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1 PA3BPABOTAH Hekommepyeckum napTHepcTBoM «KoopaMHaLMOHHO-MHPOPMAaLMOHHBIA LEHTp
coOencTBUS NpednpuUATUAM Mo Bonpocam 6e30MacHOCTU XMMUYECKON npoaykumu» npu yvdactum OO0
«UleHTp npomblLwneHHoh 6ruoTexHonornm nvmenHn kuarunm E.P. Jawwkosoi»

2 BHECEH TexHu4yeckum kKomMuTeToM Nno ctaHgapTtusaummn TK 326 «BuoTtexHonornm»

3 YTBEPXIEH W BBEAEH B JEWCTBMUE npukazom deaepanbHOro areHTcTea MO TEXHUYECKOMY
perynmpoBaHuio U MeTposiorin oT 8 Hoabps 2016 r. Ne 1620-ct

4 BBEJEH BMEPBLIE

lpasuna npumMeHeHUs Hacmosiwe2o cmaHdapma ycmaHosiieHbl 8 cmambe 26 @edepalibHO20 3aKOHa
om 29 uroHs1 2015 2. Ne 162-®3 « O cmarndapmu3sauyuu e Pocculickoli ®edepayuu». ViHgpopmayusi ob usmeHe-
HUSIX K Hacmosiuemy cmaHdapmy ry6riukyemcs 8 exe200HOM (1o COCMOosAHUK Ha 1 siHeaps mekyujezo 200a)
UHGhopMayUOHHOM yKa3amesie «HauuoHarneHele cmaHOapmbly, a othuyuarnsHbill mekecm U3MeHeHul u
1OMpPasoK — 8 €XEeMECSIYHOM UHOPpMaUUOHHOM yKasamerne «HauuoHarnbHblie cmaHOapmbi». B criydae
nepecmompa (3aMeHbl) Unu ommMeHsl Hacmosiweao cmaHOapma coomeemcmaytoujee yeedomrieHue bydem
onybnukosaHo 8 GrnwkallueM 8bIflyCKe eXeMeCsYHO20 UHGhOpMayUuoHHO20 ykalamens «HayuoHanbHble
cmarOapmbi». Coomeemcmasyrowjas UHhopMayus, yeedoMIeHUe U meKcmbl pasMewaromesi makxe 6
UHGbopMayUoHHOU cucmeme obujeeo rosib308aHuss — Ha oguyuaiisHoM catime @edepalibHo20 azeHmemea
110 MEeXHUYECKOMY peaynuposaHuo U MempoJsioauu 8 cemu VIHmepHem (www.gost.ru)

© CrangapTtuHdopm, 2016

HacTosiuii ctTaHgapT He MOXET GbITb NMOMHOCTLIO UM YAaCTUYHO BOCTIPOM3BeAeH, TUPaXMpoBaH U pac-
NpocTpaHeH B kayecTBe ochuLmMansHOro usaaHus 6es paspelueHus deaepansHoro areHTCTa Nno TEXHUYECKo-
MY perynupoBaHuio U MeTpomorum


http://mosexp.ru# 

FOCT P 57232—2016

ConepxaHue
1 OBNAaCTb MPUMEHEHUST . . . . . . . . . o o it e e e s e e e e e 1
2 HOPMATUBHbBIE CCBIMTKM. . . . . v o v o e i e e e e e e e e e e e 1
3 TexXHUYECKME TPEOOBAHUS . . . . . . . o v i v e e e e e e e e e e 2
4 MpaBUNA MPUEMKM . . . . . o i o e e e e e e e e e e e e e e e e 3
5 MeToAbl aHAMUBA . . . . . . . o v i e e e e e e e e e e 3
6 TpaHCNOPTUPOBAHUE UXPAHEHUE . . . . . . . . o it i e e e e e e e e e e e e 3
7 TapaHTUM U3TOTOBUTEIIA . . . o v o o v v e e e e e e e e e e e e e e e e e e e e e e 3
Brubnuorpaduns . . . . . . L e e 4



roCT P 57232—2016

HALULWOHANBbHBIWN CTAHAOAPT POCCUMUCKOWNW SGEOEPALUUMNU

MPEMAPAT ®EPMEHTHbIA AMUITOCYBTUIUH M3x
TexHu4yeckue ycrnosus

Fermentative preparation Amylosubtilin G3x. Specifications

HaTta BBeaeHna — 2017—05—01

1 O6nacTb npMMeHeHUs1

HacTtoswuin ctaHgapT pacnpocTpaHsieTcs Ha doepMeHTHbIA npenapat amunocyotunuH M3x, npegHas-
Ha4YeHHbI ANs NPUMEeHEHUA B XKMBOTHOBOACTBE B kKauecTBe A06aBKM K KopMaM, KOMBMKOopMaM, B MPeMUKChI, a
Tawkke B ApYrux oTpacnsix, rae HeobxoanM rmaponns Kpaxmancoaepxalmx cybcTpaTos.

Mpenapat npeacTtasnsieT coboi rMrpoCKONMUUHBIA MOPOLLOK, MOyYaeMblil BbICYLLUMBAHUEM Ha pachnbinu-
TeNbHOW CYLUMNKe KyNbTypanbHOW XXMAKOCTU NpU rMyBUHHOM KynbTUBUPOBaHUK Bac. subltilis, LUTaMMbl KOTO-
pOro AOMKHbI UMeTb paspeLueHue K MPUMEHeHNo, YTBepXXaeHHOe B YCTaHOBNEHHOM Nnopsake.

2 HopmaTuBHbIe CCbINKK

B HacTosileM cTaHaapTe UCNOosb30BaHbl HOPMaTUBHBIE CChISTKU Ha crnegylowme ctaHaapThl:

FOCT P 54330 ®epmMmeHTHbIe npenapathbl ANA NULWEBON NpombiwneHHocTU. MeToabl onpeaeneHus
aMUIONNTUYECKOW aKTUBHOCTU

FOCT P 57248 lMpenapaTtbl pepmeHTHbIE. MNpasuna npnemkn n Metoabl ot6opa Npob

FOCT P 57249 [lMpenapatbl hepMeHTHbIE. YNakoBKa, MapkupoBKa, TpaHCMOPTUPOBAHUE N XpaHeHWe

FOCT 6709 Boga aunctunnupoBaHHasa. TexHu4eckue ycnosus

FOCT 8253 Men xumuieckn ocaxaeHHbIN. TexHu4eckue ycnosus

FOCT 9147 Mocyna v obopyaoBaHue nabopatopHble haptopoBble. TEXHUYECKUE YCIOBUSA

FOCT 12026 Bbymara punstposansHaa nabopatopHas. TexHu4eckue ycnosus

FOCT 14176 Myka Kykypy3Has. TexHu4eckne ycnosua

FOCT 20264.1 lNpenapaTthl hepMeHTHLIE. MeToabl onpeaeneHUa opraHoNenTUYeckux, husmko-xmmm-
YecKux U MUKpobuonorudeckux nokasatenemn

FOCT 20264.2 lMpenapatbl hepmeHTHbIe. MeToabl onpeaeneHusa NPOTEeoNUTUIECKON akTUBHOCTU

FOCT 22967 LUnpuubl MeaULMHCKUE UHBEKLMOHHBIE MHOTOKPaTHOro NpuMeHeHus. O6Lme TexHuvec-
kue TpeboBaHUsl U MeToAbl UCMbITaHUA

FOCT 25377 Wrnbl MHBbEKUMOHHBIE MHOFOKPaTHOro NpUMeHeHna. TexHu4eckne ycrnosus

MpumeyaHune— Npu NONb30BaHUN HACTOSLWMM CTAHAAPTOM LEeNecoobpasHo NPOBEPUTL AEUCTBUE CCbINOY-
HbIX CTaHAaPTOB B MH(OPMAaLMOHHON cucTeme obLero nonb3oBaHua — Ha oduunanbHoM cante degepanbHOro areHT-
CTBa M0 TEXHUHECKOMY PErynupoBaHUIo U METPONOMMK B ceTn MHTEPHET Mnu No exxerogHomMy HHoOpMaLMOHHOMY yKasaTe-
nio «HaumoHanbHble cTaHAAPTLI», KOTOPLIM ONYGNUKOBaH NO COCTOSIHUIO HA 1 SHBapsi TEKYLWEero roga, U No BbiNyckam
eXeMeCsa4HOro MHOpMaLMOHHOTIO ykasaTensa «HauvoHanbHble CTaHAapThi» 3a TeKywmii rog. Ecnv 3ameHeH cebinoqHbIn
CTaHAapT, Ha KOTOPLINA AaHa HeAaTMPOBaHHAs CCbINKa, TO PEKOMEHAYETCS UCNONb30BaTh ASUCTBYIOLLYI0 BEPCUIO 3TOTO
CTaHAapTa C y4E€TOM BCeX BHECEHHbIX B JaHHYI0 BEPCUI0 U3MeHeHUI. Ecnn 3ameHeH CCbINOYHbIN CTaHAapT, Ha KOTopbIv Aa-
Ha AaTUPOBAHHAs CCbINKA, TO PEKOMEHAYETCA NCNONb30BaTh BEPCUI0 3TOTO CTaHAAPTA C YKa3aHHbIM Bbille roaoM yTeep-
xaeHus (NpuHaTus). Ecnv nocne yTBepXaeHWs HACTOSILLEro CTaHAapTa B CCbINOYHbBIN CTaHAAPT, Ha KOTOPLIN AaHa 4aTpo-
BaHHasi CCbIIKa, BHECEHO M3MEHEHWe, 3aTparvBaiollee MonoXeHWe, Ha KOTOPOe AaHa CCbika, TO 3TO MONOXeHue
pekoMeHayeTcsl NpuHATL 6e3 yueta A4aHHOTO 3MeHeHusl. Ecnn cCbinovHbIn cTaHaapT oTMeHeH 6e3 3aMeHbl, TO Nosioxe-
HUe, B KOTOPOM Z1aHa CChINKa Ha HEro, PEKOMEHAYETCS NPUHSATL B HYaCTU, HE 3aTParuBaloLWen 3Ty CCbINKY.

Uapanve ocpmumansHoe
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3 TexHuueckue TpeboBaHUA

3.1 Mpenapat ammnocy6TMNUH M3x AomkeH 6bITb U3roTOBNEH B COOTBETCTBUM C TPEGOBaHUAMU HAcTo-
AwWero ctaHAapTa No TEXHOMOTMYECKOMY perflaMeHTy, YTBEPXKAEHHOMY B YCTAHOBNEHHOM MOpsiaKe.

3.2 XapakrepucTtukm

3.2.1 Ana wnarotoBneHus npenapata amunocy6TumuH M3x NPUMEHSIIOT Cbipbe U BCNoMoraTtesbHble
MaTepuanbl B COOTBETCTBUM C TEXHOMOMMYECKUM pernameHToMm.

B ka4ecTBe HanonHUTenNen UCNoNb3yoT: COMNb NOBAPEHHYO NULLIEBYIO, MeN XUMUYECKN OCAXKAEHHbIA No
FOCT 8253, myky kykypy3sHyto no FTOCT 14176.

3.2.2 B 3aBUCMMOCTU OT aMUNONNTUYECKON aKTUBHOCTW NpenapaTr amunocy6TunuH M3x BbinyckawoT
Tpex rpynn: I, 1 n L.

3.2.3 Ansa npumeHeHus B kauecTBe Ao06aBKM K kopMam UCNOMb3YIOT Npenapar BTOPOW U BTOPOM rpynn.

3.2.4 Mo pur3nKo-XUMU4ecKnm 1 BonorMyeckum nokasaTtensam npenapara amurnocybtunuua IM3x gon-
KeH cooTBeTCTBOBaTL TpeboBaHUsAM, yKasaHHbIM B Tabnuue.

Tabnwnuya 1— dusuko-xummnyeckre u BuonorMyeckne nokasatenu npenapara amunocy6tunuxa M'3x

Hopma ans rpynn
HaumeHoBaHWe nokasaTtens MeTon aHanu3a
| Il 1]

BHewHun Bug v uget MopoLwok oT ceeTno-6exeBoro go ceeT-| Mo FOCT 20264.1
NO-KOPNYHEBOTrO

MaccoBas gonsi octaTka nocrne npocemBaHns ans npe- Mo TOCT 20264.1
napara ¢ HanonHUTeNsMu:

C MEITOM U COJb0 MOBaPEHHON Ha CUTE U3 NPOBOSIOM-

Howm ceTkn Ne 025, %, He Gornee 20,0

C KYKYPY3HON MYKOW Ha CMTEe U3 NPOBOMOYHON CETKU

Ne 067, %, He Bonee 5,0
Maccosasi gonsa Bnarv gnsi npenapara ¢ HanonHuTe- Mo FOCT 20264.1
TNSIMU: MEINOM W COMbio noBapeHHol, %, He Gonee 8,0

MYKOW KyKypy3HoW, % He Gonee 15,0
Amunonutuyeckas aktueHocTb (AC), ealr 600+ 60 | 1000+ 100 | 1500 + 150 | Mo MOCT 20264.2
MpoTeonuTuyeckas aktueHocTb ([1C), ea/r 4.6 5,0 54 Mo MOCT 20264.2
BeaBpeaHoCTh B TECT-403€ beaspeaeH Mon.52
MaccoBasi gons noBapeHHon conu, %, He Gonee 50,0 — — Mon. 5.1

3.2.5 MpenapaT xopoLo pacTBOPUM B BOAE, HO AONYCKAETCA BhiNageHne B 0CaAok HEPacTBOPUMOTO
HanonHuTens.

3.3 Tpe6oBaHusa 6esonacHocTU

3.3.1 Mpenapat amunocybTunuH M3x N3roToBRAIOT B COOTBETCTBUM C NpaBunamu 6e3onacHocTy Ana
NpPOU3BOACTB MUKPOBUONOrMieckoi npomMblwneHHocTH [1].

3.3.2 Mpenapat amunocy6TUNUH M3X ManoToKcuyeH, oTHocuTes K 3-my knaccy onacHocTu. MNAK B Bo3-
ayxe pabouen 30HbI — 1,0 Mr/m3.

MpenapaT o6nagaeT cnabbiM pasgpakaolwmMm AeACTBUEM Ha KOXY U CIM3UCTY0 060MOYKY Y HyBCTBU-
TenbHbIX K HEMY nuu,.

3.3.3 MpenapaT amunocy6TunuH 3x He B3pbiBoonaceH. Mpu koHUeHTpauun Ao 500 r/m3 B3pbIBOB He
HabniogaeTcs.

3.3.4 Paboune nomelleHna Heobxogumo obopyaoBaTb 0OLIEOBMEHHOW BEHTUMAUMEN U CUCTEMON
nbiieybopku.

TexHonorndeckoe o6opyaoBaHne 40MKHO BbITb FepMEeTU3NPOBaHO, MecTa MblNeBbiAeneHUA cHabXeHbl
MECTHbLIMU BbITSXKHBIMWU YCTPONCTBaMM.

3.3.5 Iluua, KoHTaKTUpyoLWMe ¢ NpenapaTom, AoMKHbEI BbITb obecneveHbl cneLoaexaon U NHAMBMAY-
anbHbIMU cpefCTBaMN 3alUThl B COOTBETCTBUU C OTPACNeBbLIMU HOPMaMK U NepuoauYeckn noasepraTbca
MeJULNHCKUM OCMOTpaM.

2
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Bo BpeMsa paboThl ¢ NpenapaToM He cneayeT KypuTb, NUTb, NPMHUMAaTL nuwy. Mocne paboTbl Heo6xo-
AVMO BbIMBITb PYKU C MBISIOM.

3.4 MapkupoBka
Mapkuposka — no FOCT P 57249.

3.5 YnakoBka

YnakoBka — no FOCT P 57249 co cneayowwmMm A0MONIHEHUEM: K K&XKAO0W YNakoBOYHOW eanHuLe npena-
paTa, NpeAHasHaYeHHoro ANnsi NpegnpuUATUA arponpoMbILLNEHHOTO KOMIIIEKCa, MPUKTaAbIBaeTCA MHCTPYKUMUSA
(HacTaBneHue) No ero NPUMEHEHNIO.

4 lpaBuna npnemMkun

4.1 lMNpuemka — no FOCT P 57248.

4.2 ByaocToBepeHuM 0 KauecTBe yka3sbiBaeTcs pakTuieckoe cogepkaHvue noBapeHHoW conu Ana npe-
napata rpynnsl |, ©ICNonb3yemMoro B KOMBGMKOPMOBOIA MPOMBILLIIEHHOCTH.

4.3 Be3BpeOHOCTb B TECT-A03€ onpeaernsieTcsl B KaXA0W OeCAToN NnapTuu npenaparta, npeaHasHayeH-
HOro ANnsl XXMBOTHOBOACTBA.

Mpw nony4yeHnn HeyaoBNETBOPUTENbHBIX Pe3yNbTaToOB UCTILITAHUA NePEeBOAAT B NpuemocaaToudHble Ao
nonyyYeHns NONOXUTENbHBIX Pe3yrbTaToB Ha TPex NapTUsiX.

5 MeTtoabl aHanu3a

5.1 O16op npo6 — no FOCT P 57248; metoabl aHanuaa — no FOCT 20264.1; FTOCT P 54330. MNosa-
PEHHYIo COMb ONpeaensoT pacyeTHLIM NyTem.

5.2 OnpepeneHne 6e3BpegHOCTU B TeCT-[03€

Annapartypa:

- cTynka dapdoposas no FOCT 9147;

- wnpwuy no MOCT 22967;

- urnbel nHbeKunoHHele no NOCT 25377,

- Boga guctunnunposaHHas no MOCT 6709;

- Bymara cdunbTpoBansHas no FOCT 12026.

5.2.2 ina onpegenexus 6e3BpeaHOCTU NpenapaTta aMmurnocyoTunuHd M3x natu mblwam maccon Tena
20—24 r nepoparnbHO BBOAAT exeHeBHO B TedeHue 5 aHen no 0,5 cm3 pacTBopa ¢ MaccoBoit Aonen npena-
paTa 0,5 %. (Mpenapat ¢ HanoNHUTENEM KYKYPY3HON MYKOA NpeaBapuTenbHO N3MeNbYaloT 40 NOPOLWKOo6-
pasHOro COCTOSIHWA U PUNbLTPYIOT.)

HabniogeHve npoaomkaloT B TedeHWe ABYX nocneaytolimx cyTtok. Mpenapat cuutaoT 6e3spedHbiM,
€CIM BCe MblLLK ocTatoTcs XuBbIMU. [Npn rnbenm xoTs 66l 04HOMO XNBOTHOTO NPOBEPKY NPOBOASAT HA YABOEH-
HOM Konu4ecTBe MblLwelt. Mpun NOBTOPHOM ONbITE B cryyae rnbenm xoTst 6bl 04HOT0 XXUBOTHOIO Npenapar cyn-
TalT He COOTBETCTBYHOLUMM TpeboBaHMsIM cTaHAapTa.

6 TpaHcnopTMpoBaHue U XpaHeHue

6.1 TpaHcrnopTupoBaHue n xpaHeHne — no FOCT P 57249.

7 MapaHTUM U3roToBUTENA

7.1 UsrotoButens rapaHTupyeT cooTeeTcTBUE (hepMEeHTHOro npenapaTa amunocybtunuH M3x Tpebo-
BaHWAM HacTosILLero ctaHgapTa npu cobnioaeHun yecnoBuii TpaHCNOPTUPOBAHUS U XpaHeHUsI.

7.2 TapaHTUIHbIA CPOK XPaHeHUA npenaparta amunocy6TunuH N3x — 6 MecsLeB co AHA ero U3roToBs-
neHus.
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Bu6nuorpadusn

[1] HNAOTMM 24.4-1.01—79 T[paBuna 6e3onacHOCTY A51s1 NPOU3BOACTBA MUKPOOMONOrMYECKON NPOMbILLNIEHHOCTY

YK 577.15:006.354 OKC 65.100

KntouyeBble croBa: hepMeHTHBI Npenapart, amunocy6TunuH F3x, ao6aBku K KopMam, rmaponmns Kpaxmarco-
Aepxallux cybcTpaTtos, napTus, Beibopka, Npobbl, TecT-103a

Pepaktop P.B. CmapuwiuHos
TexHuueckmn pepaktop B.H. lpycakosa
KoppekTop /.A. Koponiesa
KomnbioTepHas BepcTka J/1.A. Kpyzosoii

Cpato B Habop 10.11.2016. MopnucaHo B nevats 13.12.2016. dopmar 60 x 84'/;. [apHuTypa Apuan.
Yen. ney. n. 0,93. Yu.-u3g. n. 0,84. Tupax 29 ak3. 3ak. 3125.
[MoaroToBNEHO Ha OCHOBE SNEKTPOHHOW BEpCcUuW, MPeaoCcTaBneHHoW paspaboTunkom cTaHaapTa.

W3paHo n otnevataHo Bo ®PIyYMN « CTAHOAPTUH®OPM», 123995 Mocksa, paHaTHbIN nep., 4.
www.gostinfo.ru info@gostinfo.ru
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