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MpeancnoBune

1 PASPABOTAH HekoMmepyeckum napTHepcTBoM «KoopavMHauMOHHO-MHMDOPMALUMOHHBIA LEHTP
coencTBUA NPeanpUATUMSM No BonpocamM 6e30nacHOCTM XMMUYeckoi npoaykummn» npu ydactum OO0 «LleHTp
NPOMBILWNEHHON BUOTEXHONOMMU UMeHN KHAMMHU E.P. [lawkoBoi»

2 BHECEH TexHu4eckum koMuTeTOM No cTaHaapTusauumn TK 326 «buoTtexHonornm»

3 YTBEPX/EH 1 BBEJIEH B AEVICTBUE npukasom ®efepanbHOro areHTCTaa no TEXHUHECKOMY pery-
NMUpoBaHMo U MeTpororumn oT 1 HosBpa 2016 1. Ne 1552-cT

4 BBEJEH BINEPBbIE

lMpasuna npumeHeHuUsI Hacmosileao cmaHdapma ycmaHosiieHbl 8 cmambe 26 ©edepanbHO20 3aKoHa
om 29 uroHs1 2015 2. Ne 162-®3 « O cmardapmu3sauyuu e Poccutickoll ®edepauyuuy. UHhopmayus ob usmeHe-
HUSIX K Hacmosiuemy cmaHdapmy ny6riukyemcs 8 exxe200HoM (1o cocmosiHur Ha 1 siHeaps mekyujeeo 200a)
UHGopMayUOHHOM ykazamene «HauuoHarbHele cmaHOapmbi», a oghuyuarnsHbil mekecm UsMeHeHul U ronpa-
80K — 8 EXXeMeCsIYHOM UH(hopMayUOHHOM yKkazamere «HauuoHaneHbie cmaHdapmbi». B cnyqyae nepecmom-
pa (3aMmeHbi) umu omMeHbl Hacmosweeo cmarHlapma coomeemcmsyrowee ysedoMmneHue bydem
onybnuxkosaHo 8 briuxallemM 6bIfyCKe eXeMeCsiHHo20 UH(OPpMaUUOHHO20 yKa3amernsa «HayuoHarbHble
cmaHlapmely. Coomeememeyrowas UHgopmMayusi, yeedoMieHue U mekcmbl pa3Mewaomesi makxe 6
UHGOpMayUoHHOU cucmeMe obuiez0 10/1b308aHUs — Ha oghuyuaibHoOM calime HayUoOHallbHo20 op2aHa
Poccutickol ®edepayuu ro cmaHdapmu3sayuu 8 cemu ViimepHem (www.gost.ru)

© CtaHgapTuHdopm, 2016

HacTosawui cTaHAapT He MoXeT 6bITb MONHOCTBLIO UMW YaCTUYHO BOCnpousseaeH, TupaxuposaH u pac-
NnpocTpaHeH B KayecTse 0hrumnanbHOro nsgaHmua 6e3 paspeleHna PegepansHOro areHTCTBa Mo TeXHUYEeCcKo-
MY perynmpoBaHumuio n MeTponormm
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HAUMWOHANbHBLIA CTAHOAPT POCCUMCKOHW OSEREPALMUMU

KOPMOBOW AHTUBUOTUK BALIMNUXUH

TexHu4eckue ycnosus

Feed antibiotic Batsilihin. Specifications

DaTa BBegeHna — 2017—05—01

1 O6nacTb NpMMeHeHus

HacTtoswuii ctaHgapT pacnpocTpaHaeTcsi Ha KOPMOBOW aHTMBMOTUK BaLMIUX1H — npenapar, CocTosi-
WA U3 aHTMBMOTUKa BaunTpaumHa, nonyyaemblii nyTemM MUKPOBMONOrMiYeckoro CMHTEe3a ¢ UCNosb3oBaHNeM
KynbTypbl Bac. licheniformis v HanonHUTenen u npegHasHavyeHHbIA ANA NCMOMb30BaHUA NpU BelpallnBaHn 1
OTKOPME CENbCKOXO3SINCTBEHHBIX )KUBOTHBIX.

2 HopmaTuBHbI€e CCbINKN

B HacTosiILeM cTaHdapTe UCMoNb30BaHbl HOPMATUBHBIE CCHINIKU Ha cneaytowme cTaHaapThl:

FOCT 12.1.005 Cuctema ctaHaapToB besonacHocTu Tpyaa. Oblme caHUTapHo-rurneHudeckue Tpebo-
BaHMs1 K BO3yXy paboueil 30Hbl

FOCT 12.1.008 CuctemMa ctaHaapToB 6esonacHocTu Tpyaa. Buonoruveckasn 6esonacHocTb. Oblume Tpe-
6oBaHuA

FOCT 12.2.003 Cucrtema craHgapTtoB 6esonacHocTu Tpyaa. O6opyaoBaHue MNpou3BOACTBEHHOE.
O6ume TpeboBaHusa besonacHocTU

FOCT 61 PeakTtuBbl. Kucnota ykcycHasi. TeXHU4eckue ycroBust

FOCT 1770 Mocyna MepHas nabopatopHaa cTeknaHHas. LiunuHapbl, MEH3ypku, konbbl, Npobupku.
O6Lwme TeXHUYecKne ycrnoBus

rOCT 2226 MeLuku 13 6ymarn u koMbuHMpoBaHHbIX MaTepuano. ObLmne TexHuYeckue ycrnoBus

FOCT 3118 PeaktuBbl. Kucnota consHas. TexHuyeckue ycrosusi

FOCT 4198 PeaktuBbl. Kanuii pocchopHOKUCNBIN 0AgHO3aMeLeHHBIA. TexHU4ecKue yCroBus

FOCT 4233 PeakTuBbl. HaTpuii xriopucTtbli. TeXHU4eckue ycnosust

FOCT 4328 PeaktuBbl. HaTpust rugpookuck. TexHudeckue ycrnosust

FOCT 5962 CnupT aTUMOBbLIA PEKTUMKOBaAHHBINA U3 NULLEBOTO ChIpbsA. TEXHUYECKUe YCNoBuUs

FOCT 6006 PeaktuBbl. ByTaHon-1. TexHuyeckue ycnosus

FOCT 6309 HuTkM WBeiHbIe Xnon4aTobymMaxHble U cUHTeTUYecKue. TexHuYeckne ycnosus

FOCT 6709 Boga guctunnupoBaHHasi. TexHu4eckue ycrnosust

FOCT 7402 OnekTpoBeHTUNATOPLI ObiIToBbIE. OBLME TEXHUYECKME YCIOBUS

FOCT 9147 NMocyna n o6opyaosaHve nabopatopHele hapcopoBblie. TeXHUYECKUE YCNoBUS

FOCT 10354 MNneHka nonuatuneHosas. TexHU4eckue ycnosusi

rOCT 12026 bymara counbTpoBasnbsHas nabopatopHas. TexHudeckue ycnosus (c UameHeHnamnNe 1,2, 3,4)

FOCT 13496.13 Kombukopma. MeToabl onpeaeneHns 3anaxa, 3apakeHHOCTU BpeauTenamMm xnebHbix
3anacos

WUspanne ochmumnanbHoe
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FOCT 13496.1Kombukopma, koMBUKOpMOBOE chipbe. MeToabl onpeaeneHns coagepXaHus HaTpus U Xro-
puaa HaTpus

FOCT 13647 Peaktusebl. MuupnaunH. TexHUYeckne ycrioBusi

FOCT 13805 NenToH cyxoi hepMeHTaTUBHBIN 4N 6akTepuonornyecknx Lenein. TexHudeckue ycriosus

FOCT 14192 MapkupoBka rpy3oB

FOCT 14735 NnaHku oTKnAHbIE. KOHCTPYKLMSA

FOCT 14961 HUTKN NbHsIHBIE Y MbHSHBIE C XUMUYECKUMIW BOSTOKHaMU. TeXHUYECK1e yCrioBus

FOCT 16280 Arap nuwieBoi. TexHUu4eckme ycrnosus

FOCT 17206 Arap mukpobuonornyeckmni. TexHuueckne ycnosus

FOCT 17308 Lnaratel. TexHn4eckne ycrnosusi

FOCT 17811 MeLuKkn NONN3TUNEHOBbIE ANsi XMAMUYECKON MPoayKLMU. TexXHu4eckue ycnosua

FOCT 18251 IleHTa kneesas Ha BymaxHol ocHoBe. TexHu4Yeckue ycrnosus

FOCT 18300 CnupT aTUNOBLINA PEKTUDUKOBAHHBIN TEXHUYECKUA. TeXHUYecKne ycroBus

FOCT 20729 lNuTaTensHble cpeabl. Boga MacHas (Ansa seTepuHapHbIX uernen). TexHudeckue ycnosust

rOCT 20730 NutaTensHble cpeabl. BynboH MACO-NENTOHHBIA (AN BeTepUHapHbIX Lienein). TexHuyeckue
yCcnoBusa

FOCT 21239 MHcTpyMeHThI xupyprudeckue. HoxHuupbl. Obmne TpeboBaHus U MeTogbl UCTIbITaHUA

FOCT 22280 Peaktusbl. HaTpu NUMOHHOKUCNBIN 5,5-BoAHBIA. TexHu4eckue ycrnoBus

FOCT 22314 3nekTpodeHbl 6biToBblE. ObLWME TEXHUYECKUE YCITOBUS

FOCT 22967 LUnpuubl Me AULIMHCKUE NHBEKLNMOHHBIE MHOTOKpaTHOro npumeHeHus. ObLLmne TexHu4eckmue
TpeboBaHWUA U MeTOAbl NCMbITaHUIA

FOCT 24104 Becbl nabopaTtopHble. O6wwme TexHnyeckue TpeboBaHus

FOCT 25336 NMocyaa u o6opynosaHue nabopatopHble CTeKNsAHHbIE. TUMbl, OCHOBHLIE NapaMeTpbl U pas-
Mepbl

FOCT 25377 Nrnbl UHBEKLMOHHBIE MHOTOKPaTHOIO NpuMeHeHusl. TexHuyeckue ycnosus

FOCT 28950 NHCTpyMeHThI YepTexHble. ObLwme TexHudeckue TpeboBaHUa U MeToabl UCNbITAHUA

FOCT 29227 MuneTku rpagynpoBaHHble. YacTb 1. Obme TpeboBaHus

MpwumeyaHune— lNpu NoNb3oBaHUM HACTOSILLMM CTaHAAPTOM Lenecoobpa3Ho NPOBEPUTL AENCTBUE CCbINOY-
HbIX OOKYMEHTOB B MH(POPMaLUMOHHOW cucTeme obLliero Monb3oBaHWA — Ha oduumnanbHom cante PegepanbHoOro
areHTCTBa MO TEXHNYECKOMY PerynmpoBaHnio U METPOSIorMmn B ceTu VIHTEpHET UMv Nno eXerogHomy MHOpMaLMOHHOMY
ykasarento «HaumoHanbHble cTaHgapThI», KOTOPLIN oNyBnmkoBaH No COCTOSIHMIO Ha 1 SHBapsA TEKYLLEro roAa, U Mo BbiNyc-
KaM eXeMeCAYHOro MHPOPMaLMOHHOIO ykasaTens « HaunoHanbHble cTaHAapThI» 3a TEKyLWMI rog,. Ecniv 3aMmeHeH ceblnou-
HbIli JOKYMEHT, Ha KOTOPbIV AaHa HeAaTUPOBAHHAsA CCbINKa, TO PEKOMEHAYeTCsl MCMONb30BaTh ASWCTBYIOWYIO BEPCUIO
3TOro fIOKYMEHTa C y4eTOM BCeX BHECEHHbIX B @HHYI0 BEPCUIO M3MeHeHni. Ecnm 3ameHeH CCbiNoYHbIA JOKYMEHT, Ha KOTO-
pblii AaHa gaTMpoBaHHas CCbiNka, TO PEKOMEHAYETCA NCNONb30BaTh BEPCUIO 3TOMO JOKYMEHTA C YKa3aHHbIM BblLLE FOA0M
yTBepxaeHusi (NpuHATUS). ECnn nocne yTBepXaeHWs HACTOSILLEro cTaHAApTa B CCbINOYHbIV JOKYMEHT, Ha KOTOpbIN AaHa
OaTUpOBaHHasA CChINKka, BHECEHO M3MEeHeHne, 3aTparveatoLuee rnonoxeHne, Ha KOTOPOe JaHa CChINKa, TO 3TO NONOXeHne
pekoMeHayeTcs NpuHATL 6e3 y4eta AaHHOTo N3MeHeHUs. Ecnv cecbinoyHbIi JOKYMEHT OTMEHEH 6e3 3aMeHbl, TO Nonoxe-
HWe, B KOTOPOM aHa CChIfKa Ha Hero, peKoMeHayeTCs MPUHATE B YaCTK, He 3aTparvBaloLLemn 3Ty CCbIIKY.

3 TexHuueckue TpeboBaHusA

3.1 BauunnxuH JomMXKeH U3roTOBMNATLCS B COOTBETCTBUN C TpeBOBaHUAMKN HACTOsLLIero cTaHgapTa no
TEeXHOMNOrM4YeCckoMy pernameHTy, yTBep>KaeHHOMY B YCTaHOBIIEHHOM MOpsAKe.

3.2 XapaKkTepucTuku

3.2.1 BauunuUxuH U3roTOBISAIOT C HaNonHUTenem. B kayecTBe HANOMHUTENS UCTIONb3YHOT KYKYPY3HYHO
UMW NWEHUYHYI0 MYKY, NWEeHWUYHbIE UMK pXKaHble OTPpYOu.

HanomnHutens No KpyNHOCTN U BAAXHOCTU AOSMKEH COOTBETCTBOBaTb 3HAYEHUSAIM, YCTAHOBMEHHbIM 4151
6auunmMxuHa.

3.2.2 B 3aBUMCMMOCTU OT coepXaHna aKTUBHOMO AeACTBYIOLLEro Havyana — aHTMbuoTuka 6aunTpauu-
Ha — BaUMMUXMH U3rOTOBAAIT YeTbipex Mapok: Gaumnuxut-30, 6auunuxuH-60, 6aumnuxuH-90 n 6aumnu-
XnH-120.

3.2.3 Mo duaunko-6uonormieckum nokasatensam 6auunuxmMH JoMmKeH cooTBETCTBOBaTL Tpe6GoBaHuUsM,
yKasaHHbIM B Tabnuue 1.
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Tab6nunya 1— dusuko-ouonornyeckne nokasatenu daunMnUxmHa

3HaueHue ana mapku

HaumeHoBaHue nokasarensi
Baunnuxux-10 Baunnuxux-40
BHewHuin Bug, OAaHOPOAHBIN MOPOLLOK OT CBETSO-XENToro A0
CBETIN0-KOPUYHEBOIO LUBETA
Maccosas gonsi Bnaru, %, He Gonee 9,5
KpynHocTb nomona: ocrartok Ha cute ¢ OTBEPCTUSIMA AMaMeTpoMm 10,0
0,56 mm, %, He Bonee
OcrtaTok Ha cuTe ¢ oTBepcTusimn anameTpom 1,00 mm, %, He Gonee 0,5
pu3nH B 1 Kr Nnpenapara, r 10+1,0 4G +4,0
MoanuHHOCTL MosiBneHne HUHMIMOPVHO-OKPaLLEHHbIX

KOMMOHEHTOB Ha XpoMaTorpaMmme,
COBMNaZaloLLMX Mo MOnoXeHuio ¢
HUHIIMAPWHO-OKpaLeHHbIMU KOMIMOHEHTaMun
cTaHgapTHoro obpasua 6aumTpaumH, a Takke
30H 334ePXXKN TECT-KYIbTYPbl OT UCIbITYEMbIX
KOMIMOHEHTOB MpOObI

Be3BpeHOCTb B TECT-A03€ Ha OAHY Mbillb, MI 100
3apaxxeHHOCTb BpeauTENsMU U NINECEHbI0 He gonyckaetcs
MaccoBasi gonsi nosapeHHon conu, %, He Gonee 15

3.3 TpebosaHus 6esonacHoCTH

3.3.1 MNpenapat bauunuxuHa U3roTOBNSIIOT B COOTBETCTBUM C Npasunamm 6e3onacHocTy 4nisl NponsBo-
OCTBa MUKpOBUONOrM4eckon npomelLLnieHHocTm [1].

3.3.2 lMpepensHo gonyckaemMas KOHLEHTpaLMa npenapaTa B Bo3ayxe pabounx noMeLeHUn He AomkHa
npesbiwats 0,4 Mr/m3.

3.3.3 lNpupaboTe c npenapaToM HeOBXOANMO NPUMEHSTL MHAMBUAYANbHBIE CPeACcTBa 3aLUThI: pecnu-
paTop, 3alNTHbIE OYKU, Pe3NHOBbIE NepyaTKn, Takke cobrmoaaTb Mepbl IMYHOW TUTNEHbI.

3.3.4 TpoussoacTeseHHoe 06opyaoBaHne fOKHO oTBevaTh TpebosaHusm FOCT 12.2.003.

3.3.5 [nsa npegynpexaeHus onacHoro U BpegHoro Bo3AenCcTBUs MUKPOOPraHnM3MoB criedyeT cobnto-
Aatb TpeboBaHus 6uonorudeckoin 6esonacHoctn no FOCT 12.1.008.

3.3.6 O6wue caHuTapHo-TUrneHn4eckne TpeboraHUs kK Bo3ayxy paboyei 3oHel — no FTOCT 12.1.005.

3.4 MapkupoBka

3.4.1 Ha kaxablin ByMakHbIn MeLLOK HaHOCAT TpaHCNopTHYO MapkupoBky no FTOCT 14192 ¢ nzobpaxe-
HMEM MaHUNYMsILMOHHBIX 3HaKoB «BouTcs celpocTuy, «bouTcsa HarpeBa», «Kptokamu HenocpeacTBEHHO He
6paTb» U C ykasaHUeM OONOMHUTENbHBIX CBEAEHWIA;

- HauMeHoBaHUs NpeanpUATUS-U3rOTOBUTENS U (UNN) 70 TOBAPHOTO 3HaKa;

- HauMeHOBaHWs U MapKu npenapara;

- Macchl HEeTTO;

- HOMepa napTuu;

- OaTbl U3roTOBIEHUS NpenapaTa;

- rapaHTUAHOro cpoka XpaHeHus:;

- YCIOBUWI XpaHeHUsT;

- npeaynpeauTenibHbIX Haanucen « XpaHuTb ¢ NpeaoCcTOpOKHOCTLI0. CnUcok By. «Ans BeTepuHapuny;

- 0603Ha4YeHust HacTosILero cTaHaapTa.

3.4.2 B kaxablin 6ymaxHbI A MeLLIOK BKNaabliBaoT MHCTPYKLMIO MO NPMMEHeHUIo Npenapara B KofMyecTBe,
paBHOM YUCAY NONN3TUNEHOBBLIX MELLKOB.

3.5 Ynakoska

3.5.1 BaunnuxuH dacytoT B MeLku 20 Kr us noNuatuneHoBoi nneHku no FCOCT 10354 unu mewwku nonu-
atTuneHosble no FOCT 17811. MNonnaTuneHoBbIE MeLLKXM TePMOCNanBaloT U YNakoBbIBaoT B GyMaxHble YeTbl-
pexcnoiHble mewku no FOCT 2226.

NonyckaeTtca cacosatb bauunuxuH B 6ymaxHesle mewku mapok BM, BM, MM, BMIN, BMB, BMI no
rOCT 2226.
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3.5.2 BymaxHble MeLUKM 3aLUnBaoT MaLlMHHbIM cnoco6oM HUTkamuno FOCT 14961, unnno FOCT 6309,
nnu wnaratoM no FOCT 17308, ocTaenss rpebeHb No BCEl LUMPUHE MeLLKa He MeHee 4 cM.

[lonyckaeTcs BMecTo 3aLumBaHus 6ymMmaxHbIX MeLLIKoB UX ckneusaHue no FOCT 18251.

3.5.3 Macca HeTTo ynakoBo4YHON e AUHULBI AosmKHa cocTaBnsaTe (20 £0,2) kr.

4 TMpuemka

4.1 BaunnuxvH NpuHUMatoT napTusaMn. MapTuei cumTatoT N6Goe KONMMYEeCcTBOo NpenapaTa, U3roToBMNeH-
HO€ 3@ OMH TEXHOMOrMYECKMIA LIMKIT, OAHOPOAHOE Mo NokasaTeNAM Ka4ecTBa 1 0hopMIeHHOE O4HUM OKYMEH-
TOM O KauyecTBe.

B ooKyMeHTe O KauyecTBe yKasblBatoT:

HauMeHoBaHWe NpeanpPUATUA-U3rOTOBUTENS U (UMW) €ro TOBAPHbIN 3HaK;
HauMeHoBaHWe 1 MapKy npenapaTa;

HOMep NapTuu;

maccy HeTTo napTuu;

KONMYeCTBO MecT B NapTuu;

JaTy U3roToBMNeHUs nNpenapaTa (rod, MecsiL, YMCno);

pesynbTaThl UCTIbITaHWIA, AaTy BblAauv JOKYMEHTa O KauyecTBe;
rapaHTUHBIA CPOK 1 YCIOBMSI XPaHEHNS;

0603HauYeHNe HacTosILLero cTaHaapTa.

4.2 [1ns npoBepku kavecTBa GaLUnNMXMHa OT Kaxaon napTum oTéupatoT BbIGOpKy B pasmepe: oT napTum
A0 100 ynakoBOoYHbIX egUHWL — He MeHee 5 yrnakoBoYHbIX eAnHWLL; cebilwe 100 ynakoBoYHbIX eguHnL, — 5 %.

4.3 MoanuHHocTb BaunnuxuHa onpefenstoT B kaxaon 10-11 naptun. Mpu U3MeHeHUN TEXHOOTMA U3ro-
ToBneHusa baunnuxmHa, NoaNMHHOCTL onpeaensitoT B NATU NapTUsaxX noapsa.

4.4 Mpn HeyaoBNETBOPUTENbHBIX pesynbTaTax UCMbITaHWA XoTsl bkl No 0OAHOMY NokasaTesno No Hemy
NPOBOASAT MOBTOPHbIE UCMIbITAHWS HA YABOEHHOM KONMYecTBe BbIBOPKU, B3ATON OT TOM e NapTum NnpoayKuun.

PesynbTaThl UCNbITAHWUIA PACTIPOCTPaHSAIOT Ha BCIO NapTUIO.

5 MeTtoabl MCNbLITAHUNA

5.1 OT60p Npo6

5.1.1 OT kaxaoi ynakoBOYHOW eauMHWULbl OTOUparoT 2—3 ToveyHo Npobbl LWynomM BMECTUMOCTLIO
He 6onee 50 r, norpyxxas ero Ha BCIo rNybuHy MeLlka.

5.1.2 ToueyHble NPoBbl 0GHLEANHAIOT, TWATENBHO NEPeMeLLNBAlOT U BbIAENAOT cpeaHio Npoby mac-
Ccoil He MeHee 600 T.

5.1.3 CpegHioto npoby genaT nonosnam 1 NoOMeLaioT B ABE YUCThIE Cyxue BaHkn ¢ npuTepTeIMA NPobka-
MU UK B NONU3TUNEHOBBLIE MELLIOYKN.

OpHy baHky Unu MelLLIoYeK NepeaatoT B nabopatopuio Ans aHanusa kadyecTBa npenapara, a apyryto 6aHky
WIN MELLIoYEK XpaHST B TeYeHne cpoka roqHOCTWN Npenapara Ha criydai pasHoriacui B oLeHKe KayecTsa.

5.1.4 Tpo6bl, HanpaBnaeMble B TabopaTopuIo UMM Ha XpaHeHUe, oneYyaThiBaloT U CHaGXaloT 3TUKETKON ¢
yKasaHueM:

HauMeHoBaHUsA NPEANPUATUA-N3roTOBUTENS U (UNN) ero TOBapHOTo 3HakKa;
HaUMeHOoBaHWs Npenapara;

HoMepa napTuu,

Macchl HETTO NapTuu;

natbl oTb6opa npobbl;

JOJIDKHOCTU U MOANUCK Nnua, oToupasLwero npoody;

rapaHTUAHOrO CPOKa XpaHeHUs.

5.2 OnpepeneHue BHELLHEro BUAA U NeceHu

Hasecky Maccon 50 r pacchinatoT Ha 6enyto YMCTYI0 MOBEPXHOCTb, PACCMAaTPUBAIOT MONPEAENSIoT LIBET U
Hanuuue NieceHu Npu eCTeCTBEHHOM OCBELLEHUN.

5.3 OnpepgeneHue MaccoBOM [,0NU BRNaru

CywHoCTb MeToZa 3akroyaeTcs B BbICYLUMBAHUM Mpenapara nNpu HarpesaHun Ao NOCTOAHHON Macchl
npu Temnepatype (105 +2) °C v onpeaeneHUn BNarv no pasHoCcTU pe3ynbTaTos B3BELUMBaHWN.

4
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5.3.1 Annapatypa 1 peakTuBbl

CywnnbHbln Wkad noboro Tuna, obecnevnsarowuii Temnepatypy Harpesa ot 100 go 200 °C ¢ TouHoc-
Tbto Tepmoperynsaummn +2 °C.

Becbl nabopartopHble obwero HasHaueHus Mo FOCT 24104 1-ro n 2-ro KNaccos TOYHOCTU C NPeaenom
B3BeLwwnBaHns 200r.

BtoKcbl, U3rOTOBMNEHHbIE U3 HE KOPPO3MPYEMOro MeTanna, unncrakaH4mkmu CB 14/8; 19/9; 24/10; 34—2 no
rOCT 25336.

AkeukaTop ncnonHeHns 2 ¢ gnameTtpom koprnyca 100, 140, 190, 250 mm no FOCT 25336, coaepxalumin
cunukarens ¢ 4o6aBneHneM MHAMKATOPA BNaXKHOCTU U NMPOKaNeHHbIA Xopua kanbuums.

5.3.2 MpoBepeHue UcnbITaHUA

OTKpbITYIO BIOKCY 1 KPBILLKY MOMeLLatoT B CYLUUbHBIN Wkad npu TemnepaTtype (105 + 2) °C Ha 30 MuH.
3aTeM 3aKpbIBatoT GHOKCY KPBILLKON, OXaxaaloT B 3KCUKaTope 40 KOMHaTHOW TemrepaTyphbl U B3BELLUBAIOT.
BelcyLumBaHme BoKChI C KPBILLKON NPOBOAAT A0 AOCTWKEHUSA NOCTOAHHON Macchl.

5 rnpenapata nometuatoT B 6rokcy. OTKpbITYHO GHOKCY 1 KPbILLKY MOMELLIa T B CYLUNALHBIN LWKad npu Tem-
nepatype (105 £ 2) °C Ha 4 4, 3aTeM 3aKkpbIBatoT BHOKCY KPBILLIKOR, MePEeHOCHT B 3KCUKaTOP, OX1aXAaloT A0 KOM-
HaTHOM TemMnepaTypbl 1 GbICTPO B3BELLMBAIOT.

BHoBb BhICyLUMBatOT 0bpaseL, B TedeHre 14, oxnaxgarooT 1 B3seLwwnsatoT. MoBTOpAOT BhICYLUIMBaHUE 10
TeX Nop, NoKa pasHOCTL Pe3ynbTaToB ABYX NocregoBaTebHbIX B3BelwmBaHuin 6yaeT He 6onee 0,0004 r. Ecnn
nocre NOBTOPHOrO BbICYLUMBAHWUS Macca YBENMYMTCA, 3a pesynbTaT NpUHUMaloT HauMeHblUee 3HaveHue.

5.3.3 O6paboTka pe3ynbTaToB
MaccoByto gonto Braru (X;) B npoLeHTax BbMACNAIOT no chopmyne 1:

x, = ™=M2 19, (1)
my —m3
rae mq — macca 6tokcbl ¢ Npo6oit A0 BLICYLUMBAHUA, T;
m, — macca 6tokchl ¢ Npo6oil nocne BiCYLIMBaHUA, T;
mq — Macca 6okcel, T.
3a okoHYaTelbHbIA pesynbTaT UCNbITaHUA NPUHUMALOT cpeaHee apudMeTUdeckoe pesynbTaToB ABYX
napannensHbIX onpegeneHuid. [lonyckaemble pacxoXaeHust He AOSMKHbI OTNIMYATLCA OT cpefHero 3HavyeHus
6onee vyem Ha 5 % (OTH.).

5.4 OnpeaeneHue KpynHOCTU Nomona

CywHOCTb MeTo/ja 3aKkro4aeTcs B rpaBMMeTpU4eckoM onpeaeneHum octatka Ha cuTe nocre npocevsa-
HUSA NPo6bI.

5.4.1 Annapartypa

YcTaHoBKa ANnst pacceBa ¢ CUTaMn: ¢ HOMUHaNbHBIMU pasmepamu adeitku 0,560 mm 1 1,00 mm no [2].
Becbl nabopatopHsblie obulero HazHavweHus no FOCT 24104 1-ro U 2-ro KNaccoB TOYHOCTU C HaUBONbLINM
npegenom e3selumsaHuns 200r.

5.4.2 lNMpoBeaeHue UCNbITAHUNA

100 r npenapata noMeLLaloT Ha CUTO, KOTOPOEe 3aKPbIBAKOT KPLILLKOKW, yKpennsaioT Ha nnaTdgopme ycTaHoB-
K1 ANA pacceBa, BKIOYatoT YCTaHOBKY 1 npocensatoT B TedeHue 10 muH npu 190—210 konebaHnsix B MUHYTY.

DonyckaeTcs npocenBaHue py4uHbiM cnoco6om npu 110—120 konebaHWAX B MUHYTY 1 pa3maxe koneba-
HUi okono 10 cm.

5.4.3 O6pab6oTka peaynbTaToB
OcrtaTtok Ha cute (X5) B MpoLieHTax BbIMUCAAOT No hopmyne 2:

X, =4 100, )
mg
rae my — macca ocTaTka Ha cuTe, I;
mgs — macca npobl, r;
3a okoHYaTesnbHbIA pesynbTaT UCTIbITAaHWUA NPUHUMALOT cpedHee apudMeTUdeckoe pesynbLTaToB ABYX
napannenbHbIX onpegeneHunid. [lonyckaemble pacxoXaeHust He AOSMKHbI OTNIMYATLCA OT cpeHero 3HavyeHus
6onee yem Ha 10 % OTH.
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5.5 OnpepeneHue 6auuTpauuHa

CyuwHOCTb MeToAa 3aKito4ae TCA B CPaBHEHWUM 30H 3aePXKKU pocTa TecT-kKynbTypbl Bac. subtilis ucneitye-
MbIM penapaToM 1 cTaHgapToM 6auutpaunHa. YyBcTBuTenbHocTb Metoga 0,5 Ef1B 1 Mr.

5.5.1 Annapartypa, MaTepuansbl, peakTUBbI U NUTaTENbHbIE Cpeabl:

- pH-MeTp ¢ norpeluHocTbI0 nsMepeHus He 6onee 0,1;

- Becbl nabopaTtopHble 06wero HasHavyeHna no FOCT 24104 1-ro 1 2-ro KNNAaccoB TOYHOCTU € HAaMOOMb-
LM npegenoMm B3sewmsaHua 200T;

- aBTOKNAaB BEPTUKANbHbIN;

- MUKpOCKON;

- TepMmocrtart nto6oro Tuna, obecnevrBatoLmil Temnepatypy Harpesa (< 37 £ 1) °C;

- BaTepnac;

- CTOMUK C rOPU3OHTaNbLHOWN NAcTUHOW BEPTUKaNbLHOMO CTEKNa;

- cywunbHbii wkad noboro Tuna, obecneunsatowmii Temnepatypy Harpesa ot 100 °C go 200 °C ¢
norpeLLHocTeo TepMmoperynauum 2 °C;

- TepMOMeTp ¢ LeHon aeneHus 'C n ananasoHoM namepeHus ot 0 go 100 °C;

- OaHs BogsiHas ntoboro TvMna, obecneunatowan Temnepatypy Harpesa ot 20 °C go 100 °C ¢ norpew-
HOCTblo Tepmoperynsauum =3 °C;

- Byp unu npo6oYvHoe CBEPNO C BHYTPEHHUM AMaNasoHOM 8 MM;

- KanenbHWLY, NpeacTaBnsoLWyo cCO60M MHBEKLMOHHYIO UMY, BNasHHYIO B CTEKMAHHYIO TPyOKy AnameT-
poM 5—7 MM, Ha KOHeL, KOTOpPOW HaJeTa pe3nHoBas rpyLua;

- konBbl MepHble BMecTUMocTbio 100, 1000 cm3 no FOCT 1770;

- konb6bl KoHMYecKue BMecTMocTbio 100 cm3 no FOCT 25336;

- vawkun bakrepuonorudeckune (Yawku Metpn) Tuna LUBH ucnonHeHus 2, HOMUHANBHBEIM ANaMETPOM
100 mm no FOCT 25336;

- MUNeTKU BMecTUMOoCTbo 5, 10 1 20 cm3 ucnonHeHus 6, 7 no FOCT 29227:

- npobupku Tuna LW gnametpom 16 Mm, BicoTon 150 MM M3 XuMUYeckun cTolkoro ctekna rpynnel XC no
FOCT 25336;

- CNUPTOBKM cTeknaHHble o TOCT 25336;

- matpaubl CTEKsIHHbIE;

- BOpoHkKa Tuna B guameTpom 100 mm BbicoTon 150 mm no FTOCT 25336;

- neTns Mukpobuonornyeckas;

- B6ymara cdunbtpoBansHas no FOCT 12026;

- obpasel cTaHOapPTHBIN CTEKNAHHbIA 4N BU3yanbHOro onpeaeneHns MyTHOCTU bakTepuanbHbIX B3Be-
cei, MyTHOCTb kKoToporo pasHa 1,66 cm-1 v aksuBaneHTa 10 MexayHapoaHbiM eauHULaM MyTHOCTH;

- LMNMHAPELI MepHble BMecTUMocTbio 50 cm3 no FOCT 1770:;

- BauuTpaumH cynbdat cTaH4apTHBIA C aKTUBHOCTLIO, yKa3aHHOM Ha 3TUKETKe;

- TecT-MUKpoopraHuam Bac. subtilis;

- HaTpPWN TMMOHHOKUCHbLIA Tpex3amelleHHbli no FOCT 22280;

- HaTpus rmgpookmce no FOCT 4328;

- Hatpun xnopuctblin no FOCT 4233;

- kucnota consHas no FOCT 3118, pacteopbl koHueHTpauumn 0,01 mons/am3 (0,01 H.) n 0,2 Monb/am3
(0,2H.);

- Kanbuwin poccopHokucnbiv ogHo3amelleHHbl No FOCT 4198;

- NenToH cyxoi hepmeHTaTUBHLIN Ans bakTepuonornyeckux uenei no FOCT 13805;

- BynboH XoTTuHrepa;

- arap mukpobuonorudeckuia no FOCT 17206 unu arap nuiesoit no FOCT 16280;
pacTBop 6ycepHbIA IMMOHHOKUCHLIN ¢ pH 3—3,2; rOTOBAT CMeLLIeHUeM [IBYX pacTBopoB: 62 cM3 pacT-
sopa A 100 cm3 pacTeopa b.

Pactsopbl A u B rotoeaT cneayowwmm obpasom:

- pactBop A — 22,6 ruMTpaTa aurugpaTa HaTpua NOMeLLaoT B MepHYIo konby BMecTumocTbio 1000 cm3
W JONUBaIOT BOAY A0 METKU;

- pactop 5—8,2 cM3 KOHLLEHTPMPOBaHHO COMNAHOI KUCTOTHI MOMELLIAIOT B MEPHYI0 KOoNBy BMECTUMOC-
Tbio 1000 cM3 1 pa3BaBnAIOT BOAOI 40 METKM.

PacTsopbl Ans okpacku no MNpamy.

Bopaa macHaa no FTOCT 20729.

BynboH Maco-nentoHHbIM (MMB) no FTOCT 20730.

Cpepa araposas roniogHas; rotToBaT cneayoLwmm obpasom:
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- 15 r arapa, B3BeLLUEHHOro ¢ MorpelHocTblo He 6onee 0,01 r, nomewaoT B kONby BMECTUMOCTbIO
1000 cm3, coaepxatuyto 900 cm3 Boapl. Konby ctaBAaT Ha BoaAHYo 6aH0 M HarpesatoT 40 NOSIHOro pacnnasne-
Hus arapa;

- 3 r pgurugpooptococdaTa Kanus, B3BEWEHHOrO ¢ NorpewHocTbio He 6onee 0,01 r, pacTBOpAIOT B
100 cM3 BOAKI, 3aTEM BLINMBAIOT B pacnnaBneHHbIii arap, aooaaTt o6vem Bogon o 1000 cm3 1 nepemelLuBa-
toT. YcTanaesnueawT pH 8,0 npu nomowm 30 %-Horo pacteopa ruapookcuaa Hatpusl. ArapoByio cpefly KUNATaT
Ao obpasoBaHus ocaaka, 3aTeM hunbTPyOT Yepes TOSCTLIA CNOW BaTbl U CTEPUNA3YIOT B aBTOKNAaBe B TeyeHue
30 muH npu Temnepatype (110 + 1) °C. pH cpeabl nona crepunusauun gomxkHa 6eiTe 7,8—8,0. Cpeay xpaHaT
npu TeMmnepatype 20—22 °C He 6onee ABYX MecALEB.

Cpepa araposas nuTaTesibHas; rOTOBAT aHaorMYHO NPUrOTOBSIEHNIO arapoBoi rONOAHOW cpeabl, Npu
aTom B3ameH Boabl 6epyT MIME ¢ cogepxaHnem amnmHHoro asota 50—60 mr 8 100 cm3 BynboHa. MutatensHyio
cpenly CTepunuayioT B aBToknaee B TedeHne 30 MuH npu temnepatype (110 £ 1) °C. MNocne crepunusaunmn pH
pacTBopa AorkHa 6biTb 7,8—8,0. PacTBop XpaHAT B TeHeHNe MecsaLa Npyu KOMHaTHOMN Temneparype.

PacTBop chmsuonoruyeckui.

Arap maco-nenToHHbI (MIMNA) — cpeaa ansa kynbTypbl Bac. subtilis rotoBaT cnegyrowmm obpasom:

MI1B pa36asnsioT BooM B cooTHoweHnn 1: 2. K 1000 cm3 pasbasnenHoro MIMNE ao6asnsiot 20 rarapa,
B3BELLUEHHOTO ¢ MorpelHocTblo He 6onee 0,01 r. Ana HabyxaHnsa arapa cMecb BblAEpPXUBAIOT B TeyeHue
40—~60 MUH Npn KOMHaATHOW TemnepaType.

MIA pacnnasnstoT Ha BogsiHow 6aHe, yctaHasnueatoT pH 7,2—7,4 npu nomowum 30 %-Horo pactsopa
rmapooKcuaa HaTpus, JakT cpefe oTCToATbes B TedeHue 30 MUH, nocne vero cpeay unbTpyloT Yyepes Tor-
CTbIlA CNOV BaThbl, 3aTeM pa3nueatoT B Konbbl n cTepununaytoT npn Temnepatype (110 £ 1) °C B TeueHune 30 MuH.
pH cpenpl nocne cTepunMsauum AomKeH 6biTb 7,2—7,4.

Cpegna ana sbipawymsaHus cnop Bac. subtilis 6633 B MaTpuuax roToBAT criegyowmm o6pasom:

25 r arapa, B3BeLLEeHHOro ¢ NorpellHocTbio He 6onee 0,01 1, ao6asnsioT Ha 1000 cm3 6ynboHa XoTTuHre-
pa c cogepxaHnem 30—35 % amuHHoro asota. [MonyyeHHyto cpeay pasnueatoT No MaTpuLamM U CTEPUITU3YIOT B
TedeHue 30 MuH npu Temnepatype (110 £ 1) °C. pH nocne cTepunusaummn gormkeH 6biTs 6,0—6,2.

CycneHaus TecT-kynbTypbl Bac. subtilis 6633 roTosAT cnegytoLyMm o6pasom:

TecT-kynbTypy Bac. subtilis 6633 nepeHocaT Mukpobuonornyeckoli netnei B npobupky ¢ cousmonornyec-
KM pacTBOPOM, 3aTEM MMUNETKON Kansto Nony4eHHo cycrneH3nn nepeHocAT B Yaluxku Metpu co cpenon MMA,
pacTUpatoT ee Mo YaLlKe CTEKMSHHBIM LUNaTenem, Nocse Yero 3TMM e LWnaTernemM NepeHocsT ocTaBLUYoCA Ha
HEeM KyNbTypY 13 YallKuM B YaLLKY C BblLLeyKasaHHON cpeor nyTem pacTupaHus (5—7 valiek), .obusancs Takum
0o6pa3oM B nocneayoLem pocTta 0TAeNbHbIX XapaKTepHbIX KONTOHUIA.

TecT-KynbTypy BblpalmsatoT npun Temnepatype 37 °C B TeueHue 18—24 4. 3aTeM oTbMpatoT TUNUYHBIE
KOMOHUM — MenKue, cepoBaThie C 3yGyaThiM KpaeM U nepecesaloT bakTepnanbHON NeTnein Ha CKOLEHHbIA
MIA B npobupky v BelipalmsaeT npyu TemnepaTtype 37 °C B TedeHue 18 4, nocne Yero KynbTypy CO CKOLLIEHHOTo
arapa cMblBatoT 5—10 cM3 cTepunbHOM AMCTUNNMPOBaHHON BOAB! M CMbIB NEPEHOCAT B MaTpaLbl. 3acesiHHbIA
mMaTpal, BbiAepKMBatoT Npn TemnepaType 37 °C B TedeHue 5—7 cyTokK, Mocrne Yero NpousBoaaT MUKpOCKONU-
YeCcKMI KOHTPOIb U, eCri B Maskax, okpallueHHbIX no 'pamy, nmeetcs 8 none speHus 80—90% cnop, agenatoT
CMbIB KY/IbTYpbl CTEPUINBHON ANCTUNNMPOBaHHOW BOAON.

Mony4eHHyo B3BEeCh CMOP NporpeBatoT Nputemnepatype 60—70 °C Ha BoasiHo 6aHe B TeveHue 30 MuH,
3aTeM B3BeCb CMOp NMPOMLIBaOT HE MeHee Tpex pas CTePUnbHON AUCTUANMPOBAHHON BOAOW NPy LeHTpudyru-
POBaHMWM 40 NOMHON NPO3PaYHOCTI HAJ0CaAA0UHOMN XKNAKOCTU. [POMBITYIO B3BECH CMOP XPaHSAT B CTEPUMLHON
AUCTUNNNPOBAHHON BoAE B 3anasHHbIX aMnynax unu npobupkax B TeyeHue AByX feT npyu TeMnepartype oT4 Ao
10 °C.

BauuTpaLH OCHOBHOW CTaHAAPTHBIN pacTBop koHLeHTpauuu 1000 Efl B 1 cm3; pacTBop roToBAT criedy-
towm cbpasom: 20 Mr cTaHgapTHOro o6pasua baunTpaumH, B3BeLLeHHbIe C norpelHocTbio He 6onee 0,0002r,
pacTBOPSIIOT B paccunTaHHOM 06 beMe pacTBOpa COMAHON KUCTOThI KoHLeHTpaLmmn 0,01 monb/am3.

O6bem pacTBopa CONnAHON KUCMOTbI (X3) B KYBUYECKMX CaHTUMETpax BEIMUCNAIOT Mo (hopmyne 3:

_mgxA (3)
3771000’

rae mg — Macca cTaHaapTHoro obpasua cynbgara 6auntpauuH, mr;

A — aKTUBHOCTb cTaHAapTHOro obpasua cynbdaTta 6aunTtpaumH, El B 1 Mr (BecoBoe BbipaxeHue 1 E[
aKTUBHOCTU cynbgaTa GauuTpaumH 3aBUCUT OT aKTUBHOCTU AENCTBYIOLIEro B HacToslee Bpems
cTaHgapTHoro obpasua);

1000 — aKTUBHOCTb OCHOBHOIO CTaHAapTHOrO pacTBopa cynbara 6auutpaumH, EN B 1 cm3.
MonyyeHHbI pacTBOp XpaHsAT B konbe ¢ nputepTon npobkoit npu Temnepatype 4 °C B 3alLuULLIEHHOM OT
cBeTa mecTe He 6onee ogHoro mecsua.
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BauuTpauuH pabounii cTaHAapTHBIA pacTBop koHUeHTpauun 3 E[ B8 1 cm3; roToeaT cnedytowmm o6pa-
30M:

1 cM3 OCHOBHOTO CTaHAAPTHOrO PacTBOPa NEPEHOCAT B MEpPHYH0 kornby BMecTumocTbio 100 cm3, gosoaaT
[0 MEeTKV TUMOHHOKUCTIbIM BydhepHbIM pacTBOpOM, Nofyyas paseeaeHue 1:100 (10 EL & 1 cm3). 3atem 6epyT
nuneTkolt 3 cm3 3Toro passeAeHus, NoMeLlaloT B npo6upky, AoGaenaoT 7 cM3 nNuMoHHoKucHoro BydepHoro
pacTtsopa.

5.5.2 MoaroToBKa K UCNBITAHUIO

5.5.2.1 lpuroToBneHue pacTBopa UCNLITYEMOro npenapara

5 r npobkl, B3BELLEHHOIA C NorpeLlHOCTbIo He Gonee 0,01 r, NOMeLWaoT B CTYNKY, 3anusaoT 25 cm3 cons-
HOU KUCNOTbI KOHLIeHTpaLwu 0,2 Monk/aM3 ¥ pacTUpaloT NecTUkoM. 3aTeM B3Bech NepeHocAT B Konby unu cTa-
KaH, a CTYMNKy cMbIBaloT 25 cm3 pacTBopa CONAHOM KUCTOThI KOHLIEHTpaLmm 0,2 Monb/AM3 1 cMbIB A06aBNAIOT B
konoy.

B3Becb Npenaparta BbiAEpXKUBaOT B TedeHUe 2—3 4 NpyU KOMHATHOW TemnepaTtype AnA aKCTpakuun
6aLmMTpaLUmH, nepuoandecky B36anThiBas, Nocne Yero cogepxuMoe konbbl LeHTpudyrupyioT npu 2000 muH—18
TeveHne 10—15 MUH u hunbTpytoT Yepes ByMaxHbI hunbTp, Nosydyasa Takum obpasom passegeHune 1:10.
3aTeMm 13 3Toro pacTBOpa roTOBSAT creAytolLme passeaeHus ¢ MOMOLLbIO IMMOHHOKMCOro 6ydepHoro pacTeo-
pa (c ydeToM npeabiayiiero passeaeHuns 1:10):

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

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

5.5.2.2 TlogrotoBka Yawek [leTpu ¢ nuTaTensHOM cpeion N TeCT- KyNnbTypon

Yawku MeTpun TwaTenbHO MOIOT, CTEPUNU3YIOT B CYLUMITbHOM LiKady B TevyeHune 2 4 npun Temneparype
160 °C.

B 6 yawwek MNeTpu 3anuBaioT nuneTkoii o 15 cm3 pacnnaBreHHol rofoaHo arapoBoii cpefbl, Nonyyas
HWKHWIA crioit. B 100 cm3 pacnnasneHHoii n oxnaxaeHHol Ao 60—65 °C nuTaTenbHoii arapoBoii cpebl BHOCAT
1 cm3 (10 MexayHapoaHBIX eAVNHILL MyTHOCTU) TecT-kynbTypbl Bac. subtilis 6633 n pasnmealoT B yawwkm Metpu
Ha 3acCThIBLLWIA HAXHWIA CTIOI FOMOAHON arapoBoii cpe bl o 7—8 cm3.

Mocne 3acTbiBaHMSA arapa B Yallkax genatoT no 6 nyHok 6ypoM, KoTopble pacnonararoT No paguycam Ha
paccTosiHuK 2,8 CM OT LieHTpa YalKu ¢ UHTepBanom okono 60°. B 6 nyHOK Kaxaon M3 AByX NOArOTOBMNEHHBLIX
yalek MeTpyn BHocAT kanenbHuuen okono 0,1 cm3 paBouero cTaHaapTHoOro pacTeopa 6auuTpauuH. Yatuku
nomMeLlaroT B TepMmocTart npu TemnepaTtype 37 °C v BbiaepXuBatoT B TeyeHue 16—18 u, a 3aTem nsmepsioT ana-
MeTpbl 30H 3a4ePXKKK pocTa TecT-Mukpoba.

[ns npoBeaeHUst UCMbITAaHWIA NpenapaTta Ha cogepXaHue B HUX 6auuTpauuHa UCnosb3yloT NapTUio NuTa-
TenbHOW arapoBoi cpefbl, obecneunBatoLleli nocne AencTeusi paboyero craHgapTHoro pactsopa 6auutpa-
LWH 30HbI 3aepkku AamMeTpoM oT 17 oo 21 mm. B cnyyae nonyyeHust 30H 3aiepXKKu AMameTpoM meHee 17 Mm
nnu 6onee 21 MM roTOBSIT HOBYIO MapTUIO cpeabl, NoAdupas HOBble CEPUN KOMMOHEHTOB, UMW YBENUYUBAIOT
(YMeHbLUatoT) KONMMYECTBO TECT-MUKPODa, BHOCUMOTO B NUTATESIbHYHO cpeay, C Lenbio A0CTUXKEeHNS onTUManb-
HOro pazmepa AMameTpa 30H 3a[epP>KK1 pocTa TecT-Mukpoba.

5.5.2.3 TocTpoeHue rpagynpoBOYHOrO rpacuka anst onpegeneHnst akTuBHOCTU GaunTpaunHa

Llns nocTpoeHus rpalyMpoBoYHOTO rpadmka us pacteopa, cogepxaitero 10 Ef] 8 1 cm3, rotosar 5 pac-
TBOPOB KoHUeHTpaumamu 1,8; 2.4; 3,0; 3,8; 4,5 E[l ¢ 1 cm3. Pactsop, coaepxxawmin 3 E[l 8 1 cm3, aBnsieTcs koHT-
PONbLHBIM.

Mony4yeHHble cTaHAapTHbLIE PacTBOPbI, 3@ UCKITHOYEHNEM KOHTPOSBHOTO, KanenbHULUEen BHOCAT B 3 NMyHKN
(no 3 yawku Ha Kaxayto KoHLeHTpauuio). KOHTPOnbHbIN pacTBOP BHOCAT B OCTanbHble 3 NyHKU Beex 15 yaluek.
O6beM BHOCUMBIX PACTBOPOB (CTAHAAPTHOIO U KOHTPOSbHOTO) A0SMKeH ObITb PaBHLIM U COCTaBNATb OKOJO
0,1 cm3. Mepen paboToii kanerbHULLY TIATeNbHO ononackuealoT 6ychepHbIM pacTBOPOM, a 3aTeM pacTBOPOM,
KOTOpbIN crieflyeT BHOCUTL B KaXKay'o NMyHKY. Hallku BbiagepkusatoT B TedeHne 16—18 4 B TepmocTtare npu reM-
nepartype 37 °C, 3aTemM n3MepsiioT AMaMeTpbl 30H 3aAePXKKN POCTa TECT- KyNbTypbl.

[ns Kaxxaon KOHLEHTpaLumM paccunTbiBaoT cpeaHee apudmMeTuieckoe AnaMeTpoB 30H 3aePXKKU pocTa
no 3 yawkam. [111s1 KOHTPOSbHON KOHLIEHTPaLMK NOACHUTLIBAIOT cpegHee apudMeTnieckoe AMaMeTPOB 30H
3aflep>XK1 pocTa oTAenbHO No 3 yalukam 1 no BceM 15 yawikam, HaxogAaT Nonpasky, KoTopas npeacTasnaeT
co6oi1 pasHOCTb MeXay cpeaHUMU apuMeTUYECKUMU KOHTPONBHBIX 30H 3a1€PXKKU POCTa, BbIYUCNIEHHBIX NO
15 nno 3 yawkam.

Mony4yeHHble nonpaBku NpUBaBNSIOT K CPeAHUM 3HAYEHUAM AnaMeTpa 30H 3a4epPXKN pocTa cTaHaap-
THBIX PACTBOPOB KoHUeHTpaLun 1,8; 2,4; 3,0; 3,8; 4,5 E[l 8 1 cM3, BLIMMCNIEHHBIX MO 3 YalLikaMm.

Mo nonyyeHHbIM AaHHBIM Ha nonynorapupMUIecKon ceTke CTPOAT rpaaynpoBOYHbIN rpaduk. Ha ocb
abcumce HaHOCAT cpefiHUe 3Ha4YeHust AnameTpa 30H 3a4epXKKUM pocTa CTaHAAPTHLIX PAacCTBOPOB, NOMYYEHHbIX

8
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nocrie BHECEHWS NoMpaBku, a Takke cpedHee sHaueHne arnamMeTpa 30Hbl KOHTPOSBHOMO pacTBopa, BblYMCeH-
Hoe no BceM 15 vyallkam. Ha ocv opanMHaT HaHOCAT COOTBETCTBYIOLLME KOHLIeHTpaL/ MK PacTBOPOB.

MpagyvpoBOYHBEIM rpadMkoM MOMb3YHTCA B TeYeHUe ABYX MecsiLeB, Neproauyecky npoBepss yron
HaKnoHa KpUBOW MO ABYM KOHLIEHTpaLMaM Ha 3—5 valukax.

5.5.3 MNpoBegeHue UcnbiTaHuA

Ha kaxayto npoby ncneltyemoro npenaparta UCMoNb3yoT He MeHee 3 Yallek.

KanenbHuuen B TpU NYHKM KaXkaoW U3 Yallek BHOCAT pabounin cTaHAapTHLINA pacTBop, a B TpU Apyrue nyH-
KW — OAWH 13 pacTBOPOB UCMbITyeMoro npenaparta. O6bem BHOCUMBIX pacTBopoB paboyero ctaHgapTHOro
pacTBopa WU UCMLITYeMOoro npenapara [oSKeH 6biTb paBHBIM 1 COCTaBMATL 0kono 0,1 cm3. Yawikm Beigepxusa-
10T B Te4eHne 16—18 u B TepmocTarte npu Temnepatype 37 °C, 3aTemM NsmepaoT AuameTp 30H 3aepXKK1 pocTa
TecT-KynbTypbl. [1py 3TOM B pacueT 6epyT ogHY KOHLEHTpaLuio, Mpy KOTOPOW AnameTp 30HbI pocTa TeCT-Kyrb-
Typbl B UCNbITYEeMbIX 0bpasLax 6nmnxe K guameTpy 30H 3aepXKKA CTaHAapTHOro pacTeopa.

5.5.4 O6paboTtka pe3ynbTaToB

U3mepsitoT 30HbI 3aepXKKnU pocTa TeCT-KynbTypbl, 0bpasyemMble KOHTPOMbHLIM PacTBOPOM cTaHAapTa u
UCNbITYeMbIM pacTBopoM. HaxoasT cpegHee apudmeTndeckoe pesynbTaToB AUaMeTpa 30H 3a4epKku pocTa
no 3 Yawkam. BeluuTaloT pasHoCTb 3HAYEHWUI QUaMeTPOB 30H 3aiePKKU pOCTa KOHTPONbLHOW KOHLeHTpauum
CTaHAapTHOW KPUBOW U KOHTPOSbHOM KOHLEHTPaLMA B UCNIBITaHUW. DTY pasHOCTbL NpubaBnsiioT KcpeaHeMy 3Ha-
YeHUlo avameTpa 30H 3adepXKM UCMbITYEeMOro pacTBopa fnpenapaTa, €Clivi OHa MOoNoXuTenbHasi, unm
BbIYMTAIOT, €CIM OHa OoTpULaTernbHas.

3atem No KPUBOW HAXOAAT KOHUEHTPaUuio, COOTBETCTBYIOLLYIO HalOEHHOW BefMYuHe 30H. YMHOXasa
NOMYyUYeHHYI0 KOHLIEHTPALIMIO Ha cTeneHb pasbasneHus, nonyyaioT cogepxaHue aHTubuoTuka 8 E[] B 1 cm3.

1 ycnosHas E[] 6auutpaumHa cooTBeTCTBYET 1 MKM aHTUBUOTUKA B TOBApPHOM Npenapare.

CopepxaHue 6auutpaumHa (X,) B r B 1 kr npenapata onpeaensiot no opmyne 4:

NxVv 4)

X, = NV
47 X103

roe N — cogepxaHue 6aLuTpaLyH B UCMLITYEMOM pacTBOpe, MKI/cm3;
V — 06beM consiHoi KUCMOTEI, UCMoMb3yeMol AN MPUroToBEHWUS B3BECU Npenapara, cM3;
my; — HaBecka npenapara, r;

108 — nepeBoAHO KO3MDULMEHT MKI/T B F/KT.
3a pesynbTaT UCMbITAHWA NPUHUMAOT cpedHee apudMeTUIeckoe pesynbTaToB ABYX napansenbHblX
onpejerneHnit, KOTopble He AOMKHbI OTNIMYATLCA OT cpeaHero 3HaveHns 6onee yem Ha 10 % (OTH.).

5.6 OnpepeneHue NogNUHHOCTU (MAEHTUYHOCTH)

CywwHocTb MeToAa 3akniovaeTcs B XxpoMmaTtorpaduieckom pasgeneHunn Ha bymare 6auntpaumH Ha KoM-
MOHEHTBI 1 NPOSIBNEHUN XPOMATOrpamMmmbl HUHIMAPUHOBBLIM Kpacutenem 1 buoasTorpauyeckum MeToaoM v
nocrneaytoLlem cpaBHeHUN NONYYEeHHO XpoMaTorpaMMbl C XpomMaTorpaMmmol cTaHgapTHoro obpasua 6aunT-
paLuWH, NPOsBNEHHOW aHanorMYHbIM cnocobom.

5.6.1 Annapartypa, MaTepuanbl, peakTUuBbl, pacTBOpPbI

- Becbl nabopatopHble obuiero HasHadyeHus no FOCT 24104, 1-ro 1 2-ro KNaccoB TOYHOCTM ¢ Hanborb-
LM Npeaenom B3seLumsaHms 200r;

- annapart 4N8 BCTPAXUBaAHUSA XXUOKOCTEN;

- Kamepa unu akcukaTop gns xpomartorpadpumn guametpom 28—32 cm;

- anekTpoBeHTUNATOpP BbIToBoM Mo TOCT 7402 unu anektpodeH 6uiTosoi no FOCT 22314;

- nuneTka WcrnonHeHnst 8,2-ro knacca TOYHOCTM BMecTUMocTbio 0,1cm3 no UYC Ne 03—1992[3],
NYC Ne 04—1992 [4];

- Kkon6bl KoHWYeckue BMecTuMocTbio 100 cm3 no FOCT 25336;

- UANMHAPbLI MepHele BMecTUMOocTbio 100 cm3 no FOCT 1770;

- cTynka dapdoposasa no FOCT 9147;

- Bymara xpomaTtorpaduyeckas no [3];

- MEH3YpPK/ cTeKMsHHBIe BMecTUMocTbio 50 cm3 no FTOCT 1770;

- BOpPOHKU anameTpom 36, 56 mm, BbicoTol 80 mm no TOCT 25336;

- umpkynb no FOCT 28950;

- HOXHUUbI no FOCT 21239;
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- nuHenka no FOCT 14735;

- NOTOK CTEKNSIHHLIN U3 oprcTekna unu vawku Metpn no FTOCT 25336;

- kvcnoTa consiHas no FTOCT 3118, pacTBopbl KoHLEeHTpauuii 0,01 1 0,2 mons/am3;

- kucnota ykeycHasino FOCT 61;

- ByTtaHon-1no FOCT 6006;

- cnupTatunoebinno FOCT 18300 ununo MOCT 5962;

- nupuamnH no FOCT 13647;

- HUHrMApWUH, 0,25 %-Hbl pacTBOpP B 3TaHone, cogepxawem 1 % YKCYyCHOM KUCNOThI;

- BaunUTpaLMH cTaHAapTHLIN 06paseL, pacTBop ¢ akTMBHOCTLI0 1000 Efl B 1 cm3 B CONSIHOM KUCMOTE KOH-
LeHTpauwmn 0,01 mons/am3.

5.6.2 MoproTtoBKa K UCTbLITAHUIO

5.6.2.1 lNpuroTtoBneHue UcnNbITyeMor Npobbl

5 r npenapata noMeLLaloT B CTYMNKY U pacTupatoT npu AobasneHun 25 cm3 pacTBopa CONSIHOM KACOThI
KOHLeHTpaLum 0,2 Monb/am3. CycneHsuio nepeHocaT B Konby, CTynky obmbiBaoT 25 cM3 pacTBOpa ConsiHoi
KUCNOThI KOHLeHTpaLm 0,2 Monb/am3 1 Takke cnvealoT B konby. Konby sakpbizaroT npobkoil, CTaBAT Ha anna-
paT ans BcTpsxvmeaHusi Ha 30 MyH. 3atem coaepknumoe konbbl bUNbTPYIOT Yepes ByMaxHbIN PUNbLTP.

dunbTpaT NCNONbL3YIOT A4S NPOBEAEH NS UCTbITAHUS.

5.6.2.2 loaroTtoBka xpomarorpauieckon kamepbl

B kamepy nnu akcukaTop CTaBsiT CTakaH4YMK CO CMEChIo pacTBopuUTenei, cocTosiwern u3 bytaHona-1,
nMpUanHa, YKCYCHOM KNCMOThI U BoAbl B cOOTHoLWeHUM 15:10:3: 12, Ha gHo kamepebl kKnagyT punbTpoBanbHyo
6ymary, CMOYEHHYIO 3TOIN Ke CMECHIO.

5.6.2.3 lMogroToska xpomartorpaduyeckoin bymaru

M3 nucTa xpomaTtorpaduyeckoi byMmaru BbipesatoT Kpyru guameTpom 28—32 M (B 3aBMCMMOCTU OT pas-
mMepa Kamepel). M3 LieHTpa Kpyra LMpKyneM NpoBoAsAT OKPYXXHOCTb pagnycom 2 cMm. Kpyr AensT Ha WecTb pas-
HbIX CEKTOPOB, B LIeHTpe Kpyra AenatoT oTBepcTue anametpom 0,5 cM Ans oUTUNs, KOTOPBIN CKpyYnBaoT U3
Kycouka ounbTpoBanbHon bymarn.

5.6.2.4 TMoaroToBka rasoHa ans 6uoaeTorpadcum

B cTeknsHHbIA NoTok HanusatoT 100 cm3 ronoaHol araposoii cpeabl 1 80 cM3 nUTaTensHo araposoi
cpeapl ¢ TeCcT-KynbTypoi Bac. subtilis 6633.

5.6.3 lMpoBeaeHUe UCNbITaHUA

5.6.3.1 Ha aBa npoTUBONONOXHBIX CEKTOpa Kpyra (Ha 0Tpe30K Ayrv BHYTPEHHEN OKPYXXHOCTU) MUKpONu-
NeTKoW HaHOCAT pacTBOp cTaHgapTHoro obpasua 6GauuTpauMH B COMSIHOW KUCMOTE KOHUEHTpauuu
0,01 monb/am3 B konuuectae 0,1 cm3. Takum xe 06pa3oM HAHOCAT PacTBOPLI ABYX MCMbITYeMbIx Npob. Ans
BauunmxuHa-40 o6bem HaHocUMo Npobbl cocTaensieT 0,025 cm3, ansa 6aumnuxura-10 — 0,1 cm3. Mpu HaHe-
ceHum Npob xpomaTorpammel nepuoguyeckun npocyneaioT gpeHom. Nocne HaHeceHUA Npob B oTBepCcTUE B
LieHTpe aucka BCTaBnsoT (huTunb U XxpoMaTorpamMmmMy noMeLLatoT B kKamepy Tak, 4ToObl putune Gbin norpyxeH s
pacTBopuTenb.

[na nyywero pasaeneHus KOMNOHEHTOB FPU3NHOBOIO KOMMNeKca XxpomaTorpadupoBaHue NnpoBoasT B
TeueHue 15—16 u. Mocne okoHYaHWA Npouecca XpoMaTorpamMMmy BbIHUMAIOT U3 KaMepbl W BbICYLLIMBAIOT B
BbITSDKHOM LuKady. 3aTeM xpomaTtorpammy paspesatoT No AMameTpy Ha ABe YacTu, Tak YTobbl B KaXXA0M U3 HUX
6bis1 ceKTOp CO cTaHAapTHLIM 06pa3LOM U CEeKTOPLI C ABYMS UCCiedyeMbliMu obpasuamu.

5.6.3.2 OgHy NonoBuHy XxpoMaTorpaMmMbl NPosBRsOT BuoaBTorpacdnyeckum cnocobom, Anst Yero u3
Ka)kgoro cektopa XxpomaTorpamMmmbl B pagvansHOM HanpasneHny BbipesatoT Nonocky wuprHou 0,5 cM n Hakna-
AbIBaIOT UX Ha rasoH € TeCT-KyNbTypoil napannenbHo ofiHa Apyroi Ha paccTosiHUM 2 CM, COBMeLLiast UX cTapTo-
BYIO NUHMIO. Ha 06paTHOI CTOpOHe NoTKa 0TMEeYaroT CTapTOBYHO JIMHUIO U NOMOXeHWe KaXaon nonocku. Yepes
3—5 MWH NOOCKM CHUMAIOT MUHLETOM.

JloTok ¢ rasoHOM nNoMellaloT B TepMocTar ¢ Temneparypoit 37 °C Ha 18—20 u.

5.6.3.3 Brtopylo nonoBuHy XxpomaTorpaMmmbl onpbickuBaloT 0,25 %-HbiM pacTBOPOM HUHrMAPWUHA
BaTanoHe ¢ 1 %-HbIM PacTBOPOM YKCYCHOW KACIOThI U BbICYLLMBAIOT B BLITSIKHOM Likady. N3 HUHrMapuHookpa-
LLIEHHbIX NOMOCOK XpOMaTorpamMmmbl cTaHAapTHOro obpasua M CoOOTBETCTBYHOLLMX UM NMOMIOCOK XPOMaTorpaMmmbl
UCMbITYeMbIX Npo6 B paguanbHOM HanpasrieHWn Beipe3aloT kBagpaTthl pasmepom 0,5 x0,5 cm u HaknageisaloT
UX Ha rasoH ¢ TecT-KynbTypoi. JIoTOK ¢ rasoHOM nomeLLaoT B TepMocTarT ¢ Temnepatypoi 37 °C Ha 18—20 u.

5.6.4 OG6pa6oTka pe3ynbTaToB

MNosiBNeHue HUHMIMAPUHOOKPALLEHHBIX KOMIMOHEHTOB Ha XpoMaTorpaMmmMe, COBNaaroLLuX Mo NosioKeHuo
C HUHTMOPUHOOKPALIEeHHbIMU KOMIMOHEeHTaMN CTaHA4apTHOIro oGpa3L|.a GaLlVITpaLI.VIH, a Talkoke 30H 3a1ePXXKu poc-
Ta TeCT-KyJlbTypbl OT UCNbITYEMbIX KOMMOHEHTOB I'Ip06bl cBmnaeTenbCTByeT O NoANMMHHOCTU NpenapaTa.
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5.7 OnpeaeneHue TOKCUMHOCTU
5.7.1 Annapartypa

- Crynka chapdoposasino FOCT 9147;
Wnpuu no FOCT 22967,

Nrnbl nibekumnoHHsble no FTOCT 25377;

- Boga anctunnuposaHHas no FOCT 6709.

5.7.2 lNpoBeaeHUe UCNbITaHUA

Mpenapart TwaTenbHO pacTnpatoT B CTYNKe NpyU HenpepbIBHOM Ao6aBneHWn BoAbl C TaKUM pacyeToM,
4To6bI 1 cM3 cycneHaun cogepxan 200 Mr npenapara.

OT6upaloT NATh MblLLeil Maccoi 18—20 r 1 BBOAAT NepopanbHO Kaxaoi Mbim o 0,5 cm3 cycneHaunm (13
pacdeTa 100 Mr npenapaTa Ha MblLlb) C MOMOLLH0 UHBEKLMOHHOW UMMbl, HA KOTOPYIO HanpasnAlT oNuBy Ana-
MeTpoM He Goree 1 MMm.

5.7.3 O6paboTka pe3ynbTaToB

MpenapaT cuMTaOT HETOKCUYHBIM, ECIM BCE MbILLINM OCTalOTCSl XKUBBIMU B TEYEHUE Tpex nocneayowmnx
AHen HabnoaeHus. Mpu rnbenn xoTsa 66l 0AHON MbILLM B MOBTOPHOM OMbITE Npenapar 6pakyoT.

Kaxayto MbiLlb NCMOMb3YIOT B OMbITE O4WH pas.

5.8 OnpegeneHue 3apaxeHHocTu Bpeautenamm — no NOCT 13496.13.

5.9 Onpegenerue noBapeHHon conn — no FOCT 13496.1.

6 TpaHcnopTupoBaHWe U XpaHeHue

6.1 TpaHcnopTupoBaHUue

6.1.1 BauunMxmH TpaHCNOpPTUPYHOT BCEMM BUOAAMW TPAHCMOPTa B KPbITLIX TPAHCNOPTHBIX CPeaAcTBax B
COOTBETCTBUM C NpaBuiaMm NepeBo3oK rpy3os, AeNCTBYIOLLUMM Ha KaXKAOM BUAE TpaHcnopTa.

6.2 XpaHeHue

6.2.1 BauunuxmH XpaHAT B CyXMX, 3allULLEHHBIX OT aTMOCEpHbIX 0CaAKOB MOMeLLEHUAX NPy TeMnepa-
Type He Bbiwe noc 28 °C n He HWxe MuHyc 28 °C.
6.2.2 He ponyckaeTtcsa xpaHeHue 6auunmxmHa BMecTe ¢ AA0OXMMUKaTamMu.

7 FapaHval unarotoeuntens
7.1 VaroToBUTENb rapaHTUpyeT cooTBETCTBME BaunnuxmHa TpeGoBaHUsAM HacTosLLero cTaHaapTa npu

cobnoaeHUn yCnoBuia XpaHeHUS!.
7.2 TapaHTUAHBIN CpoK XpaHeHust BauunnxmHa — 1 rog co AHA U3roTOBMIEHUsI Npenapara.
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