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Mpeancnoeue

1 PABPABOTAH Accoumauunein «HekoMmmepueckoe napTHepcTeo KoopauwHaUWMOHHO-MHMOPMAaLMOHHBIA
LeHTp rocyaapctB — y4vacTHMkoB CHI no cbnuxeHuto perynsatopHbix npaktuk» npu ydactum 000 «LleHTp
IMNpombiwneHHon buotexHonornn umerdn Knarmum E.P. Jawkoson»

2 BHECEH TexHu4eckum KOMUTETOM Mo cTaHgapTusauumn TK 326 «BbuoTtexHonorumn»

3 YTBEPX/EH M BBEAEH B AEWCTBWE Mpukasom ®efepanbHOro areHTCTBa Mo TEXHUYECKOMY pe-
rynMpoBaHnio u MeTponoruum ot 7 centabpst 2017 r. Ne 1027-ct

4 BBEJEH BINEPBbIE

MNpasuna npumeHeHUss Hacmosweao cmaHdapma ycmaHoeneHbsl 8 cmamse 26 @edepanbHO20 3aKoHa
om 29 uwoHsa 2015 a. Ne 162-03 «O cmanOapmusauyuu e Pocculickol ®edepayuu». Mugopmayus ob us-
MEHEeHUSX K HacmosuwemMy cmaHO0apmy nybrnukyemcs 6 exez00HOM (M0 COCMOSAHUK Ha 1 AHeaps mekyuweao
200a) UHhopMaUUOHHOM ykazamene «HayuoHansHsle cmaHdapmel», a oguyuansHbil mekem usMeHeHul
U MONPagoK — 8 eXeMeCcsYHOM UHOPMaUUOHHOM ykasamene «HauyuoHanbHeie cmaHdapmel». B cnyyae
rnepecMompa (3aMeHbl) unu ommMeHb! Hacmosue2o cmaH@apma coomeemcmaeytouwiee ygedomneHue bydem
onybnukoeaHo 8 6nuxaluweMm 6bInycKe eXeMecsyHo20 UHGOPMayuoHHo20 ykasamens «HayuoHanbHble
cmaHOapmsi». Coomeemcemayiou,as UHGopMayus, yeedoMIeHUe U MeKCmbl paaMewaomcs makxe 8 UH-
gopmayuoHHoU cucmeme 0buwezo nonb3osaHuss — Ha ohuyuansHom calime @edepanbHO20 ageHmcmaea no
MEeXHUYECKOMY peaynuposaHuro u Mmemponoauu e cemu MHmepHem (www.gost.ru)

© CraHpapTuHdopm, 2017

HacToawwmin ctaHoapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXKMPOBaH U pac-
NMPOCTpPpaHEH B Ka4eCTBe OCbMLI,MaJ'IbHOFO n3gaHus 6es pa3peleHuns CDe,qepaanoro dreHTcTBa no TexHn4ecko-
MYy perynmpoBaHvMi U METPOJIOTUN
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OKC 07.100.01

Monpaeka k FTOCT P 57646—2017 Mpoaykuua Mukpobuonoruveckas. [lo6aeka nuweBas HU3IUH. TeXHU-
Yyeckue ycnoBus

B kakom mecte HanevataHo [omxHo BbITk

CHocka K Ta6l'IMLI,E.‘ 1 1 I YNCTOro HU3NHA 1 Mr 4ncToro HM3MHa

(MYC Ne 7 2022 1)
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HAUMOHANBbHBLIA CTAHOAPT POCCUMNCKOWNW PEOEPALUM

Mpogykuua MukpoGuonoruyeckas
OOBABKA NMAWLEBAA HU3UH
TexHUYecKue ycroeus

Microbiological products. Food additives Nisin. Specifications

Dara eeepenuna — 2018—08—01

1 O6bnacTb NnpUMeHeHus

HacToawmi cTaHaapT pacnpocTPaHAETCA Ha HU3WH, ABNAOLWWACA NENTUAHBIM aHTUBWMOTUKOM, Benkom,
KOTOopbI 0bpa3oBaH MUKpooprannamom Streptococcus lactis gng npMMeHeHns B NPOMbILUMEHHOCTU B Kade-
CTBE KOHCepBaHTa B Buae nuweson gobasku E234.

2 HopmaTtuBHbIE CChINKK

B HacTofAwWwem cTaHgapTe MCNONb30BaHbl HOPMATMBHLIE CChIMKW HA cnefylolne cTaH4apThbl:

FOCT 12.1.005 Cuctema ctaHgaptoB 6eszonacHocTu Tpyga. Obwme caHuTapHo-rurneHnyeckme Tpebo-
BaHWA K BO3ayxy pabodven 30HbI

MOCT 12.1.008 Cuctema ctaHgaptoB DesonacHocTv Tpyga. buonormdeckas GesonacHocTe. Obwme
TpeboBaHusa

MOCT 12.2.003 Cuctema ctaHgapTtoB BezonacHocTtu Tpyga. Ob6opynoBaHue npov3BogcTBeHHoe. OB-
wre TpeboBaHna GezonacHocTK

FOCT 12.4.028 Cuctema cTtaHgapToB bezonacHocTu Tpyaa. Pecnnpatopsl LWUB-1 «JlenecTtok». TexHnye-
CKMe ycnosus

MOCT 12.4.253 Cuctema cTaHgapToB Oe3zonacHocTn Tpyda. CpedcTea MHAMBUAYANbHON 3alMThl r1as.
Obwue TexHu4eckue TpeboBaHua

FOCT 61 PeakTtuBbl. Kncnota ykcycHas. TeXxHUYeckMe ycrnoBus

FOCT 1770 MNocyna mepHasa nabopatopHas creknsaHHaa. LlunuHgpel, MmeH3ypkn, konbbl, npobupku. O6-
LKMEe TEXHUYECKME YCIIOBUSA

MOCT 2226 Mewwkn n3 dymarm v KOMOMHUPOBaHHbIX MaTepranoB. O6lWne TexHNYeckne yCnoBus

MOCT 3118 Peaktueel. Kucnota congHasa. TexHU4eckme ycrnoBus

FOCT 4198 Peaktusbl. Kanuin bocdopHOKUCHLIN OAHO3aMeLLeHHbIA. TeXHUYeCKUe YCnoBus

FOCT 4233 PeaktuBbl. HaTpuit xnopucTbid. TexHUYeckue ycroBus

FOCT 4328 PeaktuBbl. Hatpus rugpookmck. TexHM4eckue ycrnoBust

FOCT 5962 CnupT 3TMNOBLIA PEKTUINKOBAHHBIA M3 NMULLIEBOMO Chipbs. TEXHUYECKNE YCMOBUSA

MOCT 6006 PeakTtusbl. BytaHon-1. TexHuyeckue ycnosus

FOCT 6309 HuTku weeiHble xnonyaTobyMaxHble U CUHTETMYECKME. TEXHUYECKUE YCNoBUS

FOCT 6709 Boga guctunnupoBaHHas. TexHu4Yeckue ycrnosus

FOCT 7402 3nekTpoBeHTUNATOPbI BbiToBbIE. OBLIME TEXHUYECKWUE YCITOBUSA

FOCT 8074 Mukpockonbl MHCTPYMEHTanbHble. TUMbl, OCHOBHbIE NapameTpbl U pasMepbl. TEXHUYecKne
TpeboBaHus

W3paHuve ochmumanbHoe
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FOCT 9147 lMNocyna v obopynosaHue nabopaTtopHble hapdopoBble. TEXHUYECKUEe YCIoBUS

FOCT 10354 lNneHka nonuatuneHoBas. TexHNYeckne ycrnoBus

rOCT 12026 Bymara dwunsTpoBanbHas nabopatopHas. TeXHUYeCcKWe yCrnoBus

FOCT 13496.1 Kombukopma, KOMBUKOpMOBOE chipbe. MeToabl onpeaeneHns codepXaHus HaTtpusa u
Xxnopuaa Hatpus

MOCT 13496.13 Kombukopma. MeToabl onpegeneHus 3anaxa, 3apaXeHHOCTU BpeauTensamMn xnebHblix
3anacoB

FOCT 13647 PeaktuBbl. MNupnanH. TexHUYECKUe ycnosms

FOCT 13805 NMenToH cyxow hepMeHTaTUBHbIN ANA HakTepMonorn4eckux Lenein. TexHu4eckne ycnoBus

rOCT 14192 MapkupoBka rpy3os

FOCT 14735 MNMnaHku oTkugHble. KoHeTpykums

FOCT 14961 HUTKM NbBHSAHBLIE N NBHSAHBLIE C XMMWUYECKUMI BONOKHAMKW. TEXHUYECKME YCITOBMISA

rOCT 16280 Arap nuweBoi. TexHUYeCKNe yCnoBms

FOCT 17206 Arap MukpoBuonorm4yecknin,. TeXHN4ecke ycrnoBusi

FOCT 17308 Wnaratbl. TexHUYeCKne ycrnoBus

FOCT 17811 Melkn NoNMaTUNEHOBLIE AN XUMUYECKON NPOAYKUUIK. TeXHUYeCK1e YCrnoBus

FOCT 18251 NleHTa kneesas Ha ByMaXKHOWM OCHOBe. TexHu4yeckue ycnoBus

[OCT 20010 lNepyaTkn pe3vHOBLIE TEXHUYECKUE. TeXHUYECKNE YCINOBUS

rOCT 20729 MutaTtenoHble cpeasl. Boga MsacHan (ans BeTepuHapHbIX Uenen). TexHn4eckne ycnosBus

rOCT 20730 MuTaTtenbHble cpeabl. BynboH MSCONENTOHHLIN (ANA BETEPUHAPHbIX Lenei). TexHndeckue
yCcrnoBwusi

FOCT 21239 UHCcTpyMeHThI Xupyprudeckue. HoxHuubl. Obumne TpeboBaHMa U MeTOALI UCTIbITaHWUA

FOCT 22280 PeaktuBbl. HaTpuidi MMMOHHOKUCNLIA 5,5-BoaHbIA. TexHUYeckue ycnosus

FOCT 22314 3BnekTtpodeHsbl buiToBble. OBLLMe TEXHUYECKUE YCNOBMS

FOCT 22967 LWnpuubl MeaUUUHCKNE MHBbEKLMOHHbIE MHOTOKpaTHOro npumeHeHns. Obline TexHuyeckme
TpeboBaHUsA M METOAbI UCMBITAHWUIA

rOCT 25336 Mocyna u obopynoBaHue nabopaTopHble CTEKNsSIHHbIE. TWUMbI, OCHOBHbIE MapaMeTpbl U
pasmepsl

FOCT 25377 Urnbl MHBEKUWMOHHBIE MHOTOKPATHOTO NMPUMEHEHUsA. TexHu4YecKne ycrnoBust

FOCT 28498 TepMOMETPbLI KMAOKOCTHbIE cTeknaHHble. Obuwne TexHudyeckne TpeboeaHua. Metogbl uc-
NblTaHWUA

FOCT 28950 NHcTpyMeHThl YepTexHble. Obline TexHuyeckne TpeboBaHUst U METOAbl UCTIbITAHWIA

roCT 29227 (MCO 835-1-81) Nocyna nabopaTopHas cTeknsHHas. MNuneTkn rpagyvMpoBaHHele. YacTb 1.
O6wwue TpeboBaHua

FOCT P 8.857 lNocynapcTeeHHasi cuctema obecnevyeHns eguHcTBa namepeHun. pH-metpol. MeTtoguka
NMOBEPKM

rOCT P 51760 Tapa notpebutensckas nonumepHas. ObLMe TeXHUYecKkne yCnoBus

FOCT P 53228 Becbkl HeapToMaTudeckoro geicteus. Yactb 1. MeTponornyeckue 1 TexHudeckune Tpebo-
BaHus. NcnbiTaHns

FOCT P 55878 CnupT 3TUNOBLIA TEXHUYECKUA TMOPONU3HLIA PEKTUMUKOBAHHLIA. TEXHUYECKUE YCITOBUSA

FOCT P 57233 lMNpoaykuua mukpobuonorudeckas. lNpasuna npuemMku 1 metogbl otbopa npobd

FOCT P 57234 lMNpoagykuua mukpobruonornyeckas. YnNakoBka, MapKMpOBKA, TPAHCMOPTUPOBAHWE U Xpa-
HeHune

MpumMeydaHue — MNpy NONb30BaHWW HACTOALMM CTAHAAPTOM LienecoobpasHo NpoBepUTL AENCTBUE CChbINOYHBIX
CTaHOapTOB B MHGOPMALMOHHOM cMCTEME OBLLEro Nonb3oBaHus — Ha oduumMansHoM cante GegepansHoro areHTcTea no
TEXHUYECKOMY PETYNUPOBaHUIO U METPONOMMW B CETU MIHTEPHET UMK MO EKerogHOMY MHOpMaLMOHHOMY yKasaTenio «Ha-
LMOHanNbHBIE CTAHOAPTLI», KOTOPbIA ONyBNUMKOBaH NO COCTOAHMIO Ha 1 AHBAPA TEKYLLEro roaa, 1 no BbiNyckam exemMecsay-
HOro MHhOpPMaLIMOHHOTO YkasaTensa «HauWoHanbHble cTaHAapTbl» 3@ TeKyLWMi rod. Ecnv 3aMeHeH CCbINOYHbIN CTaHAAPT,
Ha KOTOpbIA AaHa HEQaTMPOBaHHAS CChINKa, TO PEKOMEHAYETCH WCMOMb30BATL ASWCTBYIOLLYI0 BEPCUIO 3TOMO CTaHaapTa
C Y4ETOM BCEX BHECEHHbIX B AHHYK BEPCUI0 U3MEHeHWIA. ECniv 3aMeHEH CChINOYHBIA CTaHAAapT, Ha KOTOpbI AaHa Aatu-
pOBaHHAaA CChINka, TO peKOMEHAYETCA UCNONb30BATL BEPCUIO ATOMO CTAHAAPTA C YKa3aHHLIM Bhille rofoM YyTBEPXAeHUs
(NpuHATMS). Ecnn nocne yTBepXOEeHWUs HACTOALETO CTaHAapTa B CCbIMOYHbINM CTaHOAPT, HA KOTOPLIM AaHa AaTupoBaHHas
CChINKa, BHECEHO M3MEHEHME, 3aTparMBakLLee NonoKeHUe, Ha KOTOpPOe AaHa CChINKa, TO 3TO NONOXEHWe PEKOMEHOYETCS
npuHaTE 6e3 yyeTa AaHHOro U3MeHeHWs. Ecnu cobiNoYHbIA cTaHAapT oTMeHeH 6e3 3aMeHbl, TO MOMOXEHWE, B KOTOPOM
[aHa CCbINKa Ha Hero, peKoOMeHAYETCA NMPUHATL B YACTW, He 3aTparuBaioLLei aTy CCbInky.
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3 TexHnu4eckue TpedboBaHUA

3.1 HuaunH crnegyert U3roTOBNATbL B COOTBETCTBUN C TPEGOBBHMHMM HacTosAWero ctaHgapTa no TeXHono-
rTM4eCKOMYy pernamMeHTy, yTBepX4eHHOMY B YCTaHOBIMEHHOM NOpALKe.

3.2 XapakTepUCTHKHN

3.2.1 Hu3mH npencTtaenaeT coboi NOpPoLLIOK Benoro UK KenToBaToro LBeTa, XOpoLIo pacTBOPUMBbIA B
Bofe. B 1 r Boagkl pacTBopseTcH 4,8x10% ME (npu pH = 2); 1,6x10% ME (npu pH = 5).

MpenapaT XOpoLWo pacTBOPUM B pasbaBneHHbIX KUCNoTax; cpeaHe pacTBOPUM B CNMpTaXx; HEPACTBOPMM
B XWPHbLIX pacTBOpUTENSX.

3.2.2 Mony4awT HU3UH NyTeM hepmeHTaumm ¢ nomowbio 6aktepuid Lactococcus lactis Ha ocHoBe npu-
POAHLIX CyOCTpaTOB, TAKMX Kak rMoKo3a UM MOSOKO.

3.2.3 HuauH cogepXuT NpuMecH KynbTypanbHON XKWOKOCTH U (hparMeHThl KneTok Streptomyces lactis.

3.2.4 Mo duaunko-61uonornyeckum nokasartenssm HM3uH OOMKeH COOTBETCTBOBATL TPeboBaHMAM, yKa3aH-
HbiM B Tabnuue 1.

Tabnuua 1 — ®uamko-buonorMyeckne nokasarteni HA3mMHa

HaumeHoBaHue nokasatens XapaKTBpMCTHKa N 3HavYeHwWe nokasarensd

BHelwHWr B1A [MopoLlok oT 6enoro 4o enToBaToro LUBeTa
Maccoeas gons enaru, %, He Bonee 9,5
3anax Creundguyecknin, XxapakTepHbIA
KpynHOCTb NoMona: OCTaToK Ha CUTe C OTBEPCTUAMK ONaMETPOM

0 10,0
0,56 mm, %, He Bonee
OcTaToK Ha cuTe ¢ oTBepcTuaMU anameTpom 1,00 mm, %, He Bonee 0,5
CopepxaHue Hu3nHa, ME*/mr, He meHee 900,0
AKTWBHOCTbL Npenapara, eduHuL, He MeHee 1000,0
[MoTepw npu cywike, %, He Bonee 3,0
Xnopug HaTtpus, %, He MeHee 50,0
BesBpeaHoOCTE B TECT-003€ HAa OQHY MbIllb, MI 100,0
3apaKeHHOCTb BPeaMTENAMU W NNECEHBLIO He ponyckaetca
ToKcKW4YHble aneMeHTbl, Mr/Kr, He Bonee:
MbILLbSK
CBUHEL, (5]
pTYTb

* 1 r yucToro HM3MHa cooTBeTCcTBYeT okono 40000 ME.

3.3 TpeboBaHUA K CbIPbIO

[ns npon3BoacTBa HWM3UHA UCMONbL3YIOT Chipbe W BCMOMOraTeNbHble MaTepuarnsl, ykasaHHble B TeXHO-
noruyeckom pernameHTte. B ka4ecTBe KOMNOHEHTOB NUTaTENbLHON Cpedbl 4ONyCKaeTcs UCNoMb30BaThk Paccon
nocre CyLIKU MOMOYHOM ChIBOPOTKM, coaepalleit Ao 9,0 r/aM3 MUHepanbHbIX CONel, MOMOYHYH ChIBOPOTKY
UMK OMOMOCKK, Nony4aemble Nocne MOMKU TeXHONorMyeckoro ob6opyaoBaHMa Ha MOMOYHLIX NPeanpuUsaTUaX 1
cogepaliune He cebiwe 0,2 % 6enka.

3.4 TpeboBaHuA Ge3onacHOCTKU

3.4.1 lNpenapaTt HW3WH U3TOTOBMAKT B COOTBETCTBUKM C nMpaBunaMu 6e3onacHocTu Ons NpOWM3BOACTBA
MWUKPOOKMONOrnYecKon npoMbelneHHocTn [1], [2].
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3.4.2 NpegenbHoO onyckaeMas KOHUEeHTpauus npenapata B Bo3gyxe paboyux nomMeLeHnin He OoMmKHa
npesbiwath 0,4 mr/im3.

3.4.3 MNpwu paboTe ¢ npenapaToM HEOBXOAMMO NPUMEHSITE MHAMBKUAYANbHbLIE CPEOCTBA 3aLUUThI: pecnu-
patop WB-1 «Jlenectok» no MOCT 12.4.028, 3awmnTHble odku no NMOCT 12.4.253, pe3anHoBble NepyaTku no
FOCT 20010, Takke cnegyeT cobnwaaTte MEPhl MUYHON TMTMEHBI.

3.4.4 MNpownsBoacTBeHHoe obopynoBaHWe OMKHO oTBedaTth TpebosaHusm FOCT 12.2.003.

3.4.5 [Ina npegynpexaeHus onacHoro U BpeaHOro Bo3aeincTBUs MUKPOOPraHM3mMoB crieqyeT cobnopath
TpeboBaHusa buonormyeckon 6esonacHocTy no MOCT 12.1.008.

3.4.6 O0wue caHWTapHo-TUrMeHNYeckue TpeboBaHWs K Bo3gyxy pabouyei 3oHel — no MOCT 12.1.005.

4 Npasuna npueMku

4.1 Mpaeuna nprvemku npenaparta H1U3uH — no NOCT P 57233.

4.2 HuauH npuHumatoT naptusmu. MapTtuei cuntawT Noboe KONMYECTBO NpenaparTa, U3roToBMEHHOE 3a
OAWH TEXHONMOrMHYEeCKNI LWKI, OQHOPOAHOE MO NoKasaTensam KadecTBa U 0QOpMIeHHOe OOHMM JOKYMEHTOM O
KavecTBe.

B nokyMmeHTe 0 Ka4yecTBe ykasblBaloT:

- HaUMeHOoBaHWe opraHu3auuu, B CUCTEMY KOTOPOW BXOAWT NpeanpusiTUe-u3aroToBUTENb;

- HaMMeHOBaHWe NpeanpuaTUS-U3roTOBUTENS U (UNK) ero TOBapHLIA 3HAK;

- HaMMeHoBaHWe W MapKy npenapara;

- HOMEp napTuu;

- Maccy HeTTO napTuu;

- KOMWYeCcTBO MECT B NapTuu;

- OaTy W3roToBMNeHWs npenaparta (rod, MecsL, Yucno);

- pesaynbTaThl UCMbITAHWIA, OATY Bblda4u JOKYMEHTa 0 KadecTBe;

- rapaHTUNHLINA CPOK W YCNOBUS XpaHeHWUs,

- obo3HaveHMe HacTosLero cTaHgapTa.

4.3 [Insi npoBepkM Ka4ecTBa HU3MHA OT Kak4oW napTum oTbupatoT BbIDOPKY B pasmepe: OT naptuu 4o
100 ynakoBOYHbIX €AMHUL, — HE MEeHee NATW YNakoBOYHbIX eanHuL,; cebiwe 100 ynakoBoYHbIx eguHuly — 5 %.

4.4 ToanMHHOCTL HU3MHA onpegenstoT B Kaxgon 10-1 naptuun. MNpr naMeHeHUM TEXHONOMMI U3roToBMe-
HUS HU3MHA NOAMMHHOCTL ONpeaensoT B NATU NapTUsaX noapsaa.

4.5 lNMpy HeyoOBNETBOPUTENBHbBIX pe3ynkTatax UCMbITAHWA XOTA Obl NO OAHOMY MOKa3aTemnk No Hemy
NPOBOASAT NOBTOPHbIE UCMbITAHWA HA YOBOEHHOM KONMYecTBe BbIDOPKKU, B3ATON OT TOM e NapTumM NPoayKumm.

PesynsTtathl UCNbITAHKMW PACNPOCTPAHAIOT Ha BCK NapTuio.

5 MeTtoabl nCNbITaHUN

5.1 OT6op npob

5.1.1 OT60p Npob NnpoBOAAT B COOTBETCTBUU C TpeboBaHnamu MOCT P 57233.

5.1.2 OT kaxaon yNnakoBOYHOW eQnHULbl 0TBUpakT To4euyHo 2—3 npobbl LWynoM BMECTUMOCThLIO He 60o-
nee 50 r, norpyxas ero Ha BCto rmyBuHy MeLlka.

5.1.3 To4euyHble Npobbl 06bLEMHAKT, TWATENbHO NEPEMELLMBAIT U BbIAENSAT CPeHIo Npoby Maccon
He meHee 600 r.

5.1.4 CpepHioo Nnpoby AenaT nononam 1 NoMeLatT B Be YACTbIe Cyxmne BaHKu ¢ NpuTepThiMu Npobka-
MW UMK B MONMU3TUNEHOBLIE MELLOYKN.

OpHy 6aHKy Unun MeLLoYek NepedatoT B NabopaTopuio ANa aHanuaa kayecTsa npenapara, a apyryto bax-
KY UMW MELIOYEK XpaHAT B Te4EHWE CpOKa roAHOCTU npenapaTta Ha cnyyan pasHornacuii B oueHKe KadyecTBa.

5.1.5 MNpob6bl, HanpasnseMble B NabopaTopuio UMK Ha XpaHeHne, onevyaThbiBaOT U CHA0XaloT 3TUKETKON
C yKasaHuem:
HauMeHOBaHUA NPeanpPUATUSA-U3TOTOBUTENS U (UMW) ero TOBapHOTroO 3HaKa;
HauMeHoBaHWA nNpenaparta;
HOMepa napTuu;
MacChl HETTO NapTUK;
aaTbl oTéopa npobbl;
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- OOMKHOCTM W noanvcK nuua, otéupasiiero npoby;
- rapaHTUMHOro CpoKa XpaHeHus.

5.2 OnpepeneHue BHELIHEro BU4a U NNeceHu

HEBECKy maccon 50 r paccbeinakT Ha Genyfo YUCTYH NOBEPXHOCTb, paCcCMartpuBearoT v onpenendarT UBeT
1 Hanu4dume nneceHn npn ectectBeHHoOM oCBeLlleHnN.

5.3 OnpepeneHue MaccoEOW JONW BRaru

CylHoCTb MeTOAA 3aKio4YyaeTcs B BbICyLIVMBaHWW Npenaparta npy HarpeBaHuW 00 MOCTOSHHOW Maccehl
npu Temnepatype (105 + 2) °C v onpegeneHvy BNarv No pasHoCTW pe3ynbTaToB B3BELLNBAHWNA.

5.3.1 AnnapaTypa 1 peakTuBbl:

- cywunbHbIA Wkad nwboro Tvna, obecneuynBarwwmMii Temnepatypy Harpesa ot 100 °C go 200 °C ¢
TOYHOCTBI TepMoperynauun + 2 °C;

- Becbl nabopaTopHble obwero HasHadeHus no NOCT P 53228 1-ro 1 2-ro KnaccoB TOMHOCTU C npeae-
nom e3pewnaHua 200 r;

- DHOKCBI, M3rOTOBMEHHBIE U3 HEKOPPO3UPYEMOro MeTanna, unu ctakaHyiuku CB 14/8; 19/9; 24/10; 34-2
no MOCT 25336;

- 3KcUKaTop ucnonHeHus 2 c guametpom kopnyca 100, 140, 190, 250 mm no TOCT 25336, copepxalyui
cunukarens ¢ Ao0baBneHWeM MHAMKATOpa BNaXKHOCTU UMW NPOKaneHHbIN XNopua KanbLus.

5.3.2 NMpoBegeHne UCNbITaHUA

OTKpBITYt0 BHOKCY M KpBILLKY MOMELLAT B CYLUMNBHBIA WwWkad npu Temnepatype (105 + 2) °C na 30 muH.
3aTeM 3aKpbIBAKT DHOKCY KPLILWKOW, OXNa)4alT B 3KCMKATope A0 KOMHATHOW TemMrnepaTypbl M B3BELUWBAIOT.
BuicylumBaHue BIOKChI C KPbILLKOM NPOBOOAT A0 OOCTUXEHUS MOCTOSHHOW MacChl.

5 r npenapata nomewarT B Brokcy. OTKPbITYHO BHOKCY M KPbILIKY MOMELLAT B CYLUMMbHbIA WKad npu
Temnepatype (105 £ 2) °C Ha 4 4, 3aTem 3aKpbIBaOT BIOKCY KPBILLKOW, MepeHOCAT B 3KCUKATOP, OXNaxaawT 00
KOMHaTHOW TeMmnepaTypbl U BbICTPO B3BELUMBAIOT.

BHoOBb BbicyLLMBaKOT 0Opasel, B TeueHWe 1 U, oxnaxaawT 1M B3BelLuBatoT. [oBTOPAOT BhICYLUMBAHWE 00
TEX Mop, Noka pazHoCTb pe3ynLTaToB OBYX NOcneAoBaTenbHbIX B3BeMBaHUA ByaeT He bonee 0,0004 r. Ecnu
nocrie NOBTOPHOTO BLICYLUWBAHWA Macca yBENUYUTCS, 32 pe3ynsTaT NpUHUMAaKT HaUMeHbLLee 3Ha4YeHne.

5.3.3 O6paboTka pe3ynsTaToB

Maccosyto gonto Bnarv (X;) B NpoueHTax BbIYMCNAT Mo hopmyne

my —my
Xy =—- 100, (1)
m1fm3

rae m; — macca 61oKcel ¢ Npoboii A0 BbICYLWIMBAHUS, T;
m, — Macca 61oKcbl ¢ Npo6oii nocre BbICYLWIMBAHUA, T;
my — macca BroKcsl, T.

3a oKoHYaTenbHbIA pe3ynbTaT UCNbITAHWSA NPUHUMAT cpegHee apuMeTUYecKoe pesynsTaTtoB ABYX
napannenbHbliX onpeaeneHnid. Jlonyckaemble pacxoXOeHUsA He JOMKHbI OTNMYATLCA OT CPeOHEro 3HaYeHUs
Bonee yem Ha 5 % (OTH.).

5.4 OnpepeneHune KpynHoOCTH noMona

CylHocTb MeTofa 3akrnoyaeTcsl B rpaBMMETPUYECKOM ONpedenennn ocTatka Ha cuTe nocrne npoceu-
BaHMWs Npobbil.

5.4.1 Annapatypa:

- yCTaHOBKa Ofs pacceBa C CUTaMU: C HOMUHaIbHbIMU pa3mepamu adeinku 0,560 mm 1 1,00 mm no [3];

- Becbl NabopaTopHble 0bLero HasHadyeHus no MOCT P 53228 1-ro 1 2-ro KNaccoB TOYHOCTU ¢ Haubonb-
WwumM npefdenom s3sewmsaHua 200 r.

5.4.2 NMpoBeaeHne UCNbITAHUNA

100 r npenapaTta NoOMEeLLaT Ha CUTO, KOTOPOE 3aKpbIBAKOT KPbILIKOW, YKPEnnsawT Ha nnatdopMe ycTa-
HOBKW NS pacceBa, BKIMIOYAKT YCTAHOBKY M npocevBatoT B TedeHne 10 muH npu 190—210 konebaHusx B
MUHYTY.
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[onyckaeTcs npocenBaHune py4yHbiM cnocobom npu 110—120 konebaHuax B MUHYTY 1 pa3maxe koneba-
HWiA okono 10 cm.

5.4.3 O6paboTka pezynLTaToB

OcTatok Ha cuTe (X,) B NpoueHTax BLIYMCIAKT Mo opmMyne

m
X2=_4 100, (2)
ms

raoe m,— Macca ocTaTka Ha CuTe, I,
mg — macca npooel, T.

3a okoHuYaTenbHLIA Pe3ynbTaT UCMbITAHWS NPUHMMAEIOT cpedHee apudMeTUYEecKOe pesynsTaToB ABYX
napannensHbIX onpeaeneHuin. [lonyckaeMble pacxOXOeHWsl He OOMKHbLI OTNUYATLCA OT CPeOHEero 3Ha4YeHus
Bonee yem Ha 10 % OTH.

5.5 OnpegeneHve HA3UHA

CywHOCTL MEeTO4a 3aKnovaeTcsl B CPaBHEHWWM 30H 3a4epXKW pocTa TecT-KynbTypbl Bacillus coagulans
UCMBITYEMbIM NPenapaTtom 1 cTaHAaPTOM HM3WHA. CTaHOapTOM CRYXWUT PacTBOP OUYMLLEHHOTO KOMMEPYECKOro
npenapata Nisaplin («Aplin&Barrett Ltd», BenukobputaHua) ¢ aktneHoctekd 5, 10, 15, 20, 40 ME/mn. Yye-
cTBuTEnsHOCTL Metoga 0,5 El B 1 mr.

5.5.1 AnnapaTtypa, maTepuansl, peakTuBbl U NUTaTENbHbIE Cpeabl:

- pH-MeTp ¢ norpellHoCcTLIO U3MepeHusa He bonee 0,1 no MOCT P 8.857;

- Bechkl NabopaTtopHble obulero HasHadeHusa no FOCT P 53228 1-ro n 2-ro KNaccoB TOYHOCTH ¢ HAaUBbomMb-
wum npegenom B3ewmsanusa 200 r;

- aBTOKMNaB BepTUKaNbHbLIN,

- mukpockon no NOCT 8074;

- TepmocTart nwboro Tuna, obecneunBarWnA TemnepaTypy Harpesa (37 £ 1) °C;

- BaTepnac;

- CTONMWK C TOPU30HTaNbLHOM NNAacTUHOW BepTUKANbLHOMO CTekna;

- hOTOYBEMWUUUTEND;

- CylWwmnbHeIA Wkadg noboro Tuna, obecneunBaromin Temnepartypy Harpeea ot 100 °C go 200 °C c no-
rpeLHoCcTbO TepMoperynauumn + 2 °C;

- TepMoMeTp ¢ AnanasoHoM uamepenua ot 0 °C no 100 °C no TOCT 28498;

- DaHs BogsHasa nboro TMna, obecnevunsarollas Temnepatypy Harpesa ot 20 °C go 100 °C ¢ norpeLu-
HOCTbIO Tepmoperynsuun = 3 °C;

- ©yp unu npoboYyHOEe CBEPNO C BHYTPEHHUM ANANa3oHoM 8 MM;

- KanensHWUa, npeacraensawLLas coboi uHbekunoHHy urny no FOCT 25377, BNasiHHY0 B CTEKMSIHHYHO
TpybKky AnameTpom 5—7 MM, HA KOHEL, KOTOPOW HageTa pe3vHoBas rpyLua;

- KOnGbl MepHble BMecTUMOCTbIo 100, 1000 cm® no FOCT 1770;

- kon6bl KOHUYEeCKNe BMeCTUMOCTbo 100 cm3 no MTOCT 25336;

- Yawkn bakTepuonorndeckue (dawkn Metpu) Tuna LIBH wcnonHeHus 2, HOMMHaMNbHBIM OUaMeTpoM
100 mm no TOCT 25336;

- NMUNEeTKM BMecTumocTbio 5, 10 1 20 cm3 no FTOCT 29227:

- npobupkun Tuna W gnametpom 16 mMm, BoicoTorn 150 MM 13 XMMUYECKM CTOMKOro cTekna rpynnsl XC no
FOCT 25336;

- CMUPTOBKM cTeKnsiHHble no MOCT 25336;

- MaTtpalbl CTEKNAHHbIE;

- BopoHka Tuna B guametpom 100 mm BeicoTon 150 mm no TOCT 25336;

- neTns MMKpobuonoruyeckas;

- Bymara cdomnnstpoBansHaga no FOCT 12026;

- obpasel cTaHOapTHbIA CTEKISAHHBIN 415 BU3YalbHOro onpegeneHus MyTHOCTY DakTepnanbHbiX B3Be-
cell, MyTHOCTb KoToporo pasHa 1,66 cm~! 1 akenBaneHTa 10 MeXAyHapPOAHBIM EANHNLIAM MYTHOCTU;

- UMNUHOPLI MEPHbIE BMECTMMOCTbIO 50 cm3 no MTOCT 1770;

- HW3WH CTAHOAPTHLIA C AaKTMBHOCTbIO, YKa3aHHOW Ha STUKETKE;

- TecT-muKpoopraHnam Bac. subtilis 6633;

Pa3zpaboTka anekTpoHHON Bepcun - nopTan GostExpert.ru 11/21
CrpanHuua nokymeHTa - https://GostExpert.ru/gost/gost-57646-2017



https://gostexpert.ru?utm_source=pdf&utm_medium=58137
https://gostexpert.ru/gost/gost-57646-2017?utm_source=pdf&utm_medium=58137&utm_term=page

FOCT P 57646—2017

HaTPUIn MTMMOHHOKUCHbIN TpexaameuleHHbin no FTOCT 22280;

- HaTtpusa rmapookuchk no MOCT 4328;

- HaTpui xnopucTeli no MOCT 4233;

- kucnota consaHasa no NOCT 3118, pacTeopbl KOHUeHTpauun 0,01 MOJ'II:.",D,MS (0,01 H.)m 0,2 Monb/,ﬂ,M3
(0,2 H.);

- KanbLUuit oChOpPHOKUCTbIN ogHo3ameleHHbIn no TOCT 4198;

- MENTOH CyXoin hepMeHTaTMBHLIN Ansa bakTepuonorndeckux uenei no MOCT 13805;

- BynboH XoTTuHrepa;

- arap mukpobuonoruyeckuin no FTOCT 17206 unu arap nuwesoi no MOCT 16280;

- Boga msicHas no NOCT 20729;

- BynboH maconenToHHbIA (MIMB) no FTOCT 20730.

5.5.2 PacTtBOpbI M NUTaTenbHbIe Ccpeabl

PactBop 6ydepHbIi NMMOHHOKKCHBIN ¢ pH3-3,2 roToBAT cMeLleHneM ABYX pacTBOpoB: 62 cm3 pacTBOpa
A 1 100 cm? pactsopa b.

PacTteopbl A 1 b rotoeaT cnegywlwmnm obpasom:

- pactBop A — 22,6 r yuTpaTta guruapara HaTpus NoMeLLatoT B MepHyto konby BMecTumocThio 1000 cmd
¥ OONUBAIT BOOY 40 METKM;

- pacTBop B — 8,2 cM*” KOHLEHTPUPOBAHHOWM CONAHOM KMCNOThI NOMELLAIOT B MEPHYHO Kornby BMECTUMO-
cTbio 1000 cm3 u pas3baBnsaT BOAOK A0 METKM.

PacTteopbl ansa okpacku no Mpamy.

Cpepna arapoeasi ronofHas; rotoBAT cnefyLmnM obpasom:

15 r arapa, B3BeLLEHHOrO C NorpellHocTeo He 6onee 0,01 r, nomewatoT B konby BMmecTumocTtsio 1000 cm3,
copepxallyto 900 cm3 Boabl. Konby cTaaT Ha BoAsiHYI0 6aHIo U HarpeBaloT [0 NOMHOTo pacnnasneHus arapa.

3 r auruapoopTodocdarta Kanus, B3BeLleHHOoro ¢ norpelHocTeio He bonee 0,01 1, pacTtBopsatoT B 100 cm3
BObI, 3aTeM BbINMUBAIOT B pacnnasneHHbIn arap, oBoaAT obbem Bogon Ao 1000 cm3 nepemMeLlunBaT. YcTa-
HaenuaatoT pH = 8,0 npu nomowm 30 %-Horo pacTBopa ruapooKcuaa HaTpus. ArapoByto cpegy KMMaTAT 4o
obpasoBaHns ocagka, 3aTeM QUNbLTPYIOT Yepes TONCThIA CMOW BaTbl U CTEPUIU3YIOT B aBTOKIABE B TEYEHME
30 muH npu Temnepatype (110 £ 1) °C. pH cpenbl nons ctepunuaaumy gomxHa oeite 7,8—8,0. Cpeny xpaHaT
npu temnepatype 20 °C — 22 °C He bonee OByX MecsLEB.

Cpena araposas nuTaTenbHasa; roTOBAT aHaNOrMYHO NPUTroTOBMNEHUID arapoBOl TONOAHOW cpenbl, Npu
3ToM B3ameH Bogabl GepyT MIMB ¢ conepkaHueM amuHHoro asota 50—60 mr B 100 cm® 6ynboHa. MuTatensHyo
cpeny CTepunM3yloT B aBToknaee B TedeHue 30 muH npu temnepatype (1101) °C. MNMocne ctepunusaumu pH
pacTeopa gomkHa buiTe 7,8—8,0. PacTBop XpaHAT B TeueHMe Mecsala npyv KOMHaTHON Temnepartype.

PacTeop dmnamonoruyeckmin.

Arap maconentonHbin (MIMA) — cpepa ons kynetypel Bac. subtilis 6633; rotoat cnegytownm obpa-
3oM: MINB pasbaBnsaioT Bogon B cooTHoweHun 1:2. K 1000 cm® pasbasneHHoro MIMNB pobaensatoT 20 r ara-
pa, B3BELUEHHOro ¢ norpelwHocTbio He Gonee 0,01 r. [Ana HabyxaHus arapa CMeChb BblAEpXUBaKT B TEHEHNe
40—60 MWH Npu KOMHATHOW TeMneparype.

MIA pacnnaensoT Ha BogaHon 6aHe, yctaHaenueatoT pH = 7,2—7,4 npu nomowuu 30 %-Horo pacTeopa
rMOopooKcuaa HaTpWs, AaT cpefe oTcToAThed B TedeHue 30 MUH, nocne Yyero cpeny ouUneTpyoT Yepes Ton-
CThbIVi CrOW BaThl. 3aTeM pa3nuearoT B Konbbl u cTepunuaytoT npu temnepatype (110 £ 1) °C B TeueHue 30 MuH.
pH cpeabl nocne cTepunusaumm AomKeH ObiTh 7,2—7,4.

Cpega gons Beipawlmeanus cnop Bacillus coagulans B MaTpuLiax roToBUTCS CleaylLwmMm obpasom:

- 25 r arapa, B3B€LUEHHOro ¢ norpeLlHocTbio He Bonee 0,01 r, gobasnsaoT Ha 1000 cm3 OynboHa XoT-
TuHrepa c cogepxaHmem 30% — 35% amuHHoro aszota. [NonyyeHHy cpefy pa3nyMeakT No MaTpuLam 1 cTe-
punuaytoT B TedeHue 30 muH npu temnepatype (110 + 1) °C. pH nocne cTtepunusayum gomkeH 6biTe 6,0—6,2.

CycneHaua TecT-kyneTyphl Bacillus coagulans rotosutes cnenytowmMm obpazom:

- TecT-kynbTypy Bacillus coagulans nepeHocaT MykpoOwuonorm4eckoi netnen B npobupky ¢ dpuamono-
rMMYecKUM pacTBOPOM, 3aTEM MUMNETKOM Kanmno Nony4yeHHOW CycrneH3nn NepeHocsT B Yallkn [NeTpu co cpefoi
MIIA, pacTupaloT ee No Yallke CTEKNAHHbLIM LLNaTenem, Nocne Yero aTum xe LwnaTenem nepeHocsiT ocTaBLLy-
IOCA Ha HEM KyNbTYPY M3 YallKku B YaLUKY C BbILLIEYKA3aHHOW Cpeaon NyTeM pacTupaHus (MATb-CEMb Yallek),
pobueasick Takum obpa3om B nocrnegyolem pocTa OTAENbHBLIX XapakTePHBIX KOMOHWUA.

TecT-kynbTypy BbipawmeaT npyu Temneparype 37 °C B TedeHne 18—24 4. 3atem oTOMpaOT TUNKNYHBIE
KONMOHUN — MernKue, cepoBaTbie ¢ 3yf4aTbiM Kpaem W nepeceBalT DakTepuanbHOW NeTnel Ha CKOLWEeHHbIN
MMA B npobupky 1 BeipalwneardT npu Temnepatype 37 °C B TedyeHue 18 4, nocrne Yero KynbeTypy CO CKOLUEH-
HOro arapa cMbiBaloT 5—10 cM3 cTepunbHON AMCTUNNMPOBAHHOM BOALI M CMbIB MEPEHOCAT B MaTpaubl. 3a-

7

3
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CesiHHbIA MaTpal BbloepXuBaroT npu Temnepatype 37 °C B TeyeHue 5—7 cyT, nocne 4ero npoBogAT MUKPO-
CKOMUYECKWUIA KOHTPOIb 1, ECNI B Ma3kax, okpalleHHbIX no Mpamy, nmeetca B none 3peHus 80 % — 90 % cnop,
JernaroT CMbIB KYNbTYpPbl CTEPUINBHON AUCTUNNMPOBAHHON BOOOM.

Mony4yeHHY B3BECb CMOP MporpeeawT npu Temnepatype 60 °C — 70 °C Ha BoaAHoM GaHe B TeueHue
30 MWH, 3aTem B3BeCb CMOP MPOMLIBAKIT HE MeHee Tpex pa3 CTepuiibHOW OWCTUNMNUPOBAHHOW BOOOW MNpU
LeHTpUMYrMpoBaHuM 4o NOMHOW NPO3padYHOCTM HA40Can04YHON MKUOKOCTU. [TpOMbITYI0 B3BECH CMOP XPaHSAT B
CTEPWUNBHOW AUCTUNNMPOBAHHOW BOAE B 3anasiHHbIX aMmnynax unv npobupkax B TeHeHWe ABYX NeT npu TeM-
nepatype ot 4 °C go 10 °C.

OCHOBHOWM cTaHOApPTHLIA pacTBOpP HU3MHA KOoHUeHTpauun 1000 EA B 1 cm3; pacTBOp rOTOBAT CIleayto-
wum obpaszom: 20 mr cTaHgapTHoro o6pasya HM3MHA, BaBeLleHHble ¢ NorpeLlHocTso He bonee 0,0002 r, pac-
TBOPSIIOT B PacCUUTaHHOM 06beMe pacTBOpa COMSHOM KUCMOThI KOHLeHTpaLun 0,01 monb/amS.

O6bem pacTeopa CONAHON KNCNOThI (X3) B KyBUYECKNX caHTUMeTpax BLIYMCASIOT No hopmyne

mg - A
1000

Xy =

rae Mmeg — Macca CTaHdapTHOro 06pa3u,a cyan)aTa HWU3WHA,

A — aKkTMBHOCTb cTaHaapTHoro obpasua HusuHa, E[l B 1 mr (BecoBoe BhipaxeHue 1 E[l akTUBHOCTU
HW3WHA 3aBUCUT OT aKTMBHOCTU OENCTBYIOLLENO B HACTOSLLLEE BPEMA CTaHA4ApTHOro obpasua);

1000 — aKTMBHOCTb OCHOBHOTO CTaHAAPTHOMO pacTBopa HuauHa, Ef B 1 cm3.

MonyYeHHbIR pacTBOp XpaHAT B Konbe ¢ nputepTol npobkoi npy Temnepatype 4 °C B 3aMLWEeHHOM OT
cBeTa MecTe He bonee ogHoro mecsiLa.

Pabounii cTaHAapTHbINM pacTBOP HU3WHA KoHLeHTpauun 3 E[l B 1 cm3; rotoBaT cregyoLwum obpasom:

1 cM® OCHOBHOTO CTaHAAPTHOTO pacTBOpa NepeHOCAT B MepHyto konby BMmecTuMocTeio 100 cm3, goso-
OAT 0O MEeTKM NUMOHHOKUCHBIM BydepHbIM pacTBopoMm, nonyyasa passegeHve 1:100 (10 E[ B 1 CMS). 3atem
GepyT nuneTkol 3 cM3 aToro pasBefeHUs, NoMeLLanT B NpoBupky, Ao6aBnaoT 7 cM3 nuMoHHOKUCNOoro Gydep-
HOro pacTeopa.

5.5.3 MNoaroTtoBKa K UCMNbLITaHUIO

5.5.3.1 lNpwuroToBneHWe pacTBopa UCMLITYEMOro npenapara

5 r npo6kl, B3BELLIEHHON C norpeluHocTLo He Bonee 0,01 r, noMeLLaoT B CTYMKY, 3anueatwT 25 cm3 co-
NSIHOW KMCNOTbI KOHLEeHTpaLmn 0,2 Monb/am3 1 pacTMpaloT necTukom. 3aTem B3BECh NEPEHOCST B KONBy unm
cTakaH, a CTYMKy CMbIBaloT 25 cM3 pacTBOpa COMSIHOI KUCMOThI KOHUEeHTpauun 0,2 Monb/am3 1 cMbiB [obaB-
NS0T B KONOY.

B3eecb mpenapaTa BbigepKMBaKT B TedeHwe 2—3 4 Mpu KOMHaTHOM TemnepaType ANs SKCTpaKkumu
HW3MHa, Nepuoguyecku B3GanTbIBas, Nocne Yero cogepmmoe konbel LeHTpudyrupyoT npu 2000 mud~! B
TedeHne 10—15 MUH 1 PUNLTPYIOT Yepes3 BymaxHbIA dUnsTp, Nony4vas TakuM obpasom pazsegeHue 1:10. 3a-
TEM U3 3TOr0 pacTBOpa roTOBAT CrefylLne pa3BefeHns C NOMOLLLI NMMOHHOKUCNOro BydepHoro pacTeopa
(c yueTom npeabigywero paseegenus 1:10):

1:4000; 1:8000; 1:16000.

5.5.3.2 lNoarotoBka Yawek [MNeTpu ¢ nUTaTenbHOW cpefon U TECT-KYNbTYpPOour

Yawku MeTpu TWATENbHO MOT, CTEPUIU3YIOT B CYLUMNBHOM LUKadgy B TE4eHWe 2 4 nNpu TemnepaType
160 °C.

B wecTb yalek MeTpy 3anvBatoT nuneTkoi no 15 cm® pacnnaeneHHoON ronoAHoi arapoBoii cpefbl, No-
nyyas HukHuiA cnor. B 100 cm3 pacnnaBreHHoit U oxnaxaeHHoi go 60 °C — 65 °C nuTaTenbHoii arapoBoi
cpeabl BHocAT 1 cm® (10 MeXayHapoaHbIX eauHUL MyTHOCTM) TecT-kynbTypbl Bac. subtilis 6633 u pasnueatot
B YaLlkn [MeTpu Ha 3aCTbIBLUMIA HYXHUIA CIOI FONOLHON arapoBoi cpedbl no 7—8 cm3.

Mocne 3acTbiBaHWs arapa B Yallkax AenaroT no WwWecTb NyHOoK Oypom, KoTopble pacnonaratoT no paguy-
caMm Ha paccTosaHuu 2,8 CM OT LeHTpa YallkyM ¢ MHTepBanom okono 60°. B wecTk NyHOK KaXJ0W U3 AByX nog-
rOTOBNEHHBIX Yalek MeTpy BHOCAT kanensHuuen okono 0,1 cm® paGouero cTaHaapTHOMO pacTBOpa HU3MHA.
Yalwkn nomMeLarnT B TepMocTaTt npu temnepatype 37 °C u BbigepxumBatT B TedeHne 16—18 u, a 3atem us-
MEePSAT AMaMEeTPbl 30H 3a4ePXKN pocTa TecT-Mukpoba.

[ns npoBefeHus1 UCMbITAHWIA Npenaparta Ha coepXaHue B HUX HU3NHA MCNONb3YyT NapTU nutaTerb-
HOW arapoBOi cpefbl, obecnednBaloLLeil nocne AeincTBma paboYyero cTaH4apTHOMO pacTBOpa HM3KHa 30HbI 3a-
aepxkn auametpom ot 17 go 21 mM. B crniyyae nonyvyeHus 30H 3a0epxku guameTpoMm MeHee 17 mm unu 6onee
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21 MM roToOBSIT HOBYHO NapTUiO cpedbl, Noabupas HOBbIE CEPUU KOMMOHEHTOB, UMK YBENUYMBAKT (YMEHbLIAKT)
KOMMYEeCcTBO TeCT-MUKpoDa, BHOCUMOrO B MUTATENbHYI0 CPeay, C Lenbio AOCTUXEHUA ONTUManbLHOro pasmepa
OWaMeTpa 30H 3adepXKu pocTta TecT-Mukpoba.

5.5.3.3 lMocTpoeHune rpagynpoBOYHOIO rpaduka ans onpegeneHnus akTMBHOCTU HU3MHA

Ona noctpoeHna rpagyvpoBoYHoro rpaduka 3 pacreopa, cogepxauwero 10 Efl B 1 CM2, FOTOBSIT AATh
pacTBOPOB KoHUeHTpauuamu 1,8; 2,4; 3,0; 3,8;4,5E0 8 1 cmS, Pacteop, copgepxawmn 3 E B 1 CM3, apnaeTcs
KOHTPOSbHbIM.

[Mony4yeHHble cTaHAapTHblEe PacTBOPbI, 38 WUCKIMYEHUEeM KOHTPOMbLHOro, KanensHWuen BHOCHAT B TpW
NYyHKKU (MO TPW YallKWM HA KaXOyK KOHLEeHTpauuio). KOHTpOnbHLIA pacTBOpP BHOCAT B OCTarbHble TPWU INMYHKK
Bcex 15 yawek. O6beM BHOCUMMBIX PACTBOPOB (CTAHOAPTHOMO W KOHTPOIBHOMO) AOMKeH ObITh paBHBIM 1 CO-
cTaBnsaTh okono 0,1 cm3. Mepea paboToit kanenbHULY TLLATENbLHO OnonackuBaoT GydepHbIM pacTBOPOM, a
3aTeM pacTBOPOM, KOTOPbIA criedyeT BHOCWUTL B KadKAyH NYHKY. Halwku BbigepxuBatoT B TedeHne 16—18 u B
TepmocTarte npu Temnepatype 37°C, 3ateM U3MepAT AUamMeTpbl 30H 3aepPKKM pocTa TECT-KYNbTYpPbl.

[na kaxaon KoHUeHTpaLuMn paccyuTbiBaoT cpegHee apnugmeTnydeckoe naMeTpoB 30H 3a4epKKn pocta
no Tpem 4Yawkam. [1na KOHTPOMbHOW KOHLUEHTpaLuun NoacYMTHIBAOT cpeaHee apugmMeTudeckoe OuameTpoB
30H 3aepKKW pocTa OTAENLHO Mo TPEM YalukaMm U no Bcem 15 valwkam, HaxogaT nonpasky. lNonpaeka npea-
cTaBnaeT coboi pa3HOCTE Mexay CpefHUMU apuMEeTUYECKMMIN KOHTPOMNbHBLIX 30H 3aepXKW pocTa, BblYMC-
neHHbIX No 15 1 no Tpem Yalukam.

MonyyeHHble NonpaBky NpUBaBNAT K CPEAHUM 3HaYEeHWsIM AUuaMeTpa 30H 3af4epKKu pocTa cTaHgapT-
HbIX pacTBOPOR KoHLUeHTpauun 1,8;2.4; 3,0; 3,8; 4 5E0B 1 CM3, BbIYMCIEHHbIX MO TPEM YalluKkaMm.

Mo nony4YyeHHbIM OaHHBIM Ha MonynorapugmMUYecKoin ceTke CTPOAT rpadyMpoBOYHLIN rpadumk. Ha ock
abcuncc HaHOCAT cpefHMe 3Ha4YeHUs JuamMeTpa 30H 3aepXKU pocTa CTaHAapTHLIX PACTBOPOB, MOMYYeHHbIX
nocrie BHECEHKWS NMOMPaBKK, a TakkKe cpefHee 3HaYeHne guamMeTpa 30Hbl KOHTPOMNBHOMC pacTBoOpa, BbIYMCIIEH-
Hoe no Bcem 15 yawkam. Ha ocn opgnHaT HAHOCAT COOTBETCTBYIOLME KOHLEHTPaUMM pacTBOpPOB.

pagyvpoBOYHbLIM rpadIMKOM NOMb3YTCA B TeHEeHWe OBYX MeCcsLUeB, Nepruoguyeckn npoBepsas yron Ha-
KIOHa KpMUBOW MO ABYM KOHLUEHTpAaLWAM Ha TPEex-NaTHh Yallkax.

5.5.4 NpoeegeHne ucnbiTaHUA

Ha kaxgyto npoby ncneiTyemoro npenapaTa UCMomnb3yoT HE MEHEE TPeX Yallek.

KanensHuuen B TpW NYHKM KaXOOW U3 Yallek BHOCAT pabounin cTaHdapTHEIA pacTBop, a B TpU gpyrue
MYHKM — OfMH M3 pacTBOPOB UCNbITyeMoro npenaparta. Ob6bem BHOCUMbIX pacTBOpoB paboyero ctaHaapTHOTO
pacTBOpa W UCTLITYeMOro npenapara AomkeH BbiTb paBHbIM U cocTaBnsATL okono 0,1 cm3. Yawkn Bbigepxu-
BatoT B TeyeHue 16—18 4 B TepmocTaTe npu Temnepatype 37 °C, 3aTeM M3MepsitoT AMaMeTp 30H 3a4epiKKn
pocTa TecT-KynbTyphl. [1py 3TOM B pacyeT GepyT O4HY KOHLEHTpauWK, Npu KOTOPOW AMaMeTp 30HblI pocTa
TECT-KYNbTYPEI B UCNLITYEMEIX 0BpasLuax bnuxke K AuaMeTpy 30H 3aJepXKU CTaHOapTHOro pacTeopa.

5.5.5 O6paboTka pe3ynkTaToB

W3mepsatoT 30HbI 3a4epKKK pocTa TeCT-KyNbTypbl, 00pasyemble KOHTPObHLIM PacTBOPOM cTaHgapTa U
MCNbITyeMblM pacTBOpoM. HaxogAaT cpegHee apudMeTU4eckoe pesynsTaToB AMaMeTpa 30H 3a0epX kM pocTa
no Tpem Yawkam. BelyMTaloT pasHOCTb 3Ha4YeHUA UaMeTpPoB 30H 3a0epXKM poCTa KOHTPOSMbHOM KOHLIEHTPa-
LWKW CTAHOAPTHOW KPMBOM 1 KOHTPOMBLHOM KOHUEHTPALMK B UCMbITAHUW. 3Ty pa3HOCTL NpUbaBnsoT K cpegHe-
MYy 3Ha4YeHUI0 OuaMeTpa 30H 3aJepKu UCMbITyeMOro pactsopa npenapara, ecnv oHa NonoXuTenbHas, unm
BbLIMUTAKOT, €CMNK OHa oTpuLaTensHas.

3aTem No KPWMBOWM HaxoOAT KOHLEHTpaUWulo, COOTBETCTBYIOLLYIO HAWOEHHON BeNMYMHE 30H. YMHOXas no-
NYYeHHYIO KOHLI@HTPaLMIO Ha cTeneHb pa3baBneHns, nonyyalT cogepXaHue aHTubuoTuka B Efl B 1 cm®.

1 ycnoBHas E[l HM3nHa cooTBeTcTBYET 1 MKI aHTMOMOTUKA B TOBapHOM npenapare.

CopepxaHue HusmHa (X,) B T B 1 Kr Mpenapara BbIYUCIISIOT Mo hopmyne

N-V

Xy = ———— 4
7 m, 108 ®

roe N — copepkaHue HU3MHa B ncneiTyemom pacteope, MKF/CMa;
V — 00beM consaHOW KUCMOoThI, VICI'IOJ'IbSyeMOI?I AA NPUroToBNeHUA B3BECK Nnpenapara, CMS;
my — HaBecCKa fnpenaparta, ;

103 — nepeBoaHOW KOIDMDULMEHT MKT/T B T/KT.
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3a peaynbTaT MCMbLITAHWS MPUHUMAT cpefdHee apuMeTMYeckoe pesynbLTaToB ABYX napannenbHbiX
onpedeneHvit, KOTopbie He AOMKHbLI OTNIMYaTLCA OT cpefHero aHadeHusa bonee Yyem Ha 10 % (OTH.).

5.6 OnpegeneHne NoANUMHHOCTU (MAEHTUYHOCTH)

CylHOCTL MeToa 3aKnw4daeTcs B XpoMmaTtorpaduueckom pasgeneHun Ha Bymare HM3WMHA Ha KOMMOo-
HEeHTbl M NPOSBMEHNN XpOMaTOrpaMmMbl HUHIMOPWHOBLIM KpacuTenem v Buoastorpaduyeckum MeTogom ¢ no-
crnefyrlWmnM CpaBHEHWEM MOMTYYEHHOW XpoMaTorpaMMbl C XpOMaTorpaMmon ctaHgapTHoro obpasua HM3unHa,
NPOABNEHHOM aHanorM4yHbiM cnocobom.

5.6.1 Annapatypa, maTtepuansl, peakT1Bbl, PaCTBOPLI:

- Becbl nabopaTtopHble 0buwero HasHadeHus no MOCT P 53228, 1-ro U 2-ro KnaccoB TOYHOCTWU C Hau-
BbonblwKmM npegenom e3eelwnsarunsa 200 r;

- annapart Ans BCTPAXUBaHWA XUOKOCTEN;

- Kamepa WUnuv 3KcukaTop Ansa Xxpomartorpadun guameTpomMm 28—32 cm;

- anektpoBeHTMnATOp 6biToBOW No NOCT 7402 unu anekTpodeH GuiToon no FOCT 22314,

- NMUNeTKa UCMOoNHeHna 8, 2-ro Knacca ToMHOCTU BMecTUMocThio 0,1 em3 no MOCT 29227

- KonBbl KOHUYECKUE BMECTUMOCTLI0 100 cm® no TOCT 25336:

- UMNUHOpbl MepHbie BMecTuMocTeio 100 cm3 no FOCT 1770;

- cTynka hapcoposasa no FOCT 9147;

- Bymara xpomaTtorpadmyeckas no [4];

- MEH3YpKM CTEKNsAHHble BMecTuMocTbio 50 cm3 no TOCT 1770;

- BOPOHKKU guameTtpom 36, 56 mm, BbicoToin 80 mm no FOCT 25336;

- umpkyne no FOCT 28950;

- HOoxHuUbl o FTOCT 21239;

- nuHenka no FOCT 14735;

- INOTOK CTEKNSHHbIA U3 oprcTekna nnu Yawku MNMetpu no NOCT 25336;

- kucnota consHasa no MOCT 3118, pacTBopbl koHUeHTpauwui 0,01 n 0,2 Monbf,qnn3;

- kucnota ykcycHasi no FOCT 61;

- BytaHon-1 no MOCT 6006;

- cnupT atunoekiid no MOCT P 55878 nnu MOCT 5962;

- nupuauH no MOCT 13647;

- HUHIMAPWH, 0,25 %-Hbli pacTBOp B aTaHone, cogepxawem 1 % yKCYCHOW KUCHOThI;

- HW3UHa cTaHAapTHbIN 06paseLll, pacTBop ¢ akTUBHOCTLI0 1000 E[] B 1 cM3 B CONAIHOM KMCMOTE KOHLEH-
Tpauun 0,01 Monb/amS.

5.6.2 NMogroTtoBKa K UCNbITAHUIO

5.6.2.1 MpuroToBneHve UCNbITYyeMOR NPOGLI.

5 r npenaparta NoMeLatoT B CTYNKY M pacTupaloT npu gobasneHun 25 cm? pacTBopa ConsHOM KMCMOTHI
koHUeHTpauuu 0,2 monb/am3. CycneHamio nepeHocAT B konby, cTynky obmbiBaloT 25 cM3 pacTBopa ConsiHOM
KMCMOTBI KoHUeHTpauum 0,2 Monb/aM3 1 Takke cnuealoT B konby. Konby 3akpbiBaloT npo6Koit, CTaBAT Ha anna-
pat onsa BcTpaxueaHua Ha 30 MyuH. 3aTem cogepumoe Konbbl dUNETPYT Yeped ByMaKHbIh (pUneTp.

duneTpaTt MCNoNb3YT AN NpoBeAeHUS UCMbITAHUS.

5.6.2.2 loarotoeKka xpomartorpadnyeckon Kamepsbl

B kamepy vnu 3KCUKaTop CTaBsAT CTaKaH4YMK CO CMEChbK pacTBOpMTEnewr, cocToswuin us BytaHona-1,
NUPUAKMHA, YKCYCHOW KUCNOThI U BoAbl B cooTHOWeHWK 15:10:3:12. Ha gHo kamepbl KnagyT hunsTpoBarnbHyo
Bymary, CMOHEHHYIO 3TOW e CMEChIO.

5.6.2.3 MNMogroToBka xpomaTorpaduyeckon bymaru

M3 nucta xpomaTtorpaduyeckonn Bymaru BbipesarT Kpyru auameTpom 28—32 cMm (B 3aBUMCMMOCTU OT
pasmepa kamepbl). V13 LeHTpa Kpyra UMpKynem NpoBOASAT OKPYXKHOCTL paguycom 2 cM. Kpyr 4enaT Ha WwecTb
pa3HbIX CEKTOPOB, B LEeHTpe Kpyra genatoT oteepctue gnametpom 0,5 cM Ans outuns, KOTOpbIA CKPy4YMBaloT
N3 Kyco4ka hunbTpoBanbHoin Bymaru.

5.6.2.4 MoparoToBKa rasoHa aAnsa duoasTorpadun

B cTeknsiHHbIM noTok HanueatoT 100 cm3 ronogHoi araposou cpegbl 1 80 cm3 nuTaTensHom arapoBomn
cpefbl ¢ TecT-kynbTypoi Bac. subtilis 6633.

5.6.3 NpoBegeHue UCNbLITAaHUA

5.6.3.1 Ha gBa npoTMBOMOMNOXHbIX CEKTOPa Kpyra (Ha OTPe30K AYr1 BHYTPEHHE OKPYXHOCTM) MUKPOMU-
NEeTKOW HAHOCST PacTBOP CTaHAAPTHOrO 06pa3sLia HU3MHA B COMSHOM KUCNOTe KOoHLeHTpauun 0,01 mons/amS B
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konuuectee 0,1 cm3. Takum xe 06pa3om HaHOCAT PacTBOpbI OBYX UCMbITyeMbix Npo6. [Ana HuanHa-40 obbem
HaHocuMol Npobbl coctasnseT 0,025 cm3, ansa HU3KMHa-10 — 0,1 cm3. Mpu HaHeceHUM NPob XpoMaTorpaMMbl
nepuoamnYeckn nNpocylwneatoT deHoM. MNMocne HaHeceHWsi MPob B OTBEPCTME B LEHTPE OUCKA BCTABMAKT u-
TUMb U XPOMAaTOrpaMmy NoMeLLaT B KaMepy Tak, UToBbl oUTUIb BbIN NOrpyKeH B pacTBOPUTENb.

[na nydwero pazgeneHyusi KOMNOHEHTOB FPU3MHOBOIO KOMMMEKca XpomaTtorpadrupoBaHue NpoBoasaT B
TedeHune 15—16 u. [NMocne okoHYaHWA NpoLecca XxpoMaTorpaMMy BbIHUMAKT U3 KaMepbl U BbICYLUMBAKOT B Bbi-
TSHKHOM LWKadhy. 3aTem xpoMaTorpaMmMy paspesatoT No guamMeTpy Ha ABe YacTW, Tak 4ToObl B KaXKOOoW N3 HUX
Obln CeKTop co CTaHAapTHLIM 06pasLOoM 1 CEKTOPLI C ABYMSI MCCNeayemMbiMy obpasuamu.

5.6.3.2 OgHy MONoBUHY XpoMaTorpaMmbl NposiBNAT BuoasTorpadmyeckmM cnocobom, Ansa 4yero u3
Ka)kOoro cektopa XxpomaTorpaMmmbl B pagvManbHOM HanpasBneHuM Bbipe3atT nonocku wupuHon 0,5 cm v Ha-
KNnagblBakT WX Ha rasoH C TECT-KyNMbTYpOl napannensHo OfHa ApPYroi Ha paccToAHWW 2 cM, COBMeLLasi ux
CTapToOBYH NWMHWIO. Ha o6paTHO CTOPOHE NOTKa OTMEYatoT CTapTOBYIO MMHUIO U MONOXKEHUE KaXKAO0W NOSOCKM.
Yepes 3—5 MUH NOMOCKM CHUMAKT NMUHLETOM.

JloTok ¢ razoHoOM nomeLyatoT B TepmocTar ¢ Temnepatypon 37 °C Ha 18—20 .

5.6.3.3 BTopyo nonoBuHy xpomMatorpamMmmsl onpbickusatoT 0,25 %-HbIM pacTBOPOM HUHTMOPWHA B 3Ta-
noHe ¢ 1 %-HbIM pacTBOPOM YKCYCHOW KMCNOThI M BbICYLLMBAIOT B BbITSXKHOM Wkady. 3 HUHrmapuHookpa-
LLIEHHLIX NMONOCOK XpOMaTorpaMMbl cTaHAapTHOro obpasiia U COOTBETCTBYHOLLMX UM NONOCOK XpOMaTorpamMmel
MCnbITyeMbix Npob B pagnansHOM HanpaeneHun BelipesanT keagpatel pasmepom 0,5x0,5 cm n HaknagbiBaoT
MX Ha ra3oH ¢ TeCT-KyNbTYpoi. JI0TOK C ra3oHOM nNomeLLatoT B TepMocTtaT ¢ Temnepatypon 37 °C Ha 18—20 u.

5.6.4 ObpaboTka pe3ynsTaToB

MNoABneHue HUHIMOPUHOOKPALLEHHbIX KOMMOHEHTOB Ha XpoMaTtorpamMmMe, CoBnagarLwmx no nonoxXeHuo
C HUHTMOPWHOOKPALUEHHLIMA KOMMOHEHTaMW CTaHO4ApPTHOro obpasua HU3MHA, a Takke 30H 3aJepXKM pocTa
TECT-KYNbTYPhl OT UCTLITYEMBEIX KOMMOHEHTOB NPoObLI CBMAETENLCTBYET O NOANUMHHOCTY Npenapara.

5.7 OnpepeneHne TOKCUYHOCTHU

5.7.1 Annapatypa:

- ctynka cpapdoporas no FOCT 9147;

- wnpwuy no MOCT 22967;

- Wrnbl UHbeKUMOHHbIe no MOCT 25377;

- Boga guctunnupoaHHas no MOCT 6709.

5.7.2 NMpoBegeHne UCNbITaHUA

MpenapaT TWwaTenbHO pacTUpaloT B CTYMKe NpW HenpepbiBHOM AobaBneHun Bogbl C TaKMM PacyeToM,
uTo6bl 1 cM3 cycneHsun cogepxkan 200 mr npenapara.

OT6upaloT NATh Mbllei Maccoi 18—20 r 1 BBOAST NepopanbHO Kaxaon Meiwu no 0,5 cm3 cycrneH3un
(13 pacueta 100 Mr npenapaTa Ha Mblllb) C NOMOLLBH WHBEKLIMOHHONM UITIbI, HA KOTOPYHO HanpaensioT ONuUBY
anameTpom He Bonee 1 mm.

5.7.3 O6paboTka pe3ynsraToB

[MpenapaT cuMTalOT HETOKCWUYHBIM, €CITM BCE MbILLM OCTAKTCHA XUBbIMW B TEHEHWE TPEX MOCMEaYLINX
OHel HabnwogeHns. MNpu rubenn xota bbl O4HOM MbIWIW B NOBTOPHOM OMbITe Npenapar GpakyoT.

Kaxayr Mbllb MCNOMNb3YHOT B ONbITE OOWH pa3.

5.8 OnpepneneHne 3apaxeHHOCTH Bpegutenammn — no MOCT 13496.13

5.9 OnpepeneHne noBapeHHol conu — no FOCT 13496.1

6 MapkupoBKa ¥ ynakoBKa
YnakoBKy ¥ MapkMpOBKYy npenaparta HA3WH NpoBOAAT B cooTBeTcTBMM ¢ TOCT P 57234,

6.1 MapkunpoBKa

6.1.1 Ha kaxgblin ByMaxHbIA MEeLLIOK HAHOCAT TpaHcnopTHy MapkupoBky no FOCT 14192 u B cooTBeT-
cTBMK ¢ PefepanbHbiM 3akoHoM «O 3awwuTe npae notpebuTenen». Ha kax)gon ynakoBo4YHON eAnHuLE (KOpob-
Kax, naketax, baHkax v ap.) 4omkHa ObiTb MapKUpOBKa C M300paXeHWeM MaHUNyIALMOHHbIX 3HakoB «bepeyb
oT Bnarun», «bepeydb OT CoMHeYHbIX Nyden», «Kprokammn He OpaTb», C yKazaHMeM OOMOMHUTENbHEBIX CBEOEHWIA:

- HaMMeHOBaHWUs BEAOMCTBE;

11

Pa3zpaboTka anekTpoHHON Bepcun - nopTan GostExpert.ru 16 /21
CrpanHuua nokymeHTa - https://GostExpert.ru/gost/gost-57646-2017



https://gostexpert.ru?utm_source=pdf&utm_medium=58137
https://gostexpert.ru/gost/gost-57646-2017?utm_source=pdf&utm_medium=58137&utm_term=page

FOCT P 57646—2017

- HauMeHOBaHWA NPeanpUsTUS-U3rOTOBMUTENA U (M) ero TOBAPHOTO 3HAKa;

- HaUMeHOBaHWA U Mapku npenapaTa;

- Macchl HeTTo;

- HOMepa napTuu;

- OaTbl U3roTOBMAEHUA Npenapara,

- rapaHTUMHOro CpoKa XpaHeHus;

- YCMNOBWIW XpaHeHWs;

- 0603Ha4YeHMsA HacTosLLero cTaHgapTa.

6.1.2 B kaxagblii ByMakHblA MeLIOK BKMNaAbiBAKT WHCTPYKLUMIO MO MPUMEHEHUIO npenapaTta B Konude-
CTBE, PABHOM YMCNY NONUATUNEHOBLIX MELLKOB.

6.2 YnakoBKa

6.2.1 HnauH dacytoTt no 5, 10 n 20 kr B mewkn 13 nonuatuneHoson nneHkn no FTOCT 10354 unun meLuku
nonuatuneHosble no FOCT 17811. NonuaTUNeHOBLIE MELLKM TeEPMOCMNanBaloT 1 YNakoBbIBAKOT B BymaHble
yeTblpexcrnoiHele MeLwkn no MOCT 2226.

OonyckaeTtcs hbacoBaTb HU3WH B BymaxHble Melwkn mapok BM, BM, MM, BMM, BMB, BMIM no NOCT
2226. JonyckaeTcs hacoBKa B nnactukoBble ByToinky no 200 r unu 1000 r no FOCT P 51760.

6.2.2 BymaxKHble MELLKN 3alnBaT MaLlKUHHLIM cnocobom HuTkamu no FTOCT 14961, unn FTOCT 6309,
unu wnaratom no FOCT 17308, octaBnsasa rpebeHb No BCeW LUMPUHE MellKa He MeHee 4 cM.

[onyckaeTcst BMECTO 3allMBaHus ByMaxHbIX MeLIKOB ux ckremsanune no FOCT 18251.

6.2.3 Macca HeTTo ynakoBOYHOW equHULLl fomkHa cocTaenaTth (10 £ 0,1) kr.

7 TpaHcnopTupoBaHue U XpaHeHue
TpaHcnopTMpoOBaHWE W XpaHeHue npenaparta HU3uH — no NOCT P 57234.

7.1 TpaHcnopTUpoBaHUe

7.1.1 HA3MH TpaHCNOpTMPYIT BCEMW BMOAMWU TPAHCMOPTA B KPbLITLIX TPAHCMOPTHLIX CPedCTBax B COOT-
BETCTBUM C NpaBUIaMu NepeBo3oK rpy3oB, AeNCTBYOLWMMU Ha KAXXO0M BUAE TpaHcnopTa.

7.2 XpaHeHue

7.2.1 YnakoBaHHbIA NPOQYKT NOCTYMAaEeT Ha cKknag XpaHeHus, B KOTOPOM NoAdepKuBatoT crieqyoLine na-
paMeTpbl XpaHeHUs: TeEMNepaTypa OKpy»arLero Bo3ayxa He Bbile (25 + 2) °C 1 oTHOCKMTENbHAsA BNaXHOCTb
BO3ayxa He bonee 75 %.

7.2.2 He ponyckaeTtcs xpaHeHue HU3nHa BMecTe ¢ AAoXuMuKaTamMu.

8 NapaHTUK narotoBuTeENs

8.1 MaroToBuTenb rapaHTMpyeT COOTBETCTBME HW3WMHA TpeboBaHWSM HacTosero ctaHgapta npu co-
OnogeHn YCNoBUMii XpaHeH WS,
8.2 MapaHTUIHbBIKM CPOK XPaHEHWS HU3MHA — OLWH roJ cO OHS M3roTOBMNEeHWs npenapara.
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FOCT P 57646—2017

Bubnuorpadcun

[1] HIAOIM 24.4-1.01-79 [NpaBuna 6e3zonacHOCTK AN NPOU3BOACTBA MUKPOBMONOrM4eCKoN NPOMBILLNEHHOCTU

[2] TP TC 029/2012 «TpeboBaHusa Ge3zonacHOCTM NULLEBbIX A00ABOK, apomMaTM3aTOpPOB M TEXHOMOTMYeCcKUx
BCMOMOraTenkbHBIX CPeacTB»

[3] TY 14-4-1561-89 CeTKa TKaHas, capykeBas ¢ kBagpaTHbiMU averkamu 056-MY-I1-1. TexHunyeckue ycroBums

[4] TY 13-7308001-778-89 bBbymara ona MeguuMHCKUX U (PU3UKO-XUMUYECKUX aHanm3os
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FOCT P 57646—2017

YOK 579.66.663:006.354 OKC 07.100.01 65.120.00

Kntoueskle cnoea: ,.q06a8|<a nvuieeasd HA3UH, aHTMGMOTMK, KOHCEpPBAaHT, TECT-KYNbTypa, I'Ip06bl
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