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FOCT 35117—2024

MpeaucnoBue

Llenu, ocHOBHbIE NpUHUMNLI K obLWKWe NpasBuna nNpoeeaeHsa paboT No MeXrocyaapcTBeHHON cTaHgap-
Tuzaumm yctadoeneHsl FOCT 1.0 «MexrocynapcTBeHHasa cucteMa ctaHaapTusauun. OCHOBHbIE MONOXEHUs»
n MOCT 1.2 «MexrocynapcTeeHHas cucteMa ctaHgapTusauun. CTaHaapTsl MeXrocyqapcTBeHHbIe, NpaBuna
N pekoMeHAaUuM No MeXrocyfapcTBeHHON cTaHfapTuaaumu. Mpasuna paspaboTku, NPUHATHS, 0BHOBNEHUS
N OTMEHbI»

CeBepeHus o cTaHgapTe

1 PASBPABOTAH Accouwauuein «TexHonorudeckas nnatgopma bBuoTex2030» (Accoumauus
«TM BnoTex2030») coBmecTHOo c PegepanbHbIM FOCYAApPCTBEHHBIM OIOMKETHBIM  YUYPEXAEHWEM HayKu
depepanbHbIM UCCNefoBaTeNlbCKUM LLEHTPOM NuTaHus, buoTtexHonorn n 6esonacHocTv nuwm (ProyYH «dUL
MUTaHUS ¥ BUOTEXHONOMMINY)

2 BHECEH ®epepanbHbIM areHTCTBOM MO TEXHUYECKOMY PEryrMpoBaHUI0 U METPONOTUK

3 NMPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTu3auun, MeTponoruv u cepTudmkaumnm
(npoTtokon ot 30 ceHTnbpst 2024 1. Ne 177-M1)

3a MPUHATWE NPOronocoBann:

KpaTkoe HaumeHoBaHWe cTpaHbl Kop ctpaHbl CoKpalleHHOe HaMMeHOBaHWe HaUMoHanNLHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no cTaHgapTuaanmnn
ApmeHus AM 3A0 «HauuoHanbHbIA opraH No cTaH4apTU3aUWMn U Me-
Tponoruny» Pecnybnvku ApmeHus
Benapyck BY lNocctanpapt Pecnybnuku Benapyck
KasaxctaH KZ lNocctanpapT Pecny6nuku KasaxcrtaH
Kupruzua KG Kelprelisctangapt
Poccus RU PocctaHgapT
TapuknucTaH TJ TagxukcTaHgapT
Y3bekucrtaH uz Y3beKkckoe areHTCTBO Mo TEXHUYECKOMY PErynMpoBaHnIo

4 TMpukasom PedepanbHOro areHTCTBa No TEXHUYECKOMY PerynmpoBaHuio U MeTponorum ot 22 oktabps
2024 r. Ne 1481-cT mexrocygapctBeHHbln ctaHgapt TOCT 35117—2024 BeedeH B OelCTBME B KayecTBe
HauuoHanbHoro ctaHgapta Poccuiickon ®enepaunn ¢ 1 anpens 2025 r. ¢ npaBoM 4OCPOYHOIO NPUMEHEHUS

5 BBEJEH BINEPBbIE

UHhopmayus o esedeHuu e elicmeue (MpekpaweHuu delicmeusi) Hacmosweao cmaHdapma u usme-
HeHUL K HeMy Ha Mmeppumopuu yKkazaHHbIX ebilie eocydapcme nybnukyemcsi € yKkasamensx HayUoHanbHbIX
cmaHdapmos, usdasaeMbix 8 amux 2ocydapcmeaax, a makxe 8 cemu UHmepHem Ha calmax coomsemcmay-
OWUX HayuoHanbHblX opeaHos no cmaHlapmusayuu.

B cnyyae nepecmMompa, UsMeHeHUs Unu OmMeHbl Hacmoswjeeo cmaHlapma coomeemcmayowas uH-
hopmayus 6ydem onybrnukosaHa Ha oguyuanbHOM UHmepHem-calime MexeocydapcmeeHHO20 cosema o
cmaHdapmusayuu, Memponoauu u cepmugbukayuu e kamanoee «MexzocydapcmeeHHble cmaHdapmbiy

© Odhopmnenue. ®IBY «HCcTUTYT cTaHgapTusauuuy, 2024

B Poccuiickoin Penepaummn HacToAWMIA CTAHAAPT HE MOXKET ObiTh MOMHOCTLIO UMK
or 4acTUYHO BOCMNPOM3BEOESH, TUPAKMPOBAH N PACMNpOCTPaHEH B KadecTee oduumnanbHOro
nagaHus bes paspewweHna OegepanbHOro areHTCTBa MO TEXHUYECKOMY PErynMpoBaHUK

N METPONOrAK
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M E X I OCYOAPTG CTUBTEHHUB i C TAHOAUPT

®EPMEHTHLIE NPENAPATbI MUKPOBHOIO NMPOUCXOXOEHWUA
OnA NUWEBOW NPOMbILWIIEHHOCTH

Onpe,qenemle OCTpOI‘;l TOKCUYHOCTH

Enzyme preparations for the food industry of microbial origin. Acute toxicity test

Darta BBeaeHns — 2025—04—01
C NPaBOM JOCPOYHOr0 NPUMEHEeHUs

1 O6nactb npuMeHeHUs

HacToswuiA ctaHgapT pacnpocTpaHAeTca Ha hepMeHTHble npenapaTtbl MUKPOGHOTO NMPOUCXOXKOEHUS,
NpUMeHsieMbIe B NMULWEBOW MPOMbILLNEHHOCTW B Ka4eCTBe TEXHONMOIMMYeCKMX BCnoMoraTenbHbIX CPeACcTB, Nony-
YaeMbIX C UCTOMb30BaHNEM MUKPOOPraHn3MoB (LUTAMMOB — MPOAYLIEHTOB): NPUPOAHLIX, NOMYYEHHLIX METO-
AaMy TpaguLMOHHON CenekuMn u MyTareHesa, a Takke reHeTU4YeCcKkM-MoanULMPOBaHHbIX (PEKOMBUHAHTHBIX,
TPaHCreHHbIX) WTaMMOB, TAKCOHOMUYECKW NpUHAANexXalMxX Kak K npokapuotam (6aktepuu, apxeun, MUKPOBO-
OOPOCIU, CTPENTOMULETLI), TAK U K 9yKapuoTam (MUKPOCKONUYECKME APOXKeNnofoBHbIE U NnecHeBbIe rpubhbil),
W ycTaHaenueaeT oblme TpeboBaHuA K ONpeaeneHnio ocTpoi NepopansHoi TOKCUYHOCTM YKa3aHHbIX BULOB
NPoOyKUMKW B TeCcTax Ha NabopaTopHbIX KMBOTHBIX.

2 HopmaTuBHbIe CCbINKKU

B HacToAWeEM cTaHOapTe MCMONb30BaHbl HOPMaTUBHbBIE CChINIKM Ha CNeayloLllne MeXrocyaapCTBeHHbIe
cTaHaapThbl:

FOCT 12.1.008 Cuctema ctaHpapToB bezonacHocTu Tpyaa. Buonornyeckas 6esonacHocTs. O6yme
TpeboBaHus

FOCT 10444.12 Mukpoburonormsa nuiLLeBbLIX NPOOYKTOB M KOPMOB A6 XXWBOTHEIX. MeToabl BEIABNEHUS U
noacyeTa Konv4ecTBa ApOXJKen 1M NnecHeBbiX rpuboB

FOCT 10444.15 MNpoaykTel nuwesble. MeToabl onpegeneHns KonudecTsa Me30dUnbHbIX a3pobHbIX 1
hakynbTaTMBHO-aHAadPODOHbBIX MUKPOOPraHM3MOB

FOCT 15113.8 KoHueHTpaThl nuwleBble. MeToabl onpegeneHus 3on.bl

FOCT 20264.1 MNpenapaTbl hepMeHTHbIe. MeToabl onpegeneHns opraHonenTudeckmx, Quanko-xuMmuye-
CKMX 1 MUKpOBKMONornyecknx nokasartenemn

FOCT 20264.2 MNpenapaTbl depMeHTHble. MeToabl onpeaeneHnsa NpoTeoNMTUYECKON aKTUBHOCTH

FOCT 20264.4 MNMpenapaTbl dhepMeHTHble. MeToabl onpeaeneHna aMunonuTUYeckon akTUBHOCTH

FOCT 22967 LWnpuubl MeANLMHCKME UHBEKLUNOHHbIE MHOTOKPaTHOIo NnpuMeHeHusa. Obuine TexHu4eckune
TpeboBaHNA U MeTodbl UCMBITAHUA

FOCT 26669 MNpogykTel NULLEBLIE U BKYcOBble. [logrotoeka npob Ans MUKPOBMONOrM4ecknx aHanu3os

FOCT 26929 Coipbe v npogykTel nuilessle. MNogrotoBka npod. MuHepanusauua ons onpeneneHus co-
[EepXKaHUA TOKCUYHbIX 3NEeMEeHTOB

MOCT 30178 Ceipbe ¥ NpoAyKThbl NULLEBLIE. ATOMHO-a6CcOPBLMOHHEIA METoA OnpeaeneHnss TOKCUYHbIX
3NeMeHTOB

FOCT 30726 MNpogykTel nuwesble. MeToabl BuISBNEHUS M ONpedeneHns konudectBa GakTepuin Buaa
Escherichia coli

IOCT 31487 lMNpenapaTbl epMeHTHbIe. MeTogbl onpegeneHua depMeHTaTUBHONW aKkTUBHOCTU huTassl

FOCT 31488 lNpenapaTtbl hepmeHTHbIe. MeToabl onpeneneHnsa epMeHTaTUBHOW aKTUBHOCTU KCU-
rnaHasbl

WN3paHue ochbnymnansHoe
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FOCT 31659 MNpoagykTbl nueBblie. MeTon BhissBneHuna baktepui poga Salmonella

OCT 31662 lNpenapatbl depMeHTHbIe. MeToabl onpeaeneHns (hepMeHTaTUBHOW akTUBHOCTKW LEnmnio-
nasbi

FOCT 31747 MNpopgykTel NuieBkle. MeToabl BhISIBIIEHUA U ONpefeneHusa KonvdiecTsa baktepuin rpynmnbi
KULLEYHLIX nanodek (KonuopMHbIX BakTepuin)

FOCT 31886 lMpuHuunel Hagnexawen nabopatopHon npaktukn (GLP). MpumeHeHne npuHumnos GLP k
KpaTKOCPOYHbIM MCCnegoBaHusaM

FOCT 31890 MpuHuwmnbl Hagnexale nabopaTopHoid npakTukn (GLP). OpraHmsauuns v ynpaeneHue nc-
crnegoBaHnAMU, NPOBOAUMBIMWA HA HECKOMBKUX MCMbITATENbHbIX NNoWaaKax

FOCT 31904 MpopaykTsl nuiieeslie. MeToakl otbopa npo6 Ana MUKpoBUONOrudecknx UCMbITaHuin

FOCT 32296 MeTtogbl MCNbITAHWIA NO BO3OENCTBUIO XMMUYECKON MPOOYKUMM HA OpraHuW3M 4YernoBeka.
OcHoBHble TpeboBaHWs K NPOBEAEHUIO UCMbITAHWIA NO OLEHKe OCTPOW TOKCUHHOCTU NPWU BHYTPDKENYL04HOM
NOCTYNNeHUM MeTO40M (PUKCUPOBAHHON 4O3bI

FOCT 32644 MeTogbl MCMbLITAHMIA MO BO3LENCTBUIO XMMWYECKOW MPOAYKLWMK Ha OpraHusM YeroBeka.
OcTpas nepopanbHas TOKCUYHOCTE — MEeTOo ONpefeneHuns Krnacca oCTPoi TOKCUYHOCTH

FOCT 32891 Chluyru TenaT, ArHAT, KO3NAT-MOMOYHUKOB A1 MOMOKOCBEPTLIBAKLWMX (PepPMEHTHbIX Npe-
napartoB. TEXHUYECKUE YCITOBUSA

FOCT 33044 MNMpuHuMnbl Haanexatllen nabopaTopHON NPaKTUKA

FOCT 33215 PykoBOACTBO MO COAepXaHui 1 yxoay 3a nabopaTopHbIMU KUBOTHBIMUK. [MpaBuna obopy-
[0BaHWs NOMELLEHUI W opraHn3alum npolenyp

FOCT 33216 PykoBoOCTBO MO COOEPKaAHUK M yxo4y 3a NabopaTopHbIMK XUBOTHLIMU. [1paBuna cogep-
XaHWa 1 yxoaa 3a nabopaTopHbIMA FPbi3yHaMU U KpONMUKaMn

FOCT 34140 lMNpoaykTel NULLIEBLIE, KOPMa, MPOAOBONLCTBEHHOE Cchipbe. MeTog onpeneneHus MUKOTOK-
CWMHOB C NMOMOLLbK BbICOKO3(h(hEKTMBHON KUAKOCTHOW XpomaTtorpadmy ¢ Macc-CnekTpoMeTPUYeCKMM OeTek-
TUPOBaHUEM

FOCT 34176 lNpenapatbl hepMeHTHble. MeToabl onpeneneHns depMeHTaTUBHOW aKTUBHOCTU 3HAO0-
beTta-rnkaHasbl

FOCT 34353 NpenapaTtkbl hepMeHTHbIE MOMOKOCBEPTLIBAKOLLWE XUBOTHOMO NPOUCXOXAEHUA cyxue. Tex-
HUYEeCKWUe YCroBUSA

FOCT 34430 ®epmMeHTHbIE NpenapaTthl AnNa NULLEeBor NpoMblNeHHocT. MeToa onpeaeneHns nNpoTeo-
NMUTUHECKOW aKTUBHOCTHU

FOCT 34566 Kombukopma nonHopaLMoHHbIe A5 NabopaToOpHbIX XKMBOTHBIX. TEXHWYECKUE YCMOBUSA

FOCT I1SO 7886-1 LUnpuubl MHBEKLUMOHHLIE OOHOKPATHOIO NpUMeHeHnsa ctepunbHble. Yacts 1. Wnpuybl
AN pYyYHOTO MCMNONb30BaHUS

FOCT ISO 11815 Monoko. OnpegeneHre obLLen MONOKOCBEPTLIBAKOLLEN aKTUBHOCTU FTOBAXKBETO ChIYyX-
HOro dhepmMeHTa

FOCT ISO 15163 Monoko 1 MornoYHble NpoayKThl. ChlYYXHbI (DepMeHT U3 ChiYYroB TeNAT U (pepMeHT-
HbIA Mpenapar 13 Cbl4yroB KpYMHOro poratoro ckota. OnpegeneHve cogepXaHns XMMO3UHa W roBSKbero nen-
CWHa MeTodoM xpomMarorpadum

FOCT ISO/IEC 17025 Obwme TpeboBaHUA K KOMNETEHTHOCTW UCNbITATENBHbLIX U KAanMBpoBOYHLIX Nabo-
paTopui

MpumeuyaHnue — lpy NONL3OBAHUM HACTOALLMM CTaHAAPTOM LENnecoobpas3Ho NPOBEPUTL AENCTBUE CCbINOY-
HbIX CTAHOAPTOR W KNaccUUKaTOPOB Ha ohuUManbHOM MHTEPHET-caiTe MexrocyaapCcTBEHHOTO COBETa MO CTaHAApTU-
3auuKM, METPOMOTUKU M cepTUdUukaumm (www.easc.by) nnu no ykasarensMm HauMOHaNbHbIX CTaH4APTOBR, M30aBaEMbIM B
rocyfapcTBax, yKasaHHbIX B NPEAVCIOBUM, UM HA OhULMANBHBIX CANTaX COOTBETCTBYHOLUMX HALMOHATBHLIX OPraHoB no
cTaHOapTuaauuu. Ecnv Ha oKyMeHT JaHa HeaTUPOBAHHAA CChINKA, TO CNeayeT UCMOoNb30BaTh AOKYMEHT, AeACTBYIOLLMIA
Ha TEKYLMA MOMEHT, C YYETOM BCEX BHECEHHBIX B HErO M3MeHeHUi. Ecny 3ameHeH CCbINOYHbIA JOKYMEHT, HA KOTOPBIN
[aHa OaTvpoBaHHas CCbifka, TO CNedyeT WCMoNb3oBaTh YKa3aHHY0 BEPCUIO 3TOro OoKymeHTa. Ecnv nocne npuHATKS
HaCcTOSILLEro cTaHAapTa B CCbINOYHBIA JOKYMEHT, Ha KOTOPLIA AaHa AaTMpOBaHHas CCbinka, BHECEHO U3MeHeHue, 3aTpa-
rvBatolLiee NoNoXeHue, Ha KOTOpoe [laHa CCbiNka, TO 3TO MONOXeHWe NpUMeHsaeTcs Be3 yyeTa aHHOro uaMeHeHus. Ecnu
[OKYMEHT OTMeHeH 6e3 3aMeHbl, TO MOSIOKEHWE, B KOTOPOM [aHa CChinka Ha Hero, NPUMEHSIETCA B YacTu, He 3aTparmea-
IOLLIEi 3TY CCbIMKY.
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3 TepmuHbI, onpeageneHns, 0603Ha4YeHUA U COKpaLleHunA

3.1 TepMUuHbI U onpegeneHnus

B HacTosAwem CTaHgapTte npuMeHeHbl TeEpMWHBI B COOTBETCTBUKX C TEXHUYECKMMK pernamMeHTaMmn N HOp-
MatMBHbIMW NPaBOBbIMKW aKTaMu, ,D,el:’ECTByI-DLLI,MMVI Ha TepPPUTOPUKX ToCydapCTBa, NpUHABLLENo CTaHOapT , a
TakxXe cnegyrwume TepMuHbl C COOTBETCTBYHLWKMMIW onpederieHMAMN:

3.1.1

jpo3a: Konu4yecTeo BBOAMMOro TECTUPYEMOro BellecTea. [o3a BbipaXaeT COOTHOLWEeHWE eAuHNLbI Mac-
Cbl TECTUPYEMOTO BeLLecTBa Ha ednHULY Macchl Terna nofonbITHOMO XUBOTHOTO, MI/KT.
[ApantupoBaHo u3 MOCT 32296—2013, nyHKT 2.2]

3.1.2 reHeTM4Yeckn MogudrUuMpoBaHHblie MUKpoopraHusmsbl; MM: MukpoopraHnambl, reHETUHECKUIA
MaTepuan KOTOpbIX U3MEHEH C WCMOMb30BaHWEM METOOO0B FEHHOW WHXeHepun (pekoMOWHMpoBaHMA W/MNu
TpaHcreHesa).

3.1.3 MyTaHTHble MUKpOOpraHM3aMbl: HacnencTtBeHHO UaMeHeHHasa hopMa MUKPOOPraHUM3MoB, reHe-
TUYECKUIi MaTepuan KoTOpbIX MU3MEHEH NPU NOMOLLKW METOAOB MHAYLIMPOBAHHOMO (HanpaBneHHOro) MyTareHe-
3a C Mcnonb3oBaHueM PU3NYECKUX UITU XMMUYECKNX (haKTOPOB.

3.1.4 o6wmne opraHuveckue Bewectea; OOB: BeuwecTtsa, Bxoasume B coctaB (bepMeHTHOro npena-
paTa, 3a BbIYETOM COAEep»KaHWs B HEM Braru, 3onbl U gobaBnsaembiXx Npu NPOM3BOLCTBE BCMOMOraTernbHbIX
OpraHU4YecKknx BeLWeCcTB — HOCUTENEN.

3:1.5

ocTpas nepopanbHas TOKCUYHOCTL: D ekThl, NPoABMAKLINECcs B TeyeHue 24 4 nocne 0gHOKpaTHO-
ro UM MHOTOKPATHOMO NepopansHOro BBEOEHNUs 403bl.
[ApantupoeaHo u3 MOCT 32296—2013, nyHKT 2.4]

3.1.6 oTueT 06 UccnefoBaHUU: [JOKYMEHT, cogepaluii pe3ynsTaTel UCCefoBaHWUsA U UX aHanu3 B co-
OTBETCTBMU ¢ TpeboBaHUSAMK NpaBun Hagnexalled nabopaTopHOW MPaKTUKK, BKMOYasa Nobble M3MeHeHus
W/MMW OTKNOHEHWUST, UX MPUYUHBI 1 0BOCHOBAHUSI U COOTBETCTBYIOLLEE pe3ynbTaTam UCCIeqoBaHUs 3akniove-
HWe 06 nccnegyemMom NpoaykTe.

3.1.7 cTaHgapTHbIe onepauMnoHHble npoueaypbl; COM: MNMoapoGHbie NUCbMEHHLIE UHCTPYKUWK, CO-
Jepxallue onucaHue npoLeccoB NpoBeAeHUs UCNbLITAaHWA UMW OPYroM AesTeNbHOCTH, Kak NpaBuno, He npea-
CTaBneHHble AeTanbHO B MfaHax MccrneaoBaHusa UMM pyKOBOACTBAX MO NPOBEAEHMID UCMbITAHWI U NpegHa-
3HaJYeHHble ANs JOCTUXEHUS eAuHO0Bpa3ns NpY OCYLLECTENEHMU ONpeaeneHHoN O0eaTenbHOCTU.

3.1.8 chepMeHTHbIe NpenapaThbl: OUYULLEHHBIE U KOHLEHTPUPOBAHHLIE NMPOOYKTHI, coAepKallue onpe-
OeneHHble pepMeHThLl UM KOMNIEeKe (hepMeHTOB, PacTUTENbLHOro, XMBOTHOMO M MMKPOGHOro (NpodyueHT)
NPOUCXOXKAEHWUS, HeOBXOONMBIX ANS OCYLLEeCTBMNEeHWA BMOXMMMUYECKUX MPOLLEeCCOB, MPOMCXOASLLMX NPU NPoM3-
BOACTBE MPOAYKTOB.

3:1.9

LDg, (cpepHAas cMepTenbHan fosa, nepopanbHo): OanHoYHas cTaTucTUYeckn nonyyYeHHas gosa se-
LiecTBa, KoTopas npegnonoxuTensHo B 50 % cny4yaeB MOXeT Bbl3BaTb CMEPTh XWMBOTHOTO. Npwu BBEAEHUM
nepoparnbHo LDy, BbIpaXaeTca B OTHOWEHWN e4UHMULBI MacChl UCTbITEIBAEMOrO BELLECTBA K eANHULE Mac-
Cbl MOAOMNBITHOTO }XWBOTHOFO, MI/K.

[AgantupoaHo 13 MOCT 32296—2013, nyHkT 2.10]

MpumevaHue — MHdopmauus o TEXHUYECKUX pPernameHTax U HOPMaTUBHbLIX NPaBOBbLIX akTax NpuBedeHa B
npunoxeHun A.

3.2 O60o3Ha4YeHUA U COKpaLleHunA

B HacToseM cTaHgapTe npuMeHeHsl criegytowne o603HavYeHns N CoKpaLLeHns:
BIrKn — DakTepuu rpynnel KULLIEYHOW Manoyku;

MM — TEeHeTU4eCKn MoguuunpoBaHHble MUKPOOPTraHNaMebl;

" B Poccuiickoil ®efepauum Takke NPUMEHAI0T TEPMWHBI B COOTBeTCTBMN ¢ [lupekTusoii 2010/63/EU Eeponeiickoro
napnameHTa u CoeeTta EBponenckoro corsa no oxpaHe XMBOTHbIX, UCNOMb3yeMblX B Hay4dHbix Uensax (Directive on the
protection of animals used for scientific purposes).
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KMA®AHM — konuyecTBO Me3otunbHbIX a3pobHblX 1M hakynsTaTMBHO-aHa3apoBHbIX MUKpoopra-
HW3MOB;

00OB — 0bLune opraHMyecke BeLLecTBa;

COofrl — CcTaHAapTHble onepauMoHHbIe npoueaypsbl;

LDg, — cpefHAsd cMmepTenbHas goza.

4 O6LwmMe NnonoxeHus

4.1 OnpegeneHne oCTPON TOKCMYHOCTWU (hePMEHTHBIX NPenapatoB MUKPOBHOMO MPOUCXOXAEHUA, MC-
Nonb3yeMblX B KaUeCTBEe TEXHOMOTMYECKUX BCMOMOraTenbHbIX CPeACcTR, MPOBOAAT C LeNbio OLEHKM UX BO3MOX-
HOro HebGnaronpuMATHOTO AENCTBUS Ha OpraHW3M YeroBeka Npu NOoCTYNNeHUU B OpraHuaM B cocTaBe NuLLeBoi
NPOOYKLMK, B KOTOPON MHIPEANEeHTbl (hepMeHTHLIX NpenapartoB He NUMUHUPYIOTCS, a NPOW3BOAMTCS TOMNbKO
MHaKTMBaLMs hepMeHTaTUBHOW akTUBHOCTU. PeaynbTaThl onpedeneHns OCTPOM TOKCUYHOCTM YYUTLIBAKOT B
X0[e rocyAapCTBEeHHON perncTpaumMn hepMeHTHBIX NpenapaTos, NOMyYeHHbIX U3 paHee He NPUMEHSBLIMXCA B
NWLLEBOW NPOMbILUNEHHOCTH LWITAMMOB MUKPOOPTraHM3MOEB NPO4YLEHTOB U paccMaTpUBaEMbIX B Ka4yecTse Mnu-
LLLeBO NPOAYKLMW HOBOMO BUAA B COOTBETCTBUN C TpeBoBaHUAMUN TEXHUYECKUX PErMaMEHTOB U HOPMAaTUBHbIX
NpaBOBLIX aKTOB, AEWCTBYLINX HA TePPUTOPWUM TOCYNAPCTBa, NPUHSABLLEro CTaH4apT.

MpumevaHune — MHdopmauns 0 TEXHUYECKUX pernameHTax U HOpMaTUBHbLIX NPaBOBbIX akTax NpuMBeaeHa B
npunoxeHun A.

4.2 OnpegeneHne oCTPON TOKCUYHOCTU (DEPMEHTHBIX MpenapaToB NMPOBOAAT B CHeUnann3npoBaHHbIX
nabopaTopusax, OCHALEHHbIX NogpasgeneHusmu no pabote ¢ nabopaTopHbBIMK KUBOTHBIMU (BUBapUAMU) B
COOTBETCTBMM C NPUHLMNAMMK Hagnexallen nabopaTopHON NpakTUKK U NpasMnamMu no yxody 3a nabopaTtop-
HbIMU XXMBOTHEIMK W X cogepxanuto no FTOCT 31886, TOCT 31890, NOCT 33044, NOCT 33215, TOCT 33216".

NabopaTopuu AnA NpoBeAEHUs UCTIbITAHWA OOMKHBI COOTBETCTBOBATbL KPUTEPUAM KOMMNETEHTHOCTUM MO
[OCT ISO/IEC 17025. Ha BCe onepauuu, BbINONMHAEMbIE B X04€e UCCNeaoBaHUiA (UCMBITAHUA) OCTPOM TOKCHY-
HOCTW, AOMKHbI ObITb ycTaHoeneHbl COTM.

CoTpyaHWKK, NPOBOASILLME MCCMNEenoBaHNs Ha XMBOTHbIX, JOMKHEI 06nanate HEOOXoAUMBIMK ANA 3TOrO
KOMMAeTeHUMAMKW (Hanu4mMe 6a30BOro MeguLMHCKOro, BETEPUHAPHOTO UK Guonornyeckoro obpaszoBaHus).

4.3 Bevay BO3MOXHOIMO Hanuuus B hepMeHTHbIX npenapaTtax MUKPOBHOTO NPOUCXOXOEHUS KUBLIX Kne-
TOK WTaMMOB — npogyueHTor u ux OHK, T. e. KoMNoHeHTOR, NpeacTaBnsaoLWUX BUONOrMYecKy ONacHoOCTh, B
xode paboTbl ¢ (hepMeHTHbIMI NpenapaTamin 0b6s3aTenbHbBIM ABAseTca cobniogeHre npasun 61MoNorM4eckon
BesonacHoctn no MOCT 12.1.008 v gopyrMM HopMaTWMBHLIM JOKYMEHTam, eNCTBYIOW MM Ha TEPPUTOPUM TOCY-
[apcTBa, NPUHABLLETo CTaHAapT (B YacTu MukpoopraHuamos Il u IV rpynn natoreHHoCTH).

4.4 depMeHTHbIe NpenapaTsl, Nognexaliue onpeaeneHuio 0CTPOR TOKCUYHOCTH, A0MKHLI ObiTh OXapak-
TEpM30BaHbl U UMETL MPOCIEKMBAEMOE NMPOUCXOXOEHUE U COMPOBOXAATLCA crneundukalme, packpbiBa-
el Hannyne onpegeneHHoro(bix) Buaa(oe) depMeHTaTMBHON aKkTUBHOCTUW, HANM4Me NpUMeceil XMMUYECKOro
1M BGMONOrMYECcKOro NMPOMCXOXKAEHMS, OrPaHUYMBaEMbIX (HOPMUPYEMEIX) cornacHo TpebGoBaHuaM; AaHHble O
CcTabunbHOCTM B TEHEHME CPOKa rOAHOCTM; MHbopMau o 06 aKkTMBHOCTU (B €4MHULAX aKTUBHOCTHM); YCroBMS,
Heobxogumble Oa NPOSABNEHUss akTUBHOCTM (DepMeHTHOro npenapara (onTuMmym pH 1 Temnepatypbl U 4p.);
YCNOBWS MHAKTMBaLMWM (hepMeHTHOro npenapara (yCroBusl OTCYTCTBUS OCTAaTOYHOM aKTMBHOCTU hepMeHTa B
MALLEBON NPOAYKLMW), AaHHbIE 06 OTCYTCTBUM aHTMBNOTUYECKOM aKTUBHOCTH, XapaKTEPUCTMUKA BTOPOCTENEH-
HOW (hepMEHTATUBHON aKTUBHOCTM (NPW HANWYUK); ONUCaHWe MeTo4a onpeaeneHns akTUBHOCTU hepMeHTa B
epMeHTHOM MnpenapaTte; HaMMeHOBaHWe 1 KONMMYEeCTBEeHHOe CcoAepaHue BHOCMMOrO OpPraHU4Yeckoro Belle-
CTBa — HoOCUTens Wunnm MMMobUNU3yoLWwero areHTa.

Mpw obocHoBaHHOW HEOBXOOMMOCTM NOKa3aTenu, xapakTepuaylolre hepMeHTHbIA Npenapar, BKo4Yas
TpeboBaHuA 6@30MacHOCTU B COOTBETCTBUK C TpeOOoBaHUAMU TEXHUYECKUX PernaMeHToB M HOPMaTUBHbIX Npa-
BOBbLIX aKTOB, AEWCTBYIOLMX HA TEPPUTOPUM FOCYAApPCTBA, NPUHSBLUEro CTaHAapT, MOryT BblTe onpegeneHsi

" B Poccuitckon ®eaepauun Take npumensiot Oupektusy 2010/63/EU Esponeiickoro napnameHTa n CoeeTa Eb-
POMErCKOro CoKaa No OXpaHe XXMBOTHbLIX, UCNonbayeMblx B Hay4dHbix Lensx (Directive an the protection of animals used
for scientific purposes).

" B Poccuiickoin denepauun Tawke geiicteyloT CaHuTapHble npaeuna CI 1.2.731-99 1.2. «3nuoemuonorus.

BesonacHocTb paboTbl ¢ MUKpoopraHuamamu |ll—IV rpynn naTtoreHHOCTH U renbMUHTaMn .
4
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B akkpegMToBaHHOW nabopaTopum, NPOBOAALLEN UccneaoBaHWs (MCMbITaHWs ), nepes onpegeneHnemM oCTpomn
TOKCMYHOCTW Ha NabopaTopHbIX XKNBOTHbLIX, B YACTHOCTM:

- cogepxaHue ceuHua no MOCT 26929, TOCT 30178;

- MuKpobuonorudeckue nokasatenu (cogepxaHne KMA®AHM, BIrKM, E. coli, naToreHHbIX MUKpO-
OpraHu3amoB, B TOM uducne cansmoHenn) no NOCT 10444.15, TOCT 31904, TOCT 26669, TOCT 31747,
FOCT 31659, NOCT 30726;

- copgepxaHne MukoTokcuHoB no MOCT 34140;

- Hanu4yme aHTMBMOTUYECKON aKTUBHOCTU — MO HOPMaTWUBHbLIM AOKYMEHTam, AEACTBYIOLLMM HA TEPPU-
TOpWM rocyaapcTBa, NPUHABLLETO cTaHaapT ;

- HanmuMyue >KWU3HEeCNOCOOHLIX KMETOK MNpPOAYLEHTOB (NMecHeBbIX W OPOXCKEBbIX TrpuboB) no
FOCT 10444.12;

- Hanu4ne XMn3HecnocobHbIX KNeTOK NpogyLEHTOB MUKPOOPTaHU3MOB OPYIMX TAKCOHOMMWYECKMX TPynn
(He NnpyHagneXaLlMx K NNecHeBbIM W 4POXKEBbLIM rpubam) — No HOPMaTUBHBIM LOKYMEHTaM, OeNCTBYOLUM
Ha TeppUTOPMU rocyaapcTea, NPUHABLLEro cTaH4apT;

- dpepMeHTaTUBHYH NpoTeonuTudeckyto akTueHocTb no FOCT 20264.2, TOCT 34430;

- pepMeHTaTUBHYH aMUNOMNUTUYECKYO (aMunasHy) akTueHocTs no FOCT 20264 .4,

- (pepMeHTaTUBHYH aKTMBHOCTb KcunaHaael no MOCT 31488;

- thepmeHTaTMBHYIO akTMBHOCTL chuTasel no FOCT 31487;

- thepmeHTaTUBHYIO akTMBHOCTL Lenntonassl no FOCT 31662;

- thepMeHTaTMBHYI akTMBHOCTb 3HO0-0eTa-rnokasanel no FOCT 34176;

- dpepMeHTaTUBHYH aKTMBHOCTEL MOMOKOCBEPTLIBAKOLWMX PepMeHTHLIX npenapatoe no FOCT 32891;

- (pepMeHTaTUBHYH aKTUBHOCTb CyXWX MOMOKOCBEPTLIBAWLNX (DEPMEHTHLIX NMpenapaToB XUBOTHOMO
npoucxoxgeHusa no MOCT 34353;

- MOJSTOKOCBEPThIBAKLLYI aKTMBHOCTb FOBSKLErD Chlvy»Horo cepmenTta no MOCT ISO 11815;

- copepXaHne XMMo3nHa 1 ropsxbero nencuHa no NOCT ISO 15163;

- Opyriue Buabl pepMeHTaTUBHON aKTUBHOCTU — NPU HaNMWYUK CTaHOapTU30BaHHbIX METOA0B UX onpe-
neneHus.

MpumevaHue 1— Boibop MeToaa aHanMsa akTUBHOCTM (hepMEHTHOro npenapara, NpoAyLMpyemMoro reHeTu-
YECKM U3MEHEHHBIMW MUKPOOPTraHM3MamK, OCYLLECTBINAT C YY4eTOM AaHHbIX 0 BeTpoeHHoi B [JHK nocnenoeaTtensHocTH
HYKNEOTUHAOB (FEHOB XWBOTHOMO, PACTUTENBHOTO UMW CUHTETUYECKOTO MPOUCXOKAEHWA) HA OCHOBAHN TEXHUYECKOW CreLl-
nukaumum Ha hepMeHTHbIA Npenapart (yka3aHHbIX efVHWUL, aKTMBHOCTM, HOPMAaTUBHOIO AOKYMEHTa Ha MeTogh aHanuaa).
Mpu aHanuse akTMBHOCTU (hepPMEHTHOrO Mpenapara, ero kadectsa W GesonacHoOCTW MoryT 6biTb MCNONb30BaHbLI Apyrue
METOAblI KOHTPONS, YCTaHOBMEHHbIE HOPMATUBHLIMIW JOKYMEHTaMW, AeACTBYIOWMMM HA TEPPUTOPWU rocynapcTea, npu-
HABLUEro cTaHaapT.

MpumevaHue 2— MHhpopmaums 0 TEXHUYECKUX PErMaMeHTax U HOPMATUBHLIX NPABOBLIX aKkTax NpuBeAeHa B
npunoxeHun A.

4.5 Ecnn bepMeHTHbIM NpenapaT noflydeH M3 reHeTMYeckn MoauULMPOBaHHbLIX WTaMMoB, B rnabo-
paTopu KpoMe AOKYMEHTOB Ha pepMEHTHbIN Npenapart NpefocTaBnsiloT CBEAEHUS O LUTAMMe-NPOaYLEHTE,
BKMNoYaKLWme JaHHbIE:

- O TAKCOHOMMYECKOW NPUHAANEXHOCTY WTaMMa, YCTaHOBINEHHOW 00 YPOBHSA poda (BMAa, WTaMma) no
(HEeHOTUNUHECKMM M TEHOTUMNWYECKUM CBOWCTBaM, NOATBEPXKOEHHON C MCMNOMNb30BaHWMEM BOCMPOU3BOAMMbBIX
MOMEKYNApHO-rEHETUHECKNX METOAOB, UCTOYHWKE BbIAENEHNSA WTaMMa UNK WTaMmmMa, Nofy4YeHHOro ¢ UCNorb-
30BaHMEM CUHTETUYECKNX reHOB;

- 06 MHOUBKUOYaNbHOM HOMepe (Kode) WTaMMa-npoayLeHTa, MPUCBOEHHOM U3roTOBUTENEM;

- 0 AeMoHMPOBaHUWN B oULMANBHBLIX KONMEKLUUAX MUKPODOHBIX KYNbTYP HALWOHANLHOMO UMM MeXayHa-
POOHOrO YPOBHSA (Ha YCNOBUAX KOHTPONBHOTO XpaHEHMWA);

- 06 OTCYTCTBWM NATOF€HHOCTW, TOKCMIEHHOCTWN, aHTUOMOTUKOPE3WCTEHTHOCTH, annepreHHbIX CBOWCTB Y
LWITAMMOB-NPOAYLEHTOB (NpW Hanm4um);

- 0 BMAE LeNeBOoro UCnonb3oBaHusa LWTaMMa-npogyLeHTa u xapakTepucTMke OCHOBHOro metabonnta —
WMHrpeaneHTa (KOMMoHeHTa);

- NSl MYTAHTHBIX MUKPOOPraHW3MOB (B Cryyae MnonyvyeHwus OOMONMHUTENbHOW MyTaluuu) — cBefeHus
0 Xapaktepe MyTauuun, 6e3onacHOCTU U CTaBbUMBHOCTU FTEHOTUMMYECKUX U (DEHOTUMMYECKUX XapaKTEPUCTUK;

" B Poccuiickoii ®eaepauun aeinctayioT MYK 4.2.3143—13 «MeTopa onpeaeneHus aHTUBUOTUMECKO aKTMBHOCTY
hepMeHTHbIX NpenapaToB MUKpobHoro (bakTepranbHOro U rpUBHOro) NPOMCXoXKAEHWs, NpegHa3Ha4YeHHbIX AN UCNonb3o-
BaHUS B NULLEBOIN NPOMBLILLAEHHOCTMY.
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- AN reHeTUYeckn MoAUMULMPOBAHHLIX MWUKPOOPraHW3MOB: OMUCaHWe reHeTU4eckorn Moandukauum
OHK (ceepgeHus o TpaHcthopmMaLuMoOHHOM COBbITUN), HYKITIEOTUAHOW NOCefoBaTENbHOCTM BCTPOEHHOTO (CKOH-
cTpyupoBaHHoro) nokyca OHK B Buae ogHOBYKBEHHBIX KOAOB MO HOMEHKNAaType IUPAC"; cBegeHnst o ero
perynsTopHblX anemMmeHTax (Mpy Hanu4iuu), Lensax MoauduKauuy; CBeOeHNs 0 MPONCXOXKOEeHUA LUTaMMa-peLm-
nMMeHTa W WTaMMa-goHopa, X TAaKCOHOMWYECKOM MOMNOXEHWW Ha YPOBHE poda (Buda, lWutamma) U onnucaHue nux
CBOWCTB; [aHHbI€ O BEKTOPHbIX NOCMNeA0BaTeNbHOCTAX, UCMOMb30BaHMW TPAHCMNO30HOB NPU KOHCTPYUPOBaHUN
MM npoayueHTOB, 0 CpeAcTBax AOCTABKW LENEeBOro reHa B KMeTKM peuunueHTa, CenekTUBHbLIX Mapkepax
MMM wrammMoB, cTabUNbHOCTWM rEHOTUNUYECKMX U (HEHOTUNUYECKUX XapaKTepuCTUK; CBEAEeHUs O npodune
BHEXPOMOCOMHbIX 31IeMeHTOB (Mna3mug, TPaHCcno30HoB, bakTeprodaros v Ap.) WTaMMOB-NPOAYLIEHTOB (MpK
HanM4yMM BHEXPOMOCOMHBIX 3NeMeHTOB (hyHKLMOHaNbHasa ponk NocnegHux AomnxHa BelTe oxapakTepraoBaHa
M goKaszaHa Mx HecnocobHOCTb K reHHOMY TpaHcdepy); cBegeHuss 0 cTabunbHOCTW TEXHOMOTMYECKUX Xapak-
TEPUCTUK,;

- Ons PEepMEeHTHbIX NpenapaTtoB, MOMYYeHHbIX C UCMONb30BAHWEM MYyTaHTHbIX w/wunu MMM wrammos
MWUKPOOPraHW3mMoB, AONONHNTENBbHO MPeacTasnAioT AJaHHbIE O HAaNMYMm U3MEHEHWA B UX CTPYKTYpPEe No cpas-
HEHWIO C NPUMEHSIEMbIMKW 1 pas3mellleHHbIMW Ha pbiHKe EBpasnitickoro aKOHOMUYECKOro coto3a (TamMoKeHHoro
CoH3a) MHrpeaueHTamu.

4.6 ®PepmeHTHBIM NpenapaT nepedawT B nogpasgeneHve nabopaTtopuu, BbINOMHAKLWEN UCcneaoBa-
HWEe Ha KWBOTHbIX, B 06e3N1MYeHHOM (3aKkoaNPOBaHHOM) BUAE C NMPUCBOEHWEM BHYTpUNabopaTopHOro Homepa
(wndppa). OT6op Npob hepMeHTHOro NpenapaTta Ha UCCNenoBaHWe — Mo HOPMAaTUBHLIM OOKYMeHTaM, Ael-
CTBYWLUUM Ha TEeppUTOPUKM rocyaapcTBa, NpuHaBLero ctaHaapt. [1o okoHYaHWn uccnefoBaHus (MCnblTaHus)
Ha nabopaTopHbIX KUBOTHBIX AaHHbIE O (hepMEeHTHOM NpenapaTe AeKoQUPYHTCS NPU COCTaBMEHUM OTYeTa O
NpoBeAEeHHOM WUCCNeAoBaHMMW (MCMbITAHUK).

4.7 MNpwn onpegeneHn 0CTPON TOKCMHHOCTY (pepMeHTHbIX NpenapartoB cobnogatoT NPUHLMILI TyMaHHO-
ro obpalleHns ¢ NnabopaTopHbIMUW XUBOTHBIMKW. [1Ns 3TOro Heo6xogMMo cBeAeHNE K MUHUMYMY obLiero uncna
nabopaTopHbIX XMBOTHBIX, MCMOMNb3YEMbIX B UCCNEfoBaHMAX (MCnbiTaHusx). [pyu npoBegeHWn nccnegoBaHum
(McnbiTaHWIA) cnegyeT npunaratb BCe BO3MOXHbIE YCUMUSA K TOMY, Y4TOBbl B X0Oe BbIMOMHEHUS SKCNepUMEH-
TanbHbIX Npouenyp v3berate AeNCTBKMWA, CMOCOOHBIX NPUBECTU K AONTOBPEMEHHBLIM MOoBpexdeHuam, bonu,
CcTpagjaHusam unuv Tpeeore, a B criyyae Mx Hew3beXHOCTW cnedyeT CTPeMUTLCA K TOMY, 4ToBbl Takue nocnen-
CTBUA BbiNMM cBeAeHbl K MUHUMYMY. [1py BbIBEOEHWUM BBEKUBLUMX KMBOTHbLIX W3 MccnedoBaHns (MCnbiTaHWs)
cnegyeT UCMONb30BaTh NYMaHHbIe METOAbl 3BTaHa3UU.

MpumeuyaHue — [peanoyTUTENBHLIM METOOOM 3BTAHA3UN MPU BLIBELEHUU XKUBOTHBIX U3 MCCneaoBaHua (Uc-
NblTaHWsI) ABMAETCA WHransuusa netansHoi Ao3bl Auokcuaa yrmepoaa (CO,). BO3MOXKHO Takke NpUMEHeHWe ApYrux ry-
MaHHbIX METOLOB 3BTaHa3MW.

B uensax cokpalweHus obliero Yncna }KMBOTHbIX, MCMOMNb3YyEeMbIX B ONPEAENEeHN OCTPON TOKCUHHOCTM
hepMeHTHbIX NpenapaToB, NPy COCTaBNEHWM NnaHa nccrnegoBaHns (MCnelTaHWs) cregyeT PYKOBOACTBOBATh-
Cs1 MOOXO40M, UCTONb3YIOLWMM NocrnefosaTenbHoe BBeAeHne PUKCHpoBaHHON 003kl PePMEHTHOrO npenapa-
Ta no MOCT 32296.

4.8 OnpegeneHnsi OCTPOW TOKCHMYHOCTN (DepPMEHTHBIX MpenapaTos MUKPOBHOIO MPONCXOXAEHNS NPOBO-
OAT ¢ cnonb3oBaHveM nabopaTopHbIX rpbi3yHOB: Mbiwen (Mus musculus, Mus domesticus) unu kpbic (Rattus
rattus, Rattus norvegicus). JonyckaeTca ncnonb3oBaHue nabopaTtopHbIX XKMBOTHBIX yKa3aHHbIX BUAOB, Npu-
Hagnexalwux K CTaHAapTU30BaHHbLIM NIMHUAM WM NOpoAaM, NOCTYNAaLWMM U3 aBTOPU30BaHHBIX MUTOMHUKOB
NN copepXalimxca B NnabopaTopHOM KOMOHWM U ABAALWUXCA NpocnexnsaembiMu. JIMHMM nabopaTopHbIX
KMBOTHbIX, MPUMEHSIEMbIE B ONpefeneHnn oCTPoW TOKCMYHOCTKM, MOTyT ObiTh Kak MHOpedHbIMU (reHeTuye-
CKM TOMOTEHHBIMK), Tak 1 ayTbpeAHsiMK. [ina npoBedeHus WCcCneaoBaHuil (MCNbITaHWA) OCTPON TOKCUYHOCTH
crnegyeT UCMoMb30BaTh 300POBLIX MOMNOAbIX MOMOBO3PEnbIX KMBOTHLIX B Bo3pacTte oT 8 ao 12 Hegens. lNMpea-
MOYTUTENbHBLIM SBNSETCA NpoBedeHne onpegeneHnini OCTPOW TOKCUHYHOCTKM Ha CamKax XWBOTHBIX YKa3aHHbIX
BMOOB, BEBMAY DonblUeln YyBCTBUMTENbHOCTW, B OBOLLEM Criyyae, caMOK XMBOTHbIX K pasHooBpasHbIM TOKCU-
YECKUM BO3AENCTBMAM MO CPaBHEHWMIO ¢ caMuaMu. CamKy KMBOTHLIX OOMKHbI BbiTe HE BepeMeHHBIMU U He
poxaBLWKMMK. [JononHWTeNbHOE NpoBeAeHe NCCreqoBaHni (MCNbITaHWIA) Ha camuax XUBOTHBLIX JOMKHO ObITh
oTAenbHO 060CHOBaHO UMEKILLMMUCA AaHHBIMW TUTEPATYPbl O BO3MOXHOM Goree BbipaXeHHOM TOKCUYECKOM
OeicTBUK, Noanexallen nccnegoBaHuam (MCNbITaHUAM) NPOAYKLUMK ANS CaMLOB, YTO HEOBXOAMMO OTpaxaTb
B OTYeTe O NpoBedeHWM nccnegoBaHus. »KMBOTHbIE, BBOOAUMBIE B MCCNEAoBaHus (MCNbiTaHus) No onpegene-

" International Union of Pure and Applied Chemistry — MexayHapogHblit cot03 TeopeTuyeckoil U npuknaaHoi
XUMUH.
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HWID OCTPOWA TOKCMYHOCTU B COCTaBe BCEX 3KCMEepUMEeHTarbHbIX rPynm, NOony4YaloLwmx pasnudHblie 0o3bl dep-
MEHTHOrO npenaparta, AOMKHbI NpUHagnexaTbh K O4HOMY W TOMY Xe nony v nvHuM. Macca Tena »KMBOTHbIX,
nony4JarwLLnx pasnuyHbie 003kl hePMEHTHOIO Npenapara, A0MKHa pa3nuuaTtbes B npefenax He bonee +20 %
BHYTPU TPyNn v Mexay HAMMK.

4.9 XXMBOTHbLIX B X04e onpeneneHns OCTPON TOKCUYHOCTM COAepKaT B cneunann3npoBaHHbIX BUBAPUAX
(knMHKWKax nabopaTopHbIX XUBOTHLIX). PasmelleHve, cogepkaHue U yxon 3a nabopaTopHbIMK HKUBOTHBIMM
JorkHbl cooTBetcTBoBaTh MOCT 33215, FOCT 33216. B nomeLeHnn, roe COAepKaTcsl KMBOTHbIE, cregyeT
nogaepKmBaTth (PU3NONOTMYECKM ONTUMAaNbHbLIE YCNOBUS BHELIHEW cpeabl (45 KpbIC U Mbllel GonblunHCTBa
nuHUR — 310 Temnepatypa oT 21 °C go 23 °C u oTHOCKMTENbHAsA BNaXHOCTL OT 45 % no 65 %). >KuBoTHbIe
OOMKHbI cogepXaTbCs B KNeTKax M3 HETOKCUYHOTO BMONorMyeckM MHepTHOro MaTepuana Ha HeTOKCUYHOW nog-
CTUIKE U3 HaTypanbHLIX (MPUPOAHLIX) MaTepuanos No ABe—uyeTbipe 0cobu MNu MHAWBUAYANBHO (MO OQHOMY).
MuHMManbHy Nnowanb, NPUXOOALLYHCH Ha OQHO XMBOTHOE B KNETKe (KPbICY, Mblllb), yCTaHaBnMBawoT B
cooteeTcTBMM ¢ MOCT 33216. ArpeccvBHbIX XXMBOTHBIX (B HACTHOCTU, MbILLEN HEKOTOPbLIX NMWHWIA) cogepaT
no OOHOMY B KneTke. Pexum oCBeLUeHHOCTU B MOMELLEHWUW, TOe HAaXOOATCS XUBOTHbIE, JOMKEH COOTBETCTBO-
BaTb YepefoBaHWIO CBETMNbIX N TEMHbLIX NePMOAOB NPOAOIKUTENBHOCTEI 12 4 Kaxabii. OboraweHne cpeqbl
obutanusa (environmental enrichment) no TOCT 33216, sknouvarllee YCTPONCTBO YKPbITUWA ONS KUBOTHbIX,
SABNAETCH XenaTenbHblM (DEKOMEHOYEMBIM).

4.10 KopmneHune XMBOTHBIX criegyeT ocyLecTBnsTb cbanaHcMpoBaHHbiMK pauynoHamu no FOCT 34566,
obecneunBaronmMn pusmonorndeckne NoTpebHOCTN KMBOTHBIX BO BCEX OCHOBHbIX MULLEBLIX BELlEeCcTBaxX W
3Heprun. Ha npoTsKeHMn BCero nepnoaa MccnefoBaHui (MChbiTaHMia) No OnpesenerHnio OCTPON TOKCUYHOCTH
XWBOTHbIE MOMYy4YaloT PaUUOH B PEXXUME HeorpaHu4YeHHoro ceobogHoro 4ocTyna, 3a UCKMYeHUeM NepuoaoR,
YyKasaHHbIX B 5.5.

4.11 KauyecTB0o BOAbI, NpeaocTaBnsaeMoi NnabopaTopHbIM KWUBOTHBIM, JOMKHO COOTBETCTBOBATL TMIMEHU-
Yeckum TpeboBaHuaM. [ns KMBOTHBIX UCTMOMNB3YIOT BOAY, NOMYyYEeHHY MeTogoM obpaTHoro ocMoca, cbanax-
CUPOBaHHYO MO MUHEPANbHOMY COCTaBy, UN By TUNUPOBaHHYO MMTLEBYHO CTONOBYIO BOAY, COOTBETCTBYIOLLYIO
TpeboBaHUAM TEXHUYECKUX PETNTAMEHTOB M HOPMAaTUBHbIX MPaBOBbLIX aKTOB, AEWCTBYIOLLNX HA TEPPUTOPUM rO-
cyaapcTea, NpUHABLLEro cTaHgapT. [na nuThA XUBOTHBIX HE JOMNYCKAeTCA UCMOMNb30BaTh AUCTUIMPOBAHHYH),
[EeVN0OHU30BaHHY BOAY, a TAKKe BOAY U3 LEeHTPann3oBaHHbIX UCTOYHUKOB BogOCHabxeHnst 6e3 JoNONHUTENb-
HoW noaroToBku (ouncTku). MNUTbEBYD BOOY Ha NPOTSXEHWM BCEro Nepuoga uccnefoBaHui (UCNbITAHWIA) No
onpeneneHuto ocTpor TOKCMYHOCTU NPEAoCTaBNAT XUBOTHLIM B PEXMME HEOrPaHUYEHHOro A0CTYnNa.

MpumeuyaHue — WMHdopmauna o TEXHUYECKUX pErmamMeHTax M HOPMaTUBHbLIX NMPaBOBbLIX akTax NpuBeaeHa B
NPUNOXeHun A.

5 OnucaHue MeToga onpeneneHuss OCTPOU TOKCUYHOCTH

5.1 MNMpuHUMN MeToda COCTOMUT B YCTAHOBMNEHUW HaNu4Ynsa naTtonorn4yecknx NposaBieHnin — netansHoCcTu
(cMepTHOCTU) Unu Opyrux NpU3HaKkoB TOKCUYHOCTU Y KMBOTHLIX B MepBble 24 4 1 B Nocnenywune Kak MUHU-
MyMm 13 cyT nocne o4HOKPaTHOro UMM MHOTOKPATHOTO (B cny4ae BBEAEHWUS MO YacTAM Ha NPOTSKEeHUN 2—6 u)
BBEAEHWS XMBOTHbIM (DMKCUPOBAHHON 003bl (hEePMEHTHOrO Npenapara B BUAe XXWOKOCTW (BOOHOro pacTeopa)
BHYTPUKENYOO4HO Yyepes 30HA. B pesynbsrate npoBoguMMbix HabrnoaeHW OLLEHMBAOT CPEAHIO CMEPTENbHYIO
A03y (LDgp) n Ha 0CHOBaHUM 3TUX AaHHLIX (PEPMEHTHBIN Npenapart KnaccuuumpyoT no Benn4nHe ocTpon
nepopansHoi Tokcu4YHocTKW (knaccel |—V) no TOCT 32644.

5.2 [lo3y dpepMeHTHOro npenapaTa, BBOAWMOIO XMBOTHbLIM, BbIpaXatoT B MUMNMIpaMMax Ha Kurnorpamm
Macchl Tena B pacyeTe Ha konudectso OOB B npenapate. CogepxaHue OOB, BbipaxeHHOe B NpoUeHTax,
paccuuTbiBaloT kak 100 % MWHYC Bna)KHOCTb npenapata (cogepaHue BoAbl) B MPOLUEHTax, MUHYC cogep-
XaHwe 30Mbl B NPOUEHTax, MUHYC cogepxaHue fobaBneHHbIX Npu NpoM3BOACTBe (hepMeHTHOro npenapara
OpraHUYecKknx BelecTB — HocuTenen B npoueHTax. OTbop npob dhepmMeHTHOro NpenapaTa Ha onpegeneHne
OOB nporofgsT, kKak ykazaHo B 4.6. OnpefeneHue BNaXHOCTU (hepMeHTHbLIX NpenapaTtoB NPOBOAAT TepMorpa-
BUMeTpuyeckum metogom no MOCT 20264.1. NpoeeneHne onpegeneHns cogepkaHusa 3ombl B GepMeHTHOM
npenaparte — NyTeM MUHepanuaauuun (NpokanueaHus) obpasLa depmMeHTHOro npenapata B MydensHOW Neyu
rpaBumeTpudecknm metogom no NOCT 15113.8. KonuyecTeo nobaBneHHbIX NpY Npon3BoacTBe (epMEHTHOO
npenapaTta opraHM4Yeckux BellecTB — HOCUTEerNen ycTaHaBnuMBalT B COOTBETCTBMU CO crneuyudukaluen Ha
thepMeHTHbIA Npenapar.

MpumMmeyaHue — [na hepMeHTHbIX NPenapaToB, B 3aBUCUMOCTIA OT cocTaBa fo6aBnsieMoro npy Npov3Bof-
CTBE HOCUTENS, JOMYCKAETCA UCMOMNb30BaHUe TaKkKe OPYIMX CTaHOapTU30BaHHLIX U BanuaMpOBaHHBIX METOAOB Ornpeae-
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NeHNs BNaXHOCTM 1 30Mkl, @ Takke, B OTAEMNbHbIX GMy4anx, NCMONb3oBaHNe creuuduKalri, NpeaocTaBnaeMoil Npons-
BOAMTENEM (hEPMEHTHOIO Npenapara.

5.3 ®epmeHTHbIe NpenapaTbl NOCTYNalT ANA onpedeneHus OCTPOM TOKCMYHOCTU B BMAE CYXMX Mpo-
OYKTOB (MOPOLUKOB) MK B BUAE BOAHLIX pacTBOpoB. B nepBom crnyvae depMeHTHbIN NpenaparT nepes BBee-
HWUEM XMBOTHbLIM PacTBOPAT UKW UCNEPTUPYIOT B AUCTUNNMPOBAHHOW UK APYron Boae, COOTBETCTBYOLLEN
4.11; konn4ecTBO pacTBOpUTENs NOAOMpPaloT C Yy4eTOM BIaXHOCTU UCMOMb3yeMOoro NopoLuKa AN AOCTUMKeHUS
Tpebyemoi mKcupoBaHHOi o3kl hepmeHTHoro npenapata OOB. Bo BTopom cniyyae chepMeHHbIA npenapat
BBOAAT XMBOTHBIM HEMOCPEACTBEHHO B 00beMe, COOTBETCTBYLLEM HeobXxoaVMOW BBOAMMOW [jO3e B pacyeTe
Ha OOB. B cnyyae HegocTaTo4Horo cogepxaHust OOB B npegocTtaBneHHOM pacTBope (DepMeHTHOro npena-
pata onsa obecneyeHnsa Tpebyemon fo3bl B pacyete Ha OOB cepMeHTHbIN npenapaTt MoxeT BbiTb CKOHLeH-
TpupoBaH (06e3BoxeH) 04HUM W3 cnocoBOB, MCKMIYAKLMNX ero (PU3NKO-XMMUYECKUE U3MEHEHMWS UITA CHMXKE-
HUe hepMeHTaTUBHON aKTUBHOCTW.

5.4 B cny4ae NnNoxoW pacTBOPUMOCTW UMW AUCNeprupyemMocTv pepMeHTHOro npenapaTta B Boje [0-
nyckaeTcs UCNoNb30BaHWE NpW ero pacTBOpeHun dmsmonorndeckoro pacteopa (0,15 M NaCl) unu docdar-
Ho-conesoro bydepa (0,01 M docdat HaTtpust unu kanua pH 7,3 £ 0,2 ¢ 0,15 M NaCl). He gonyckaeTtca npu
BBeAEHUM PepMEHTHOro npenapaTa ero pacTBOpeHWe B KOHUEHTPUPOBAaHHbIX pacTBoOpax coneu, uweno4ax,
KMcroTax (B TOM YMCre OpraHMYyecKkux), a Takke B OpraHMYeckux pacTBopuTensx (BKo4as aTUNOBbIA CUPT).

5.5 MNepen eBefeHUeM hepMEHTHOro npenapaTta XUBOTHLIM WX NMULLAKT KopMa: Kpblic — 3a 12—16 u,
Mbillen — 3a 3—4 4; KOPM TaKkKe He NpefoCcTaBnsaT B TeUeHUe BCero BpeMeHu BBeeHus (epMeHTHOro npe-
napara (npy NCnonb3o0BaHUM OPOBHOro 403MpoBaHUA — Mo 5.7), a TAKKe HAa NPOTSIKEHUU 2 Y N0 OKOHYaHWUU
BBEAEHMS.

5.6 lNpwu BBEAEHUN (PEPMEHTHbLIX NPENapaToB XMBOTHbLIM MCMOMb3yOT Wnpuy obbemom 1—10 cm® no
[OCT ISO 7886-1 unn TOCT 22967, ocHaLLeHHbIA BHYTPUKENYOO4HBIM 30HO0M (TpYBKOW ¢ ONMBOW Ha KOHLE).
leomeTpudeckue pasMmepbl 30H4a AOMKHbBI COOTBETCTBOBATL aHATOMMUYECKUM NapaMeTpam XUBOTHOMO JaHHO-
ro BuAa, nora u Bo3pacTa W UCKIN4YaTh, C OOHOR CTOPOHLI, TPaBMaTu3aL i XWBOTHOTO, a ¢ Apyroil — obecne-
YMBaTb KONMUYECTBEHHOE BHYTPWXENydovyHOe NocTynneHwe 0o3bl hepMeHTHoro npenapara. Npu BBegeHun
depMeHTHOro npenapara KpbicaMm ANWHa 30HA4a He JormkHa npesBbiwarts 90—100 MM, guameTp onuebl —
4 mm; npu BBeaeHn Mmbiwam — 30—40 MM 1 1 MM COOTBETCTBEHHO.

Mpumeyanue — B npouecce BBeaeHWs pacTBopa hepMEHTHOrO npenapara XUBOTHbIM ocoboe BHUMaHue
cnenyeT yAensaTe HEAOMYCTUMOCTM €ro NOCTYNNEHVS B AblXaTenbHble NyTy (acnmpaunm). 3To CBA3aHO C TEM, YTO MHOTME
depmMeHTHbIe nNpenapatsl (rMaBHbIM 06pasoM, obnagatolime NPOTEONUTUYECKOM aKTUBHOCTLI0) 0BNaaakT BblpaXeHHbIM
NoBpPeXAalLMM OeHCTBMEM Ha AMUTENUA BEPXHUX U HIBKHUX AbIXaTEMbHbLIX MyTed, YTO MOXKET 3HAYMTENLHO WCKA3WUTh
pesynsTaThl MccreaoBaHui (McnbitaHuii). [ns ucknioueHns acnvpaumn depMeHTHOro npenapara criefyer TWaTensHo
MKCMPOBaTH (YAEPKMBATL) KMBOTHOE B BEPTUKANBHOM NOMNOXKEHUM U oBecneynBaTh NNaBHOE BBEOEHWE Npenapara, yoe-
OVBLUMCB, YTO 30H HaXoOWTCS B Xernyake.

5.7 MakcumanbHO JONMyCTUMbIA OQHOKPaTHO BBOAMMEbIA 006beM BOgHOrO pacTeopa hepMeHTHOro npena-
paTa KMBOTHbLIM He LoIKeH npesbiwaTs 20 cM3/kr maccel Tena. Ecnun B yKasaHHOM 06beMe XKUOKOCTW HEBO3-
MOXHO pasmMecTuTb HeobxoguMMyl 403y PepMEHTHOro npenapaTa (BCNeAcTBMEe ero ManoW pacTBOPMMOCTM
MM He4OCTATOYHOrO COAEepaHUs B pacTBope), [o3a MOXeT ObiTb pasgerneHa Ha ABe-TPW NOpLUWK, BBOAUMbIE
C MHTepBanom He MeHee 2 4 Ha NpoTsXKeHun He Bonee 6 4 nocne NepBoOro BBEOEHWS.

MpumevaHue — [ins KOHUEHTPUPOBAHWA hepMeHTHbBIX MpenapaToB 4oNycKaeTca MCNoMb30BaHWe NPOLEeCcCoB
BaKyyMHOIO KOHLEHTPWMPOBaHWS (YNapuvBaHUs Npu MOHMWKEHHOM atMocepHOM AaBneHuu) npu TeMmneparype He Bbllle
37 °C v nnodunbHOM (CyBnMaurMoHHO) CYLLKK.

5.8 MNokasaTtens pH nepopanksHO BBOAUMOTO BOAHOMO pacTBopa WU cycrneHamn doepMeHTHOro npenapa-
Ta gormkeH coctaBnAaTb pH 6,0 + 2,0. MNMpy 3Ha4YMTensHOM OTKNOHeHUM pH dhepmeHTHOro npenaparta 3a npege-
Nbl yKa3aHHOro MHTepBana BenuyduMHa pH MoxeT BbiThb oTperynupoBaHa nyteM gobasBneHusi pasbaBneHHbIX
BoAHbIX pacteopoB kncnotsl (HCI) unu wenoyu (NaOH) kBanudukaumnmn He Huxe «XY».

5.9 OnpegeneHue OCTPOWM MepopanbHON TOKCMYHOCTU hepMeHTHbLIX NpenapaTtoB MeTonoM UKCUpOo-
BaHHOW O03bl NPOBOAAT B ABa 3Tana. MpuHuun metoga cooteetcTeyeT [OCT 32296. Llens nepeoro, npen-

" MNepeyeHb pekoMeHOyeMbIX MeTOOOB WCCMEAoBaHUil ANA OLeHKU nokasaTenei kayecTsBa MULLEBON NpodyK-
LMK, BKNOYas onpeaeneHve 3onel, npueeneH 8 MP 2.3.7.0168-20 «OueHka kadyecTBa NULLEBON NPOOYKUMA W OLEH-
Ka OocTyna HaceneHWsl K OTeYeCTBEHHOW NMULLEBOK NpoayKuuK, cnocobCTBYOWER YCTpaHeHUo geduumta Makpo- u
MUKPOHYTPUEHTOBY .
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BapWTENbHOrO, 3Tana uccrnefoBaHwWs (MCNbITAHWMA) COCTOMUT B nogbope MoAxXoAsilel HayanbHOW O03bl AN
OCHOBHOTO UCCrefoBaHWUs, NPOBOOUMOIO Ha PENpPe3eHTaTUBHOM N0 YNCIEHHOCTU IPyNne XUBOTHbIX (0BbIYHO
obLLer YnCcneHHOCTLIo WecTb ocobein). MNMpeaBapuTtensHoe UCCNefoBaHWe (MCMbITAHUE) CUUTAKOT 3aBepLUEH-
HbIM, ECN MOXET ObITb MPUHATO PeLUeHUe O BEMMYMHE HaYyanbHOW 403kl ANSA OCHOBHOTO UCCreaoBaHus (Uc-
NbITaHWA) UMK ecnu NpU MUHUManbLHOW BBOOMMOW 03e hepMeHTHOro npenaparta (5 Mr/kr maccel Tena) npo-
NCXOQNT CMEPTb XMBOTHOTO.

5.10 MNpw npoBefeHUN NpeaBapuTEnbHOrO UCCReaoBaHMA (MCNbITaHWS) B HavYane OgHOMY JKUBOTHOMY
(0OQHOMOMEHTHO WM MO YacTsaMm, cMm. 5.7) BBOAAT drepMeHTHbIA npenapaT B goze 300 mr/kr maccbl Tena B
pacdeTe Ha OOB, 4YTO COOTBETCTBYET BEPXHEN rpaHuLe Knacca ocTpoi TokcudHocTu Il no FTOCT 32644. MNo-
crne 3Toro NpoBoaAT HabnaeHne 3a COCTOSAHMEM XUBOTHOMO B TedeHue 24 4 BO BpeMeHHble UHTepBan.bi
no 5.11. B cny4ae HacTynneHua cMepTy XUBOTHOMO NepexoasT K BBeAeHUIO clefyloleMy XUBOTHOMY MEHb-
wein nosbl (50 mr/kr) v ganee, B cny4yae CMepPTENIbHOTO McXoda, 5 Mr/kr ¢ COOTBETCTBYIOLWMM HabMogeHnem
3a nocneacTBUSMUM 3TUX BBEAEHWU, TaKKe Ha NpoTaKeHun 24 4. B cnyyae, ecnu »XMBOTHOE Nocne BBeeHUsA
(hMKCMPOBAHHOW 403bl OCTAETCH XUBbIM, HO B Te4YeHne 24 4 oTMe4yaeTca pa3BuTUe BblPaXKeHHbIX NPU3HaKoB
TOKCUYHOCTU, MPOSIBNAIWNXCA B MAMEHEHUU CO CTOPOHLI €ro NOBEAEHWs W BHELIHEro BMAa (arakcus, ne-
Taprus, cyooporu, ouapest, HapyLleHUsi COCTOSIHUA KOXHOTO W LUIEePCTSIHOTO NMOKPOBa W CNU3UCTLIX obonoyek),
npegBapuTencHoe UCMbITaHWe CYUTAKT 3aBepLUEHHBIM W YCTaHOBMEHHY 03y 3aTeM MCMNOoNb3yT B OCHOB-
HOM uccnegoBaHuu. B crnydae, ecnu XXMBOTHOE ymupaeT B TedeHue 24 4 nocne BBegeHWS MWHUMAanbHOW
£oz3bl hepMeHTHOro npenapata (5 Mr/kr Maccel Tena), AaHHbIM pe3ynsTaT NoATBEPXK4aloT BBEAEHMEM TOM e
[03bl OOMOMHNTENBHO eLle OOQHOMY JKMBOTHOMY, MOCMe Yero uccnefoBaHue CHUTAKT 3aBepLUEeHHbIM W dep-
MEHTHOMY MpenapaTy NpucBauBalT knacc octpon TokcuyHocth | no FTOCT 32644. Ecnu kakux-nubo natono-
rMYEeCKUX U3MEHEHWIA BO BHELLUHEM BMAE W NOBELAEHWM KUBOTHOrO, nonyyuelero gozy 300 mr/kr Mmaccel Tena,
He NPOMCXOAWT B TedeHue 24 4, NepexoasT K BBeAEHUD 3TOMY e XUBOTHoMy o3kl 2000 mr/kr Mmaccel Tena.
[anee, He3aBUCKMMO OT pe3ynbTaToB TECTUPOBAHWUSA, NMOCAEOHIOK YyKa3aHHY 003y MCMOMb3YT B OCHOBHOM
nccnegoBaHum.

Mocne ycTaHOBMNEHWS HaYyamnbHOW A03bl HA MpeABapuUTENbHOM 3Tane uccnenoBaHus (MCNbiTaHWs) ocy-
LLLeCTBASAKT Nepexoq Ha OCHOBHOW 3Tan UccrefoBaHus (MCnbiTaHus), Korga onpefeneHHy GUKCUPOBaHHYIO
HavanbHYy 003y Npenapata BBOAAT penpe3eHTaTUBHOW rpynne XUBOTHbIX.

MpumeyaHue 1 — XKuUBOTHOE, y4acTBOBaBLUEE B NPeABapUTENbHOM 3Tane UccneqoBaHus (MCnbiTaHusa) U no-
nyymBLLee BbIBpaHHYK HayvanbHy (OMKCUPOBAHHYID 403y, NPUBaBRsOT K rpynne »MBOTHbIX, Y4aCTBYOLMX B OCHOBHOM
uccrnenoBaHuK (UCnbiTaHuK) (Hanpumep, ecnu obLias YMCNeHHOCTb XKMBOTHLIX B TPpYMNne COCTaBnsAeT WecTk ocobeit, To
BBeAeHWe BoIBpaHHON Ha NpegBapuTenbLHOM aTane 4o3bl (DepMeHTHOro npenaparta NPOROAAT NATH (LLECTb MUHYC OAWH)
MBOTHbLIM.

MpumeuaHune 2 — BpemeHHOW MHTEpBan Mexady BBeAeHWEeM NMepBol WM BTOPOW (nocrnegyrollen) nosel gep-
MEHTHOrO NpenapaTta JoMKeH COCTaBNATbL HEe MeHee 24 u.

5.11 lNpwn npoBedeHWM OCHOBHOIO MCCReAoBaHusA (UCNbITAHWA) rpynne NATW XMBOTHBIX TOrOo Xe BuAaa,
NWHKMK, NONa W BO3pacTa, YTO W XUBOTHBIE, NCMOMb30BaHHbIE B MpeaBapuTensHOM 3Tane nccnegoeaHns (uc-
MbiTaHWA), BHYTPWKENYA04YHO BBOAST A03y (hepMEeHTHOro npenapara, YyCTaHOBMEHHY Ha npeBapuTensHOM
3Tane uccnefqoBaHusa (ucneitaHua). HabniogeHve 3a coCTOSTHMEM XUBOTHBIX NPOBOAAT B Creaylollune BpeMeH-
Hble UHTepBansl nocne eeegeHUsa fo3bl: 30 MuH, 60 MuH, 90 MuH, 120 MUH, 34, 4 4, 54, 6 4, 24 4, nanee exe-
CYTOYHO Ha npoTskeHuy nocnegyowmx 13 cyt. B xoge HabniogeHwii pukcrpyoT Maccy Tena (4o BBegeHus
thepMeHTHOro npenapara, Ha Nepeble, CeAbMbIe WU YeTkIpHAaOLaThle CYTKW), COCTOAHWE KOXHOTMO U LUEPCTHAHOMO
MOKPOBA, CNM3UCTBIX 0Bonoyek, NosiBNeHne CMMNTOMOB LMPKYNSATOPHOMO paccTponcTBa (UMaHO3 KOHEYHO-
cTen), Anapeto, CrHooTAeNeH e, TPEMOP, CyAOPOrv, atakcuio, NeTapruo, COH U KOMY, CMepTernbHbIA MCXOA.
Ecnu *MBOTHOE OCTaEeTCs XKMBbIM, HO OHEBUOHO UCMBITEIBAET CUIMbHBIE CTpaAaHua (HanpuMmep, Npy Hecrnocob-
HOCTW QOTAHYTBCS A0 WCTOMHMKA KOpMa MNnv BoAbl), OHO OOMKHO ObiTh NOABEPrHYTO N'YMaHHON 3BTaHa3nu no
4.7, v TAKOW UCXO[ 3KCMEPUMEHTA 3aCYMTLIBAKOT Kak CMepTenbHbIA (neTaneHbli). Mo ncteueHun 14 cyt nocne
BBeJeHuA A03bl (hepMEHTHOro npenapaTta BbDKUMBLUMX XUBOTHbIX MOABEPralT rymaHHOW 3BTaHasuu no 4.7.
Bcex naBLMX XMBOTHBIX W JKMBOTHbLIX, MOOBEPTHYThIX 3BTaHA3WW, NogBeprawT 0630pHOMY NaTtonoroaHaTtoMu-
YECKOMY MCCMNeaoBaHuio B Kak MoXHO Bonee KopoTkue cpoku nocne rnbenn (yMepLuBneHus) no cxeme: opra-
Hbl BpOLWIHOM NonocTH (MeYeHb, MOYKK, HAAMOYEYHWKW, cene3eHKa, NoMXKenyaoyHas Kenesa, Xenyaok, TOHKas
KWLIKa, crenasi Kulika, TONcTas KWLKa, XKenYHbI Ny3bipb (Y MbILERA), opraHbl penpodyKTUBHOW CUCTEMBbI);
opraHbl rpygHOW KNeTKW: nerkve, cepue, nvwesoq, TUMYC; LWWATOBUAHAA Kenesa; ronosHoi Mo3r. OTaenbHo
(UKCMPYIOT HanM4vMe BocnaneHus, acuuta, nneBpanbHOro U KpaHuaneHoro akccyaatos, abcueccos, HOBOOB-
pasoBaHWi U OPYrUX NaToNorMYecknx M3MeHeHun. TkaHu HoBooGpaszoBaHWin (NpY Ux Hanu4uu) oTbupaT K
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tukcmpytoT B 3,7 %-HOM pacTBope HelTpanbsHoro dpopMansaernaa ons nocrneayowero rmcTonaTtonornyecko-
ro uccrnegosaHus. MMcTonorMyeckoe nccrnenoBaHue Apyrx opraHoB U TKaHe NpoBOAST NPW HanU4Yuu nokasa-
HWIA, onpedensaeMblX pesynsTaToM NaTtonoroaHaToMUYeckoro UCCNefoBaHns Uy NpuUcyTcTBUEM B hepMeHT-
HOM NpenapaTe NPUMEeCEen C U3BECTHbIM TOKCUYECKUM OelcTBUeM. MNpu HanuunuM COMHEHUN B HOpManbHOM
aHaTOMWYECKOM CTPOEHMMW OPraHoOB M TKaHEeM KUBOTHLIX NMPOBOASAT CPaBHEHWE pe3ynkTaToB HabnmaeHUi co
CrnpaBoYHOM MHbOpMaLMel No KUBOTHBIM AaHHOTO BMAA.

Mpumeuanune 1 — Ecnv BBegeHWe J03bl (hepMeHTHOrO Npenaparta nNpoBogaT no Yactam no 5.7, 1o Habniwo-
JeHWe 33 COCTOAHWMEM XMBOTHbBIX MPOBOAAT ¢ MHTepBanomM 30 MWH B Nepuoj BBeAeHWs 003kl U Janee — BO BPeMeHHble
WHTepBankl No 5.11 N0 OKOHYaHUW NocnegHero BBeAEHMS.

MpumevaHue 2 — >XMBOTHOe W3 NpedBapUTENbLHOMO 3Tana MccnegoBaHus (MCMbITaHWs), NonyYMuBLLEE Bbl-
©paHHyl AnA OCHOBHOIO MCCrneaoBaHus (MCMbITaHWa) Ao3y dhepMeHTHOro npenaparta, 406aBnsioT K OCHOBHOW rpynne, u
3a ero CocTosiHMeM HabnioaalT B TE e BpeMEHHbIE Nepuofbl Nocne BBEAEHWUS, YTO U 3@ OCTanbHbIMU KUBOTHBIMU 3TOM
rpynmel.

5.12 B ucknouuTenbHbIX cry4yasix npu OTCYTCTBUM NaTONOMMYeCcKuX N3MeHeHin B Te4eHune 14 cyT y Bcex
MBOTHbIX, Nonyunslwmx gosy 2000 mr/kr maccel Tena, BO3MOXEH Nepexon K BBeAeHWD crefylowen rpynne
XMBOTHbIX Ao3bl 5000 Mr/kr Maccel Tena (4TO COOTBETCTBYET BEPXHEWN rpaHuLe Knacca OCTPOW TOKCUYHOCTH
V no MOCT 32644), ogHako nocrnegHee JOMKHO ObiTb 060CHOBaHO 0cobbiMM YCNOBUAMUW NNAHWPYEMOro Mpu-
MEHEeHUs u3y4aemoro hepMeHTHOro npenapara (HanpuMmep, ecnu ero UCnonb3ykT Mpy NPOU3BOACTBE Npo-
OYKTOB ANSA OETCKOro NUTaHusA, crneuvany3npoBaHHbIX NMPOAYKTOB OUeTUYeCcKoro ne4yebHoro u ANeTuyecKkoro
NpouUNakTMYeCcKoro NUTaHns).

6 [daHHble uccnegoBaHUA N OTYET

6.1 OnpegeneHue knacca OCTPOMA TOKCUMYHOCTU DepMEHTHOro MpenapaTa NpPoBOASAT B COOTBETCTBUU C
FOCT 32296, NOCT 32644 Ha OCHOBAHWW AAHHbLIX NpefBapuUTenbHOr0 M OCHOBHOIO 3TanoB UCCNeaoBaHus
(MCMbITaHMA) OCTPOW TOKCUYHOCTMU.

6.2 Tpu 0bBLWeEen YUCNEHHOCTM XKMBOTHLIX B FPYMMNEe OCHOBHOIMO WccnenoBaHWst (MCMbITaHWs) LIEeCcTb
ocoben [BkIO4asi XUBOTHOE, MCMOMNb3OBAHHOE B MNpeaBapvTEribHOM KMCCrneaoBaHuM (McnbiTaHuu)] rubens
He Bonee OBYX M HE MeHee OJHOrO XWMBOTHOIO (MpU HanWyuu, B NOCNEOHEM Cry4dae, BbIpaXXeHHbIX Npu-
3HaKOB TOKCMYHOCTW He MeHee, YeM Yy OBYX OPYTMX XUBOTHbIX) CBUOETENbCTBYET O NMPUMHAANEXHOCTU dep-
MEHTHOro npenapaTta K Knaccy TOKCUYHOCTM, COOTBETCTBYHOLLEMY MPMMEHEHHOW (UMKCHPOBAHHOW [O03e
(cm. npunoxeHne b, Tabnuuy 6.1). Ecnu B TeueHue 14 cyT nocrne BeBedeHUs hUKCMPOBAHHOW O03bl dep-
MEHTHOrO npenapata oTMedaeTcs rmbenb Tpex U Bonee MBOTHbLIX B rpynne, uccnegosaHue no 5.11 pork-
HO BbITb MOBTOPEHO CO CHWMXEHHOW A030W npenapata (cMm. npunoxeHue b, Tabnuuy b.1). B cnyyae otcyT-
CTBUS rMBernu XMBOTHBIX B Ipynne (3a MCKMoYeHWeM rpynnbl, nonyyusLllen hepMeHTHbIR npenapar B O03e
2000 mr/kr macchl Tena) nccneforaHue no 5.11 gomkHo ObITe NOBTOPEHO C YBENMWYEHHOW 4030/ Npenapara.
Ecnu B rpynne XMBOTHbIX, NoNy4YaBLUMX (hepMeHTHbIA npenapat B Aoze 2000 mr/kr, oTMevaTca rubens nnu
BblpaXXeHHLIe NPU3HAKM TOKCMYHOCTU He Bonee, YeM y OOHOTO XXUBOTHOTO, UMK TMBENb XWUBOTHLIX U/UMK NpU3Ha-
KW TOKCMYHOCTW OTCYTCTBYIOT, (DepPMEHTHbIN Npenapar XxapakTepu3yeTcs Kak MMeKLW M Knacc TOKCUYHOCTH V
(LDgq > 2000 mr/kr). Ecnu vccnenosaHve NpoBoOAAaT ¢ A030M (hepmeHTHoro npenapata 5000 mr/kr u rubens
YXUBOTHLIX NPW 3TOM OTCYTCTBYET, (DEPMEHTHbIM NpenapaTt xapakTepunayeTcs Kak HETOKCUYHbIN, He Knaccudum-
umpyemsii (LDgy > 5000 mr/kr).

6.3 OTueT 06 ONpeneneHun oCcTpoOr TOKCUYHOCTU (hepMeHTHOTo Npenapara OOMKeH CoOAepXaTb cneay-
HOLLYI0 MHAOPMALUIO:

a) BBogHas 4acThb:

1) HaMeHOBaHWe 3aka34yMka UCCNefoBaHUA, ero agpec,

2) HaumeHoBaHuWe nabopaTopun, NPOBOASALLEN UCCNea0oBaHWsA, ee aapec, cBegeHusa o6 akkpegMTaumm
(mpu Hanuuuw),

3) [aTel Ha4ana u OKOH4YaHUsA NPoBeeHWS UCCIef0BaHMsE,

4) HanMmeHoBaHWe bepMeHTHOro Npenapara,

5) HrpeaneHTHbIA cocTaB (bepMEHTHOIO Npenapara,

6) B1ug chepmMeHTaTUBHOW akTMBHOCTU(el), NpeacraBneHHon(bix) B hoepMeHTHOM NpenapaTe, Benuyu-
Ha aKTMBHOCTM B CTAHOAPTU30BaHHbIX eAuMHMLax (Mpy X Hanu4um),
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7) PEKBM3UTBI LUTAMMa-NPOAYLIEHTA: BUAOBAs NPUHAANENKHOCTb; HAMMEHOBAHWE UMW HOMEP LUTaMma;
TpaHchopMaunoHHoe(bie) cobbiTue(s), UCNONb30BaHHOE(bIE) NPKU NONYYEeHUU LITaMMa (Mpy HanNnuYMK); ceeae-
HWSA O JEeMOHUPOBAHUUN B HALMOHAMBHOM KONMEKLUUM MUKPOOPraHU3MOB (MpKU Hanu4um),

8) cBeleHUs 0 rocyfapCcTBEHHOW perucTpauumn hepMeHTHOro NpenapaTa uunu wraMmMa npogyueHTa
KaK NuLLEeBON NpoayKUMM HOBOTO BUAA (Mpu Hanuuum),

9) pmaunveckoe cocTosiHue hepMeHTHOro npenaparta (KUAKWIA/Cyxoi),

10) paHHble MccneaoBaHusa nokasaTenei GesonacHoCTM hepMeHTHOrO Npenaparta B COOTBETCTBUM C
TpeBoBaHUSAMU TEXHWYECKUX PErNaMeHTOB U HOPMAaTUBHbLIX NPaBOBbLIX AKTOB, AENCTBYIOLLMX Ha TEPPUTOPUM
rocynapcTea, NPVHSIBLUEro cTaHaapT.

MpumMmevyaHue — MHopmauna o TEXHUYECKUX pernaMeHTax M HOPMaTUBHBIX NMPaBOBbLIX akTax NpuBedeHa B
npunoxeHuu A;

6) ycrnoeusi 4o3MpoBaHus hepMEHTHOrO Npenapara:

1) conpepxanne OOB B dhepMeHTHOM npenapare,

2) pacTBopuTens (ECNU UCMoNb30Bancs),

3) MeToa KOHLEHTPMPOBaHUA XUAKOro (hepMeHTHOro npenapaTa (ecnv NpoBoAUMNOCh),

4) no3sbl hepMeHTHOTO NpenapaTta, BBOOUMbIE XWBOTHLIM B MpeaBapuUTeribHOM U OCHOBHOM MCCreno-
BaHUK, MI/Kr maccel Tena B pacyete Ha OOB;

B) NOAOMNLITHLIE KUBOTHLIE!

1) poa/sug,

2) nuHusA/nopoaa (Npu HanUUUKU CBESEHUIA),

3) MMKpPOBOMONMOrM4YecKnin CTaTyc XMBOTHBIX, €CNK N3BecTeH (00bi4HbIe, CBOBOAHbIE OT cneunguyeckmx
MaToOreHoB XXWBOTHbIE),

4) NOr XWBOTHbIX, BO3PacT,

5) KONWMYECTBO KUBOTHLIX B Pynne, YyCroBMa COAEpPKaHWUs, MPUMEHAEMbIW PaLNOH;

r) pe3ynsTaThl UCMbITAHWS:

1) npeacTaBsneHne B Buae Tabnuubl 4aHHbIX O peakuvn KaXkAoro nogonbITHOMO KMBOTHOIMO Ha nepo-
panbHoe BBeAeHWe (hepMeHTHOro npenaparta AN Kax4ol BBe4eHHON 403bl Ha NpefBapuTenibHOM W OCHOB-
HOM 3Tane WccregoBaHus (MCNbiTaHuA), BKIOYAs HanmWyve CMepTerbHOro (feTanbHOro) ucxoga, Hanuuuve,
ONUTENbHOCTb M 06pPaTMMOCTb (HE0OPaTMMOCTh) BbIPaXKEHHBIX NMPWM3HAKOB TOKCMYHOCTK Mo 5.11, gaHHble na-
TONOroaHaToOMWYECKOro UCCrnefoBaHusl, AaHHbIe TMCTONaToONOrMYeckoro MCCNeqoBaHus (Npu Hanu4um),

2) npefctaenexHve B BuAe Tabnuubl pe3ynsTaToB U3MEPEHMSI MAacchl Tena Kamaoro XKUBOTHOMO A0
BBeAeHus hepMeHTHOro npenapara, Yepes ofHy Hegenk (Npy Hanu4un) 1 NPy BbIBEOEHUWU U3 UCCNEeAoBaHuWs,

3) cpok rmbenu XMBOTHOIO, ECIKM OHa MpoM3oLa 4O 3annaHWPOBaHHOIO BbiBEAEHWS M3 MCCreaoBa-
HKS,

4) yKkasaHue netanbHbIX 403 B UCCIe0BaHNUM;

) 0BcyXOeHWe N UCTONKOBaHWe pesynLTaTos:

1) yctaHosnenue LDy, B COOTBETCTBUM C Knaccudukatopom (cM. npunoxexnue B) ana nccnegyemoro
thepMeHTHOro npenapaTa Ha OCHOBE MOMYYeHHbIX OaHHbIX,

2) Knaccudukaums (epMeHTHOro npenapata B COOTBETCTBMW C KITacCOM OCTPOM TOKCWUYHOCTH
(cm. npunoxeHune b),

3) Apyrve NonoxeHus, MMetoL e 3HavYeHne Ana UHTepnpeTaumm nofy4YeHHblX AaHHbIX;

€) BbIBOAbI.

11

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 15/ 20
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-35117-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69264
https://gostexpert.ru/gost/gost-35117-2024?utm_source=pdf&utm_medium=69264&utm_term=page

FOCT 35117—2024

MpunoxeHune A
(cnpaBouHoe)

MHdbopmauma o NpUMeHAEeMbIX TEXHUYECKUX pernaMmeHTax ¥ HOpMaTUBHbIX MPaBOBbLIX aKTax

B rocyaapcTBax — yvyacTHukax CHI

Tabnuua A1

TexHUYEeCcKUA pernameHT Unm HOPMaTUBHbLIA NPABOBOK akT

locypapcteo — yyacTHuk CHI

TexHu4ecku pernameHT TaMmoxeHHoro cow3sa TP TC 021/2011
«O Be3onacHOCTW MNULEBOW NPOAYKLIMWY

AM, BY, KZ, KG, RU

TexHudeckud pernameHT TamoxeHHoro cotoza TP TC 029/2012
«TpeboBaHua GesonacHoCTV NuLLEBbIX 40BaBOK, apoMaTu3aTtopoB
W TEXHOMOTMYECKUX BCMIOMOraTenbHbIX CPeacTB»

AM, BY, KZ, KG, RU

TexHuyeckuid pernameHT TamoxeHHoro cotosa TP TC 044/2017
«O Be3zonacHOCTM yNakoBaHHON NMTLEBOW BOAbI, BKNOYas Npupoa-
HYH MUHEpanbHylo BoOY»

AM, BY, KZ, KG, RU
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MpunoxeHune b
(o6sazaTensHoe)

MopAagok knaccuMLUMPOBaHUA OCTPON TOKCMUYHOCTU hepMEeHTHLIX NpenapaToB Ha OCHOBaHUM
AaHHBLIX NPOBEAEHHOro NccnefoBaHuUs

Tabnuua b.1— Cxema knaccudpuumpoBaHus hepMeHTHOro npenaparta rno ero ocTpol TOKCUYHOCTH

MepopaneHo BBOAUMMAR O03a [aHHble HabnwaeHus Knacc octpon
hepMeHTHOro npenapara, 3a rpynnow }1BOTHBIX Vcxon nccnefoBaHus (MCnbITaHUs) TOKCUYHOCTHU
Mr/Kr Maccbl Tena B TedeHue 14 cyT no NOCT 32644
A LDy, < 5 mrikr I
5 B S mr/kr < LDgq < 50 mr/kr Il
B [MoeTOPWTL MccnegoBaHne ¢ fo3on 50 mMr/kr —
A MoBTOpPUTL MCccnegoBaHue ¢ A030W 5 Mr/kr -
50 =) 50 mr/kr < LDgqy < 300 mr/kr 1l
B MoeTopuTb UccnegoeaHue ¢ goson 300 mr/kr —
A MoBTOpPUTL MccnegoBaHue ¢ Ao3on 50 Mr/kr -
300 =) 300 mr/kr < LDgp < 2000 mr/kr v
B [MoeTOpKTL MccnegoeaHue ¢ goson 2000 mr/kr —
A MoeTopuTb UccnegoeaHue ¢ goson 300 mr/kr —
2000 b 2000 mr/kr < LDgy < 5000 mr/kr
B 3aBepLmTE MccnefoBaHue (ucnbitadue) * Y

[aHHble HabnwaeHus:

A — rmbenb Tpex 1 6onee XUBOTHLIX B rpymnne.

B — rmbenk ABYX MKMBOTHBIX MW rMBenb 0QHOMo XMBOTHOTO NIOC BbIP@KEHHbLIE NPU3HAKN TOKCMYHOCTU HE MEHee
YyeM y ABYX APYTUX XXUBOTHBIX B rpynne.

B — rnbenb vnu Bblpa)KeHHble NPM3HaKW TOKCMYHOCTW He Bonee Yem y O4HOTO KMBOTHOMO B rpynne unn rubenb
KUBOTHBIX /UM NPU3HAKA TOKCUYHOCTUW B TPYNMe OTCYTCTBYIOT.

* NoBTOpeHwe uccnedoBaHus (Mcneitanus) ¢ goson 5000 mr/kr gomkHo BbITe OONOMNHWUTENBEHO OBOCHOBAHO
no 5.12.
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KntoueBble cnoga: CbepMEHTHbIe npenaparbl, TeEXHONOrM4yeckne BCNoOmMOrarteribHble CpencTtBa, OOKNUHWYe-
CKMe MCnbITaHWUA, oCcTpad TOKCUYHOCTD, J'IE:ISODSTODHI:;IE.‘ HKUBOTHBbIE
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