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MNpegncnosne

1 PA3BPABOTAH Hekommepyeckum napTHEPCTBOM «KoopAWHALVOHHO-UH(DOPMALMOHHBIA LEeHTp Cco-
JelicTBUS NpeanpuaTMAM Mo BONpocam 6e30MacHOCTM XMMUYECKON npodykuum» npu yyactum OO0 «LieHTp
NPOMBbILLEHHOW BUOTEXHONOMMN UMEHN KHATMHK E.P. JalikoBoii»

2 BHECEH TexHuyecknum KOMUTETOM Mo cTaHgapTu3aunmn TK 326 «brnoTexHonornm»

3 YTBEPX/EH W BBEJIEH B JIEVICTBVE [Mpukaszom ®efepanbHOro areHTCTBa Mo TEXHUYECKOMY pe-
rynupoBaHuio 1 MmeTponornu oT 1 Hos6psa 2016 r. Ne 1552-cT

4 BBEJEH BINEPBbIE

5 N3JAHWME (cheBpanb 2020 r.) ¢ Monpaskoit (MYC 5—2020)

MpaBnna NpUMEHEHUs1 HAaCTOSILLEero CTaHAapTa yCTaHoB/eHbl B CTaTbe 26 deaepasbHOro 3akoHa
oT 29 uioHa 2015 r. No 162-93 «O cTaHgapTu3aunm B Poccuiickoin ®egepauun». VHdopmauns 06 un3-
MEHEHUSX K HaCcTosILeMy CTaHAapTy Ny6nKye TCS B eXXerofHoM (Mo cocTOosHMI0 Ha 1sHBaps TeKyLWero
roga) MHopMaUMOHHOM ykasaTesne «HauuoHanbHble CTaHAapThi», a opuumasbHblii TEKCT U3MEHEeHWi
M NonpaBoK — B €XeMeCcsYHOM MH(hOPMaLMOHHOM ykasaTene «HauuoHanbHble cTaHaapThi». B cnyvae
nepecMoTpa (3aMeHbl) UM OTMEHbI HACTOSLLEr0 CTaHAapTa CoOTBeTCTBYyLee yBefoM/eHe byaeT
ony6/IMKOBaHO B GrmKaliluem BbINYCKE eXeMeCAYHOro MH(OPMALMOHHOIO ykasaTensa siHauuoHabHble
cTaHfapTbi». CooTBeTCTBYyWLWAs MHopMaLus, yBeAOMIEHNE Y TEKCTbl pasMellalnTCca Takke B UH-
hopmaLMoHHOl cMcTeMe 06LLEero Noib30BaHUs — Ha ohuLManbHOM caliTe defepanbHOro areHTcTBa no
TEeXHNYEeCKoMyY perysmpoBaHuio 1 MeTposioruy B ce T MHTepHeT (www.gost.ru)

© CraHgapTvHdopM. ohopmeHne. 2016. 2020

HacToswuii cTaHAapT He MOXEeT GbITb MOMIHOCTLIO UM YACTUYHO BOCNPOU3BEEH, TMPAXUPOBAaH U pac-
MPOCTPaHEH B Ka4YeCTBe 0hMLMAILHOTO N3aaHus 6e3 paspelleHnst defepanbHOro areHTCTBa No TeXHUYEeCcKo-
MY perysiMpoBaHuio 1 MeTposiorumn
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HAUWOHANBbHBLIN CTAHOAPT POCCUWNCKOWN OSGEALEPALUMN

KOPMOBOW AHTUBNOTWUK BALIUAIUXUH
TexHunyeckue ycnosus

Feed antibiotic Batsilihin. Specifications

Jata BBefeHus — 2017—05—01

1 O6nacTb NpPUMeEHeEHUSA

HacToswmini cTaHgapT pacnpocTpaHseTcs Ha KOPMOBOM aHTUOUOTUK 6aunanXnMH — npenapaTt, CocTos-
LKA U3 aHTMBMOTHKA GaumTpaumHa. NoayYaemblii nyTeMm MUKPOBMONOrMYECKOro CUHTE3a C UCMO/b30BaHNEM
KynbTypbl Bac. licheniformis n HanonHuTenein n npegHasHayYeHHbIA A1 UCNO/Ib30BAHUS NPY BbipalMBaHUN 1
OTKOPMeE CEefbCKOXO3ANCTBEHHbIX XMNBOTHbIX.

2 HopmartuBHbIe CCbIIKU

B HacToALeM cTaHAapTe UCMONb30BaHbl HOPMATUBHbBIE CCbISIKM Ha criegylolme cTaHfapThbl:

FOCT 12.1.005 Cuctema ctaHfapToB 6e3onacHocTu Tpyaa. Obuue caHUTapHo-rmrmeHnyeckme Tpebo-
BaHWA K BO34yXxy paboueli 30HbI

FOCT 12.1.008 Cuctema cTaHgapToB 6e3onacHocTu Tpyga. brvonornyeckas 6e3onacHocTb. O6uiue
TpeboBaHus

FOCT 12.2.003 Cuctema cTaHgapToB 6e3onacHocTu Tpyga. O6opyaoBaHue NpousBOACTBEHHOE. O6-
Lwme TpeboBaHUA 6e30MacHoOCTU

FOCT 61 PeakTtuBbl. Kncnota ykcycHas. TexHuyeckvne ycnosus

FOCT 1770 (MCO 1042—83. NCO 4788—180) Mocyaa mMepHas nabopartopHas cTeknsHHasa. LiunvHapsl,
MEH3YPKW, KONbbl, NPo6UpkKn. Ob6LLNE TEXHUYECKME YC/TOBUSA

FOCT 2226 Mewwkn n3 bymarm n KOMOMHUPOBAHHbLIX MaTtepunanos. ObLmue TeXHUYEeCKNe yCroBums

FOCT 3118 PeaktuBbl. Knucnota consiHasA. TexHU4eckue ycnosus

FOCT 4198 PeakTtuBbl. Kanunii oochOpHOKMCbIA 0AHO3aMELLEHHbI. TEXHUYECKME YC/I0BUSA

FOCT 4233 PeakTtvBbl. Hatpuii xnopucTblid. TEXHUYECKMEe YCNOBUS

FOCT 4328 PeaktuBbl. HaTpusa rupookncb. TeXHUYecKune ycroBus

FOCT 5962 CnumpT 3TUNOBbIA PEKTU(MKOBAHHbIV 13 NULLEBOTO Cbipbsi. TEXHUYECKME YC/TOBUS

FOCT 6006 PeaktuBbl. ByTaHon-1. TexHuyeckue ycnosus

FOCT 6309 HuTKM LWBEliHbIE XN10NYATOOYMaXHbIE Y CUHTETUYECKME. TEXHUYECKE YCNOBUS

FOCT 6709 Boga guctunnnposaHHas. TeXHUYecKne ycnosus

FOCT 7402 2neKTpoBEHTUAATOPbI 6bITOBbIE. O6LLMe TEXHUYECKMEe YC/I0BUSA

FOCT 9147 Mocyaa n obopyaoBaHue nabopatopHble hapgopoBbie. TeXHUYeckue ycroBus

FOCT 10354 lNneHka nonnatuieHosas. TexHuyeckme ycroBsmsa

FOCT 12026 bBymara chwnibTpoBasibHas nabopaTopHas. TexHUYeckne ycnoBus

FOCT 13496.1 Komb6ukopma, KOMOGMKOPMOBOE Cbipbe. MeToapl onpefeneHns COoAepXaHus Hatpus u
xnopuaa Hatpus

FOCT 13496.13 Kombukopma. MeToabl onpegeneHns 3anaxa, 3apaxeHHOCTU BpeauTensmu XiebHbix
3anacos

FOCT 13647 Peaktusbl. MupnanH. TexHnyeckue ycnosus

FOCT 13805 MenToH cyxoli thepMeHTaTUBHbIV ANA 6aKTepuonornyeckux Lenei. TexHnyeckme ycnoBus

FOCT 14192 MapknpoBka rpy3os

MN3paHne ouymansHoe
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FOCT 14735 MNMnaHkn oTknAHbIE. KOHCTPYKUNA

FOCT 14961 HWUTKM NbHAHBLIE U NIbHAHBIE C XUMUYECKMMU BOSIOKHAMUN. TexXHUYeckue ycrioBmnsa

FOCT 16280 Arap nuieBoii. TexHUYeckre ycroBums

FOCT 17206 Arap MUKPOGUOOrMYecknii. TEXHUYECKME YCNOBUS

FOCT 17308 LWnaraTbl. TexHUYecKne ycnosuns

FOCT 17811 MeLukv NOM3TUNIEHOBbIE A1 XMMWUYECKON NpoayKumn. TeXHUYeckme ycnoBus

FOCT 18251 JleHTa kneeBas Ha 6yMaxHoOl OCHOBe. TexHuyeckme ycrnoBus

FOCT 18300 CnumpT 3TWU/OBLIA PEKTU(UKOBAHHbI TEXHUYECKUA. TEXHUYECKUE YCNOBUSAD)

FOCT 20729 MNuTaTtenbHble cpefbl. Boga msAcHas (a8 BeTepuHapHbIX ueneii). TexHuueckme ycnosus

FOCT 20730 MuTaTenbHble cpeapl. ByNboH MACO-NENTOHHLIN (419 BETEPUHAPHbLIX Lenell). TexHnyeckme
ycnmsums

FOCT 21239 (UCO 7741—86) NIHCTpyMeHTbI xupyprudeckme. HoxHuupbl. Obuwme TpeboBaHusa n MeToabl
UcnbITaHWi

FOCT 22280 PeakTuBbl. HaTpuiA TMMOHHOKMCbINA 5.5-BOAHbIN. TexHuyeckne ycnosus

FOCT 22314 SnekTpodheHbl 6biToBbIe. ObLIMEe TEXHUYECKME YCMOBUSA

FOCT 22967 LUnpuubl MeANLUHCKNE NHBEKLMOHHbIE MHOTOKPATHOro NprMeHeHus. ObLwme TexHuyeckme
TpeboBaHMA 1 MeToAbl UCNbITaHWi

[OCT 24104 Becbl nabopatopHble. Obuwue TexHuyeckve TpeboBaHnA2)

FOCT 25336 lNocypga 1 obopyaoBaHne nabopatopHble CTEKISHHbIE. Tunbl, OCHOBHbIE MapamMeTpbl 1
pasmepbl

FOCT 25377 Wrnbl UHbEKUNOHHbIE MHOTOKPATHOIO NpUMeHeHUs. TexHnyeckne ycnosus

FOCT 28950 NHCTpyMeHTbI YepTexHble. O6LMe TEXHUYECKUEe TPe6oBaHMS 1 METOAbI UCTbITAHWIA

[OCT 29227 (MCO 835-1—81) Nocyna nabopatopHasa cTeknsAHHas. MNMuneTku rpagympoBaHHble. YacTb 1.
O6wwe TpeboBaHNs

MpumeuyaHue — Mpu NOMb30BAHUM HACTOSLLMM CTaHAAPTOM LieNecoo6pasHo MPOBepUTh AelicTBME CCbl-
JIOYHbIX CTAHAAPTOB B MH(DOPMALIMOHHON CUCTeMe OBLLEro MoMb30BaHUs — Ha ogMumanibHoM caiite defepanbHOro
areHTCTBa Mo TEXHUYECKOMY PEryMpoBaHui0 U METPOIOMN B CETU VIHTEPHET WX MO eXerogHoMy UHGOpMaLiOHHOMY
ykasaTesnto «HaumoHaibHble CTaHAapTbl», KOTOPbIA OMy6IMKOBaH MO COCTOSIHMIO Ha 1 siHBaps TeKyLLEero roga, 1 no Bbi-
MycKkam eXemMecsiuHOro WH(POPMALIMOHHOIO yKasaTens «HauuoHasibHble CTaHAapTbi» 3a Tekywwmit rog. Ecim 3ameHeH
CCbINIOYHbIN CTaHAAPT, Ha KOTOPbI AaHa HeAATUPOBaHHAS CCblKa, TO PEKOMEHAYeTCs UCMO/b30BaTh AeNCTBYIOLLYHO
BEPCUIO 3TOT0 CTaHAApTa C YY4EeTOM BCEX BHECEHHbIX B [JaHHYH0 BEPCUI0 M3MeHEHWIA. ECNM 3aMEHEH CCbITOYHBbIN CTaH-
[apT. Ha KOTOpbIl AaHa AaTMPOBaHHAs CCbIIKa, TO PEKOMEHAYETCs UCNOob30BaTh BEPCUIO 3TOTO CTaHAapTa C ykasaH-
HbIM BbILLE TOOM YTBEPXAEHUS (MPUHSATMS). ECnu nocne yTBepXAEeHUsl HACTOSILLErO CTaHAapTa B CCbUIOYHbIA CTaH-
[apT. Ha KOTOpbIii AaHa AaTUPOBaHHAs CCbI/IKA, BHECEHO M3MEHEHME, 3aTpar1BaloLLee nosioxkeHve, Ha KoTopoe faHa
CCbl/IKA, TO 3TO MOJIOKEHNE PEKOMEHAYeTCs NPUMeEHsTb 6e3 yueTa JaHHOTO M3MeHeHUsl. ECnn CCbinouHblii cTaHgapT
OTMeHeH 6e3 3ameHbl, TO NOSIOXEHUE, B KOTOPOM AaHa CCbifika Ha HEro, PEKOMEHAYeTCsl NMPUMEHsATL B YacTu, He 3a-
TparuBatoLLeii 3Ty CCbI/Ky.

3 TexHu4eckme TpeboBaHUSA

3.1 BauunuxuH JO/MKEH U3rOTOBMATLCS B COOTBETCTBUM C TpebGOBaHWAMMU HACTOSALWEro ctaHgapTa no
TEXHO/IOTMYECKOMY perfiaMeHTy, yTBEPXAEHHOMY B YCTaHOB/IEHHOM MOpPsiAKe.

3.2 XapaKTtepucTuku

3.2.1 BauunuxuH U3roToBASAIOT C HanosiHUTEeNeM. B KkayecTBe HanoNHWUTENSA UCMOJb3YIOT KYKYPY3HYIO
WAV MWEHUYHYI0 MYKY, NEHUYHbIE AN pXaHble OTPyou.

HanonHutens No KPYynHOCTU U BNAXHOCTU [OJ/IXEH COOTBETCTBOBATbL 3HAYEHUAM, YCTAHOB/IEHHbIM /1A
GaunnnxmnHa.

3.2.2 B 3aBUCUMOCTM OT COAEPXaHNA aKTUBHOIO AECTBYIOLLEro Hayana — aHTMbuoTuka bauutpaum-
Ha — 6GauMNMXMH U3rOTOBAAIOT YeTbipeX Mapor 6aumanxmH-30. 6aunnanxuH-60. GaunnmxmH-90 1 Gaunnu-
XVH-120.

LeiicteyeT FOCT P 55878—2013 «CnupT 3TWIOBbIA TEXHUYECKWIA TMAPOM3HBIA PEKTUCMKOBAHHbIA. TexHuye-
CKUe YC/oBUSI».

2'OeiictByeT FOCT P 53228—2008 «Becbl HeaBTOMaTU4eCKOro Aeincteums. Yactb 1. MeTposiornyeckme n TexHuye-
Ckue TpeboBaHus. VicnbiTaHns».
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3.2.3 Mo dusnko-6monornyeckMm nokasarensam Gaumnmxmm JO/MKEH COOTBETCTBOBATb TPeboBaHWAM,

yKazaHHbIM B Tabnuue 1.

Ta6nunuya 1— ®usmnko-6ronornieckme nokasareny 6auuanxmHa

3HauyeHne 4N Mapku
HaumeHoBaHne nokasatens

Bannnuxum-10 | Bayunuxum 40

BHeLwHni Bun OpHOPOAHbBI NMOPOLLOK OT CBET/I0-XENTOr0
[10 CBET/10-KOPUYHEBOIO LiBeTa

MaccoBas fonsa snaru. %, He 6onee 9.5
KpynHOCTb nomona: ocTatok Ha cuTe C OTBEepCTUAMWU AMaMeTpoM 10,0
0.56 MM. %. He 6onee
OcTaToK Ha cuTe ¢ oTBepcTuaAMM gnameTpom 1.00 mm, %. He 6onee 0.5
pusuH B 1Kr npenapara, r 10+1.0 | 4G +4.0
MoAnnHHOCTL MosiBNeHne HUHIMAPWHO-OKPaLLENHbIX KOM-

NOHEHTOB Ha XpOMaTorpaMme, COBNaatoLLIxX
MO MOIOKEHNIO C HUHTUAPVHO-OKPALLEHHbIMY
KOMMOHEHTaMV cTaHAapTHOro obpasua 6auy-
TPaLMH, a TaKXe 30H 3aePXKN TECT-KY/IbTYpbl
OT UCTIITYEMbIX KOMMOHEHTOB NPO6bI

Be3BpeHOCTb B TECT-A03€ Ha OAHY Mblllb, MI 100
3apaxeHHOCTb BpeanTeNnsMu U NneceHbio He ponyckaeTcs
MaccoBas fons nosapeHHoi conu, %. He 6onee 15

3.3 TpeboBaHusa 6e30nNacHOCTU

3.3.1 lMpenapart 6aunIMxnHa U3roToBASIOT B COOTBETCTBMM C Npasuiamun 6e30nacHoCT 4719 NPOU3BOA-
CTBa MUKPOGMOOTMYECKOW NPOMbILLIEHHOCTK [1].

3.3.2 MpegenbHO fonyckaeMasa KOHUEeHTpauusa npenaparta B BO3f4yxe pabounx NOMeLLeHnli He [o/MKHa
npesbiwatb 0.4 Mr/m3.

3.3.3 Npu paboTe c npenapatom HEO6XOAMMO MPUMEHATL HAVBUAYaNbHbIE CPEACTBA 3aluUTbl: pecnu-
paTop, 3aluTHbIE OYKW, PE3UHOBbLIE NEpYaTki, a Takke co6AaTb Mepbl IMYHON TUTUEHBI.

3.3.4 Npoun3BoacTBEHHOE 060pYyA0BaHNE AO/MKHO OTBevaTb TpeboBaHusam MOCT 12.2.003.

3.3.5 [1ns npegynpexaeHns onacHoro 1 BpeAHOro BO34eicTBNS MUKPOOPraHn3MoB cnefyeT cobnogarb
TpeboBaHuss 6uonormvyeckoii 6esonacHoctn no FOCT 12.1.008.

3.3.6 O6uwue caHUTapHoO-TUrMeHn4eckue TpeboBaHmsa K Bo3ayxy paboueii 30Hbl — no MOCT 12.1.005.

3.4 MapkupoBska

3.4.1 Ha kaxpplii 6yMaxHblli MELLOK HAHOCAT TPaHCMOPTHY MapkupoBky no FOCT 14192 ¢ usobpaxe-
HMEM MaHVNYAUMOHHBLIX 3HAaKoB «Bboutca cbipocTu», «boutca HarpeBa», «Kpiokamu HenocpeAcTBEHHO He
6paTtb» 1 C yKazaHneM [0NOSHUTE bHbIX CBEAEHUIA:

- HaMMeHoBaHUA NPeanpUATUA-N3roTOBUTENS U (UIN) ero TOBAPHOIO 3HaKa,;

- HaMMeHOBaHUA 1 Mapku npenapara,;

- Maccbl HeTTO:

- Homepa napTuu,

- faTbl N3rOTOB/IEHUA Mpenaparta;

- rapaHTUAHOIo CpoKa XpaHeHwus;

- YCNOBUI XpaHeHUs:

- npegynpeanTenbHbIX HaANUcen «XpaHuTb C NPefoCTOPOXHOCTbI0. Cnncok B», «[lna BeTepuHapumn»;

- 0603HaYeHns HacTosLero ctaHgapTa.

3.4.2 B KaxAblii 6yMaxHbIli MELLIOK BKNaAblBaOT MHCTPYKLMIO MO MPUMEHEHUIO NpenapaTa B Kosuue-
CTBE. PaBHOM YMC/Y NONNITU/IEHOBBLIX MELLKOB.
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3.5 YnakoBka

3.5.1 Bauunmxum chacytoT B Mewku 20 Kr U3 NonnaTuaeHoBoi nneHkn no FOCT 10354 unm mMewku no-
nuatuneHosble no FOCT 17811. MoAnaTUAEHOBbLIE MELLK/ TEPMOCNANBaKT U yNaKkoBbIBAOT B OYMaXHble ye-
ThlpexcoiHble Mellkn no FOCT 2226.

HonyckaeTtcs chacoBatb 6aunIMxuH B BymaxHble melkn mapok BEM. BM. MM, BMI. BMB. BMI no
FOCT 2226.

3.5.2 BymaxHble MeLUKM 3alimBaloT ManHHbIM cnocobom HuTkamu no FOCT 14961 unm no FOCT 6309,
unu wnaratom no FOCT 17308. ocTaBnss rpe6eHb Mo BCEN LWMPUHE MeLlKa He MeHee 4 cM.

[lonyckaeTcs BMECTO 3alimBaH/s GYMaXxHbIX MeELKOB ux cknensaHune no FOCT 18251.

3.5.3 Macca HeTTo ynakoBOYHO eAMHNLbI AO/HKHA cocTaBNATb (20 + 0.2) k.

4 TMNpremka

4.1 bauunuxuH npuHUMatoT naptnamu. MapTren cuntaloT Nt0600 KONMYECTBO nNpenapaTta, U3roTOB/EH-
HOe 3a OfMH TeXHONOrMYECKUiA LKA, OAHOPOAHOE NO nokasaTensm KayecTsBa U ODOPM/IEHHOE OA4HVUM [OKY-
MEHTOM O KayecTBe.

B fokymMeHTe 0 KayecTBe ykasblBaloT:

- HaMMeHoBaHWe NPeanNpPUATAA-U3roTOBUTENSA U (UN) ero TOBapHbI 3Hak;

- HaMMeHoBaHWe U Mapky npenapara,

- Homep napTuu;

- Maccy HeTTo napTuu:

- KO/IM4eCcTBO MeCT B NapTuu:

- faTty u3rotossieHVsa npenapara (rog. Mecs, YAcno);

- pe3ynbTaTtbl UCMbITAHWIA, faTy Bbifaun JOKYMEHTa O KayecTBe;

- rapaHTWIHbI CPOK U YC/TOBUS XpaHEHUS;

- 0603HayYeHne HacTosLWwero crtaHgapra.

4.2 Ana npoBepky kayecTBa H6auunxmHa oT Kaxoi napTum oTompatoT BbIGOPKY B pasmepe: OT napTuu
[0 100 ynakoBOYHbIX eANHUL, — He MeHee 5 ynakoBOYHbIX eanHuL,; cBbile 100 ynakoBOUHbIX egnuHuL, — 5 %.

4.3 MoAnnHHOCTb GaunnmxnHa onpefensoT B KaXAON AecAToi napTuun. Mpu M3MEHEHUN TEXHOIorun
M3roToB/eHNA 6auuImxmnHa NoAIMHHOCTL ONPeAensioT B NATW NapTuax noapag.

4.4 Tpy HeyAOBNETBOPUTENbHbLIX pe3ynbTaTax UCMbITaHUii XOTA 6Gbl MO OAHOMY MokasaTesiio Mo Hemy
NPOBOAAT NOBTOPHbIE UCMbITAHNA HA YABOEHHOM KO/IMYeCTBE BbIGOPKM, B3ATONM OT TOW Xe NapTumn NpogyKuuu.

Pe3ynbTatbl CMbITAHWIA PACNPOCTPAHAIOT Ha BCIO NapTuIo.

5 MeToAbl UCNbITaHWI

5.1 OT60p Npo6

5.1.1 OT KaxAoi ynakoBOYHOW eAnHNLbI 0T6MpaT 2—3 TOYEYHO NPOo6bI LLyNOM BMECTUMOCTbI0 He 60-
nee 50 r, norpyxas ero Ha BCH rybuHy MelLlka.

5.1.2 TouyeuHble NPO6bI 0GBLEANHAIOT, TLATE/ILHO NEPEMELLNBAIOT U BbIAENSIOT CPEAHIOK NPO6Y Maccoit
He meHee 600 r.

5.1.3 CpegHioto Npoby Aenat nonosiam 1 NoMeLaloT B iBE YACTblE Cyxme 6aHkn ¢ npuTepTbiMy Npobka-
MUV WU B NOSINITU/IEHOBLIE MELLIOYKN.

OpHy 6aHKy WavM Mello4yek nepefalT B nabopatopuio NS aHanM3a KayecTBa npenapara, a Apyryto
6aHKy WM MeLlOoYeK XpaHAT B TeYeHne cpoka rogHOCTU npenapaTa Ha Crydyail pasHornacuii B OLeHke Ka-
yecTBa.

5.1.4 MNpo6bl, HanpaBnsieMble B nabopaTopuio UM Ha XpaHeHne, onevaTbiBalT U CHAbOXalT 3TUKETKOM
C ykasaHuem:

- HAMMEHOBaHWA NPeanpUATUA-U3roTOBUTENSA U (MIN) er0 TOBAPHOro 3HakKa;

- HauMeHoBaHWA nNpenapara;

- Homepa napTuu;

- MaccCbl HETTO NapTuu,

- AaTtbl oT6opa Npobebl;

- AO/HKHOCTU 1 NMoANuCY nuua, oTémpasLuero npooby;

- rapaHTUIAHOTO CpoKa XpPaHeHUsl.
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5.2 OnpefeneHne BHeLWHEro suaa n njieceHu

HaBecky maccoii 50 1 paccbinatoT Ha 6e/yto YUCTY0 NMOBEPXHOCTb, PACCMATPUBAIOT M ONpeensiioT UBEeT
U Ha/MuMe naeceHun Npyu ecTeCTBEHHOM OCBELLEHNN.

5.3 OnpegeneHne MaccoBOi gonu Bnaru

CyWHOCTb MeToAa 3ak/ioyaeTca B BbICYLUMBaAHWW Mpenaparta npy HarpeBaHun A0 MNOCTOSIHHON Macchl
npu Temneparype (105 ¢ 2) “C u onpegeneHun Bnary no pasHoCTV pe3ynbTaToB B3BELLMBAHWIA.

5.3.1 Annapatypa n peakTusbl

CywunbHbIn Wwkad noboro Tuna, obecneunBatowuii Temnepatypy Harpesa ot 100 °C go 200 BC c Tou-
HOCTbIO Tepmoperynauum = 2 °C.

Becbl nabopaTopHble 0bLero HasHavyeHus no FOCT 24104 1-ro v 2-ro KNaccoB TOYHOCTU C NpeaesnioM
B3BewwwnBaHusa 200 r.

BIOKCbI, N3rOTOB/IEHHbIE N3 HE KOPPO3UPYyEMOro meTasnna, unn ctakaHunkm CB 14/8:19/9; 24/10; 34—2
no FOCT 25336.

JKcukaTop McnosHeHus 2 ¢ anameTpom kopnyca 100. 140, 190. 250 mm no FOCT 25336. cogepxatyuii
cunvkaresnb ¢ gob6aBneHvem nHAnMKaTopa BAaXXHOCTY UAW NPOKaNEHHbIA X10pUA KaibLums.

5.3.2 TpoBegeHne ncnbliTaHnA

OTKpbITYI0 GIOKCY 1 KPbILLKY NOMELLAT B CYLIW/bHBINA Wkad npu Temnepartype (105 + 2) °C Ha 30 MuH.
3aTeM 3aKpblBalOT GIOKCY KPbILIKOW, OXNaxgalT B 9KCMKAToOpe A0 KOMHaTHOM TemnepaTypbl U B3BELUMBAIOT.
BbiCyLUMBaHNe GIOKCbI C KPbILLKOM MPOBOAAT A0 AOCTMXEHUS MOCTOAHHOM MaccChl.

5 r npenapata nomeLyaioT B 610KkCy. OTKPbITYI0 GIOKCY M KPbILKY MNOMELIAT B CYLUU/bHBINA Wkad npu
TemnepaType (105 * 2) °C Ha 4 4. 3aTeM 3aKpblBalOT GIOKCY KPbILLIKOW, MEPEHOCAT B aKCUKATOP, OXNaxwaT A0
KOMHaTHOW TemnepaTypbl 1 6bICTPO B3BELIMBAIOT.

BHOBb BbICylLUMBAOT 06pa3el, B TeyeHne 1 4. oxnaxaaloT v B3BelLnBatoT. MNoBTOPAOT BbiCyLIVMBaHWE A0
Tex nop, noka pasHocTb pe3y/bTaToB ABYX NocneAoBaTe/bHbIX B3BeLLIMBaHW 6yaeT He 6onee 0.0004 r. Ecnm
nocne NoBTOPHOrO BbICYLUMBAHUS Macca yBEIMYMTCSA, 3a pe3y/bTar NPUHMMAalOT HauMeHbLLee 3HayYeHue.

5.3.3 ObpaboTka pe3ynbTaToB

MaccoByto gonto Bnarv (X,) B NpoueHTax BbIYNCAAT no dhopmyne (1)

X a 100, (1)
1 71,-173

roe /n, — macca 61Kcbl ¢ Npo6oii 40 BbICYLIMBaHUS, T;
T2— macca 6HKCbl ¢ NPo6Ooii Nocne BbICyLIMBaHWS, T;
Tr— macca 6HKcbl, T.
3a OKoHuaTeNbHbI pesynbTaT UCMbITaHWA NPUHUMAlOT cpejHee apudMeTUYeckoe pesynbTaToB ABYX
napannenbHbIX onpegeneHuii. lonyckaemble PacxoXAeHWs He AO/DKHbI OTIMYATbCA OT CPeHEero 3HavyeHus
6onee yem Ha 5 % (OTH.).

5.4 OnpepgeneHne KPynHoCTM nomona

CyLHOCTb MeTOa 3aK/o4aeTca B rpaBUMETPUYECKOM OrnpefesieHnn octaTka Ha cuTe rocse npoceu-
BaHWS NpooGbl.

5.4.1 Annapartypa

YcTaHOBKa A1a pacceBa C CMTaMu: C HOMUHasbHbIMU pasmepamu syeliku 0.560 mm 1 1.00 mm no [2].

Becbl nabopatopHble o6uiero HadHadeHns no FOCT 24104 1-ro v 2-ro KNaccoB TOYHOCTW C HaMboNb-
MM npejesioMm B3sewwmnsaHmsa 200 T.

5.4.2 NpoBeaeHVe ucnbiTaHni

100 r npenaparta nomeLLalT Ha CUTO, KOTOPOE 3aKPbIBAKT KPLILIKOW, YKPENAsAT Ha nnaTtgyopme yCTaHoB-
KV AN151 paccesa, BKIOYAOT YCTaHOBKY U npocenBatoT B TedeHne 10 MuH npy 190—210 konebaHusax B MUHYTY.

JlonyckaeTca npocemBaHne pyyHbiM cnocobom npu 110— 120 konebaHnax B MUHYTY 1 pasmaxe Koneba-
Huii okono 10 cwm.

5.4.3 O6paboTka pe3ynbLTaToB

OcTtatok Ha cuTe (X2) B npoueHTax BblYUCASAIOT no dopmyre (2)

X, —=ml00, @
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roe TN — macca octatka Ha cuTe, T
T5 — Macca npobesl, T.
3a OoKoHYaTeNbHbIV pe3ynbTaT UCMbITaHUA NPUYHUMAlOT cpegHee apudMeTUYeckoe pe3ynbTaTtoB ABYX
napannesnbHbiX onpegeneHuii. lonyckaeMble pacxoXAeHUs He LO/IKHbI OT/IMYATLCA OT CPEAHEr0 3HAYEHUs!
6onee yem Ha 10 % OTH.

5.5 OnpepgenexHne 6auyntpaymHa

CyLHOCTb MeToa 3aK/ioyaeTca B CPaBHEHUN 30H 3afepPXKM pocTa TeCcT-Ky/bTypbl Bac. subtins ncnbny-
eMbIM npenaparoM ¥ cTaHgapTom 6auuTpauuHa. YyBcTButenbHocTb metoga 0.5 EA B 1 mr.

5.5.1 AnnapaTtypa, matepuasbl, peakTnusbl U NUTaTE/IbHbIE Cpeabl:

- pH-MeTp ¢ norpewwHocTbI0 3MepeHns He 6onee 0,1;

- Becbl nabopartopHble obuero HazHavyeHus no FOCT 24104 1-ro 1 2-ro K1accoB TOYHOCTU C Hanbosb-
LWMM npegesniom B3gelumsaHna 200,

- aBTOK/1aB BEPTUKa/bHbI;

- MMUKpOCKo,

- TepmocTar nboro Tnna, obecneumsalrolmii Temnepartypy Harpesa (< 37 + 1) °C;

- BaTepnac;

- CTO/IMK C TOPU30HT&/IbHOM NNACTUHONW BEPTUKA/ILHOTO CTEeKNa;

- CyWWbHbINA WkKad n6oro Tuna, obecneunsaoLwmnii Temnepartypy Harpesa oT 100 °C go 200 CC ¢ no-
rPeLLIHOCTLI0 TepMoperynaumm = 2 GG

- TepMoMeTp ¢ LeHol genexus 'C n gnanasoHom nsmepeHuns ot 0 °C go 100 C;

- 6aHs BogsAHasa nboro Tvna, obecneunBarolas Temnepatypy Harpesa oT 20 °C go 100 °C c norpewu-
HOCTblO Tepmoperynsauum = 3 °C;

- 6yp unn Nnpo6o4Hoe CBepsIo0 C BHYTPEHHUM AManasoHoM 8 MwM;

- KanenbHWLy, NPeacTaBAAoLWY0 CO60 MHBEKUMOHHYIO UMY, BNAsHHYI0 B CTEKNSHHYO TpybKy Aname-
TPOM 5—7 MM. Ha KOHeL, KOTOpPOli HageTa pe3nHoBas rpyLa,;

- KOnbbl MepHble BMecTumocTbio 100,1000 cm3 no MOCT 1770;

- Konbbl KOHNYeckne BmecTumocTbio 100 cm3 no TOCT 25336;

- yawku Gaktepuonornyeckme (Yawku MeTpu) Tuna LIBH ucnonHenus 2. HOMWHasIbHbIM AMaMeTpoM
100 mm no FOCT 25336;

- IMNeTKn BMecTumMocTbto 5.10 1 20 cm3 ucnonHeHns 6. 7 no FOCT 29227,

- Npo6upkmn Tvna LW gnametpom 16 MM. BbicoTOlM 150 MM 13 XMMUYECKN CTOKoro ctekna rpynnsl XC no
FOCT 25336;

- CNUPTOBKKN CTeksHHbIe no FTOCT 25336;

- MaTpaLbl CTeK/AHHbIE;

- BOpoHka Tnna B guameTtpom 100 mm BbicoTol 150 mm no FOCT 25336;

- NeTns MUKpobumonornyeckas;

- 6ymara chunbtpoBanbHas no FOCT 12026;

- obpasel, cTaHAapTHbIA CTEKNSAHHBIV 418 BU3YasIbHOTO OonpejeneHns MyTHOCTU 6akTepuasibHbIX B3Be-
ceii. MyTHOCTb KOTOpOro paBHa 1.66 cm-1 1 akBuBaneHTa 10 MexayHapoAHbIM eAUHMLAM MYTHOCTH;

- UMNUHAPLI MepHble BMecTumMocTbio 50 cm3 no NOCT 1770;

- bauuTpaymH cybdar cTtaHAapTHbIA C aKTUBHOCTbIO, YKa3aHHON Ha 3TUKETKE;

- TeCT-MUKpoopraHunsm Bac. subtilis;

- HaTpuii TMMOHHOKUC/IbIV Tpex3aMelleHHbIli no TOCT 22280;

- HaTpusa rnapookuck no NMOCT 4328;

- HaTpuii xopucTslil no FOCT 4233;

- Kucnota consiHas no FOCT 3118. pactBopbl KoHUeHTpaummn 0.01 Mmonb/am3(0.01 H.) 1 0.2 Mmonb/am3(0.2 H.);

- Kanbunii octOpHOKMCIbI 0fHO3aMelleHHbI no FTOCT 4198;

- MEeNTOH CyXOoi hepMeHTaTVBHbIV AN 6akTepruonornyecknx uenein no FOCT 13805;

- 6yNbOH XOTTUHrepa;

- arap mukpo6uonorudeckuii no FOCT 17206 wnu arap nuwesoi no NTOCT 16280;

- pacTBOp 6yhepHbIli NMMOHHOKMCbIV ¢ pH 3— 3,2; rOTOBAT CMELLEHUEM ABYX PacTBOpOB: 62 cM3 pac-
TBOpa A 1 100 cm3 pacTBopa b.

PactBopbl A 1 b roToBAT cnegyowmm o6pasom;

- pactBOp A — 22,6 T uMTparta gurngpara HaTpus noMeLLatoT B MepHYH0 K016y BMecTuMocTbio 1000 cm3
1 [ONMBalOT BOAY [0 METKU;
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- pactBop b — 8.2 cM3 KOHLEHTPMPOBAHHOI CONSIHOW KUC/OTbI NOMELLAT B MEPHYHO KO/16Y BMECTUMO-
cTbto 1000 cm3 1 pa3baBnAOT BOAON 40 METKU.

PacTtBopbl Ana okpacku rno Mpamy.

Bopa msacHaa no FOCT 20729.

BynboH Msco-nenTouHblii (MMNB) no FOCT 20730.

Cpepa araposas rofiofiHast; roToBAT caegyowmm obpasom:

- 15 r arapa, B3BELUEHHOrO C MOrpewHocTbio He 6onee 0.01 r. nomelalT B KOGy BMECTUMOCTbLHO
1000 cm3, copepxalgyto 900 cm3 Boabl. Konby cTaBAT Ha BOASHYIO 6aHI0 U HarpesaloT A0 MOSIHOro pacnnas-
NeHus arapa;

- 3 1 gurngpoopTodhochara Kanus, B3BELEHHOrO C MOrpelwHocTbio He 6onee 0.01 r, pacTBOpAOT B
100 cm3 BoAbl, 3aTeM BblLIMBAKT B pacniaBfieHHblli arap, 4oBoAST 06bem Bogol Ao 1000 cm3 1 nepeme-
LmBatoT. YctaHasnvsaoT pH 8.0 npy nomouwmn 30%-HOro pacrtsopa rugpookcuaa Hatpusa. ArapoBylo cpeay
KMNATAT Ao 06pa3oBaHns ocagka, 3atem UnbTPYIOT Yepes TO/ICTbIA CNOV BaTbl M CTEPUIN3YIOT B aBTOKaBe B
TeyeHne 30 MuH nNpu Temnepatype (110 £ 1) X . pH cpefpl nonsa crepunusauny AomxeH 6biTe 7.8—8,0. Cpeagy
XpaHAT npu Temnepartype 20—22 X He 6onee ABYX MeCALEB.

Cpepa araposas nutatesibHas; roTOBAT aHa/IOTMYHO MPUTOTOB/IEHNIO arapoBOl FOMOAHOW cpepfpl,
npu 3Tom B3ameH BoAbl 6epyT MIMB ¢ cogepxaHmem amMuHHoro azota 50—60 mr B 100 cm3 6ynboHa. Mu-
TaTtenbHyl0 cpeny CTepunusyloT B aBTok/naBe B TeyeHue 30 MUH npu Temnepatype (110 + 1) X . Mocne
cTepunusauum pH pactsopa go/mkeH 6biTb 7.8—8.0. PacTBop XpaHAT B TeYeHMe mecsaua npyv KOMHaTHOW
Temnepartype.

PactBop dhm3nonornyeckumii.

Arap Msco-nenToHHbI (MIMA) — cpepa ans KynbTypsl Bac. subtilis rotoBAT cnegytowmm o6pasom.

MMB pa3b6asnsaT BoAol B cooTHoweHmmn 1 : 2. K 1000 cm3 pa3basneHHoro MIMB po6asnstoT 20 r ara-
pa. B3BELUEHHOIO C MOrpeLHocTb0 He 6onee 0.01 r. Ana HabyxaHus arapa CMeCb BblAEPXMBAKOT B TeUeHue
40—60 MWH NpW KOMHATHOI TeMnepaType.

MMA pacnnaensT Ha BoAsAHOW 6aHe, ycTaHaBnivBawT pH 7.2—7,4 npyu nomowy 30%-Horo pactsopa
rmapookcuaa Hatpus, AalT cpefe OTCToATbeA B TedeHne 30 MVH. mocrie Yero cpedy wabTpyloT Yyepes Tos-
CTbIA c/0li BaTbl, 3aTEM pa3NUBAOT B KONOLI U CTEPUIN3YIOT Npu TeMnepatype (110 + 1) X B TeyeHune 30 MUH.
pH cpepbl nocne cTtepunusauumn AO/MKeH 6bITb 7.2—7,4.

Cpeay ons BblpawmaHus cnop Bac. subtilis 6633 B maTpuuax rotoBsiT cnegyowmm o6pasom.

25 rarapa, B3BeLLEHHOro ¢ NorpeLwHocTbio He 6onee 0.01 r. o6aBnAT Ha 1000 cM3 6yIboHa XOTTUHre-
pa c cogepxaHunem 30—35 % aMnHHOro asota. lonyyeHHyto cpefy pasnnsatoT No MaTpuuam n CTepunsyrot
B TeueHve 30 muH npu Temnepartype (110 + 1) °C. pH nocne ctepuinsaymm gomkeH 6biTb 6.0—6,2.

CycneHsuio TecT-KynbTypbl Bac. subtilis 6633 rotosAT cnegylowmm o6pasom.

TecT-kynbTypy Sac. subtilis 6633 nepeHocAT MMKpo6GMONOrMyeckoii neTneit B npobupky ¢ cousmonornye-
CKMM pacTBOPOM, 3aTeM NUNETKON Kanio Nony4yeHHoN CycneH3nn nepeHocaT B Yalku MeTpu co cpegoii MIA.
pactTuparoT ee Mo YallKke CTEK/ISAHHbIM LinaTesieM, nocsie Yero 3TUM e LinaTesiemMm NepeHoCcAT OCTaBLUYIOCA
Ha HeM KynbTypy M3 Yallkv B YallKy C BbilleyKa3aHHON cpefoii nyTeM pactupaHusa (5—7 yaluek), fjobusasch
Takum 06pa3omM B nNocnefyolwem pocTa OTAe /bHbIX XapaKkTepPHbIX KOTOHWA.

TecT-kynbTypy BblpallyBatoT Npu Temnepartype 37 X B TedeHne 18—24 y. 3atem oT6MpatOT TUNNYHbIE
KONOHUN — MesnkKne cepoBatble C 3yb6uaTbiM KpaeM ¥ nepeceBaroT HakTepuasbHOW neTnei Ha CKOLUEeHHbIV
MIMA B npobupky 1 BblpawmsaeT npu Temnepatype 37 °C B TeyeHue 18 4. nocne 4ero kynbTypy CO CKO-
LUeHHOoro arapa cMbiBaloT 5—10 cM3 cTepusibHOM ANCTUAIMPOBAHHOW BOAbl U CMbIB MEPEHOCAT B Matpaubl.
3acesHHbIli MaTpay, BblAepxuBaloT npu Temnepatype 37 X B TeyeHne 5—7 cyTok, nocsie Yero npon3BoaaT
MUKPOCKONUYECKUIA KOHTPO/b U, EC/IN B Ma3sKax, OKpalleHHbIX no [pamy. nmeeTcs B none 3peHus 80—90 %
crnop, AenatwT CMbIB Ky/bTypbl CTEPU/IbHOW ANCTUNNNPOBAHHOR BOLON.

MonyyeHHyto B3BECb CMOP MporpesBatoT npu Temnepatype 60 X — 70 X Ha BoAsiHOl 6aHe B TeYeHUe
30 MUH. 3aTeM B3BeCb CMOP NPOMbIBAIOT HE MeHee Tpex pa3 CTepUbHOW AWCTUANMPOBAHHOW BOAOK Mpu
LeHTpndyrmposaHumn [0 NOSHOM NPO3PaYHOCTV HAA0CaA0UYHON XMAKOCTW. [TPOMBITYIO B3BEChb CNOP XPaHAT B
CTEPUNLHOI AUCTUNNIMPOBAHHOW BOAE B 3anasiHHbIX aMnynax Wi npobupkax B TeYeHWe AByX NeT npu Tem-
nepartype ot 4 X go 10 X.

BauuTpauvH OCHOBHOW CcTaHAapTHbIi pacTBOp KoHueHTpauun 1000 Ef B 1 cm3; panTBOp rotu-
BAT cregylwmnm obpasom: 20 Mr cTaHgapTHOro o6pasua 6auuTpaymHa. B3BELUEHHbIe C MOrPeLIHOCTbI0
He 6o0nee 0.0002 r. pacTBOPAIOT B paccyMTaHHOM 06bemMe pacTBOpa COMSAHOW KMCNOTbl KOHLEHTpaLuu
0.01 monb/gm3.
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O61BbeM pacTBopa Co/sHOlM KcnoTbl (X) B Ky6UUYECKMX CaHTUMETPax BblUMCAAT no dhopmyne (3)

3 1000 =
roe T6 — macca ctaHjapTHOro obpasua cynbara 6aymTpaumHa. mr;

A — aKTMBHOCTb CTaHAapTHOro obpasua cynbarta 6auyutpaumHa, EA B 1 mr (BecoBoe BbipaxeHne 1 EL
aKTUBHOCTM cynbchata GauuTpaymHa 3aBUCUT OT aKTUBHOCTU [eiCTBYIOLLEro B HAcTOsILLee Bpems
cTaHgapTHOro o6pasua);

1000 — aKTMBHOCTbL OCHOBHOIO CTaHAApTHOrO pacTBopa cynbdara baumtpauvHa, E[ B 1 cm3.

MonyyeHHbI pacTBOp XpaHAT B konbe ¢ nputepToli npobkoii Nnpu Temnepatype 4 °C B 3alULLEHHOM OT
cBeTa MecTe He 6onee ofHOro mMecsua.

BauuTpauuH pabounii cTaHAapTHbIA pacTBOp KoHueHTpauun 3 Ef, B 1 cM3; roToBAT cnegyowmm o6-
pa3oM: 1 cM3 OCHOBHOIO CTaHAAPTHOrO pacTBopa NepeHOCAT B MepHy Konby BMmecTumocTbio 100 cm3, fo-
BOASAT A0 METKM SIMMOHHOKMC/IbIM GydhepHbIM pacTBOpoM, nonydyas passefeHue 1 ; 100 (10 EA B 1 cm3).
3artem 6epyT nuneTko 3 cM33TOro pasBefeHns, NoMeLLalT B NPo6upKy, 406aBNAIT 7 CM3 JIMMOHHOKVC/IOTO
6ychepHoro pactsopa.

5.5.2 TlogrotosBka K UCnbITaHUIO

5.5.2.1 lNpwurotosfieHne pacTeopa MCMbLITyeMOoro npenapara

5 1 npo6bl, B3BELEHHOW C NOrpelwHocTbio He 6o/ee 0.01 r. nomewaT B CTYNKy, 3a/mBatoT 25 cM3 co-
NSHOW KMCNOTbI KOHUeHTpaumn 0.2 Monb/AM3 1 pacTupatloT NecTUKoM. 3ateM B3BeCb MepeHOCAT B KONby nnu
CTakaH, a CTyrnKy CMbIBalOT 25 cM3 pacTBopa COJMIAIHON KNCNOTbI KOHUeHTpauun 0.2 Monb/amM3 1 cMbIB A06aB-
NS0T B KONOY.

B3Becb npenapaTa BblAepPXMUBAIOT B TeyeHne 2—3 4 Npu KOMHATHOI TemnepaTtype ANS 3KCTpakumm 6a-
uuTpauuHa. nepmogmyeckn B36anToiBas, Nnoce Yero cogepxmmoe konbbl LeHTpudyrupytot npu 2000 MuH 1B
TeueHne 10—15 MuH 1 OUALTPYIOT Yepes3 ByMaxHblli hunbTp, nosayyas Takum obpasom passegeruve 1 ; 10.
3aTeM 13 3TOro pacTeopa rotossT ciefyoLwmne passefeHuns ¢ NOMOLLbIO JIMMOHHOKMC/IOro 6ydepHoro pacTso-
pa (c yuetom npegpliayuiero passegeHuns 1 :10):

- ans 6auununxmma-10 — 1: 1000: 1 : 2000: 1 : 4000;

- anAa 6aunnmxmHa-40 — 1:4000; 1 ;8000; 1 :16000.

5.5.2.2 MopgroTtoBka yallek [eTpu ¢ nuTaTenbHOR cpefoii n TecT-kyNbTypoii

Yawku MeTpu TwaTenbHO MOKOT, CTEPUINZYIOT B CYLUW/IBHOM LUKady B TeueHue 2 4 npu Temneparype
160 °C.

B wecTb yawek MNeTpu 3annBatoT nuneTkoi no 15 cm3 pacnnaBfeHHOR roIoAHON arapoBoi cpedbl, No-
ny4yas HxHWIA cnoii. B 100 cM3 pacnnaBriieHHol 1 oxnaxaeHHol go 60 °C — 65 °C nutaTesibHO arapoBoii
cpedbl BHOCAT 1 cm3 (10 mexayHapoAHbIX eAuHUL, MyTHOCTIN) TecT-KynbTypbl Bac. subtilis 6633 n pasnusatoT
B yallku MeTpy Ha 3acTbIBLUMIA HUXHWIA CNOW ronoAHol arapoBoii cpefbl No 7—8 cm3.

Mocne 3acTbiBaHWA arapa B Yallkax jenatoT no LWecTb IYHOK 6ypoM, KOTopble pacnonaraioT no paguy-
CcaM Ha pacCTOsiHMM 2.8 CM OT LEHTpa Yallku ¢ MHTEPBA/IOM 0KO/0 60e. B LecTb TYHOK Kaxaol U3 ABYX NoA-
rOTOB/IEHHBIX Yallek MeTpn BHOCAT KanenbHuuein okono 0.1 cm3 paboyero ctaHfapTHOro pacteopa bauuTtpa-
LUuHa. Yalwku nomewiatoT B TepMmocTar npu temnepatype 37 5C v BblgepXuBatoT B TedeHne 16— 18 u. a 3atem
N3MepAIoT AnaMeTpbl 30H 3a4epPXKn pocTa TecT-MuKpoba.

[na npoBegeHna vcnbiTaHWii NpenapaTa Ha cofepxaHue B HUX GaumTpauyHa MCNob3yT NapTuo nu-
TaTeNbHOW arapoBoii cpefbl, 0becneunBatoLLeli nocne AelicTBus paboyero ctaHgapTHOro pacTeopa 6auntpa-
LMHa 30Hbl 3afepXKn anameTpom OT 17 Ao 21 mm. B cnyyae nosiyvyeHuss 30H 3afepXku fuaMeTpom meHee
17 MM nnmn 6onee 21 MM rOTOBAT HOBYIO NapTUIO Cpefbl, NoA6Upas HOBble CEPUN KOMMOHEHTOB, UK YBENU-
4ynBaloT (YMEHbLUAKT) KOIMYEeCTBO TeCT-MUKpoba, BHOCMMOrO B NMUTaTesIbHYI0 cpeay, C Lefblo AOCTUKEHNS
ONnTYManbHOro pasmepa AnameTpa 30H 3afepxku pocTa TecT-MuKpoba.

5.5.2.3 MocTpoeHmne rpagyMpoBOYHOro rpadurka ana onpefesieHnsa akTMBHOCTY bauuTpauuHa

[Ona nocTpoeHusa rpafyMpoBoYHOro rpadmka u3 pacrtsopa, cogepxawero 10 EA B 1 cm3, rotoBAT
NSATb pacTBOPOB KOHUeHTpauuamu 1,8; 2.4; 3.0; 3.8: 4.5 E[} ¢ 1 cm3. PactBop, cogepxawuii 3 Efl B 1 cm3,
ABNAETCA KOHTPO/IbHbIM.

MonyyeHHble cTaHAapTHbIE PACTBOPbI, 38 UCKNIOYEHWEM KOHTPO/IbHOTO, KanenbHuLe BHOCAT B TPU NTyH-
Kn (MO TPW YalLKu Ha KaxkAyl KOHLEHTpauuio). KOHTPONbHbIA pacTBOP BHOCAT B OCTaslbHble TPU JIYHKU BCEX
15 yawek. O6beM BHOCMMbIX PacTBOPOB (CTaHAAPTHOIO M KOHTPO/IbHOTO) AO/MKEH OblTb paBHbIM U COCTaB-
natb okono 0.1 cm3. Mepef paboToii kanenbHULY TWaTeIbHO onosackmBaloT 6ydepHbIM pacTBOpPOM, a 3aTem
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pacTBOPOM, KOTOPbI/ criefyeT BHOCUTb B KaXAyto iyHKy. Yallku BblAepxXuBaloT B TedeHne 16—18 4 B Tepmo-
ctate npu Temnepartype 37 °C. 3aTeM U3MepAIT AnaMmeTpbl 30H 3afePXKN pocTa TeCT-KyNbTypbl.

[ns Kaxaol KOHUEeHTpauuy paccunTbiBalOT cpefHee apumeTnyeckoe AnamMeTpoB 30H 3aePXKn pocTa
no Tpem yaiikam. [Nns KOHTPOIbHON KOHLEHTpaLuu NoAcunThiBaloT cpejHee apudmeTmyeckoe AMameTpoB
30H 3aflepPXKN pocTa OTAe/IbHO MO TPeM Yalukam U no sceM 15 yalkam, HaxoAAT Monpasky, KoTopas npej-
cTaBfnsieT co60V pasHOCTb Mexay CpeAHUMK apumMeTUUecKUMN KOHTPOJIbHbIX 30H 3a4ePXK1 pocTa, Bblumnc-
NeHHbIX No 15 1 no Tpem yalukam.

MonyyeHHble NonpaBky NPUOABAAIOT K CPEAHUM 3HAUYEeHUAM AnameTpa 30H 3afepXkn pocTa cTaHgapT-
HbIX pacTBOpPOB KOHUeHTpauuu 1,8; 2.4; 3.0; 3.8; 4.5 E/[l B 1 cM3, BbIYNC/IEHHbIX MO TPEM YallKaM.

Mo nony4yeHHbIM AaHHbIM Ha MOAynorapuddMmnYeckoin ceTke CTPOAT rpasyvMpoBOYHBIA rpaduk. Ha ocb
abcumncc HaHOCAT cpefiHne 3HaYeHnsa guameTpa 30H 3afepXK1 pocTa CTaH4apTHbIX PacTBOPOB, MNOYYEHHbIX
nocsie BHeCeHUsA NonpaBku, a Takke cpefHee 3HauyeHne anameTpa 30Hbl KOHTPOILHOIO pacTBopa, BblYUC/IEH-
Hoe no Bcem 15 valikam. Ha ocu opAvHaT HAHOCAT COOTBETCTBYIOLME KOHLLEHTPAL MU PacTBOPOB.

pafynpoBOYHbIM rpatMKoM NOMb3yTCA B TeYEHVe [BYX MecsLeB, Nepuoanyeckn NpoBepss yrona Ha-
K/IOHa KpMBOWA NO ABYM KOHLEHTPaUWAM Ha TPeX-NSaTu yalukax.

5.5.3 MNMpoBeaeHne ncnbiTaHna

Ha kaxgyto npoby ncnbiTyemoro npenapara UCcnosb3yloT He MeHee Tpex yallexk.

KanenbHuuel B TPU NYHKM KakAOW M3 Yallek BHOCAT pabounii cTaHAapTHbIA pacTBop, a B Tpu Apyrve
NYHKN — OJINH U3 PacTBOPOB MUCMbITyeMOoro npenapara. O6bem BHOCHMbIX PacCTBOPOB paboyero ctTaHAapTHOrO
pacTBopa 1 UCNbITYEMOro npenapaTa A0/DKEH ObiTb paBHbIM M COCTaBAATb 0Ko10 0.1 cM3. Yallkn BblAEpPXK-
BaloT B TeyeHne 16—18 y B TepmocTtare npu temnepartype 37 °C, 3aTeM U3MepPSAIOT AMamMeTp 30H 3a4epxKu
pocTa TecT-kynbTypbl. Mpn aTOM B pacyeT 6epyT OAHY KOHLEeHTpauuio, npyv KOTOPOA AnameTp 30Hbl pocTa
TecT-KyNbTypbl B UCMbITYyEMbIX 06pasLax 6amke Kk gnameTpy 30H 3afepXKn cTaHAapTHOro pacteopa.

5.5.4 O6paboTKa pe3ynbTaTos

N3mMepstoT 30HbI 3a4ePXKN pocTa TeCT-Ky/ibTypbl, 06pasyemble KOHTPO/IbHbIM PacTBOPOM CTaHAapTa u
MCMbITYyeMbIM pacTBopoM. HaxogdaTt cpegHee apumeTnyeckoe pesynbTaToB AnaMeTpa 30H 3afepXkn pocTa
no Tpem valwkam. BbluntatoT pasHOCTb 3HAYEHUI AMamMeTpOB 30H 3a4epPXK/N PocTa KOHTPO/bHOM KOHLEHTpa-
LN cTaHAapTHOW KPWBOW M KOHTPO/IbHOW KOHLEHTpauMmn B UCTbITaHUKU. DTy pa3HOCTb NPMOaBAOT K cpeaHe-
My 3Hau4eHulo AnameTpa 30H 3a4epPXKu UCMbITYEMOro pactsopa npenapara, ec/ii oHa NonoXuTesibHasa, unn
BbIYATAIOT, €C/IN OHa oTpuLaTesibHas.

3aTeM Mo KpUBOW HaxXoAAT KOHLEHTPaLMIO, COOTBETCTBYHOLLYIO HAiAEHHON BeNMYMHE 30H. YMHOXas no-
NIYYEHHYH0 KOHLEHTpaLMIo Ha cTeneHb pasbasfieHuns, NonyyalT cogepxaHne aHTMbuoTtuka B EA B 1 cm3.

1ycnosHas EJ, 6auutpaymHa cootTBeTcTBYeT 1 MKr aHTMOMOTUKA B TOBAPHOM Mpenapare.

CopepxaHue bauntpaymHa (XJ B 1 B 1 kr npenaparta onpeaenstoT no dopmyne (4)

N V
‘s @
n~ 1o 3
rae N — cogepxaHue 6auuTpaunHa B UCNbITYeMOM pacTBope, MKr/cm3;
V — 06beM COMISAHOW KUCNOTbI, UCMOb3YEeMOl A1 NPUroTOB/IEHNS B3BECH Npenapara, cm3;
T7 — HaBecka npenapara, T;

103 — nepeBoAHON KOIDULMEHT MKI/T B T/KT.
3a pesynbTaT UCMbITaHWS NPUHUMAIOT cpefHee apudMeTVyeckoe pesynbTaTtoB ABYX NapasiniefbHbiX
onpegenexunii, KOTOpble He A0/HKHbI OTINYATLCA OT CpeAHero 3HaveHnst 6onee yem Ha 10 % (OTH.).

5.6 OnpepgeneHve NOAMHHOCTU (MAEHTUYHOCTN)

CyuwHOCTb MeTofa 3ak/1toyaeTcs B xpomarorpauyeckom pasgeneHny Ha bymare 6aumtpannHa Ha KoM-
MOHEHTbI ¥ NPOSABMAEHUN XPOMATOrpamMmmbl HUHTMAPUHOBLIM Kpacutenem n 6uoasTorpamyeckum MetofoMm n
nocnegyowem cpaBHeEHUM MOMNYYEHHON XpoMaTorpaMMbl C XpoMaTorpaMMoi cTaHfapTHOro obpasua 6aum-
TpauuHa. NPosiB/IEHHOW aHaNorMyHbIM CNocoboMm.

5.6.1 Annapatypa, marepuasbl, peakT1Bbl, pacTBOPbI;

- Becbl labopaTopHble 06uero HasHavyeHns no FOCT 24104 1-ro u 2-ro K/1laccoB TOYHOCTY C HaMbOo/b-
1M npegenom B3sewmnBaHua 200 T,

- annapar N5 BCTPAXVBaHNA XWUAKOCTEW;

- Kamepa uau aKkcukaTop AN xpomaTtorpadum guameTpom 28— 32 cwm;

- 9N1eKTpPoBEHTUNATOP 6bITOBOW Mo FOCT 7402 unu anekTpodyeH 6eiToBol no MOCT 22314;

- NUMNeTKa UCMoJIHeHUs 8 2-ro knacca To4HoCcT! BMecTumMocTbio 0.1 cm3 no FOCT 29227,
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- Konb6bl KOHNYeckne BmecTumocTbio 100 cm3 no FOCT 25336;

- UMNUHAPLI MepHble BMecTuMocTbio 100 cm3no FOCT 1770;

- cTynka chapdoposas no NOCT 9147,

- 6ymara xpomarorpaduyeckas no (3J;

- MEH3YpPKMN CTeK/sAHHble BMecTUMocCTbio 50 cm3 no NOCT 1770;

- BOPOHKM AnameTpom 36. 56 mm. BbicoToli 80 mm no MOCT 25336;

- umpkynb no FOCT 28950;

- HOXHuUbl no TOCT 21239;

- nuHelika no NOCT 14735;

- NOTOK CTEK/SAHHbIV U3 oprcTekna unu yawku Metpu no TOCT 25336;

- kncnoTa consiHas no FOCT 3118. pacTBopsbl KoHUeHTpauuii 0.01 n 0.2 Mmonb/am3;

- Knucnota ykcycHasa no NOCT 61;

- 6ytaHon-1 no OCT 6006;

- cnupT 3Tunoselii no FOCT 18300 wan no FOCT 5962;

- nupuaunH no FOCT 13647,

- HUHMMAPWH. 0,25%-HbIi pacTBOp B 3TaHose, cogepxallem 1 % yKCyCHOMW KMCNOTbl;

- baunTpaumH cTaHAapTHbIA 06paseL, pacTBop C akTMBHOCTbI 1000 EJ, B 1 cM3 B COMSIHONM KucnoTe
KoHueHTpauum 0.01 mons/gm3.

(Monpaska)

5.6.2 Tloarotoska K UCMbITAHUIO

5.6.2.1 lNpurotoBneHne UcnbiTyemol npo6bl

5 r npenapara nomeLatT B CTYNKy U pacTupatoT npu fgobasneHun 25 cm3 pactBopa COJISHOWN KUCIOThbI
KoHueHTpauum 0,2 monb/amM3. CycneH3no NepeHocaT B Konby, CTynky obmbiBaldT 25 cM3 pacTBopa COMsHOM
KMCNOTbl KOHUeHTpauun 0.2 Monb/AM3 1 Takke CimBatoT B konby. Konby 3akpbiBatoT NPO6KOWA, CTaBAT Ha anna-
paT ans BCTpAXuBaHua Ha 30 MUH. 3aTeM cofepXrMMoe Konobl hunbTPYT Yepes GyMaxHbIii hunbTp.

®dunbTpaT UCMoNb3yoT A8 NPOBEAEHNA UCNbITAHUS.

5.6 2.2 MopgrotoBka xpoMaTorpaduryeckoii kamepbl

B kamepy nnu akcmkaTop CTaBsIT CTakaHuyMK CO CMeCcblo pacTBopuTeneld, coctosweid n3 6ytaHona-1, nu-
pyAVHA. YKCYCHOI KUCNOTbI U BoAbl B cOOTHOWeHMKN 15 :10 ;3 ; 12. Ha AHO kamepsbl KnagyT uIbTPOBa/IbHYHO
6Gymary, CMOYEHHYH0 3TOli XXe CMecCbHo.

5.6.2.3 MoarotoBka xpomMaTorpadumyeckoii Gymaru

M3 nucta xpomaTorpadmyeckoin 6ymarn BblpesarT kpyru guametpom 28—32 cM (B 3aBUCMMOCTU OT
pa3mepa kamepbl). 3 LeHTpa kpyra LupKyniem npoBoAAT OKPYXHOCTb pagnycom 2 cMm. Kpyr AenaT Ha wecTb
pasHbIX CEKTOPOB, B LEHTPE Kpyra fenawT oTBepcTne gnameTpom 0.5 cm ansa dmTuns, KoTopblid CkpyynBatoT
U3 Kycouka hunbTpoBasibHOlM Gymaru.

5.6 2.4 MopgroToBka rasoHa Ans 6uoasTorpadum

B cTeknaHHbIA NoTok HanmeatoT 100 cm3 ronofHol arapoBoii cpedbl U 80 cM3 NUTaTE/IbHOIN arapoBoii
cpefbl ¢ TecT-KynbTypoii Bac. subtilis 6633.

5.6.3 TlpoBefeHne nUcnbiTaHnsa

5.6.3.1 Ha gBa MpOTMBOMNOJIOXHBLIX CEeKTopa Kpyra (Ha OTPe30K AYr1M BHYTPEHHEW OKPYXHOCTW) Mu-
KponuneTko HaHOCAT pacTBOP CTaHAapTHOro obpasua G6auuTpauuHa B COMAHON KMCAOTe KOHLEeHTpauuu
0.01 monb/gm3 B konuuecTse 0.1 cm3. TakvM e 06pa3oM HAHOCAT pacTBOPbI ABYX UCMbITyeMbIX Npo6. Ans
6aymnumxmHa-40 o06bem HaHocuMmoi nNpo6bbl coctasnseT 0,025 cm3, gna 6aumnuxmHa-10 — 0.1 cm3. Mpu Ha-
HeceHun Npo6 xpomaTorpaMmmMbl Nepuoanyecky npocynsatroT geHom. MNocne HaHeceHnsa Npob B oTBepcTMe
B LileHTpe Aucka BCTaBNAT MUTUIbL U XpOMaTorpaMMy MomeLLalnT B Kamepy Tak. YTobbl huTub 6bia No-
rPYyXeH B pacTBopuTeSb.

[nsa nydwero pasfeneHns KOMMNOHEHTOB rPU3MHOBOrO KOMIMJeKca XxpomartorpaduposaHne nposoasaT B
TeyeHve 15— 16 4. [ocsie OKOHYaHNA npoLecca XpoMaTorpaMmmy BbIHUMAIOT U3 KAMEpPbl U BbICYLUUBAIOT B Bbl-
TSHKHOM LUKadhy. 3aTeM xpomaTtorpaMmMy paspesatoT no AvameTpy Ha [Be YacTW, Tak YTOObl B KaXAO0N M3 HUX
6bl/1 CEKTOP CO CTaHAapTHLIM 06pa3LOM 1 CEKTOPbLI C ABYMSA uUccnesyeMbiMy obpastamu.

5.6.3.2 OfHy MOMIOBMHY XpoMaTtorpaMMbl NPOABAAIOT 6roasTorpauyeckum cnocobom, Ans 4Yero u3
KaXXA0ro cektopa xpomMaTorpaMmbl B pafuasibHOM HanpaB/ieHUW Bbipe3atloT MNOMOCKM WHUPUHOA 0.5 cM 1 Ha-
KNaAblBaOT X Ha rasoH C TecT-KyNbTypol napanfienbHO oAHa ApYroii Ha PacCcTOsSHUM 2 CM. COBMelLas ux
CTapTOBYIO NMHUIO. Ha 06paTHOl CTOPOHE N0TKa OTMEeYatoT CTapTOBYH JIMHUIO Y NOSTOXEHNE KaX A0/ NOOCKH.
Yepes 3—5 MUH MOMIOCKA CHUMAIOT NUHLETOM.

JloTok € ra3oHOM MoMelLalT B TepMocTart ¢ Temnepartypoit 37 ®C Ha 18—20 u.
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5.6.3.3 BTopylo nonoBuHy xpomaTtorpaMmmbl onpbickuBatoT 0,25%-HbIM pacTBOPOM HUHIMAPUHA B 3Ta-
noHe ¢ 1%-HbIM PacTBOPOM YKCYCHOM KUCMOTbl U BbICYLUMBAIOT B BbITSXKHOM Lukady. /13 HUHrMapunookpa-
LLIEHHbIX MNOI0COK XpOMaTorpamMmmbl CTaHAapTHOro obpasua 1 COOTBETCTBYIOLLMX MM MOI0COK XPOMAaTOrpaMMbl
ncnbiTyembix Npob B pagvanbHOM HanpasneHumn BbipesaloT kBagpaTbl pasmepom 0.5 * 0,5 cm u HaknagbisatoT
MX Ha ra3oH C TECT-KY/IbTYpOii. JIOTOK C ra30HOM NOMELL AT B TepMocTaT ¢ TeMnepaTtypoit 37 °C Ha 18—20 u.

5.6.4 O6paboTka pe3ynbLTaTos

MosiBNeHne HUHIIMAPUHOOKPALLEHHBIX KOMMOHEHTOB Ha XpoMaTorpamMme, CoBnagaloLnx no nosoXeHNo
C HWHIMAPWHOOKPALLEHHbIMU KOMMNOHEHTaMN CTaHAApTHOro obpasua GaumTpaumHa. a Takke 30H 3a4epXKu
pocTa TecT-Ky/IbTypbl OT UCMbITYEMbIX KOMNOHEHTOB NPOOLI CBUAETENLCTBYET O NOA/IMHHOCTU NpenapaTta.

5.7 OnpegeneHne TOKCUYHOCTHU

5.7.1 Annapatypa:

- cTynka cpapdpoposas no FOCT 9147,

- wnpuy no NOCT 22967;

- UMbl UHBEKLMOHHbIE no TOCT 25377;

- Bofa auctunavposaHHas no NOCT 6709.

5.7.2 MNpoBefeHne ncnbiTaHua

Mpenapart TwWarenbLHo pacTuparoT B CTYNKe Npu HenpepbIBHOM J06aBNeHun BOAbl C TakMM pacyeToMm,
4yTo6bI 1 cm3cycneH3unn cogepxan 200 mr npenapara.

OT6MpaloT NATb Mbllleid maccoil 18—20 r 1 BBOASAT NepopasibHO Kaxaoi Mbiwmn no 0.5 cm3 cycneHsum
(13 pacueta 100 Mr npenapara Ha Mblllb) C MOMOLLbI0 MHBEKLMOHHOW WUIbl, HA KOTOPYIO HanpassloT ONvBY
AnameTpom He 6onee 1 mm.

5.7.3 O6paboTka pe3ynbLTaToB

Mpenapart cunTalwT HETOKCUYHbLIM, €C/IN BCE MbILM OCTAIOTCA XUBLIMU B TEYEHWE TPeX NocnenytoLmx
aHen HabnopeHus. MNpu rméeny xoTa 6bl OAHOW MbiWK B MOBTOPHOM ONbiTe Npenapart 6pakyoT.

Kaxzyto Mblllb UCNOMb3YIOT B ONbITE OAUH pas.

5.8 OnpepeneHve 3apaxeHHocTn Bpegutensamm — no FOCT 13496.13.

5.9 OnpegeneHvie noBapeHHol comm — no MOCT 13496.1.

6 TpaHCNopTUPOBaHWE N XpaHEHNE

6.1 TpaHcnopTupoBaHue

6.1.1 BauWAMXMH TPAHCMOPTUPYIOT BCEMW BUAAMM TPAHCMOPTA B KPbITbIX TPAHCMOPTHLIX CPEACTBax B
COOTBETCTBUM C MpaBuiamMu NepeBo30kK rpy3oB, Ae/CTBYIOWMMY Ha KaXAOM BuAe TpaHcnopTa.

6.2 XpaHeHue

6.2.1 baunnnxuH XpaHAT B CyXuX, 3allMLeHHbIX OT aTMOCepHbIX 0CaAKOB NOMELLEHUAX NpU TeMnepa-
Type He Bblle nac 28 °C 1 He HUXe MUHYC 28 °C.
6.2.2 He ponyckaeTtcsi XpaHeHWe 6auuimxmHa BMecTe ¢ SA0XMMUKaTamu.

7 MapaHTUM U3roTOBUTENA

7.1 N3roToBUTENb rapaHTUpPyeT COOTBETCTBUE GauunnxmHa TpeboBaHMAM HacTosWero ctaHgaprta npu
COGMI0AEHNN YCOBUIA XpaHEeHUS.
7.2 TapaHTWiHbIN CPOK XpaHeHWs 6auunnxmHa — OAUH rof Co AHSA W3rOTOB/IEHUS npenapara.
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