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BBeaenne

Buonoruyeckue WHAMKATOPHI MCIOMB3YIOT yisi ompenenenus >(dexTuBHoCTH
IpoIecca  CTePMITM3ALNM, KOTOPBIM MPOBOAWTCS  CIIEIMAIBHO  ITOJTOTOBJICHHBIM
MIEPCOHATIOM.

IIpuMeHenne OHONOTMYECKHX HHIWKATOPOB YKA3aHO HW3TOTOBHTENEM B
MapkupoBke. Hcnoiip30BaHUE HECOOTBETCTBYIOIIMX WHMKATOPOB MOXET HMPHBECTH K
OIIMOOYHBIM PE3YJIBTATAM.

Buonornyeckie MHAMKATOPBHI JOJDKHBI BCET/IA WCTIONIh30BAThECS B KOMOMHAIINH C
(U3UUECKUM U/VMITH XUMHYECKHM KOHTPOJIEM C LEJbI0 AeMoHcTpauun 3ddexTuBHOCTH
mporiecca crepuim3anui. Ecnu komeOanusa (GHU3NKo-XHMHUICCKIX MoKa3aTeei mpoiecca
CTEpIJIM3AIMH BBIXOAAT 33 MOMYCTHMBIE IMPEAENbl, NPOLECC CTEPHIN3AMM BCEraa
JOJDKCH PacCMaTPUBAThCA KaK HEYIOBJICTBOPUTEIBHBIN, HE3aBUCHMO OT PE3YJIbTATOB
KOHTPOJIA, OYUYSHHBIX C TIOMOIIBI0 OMOIOTHIECKUX HHANKATOPOB.

OddexTrBHOCTS OMOOTHUECCKUX WMHAWKATOPOB MOXKET 3aBHCETh OT YCIOBHI
XPaHEeHUs! O MOMEHTA UX TPUMEHEHHsI, METOI0B IPUMEHCHUS WM TEXHUKH 00paboTKn
mpo0 TOCHe 3aBepIieHns mporecca. [109ToMy He0OXOAUMO BBIMOIHATH PEKOMEHAALNT
H3TOTOBHUTENS B OTHOLIEHHH XPAHEHWS W NPUMEHEHHA. buonormyeckue MHAMKATOPEI
JIOJKHBL OBITH MepefaHbl i 1ab0paTOPHOro KOHTPOJIA KaK MOXHO CKOpee IMOCie HX
UCIIOIB30BAHMA B IPOLECCE CTEPMIM3AIK. BHOIOrHUCCKHEe MHAUKATOPHl HE MOJKHBI

HCIOJB30BATHECA MOCIIEC HCTCUCHHUA CPOKA T'OAHOCTH, YKa3aHHOI'O H3TOTOBUTCIIEM.
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MEXKITIOCYJAPCTBEHHB N CTAHJAAPT

Crepuimzanysi MeJHIHHCKOI IPOAYKIHHU
BUOJIOTHYECKHUE NHANKATOPBI

Yacrs 3
Buojornyeckre HHANKATOPHI 1151 CTEPUIH3ALMHE BJIAYKHBIM TEILIOM

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

HaTta BBegeHnsa — 2015-01-01

1 O06aacTh NIpUMeHeHust
1.1 Hacrosimii cTaHmapT ycTaHABIMBAeT cHenuduueckue TpeOOBaHUA K
TeCT-OpraHM3MaM M OWOJIOTHUCCKMM HWHIHKATOPaM, NPETHA3HAUCHHBIM AT OLCHKH

MPOIECCOB CTEPHITH3ANINH BIIAXKHBIM TEIJIOM IpH TeMmepatypax Boime 100 °C.

2 HopmaTuBHbIe CChLIKH

B HacTosIIIeM CTaHIaPTE UCTIONBb30BAHbI CCHIIIKH HA CIEAYIOIHE JOKYMEHTHI:

ISO 11134:1994 Sterilization of health care products. Requirements for validation
and routine control. Industrial moist heat sterization (Crepuimsaius MeIULHHCKOM
npoaykuun. TpeboBaHus K BalHmalldid W TEKYIIEMY KOHTPOINO. IIpombliuieHHAs
CTEPWIN3aIHS BIaKHBIM TEIUIOM )

ISO 11138-1:1994 Sterilization of health care products. Biological indicators.
Part 1. General (Crepunuzaims MeIMUMHCKONW MNPOAYKUMH. BuHOIOrHUYeCKue

uHaukaropsl. Yacts 1. O6mme monoxxeHus )

3 OnpeaeseHust

B HacroAmeM cranmapre ucnonb3yioTca ompeaenenus mo I1SO 11138-1 u

ClieTyFoLIee OTIPE/ICIiCHHE.



Ir'OCT ISO 11138-3-2012

MN3aanue opuuunansHoe

3.1 pesmunna (mapamerp) z: IIOBbILICHHE TeMIEPaTypHl, HEOOXOAMMOE [Jis
ymenbIenus Benuauabl D B 10 pa3 mpu TemIoBol cTeprn3aliH.

4 O01He moJI0KeHus

Jlomkus! BEIIOMHATEC TpeboBanns SO 11138-1, 3a HCKMIOUEHHEM TEX ILyHKTOB,

KOTOPBIC MTPETECPIICITA USBMCHCHUA B HACTOALLICM CTaHAAPTE.

5 TecT-MHKPOOPraHu3Mbl

B  kauecTBe  TECT-MHKPOOPraHH3MOB  MNpUMEHAIOTCS  cmopel  Bacillus
stearothermophilus wnm gpyrde ImTaMMBI WM MHKPOOPTaHH3MBL, 0OIajarome

SKBHBAJICHTHBIMH CBOMCTBAMH.

IIpumeuanue — Illrammbr Bacillus stearothermophilus NCTC 10003, DSM 494, Bac.
stearothermophilus ATCC 12980, DSM 22 u Bac. stearothermophilus CIP 52.81, DSM 5934, ATCC
7953, NCTC 10007 MOryT CHUUTATbCS IPUEMIIEMBIMH.

6 Cycnensuu

IIpu ompenencHME >KMBBIX TECT-MHKPOOPraHM3MOB OJHOM M TOH JKe CepHH
CYCIIEH3UH TECT-OpPraHN3Ma KOHIEHTPaLU UX JOJKHA COCTABIATS + 35 % HOMUHATBHOM

MOMYJIALAH.
7 HocuTenn 1 nepBuyHas ynakoBKa
Cremuduueckue TpeOGOBaHMSA K HOCHTENSIM M IIEPBHYHON ymakoBke — 1o ISO

11138-1, mynkt 4 4.

Y ClIOBUS HCIIBITAHUN TOTKHBL OBITH CIICAYIOITUMH |
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- TeMIepaTypa — HE MEHEe MaKCUMaJllbHOH, KOTOpas YCTaHOBJIEHA
nmarotosutenieM 5 °C. TIpu OTCYTCTBHM 3TUX AAHHBIX TEMIIEPATypa JOJKHA COCTABIIATH
145 °C,;

- BpeMSA O3KCIO3WIMM — HE MEHee MaKCHUMAIFHOTO, YCTaHOBJIEHHOIO

U3roToBUTeNEM. IIpH OTCYTCTBHM 3THX AAHHBIX BPEMs MPHHHAMAIOT PaBHBIM 30 MHH.

IIpumMeuaHnue — ITHYCIOBHS BLIOPAHBI HA TOM OCHOBAHHH, YTO OHU COOTBETCTBYIOT

pealbHbIM NpOLECCaM CTEPUIIHM3aLIMU IAPOM.

8 Buojioruueckne HHIAUKATOPbI

81 UYucno  KH3HECHOCOOHBIX  TECT-MHKPDOOPTaHW3MOB B KaXKAOM
6HOIOrHICCKOM HHIHKATOPE JOJDKHO KOHTPOJIMPOBATHCSA B IIEPHOJ] IPOU3BOJCTBA € TEM,
yroObl OHO cocTaBiwio +50 % HOMHHANBHOH MOMYISAIMH, YCTAHOBIEHHOM
H3rOTOBHMTENIEM, HITH HAXOIWJIOCh B MPEAETax MEXIy MHHAMAIBEHON U MaKkCHMalbHOH
TIONYJISILMSIME, YCTaHOBJICHHBIMH H3TOTOBUTENIEM.

8.2  PerpocnekThBHOE OIpeneeHHE 4YHUCIA JKUBBIX MHKPOOPraHW3MOB
OCYIIIECTBISETCS B YCTAHOBJICHHBIX W3TOTOBHTENICM YCIOBHAX KYyJIbTHBHPOBAHUSA
CYCIICH3HWM TECT-MHKPOOPTraHM3MOB, W3BIEKAEMBIX H3 HOCHUTENA C€ TMOMOMIBIO
yABTpasByka, B cocyde (miefikepe) CO CTEKIIHHBIMH OycaMu WM JPYTHM
COOTBETCTBYIOIINM BAJIMAUPOBAHHBIM METOJIOM. UMCIIO JKUBBIX OPTaHM3MOB CUHTAETCA
TPHEMJIEMBIM, €CJTH OHO HaxOmuTCsA OT MuHyc 50 % mo mmoc 300 % ycTaHOBIEHHOTO
3HAUCHHS,

8.3  JInd WHOKYJIHPOBAaHHBIX HOCHTENEH WM OUOJOTMYECKUX HHINKATOPOB,
TIPEAHA3HAYCHHBIX Ut TEKYLIETO KOHTPOJIA, HOMHHAJIFHOE YHCIIO
TECT-MHUKPOOPTaHM3MOB J0JDKHO OBITH He MeHee 1 X 10° ¢ PUKCHPOBAHHBIM TIPHPOCTOM
ne Gomee 0,1 x 10°,

[pu TeKyIeM KOHTPOIIE C UCIIOIB30BAHHEM aBTOHOMHBIX CHCTEM OHOJIOTHYECKHX
MHIMKATOPOB HOMHUHANBHOE THCITO TECT-MHUKPOOPraHU3MOB MOXKET ObITh Menee 1 x 10°

TIPY YCITIOBUH BBITOTHEHUS TpeOoBanuit 9.3.
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Ilpumeuanue — IHHOKyIHPOBaHHbIE HOCUTENIN W/WIM OUOJNIOTHMYECKHE HHIUKATODHL,
NpedHa3sHa4YeHHble JUI1 JAPYrux Lened, Hampumep, A aTTecTaluM, BalUJAUUM W JOPYTUX
crieupUUECKUX UCIBITAHUH, MOTYT MOTpeOOBaTh APYrHX 3HaYeHUIl HOMHMHANBHON momyJsuuu. st

TEKYLIEro KOHTPOJISL OHO MOKeT ObITh 1 X 108,

9 PesncrenTnoctn

9.1 UsroToBuTens MOMKCH YCTAHOBHTH BEIWUMHY [ I KaKAOH cepun
OMOJOTUUECKUX WHAWKATOPOB WJIM WHOKYJIMPOBAHHEIX HOCHTENEH ¢ To4HOCTRIO +0,5
MHH,

9.2 Meron oOmpemeneHH XapaKTEPUCTUK PE3UCTEHTHOCTH Kax/0i cepHur
OMOJIOTMUECKUX HHINKATOPOB IPUBEICH B IPAIOKEHAN A.

93 Bemuuura D mid TOOyJSIMNA TECT-MAKPOOPTAaHU3MOB GHOJMOTHICCKHX
HHIAKATOPOB, MOJyYEHHAS W3 KPHBOM BBDKUBAHWSA, JTHOO METOAOM KBAHTHJICH WM
(paKIMOHHBIM HETaTHBHBIM aHAJIM30M, MOJNB3YACH mpoueaypoit MPN (cM. paznen 5 u
mpwiokenus B, C u D k ISO 11138-1), momkna GbiTh HE MeHee 1,5 MUH mpH
CTepWIM3allMA BIAXHBIM TemioMm mnpu temmeparype (121+1) °C. Benwmumma D,
TOJTyYeHHAsA U3 KPUBOH «IorapuM MOMYIAIMH — BpeMs», HO/DKHA OBITh He Meree 10
MHUH.

94 Bemumuwbna D TECT-MHKPOOPTaHHU3MOB B HMHOKYJIMPOBAHHBIX HOCHTEIISX
JOJDKHA OBITH ONpE/Ie/icHa He MEHEe UeM IPU IBYX APYrUX 3HAUCHHUAX TEMIEPATyphl B
quanazone ot 110 go 130 °C ogauM M3 ABYX YHNOMSHYTHIX METONOB. OTH AAaHHBIE
JIOJDKHBI OBITh MCTIONB30BAHBI [T pacueTa BEJIMUUHBI Z, KOTOPAs JOJDKHA OBITh HE MEHEe
6 °C ¢ mpupoctom He Goree 0,1 °C. Bennuuna z momkHa OBITh pacCUHTaHa COTIIACHO

MIPUIIOKEHUIO B.

10 MeToabl UCIIbI TAHUH
TlpuBoaMMBIii B HAcTOSAIEM CTAaHAAPTE METOA  WCIBITAHHUH  SIBJIACTCS
cTaHmapTHBIM. [Ipy HCONB30BaHUM IPYTHX METOJOB OHM JIOJKHBI OBITh OIPENEICHBI K

BaJTMTUPOBAHEI. I[OJ'I)KHa OBITH TTOKA3aHa UX KOppeAnUAa CO CTaHOAPTHBIM METOI0OM.
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IMpunoxenne A
(o0s13aTENILHOE)

Mero onpee/ieHus: pE3sHCTEHTHOCTH K MPOLIECCy
CTEPHIM3ALHM BJIAKHBIM TEILIOM

A.1 PesncToMep OHOJIOTHYIECKOr0 HHAHKATOPA HA Map

A.1.1 O6opynoBarme HOIKHO OBITH CIIOCOOHO TOMNEPKHBATH CIEAYIOUIHE
YCIIOBHA B YCTAHOBJIEHHBIX NIPEJENax SKCno3uuu ot 5 ¢ 10 180 mMun ¢ TounocThio £1 ¢:

- temmeparypa — (ot 110 mo 145 °C) +0,5 °C;

- nmasnenue — (ot 140 po 413 klla) £2,5 «l1a;

- BakyyMm — (ot 4 mo 100 kIla) +0,5 xIla wmm we menee 10 klla mus
o0opymoBaHusi ¢ OHOJOTMYECKMMH HWH/MKATOPAMH, NPHMEHSEMBIMH TOJBKO MPU
CTCPUIIH3AIMA CO BCTPOSHHBIM MPONECCOM NPHHYIUTEIBHOTO YAJICHAS BO3AyXa.

A.1.2 VYcranoBka mobkHa OBITH CHaOXEHA YCTPOHCTBOM, OOCCTICUHBAIOIIMM
BaKyYyMHpPOBaHHE KaMmepbl N0 JaBiieHus MeHee 5 kl[la B TeueHwe 5 MHH, 4TOOBI
obecrieunTs yAJICHIE BO3AyXa IO MOCTYIUICHHU B Hee napa. [lonaBaeMElii B kaMepy map
W/WIM MOCTYMAOUMH TyAa BTOPHYHO MOCIE BAaKYYMHUPOBAHHA KaMephl HE IOJDKCH
HCTIONTB30BATHCS JUIsSL YIAJICHAS BO3AYXA.

A.1.3 Bo3ayx, mocTymawoiuii B KamMepy B KOHIE ITHKJIA, QUIBTPYETCI depes
(unbTpHI ¢ 3 heKTHBHOCTHIO 04UCTKH 99,9 % 1o gactrmam 0,5 MKM.

A.1.4 Kamepa u Kppillka JOJDKHBI 00€CHEeUMBaTh MOANCPXKAHUE TEMIEPATYPhI
BHYTPEHHEH MOBEPXHOCTH KaMePHI HA YPOBHE paboueii TeMIepaTypsl.

A.1.5 B xamepy OKHO TIOAABATHCS BIIAXKHOE TEIIO OT BHEITHETO 10 OTHOIICHUIO
K Kamepe ucrounnka. [logaga napa qomkaa coorsercrsoats [SO 11134,

A.1.6 OG6opymoBaame mOomKkHO OHTH mTpHcHOcOOAEHO Jnaa  paboThl B
ABTOMATHYECKOM PEKUME H JIOJDKHO UMETh CHCTEMY 3aIUCH TEMIIEPATyPhl U JTaBJICHHs
BHYTPH KaMepbl, KOTOpas HOJDKHA OBITh HE3aBHCHMOH OT CHCTEMBI KOHTPOJL,
JIOMyCTHMAs TIOTPEIHOCTD 3aITMCHIBAIOIIEr0 YCTPOHCTBA HE OJDKHA TpeBbmarh 50 %

JOTYCTHMOro KonieOaHWs KaXIod KOHTpoNHpyemoii mepemeHHoi. Hampumep, ecnm
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TeMmeparypa BHYTPH KaMepsl JAOJDKHA TOMICPKHBAaThcd Ha ypoBHe =1°C, To
MaKCHUMaJIbHas JOMyCTUMAs MOTPENTHOCTD 3allHCH TEMIIEPaTyphl HoiikHa ObiTh +0,5 °C.

A.1.7 Bpemsa nogpeMa TeMIIepaTypsl BHYTPH PE3HCTOMEPA HE TOIDKHO MPEBHIIIATh
10c.

A.1.8 B koHIe neprosa SKCIO3ULHKA TEMIIEPATyPa BHYTPU KaMePhl PE3UCTOMEpPa
JomxkHa ObTh cHIKeHa 1o 100 °C win MeHee 3a BpeMs He 6onee 10 ¢, m kamepa momKHA
BEPHYTHCA K JABJICHUIO OKPYIKaoIIe cpeabl (arMOchepHOMY JaBICHHUIO) HE Oonee uem
3adc.

A.2 lopsinok paboThI ¢ pe3uCTOMEPOM

A2.1 3akpenuts HOCHTENIM, UHOKYIUPOBAHHBIE HOCHTENH WIM OHOJIOTHYECKHE
WHIUKATOPHI B COOTBETCTBYIOLIEM JiEPIKaTeIe.

A22 IlpenBapuTenbHO TMOJOTPETh KaMepy pe3UCTOMEpa /A0  HYKHOH
TEMIIEPATYPHIL.

A.2.3 Tlomecturp 3arpyXeHHBIC [epXKaTeTH B KaMepy, 3aKpeITh KaMepy H
OCTaBUTH HX TaM Ha BPEMs, TIO3BOJISAIONIEE CTAOMITH3HPOBATh TEMIEPATYPY.

A.2.4 BpInONHUTH OMiepaluy B CASAYIOIEM IOPAJIKE:

a) BakyymupoBaTh kamepy mo (4,5 £ 0,5) xlIla (wmm 10 klla mna pexuma ¢
TIPUHYIUTENbHBIM YAATCHAEM BO3/IyXa) B TEUCHHE 5 MUH,

B) MOJATh Tap B KaMepy I JOCTHXEHHUS TpeOyeMoii TeMIepaTypsl U JaBICHHUS.
IIpumeganue — I[lpu HyneBoii 3KCMO3ULUY NAP HE NONABATD.

c) MO/UICPKMBATh OJTH YCJIOBHA B TEYeHHE HEOOXOJUMOro BpEMEHU
JKCIO3ULINHY,

d) B KOHIE TEpUOAA OSKCMO3UIMH BaKyyMHpPOBaTb KaMepy A0 MAaBJICHHA
(10+£3,5)kI1a u 3arem nopate OTGUIBTPOBAHHBIA BO3YX WM WHEPTHBIH Ta3 (TakoH Kak
a30T), 4TOObI AaBJICHHE CPABHSIOCH ¢ aTMOC(EPHBIM B TEYESHHE 5 C.

A.2.5 B KOHIIe HHKIIA YAAIATH JSPXKATENb ¥ MPOOBI H3 KAMEDHI.

A.3 OnpenesieHne pe3nCTEeHTHOCTH

PesucrentrocTs onpeaessior mo [SO 11138-1.
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IIpuno:xenue B
(o0s13aTesIbHOR)

BoruncjieHne BeJIMYUHHBI I

[Tonp3ysich TponeaypaMHd W JaHHBIMHA, TPHBSACHHBIMH B 9.3, BBIUMCISIOT

BeanunHy z, °C, mo dopmyie

z=1,-T,;
lgDI-lgDz'

rne D; u D, — BemmuuHbl, nogy4deHHble pu Temuepatypax T1 u T cooTBeTcTBEHHO (CM. 9.4).
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Ipuioxenune A

(cpaBo4HOE)
CBexeHHsI 0 COOTBETCTBHH MEKI0CYJaPCTBEHHBIX CTAHIAPTOB
CCHLUIOYHBIM MEKAYHAPOAHBIM CTAHIAPTAM

Taonuma JIA.1

O603HaueHHne U Crenens O0o03HaYeHHe 1 HAUMEHOBAHNE
HAUMEHOBAHUE COOTBET- MEXTOCyIapCTBEHHOTO CTaHAapTa
MEKTyHAPOIHOTO CTBUA
CTaH/apTa

ISO 11134:1994 - *

Crepunmzanms
MEIUIMHCKON
IPOAYKIIHH.
TpeGoBanus k
BaJIM/IALIMK U TEKYILEMY
KOHTPOJTIO.
TIpombrminennas
CTEPUIIN3ALUS BIAKHBIM
TEMIOM

ISO 11138-1:1994 IDT |T'OCT ISO 11138-1-2012 Crepunu3zaums
Crepunuzanus MEJIUITUHCKOM MpOAyKIMHU. bruomornueckne
MEIULMUHCKON uaaukaTopel. Yacte 1. Texnuueckue
MPOIYKIWH. TpeGoBaHusA
Bbuonornueckue
uHauKatopel. Yacte 1.
O061me noaoKeHUs

¥  COOTBETCTBYIOIIMA MEKTOCYIapCTBEHHbI CTAHAAapT OTCYTCTBYeT. 1O  €ro
YTBEPKAEHHMST PEKOMEHAYETCS HCIONb30BaTb MEPEBOJ HA PYCCKHMH SA3bIK  JAHHOTO
MEXIYHApOAHOTO cTaHAapTa. llepeBon MaHHOTO MEXIYHApOAHOTO CTAaHAAPTa HAXOAUTCS B
DenepanbHOM HHPOPMALIOHHOM (OHIIE TEXHHYECKHX PErIaMEHTOB U CTaHAAPTOB.

Ilpumeuanue — B HacrosileM CTaHAapTe HCIONB30BAHO CIEAYIOLIEe YCIOBHOE
0003Ha4YeHNe CTENeHN COOTBETCTBUS CTaHIAPTa:

- IDT — upeHTHYHBIE CTAHAAPTHI




T'OCT ISO 11138-3-2012

YK 637.132.4:715.478:658.513:006.354 MKC 11.080 P26

KnroueBbie  ClOBa:  MEAWIMHCKAS — TPOMYKIHA, MEIUIMHCKOS  000pyI0OBaHHUE,
CTEPHITH3AIHS, TIAp, OMOIOTHUECKHe HHANKATOPHI, CTIEITH(HKAIIAT
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