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[Mpeoncnosye
| PASPABOTAH lNocynapereeHinLiyM vupexnedies BeepocCHlcKM HayYHO- HCCIEIOBATEILCKHM
HHCTHTYTOM BETEPHHAPHOH CAHHUTAPHH, FHMHeHsl # 3xkoaorad ('Y BHHHBCT D), MucTHTYTOM NHTAHKA

PAMH ® lNocypapcTeeHHBIM yapexaeHHes BeepoccHACKHA HAYYHO-HCCNSOOBEITeTECKHM HHCTHTYTOM
sMonodHol nposMeiuieddocTH (Y BHHMH)

BHECEH Texunueckis KOMHTETOM Mo cTadaapTHiannn TK 186 « Moaoxo H MonouHBie npoIyKTis

2 NMPAHAT KU BBEAEH B ,EIEE-‘*'I'L‘TE'.ME [Moctanosnenues Noccranaapra Poccun or 26 anpeas
2000 r. Me 127-¢T

1 BBEAEH BITEPBBLIE

4 NMEPEM3IAHHE. Cenradpe 2005 r.

© MIMNEK Wangatenscreo ctapgapron, 2000
O Craupaprundops 2005

Hacromiuyil cTanmapt He MoXeT GLTE DOAHOCTRI0 WIH YaCTHYHO BOCTIPOMIRETEH, THPAXHPORBAH H
PACTIPOCTPAHEH B KAYECTRE OPHIHATEHOID Wigauua Gei paspemeduds PerepankHoro AreHTCTRA MO
TEXHHYECKOMY PErVIHPOBAHHID W METPOIOTHA



( Hpodotycenue wismesenun N 1 FOCT P 5 1600— 20060

5.4 logaroroeka K anainiy

53.4.1 TepumocTar HarpeBaT 00 TeMIepatypsl (45 £ 5) "C 1 BLUICPXH BAIOT
MNPH 9TOH TeMOepaType HE MeHES 5 MUH.

5.4.2 BekpuiBaioT ynakosky TecT-Habopa Bera-aaktam «Snap®s, npose-
PAIOT MOIOKEHHE IUAPHEA PeasTHEL B npobHpre no 3.2.4, Llapux peakTHea
MpH 3aNoTHSHIE NPOGUPKY MOJOKOM JT0UDECH HAXOIWTLCH Ha co aHe. [lpu
HEODXOMHMOCTH [DAPHE PSAaKTHED VOTAHARIHEAKT BCTPHXHEAHREM NpoDHpEN
Hi ee JHO.

5.5 [lposenenne ananusa

3.5 1 MepHyio THIeTKy 1o 3.2 4 HanoIHS KT AHATHIMPYeMBIM MOTOKOM 10
METKH.

3.5.2 AHAIMIHPYEMOE MOJOKO M3 NHIOCTEM BLLIHBAKT B IPOSHPEY.
HpobupEy sakpeBaOT 1 TIATENBHO NEPEMERBAIT KEPYTOBRLIMH 1EHKEHIH =
Mu Ao pacTteopeHna peakTuea. [pobupry w unoukaTopHoe yoeTpolicTEO momMe-
WAKT B TEPMOCTAT W BEIACPAKUBAKT NpH TeMmneparype (43 £ 5) "C B TeucHHe
5 — 6 MuH.

5.5.3 BolHUMAWT NMOAOTPETOE HHAHKATOPHOS YOTPOHCTEO W3 TepMocTaTa |
VCTAHABIMBAIOT HA FOPUIOHTAIBHON NOBCPXHOCTH TAK, YTODLI NMPpHeMHAA
BOPOHEA T8 3ATHEEH dHATHINPYCWBIM MOJOEOW HAXOIHIACH CACBA OT OTC-
patopa,

3.5.4 Copepmuvoe NpoDHPKH NEPeIuBADT B IPHEMHYIOD BOPOHKY M HINKA-
TOPHOTO VCTPOMCTEA.

5.5.5 Hpo noasae A aHATHIHPYEMOTO MOJ0KA B KPYTI0M OKHE EJTABHLIITN
HHAHEATOPHOIO YCTpOHCTEA KIABHIIY HAMHMAIOT 10 YOOPL L8 WIMCHeHHA
TOKa KHAKOCTH W NPOMBIBEY ITOPHCTOrS MATCPHANA PACTBOPOM aHTHEHOTH-
KoB. BEAWUCHHE HHAHEATOPHOMD YCTPOHCTRA CONPOROAIASTCH XAPARTCPH BIM
AN KOM KSTABHITH,

3.5.6 MuaukaropHoe vCTpoHCTBO MOBTOPHO INMOMEUIAKT B TCPMOCTAT,
BBUIEPAMBAIOT NpH TeMneparype (45 £ 5) "'C b reveHue 4 MHH W HSRICKAOT W3
TEPMOCTATA. CrabHABHOCTE OKPACKEH CONPAHHCTCH B TCHCHHE |5 MHH nocie
WILICUCHHA YCTPOHCTEA H3 TEPMOCTATA.

5.6 ODpadoTKA Pe3yABTATOR

5.6.1 CpanpHMBaOT UEET KOHTPOALHOR 30HB B HHIHKATOPHOM OKHE C 1Be-
TOM 30HBI QHATHIHPYEMOID MO/10KA.

5.6.2 KoHTpoabHas 30Ha Q0MKHA ObITE CHMHCre uscrta. Ecm maMeHoHMe
UBETA KOHTPOIBHON 30HE NOCAE NPOBEACHHU Npoueayp no 5.54 — 5,56 e
MPOHZOLLUIN, TO OTPEAeIeHHE TIOBTOPSIOT ¢ HOBEIM TecT-Habopou beta-naw-
TaMm =Snap™s,

5.6.3 Ecam uper 306 aHATHIHPYEMOro MoUoKa Ha WHIAKATOPHOM yoT-
POHCTBE AHATOMMYICH WIH TEMHEE UBETA KOHTPOIBHON 30HM — MEHHUWLTHH
WM AHTUOMOTHEM DCTA-1AKTAMHOIO THIA B AHAMHIHPYSMOM MOJOKE OTCVT-

CTBYIOT.

{ Hpodoaweenie en. ¢ 24)
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beapiit mim MeHES HHTEHCHEHBIH HBET 30HR dHAAHIHPYEMOTO MOIOKA 11O

CPABHCHHHY C HBCTOM Kﬂtl'l'l']{‘.l.ill:ill}ﬁ JOHB CBHICTIBCTBYET O HALTHYHH B AHA-
JAHZHPYCMOM MOCIOES INICHHUMLIHHL HIH AHTHOHOTHEOB OCTA-NAKTAMHOIO
THTIA.

5.7 Merponormieckie XNApaKkTepHC THEH
3.7.1 HanmeHsiine npoacisl oNpeacacHuA aHTHOHOTHKOE DCTA-1aKTAM-

Taoauwpal

HOTO THITA MPEICTABICHED B Tabnuue 3.

Haumenosanue aH M OHOTHEOB HamMeHbInHE npenen onpeneieH s,
En/r {mur/r)
Henvumumn™ 0,003
AMITHIHILTHH {0.005
Leduanupin 0,011
AMOKCHLIHLTHH 0,007
Uedmuodyp 0,006
KIoKCaLLILT 0,030
A ENOECAITHH 0.020
LledhanoHmy {1,040
Hedanercun 0,025
Hadomwrina 0,070
I_Emim,ju.'i HH {0,020
Hedeymnnom 0.020
Hediauerpun 0,050
ORCAUHLIHHE (0,040
Ledanepason 0,010
O3 mEr akmieroro Bewectaa pasno 005 En ok tHRHoCTH.

CranaapT JoN0IHHTE pajieioM — 6:
«6 Tpeboanua 0¢30NACHOCTH
PadoTy co cnoposoll KyALTYpOH TeCT-MHEpODa B nabopaTopHu NpoBOIAT

B COOTECTCTEHH © CAHHTAPHLIMH NpaniIaMi 1o EEI”

[picioxenne A, bubrnorpadmio WEI0EETE B HOBOW PelaKiiK:

« bubauo rpad s

Tecr-nabop beta-gaktam «Snap™e. Poccus, OO0
«3MI1-HM duarvoctuecs

[2] CIT 1.2.731 —99 besonacHocTs pabotsl ¢ Mukpoopradmsdame LIV mpynn

MATOTCHHOCTH W TEAObBMH HTAMMR,
KOTORCRBIC COIOR TOCIS COOR «350H8 HHIRDHIIRW: JONTOAHHTE CIOBAMA.

#AHTHOMOTHEN DeTa-AaKTAMHOD THTIAS .

(MYC MNe 4 2006 1)



I'ocT P 51600—2000

FTOCYIAPCTBEHHB A CTAHOAPT POCCHMHCKON ®EJNEPALIHH

MOJIOKO

MeToa OHpEICNCHHA ANTHIHOTHROB

Milk.
Methods for determination of the antibiotics

Hara spepeann 2001 —07—01

1 (bngacTs npHMeHEeHHS

HacToAwmil cTaniapT pACOpoCTPAHASTCH HA CRIPOE, NACTEPHIOBAHHOE, CTEPHIHIOBAHHOE U NIpe-
BAPHTENLHO BOCCTAHORIEHHOE CYX0E MOMOKD (Janee — MONOKO) M VCTAHALIHBAET MHUKPOGHOIOIHYEC KHE
METOIL OTPEIeIeHHA HATHYHA AHTHOHOTHKOR.

2 HopMAaTHEHGLIE CCBUIKH

B HacToAwEeM CTAHAAPTE ACNONLIOEAHL] CCRUTKH HA CNeIVIOINHE CTANIARTL:

MOCT 42773 JlasefiKd HasMepuTeIbible MeTauiHgeckie. TexHigec ke YeIonHs:

MOCT 2493 =73 Kaaull docdopHokHcIslil apviaMeimenHLl -poamsil. TexHHIeckHe YCaonna

MOCT 314584 Yacw MeXaHHYECKHME ¢ CHIHAMLHEM yerpolicToomM. OO0IHE TEXHHYECKHE VCIOBHA

MOCT 9225 <84 Monoko H MONMOMHEIE TPOIVETEL. MeToms MuEpofHoIorHMeckoro aHaiiaa

MOCT 1631787 Tpubops X0Oo0IHIBHEE KIEKTPHYLCKHEe DLITOBRE. DGUIHE TEXHHYSCKHE YCTORHA

MOCT 2345479 Monoko. Metoms onpeieieduud MHIHGHPYIOLIHY BeLIecTh

MOCT 24065—20 Monoko, MeToos onpeieiedHs conkl

MOCT 24066—20 Monoko. Metonu onpeienesHms aMaHaKa

MOCT 24067 —80 Monoko. Meron onpedeneiis NeEpeEKUcH BOIOPOIA

MOCT 2533682 [Nocvia v obopyTosanie AabopaTopHEe CTEKIAHHEE. THILL, GCHOBHEIE MAPIMET-
Pl W paIMepl

MOCT 2922791 (MCO 833181} lNocvoa nabopatopiad cTekaanuaa. [THmeTEH rpagyHpoREan-
Hete, Yacrs 1. Odlipe TpeboBalig

3 Yameunwii meToa ¢ Bac. stearothermophilus

3.1 CymmocTs METOIA

MeTon ocHoBad Ha CHOCODHOCTH AHNTHOMHOTHEDR, COISPRAIIHNCA B MOOIOKE, TH(upyHIHpOoBATE B
ATAPORVIO Cpeay CO CIOPAMH TeCT-MHKPOGA H NPeNaTCTROBATE 00 POCTY, UTO MPHEOIHT K OGRAI0BANHIG
ApoIpaAIHEX 300 HHrHGHuHH. Haamvee mobore anTHOHOTHED B MOIOKE YCTAHABMHEAKT M0 IHAMETRY
S0HL HHTHOHLFH.

3.2 Annaparypa, peAKTHER H MATEDRATS

3.2.1 Anpapatvpa, peakTHEb B Marepuais no NOCT 9223 u yxkasannue B 3.2.2 — 3.2.16.

3.2.2 XonoguneHuk Dermosod o [OCT 16317,

31.2.3 Uewrpwdyra yactoroil spawenmd 3000 muu~' g pasneaaounms darkropos T30 w/c?,

3.2.4 Yack MexaHHyeckHe ¢ CHIHANBHEM YeTpoicTeoM no DOCT 3143,

125 Konba kounumeckasn no [OCT 25336, pMecTHMOCTRR 250 en®.

3.2.6 JIumeiixa o OCT 427, npeaenos dasepeddd 150 sy win annapar Mugpodor 31T0-1.

327 Npoboiinus guasmerpost 1D ss a8 ceepno npobounoe e 4,

128 NMunetka rpagvaposansas no NOCT 29227, 2-ro knacca TOUMOCTH, BMECTHMOCTEIO 25 cu’.

329 NMaapoiHsar KopMOoBLEN Tposce .

3210 JAHCKH cO CTPENTOMHLIHHOM,

312,11 Onreueckuil crangapt MyTHocTH OO0 422282986,

Hazanne oduunansnoe
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3212 lpenapat CEKHB,

1.2.13 Cramaapt crpentoMuumuia PCO 9347 - 194004941 89—99_

1214 Tecr-mukpod Bac. stearothermophilus BEMB-310, srnyckaemuiil MucTHTyTOM GHOXHMHN W
PHIHONOTHH MHEEpoOpranissos PAH.

31.2.15 MvKcHH oCHOBHO, CIHpTOROH pacTEOp KoMUueHTpauuH 30 r/om'.

3.2.16 Drcrpaxt apoxmenoii.

Adonvekaerca OpHMEHATE IPYTHE CPEOCTEA MIMEPEHHH © MeTPONOrHYSCKHMH XapakTepHCTHEAMH M
OBOPVIOBAHME C TeXHHYECKHMH XAPAKTePHCTHEAMM He XyvEe, 2 TAKKE PeakTHBEE M0 KaYecTEY He HHXe
VEAZAHHELX.

3.3 Ovidop npod

131 OrGop npof — no FOCT 9225,

3.3.2 Tlpodi MOonoKa 00 HCOBTAHHA I0NYVCKAETCH XPaHHTE B XOUIOIHIEHHKE OpH TeMOeparype
(54 1)°C ue Gooee 24 4.

333 Auanuay NoLIesaT npobkl MOROKA, JaBliHe noiosdTe sHel pennerar no NOCT 23454 i
OTpHUATENLNEN — no TOCT 24065, NOCT 24066 »u NOCT 24067,

3.4 [MoaroTosKa K ananasy

241 MNoarotopka NocyiE H MATEPHATOE

2411 Bow HoBYEY MOCYAY, NPSIHAIHAYSHHYID 118 MEEPODHONOHYeCKHY HeCHeaoBadi, KHnaTar
B MOOKHCIEHHOH pOJe (pacTBOp CONAMOH KHCIOTH ofbeMmHol Jomd 1-<2 %) B TedeHue 15 MHH, 3aTeM
ONOMACKHBAKT JHCTHLTHPOBAHHON BOION.

BLIMEITYIO MOCYDY CTEPHINIVIOT B CVIHHILHOM mikady npu Temneparype (160 + 5) *C n Tevenme 2 g
HaH B aproktaese npo (121 £ 2) "C B redende (30 £ 1) MHH ¢ TOCHeIVIOUHM NOACYIEHBEAHHE M.

Yawen [letpu, NHOSTKH B UWIHHIPDE CTEPHIHIYIOT JABSPHYTEMH B OVMAry WiIH B MeTLLIHYeCKHY
meHatax. B koHeu MUMmeTEy npeltapiTelbHe BRIAILBA0T Kycouek natel. [IpobHprl 1 Kondel K PRIBAIT
BITHO-MAPIEBLIMH NMPoDKaMy H 00epTRBAI0T Gvsarcl. CTepHiLHYED NOCYIY XPaHAaT B IUIOTHD 3aKpLIBa-
FOLIHXCH KAy WIH SIMEAN ¢ KPLILLKAMM.

142 lpuroToBRmeHHe MRTATENBHLIX Cpel

3421 Mna monyvaenua cnop Bac. stearothermophilus BEMB-510 gcnoibsyior METaTensHyIo CReay
CHEIVIOLIErD CoCTamd: Apoxckennii skcTpakt — 10,0 r, nenton — 20,0 r, rmoko3a — 0.5 1, AUcTHAIHDO-
BaAHHAA BoOa — 2o [0 cwd,

B sepuyio K00V BMeCTHMOCTEEY 100D cw? MOoMel@ionT BO2 KOMOOHEHTEL MHTATENLHON Cpenbl,
PACTROPHIOT B HedOMLIIOM KOTWYECTHe OHCTIWUTHPOBAHHOH BOOLI, OOBOIAT O0LEM PACTHORD BOOOH 0o
METKHM W yeTaHapnupawT pH cpenst mo pH-seTpy, panusé (7,1 £0,1). PazmHemoT pacToop B KO0 M0
2000 cv? W CTEPIUIHAYIOT ero npd Temmeparype (121 £2) °C B redenne (13 £ 1) M.

32422 na npopeleHHd AHATHIA FOTOBAT ATAPOBEYIO CPLeIy COSIVIoIEery CcoCTasd. FMOpoIHsar
EOPMOBLRIY Aposcseid — 1,0 r, nenrol — 0.4 r, xiopHcTed darpui — 0,1 r, arap — 1,6 1, DHCTHLIHPOBAH -
Had soga — go 1LD ow,

B konby ssectusoctisiy MM cw’ suocar DM ca® AHCTHAAAPOBAHHOH BOOE W BCE KOMIIOHEHTE
Cpeant, MepeMellMBADT A0 MOaHOND PACTROPEHHS M HACPERADT 00 KMIOSHHA. 34TeM OXIaaIanT 0o
TeMneparypil (55 £ 3) "C, yeranaptueaeT pH cpeasl no pH-meTpy, pasHeid (7,3 20,10, 0 CTEpHAMIVIOT
npH resneparype (121 £ 2) "C 6 Teuenme (15 £ 1) mun.

14.2.3 s nposeneHHA AHARHA TOMYCKIETCH OPHMEHATE NHTATENLHEE Cpedkl yKasaHHoro s 3.4.2.1
H 3.4.2.2 cocTasa NPpoMBIIILISHHGMD HIMOTORTEHHA.

143 [MogayueHHe Crop TECT-MHKPODa

31431 Cpeny mo 3.4.2.1 sacesaor 2 — 3 ov® I8 — 20-uacosoil TecT-KyaeTypil Bac. stearothermo-
philus BEMB-310, peipamedyoi B npodHpray ¢ 3700 &e cpeloi, TIHATeNLHO MEPeMe I HBAKT W MOMEeILamnT
B TEpMOCTAT TeMneparypoid (33 £ 1) "C Ha 3 ovr.

[Nocne okoHYaHHA HHEVDALMA W3 NOCSRon Je1a10T MAIKH, OKPAllHENOT HX CIHPTOLEM PACcCTBODOM
ocHOBHOTO divkcH#a 30 r/os? ¥ MHKPOCKOTHPYVIOT.

Mpx Hanu4uK B mone apesus 90 — 935 % cpoboansiy chopMUpOBABIIHNCH COOP KON0L © MOCeBAME
NOMELANT Ha 16 — I8 u B NomomHiLHHE 118 ocasmerds. Hanocamounyio SHaKocTs B3 Konbsl caHBaoT,
A OCATOK PAZTHBAIDT NO CTEPHILHEIM UeHTPRENVEHEM NPpoDHPKIM | NPOIPesnT & oddHol Dane npo
TEMIEPATYPE BHYTPH npodHpok (67 £ 2) "C b redende (30 £ 1) sivp. [pobupen mentpavrupyior 20 —
3 vy, Ocanok OTMBIBAIOT CTEPHALHOR IHCTHLIHPOBAHHOH Boaoid (He MeHee TPEX pas) 40 moay4eHHH
MPOIRAHON RHIKOCTH HAL HHAM,

Bageck coop BTOPHUYHGO MPOTPERIOT NpH TeMneparype (67 £ 23 "C B tewenme (30 + 1) soan. [lomy-
HEHHYK BIBSCh MePeHOCAT B DAKTEPHOAOIHYECKHE NPOGHPEH B XPaHAT B XONoIHIeHEKS He Gonee 1 sec.
4

e
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344 TpUroToRTEHHE JaCeaHHON arapoBoil cpeisl
3441 B npodupkd OTOHPAKT BIBECh COOP TecT-MUEpOGa no 3431 ¥ paseoiaT CTepuibHoH

AHCTHLUIHPOBIHHOW BOOOH I0 MONYYEHHA CYVCIeHIHH CIop, BHIYVATLHO COOTHETCTEYESMEH [0 eamHmManm
N0 ONTHYECKOMY CTAHIAPTY MYTHOCTH.

3442 K W cm? pacnnanneddoid B oxaasaendoil go (60 £ 2) °C cpensl no 3.4.2.7 nobannsior
2.5 cw? BOAHOTO pacTROpa IMOKOo3e Macconoil nonefl 40 % n 4 cm® cvenenaun cnop no 3.4.4.1. Cuecn
Cpeisl W Cnop TIHATETRHO MepeMeliMBanT W PATTHENOT IPaIvEpoBIHHOE maneTkod mo (112 1) cw? B
gamky Merps, veTaHoRIeHHLE HA CTPONO FOPHIOHTANEHOH NOBEPKHOCTH CTONL.

3443 YamkH 3EceEioT HenoopeIcToeHHO Tepel YIoTpeiIeHHeM.

B HeKOTOPLIY COVYAAY YALIKH XPaiaT B X0 IBHEES npe Tesneparvpe (3£ 1) "C we Gooee 2 oy,
[Mepen HCMONBIOBAHHEM HX NPOTPEBATOT B TepsocTaTe npH (353 + 1) "C B Tevenne (200 £ [) s

345 [lpurotormedde oOeIRHPEHHOND CTEPHABHOND MOJTOKL

3451 OEeieupeHHDe CTEPHILHOS MOMOKD MOTYAT W3 USTLHOID MOORS KHCIOTHOCTEK 16 — 18T,
NPeIEPHTETEHO NPOBSPEHHONe Ha OTCYTCTEME MMMHGHpvIomMXY eewecte no [OCT 23454, B npobGupiu
patIHBaoT obeasmpentoe Mook no 10 ov?® w creprmamyior opu 1P [a (1 ama) B resese (10 + 1) s

Adonvekaered HenoibioaTs npenapar CRHB.

146 TNpHrOTORTEHHE KOHTPOIEHOID PAIBEISHMHT CTPETTOMMIMHA AKTHEHOCTEI 2,5 Mur/ev? (En/r)

31460 KoutponeHoe paspeledue CTPenTOMMLMHA UCNONLIVIOT ANd NPORSPKH AKTHEHOCTH pOCTa
TECT-MHEO0E.

1.4.6.2 KoHTpOneHOe paiBefeHHe CTPENTOMHLIMHA FOTORAT B (hochariuy GydepHLx pacTROpx.

Cocras pacteopa [: gpysasemiedH i pocdopruokucasi kanuit — 2.0 r, oguosasemgnusi goc-
hOpHOKHCTRH KaTHH == 8,0 r, DJHCTHIAHPOBAHHAS BOTh — a0 JOUED ey,

B smepuoii konte pvecTHMocTEI0 100 cv? pacTROPHIOT KOMOOHEHTEI B HeGOMLUIOM KOMHYECTES
AHCTHUTHPOBIHHON BOOEL M OOBOAAT O0BEEM BOXOH 00 MeTKH. ¥eranapnueawTt pH pacreopa no pH-serpy,
pasdii (6,1 £ 0,1), u crepunaayioT npu Tesmneparyvpe (112 £ 2) "C s revenme (30 £ 1) s, Cpok xpaHes ua
pacTopa — He boaee 30 oyT npe Temnepatype (3£ 1) "C.

Coctas pactsopa 2: apviaMelieHusi dochopiokiucisil Kaani — 16,73 r, ooHoiasmeineH il doc-
hOpPHOKACIEI KATHH 0,323 r, IHCTITHPOBAHHAA BoEa = oo L0000 cm®,

B sepuoil konbe pusecTHMOCTEIY MM} v pacTBOPHIOT KOMIOOHEHTE B HeGONLIIOM KOJOHY2CTES
AHCTHATHPOBIHHOM BOOLI M QOBOIAT 00BLEM BOAOH 00 seTKH. ¥YeranasnueawTt pH pacTeopa no pH-serpy,
papHLil (7.9 £ 0,1), 1 crepiniayioT npu Temneparype (112 £ 2) "C s revenne (30 £ 1) s, Cpok xpaHeHHa
pacToopa — He Hoaee M) ovr npd Tempeparype (3 + 1) TC,

3463 KonTplsH0oe padnederHie FOTOEAT H3 OCHOBHOTD PACTREOPG CTPENTOMHLNHA AKTHEHOCTLE
S00 skr/es”, KOTOpLIH NOAVYAIOT PACTROPEHHEM 5 M CcTAHAAPTA AHTHEHOTHEL, BIBSIIEHHOTD C OTCUETOM
nokazanna secoi 1o 0,1 wr, B Gvdeprom pacteope 1 no 3.4.6.2. O6em GvibepHOro pacTeopi COCTARTAST
0] aKTHEHOCTH aHTHOHOTHES,

Mpumep: Npy AKTHEHOCTH CTAHDAPTA CcTpenTOMMUMHAa 760 MEr/Mr mapecky aHTHOHOTHKA
(3 mr) pacteopsioT B 7.6 cM® OyfepHoro pacteopa | B mOOy4aoT OCHOBHOW PacTBOP AKTHBHOCTEIG
SO0 mErfoem”.

OcHOBHOH pacTROpP aHTHOMOTHED XPaHdT B MOCYIS M3 TeMHOIO CTEKId ¢ ApUTepTod npodxod He
Gomee Moyt npo resneparype (3£ 1) "C.

H3 ocHOBHOMG PACTEORA B TPeX NpodHpEax roTonAT CEpHIn paseleHuid auTubuoTHra. B nepovio
npoGupky HaaueaoT 1 ev? Gvipepuoro pactropa 2 o 3.4.6.2 v 1 o’ OCHOBHOTO PACTROP, BO BTOPYH —
O on® Dyipepuoro pacteopa 2 B 1 ou’ pacTeopa U3 neppoil npobHpKH, B TPETED — 9 CM7 CTepPHALHOND
ofenkHpenHoro Motoka mo 3.4.5 u | o’ pacteopa H3 BTOpoll npofupkH. AKTHEHOCTE aHTHOHOTHKS B

paiBeNeHHAx COCTARIfAeT cooTeeTeTeeHmo 230; 25 u 2.5 murfom®. Palpencume aHTHOMOTHER B MOIOKE
AKTHEHOCTEID 2,5 MEC/CM? ABIRETCH KOHTPONLHLIM.

KOHTPpONLHOE pasBEleHHe CTPENTOMHLMHA HCMONBIYIOT B TE4eHHe paboueno qHH,

3464 Biamed KOHTPONBHOIO PAIBEACHMH CTPENTOMMLUMHA U1 NPOBEPKH AKTHEHOCTH pOCTA
TECT-MHEPOEA MOTYT OLITE HCTIOWIBIOBAHE! JHCKM CO CTPenToMHIHHOM no 3.2, 10

347 lNoororonka npod MOTOKS K AHATELY

Kamavio npody Mooks HATHBAT no 5 — 10 cu® & YHCTVIO CTEPHILHYIO NPOoBHPKY, MPOrpesinT &
revenne (10 £ 1) MuH Ha pogauoil Gane npH TeMOepaType BHYTPH npobHprw (K7 £ 2) "C u oxnaxiamwT &
NOCTOOHOH Boge 10 TeMnepatvphl 18 — 25 °C.

3.5 Ilposegenne anainIa

151 HenocpeacTBeHHO MEpe] HCCISIOBAHMEM MOUOK HA IMOBEPXHOCTH ArapoBoil cpeihl, painuTol
B ysiieu [lerpu no 3.4.4, npoboliHHESM WIH OpoSoUHEM CESPADM BEPEIAIOT CEML IYHOK OHAMETPOM

3
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1O mawt. HecTs AYHOK pRcOOIaraioT N0 OEPYEHOCTH Y310KH Ha DABHOM PacCToN -
G Q HHH JIPYE OT ApYra M HA paccToAHMH ZE MM MY LEeHTPOR OT HeHTPE JYalikH.
CeasMyio TYHKY BRPEIAIOT B UeHTPE 4YalkH (pHCYHOK 1) TOIBKD B COvdae

HCIOEIOEIHHS KOHTPONRHOMD pasneleHHE aHTHOHOTHES.
0 0 0 352 B uenurpansuvio ayHky saocat 0,05 oM’ KOHTPOILHOTD pasneneHHs
auTHiHoTHKa mo 3.4.6.3 WIH B LEHTPE YallkH Ha TMOBEPXHOCTE 3aceAHHOMN
G ﬂ arapoBoll Cpelr NoMelawnT JHCK oo CTpenToMupEdos no 32,100 B avuku,
ECTIOIORSHHBE 0 OKPYAEHOCTH YamkH, BHocat no 0,05 s’ HeenenyeMeix npod

MOocToka no 3.4.7.

Pucynok | — Cxema 353 Yamwxn [MerpH BHOSPEHBAKNT NPH KOMHATHOH TEMOEPATVPE B TEue-
HEIP3AHHA TYHOK B HHe (20 £ 1) MHH, 387es BX DOMellanT B TepMOoCTaT KPLIUKAMH BEepy 0 HHKY-
arapoBoil cpeae Gupyvior npu tesmneparype (353 1)°C p Tewenme 4 4. HawkH B TepMOCTaTE

[AIMEILAKT B OJHH (31,

3.6 ObpaboTea peIyILTATOR

16,1 PeaynbTarsl aHATHIA OLEHHBANT HEMOCPSACTREHHO OOLIe HHEVEHpOBAHMA. YallkH npocMar-
PHENOT B MPOXOIAIEN CRETE OT J00000 HCTOUHHED CRETd.

Jduamerphl 308 HHIHOHLIMA POCTE TECT-KVALTYPRL, OOPAIYeMBIX HCMEITYEMLIM O0PAIEOM MONOKA H
EOHTPOALHEM pasBedeHHes aHTHDHOTHES, H3MepHoT JHHeiEol Han va annapare Mukpodor 3110-1 no
Epassy OKPYEHOCTER 30mH.

3.6.2 Tpy OTCYTCTEMH 30H HHFHOMLHH KOHTPOIBHOTD PAIBENeHHA CTPENTOMMIHNA HCCTea0BaHNE
AOBTORAKT ¢ HCMWILIOBAHMEM BHOLL MPHTOTORTEHHEY 3aCeHMMBIY Jallek no 3.4.4 0 KOHTPOIRHOMD
paipeleHHa anTHGHOTHE o 3.4.6.

163 lpu oTeyTCTEHH AHTHOHOTHKOR B MONOKE THAMETP 30HE WHIHOHUHH J0/KeH GLITE MeHee
12 wisi, & IpH MY HATHYMH — [2 ss M Goiee.

3.7 MeTponord9ecKkie XapaKkTepucTHER
27,1 HammenbiMe npeienbl onpese eHd auTHOHOTHRDS NpeacTamtedsl B tabnvue L.

Tabrnwua 1

Hanwenoninne Hansenswmnit npenen Hamwienonanne Hanuensimit npeaea
anTbraTign onpeseacnnn, Enf {u:r."l':ll:' anTHEHMTHED MHIPEAEIE Y, Eu,."l'iul:r.-'r'l”

BenamnneHHunLIng 0,005 SPUTROMHLNH 0,05

CTpenmoMuums 0.5 — 1.0 Heomummnn 0,25

Terpaumrims 0.1 Momosuony 0,25

OECHTETPALIM KN E 0,1 NeposuueTHN 25

HAOpTeTPALIMETHH 1,05 OneasaoMHLUMH 2.5

U1 mer axtuesoro sewecres pased | En akruenocti.

4 MeToa ¢ HHIHKATOPOM DPOMKPE30ANYPRYPOM

4.1 CymuocTs MeTOIA
MeTon oCcHOBAN M3 HIMEHEHHH OKPACKH araposoid cpenkl co cnopasMi Bac, stearothermophilus var,

calidolactis €933 o1 dwoneTopol 10 XedTod NpH OTCYTCTEMH B HCCIEAVEMOM MONOKE AHTHOHOTHEDOR H
APYTHY HHTHOUPYIOLIAY BELISCTE H COXPAHeHHH OKPACKH — MpH WX HATHYHN.

4.2 Anmaparypa, MATEPHANLI H PEAKTHBE

4.2.1 Tepsoctar, NoIBOIAKMARE NoiaepsHeaTh Tesneparypy or 30 oo 70 'C ¢ 1onycKaeMbiMH
OTEIOHEHHAAMK £ (0,3 "C o7 3aganHoil.

4.2.2 XonoguneHuk GuTosoit no MOCT 16217,

4.2 3 Cpena araposas «Delvotest™s co cnopasm Bac, stearothermophilus 4 MBOHKATOPOM GpoMEpEesoI-
OYPIOYPoM, GacoBIHHad B TepAMeTHYHO VENVTIOPEHHEE AMITYIE BMeCTHMOCTEI 1,0 o6’ , cobpaniile B GIoKi.

4.2 4 Cpena nurarensyad Tabnervponanuad «Delvotest®s, dacosaunas 5 GVTEIOUKH M3 TEMHOMD
CTEKNA C HABHHYABAKLHMCH KOIMAYKOM,

425 llnpuu-aosatop aproMarideckmil svectmocTsie 1.0 cv', BacTpoeHnuil Ha obwem npob
0,1 cm,

4.2 6 HakomeuHMKH IIACTMACCOBEE OJHOPATORLIE, BMECTHMOCTRIO 0,1 cn®,

427 Ilunwer.

428 Yack MexalHyeckHe ¢ CHIHANBHBM YeTpoiicTeoM mo DOCT 3143,
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HdonvekaeTca NpUMeHaTs IPYTHE CPecTEa MAMepeHHd © MeTPOIOrHYSCKHMH XapakTepHCTHEAMHE M
ODOpVIAOBAHME ¢ TEXHHYECKHMH XADAKTEPHCTHEAMHA He XVEEe YEAZAHHEIX.

4.3 Ovdop npod

4 3.1 Orbop npod 0 NOANOTORKA MY K aHanuiy — no [OCT 92235

4.3.2 JonyckaeTcd XpaldTh Mpobel B XOMOIHILHHMKE B Teuenne 24 4 npu Temneparype (06 + 2) "C.

4.4 IoaroToska K amaaEIy

441 Crepnaueywy OVTEUIOMEY © MHTATEILHEMH TABNSTEAMH BLIHHMAKT W3 XOI0IHIBHHES H
BLLISEHEIIOT B TeueHHe 20 MM npd resneparype ot 13 g0 25 "C.

4.4.2 OcropodHo, HE MOBPERIAA VIAKOBKH, OTPEIalT oT Uioka HeobXOIHMOe KOIHYEeCTED aMITy;l
(C yyeToM KOHTPOIEHOH npobsl) H MapkupyioT. OcTapmidecd aMmyis XPaHaT B Xo0oqniLHHEE,

4.4.3 OTEHHYHBAKT KOJMAY0K GVTRIOMKH H NOMEAIOT 8r0 Ha CTON BHHT ToHBIUKoM. [THHIIETOM
BEIHHMAIOT KANCYIY C CHMHEIreIes H NOPpoIoHoBslH YIVIOTHHTENE. HACKNAIOT B KONnauok HeodxoaHaoe
KOOHUSCTEO TaDueTok NUTarTelsdol cpens. [lopomoHoBeli YINOTHHUTENL H KANCWIV © CHIMKATENeM
MOoMELLAKT B DVTLUIGUKY.

4.5 llporenenne aHaiHia

4.5 1 CoeaMHUTENBHOH YacThD WNPHLEA MPOKATEGANT VEYTIOPKY amMIyvL

4.5.2 B xasayio aMmyay MHHUETOM NOMeILainT no ofHoil Tabnerke nuTaTensioli cpensl « Delvotest™s.
ByThuiouky co cpeloll MI0THO BEKPRBEIOT KOAMAaYKoM H COXPRHAINT B JanbHeimes npe KoMEaTHOo
TEMOEPATYpE.

4.5.3 lnpuuesm orGupasot 0.1 ov” npobel Mooka 1 BHOCAT B aMmyay. Jua kaknoil npodel Monoka
HCTIOTLIVIOT HOBLIH HaxkoHeyHHE. OCTaplieecd MOIOKD COXPANAINT 10 KOHUA aHATH3M B XONondibHHE:
npy TeMmneparype (6 £ 2) “C.

4.5.4 Asinyie «Delvotest™ s NOMELAIT B TEPMOCTAT H BLIOSPANEAIOT TpH Tesnepatype (64,0 £ 0.5) "C
B TEHeHHe 3 4.

4.5.5 KOHNTPOARNGE ONPeaeieHue NPoBoIAT B CoOTReTCTEMH ¢ £.53.1; 4.5.2 0 4.5.4. B aMnyIv BHOCAT
0,1 cv? npegpapuTensdo poccTadoplenHoro no FOCT 23454 npenapata CKHB.

4.6 ObGpaboTea peIyiLTaATOR

46,1 AMITYIE WIRTEKAIOT M3 TEPMOCTATA H ONPEIeIanT UEST COTepRMMOro.

4,6.2 HKeaTwil UBeT cCONEPEHMOTD AMIIYI € KOHTPOIBHEM 1 aHATHIHPYVEMBIMH 00pasUaMu MoloKa
CEHAETENLCTEYET 00 OTCYTCTEHH B MOJIOKE HHTHOHPYIOIIHX BemecTh. DHONETOROE KONLLIO HA MOBEPXHOCTH
COOSPEHMOTD AMOVILEL (passepoy He Donee 1 M) He VIHTBIBAIOT.

4.6.3 MuoneToBRI LBST COMePRHMOI0 AMITVIC AHATHIHPYEMEIM 0BDAILOM MOJI0KA CEHIETENLCTREVET
O HATHYHH B MOIOKe HHTHOMPYIOHIHY BEIISCTh.

4.6.4 BuBod 0 HATHYMH B MOJ0KE AHTHOHOTHKOR SEMAKT NOCTE JONMOMHHTENLHEX HoCaeloBaHHi
smontoka no NOCT 24065 — NOCT 24067 1 npi 0oavaeHHH OTPHLIATENLHEX PeIVILTATOR.

4.7 MeTpoaoraq9ecKie XapakTepacTHEHR

4. 7.1 Hausensimie npeiensl ornpelelendda aHTHDHOTHEDE NPpeIcTamTe ikl B Tabnmuue 2.

Tabnwua 2
Hanwenonanneg Ham wensinnit npeden Hausenonammne Hansewsunit npeaea
anTibraTing: anpeaeaennd, Eofr {uer/r) AHTHOHOTIRED oupenenennd, Eofr (uxrfrl

Besannne sy 0,25 Terpaumeiun 0,300
Knokcauuanmne 0,00 DECHTETPAL MK THE 0,400
Jusaoscamnnms 1,010 MAOpreTpaLMETHH 11, 300
Orcammnmnm 0.0 THaoamu 0, Lo
Hadssommn 0,010 SpUTPOMHLNE 0, 250
AMITHUMILUTHH 0,003 JHHKOMHUNH 0,300
AMOKCHLHLINH 00, (b3 lerrammn 11,440
Lledanupmn 0, (k5 Heommunu 01,400
Ledranonmym 0,015 JHruapocTpenTOMHIHEH 2,500
Ledranercun 00, (0 JesosuueTis xaopasds- 7,500
Ledrauzrpun 0,020 HUKON/

Liedancpason 0, (el
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5 Tpeboranns De30NACHOCTH

Pabory co cnopoioid KyasTypol TecT-MHEpoda B 1aboparopiy NpoBoddaT B COOTBEETCTEHMME C CaHM-
TAPHBEMME NpaswiasMe mo [ 1.

MPHIOKEHHE A
(CrpaBOsHoe |

Bubanorpadua

[1] CIT 1.2.731—99 BezonacHocTs paborte ¢ mukpoopraduasasm [ — IV rpynn naroressocn o releMEHTIMA

YK 637.11:543.06:006.354 OKC 6T 100,10 H19 OKCTY 9209

Eouenkle CIoRa; MONOKD, HHIHOHPYIOIIHE BeIUECTEA, AHTHOMOTHEHR, TECT-MHEPOD, 30Ha HHTADHMLUH

Feaakrop A8 Kopemewcon
Texnwwecknn pezastap BN Mppeocoas
Koppextop O£ Hecmepoar
Komnwmrepaan neporean 8. Duuogescs

Moamecano o dewats 2909 20035, Hropana T BRa Y5 Bywara adhoermnan, Faprwurypa Tafwe, Mevars odcernas,
Yeao mew. o 0093 ¥uemaaon, OU75 Tuapaw 60 . Jam. 745,  © 1962,

YN «Crangaprandeopas, 123995 Mockcsa, Npanarnmn nep., 4.
warw gostinfo.ra infodgastindo.r
HabGpanro & HITK Hwareascron craanpros ma [MESERM
Orroeaartano 8 eanaae PIY I «Crmapgapremipopues — men, s Mockosces it nevarnake, 105062 Mockna, Daann nep.., 6.



Haimenenne Me 1 TOCT P 516002000 Momoko. MeToasl onpeaencnHs
AHTHOHOTHKOR

YTeepaeno W sseneno B aedcTene Ilpukaszom Penepansnoro aremTcTsa no
TEXHHYECKOMY perynMposannn u Merpoiorun or 09.02.2006 No 6-¢cr

ara ssegenna 2007—07—01

HauuMeHDBAHAE CTAHAPTA HI0KNHTEL B HOROR peakin

«Moaoko. MeToab onpeneienua HAMHYHA ANTHOHOTHKOB

Milk. Methods for determination of the antibiotics indications,

Paznen | na10&uTh B HOBOH peaariiHn:

«1 ObnacTs npuMencuun

Hactosimmil cTaHiapT paclpocTPaHASTCH Ha HATYPATBHOC KOPOBLE MO-
JORO = CHIPBS., HTACTCPAIOBAHHOC, CTCPHIHI0BIHHOC W NPSABAPHTCALHO BOC-
CTAHOB/ICHHOE CYNOE MOIOKO (Ja1e8 — MOAOKO) H VCTAHABRIWBACT MHKPOOM-
OJIOTHYECKHE H HMMYHOGQCPMEHTHEIH METOMBl ONPEICICHHA HATHYMA aHTH-
DHOTHEOBS.

lNognyHkT 4.2.3 H3M0KHTE B HOBOI peiakiinmg:

«4.2.3 AMmviasl «Delvotest ® SPe, repMeTHUHO YEVIIOPSHHEIE, BMSCTHMO-
crhio 1,0 em? ¢ araposoii cpenoil, conepameii cnopw Bac. stearothermophilus
var. calidolactis ¥ HHAHKATOP DPOMKPEIONNVPIIVP. CODPAHHEIE B DIOKHS,

MNoanyuxr 4.2.4, 3ameHuTs caoso: « Delvotest ®» Ha «Delvotest ® SPs,

Paznen 4 nonoanums nonnyHkToM — 4.2.9;

«} 2.9 Avoyan «Delvotest ® SP-NT» wan «Delvotest * SP MINI-NTs,
repMeTHUYHO YKYIIOpEHHBIE, BMecTHMoOCThIO 1,0 cM' ¢ araposolt M nuTaTeb-
HOH cpenoi, conepkamed cnopul Bac, dearothermophilus var, calidolactis »
HHIHEATOD DpoMEPeHCIypIyp. cobDpaHHBIe B GIOKH.

INoanyukr 4.4.1 nono THRTL HAMMEHOBAH HeM (nocie obosHaveHua): «Iloa-
TOTOBKA K amanmzy amnya no 4.2.3 n Hyteinouex no 4.2.4-.

IoanyukT 4.4 2 nonodHATE CI0BAME: «pH Temnepatype (6 + 2) "Cs.

[yurr 4.4 1J0001HUTE DOANYHKTOM — 4.4.4:

ad. 4.4 [NogroToska K anaanzy ammya no 4,2.9

{}ETU[.'I-UH‘:H[}, HE TTORPCAIM YIAKOBKH, OTpesaT o7 DIokKa HeoDXOamMoe
HHCIO aMIVT (¢ YHeTOM KOHTPOJABHOH npobL) B MapEupyioT. OCTABIUMECH

AMITY/IBL XPAHSIT B XONOAWIBHHKS TIpH TeMmnepatype (6 + 2) “Coe.

flipodatacenie cn. e, 22)
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INoonyueTt 4.3.1 1000aHUTE caaoBaMu: «no 4.2.3 Hau 4,.2.9-,

HonnyueTer 4.5.2, 4.5, 3 HIN0KHTL B HOBOIH peIaKINM;

#4.5.2 B ey oTEPRITYIO aMnyay no 4,23 DHHLSTO M 0OME DT 110 01 -
HOH TafieTke nUTaTeTkHON cpenwl «Delvotest ® SPs, BasTol M3 Konmauka
OVTBUIOUKH 110 4.4.3. 3aTeM OYTEUIOUKY TLI0THO 3AKPLIBAIOT KOMTIAMKOM B Xpi-
HAT npH remnepatype (20 + 2) "C,

4.5.3 lnpuueM-aozatopor otéupaioT 0,1 oM’ aHATHSHPYEMOTO MOT0KA |
BHOCAT B KEAUIVIO aMIyay o 4.5.2 uan 4,29, s kaxaoi npodn aHA THIHPYE -
MOTO MOJTOKA HCMONBTYHT HOBEI HakoHeuHWE, OCTaplIeecs MOMOKD CONpa-
HAKT 10 KOHUA aHANH3A B XOMOIMIBHHES TIpH TeMneparype (6 £ 2) "Ce,

IMoonyueT 4.5.4. Hernouuts cioso: « Delvotest ©s,

Paznen 3 HRI0KHTE B HOBOH PeaakIH:

«5 Mertoa ¢ 3,3,5,5-TpuMeTWIDCHIHAHHOM H IHMETHICY LD OKCHIOM

5.1 CymnocTs MeTOIA

MeTon ocHoBaH Ha HMMYHODEPMEHTHON PeakiiiK, B NPOLECCe KOTopoi
AHTHOHOTHEHM DETA-MAKTAMHOTO THNA JAXBATHIBAKOTCH WMMOOHIHMZOBAHHEIMH
COcUMPHUCCKHMH AHTHTEAAMH, MCUCHHEIMH PEPMEHTOM, CONCPHKALUMM HH-
AHKATOP, ¢ oDpazoBaHHEM NHMHUECKH NPOMHOM OKpPAlleHHOMND KOMIUIEKCA
NPH BREAUMOICACTERH C MOUTOKOM, COJEPAEATIHM AHTHOHOTHEH.

Haauupe nay oTeyTCTBUE NCHMUMLTHHE H aHTHOMOTHEOB DCTa-naxKTaM-
HOTO THNA (AMOHLHTHHA, UedanupHHL, aMOKCHUMTHHA, uedTrodypa,
EAOKCAUWINHHA, THEAOKCATTHITHHAA, neatoHayMa, UET.I.IIHEHCH Hi, Hapow-
JHHA, uedazonuHa, USPKYHHOMA, usdaueTpuia, oxXcaunwinHa, uedanepa-
JOHA) VCTAHARIHBAIOT, CPUBHUBAA LBCT 30HLI AHATUIHPYEMONO MOMOKL C
NHESTOM KOHTPOJIBHOA 30HM HHIHKATOPHOrD YOTpoilcTea «Snap™s.

5.2 AnmapaTypa, MATEPHANLL M PEAKTHBLL

3.2.1 TepmocTtar, NO3BOMAKLEN NOLICPHUBATE TEMICpaTYPY (43 £ 5) "C.

5.2.2 XononwisHug burrosoit no FOCT 16317,

3.2.3 Yace MexaHHUeCKHE ¢ CHIHANBHBIM yeTpolicteoM o [OCT 31435,

5.2.4 Tecr-nabop bera-naxtaM «Snap™s. onHOpasosblii KOMILIEKT B rep-
METHIHON YNaKoEKe, BRIOYA0mAR npobupky «Snap®s ¢ 3,3,5,5-rpuverua-
OCHIMIMHOM, VEVIIOPEHHYIO; MHIICTKY MEPHVIO BMCCTHMOCTEIO 0.4 oM’ uH-
AHKATOpHOE yeTpoiterso «Snap®s ¢ auseTHAcyabbokcuioM o [1].

Tect-nabop bera-aaktam «Snap®s XpaHaT B XOMOAHIBHWHKE NPH TeMme-
patype o1 (0 °C no 7 "C. HeoGxoaMMoe YHEAO KOMIVICKTOB 1A paboThl B TCUC-
HHE CYTOR AONVCEACTCH XPAHHTE NpU Temnepatype (20 £ 2) °C.

5.3 Orbop npod

3.3.1 Othop npod — no I'OCT 9225, [1podel xpaHaT B XOMOAHALHHES B
TeaeHne 24 u opu Temneparype (6 + 2) "C.

{Ipadoaycenue cx, ¢, 23)



