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| TIOATOTOBIEH Accoumauvell WHAEHEPOB Mo KOHTPOAD Mukpozarpsipenui (ACHHKOM),
Mockosckoit MenHuHHCKON akanemueii uM. H.M Ceuenosa # HenbrratensHbid 7a60pATOPHEM LEHTPOM
MOCKORCKOTO FOPONCKODO LEHTPA OesHHGBCKIMM

BHECEH Texnwgeckum xomurerom no cTanfaprasamms TK 383 «CrepuiM3ains MeIHUHECKoH
npomykunses Foceranaapra Poccun

2 MPHHAT W BBEAEH B OEACTBHE Mocranonnennem Tocerannapra Pocelut ot 27 oktabpa
2000 r, My 280-c1

3 HacToAuumii cTanaapT coAepHoT ayTEHTHYHE TEKCT MEXIVHAponHoTe crangapra HCO 11138-2—9%4
«CTepHAHIAIMA MEHIHHCKoR npodyvikunn. Bronormveckne wHEMEaTOpE. HYacre 20 Buoaoryueckie HH-
MHEATORG LA CTEPHITHIAUEE OKCHIOM ITHIEHA

4 BEEIEH BIIEPBLIE

2 WIK HWazarerscToo cradgapros, 2000

Hﬂ.l’."I"JHIJIHH CTAHIAPT HE MOMET ObITH MOMHOCTEND HAH YACTHUHO BOCTIPOHIREAEH, THPERHPOBAH H
PACTIPOCTPAHEH B KaYecThe ofuunateHorD witanna 6e3 paspeenna DoccTanmapra Poceun
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Beegenue

Buogoriiec ke HHINKATODE HCIIOIRIYEOT LA olpeiencinia dhdeTHRHOCTH Npoleccs CTEpHIHEa-
UHH, KOTOPhH NPoROIRTCA CHEUHAIEHO NOITOTORNEHHEIM MEPCOHATDM.

MOCT P HCO 11138-] onpenengsT ocHOBHBE TPEGOBAHMA K MPOHIROICTEY, MAaPKHPOEKE W paboTe
oBOPYIOBAHKA TIPH MITOTORICHHU M GHOTOTHYECKHN HHIMKATOPOS, IPHMEHACMBIX [UIH KOHTPOIA MPOLIECCOR
crepiniaanmd. HacTomumii cTaHiapT cOUEPANT cnelHansHee TpeDosaHni K npoueccaM crepriHialmm
OKCHIOM 3THICHA.

MpuMeHeHHe GHOMOMHYECKHK HHIMKATOPOE YKA3AHO WITOTOBMTEAEM B Mapkuposke. Henoabsosarme
HECOOTBSTCTEYHIIIHY HHOMKATOPOB MOMET NPHBSCTH & OIUHOOUHEIM PESYABTATAM.

EHOAOIHYECKAS HHIHKATOPE JODKHEL BOEIIA HCIONBIOBATECA B KOMOHHAIHN © (PHIKIECKHM W
KHMAYSCKNM KoHTpoeM 3dpeKTHBHOCTH Npolicccd cTepan3auny. Eean konebainn QUanKo-XHMHYeCKHy
HOKA3ATENeH Mpolieccd CTEPIHIALMH BBIXOMAT 31 NOMYCTHMLIE MPEALIE, NPOLECC CTEPHINMIATIHE PRCCMAT-
PHBAIOT KAK HEYTORTETBOPHTENLHEL, HO3ABHCHMO OT PE3YALTATOB KOHTPOIA € NOMOILbI0 GHONOTHHECKHN
HHIHEXTOPOE,

DipeKTHBHOCTE BHOAOTHYECKER WHIHKATOPOE MOMCT 3BHCCTE OT YCIOBHHE XpaHaHWT 10 MOMEHTE
HA ApHMEHEHHA, METOO0B TPHMCHEHHA HAH TENWHEH obpaboTke npol [Moee 3APepIeHHs Mponeccd.
[MosToMy HEoBXONHMO BRIMTOTHATE PEKOMEHIALRN HIOTORHTENA B OTHOIIEHHH XPAHCHHA W [PHMEHEHNA.
Buonorimeckie HHAMKATOPE MMI3HE OLITE NEPCIAHE LA JAGOPATOPHOTO KOHTPOME KK MOXHO CHOpes
[OoCHS MY MCHOMBI0EIHMA B MPONEccs CTEPHIMIAIEE. hHolorHYeckie HHIHKATOPS He MOMRHE! HCIOMb-
BORATRCA [OCIE HCTEYEHHA CPOKA NMIHOCTH, YKAIAHHOMD HArOTORHTEREM.
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kK 'OCT P HCO 11138—2—2000 Crepnmizanusa MeIHUMHCKO#l DpOaYKIHN.
buotoruweckue nuukareps. Yacrs 2. bnonoruseckne HEIHKATOPE 118 CTe-
PHIHZAIHE ORCHIOM ITHIEHA

B kaxom mecte Hanevartano HoraHo DT
Pasren 2 Texunueckne Tpefionanud | O0WKHe TPeDOBLH KA
[punoxenue A B Tabauue | B TadanLe A.l

[vuaxr A1l Tagdannpal Taoaguwua Al

(UYC M 42001 1)
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FTOCYITAPCTBEHHBMHN CTAHJAPT POCCHHCKOI OEJEPAIIHH

Creprinsauns MeTMUMECKOR DPOIYKIHA
FHOJOTHYECKHE HHIHEATOPRI

Jacte 2

Bauonoruaeckne HHIHEATOPS IAA CTEPHAHIANEH OKCHI0M ITHIEHA

Sterilization of health care products. Biological indicators. Part 2.
Biological indicators for ethylens oxide sterilization

Jara seenesnn 2002 —01—01

1 Obnacrs npAMenenns

L.l Hactosunei cTamaapt yeranawimeaeT cneumdeckie TpeGOBAHHA K TeCT-MHKDOODTAHMIMAN K
DHOIOTHYECKHM FHIMEATODEM, NPEIHAIHATCHHEM 08 OlEHKH NpOUecCon CTEPHITHAELIME YHCTIM  Fa30M
OKCHIL STHACHA HITH B CMECH ¢ TA3aMi-IerMaTHIATOPAMY DM TEMTIEPATYPAX CTePHAHIAMK of 20 mo 65 °C.

2 HopmaTHBHBIE CCBIIKH

B HacTOMMIEM CTAHJAPTE HCIIOIBIOBEHA CCHUTKA HA CREMVIOUDIN cTAHTADT:

MOCT P HCO 11138-1=2000 CrepuniMsaums MeRHUMHCEOR NPOIVELNY, BHONOIHYECKHE HHIH-
waropl. HYacre 1. Texuuueckue rpebosanms

3 Onpenenennn
Onpenenerna — na NTOCT P HCO 11138-1.
4 Obmue nonoxeHus

Honxe pemonnaTEes tpeboBarua FOCT P HCO 11138-1, 3 MokmousHMem Tex NYHKTOB, KOTOpLiE
NPETCPIIETH HIMEHEHHA B HACTOR &M CTAHIApTE.

5 Tecr-MEKpoOpranHIML

B KauecTse TecT-MHKDOODrAHHIMOB JIO/CKHE HCIIOILIORATHCS cnopst Bacillus subtilis win apyrue

WTAMME  HIH  MHUKPOOPTAWHIMEl  COTAACHO GOBAHMAM  COOTBETCTBYIOLLE
FOCT P HCO 11138. pe VIOUIEro CTAHEpTa  CEpHH

Mprseaanne — CReayer cHHTaTh TPHeMIeMBIME WwiTammel Bacillus subtilis NCTC 10073 & CIP 7718
H Bac. Subtilis ATCC 9372

6 Cycnensnm

BOCnpoH3IBOAMMOCTE KOAMYECTBA MHBLIN MMKPOODIAHHIMOB B OJHON 1 Toll e CEPHH CYCTIEHIHM
RomkHa ObiTe 8 npenenax +35 % HOMMHAREHON NOMYASTIHA,

7T HocHreas u nepeHYHAA YNaKoBKa

E£§un¢mrecme TpeDoBAHMA K HOCHTEMIO W nepsuaHoll ynaxkoske — no TOCT P MCO 11138-1,
MYHKT 4.4.

Hanamme odumiaisnos
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rOCT P HCO 11138-2—2000

Tpx BFATHIALHK MPHTOEHOSTH MATEPHATOR HOCHTEAS H NCPBHYHOR YOAKOBEH D0AHHE BETIONHATECH
CHeny e TpeboHaHHA:

TEMIEPATYPE — HE Menee 35 °C;

OTHOCHTEIBHAN BIAMHOCTE — He MeHse 70 %

KOHUCHTPALUMA raid - He smegee 500 wrin;

BPEMA 3KCIOIMIHE — He MeHee 6 .

Mpumevanue — 3TH NEPAMETPR CONTEETCTBYROT PEAALHEIM YEIOBHAM NPULECCE CTEDHAREIIN ORCHLINM
BTHAEHA,

8 BHOJIOTHYECKAE ARIHKATOPHI

8.1 HYucno BEIKHBACMEIN TECT=-MHEPOOPTAHHIMOE HA KAXAOM GHONOIHMECKOM HHAMKATOPE NOMAHO
KOHTROIMPOEATRCH TDH MAMOTORMEHHH M HANOOWTECH JHbo B npenesay £50 % HOMHHAIBHOTO 3HAYCHHA
MOMYMAINHE, YCTAHORMEHHOTO MITOTOBKTENEM, THOO B Opelensy of MHHMMATBHOH 00 MakcHMansHod
NOMYNALMY, VCTAHORTEHHBIX HATOTORHTEIEM. :

8.2 PetpocneKTHBHO YMCI0 TECT-MHKPOOPTEHMIMOS JOKHO OMTPeteliThesd Mo YHCNY KMBLIX TecT-
DPraHH3MOB, BRPAIIMBIEMBIN I VCREOBHAX KYTETHEHPORIHWA, KOTOPBIE ONpPeOeiaeT HIr0TOBHTCAL, B CYC-
MEHEHH, MOIYHASMOR MexXaHHIEcKHM VIATEHRCM TecT-MHEPODPTAHHIMOE © DOMOIIREID VIETPIIBYKA,
WwefKepd o CTEKIAHHEIMM GycaMy WAH IPYTHMH COOTBETCTEBYIOILHMH H BATHIHPORAHHEIMHE METOIAMM,
Yricao onpeleleHHbE TAKHM CROCON0M BEBEX OPTAHHIMOB CUMTIETCA TIPHEMITEMBIM , CITH OHO HAXOIHTCH
of mHHye 50 % po mmwoc 300 % woMHUWATEHOH TOMYAALMH, YOTAHOBICHHOR HITOTOBHMTEACM, HAM B
CoPETHHE TPOMENYTES MERTY MAHHMYMOM M MEKCHMYMOM NOMVISIHE, YCTAHORNEHHEIMHE H3MOTORNTENEM .

8.3 nn AHOKYAHPOBAHHBIX HOCHTENeHd H OHONOTHYSCKMX HHOHKATOPOB, MPeiHAIHAYEHHBIX [0
TEEVIIETD KOHTPOIH, HOMMHATBHAN NONYNSUME DomnxHa Oeme He wedee 1-109 ¢ sadiMkeHpoBRHHBIM
npHpocToM He Gomee 0, 1-109,

Mpumevanme — B HHOYTHPOBGHHBIX HOCHTEANY M OGHOTOMHNecKHX WHIHEATOPAX, WMEOIME TpyTon
HAIHAYEHHE, HANPHMER, DA ATTeCTalMH, BRTHNINME MIH APYTHX cneu O IeckHy HCNBITaHER, MOTYT NoTpebopaTLed
MHEIE IHAYEHHA BOLYANLEHN,

9 PeancTeHTHOCTE

9.1 HarotosmTens noioked ykaiaTh BeMWdnHy D nia kawnoll cepuy GHOMOTHMECKNN MHIHKATOPOR
WIH HHOKYTHROBAHHEN HOCHTEASH ¢ TouHooTei 20,5 Mun,

9.2 MeTon onpegeneHMs XapakTePUCTHX PEIHCTEHTHOCTH KAWA0H cepiH GHONOIMYECKHN HHAMKA-
TOPOR TIPHBENEH B NPHUIOMEHIR A

8.3 Benwduna 0, onpenenedyad mo KpHBOH BROKHBAHWA H/WTH MeToloM (paKUMOHHOD HETATHE-
HOTO AHATM3A cornacHo Metoay MPN (TOCT P HCO 11138-1, npuaoxenua B u C), 10 Domyasiimeg
TeCT-MHKPOOPTAHHAMOB BHOAOIHYECKOrD MHIHKATONa JOKNA GBiTh He MeHee 12,5 MHH NpH KOHUCHTpA-
ums oxckma (600 + 30) mr/a, orHockTensHol mnaxmocTh (60 + 10) % w Temneparype (30 £ 1) °C, w/wm
2,5 MMH npH TeX Ke VCIOBHAX, MCEKIIOYAT TEMIEPATYPY, KOTOpas Jo/KHA Gerte pasHol (54 + 1) *C.

10 MeToam HCNBITARA

[IpHBOAHMBIR 3NECH METON HCTIBITAHHH ABAAETCA CTAHIAPTHEIM. TIpH HCIOABIORAHIKH JIPYTHX METO-
OB OHH A0MEHB OWTh onpefencsHbl v pammampobansl. Jlomess GHTE DORA3AHA WX KOPPENAIMA co
CTAHIADTHRIM METOMOM.
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TIPHITOAEHHE A
(nbmzaTensHOE )

MeTon onpeleieHmA PEIHCTEHTHOCTH K OPONECCY CTEPANAIAMNE OKCHAOM HTHASHA

Al Peascrosep GROAOTHIECKOM HENAKATOPE OPH CTEPRIMIANNN DECHAOM STHAENA
ALl OBopyIosaHHe AWTAHO NOLTEPEHBATE VOIORAR, VEXIAMHEE B Tafauie |, B Npefenix nepuom SECIosH-
ey o 1 e 120 sz o roguosTeee 10 o, a mese ofecneqyBaTE SECHCOHLINE Bomes 6 5.

Tatnuua | — YoRoBHA 10 HIVIEHHA peIucreTHOCTH BHONOrRYeCKHX HHIHEATOPOR
KOHUCHTPALMA OKCHAA STHREHA, Mr/A 6l + 30 i
| Temmeparypa, °C HWElummsdsl |
OTHOCHTEALHAA BAAKHOCTE, T Gl & 1D j

A.1.? OGopynosaHBe JONXHD GRITE OCHAMCHD CPEACTRAMA RIKYVMHPOBANWA PEARTIMOHHON KAMEpE A0 SHae-
sivA pocriee 10 xTla (100 map), ofecneqmpamiuymi YOLnesne BOLIyE 10 NOIAYH CTCRMANIYELYETD AFCHTA H YAATCHHE
0 [H0 OEOHUAHKME SKEN0IHLME. Yianaemsit 10 oKoHMEHEE IMET BO3AYS OUMLIAETCA Yepel dHNLTRL, cnocofine
yiansre 99,9 % wacrin pasmepom 0,5 Mo,

A.1.3 Bpems pocTiokendA TpefveMof KOMUSHTPALME OT HAYANA NOMAYH TA38 He NoaH0 MpSEmnaTs 60 ¢, a8
BpeMA VIANCHHA Ia)d oo climmendes gaptenna oo L0 glla (100 mOap) B xoHULE NCPHOOE IKCTIOIHLME HE J0MKHO
[peRkucaTh &0 c.

Al4 Kamopa H KPHIUKE KaMephl O0maHM G6ITh cHaf#MeHR YETPORCTRAMH NOANSPRANHE TEMIERATYPR BHYT-
peHHel MORSEXHOCTH KAMEPL] Ha Tpebysson yponis,

ALS Tlopamaesuid 8 KamMepy OKCHI ITHISHE NOLIOMPCEIETCA M QHISTPYETCH ¢ LMD MCEDYEHIS NONATaHHA
B HOC XIUIEOTD OKCHAZ STHNCHA H THUTHMEPHEX “acTHIL

Al OfopyrosaHHe TOMAHD OhIThH GCHAEHO CHCTEMON ANTOMETHYSCKOID PEMVIHPOBAHHA M 33TIHCH TEMITEpa-
TYpW, LRBENEHHA M BAAMHOCTH, KOTOPAd He NOVDEHE BEIMOUHATE GYHELHD Kowrpons, [Mpeisii TorpeliHoctd
IATUCHBAKLME VCTPORCTE He NOCAHE MPeBMWaTe 30 % konebaquf aMauderdl, J00VCTHMLN A8 KasioR Wa
EOHTPOUTHPYEMLIN BEmHH. Hanprsep, ToUHOCTE peryIHpoBiHnT Tpelyenoi TeMIepaTyphl b Kanepe cocranager £1 “C
W, TAKHM OOpaIon, MEKCHMENLHO SOMYCTHMES TIRCIATE NOMPETIHOCTH MREH 3AMHEH TEMITEPATYRR COCTARTIINT +0,5 10

Al TopAnok paboTs C PEIHCTOMERPOM

ALl Hoowrern, ¥HosyIHpoBAMHEE HOCHTENH 10K BHOADTHYECKHE WHIHKATORE SAEPENHTE B COOTRETCTRY-
M JEpEETERE,

A2 BolfionHuTh IpensapiTensHEl Tonorpes KaMepsn 5o wenaesiodl Temmepatyps (30 £ 1) 70 mom (34 2 1) °C,

A 23 MNoMECTHTE CHAPRECHHEH ICPEATENE B KAMEDY, TAKPRTL KAMEPY M OCTABHTE HA Bpes:, Heofwoiuuos
AnE cTa0MTHIALMHA TEMIEPATYR

A4 ViagaHHAH HMXE NOCIE0BITENBHOCTE ONEPaME I0DKHA DCYIIECTRAATLEA TPH GETOMITHUECKOM KOH-
hy kil

a) RAKYYMMPOEATE Kamepy oo (10 & 04) klla [(100 £ 4 ubap)];

bl NOJATH NOCTATOMHOE KOMMYCCTRO BONAHOMO Napa 00 A0CTHREHAA oTHOCHTEIRIOR aakHocT (60 + 10) %;
ML PAHELTE 3TH Yonoedd 8 tedcHpe 28 — 30 amn;

C) MOEATE B KAMEDPY OKCHMA ITHISHA IO A0CTHHEHHA KoHueHTpaii (600 + 30) mria B Tenerne 60 c.

Mpusewannwe — He qonyeksercs ROIIRATE GECHL STHACH MTHOTSHHD,

d} MOLOEPHBATE 3TH YCIORHA B Telerne TpebyveMors BpeMeHt SKOMoaHLMH,

€] B KOHLE MEPHOIA IKCIOSHUNN KAMEpy BaKyyMHponaTs qo nasncrmd 10+ 0.4) ke [{100 £ 4 mBap)] 8 Tedcnme
60 ¢ M 3aTEM HOMATH BOMIYX MAM MHEPTHEE raz (Taxod xax aior) scpes UnsTp A0 DOCTHECHHEA arMoctepHore
NEATEHHA,

f} nOBTOPMTE TAN NepeyHcIeHna e} 1ONoNHATEIEHD HETHIPE PHIA.

AL B EoHUS HHEKSE YIATHTE JCPEETeTs ¥ Npobs B3 EaMEpRL

A3 Ompenenesne peaHcTERTROCTH

PeancrenTHOCT: onpegeraered no FOCT P HOO 11133-1.
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VIK 637.132.4:715.478:658.513:006.354 OKC 11.080 P26 OKI1 94 5120

Kn4ease cnosa: MEAMUMHCKAS TPOIYKIHS, CTEPHAMZIALUMA, OKCHA 3THICHE, DHOTOMHYSCKHE HHIHKATO-
Pbl, CHeUHGUERKANNRK, TPEDOBAHMT K HITOTORICHMD

Peparmop PO @edopors
Texwseckni pemactop BN, Movearees
Koppegrop TUH. Kouosenss
Kowmporepnan seperkn AN, Josomapesot

Hza. mou Mo 03354 ot 14.07.3000, Caawo b nafop 08.11.2000. Mommecans B oeuars 05, 122000, Ve nen, 0,93, Yo-rmaa. 0,47,
Topax 192 ;3. C 6399, Jak, 1113

HTTE Hassrensereo crasnaprop, 107076, Mocksa, Komosessd nep., 14
Haofpano 8 Hanseascrse wa TT3BM
Dt HIMK Maserereerso eramsapmon — men. “Mockoscssi newstos”, 103062, Mocknas, Jamsm nep., b,
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