67 ITIPOU3BOJACTBO ITMIIEBDBIX ITPOJAYKTOB

OKC 67.100.10

N3menenne Ne 1 T'OCT P 51600—2010 Moa0oko B MOJOYHBIE NPOAYKTHI.
MuUKpoOHOJNOrHYECKHE METObl onpeneeHns HAJIMINS AHTHOHOTHKOB

Y1tBepxaeno u BeeaeHo B AeucTeue Ilpukazom PenepaabHOro areHTCTBA MO
TEXHHIECKOMY peryaupoBaHui) U Metpoaordd oT 14.12.2011 Ne 1554-c¢t

Jlata sBenenna 2012—07—01

Paznen 2. Samenuts ccbuUIKy: ['OCT P 51446—99 (MCO 7218—96) Ha «OCT

P UCO 7218—2008 Mukpo0Ouoa0rus IUIIEBLIX IIPOJIYKTOB U KOPMOB IS XU -
BOTHBIX. O011IMe TpeOOBAHUI U PEKOMEHIAIIUU 110 MUKPOOUOIOTMUCCKHUM UC-
CJIICIOBAHUSIMD» .

Paznen 3, yHKTH 3.42, 3.43, 3.44, 3.45 u 3.46 (co cHockamul) ™)) usino-
KUTH B HOBOH peaaKIIuU:

«3.42 Tecr-kynprypa Ne 11) — tecr-kynpTypa Bacillus stearothermophilus.

3.43 Cpena Ne 12 — cpema nuTateIbHAs TaOIeTUPOBAHHAS, YIIAKOBAHHAS
B OYTBUIOUKU U3 TECMHOI'O CTEKJIa C HABUHUUBAIOIIUMCS KOJIIIAUYKOM, KallCy-
JIOM CUJIUKAareasd U IHOPOJTOHOBBIM VIIIOTHUTCIIEM.

3.44 Cpena Ne 23 — cpena arapoBast co criopamu Bacillus stearother-
mophilus various calidolactis 1 THIUKATOPOM OPOMKPEIOMIIYPIIYD, I'epMeE-
TAYHO YKYIIOPEHHAS B aMIIYJIbl BMECTUMOCTBIO 1,0 cM?, coOpaHHBIE B OJIOKM.

3.45 Cpena Ne 3% — cmech arapoBOil W MUTATEIBHOHN Cpejl CO CIIOpaMU
Bacillus stearothermophilus various calidolactis 1 MHIUKATOpPOM OpPOMKpE-
30JIyPIYP, TEPMETUYHO YKYIIOPEHHAI B aMIIyJbl BMeCTUMOCTBIO 1,0 cm>,
COOpaHHbBIEC B OJIOKU.

3.46 TecT-Habop No 4°), BKIIOUAIOINNUI TEPMETAYHO YKYIIOPEHHBIE IIPO-
OUpPKU, MOJIOCKU WIU IIIACTUHBI CO CMECHI0 arapoOBOUM M IUTATEIbLHOM Cpell,
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cogepxamient criopsl Bacillus stearothermophilus various calidolactis 1 nHIM-
KaTOp OpUJUIMAHTOBBI UYCPHBIN;, CAMOKIICIINYIOCS JICHTY IS IUIACTUH, KOHT-
pPOJIBHBIN pacTBOp MoOJIoKa ¢ lleHunmmmHoM (G MacCOBOM KOHIICHTpaIllMei
0,004 MKT/T 1 KOHTPOJIBHBIIA PacTBOP MOJOKA 0€3 aHTUONOTHUKOB.

D TecT-kynbprypa Bacillus stearothermophilus various calidolactis BKMb-510,
BHIITyCKacMasd MHCTUTYTOM OMOXMMHUH M PU3UOJIIOTHUH PACTEHUN W MHKPOOPraHHU3MOB

PAH.
2 Cpema nurateiabHada «Delvotest SP» (OO0 «JICM BoctouHas EBpomna»).

Y Cpena arapoBadg «Delvotest SP-NT» (OO0 «JICM Bocrounag Espolia»).
Y Cpena «Delvotest SP-NT», «Delvotest SP MINI-NT» (OO0 «/J1CM BocTouHasa

EBpora»).
) Tecr-Habop «BRT Inhibitor Test» (OO0 «Xp. XaHCEH» )».

Paznen 3 1omoaHUTS TyHKTaMu — 3.47 — 3.49 (co caockamu 9,7 ®)):

«3.47 Tecr-Habop No 19 BKIOUAIONIUN FepMETUUHO YKYIIOPEHHBIC aM-
[1yJIbl, COOpAHHBIC B INIACTUHBI, CO CMEChIO arapoOBO U IMUTATCIBHON Cpell CO
cuopamu Bacillus stearothermophilus various calidolactis 1 mHAUKATOP OPOM-
KPE30JIIIYPIIYP; CAMOKIICIINYIOCI JICHTY IS ILJIACTUH.

3.48 Tect-Hatop Ne 27), BKIIOYAIONINI YKYIIOPEHHBIEC (POJBrON aMITYJIbI
BMeCcTUMOCTBIO 1,0 cM3, comepxaliyde cMeCh arapoBOM U IIUTATEJIBHOM Cpe/l
co cuopamu Bacillus stearothermophilus various calidolactis 1 UHIMKATOPOM
OpPOMKPE3OJIIYPIIYP.

3.49 Tect-Habop No 3%, BKITIOUAIONIAI TePMETUIHO YKYIIOPECHHBIC AMITY-
JIbl, COOpaHHBIEC B OJIOKH, CO CMECBhIO arapoBOM W IUTATEJIbHOU Cpel, COUeP-
xaen cropsl Bacillus stearothermophilus various calidolactis 1 mHIUKaTOP
OpPOMKPE30IIIIYPIIYP; OAHOPA30BbIC IMUIIETKU, CAMOKIICAIIYIOCS JICHTY, KOHT-
pOJIbHBbIE pacTBOpbl MOJIoKa ¢ lleHunmiummHoM (G MaccoOBOM KOHIICHTpAIlH-
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e 0,004 mMxr/r, Moioka ¢ Cyap@arrnazonoM MacCOBOUW KOHIICHTpalliel
0,2 MKr/r, Mmoaoka ¢ OKCHUTEeTpallUKIMHOM MAacCCOBOM KOHICHTpaLMcH
0,2 MKT/T 1 KOHTPOJbHBIA pacTBOP MOJOKA 0¢3 aHTUONMOTUKOB.

® Tecr-Habop «Kalidos MP» (OO0 «3UII-U»).

) Tect-Habop «Delvotest T» (OO0 «JICM Bocrognaga Espoma»).

8 Tectr-Habop «Eclipce 3G» (Zeu-Inmunotec / OO0 «COUDU»).

CHocku YV — ¥ ¢ yKa3aHHBIMU TECT-KYJIbTYpaMH, CpedaMH M TeCT-HadopaMmu
ABJISIOTCS PEKOMEHIVEMBIMHM K IIPUMEHCHMIO. DTa MHGOpMalldsd IIPUBCICHA LIS
CBEJICHUS IIOJIb30BaTelIcH HACTOLINEr0o CTaHAapTa M HE O3HA4aeT, YTO CTAHIAPT
yCTaHABJIMBACT UX 0043aTebHOE IIPUMEeHEeHUE. HOIMycKalTcd K UCIIOIBb30BAHHUIO TECT-
KVJIBTYPBI, CpEelIbl U TecT-HabOpHl IIPOU3BOACTBA APYIHUX M3TOTOBUTENIEH, o0ec-
[IeYMBaOIMEe TPeOOBAHUSA HACTOSILETO CTaHIAPTA».

[Tyvaxt 5.1.1.1. 3amenuts cceiky: [OCT P 51446 ua T'OCT P UCO 7218.

[1yakT 5.2.1.2. 3aMeHUTD CJIOBA: «OTPE3al0T HEOOXOAMMOES YUCIO aMIIyJI OT
0JIOKa» Ha «MU3BJICKAIOT HCOOXOAMMOE UUCIO aMIIVI U3 Jd4ecK OI0Ka».

[IyakT 5.2.1 gomoHUTH noannyHkramMu — 5.2.1.3 — 5.2.1.5:

«5.2.1.3 IloaroroBka tect-Hadtopa Ne 1

HeobxoammMoe KomdecTBO aMIIyJI OTpe3arT OT ILTacTHUHBI 110 3.47, Map-
KUPYIOT UX U XpaHAT 1pu Temieparype (20 £ 2) "C. OcraBiimecd aMIIyiabl B
YIIAKOBKE XpaHAIT B XOIOAWIbHUKE IIpu Temieparype (6 + 2) °C.

5.2.1.4 TloaroroBKka TecT-Hadopa Ne 2

bepyT HEOOXOMMMOE KOIUYECTBO aMITVII 110 3.48, MapKUPVIOT UX U BbLICP-
KUBaroT Ipu temiieparype (20 £ 2) "C. OcraBimmecd aMIIyjabl B VIIAKOBKE Xpa-
HAT B XOJOMWIBHUKE IIpu TeMiepatype (6 = 2) °C He bonee 12 mMec.

OTKpBIBAIOT aMIIVJIbI, IIPOKOJIOB (POJBIY C IMOMOIIBIO MIIIPULIAa W HOX-
HUII.

5.2.1.5 Tloarororka TecT-Hadopa Ne 3

HeobxoamumMoe KOIMUeCTBO aMIIyil OTACISIOT OT Og0Ka 1o 3.49 1 MapKu-
pyIoT UX. OCcTaBHIMECS aMITVJIbl B VIIAKOBKE XPaHAT B XOJOIWMILHUKE IIPU TCM-
reparype ot 4 °C no 12 °C He 6oiee 9 Mmec.

AMIIYJIBI OTKPbBIBAIOT, VAAISIS (POJIbIY WK IIPOKAJIbIBASI €C».

[1yakr 5.2.2. HauMeHOBaHUE U3I0XUTH B HOBOU pPEIaKIUU:

«5.2.2 TlpoBenenue onpejejieHna ¢ HCNOJab30oBaHueM cpea Ne 1, Ne 2 u
Ne 3».

IIyHKT 3.2.3 (moanyHKThI 3.2.3.1, 3.2.3.2) U3710XK1UTh B HOBOH peHaKIINU (1101~
ITIYHKT 5.2.3.3 UCKIIKOYUTH):
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«5.2.3 IIpoBenenne onpeneneHns ¢ HCNOJb30BaHMeM TecT-HAOopa Ne 1

5.2.3.1 B xaxnayro amnyay mno 35.2.1.3 OIopUuueM-mo3aToOpoOM BHOCYIT
0,1 cM> aHAIU3UPYEMOTO MOJIOKA, UCIIONB3YS KAXIBIA pa3 HOBBI HAKOHEU-
HUK. OCTaBIIUECCS aHAIU3UPYEMbIE IIpOOBI XpaHIT B XOJOIWUJIBHUKE IIpU
TeMmieparype (6 = 2) °C 1o oKoHYaHUS OIpeAciICHUS.

AMIIVIIBI 3aKJICUBAIOT CAMOKJICANICUCA JCHTON 110 3.47, IOMEIIIAIOT B TEP-
MOCTaT W BBLICPKUBAIOT IIpu Temiieparype (65 £ 2) °C B TeueHUe 3 4.

5.2.3.2 KOHTpOABHOEC OIIpcAciicHUE IIPOBOAAT B COOTBETCTBUU € J.2.3.1.
B amnoyny BHocaT 0,1 c¢cM® mpejBapUTEIbHO BOCCTAHOBJIEHHOTO IO
['OCT 23454 npenapara CKHB».

[loapasznen 5.2 JONIOMHUATHh HOBRIMU IIYHKTaMU — 3.2.4, 5.2.5 (C IMOJIYHK-
Tamu 5.2.5.1, 5.2.5.2), 5.2.6 (c noguyHkTtamMu 5.2.6.1—5.2.6.3):

«5.2.4 Ilposenenne onpenejicHds ¢ HCNOAb30BAHAEM TecT-HAOopa Ne 2 B
COOTBETCTBUU C 5.2.2.

5.2.5 IlpoBenenune onpenejieHds ¢ HCNOJb30BaHMeM TecT-HA0opa Ne 3

5.2.5.1 B kaxnyrwo amnoyny o 3.2.1.5 ogHopa3oBoil nuneTkoi 1o 3.49 uim
[IIIPUITEM-103aTOPOM, HUCIIOJIB3VS KaXAblid pa3 HOBbI HAKOHCUHUK, BHOCHIT
0,1 cM® aHaM3UpyeMoro Mojtoka. OcraBlIrecs aHAIU3APYEMBIE TIPOOBI Xpa-
HIT B XOJIOJUJIbHUKE IpU TeMieparype (5 £ 1) "C 10 OKOHYAHUS OIIPEIaCiie-
HUSI.

AMIIYABI 3aKJIEHUBAOT CaAMOKIIEAINENCA JIEHTOW 1o 3.49, moMeIaroT
B TEPMOCTAT U BBLICPXKUBAIOT IIpu Temueparype (65 = 1) °C B TedueHUe
(150 £ 15) muH.

5.2.5.2 KOHTpOIbHOC OIIpeACICHUEC ITPOBOIAT B COOTBETCTBUU C€ 5.2.5.1. B
npodupky BHocAT (0,1 cM? TIpeBAPUTENBHO BOCCTAHOBICHHOTO KOHTPOIBHO-
ro oopasia no 3.49.

5.2.6 O6padoTKa pe3yabTaToB

5.2.6.1 AMITyTBI U3BAECKAIOT U3 TEPMOCTATA W OIIPEACHIIOT IIBET COJEP-
KUMOI'O aHAJIU3UPYEMOrO MOJIOKA.

5.2.6.2 XKenToIil 1IBET COMEPKUMOTO aMITy/I C aHATU3UPYEMBIMHU IIpodaMu
MOJIOKA CBUIECTEIBCTBYET OO0 OTCYTCTBUU B HEM AaHTUOMOTUKOB.

5.2.6.3 OuoneToBBIU IIBET COAEPKUMOTO aMITYII ¢ KOHTPOIBHON IpoOOH U
aHAJIN3UPYEMBIMU ITPOOAMU MOJOKA CBUICTCILCTBYET O HAIUYUU aHTUOMO-
TUKOB».

[Iyakt 5.3.1. 3amMeHUuTh ciaoBa: «recT-Hadoopa Ne 1» Ha «TecT-HaAbOpa
No 4».

Pa3nen 6. Tabmuity 1 M3mMOXUTH B HOBOH pPeAaKITNU:
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Tadoaumnal Exn/r (Mxr/r)*
HauMeHBIIMI IIpenen oIIpeacacHUS
Yameq- . . Metoxn ¢
s ve- | METOI ¢ Bacillus stearothermophilus Bacillus
HavnMeHOBAHME TOI C H UWHAHNKATOPOM 6p0MKp630JIH}’pHyp stearother-
aHTHOHOTHKA Bacillus mophilus u
stearother- | €pena | Tect- Tect- Tect- WHITHKATO-
mophilus Ne 1, | Habop | HaO®op | Habop POM OPHII-
Ne 2, | Nel Ne 2 Ne 3 | nianTORLI
Ne 3 qepHBIH
AMOKCHUIIALINH — 0,003 | 0,003 | 0,004 | 0,003 0,002
AMITALTAIINH — 0,003 | 0,003 | 0,004 | 0,003 0,002
barurpanuH — — 1,5 — 0,6 —
beH3UIIIeHUIT NI -
JIVH 0,005 | 0,0025 — — — 0,002
['eATaMUITVH 0,065 1,0 0,2
JlaHogmokcanH — — —
JlaricoH 0,03 — —
JIOKCUIIUKIINH 0,05 0,1 —
JAUTUIpOCTPEITO-
MULIUH — — 1,0
JVKITOKCAlIUJUIVH — 0,01 0,01 — — 0,01
KanamuiniyH — — 0,15 1,01 2,0 —
Kitokcanummma — 0,02 | 0,015 | 0,006 0,03 0,02
JImHKOMUIIVH — 0,3 — 0,22 0,15 0,15
Mapbodrokca-
[IVH — — 0,8 — — —
MoHOMUITIVH 0,25 — — — — —
HadpnwmimmH — 0,01 | 0,005 — — 0,01
HeomuniuH 0,25 0.4 0,05 0,06 1.5 0,5
OkcalnuiiinH — 0,01 0,01 0,03 0,01 0,01
OkcureTpanuk-
JIVH 0,1 0.4 0,1 0,1 0,05 0,5
O1eaHIOMUIIVH 2,5 — — — — —
[leanmmiumma G — — 0,002 | 0,002 0,02 —
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Ilpodoascenue madauvvr 1

HanMeHBIINH IIpeacil OIIpeacncHU
IE;? i{i—_ MeTton ¢ Bacillus stearothermophilus hézzj?ﬁ;
HavMeHOBaHME TOII C H UWHAWUKATOPOM 6p0MKp€30HHypHyp stearother-
AHTUOMOTHUKA Bacillus mophilus u
stearother- | €pena | Tecr- Tecrt- Tecrt- WHIHKATO-
mophilus Ne 1, | nHadop | HaOop | Habop pOM OpHII-
No 2, | Nel Ne 2 Ne 3 TMAHTORLIE
Ne 3 qePHBIN
[ Iunieparuninua — — — — — 0,01
PudpamMuiiua — — — 0,04 — —
Pudpamnunun — — 0,1 — — —
CrimpaMuInvig — — 0,6 — — 0,4
CIIeKTHHOMUIIVH — — 0,2 2,01 — —
CTpenToMUIIMH 0,5 — 0.4 4,24 1,5 —
CynpanguasvH — — 0,025 0,04 0,1 0,5
CyiapPaauMeTOK -
CUH — — 0,025 0,04 — 0,5
CynpakKnHOKCA-
JIVH — — 0,025 — — —
Cynndhamepa3vt — — 0,025 — — —
CynpdamMmeTasv — — 0,1 0,135 0,15 0,5
Cynab(pamMeTOKCa-
3071 — — 0,025 — — —
CyinpdaMeTOKCHU -
TIPUIA3H — — — — 0,1 —
CynbpdpaTtrason — — — 0,04 0,05 0,2
TeTpanlKIIMH 0,1 0,3 0,1 0,07 0,1 0,2
Twino3uH — 0,1 0,04 0,035 0,04 0,025
TpumeTonpuH — — 0,1 0,11 — —
XJIopaM@PeHUKOT
(JICBOMUILICTHH ) 2.5 7.5 2,5 4,1 3,0 5,0
XJIOpTETpalK -
JINH 0:05 0:3 051 OjIS — —
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Oxonuanue madauuwvt 1

HauMeHbIINI IIpenesl omnpeacacHUs
11?1? i{qe__ Meron ¢ Bacillus stearothermophilus hé:zﬁ[usc
HayMe HOBAHUE ron ¢ | B MHIMKaTOpOM OPOMKPE3OIIYPIYD | t0nrother-
aHTHOHOTHKA Bacillus mophilus u
stearother- | €pena | Tect- Tect- Tect- WHITHKATO-
mophilus Ne 1, | Habop | HaO®op | Habop POM OPHII-
Ne 2, No 1 Ne 2 No 3 TAHTORLI
Ne 3 qepHBIH
HedazonuH — — — — 0,02 0,01
Hedanekcu — 0,06 — 0,03 0,06 0,2
Hedpanonuym — 0,015 — — 0,02 0,01
Hedamepason — 0,06 — 0,04 — 0,025
Hedamupun — 0,005 — 0,006 | 0,008 0,004
Hedanerpun — 0,02 — — — —
HedpxuHOM — — — 0,04 — 0,1
Hedtuodyp — — — 0,02 0,06 0,05
[Tedhypokcum — — — — — 0,2
DPUTPOMUIINH 0,05 — 0,1 0,16 0,2 0,04

* 1 MKT akTUBHOTI'O BellecTBa paBeH 1 Ef. akTUBHOCTH.
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