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Mpegucnosune

1 PABPABOTAH HekoMmepyeckuM napTHEPCTBOM «KOOpAMHALVOHHO-MHIOPMALMOHHBIA LEeHTP
cofelicTBMA NpeAnpuaTUAM No Bonpocam 6e30nacHOCTV XMMUYECKO NpoayKummn» npu yyactun OO0 «LleHTp
NPOMBbILLIEHHOV BUOTEXHONOTNY UMEHN KHATUHM E.P. [lalikoBoii»

2 BHECEH TexHuuyeckMm koMUTeTOM MO cTaHdapTusaumnmn TK 326 «brnotexHonornmn»

3 YTBEPXOEH N BBEAEH B LI,EI7ICTBVIE Mpukasom PepepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynuposaHuio u MeTponorum ot 1 Hoabpsa 2016 r. N» 1555-cT

4 BBEJEH BIEPBbIE

MpaBuna NpYMeHeHMs1 HaCTOSILLEr0 CTaHAapTa yCTaHoB/EeHbl B CTaThbe 26 ®efepanbHOro 3akoHa
0T 29 nioHa 2015r. Ne 162-d3 «O cTaHgapTu3auun 6 Poccuiickoii ®egepaunn». NHdhopmauus 06 nameHe-
HUSIX K HACT 0sLLEMY CTaHaap Ty ny6MKyeTCs B eXXerofgHoM (Mo COCTOAHMI0 Ha 1aHBaps TeKyLero roga)
MHhOpMaLMOHHOMYKa3aTe e «HauvoHanbHble CTaHgapThi», a 0huLManbHbI TeKCT n3MeHeHuii nnonpa-
BOK — B €XEMeCAYHOM MH(pOopMaLMOHHOM ykasaTene «HauuoHasbHble CTaHAapThi». B cnyyaB nepe-
cMoTpa (3aMeHbl) UM OTMEHbl HACTOSALWEro cTaHgapTa COOTBeTCTBYylUee yBejoMmieHne 6yaeT
ony6/IMKOBaHO B G/vKaleM BbIMYCKe €XEeMeCcsAYHOro MHOPMaLMOHHOIo ykasaTensa #HauuoHasnbHble
cTaHfapTbi». COOTBETCTBYKLAsA MHPOPMaLMs, yBeLOM/IEHNE W TEKCTbl pasMelianTCca Takke B
MHChOpMaLMOHHON cucTemMe 06Lero Nosib3oBaHNsa — Ha ohuLmanbHOM caiiTe defepanbHOro areHTcTBa
Mo TexXHWYeCKOMY peryimpoBaHuto 1 MeTposiornm B ceTu IHTepHeT (wmv.gost.ru)

©CrtaHpgapTuHpopm, 2016

HacTosiuii cTaHfapT He MOXeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kayecTBe 0huLManbHOro nsganus 6e3 paspelleHus ®efepasbHOro areHTCTBa N0 TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorumn
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

MPEMNAPAT ®EPMEHTHbIN
MPOTOCYBTUNH T3x

TexHunyeckune ycnosus

Fermentative preparation. Protosubtilln G3x. Specifications

fataBBegeHns — 2017—05— 01

1 O6nacTb NpUMeHeHUs

HacTosiwmnii cTaHgapT pacnpocTpaHsaeTcsl Ha (PepPMEHTHbIN npenapaT NpoTocyo6TuNnH M'3X. NnpegHasHa-
YeHHbI AN NPYMEHEHMS B XMBOTHOBOACTBE B KayecTBe f06aBkM K KopMam, KOMOMKopMaMm, B MPEMUKChI, B
KOXX€BEHHOW MPOMbILLNIEHHOCTH, a TakXkeB APYrUX oTpacnsx, rae HeobxoaMm rmaponns 6enkoBbIXCybCcTpaToB.

MpenapaT npeAcTaBiseT cob60li TMrpoOCKONMMYHbIA NOPOLLIOK, NOy4YaeMbIii BbICYLLUMBAHUEM Ha pacnbliv-
TesIbHOW CyLUW/IKE Ky/IbTypasbHOW XUAKOCTU Npu rMy6UHHOM KynbTuBMpoBaHuu Bac. subtilis. wutammbl koTo-
POro A0/MKHbI UMETb paspeLleHne K NpPUMEHEHNIO, YTBEPXAEHHOE B yCTaHOBIEHHOM NOPSiAKeE.

2 HopmaTtuBHbIE CCbINKN

B HacTosALeM cTaHAapTe UCNO/Ib30BaHbl HOPMATUBHbIE CCbISIKM Ha CneaytoLme cTaHaapTbl:

FOCT P 57249 TMNpenapatbl )epMeHTHblE. YNakoBKa, MapKkMpoBka, TpaHCNopTUpOBaHue 1 XpaHeHue

FOCT P 51574 Conb noBapeHHas nuuiesas. TexHuyeckue ycnosus

FOCT P 57248 [llpenapatbl (hepMeHTHbIe. pasuna npuemkm n metogbl otéopa npob

FOCT 6709 BopgaauctunnnpoBaHHas. TexHuyeckune ycnoBsus

FOCT 8253 Mo XMMUYECKM OCaXAEHHbIN. TexHnYeckme ycnosus

FOCT 9147 TMNocypa nobopynoBaHue nabopatopHble hapdopoBbie. TeXHUYeckme ycnosus

FOCT 12026 bymara counbTpoBanbHas nabopatopHas. TexHUYeckne ycnoBus

FOCT 14176 Myka KyKypy3Has. TexHuyeckue ycnosus

FOCT 20264.1 [Mpenapatbl hepMeHTHble. MeToAbl onpefenieHns opraHoNenTnyeckmx, U3nKo-xumMm-
YeCKNX U MMKPOBMOoornyecknx nokasarenei

FOCT 20264.2 MNpenapatbl hepMeHTHble. MeTofbl onpeaeneHunst NpoTeoIMTUYECKOR aKTUBHOCTM

FOCT 22967 LWnpuubl MeANLMHCKUE MHBEKLUOHHbIE MHOTOKPATHOIO NpUMeHeHns. O6Lne TexHuyec-
Kne TpeboBaHMa 1 MeTOAbl UCMbITAHWUIA

FOCT 25377 Wrnbl UHbEKUNOHHbIE MHOFOKPAaTHOrO NPUMEeHeHUs. TexHuyeckue ycnosus

MpumedaHne — MNpunNonbL30BAHMM HACTOAW MM CTAHAAPTOM Les1eco06pa3HO NPOBEPUTL AECTBNE CCbINOY-
HbIX CTaHAApTOB B WH(OPMALMOHHON cucTemMe O06U,ero NoNb30BaHWS — Ha oduumanbHOM caiTe defepanbHOro
areHTCcTBa N0 TEXHUYECKOMY PeryinpoBaHunio m MeTposiorun B ceTu WMHTEpHEeT Uau no eXerogHoMy UHGOpPMayMoHHOMY
ykasaTtento «HaunoHanbHble cCTaHAapTbl*, KOTOPbI 0NYy6/1MKOBAH MO COCTOSAHUIO HA 1 sHBaps TEKYLLEro roga, uno Bbinyc-
Kam eXeMeCsuHOro MHHOPMaLMOHHOTO ykazaTens «HauoHanbHble CTaHAAPTbI» 3a TEKYL Wi ro4. ECM 3aMeHeH CCbifioy-
Hbl/i CTaHAapT, HAa KOTOPbI/ faHa HeAaTWPOBAHHAS CCbifKa, TO PEKOMEHAYEeTCs MCNONb30BaTh AEACTBYIOLYIO Bepcuto
3TOro cTaHgapTa C y4eToM BCEX BHECEHHbIX B AaHHYI0 BEPCUI0 M3MEHEeHUIi. ECIM 3aMeHeH CCbl/TOYHbI CTaHAAPT, Ha KOTO-
pbiii faHa faTMpoBaHHas CCblNKa, TO PEKOMEeHAYeTCs UCNO/b30BaTh BEPCUIO 3TOM0 CTaHAAPTA C yKa3aHHbIM Bbill€e rof40M
yTBEepXAeHUs (MpUHATUA). ECM nocne yTBEPXAEHNS HACTOSALWEro CTaHAapTa B CCbIIOYHbIA CTAHAAPT, HA KOTOPbIi AaHa
faTupoBaHHas ccbinka, BHECEHO U3MEHEHWe, 3aTparmBaloLLee NosioXXeHne, Ha KOTOPOe faHa CChl/iKa, TO 3TO NOMOXeHNe
peKkoMeHAyeTCsi NPUHATb 6e3 yueTa JaHHOT0 n3MeHeHusi. EC/IM CCbIOYHbIN cTaHAapT oTMeHeH 6e3 3aMeHbl, TO NoJioxXe-
HMe. B KOTOPOM flaHa CChl/IKa Ha HETO, PEKOMEHAYEeTCsl MPUHATL B YACTW, HE 3aTparuBatoLLei aTy CCbinky.

N3paHne opuymnansHoe
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3 TexHun4yeckume TpeboBaHuA

3.1 MpenapaT NnpoTocy6TuNH M'3X A0/KEH OblTb U3rOTOB/IEH B COOTBETCTBUM C TPEO6OBaAHUSAMU HACTO-
ALLero ctaHgapTa no TeXHOI0rMYeCKOMY pernaMeHTy, yTBEPXAEeHHOMY B YCTaHOB/IEHHOM MOpPsiAKe.

3.2 XapaKkTepucTuku

3.2.1 [ina wn3roToBneHua npenapaTta npoTocyo6TUAMH [3X MPUMEHSIIOT Cbipbe W BCMOMOraTesibHble
martepuasbl B COOTBETCTBUM C TEXHO/IOTMYECKUM persiaMeHToM.

B kauecTBe HanosiHMTEeNel NCMONb3YIOT: COJIb MOBapPEeHHYo nuueByto no FTOCT P 51574, men xumuyecku
ocaxpaeHHbIn no FOCT 8253, myky Kykypy3Hyto no FOCT 14176.

3.2.2 B3aBMCUMOCTV OT MPOTEO/IMTUYECKOI aKTUBHOCTM NpenapaT NpoTocyo6TUAMH '3X BbiNycKaloT Tpex
rpynn: 1. Hu lll.

3.2.3 Mo (n3MKo-XuMMYECKUM U 6UONOrMYEeCcKUM MokasaTtensMm npenapara npoTocyo6TunuHa [3x
[0/XeH COOTBETCTBOBATb TPe60BaHMAM, yKa3aHHbIM B Tabnuue 1.

Ta6nuuya 1— dusnko-xumuyeckme n 6uonornyeckne nokasartenu npenapara nporocy6Tunmua r3x

Hopwma gns rpynn
HanmeHoBaHune nokasatens MeTop aHanusa
1 I n

BHewWwHui Bua 1 uset Mopowok oT cBeTno-6exeBoro MOrOCT 20264.1
[0 CBETN10-KOPUYHEBOTO

MaccoBas gons Bnaru. %, He 6onee 10 Mo FOCT 20264.1
MaccoBas fons ocTaTka noc/sie NPpoCenBaHUA Ha cuTe NolFOCT 20264.1
13 NpOoBOSIOYHOW ceTkn N? 025. %. He Gonee 10
MpoTeonutuyeckan aktusHocTb (MC), ealr 70+ 7 120 s 12 250t 25 MolFOCT 20264.2
Be3BpefHOCTb B TECT-f03€ Bes3speneH Mo 5.2
3.24 lMpenapart xopoLo pacTBOpPMM B BOJeE, HO AOMNycKaeTcs BbiMafeHne B 0cafok HepacTBOPMMOro
HanonHuTenA.

3.3 TpeboBaHus 6e30nNacHOCTH

3.3.1 Mpenapat npoTocy6TUANH M'3X M3roTOBNAIOT B COOTBETCTBUM C [1].

3.3.2 Mpenapat npoTocy6TUNNH '3X Maso TOKCUYeH, OTHOCUTCA K 3-My kiaccy onacHocTu. MNAK B BO3-
ayxe pabouei 30Hbl — 0.5 mMr/m3.

Mpenapat o6nagaet cnabbiM pasgpaxarowmnm 4eiCTBUEM Ha KOXY 1 C/IM3UCTYI0 060/104KY Y YyBCTBU-
TesIbHbIX KHEMY LY.

3.3.3 Mpenapat npoTtocy6TuanMH M3x He B3pbiBOONaceH. HMWxHWA npegen BocnnameHeHus 120 r/m3,
Temneparypa camoBocniameHeHus 300 °C.

3.3.4 Paboune nomeleHNss HeobxoaMMo 06opyfoBaTh 06LWE06MEHHOW BEHTUAUMEA U CUCTEeMOi
nblneybopku.

TexHonornyeckoe obopyfoBaHne AOMKHO 6bITb FTEPMETU3NPOBAHO, MECTa MNbl/IEBbIAENEHNS CHAaBXEHbI
MECTHbIMM BbITAXHbLIMW YCTPONCTBaAMM.

3.3.5 Jlnua, KoHTakTMpyoLWwue ¢ npenapaTomM, fO/MKHbI ObiTb 06ecneyeHbl CneLoaexaon v UHANBUAY-
anbHbIMK CpefcTBamMu 3aluTbl B COOTBETCTBMMU C OTpac/eBbIMM HOpMaMmn 1 Nepuogmyeckn noAseprarbcs
MeAULMHCKUM OCMOTPaM.

3.4 MapkupoBka
Mapkuposka — no FOCT P 57249.
3.5 YnakoBka

YnakoBka — no FOCT P 57249 co cneayouwmmM AOMNO/THEHUEM: K KaXXA0M yNakoBOYHOW eAnHMLEe npena-
pata. npegHa3Ha4yeHHOro 415 NpeAnpuATUiA arponpoMbILLIEHHOTO KOMMIEKca, NpuKNagbiBaeTcsa MHCTPYKLMSA
(HacTaBneHUe) No ero NPUMEHeHNI0.

2



FOCT P 57199—2016

4 TMpasBuna NpUemMkKmn

4.1 Tpuemka — no FOCT P 57248.
4.2 B ypoCcTOBEpeHMM O KayecTBe yKasblBaeTcsl (hakTUyeckoe cogepxaHue NOBapeHHON conu Ans
npenapaTta | rpynmnbl, MCNONb3YEMOro B KOMGMKOPMOBOL MPOMbILL/IEHHOCTH.

5 MeTogbl aHanusa

5.1 Ot60p npo6 — no NOCT P 57249; meTtoabl aHanusa — no F'OCT P 57249: TOCT 20264.2.
5.2 OnpegeneHne 6e3BpegHOCTM B TeCT-403€

5.2.1 Annapatypa:

- cTynka chbapgoposasi no FOCT 9147;

- wnpuy no FOCT 22967;

- UMbl UHBEKLMOHHbIE No TOCT 25377,

- BofapuctunnuposaHHaa no F'OCT 6709;

- bymara ounbTpoBanbHas no FOCT 12026.

5.2.2 [nA onpepeneHvus 6e3BpefHOCTM npenapara npoTocy6TuavMH M3x NATU Mbllwam Maccoil Tena
20—24 r nepopaibHO BBOAAT eXXeHEBHO BTeveHne 5Hei no 0.5 cm3pacTBopa ¢ MaccoBovi foeil npenaparta
0.5 %. (Mpenapart ¢ Hano/IHUTeIeM KyKypy3HOU MyKOI npefBapuTenibHO N3MenbYatoT 4,0 NOPOLLIKOO6GPa3HOro
COCTOSIHUA U (PUNBTPYIOT).

HabnogeHne npofomkatoT BTeueHre AByX nocnefyoLnx cyTok. Mpenapar cuntatot 6e3speHbIM, ecniv
BCE MbILWIM OCTAKTCA XMBbIMU. [pu rnéenun xota 6bl OAHOT0 XMBOTHOTO MPOBEPKY NPOBOAAT HA YABOEHHOM
KonuyecTBe Mbilweit. MNpu NOBTOPHOM OnbITe B Ciyyae rubenn xoTs 6bl OAHOIO XMBOTHOTO Npenapar cuntarT
He COOTBETCTBYIOLMM TpeboBaHMAM cTaHAapTa.

6 TpaHcnopTupoBaHuWe N XpaHeHune

6.1 TpaHcnopTupoBaHue n xpaHeHne — no FOCT P 57249.

7 lapaHTUM nsrotosuTend

7.1 WN3roToBUTEeNb rapaHTupyeT COOTBETCTBME PEPMEHTHOro npenapara npotocy6tuavH M3x Tpebo-
BaHMSAM HaCTOSLLEro cTaHgapTa npy cob6104eHNN YCI0BUIA TPAHCMOPTUPOBAHMWS Y XpaHEHNS.

7.2 TapaHTWiHbIA CPOK XpaHeHWs npenapata npoTocyoTuAuH F3X — 6 MecsiLeB CO AHSA €ro U3roTos-
neHus.

Bubnunorpadus

(1) HOAOTM 24.4-1.01—79 T[lpaBuna 6e30nacHOCTM A8 NPOM3BOACTBA MUKPOOMOMOTMYECKON MPOMbILIIEHHOCTH
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YAK577.15:006.354 OKC 65.120

KntoueBble crnoBa: hepMeHTHbIVi npenapat, NpoTocy6TunuH M3x. fobasBkn K kopMam, rmaponn3 6enkoBbix
cybcTpaToB, NnapTus, Bbibopka, Npobbl, TecT-403a

Pepaktop P.B. CTapwuHoa
TexHuyeckuii pegaktop B.H. Mpycakosa
KoppekTtop O M. MpokodbeBa
KomnbtoTepHasa Bepctka W.J1. HanBukoHou

CpaHo o Ha6bop 1S.11.2016. MognucaHo B nevars 08.12.2016. dopmat 60 n84". FapHutypa Apuan.

Yen.neu. n. 0.93. Yu.-uag. n 0,74. Tupax 30 3k3.  3nk. 3052.
MoAroToBNEHO HA OCHOBE 3NEKTPOHHOV BEpCcUW, NPefoCTaBNEHHON pa3paboTunkom cTaHgapTa

M3paHo n otneyataro 8o ®ryM «CTAHOAPTUH®OPM», 123995 Mocksa. MpaHaTHbIN nep.. 4.
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