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Mpeancnosne

Llenun, ocHOBHble MPUHLMMbLI M MOPSIJOK NPOBEAEHUs paboT MO MEXroCyAapCTBEHHOW CTaHZapTu3aumu
yctaHoBneHbl FTOCT 1.0-92 "MexrocygapcTBeHHas cuctema crtaHgaptudauun. OcHoBHble nonoxeHus"” n FTOCT
1.2-2009 "MexrocygapCTBeHHass cucteMa cTaHgaptu3auun. CTaHgapTbhl MEXrocydapCTBEHHble, MpaBuna u
pekoMeHZauMn Mo MEXrocygapCTBEHHON cTaHgapTusaumv. [MpaBuna pas3paboTkv, NPUHSATUS, NPUMEHEHWS,
OBHOBMEHUS U OTMEHDI".

CBegeHunsi o ctaHgapTe

1. TlogrotoBneH ®egepanbHblM rOCYOAPCTBEHHBIM  YHUTaApHbIM  npednpuatvem  "Bcepoccuiickin
Hay4HO-MCCMNeqoBaTENbCKMN UHCTUTYT CTaHdapTusaumm n ceptudmkaumm B mawmnHoctpoeHun" (BHUMHMALLY).

2. BHeceH denepanbHbIM areHTCTBOM MO TEXHUYECKOMY perynupoBaHuio u metponorum (PocctaHgapr).

3. MNpuHAT MexrocygapCTBEHHbBIM COBETOM MO CTaHAapTu3auun, meTpornorum un ceptudmkaumm (npotokon N
41-2012 ot 24 masa 2012 r.).

3a npuHATNE cTangapTa NporonocoBanu:

KpaTkoe HavmeHOBaHMWe CTpaHbl Kopg ctpaHbl no CokpallleHHOe HauMeHOoBaHWe
no MK (MCO 3166) 004- 97 MK (MCO 3166) 004-97 HaLMOHanNbHOro opraHa no
cTaHgapTM3auum
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AzepbangxaH AZ AscTaHgapT

ApmMeHus AM MMWHTOPrakoHOMpPas3BUTHA

Benapycb BY loccraHgapt Pecnybnukn Benapycbh

KasaxcTtaH KZ loccraHgapt Pecnybnukun KasaxcraH

KbiprbiacTaH KG KelpreiactaHaapt

MonpoBa MD Monposa-CtaHgapT

Poccuiickaa denepaums RU PocctaHgapt

TapXukncraH TJ TapxukcTangapT

TypKkmeHucTaH ™ "maBroccnyxba
"TypkmeHcTangapTnapbl”

Y3bekncTtaH uz Y3craHgapT

YkpaunHa UA NocnoTtpebertaHgapT YKpauHbl

4. Mpukasom denepanbHOro areHTCTBa NO TEXHUYECKOMY PErynupoBaHuio U metponorun ot 19 aekabps
2012 r. N 1931-ct mexrocygapcteeHHbin ctaHgapT FOCT ISO 11138-2-2012 BBegeH B OENCTBUE B KayecTBe
HauunoHanbHoro ctangapTa Poccuiickon ®enepauum ¢ 1 aHBapsa 2015 .

5. HacTtoswmin ctaHoapT naeHTudeH mexgyHapogHomy ctaHgapty ISO 11138-2:1994 Sterilization of health
care products. Biological indicators. Part 2. Biological indicators for ethylene oxide sterilization (Ctepunusaums
MeauUMHCKON npoaykumn. bruonormnyeckne nHagukatopsl. Yacte 2. Buonormdeckne nHankaTopbl 4ns CTepunmnsanmm
OKCMAOM 3TUIEHa).

CteneHb cooTBEeTCTBUSA - MaeHTudHas (IDT).

CBeaeHnst 0 COOTBETCTBUN MEXIOCYAAPCTBEHHbIX CTAHOAPTOB CCbIFIOYHLIM MEXAYHAPOAHBIM CTaHAapTam
npueeneHbl B AOMOMHUTENbHOM npunoxeHun JA.

CtaHpgapT noarotoBneH Ha ocHoBe npumeHeHns TOCT P MCO 11138-2-2000.

6. BeeneH Bnepsble.

MHdbopmaums 0 BBeAeHUM B Aencteue (NpekpaweHun OencTBusl) HaCcTosIWero ctangapta nybnukyercs B
ykasaTene "HaunoHanbHble cTaHgapTb!”.

MHdbopMmaumst o6 M3MEHEHUsIX K HacTosiwemy cTaHgapTy nybnukyetcss B ykasatene "HaumoHanbHble
CcTaHgapTbl", a TEKCT M3MEHEHUN - B MHAOPMALMOHHbIX YKasaTensx "HauuoHanbHble ctaHgapTbl”. B cnyvae
nepecMoTpa WM OTMEHbl HACTOALWEro CTaHdapTa COOTBETCTByHOLWaAsa MHdopmaumsa Oyaet onybnukoBaHa B
WHopmaunoHHOM ykasaTerne "HaunoHanbHble cTaHaapTh!”.

BeBegeHue

Buonornyeckne mHOMKaTOpPbl MCMONbL3YKOT ANS onpefeneHns adEKTUBHOCTM Mpouecca CTepunusaumm,
KOTOpbIN MPOBOAMTCS cneumanbHO NOArOTOBIEHHBIM NEPCOHANOM.

ISO 11138-1 onpegensieT OCHOBHble TpeboOBaHMSA K NMPOM3BOACTBY, MapKUpOBKE M paboTte obopynoBaHus
NPy M3rOTOBMEHUN OWOMOTMYECKUX WHOMKATOPOB, MPUMEHSIEMbIX [F KOHTPOMsS MpPOLECCOB CTEPUNU3aLunn.
HacTtoswmin ctaHgapT cogepX T cneumanbHble TpeboBaHWs K npoLieccam CTepUn3aumm OKCUAOM 3TUIEHa.

MpumeHeHne OMONOrMYecKknx WHOMKAaTOPOB YyKa3aHO W3roToBUTENEM B MapkupoBke. Mcnonb3oBaHue
HECOOTBETCTBYIOLLMX MHONKATOPOB MOXET NMPMBECTM K OLUMOOYHBIM pesynbTaTam.

Buonormyeckne vHOMKATOPblI OOJDKHBbI BCErda MWCMONb30BaTbCAd B KOMOWHAUMM C  U3MYEcKUM  w/unm
XUMUYECKMM KOHTponem 3dEeKTMBHOCTU Mpouecca cTepunusaumn. Ecnmn konebaHus r3MKO-XMMUYECKMX
nokasatenenm npouecca CTepunu3auMm BbIXOOAT 3a [ONyCcTUMble npedenbl, Mpouecc CcTepunmsauum
paccMaTpvBaloT Kak HEY4OBNETBOPUTENbHbIN, HE3ABMCMMO OT Pe3yribTaTOB KOHTPOMS C MOMOLLBIO OMONOrnyeckmx
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MHOUKaTOPOB.

a(b(*)eKTVIBHOCTb Ouronorm4eckmx MHOWKaATOPOB MOXET 3aBUCETb OT yC.I'IOBI/lIZ XpaHeHna OO0 MOMeEeHTa uX
NnpuMEeHeHnd, MeTodoB MNMPUMEHEHUA WU TeXHUKU o6pa60T|<|/1 I'Ip06 nocne 3aBepllieHna npouecca. I'IoaTomy
HeobxoaMMO BbIMNOMHATL pekoMmeHgaunm mn3rotoeutTenda B OTHOLWEHUN XpaHEHUA U NpUMeHEeHUA. Buonornyeckne
MHONKaTOPbI OOJ1KHbI ObITb nepenaHbl onA na6opaTopHoro KOHTPOJ1A KaK MOXXHO CKOpee nocrie nx ncnonb3oBaHuUsA
B npouecce crepunusadmn. Buonoruyeckne MHOWKATOPbl HE OOJIKHbl UCMOJ1b30BaTbCA MOCHe UCtedYeHna Cpoka
rOAHOCTHN, YKa3aHHOIo n3rotosuTenem.

1. O6bnactb NpUMeHeHus

1.1. Hactosiwwmin craHgapT ycTaHaBnmBaeT cneuuduyeckne TpeboBaHWMA K TECT-MMKpOOpraHuamam wu
Guonornyeckum MHOuKaTopam, npegHasHadYeHHbIM Ans OLEHKU MpOLecCOoB CTEpUnmn3aumMn YUCTbIM ra3oM OKCuf
3TUrEeHa Unn B cMecu ¢ rasamu-criermaTnsaTopamm npu Temnepatypax crepunusaumm ot 20 go 65 °C.

2. HopmMaTuBHbIE CCbISTKN

B HacTosiLLeM cTaHOapTe MCMNOMb30BaHa CCbifika Ha CneayoLnin cTaHaapT:
ISO 11138-1:1994 Sterilization of health care products. Biological indicators. Part I. General requirements
(Ctepunusauns meguumHckon npoaykumn. bronormndeckne nHgmkatopel. Yacte 1. TexHuyeckue TpeboBanus).

3. OnpepgeneHus
Onpepenenus - no 1ISO 11138-1.
4. O6wme NonoxeHus

[omkHbl BbiNonHATbCA TpebosaHusa ISO 11138-1, 3a ucknoyYeHMeM Tex MyHKTOB, KOTOpble MpeTepnenu
N3MEHEHNS B HACTOSILLEM CTaHadapTe.

5. TecT-MnKpoopraHmM3mbl

B kayecTtBe TECT-MMKPOOPraHM3MOB OOIMKHbI Mcnonb3oBaTbca cnopbl Bacillus subtilis unu gpyrne wrammel
UM MUKPOOPraHM3Mbl COrracHo TpeboBaHMsM COOTBETCTBYHOLLEro ctaHgapTta cepum ISO 11138.

Mpumeyanue. Cnegyet cumTtaTb npremnembiMn witammbl Bacillus subtilis NCTC 10073 u CIP 7718 n Bac.
Subtilis ATCC 9372.

6. CycneHsuu

Bocnpon3BoamMMocTb KOnMYecTBa XMBbIX MUKPOOPraHM3MOB B OOHOW W TOW Xe Cepun CycrieH3un OOoSiKHa
ObITb B Npegenax +/- 35% HOMUHaNbLHOW NoNynsaLmu.

7. HocuTenb 1 nepsBuyHas ynakoBka

Cneumnduyeckme TpeboBaHUS K HOCUTENIO U NepBMYHON ynakoske - no 1ISO 11138-1, nyHKT 4.4.

Mpn BanugaumvM NPUrOAHOCTM MaTepuarioB HOCUTENS W MEPBMYHON YMAaKOBKM OOSMKHbI BbINOSHATHCS
cnegywowme TpeboBaHus:

Temnepartypa - He meHee 55 °C;

OTHOCUTENbHAas BNaXHOCTb - He meHee 70%;

KOHLIEHTpauusa rasa - He meHee 800 mr/n;

BPEMS 3KCMO3nLMM - HE MeHee 6 4.

MpumevaHue. 3TN napameTpbl COOTBETCTBYIOT pearnbHbIM YCIOBMAM MpoLecca CTepunusaumu OKCMOoM
aTuneHa.

8. buonornyeckne MHOMKaTOPLI




8.1. Uucno BbIKMBaeMbIX TECT-MWKPOOPraHW3MOB Ha KaXaoM OMONorMyeckoMm WHAMKATOpE [AOIDKHO
KOHTpPONMpOBaTbLCA NPV WU3roTOBMEHUM W HaxoauTbcs nubo B npepenax +/- 50% HOMMHANbLHOIO 3HaYeHust
nonynsaumn, yCTaHOBIEHHOrO N3rotoButenem, nubo B npegenax ot MUHMMAasbHON 40 MakCcMMmarnbHOM Monynsaumm,
YCTaHOBIEHHbIX U3rOTOBUTENEM.

8.2. PeTpoCneKTMBHO 4YWCMO TECT-MUKPOOPraHM3MOB [OMKHO ONpedensiTeCA MO YUCMY  KMBbIX
TECT-OpraHM3MoB, BbIpallMBaeMblX B YCMOBMUSX KyNbTMBMPOBAHUS,, KOTOPble OnpeaensdeT W3rotoBUTENb, B
CYCMEeH3Un, Nofny4yaeMon MexaHU4yeckuM yoaneHuem TeCT-MUKPOOPraHM3MOoB C MOMOLLBI YrbTpasByka, Luenkepa
CO CTeKNsHHbIMM Oycamu wWnM ApYrMMM COOTBETCTBYIOLWIMMWM W BanvaMpoBaHHbIMKM - MeTodamu. Yucno
onpeneneHHblX TakMM CMOCOOOM XMBbIX OPraHW3MOB CUYMTAETCA NMPUEeMIIeMbIM, €CliM OHO HaxoaMTCA OT MUHYC
50% po nmoc 300% HOMWHanbHOM MONYnNAUUK, YCTaHOBIIEHHOW W3roTOBUTENEM, UMK B CepeguHe MpomexyTka
MeXay MAUHUMYMOM U MaKCUMYMOM NOMYMsiLMKN, YCTaHOBNEHHbIMU N3rOTOBUTENEM.

8.3. [Ins MHOKyNUPOBaHHbLIX HOCUTENEN U BMONOrMYEeCcKMX MHOUKATOPOB, NpefHa3HayYeHHbIX AN TeKyLlero

KOHTPOISI, HOMUHANbHAs NONYNSALMS AOMKHA 6biTh He MeHee 1-10° ¢ 3aduKCMpPOBaHHBIM MPUPOCTOM He Goree
0,1-10°.
MpumeyaHne. B MHOKYNMMPOBAHHBLIX HOCUTENSX W GUOMOrMYECKUX WHAOMKATOpax, WMEIOLMX Opyroe

Ha3Ha4veHune, Hanpumep, Ana artrectauun, Banugauumm wunn  gpyrux CI'IeLI,I/I(*)I/I‘-IeCKI/IX ncnbiTaHWN, MoryTt
I'IOTpe6OBaTbCF| MHble 3Ha4YeHna nonynauun.

9. Pe3ncTteHTHOCTb

9.1. UsrotoBuTenb OOMKEH ykasaTb BenuuuMHy D Ans Kaxgow cepym BMONMOrMyecKkMx WHOAWKATOPOB Mn
WHOKYNUPOBAHHbIX HOCUTENEN C TOYHOCTbIO +/- 0,5 MUH.

9.2. MeToq onpepeneHns XxapakTepucTUK PE3UCTEHTHOCTU KaXkaon cepun GUOMOrM4eckux MHOMKaTOpPOB
npvBeaeH B NpunoxeHun A.

9.3. BenuumHa D, onpegeneHHas no KpMBOW BbRPKMBAHMS W/ METOLOM (PpPaKLMOHHOIO HeraTtMBHOrO
aHanusa cornacHo metogy MPN (ISO 11138-1, npunoxernnss B 1 C), ons nonynsummM TeCT-MUKPOOPraHM3MOB
Ouornormyeckoro MHamkatopa AorkHa ObiTb HEe MeHee 12,5 MUH. Mpu KOHUeHTpauun okcmaa (600 +/- 30) mr/n,
oTHocuTenbHon BriaxHocTn (60 +/- 10)% wn Temnepatype (30 +/- 1) °C, w/vnun 2,5 MUH. Npu Tex Xe ycrnoBusX,
UCKIoYasi TeMnepaTypy, koTopasi 4ormkHa ObiTb paBHom (54 +/- 1) °C.

10. MeToabl ucnbITaHUM

MpuBOAMMBIN 30eCk MEeToA UCTbITaHWUIA SABNsSeTCa cTaHAapTHbIM. [py ncnonb3oBaHuK OpYrMX METOO0B OHU
OOMKHbI ObITh OonpeaeneHsl 1 BanuanposaHsbl. [lomkHa GbiTh NokasaHa Ux Koppensauus co cTaHOapTHbIM METOOM.

MpunoxeHne A
(obsizaTtenbHoe)

METO[A OMNMPEAOENEHNA PEBUCTEHTHOCTW K NMPOLIECCY
CTEPUNMN3ALMN OKCMOOM 3STUNEHA

A.1. Peanctomep 6nonornyeckoro MHAnKaTopa npu CTepUnm3anmm oKCugom aTuneHa
A.1.1. O6opynoBaHMe OOMKHO NoadepXvBaTb YCMNOBUS, yKasaHHble B Tabnuue A.1, B npegenax nepvoga
akcnosuumm ot 1 go 120 MuH. ¢ TodHocTbio 10 ., a Takke obecnevnBaTb akcnosvuuio 6onee 6 .

Tabnunua A1

Ycnosus ang N3y4yeHna pe3nCTeHTHOCTU Ouronorm4eckmx MHOUKaTOpPOB




KoHueHTpaums okcuaa atuneHa, mr/n 600 +/- 30

TemnepaTypa, °C 30 +/-1unnd4 +/-1

OTHOCUTENBHAsA BNAXHOCTb, % 60 +/- 10

A.1.2. ObopynoBaHMe LOMKHO ObITb OCHALLEHO CpedcTBaMu BaKyyMUPOBaHUS PEaKLMOHHOW Kamepbl OO0
3HayeHnst meHee 10 kMa (100 mbap), obecnevmBaOWUMn yoaneHne Bo3ayxa 4o Nogayn cTepunmayroLLero areHTa
N yoaneHne ero no OKOHYaHMM SKCNO3WLMKN. Yaansiemblid Mo OKOHYaHUK LMKNa BO3ayX ounwaeTcst Yepes ounbTpsl,
cnocobHble yaanaTte 99,9% yactuy pasmepom 0,5 MkM.

A.1.3. Bpems poctuxeHunss Tpebyemor KOHLEHTpaLumM OoT Havana nogayu rasa He JOIMKHO npesbiwathb 60 c.,
a BpeMs yganeHus rasa co cHmkeHvem gaenexus go 10 kMa (100 m6ap) B KoHLEe neproga 3KCNo3nLUmM He JOIMKHO
npesbiwatb 60 c.

A.1.4. Kamepa 1 KpbllKa kamepbl AOMKHbI ObITb CHabGXeHbl YCTpOMCTBAaMU NogaepkaHus TemnepaTtypbl
BHYTPEHHEN NOBEPXHOCTM KaMepbl Ha TpebyeMoM ypOoBHE.

A.1.5. MNopaBaembii B KaMepy OKCUA, 3TuneHa noporpeBaeTcs M UNbTPYETCS C LIENblo  UCKIIOYEeHUSs
rnonagaHnsi B Hee XUOKOro okcuaa aTUreHa 1 NoNIMMEPHbIX YacTu,.

A.1.6. ObopynoBaHMe OOMKHO ObiTb OCHALLEHO CUCTEMOM aBTOMAaTMYECKOro PErynumpoBaHus M 3anmcu
TemnepaTypbl, OaBMEeHUss W BMAXHOCTW, KOTOpasi He [AOfKHa BbINONHATL YHKUMIO KOHTpons. [lpegensl
NOrpeLUHOCTU 3anunchbiBaloLLMX YCTPONCTB HE AOMKHbI NpeBbiwatbe 50% konebaHun 3HayvYeHun, AoNyCTUMbIX AN
KaXK4ON N3 KOHTPONMpyeMbIX BeNUYMH. Hanpumep, TOYHOCTL perynuposaHusa Tpebyemon TemnepaTypbl B kamepe
coctaengeTr +/- 1 °C un, Takum 06pasoM, MakCcMmarnbHO AONyCTUMble Mpedenbl MOrpeLHoCTM Npu 3anucu
TemnepaTtypbl coctasnsoT +/- 0,5 °C.

A.2. MNMopspok paboTbl C pe3ancToMmepom

A.2.1. Hocutenn, WHOKYNMpPOBaHHbIE HOCUTENW WK BUONornMyeckne WHAWKATOPbI 3aKpenuTb B
COOTBETCTBYIOLLEM AepXaTene.

A.2.2. BbinonHUTb npeaBapuTenbHbIA NOgOrpeB kamepbl A0 xenaemon temnepatypsbl (30 +/- 1) °C unu (54
+/- 1) °C.

A.2.3. TloMecTnTb CHapsPKeHHbI OepxaTenb B Kamepy, 3akpblTb KaMepy W OCTaBUTb Ha Bpems,
Heobxoanmoe ans ctabunusauum TemnepaTypbl.

A.2.4. YkasaHHasi HWXKe nocriegoBaTeNbHOCTL Onepauun OOMmKHaA OCYLLEeCTBNATLCS NPy aBTOMaTU4ECKOM
KOHTpone:

a) BakyymupoBaTb kamepy go (10 +/- 0,4) klMa [(100 +/- 4 mBap)];

b) nopgate gocTtaTtodHoe KONMMYEecTBO BOASIHONO napa OO0 AOCTMXKEHUSI OTHOCUTENbHOW BraxHocTn (60 +/-
10)%; nopaepxuaTb 3TK ycrnosus B TeveHune 28 - 30 MuH;

C) nogaTb B Kamepy OKCua 3TUeHa 40 OOCTMXKEeHMs KoHueHTpauun (600 +/- 30) mr/n B TeveHue 60 c.;

MpumevaHune. He gonyckaetcs nogaBaTbe OKCUA, 3TUIIEHA MIHOBEHHO.

d) nogaepxuBaTtb 3TU YCrOBKS B TEYEHNE TpebyemMoro BpeMeHN SKCNO3NLNK;

€) B KOHLe nepvoga 3Kcnos3numm kamepy BakyymmpoBaTb 4o gasnenus (10 +/- 0,4) klMa [(100 +/- 4 m6ap)] B
TeyeHne 60 c. M 3aTtemM nogaTb BO3OyX WIM MHEPTHbIA ra3 (Takom Kak asoT) yepe3 hunbTp OO AOCTWDKEHMWS
aTMocdepHOro AaBneHuns;

f) noBTOPUTL 3Tan nepeyncreHnst e) 4ONOMHUTENBHO YeTbIpe pasa.

A.2.5. B koHUe umkna yganutb gepxatenb v npobbl 13 kamepbl.

A.3. OnpegeneHne pe3McTeHTHOCTU

PeancteHtHoCTb onpegensietcd no 1ISO 11138-1.




Mpunoxexne OA

(cnpaBoyHOE)
CBEOEHWNA O COOTBETCTBUN MEXXITOCYOAPCTBEHHbBIX CTAHOAPTOB
CCbIJTOYHbIM MEXXOAYHAPOOHBLIM CTAHOAPTAM
Tabnuua OA.1
O603HavyeHne N HaumeHoBaHue CreneHb O603HaveHne U HauMmeHoBaHue
MeXayHapoaHoro ctaHaapTa COOTBETCTBUS MEXrocygapCTBEHHOro ctaHaapTa
ISO 11138-1:1994. Ctepunusauus IDT FOCT ISO 11138-1-2012. Ctepunusaums
MEANLMHCKON NPOaYKLMK. MeAULMHCKOM npoaykumn. buonoruyeckme
Buonornyeckme nHgukatopsl. Yactb 1. nHamkatopbl. YacTtb 1. TexHuyeckne
TexHunyeckme TpeboBaHUs TpeboBaHus

MpumeyaHue. B HacTosLLEM cTaHAapTe MCMNONb30BaHO CrieaytoLlee YyCrioBHOE 0003Ha4YeHe CTENEHN
COOTBETCTBUA CTaHOapTa:
- IDT- nOeHTUYHbIe CTaH4apThbl.




