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Mpegucnosue

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-
ryNMpoBaHunio 1 MeTponornu ot 9 HoA6psa 2016 r. Ne 1634-cT

4 BBEJEH BINEPBbIE

5 NEPEN3AAHUE. ®espanb 2020 r.

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 GrmKaliluemM BbIMYCKE eXeMeCAYHOro MH(OPMALMOHHOIO ykasaTensa «HauuoHabHble
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

KOPMOTPU3VH
TexHunyeckue ycnosus

Fodder griseus. Specifications

Jata BBefeHus — 2017—05—01

1 O6nacTb NpUMeEHeHUA

HacToswwii cTaHAapT pacnpocTpaHsieTcsl HA KOPMOTrPU3MH — Mpenapart, COCTOsLWMIA U3 aHTMBUoTUKa
rpyusuma. noslyyaemsblii nyTeMm MUKPOGUOMOrMUYECKOro CUHTEe3a C UCNO/Ib30BaHUEM Ky/bTypbl Act. griseus 1 Ha-
nonHuTeNei 1 npeiHasHaueHHbI 415 UCNONb30BaHUA NPY BbIPALLMBAHWUN 1 OTKOPME CE/IbCKOX03SACTBEHHbIX
XVNBOTHBbIX.

2 HopmaTuBHbIE CCbINIKKN

B HacToALleM cTaHAapTe UCMOMb30BaHbl HOPMATUBHbLIE CCbIJIKW Ha crieaylolme cTaHfapThbl:

FOCT 12.1.005 Cuctema ctaHgapToB 6e3onacHocTu Tpyga. O6Limne caHuTapHO-rurmeHnyeckme Tpebo-
BaHWA K BO3AyXy pabouyeli 30HbI

FOCT 12.1.008 Cuctema ctaHpaptoB 6e3onacHocTu Tpyaa. Buonornueckas 6e3onacHocTb. O6uyme
TpeboBaHus

FOCT 12.2.003 Cuctema cTaHgapToB 6e3onacHocTu Tpyga. Ob6opynoBaHue npoussBoacTBeHHoe. O6-
wue TpeboBaHna 6e3onacHoOCTn

FOCT 61 PeaktuBbl. Kucnota ykcycHas. TexHuyeckue ycnosus

FOCT 1770 (MCO 1042—83, NCO 4788—80) MNocypa MepHasa nabopatopHas cTekisiHHasA. LunuHgpel,
MEH3YpKW, KoNnbbl, NPO6MpkKN. ObLLMe TEXHUYECKNE YC/TOBUSA

FOCT 2226 MeLwukn 13 6ymarm 1 KOMOMHNMPOBaAHHbIX MaTepuanos. ObLue TeEXHUYECKNe YCNoBuS

FOCT 3118 Peaktusbl. Kucnota consHas. TexHu4eckune ycrosmsa

FOCT 4198 PeakTtuBbl. Kanuii docOpHOKMCABIA 0AHO3aMELLEHHbI. TeXHUYecke ycroBums

FOCT 4233 PeakTvBbl. HaTpuii XNOpUCTbIA. TEXHUYECKUe yCnoBus

FOCT 4328 Peaktusbl. HaTpusa ruapookmchb. TeXHUYECKNE YyCNoBUA

FOCT 5962 CnumpT 3TWIOBbIA PEKTU(MKOBAHHbIV 13 NULLEBOTO Cbipbs. TeXHUYeckue ycroBus

FOCT 6006 PeaktuBbl. ByTaHon-1. TexHuyeckue ycnosus

FOCT 6309 HuTku wWBeiiHbIE X/1I0NYAaTOBYMaXHble U CUHTETMYECKNE. TexHUYeckre ycroBus

FOCT 6709 Boga anctuinvpoBaHHas. TexHuyeckne ycroBus

FOCT 7402 2neKTpOBEHTUNATOPLI 6bITOBbIE. ObLLME TEXHUYECKME YCTO0BUA

FOCT 8074 MuKpOCKONbl MHCTPYMEHTa/IbHbIE. TUMbl, OCHOBHLIE NapamMeTpbl U pa3mepsbl. TexHuyeckue
TpeboBaHus

FOCT 9147 Mocyaa n obopyaoBaHue nabopatopHble hapgopoBbie. TeXHUYECKE YC10BUS

FOCT 10354 lNneHka nonuatuieHosas. TexHuyeckme ycriosmsa

FOCT 12026 bBymara chwnibTpoBasibHas nabopaTopHas. TexHU4eckne ycnoBus

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

FOCT 13496.13 Kombukopma. MeToabl onpegeneHvs 3anaxa, 3apaxeHHOCTU BpeauTensmu XebHbix
3anacos

FOCT 13647 PeaktuBbl. MupuanH. TexXHMYyeckue ycnosus

FOCT 13805 MenToH cyxoli hepMeHTaTUBHbIV ANA 6aKTepUonornyeckux Lenei. TexHnyeckme ycnoBus

FOCT 14192 MapknpoBka rpy3os

WN3paHue 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 20729 MuTaTtenbHble cpelbl. Boga MsicHas (ans BeTepuHapHbIX Leneii). TexHuueckme ycnosus

FOCT 20730 MuTaTtenbHbie cpeabl. BynboH MACONENTOHHbIV (4719 BETEPUHApPHBIX Leneit). TexHuueckme
ycnosus

[OCT 21239 (MCO 7741—86) NHCTpyMeHTbI xupypruyeckue. HoxHuupl. Obwme TpeboBaHns 1 MeToabl
ncnbiTaHui

FOCT 22280 PeakTuBbl. HaTpuii TMMOHHOKUCbIV 5.5-BOAHBIA. TexHnyYeckne ycnosus

[OCT 22314 2nekTpodeHbl 6bITOBbIE. O6LME TEXHUYECKNE YC/T0BUSA

FOCT 22967 LUnpuubl MeANLUHCKNE UHBEKLMOHHbIE MHOTOKPATHOro NpUMeHeHns. O6LLMe TeXHUYeckme
Tpe6oBaHNA 1 METObl UCTbITAHUI

FOCT 25336 lNocyga n obopyaoBaHve nabopatopHble CTeKNsiHHble. Tunbl, OCHOBHblE MapamMeTpbl U
pasmepbl

FOCT 25377 Wrnibl UHbEKLUNOHHbIE MHOTOKPaTHOrO NpuMeHeHus. TexHuyeckne ycnosus

FOCT 28950 NHCTpYyMEHTbI YepTexHble. O6LMe TEXHUYECKNEe Tpe6OBaHNA U METOAbl UCMbITaAHWI

FOCT 29227 (MCO 835-1—81) NMocyna nabopaTopHas cTeknsAHHas. MuneTkn rpagynpoBaHHbie. YacTb 1.
O6Lwume TpeboBaHNs

FOCT P 53228 Becbl HeaBTOMaTM4ECKOTO AeicTBuA. YacTb 1. MeTposiornyeckne u TexHnyeckue Tpebo-
BaHUA. VicnbiTaHns

FOCT P 55878 CnupT 3TUI0BbI TEXHUYECKUIA TMAPONN3HBIA PeKTUMKOBaHHbIN. TEXHUYECKE YC/T0BUS

MpumeuyaHne — T[lpu NOMb30BAHUM HACTOALMM CTAHAAPTOM Lie1Iecoo6pa3Ho NPOBEPUTL AEACTBUE CCbIN0Y-
HbIX CTAHAAPTOB B MHC(POPMALWIOHHO CMCTEME OBLLErO Mo/b30BaHUsA — Ha OhUUMaIbHOM caliTe defiepanbHOro areHT-
CTBa MO TEXHUYECKOMY PEry/IMpoBaHuio 1 METPOSIOTMK B CETU VIHTEPHET WM MO eXerogHOMy MH(OPMALMOHHOMY yKa3a-
Tento «HauyoHabHble CTaHAaPTbI», KOTOPbIA ONy6/IMKOBaH MO COCTOSIHMIO Ha 1 iHBaps TEKYLLEro roaa, M no Bbinyckam
€XeMecsYHOro MHPOPMALIMOHHOTO YKasaTens «HaumoHasbHble CTaHAapTbl» 3a TeKyLWUi rod. EC/im 3amMeHeH CCbI0UHbII
CTaHAapT, Ha KOTOPbLI AaHa HeAaTMpPOBaHHas CCbIfKA, TO PEKOMEH/AYETCS MCMO/b30BaTh AEACTBYIOLLYI0 BEPCUI0 3TOrO
CTaHfapTa ¢ y4eTOM BCeX BHECEHHbIX B faHHYI0 BEPCUI0 M3MEHEeHWIA. ECNi 3aMeHeH CCbIOYHbIN CTaHAapT, Ha KOTOopbIl
[laHa AaTypoBaHHas CCbIfKa, TO PEKOMEH/YETCS MCMO/b30BaTh BEPCUIO 3TOTO CTAHAAPTA C YKa3aHHbLIM BbllE rO40M yT-
BepxaeHus (NpuHATUSA). ECv nocne yTBEPXKAEeHWs1 HACTOALLEro CTaH4apTa B CCbIIOUHbIA CTaHAAPT, Ha KOTOpbIi gaHa
[ATUPOBaHHAs CCbi/Ka, BHECEHO U3MEHEHME, 3aTparvBatoLLee MNOOXEHNE, Ha KOTOPOE AaHa CCbl/Ka, TO 3TO NOJOXeHWe
peKoMeHayeTcsi NPUHATL 63 yueTa aHHOTO N3MEHEHUsl. EC/M CCbIOYHbINA CTaHAapT OTMeHeH 6e3 3amMeHbl, TO MoJIoxXe-
HUe, B KOTOPOM flaHa CCbl/Ka Ha HEro, PEKOMEHAYETCS MPUHATL B YaCTW, HE 3aTparnBatoLLeii 3Ty CCbUIKy.

3 TexHu4yeckme TpeboBaHusA

3.1 KopMmorpramMMm JO/MKEH U3rOTOBNASTLCA B COOTBETCTBUM C TPE6GOBaHUSIMU HACTOSILLEro cTaHAapTa no
IOXHOJTIOTMYECKOMY PErNaMeHTy, YyTBEPXAEeHHOMY B YCTaHOB/IEHHOM TMopsake.

3.2 XapaKktepucTuku

3.2.1 KopMOrpu13nH M3roToB/ISOT C HanosiHUTeNeM. B kayecTBe HanosIHUTEsIS UCMONb3YIOT KYKYpY3HYHO
WN NWEHUYHYIO MKy, MLUEHWYHbIE UM pXaHble oTpyou.

HanosHuTesb No KPYnHOCTU U BIXHOCTW [OJ/IKEH COOTBETCTBOBATbL 3HAYEHUAM, YCTAHOB/IEHHbIM [/15
KOopMorpusnHa.

3.2.2 B 3aBUCMMOCTW OT COAEPXaHUs aKTUBHOIO AeiCTBYIOLWEro Hayana — aHTubuoTuka rpusvHa —
KOPMOTPV3UH U3rOTOB/IAIOT ABYX Mapok: KOpMOrpusuH-10 n kopmorpunsnH-40.

3.2.3. Mo hn3nko-6rnonornyecknm nokasatensim KOpMOrpu3nH JO/MKEH COOTBETCTBOBATL TPeboBaHNAM,
ykasaHHbIM B Tabnuue 1.

3.3 TpeboBaHusa 6e3onacHOCTM

331 Mpenapat KOpMOrpmn3nHa U3roToBASKOT B COOTBETCTBMU C Npasuaamn 6e30nacHoOCTU AN Npons-
BOACTBA MMKPOOGMOMOrMYECKON NPOMbILLIEHHOCTH [1].
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Ta6bnuuya 1— dusnko-6monornyeckme nokasarenyt KOpMorpmsmnHa

HanmeHoBaHvie nokasaress

BHeLUHwWii Bun

MaccoBsas gons snaru. %, He 6onee

KpynHocTb nomona: ocTaTok Ha cuTe ¢ 0TBEPCTUAMY na-
meTpom 0,56 mMMm. %. He 6onee

OcTaToK Ha cuTe ¢ oTBepcTMAMY anameTpom 1.00 mm. %.
He 6onee

pn3vH B 1 Kkr npenapaTa, r

MoannHHOCTL

Be3BpeHOCTb B TECT-[03€ Ha OAHY MblLlb, Mr
3apaXeHHOCTb BPEAUTE/ISIMU 1 M/IECEHBIO

MaccoBas 011 NOBapEeHHO conu. %. He 6onee

3HaueH1e /19 MapKu
KopbiorpravH-10 Kopblorpuavik-40

OfHOPOLHbI NOPOLLIOK OT CBET/I0-XENTOro
[10 CBET/10-KOPVUYHEBOTO LiBeTa

9.5
10,0

0.5

10+1.0 4G +4.0

MosiBNIEHNE HUHMAPVUHO-OKPALLEHHbBIX KOMMNOHEHTOB
Ha XpomarorpaMme, COBNaAatoLmX Mo NosIoKEHNIo
C HUHMHAPVHO-OKPALLEHHLIMW KOMMOHEHTaMM CTaHAapT-
HOro 06pasLia rpu3nHa, a TaKke 30H 3aAEPXKKN TeCT-
Ky/IbTYpbl OT UCMbITYEMbIX KOMMNOHEHTOB NPO6bI

100
He ponyckaetcsa

15

3.3.2 MNpeaensHo gonyckaemas KOHUEHTpauus npenapaTta B Bo3gyXxe pabounx NOMELLEHNA He A0/KHA
npesbiwatb 0.4 Mr/m3.

3.3.3 lMpun paboTe ¢ npenapaTtoM HEOOXOANUMO NPUMEHATb UHAVBUAYa/bHbIE CPEACTBA 3aLUTbI: pecnu-
paTop. 3alunTHbIE OYKW, PE3VHOBbIE NepYaTkn, Takke cobaaTe Mepbl IMYHOW TUTNEHBI.

3.3.4 Npoun3BoacTBEHHOE 060pYyA0BaHNE AOMKHO OTBEYaTb TpebosaHusam MOCT 12.2.003.

3.3.5 ns npeaynpexaeHunst onacHoro n BpegHoro Bo3geicTBna MUKPOOpPraHM3MoB criedyeT cobnogartb
TpeboBaHusa 6uonormvyeckoin 6esonacHoctn no MOCT 12.1.008.

3.3.6 O6UMe caHUTapHO-TUTMeHNYeckne TpeboBaHmMs K BO3ayxy paboueit 30Hbl — no MOCT 12.1.005.

3.4 MapkupoBka

3.4.1 Ha kaxpplii 6yMaxHbll/i MELIOK HAHOCAT TPaHCMOPTHY Mapkuposky no FOCT 14192 c usobpaxe-
HMEM MaHUNYNAUMOHHBIX 3HAKOB «BouTca cbipocTu». «bouTcs HarpeBa». «KptokamMu HenocpefCcTBEHHO He
6paTb» 1 C ykazaHneM AONOMHUTENbHbIX CBEAEHWIA:

1) HaumeHOBaHMA BEAOMCTBA,;

2) HaMMeHOBaHWs NPeanpuUATUA-U3roToBMTENS 1 (M) ero TOBAPHOrO 3HaKa,;

3) HaumeHOBaHUA 1 Mapku npenapara;

4) maccbl HeTTO;

5) Homepa napTuu;

6) AaTtbl M3roTOB/IEHNA Npenapara,;

7) rapaHTUIHOTO CpPOKa XpaHeHUs;

8) yCnoBUii XpaHeHUs:

9) npefynpeauTenbHbIX Hagnuce «XpaHuTb € NPeLOCTOPOXHOCTLI0. CNnUcok B», «[ina BeTepuHapumn,

10) o603HauveHMsa HacToALWero cTaHjapra.

3.4.2 B KaxAblii OyMaKHbIli MeLLOK BKNaAblBaOT MHCTPYKLMIO MO MPUMEHEHUIO NpenapaTa B Kosuue-
CTBE. PaBHOM YMCAY NOMNITU/IEHOBbLIX MELLKOB.

3.5 YnakoBka

351 KopmorpuauH cacytoT no 5. 10 n 20 kr B MeLUKU U3 NoNN3TUIeHOBOW niieHku no FOCT 10354 unu
MeLUKN noanatuneHosble no MOCT 17811. MNoAnaTUNEHOBbIE MELUKM TepMOCNauBalT 1 yNnakoBbIBAlOT B Oy-
MaXHble YeTblpexcnoliHble meLkn no FOCT 2226.
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[onyckaeTtca dhacoBatb KOPMOrpU3uH B ByMakHble Melkn mapok BM, BM. MM, BMIM. BMB. BMIM no
FOCT 2226.

3.5.2 BymaxKHble MeLLK/ 3alliMBalT MaLlMHHLIM cnoco6om HuTkamu no FTOCT 14961 unm no FOCT 6309,
unu wnaratom no FOCT 17308, ocTaBnss rpebeHb No BCeli WMpKUHe Mellka He MeHee 4 cM.

[onyckaeTca BMeCTO 3alliMBaHua ByMadKHbIX MELLKOB KX ckrenBaHne no NOCT 18251.

3.5.3 Macca HeTTO ynakoBOYHOWN eAMHNLbI A0/MKHA cocTaBnAaTh (20 + 0.2) kr.

4 Mpuemka

4.1 KopMoOrpvsuH npuHumMaloT naptuamu. MapTuein cuntaloT n6oe KoAMyecTBO npenapaTa, M3roToB-
NIeHHOe 3a OfMH TeXHOJIOrMYeCKWin LMK, OAHOPOAHOE NO nokasaTensM kayecTBa M ODOPM/IEHHOE OfHUM
[OKYMEHTOM O KayecTBe.

B fokymeHTe 0 KayecTBe ykasblBaloT:

- HaMMeHOBaHMe opraHn3aLnmn, B CUCTEMY KOTOPOI BXOAWT NpeAnpuaTue-n3roToBuUTeNb:

- HauMeHoBaHWe NPeanNpPUATAA-U3roTOBUTENSA U (UX) ero TOBApPHbIA 3HaK:

- HaMMeHoBaHve 1 Mapky npenapaTa,;

- Homep napTuu;

- Maccy HeTTo napTuu,

- KO/IM4eCcTBO MeCT B napTuu;

- faTy U3rotoBfeHus npenapara (rog. Mecsl, Yncno);

- pe3ynbTaTbl UCMbITAHWIA, faTy Bbifaun JOKYMeHTa O KayecTBe:

- rapaHTWiiHbIA CPOK M YCNOBUSA XPaHEHWS;

- 0603HayYeHne HacTosLWero craHgapra.

4.2 ins npoBepku kayecTBa KOPMOrpranHa OT KakAol napTum oTéMpatoT BbIGOPKY B pasmepe: OT naptumn
[0 100 ynakoBOYHbIX €AVHULL — HEe MeHee MATU YNaKoBOYHbIX eAnHWL;: cBbille 100 ynakoBOYHbIX eanHNL, — 5 %.

4.3 MopMHHOCTb KOPMOTPU3aNHA ONpeaensioT B KaXAo AecaToli napTuun. Mpu N3MeHeHUn TEXHOIOMMK
N3roTOB/IEHNSA KOPMOTPU3MHA NOL/IMHHOCTL ONpefensoT B NATH napTusax noapsaa.

4.4 Tpy Hey[0BNeTBOPUTESbHBIX pesysibTarax WCNbITaHW XOTA 6bl MO OAHOMY NOKasaTesn No Hemy
NPOBOAAT NOBTOPHbIE NCNbITAHUA HA YBOEHHOM KO/IMYECTBE BbIGOPKM, B3SATOM OT TOW Xe napTumn NpoayKuuu.

Pe3ynbTatbl UCMbITAHWIA PACNPOCTPaHAIOT Ha BCIO NapTuio.

5 MeToabl ncnbiTaHWi

5.1 OT60p Npo6

5.1.1 OT KaxAoli ynakoBOYHOW eiMHNLLbI TOYEYHO OTOUPAIT ABE-TPW NPOOLI LLYNOM BMECTUMOCTbIO He
6onee 50 r, norpyxas ero Ha BCto r/lybuHy MeLLKa.

5.1.2 TouyeuHble Npobbl 06BEANHAIOT, TLLATE/IbHO NepeMeLUnBalOT 1 BbIAENAT CPeAHI0 Npoby maccoi
He MeHee 600 T.

5.1.3 CpepHioto Npoby AenaT nonosam 1 noMeLLarT B BE YNCTble cyxme 6aHku ¢ npuTepTbiMy Npobka-
MW UAW B NOSIMATUIEHOBbIE MELLOYKMU.

OpfHy 6aHKy WM MeLLoYek nepefatoT B 1labopaTopuio 418 aHanmsa kavyecTBa npenaparta, a gpyryto 6aH-
Ky UM MeLIOoYeK XpPaHAT B TEYEHME CPOKa rOAHOCTM Mpenapara Ha c/lyyali pasHorsiacuii B OLleHKe kavyecTBa.

5.1.4 MNpo6bl, HanpaBnsemble B NabopaTopuio UM Ha XpaHeHne, onevyaTbiBaloT U CHabXaroT 3TUKETKO
C yKasaHuem:

- HaMMeHOBaHWA NPeanpPUATUA-U3roTOBUTENA U (UIM) ero TOBAPHOTO 3HAKa;

- HaMMeHoBaHuWA npenapara,

- HOMepa napTuu;

- MaoCbl HETTO NapTuw;

- AaTbl 0OTG0OpPa NPo6bI;

- LO/MKHOCTM 1 noAgnucy nuua, otéupasLuero npooy;

- rapaHTUIHOrO CpoKa XpaHeHus.

5.2 OnpefenieHne BHeLWHero Buaa 1 naecexHun

HaBecky maccoii 50 r pacchinaloT Ha 6eyto YACTYI0 MOBEPXHOCTb, PACCMATPUBAIOT U ONpeAensioT UBeT
¥ Hanmumne nieceHn Npyu eCTECTBEHHOM OCBELLEHNM.
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5.3 OnpefeneHne maccoBoit gonu Bnaru

CywHOCTb MeTOoAa 3ak/lo4yaeTcs B BbICYLUMBAHWW Mpenaparta npy HarpeBaHnn A0 MOCTOSIHHON Macchl
npu Temneparype (105 + 2) °C u onpefeneHun Bnarv no pasHoCT pe3ynbTaToB B3BELLUMBAHWIA.

5.3.1 Annapatypa n peakTusbl

CywunbHsbIin Wwkad noboro Trna, obecneunBatoLwunii Temnepatypy Harpesa oT 100 °C go 200 X c¢ Tou-
HOCTbIO Tepmoperynauum = 2 °C.

Becbl nabopaTopHble 06Lero HasHadeHusa no FOCT P 53228 1-ro 1 2-ro KNnaccoB TOYHOCTU C NpesfesioM
B3BeLwwvBaHusa 200 r.

BIOKCbI, M3rOTOB/MIEHHbIE M3 HE KOPPO3UPYyeMOro meTtanna, uanm ctakaHumkm CB 14/8; 19/9; 24/10; 34-2
no NOCT 25336.

JKcrKaTop ncnosHeHus 2 ¢ anameTpom kopnyca 100. 140. 190. 250 mm no TOCT 25336. cogepxatyuii
cunvkaresnb ¢ gob6aBneHvem nHanMKaTopa BAaXXHOCTY UAW NPOKaNEHHbIN X10pUA KaibLums.

5.3.2 TpoBegeHne ncnbliTaHnA

OTKpbITY0 GHOKCY 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 NOCTOAHHOM MaccChl.

5 r npenapata nomeLyaioT B 610kCy. OTKPbITYI0 GIOKCY M KPbILKY MNOMELLAOT B CYLUU/bHBINA WkKad npu
TemnepaType (105 + 2) °C Ha 4 4. 3aTeM 3aKpbIBalOT GIOKCY KPbILLIKOW, MEPEHOCAT B aKCUKATOP, OX/1ax4alT 40
KOMHaTHOW TemnepaTypbl 1 6bICTPO B3BELLUMBAIOT.

BHOBb BbICylLMBaOT 06pasel, B TeuyeHne 1 4. oxnaxaaloT v B3sewwmBatoT. MNoBTOPAOT BbiCyLIVMBaHWE A0
Tex nop, noka pasHocTb pe3y/bTaToB ABYX NocnefoBaTeNbHbIX B3BELLIMBaHW 6yaeT He 6onee 0.0004 r. Ecnm
nocsie NOBTOPHOIO BbICYLLUMBAHNUA Macca yBeIMYnTCs, 3a pesynbTaT NPpUHUMAaloT HavMeHbLlee 3HavyeHue.

5.3.3 ObpaboTka pe3ynbTaToB

Maccosyto gonto Bnaru (X,) B NpoUeHTax BbIYMCAAIOT No hopmysie

)

rae T, — macca 61Kcbl ¢ NPo6oi A0 BbICYLLUMBAHWS, T;
T2 — macca 6Kcbl ¢ NPo60oIi Nocne BbICYLIMBAHUSA, T;
Tb— Macca 6HoKcbl. T.
3a OKOHYaTe/ lbHbI pe3ynbTaT WUCNbITaHUA NPUHMMAlOT cpedHee apuMeTUYecKkoe pesynbTaToB ABYX
napannesibHbiX onpeAeneHunii. Jonyckaemble pacxoXAeHUs He AO/MKHbl OT/IMUYATLCS OT CPEeAHEro 3HaYeHUs
6onee yem Ha 5 % OTH.

5.4 OnpepgeneHne KpynHocT nomona

CyLHOCTb MeTofa 3akNtioyaeTcs B rpaBUMETPUYECKOM OonpefenieHun octaTka Ha cuTe nocrne npoceu-
BaHNs NpooGbl.

5.4.1 Annapartypa

YcTaHoBKa A5 pacceBa C CUTaMW: C HOMUHaNbHbIMU pa3MepamMu Avelikn 0.560 mm 1 1,00 mm no [2].

Becbl nabopatopHble 06wero HasHavyeHus no FOCT P 53228 1-ro 1 2-ro K1accoB TOYHOCTU C Hanbob-
1M npegenom B3sewwnsaHuns 200 .

5.4.2 TlpoBegeHne ncnbiTaHuii

100 r npenapata NoMeLLalT Ha CMTO, KOTOpPOE 3aKPbIBAIOT KPBILIKOW, YKPennalT Ha naatdopme ycta-
HOBKW O/1 pacceBa, BK/IOYAKT YCTaHOBKY M npocemBatoT B TedeHme 10 muH npu 190—210 konebaHusix B
MUHYTY.

JonyckaeTca npocemBaHne pyyHbiM cnocobom npu 110— 120 konebaHusix B MUHYTY 1 pa3Maxe Koneba-
Huii okono 10 cwm.

5.4.3 O6paboTKa pe3ynbTaTtos

OcTatok Ha cuTe (X2) B NpoueHTax BblYMCNAT No hopmyne

rae TN— macca octatka Ha cuTe, T;
T5— macca npob6el, r.
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3a OKOHYaTeNbHbI/ pe3y/bTaT UCMbITAaHUS NPUHUMADT cpegHee apudIMETUYECKOE pPe3ysibTaToB ABYX
napannenbHbix onpegeneHnii. lonyckaemble pPacxoXeHusi He AO/MKHbI OTAMYATLCS OT CpefHero 3HavyeHus
6onee yem Ha 10 % OTH.

5.5 OnpegeneHune rpusnHa

CyLHOCTb MeTo4a 3ak/1yaeTcs B CpaBHEHWUW 30H 3a[epXKu pocTa TecT-Ky/nbTypbl Bac. subtilis 6633
UCMbITYEMbIM MPenapaTom v CTaH4apTOM rpusnHa. YyscteuTtensHocTb Metogqa — 0,5 Efl B 1 wr.

5.5.1 AnnapaTypa, Matepuasnbl, peakTusBbl 1 NUTaTENIbHbIE Cpefbl:

- pH-meTp ¢ norpeLwwHoCcTb0 n3mepeHns He 6onee 0.1;

- Becbl flabopaTopHble 06Lero HasHaveHmss no FOCT P 53228 1-ro u 2-ro k1accoB TOYHOCTU C Hanbosb-
LWMM npegesniom B3gelumsaHma 200 r.

- aBTOK1aB BepPTUKa/bHbI;

- Mukpockon no FOCT 8074:

- TepMocTar 116oro Tuna, obecneumsarolmii Temnepartypy Harpesa (< 37 + 1) °C;

- BaTepnac,

- CTOJIMK C TOPU3OHTa/IbHOM NNACTUHOV BEPTUKA/ILHOTO CTEKNa;

- hoTOyBEINYUMTEND;

- CYWWbHBINA WKad no6boro Tuna, obecneunBatoLmnii Temnepartypy Harpesa oT 100 °C go 200 sC ¢ no-
TPELLIHOCTBLIO TEpMoperynsaumm = 2 *C;

- TepMOMETP C LeHolt generus MC n gnanasoHom nsmepeHus ot 0 “C go 100 °C;

- 6baHsa BoAsHas n6oro TMna, obecneuymBarLwas Temnepatypy Harpea ot 20 °C go 100 °C c norpeLu-
HOCTbIO Tepmoperynsuum ¢ 3 °C;

- Byp Win Npo6oYHOE CBEPO C BHYTPEHHUM AMana3oHOM 8 MM:

- KanenbHuULy, NPeAcTaBAoLLYI0 CO60 MHBEKLMOHHYIO UMY, BNasHHY0 B CTEK/SHHYO TPybKy Aname-
TPOM 5—7 MM. Ha KOHeL, KOTOPOi HaJeTa pe3nHoBas rpyLua;

- KON6bl MepHble BMecTuMocTbio 100.1000 cm3no MOCT 1770:

- Konbbl KOHNYeckne smecTuMocTbio 100 cm3 no FOCT 25336;

- Yalkun 6akTepuonornyeckue (Yawku Metpu) Tuna LIBH nucnonHeHus 2. HOMWHasbHBIM fuamMeTpoMm
100 mm no MOCT 25336;

- NUNeTKn BmectumocTbio 5.10 n 20 cm3 no NOCT 29227;

- npo6upku Tuna Nl gnametpom 16 MM. BbICOTON 150 MM 13 XMMMUYECKM CTOKOro ctekna rpynnbl XC no
FOCT 25336;

- CNUPTOBKKN CTekAHHbIe no NOCT 25336;

- MaTpaLbl CTEK/IAHHbIE;

- BOpOHKa Tuna B gnameTtpom 100 MM BbicoToi 150 mm no FOCT 25336;

- NeTns MUKpobuonornyeckas;

- bymara cpunbTpoBanbHas no NOCT 12026;

- obpaseLl, cTaHAapTHbIN CTEKNSAHHbIA ANA BU3yasIbHOTO onpefenieHns MyTHOCTU 6akTepuanbHbiX B3Be-
ceil. MyTHOCTb KOTOpOro paBHa 1.66 cM’ 11 akBuBaneHTa 10 MeXayHapoAHbIM eiMHNLaM MyTHOCTHU;

- LUNVHAPLI MepHble BMecTUMOocTbio 50 cm3no NOCT 1770;

- TpU3MHa cynbaT cTaHAapTHbLIN C aKTUBHOCTLIO, YKa3aHHOW Ha 3TUKETKE;

- TeCT-MuKpoopraHunsm Bac. subtilis 6633;

- HaTpuii TMMOHHOKUCTIbIV Tpex3amelleHHbIn no FTOCT 22280;

- Hatpua ruapookuck no NOCT 4328;

- HaTpwuii xnopucTelili no FOCT 4233;

- kucnota consHasa no FOCT 3118. pacTtBopbl KoHueHTpauun 0.01 monb/gm3 (0.01 H.) n 0.2 monb/gm3
0.2 H);

- KanbuUuii ooctOpHOKMCIbI 0fHO3aMelleHHbI no FTOCT 4198;

- MENTOH Cyxoil hepMeHTaTUBHbIN ANA 6akTepuonornyeckmx ueneii no FOCT 13805:

- 6y/IbOH XOTTUHrepa,;

- arap mukpo6uonorudeckuii no FOCT 17206 nnu arap nuwesoii no FOCT 16280:

- pacTBop 6ydhepHbIi IMMOHHOKMCbIA ¢ pH 3— 3.2; rOTOBAT CMELLeHNeM ABYX pacTBOpoB: 62 cM3 pac-
TBOpa A 1 100 cm3 pacTtBopa b.

PacTtBopbl A 1 B roToBAT crieAyloWmm 06pa3om:

- pactBop A — 22.6 r uiTpata gurngparta HaTpus nomMeLLaioT B MepPHY0 konby BmecTMocTbio 1000 cm3
1 [onMBaloT BOAY [0 METKU;
6



FOCT P 57244—2016

- pactBop b — 8.2 cM3 KOHLEHTPMPOBAHHOW COMSHON KMCNOTbI NOMELLAOT B MEPHYHO KOJIGY BMECTUMO-
cTbto 1000 cm3 1 pa3baBnAOT BOAON 40 METKU.

PacTtBopbl Ana okpacku no Mpamy.

Bopa macHas — no FOCT 20729.

BynboH MAconenToHHbIR (MMB) — no TOCT 20730.

Cpepfia araposas rofiofjHas; rotoBaT c/efyoLwm obpasom:

- 15 r arapa, B3BELIEHHOrO C MOTPeLHOCTb0 He 6onee 0.01 r, nomeLwalT B KONOy BMECTUMOCTbIO
1000 cm3, cogepxawgyto 900 cm3 Bogbl. Konby cTaBAT Ha BOASHYHO 6aHi0 U HarpesaroT 40 MOJIHOTO pacnias-
neHus arapa;

- 3 1 gurngpoopTodhocdara kanms, B3BELWEHHOrO C MOrpelwHocTbio He 6onee 0.01 r, pacTBOpAOT B
100 cm3BOAbI, 3aTeM BbIIMBAIOT B pacn/iaB/ieHHbIn arap, 40BOAAT 06bem Bogol fo 1000 cm3 m nepemelunsa-
tor. YcTtaHasnusatoT pH 8.0 npu nomotm 30%-Horo pacteopa rmgpookcua HaTpusa. ArapoByto cpegy KUNaTart
[0 06pa3oBaHNa ocafka, 3aTeM PUNbTPYIOT Yepe3 TONCTbIA CNol BaTbl U CTEPUN3YIOT B @aBTOKNaBe B Teye-
Hre 30 muH npu Temnepatype (110 + 1) °C. pH cpegbl nons crepunusauun JomkeH 6biTb 7.8—8.0. Cpeay
XpaHAT npu Temnepatype 20 °C — 22 °C He 6onee ABYX MeCALEB.

Cpepa arapoBas nutatesibHas; roTOBSAT aHafOrMYHO NMPUIOTOB/IEHWIO arapoBOii rONOAHON cpeapl,
npu 3ToM B3aMeH BoAbl 6epyT MIMB ¢ coaepxaHmeM amMuHHoro azota 50—60 mr B 100 cm3 6ynboHa. Mu-
TaTeNbHYl0 cpefy CTepunusyloT B aBToknase B TeyeHnne 30 MWH npu Temnepartype (110 £ 1) °C. Mocne
cTepuaunsauumn pH pacteopa Ao/MKEH 6biTh 7.8—8.0. PacTBOp XpaHAT B TeYeHne MecsiLa Npu KOMHaTHOM
Temnepartype.

PacTBop thnsmonornyeckuii.

Arap msconenToHHbIn (MIA) — cpega ansa KynbTypbl Bac. subtilis 6633; rotoBsAT cnegyowum obpa-
30M: MMB pa36aBnsAoT Bofol B cOOTHOWeHMKM 1 : 2. K 1000 cm3 pasbasneHHoro MMB pgo6asnsoT 20 r ara-
pa. B3BELUEHHOro C NnorpelHocTblo He 6onee 0.01 r. nA HabyxaHus arapa CMecb BblAepXUBatloT B TeueHne
40—60 MVH Npu KOMHATHOI TeMnepaType.

MMA pacnnaensT Ha BoAsAHOW 6aHe, ycTaHaenusatT pH 7.2—7,4 npu nomowm 30%-Horo pactsopa
rMApPoOKCHAA HaTpus, AatoT cpefie OTCTOATLCA B TedeHne 30 MUH. Mocse Yero cpegy OUIbLTPYT Yepes Tosl-
CTbIA c/loli BaTbl, 3aTeM pa3nunBatoT B KONObI U CTEPUIM3YIOT Npu TemnepaType (110 + 1) °C B TeyeHne 30 MUH.
pH cpepbl nocne cTepunnsaunmn AOMKEH 6bITb 7.2—7,4.

Cpeny ons BblpawumBaHus cnop Bac. subtilis 6633 B maTpuuax rotosaT cregywwmm obpasom: 25 r
arapa, B3BELUEHHOro ¢ norpeLwHocTbo He 6onee 0.01 r. fo6aBnsalT Ha 1000 cm3 BynibOHa XOTTUHrepa ¢ co-
aepxaHvem 30 % — 35 % amuHHOro asota. lNonyyeHHyo cpefy pas/iMBaloT Mo mMatpuuam v CTEPUNU3YIOT B
Teyenne 30 MyH npu Temnepatype (110 £ 1) °C. pH nocne ctepuamsaymnm gosKeH 6biTb 6.0—6,2.

CycneHsuio TecT-kynbTypbl Bac. subtilis 6633 rotoBaT crnegywowmnm obpasom: TecT-KynbTypy Bac.
subtilis 6633 nepeHoOCAT MUKPOGMONOrMYeckoil neTneli B Npobupky ¢ (hU3NOMNOTMYECKUM PacTBOPOM, 3aTeMm
NUNETKON Kanto nosiyd4eHHoW CycneH3nmn nepeHocsT B Yalkv MeTpu co cpegoii MIMA. pacTupaloT ee no vatu-
Ke CTEKNSAHHbIM LnaTesem, nocne Yero aTUM Xe LnaTesieM NepeHOCAT OCTaBLUYCH Ha HeM KynbTypy u3
Yallku B YallKy C Bbllleyka3aHHOl cpefaoli nytem pacTtupanus (5—7 valek), [o6uBasch TakuMm o6pasom B
nocnegyolem pocta oTAe/bHbIX XapakTePHbIX KOTOHWIA.

TecT-kyNnbTypy BblpaluuBatoT Npu Temnepartype 37 BC B TeyeHne 18—24 y. 3atem oT6MpatoT TUNNYHbIE
KO/IOHUWM — MeJIK1e, cepoBartble ¢ 3ybuyaTbiM KpaeM — U nepeceBardT 6akTepuasibHOi NeTneli Ha CKOLEHHbI
MMA B Nnpo6bupky v BblpawmsatoT npu Temnepartype 37 °C B TedeHue 18 4. nocsie 4ero Ky/bTypy CO CKOLUEHHO-
ro arapa cmbiBatoT 5—10 cM3CcTepusibHON ANCTUNNIVPOBAHHON BOAbI M CMbIB NEPEHOCAT B MaTpaubl. 3acesH-
Hbli MaTpaL, BblgepXxunsatoT npy Temnepatype 37 *C B TeueHne 5—7 cyT, noc/ne 4yero Nnpon3BoAAaT MUKPOCKO-
NUYECKNIA KOHTPOJIb U. ECIN B MasKax, OKpalleHHbIX no Fpamy, nMmerTcs B none 3peHus 80 % — 90 % cnop,
AenatoT CMbIB Ky/bTypbl CTEPUIBHON ANCTUNNVPOBAHHON BOAONA.

MonyyeHHylo B3BECH CNOp MporpesaloT npu Temnepartype 60 5C — 70 BC Ha BOAsAHOW GaHe B TeyeHue
30 MUH. 3aTeM B3BECb CMOP NPOMbIBAIOT HE MeHee Tpex pa3 CTepUIbHOW AUCTWINIMPOBaHHOW BOAOK Mpu
LeHTpndyrmposaHMmn [0 NOMHOM NPO3PAaYHOCTM HAA0CAA0HYHON XMAKOCTW. TTPOMBITYIO B3BEChb CNOP XPAHAT B
CTepUNbHOI AUCTUANIMPOBAHHOW BOAe B 3anasiHHbIX amnynax winm npobupkax B Te4eHne fByx NeT npu Tem-
nepatype ot 4 °C go 10 °C.

pU3nMHa OCHOBHOW CTaHAAPTHbLIA pacTBOp KoHueHTpauun 1000 Efl B 1 cM3; pacTBOp rOTOBSIT Creay-
lowmnm obpasom: 20 Mr ctTaH4apTHOro o6pasua rpusmHa. B3BeLUeHHble C NOrpewHocTbio He 6onee 0,0002 T,
pacTBOPAOT B pacCUMTaHHOM 06bemMe pacTBopa COJMIAHON KNCNOTbI KOHLeHTpaumn 0.01 monb/gm3.
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O6beM pacTBopa COMSAHOM KNCNOTbl (XM) B Ky6UUeCKUX caHTUMeTpax BbIYMCAAIOT No hopmye

Tr A
e (3)
1000
roe TB— Macca cTaHjapTHoro obpasua cynbara rpusmHa. mr;
A — aKTMBHOCTb CTaHfapTHOro obpasua cynbchaTta rpusvHa. EL B 1 mr (BecoBoe BbipaxeHue 1 EL
aKTUBHOCTU cynbhaTta rpmM3vHa 3aBUCUT OT aKTUBHOCTY AEMCTBYIOWEr0 B HACTOsILLEe BPpEMS CTaH-
JapTHoro obpasua);
1000 — aKTMBHOCTb OCHOBHOIO CTaHA4APTHOrO pacTeopa cysnbaTa rpusmHa. E[ B 1 cm3.

MonyyeHHbI pacTBOp XpaHAT B konbe ¢ nputepToli npobkoii Nnpu TemnepaType 4'C B 3alyLLEHHOM OT
cBeTa MecTe He 6onee ofHOro mMecsua.

pr3nHa pabounini cTaHAapTHbIA pacTBOp KOHUeHTpauum 3 EL B 1 cM3; roTOBAT cneayowmmMm obpasom;
1 cM3 OCHOBHOrO CTaHAAPTHOrO pacTBOpa NepPeHOCHAT B MEPHYI0 KONby BMecTuMocTbio 100 cm3, 40BOAAT A0
METKW TMMOHHOKMC/IbIM BydhepHbIM pacTBOpoM, nosny4yas passegeHue 1: 100 (10 EA B 1 cm3). 3aTtem 6epyT
nuneTkol 3 cM3 3TOro pasBefeHus, MoOMeLLalT B NPo6upKy, [06aBNAT 7 CM3 IMMOHHOKMUCIOro 6ydiepHoro
pacTtsopa.

5.5.2 TllogrotoBka K UCMbITaAHUIO

5.5.2.1 lNpwuroTosfieHne pacTeopa MUCMbITyeMOoro npenapara

5 1 Npo6bl, B3BELIEHHOW C MOrpewHoCcTL0 He 6o/ee 0.01 1. nomewaoT B CTYNKy, 3a/mBatoT 25 cM3 co-
NSHOW KMCNOTbl KOHLeHTpauun 0.2 Monb/AM3 1 pacTupaloT NecTUKOM. 3aTteM B3BeCb MepeHoCAT B Konby nnm
CTakaH, a CTynKy CMbIBalOT 25 cM3 pacTBopa COMIIHONM KNCNOTbl KOHUEeHTpauun 0.2 Monb/amM3 1 cMbIB A06aB-
NS0T B KONOGY.

B3Becb npenaparta BblJepXUBalOT B TeYeHne 2—3 4 Mpyu KOMHATHON Temnepartype 415 3KCTPakuum
rpusnHa. nepvoanyeckn B3banTbiBas, NOC/Ae Yero CoAepXxumMoe konbbl LeHTpudyrmpytoT npyu 2000 MuH'l B
TeueHne 10—15 MuH 1 UALTPYIOT Yepes3 ByMaxHblli hunbTp, nosayyas Takum obpasom passegexuve 1 ; 10.
3aTeM 13 3TOro pacTeopa rotoBAT ciefyoLmne passefeHuns ¢ NOMOLLbIO IMMOHHOKMC/IOro 6ytepHOro pacTso-
pa (c yuetom npegplayuiero passegeHuns 1 :10):

- Ana KopmorpmsnHa-10 — 1:1000; 1:2000; 1 ; 4000;

- Ans kopmorpusnHa-40 — 1 :4000; 1: 8000; 1:16000.

5.5.2.2 MopgroTtoBka Yallek [eTpu ¢ nuTaTenbLHON cpefoii n TecT-KyNbTypoii

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

B wecTb yawek MNeTpu 3annBatoT nuneTkoi no 15 cm3 pacnnaBfeHHOR rofoAHON arapoBoii cpedbl, No-
ny4yasa HWxHWiA cnoii. B 100 cm3 pacnnaBneHHol 1 oxnaxgaeHHol go 60 °C — 65 °C nutaTenbHOR arapoBoii
cpedbl BHOCAT 1 cM3 (10 mexayHapoAHbIX eAnHUL, MyTHOCTUN) TecT-KynbTypbl Bac. subtilis 6633 v pasnusatoT
B yallku MeTpy Ha 3aCTbIBLUMIA HUXHWIA CNOI ronofHol arapoBoii cpefbl No 7—8 cm3.

Mocne 3acTbiBaHWA arapa B Yallkax jenatoT no WecTb IYHOK 6ypoM, KOTopble pacnonaraioT no paguy-
CaMm Ha pacCTOsiHMM 2.8 CM OT LEHTpa Yallku ¢ MHTEPBA/IOM 0KoJ10 60€. B LecTb IYHOK Kaxaol U3 ABYX NoA-
rOTOB/IEHHBIX Yallek MeTpn BHOCAT kanenbHuuei okono 0,1 cm3 paboyero cTaHfapTHOrO pacTBopa rpusnHa.
Yawku nomewyaloT B TepmocTar npu Temneparype 37 °C v BblAepXuBaloT B TeyeHne 16—18 u, a 3atem us-
MepSAI0T AnaMeTpbl 30H 3afepXKn pocTa TecT-Mukpoba.

[na npoBegeHns ucnbiTaHUA nMpenaparta Ha COAepXaHue B HUX TPU3MHA UCMOMb3YT NapTuio nNuTa-
TeNbHOI arapoBoli cpefbl, obecneynBaloLLeil nocne AencTBus paboyero cTaHAapTHOroO pactsopa rpusnHa
30HbI 3a4ePXKv AnameTpom ot 17 go 21 mMM. B cnyyas nosiyyeHnss 30H 3afepXxku gunaMmeTpom MeHee 17 Mm
unu 6onee 21 MM roTOBAT HOBYIO MapTuiO cpefbl, NoAbupas HOBble CepUM KOMMOHEHTOB, WY yBENNUNBAIOT
(YMeHbLIalT) KONMYecTBO TECT-MMKPO6a, BHOCMMOTO B NMTaTE/IbHYI0 Cpeay, C Lieflbio AOCTMKEHNS onTMasb-
HOro pasmepa AnameTpa 30H 3afepXKn pocTa TeCcT-MUKpoba.

5.5.2.3 MocTpoeHune rpagynmpoBoYHoro rpaduka gnsa onpegeneHns akTMBHOCTU rpusmnHa

[na nocTpoeHus rpagympoBOYHOrO rpadpuka 3 pacteopa, cogepxallero 10 EA B 1 cm3, roToBAT NATb
pacTBOpoB KoHUeHTpauuavu 1.8: 2.4; 3.0; 3.8; 4.5 E/[] ¢ 1 cm3. PacTBop, cogepxawwmii 3 E[l B 1 cm3, AsBnseTca
KOHTPOJIbHBIM.

MonyyeHHble cTaHAapTHblE PaCTBOPbI, 3& UCKIIOYEHWEM KOHTPOMbHOTO, kanefbHuueli BHOCAT B Tpu
NYHKN (MO TPU YalKN Ha KakAyl KOHUeHTpaumio). KOHTPO/bHBI pacTBOp BHOCAT B OCTaslbHble TPU JIYHKM
Bcex 15 vawek. O6beM BHOCUMbIX pacTBOPOB (CTaHAAPTHOIO U KOHTPOJSIbHOIO) fO/MKEH OblTb PaBHbIM U CO-
cTaBnaTb okono 0.1 cm3. Mepen paboToii KanenbHULY TLWATeIbHO ONoacknBaloT GydepHbIM pacTBOpPOM, a

8



FOCT P 57244—2016

3aTeM pacTBOPOM, KOTOPbI/ cneayeT BHOCUTb B K&XAYH NYHKY. Hallku BblAepXMBAKOT B TedeHne 16—18 u B
TepmocTare npu Temneparype 37 °C, 3aTeM U3MepAIOT AMamMeTpbl 30H 3alePXKN pocTa TeCT-Ky/IbTypbl.

[nAa kax[oi KOHUEHTpaLuMn paccunTbiBalOT cpegHee apudMeTnyeckoe AmamMeTpoB 30H 3afePXKu pocTa
no Tpem yalwkam. [Nns KOHTPO/IbHON KOHLEHTpaLuu NoAcunTbiBalOT cpefHee apudmeTnyeckoe AnameTpoB
30H 3a/lepXKu pocTa OTAe/IbHO MO TPeM Yallkam 1 no sceM 15 yalikam, HaxofAaT Mornpasky, koTopas npeg-
cTaBfsieT co60V pasHOCTb MexAy CpeAHUMN apuMeTUUeCKUMIN KOHTPOJIbHbIX 30H 3afePXK1 pocTa, BblumMc-
NeHHbIX Mo 15 1 no Tpem yalukam.

MonyyeHHble nonpaskvM NPUGABAAIOT K CPEAHUM 3HAYEHUAM AnameTpa 30H 3afepXKn pocTa cTaHfapT-
HbIX PacTBOPOB KOHUeHTpauuu 1,8: 2.4; 3.0; 3,8:4.5 E[l B 1 cM3, BbIYNC/IEHHbLIX MO TPEM YallukaM.

Mo Nosy4YeHHbIM AaHHbIM Ha MOy/orapuddMmnYeckoin ceTke CTPOAT rpasyvMpoBOYHBIA rpaduk. Ha ocb
abcumce HaHOCAT cpefiHMe 3HavYeHus guamMmeTpa 30H 3alepXKn pocTa CTaHAapTHbIX PacTBOPOB, NOMYYEHHbIX
rnocsie BHECEHNA Nomnpasku, a Takke cpefHee 3HaueHve anameTpa 30Hbl KOHTPOJILHOTO PacTBopa, BbIYUCIEH-
Hoe no Bcem 15 vawkam. Ha ocu opAvHaT HAHOCAT COOTBETCTBYIOLME KOHLLEHTPAL MU PacTBOPOB.

pagyvnpoBOYHLIM rpatnKoM MOMb3YTCA B TeYeHMe ABYX MecsueB, Nepnoanyeckm npoBepss yrona Ha-
K/I0Ha KpPMBOWA NO ABYM KOHLEHTpauMaM Ha Tpex-naTh valukax.

5.5.3 NpoBegeHue ncnblTaHna

Ha kaxpayto npoby ncnbiTyemMoro npenapara UCnosib3yoT He MeHee Tpex vallek.

KanenbHuuel B TpU NYHKN KaokAOW M3 Yallek BHOCAT pabounii CTaHAaPTHbIA pacTeBop, a B Tpu Apyrve
NYHKN — OAMH U3 pacTBOPOB UCMbITyemoro npenapaTta. O6bem BHOCMMbIX pacTBOPOB paboyero ctaHgapTHOro
pacTeopa 1 UCMbITYEMOro npenaparta fo/mKeH OblTb paBHbIM 1 COCTaB/ATL 0Kos1o 0.1 cm3. Yaluku Bblaepxu-
BaloT B TeyeHne 16—18 u B TepmocTarte npu Temneparype 37 °C. 3aTeM U3MepPAIOT guameTp 30H 3a4epXKu
pocTa TecT-Ky/bTypbl. [pn 3TOM B pacuyeT 6epyT OfHY KOHLUEHTpauuio, nNpu KOTOPOI AnameTp 30Hbl pocTa
TeCT-Ky/IbTypbl B UCMbITyEMbIX 06pa3uax 6amxe K gnameTpy 30H 3afiepXKn CTaHAapTHOro pacTeopa.

5.5.4 ObpaboTKka pe3ynbTaToB

M3mepstoT 30HbI 3a4epXKK pocTa TeCT-Ky/IbTypbl, 06pasyemMble KOHTPO/IbHbIM PacTBOPOM CTaHAapTa v
MCMbITYyEeMbIM pacTBOpoM. HaxogdaTt cpegHee apumMeTmyeckoe pesy/bTatos AnamMeTpa 30H 3a/epXkn pocTa
no Tpem vawkam. BbluntatoT pasHOCTb 3HAYEHUI AMamMeTpOB 30H 3aAePXKN PocTa KOHTPOJIbHOW KOHLEHTpa-
Lun cTaHAapTHON KPUBOW M KOHTPO/IbHOW KOHLEHTpauuy B UCMbITaHUU. 3Ty pasHOCTb NpMbaBnsaioT K cpeaHe-
My 3HaYeHWIo AmameTpa 30H 3a[epPXKU UCMbITyeEMOro pacTsopa npenapaTta, ec/im OHa NosoXuTenbHas, um
BbIYMATAIOT, €C/IM OHa OTpuLuaTesibHas.

3aTeM Mo KpUBOW HaxoAAT KOHLEHTPaLMIO, COOTBETCTBYHOLLYIO HAiAEHHON BeNMYMHE 30H. YMHOXas no-
NIYYEHHYI0 KOHLEHTpaUuIo Ha cTeneHb pasbasneHuns, nonyyaloT cogepxaHne aHTnémnoTtnka 8 Ef B 1 cm3.

1 ycnosras EJ rpusnHa cooTBeTcTBYeT 1 MKr aHTMOMOTMKA B TOBAPHOM MpenaparTe.

CogepxaHue rpmanHa (XA) B I B 1 Kr npenaparta onpegenstot no chopmyne

N V 4
4 nij - 103"

rae N — cogepxaHue rpusmMHa B UCMNbITyEMOM pacTBope, MKr/cm3;
V — 06beM CONSHOI KACNOTbI, MCMOMb3YyEMOIi AN NPUrOTOBNEHNA B3BECK Mpenaparta, cM3;
T7 — HaBecka npenapara, r;
103 — nepeBOAHON KOIhDULMEHT MKI/T B I/Kr.
3a pesynbTaT UCMbITAHWA NPUHUMAIOT cpefHee apudMeTUyeckoe pesynbTaTtoB ABYX NapansienibHbIX
onpefeneHnii, KOTopble He A0/MKHbI OTIMYATLCS OT CPeAHEero 3HaveHns 6onee yem Ha 10 % OTH.

5.6 OnpegeneHue NOAMMHHOCTM (MAEHTUYHOCTK)

CyuwHOCTb MeTo/a 3ak/ovaeTcs B XpomaTorpadmyeckoM pasfeneHnuy Ha bymare rpusmHa Ha KOmmno-
HEHTbI 1 MPOSIB/IEHNN XPOMATOrpamMmmMbl HUHIMAPWHOBBLIM KpacuTenem u 6uoasTorpadmyeckum MeToAom 1 no-
cnefyoLlem CpaBHEHUN MOMYYEHHOW XpoMaTorpaMMbl C XpomMaTorpaMmoli cTaHgapTHOro obpasua rpusmHa,
NPOSIBNIEHHOW aHaNormyHbIM Cnoco6oMm.

5.6.1 Annapatypa, marepuasibl, peakTuBbl, PacTBOPbI:

- Becbl nabopatopHble 06Lero HazHadeHus no FOCT P 53228 1-ro u 2-ro knaccoB TOYHOCTM € HaMb0os1b-
1M npegenom s3sewwnsaHua 200 T,

- annapart AN BCTPAXMBAHNA XULKOCTeN;

- Kamepa Wnmn akcukaTop A4ns xpomatorpaduu gnametpom 28— 32 cw;

- 3/1eKTPOBEHTUNATOP GbITOBOM No FOCT 7402 nnu anekTpodeH 6biToBOM No MOCT 22314;
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- NUNeTKa UCMOSIHEeHUs 8 2-r0 Kiacca TOYHOCTM BMecTuMocTbio 0,1 cm3 no [4];

- Konbbl KOHNYeckne BmecTUMocTbio 100 cm3 no FOCT 25336;

LUNUHAPLI MepHble BMecTuMocTbio 100 cm3 o FOCT 1770;

cTynka apdgopoas no FOCT 9147;

6ymara xpomarorpadguyeckas no [3];

MEH3YPKN CTeKNAHHblIe BMeCcTUMOoCTbio 50 cm3 no MOCT 1770;

BOPOHKU fnameTpom 36. 56 Mm. BbicoToi 80 Mm no FOCT 25336;

Lmpkynb no FOCT 28950;

HOXHMUbI o FOCT 21239;

- nuHelika no FOCT 14735;

- NOTOK CTEK/NSAHHbIV U3 oprcTeknia unu yawku MeTtpu no TOCT 25336;

kucnota consiHas no FOCT 3118. pactBopb! koHUeHTpaumii 0.01 1 0.2 monb/am3;
Kucnota ykcycHas no NOCT 61;

6ytaHon-1no FOCT 6006;

cnupT 3TWIoBbIA No TOCT P 55878 nnu no FOCT 5962;

nupuauH no NOCT 13647,

HUHrIMAPWH. 0.25%-HbIl pacTBOp B 3TaHose, cofepxallem 1% yKCycHOW KUCNOTbI;
rpU3nHa cTaHjapTHbI obpaseLl, pacTBop C akTMBHOCTbLIO 1000 EJf] B 1 cm3 B CONAHON KNCOTE KOHLEH-
Tpayum 0.01 monb/gm3.

5.6.2 TlloAroToBKa K McnbiTaHUio

5.6.2.1 lNpurotoBneHne UcnbiTyemol npo6bl

5 r npenapara nomeLatT B CTYNKy U pacTupatoT npu fgobasneHun 25 cm3 pactBopa COJISHOWN KUCIOThbI
KoHueHTpaumm 0.2 monb/amM3. CycneH3no NepeHocaT B Konby, CTynky obmbiBaldT 25 cM3 pacTBopa COMsHOM
KMCNOTbl KOHUeHTpauun 0.2 Monb/AM3 1 Takke CmBatoT 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 coOOoTHOoWweHun 15 ; 10 ; 3 ; 12. Ha AHO kamepsbl KnagyT uIbTPOBa/IbHYH
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 ABa NpPOTMBOMOOXHbIX CEKTOPA Kpyra (Ha 0TPe30K Ayr BHYTPEHHE OKPYXXHOCTU) MUKPO-
NMUNEeTKON HaHOCAT pacTBOp CTaHAapTHOro obpasLa rpu3nHa B CONAHON k1ucnoTe koHueHTpauum 0,01 monb/gm3
B Konunuectse 0.1 cm3. Takum e 06pa3om HaHOCAT pPacTBOPbI ABYX UCMbITyeMblX Npob. s kopmMorpusu-
Ha-40 06bem HaHocuMoii npobbl cocTaBnseT 0.025 cm3, AN kopmorpusnHa-10 — 0.1 cm3. Mpu HaHeceHun
npo6 xpomarorpammbl nepuoanyecku npocylumsatoT peHoM. ocne HaHeceHus nNpob B OTBEPCTUE B LIEH-
Tpe Ancka BCTaBNAT puTnab 1 xpomaTtorpamMmmy noMeLlarT B KaMepy Tak. YTo6bl (OUTUIb Obl/l NOTPYXeH
B pacTBOpuUTENb.

[nsa nydwero pasgeneHns KOMMNOHEHTOB rPU3MHOBOrO KOMIJIeKca XxpomartorpaduposaHne nposoasaT B
TeyeHve 15— 16 u. [ocsie OKOHYaHWNA npouecca XpoMaTorpaMmmMy BbIHUMAIOT U3 KAMEPbl U BbICYLUUBAIOT B Bbl-
TSHKHOM LUKachy. 3aTeM xpomaTtorpaMmMy paspesatoT Nno AvameTpy Ha [Be YacTW, Tak YToObl B KaXAO0N M3 HUX
6bl/IN CEKTOP CO CTaHAapTHbIM 06pas3LLOM 1 CEKTOPLI C ABYMS UCC/efyemMbiMu obpasLamu.

5.6.3.2 OfHy MOMIOBMHY XpOMaTtorpaMMbl NPoOSBAAIOT 6roasTorpauyeckum cnocobom, Ans 4Yero u3
KaXXA0ro cektopa xpomMaTorpaMmbl B pafuasibHOM HanpaB/ieHUW Bbipe3atoT MNOMOCKM WHUPUHOA 0.5 cM 1 Ha-
KNaAblBaOT MUX Ha rasoH C TecT-KyNbTypoli napanfienibHoO oAHa ApYroii Ha PacCTOsSHAM 2 CM. COBMelLas ux
CTapTOBYIO NMHUIO. Ha 06paTHOl CTOPOHE N0TKa OTMEeYatoT CTapTOBYHO 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 1 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 HUHTUAPVHOOKPALLEHHBLIMW KOMMOHEHTaMK CTaHAapTHOro obpasua rpusvHa. a Takke 30H 3aepXxkuM pocta
TECT-KyNbTypbl OT UCMbITYEMbIX KOMNOHEHTOB NPO6bLI CBMAETEILCTBYET O NOAJ/IMHHOCTY Npenapara.

5.7 OnpegeneHne TOKCUYHOCTH

5.7.1 Annapatypa:

- cTynka cpapdpoposas no FOCT 9147,

- wnpuy no NOCT 22967;

- UMbl UHBEKLMOHHbIE no TOCT 25377;

- Bofa auctunavposaHHas no FOCT 6709.

5.7.2 MNpoBefeHne ncnbiTaHus

Mpenapat TWwarenbHo pacTuparoT B CTYNKe Npu HenpepbIBHOM J06aBNeHun BOAbl C TakMM pacyeToMm,
4yTo6bI 1 cm3cycneH3unn cogepxan 200 mr npenaparta.

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

5.7.3 O6bpaboTka pe3ynbLTaToB

Mpenapart cunTalwT HETOKCUYHbLIM, €C/IN BCE MbILIM OCTAIOTCA XUBbIMU B TEYEHWE TPeEX NocnenytoLmx
aHen HabnopeHus. MNpu rméeny xoTa 6bl OAHOW MbiWK B MOBTOPHOM ONbiTe Npenapart 6pakytoT.

Kaxzylo Mblllb UCNOMb3YIOT B ONbITE OAUH pas.

5.8 OnpepeneHve 3apaxeHHocTn Bpegutensamm — no FOCT 13496.13.

5.9 OnpegeneHvie noBapeHHol com — no MOCT 13496.1.

6 TpaHcnopTUpOBaHME U XpaHeHune
6.1 TpaHcnopTupoBaHue

6.1.1 KOpMOrpu3uH TpaHCMOPTMPYIOT BCEMM BMAAMU TPAHCMOPTA B KPbITbIX TPAHCMOPTHLIX CPeACcTBax B
COOTBETCTBUM C MpaBuiamMmn NepeBo30K rpy30B, Ae/CTBYIOWMMY Ha KaXAOM BuAe TpaHcnopTa.

6.2 XpaHeHue

6.2.1 KOpMOrpum3nH XpaHaT B CyXuX, 3allWLLiEeHHbIX OT aTMOCepHbIX 0CaAKOB NOMELLEHUAX Npu Temne-
patype He Bblilwe n/oc 28 °C n He HUXe MUHyc 28 °C.
6.2.2 He gonyckaeTca XxpaHeHne KOpMOrpu3nHa BMecTe C foXummnkaTamu.

7 FapaHTUM N3roToBUTENA

7.1 N3roToBuTe b rapaHTUpyeT COOTBETCTBME KOPMOrpu3nHa TpeboBaHNAM HaCcTOALEro cTaHjapTa npu
COGMI0AEHNN YCOBUIA XpaHEeHUS.
7.2 TapaHTWiHbI/ CPOK XpaHeHNs KOPMOrpu3nHa — OAUH Fof, CO AHS M3rOTOBMIEHUA Npenapara.
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