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MNpepgncnoBne

Llenn, ocHOBHble NpUHLMNbI 1 06LWMe npaBuna npoBefeHus paboT Mo MeXrocyfapCTBEHHOW cTaHaap-
Tn3aunm yctaHosneHol TOCT 1.0 «MexrocygapcreeHHaa cucrema craHgaptnsaunm. OCHOBHbIE MOJTOXEHNA»
n rOCT 1.2 «MexrocygapcTBeHHaa cucrema craHgaptusaunn. CtaHgapTbl MeXrocygapCcTBeHHble, npasuna
N pekomeHgauumnm no MexrocyfapcTBeHHOW cTaHgapTusaunun. Mpasuna pas3paboTku, NPUHATUSA, 0OHOBIEHUA
N OTMEHbI»

CeefigHns1 O cTaHgapTe

1 PA3BPABOTAH Accouuauuein «TexHosorundeckas nnatcopma BuoTex2030»  (Accoumauus
«TM BnoTex2030») coBMecTHO ¢ PegepanbHbiM TOCY[AAaPCTBEHHbIM OGHOXETHbIM YUpexAeHNeM Hayku
denepanbHbiM MccnefoBaTeNIbCKMM  LLEHTPOM nNuTaHus, 6uoTtexHonorum u 6esonacHoctu nuwn (PréyH
«DUL, nuTaHua n 6MOTEXHOMOTNN»)

2 BHECEH ®degepa/ibHbIM areHTCTBOM MO TEXHUYECKOMY PerympoBaHuio 1 MeTposiornm

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CcTaHgapTu3auuu, MeTponorum un ceptudukauunm
(npoTtokon oT 30 ceHTAbpa 2024 r. Ne 177-)

3a NpuHATUE nporosiocoBasu:

KpaTKoe HanMmeHoBaHne CTpaHbl KO,EI' CTpaHbl COKpaLLleHHOE HanMeHoBaHNe HalMOoHa/IbHOIo opraHa
no MK(MCO 3166) 004—97 no MK(MCO 3166) 004—97 no craHgapTmsayum
ApmeHusa AM 3A0 «HauuoHasbHbI OpraH no craHjapTu3auum u
meTponorum» Pecny6nvkmn ApMeHuns
Benapycb BY lFoccTraHgapT Pecnybnvkn Benapycb
KasaxcTtaH KZ loccraHgapT Pecnybnukn KasaxcraH
Kuprunsumsa KG KbipreisctaHgapT
Poccus RU PocctaHaapt
Y36ekuctaH uz Y36eKcKoe areHTCTBO M0 TEXHUYECKOMY perynnpoBaHuio

4 Tpukazom PenepanbHOro areHTCTBa No TEXHUYECKOMY PeryimpoBaHuto u metTposiornn oT 10 okTa6ps
2024 1. Ne 1424-ct mexrocyfapcTBeHHbIi ctaHgapT NOCT 35116—2024 BBeAeH B AeiicTBME B KayecTBe
HauuoHanbHOro ctaHgapTa Poccuiickoin degepauun ¢ 1 nona 2025 r.

5 BBEJEH BIEPBBbBIE

WHdopmauus o BBeeHUn B feiicTBre (NpekpalieHun AelicTBUA) HACTOSIWEro cTraHgapTa 1 usme-
HEHWN K HEMY Ha TEepPpPMTOPUN YKa3aHHbIX Bbille rocyfapcTB Ny6/anKyeTCs B yKasaTensx HauuoHabHbIX
CTaHaapToOB, N3JaBaeMbiX B 3TUX FrocyaapcTBax, a Takke B ceTu MIHTepHeT Ha caliTax cooTBeTCTBY-
O MX HALMOHA/IbHBIX OPraHoB Mo CTaHAaapTu3auuu.

B cnyvae nepecmMoTpa, W3MEHEHWS WM OTMEHbl HAaCTOsWEro cTaHjapTa CooTBeTCTBywLas
nHopmauus 6ygeT ony6auKoBaHa Ha oduuManibHOM UHTEepHeT-caiiTe MexrocygapcTBEHHOTo coBeTa
no cTaHgapTu3auMm, MeTpoiornuy u cepTuukaLuum B kaTanore «MexrocygapcTBeHHble CTaH4apTbi»

© OdopmneHne. PIreyY «MHCTUTYT cTaHfapTusayumn», 2024

B Poccuiickoii ®efepaunm HaCTOSILIMIA CTAaHAAPT HE MOXET 6biTb MOSTHOCTbIO WK
4acCTMYHO BOCMPOU3BELEH, TUPAXMPOBAH M pacnpocTpaHeH B KauyecTBe ouLMaibHOro
u3gaHus 6e3 paspelleHns ®efepasbHOro areHTCTBa N0 TEXHUYECKOMY PErympoBaHuto
U MeTposioruu
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M E X T OCVYAAPG CTUBETHH HBDB 1 CTAHOAPT

OEPMEHTHbIE MPEMNAPATbI MUKPOBHOIO NMPOUCXOXAEHNA
ANna NUWEBOW NPOMBILLNEHHOCTU

MeTopn onpepeneHus aHTNONOTNYECKOW aKTUBHOCTU

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

Jata BBegeHuna — 2025—07—01

1 O6nacTb NpUMeHeHuUs

HacTosiwunii cTaHgapT pacnpocTpaHsieTcs Ha pepMeHTHble npenapaTtbl MUKPOOGHOTO MPOUCXOXAEHUS,
npUMeHsieMble B MULLEBON NPOMbILW/IEHHOCTWN B KavyecTBe TEXHO/IOrMYeCcKkUX BCMOMOraTe/ibHbIX CpeacTs, no-
Nlyd4aeMblX C UCMOMb30BaHNEM MUKPOOPraHU3MOB (LUTAMMOB — MNPOAYLEHTOB): NPUPOAHbIX, NMOSYYEHHbIX Me-
ToAaMN TPaAULMOHHOWN cenekyMyu u MyTareHesa, a TakkKe reHeTUu4ecku-moanguumpoBaHHbiX (PEKOMBUHAHT-
HblX, TPAHCFEHHbIX) LITAMMOB, TAKCOHOMMUYECKN MPpUHAZNEexallux Kak K npokapuotam (6aktepuu, BKIYas
cTpenToMuUETbI, apXxen), Tak U K aykapmoTam (MUKPOCKONMYECKMe APOXKenoaobHbie U naecHeBble rpubsbl), 1
yCcTaHaB/MBAET KaueCTBEHHbII MeTof 06HapyxeHus (onpeaeneHns) aHTMGMOTMUYECKO aKTUBHOCTH.

2 HopmaTuBHbIE CCbI/IKN

B HacTofAwWweM cTaHfapTe UCMOMb30BaHbl HOPMAaTUBHbBIE CCbIIKUM Ha cnefylowmne MexrocyapCcTBeHHble
cTaHpapThl:

FOCT 12.1.004 Cwuctema cTaHpapToB 6e3onacHocTu Tpyga. MNMoxapHas 6e3onacHocTb. O6wme Tpebo-
BaHUA

FOCT 12.1.005 Cuctema ctaHgapToB 6e3onacHocTu Tpyga. O6ume caHnTapHO-rurneHmyeckme tpebo-
BaHMA K BO34yxy pabouyeli 30HbI

FOCT 12.1.007 Cuctema cTaHfaptoB 6e3onacHocTu Tpyha. BpegHble BewecTBa. Knaccudukaumsa u
ob6uwme TpeboBaHNA H6e30nNacHOCTU

FOCT 12.1.019 Cwuctema cTaHgapToB 6e30macHOCTU Tpyaa. dnekTpobesonacHocTb. Obuwmne TpeboBa-
HUS U HOMeHKNaTypa BUAO0B 3aliuThl

FOCT 12.4.009 Cuctema ctaHgapToB 6e3onacHocTu Tpyaa. MoxapHasa TexHuka Ana 3awutbl 06bek-
ToB. OCHOBHble BUAbl. Pa3melleHne n ob6cnyxnsaHue

FOCT 1770 (MCO 1042—83, CO 4788—80) lMNocyna mepHasas nabopaTtopHasa cTteknAHHasa. Lmnu-
Apbl, MEH3YpKKN, Konbbl, Npobupkn. O6LmMe TeXHUYECKe ycnoBus

FOCT 6709* Bopa guctuianupoBaHHaa. TexHu4Yeckue ycnosusa

FOCT 17299 CnupT 3TWMNOBbIN TEXHUYECKNA. TEeXHNYECKNE YC/TIOBUSA

FOCT 22280 PeakTuBbl. HaTpuini NMMOHHOKMNC/IbIA 5,5-BOAHbIA. TeXHUYECKNE YCTOBUS

FOCT 25336 [lMocypa v obopypoBaHue nabopaTopHble CTEK/SAHHblE. Tunbl, OCHOBHble NapamMeTpbl U
pasmepbl

FOCT 26669 [MpoaykTbl NuEBbIEe U BKycOBble. [MoaroToBka Npo6 A MUKPOGMOIOTMYECKUX aHaIn30oB

FOCT 29169 (MCO 648—77) Mocypa nabopaTtopHas cTeknsHHasa. MNMuneTkn ¢ 04HOM OTMETKOW

* B Poccuiickoin ®epepaumnn gelicteyet NTOCT P 58144—2018.

M3gaHne opuuynanbHoe
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FOCT 29227 (MCO 835-1—81) lNMocypa nabopatopHas cTeknsHHas. T[uneTkun rpagynpoBaHHbIE.
YacTtb 1. Obwumne TpeboBaHus

FOCT 31904 MpoaykTbl nuuwesBble. MeToabl oT60pa Npo6 ANst MUKPOBMOMOTMYECKUX UCTMbITAHUN

FOCT ISO 7218 Mukpobuonorus nuuieBbiX NPOAYKTOB U KOPMOB A/ XUBOTHbIX. ObWwmne TpeboBaHms
N pekoMeHzauum no MMKPOOBMOIOrMYyecknmM mnccnefoBaHnam

FOCT ISO 11133 Mwukpo6uonorns nuueBbiX NPOAYKTOB, KOPMOB ANsi XXMBOTHbIX 1 BOoAbl. purotosne-
Hue, NPOU3BOACTBO, XpaHeHne u onpefeneHne paboumx xapakTepucTuk NUTaTenbHbIX cpes

FOCT OIML R 76-1 TocypgapcTBeHHas cuctema obecneyvyeHus eguHCTBa M3MepeHuin. Becbl HeaBToOMa-
Tnyeckoro gencrteusa. Uactb 1. MeTposnornyeckme n TexHuyeckme TpebosaHus. McnbiTaHus

MpuMmeyaHue — lpy NOMb30BAHUM HACTOSALLMM CTaHAAPTOM LEe/ecoobpas3Ho NpoBepUThL AENCTBUE CCblIoy-
HbIX CTaHAAPTOB M KnaccuMmMKaTopoB Ha othuLMasibHOM MHTEpHET-caiiTe MeXrocy4apcTBeHHOro coBeTa Mo cTaHAapTu-
3aumn, MeTposiorum 1 ceptuchmkauum (www.easc.by) wam no ykasatensMm HauMoHasIbHbIX CTaHAApPTOB, M3JaBaeMbiM B
rocyaapcTBax, ykasaHHbIX B MPEAUCIOBUM, WM Ha OhULMasIbHBIX caliTax COOTBETCTBYIOLMX HaLMOHAIbHLIX OpPraHoB Mo
CTaHaapTusaumn. Ecnm Ha OKYMEHT faHa HeflaTMpoBaHHas CCblika, TO cneflyeT UCNoMb30BaTh AOKYMEHT, AeCTBY LM
Ha TEKYLLUMIA MOMEHT, C YYETOM BCEX BHECEHHbLIX B HETO M3MEHeHUIi. EC/ 3aMEHEH CCbITOYHbI/ AOKYMEHT, Ha KOTOPbIi
[JaHa jaTupoBaHHasi cCblika, TO CnefyeT MCNoMb3oBaTh yKasaHHY BEPCUID 3TOro AoKyMeHTa. Ecnv nocne npuHSATMS
HaCTOSILLErO CTaHAapTa B CCbUIOYHbIA AOKYMEHT, Ha KOTOPbLIA AaHa AaTMPOBaHHAs CChlka, BHECEHO M3MEHEHWe, 3aTpa-
rMBaroLLee NosIokKeHVE, Ha KOTOPOe AaHa CChlIka, TO 3TO MOJSIOKEHNE NPUMEHSIETCA 6e3 yyeTa JaHHOro U3MeHeHus. Ecnm
[LOKYMEHT OTMeHEH 6e3 3aMeHbl, TO MOJIOKEHME, B KOTOPOM jaHa CCbIsIKa Ha HEro, NPUMEHSIETCS B YacTu, He 3aTparvsa-
IOLLe 3TY CCbIKY.

3 TepMuHbI, oNpeaeneHns 1 cokpalleHust

3.1 TepMuHbI 1 onpeaeneHns

B HacToslWeM cTaHgapTe NpMMEeHeHbl TEPMUHbI B COOTBETCTBUN C TEXHUYECKMMU pernameHTaMn u Hop-
MaTWBHbIMW NPAaBOBbIMW akTaMu, AelCTBYOLWMMY HA TEPPUTOPUN rocyaapcTea, NPUHABLUEro cTaHgapT, a Tak-
Xe cnegywuwmue TEPMUHbI C COOTBETCTBYOLMMMW ONpeaeneHnsmMmu:

3.1.1 dpepmeHTHbIe NpenapaTbl: OUMLLEHHbIE W KOHLEHTPUPOBaHHbIE MPOAYKTLI, CoAepXaliue onpe-
AeNneHHble hepMeHTbl UAN KOMMAEKC (DEPMEHTOB, PACTUTENIbHOrO, XMBOTHOIMO M MUKPOGHOro (MPOAYLEHT)
NPOVCXOXAEHMNS, HEOBXOANMBIX AN OCYUWLECTB/IEHUA BUOXUMNYECKNX NPOLLECCOB, MPOUCXOAALLMX NP NPOU3-
BO/CTBE NPOAYKTOB.

3.1.2 aHTMOUOTUYHECKAA aKTMBHOCTb (DEepPMEHTHbIX NpenapaTtoB: Hanuuve B hepMeHTHbIX npena-
paTax MMKPOGHOrO MPOUCXOXAEHUSA BELLECTB aHTMOUOTUYECKOTO XapakTepa, UHIMbMpyLwmux pocT TecTupye-
MbIX MUKPOOPraHn3MoB.

MpumevyaHne — MHdopmaums 0 TEXHUYECKMX PerfiaMeHTax U HOPMAaTUBHBLIX MPaBOBbIX akTax npueefeHa B
NpUIoXeHnn A.

3.2 CokpaleHunsa

TCBAD — TpuNTOH-COEBbI OY/IbOH C APOXKEBbIM 3KCTPAKTOM.
TCALD — TpunToH-COEBbLI arap C APOXXKEBbIM 3KCTPAKTOM.

4 CyuwHOCTb MeToda

HacToAwmnin meTon OCHOBAH Ha BbISB/IEHUM MHIMOMUMKM pocTa LWTaMMOB TECT-Ky/IbTyp Hecnopoobpasy-
IOWMX 1 crnopoobpasylowmnx, rpamoTpulaTesibHbIX U rpamnooXnTeNbHbIX MUKPOOPraHM3MOB BellecTBaMu
aHTMBMOTUYECKOTO XapakTepa, NPUCYTCTBYOLWNUMM B (DEePMEHTHbIX NpenapaTtax. BbisiBieHne MHrMbupyouLei
aKTUBHOCTW NPOBOAAT IYHOUYHbIM UAN AUCKO-OUPPY3ZNOHHBIM METOLO0M B OTHOLIEHUWN LLIECTU TECT-KYNbTYp Ha
Yawkax MNetpu.

5 Cpe,ﬂ,CTBa |/|3|\/|epeH|/||7|, BCrnomMmoraresibHoe 060pyp,OBaH|/|e, nocyaa, peaktmBbl
n Martepmnasibl
51 JlozaTop mexaHun4yeckuit ofHOKaHa/bHbIA C NnepeMeHHbIM 06bemom oT 0,02 go 0,2 cm3 ¢ gonycTu-

MO OTHOCMTESIbHOW NOrPeLHOCTLI0 [03MpoBaHus He 6onee *(2,0— 1,5) %, C 04HOPA30BbLIMU HAKOHEUYHUKA-
MW, CTEPUIIbHBIMU.
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5.2 [lo3aTop MexaHW4YecKuin ofHOKaHa/bHblli C NnepeMeHHbIM 06bemoM oT 0,1 go 1 cm3 c gonycTumoli
OTHOCUTE/IbHO MOrpeLwHoCTbo A03npoBaHua He 6onee +(2,0—1,5) %, ¢ 04HOPA30BbLIMU CTEPUIbHLIMU Ha-
KOHEeYHUKamu.

5.3 Becbl HeaBTOMaTuyeckoro geicteus Bbicokoro (Il) knacca TouHocTn no FOCT OIML R 76-1 ¢ npege-
Nnamu AoNyckaemoW norpewHocTn B3BewunBaHus He 6onee +0,01 r.

5.4 Becbl cneuunansHoro (I) knacca touHoct no FOCT OIML R 76-1 ¢ NOBEPOYHbIM MHTEPBASIOM € He
6onee 1 Mr n geiicTBUTENbHOW LeHOW aeneHus d He 6onee 0,1 wr.

5.5 Konb6bl MepHble 2-ro knacca TO4HOCTU BMecTumocTbio 50,100, 1000 cm3 no NOCT 1770.

5.6 Konbbl CTEKASAHHbIE NIOCKOAOHHbIE BMeCcTUMOCTb0 50 1 100 cm3 no NOCT 25336 nanm nMMNopTHbIE.

5.7 TuneTkn rpagympoBaHHblie 2-r0 Knacca TOYHOCTU, CTEK/IAHHbIE, BMECTMMOCTbIO 1,2, 5, 10 n 25 cm3
no NOCT 29227 nnm MNopTHbIE.

5.8 MuneTkn ceponorvyeckne rpagympoBaHHbie M3 NOJIMMEPHOro marepuasna, BMecTumocToeio 1, 2, 5,
10 n 25 cm3, cTepunbHbIe.

5.9 Munetkm Mopa BMecTMMOCTbO 15 cmM3 ¢ OfQHON MEeTKOl, CTEeKNsHHble, Knacc TO4YHocTM B no
FOCT 29169 win nMNopTHbIE.

5.10 pH-meTp nan aHanusatop NOTEHUMOMETPUYECKNIA, NMOTPELIHOCTb N3MepeHuii He 6onee pH £0,1.

5.11 WTaHreHUnpKyb WU 3NEKTPOHHbI WTaHFEeHUNPKYb AN IMHERKa n3mepuTensHas, obecneymBa-
lowmre TOYHOCTb M3MepeHusa 4o 1 mMm.

5.12 UwnnunHgpsl mepHble 100, 250 cm3 no NOCT 1770 nniv MMMNOPTHbLIE.

5.13 baHAa BogsHadA, nossonsawwas nogaepxmsarte Temnepartypy 40 °C — 55 °C.

5.14 Bokc 6uonormnyeckoli 3awutbl Il knacca.

5.15 BymaxHble AUCKU* C BbICOKO BMUTbIBaKLW,EW CnOoCcO6HOCTbO knacca 740E guametpom 12,7 mm,
COOTBETCTBYHOLWME CTaHAapPTamM KOHTPONbHbIX AnckoB FDA/BO3 ans aHannza aHTUOMOTUKOB.

5.16 BopTtekc nabopaTtopHblii Ans NPO6UPOK.

5.17 Kon6bl N1OCKOAOHHbIE KOHUMYECKNE WX Kpyr/ible BMecTumocTbio 100, 250 cm3.

5.18 O6nyyaTtenb 6akTepuyugHbIi.

5.19 Mpo6upkn Tunos M1, M2 no NOCT 25336.

5.20 MnacTukoBble NPOGUPKK TUNa PanbkOH BMECTUMOCTbIO He MeHee 10 cm3.

5.21 Metnsa 6aktepuonornyeckas Ne 5 (guameTpom 5 Mm).

5.22 TnHuUeT.

5.23 Tpob6oliHuk (Nnpoceyka) A4S hOPMMPOBAHMSA JIYHOK B arape gvameTpom 7 MM (Hanpumep, Tuna
nn-7).

5.24 CnupToBKKM nabopaTopHble.

5.25 CT0MnK cneyuanbHblii C TOPU30HTa/IbHBIM YPOBHEM.

5.26 CTepuan3atop napoBoil, o6ecneynBalLWwuii pexnm ctepunusanuy npu temnepatype (121 +1) °C.

5.27 TepmocTaT, N03BOMAKWNIA Nogaepxuatb pabouy Temnepatypy (37 £ 1) °C.

5.28 ®nakoHbl N3 TEPMOCTOMKOro CTEKNA C 3aBUHUYMBAKLWMMUCA KpbllWKamMmy BMecTuMocTbio 80, 200 cm3.

5.29 XonogunbHuk, No3BonsWKNiA nogaepxusartb pabouyo Temnepatypy 2 °C — 8 °C.

5.30 Yawkn 6uonornyeckue (Metpu) cCTEKNAHHbIE WAW O4HOPA30Bble N3 MNONMMEPHbIX MaTepnanos.

5.31 LlWkad (cTton) nabopaTopHbIii.

5.32 LWkath cywunnbHbIl CTEPUNMN3ALNOHHBIA, NO3BOMAKLWMWI NoAAepXmMBaTb TemnepaTtypy (160 + 5) °C.

5.33 Arap Mukpob6monormyeckuii.

5.34 Bopga guctunnuposaHHas no NOCT 6709.

5.35 [noko3a Kpuctaninyeckasa rmgpartHas.

5.36 [pOX>XeBOW 3KCTPAKT, CYyXOii.

5.37 Kanus ruapooknch (rMaApoKcuz Kanus), XuMU4eCcKn YUCTbIA.

5.38 Kanwuii hocthopHOKUCbI ABYy3aMeLLEHHbI 3-BOAHBIN.

5.39 KucnoTa consHas, KOHUEeHTpMpoBaHHasA, XMMNYecKn yncras.

5.40 Hatpusa rmgpookuchb (rmapokcup HaTpus), XMMUYeCcKn yucrtas.

5.41 HaTpuii XNOpUCTbIN.

5.42 HaTpuii NTMMOHHOKKUCALIA 3-3aMeleHHbIn, 5,5 BogHbiii no FTOCT 22280.

5.43 TMenToH COEBBbIN, CyXOil.

5.44 CnupT 3TnnoBblii, 96 %-Hblit no TOCT 17299.

* [INA Ka4eCTBEHHOro0 BOCMPOM3BEAEHUS pe3y/ibTaToB MCCefoBaHUli PekoMeHAyeTCcs MCNofb30BaTb AWMCKM Tuna
Whatman® Filter Discs, Grade 740E (Whatman) unu Cytiva Grade 740E Filter Discs (Cytiva).
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5.45 TpunTOH-COEBbLI arap C APOXXXEBbIM 3KCTPAKTOM, CYyXOW.

5.46 TpUNTOH-COEBLIN BYNLOH C APOXXKEBbLIM 3KCTPAKTOM, CYXOii.

5.47 TpuWNTOH, CYXOW.

5.48 depmeHTaATWBHbIN TMAPONN3AT Ka3enHa, Cyxoi.

5.49 O6pasel, cTaHAapTHbIA TeTpauukavHa Uan xnopteTpauukivHa rmgpoxaopuga no HOPMaTUBHbBIM
[OKYMeHTaM rocypapcrsa, NPUHABLLUETo cTaHAapT.

TecT-KynbTypbl:

5.50 Escherichia coliATCC 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.

Jlonyckaetca nNpuMeHeHWe [pYrux cpefcTB U3MEPEHWA, BCMoOMOraTeslbHOro o6opyAoBaHUsA W MocyAbl,
He ycTynalwLlmnx BblleyKa3aHHbIM M0 MeTPOSIOrMYEeCKUM U TEXHUYECKUM XapakTepucTukam un obecnevymsaro-
LWKUX HEOOXOAMMYIO TOYHOCTb U3MEPEHWUS, a TakKe PeakTUBOB, N0 KaYeCTBY He HUXEe yKa3aHHbIX, 3a UCK/tove-
HMEM TeCT-Ky/ibTyp, peKoOMeHAyemble Aeno3uTapun A KOTOPbIX NpefcTaB/ieHbl B NpuioxeHun b.

MuTaTenbHble cpefbl U npenapaTtbl AO/HKHbl COOTBETCTBOBATbH HOPMATUBHBLIM [OKYMEHTaM WAN [0KY-
MeHTam npoussoanTens. MNMpurotToBsieHNe N KOHTPO/Ib KayecTBa NuUTaTesibHbIX Cpef OCYL,EeCTBAAT B COOT-
BetctBun ¢ NOCT ISO 11133.

6 MoarotoBKa K UCMbITaAHMIO

6.1 TMoprotoBka nabopaTopHoi nocyasl — no NOCT ISO 7218.

MoprotaBnuBaldT CTEPU/IbHBIE CTEKNAHHbIE MPOOUPKN, CTEPUSIbHbIE CTEK/IAHHbIE KOMObI, CTEPU/bHbIE
CTEeKNAHHbIEe Yallkn MeTpun, cCTepUNbHbIE CTEKNAHHBIE MUMETKN.

6.2 TlMpurotosrieHne 1 H pacTBOpa rMAPOOKUCU HaTpPUA ANA YCTaHOB/EHUA pH nuTaTefnbHbIX Cpef npo-
BogAaT no NOCT ISO 11133.

6.3 lpurotosneHne 1 H pacTBopa CONAHON KUCNOTbl A4/11 YCTAHOBIEHUA pH nuTaTtenbHbIX cpes npoBo-
pAat no NOCT I1SO 11133.

6.4 lNpuroTtoBsieHVe NUTaTenbHbIX Cpes,

6.4.1 TpuNTOH-COEBbIN BY/IbOH C APOXXKEBbIM 3KCTpakToMm (TCBA3)

[Ona npuroToBfieHUs NCNOMb3YIOT CyxXyt nutatesnbHyto cpeny TCBEA3 cnepytouwero coctasa (r/n): Tpun-
TOH UM hepMeHTaTUBHbLIN rnaponusaTt kasenHa — 17,0; coeBblii nenToH — 3,0; xnopucTelid HaTpuii — 5,0;
hochopHOKMCBIN ABY3aMeLLeHHbI kanuini — 2,5; rnwko3a — 2,5; opoxxeBoit akcTpakT — 6,0. lonyckaeTtcs
NPUroToB/IEHWE U3 KOMMNOHEHTOB.

Cpepy ANnsa 3aceBa WeCTN TECT-Ky/bTYp rOTOBAT B HEOGX0AMMOM Konu4yecTee (415 3aceBa O4HON Yalluku
Metpn gnametpom 90 MM gocTaToyHO 1 cm3 cycneH3nun OAHOI TeCT-Ky/bTypbl).

Mpn ncnosb3oBaHUM Cyxoi nutTaTesbHol cpegabl TCBA3 pykoBOACTBYHTCA pekoMeHAaunsaMn n3rotoBu-
Tensa. Cyxyw cpegy TCB3 wam KOMMNOHEHTbI pacTBOPST B AUCTUNIMPOBaHHON Boge. MNMpu HEO6XOA4MMOCTHU
ycTtaHasnusalT pH Tak, 4Tobbl nocse crepuansauum ero 3HayeHue coorsetcteosano (7,3 £ 0,2) ea. pH npu
Temnepartype 25 °C, npoueaypy nposogdar B cootsetctBun ¢ NOCT ISO 11133. lNpUroTOB/IEHHYIO Cpeay Ha-
nunBaloT B K06y (hnakoH C 3aBUHYMBAIOLLENCH KPbILWKOA) WM pas3niMBaloT B CTEK/ISAHHbIE NPOBGMPKM 1 YKyno-
puBalT BaATHO-Map/ieBbIMU WU/N LEII0/I03HBIMU NPO6KaMu.

CTtepunusyioT B aBTOKIaBe npu temnepartype 121 °C B teyeHune 15 MUH UAN B COOTBETCTBUN C NHCTPYK-
uneii usrotoButens.

[OTOBYIO CTEpUAbHYK cpedy XpaHAT B 3aluUeHHOM OT cBeTa mecTte npu Temnepatype (5 £ 3) °C He
6onee 3 mec.

6.4.2 TpUNTOH-COEBLIN arap ¢ ApPoXxXKeBbIM 3KCTpakTom (TCALI)

[ns npuroToBneHua ncnonb3yT cyxyl cpeay TCAA3, npu He06X0A4MMOCTU AONOSIHUTENBHO A06aBNs-
10T MUKpobuonornyecknii arap us pacuyeta 2 r/gm3. jonyckaetca rotoBUTb arapusoBaHHYl cpefy 13 cpefbl
TCBAD (cm. 6.4.1) nyTem gobaBneHUss MUKPOOMONOrMyeckoro arapa us pacveta 17 r/gm3 B 6ynboH. Mpea-
BapuTesIbHO ANA pacniaB/ieHnsa arapa cpefy HarpesatoT.
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Cpepy rotoBAT B HEOO6XOAMMOM KONMYeCcTBe AN WecTu yvawek MeTpu (N0 O4HON ANSA KaxAOW TecT-
KynbTypbl) U3 pacyeta: no 25 cm3Ha ogHy yYalky agnameTpomM 90 MM uay no 38 cM3 Ha O4HY YallKy AnameTpoMm
110 mMm.

CTepunusyloT B aBTOk/1aBe npu temnepartype 121 °C B TeyeHue 15 MUH uUaMm B COOTBETCTBUM C UHCTPYK-
unei nsrotosutens.

FOTOBYIO CTEpPU/IbHYIO cCpefy XpaHAT B 3alluleHHOM OT cBeTa MecTe npu Temnepartype (5 £ 3) °C He
6onee 3 mec.

6.5 MNoaroTtoBKa CTEPUNbHbIX BYMaXHbIX AUCKOB

FoTOBAT ByMaxKHble AUCKM B HEOGXOAMMOM KO/SIMYECTBE U3 pacyeTa: Mo ABa Aucka AN O4HOro obpas-
ua ANs8 Kaxaol w3 wecTu TecT-KynbTyp, Bcero 12 AnMckoB Ha oAuH ob6pasel nccnegyemoro hepmeHTta v no
OHOMY Ha KaxAyl ualluky, 3aCesiHHYl TecT-Ky/ibTypamu, npu npoBefeHnn KoHTpons (Bcero 18 amckos). MNpu
HEOOX0AMMOCTM AUCKA CTEPUNM3YIOT B CTEKIAHHbLIX Yalwkax lNeTpu aBToknaBMpoBaHWEM nNpu Temnepartype
121 °C B TeueHue 15 MuH (MPeAnOYTUTENBHO) UMM B CYLWIUIbHOM CTEPUIM3aUNOHHOM wkKady C BblAEPXKKOWN
npu Temnepartype (160 £ 1) °C He MeHee 1 u.

6.6 MoarotToBKa KOHTPOJ/IbHLIX PACTBOPOB TeTPALUKINHA UK XopTeTpaunukimHa

KOHTPO/bHLIA pacTBop TeTpauukanHa uam xaopTeTpauukinHa Mcnofb3yT A8 NPOBEpKM akTUBHOCTM
pocTta TecT-KynbTyp.

6.6.1 lMpurotoBfieHNe LUUTPATHO-COJIAHOKMC/IOro 6yhepHOro pacrteopa

B mepHoli kon6e BmecTumocTbio 1000 cmM3 B HEGO/IBLIOM KOIMYECTBE AMCTUI/IMPOBAHHON BOAbl pac-
TBOpPAT 20,6 T IMMOHHOKMCNOrO HaTpusa no NOCT 22280 u 1,81 cM3 KOHUEHTPUPOBAHHOW CONSAHON KUCNOTbI
N [OBOAAT 06bEM AUCTUANMPOBAHHON BOAOK A0 MeTKM. YcTaHaBnuakT pH pacteopa (51 + 0,1) ea. pH ¢
MOMOLLbI0O PACTBOPOB FMAPOOKNCK Kasus WU CONAHON KUCOThI.

PactBop cTtepunusytoT npu Temnepatype (121 + 1) °C B TeyeHue (20 £ 3) MuH.

Cpok xpaHeHunsa pacTtBopa B xonogunbHuke npu temnepatype (5 = 1) °C — He 60nee 30 cyT.

6.6.2 lpurotoBneHne OCHOBHOrNO pacTBOpa TeTpauukanHa Wnu XaopTeTpauukiamHa ruapo-
xnopuga MaccoBoOi KoHUeHTpauun 1000 mKr/cm3

CTaHpapTHbli o6pasey, TeTpauukavHa WM TUAPOXJ0OpMAA XJopTeTpauukivHa B KoJuvecTBe
(20 £ 0,01) mr pacTBOpAIOT B TakoM KonuyectBe 0,1 H CONSAHON KUCNOTbI, YTOObLI NOSYyYNTb OCHOBHOWN pacTBop
C cogepXxaHuem 4yuctoro sewectBa ctaHgapta 1000 mkr/cm3.

MpumevyaHne — lMpu MaccoBOW KOHLEHTpaLUMM YMCTOrO BellecTBa B CTaHAapTHOM npenapate 930 MKr/Mr Ha-
Becky 20 Mr cTaHAApPTHOro npenapara pacTBOPSOT B 18,6 CM3 COMSHON KUCMOTbI, MOy4YMB OCHOBHOM pPacTBOP MacCOBOWA
KOHLUeHTpaLuun 1000 mkr/cm3.

CpoOK XpaHeHUs OCHOBHOrO pacTBopa B nocyge ¢ nputeptoii npo6koii npu Temnepatype (5 + 1) °C — He
6onee 30 cyT.

6.6.3 MpuUrotToBneHne KOHTPOJIbHbLIX PacTBOPOB TeTpauuK/MHa WM XopTeTpaumnkiavHa rngpo-
xnopuga MaccoBoii KoHueHTpayuu 10,0 n 0,1 mkr/cm3

KOHTpO/ibHbIE pacTBOpbl FOTOBAT U3 OCHOBHOTO NyTEM AECATUMKPATHbIX pa3BefeHuinl B CTEKIAHHbIX CTe-
pUNbHBIX NPO6MpPKax, NCNOMb3yA AN KaXA0ro pasBefeHVWs HOBYK MUMNeTKy WM OAHOPa30Bbli HAKOHEYHWUK
Ana posatopa. B ueTbipe npomapkupoBaHHble npobupkn K-100, K-10, K-1 n K-0,1 BHOCAT no 9 cM3 uutpaTtHo-
consiHokucnoro 6ycdepHoro pactesopa (cM. 6.6.1), 3atem B npobupky K-100 BHOCAT 1 cM3 OCHOBHOFO pacTBO-
pa c KoHueHTpaumnein 1000 mkr/cm3 (cm. 6.6.2), nonyyas pacTBOp C KOHueHTpauyuein 100 mkr/cm3, TwaTenbHO
nepemMeLwmnBatT, ganee n3 Hee 1 cM3 BHOCAT B Npob6upky K-10, nonyyas pacTtBOp C KOHUeHTpaumen 10 mkr/cm3,
TWwaTtenbHO NepemMeLlnBaloT U NPOBOAAT Nocneaylolne passeseHns 40 NONYyYeHUs pacTBOPOB C KOHLeHTpa-
ymamm 1,0 n 0,1 mkr/cm3.

PacTBOopbl C MacCcOBOl KOHUeHTpauuein TeTpauuknMHa wnm xnoprteTpauuknanHa rugpoxnaopuga 10 n
0,1 MKr/cM3 ABNSAOTCA KOHTPOSIbHbLIMMU.

CpoK XpaHeHMs KOHTPOJ/IbHOTO pacTBopa TeTpauuknvHa/xnopTeTpayuknmHa — He 6onee 12 u.

6.7 MoarotoBKka TECT-KY/NbTYpP B NUTaTe€/IbHOM 6Y/IbOHE

MpoBOAAT NoceB TeCT-KyNbTyp B 6ynboH TCBEA3 ana nonyyvyeHuna nHokynata. bynsoH TCBEA3 (cm. 6.4.1)
acenTuyeckn pasnvBalT No 5 cm3 B WeCTb CTEPU/IbHBIX MPOOGUPOK, NO OAHOW Ha KaXAyl TecT-Ky/bTypy.
C noBepxHOCTW arapa OTOMPAKT MOJIHYID OGAaKTEPUOSIOTUYECKYIO MNEeTN0 TecCT-Ky/NbTypbl W MNEPEHOCAT B
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npomMapkMpoBaHHy nNpobupky ¢ 5 mn 6ynboHa TCBA3, TwartesibHO NepemMeLlInBalT ¢ NOMOL b0 BOpTeKca A0
O0[lHOPOAHOro COCTOAHUA. B cnyyae Heo6X04MMOCTU NOATOTOBKM 60/bLUIEr0 06beMa UHOKYNATa YBENMYmMBaT
KonnyecTBa 3aceBaemoro 6ynboHa TCBAD u BHOCMMOI TECT-Ky/IbTypbl, UCXOASA U3 COOTHOLEHUA 1 nosHas
bakTepuosiornyeckas neTna TecT-kynbTypbl Ha 5 mn TCBAD. lMoceBbl TepMocCTaTUpyOT Npu Temnepartype
(837 £ 1) °C B TeueHne 18—24 u.

[Onsa nocea B 6ynboH TCB3 MCNONb3ykT CYyTOUYHble TECT-KY/bTYpbl, BbipaweHHble Ha arape TCALD
(cm. 6.4.2).

6.8 lNMoprortoBka 4allek [eTpu € TECT-Ky/NbTypamu

Yawkn MeTpy pacnonarawT HA FOPM30HTa/IbHO BbIPOBHEHHOW MOBEPXHOCTM CTOMA U/IM HA CNeunanbHOM
CTO/IMKE C TOPM30HTasIbHbIM YPOBHEM UM 3a/IMBalOT NocnefoBaTes/ibHO ABYMS CMOSIMU arapv3oBaHHOW cpepoii
TCALS (cm. 6.4.2) pNs KaXAon TeCcT-KynbTypsl.

Cnoin 1. PacnnaBfieHHY W OXJTaXAeHHY Ao Temnepatypbl 50 °C—55 °C arapu3oBaHHyl cpegy no
15 cm3 acenTMyeckn € NOMOLLbLI0 NMUNETKN BHOCAT B yalky [NeTpu n paBHOMEPHO pacnpefensiT no noBepx-
HOCTMW, HaKpbIBAOT KPbIWKON M OCTABNAKT A5 3acTbiBaHUA. Takum 06pa3om roToBAT LIECTb yallek.

Cnon 2. MNpepBaputenbHo nporpesakT npy Temnepatype 50 °C—55 °C wecTb NyCTbIX CTEPUSbHbIX
npo6mpok. CyTOYHbIE TECT-KY/IbTYPbI, BblpalieHHble B 6yiboHe TCBA3 (cm. 6.7), TwaTeNbHO NnepemMewnBarT
C NOMOLLbIO BOpTEKCA A0 O4HOPOAHOIO COCTOSHUA.

PacnnaBneHHyo n oxnaxgeHHyw Ao temnepatypbl 45 °C—50 °C arapu3oBaHHY0 cpefy B KO/iM4ecTBe
9 cm3 acenTMyeckn NUNETKol BHOCAT B NPOrpeTy CTEPUSIbHYI0 NPO6UPKY, Aasiee 6bICTPO B Ty Xe MPo6MpKYy
BHOCAT 1 cM3 04HOPOAHOW CYCNEH3UN TeCT-KyNbTypbl, aKTUBHO NepemellvBaloT, He Jonyckas obpa3oBaHus
ny3blpbKOB, MOC/IE YEro BCE COAEPXMMOE PaBHOMEPHO pacnpefensioT NoBepx 3acThiBLIEro NepBOro cC/os B
vawke MeTpu. Yawky MeTpn HakpbiBaOT KPbILIKON M OCTABASAT ANA 3acTbiBaHUA Ha 15—20 muH. Mpouenypy
NOBTOPSAIT A/ KaXA0N TeCT-KyNbTypbl.

Mpy BbINOSIHEHUM aHanM3a C MCNOJIb30BaHMEM NIYHOK (CMm. 7.1) B arapoBOil cpefe nNpo6oiHMKOM (npo-
CEeYKoii) BbIpe3alT NYHKU AnameTpoM 7 MM, M3 pacyeTa Mo ABe NYHKM Ha ofauH obpasel, HO He Gonee WecTu
NYHOK Ha ogHy yawky MNetpu gnametpom 90 MM, NYHKU pacnosiaraloT Nno OKPY>XHOCTU yalwku NeTtpn Ha paBHO-
yAaneHHOM pacCcTosHWUM oPYT OT Apyra u oT kpaes Yalku MNeTpu. Mo LeHTpy Yalek Bbipe3alT AONOHUTENIbHO
OLHY NYHKY AN KOHTPONSA aHTMbmoTumka. o BO3MOXHOCTM AN KaXA0W TECT-Ky/1bTypbl MCNO/b3YHOT OTAENb-
HbIi CTEPU/IBHBIA NPOB6ONHMK (Mpoceuky). MNpu MCnoNb30BaHUN OAHOFO MHCTPYMEHTa, ANA npeaoTBpaleHus
NepekpecTHON KOHTaMuHauumn, Npo6oliHuK (NPoCeYKy) TWaTe/lbHO NPOXUralT B N1aMEHU CMUPTOBKK, OXJ1ax-
[alT B cnupTe, nocne yero hnamobupyloT oas yaaneHus cnupTa, npoueaypy NpOBOAAT KaXAbli pa3 nepep,
Bblpe3aHWEM /IYHOK B arape C HOBOW TecCT-Ky/ibTypoli. HepgocTaTouHasa TepMuyeckas obpaboTka npoboiiHnka
(NpoceYkn) MOXET NPUBECTM K NEPEKPECTHON KOHTAMUHALUMW TECT-KY/IbTYpP MPU U3rOTOB/IEHUN NTYHOK.

O6pa3oBaBlimnecsa 6/10ku arapa yaansT U3 JIYHOK acenTuyecku nibbiM cnocoboM, He fonyckas HepoB-
HOCTM KpaeB U pacTPecKMBaHUA JIyHOK.

MoaroToBNEHHbIE YallKM cpa3y MCNob3YyT A8 aHanvM3a, BpemMs OT BHECEHMSA B Yallkn TeCT-Ky/bTyp A0
BHeceHuns o6pasyoB eEPMEHTOB He A0/MKHO npeBbiwaTte 30— 35 MUH.

6.9 lMogrotoBka 06pasLoB

6.9.1 OT60p M nNoaroToBky Npo6 hepMeHTHbIX npenapaTtoB nNposoAAT B cooTeBeTcTBUM TOCT 31904,
FOCT 26669, TOCT ISO 7218.

Macca M 06bem oT6upaemblXx NPO6 [OMKHBI 6bITh 4OCTATOUYHLIMWU A1 NPOBEAEHNA UCTLITAHUA U MU-
HUMaNnbHO BABOE NpeBbillaTbh aHaMTUYeCcKnini obpasel,.

6.9.2 OT npoAaykumn B NOTpebuTenbckon Tape nNpobbl OTO6MPAT B KONIMYECTBE OAHOW WM HECKONbKUX
eAnHUL, B 3aBUCUMOCTM OT MacCbl MAnm o6bemMa NoTpeduTenbCKol Tapbl C TeM, YTOObl KOMYECTBO 6blfiIo A0-
CTaTO4YHbIM AN NpoBeAeHns aHanusa. OT NpoAyKUUM B TPAHCNOPTHOM MAM NOoTPebuTenbckoi Tape 60/bLUNX
pa3sMepoB WM HeynakoBaHHO NPOGbl OTOGMPAKT M3 pasHbiX MeCT C pPas3/IMYHON rNy6uHbI, BKAOUYAs NOBEpX-
HOCTb.

6.9.3 Ans mMnukpobmnonornyecknx aHaan3oB nNpobbl 0OTOMpPaKT A0 B3ATUSA NPO6 Ha (PU3NKO-XUMUYECKNEe 1
opraHonenTuyeckme aHaan3bl CTEPUSIbHLIM WHCTPYMEHTOM B CTEPUJILHYIO NOCYAY.

6.9.4 M3 oTo6paHHO Npobbl hepMeHTHOro npenaparta rotoBAT 10 %-Hyl cycneH3uto (pacTBop), NyTem
pobasneHnsa Hasecku (1+0,1) r k (9+0,1) cm3 cTEpPUSIBHON AUCTUMNIMPOBAHHON BOAbI, TUATE/NbHO NepemMeLlmn-
BalOT C MOMOLLbIO BOPTEKCa A1 NONYyYEeHUS OAHOPOAHON CYCNEeH3MN 1 BbIAEPXMBAIKOT €e Ha Kunsweid BoAAHOWN
6aHe B TeueHue 10 MUH.
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B oxnaxgeHHOW cycneHsumn (pactBope) n3MepsaoT pH 1, B 3@aBUCUMOCTU OT MOJIYYEHHOIO 3Ha4YeHus, [o-
BOAAT BenMUnHy pH o yposHsa 6,5 + 0,5 cTepusibHbIM 1 H pacTBOPOM KUC/OTbl UK wWwenoum (cMm. 6.2 1 6.3).

7 TpoBegeHMe UCMbITaHWA

7.1 MeTop NyHOK

MoaroToBNEHHYIO cycneH3uto pepmeHTa (cm. 6.9.4) nepemelnBaloT C MOMOLLbID BOPTEKCA U BHOCAT C
MOMOLLLbI0O aBTOMaTUYECKOro fo3artopa Co CTepU/ibHbIM HakoHeyHuKom no 0,1 cM3 napanfienbHO B ABE JIyHKU
B K&yl M3 NOAroToBNEHHbIX Yawek MeTpu (cm. 6.8).

MpUroToB/IEHHbIE KOHTPO/IbHBIA pacTBOp TeTpauukaMHa waM xnopTeTpauuknmHa rugpoxsaopuga
(cM. 6.6) Takke BHOCAT B LEHTpasibHYl NyHKY B 06beme 0,1 cm3.

7.2 OVcKo-aMhdy3nOHHbIA MeTog

MoAroTOB/IEHHYIO CYCMEH3UI0 (hepMeHTa NnepemeLlnBalroT C NOMOLWbI0O BopTekca. [lanee AN KaXnoro
obpasua (hbepmeHTa, a TakkKe KOHTPOJ/IbHOrO pacTBopa TeTpauukauHa Wam xnopTeTpauukanHa rmapoxaopu-
fAa, nocnepoBaTtesibHO rOTOBAT 18 GymaKHbIX AUCKOB (N0 ABa ANS KaXAOW M3 WecTu KynbTyp) v no 1 ans
KOHTPOJ/IbHOTO pacTBopa. [nsa 3Toro ctepunbHblii gnck (cm. 6.5) nponuteiBaloT 0,1 cm3 10 %-HOW cycneH-
3mein pepmeHTa (CM. 6.9.4) 1 cpasy NomMeLLaloT ero Ha NOBEPXHOCTb arapa B MOArOTOBMEHHYIO yalky MeTpu
(cm. 6.8). [lnA KOHTPO/ILHOTO AMCKa MOBTOPSAIOT npoueaypy, NPOnuTbiBass COOTBETCTBYHOLWMUM KOHTPOJIbHBIM
pacTBOpoM TeTpauuKInHa Uan xnopteTpaunkianHa rugpoxaopuaa.

[na KOHTPONSA 4yBCTBUTENILHOCTU TeCT-KyNnbTyp B. circulans, B. cereus n S. pyogenes MCMNosib3ylT KOH-
TPO/bHbI/ pacTBOP C KOoHUeHTpauuein 0,1 mkr/cm3, ana TecT-kynbTyp E. coil S. marcescens n S. aureus —
C KOHUeHTpauunein 10 mkr/cm3.

[vckn packnafbiBaloT paBHoydasieHO APYr OT Apyra U Kpaes 4allky B ABYX MOBTOPHOCTAX A1 O4HOrO
obpasua hepmeHTa, HO He 6osee WecTn AUCKOB Ha OAHY Yawky MNeTpn anametpom 90 MM 1 no 1 no ueHTpy
yalwek 4159 KOHTPOJIbHOro pacteopa. [lonyckaeTcsi UCMONb30BaTh A/19 BHECEHUSA B NIYHKM UM HAHECEHUS Ha
6YMaXHbIX AMCKaX KOHTPOJ/IbHbIX PACTBOPOB OTAE/bHbIE Yallku ¢ nuTaTenbHol cpegoin TCALD, NOAroTOB/EH-
Hble no 6.8.

7.3 NHKyb6upoBaHue nocesoB

Yawkn MeTpn ¢ BHeCeHHbIMU obpasuamu, He nepesopayvBas, KpbllKamu BBEpX, NMOMeLW AT Ha HOYb
(16— 18 u) B xonoannbHuk npu Temnepatype (5 £ 3) °C aona anddy3nm akTUBHbIX KOMMOHEHTOB TECTUPYEMbIX
hepMeHTOB B arapnM3oBaHHY0 cpegy.

Ha cnepytowunii aeHb yawky MeTpu NnepeHocaT B TepMmocTaT U MHKyGupyT npu Temnepatype (37 + 1) °C
B TeyeHne (20 + 4) u. MNMocne yero NPOBEPSAT HaNUuMe 30H UHIMONPOBAHMSA.

MprmevyaHne — He gonyckaeTcsl CTaBUTb YallKU APYT HA Apyra.

8 O6paboTka pe3yfibTaTtoB

8.1 Pe3ynbTatbl OLEHUBAKT HENOCPeACTBEHHO MNOCAe WHKY6upoBaHus no 7.3, npocMmaTpusas
kn MeTpy B npoxogswem cBeTe OT NO6Oro UCTOYHMKA cBeTa. [unameTp 30HbI MHIMOMpPOBaHWA pocTa TecT-
KynbTyp, 06pasyeMblX Npyu B3aMMOLENCTBUM C aHTUOMOTMKAMM B NPo6ax M KOHTPOJ/IbHbIM pacTBOpPOM TeTpa-
UMKINHA WKW XNnopTeTpauukianHa rugpoxaopua onpefensioT ¢ NOMOLWbI U3MEPUTENbHLIX UHCTPYMEHTOB
(wTaHreHUpKynb, NMHENKa) ¢ TOYHOCTbI A0 1 MM, ANS ABYX napanfiefibHbiX OonpefesieHuii paccunTbiBaloT
cpepHeapumeTnyeckoe 3HavyeHue.

OTMeualoT Yallku, B KOTOPbIX BbiSiB/IEHA Npo3payHas 30Ha WHIMGupoBaHUA pocta TecT-Ky/bTyp gname-
TPOM He MeHee 12 MM B BapuaHTe C NyHKamu (cM. 7.1) n He MeHee 16 MM B BapuaHTe € Auckamu (CMm. 7.2).
PesynbTaTbl BCEro MCNbITAHWA OLEHWBAKT A8 KaxAoW npobbl hepMeHTHOro npenapara B KOMMJeKCe Mo
BCEM LLUECTU TECT-Ky/IbTypaMm.

Mpn Hanuuum aHTM6MOTUYECKON (aHTubGakTepuasibHON) akTUBHOCTM (DEPMEHTHOrO npenaparta, BbIAB-
JIEHHON MO Ha/Myuio 30H MHIMGMPOBAaHWIO pOCTa, AMAMETPOM He MeHee: 12 MM B BapuaHTe C JIlyHKamu u
16 MM B BapuaHTe C AucKaMu, B OTHOLWEHUN Tpex (Mnn 6osee) TecT-KyNnbTyp, AenatoT BbIBOA O HA/IMYUU aHTU-
6MOTMYECKOl aKTUBHOCTU Y uccnenyemMoro obpasua pepMeHTHOro npenapara.

yalwu-
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8.2 Tpu OTCYTCTBUM 30H WMHIMOULMM KOHTPOJIbHLIX PACTBOPOB TeTpauukiuHa WM xjopTeTpauukinHa
rmgpoxnopuga onpefesieHne nosToOPSIOT.

8.3 KOHTPO/b 30H WMHIMO6MUMKM OCYW,ECTBASAIT O4HOKPATHO ANA KaX[OoW HOBOIW NapTuy nuTaTesibHOM
cpeabl TCAAS no 6.4.2. lonyckaeTcsa MCNOMb30BaTh OJ19 BHECEHUSA B JIYHKM WM HAHECEHUSA Ha ByMakHble
OWNCKN KOHTPO/IbHbIX PAcTBOPOB OTAE/bHbIE Yallku C NnuTaTtenbHoin cpepoii TCALS, NOATOTOBAEHHbIX MO 6.8.

8.4 B npunoxeHun B npueefeHbl HauMeHbline npefensl onpefeneHnsa Ans aHTMOMOTUKOB U aHTUMU-
KPOGHbIX BELWECTB pa3nnyHbix hapmrpynn [B Mr/gm3(mr/kr)], KoTopble COOTBETCTBYIOT pasmMepam 30H UHTU6U-
poBaHMA pocTa, NPUHUMAaeEMbIM 3a NOJIOXUTENbHbIN pe3ynbTar no 8.1.

9 TpeboBaHus, obecneumBaroLme 6e30MNacHOCTb

Mpwn BbINONHEHUN paboT Heobxoanmo cobnwgaTb TpeboBaHua TOCT ISO 7218.

TpeboBaHusa, obecneynBarolime 6e3onacHOCTb paboTbl nabopaTtopun:

- nomeleHne nabopaTtopumn AOMKHO oTBeyaTb TpebosaHuam FOCT ISO 7218;

- cojepxaHne BpefHbIX BELLeCTB B BO3Ayxe pabouell 30Hbl He AO/DKHO NpeBbllWaTtb HOPM, YCTAHOBEH-
HbIX TpeboBaHnamn MOCT 12.1.005;

- Tpe6oBaHuA TexHuWkM 6Ge3onacHocTM npu paboTe C XMMUYECKMMU peakTuBaMu B COOTBETCTBUM C
FOCT 12.1.007;

- TpeboBaHus 6e3onacHOCTU Npu paboTe B MUKPOBMOOrM4yecko nabopartopum ¢ MUKPOOPraHmamamm
I-Il rpynn natoreHHocTu (onacHocTtu) no NOCT ISO 7218;

- TpeboBaHMA TexHukn 6GesonacHocTu npu paboTe C 3NEeKTpoycTaHOBKAMW — B COOTBETCTBUM C
FOCT 12.1.019.

MpumedaHune — [pynny ONacHOCTU MUKPOOPraHM3Ma, PacnpoCTPaHeHHOro B npefenax KOHKPETHO CTpaHsbl,
yCTaHaB/IMBAKT COOTBETCTBYIOLLWMN HALIMOHAIbHBIMU HOPMATUBHBLIMY [OKYMEHTaMM.

MomeweHne nabopaTtopunm [O/HKHO COOTBETCTBOBATb TpPebHOBaHMSAM MNOXapHOK 6Ge3onacHoOCTU Mo
FOCT 12.1.004 u 6bITb OCHalWleHO cpeacTBaMu noxapotyweHus no FOCT 12.4.009.

10 TpeboBaHus K onepaTtopy

K npoBegeHuto aHanuMsa gonyckalwTcs nuua, nMmewlme cneynanbHoe obpasoBaHMe no nNpoduato Bbli-
nosiHAeMbIxX paboT, npowelmne NHCTPYKTaX No cobnoaeHnto TpeboBaHUin 6MoNornyeckoin 6e3onacHocTu, oc-
BOMBLUME BbINO/JIHEHUE NPeAyCMOTPEHHbLIX MEeTOAUKON onepaunii, n npowegwmne obyvyeHne npuemam pabdboThl
c o6opypoBaHueM.



FOCT 35116—2024

MpunnoxeHue A
(cnpaBo4HOE)

VHdopmaumsa 0 NpUMeHAeMbIX TEXHUYECKUX periaMeHTax U HOpMaTUBHbIX MPaBOBbIX akTax
B cTpaHax CHI

o o o FocypapcTBo —
TexHW4yeckuii pernaMmeHT UM HopMaTVBHbI NPaBOBON aKT
yyacTHuk CHI

TexHuuecknii pernameHT TamoxeHHoro cotoza TP TC 021/2011 «O 6e3onacHocTu nuwesoin  AM, BY, KZ, KG, RU
NPOAYKLMM»

TexHnyecknin pernameHT TamoxeHHoro cot3a TP TC 029/2012 «Tpe6oBaHus 6e30nacHOCTU

AM, BY, KZ, KG, RU
NULLIEBbIX A06aBOK, apOMaTU3aTopPoB U TEXHOIOMMYECKUX BCOMOraTesibHbIX CPefCcTB»

TexHn4yecknin pernameHT TamoxeHHoro coto3da TP TC 033/2013 «O 6e3onacHocT mosioka n AM, BY, KZ, KG, RU
MOJIOHHOV NPOAYKLIM»
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MpunoxeHve b
(pekomeHgyemoe)

PekoMeHAyeMble Aeno3nTapun ans TecT-WTaMMOB, UCMO/b3YEMbIX A1 BbINOSIHEHUS UCTbITaHWI

PekomeHayemble Aenosntapun asis TecT-LTaMMOB, WCMO/b3YEMbIX A1 BbINOSIHEHUS WUCMbITAHWIA, NPUBELEHbI B

Tabnuue bB.1.
Tab6nuya B1

TecT-wWrtamm

Escherichia coli ATCC 11229

Bacillus circulans ATCC 4516

Serratia marcescens ATCC 14041

Bacillus cereus ATCC 11778
(oH e ATCC 9634*)

Staphylococcus aureus ATCC 6538-P
(oH e Ne 209-P FDA**)

Streptococcus pyogenes ATCC 12344

PekomeHayemblii feno3vntapuii

HauunoHanbHbI 6GUOPECYPCHBIN LEHTP Bcepoccuiickast Konnekums npoMblLL-
NeHHbIX MukpoopraHmamoB HWLL «KypuaTtoBckuin uHcTuTyT» (BPL, BKIM)
(wramm Ne B-11333)

HauwuoHanbHbIn 61MopecypcHbIil LLeHTp Bcepoccuiickas KOoNneKkums npombiLL-
NeHHbIX MukpoopraHmamoB HULL «KypuaToBckuii uHcTutyT» (BPL, BKIM)
(wramm Ne B-9867)

HaumoHanbHbIli 6MopecypcHbIn LeHTP Bcepoccuiickast KONnekumst npomblii-
NEeHHbIX MuKpoopraHuamoB HUL, «KypuatoBckuiA MHCTUTYT» (BPLL BKIM)
(wramm Ne B-11334)

HauunoHanbHbI 61opecypcHbIii LeHTp Bcepoccuiickas KOMMeKUMs MpoMbiLl-
NEeHHbIX MuKpoopraHuamoB HUL, «KypuatoBckuiA MHCTUTYT» (BPLL BKIM)
(wtamm Ne B-8076)

lFocyfapcTBeHHan KOMMEKUMst MaToreHHbIX MukKpoopraHusmos @®IrbY  «HL,
OCMIM» Munzgpasa Poccumn (FTKMM By «HU3CMIM» MuH3gpasa Poccuu)
(wramm Ne 201108)

locyfapcTBeHHaa KO/IeKUMss MaTOreHHbIX MukpoopraHusmos @by  «HL,
OCMIM» Munsgpasa Poccumn (FTKMM &by «HU3CMIM» MuH3gpaa Poccun)
(wtamm Ne 130160)

MpuMmeyaHue — TecT-WTaMMbl MOTYT 6blTb NPUOGPETEHbI Yepe3 HaLMOHA/IbHbIE AEno3nTapun npu nx
o6paLLeHNM B yKazaHHble poccuiickue Aeno3uTapum Ui MexayHapogHble KOMIeKLMn MUKPOOpraHM3MOB.

- https://www.atcc.Org/products/11778.
** https://www.regmed.ru/produkt-n-service/strains/collection-of-microorganism/.
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MpunnoxeHve B
(pekomeHayemoe)

MeTponiornyeckne XapakTepucTuKu.
HanmeHbluve npeaensbl onpegeneHnss aHTM6MOTUKOB M aHTUMUKPOGHbLIX BELLECTB
pasnuuHbIX papMrpynn B oepMeHTHbIX npenapaTax

Tabnuuya Bl

TecT-Ky/ibTypbl

B. S B. S S

AHTNBNOTHUK E. coli . - - - Konunuectso
ATCC circulans marcescens cereus aureus pyogenes
((*)apmakonormqecmﬂ 11299 ATCC ATCC ATCC ATCC ATCC l1yBCTBI/IT(-:‘I'II:(;;blx
rpynna) 4516 14041 11778 6538-P 12344 Kynetyp, 7o
HaumeHbline npegensi onpegenexuns, Mr/am3(mr/kr)
TeTpayuunknunH
(TeTpaunKInHbI) 3,0 <0,01 5,0 <0,01 05 <0,01 6 (100)
BaHKoMuumH
(FnukonenTwuab!) 2,0 0,01 0,5 0,01 01 <0,001 6 (100)
XnopamdeHukon
(AMdheHuKonbI) 1,0 0,5 2,0 05 - 01 5 (83)
SpUTPOMULIMH
‘Makponuapl - \ - <0, 01 <0,
Makp 0,01 0,001 0,001 4(67
MonumMmukcuH B
NonunenTwuabl , 1,0 - ) - )
n 1,0 4,0 4,0 4(67
dy3nanesan kucnorta
(Py3unanHbI) - 3,0 - 1,0 0,1 1,0¢ 3 (50)
BeHsnnneHnumnanH
(/3-nakTambl) - 0,032 - - 0,032 <0,016 3 (50)
LlechTtasmgum
(LedhanocnopuHsl) 1,0 - 1,0 - - <0,001 3 (50)
CrpenTtomMuLMH
(AMUHOr NKO3UabI) 10 75 - 3.0 15+ 3,0* 3 (50)
JINHKOMUUWMH
([TuHko3amnabl) - 15% - 1,0 1,0 <0,001 3 (50)

Hanmgukcosas kucnora
(X1HONOHbI) 4,0 4,0 0,5 - - - 3 (50)

«—» — VIHrMbumpoBaHme pocTa TeCT-Ky/IbTyp He 06HapYXeHO;
* MpupoaHan pe3ncTeHTHOCTb Ans poaal).
** [MpOMEXYTOYHO PE3NUCTEHTHbBIE.

1) PexomeHgaunm MAKMAX «OnpegeneHne 4yBCTBUTEIbHOCT MMKPOOPTraHN3MOB K aHTMUKPOOHBLIM npenaparam
(2021)». Bepcus 2021-01. URL: https://www.antibiotic.ru/minzdrav/category/clinical-recommendations/.
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YAK 577.15:613.2:006.354 MKC 07.080
07.100

KntoueBble c/ioBa: hepMeHTHble npenapatbl, aHTUGUOTUYECKAs aKTUBHOCTb, TECT-KY/IbTYpbl

Pepaxktop H.A. ApryHosa
TexHnyeckmin pegaktop W.E. Yepenkosa
Koppektop P.A. MeHTOBa
KomnbtoTepHas BepcTka J1.A. Kpyrosoii

CpaHo B Habop 15.10.2024. T[MopgnucaHo B nevaTb 22.10.2024. dopmaT 60x8418 TapHuTypa Apuan.
Yen. ney. n. 1,86. Yu.-usg. n. 1,58.

MOArOTOB/IEHO HAa OCHOBE 3/1EKTPOHHOI Bepcun, NpeaocTaB/eHHo pa3paboTunkoM cTaHaapTa

Co3faHo B eJMHNYHOM UCMNONHEHUN B ®IBY «MHCTUTYT cTaHgapTusaumum»
ANs KoMmniekToBaHnsa defepasbHOro MHOpMaLnMoHHOro hoHaa cTaHjapTos,
117418 MockBa, HaxumoBckuii np-T, g. 31, k. 2.
www.gostinfo.ru info@gostinfo.ru
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