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FOCT 35116—2024

Mpeancnoeue

Llenw, ocHOBHLIE NPUHLMMBLI M 0BLKMe NpaBuna npoBedeHnsa paboT No MeXrocyqapCTBEHHOW cTaHgap-
Tusaumm yctaHosnedbl FOCT 1.0 «MexrocynapcTeeHHas cucTeMa cTaHaaptuaaumu. OCHOBHbBIE NMONOXKEHUA»
1 FOCT 1.2 «MexrocyaapcTBeHHasa cuctema ctangapTtusauuv. CTaHaapTsl MeXrocyaapcTBeHHbIe, npaBuna
M pekoMeHZaLuKn No MexrocyaapcTBeHHON cTaHdapTusauuun. Mpaeuna paspaboTku, NPpUHATUS, 0BHOBNEHWS
M OTMEHbI»

CeeneHus o cTaHgapTe

1 PASPABOTAH Accouwaunein «TexHonorndeckas nnatgopma BuoTex2030»  (Accouuwauus
«TM BrnoTex2030») coBmecTHO ¢ PepgepanbHbIM rOCY4APCTBEHHBIM OHOMKETHBEIM YYpPEXOEeHWEM Hayku
PepepanbHbIM MCCrnegoBaTENbCKMM LEHTPOM NUTaHus, bGuoTexHonorvm u GeszonacHoctu nuwm (PrBYH
«PUL nuTaHnsa n BUoTexHONornm»)

2 BHECEH ®epepanbHbIM areHTCTBOM MO TEXHUYECKOMY PETYNMPOBaHUIO U METPONOTK

3 NMPUHAT MexrocyoapCTBeHHbLIM COBETOM MO CTaHA4apTU3auuWm, MeTponorum u cepTudukaumm
(npotokon ot 30 ceHTsiOps 2024 . Ne 177-)

3a NMPUHATKE NPOrornocoBanu:

KpaTKoe HanMmeHoBaHWe CTpaHbl Kog CTpaHbl COKpaLLl,eHHOB HanmMeHOBaHWe HaUWOHaNeLHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no cTaHgapTuaauunm
ApmeHuns AM 3A0 «HauuoHaneHbIM opraH Mo craHgapTv3auuu u
mMetponorumy» Pecnybnuku ApmeHua
Benapycb BY locctangapt Pecnybnuku Benapyck
KazaxcraH KZ locctanpapt Pecnybnukun KazaxcraH
Kuprunans KG KblprelacTasgapT
Poccug RU Poccrangapt
YabekucTaH uz Y36eKcKoe areHTCTBO Mo TEXHUYECKOMY peryrnmpoBaHuio

4 lMpwukasom PenepanbHOrC areHTCTBa MO TEXHUYECKOMY perynupoBaHunio n metponorum oT 10 oktabpsa
2024 r. Ne 1424-ct mexrocynapcTBeHHbln ctangapT TOCT 35116—2024 BBegeH B OeWCTBME B KayecTBe
HauuoHanebHoro ctaHgapTa Poccuinckon @enepauun ¢ 1 unong 2025 .

5 BBE[OEH BIEPBbIE

Hugopmayusa o esedeHuu 8 delicmeue (MpekpawjeHuu delicmeus) Hacmosawezo cmaHdapma u uame-
HeHUl K HeMY Ha meppumopuu yKkasaHHbIX ebiue socydapcme nyBbnuKkyemcs 8 ykazamersax HayUuoHambHbIX
cmaHdapmoe, uzdasaeMsix 8 IMux 2ocydapcmeax, a makxe e cemu VMiHmepHem Ha calimax coomeemcmsay-
FOWUX HAaUUOHanbHbIX opaaHo8 no cmaHdapmusauuul.

B cny4ae nepecmompa, U3MEHEeHUS UMU OmMeHbl Hacmosweao cmaHdapma coomeemcmeyrowas
uHghopmayusa bydem onybnukosaHa Ha oghuyuanbHoM udmepHem-calime MexaocydapcmeeHHo20 cogema
no cmandapmusayuu, Mempornozuu U cepmugbukayuu e kamanoze «MexzocydapcmeeHHsle cmaHdapmbiy

© Odopmnenue. OIBY «MHCTUTYT cTangapTulauuu», 2024

B Poccuiickon ®egepaummn HacTOALWMIA CTaHAaPT HEe MOXKET BbiTb MONMHOCTLID UMK
YacTU4YHO BOCNPOU3BEOEH, TUPAXKMPOBAH N pacnpocTpaHeH B KadecTee ouunansHoro
n3gaHus bes paspelleHns PegepanbHOro areHTCTBa N0 TEXHUYECKOMY PErynMpoBaHUiD
W MeTpONorun
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M E X I OCVYOAUPTC CTUBTETHHUB # C TAHAOAUPT

®EPMEHTHbLIE NPENAPATbLI MMKPOBHOIO MPOUCXOXOEHWUA
ans nAWEBOW NPOMBILLNEHHOCTH

MeTtop onpepeneHus aHTUGMOTUYECKON aKTUBHOCTU

Enzyme preparations for the food industry of microbial origin. Method for
determining antibiotic activity

Data BBepeHua — 2025—07—01

1 O6nacTb NpUMeHeHUA

HacTosilniA cTaHgapT pacnpocTpaHAeTcs Ha hepMeHTHble npenapaTthl MUKPOBHOTo MPOUCXOXKOEHUS,
NpUMEHSIEMbIE B NMULLEBON NPOMbILWINEHHOCTU B KA4eCTBE TEXHOMOMMYECKUX BCTIOMOraTenbHbIX CpeacTs, no-
ny4YaeMblX C MCMOSNb30BaHUEM MUKPOOPraHW3MOB (LUTaMMOB — MPOAYLEHTOB): NPUPOAHbLIX, MOTYYEeHHbLIX Me-
ToAaMM TPagULMOHHON CenekuMn U MyTareHesa, a TakkKe reHeTU4eckn-MoaudULMPOBaHHbIX (PeKOMGMHAHT-
HbIX, TPAHCTEHHbLIX) WTAaMMOB, TAKCOHOMWYECKM NpUHaanexalwyx Kak kK npokapuotam (6aktepum, Bkmovas
CTPENTOMULIETHI, apXeu), Tak U K ayKapuoTaM (MUKPOCKOMWYEeCcKMe OpoxKenoaobHble 1 NnecHesble rpubsl), 1
yCTaHaBMNMUBAET KayeCTBEHHbIM MeTod oBHapyxeHus (onpeaeneHnsl) aHTUBMOTUYECKOKW aKTUBHOCTH.

2 HopmaTuBHbIE CCbINKK

B HacTosiwlem cTaHOoapTe MCrnonb30BaHbl HOPMATUBHLIE CCHIMKA Ha Crneaylolue MeXrocygapCcTBeHHbIe
cTaHOapThbl:

MOCT 12.1.004 Cwucrtema craHgaptoB 6esonacHocTu Tpyaa. [NoxapHasa 6esonacHocTb. O6wme Tpebo-
BaHWUsA

MOCT 12.1.005 Cuctema ctaHpgaptoB besonacHocTu Tpyaa. Oblme caHuTapHo-rurneHnyeckmne Tpebo-
BaHWA K BO3OYyXY pabodei 30HbI

MOCT 12.1.007 Cwuctema cTtaHgapToB besonacHocTy Tpyaa. BpegHeble BewecTBa. Knaccudmkauusa u
obuwme TpeboBaHna GezonacHoCTH

FOCT 12.1.019 Cuctema ctanHgaptoB 6esonacHocTy Tpyga. dnekTpobesonacHocTb. Obuwne Tpeboea-
HWS ¥ HOMEHKNAaTypa BMAOB 3aLUThbI

MOCT 12.4.009 Cuctema ctaHgaptoB HezonacHocTu Tpyaa. [NoxapHas TexHWka ans 3awuTbl 06bek-
ToB. OCHOBHbIE BMAbI. PasmelleHne u obcnykvBaHue

MOCT 1770 (MCO 1042—83, NCO 4788—80) lMNocyna mepHaa nabopatopHasa creknsHHasa. LyunuH-
Opbl, MEH3YPKMX, konbbl, npobupkn. OBlume TEXHUYECKME YCIOBUS

FOCT 6709* Bogma gucTunnuMpoBaHHas. TEXHUYECKME YCIoBUA

FOCT 17299 CnupT 3TMMNOBbLIA TEXHWYECKUA. TEXHUYECKME YCNOBUS

FMOCT 22280 PeakTuBbl. HaTpuil TMMOHHOKUCNLIA 5,5-BOAHbIA. TeXHUYECKUe YCNoBUS

MOCT 25336 lNocyna u obopynosaHue nabopaTopHble CTEKNSAHHbIE. TUMbl, OCHOBHbIE NapaMeTpbl U
pa3mMepbl

FOCT 26669 [lNpoaykThl NMLWeBble U BKycoBble. [NoarotoBka npob ons MUKpoBUonormyeckux aHannsoB

FOCT 29169 (MCO 648—77) lNocyna nabopatopHas cTeknaHHadA. [MMNeTkn ¢ 0gHON OTMETKON

* B Poccuiickon Pepepaumn geiicteyet FTOCT P 58144—2018.

MapaHune ochbuumnansHoe
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FMOCT 29227 (MCO 835-1—81) MNocypa nabopartopHasa cTeknsHHasA. [luneTkn rpagyupoBaHHbIe.
Yacte 1. O6wme tpeboBaHus

FMOCT 31904 MMpoaykTel nuwesble. MeToasl oTbopa npob Ans MUKPOBUOMOrMYeCcKNX UCTbITAaHWA

FOCT ISO 7218 Mukpobuonorus nuLLeBbiX NPOAYKTOB U KOPMOB AN XMBOTHLIX. OO Ke TpeboBaHusa
N pekoMeHOauMmn no MUKpoBUonoruyeckum UccnegoBaHuam

rOCT ISO 11133 Mukpobuonorust NULLEBbLIX NPOAYKTOB, KOPMOB ANs XMBOTHbIX W Boabl. Mpurotosne-
HWe, NPOM3BOACTBO, XpaHeHue 1 onpegeneHe pabodmx XxapakTepucTUK NUTaTenbHbIX cpeq

rOCT OIML R 76-1 lNocyaapcTBeHHas cuctema obecnedeHus eguHcTBa M3amepeHuin. Beckl HeaBToMa-
Tudeckoro aectems. YacTe 1. MeTponorudyeckue u TexHuyeckne TpeboeaHus. McnbitaHus

Mpumeyanume — Mpn NONL3OBAHUM HACTOALMM CTAaHOAPTOM LenecoobpasHo NpoBepuTb OENCTBME CCbINO-
HbIX CTaHOAPTOB W KNaccUUKaTopoB Ha oUUMarnbHOM UHTEPHET-canTe MeXrocyqapCcTBeHHOro COBETa MO CTaHAapTu-
3auum, MeTponorMm 1 ceptudrkauun (www.easc.by) unm no ykasatenam HauMOHAmNbHLIX CTAHOAPTOB, M3OaBAEMbIM B
rocyfapcTeax, ykasaHHbIX B NPeAUCTIOBUM, UMW Ha OULMANBHBIX CalTax COOTBETCTBYHLUMX HaLUOHANbHBIX OPraHoB Mo
cTaHgapTusaumn. Ecrniv Ha JOKyMEeHT gaHa HegaTMpoBaHHas CCbINKa, TO CreayeT UCToNb3oBaTh AOKYMEHT, AeNCTBY IO
Ha TEKYLUMIA MOMEHT, C Y4ETOM BCEX BHECEHHLIX B HETO U3MeHEeHWd. ECni 3aMeHeH CCbINOYHLIA AOKYMEHT, Ha KOTOPbI
JaHa OaTvpoBaHHadA cchbifika, TO crneayeT WCMONb30BaTh YKazaHHYK BEpPCUI0 3TOro AOKYMeHTa. Ecnv nocne npuHATUA
HaCTOSLLEr0 CTaH4apTa B CChINOMHbLIA JOKYMEHT, Ha KOTOPLIF AaHa AaTMpoBaHHAsA CCbiNKa, BHECEHO U3MEHeHWe, 3aTpa-
rrBallee NonoXeHWe, Ha KOTOPOe aHa CCbiNKa, TO 3TO MONoXeHWe npuMeHsaeTcs 6e3 yyeTa AaHHoro M3aMeHeHus. Ecnu
OOKYMEHT OTMeHeH 6e3 3aMeHbl, TO MONoXeHWe, B KOTOPOM AaHa CCbINKa Ha Hero, NPMMEHSIETCA B YacTu, He 3atparusa-
HOLLIEI 3TY CChIMKY.

3 TepMuHbI, onpeaeneHUs U COKpaLleHUs

3.1 TepMKHHbI M onpegeneHUnA

B HacTOAWEM cTaHgapTe NPUMEHEHbl TEPMUHEI B COOTBETCTBUMU C TEXHUYECKUMU pPernameHTamMmu 1 Hop-
MaTUBHbLIMW NMPaBOBLIMW aKTamMu, eWCTBYLLMMIU Ha TEPPUTOPUK rocyaapcTBa, NPUHABLLErO CcTaHAapT, a Tak-
e criefyLline TEPMUHbI C COOTBETCTBYHOLLWUMUW ONpeaeneHnamu:

3.1.1 chepmeHTHbIe NpenapaTtbl: OUnLLEHHLIE N KOHLIEHTPUPOBAHHLIE NPOAYKThI, COAepXKallue onpe-
OeneHHble (hepMEHTbI UMK KOMMMNEeKC (PEPMEHTOB, PacTUTENBLHOMO, XUBOTHOIO U MUKPODHOrO (MpoayLeHT)
NPOUCXOXOEHUS, HEODXOOUMBIX ANS OCYLLEeCTBNEHUS BUOXMMUYECKUX NPOLECCOB, MPOUCXOAALLUX NPUY NPoun3-
BOACTBE MPOAYKTOB.

3.1.2 aHTMOMOTMYeCcKaA aKTUBHOCTL (pepMeHTHbLIX npenapaToB: Hanuune B pepMeHTHbIX npena-
patax MUKpOBHOro NMPONCXOXKOAEHWs BELLEeCTB aHTUBMOTUHYECKOrO XapakTepa, MHIMBWpyLWKWX pocT TecTupye-
MbIX MUKPOOPTraHN3MOB.

MpumevyaHne — MHdopmaLumsa 0 TEXHUHECKUX pernaMeHTax M HOPMaTMBHbIX MPaBOBbLIX akTax npvBegeHa B
npunoxeHun A.

3.2 CokpaweHus

TCBA3 — TpunTOoH-cOEBLIN BYNBOH C APOXKEBBLIM IKCTPAKTOM.
TCAOD3 — TpunNTOH-COEBLIN arap ¢ APOXKEBbIM 3KCTPAKTOM.

4 CywHoCTb MeTOAAa

HacTtosAwmin MeToq OCHOBaH Ha BbISBNEHWM MHIMOMLMM pocTa LUTaMMOB TECT-KyNbTYp Hecrnopoobpasy-
HOLWKMX 1 crnopoobpasyownx, rpaMoTpuLaTenbHbIX U rpamMnonoXuTenbHbIX MUKPOOPraHM3MOoB BelLeCTBaMu
aHTMBMOTUYECKOro Xapakrepa, NPUCYTCTBYLUMK B hepMEHTHbIX npenapartax. BoiaeneHuwe nHrubupytowen
aKTUBHOCTW MPOBOAAT NMYHOYHbIM UMK AUCKO-ANDDY3MOHHBIM METOAOM B OTHOLUEHUW LUECTW TECT-KYNbLTYp Ha
vawkax MeTpw.

5 CpeactBa uamepeHuin, BcnomoratenbHoe obopyaoBaHue, nocyaa, peakTuBbl
W maTtepuansbl

5.1 [Jozatop MexaHW4YecKuin oaHOKaHanbHbI ¢ nepemeHHbIM o6bemom ot 0,02 go 0,2 cm3 ¢ gonycTu-

MO OTHOCWUTENbHOW NOTPeLLHOCTLI0 A03MpoBaHusa He Bonee +(2,0—1,5) %, ¢ 0AHOPA30BLIMU HAKOHEYHUKA-
MW, CTEPUINBHBIMM.

2
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5.2 [lozaTop MexaHW4eckuil OfHOKaHanbHbIM ¢ NnepeMeHHbIM obbemom oT 0,1 go 1 cm® ¢ OOonycTUMOWN
OTHOCMUTENbBHOW MOrpeLlHOCTbI0 fo3npoBaHmus He Bbonee +(2,0—1,5) %, ¢ ogHOpPa30BbLIMU CTEPUNBbHBIMK Ha-
KOHEeYHUKaMU.

5.3 Becbl HeaBTOMaTu4eckoro gecTeus Belcokoro (ll) knacca TouHocTu no FOCT OIML R 76-1 ¢ npefe-
namu gonyckaemol norpeLllHocTy B3BeLlLMBaHUs He 6onee +0,01 .

5.4 Becbl cneumnansHoro (1) knacca TodHocT no FOCT OIML R 76-1 ¢ noBepoYHbIM MHTEPBANOM € He
bonee 1 Mr u geicTeUTENbHON LeHon geneHna d He Gonee 0,1 ML

5.5 Konbbl MepHble 2-ro Knacca TOYHOCTM BMeCTUMOocCTbio 50,100, 1000 cm3 no MOCT 1770.

5.6 Konbbl CTEKMSIHHbLIE MIOCKOOOHHLIE BMECTUMOCTbIO 50 1 100 cm® no FTOCT 25336 unu MMMOPTHLIE.

5.7 TNuneTku rpagyMpoBaHHbIE 2-ro Knacca TOMHOCTU, CTEeKNSAHHbIE, BMecTUMocTbio 1, 2, 5, 10 n 25 cm?
no FOCT 29227 unu MMNopTHbLIE.

5.8 lNuneTkn ceponorn4yeckne rpagympoBaHHbIe N3 NoNMMEepHoro Marepuana, BMectumocTbio 1, 2, 5,
10 u 25 cm3, cTepunbHbIe.

5.9 MNunetkm Mopa BmecTumocTbd 15 cm® ¢ OHOWM METKOW, CTeKnsAHHble, Knacc TodHocTu B no
FMOCT 29169 unu MMNopTHLIE.

5.10 pH-meTp MNu aHanu3aTop NOTEHLUMOMETPUYECKUIA, NOTPELLHOCTL U3MepeHnin He Gonee pH £0,1.

5.11 LWTaHreHUUpKynb UMK 3NEeKTPOHHbIA LUTAHTEHUUPKYIb UMK NMHERKa n3MepuTensHas, obecneymBa-
OLWMEe TOYHOCTE M3MepeHMs 4o 1 MMm.

5.12 Lununapbl mepHble 100, 250 cm3 no MOCT 1770 unu UMMoOpTHbIE.

5.13 BaHs BogaHas, no3Bonsowas nogaepxusats Temnepatypy 40 °C — 55 °C.

5.14 Bokc buonorudeckomn 3awuThl || knacca.

5.15 BbymaxHble OUCKW® C BLICOKOW BNUTbIBatOLWEN cnocobHocTelo knacca 740E guameTtpom 12,7 mm,
COOTBETCTBYKLLWE CTaHAapTaM KOHTponbHbIX auckoB FDA/BO3 ans aHannaa aHTUMBMOTUKOB.

5.16 Boptekc nabopaTopHbli Ansa NpobupokK.

5.17 Konbbl NNOCKOLOHHbIE KOHMYECKME UMK Kpyrrble BmectumocTeto 100, 250 cm3.

5.18 Obny4aTtenb bakTepuUUaHbIA.

5.19 Tpobupku Tunos M1, M2 no FOCT 25336.

5.20 MnacTukoBble NpobUpKK TUNa darnbkoH BMECTUMOCTbLIO He MeHee 10 cmS.

5.21 TNetns 6aktepuonorudeckasa Ne 5 (auametpom 5 Mm).

5.22 lNuHuet.

5.23 MpoboiHKK (Npoce4ka) Ana OpPMUPOBAHKMA NYHOK B arape guametpoM 7 Mm (Hanpumep, Tuna
Mnn-7).

5.24 CnupToBKKM nabopaTopHble.

5.25 Ctonuk cneyunansHbli C FOPU30OHTAlNbHBIM YPOBHEM.

5.26 CrepunusaTop napoBoi, obecneunBatoLlMil pexxum ctepunuaaumm npu temneparype (121 + 1) °C.

5.27 TepmocTaT, MO3BONAWLMIA NOAAePXMBaTL paboyyto Temnepatypy (37 £ 1) °C.

5.28 ®naKoHbl U3 TEPMOCTOMKOTO CTeKNa C 3aBUHYMBAIOLLMMUCS KPbILLIKAMU BMECTUMOCTbI0 80, 200 cm3.

5.29 XonogunbHWK, NO3BOMSIOLWMIA Nogaepxusate pabodyto Temnepatypy 2 °C — 8 °C.

5.30 Yawku buonorudeckune (IMNeTpu) CTEKNAHHBIE UMW OQHOPA30BLIE U3 MOMMMEPHBIX MaTepUanos.

5.31 LWWkad (cTon) nabopaTopHbIA.

5.32 Llkadh cylumnbHbIA CTEPUNU3AUNOHHLIN, NO3BONAKLWWA NogaepxueaTts Temnepatypy (160 + 5) °C.

5.33 Arap MUKpoOWMONOrMyeckui.

5.34 Bopa ouctunnupoeaHHana no FOCT 6709.

5.35 [MwKo3a Kpuctannuyeckas ruapaTtHas.

5.36 [poxockeBOW 3KCTPAKT, CYXOMN.

5.37 Kanusa ruapookuck (rmopoKcua Kanus), XUMUYECKA YMUCTBINA.

5.38 Kanui cdhocdopHOoKUCBIN ABY3aMeLLeHHbIA 3-BO4HbIN.

5.39 KucnoTa consHas, KOHUEeHTPUPOBaHHAsA, XMMUYECKM YMCTas.

5.40 HaTpws rugpook1ch (rMgpoKcua HaTpus), XUMUYEeCcKM Yuctas.

5.41 HaTpuidi XNOpUCTLIA.

5.42 HaTpwuii TMMOHHOKUCTLIA 3-3amelleHHsbli, 5,5 soaHbln no FTOCT 22280.

5.43 TlNenToH coeBblil, CyXOMH.

5.44 Cnupt atunoeblin, 96 %-Holn no TOCT 17299.

* [N Ka4ecTBEHHOro BOCNPOW3BEAEHUS pPe3ynbTaToB MCCnefoBaHWi PeKoMeHOyeTCsl UCMOoMb3oBaTk AVUCKW TUna
Whatman® Filter Discs, Grade 740E (Whatman) unu Cytiva Grade 740E Filter Discs (Cytiva).
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5.45 TpunToH-COEBbIM arap C APONCKEBLIM 3KCTPAKTOM, CYXOMW.

5.46 TpunTOH-cOEBbINA BYNbOH C APOHIKEBLIM IKCTPAKTOM, CYXOM.

5.47 TpunTOH, CYXOW.

5.48 ®epmeHTaTUBHLIN NMOPONU3aT KasenHa, CyxXou.

5.49 O6pasey cTaHaapTHbIA TeTpaUMKIMHA UMM XMTOPTETPaAUMKINMHA TMOPOXNop1Maa No HOPpMaTUBHBIM
OOKyMeHTaM rocyfapcTsa, NpUMHABLLEro cTaHoapT.

TecT-KynkTypbI:

5.50 Escherichia coli ATCC 11229.

5.51 Bacillus circulans ATCC 4516.

5.52 Serratia marcescens ATCC 1404.

5.53 Bacillus cereus ATCC 11778 (ATCC 9634).

5.54 Staphylococcus aureus ATCC 6538-P (Ne 209-P FDA).

5.55 Streptococcus pyogenes ATCC 12344,

[onyckaeTcst NnpMMeHeHWe Apyrnx CPeacTB M3MepeHUn, BCcnomoraTternbHoro obopyaoBaHnsa 1 Nocyabl,
He yCTynawLlKX BbilleyKa3aHHbIM MO METPONOrMYecKMM U TEXHUYECKUM XapakTepucTukam M obecne4vvBato-
LWKMX He0BbXoOUMYH TOYHOCTb N3MEPEHUS, @ TaKKe PEeaKTMBOB, MO KA4YeCTBY HE HUXe YKa3aHHbIX, 38 UCKMoYe-
HUEeM TecCT-KynbTyp, pPEKOMEHAYeMble Aeno3nuTapuv ANa KOTopbIX NpeacTaBneHbl B NpunoxeHun b.

MuTaTeneHble cpedbl U Npenaparbl OOM¥Hbl COOTBETCTBOBATL HOPMAaTUBHbBIM LOKYMEHTaM UMW OOKY-
MeHTaMm npou3eoauTens. [puroToBneHne U KOHTPOMb KadecTBa NMTaTenbHbIX cpeq OCyLecTBMSOT B COOT-
getcTBumM ¢ NOCT ISO 11133.

6 lMNMoagroroBKa K UCNbITAaHUIO

6.1 MoprotoBka nabopaTtopHow nocygbl — no MOCT ISO 7218.

MoaroTaBNMBAaT CTEPUMEHbLIE CTEKNAHHBIE NPOBUPKA, CTEPUNBHLIE CTEKNAHHbLIE KONObLI, CTEPUNbHbIE
CTEKNAHHbIE Yawky NeTpu, CTepUnbHbIe CTEKNSAHHbIE MUNETKU.

6.2 lNpuroToeneHue 1 H pacTBOpa r*MOPOOKUCK HATPUA ANSA YCTaHOBNEHUs pH nuTatenbHbIX cpen npo-
sogat no MOCT ISO 11133.

6.3 lMpuroTtoBnexHwne 1 H pacTBopa CONMAHOW KUCMOThLI ANS yCTaHOBNEeHUA pH nuTaTenbHbIX cpeq npoBo-
aat no FOCT ISO 11133.

6.4 MNMpurotoBneHne NnuTaTenbHbLIX cpeq

6.4.1 TpunTOH-cOeBbIi BYNbLOH € APOXOKEBBLIM 3KcTpakTom (TCBOJ)

[ns npMroToBneHns UCnonb3ylT Cyxy nuTatensHyo cpegy TCBO3 cnepyiowero coctaea (r/n): Tpun-
TOH UNW (hbepMeHTaTUBHbIM rMaponuaart KaszenHa — 17,0; coeBbld nenTtoH — 3,0; xnopucTeln Hatpun — 5,0;
docopHOKMCABIN ABY3aMelleHHbIA kanuin — 2,5; rmokoza — 2,5; gpoxokeBoi akcTpakTt — 6,0. JonyckaeTcs
NPUroTOBNEHWE U3 KOMMOHEHTOB.

Cpepny Oona 3aceea LWeCTH TECT-KyNLTYp rOTOBAT B HEOOX0QMMOM KonuyecTBe (4519 3aceBa OQHOW YaLlKu
MeTpn anameTpom 90 MM AOCTATO4HO 1 CM3 CyCMEH3NN OfHOI TeCT-KynbTypbl).

Mpw ncnonb3oBaHWMK Cyxon nuTatenbHon cpeabl TCBA3 pykoBOACTBYHOTCA pEKOMEHAALMAMN U3TOTOBU-
Tens. Cyxyto cpegy TCB3 unu KOMNOHEHTBI pacTBOPSAT B ANCTUNNMPOBaHHON Boge. [pyn HeobxoanMocTH
ycTaHaenmeawT pH Tak, 4Tobbl Nocne cTepunuaauny ero 3HaveHve cooteeTcTBoeano (7,3 £ 0,2) eq. pH npwm
Temnepatype 25 °C, npouegypy npoeoasT B cootBetcTBun ¢ FOCT ISO 11133. MpwurotoBneHHyo cpedy Ha-
nuBakT B konby (hnakoH ¢ 3aBMHYMBAIOLLEACA KPBILLKOW) UMK pa3nuBaoT B CTEKNSAHHbLIE NPOBMPKU U YKYNO-
pVBalOT BAaTHO-MapreBbIMU UK LEnmono3HbIMA NpobkaMu.

CTtepunusytoT B aBToKnaee npu Temnepatype 121 °C B TeveHue 15 MUH UK B COOTBETCTBUM C MHCTPYK-
LMen N3roToBUTENS.

[OTOBYH CTEPWUIIBHYIO Cpedy XpaHsaT B 3alLlMLLEeHHOM OT CBeTa MecTe npu Temnepatype (5 + 3) °C He
bonee 3 mec.

6.4.2 TpunTOH-COEBbLIN arap c APOXOKeBbIM 3KkcTpakTom (TCALO3)

[na npyuroToBneHns cnonb3yT cyxyto cpegy TCALJ, npu HeobxoaMMoCcTW gononHuTensHo nobaens-
10T MUKpoBKOororiyeckuin arap u3 pacdeta 2 r/am3. [lonyckaeTca roToBUTL arapu3oBaHHylo cpeay U3 cpedbl
TCBA3 (cm. 6.4.1) nyTem gobasnenust MUkpoGHonornieckoro arapa ua pacueta 17 r/am® B 6ynboH. Mpen-
BapuWTENLHO NS pacnnaBneHns arapa cpefy Harpeeator.
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Cpeny rotoBAT B He0oBXO0AMMOM KOnu4ecTBe ANA WwecTn vawek [MeTpy (No ogHoW AnA Kaaon TecT-
KynbTyphl) U3 pacyeTa: no 25 cm3 Ha OAHY Yawky guametpom 90 mm unu no 38 cm3 Ha OfHY YallKy JMamMeTpoMm
110 mm.

CrepunusyioT B aBToKnase npu Temnepatype 121 °C B TeyeHve 15 MMH Unu B COOTBETCTBUMN C UHCTPYK-
L1en n3roToBuTens.

loTOBYK CTEpPUNbHYKO Cpeay XpaHsaT B 3alUMlLeHHOM OT cBeTa MecTe npu Temnepatype (5 + 3) °C He
Bonee 3 mec.

6.5 MopgrotoBka cTepunbHbIX GyMaXHbIX OUCKOB

loTOBAT BymaHble ANCKM B HEODXOOMMOM KONM4ecTBe M3 pacyeTa: Mo ABa gucka Ans ogHoro obpas-
La Ans Kaxgow M3 LWecTu TecT-KyneTyp, Bcero 12 UCKOB Ha ogvH obpasel uccriegyemoro dyepMeHTa v no
OOHOMY Ha Kaxayto YalluKy, 3acesHHy TecT-KynbTypamu, Npy npoBegeHny koHTponsa (Bcero 18 guckos). MNMpw
HeobxoQMMOCTM OUCKA CTEPUIMM3YHOT B CTEKMAHHbLIX Yalwlikax [1eTpu aBToknaBuMpoBaHWEM Mpu TemnepaType
121 °C B TeueHme 15 MUH (NPeanoOYTUTENLHO) UMW B CYLUUITbHOM CTEPUITM3ALMOHHOM LKAy C BbIAEPXKKON
npu temnepatype (160 £ 1) °C He meHee 1 4.

6.6 MNoagrotoBka KOHTPOJIbHbIX PAaCTBOPOB TeTPaUMUMKINMHA NN XNOpTeTpauuKnnHa

KOHTpONbHLIA pacTBop TeTpauuKnuHa Unu xropTeTpaumnkinHa UCNonb3yT ANs NPOBEPKN akTUBHOCTU
pocTa TeCT-KynbTyp.

6.6.1 MNpurotoBneHne UMTpaTHO-coNAHOKKUcNoro 6ycepHoro pacTeopa

B mepHon konbe BmectumocTbio 1000 cm® B HeBOMbLLIOM KonM4ecTBe OWCTMNNNPOBAHHOW BOALI pac-
TBOPSIOT 20,6 I NIMMOHHOKKCIOro HaTpus no MOCT 22280 u 1,81 cM3 KOHLEHTPUPOBAHHOW COMSHON KWCMOThI
¥ 4oBOAAT 00bem QMCTUNNMPOBaHHOW BOAOWM OO MeTkW. YcTaHaenueawT pH pacteopa (5,1 £ 0,1) eq. pH ¢
MOMOLLBK PACTBOPOB MAPOOKNCYH Kamnns UMW CONSAHOM KACIOThI.

PactBop ctepunuayroT npu Temnepatype (121 £ 1) °C B TeveHue (20 + 3) MUH.

Cpok xpaHeHuss pacTBopa B xonoguneHuke npu temnepatype (5 + 1) °C — He bonee 30 cyT.

6.6.2 MNMpuroToBNneHe OCHOBHOro pacTBOpa TeTpauuKkrnuMHa WMW XfopTeTpauuknuHa rugpo-
Xrnopuaa MaccoBOMW KoHUeHTpauuu 1000 Mkr/cm3

CtaHpapTHblii  oDpasey TeTpauuknvHa WNu MAPOXIopWaa XIopTeTpauuKinHa B KONMYecTBe
(20 £ 0,01) Mr pacTBopsOT B Takom konudecTee 0,1 H consAHOM KMCNOTLI, YTO6LI NONY4YUTL OCHOBHOW pacTBop
C codep)aHuem 4ucToro BellecTtea ctaHgapta 1000 MKr/cM3.

MpumedyaHue—lpn MaccoBOW KOHLEHTPaLMKM YUCTOrO BellecTBa B cTaHgapTHOM npenaparte 930 MKr/Mr Ha-
Becky 20 Mr CTaHAapTHOro Npenapara pacTeRopstoT B 18,6 cM> conAHoOi KUCMOThI, NONYYMB OCHOBHO PAcTBOP MacCoBOM
koHLeHTpaLmu 1000 mkr/cm3.

Cpok xpaHeHus OCHOBHOIO pacTBopa B nocyfe ¢ npuTtepToi npobkon npu Temnepatype (5+ 1) °C — He
fonee 30 cyT.

6.6.3 MpurotoBneHne KOHTPONbHbLIX PAacTBOPOB TeTpauWKNMHa UMW XNopTeTpauuKnMHa rugpo-
xrnopuga MaccoBomr KoHueHTpauum 10,0 u 0,1 mkr/cm®

KoHTponbHble pacTBoOpLl OTOBAT U3 OCHOBHOMO NMyTeM OeCATUKPaTHbLIX pasBedeHUn B CTEKIMAHHbIX CTe-
pPUNBHBIX NPOOMpKax, NCNONb3ysa ANA KaX4oro pasBedeHuns HOBY MWUMETKY WM OOHOPa30Bbld HAKOHEYHUK
Ons fosatopa. B yeTbipe npoMapkupoBaHHbie npobupkn K-100, K-10, K-1 1 K-0,1 BHocsT no 9 cm3 uutpaTHo-
consiHoKkMcnoro BydepHoro pacteopa (cMm. 6.6.1), 3atem B npobupky K-100 BHocAT 1 cM3 OCHOBHOrO pacTBo-
pa ¢ KoHueHTpauwnen 1000 MKr/cm (cm. 6.6.2), nony4as pacTBop ¢ koHueHTpauuen 100 MKF."CMS, TWaTensLHo
nepeMeLLWBaloT, fanee 13 Hee 1 cM> BHOCAT B npodupky K-10, nony4asa pacTBOp C KOHUeHTpauuein 10 MKr/cm3,
TLLATENbHO NEpPEMELLMBAOT ¥ NPOBOAAT Nocneaylne pa3segeHnsa 40 Nony4YeHus pacTBOPOB C KOHLEHTpa-
umsimm 1,0 u 0,1 MKr/cm3.

PacTBopbl C MacCOBOW KOHLEHTpauuen TeTpauuknuHa Wnu xnopTeTpauvknuHa rugpoxnopuga 10 u
0,1 Mkr/cM® SBNSAIOTCA KOHTPONMbHLIMM.

Cpok XpaHeHWs KOHTPONbHOrO pacTBopa TeTpaunKnnHa/xnopretpauuknmuHa — He 6onee 12 u.

6.7 MoAroToBKa TeCcT-KyNbLTYp B NUTaTenbHoM GynboHe

[MpoBogAT nocee TecT-kKynbTyp B BynboH TCBA3 ang nonyyeHus uHokynsta. byneoH TCBA3 (cm. 6.4.1)
acenTUyecKN pasnMBaloT No 5 cM3 B LIECTb CTEPUMbHBLIX NPOBMPOK, MO OHON Ha KaXKAYH TecT-KynbTypy.
C noeepxHocTu arapa oTbupalT nonHyw 6aKTepuonorvyeckyld NeTni TECT-KyNbTYpbl U MEPEHOCAT B
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npomapKupoBaHHyto npobupky ¢ 5 mn 6ynsoHa TCBO3, TwaTensHO NepeMeLlnBaloT C MOMOLLLK BOpTeKca 40
0QHOPOOHOrO COCTOAHUSA. B cnyyae HEOOXOAUMMOCTM NOArOTOBKN Bonbluero obbemMa MHOKYNSTa YyBENUYMBAKT
konu4ecTBa 3aceBaemoro bynsoHa TCBO3 v BHOCMMOW TeCT-KyNbTypbl, UCXOOA U3 COOTHOLWeHUA 1 nonHas
BakTepuonornyeckas NeTns TecT-kynbTypbl HAa 5 mn TCBA3. NoceBbl TepMOCTaTUPYHOT Npu Temnepartype
(37 £ 1) °C B TeueHue 18—24 u.

Ons noceea B bynboH TCBO3 Mcnonb3yoT CyTOYHbIE TECT-KYNbTYPbI, BbipalleHHble Ha arape TCAAS
(cm. 6.4.2).

6.8 MNMoaroTtoBka Yawek MNeTpu ¢ TecT-KyNnLTYpamMu

Yawkwn MeTpu pacnonarakT Ha rOPU30HTaNbLHO BLIPOBHEHHOM MOBEPXHOCTH CTOMNA UMK HA CNeunansHOM
CTOMNMUKE C rOpM30CHTamNbHbLIM YPOBHEM W 3anuvBaT NocrnenoBaTenbHO ABYMS CNOAMMW arapu3oBaHHOW Cpefon
TCALDS (cm. 6.4.2) ona Kaxaow TecT-KynbsTyphl.

Cnow 1. PacnnaeneHHylo 1 oxnaxneHHylo o temnepatypbl 50 °C—55 °C arapuaoBaHHyl cpeny no
15 cm3 acenTUYECKN C MOMOLLbIO NUMETKN BHOCAT B Yaluky MeTpu 1 paBHOMEPHO pacnpeaensioT no nosepx-
HOCTM, HAKPbIBAKOT KPLILUKOW 1 OCTABMAAKT AN 3aCThiBaHUA. TakMMm 0B6pazomM roToBAT LUECTb Yallek.

Cnon 2. lNpenBapuTtensHo nporpesatoT npu temnepatype 50 °C—55 °C wecTb NycTbiX CTEPUIbHbIX
npobupok. CyTouHble TECT-KYNETYpPhI, BbipaleHHble B bBynboHe TCEA3 (cm. 6.7), TwateneHo nepemelurBaaT
C NOMOLLbHO BOPTEKCa A0 OAHOPOLHOIO COCTOAHMS.

PacnnaeneHHyto 1 oxnaxaeHHy oo Temnepartypbl 45 °C—50 °C arapusoBaHHylo cpefy B KONMYeCTBE
9 cm® acenTuyeckn NMNETKOI BHOCAT B MPOrpeTyIo CTEePUNbHYI0 NPoBUpPKy, Aanee BLICTPO B Ty e NpoBupky
BHOCAT 1 cM® OHOPOAHOI CYCNEH3NM TeCT-KYNbTYpbl, aKTWBHO NEPeMeLLUBAloT, He Jonyckas 06pa3oBaHus
ny3bIpbKOB, MOCMEe Yero Bce coepXumoe paBHOMEpPHO pacnpefensioT NoBepx 3acThiBLUEro NepBOro cros B
yawke NeTpu. Hawky NeTpy HaKpbIBAIOT KPbILKOW U OCTABNAT AN 3acTbiBaHMa Ha 15—20 muH. MNMpouenypy
NOBTOPSAIOT AN KaXO0W TecT-KynbTypbl.

Mpwv BLINOMHEHWWM aHanuW3a C UCMOoNb3oBaHMeM MyHOK (cM. 7.1) B arapoBoi cpefe npoboriHukom (npo-
CEYKOW) BbIpE3alT NYHKM AMamMeTpoM 7 MM, U3 pacHeTa no ABe NyHKW Ha oguH obpa3sel, Ho He Bonee wecTu
NYHOK Ha ogHy vawwky Metpu guametpom 90 MM, NMyHKU pacnonararoT Mo OKPY»XHOCTU Yaluku eTpu Ha paBHO-
yaaneHHOM paccTosHWUK Apyr OT Apyra v oT kpaes Yaluku MNetpu. o ueHTpy Yallek Bbipe3atoT AOMONHUTENBHO
OfHY NMYHKY ANS KOHTPOmnsa aHTubuoTuka. o BO3MOXKHOCTH AN KaKAOW TeCT-KyNkTYpbl CMONb3YIOT OTAENb-
HbI CTEPUNBHBLIA NPOBOMHKK (Npocedky). MNpyM MCNonNb30BaHMKM OOHOIO MHCTPYMEHTa, ANA NpefoTepalleHns
nepeKkpecTHON KOHTaMUHaUUKM, NPOBOMHMK (MPOCeYKy) TLATEeNbHO NPOXUraT B NNamMeHn CNMPTOBKK, OXNax-
4akT B cnvpTe, nocne yYero pnambupytoT 4na yganeHuwsa cnvpTa, Npoueaypy NpoBoAsAT Kaxabli pas nepeq
Bblpe3aHWeM NyHOK B arape C HOBOW TeCT-KynbTypol. HegocTtatouHas tepmudeckas obpabotka npoboiHuka
(MpoCeYkn) MOXET MPUBECTHY K MePEKPeCTHOM KOHTAMMHAaUMMW TECT-KyNbTYP MPW U3rOTOBIEHUW MYHOK.

ObpazoBaBlnecs Gnoky arapa yoansitoT U3 JTYHOK acenTu4ecky nbbim cnocobom, He fonyckas HepoB-
HOCTU KpaeB N pacTpPecKUBaHWUs NMyHOK.

MMoAroTOBMEHHbIE YalLKW cpa3y MCNOoNb3yoT AN aHanusa, Bpems 0T BHECEHUS B YallKn TeCT-KyrnsTyp 4o
BHeCEeHUA 0bpasuoe dhepMeHTOB He AOMKHO npeBbiwaTte 30— 35 mMuH.

6.9 MoagroTtoBka o6pa3yoB

6.9.1 OTbop u noagroToBKy Npob depmeHTHbIX npenapatoB npoeoAAT B cooteeTcTeun TOCT 31904,
FOCT 26669, TOCT ISO 7218.

Macca nnu obbem otbupaembix Npob AomkHbl BbITe LOCTATOYHLIMU ONA NPOBEAEHUSA UCMbITAHUA U MU-
HMManksHO BABOE MpeBbIlaTe aHanuTU4ecknii obpased.

6.9.2 OT npogykuumn B noTpebutensckoi Tape npobsl oTBUpaOT B KONUMYECTBE OAHOW UMW HECKOMbKUX
eauvHWL, B 3aBMCUMOCTKW OT Macchkl Mnn obbema noTpebutenbCckorn Tapsl ¢ TEM, YTOBbI KonuyecTBo BbINO Oo-
CTaTOYHbIM A8 npoBedeHus aHanu3a. OT NpPoOAYKUMM B TPaHCMNOPTHOW UK noTpebuTensckoi Tape GonbLumnx
pa3MepoB UMM HeynakoBaHHOW Mpobbl oTOMPaKT U3 pasHbiX MECT C paznuYHON rmyBuHEI, BKMOYaa NoBepx-
HOCTb.

6.9.3 [nsa mukpobuonorudeckmx aHanm3os npobsl oTOMpaT 0o B3aTUA NPob Ha OU3UKO-XUMUYECKNE U
opraHonenTUyeckue aHanmabl CTepUIbHbLIM UHCTPYMEHTOM B CTEPUIBHYIO Mocyay.

6.9.4 M3 otobpaHHoi Npobkl (hepmeHTHOro npenapata rotoaT 10 %-Hyto cycneH3uto (pacTeop), NyTeM
nobaesneHus Haeecku (1£0,1) r k (9+0,1) cm3 CTEPUNBHOW UCTUNNNPOBAHHOM BOALI, TLWATENMBLHO NepeMeLln-
BaOT C MOMOLLLK BOpPTEKca ANs NoNyYeHUs 0qHOPOAHOW CYCMNeH3nu U BbIAepXUBaloT ee Ha KUNsLLen BoOSHON
BbaHe B TeyeHue 10 MUH.
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B oxnaxgeHHoOW cycneH3nu (pacTBope) namepsaT pH 1, B 3aBUCMMOCTU OT MOMYYEHHOrO 3Ha4YeHWs, 40-
BOOAT BenuumHy pH 0o ypoBHa 6,5 + 0,5 cTepunbHbeiM 1 H pacTBOPOM KUCINOThI UMK Lenoyu (cMm. 6.2 n 6.3).

7 MNpoBeaeHue UcNbITaHUKA

7.1 MeTog nyHoK

MoagroToBneHHy cycneHsuto epmeHTa (cM. 6.9.4) nepeMeluBaloT C NOMOLLBLH BOPTEKCA U BHOCAT C
MOMOLLIbK aBTOMATUYECKOro 03aTOpa CO CTEPUMBHLIM HakoHeuHukoM no 0,1 cM3 napannensHo B gBe NyHKM
B KaXOYH M3 NOAroTOBMEHHbIX Yallek MeTpu (cMm. 6.8).

[MpUroTOBAEHHBIA KOHTPONBHBLIM pacTBOp TeTpauukKnMHa WNW  XnopTeTpauuknuHa rmapoxnopuaa

(cm. B.6) Taroke BHOCAT B LIEHTparnbHy NyHKy B obbeme 0,1 cms,

7.2 Oucko-audpy3noHHbLIN MeToq

MoaroToBMNEHHYD cycneH3uo hepMeHTa nepeMeLlnBaroT ¢ NOMOLLLK BopTekca. [lanee onga Kaxgoro
obpasua depmMeHTa, a TakKe KOHTPOIbHOrO pacTBopa TeTpauuMKnMHa UMK XNnopTeTpaumnknuHa ruapoxiopu-
Ja, nocnefosaTenbHo rotoBAT 18 BymakHbIX OUCKOB (MO ABa ANs KaXO0W M3 LWIeCTWM KynbTyp) u no 1 ans
KOHTpOMbHOro pacteopa. [Ana atoro cTepunbHbId AucK (cMm. 6.5) nponuteiBatoT 0,1 cM® 10 %-Hol cycrneH-
3men pepmeHTa (cMm. 6.9.4) n cpa3y nomeLLatoT ero Ha MNOBEPXHOCTbL arapa B NOArOTOBMEHHYIO Yallky [leTpu
(cm. 6.8). [InA kOHTpONbHOrO AMCKA MOBTOPSOT MpoLUenypy, NPONUThbIBas COOTBETCTBYHLLMM KOHTPOMNbHbLIM
pacTBOPOM TeTpauuKinHa UnuM xnopTeTpauuknMHa rugpoxnopuaa.

[nsa KoHTponsa YyBCTBUTENbHOCTM TeCT-KyNeTyp B. circulans, B. cereus n S. pyogenes UCMONb3yT KOH-
TPOrbHbIA pacTBop ¢ koHUeHTpauuei 0,1 mkr/cmS, ans TecT-kynbTyp E. coli S. marcescens v S. aureus —
C KoHueHTpauuen 10 MKr/cm2.

Owvckn packnagbiBaloT pasHoydaneHo Opyr OT ApYyra M Kpaes Yallkv B ABYX MOBTOPHOCTAX OMA O4HOMO
obpasua cdepmeHTa, HO He Bonee wWecTn OUCKOB Ha ogHy Yalwky MNetpu ganametrpom 90 MM 1 no 1 No UeHTpy
Yyalwek Ans KOHTponbHoro pacteopa. [lonyckaeTcs MCnonb30oBaTh ANA BHECEHUS B NMYHKW MK HAaHeceHUa Ha
OyMaxHbIX AUCKax KOHTPOJIbHbIX PACTBOPOB OTAENbHbIE YALUKK C NuTaTeneHol cpegoin TCAS, nogroToBneH-
Hble no 6.8.

7.3 UHkybupoBaHue noceBoOB

Yawku MNeTpu ¢ BHECEHHBIMUW 0BpasLamin, He NepeBopaYnBasl, KpbllLKaMn BBEPX, NOMELLAKT HA HOYb
(16—18 4) B xonopunbHWK Npn Temnepatype (5 + 3) °C gna A dy3nn akTMBHBIX KOMIOHEHTOB TeCTUPYEMbIX
hepMeHTOB B arap13oBaHHyH cpeay.

Ha cnenytwouwuin aeHb Yawky [eTpu nepeHocaT B TepMocTaT U MHKYBUpytoT npu Temnepatype (37 £ 1) °C
B TeueHue (20 £ 4) u. lMocne Yero NpoBepPSAOT HANMUMe 30H UHIMBUpPOBaHUS.

MpumeyaHue— He gonyckaerca CTaBMTL Yallku Opyr Ha Apyra.

8 ObpaboTka pe3ynbsraTtoB

8.1 PeaynbTaThl OLEHWBAOT HEMOCPEACTBEHHO nocne WHKyBupoBaHWa no 7.3, mpocmaTtpuBas Yalu-
ku MeTpy B NpoxoasdiwlemM ceeTe OT MBoro uctodHuKa ceeta. uameTp 30HbI MHTMBUMPOBaHKMA pocTa TecT-
KynbTyp, 06pasyemMbix Np1 B3aMMOLENCTBUM C aHTUOMOTUKaMK B NpoBax v KOHTPONbHEIM PacTBOPOM TeTpa-
UMKINWHA UMW XNOPTETPauMKIMHA TMAPOXMOopKUAA ONPeaensioT ¢ NMOMOLLbK M3MEPUTENbHBIX MHCTPYMEHTOB
(WUTaHreHUMPKYIb, NMUHERKa) ¢ TO4HOCThI0 A0 1 MM, ANA ABYX napannenbHbiX ONpefeneHnid paccuuThiBaT
cpegHeapudMeTH4eckoe 3Ha4YeHue.

OTmMe4aloT Yallku, B KOTOPbIX BbIfBMEHa Npo3paqHasi 30Ha MHIMBMpPoBaHWs pocTa TecT-KynsTyp Auame-
TpOM He MeHee 12 MM B BapuaHTe C nyHkamu (cMm. 7.1) n He MeHee 16 MM B BapwaHTe C guckamu (cm. 7.2).
PesyneTaThl BCEro UCMbITAHUS OLEHUBAKT ANs Kax4oh npobbl hepMeHTHOro npenapaTta B KOMMMekce no
BCEM LUEeCTU TECT-KyNnbTypam.

Mpy HanuuMm aHTUBWOTUYECKON (aHTMBaKTepUanbHONM) aKTUBHOCTU (DepMeHTHOTo Mpenaparta, BbisB-
MEHHOW MO Hanuyui 30H WHrMBMPOBaHWUIO pocTa, AWaMeTpPOM He MeHee: 12 MM B BapWaHTe C NyHKaMu W
16 MM B BapuaHTe C JUCKaMU, B OTHOLLEHWKM Tpex (unu Bonee) TecT-KynbTyp, eNnatoT BbIBOA O HANMYKMM aHTU-
BGMOTUUECKO aKTMBHOCTY ¥ nccneayemMoro obpasua hepMeHTHOMo npenapara.
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8.2 lNpw OTCYTCTBUM 30H MHMMBULMM KOHTPOIbHbLIX PacTBOPOB TETPAUMKIMHA UINU XNOPTETPaLMKITIMHA
rnapoxnopuaa onpegerneHve NoBTOPSHOT.

8.3 KoHTponb 30H WMHrMBuUMKM OCYLLEeCTBNAOT OLHOKPATHO ANS KaXO0W HOBOW MapTUM NMUTaTENbHON
cpeabl TCALD no 6.4.2. [lonyckaeTcs MCNONbL30BaTb ANA BHECEHWUA B MYHKA UMW HAHECEHUS Ha DymakHble
OUCKM KOHTPOSbHBIX PAacTBOPOBR OTAEeNbHbIE YallKK ¢ NuTaTensHoi cpefoin TCAJ, NnoaroToBrneHHbIX Mo 6.8.

8.4 B npunoxeHun B npuBedeHbl HAaMMEHbLUWE Npeaens! onpeaeneHns Anst aHTWOMOTMKOB U aHTUMMU-
KPOOHbLIX BELECTB pasnuyHbIX hapmrpynn [B Mr/,.:l,M3(Mr.’|<r)], KOTOPbIE COOTBETCTBYIOT pa3MepamM 30H UHrMOu-
poBaHWA pocTa, NPUHUMAaEMbIM 38 MOMOMUTENbHbIN peaynstat rno 8.1.

9 TpeboBaHus, obecneunBalowme 6e30MNacHOCTb

Mpw BbINONHeHUK paboT Heobxoammo cobnogaTe TpeboeaHusa FOCT ISO 7218.

TpeboeaHua, obecnedynBaowme besonacHocTb paboTel NabopaTopuu:

- NnoMeLlleHue nabopaTopum OOMKHO oTBe4aTs TpeboBaHuam MOCT ISO 7218;

- cogepXaHne BpefHbIX BELLECTB B BO34yxe paboyei 30Hbl He AOMKHO NpeBblwaTtbh HOPM, YCTaHOBMEH-
HbIX Tpeboeanuamu MOCT 12.1.005;

- TpeboBaHMA TexHWKkM GeszonacHocTW npu paboTe C XUMWYECKUMW PeakTMBaMyu B COOTBETCTBUW C
MOCT 12.1.007;

- TpeBoeaHuMa BesonacHocTu Npu pabote B MUKpoGMonornyeckon nabopatopuu ¢ MUKPOOPraHn3Mamu
I-1l rpynn natoreHHocTu (onacHocTu) no FOCT ISO 7218;

- TpeboBaHMA TexHukM 6GesonacHOCTKM npy paboTe ¢ SMeKkTpoycTaHOBKaMW — B COOTBETCTBMU C
roCT 12.1.019.

MpumeyaHue — [pynny onacHOCTY MUKPOOPraHU3ma, pacrnpoCTPaHEHHOTO B Npeaenax KOHKPETHOM CTpaHbl,
YCTaHABMUBAKT COOTBETCTBYHLIMMUN HALMOHATBHLIMU HOPMATMBHLIMW JOKYMEHTaMU.

MomelleHne nabopaTopun OOMKHO COOTBETCTBOBATh TpeboBaHMAM MOXapHOW ©Ge3onacHocTW Mo
FOCT 12.1.004 v 6bITb OCHaLLEHO cpeacTBaMu noxapoTywenus no FOCT 12.4.009.

10 TpeboBaHusA K onepatopy

K npoBedeHUD aHanu3a onyckakTca nuua, uMmerLwme cneunanbHoe OGQB?.OBBHVEE no I'IpOCbVIHI-O Bbl-
NMONMHAEMbIX paGDT, npowelne MHCTPYKTaxX no CD6J'I}0,D,EHVII-D TDEGOBBHMI:’I Buonoruyeckon GESOHECHOCTM, ocC-
BOMBLLUWE BbINONMHEHWE NPegyCMOTPEHHbIX METOOMKON Dnepau,mﬁ, v npowegwive o6yquMe npuemam paﬁOTbI
Cc OGODWJ,OB&HVIQM.
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MpunoxeHune A
(cnpaBo4Hoe)

WHdopmauma o npyuMeHAeMbIX TEXHUYECKUX pernaMeHTax U HOPMaTUBHbLIX NPaBOBbIX aKTax
B cTpaHax CHI

y = - locynapcteo —
TexHU4eCKUA pErMamMeHT UMM HOPMATUBHEIA NPABOBON aKT yAap
yyacTHuk CHIC

TexHudeckuin pernameHT TamoxeHHoro cotwsa TP TC 021/2011 «O 6esonacHoctv nuweson | AM, BY, KZ, KG, RU
NPOAYKLM»

TexHudeckuid pernameHT TamoxeHHoro coto3a TP TC 029/2012 «TpebosaHus 6ezonacHoctn | AM, BY, KZ, KG, RU
nuiLeBblX A00aBOK, apoMaTU3aToOpPOB 1 TEXHOINMOMMYECKUX BCNIOMOraTeNbHbIX CPEACTBY

TexHuueckuin pernameHT TamoxeHHoro coto3a TP TC 033/2013 «O 6esonacHocTn monoka u | AM, BY, KZ, KG, RU
MOJTOYHOW NPOAYKUUK»
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Mpunoxenune b
(pexomeHgyemoe)

PEKOMEH,ﬂ,yeMbIe aeno3zuTapuvy ona TeCcT-WTaMMOB, UCNONb3yeMbIX 4NA BeINONMHEHUA MUCNbLITAaHUN

PekomeHagyemble genosutapuin Ans TecT-LuTaMMOB, UCMOMNb3yeMblX ONS BbIMNOMHEHWS WCTMbITAHWIA, NPUBEOEHbI B
Tabnumue B.1.

Tabnuua bB.1

Tect-WwTamm PekomeHayemblin genosuTapui

Escherichia coli ATCC 11229 HauwnoHanbeHeI BuopecypcHbIA LeHTp Bcepoccuiickas konnekuus npoMbiL-
NEeHHbIX MuKpoopraHnamoe HWLL «KypyatoBckuit MHCTUTYT» (BPLL BKIIM)
(wTtamm Ne B-11333)

Bacillus circulans ATCC 4516 HauwnoHanbHbIA BuopecypcHbIA LeHTp Becepoccuidckas Konnekuus npoMbiil-
neHHblx MukpoopranmamoB HWL «Kypuarosckuii wmHctutyT» (BPL| BKIM)
(wTamm Ne B-9867)

Serratia marcescens ATCC 14041 HauuoHanbHbIA BuopecypcHbIR LeHTp Becepoccuidickasa Konmekuus npoMbiL-
NeHHbIX MukpoopranmamoB HWL «Kypuatoeckuin mHctutyT» (BPL, BKIM)
(wTtamm Ne B-11334)

Bacillus cereus ATCC 11778 HauuoHanbHbIn BuopecypcHbIM LeHTp Becepoccuidckasa Konmnekums npombiLl-
(oH e ATCC 9634%) neHHbix MukpoopranmamoB HWL «Kypuatosckmin mHctutyT» (BPL| BKIM)
(wtamm Ne B-8076)

Staphylococcus aureus ATCC 6538-P | locynapcTBeHHasa KOMMeKUMA nNaToreHHbX Muykpoopranuamo @OIBY «HLU
(OH e Ne 209-P FDA™) ACMIM» Mwunagpasa Poccun (TKMM ®IreyY « HUSCMIM» MuHagpaea Poccuu)
(wtamm Ne 201108)

Streptococcus pyogenes ATCC 12344 | locygapcTBeHHaA KOMMEKUMA naToreHHblX Mukpoopranuamos <PIbBY «HLU
ACMI» Munagpasa Poccun (TKMNM ©IBY «HUICMIM» MuHagpasa Poccuu)
(wtamm Ne 130160)

MpumevyaHune — Tecm-wmammbsl Mo2ym 6bimb MpuobpemeHs! Yepes3 HayuoHansHsle dernosumapuu npu ux
obpatlleHuU 8 ykazaHHble pocculickue Aenosumapuul unu MexdyHapoOHble KOMneKyuu MUKPOoOp2aHU3Mo8.

* https://www.atcc.org/products/11778.
** https://www.regmed.ru/produkt-n-service/strains/collection-of-microorganism/.

10

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 14/ 16
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-35116-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69263
https://gostexpert.ru/gost/gost-35116-2024?utm_source=pdf&utm_medium=69263&utm_term=page

Tabnuua B.1

pasnuyuHbIX papMrpynn B hepMeHTHLIX NnpenapaTax

MpunoxeHune B

(pekomeHgyemoe)

MeTpornorvyeckue XxapakTepucTUKK.
HanmeHbwune npegenbl onpegeneHuA aHTUOMOTUKOB U aHTHMHKpOSHbIX BelwecTB

FOCT 35116—2024

TecT-KynbTYpbI
AHTUOUOTHK E. coli B, S. B. 5l S Konuyecteo
a aKOMO acka A:I'CC circulans marcescens cereus aureus pyogenes CTBUTE
(bapuakonaeokas e ATCC ATCC ATCC ATCC ATCC | “yacTeuTen-aux
rpynna) 4516 14041 11778 6538-P 12344 HPIET e
HavmeHblume npenensl onpeaeneHus, Mr/nMs(Mr/Kr)

TeTpaunknuH
(TempauyuknuHsr) 3,0 <0,01 50 <0,01 0.5 <0,01 6 (100)
BaHkomuuumH
(Muxonenmudel) 2,0 0,01 0,5 0,01 0,1 <0,001 6 (100)
XnopamdpeHnkon
(AmgbeHukonsl) 1,0 0,5 2,0 0,5 —_ 0,1 5(83)
SpUTPOMULIMH
(Makponuder) — 0,01 — <0,001 0,1 <0,001 4 (67)
MNonumunkcuH B
(Monunenmudbt) 1,0 1,0 — 4,0 — 4,0 4 (67)
dyanguneran kucnota

y3UOUHbI — ; — ; : ;
@y3ud 3,0 1,0 0,1 1,0° 3 (50
BeHannneHnuunamH
(B-nakmambr) — 0,032 - —_ 0,032 <0,016 3 (50)
Lledraznanm

eghanocrnopuHs! ; — : — — <0,
(Uegh ) 1,0 1,0 0,001 3 (50)
CtpenTomMUumH
(AmuHozanuko3uds) 10 7.5 - 3,0 15 3,0% 3 (50)
TIMHKOMULIMH
(lurko3amudsr) — 16 — 1,0 1,0 <0,001 3 (50)
Hanugukcoeas kucnoTa
(XuHomMoHsI) 4,0 4,0 0,5 — — — 3 (50)

«—» — MHrubupoBaHue pocTta TeCT-KyneTyp He 0OHapYKeHo;
* MpupoaHas pesucTeHTHoCTb Ans poadat),
** [poMeXyTOYHO pe3nCTeHTHbIE.

1) Pekomenpaumnn MAKMAX «OnpegeneHne 4yBCTBUTENbHOCTM MUKPOOPraHU3MOB K aHTUMMKPOBHLIM npenapatam
(2021)». Bepcua 2021-01. URL: https://www.antibiotic.ru/minzdrav/category/clinical-recommendations/.
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Kntoueskle cnoBa: pepMeHTHbIE Npenaparsl, aHTUOMOTNYECKas akTUBHOCTb, TeCT-KynbTypbl

Pepaktop H.A. ApayHoea
TexHuueckuih pegaktop M.E. Yepenkosa
Koppektop RPA. Menmoea
KomneioTepHas Bepctka f1.A. Kpyzosol

CpaHo B Habop 15.10.2024. [MoanucaHo B nedatb 22.10.2024. ®opmar 60x84%. [apHuTypa Apuan.
Ycn. ney. n. 1,86. Yu4.-u3n. n. 1,58.

[MoaroToBNEHO HA OCHOBE 3NEKTPOHHOW BEPCUM, NpeaoCcTaBneHHo paspaboTyMkoM cTaHaapTa

CozpgaHo B egUHUYHOM WUCnonHeHun B PIrBY «HCTUTYT cTaHgapTulaumms»
Onsa KoMnnekToBaHusa PegepansHoro MHQOPMAaUKWOHHOIO hoHAa CTaHAapToB,
117418 Mockea, Haxumogscknia np-1, 4. 31, K. 2.
www.gostinfo.ru info@gostinfo.ru
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