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Mpepucnosue

1 PABPABOTAH HekommepyeckuM napTHEpPCTBOM «KOOpAMHALVOHHO-MH(IOPMALMOHHBIA LEeHTp
copelicTBMA NpeAnpuaTUAM No Bonpocam 6e30nacHOCTY XMMUYECKO npoayKumm» npu yyactum OO0 «LieHTp
NPOMbILLIEHHOV BUOTEXHONOTNY UMEHU KHATUHK E.P. flalikoBoii»

2 BHECEH TexHuuyeckMM KOMUTETOM Mo cTaHfapTusaumnm TK 326 «buotexHonorum»

3 YTBEPXJEH VBBEJEH B ENCTBWE npuka3om ®efepasibHOro areHTCTBa Mo TEXHUYECKOMY pery-
NMpoBaHNMio 1 MeTpoaornm ot 1 Hoss6ps 2016 1. N» 1552-cT

4 BBEJEH BMNEPBbIE

Mpasuna NpUMeHeHNsA Hac T OALLEero cTaHAapTa yCcTaHoB/EeHbl B CTaTbe 26 PefepasibHOro 3akoHa
0T 29 nioHa 2015 r. Ne 162-d3 «O cTaHgapTu3auun B Poccuiickoii ®egepaunn». NHchopmauus 06 nsmeHe-
HMAX K HACT oAl eMy CTaHAapTy ny6nkyeTCs B eXXerofHoM (Mo COCTOSHMI0 Ha 1aHBaps TekyLero roga)
NHdOpMaLOHHOMYKa3aTene «HauvoHanbHble CTaHgapThi», a 0puLMabHbIA TEeKCT U3MeHeHuli nnonpa-
BOK — B eXeMeCA4YHOM NH(DOPMaLMOHHOM yKasaTene «HalnoHanbHble cTaHgapThl». B cnyyas nepecmoT-
pa (3aMeHbl) WAM OTMEHbl HacTOfWeEro cTaHgapTa COOTBeTCTBYylWee YyBefoMmieHne 6yaeT
ony6/nKoBaHO B GavkaiilleM BbIMyCKe eXeMeCcsAYHOro MHopmaunoHHOro ykasaTensa «HaunoHanbHble
cTaHgapTbi». CooTBeTCTBYyWWas WHpopMaumsa, yBefoMNeHWe W TeKCTbl pasMelialnTca Takke B
MHOPMAaLMOHHON cucTemMe O6LLEro Nonb30BaHNAa — Ha ouLMaibHOM caiiTe HauuoHa/lbHOro opraHa
Poccuiickoli ®egepauuy no cTaHgapTum3aumm B ceT MHTepHeT (Www.gost.ru)

©CrtaHpgapTuHpopm. 2016

HacTosuii cTaHAapT He MOXeT GbITb MOSIHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLmanbHOro nsganus 6e3 paspelleHus ®efepasbHOrO areHTCTBa N0 TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorumn
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

KOPMOBOW AHTUBUOTUK BALMNUXMH

TexHnyeckue ycnosus

Feed antibiotic Batsillhm. Specifications

fAarta BBegeHns — 2017—05—01

1 O6nacTtb NnpuMeHeHUs

HacTosawwuii ctaHaapT pacnpocTpaHaeTcs Ha KOPMOBOW aHTMBUOTUK BaLMINXH — npenapar, cocTos-
WMt M3 aHTMBMOTUKa baumTpaunHa, nonyyaemMblii nyTem MUKPOOMOIOrMYEeCcKoro CMHTes3a ¢ UCnosib3oBaHneM
KynbTypbl Bac. licheniformis v HanonHuTenei n npegHasHayeHHbI 419 NCNOMb30BaHUS NPU BblpaLLMBaHUN 1
OTKOPMeE Ce/1bCKOX03ANCTBEHHbIX XXNBOTHBIX.

2 HopmaTuBHbIE CChINIKK

B HacTosWwem cTaHfapTe UCNO/b30BaHbl HOPMATUBHbIE CCbISIKW HA CneayoLme ctTaHaapThbl:

FOCT 12.1.005 Cuctema ctaHfapToB 6e3onacHocTu Tpyaa. ObLme caHuTapHO-rurneHn4veckne Tpebo-
BaHWS K BO34yXy pabouyeil 30HbI

FOCT 12.1.008 Cuctema cTaHAapToB 6e3onacHoCTU Tpyaa. bronornyeckasn 6esonacHocTb. O6Lne Tpe-
60BaHuA

FOCT 12.2.003 Cwuctema cTaHgapToB 6e3onacHoctu Tpyga. O6opypoBaHve MNpOU3BOACTBEHHOE.
O6wume TpeboBaHna 6e3onacHOCTU

FOCT 61 PeakTuBbl. Kucnora ykcycHas. TexHnyeckue ycnosus

FOCT 1770 lMNocyaa mepHas nabopatopHas cTeknsHHas. LimnuHapbl, MeH3ypku, Konbbl, NpoGUpKu.
O6Lue TeXHMYeckne ycrosus

FOCT 2226 Mewwku 13 bymarn  KOMOMHMpPOBaHHbIX MaTepuano. ObLme TeXHUYeckue ycrioBums

FOCT 3118 PeakTtusbl. Kucnora consHas. TexHU4eckue ycriosus

FOCT 4198 PeakTuBbl. Kanuii hocopHOKUCbIV OfHO3aMELLEeHHbIR. TEXHUYECKME YCIOBUS

FOCT 4233 PeakTuBbl. HaTpuii XxnopucTbiid. TeXHUYeckue ycnoBus

FOCT 4328 Peaktusbl. Hatpus rugpookunck. TexHuyeckune ycnoBus

FOCT 5962 CnupT 3TU0BbI PEKTUGIUKOBAHHbIV U3 NULLEBOTO Chipbs. TEXHUYECKME YCNOBUSA

FOCT 6006 PeakTuBbl. ByTaHon-1. TexHuyeckue ycnosus

FOCT 6309 HuTkyM LWBeliHbIe X/IoN4YaTOBYMaXHble N CUHTEeTUYecKue. TexHnyYeckne ycnoBus

FOCT 6709 Boga guctunnnposaHHas. TexHuyeckne ycrosmsa

FOCT 7402 21eKTpOBEHTUNATOPbI 6bITOBbIE. O6LLIME TEXHUYECKME YCTOBUSA

FOCT 9147 Nocyaa n o6opyaoBaHne nabopatopHbie hapdopoBble. TEXHUYECKMEe YCr10BUs

FOCT 10354 lNneHka nonuatuieHosas. TexHNYeckue ycnosus

FOCT 12026 Bymara chunbTpoBanbHas nabopartopHas. TexHuueckme ycnosus (¢ MismeHennammn No 1.2.3.4)

FOCT 13496.13 Kombukopma. MeToAbl onpefenieHns 3anaxa, 3apaXXeHHOCTU BpeAUTensiMmn xnebHbix
3anacos

N3paHne opuymnansHoe
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FOCT 13496.1 Kombukopma, KOMGMKOPMOBOE Cbipbe. MeToAbl onpefeneHns CoaepXKaHus HaTpums 1 Xo-
puga Hatpus

[OCT 13647 PeakTtuBbl. MupnanH. TexHnyeckne ycnosus

FOCT 13805 NMenToH cyxoi (hepMeHTaTMBHbIN AN 6aKTepnosiornyeckux Lenein. TexHmyeckune ycnosus

FOCT 14192 MapKkupoBKa rpy3oB

FOCT 14735 NnaHku oTKUAHbIE. KOHCTPYKLMA

FOCT 14961 HUTKM NIbHAHBIE N NIbHAHbIE C XMMNYECKUMU BONOKHAMU. TeXHUYECKMe yCnoBusa

FOCT 16280 Arap nuLLeBoii. TeXHUYecKne ycnoBus

FOCT 17206 Arap MMKpo6uonormyecknin. TexHnyeckne ycnoBus

FOCT 17308 LUnaraTkl. TeXHU4YECKMe YyCoBua

FOCT 17811 MeLuku NONN3ITUIEHOBBIE A1 XMMUYECKON NpoAyKUuN. TeXHUYECKME YC0BUSA

FOCT 18251 JleHTa knieeBas Ha 6yMaxHOol OCHOBe. TexHUYeckne ycroBus

FOCT 18300 CnupT 3TUNOBbIV PeKTUUKOBAHHbIA TEXHUYECKNIA. TeXHNYeckne ycnosus

FOCT 20729 MuTtaTenbHble cpebl. Boga MacHas (018 BeTepuHapHbIX Leneii). TeXHu4eckue ycrioBus

FOCT 20730 MNMuTtaTenbHble cpeabl. By1bOH MACO-NENTOHHbINA (415 BETEePUHApPHBLIX Lienein). TexHuyeckue
ycnosus

FOCT 21239 VHcTpyMeHTbI xupypruyeckme. HoxHuubl. O6Lne TpeboBaHWs U METOAbI UCMbITaHUI

FOCT 22280 PeakTuBbl. HaTpuii NIMMOHHOKMCIbIV 5.5-BOAHbINA. TeXHNYeckue ycrnosus

FOCT 22314 3nekTpoheHbl 6biToBbIE. O6LLMe TEXHUYECKNE YCNOBUSA

FOCT 22967 Lnpuvubl MEAULNHCKNE MHBEKLMOHHbIE MHOTOKPATHOIO NpuMeHeHus. O6Lme TeXHUYeckne
Tpe60oBaHWA N METO/bl UCTbITAHWIA

FOCT 24104 Becbl nabopatopHble. ObLiue TexHUYeckne TpeboBaHmns

FOCT 25336 Nocyna n o6opypoBaHne nabopaTopHble CTEKASHHbIE. TUMbl, OCHOBHbIE NapamMeTpbl 1 pas-
Mepbl

FOCT 25377 UVIrnbl MHbEKUMOHHbIE MHOTOKPATHOr0 NPUMeHeHus. TexHnyeckune ycnoBus

FOCT 28950 VMIHCTPYMEHTbI YepTexHble. O6LMe TeEXHNYeCcKne TpeboBaHNA N MeTOAbl UCNbITaHWI

FOCT 29227 NuneTku rpafynpoBaHHble. YacTb 1. O6wme TpeboBaHus

MpumeyaHune — Mpn NOMb30BAHUM HACTOAW MM CTAHAAPTOM LieNecoo6pa3Ho NPOBEPUTL AEliCTBIUE CCbIOY-
HbIX [OKYMEHTOB B WH(OPMaLWOHHOIW cucTeme OGLLEro MOSb30BaHUA — Ha OduuManbHOM caiiTe ®eaepanbHOro
areHTcTBa No TEXHWYECKOMY PEery/inpoBaHunio  MeTPoNorumM B ceT MIHTepHeT N no eXerogHoMy WH(OpPMaLMOHHOMY
ykasaTeno «HauynoHanbHble CTaH4apTbl», KOTOPbI/ ONY6GMKOBAH N0 COCTOSIHMIO Ha 1 AHBAPS TeKyLlero ro4a, v no Bbinyc-
KaMm eXeMeCsuHOro MHPOPMAaLMOHHOTO yKazaTens «HaynoHabHble CTaH4apThi* 3a TeKYLW Ui rog. ECiv 3aMeHeH CCbifioy-
HbIll JOKYMEHT, Ha KOTOPbI/i AaHa HejaTUpOBaHHAN CCbiNka, TO PEKOMeH/AyeTcsi UCNO0b30BaTh AEWCTBYIOL Y0 BEPCUIO
3TOr0 JOKYMEHTA C YYETOM BCEX BHECEHHbIX B JaHHYI0 BEPCUIO N3MEHEHWN. ECIN 3aMeHEH CCbI/IOYHbI/i AOKYMEHT, Ha KOTO-
pbiii faHa faTupoBaHHasA CCbIIKA, TO PEKOMEHAYETCSA UCMNO/b30BaTh BEPCUIO 3TOTO ,0KYMEHTa C yKa3aHHbIM Bbllle r040M
yTBEepXAeHNs (NpUHATUA). ECNn nocne yTBepX/AeHUs HacTosAWero cTaHAapTa B CCbIIOYHbIA JOKYMEHT, Ha KOTOPbIA gaHa
[laTUPOBaHHasA CCblNIKa, BHECEHO W3MEHEHMWeE, 3aTparnBalLLee NosioXeHne, Ha KOTOPoe aHa CCbisika, TO 3TO NOJIoXeHNe
peKkoMeHAyeTCsi NPUHATL 6e3 yyeTa JaHHOTO N3MEHeHNs. ECN CCbINOYHbIN AOKYMEHT OTMeHeH 6e3 3amMeHbl, TO Mo0Xe-
HWe. B KOTOPOM AaHa CChifika Ha Hero, pEKOMeHAYeTCs NPUHATL B YacTu, He 3aTparusBaloLeil 3Ty CCbinky.

3 TexHuuyeckue TpeboBaHunA

3.1 BauyunmxumH foMKeH U3roToBNATLCA B COOTBETCTBMM C TpeboBaHUAMM HACTOALLEro cTaHAapTa no
TeXHO/1I0TMYeCKOMY perfaMeHTy, yTBepPXAeHHOMY B yCTaHOB/IEHHOM NOpPsKe.

3.2 XapakTtepucTtumku

3.2.1 bauwnumxuy M3roToBASAOT C HaNoNHWTeNnem. B KauecTBe HaNONHWUTENA UCMNOMb3YIOT KYKypYy3HYIO
VN NMWEHNYHYIO MYKY, NEHNYHbIE NN PXaHble OTPYou.

HanonHuTenb No KPYNHOCTU U BAAXHOCTN AO/HKEH COOTBETCTBOBATb 3HAYEHUAM, YCTAHOB/IEHHbIM AR
bauunnmxmHa.

3.2.2 B 3aBUCHMOCTU OT COAEPXKAHUS aKTUBHOTO AeliCTBYIOLero Hayana — aHTMbrnoTrka bauntpaym-
Ha — GaunnnxvH U3roToBAAIOT YeTbipex Mapok: 6aunnnxunH-30, 6aunnnxmH-60, 6aumnmuxmiH-90 n Gauyunu-
XVH-120.

3.2.3 Mo chm3smnko-6uonormMyecknm nokasarensam 6aunamxmH fOo/MKeH COOTBETCTBOBATb TpeboBaHMAM,
ykasaHHbIM B Tabnumue 1.
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Ta6nuya 1— ®usnko-6uonornyeckne nokasarenu baymanuxmHa

3HaueHue Ana Mapku
HavmeHoBaHue nokasarens
Baumnuxun-10 Baunnuxun-40

BHewHunit BuA O/fHOPOAHbLIV NOPOLWOK OT CBETN0-XENTOro 40
CBET/I0-KOPNYHEBOTO LBeTa
Maccosas gons snaru. %. He 6onee 9.8

KpynHOCTb nomona: ocTaTok Ha CUTe C OTBEPCTUAMU AMaMeTpoM 10.0
0,56 MM. %. He 6onee

OcTaTok Ha cuTe ¢ oTBepcTUAMU gnameTpom 1.00 mm. %. He Gonee 0.5
FpusuH B 1 kr npenapata, r 10+ 1.0 4G 1 4.0
MoanvHHOCTL MosiBNEHNE HUHTUAPUHO-OKPaLleHHbIX

KOMMNOHEHTOB Ha XxpoMaTtorpamme,
coBMajalUnx No NOJOXEHNIO C
HUHTMAPUHO-OKPALLEHHbIMU KOMMOHEHTaMM
cTaHAapTHOro o6pasua 6auuTpaLmuH. a Takxe
30H 3a/lePXKN TeCT-Ky/IbTypbl OT UCMbITyeMbIX
KOMMNOHEHTOB NPO6bI

Be3BpefHOCTb B TECT-03€ HAa OAHY Mbllb, MF 100
3apaxeHHOCTb BpeAUTENSIMU U NNECEHbIO He ponyckaetcs
MaccoBasi 40/ NoBapeHHOW conu. %. He 6onee 15

3.3 TpeboBaHusa 6e3onacHoCTH

3.3.1 Mpenapat baunnuxmHa U3roTos/AIT B COOTBETCTBUU C NpasuiaMm 6e3onacHocTy Ans nponsso-
fAcTBa MMKPOBMOIOrMYECKON NPOMbILLAEHHOCTH [1].

3.3.2 lMpepenbHo gonyckaemMas KOHLEeHTpauus npenaparta B BO3gyxe pabounx noMeLeHnii He fomKHa
npesbiwaTtb 0.4 Mr/m3.

3.3.3 [pu pa6oTe c npenapaTtoM HEO6XOAUMO NMPUMEHATb NHANBUAYA bHbIE CPEACTBA 3alUTbl: Pecnu-
paTop. 3aluUTHbIE OYKM, PE3MHOBbLIE NEpYaTKu, Takxe cobnofaTe Mepbl IMYHON TMIUEHBI.

3.3.4 TpousBoacTBeHHOE 060py0BaHMe [OMKHO 0TBevaTb TpeboBaHmam FTOCT 12.2.003.

3.3.5 [na npegynpexaeHns onacHOro v BPeAHOro BO3AEWCTBNS MUKPOOPraHU3MoB criefyeT cobiito-
[aTtb TpeboBaHus 6uonornyeckoli 6ezonacHocty no FOCT 12.1.008.

3.3.6 O6wue caHUTapHoO-rUrneHn4eckne TpeboBaHns Kk BO3gyxy pabouyei 3oHbl — nolfOCT 12.1.005.

3.4 MapkupoBka

3.4.1 Ha kaxablii 6yMaxHblii MELLOK HAHOCAT TpaHCNOpPTHY MapkupoBky no FOCT 14192 c nsobpaxe-
HHOM MaHMWNYNSUNOHHbIX 3HAKOB «BouTcs cbipocTu». «BbouTca HarpeBa». «Kptokamy HenocpeacTBEHHO He
6paTb» 1 C yKazaHnem JONONHUTENbHbIX CBEAEHWIA:
HanMeHOBaHWA NPeaNpPUATUA-U3roToBUTENA N (MNIN) €50 TOBAPHOTO 3HAKA;
HavMeHOBaHUsA 1 Mapku npenapaTta;
Macchbl HETTO;
HOMepa napTuu;
Aatbl U3roTOB/IEHUA NpenapaTta;
rapaHTUIHOIO CPOKa XpaHeHwus;
YCNOBUiA XpaHeHus;
npegynpeanTenbHbiX Hagnucel «XpaHuTb C NPeA0CTOPOXHOCTLI0. CNucok b». «nsa BeTepuHapnm»;
0603HaveHns HacTosLLLero cTaHjapra.

3.4.2 BKaxAblil 6yMaXxHbIi MeLLOK BKNablBaloT MHCTPYKLMIO MO NPUMEHEH IO NpenapaTa B Kosi4ecTBo,
pasHOM YuCy NOSNITUIEHOBBIX MELLKOB.

3.5 YnakoBka

351 BaunnmxvH cacyoT B MeLlkn 20 Kr 3 NosMaTuneHoBoi naeHkn no FOCT 10354 unu MeLuk1 noam-
3TuneHosble No FOCT 17811. NonNnaTUAEHOBbIE MELLKM TEPMOCAnNBAlOT N yNakoBbIBAKT B GyMaXHble YeTbl-
pexcroiiHble Mewwku no FOCT 2226.

[JonyckaeTca acoBaTb baunnnxuH B 6ymaxHble Melkn mapok BM. BM. MM. BMI. BMB. BMIM no
FOCT 2226.
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3.5.2 BymaxHble MeLUKu 3aLUMBaloT MalNHHbIM cNoco60om HuTkamu no FOCT 14961, unmno FOCT 6309.
unu wnaratom no FOCT 17308. ocTaBnasA rpe6eHb No BCeWi LUMPUHE MellKka He MeHee 4 CM.

[onyckaeTcsa BMeCTO 3alnBaHnsa 6yMaxHbIX MELLKOB 1x cknenaHue no FOCT 18251.

3.5.3 Macca HeTTo ynakoBOYHOW eAnHMLbI A0/DKHA cocTaBnAaTb (200 0.2) kr.

4 Tlpuemka

4.1 BauunuxXvH NpUHUMALOT NapTusiMu. MapTueit cunTaloT No6oe KoMYecTBO NpenapaTa, U3roToB/EH-
HOe 32 O/1VIH TEXHOJIOTMYECKMIA LMK/, OAHOPOAHOE MO NoKasaTes1siM KauecTsa 1 0thOPMIIEHHOE OAHUM [LOKYMEH-
TOM 0 KayecTBe.

B OKyMeHTe 0 kauecTBe yKa3biBaloT:

HavMeHOoBaHWe NPeanpuUATUA-N3roToBNTeNs 1 (Mn) ero ToBapHbIl 3Hak;
HavMeHoBaHue 1 MapKy npenapaTa;

HOMep napTuu;

Maccy HeTTO napTuu:

KONM4YecTBO MeCT B NapTum:

AaTy N3roToenieHns npenapara (rof. Mecsu, Yuco):

pe3ynbTaTbl UCMbITAHWIA, ATy BblAaun OKYMEHTa O Ka4ecTBe;
rapaHTUiiHbIA CPOK M YCNI0BUA XPaHeHNs:

0603HayYeHne HacTosLLLero cTaHaapTa.

4.2 [inA npoBepku kayecTBa GaunInxXmnHa oT KaxAon napTum oTéupatoT BbIGOPKY B pasMepe: 0T NnapTum
[0 100 ynakoBOYHbIX e4NHNLL, — HEe MeHee 5 ynakoBO4HbIX euHNL,; cBbie 100 ynakoBOYHbIX eAnHNL, — 5 %.

4.3 MopnunHHOCTbL BauunuxmHa onpegensatoT B kaxaoi 10-i napTumn. Mpy U3AMEHEHWUN TEXHOMOMMN U3ro-
TOoB/IeHNsA bauunuxunHa. NoAMHHOCTL ONpefensoT B NATU NapTUsAX Noaps,.

4.4 Tipn Heya0BNETBOPUTE/bHLIX pe3ynbTaTtax UCNbITaHWA XOTA Gbl NO OL4HOMY NoOKasaTeso No Hemy
NPOBOAAT NOBTOPHbIE UCNbITAHNA HA YABOEHHOM KONIMYEeCTBE BbIGOPKY, B3SATOM OT TOW e napTuv NpoayKLuu.

Pe3synbTatbl UCMbITAHW PACNPOCTPAHAIT Ha BCIO NapTuio.

5 MeTogbl ncnbliTaHn

5.1 OTt6op npob

5.1.1 OT Kaxf[oil ynakoBOYHOWN eAuHMLUbl OT6MpaloT 2—3 TOYEYHO Mpobbl LLyNoM BMECTUMOCTbIO
He 6onee 50 r, morpyas ero Ha BCto rny6mnHy MeLlKa.

5.1.2 ToueuHble Npobbl 06bEANHSIOT, TWATENLHO NEPEMELINBAIOT U BbIAEAT CPeAHI0 nNpoby mac-
coii He meHee 600 T.

5.1.3 CpegHioto npoby AenaT nonosiam 1 noMeLLatoT B BE YNCTbIe Cyxne 6aHku ¢ TpuTepTbiMU NpobKa-
MW UW B MOSTIM3TUNEHOBbLIE MELLIOYKU.

OpHy 6aHKy v MeLloYek nepeaatoT B1iabopaTtopuio AN aHanm3a kavecTsa npenapara, aapyryt 6aHky
UM MeLLoYeK XpaHAT B TeYeHe Cpoka rogHOCTM NpenapaTta Ha cyyaii pasHornacuii B oLeHke kavecTsa.

5.1.4 MMpo6bl, HanpaBnsieMble B1abopaTopuio UK Ha XpaHeHne, oneyvaTbiBaloT MCHaGXaloT 3TUKETKOM C
yKazaHunem:

HauMeHOBaHUs NPeANPUATUA-U3TOTOBUTENSA W (UI1) €70 TOBAPHOTO 3HAKa,;
HaumMeHOBaHUs Npenapara;

HoMepa napTuu;

Macchbl HETTO NapTuu,

Aartbl oT60pa npobbl;

[OOJ/HKHOCTMW M NOANMCK Nnua, 0TOMpasLLero Npoby:

rapaHTUHOro CpoKa XpaHeHus.

5.2 OnpepeneHve BHeLWHero snaa v naeceHmn

HaBecky Maccoii 50 r paccbinaroT Ha 6e/yio UMCTYI0 NOBEPXHOCTb, PACCMATPUBAIOT U ONpPeAensioT LUBET 1
HaJsIMuve NaeceHn Npy eCTECTBEHHOM OCBELLLEHUN.

5.3 OnpepeneHne MaccoBoii 4O BNaru

CywHOCTb MeTofa 3ak/14aeTca B BbICylUMBaAHWUM Npenaparta npu HarpesaHyun 40 NOCTOSAHHON Macchbl
npu Temnepatype (105 *2) °C v onpefeneHun Bnaru no pasHoCT! pesybTaToB B3BELUNBAHWIA.

4
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5.3.1 AnnapaTypa v peakTuBbl

CywunbHbIi Wkadg noboro Trna, obecnevmsaroLnii Temnepartypy Harpesa oT 100 go 200 °C ¢ To4HOC-
Tblo Tepmoperynaumnn *2 GC.

Becbl nabopaTopHble 06uero HasHavyeHnss no FOCT 24104 1-ro u 2-ro K1accoB TOYHOCTU C NpeaesioM
B3BewwmnBaHus 200 .

BIoKCbI, U3roTOB/IEHHbIE U3 HE KOPPO3MPYEMOro MeTanna, uim ctakaHuvkn CB 14/8; 19/9:24/10; 34—2 no
FOCT 25336.

DKcuKaTop ucnosiHeHus 2 ¢ gnameTpom kopnyca 100.140.190, 250 mm no NOCT 25336. cogepxalunia
cunukaresnb ¢ fobaBneHnemM UHAMKATOPa BAaXHOCTW UM NPOKaNEHHbIA XNopua, KanbLms.

5.3.2 lpoBegeHne ncnbiTaHUA

OTKpbITY0 GHOKCY U KPbILLKY NOMELLAT B CYLUUbHbINA WKad npyu TemnepaType (105 n2) °C Ha 30 MUH.
3aTeMm 3aKkpbiBalOT OIOKCY KPbILIKOW, OXaXAatloT B 9KCUKaTope 40 KOMHAaTHOW Temnepartypbl Y B3BELIVBALOT.
BbICyLLUMBaHME GIOKCbI C KPbILLKOV NPOBOAAT 4,0 AOCTUXEHUSA NOCTOSHHOW MaccChl.

5rnpenaparta nomeLatoT B 610KCy. OTKPbITY0 GIOKCY M KPbILLKY NOMELLaloT B CYLUUbHBINA LWKad npy Tem-
nepatype (105+2) °C Ha 4 u, 3aTeM 3aKpbIBaloT OIOKCY KPbILLKOM, NEPEHOCAT B aKCHMKATOP, OXNax4atoT 40 KOM-
HaTHoli TemnepaTypbl U 6bICTPO B3BELLMBAIOT.

BHOBb BbICylINBalOT 06pasel, B TedeHne 1 4. oxnaxgaroT v B3BelLnBatoT. [TOBTOPAIOT BbiCyLUMBaHWE [0
Tex nop. noka pasHoCTb pe3ynbTaToB ABYX NocnefoBaTeNbHbIX B3BeWwWnBaHuii 6yaeTt He 6onee 0.0004 r. Ecnv
nocsie NOBTOPHOTO BbICYLUMBAHUA Macca YBeNIMYNTCA, 3a pe3ynbTaT NPUHUMAalOT HaVMeHbLUIEee 3HaYeHune.

5.3.3 O6paboTka pe3ynbLTartoB
MaccoByto gonto Bnaru (X,) B npoueHTax BbIYUCAAOT No hopmyne 1;

X.= - ~™ x 100, 1

; , -Tn3
roe T, — macca 6tKCbl ¢ TPO6OoiA A0 BbICYLUUBAHUS, T;
T2— macca 6HoKCbl C Npo6oii Mocne BbICYLUMBAHWUSA, T;
rm3 — macca 6toKcbl, T.
3a OKOHYaTe bHbI pe3ynbTaTt UCNbITaHUst NPUHUMAIT cpegHee apudMeTUYeckoe pesynbTaToB ABYX
napannenbHbIX onpeAeneHuii. lonyckaemMble PacXoXAeHNs He AO/MKHbI OT/IMYATLCA OT CPeAHEro 3HaYeHus
60nee yem Ha 5 % (OTH.).

5.4 OnpepgeneHne KPynHOCTU nomona

CyLWHOCTb MeTo/a 3aK/o4aeTcs B rpaBMMeTPUYECKOM onpe/iesieHnn ocTaTka Ha cuTe nocse npocensa-
HWUSI NPOGBI.

5.4.1 Annapatypa

YcTaHOBKa A/19 pacceBa c CUTamMu; C HOMUHaIbHbIMY pasMepamu syelikn 0.560 mm 1 1.00 mm no [2].
Becbl nabopaTtopHble 06uero HasHavyeHnss o FOCT 241041 -ro v 2-ro k/1accoB TOYHOCTY C HAanBObLLIMM
npegenom s3sewmnsarus 200 r.

5.4.2 MNpoBegeHWe NcnbiTaHW

1001 npenaparta noMeLLalT Ha CUTO, KOTOPOE 3aKpbl BAKOT KPbILLKOW, YKPENASAOT Ha N1aTpopMe yCTaHOoB-
Kv 4NS pacceBa, BKIOYAT yCTaHOBKY U npocenBatoT B TeveHne 10 MuH npy 190—210 kosie6aHnax B MUHYTY.

JonyckaeTcs npocenBaHune pyyHbiM cnoco6om npu 110— 120 konebaHnax B MUHYTY 1 pa3maxe koneba-
HWi1 okono 10cm.

5.4.3 O6paboTka pe3ynibTaTtoB
OcTtartok Ha cuTe (X2) B npoueHTax BbluMcasAT no hopmyne 2:

X2 = A x 100 2

rge T4 — maccaocTaTka Ha cute, T;
ms — macca npobel, T;
3a OKOHYaTe/IbHbI pe3ynbTaT UCMbITaHUA NPUHUMAIOT cpefHee apudMeTUYeCKOe pes3ybTaToB ABYX
napasnnesnbHbiX onpegeneHuii. lonyckaeMble pacxoXAeHns He JODKHbI OT/IM4aTbCsA OT CPeHEero 3HayeHns
60nee yem Ha 10 % OTH.
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5.5 OnpegeneHve 6ayuTpauuHa

CyLWHOCTb MeTo/a 3aK/toHaeTCcs B CPaBHEHWM 30H 3a[ePXKN pocTa TeCT-Ky/ibTypbl Bac. subtilis ncneitye-
MbIM NpenapaTom u cTaHgapToM bauymTpauuHa. YyscTeutenbHoCcTb MeToda 0.5 Ef B 1 mr.

5.5.1 AnnapaTtypa, matepuarssbl, peakTuBbl U NUTaTe/IbHbIe Cpeabl:

- pH-meTp c norpeLwHocTbio n3MepeHus He 6onee 0.1;

- Becbl nabopatopHble obLero HazHavyeHus no FOCT 24104 1-ro 1 2-ro KNaccoB TOYHOCTUN C HANBONb-
LWMM npegenom B3selwnsaHusa 200 r;

- aBTOK/aB BepTUKasbHbIN;

- MUKpOCKOT,

- TepmocTaT t60oro Tuna, obecneunBarLLnii Temnepatypy Harpesa (< 37 ¢ 1) °C;

- Barepnac;

- CTOJINK C TOPU3OHTA/IbHO NNACTUHON BEPTUKA/IbHOTO CTEKNA,

- CyWWSbHbIW WKadg Nb6oro Tnna, obecneunBarwLmii Temnepatypy Harpeea ot 100 °C po 200 °C ¢
NorpeLHoCTbI0 TepMoperynsaunm £2 °C;

- TepMoMeTp cueHon geneHusa NC n gnanasoHom nsmepenms ot 0 go 100 5C;

- 6aHA BogsHasa n6oro tuna, obecneymsarollas Temnepatypy Harpesa ot 20 °C go 100 °C ¢ norpeLu-
HOCTbIO Tepmoperynauun =3 °C;

- B6yp uam NnpoboYHOE CBEP/IO C BHYTPEHHMUM AMana3oHOM 8 MM;

- KanenbHULY, NPeACTaBAAIoLLYI0 COO0I MHBEKLMOHHYIO UTY, BNasHHYO B CTEKIAHHYIO TPY6KY AnameT-
poM 5—7 MM. Ha KOHeL, KOTOPOIi HageTa pe3vHoBas rpyLua;

* KoNn6bl MepHble BMecTUMOocTbio 100.1000 cm3no FOCT 1770;

- KONbbl KOHMYeckme BMecTumMocTbio 100 cm3no FOCT 25336;

- valwku 6aktepuonoruyeckue (4awku Metpu) Tuna LIBH McnonHeHus 2, HOMUHaNbHbIM AnamMeTpoMm
100 mm no FOCT 25336;

- NMUMeTKM BMecTuMocTbto 5.10 n 20 cm3ucnonHenus 6,7 no FOCT 29227,

- npobupku Trna LW anameTpom 16 MM. BbiCOTOW 150 MM U3 XMUYeCcKn CTOlKOro ctekna rpynnsl XC no
FOCT 25336;

- CNUPTOBKKU CTeK/AHHbIE N0 TOCT 25336;

- MaTpaLbl CTEK/IAHHbBIE;

- BOpOHKa TMna B gnameTtpom 100 mm BbicoTol 150 mm no FOCT 25336;

- neTna Mukpobuonornyeckas;

- bymara counbTpoBanbHas no FOCT 12026;

- obpasel cTaHAaPTHBIN CTEKAHHBIA 418 BU3YyanibHOro onpeAeneHns MyTHOCTM 6akTepuarnbHbiX B3Be-
ceil, MyTHOCTb KOTOpPOro paBHa 1.66 cM-1 1 3kBuBaneHTa 10 MexayHapoAHbIM eMHULLAM MYyTHOCTH;

- UMAMHAPLI MepPHble BMecTUMOCTb0 50 cm3no FOCT 1770;

- GauuTpaumH cynbaT cTaHAAPTHbIV C aKTUBHOCTbIO, YKa3aHHOM Ha 3TUKETKe:

- TecT-MukpoopraHusm Bac. subtilis;
HaTpuii NIMMOHHOKMC/bIA Tpex3amelleHHbI no FOCT 22280.
- HaTtpus rugpookuck no FOCT 4328;
- HaTtpuii xnopucTblii no FOCT 4233;
- kucnota consHasa no FOCT 3118. pacTtBopbl kKoHueHTpauuy 0.01 monb/gm3 (0.01 H.) n 0.2 monb/am3

- Kanbuuii pocdopHOKUCbI 0gHO3aMelleHHbIi no TOCT 4198:

- NEenToH cyxoli hepmeHTaTUBHbIV Ana 6akTeprnonornyeckunx ueneii no rOCT 13805:

- 6yNbOH XOTTUHIOPA;

- arap mukpobuonormnyeckuini no FOCT 17206 nnu arap nuwesoli no FOCT 16280:

- pacTBOp 6yepHbIi NIMMOHHOKMCbIN ¢ pH 3—3,2; roTOBAT CMeLLeHUeM [iBYX pacTBOpPOB: 62 cm3pacT-
Bopa A n 100 cm3pacTeopa b.

PacTBopbl A 1 B roToBAT cnegytowmm obpasom:

- pactBOp A — 22,6 r uuTpata guruaparta HaTpus NoMeLatT B MepPHYH0 K016y BMecTuMocTbio 1000 cm3
1 JONIVBAIOT BOAY [,0 METKMU;

- pactBop B5—8.2 CM3KOHLLEHTPMPOBAHHOI COMAHON KNC/OTbI MOMELL AT B MEPHYHO KOGy BMECTUMOC-
Tbto 1000 cM3 1 pa3baBnsAwT BOAOW 4,0 METKN.

PacTtBopb! Ans okpacku no pamy.

Bopaa msacHaa no TOCT 20729.

BynboH maco-nenToHHbIn (MMB) no FTOCT 20730.

Cpepia araposas rosiofjHas; roToBsit cnefytowmm obpasom:
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- 15 r arapa, B3BeLUEHHOro C norpewHocTbo He 6onee 0.01 r. nomewarT B KONOY BMECTUMOCTbIO
1000 cm3, cogepxatyyto 900 cm3Boapl. Konby cTaBAT Ha BOASAHYO 6aHI0 U HarpeBaloT 40 NOSIHOro pacnnasne-
HUA arapa;

- 3 r aurngpoopTtochocara Kanus, B3BELEHHOIO C NOrpeLwHocTbL0 He 6onee 0,01 r, pacTBOpPSOT B
100 cM3Boabl, 3aTEM BbIIMBAIOT B pacn/iaB/ieHHbI arap, 40BOAAT 06bem Bogoii Ao 1000 cM3u nepemMeluvBa-
toT. YctaHasnmsatoT pH 8,0 npn nomoluy 30 %-Horo pactsopa rmapookcuaa Hatpus. ArapoByto cpefly KUnatart
[10 06pa3oBaHNA ocafka, 3aTem PUNbLTPYIOT Yepes TONCTbIN CNOM BaTbl U CTEPUN3YIOT B aBTOK/1aBE B TeUeHne
30 muH npu Temnepatype (110 + 1) °C. pH cpegbl nons ctepuansauum gomxHa 6eite 7.8—8.0. Cpepy xpaHaT
npu Temnepartype 20—22 °C He 6051ee 4BYyX MECSALEB.

Cpepfa arapoBasi nutaTesibHas; rOTOBAT aHaNOrMMYHO NPUrOTOB/IEHNIO arapoBOiA rOI0AHON cpeabl, Npu
3TOM B3aMeH BoAbl 6epyT MIE ¢ cogepxaHneM amuHHoro azota 50—60 mr B 100 cm36ynboHa. [MutaTenbHyto
cpeny cTepunusyioT B aBToknase B TedeHne 30 muH npu Temnepartype (110 « 1) °C. Mocne ctepununsaunm pH
pacTeopa fo/mkHa 6biTb 7.8—8.0. PacTBop XpaHAT B TeueHne mecsLa npu KOMHaTHOWM Temneparype.

PacTtBop dusnonornueckuii.

Arap Msico-nenToHHbIl (MMA) — cpepa ans KynbTypbl Bac. subtilis roToBaT cnegyolwmm o6pasom;

MMB pa36aBnsoT BoAol B cooTHoweHuM 1:2. K 1000 cm3pasbaBneHHoro MIMNB gob6asnstoT 20 r arapa,
B3BELUEHHOr0 C MOrpeLwHocTbio He 6onee 0.01 r. [na HabyxaHus arapa CMecb BbIAEPXMBAKOT B TeyeHue
40—60 MUH NpU KOMHaTHOI TemnepaType.

MMA pacnnaBnsoT Ha BoAsAHON 6aHe, ycTaHaBnusarT pH 7.2—7.4 npn nomowm 30 %-Horo pacTeopa
rmapookcuaa HaTpus, AatoT cpefie oTCTOATLCA B TeyeHne 30 MUH. nocne yero cpedy ounbTpyloT yepes ToJl-
CTbIA /1011 BaTbl, 3aTeM pas3/iMBatoT B KON6ObI 1 cTepununsytoT npu Temnepatype (1101 1) °C BTeyeHue 30 MUH.
pH cpepbl nocne ctepunmsaynm AOMKEH 6biTb 7.2—7.4.

Cpefa o4 BblpalmnsaHus cnop Bac. subtilis 6633 B maTpuLax roToBAT CrieAyoLWmnm o6pasom;

25 rarapa, B3BELUEHHOrO C NOrpeLlHoCcTbio He 6osee 0.01 r. fo6asnstoT Ha 1000 cm36ynboHa XOTTUHre-
paccogepxaHnem 30—35 % amnMHHOro asoTa. lNoslyyeHHyo cpefy pasnuearoT No maTpuuam ucTepunnsytoT B
TeueHne 30 MuH npu Temnepatype (110 £ 1) °C. pH nocne cTepunnsauumn 4omKeH 6biTb 6.0—6.2.

CycneH3ns TecT-KynbTypbl Bac. subtilis 6633 rotoBaT cnegyowmm o6pasom:

TecT-KynbTypy Bac. subtilis 6633 nepeHocAT MUKPOGUOIOrMYECKO neTneli B Npo6upky ¢ onsnosornyec-
KMM pacTBOpOM, 3aTeM MUMNEeTKOW Kanto Nosly4eHHOW CycneH3nm nepeHocaT B yawku MeTpwm co cpegoii MIMA.
pacTupaloT ee Mo yaluke CTEK/IAHHBIM LUNaTesiem, Nocne Yero aTUM Xe LinaTtesieM NepeHoCAT OCTaBLUYCA Ha
HeM Ky/ibTYpy 13 YallKu B YalLLiKy C BblLeyka3aHHOM cpefoi nyTeM pactupanus (5— 7 valek), 4o6MBasCh Takum
06pa3om B nocreayoLlem pocta OTAe/bHbIX XapaKTePHbIX KOIOHWA.

TecT-KynbTypy BblpalunsaioT npn Temnepatype 37 eC B TeueHne 18—24 4. 3ateMm oT6MpaOT TUNNYHbIE
KONIOHUN — Mesikne, coposatble € 3ybyaTbiM Kpaem 1 nepecesatoT 6akTepuasibHON NeT/ieil Ha CKOLIEHHbIN
MMA B npo6upky 1 BblpalmeaeT npu Temnepatype 37 °C B TeueHue 18 u. nocsie Yero Ky/ibTypy CO CKOLLEHHOTO
arapa cmbiBatoT 5— 10 cM3 cTepubHOK ANCTUNNNPOBAHHON BOAb! U CMbIB NEPEHOCAT B MaTpaLbl. 3acesHHbI
maTpal, BblgepxusatoT npu Temnepartype 37 °C B TeueHne 5— 7 CyTok, Nocne 4ero npon3BoaAaT MUKPOCKOMM-
YecKunii KOHTPO/b U. ECNN B Ma3kax, OKpaLleHHbIX no Fpamy. umeeTcsi B none 3peHus 80—90% cnop, genawt
CMbIB Ky/1bTypbl CTEPU/BHO AUCTUI/IMPOBAHHO BOAOW.

MonyyeHHyo B3BECH CNOP NporpeBatoT npu TemnepaType 60—70 °C Ha BoAsiHOW 6aHe B TeueHue 30 MuH,
3aTem B3BEeCb CNOP NPOMbIBAIOT HE MEHee Tpex pa3 CTePUIbHON ANCTUAIMPOBAHHOWK BOAON Npu LieHTpudyru-
poBaHUK A0 NOMHON NPO3PAYHOCTU HAA0CAA0UHON XNAKOCTU. MNPOMBITYIO B3BECH CMOP XPAHAT B CTEPUSIbHOM
AVCTUNNNPOBAHHOW BOAE B 3anasHHbIX amnynax uiv npobupkax B TeHeHue AByx 1eT Npu TemnepaType oT4 1o
10°C.

BauuTpaunH OCHOBHOW CTaHA4apPTHbIN pacTBOp KOHUeHTpauun 1000 EL, B 1 cm3; pacTBOp roTOBAT Cleay-
lowmnm o6pasom. 20 Mr cTaHapTHOro o6pasiia 6aumTpauunH. B3BeLleHHbIe C NorpeLlHocTbio He 6oee 0,0002 ,
pacTBOPAOT B paccuMTaHHOM 06 beMe pacTBopa COMIAHOM KUC0Tbl KOHLeHTpauun 0,01 monb/am3.

O61BbeM pacTBopa COJsIHOW K1cNoThl (X3) B Ky6UUYECKMX CAHTUMETPAXx BbIYUCASIOT No popmye 3:

y -1TB*A (3)
3 1000 -

rae T6 — macca ctaHAapTHoro obpasua cynbdara 6auuTpauyH. Mr,

A — aKTMBHOCTb CTaHgapTHoro obpasua cynbata 6auntpauyunH. Efl B 1 mr (Becosoe BbipaxeHue 1 Ef
aKTMBHOCTYW cynbghata 6aunTpaymH 3aBUCUMT OT aKTMBHOCTU [eCTBYIOLEro B HacTosLwee Bpems
cTaHgapTHOro obpasua);

1000 — aKTMBHOCTb OCHOBHOIO CTaHAapTHOro pacTeopa cyfbgaTa 6aunTtpaunH. E4 B 1cm3.
MonyyeHHbI pacTBOp XpaHAT B ko16e ¢ npuTepToli Npobkoi npu TemnepaTtype 4 °C B 3al4WLLEHHOM OT
cBeTa MecTe He 60/1ee 0JHOro MecsiLa.
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BauutpaumH pabounii cTaHAapTHbIA pacTBop koHueHTpauuv 3 Ef B 1 cM3; roTOBAT cnegytolmm obpa-
30M:

1cM30CHOBHOrO CTaHAAPTHOrO pacTBopa NepeHoCcAT B MEPHYH0 KOS16y BMeCTUMOCTbo 100cm 3, 40BOAAT
[0 METKM IMMOHHOKMC/bIM 6YdhepHbIM pacTBOpPOM, nosnyyas passegeHue 1:100 (10 Ef, B 1 cm3). 3atem 6epyT
nuneTkoil 3 cM33TOro passefeHns, NoMeLarT B Npobupky, 06aBNAT 7 CM3IMMOHHOKMCAOTO 6ydepHoro
pacTtsopa.

5.5.2 TloarotoBka KuUcnbliTaHuio

5.5.2.1 TpuroToBneHne pacTsopa UCNbLITYEMOro npenapara

5 r npo6bl, B3BELLEHHOV C NOrpellHocTbI0 He 6onee 0.01 r. nomeLatoT B CTYNKy, 3anusatoT 25 cm3cons-
HOI KNCNOTbI KOHLEeHTpauuu 0,2 monb/gM3u pacTvpaloT NecTMKkoM. 3aTem B3BeCh NePeHOCAT B K06y unm cta-
KaH. a CTynKy CMbIBatoT 25 cM3 pacTBOpa COMISIHOM KUCNOTbI KOHLeHTpauumn 0,2 Monb/AM3 1 CMbIB ,06aBNSIOT B
Konoby.

B3Becb npenapaTa BblAepXMBAKT B TeyeHne 2—3 4 Npu KOMHATHOW TemnepaType 418 3KCTpakymu
6auuTpaLmH, nepnogmnyeckn B36anTbiBas, NoCe Yero CoAepXmMmMoe Kosbbl LeHTpudyrupyot npyu 2000 MuH s B
TeyeHne 10—15 MUH 1 PuNbLTPYIOT Yepe3 GyMaxHbIl unbTp, noayyas Takum obpasom passegeHue 1:10.
3aTtem 13 3TOro pacTeopa roToBAT CefyoLme passeeHuns ¢ MOMOLL b0 IMMOHHOKUCIOro 6ydepHoro pacTso-
pa (c yyeTom npeablayuiero passegeHunsa 1:10):

onsa 6aunnmxmnHa-10 — 1:1000; 1:2000:1:4000;

ans 6aumnmxmHa-40 — 1:4000; 1:8000; 1:16000.

5.5.2.2 TMoparoToBka yallek MeTpu ¢ nMTaTesibHOi Cpefoii U TECT- Ky/IbTYpOiA

Yauwku MeTpu TwaTtesibHO MOIOT, CTEPU/IM3YIOT B CYLLUWU/ILHOM LIKady B TeueHue 2 4 npu Temnepatype
160 °C.

B 6 yalwek MNeTpu 3an1MBatT NMNETKON No 15 cM3 pacniaB/ieHHOl ro/104HOI arapoBoii cpeabl, noayyas
HWXHUIA cnoii. B 100 cm3pacnnaBneHHoi 1 oxnaxaeHHol Ao 60—65 eC nutaTenbHO arapoBoii cpeabl BHOCAT
1cm3(10 MexayHapogHbIX e ANHNL, MYTHOCTM) TeCT-KyNbTypbl Bac. subtilis 6633 1 pasnveatoT B yawku MeTpun
Ha 3aCTbIBLUWIA HWXHWIA CNOV TONOAHOV arapoBoi cpefbl No 7—8 cm3.

Mocne 3acTbiBaHNA arapa B Yalukax fenatT no 6 1yHok 6ypom, KOTopble pacnonaratT No pagnycam Ha
paccTosiHuy 2.8 CM OT LeHTpa Yallku ¢ MHTepBasioM 0koso 60'. B 6 NYHOK Kaxzoi U3 ABYX NOATOTOBNEHHbIX
yalek MeTpn BHOCAT KanenbHuuei okono 0,1 cm3 pabouero ctaHgapTHOro pactsopa bauutpaymH. Yawku
rnomMeLatoT B TepmocTar npu Temnepatype 37 BC 1 Bbl4epXunBatloT B TedeHne 16— 18 u. a 3atem nsmepsawTtama-
MeTpbl 30H 3a4,ePXKN pocTa TecT-M1Kpoba.

[ina npoBegeHns cnbiTaHWii Npenapara Ha cogepXaHue B HAX 6auuTpaurHa ucnonb3yoT NapTuio nuTa-
TesbHOW arapoBoii cpefbl, obecneuynBalLleil nocne AeicTBns paboyero cTaHAapTHOro pactesopa 6auuTpa-
LMH 30HbI 3a4epXKn AnaMmeTpom oT 17 40 21 MM. B cnydae nosyyeHns 30H 3afepXkn guameTpom meHee 17 MM
nnn 6onee 21 MM roTOBAT HOBYIO NapPTUIO CPOAbI. MOAGVPAs HOBble CEpUN KOMMOHEHTOB, N YBEIMUMBaKT
(yMeHbLIatoT) KOSIMYECTBO TECT-MUKPO6a, BHOCMMOTO B NUTATE/IbHYI0 Cpesy, C Lefbio OCTMXEHNS ONTUMarb-
HOro pasmepa gnameTpa 30H 3afepXKn pocta TecT-Mukpooba.

5.5.2.3 lMocTpoeHve rpagyvpoBOYHOro rpaduka Ans onpegeneHns akTuBHoCTH 6aymTpaunHa

[lns nocTpoeHns rpagynpoBoOYHOro rpadpmka ns pacteopa, cogepxatero 10 Ef 8 1 cm3, rotoBaT 5 pac-
TBOPOB KOHLeHTpaunsmu 1.8;2.4:3,0; 3.8.4,5 E[l c 1cm3. PacTBOp, cogepxatmii 3 E[l B 1 cm3, sBNSETCA KOHT-
POJIbHBIM.

MonyyeHHble cTaHAapTHbIE PACTBOPbI, 3a UCKIHOYEHNEM KOHTPOJIbHOTO, KanesibHULLel BHOCAT B 3 NIyHKM
(no 3 yaLlku Ha KaxAyto KOHLLeHTpaLmto). KOHTPONbHbIA pacTBOp BHOCAT B OCTaslbHble 3 yHKU BCceX 15 valuek.
O6bem BHOCKMMbIX PaCTBOPOB (CTAHAAPTHOrO WM KOHTPOJIbHOIO) A0/KEH ObITh PaBHbIM U COCTaB/IATL OKOSI0
0.1 cm3.Mepep paboToii KanenbHULY TLLaTebHO OnonackMBalT 6ydepHbIM pacTBOPOM, a 3aTeM pacTBOPOM,
KOTOPbI cnefyeT BHOCUTL B KaXKAYH0 NyHKY. Yallku BbiAepXuBatoT B TedeHne 16— 184 B TepmocTarte npu Tem-
nepatype 37 °C. 3aTeM U3MepSAIT AMamMeTpbl 30H 3a4ePXKN pocTa TeCcT- KyNbTypbl.

Lna Kaxaoli KOHLEeHTpaLuuy paccumTbiBaloT cpegHee apudMeTnyeckoe AuamMmeTpoB 30H 3aepXKu pocTa
no 3 vawkam. [1n8 KOHTPO/IbHON KOHLEHTpauMmn NoACHATLIBAIOT cpefHee apudmeTyeckoe AnamMmeTpoB 30H
3a/lepPXXKN pocTa OTAeNbHO Mo 3 yalkam 1 no scem 15 yallukam, Haxo4AT NMonpasKy, KOTopas npeacTasiseT
€060/ pasHOCTb MexAy CpeAHUMU apudMeTUYECKUMU KOHTPOIbHbIX 30H 3a4€PXK/N POCTa, BbIYMCAEHHBIX MO
15 n no 3 yalukam.

MonyyeHHble nonpasku NpMGaBAAIOT K CPEeAHUM 3HAYEHMAM AMameTpa 30H 3afepXKn pocTa cTaHaap-
THbIX PacTBOPOB KOHUeHTpauuu 1,8; 2.4; 3,0; 3,8; 4.5 E[l B 1 cM3, BbIYMCNEHHbIX NO 3 Yallkam.

Mo NosyYeHHbIM AaHHbIM Ha MonynorapudMmnyeckoli ceTke CTPOAT rpafyvpoBOYHbI rpaduk. Ha ocb
abcuymcc HaHoCAT cpefiHMe 3HaYeHnsa guameTpa 30H 3afepXKku pocTa CTaHAAPTHBIX PACTBOPOB, MOMYYEHHbIX
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Moesnio BHECEHUS NMOMPaBKH, a Takke CpefiHee 3HaYeHue JuaMeTpa 30Hbl KOHTPOIbHOTO PAcTBOPA, BbIUMC/IEH-
Hoe no Bcem 15 yalikam. Ha ocv opAMHAT HAHOCST COOTBETCTBYIOLME KOHLEHTPaLMK PacTBOPOB.

MpafyvMpoBOYHbIM rpacuKkoM MoNb3ylTCA B TeUeHUe ABYX MecsiLeB, Nepuoauyecku npoBepsis Yron
HakK/o0Ha KPMBOI MO ABYM KOHLEHTpauuaM Ha 3— 5 yallkax.

5.5.3 lpoBegeHne ncnbiTaHnsa

Ha kaxayto npoby ncnbITyeMoro npenapara ucnosb3ytoT He MeHee 3 yallek.

KanenbHuLeli BTPU NYHKN KaXA0M U3 Yallek BHOCAT pabounii cTaHAapTHbLIM pacTBop, a B TpU ApPyrue NyH-
KN — OAVH M3 pacTBOPOB MCNbITyemoro npenapara. O6beM BHOCKMbIX PacTBOpPOB pabouyero cTaHAapTHOrO
pacTBopa 1 UCNbITYEMOro npenaparta A0/KeH 6bITb paBHbIM M COCTaB/ATb 0k0/10 0.1 cm3. Yallukun BbigepXxmBa-
10T BTeyeHne 16— 18 4 B TepmocTtare npu temneparype 37 °C. 3aTeM U3MepAT AnamMeTp 30H 3afiepXKu pocTa
TecT-Ky/bTypbl. [1py 3TOM B pacyeT 6epyT OAHY KOHLeHTpaLuio, Npy KOTOPOI AnaMeTp 30HbI pocTa TeCT-KY/lb-
TYpbl B UCTIbITYEMbIX 06pasuax 6mxe kguameTpy 30H 3af,epXKn CTaH4apTHOro pacteopa.

5.5.4 O6paboTka pe3ynbLTaTtoB

I3MepstoT 30HbI 3a4ePXKM pocTa TECT-KY/IbTypbl, 06pasyemble KOHTPO/IbHbIM PacTBOPOM CTaHfapTa u
MCNbITyeMbIM pacTBOpoM. HaxoasaT cpefHee apudmeTmyeckoe pesyibTaToB guaMeTpa 30H 3a[epXxKn pocta
no 3 yalwkam. BblunMTaloT pa3HOCTb 3HAYEHUI 4MaMeTPOB 30H 3a4ePXKM POCTa KOHTPOJSIbHOM KOHLEeHTpauuu
CTaHOAapPTHO KPMBOIA M KOHTPOJIEHOW KOHLEHTPALMM B UCNbITAHWUW. DTY pa3HOCTb NPMGAaB/IAIOT K CpeHeMyY 3Ha-
YEeHUI0 AuameTpa 30H 3a4epXKy UCMbITYeMOro pacTtBopa npenapaTta, ecnu OHa MOSIoKUTENbHasA, W
BblUMTAalOT, €C/IN OHa oTpuuaTesbHas.

3arem no KpMBOU HaxoAAT KOHLEHTpauuio, COOTBETCTBYIOLYH HalileHHO! BesiMunHe 30H. YMHOoXas
NONTYYEHHYH0 KOHLEHTpaLMIo Ha CTeNeHb pasbaBneHus, NosyvyarT cogepaHme aHTmoumnoTtuka B E, B 1 cm3.

lycnosHas EJ] 6auntpaumnHa cooTBeTcTByeT 1 MKr aHTMOMOTHKA B TOBAPHOM npenapare.

CopepxaHue bayumTtpaunHa (X4)Br B 1 kr npenaparta onpegensoT no popmysne 4:

= N @
T7x103

rae N — cogepxaHue 6auutpauunH B UCNbITyEMOM pacTBope, MKr/cM3:
V — 06beM CONSHOW KNCNOTbI, UCMO/b3YEMOI ANA NPUrOTOB/IEHNSA B3BECK nNpenapara, cM3;
T 7— HaBecka npenapara, I;

103 — nepeBOAHOW KO3(DPULMEHT MKI/T B I/KT.
3a pesynbTaT UCMbITaHWSA NPYHUMAIOT cpefHee apudMeTnyeckoe pesynbTaToB ABYX NapasisiefibHbIX
onpepaesieHnii, KOTopble He AO/MKHbI OTIMYATLCS OT CPefHEero 3HaveHust 6onee yem Ha 10 % (OTH.).

5.6 OnpepgeneHve NOA/IMHHOCTU (MOEHTUYHOCTHN)

CyuwHOCTb MeToa 3ak/itoyaeTcs B Xxpomarorpadhnuyeckom pasgenieHun Ha bymare 6aunTtpaunH Ha KoM-
NMOHEHTbLI ¥ NPOSB/IEHUN XpOMAaTOrpamMmbl HUHTUAPWHOBLIM KpacutesieM 1 6moaBTorpaduuyeckum MeToAoM 1
nocneaytLeM cpaBHeHUY NOyYEHHO XpoMmaTorpaMMbl C XpoMaTorpaMMoli cTaHAapTHOro obpasua 6aunt-
pauvH. NPOSsIB/IEHHOWN aHaI0rMYHbIM CMOCO6OM.

5.6.1 Annapartypa, matepuasbl, peakTnuBbl, pacTBOpPbI

- Becbl nabopatopHble o6uero HazHavyeHuss no FTOCT 24104,1-ro n 2-ro K1accoB TOYHOCTU C HAM6Ob-
wnm npegenom e3selunsaHna 200,

- annapar 419 BCTPAXWBAHUS XUAKOCTEN;

- Kamepa unv aKkcukaTop 419 xpomatorpadun guametpom 28—32 cw;

- 371eKTpoBeHTUNATOP 6bITOBOM No TOCT 7402 unu anekTpodeH 6biToBoli no FOCT 22314;

- muMneTka wucnosiHeHnWs 8,2-ro knacca To4HOCTM BmecTumocTbio 0,1 cm3 mo MY CNe03—1992(3],
NYCNe 04— 1992 [4];

- KON6bl KOHMYecKne BmecTumMocTbio 100 cm3no FOCT 25336;

- LUIUHAPLI MepHble BMecTuMocTbio 100 cM3nolOCT 1770;

- cTynka chapgopoas no FOCT 9147;

- bymara xpomatorpaduyeckas no (3];

- MEH3YPKV CTEK/IAHHble BMECTUMOCTbL0 50 cm3no FOCT 1770;

- BOPOHKU AnameTpom 36.56 MM. BbicoToi 80 Mm no FTOCT 25336,

- umpkyab no FOCT 28950;

- HOXHWUbI No TOCT 21239;
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- nuHelika no FOCT 14735:

- NIOTOKCTEKNSHHbIN M3 oprcTekna nnu yawku MeTtpu no FOCT 25336:

- kucnotaconsHasa no FOCT 3118. pacTBopbl kKoHUeHTpauuii 0,01 n 0,2 monb/am3;

- kucnortaykcycHas no rocCT 61;

- 6ytaHon-1 no FOCT 6006;

- cnupT 3Tunosbli no FTOCT 18300 nav no FOCT 5962;

- nupuguH no FOCT 13647,

- HUHrMApuH. 0,25 %-HbIli pacTBOp B 3TaHose, coepxalleM 1 % yKCYyCHOWM KUCNOTbI:

- baumTpauvH cTaH4apTHbI 06paseL;, pacTBOP C akTMBHOCTbI0 1000 Efl B 1cM3B CONSAHON KUCOTE KOH-
ueHTpauuu 0.01 monb/am3.

5.6.2 TlMoarotoBka K UCMbITaHUIO

5.6.2.1 lMpwurotoBieHne UCnbITyeMOii Npoobbl

5 r npenapaTa nomeLialT B CTYNKYy ¥ pactTupaioT npun gobaenexnnun 25 cm3 pacteopa COMAHON KUCNOTbI
KoHueHTpaummn 0.2 monb/gm3. CycrneH3no NepeHocsT B kofby, CTynky o6MbiBaloT 25 cm3 pacTBopa CossiHOM
KMCNOTbI KOHLEHTpauun 0.2 Monb/aM3 1 Takke CnMBatoT B KONby. Konby 3akpbiBaloT NpobKoii, CTaBAT Ha anna-
pat gna BcTpsAxuBaHus Ha 30 Mvm. 3ateM cofiepxmmoe Konbbl hnnbTPyIOT Yepes 6yMaxHbI punbTp.

dunbTPaT UCMOSL3YIOT 415 NPOBEAEHNS UCTIbITAHUSA.

5.6.2.2 MoparotoBka xpomarorpagmryeckoii kamepsbl

B kamepy unm akcmkaTop CTaBAT CTakaHUYMK CO CMeCbl pacTBopuTenell, cocToswein n3 bytaHona-1,
NMPUANHA, YKCYCHOW KUCNOTbI 1 BOAblI B COOTHOWeHMKN 15:10:3:12. Ha AHO kamepbl knagyT hunbTpoBasibHY
6ymary, CMOYEHHY0 3TOI e CMecblo.

5.6.2.3 lMoaroToBka xpomaTtorpadmyeckoii ymaru

M3 nucTa xpomaTtorpadmyeckoii 6ymaru BblpesatoT Kpyrn guaMmetTpom 28— 32 cM (B 3aBUCUMOCTU OT pas-
Mepa Kamepsbl). 3 LeHTpa Kpyra u1pKyem npoBogAT OKPYXHOCTb paanycom 2 cMm. Kpyr AensaT Ha WwecTb pas-
HbIX CEKTOPOB, B LLlEHTpe Kpyra fenatT oTBepcTne guameTpom 0.5 cm gna puTtnns, KoTopblid CKpyunBatoT u3
Kycouka hunbTpoBanbHOW bymarn.

5.6 2.4 ToprotoBka rasoHapsis 6uoasTorpadun

B cTeknsHHbIA NoTOK HasmBaT 100 cm3 ronogHoli arapoBoii cpefbl M 80 cmM3 nMTaTeNbHON arapoBoi
cpepnbl ¢ TecT-KynbTypoii Bac. subtilis 6633.

5.6.3 TlpoBeaeHne ucnbolTaHnA

5.6.3.1 HapgBa NnpoTMBOMOMIOXHbIX CEKTOPa Kpyra (Ha 0TPe30K Ayrn BHYTPEHHEN OKPYXXHOCTU) MUKPOMK-
neTkoOW HaHOCAT pacTBOpP CTaHAapTHOro ob6bpasua 6auyuTpauuH B COJMISHOW KUCAOTE KOHLEeHTpaLumu
0,01 monb/am3B konnyecTtBe 0.1 cM3. Taknm e 06pa3om HaHOCAT pPacTBOPbI ABYX UCMbITyEeMbIX Npo6. Ans
6aumnuxmHa-40 o06bem HaHocuMol Npo6el cocTasnseT 0,025 cm3,ana 6ayunuxumna-10 — 0.1 cm3. Mpu HaHe-
CeHMn Npob xpomaTorpaMmMbl NeEpUoAMYEecKy npocylmnsatoT peHoM. Mocne HaHeceHns Npo6 B OTBepcTUE B
LleHTpe AncKa BCTaBAAT PUTUIb M XpoMaTorpammy noMelLaroT B kaMmepy Tak, YTo6bl ouTU/b 6bls MOTrPYXeH B
pacTtBopuTeSb.

[ns nydwero pasgeneHns KOMMNOHEHTOB rPM3VMHOBONO KOMMJIeKca XpoMaTtorpadyupoBaHvie NpoBoaAT B
TeyeHne 15— 16 4. NMocne oKOHYaHWA Mpouecca XpomaTorpammy BbIHUMAOT U3 Kamepbl U BbICYLLMBAIOT B
BbITSXKHOM LUKadyy. 3atem xpomaTorpamMmMy paspesatoT no guameTpy Ha fiBe YacTu, Tak YTOObI B KaXA0M U3 HUX
6bl/1 CEKTOP CO CTaHAAPTHLIM 06pa3LLOM 1 CEKTOPbLI C BYMSA UcciegyeMbiMn obpasuamu.

5.6.3.2 OpfHy NOMOBKHY XpOMaTorpamMmmbl NPOABAAT 6noaBTorpacnyeckum cnocobom, Ans Yero u3s
KaXx[,0ro cektopa xpomatorpaMmmbl B paguasibHOM HanpasneHy Bbipe3atoT NO0CKM WrnpuHoii 0,5 cm 1 Hakna-
[ObIBAIOT UX HA Fa30H C TECT-KY/IbTYPOI NapansienbHo ogHa ApYroli Ha pacCcTosHUM 2 CM, COBMeLLas nx ctapTo-
BYIO IMHMI0. Ha 06paTHOli CTOPOHE 10TKa 0TMeYatoT CTapTOBYIO JIMHUIO U MOMOXEHWEe Kax 4o nonocku. Yepes
3—5 MUWH NONOCKN CHAMAIOT MUHLLETOM.

JloTok c ra3oHOM NomeLLalT B TepMocTaT ¢ Temnepatypoii 37 BC Ha 18—20 u.

5.6.3.3 BTOpyl0 NonoBuHY XpomarorpaMmmbl onpbickuBaioT 0,25 %-HbIM PacTBOPOM HUHIMAPUHA
B3TasoHe € 1%-HbIM PaCTBOPOM YKCYCHO KNCNOTbI Y BbICYLLUNBAIOT B BbITSXHOM LKadyy. V3 HUHrMApMnMookpa-
LUEHHbIX NO/I0COK XpOMaTorpaMMbl CTaHAAPTHOIo o6pasLia 1 COOTBETCTBYIOLLMX MM NOJIOCOK XpOMaTOorpaMmbl
ucnbITyeMbIX NPO6 B paAvasibHOM Hanpas/feHun Bblpe3atoT kBagpaTbl pasmepom 0.5 *0.5 cm u HaknagpisatoT
MX Ha ra3oH C TeCT-Ky/IbTypoii. JIOTOK C ra30HOM NMOMeLLalT B TepMmocTar ¢ Temnepatypoii 37 °C Ha 18—20 u.

5.6.4 0O6paboTkKa pe3ysibTaToB

MoaBneHne HUHIIMAPUHOOKPAaLLEHHbIX KOMMOHEHTOB Ha XpoMarorpaMmme, cosnagatoLLmx No noaoXeHuo
C HUHTUAPUNHOOKPaLlEeHHbIMU KOMMNOHEHTaMW CTaH4apTHOro o6pa3ua 6aLI,VITpaLI,VIH, a TakXe 30H 3a4epXXkKn poc-
Ta TeCT-KY/1IbTYPbl OT UCNbITYEMbIX KOMMNOHEHTOB I'Ip06bl cBuaeTeNnbCTBYET 0 NOAJ/IMHHOCTU Npenaparta.
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5.7 OnpepeneHne TOKCUYHOCTU

5.7.1 Annapatypa

- Crynka dpapcopoas no FOCT 9147;

m npuyno rOCT22967;

- Nrnbl HbeKUnoHHbIe no FOCT 25377;

- Bopa guctunnuposaHHas no FOCT 6709.
5.7.2 TMNpoBegeHne UcnbiTaHUsA

MpenapaT TwWwarenbHO pacTUparT B CTYNKe Npu HenpepbIBHOM f06aBfeHMN BOAbl C TakKUM pacyeToM,
4yTo6bI 1cm3cycneH3um cogepxan 200 Mr npenapara.

OT6MpaloT NATb MblLleil Maccoin 18—20 r v BBOAAT MepopasibHO Kaxaoi Mmbiwn no 0,5 cm3cycneHsuu (13
pacyeTa 100 Mr npenapaTta Ha MbiLlb) C MOMOLLbI MHBEKLMOHHO WUIbl, HA KOTOPYI0 HaNpPaBAsOT 0NIUBY Ana-
MeTpoMm He 6onee 1 mm.

5.7.3 O6paboTka pe3ynbTatoB

MpenapaT cunTaloT HETOKCUYHBLIM, €CIN BCE MbILIW OCTAIOTCA XUBLIMU B TEYEHME TPeX NocneayoLmx
aHen HabntogeHus. Mpy rmbenmn xoTa 6bl 04HON MbILWK B NOBTOPHOM OMbITe Npenapart 6pakyoT.

Kaxayto MblLlb UCMONb3YIOT B OMNbITE OAUH pas.

5.8 OnpepeneHune 3apaxeHHocTn Bpegutenamm — no NOCT 13496.13.

5.9 Onpepgenexve noBapeHHoli conn — nolfOCT 13496.1.

6 TpaHcnopTMpoBaHWE U XpaHeHue

6.1 TpaHcnopTupoBaHue

6.1.1 bauuauMxvH TPaHCNOPTUPYIOT BCEMU BUAAMU TPAHCMOPTA B KPbIThbIX TPAHCMOPTHLIX CPeAcTBax B
COOTBETCTBUU C NpaBuIamMmun NepeBso3oK rpy30B, AeNCTBYIOWMMM Ha KaXA0M BUAe TpaHcnopTa.

6.2 XpaHeHune

6.2.1 BauunxvH XpaHAT B CyXuX, 3allMLLEHHbIX OT aTMOCHEPHbLIX 0CaKOB NOMELLEHUAX NPKU TEMMepa-

Type He Bbiwwe ntoc 28 eC 1 He Huxe MUHyc 28 “C.
6.2.2 He ponyckaeTcs XxpaHeHve 6auunmxmHa BMecTe ¢ sgoxummkaTamu.

7 TapaHTUM N3roToBUTENA

7.1 WN3rotosutesnb rapaHTMpyeT COOTBETCTBUE baLuimxmHa TpeboBaHUsaM HACTOALLErO cTaHAapTa npu
co6104eHNN YCIOBNIA XpaHEHUS.
7.2 TapaHTUiiHbIA CPOK XpaHeHus bauunuxuHa — 1rof co AHS U3rOTOB/IEHNS Npenapara.
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