-MMKpoOpraHusMmbl

B kayecTBe TeCT-MUKPOOPraHM3mMoB npuMmeHatoTcsa cnopbl Bacillus stcarothcrmophiius wnn gpyrue
LWITaMMbl MM MUKPOOPTaHn3Mmbl, 06/1agatoLLne aKBUBaNEHTHbIMI CBONCTBAMU.

MpunmeuvaHune —LLrammbl Bacillus stcarothcrmophiius NCTC 10003. DSM 494, Bac stcarothcrmophiius
ATCC 12980, DSM 22 1 Bac stcarothcrmophiius CIP 52.81. DSM 5934. ATCC 7953, NCTC 10007 MOryT cunTaThCst
NpUeMIemMbIMU.

W3gaHne oduumaisHoe
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6 CycneHsuu

Mpyn onpefeneHnm XUBbIX TECT-MUKPOOPTaHU3MOB OAHOM M TOM Xe cepumn CycneH3un TecT-opraHusma
KOHLEHTpaLns X Ao/MKHA COCTaBAATbL + 35 YOHOMUHA/ILHONK nonynaumu.

7 HocuTenn mn nepsuyHas ynakoBKa

Cneyndgurueckne TpeboBaHUS K HOCMTENAM U NepBUYHOI ynakoBke — no FOCT P MCO 11138-1,
NYHKT 4.4.

YCnoBus UCnbITaHUA AOMKHbI ObITb CNESYIOLLUMN:

- TemnepaTtypa —He MeHee MaKCUManbHOWM, KOTOpas YCTaHOB/eHa n3rotosutenem 5'C. Mpu oTcyTCcTBUM
3TUX flaHHbIX TeMnepatypa fo/mKHa cocTaBnATL 145 *C;

- BPEMSA 3KCMO3MLUN - HC MEHEe MakKCUMa/ibHOro, yCTaHOBJ/IEHHOIO U3rotosuTesiem. Mpu oTCyTCTBUM
3TUX AAHHbIX BPEMA MPUHUMAIOT paBHbIM 30 MUH.

MpumevyaHune — TN yCNoBMA BbIGPaHLI HA TOM OCHOBAHWMW, YTO OHW COOTBETCTBYIOT PEasibHbIM
MPOLECccam CTEPUN3ALMN NapoM.

8 buonornyeckne MHAMKaTOpPLI

8.1 YUncno xmn3HecnocobHbIX TECT-MUKPOOPTraHN3MOB B K&XA0M 61010 MYeCKOM MHANKATOPE A0/KHO
KOHTPO/MIMPOBATbLCA B MEPMOA NPOM3BOACTBA C TEM, YTOObI OHO COCTaBNAN0 +50 % HOMWHaNbHON monyns-
LUK, YCTAHOB/IEHHOW N3roTOBMUTENEM, UM HAXOAWOCH B NpeAenax Mexay MUHUMANbHOW 1 MaKCUManbHOM
nonynaumMaMu, yCTaHOBNEHHBIMU U3TOTOBUTENIEM.

8.2 PeTpocneKTMBHOE ONpeseneHrne Yncaa XX1MBbIX MUKPOOPTraH3MOB OCYLLEeCTBAAETCS B YCTAHOB/EH-
HbIX N3rOTOBMUTENEM YCNOBUAX KYNbTUBUMPOBAHUA CYCMEH3UN TECT-MUKPOOPraHN3MOB, N3BEKAEMbIX U3 HO-
CUTEeNs C MOMOLLbLI0 YyNbTpasByka, B cocyje (LelKepe) CO CTEKASAHHbIMU Gycamy Uan pyrum cOOTBET-
CTBYIOLLMM BaNMANPOBAHHBLIM METOLOM. YMC/0 XMBbLIX OPraHN3MOB CUNTAETCA NPUEMIIEMbIM, EC/IN OHO Haxo-
amTtea ot MuHyc 50 % go natoc 300 YoycTaHOBIEHHOTO 3HaYeHUS.

8.3 1119 NHOKYNMPOBAHHbIX HOCUTENER UK BMONOTNYECKUX MHANKATOPOB, NpefHa3HaYeHHbIX 415 Te-
KYLLEero KOHTPONS, HOMWHaNLHOE YACNO TECT-MUKPOOPraHN3MOB [JO/IXXHO ObITb He MeHee 1x 10sc huKcupo-
BaHHbIM NpMpocToM He 6onee 0,1 x 10%,

Mpn Tekywem KOHTPONE C MCMNOAb30BaHWEM aBTOHOMHbIX CUCTEM BMOMOrMYECKUX NHANKATOPOB
HOMMWHA/IbHOE YMC/I0 TECT-MUKPOOPTaHN3MOB MOXET ObITb MeHee 1x 10* npu ycnosuu BbINONHEHMA TpeboBa-
Huii 9.3.

MpumedaHue - WWOKYNMPOBaHHbIE HOCUTENN /UM BUOMOTMYECKME WHAMKATOPbI, NpefHa3HAueHHbIe
ANS ApYTVX Lieneid, Hanpumep, 4ns aTTectauyu, Bauaaumum 1 apyrux cnelmntnyeckux UcnbiTaHWii, MoryT notpe6o-
BaTb IPYr1X 3HaUeHW A HOMUHANBHON NonynsuMu 1S TEKYLLEro KOHTPOJIS OHO MOXET 6bITb  1X 10s.

9 Pe3ncTeHTHOCTb

9.1 N3roToBUTENb JOMKEH YCTAHOBUTbL BEIMUMHY [ ANA KaX0 cepumn 6U0N0rnyeckKuxX MHANKAToOpoB
WAN NHOKYNMPOBaHHbIX HOCUTENe C TOYHOCTbIO +0,5 MUH.

9.2 MeTogA onpefeneHns XxapakTepucTuK pesucTeHTHOCTU Kaxgoin cepnm 61MoNormMiyecknx NHANKaTopos
npuBedeH B NPUIoXeHun A

9.3 BenuuuHa A gns nonynaunuii TeCT-MMKPOOPraHM3MoB 6MONOrMYECKUX UHAMKATOPOB, NOAYyYeHHas
13 KPUBOWA BbKMBAHUA, NGO METOAOM KBaHTUNER A (hPakLMOHHbLIM HeraTUBHbLIM aHanW30M, MOJb3ysACh
npoueaypoit MPN (cm. pasgen 5 v npunoxernus B, C u DK FTOCT P MCO 11138-1), fomkHa 6bITb He MeHee
1,5 MUH Npy cTepuamsalmmn BRaXHbIM Tennom npu Temnepatype (121+1) 'C. BennynHa D, nonyyeHHas u3
KpWBOWA «aorapum nonynayun —BpeMsa*, [OMKHA 6biTb He MeHee 10 MUH.

9.4 BennumHa DTecT-MUKPOOPraHM3MoB B MHOKY/IMPOBaHHbIX HOCUTENAX A0/MKHA ObITb ONpesesieHa He
MeHee YyeM Mpu ABYX APYrMX 3HaYeHWAX Temnepatypbl B Agvana3oHe ot 110 go 130 *C ofHMUM M3 [BYX
YNOMSHYTbIX METOA0B. TW AaHHbIe LO/MKHbI 6bITb MCNOMb30BaHbI AN pacyeTa BeMUYMHbI Z, KOTOpas AO/MKHa
6bITb He MeHee 6 'C ¢ npupocToM He 6onee 0,1 *C. BennunHa z fomkHa 6bITb paccynTaHa CornacHo npuaoxe-
Huo B.
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10 MeToabl McnbITaHWA

MpuBOAMMBI B HACTOSILLLEM CTaHAAPTe MeTOA UCMbITaHUIA SABNSeTCA CTaHAAPTHbIM. MpK MCNONb30BaHUN
APYTUX METOA0B OHU JO/MKHbI 6bITb ONPeseNeHbl U BaMAMPOBaHbI. Jo/kHa 6bITh MOKasaHa UX KOPPensuus co
CTaH4apTHbIM METOZOM.

NPUNOXXEHUE A
(obs3aTenbHOE)

MeToz onpefeneHnst pesuCTEHTHOCTU K MPOLLECCY CTEPUM3ALMN BIXKHBLIM TEM/IOM

AJ1 PeanicToMep B10M0MMHECKOro MHAVMKATOPa Ha nap

ANN O6opynoBaHWe fOMKHO ObITb CNOCOBHO NOAAEPKMBATL CNEfYIOLLYe YCNIOBUS B X' CTaKObTCHHbIX Npedenax
3KCno3uumm ot Sc 4o 180 MUH € TOYHOCTLIO £1 C:

- Temnepatypa — (ot 110 go 145 ’C) 0,5 'C;

- faBneHve — (oT 140 no 413 kMa) £2,5 kMa;

- Bakyym — (0T 4 go 100 klMa) +£0,5 klMa nm He meHee 10 klMa gns 060pya0BaHMA C BUONOTUYECKUMU NHAN-
KaTopamu, NPUMEHSIEMbIMU TOMIbKO NPW CTEPUIN3ALMN CO BCTPOEHHLIM MPOLLECCOM MPUHYAUTENBHOIO YAANeHWs
BO3ayXa.

A. 12 YcTaHOBKa [j0/kHa 6bITb CHabXeHa YCTPOICTBOM, 06ecneunBaroLLyM BakyyMpoBaH/e kamepbl 40 faB-
NeHns MeHee 5 KIMa B TeueHWe 5 MUH, 4ToGbI 06ecneunTb yaaneH e Bo3dyxa 0 MOCTYN/eHNs B HeC Mapa. MoaaBaemblit
B Kamepy nap u/vay NocTynaroLyii Tyaa BTOPMYHO NOCne BaKyyMUpOBaHUS Kamepbl He fO/MKEH MCMOMb30BaThes A1
yfaneHus Bo3ayxa.

A.3 Bo3gyx, nocTynalowmii B Kamepy B KOHLE LyKIa, uabTpyeTcs uYepe3 (unbTpbl € 3heKTUBHOCTLIO
ouncTtkm 99,9 % no vactyam 0,5 MKM.

A 1.4 Kamepa U KpblLLKa JOMKHbI 06ecneyrBaTb NoAAepKaHue TeMnepatypbl BHYTPEHHel NoBepXHOCTW Kame-
Pbl Ha YpOBHe paboueil TemmnepaTypbl.

A. 1.5 B Kamepy [JO/KHO M0fAaBaTbCs BIaXKHOE TEMNJI0 OT BHELLHETO M0 OTHOLLEHMIO K Kamepe UCTOYHMKa. Nojada
napa fomkHa cooteetcreosars OCT P NCO 11134,

A 1.6 O60pyaoBaHVe AO/MKHO 6bITb NPUCMOCO6/1EHO AN PabOTbl B aBTOMATUYECKOM PEXMME U LOMKHO UMETb
cucTeMy 3anucy TemnepaTypbl ¥ AaBNeHWs BHYTPU Kamepbl, KOTOpas AOMKHA OblTb HE3aBUCUMOIA OT CUCTEMbI KOHT-
pons; LOMyCT!Mas NOrPeLIHOCTb 3anMCbiBaOLLEr0 YCTPOICTBA HC AOMKHA NpeBbIwaTh 50 % f0MyCcTUMOro KonebaHus
KaXK[0 KOHTPONMMPYEMOin nepeMeHHO. Hanpumep, ecnv Temnepatypa BHYTpU Kamepbl [fO/MKHA NOAAEPXKMBATLCS Ha
ypoBHe +1 'C, TO MakCuMasibHas 40MyCTMMas NOrpeLlHOCTb 3anmcK Temnepatypbl 4Oo/mkHa 6biTb £0.5 *C.

A 1.7 Bpems nofbeMa Temneparypbl BHyTPU PC3UCTOMCpPa He A0/MKHO npesbilarh 10 c.

# A.18 B konve nepuoga 3KCMo3uLuu Temrepartypa BHYTPU KaMmepbl pe3ncToMcpa A0/KHa ObiTb CHUXEHA [0
100 *C nnn MeHee 3a Bpems He 6onee 10cC, U Kamepa JO/KHA BEPHYTLCA K [aBIEHWIO OKpYyXKatoLLeli cpefpl (aTmoc-
(hepHOMY JaBfeHut0) He 6onee Yem 3a 5 ¢

A.2 TopsfoK paboTbl C PesvicCTOMEPOM

A 2.1 3aKpenuTb HOCUTENN, MHOKYNMPOBAHKbLIC HOCUTENW VAW BUONOrMYECKe MHAMKATOPbI B COOTBETCTBYIO-
Lem fepxarene.

A.2.2 TMpefBapuTebHO MOAOTPETb KaMepy PC3MCTOMCpa O HYXKHOW TemnepaTypbl.

A.2.3 TIoMeCTUTb 3arpyXXeHHble [epXxaTenn B KaMepy, 3aKpbiTb Kamepy 1 OCTaBWTb UX TaM Ha BPeMs, No3BO-
nsAloLLee CTabmnn3MpoBaTb TemrepaTypy

A.2.4 BbINONHUTL OMepaLymn B CNefyroLLeM MopsaaKe:

a) BakyymupoBaTb Kamepy f0 (4,5 = 0,5) kMa (uam 10 kMa gna pexuma ¢ NPUHYAUTENbHLIM YAaneHneMm
BO3ZlyXa) B TEUeHVe 5 MUH;

B) MofaTb Nap B Kamepy Ans AOCTUXeHWs Tpebyemoii TeMnepaTypbl U AaBNeHUS.

MpumeuyaHune —Ipy Hynesoli IKCMO3MLMK Nap HC MoAaBaTb.

C) NOAAEPXKMBATbL 3TN YCNOBUA B TEYEHWE HEOOXOAMMOr0 BPEMEHU 3KCMO3NLUK;

d) B KOHLe nepvofa 3KCNo3nLMmn BaKyyMupoBaTh Kamepy A0 fasneHus (10£3,5)kMa v 3ateM nogatb OTUILT-
pOBaHHbIN BO3AYX UM UHEPTHBINA ra3 (Takoi Kak asoT), 4Tobbl fjaB/ieHNe CPaBHANOCH C aTMOCHEPHBLIM B TeYeHue 5 C.

A.2.5 B KOHLe umKia yganuTb iepkatesb U Npodbl U3 Kamepbi.

A.3 OnpepaeneHne Pe3sUCTEHTHOCTU
PesuctenTHOCTb onpesenatoT no FOCT P MCO 11138-1
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