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MpeaucnoBue

1 PASPABOTAH deaepanbHbiM roCyAapCTBEHHBIM DIOPKETHLIM YUpEXOEHUEM Hayku «PeaepanbHbiii
MCCMNEeNoBaTENbCKMIi LIeHTP NUTaHus, uotexHonoruun u 6esonacHocTu nuwm» (PreyYH «dULL nutanus n 6uo-
TEXHOMOrUn»)

2 BHECEH TexHu4eckuM KOMUTETOM Mo ctaHaaptmsaumm TK 441 «HaHoTexHonoruny

3 YTBEPX/JEH 1 BBEOEH B OENCTBUE Mpukasom deaepanbHOro areHTCTBA N0 TEXHUHECKOMY pe-
rynupoBaHuio U MeTponorum ot 8 Hosbpsa 2017 . Ne 1698-cT

4 BBEJEH BIEPBbIE

lMpasuna npumeHeHuUs Hacmosweeo cmaxHd0apma ycmaHosrneHb! 8 cmamee 26 ®edeparnbH020 3aKOHa
om 29 uwHs 2015 2. Ne 162-03 «O cmanfapmu3sauyuu e Poccutickoli ®edepayuu». MHgpopmayusa 06 us-
MEHEHUSX K HacmosuweMy cmaHdapmy nybnukyemcs 6 exe200HOM (110 cCOCMOoAHUI0 Ha 1 ssiHeapsi meKkyuieao
200a) uHopmMayUoOHHOM ykazamene «HayuoHanbHble cmaHfapmbly, a oguyuanbHbill mexem U3MeHeHull
U 1onpasoK — 8 €XeMeCcs4HOM UHhOpMaUyUOHHOM yka3amerne «HayuoHanbHble cmaHdapmbl». B cnyyae
nepecmompa (3aMeHbi) unu OMmMMeHbi Hacmosuweeo cmanlapma coomeememesyiowiee ysedomneHue 6ydem
ony6nukosaHo e brnuxaliluem 6biMyCKe EXEeMEeCAYHO20 UHOPMayUOHHO20 ykasamensa «HauuoHansHble
cmaHOapmbly. Coomeememeyrowas UHgopmayus, yeedoMIIeHUe U MeKeMbl pasMewyaromes makxe 6 UH-
ghopmayuoHHo cucmeme 06uje20 nonp3osaHus — Ha oguyuanbHoM calime ®edepanbHo20 azeHmemea no
MEXHUYECKOMY peaynupoeaHuro u memponoauu e cemu iumepHem (www.gost.ru)

© CrangaptuHdgopm, 2017

Hacrosimin cTaHaapT He MOXET ObiTb NOMHOCTBLIO UITK YACTUYHO BOCTPOM3BEAEH, TUPAXUPOBAH U pac-
NPOCTPaHEH B kauecTBe ohuLuManbHOro usaanus 6es paspeluenns degepanbHOro areHTCTBa N0 TEXHUYECKO-
My PerynupoBaHUIO N METPOSIOTMN
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HAUMWOHANBbHBIW CTAHAOLAPT POCCUUCKOWN SENEPALUMU

HAHOTEXHOJNOIMN.
HAHOMATEPUAIbI

Tokcukonoro-rurneHuYeckas oueHka 6e3onacHocTn
O6wue Tpe6OBaHNA K NPOBEAEHUIO UCTILITAHUI Ha NAGOPaTOPHbIX XXUBOTHbLIX

Nanotechnologies. Nanomaterials. Toxicological and hygienic safety assessment.
General requirements for testing on laboratory animals

Dara BBeaeHus — 2018—09—01

1 O6nacTb NnpuMeHeHus

HacTosAwmit cTaHgapT pacnpoCTPaHSAETCA Ha TEXHUYECKME HAHOMAaTepuansl, MOMy4YeHHbIE U3 Heopra-
HUYECKNX, CUHTETUYECKUX OPFraHUYECKMX BELLECTB USIM U3rOTOBMEHHbIE N3 BUMONONMMEPOB C NMPUMEHEHNEM
MeTOA0B BUOTEXHONOrNM, U yctaHasnuaaeT obLume TpeGoBaHMS K NPOBEAEHNIO UCMBITAHUIA AN TOKCUKONOTo-
TMrMeHNYECKOn OLEHKM X 6e30NacHOCTM B TECTaX, MCMNONb3YIOLLMX N1aBopaTOPHbIX XKMBOTHbLIX (TECTBI iN Vivo).

TOKCMKONOrO-rMrMeHNYEeCcKyto oLeHKy 6e30nacHOCTU HaHOMaTepuana NPoBOAAT C LEMNbIO KONUYECTBEH-
HOW OLEHKM puCKa HaHoMaTepuana u ero knaccuduumpoBaHua B COOTBETCTBMU ¢ COrnacoBaHHOM Ha rno-
6anbLHOM YPOBHE CUCTEMON Knaccudmkaumm 1 MapkupoBku xumMmyeckux sewects CIFC (GHS) OOH.

2 HopMaTUBHbIE CChINKN

B HacToAwem craHgapTe UCnonb3oBaHbl HOPMaTUBHbLIE CCbISIKM HA CreayoLme craHaapThbl:

FOCT 12.1.004 Cucrema craHaaptoB be3zonacHoctu Tpyaa. MoxapHas 6esonacHocTb. Obuwme Tpebo-
BaHUA

FOCT 12.1.007. Cuctema craHgapToB OesonacHOCTM Tpyaa. BpeaHbie Bewecrsa. Knaccudukauua un
obwme Tpe6oBaHuAa 6e30nacHOCTU

FOCT 12.1.008 Cuctema craHaaptoB Ge3onacHoctu Tpyaa. Buonormuyeckas 6esonacHoctb. Obuiue
TpeboBaHua

FOCT 12.1.018 Cucrtema crangapros 6esonacHocTu Tpyaa. MNoxapoB3pbiBOOE30NacHOCTb CTaTUYeCKo-
ro anektpuyecrea. Obwme TpeboBaHna

FOCT 31886 MpuHuunbl Hagnexawen nadoparopHon npaktuku (GLP). Mpumenenue MNpuruyunos GLP k
KpaTKOCPOYHbIM UCCNEAO0BAHUAM

FOCT 31890 MpuHumMnbl Haagnexawen naboparopHon npakTuku (GLP). OpraHu3aums u ynpasneHue uc-
CcneloBaHUAMU, NPOBOAUMbBIMU HA HECKOSbKUX MCTILITATENbHBIX NAOLAAKAX

FOCT 32296 Meroabl UCMBLITAHUA NO BO3AENCTBUIO XMMMYECKON NPOAYKLMM HA OpraHu3M 4enoseka.
OcHoBHble TpeBGoBaHMA K NPOBEAEHUIO UCNLITAHUI MO OLEHKE OCTPON TOKCUYHOCTM MPU BHYTPUXENYA0YHOM
NOCTYNJIEHUN METOAO0M (PUKCUPOBAHHON A03bl

FOCT 32373 MeT0Aabl UCMbITaHWIA MO BO3AEMCTBUIO XMMUYECKOW NpoAyKUMKN Ha opraHuam Yenoseka. Oc-
HOBHble TpeBOBaHWA K NPOBEAEHUIO UCTbITAHMIA MO OLIEHKE OCTPON TOKCUYHOCTU NPU HAKOXKHOM NOCTYNIIEHUN

FOCT 32378 MeTtoabl UCMbITaHKSI MO BO3AEWCTBUIO XMMUYECKOW NPOAYKLIMM HA OpraHu3m yenoseka. Uc-
NbITAHUS MO OLEHKE PENPOAYKTUBHON TOKCUYHOCTM OAHOIO NOKONEHUSA

FOCT 32379 MeTtoabl UCMbITaHKs MO BO3AEWCTBUIO XMMUYECKOW NPOAYKLMM HA OpraHu3m yenoseka. Uc-
MbITaHWUS MO OLIEHKE PENPOAYKTUBHON/OMOPUOHANBHON TOKCUHHOCTU (CKPUHMHIOBLIN METOA)

FOCT 32383 MeToabl MCNbITAHKS MO BO3AENCTBUIO XMMUYECKOW MPOAYKLUMK HA OPraHu3M Yyenoseka. s-
YyYEHUE XPOHUYECKON TOKCUMHOCTW NPU MHraNALMOHHOM NOCTYNMEHNN

U3pnaHue ocbuumansHoe
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[OCT 32437 Meto4bl UCMbITAHMA MO BO3AENCTBUIO XMMUYECKOW MPOAYKLUUM HA OpraHM3M YenoBeka.
M3yyeHune XpoHNYECKON TOKCUYHOCTU NPU HAKOXXHOM NOCTYNNEHUN

[OCT 32519 MeTtogbl MCMbITAHMA MO BO3AENCTBUIO XMMUYECKOW MPOAYKUUM HA OpraHuM3M YenoBeka.
M3yyeHne XpOHNYECKON TOKCUYHOCTU NPU BHYTPUKENYA0YHOM NOCTYNNEHUN

FOCT 32542 Metoabl UCMbITAHUA MO BO3AENCTBUID XMMUYECKOW NPOAYKUMM HA OPraHuM3m 4YenoBeka.
OCHOBHble TpeBOBAHMA K MPOBEAEHUIO UCTILITAHUIA MO OLEHKE OCTPOW TOKCUYHOCTU MPU UHFANALMOHHOM MO-
CTYNNEeHWUM

[OCT 32634 Metoabl MCMbITAHMA MO BO3AENCTBUIO XMMUYECKOW MPOAYKLUUM HA OpraHuM3M YenoBeka.
PasbegaHme/koppo3uns KOXK: UCnbITaHWE Ha MOAENKN YENOBEYECKOW KOXW in Vitro

[OCT 32635 MeTtogbl MCMbITAHMA MO BO3AENCTBUIO XMMUYECKOW MPOAYKLUUM HA OpraHM3M YenoBeka.
MukposaepHbIil TECT Ha KNeTKax MreKonuTaloLwmx in vitro

FOCT 32636 Meroabl UCMbITAHUA MO BO3AENCTBUIO XMMWUYECKOW NPOAYKUMM HA OPraHuM3m 4YenoBeka.
CyOxpoHu4eckas MHransiMoHHasi TOKCUYHOCTb: 90-AHEBHOE UCCreaoBaHne

FOCT 32637 MeToabl UCNbITAHUS NO BO3AENCTBUIO XMMUYECKOW NPOAYKLMM HA OpraHu3mM Yenoseka. lMo-
BTOPHOE uccnegoBaHue nepopanbHOM TOKCUMHOCTU Ha rpbidyHax: 90-gHeBHOe

FOCT 32639 Metoabl UCMbITAHUA MO BO3AENCTBUIO XMMWUYECKOW NPOAYKUMM HA OpraHuM3Mm 4enoBeka.
CyOxpoHuyeckas KOXHas TOKCUMHOCTb: 90-AHEBHOE nccneagoBaHue

FOCT 32641 Metoabl UCMbITAHUA MO BO3AENCTBUIO XMMWUYECKOW MPOAYKLUMM HA OpraHuM3Mm 4enoseka.
OnpeaeneHne TOKCUYHOCT U MPU MOBTOPHOM/MHOTOKPATHOM NepopansHOM MNOCTYNEHMN BELLECTBA Ha IPbI3y-
Hax. 28-AHEBHbIN TECT

FOCT 32643 Metoabl UCMbITAHUA MO BO3AENCTBUIO XMMWUYECKOW NPOAYKLUMM HA OpraHuM3m 4enoBeka.
TOKCUYHOCTb MNOAOCTPasa UHraNAUNOHHAA: 28-4HEBHOE UCcCcneg0BaHue

FOCT 32644 Metoabl UCMbITAHUA MO BO3AENCTBUIO XMMWUYECKOW MPOAYKLUMM HA OpraHuM3Mm 4enoBeka.
OcTpas nepoparnbHas TOKCUY4HOCTb — METOA ONpeAeneHns Krnacca 0CTPOW TOKCUYHOCTU

[OCT 32647 Meto4bl UCMbITAHMA MO BO3AENCTBUIO XMMUYECKOW MPOAYKLUUM HA OpraHM3M YenoBeka.
KomMOBMHMPOBaHHbIE NCCIEA0BAHUA XPOHUYECKOW TOKCUYHOCTM U KAHLEPOTEHHOCTH

FOCT 33044 MpuHUMnbl Hagnexatuen nabopaTtopHON NPAKTUKU

MOCT 33215 PykoBOACTBO MO COAEPKAHUIO M yX04y 3a nabopaTopHbIMU XXMBOTHbLIMK. [paBuna o6opy-
[0BaHWA MOMELLEHUI 1 OpraHu3aummn npoueayp

MOCT 33216 PykoBOACTBO MO COAEPKAHUIO M yXo4y 3a nabopaTopHbLIMM XMBOTHbLIMK. [paBuna coaep-
KaHWUsa 1 yxofa 3a nabopaTtopHbIMU FPbI3yHaMM U KPONMMKaMm

OCT NCO/M3K 17025 Obwme TpeboBaHUSA K KOMNETEHTHOCTU UCMbITATENBHLIX U KAanNMOPOBOYHLIX Na-
6opatopuit

FOCT ISO/TS 80004-1 HaHoTexHonormu. Yactb 1. OCHOBHbIE TEPMUHLI U ONpPeaesieHns

MOCT P NCO 24153 Cratucrtudeckne mMeroabl. MNpoueaypbl paHgoMu3aumm u otéopa cny4yamnHomn Bbl-
6opku

[OCT P UCO 29701 HaHoTexHONormn. HaHomatepuansl ANa UCNbITAHUI B TECT-CUCTEMAX in vitro. Me-
TOA onpeaeneHnsa cogepXxaHmsa SHAOTOKCMHOB C UCMONb30BaHWEM nu3aTta amebounToB Limulus (JIAN-TecT)

FOCT P 50258 KoMGukopma nonHopauuoHHbIe A nabopaTopHbIX XKUBOTHbIX. TEXHUYECKUE YCNOBUS

FOCT P 51897 MeHea kmeHT pucka. TepMUHbI U onNpeaeneHua

FOCT P 56698 MeToabl UCNbITAHUA NO BO3AEWCTBMIO XUMUYECKOW NMPOAYKLUMM HA OPraHu3m 4enoBeka
M3yyeHune penpoayKTUBHON TOKCUMHOCTU Ha ABYX NMOKONEHUSIX NabopaToOpHbIX XKUBOTHbIX

FOCT P 56699 JlekapcTBeHHble cpeacTBa Ans MEAULMHCKOTO NpUMeHeHus. JOoKnMHu4eckue nceneno-
BaHUs 6e30MacHOCTU OMOTEXHONMOMMYECKMX NEKAPCTBEHHLIX NpenaparoB. ObLme pekoMmeHaaumm

FOCT P 56700 lNekapCTBeHHbIE CpeacTBa ANA MEAULMHCKOrO npuMeHeHus. JoknuHuyeckne apmako-
norm4eckue nccnegoBaHua 6e3onacHoOCTu

FOCT P 56701 JlekapCTBeHHble CpeacTBa AN MeAWLMHCKOro npuMeHeHusi. PykoBOACTBO NO nnaHu-
POBaHWIO JOKIIMHUYECKUX UCCIeaoBaHnii 6e30MacHOCTU € Lesbio NOCneayoLero NpoBeAeHUs KIMHNYECKUX
UCCreaoBaHUN U PETUCTPALUN NTEKAPCTBEHHLIX CPEACTB

FOCT P 57129 JlekapcTBeHHble cpeacTBa ANA MeAUUMHCKOro npumeHeHusa. Yactb 1. MsyyeHune cra-
OMNbLHOCTU HOBBIX (hapMaLEBTUHECKUX CYOCTaHLUI U NEKAapCTBEHHBLIX Npenaparos. O0Lue NonoxeHus

FOCT P 57146 llekapcTBeHHble CpeacTBa ANA MeAULMHCKOrO NpUMeHeHus. N3ydyeHne KaHueporeHHo-
CTU NEKaPCTBEHHbIX CPEACTB U BCMOMOTAaTENbHbIX BELLECTB

FOCT P 57147 JlekapcTBEHHbIE CpeacTBa ANA MEAULMHCKOrO NnpUMeHeHus. [JoknuHuyeckue nceneno-
BaHWS NPOTUBOONYXONEBbLIX NEKAPCTBEHHbLIX CPEACTB
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FOCT P 57452 PykoBOACTBO NO NPUMEHEHMIO KpUTEPUEB Knaccudmkaumm onacHOCTU XMMUUYECKON Npo-
AyKuMu No BO3AENCTBMIO HA OpraHn3m. PenpoaykTuBHasi TOKCUMHOCTb

FOCT P 57453 PykoBoACTBO MO NPUMEHEHUIO KPUTEPUEB Knaccudukauum onacHOCTU XMMUYECKOM Npo-
AyKuMu No BO3AENCTBMIO HA opraHn3m. KaHUeporeHHOCTb

FOCT P 57454 PykoB0oACTBO NO NPUMEHEHMIO KpUTEPUEB Knaccudmkaumm onacHoCTU XMMUYECKON Npo-
AyKumu No BO3AENCTBMIO HA opraHu3m. MyTareHHOCTb

NMpuMeyaHue —Ipu NONb30BaHUM HACTOSALYMM CTaHAAPTOM LienecoobpasHo NPoBEPUTL ASACTBUE CCbINOYHBIX
CTaHaapToB B MH(pOpMaLMOHHOI cucTeme obLLero nofb3oBaHUs — Ha opuLManbHOM caiiTe defepanbHOro areHTcTea no
TEXHUYECKOMY perynupoBaHuio U METPONorun B ceTu MHTepHET Unu no exerogHomy nHdopmauuoHHoMy ykasatenio «Ha-
LUoHanbHble CTaHAapTbI», KOTOPLIA OMybnukoBaH Mo COCTOSHUIO Ha 1 AHBapA TEKYLLEro roga, U no BbiNycKam eXeMecsay-
HOro uHgpopMaLUoHHOro ykasartensa «HauvoHanbHble cTaHAapTh» 3@ TEKYLUMA rog. ECnu 3aMeHeH CCbINOoYHbIR CTangapT,
Ha KOTOpLIN AaHa HeAaTUpOBaHHaA ccbifika, TO PeKOMEHAYeTC UCNoNb3oBaTh JeiCTBYIOLLYI0 BEPCUIO 3TOr0 cTaHaapTa
C Y4€ETOM BCEX BHECEHHbIX B [lJaHHYI0 BEPCUIO M3MEHEHUIA. ECnn 3aMeHeH CCbINOYHbIA CTaHAAapT, Ha KOTOPLIA AaHa aaTu-
poBaHHaA CCblJiIka, TO peKOMeHAYETCA UCMOoNb30BaTb BEPCUIO ITOMO CTaHAapTa € yKasaHHbIM Bbille roqomM yTeepxaeHns
(npuHATUA). Ecnu nocne yTBepXAEeHUA HacTosILLIEro cTaHAaapTa B CChINIOYHBINA CTaHAAPT, Ha KOTOPLI laHa AaTupoBaHHas
CChifIKa, BHECEHO U3MEHEHUE, 3aTparusatoLLiee NofoXeHUe, Ha KOTopoe AjaHa CCbiflka, TO 3TO NONOXEeHNe pekoMeHayeTcs
NpUMeHATL 6e3 yueTa AJaHHOro U3MeHeHUs. Ecnu cchinoyHblid cTaHgapT oTMEHEH 6e3 3aMeHbl, TO NONOXEHUe, B KOTOPOM
JaHa cchbinka Ha Hero, peKOMeHAYETCS NPUMEHSATb B YacTu, He 3aTparuBaloLLeil 3Ty CCbIKy.

3 TepMmuHbl, onpeaeneHns, 0603Ha4YeHus1 U COKpalleHUN

3.1 TepMuHbI M onpeaeneHnn

B HacTosiLem cTaHgapTe npuMeHeHbl TepMubbl no FTOCT ISO/TS 80004, MOCT P 51897, a Taioke cne-
AyloLe TeEpMUHbI C COOTBETCTBYIOLLIMMU ONpeaeneHNsAMU:

3.1.1 aHanornyHbIn MaTepuan: Marepuan, OTHOCSALLMICS K TOW XKe rpynne XMmMmn4eckux BeLecTs, UMe-
IOLMIA CXOAHbIE CTPOEHUE W/UMK KPUCTANIMYECKYIO CTPYKTYPY, (PUUMKO-XMMUYECKUE CBOMCTBA W XapakTepu-
CTUKW, NOATBEPXAEHHbLIE COOTBETCTBYIOLLIMMU [OKYMEHTAMMU.

3.1.2 6uonoruyeckuit matepuan: Buonornyeckne XmakocTn (KpoBb, MOYA, CNIOHA, Xen4b, BpoHXo-
anbBeOnspHas naBaXkHas XXMAKOCTb U Ap.), OpraHbl U TKaHU, COAEPXMMOE CRENON KULLKK, nornyyaembie oT
nabopaTopHbIX XMBOTHbIX NPWXU3HEHHO MNKU nocne rubenu, unu BoiBe€AEHUS U3 UCNIbITAHUW (IBTAHA3UK).

3.1.3 posa-achpekT: CBA3b MEXAY A030i U CTENEHbIO BbIPAXXEHHOCTH Buonoruyeckoro adpdekra y akc-
NMOHMPYEMOTO YKUBOTHOTO MIU TPYNMbl XMBOTHbIX.

3.1.4 makpomartepuan: MaTtepuan, UMeOLLMA TAKOW e XMMUYECKUA COCTaB, Kak Y HaHoMaTtepuana, u
COCTOALLMIA N3 06bLEKTOB, pasmepbl KOTOPbIX NPEBLILIAIOT HaHOAMAaNAa30H.

3.1.5 MMHUManNbHbIW ypoBeHb HeGnaronpuaTHoro BosgencTeua (LOAEL): CtaTtucTuieckn ycTtaHoB-
NeHHasi MMHMManbHas OJIHOKpaTHas [103a BELLECTBA, Bbi3biBatoLLlas 0BHapyXMBaeMoe BpeHOe BO3AENCTBUE
Ha 340pOBbLE.

3.1.6 HocuTenb HaHomaTepuana: BeulecTtBo, UcrnonbL3yemoe Ans CMeLUMBaHUA, AUCMEeprupoBaHna
Unn pacTBOPEHUsI UCCNIeAYEMOro HaHOMaTepuara u no3ponstoLlee obneryuTb ero BBeAeHMe B TECT-CUCTEMY.

3.1.7 cpeaHan cMepTenbHaa koHueHTpauua (CLgy/LCgy): OGycrnoBneHHas BpeMeHeM CTaTuCTUYECKM
BbIBEPEHHAA OLEHKa KOHLEHTpauuMn nccrnegyemoro BeLecTsa, kotopas npeanonoX1TeIbHO MOXET ABMATLCA
npu4nmHon cmeptn 50% >MBOTHBIX, NOABEPTLUMXCA ONpeaeneHHOMY BO3AENCTBUIO Npenaparta BO BPEMSA 3KC-
NO3MUUK UM B TEYEHWE ONPEaEerieHHOro MPOMEXyTKa BPEMEHMW NOCIe 3KCMOo3nLmm.

MpumevaHune — 3HaueHne Clgy/L.Cry BrpaxaeTCs Kak Macca UCCefyeMoro npenapata Ha eguHuLly obbema
BosAyxa (Mr/n, Mr/M3) Unn Kak eguHULa 0bbeMa UCCReAyeMoro npenapaTta Ha eaunHuLy ofbema Bosayxa (Mpomunse,
YyacTeil Ha Mnpg).

3.1.8 cpegHsa cmepTenbHas posa (DLgy/LDsg): Ctatuctuyeckn yCTaHOBMEHHAA OAHOKpaTHas [o03a
BELLECTBA, KOTOpas NpPeanonoxuTenbHo B 50% cnyvyaes MOXET Bbi3BaTb CMEPTh XXUBOTHOTO.

MpumedvaHue — lMpn BBeAeHUM nepopalibHO DLgo/L Dsg BhipaxaeTca B OTHOLEHUM eAUHULBI MacChl UCTIbIThI-
BaeMOoro BeLlecTBa K ejuHNLe Macchl NOAOMBITHOO XUBOTHOTO, MI/KT.

3.1.9 ypoBeHb OTCyTCTBUA Habnogaemoro HeonaronpuatHoro BosgeuctBua (NOAEL): Makcu-
ManbHas 03a BELLEeCTBa, He Bbi3blBatoLLAs OOHAPY>KMBAEMOr0 BPELHOr0 BO3AEWCTBUS HA 340POBLE.
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3.2 O603Ha4YeHUA U COoKpaLeHNsA
B HacTosiLEeM cTaHAApTe NPUMEHEHbI crieayioLme 0603HaYeHUA U COKPALLIEHUA:

MAB — noBepxHOCTHO-aKTUBHOE BELLECTBO,
BMD — ucxogHas Tovka Ansa yCTAHOBMEHUS MUHUMAaNbHON A03bl;
CLgg/LCsy — CpeaHsisi CMepTenbHan KOHLEHTpaLms;
DLgy/LDsy — cpenHss cMeprenbHas 403a;
LOAEL — MWHMMAanbHbIA YPOBEHb HEONAroNnpPUATHOIO BO3AENCTBUS;
NOAEL — ypoBeHb OTCYTCTBUSI HAOn0aaemMoro HebnaronpUsTHOro BO3AeNCTBUA

4 OOwme NONoOXeHus

4.1 WcnbiTaHUsi N0 TOKCUKONOrO-rMrmeHnYeckon oueHke 6e30nacHOCTU HaHOMaTepuanos NPoBOAAT B
COOTBETCTBUM C MPUHUMNAMK Haanexawein nabopartopHon npaktukm no FOCT 33044, MOCT 31890, FOCT
31886, MOCT P 56701 u c y4yetom [1]. JTaBopaTtopun gomkHbl cOOTBETCTBOBaTL TpebosaHuam MOCT UCO/
MO3K 17025.

4.2 MNepen NpoBeAeHUEM UCNbITAHMIA JO0MKHA ObITh NPOAHANU3UPOBAaHA BCA MMEIOLLAACA UHdopMauma
06 uccneayeMom HaHoMartepuane, BKMOYas pesynbraTtbl APYrMX UCTILITAHUN, HAanMMume KOTopbix He Tpebyer
npoBeAEHUs AOMONMHUTENbHLIX UCTILITAHUA, C LENbi0 MUHUMU3ALMK UCMONb30BAHUSI XMBOTHbIX, MH(pOpMa-
LMo, KOTOpas MOXET NOMOYL B BbiOOpe Hanbonee noaxoAsLEro BUAA, NIMHUM U MONAa TECTOBLIX XXMBOTHbIX,
BPEMEHUW BO3AEICTBUSA, A03bl U COOTBETCTBYIOLLEN KOHLEHTpaLmMu uccneayemoro HaHomarepuana.

4.3 B 32aBMCMMOCTHM OT LieNW UCMbITaHUA 403y HAHOMAaTepuarna pacCYMTbIBAIOT KaK CYETHYIO KOHLEHTpa-
LMI0, MaccoBYIO KOHLIEHTPaLMIO UM 0GBbEMHYIO KOHLIEHTPALMI0O HAHOOOLEKTOB.

[ns npuroToBNeHUst UCMbITYEMbIX 403 UCMOSb3YIOT HAHOMaTepuan OAHON U TOW XXe NapTUU.

Mpun Hanu4nKu cBeaeHUin 0 CBOMCTBAX UCMbITYEMOro HaHOMarepuana, NnpeiCTaBneHHOro B BUAe pacrBo-
pa/CycrneH3nn/amynbeum, K arperauumn unu arnoMepauumm pekoMeHayeTcsi NPOBOAUTL €ro YNbTPa3ByKOBYIO 00-
paboTKy HENoCcpeaCTBEHHO (He Bonee Yyem 3a 1 4) nepea BBEAEHUEM XUBOTHbLIM. OOpaboTKy HaHOMaTepuana
NPOBOAST NPU YaCTOTE YNETPa3ByKa He MeHee 30 kI, MOLWHOCTH He MeHee 0,5 Br/cM3 B TeqeHne 5 MuH npu
Temneparype (2—4) °C (oxnaxgeHue B 6aHe co nbaoM). Ansa npegoTepaLleHns 06pazoBaHus arperatoB unu
arnomMepaTtoB HAHOOOBLEKTOB B NPOLIECCE BBEAEHUSA XUBOTHBIM HAHOMAaTEpUana AonyckaeTcsa UCNoNb3oBaHne
NPUHYAUTENBHOTO NEPEMELLMBAHMA NOATOTOBAEHHOIO PacTBOPA/CYCNEeH3nN/aMynbCuM HaHoMmarepuana B Te-
YeHue BCEro nepuoaa BBEAEHUA.

4.4 B Ka4eCcTBE HOCUTENA HaHOMaTepnasa peKkOMeHAYETCA NPUMEHATL CTEPUNBbHLIN anUPOreHHbIN pac-
TBOpP XIIOpWAa HaTPUA KoHUeHTpaumeii 0,15 monb/am3. B kauecTBe HOCUTENs HaHOMaTepuana AonyckaeTcs
NPUMEHATbL OpraHUYecKue pacTBopuTENU U NOBEPXHOCTHO-akTUBHbIE BewecTsa (MAB). Mpu Hanuuuu ceeae-
HUI 0 COBCTBEHHOW TOKCMYHOCTU HOCUTENA HaHomaTtepuana (M3BECTHbIX 3HAYEHUSIX CPeaHEN CMEPTENbHON
A03bl (DLg/LDsg), cpeaHen cmepTensbHon koHueHTpauun (Clgo/LCsq), YPOBHA OTCYTCTBMA Habniogaemo-
ro HeGnaronpusaTHoro sosaencTensa (NOAEL) unu MUHUMANbHOTO YpPOBHA HEBGNAronpuATHOTO BO3AEHCTBUA
(LOAEL)) pekomeHayeTca UCNoNb30BaTh TaKylo ero 403y, KOTOpas Npu 0AHOKPaTHOM BBEAEHWUMN XXMBOTHbLIM HE
0Ka3bIBAET Ha HUX TOKCUYECKOro AENCTBUSA.

B cny4ae ncnonb3osaHus B ka4eCTse HOCUTENA HaHOMaTepuana opraHu4eckux pacrsopureneii u MNMAB,
obnagailowmx CO6CTBEHHOW TOKCUYHOCTbIO, (hOPMUPYIOT AONOMHUTENbHYIO KOHTPOSMLHYIO TpyNny »MBOTHBIX,
nony4aloLWmx 3ToT HocuTenb. [103bl HOCUTENSs, MPUMEHAEMbIE B KOHTPOMbLHOW FPYMMe W B ONbITHbIX rpynnax,
npu BCEX UCNOMb3yEMbIX O3MPOBKAX HAHOMAaTepuUana A0mkHbl ObiTb OAUHAKOBLIMM.

4.5 Mpu HeOOX0AMMOCTU NPOBEAEHMA UCTBLITAHUI Makpomarepuana Unu aHanorMyHoro martepuana,
obnapaatoLero CoO6CTBEHHOW TOKCUYHOCTBIO, (DOPMUPYIOT AONONHUTENLHYIO rPyNny XUBOTHbIX. [lo3a Makpo-
Marepuarna Unu aHarorM4yHoro matepuana JorkHa COOTBETCTBOBAThL J03€ HAaHOMarepuana no OAHOMY M3
nokasarernemn, ykasaHHbix B 4.3. OGbeM 403bl MaKpoMaTepuana unum aHanorMyHoro matepuana AomkeH bbiTb
YCTaHOBJIEH B CTAHAAPTE/METOAMNKE HA KOHKPETHLIN METOA UCTILITAHUS.

4.6 Ina nposeAeHUs UCMLITAHNA UCNOMb3YIOT 340POBbLIX MONOALIX NONOBO3PENbIX XMBOTHLIX. B kave-
cTBE NabopaTopPHbIX XMBOTHBLIX UCNONL3YIOT CrEAYIOLLUME UX BUADI:

- Mbiwb (Mus musculus);

- Kpbica (Rattus norvegicus, Rattus rattus);

- Mopckas csuHka (Cavia porcellus);
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CUPUNCKMIA (30MOTUCTBIN) xoMaA4ok (Mesocricetus auratus);

- KuTanckum xoma4ok (Cricetulus griseus);

- MOHronbckas necqyaska (Merione sunguiculatus);

- kponuk (Oryctolagus cuniculus);

- cobaka (Canis familiaris);

- kowika (Felis catus);

- BCE BUJbl HE4YErNnoBekooOpasHbIX MPUMATOB;

- narywka (Xenopus (laevis, tropicalis), Rana (femporaria, pipiens));

- AaHuo-pepuo (Daniorerio).

Haubonee npeanoyTutenbHbIM BUAOM NaboOpPaTOPHbIX KUBOTHBIX ABASAIOTCA KPbIChl U MbiwK. Mpu uc-
nonb30BaHUKN APYrMX BUAOB 11ab0paTopHbIX U (MNK) CENbCKOXO3ANCTBEHHBLIX XMBOTHBLIX AOMKHO ObITb Npea-
CTaBMEeHO COOTBETCTBYIOLLEEe 0DOCHOBAHME.

4.7 PasMelleHue, cogepxaHue u yxoj 3a naboparopHbiMu xxuBoTHbIMM — no MOCT 33215, FTOCT 33216
(rpbi3yHbl, kponuku). TpeGoBaHus k kopMam Ansi nabopaTopHbIX XMBOTHLIX — no FOCT P 50258. KopmneHue
JXMBOTHbIX CNEAYyET OCYLLECTBNATL paumMoHamu, obecneunsatowmmm usnonornyeckne noTpebHOCTH XUBOT-
HbIX BO BCEX OCHOBHBIX MULLEBLIX BELLECTBAX U QHEPIUHU, 32 UCKMIOYEHUEM O0COBLIX Cry4Yaes, onpeaenseMbix
NPOTOKOSIOM UCTbITAHUSA (HanpuMep Npu NPOBEAESHUU UCNBITAHWUIA HA XMUBOTHbIX C NAaTONOTUEeN, BbLI3BAHHON UC-
KYCCTBEHHO BOCMPOM3BEAEHHBLIM HapYyLLUEHUEM IHEPreTUHeCKon LIEHHOCTU UMK COCTaBa NULLIEBLIX BELLECTB).
MuwieBas LLEHHOCTb PaLMOHOB XMBOTHBIX OMbITHBIX U KOHTPOMbHLIX FPYNN A0HKHA ObiTb 04MHAKOBOMW.

4.8 CHabxeHue nabopaTopHbIX XMBOTHLIX MMTLEBON BOAOM NPU NPOBEAESHUM UCNbITAHUI OCYLLECTBNAIOT
B pexxkume CBOOOAHOro AoCTyna (B HEOrpaHMYEHHOM KOMUYECTBE), €CNU UHOE HE YCTaHOBNEHO cTaHaapTom/
METOAMKOW HA KOHKPETHbIAN METOA UCMbITaHUA (Hanpumep Npyu BBEASHUU UCCReayemMoro HaHomarepuana B
A031MPOBaHHbLIX KONIMYECTBAX C NUTLEBON BOAOM). KauecTBo BOAbLI AOMKHO COOTBETCTBOBATL TpebosaHusam [1].
ns XXMBOTHBbIX PEKOMEHAYETCH UCNONb30BaTh BOAY, MOMy4YEHHYI0 METOAOM 00paTHOrO ocmoca, cbanaHcupo-
BaHHYIO N0 MUHEPAarnibHOMY COCTaBy.

4.9 MNyTb BBEAEHUS1 HAHOMAaTepuana AOMmKeH COOTBETCTBOBATL NYTU NONAaAaHUA €ro B OpraHu3m 4Yeno-
BEeKa B COOTBETCTBUU C UMEIOLIMMMUCS CLIEHAPUSAMM.

Mpu nepopansHOM MyTW BBEAEHUSI PEKOMEHAYETCA BBOAUTL HaHOMaTepuan ¢ KOPMOM MU NUTLEBON
BOAOM. [MpKn 3TOM CrneagyeT KOHTPONUPOBAaTL CTabUMBHOCTL XapakTEPUCTUK HAHOMAaTepuana U KOHLEHTPaLuIo
HaHomaTepuarna B KOpMe U1 NUTLEBOW BOAE B COOTBETCTBUM C [2]. Ana onpeaeneHusa CyTOYHOM [03bl Ha-
HoMarTepuana NpPoBOAAT EXeAHEBHbIW KOHTPOIb KONMYEeCTBa NOTPEONEHHOr0 KOPMa UM NMUTLEBOW BOAbI, CO-
aepxaiumx HaHomarepuan. Mpu npoBeaeHUU UCTIbITAHKUSA NMPOAOIDKUTENBHOCTBIO MEHEEe MecsIL|a A0NYyCKaeTcs
BBEAEHNEe HaHOMaTepuana B Xenyaok yepes 30HA Cnocobom, He TPaBMUPYIOLLMM KUBOTHOE.

Cnoco6 BBEAEHUA XKMBOTHLIM A03bl HAHOMAaTEpPUana npyu UHranAUMOHHOM (BHYTPUTPAXEarnbHOM, BHY-
TPUITIOTOYMHOM W BHYTPUTOPTAHHOM) BBEAEHWN U HAHECEHWUMW Ha KOXY AOSKEH BbITk YCTAHOBMNEH B cTaHAapTe/
METOAMKE HA KOHKPETHLIA METOA UCTLITAHUS.

4.10 Bcex »KMBOTHbIX, BKINOYAA TEX, YTO YMEPIM BO BPEMS TECTUPOBAHMUA U OblnNK yaaneHbl U3 uccnemo-
BaHuA No coobpakeHusiMm Bnaronony4ms XuBOTHbIX, Noaeepratot obwen ayroncun. OT60p npod duonoruye-
CKOTro marepuana ans aHanusa npoBoaaT B COOTBETCTBUM C pa3aernom 6.

4.11 TpeboBaHuA 6e30nNacHOCTH

4.11.1 Mpu pabote ¢ Buonoruyeckummn obbeKTaMm Heobxoaumo cobnioaaTte TpeboBaHUa TEXHUKN Ges-
onacHoctn no MOCT 12.1.008.

4.11.2 Mpu pabote ¢ BpeaHbIMK BellecTBaMu Heobxoaumo cobnogate TpeboBaHusA TexHukn Gesonac-
Hoctu no MOCT 12.1.007 u [3].

4.11.3 BesonacHocTb nNpu paboTe ¢ anekTpoycraHoBkamu obecnevnsaeTcs cobniogeHnem TpeGoBaHui
MOCT 12.1.004, TOCT 12.1.018 u akcnnyaTauMoHHOW AOKYMeHTauuen Ha 06opyaoBaHue.

5 Obwue TpeboBaHMA K NPOBEAESHUIO UCTIbITAHUNA OISl TOKCUKOSOro-
rMrmMeHNYeCcKomr OLUEeHKM 6e30nacHOCTU HaHOMaTepuarioB

5.1 OueHKa OCTPON TOKCUMHOCTU HaHOMaTepuana

5.1.1 UcnblTaHusi NpoBOAAT C LIeNbi0 Nony4YeHust uHcopmaumm 06 0CTPON TOKCUYHOCTU NCCNeayemoro
HaHomaTtepuana u KONM4eCTBEHHOW OLIEHKU pUCKa (NepPeHOCUMBbIX, TOKCUYECKUX U CMepTembHbIX A03) nocne
OAHOKPAaTHOrO MepopanbHOro, MHransAUMOHHOIO BBEAEHUS HAHOMaTepuana u HaHeCeHUA Ha KOXy.
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5.1.2 VcnbiTaHus npu nepopanbHOM BBEJEHUM HAHOMaTepuana B OpraHuM3m >XUBOTHbIX MPOBOASAT MO
MOCT 32296 n MOCT 32644, uHransumoHHoM BeeaeHun — no NOCT 32542, HaHeceHuM Ha Koy — no FTOCT
32373.

5.1.3 B cnyyae ecnu HaHomaTtepuan He SIBNAETCH TOKCUYHbIM UMK 0bnaaaeT TOKCUYHOCTbIO TOMNbKO B
A03ax, NpeBbILLAOLLMX NpeaenbHO 40NYCTUMbIE YPOBHU, TO MPOBOASAT NOPOrOBOE MCMbITaHWE MNPenesibHON
403bl. B Tex cnyyasx, koraa uHdopMauus 0 TOKCUYHOCTM HaHOMaTepuana OTCYTCTBYET MNM HeA0CTaTouHa,
UNK KOraa UCMbITYEMBI HAHOMaTepuan, BEPOSTHO, ABMAETCA TOKCUYHbIM, TO MPOBOAAT OCHOBHOE UCMbITAHME.

MpeaenbHy0 103y HAHOMaTepuana onpeaensoT Ha OCHOBE AaHHLIX O TOKCUYHOCTU Makpomarepuana
UK aHanornyHbIX matepuanos. [pu OTCYTCTBUM TakUX AaHHbIX, BbIONPAKOT MakCUMansHO BO3MOXHYIO 403y
HaHomaTepuana Cc y4eToM Buaa, nona u Bo3pacTa XUBOTHOTO, TEXHUYECKON BO3MOXKHOCTU NONYYEeHUs HaHO-
martepuana B Buae ctabunbHOro pactBopa/CyCneH3n/aMynbCumn U 3a4aHHON KOHLEHTpauuu, AONyCTUMOTo
MaKCMManbHOro pa3oBOro obbema >XMAKOro nmpenapara, BBOAWMOIO XXMBOTHOMY, B COOTBETCTBUM C Tabnu-
uen 1.

Tabnuya 1 — JonycTuMble MakcuMarnbHble pa3oBble 06beMbl XUAKWX NpenapatoB AN NabopaTopHbIX KUBOTHBLIX
(KpbIC M MBILLE) B 3ABMCUMOCTW OT MYTU BBEAEHUSA

Bua XMBOTHBIX
MyTb BBeAeHUA
Kpbica Mbiwe

BHyTpuTpaxeanbHo, BHYTPUITIOTOYHO WU BHYTPUrOPTaHHO, 05 _
He Gonee, cm3 ’
BHYTpWxenygo4Ho (B 3aBUCMMOCTU OT MaccChl Tena XWBOTHO- * "

YTPKENYAO|HO ( 38 0,56—1.,0
ro), He bonee, cM

* Mpu Macce Tena xuBoTHoro 100—190 r pa3osbIit 06LEM XUAKOrO Npenaparta AomxXeH 6biTb He Gonee 3 cm3,
200—290 r — He Bonee 4—5 cm3, 250—300 r — He Gonee 6 cm3, Gonee 300 r — He Goree 8 cm3;

** Mpu Macce Tena xuBoTHoro 20—30  pa3oBklil 06LEM XWAKOro npenapaTa AonxeH BbiTb He Gonee 0,5 cM3,
25—30 r — He Bonee 0,8 cm3, 6onee 30 r — He Gonee 1,0 cm3

5.1.4 Ha ocHOBaHUM JaHHbIX O CMEPTHOCTM XXUBOTHbIX BbIMOMHSAIOT KONMMYECTBEHHYIO OLIEHKY pUcKa Ha-
Homatepuana, onpegenssa DLgo/LDgq no FOCT 32296 n FTOCT 32644 (npu nepopansHOM BBEAEHUN HAaHOMa-
TEPMAnoB B OpraHn3M XUBOTHbIX), No MOCT 32373 (npu HaHeceHuu Ha Koxy) U Clgy no FOCT 32542 (npu
WHransuMoHHOM BBEAEHMM HAHOMATEPUANoB B OPraHU3M >XKUBOTHbIX).

Knacc onacHoCTW ucnbITyemoro HaHomartepuana onpeaenstor no FOCT 32644.

5.1.5 NHopmaLmio 0 TOKCUYHOCTM HaHOMaTepuana, nony4yeHHy NPU UCNLITAHUAX MO OLEHKE OCTPOM
TOKCUYHOCTM, UCNOMb3YIOT KaK UCXOAHYIO AN MPOBEAEHMS UCTbITAHMI NO OLEHKEe NOAOCTPOM U XPOHUYECKON
TOKCUYHOCTM.

Ha ocHoBe 3HayYeHWil, NOMYyYEHHbIX MPU UCNLITAHUAX MO OLEHKE OCTPOI TOKCUYHOCTM HaHOMaTepuana,
onpeaensioT 403y, BBOAUMYIO XXUBOTHBIM MPU UCTbITAHWUAX NO OLEHKE NOAOCTPON N XPOHUYECKOW TOKCUUHO-
CTW.

5.2 OueHka nogocTpoK (CyOXpOHUYECKOM) TOKCMMHOCTU HAaHOMaTepuana

5.2.1 cnbiTaHusa NpoBOAAT C Lenbto NonyyeHns uHdopmaummn 06 0CHOBHbIX TOKCMYECKMX addpekTax Ha-
HOMaTepuana, BbIABNEHUSA OPraHOB-MULLIEHEN Y BO3MOXHOCTU HaKonneHus Bewectsa, onpegenedns NOAEL
u LOAEL, Ha 0CHOBE KOTOPbIX onpeaenstoT 6e3onacHble YPOBHU BO3AENCTBUS HA OpraH3M YenoBeka.

5.2.2 UcnbiTaHns npu nepopansHOM BBEAEHUMU HAHOMAarepuana B OpraHu3m XMUBOTHbIX MPOBOAAT MO
MOCT 32637 n NOCT 32641, nHranauuoHHom BeegeHun — no MOCT 32636 n NOCT 32643, HaHeCeHUN Ha
kKoXy — no MOCT 32639 u NOCT 32634.

5.2.3 lMpu nNpoBegeHUN UCMBLITAHUIA Y XUBOTHbLIX KOHTPOMMPYIOT MOKAa3aTenu, ykaszaHHble B NMPUNOXe-
Hun A.

5.3 OueHKa XpPOHUYECKOW TOKCMYHOCTU HaHOMaTepuana

5.3.1 NcnbiTaHuA NpoBOAAT C LIENbIO NONYyYEHUA aHHbIX O TOKCMYECKOM BO3AENCTBUM HAHOMaTepuana,
BbISIBNEHWSA OPraHOB-MULLEHEN N BO3MOXXHOCTM HaKOMSIEHUs BELLEeCTBa, OnpeaeneHns creneHn obpatumoctu
BbI3bIBA€MbIX HAHOMAaTEpUanoM noBpPEXAEHUM, ONUcaHnsa 3aBMCUMOCTU f03a-adhdekT, onpeaenernns NOAEL
¥ NPOrHO3MPOBaHUSI XPOHUYECKON TOKCUYHOCTM Arsi OpraHu3ma YenoBeka.
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5.3.2 VcnbiTaHna npu nepopanbHOM BBEAEHMM HAHOMAaTepuana B OpPraHuW3M >KUBOTHbIX NPOBOAAT MO
FOCT 32519, nHranaunoHHoM BBegeHnmn — no NOCT 32383, HaHeceHun Ha KoKy — no FTOCT 32437.

5.3.3 MpoaoMmKMTENBHOCTL UCMbITAHMIA YCTaHABMMBAKOT B COOTBETCTBUM CO CTAHAAPTOM/METOANKON Ha
KOHKPETHbIA METOA UCMbITAHNSA, HO He Bonee cpeaHer NPOAONXUTENBHOCTM XU3HU XKUBOTHbIX. Ecnu TpebyeTt-
€A MPOBEAEHNE UCMbITAHUA HAHOMaTepuana, BO34ENCTBYIOLLEr0 Ha OPraHu3m B TEYEHME ATNUTENbLHOrO Bpe-
MEHU, TO NPOAOIMKMTENBHOCTb UCTILITAHUS COCTaBnseT oT 12 o 18 mecsueB Ana NabopaToOPHbIX XUBOTHbLIX
(rpbi3yHoB). MNpu HanMuMKu y HaHOMaTepuana CBOMCTBA KYMynNAUUW UMW B Criyvyae ero OTHECEHUA K BbICOKO
onacHbiM Bewecteam (I-1l knacc no MOCT 12.1.007) CpoK UCNBITAHUSI MOXET ObITb YBENUYEH.

5.3.4 MNpu npoBeaeHUN UCMBITAHUN Y XKUBOTHBIX KOHTPOMMUPYIOT NOKa3aTenu, ykasaHHble B NPUIoXe-
Hum A.

5.4 OnpegeneHue MyTareHHbIX CBOMCTB HaHOMaTepuana

5.4.1 VcnblTaHnA NpOBOAAT C LIENbIO NOTYYEHUA AAaHHBIX O TOKCMYECKOM BO3AEWCTBUN HAHOMaTepuana
Ha reHeTUYECKUN MexaHU3M PenpoayKTUBHLIX KNETOK XXUBOTHOrO, npossnsawwemcs B nospexaeHnn OHK u
BO3HUKHOBEHWMW HOBLIX, MOTEHLMANBHO BPEAHbIX HAaCNeAyEeMbIX MPU3HAKOB (MyTaLuii).

5.4.2 MyTareHHble CBOIMCTBA HaHOMaTepuana ans nabopaTopHbIX XXUBOTHbIX (KPbIC U MbILLIER) onpeae-
nAT MeToaamu yyeta abeppaumini XpOMOCOM B KNETKaxX KOCTHOTO MO3ra U y4eTa MUKpOsiAep B COMaTUYECKUX
knetkax no MOCT 32635 1 AOMUHAHTHbIX NETanbHbIX MyTauui B 3apOAbILLEBLIX KNETKax Mbllwein no [4], no-
BpexaeHua OHK B comaTnyecknx Knetkax MeToaoMm LLUENOYHOro anekTpodopesa no [5].

5.4.3 Knacc onacHOCTW UCMbITYeMOro HaHoMarepuana onpeaensior B COOTBETCTBUM C KPUTEPUSAMM NO
FOCT P 57454.

5.4.4 [Ins ucnblTaHWin UCMOMb3YIOT NEPBUYHbIE KYNbTYPbI KNETOK, NOMyYeHHbIE OT NabopaToOPHbIX XKXUBOT-
HbIX (KIETOK KOCTHOro Mo3ra, numdoLnToB nepudepudeckor KpoBU 1 renatoumMToB nevyeHn), obpaboTaHHble
HaHomaTepuanamu. [oaroToBka KynbTyp KNneTok ana nposegeHus Tectos no NOCT 32635 (4.3) u [5].

5.5 OueHka penpoayKTUBHON TOKCUYHOCTU HAHOMaTepuana

5.5.1 NcnbITaHna NpoBOAAT C LENbIO NONYYEHUA JaHHbIX O TOKCUYECKUX BO3AENCTBUAX HAHOMaTepuana
Ha 9MOpUOHanbLHOE pa3BUTUE, BOZHUKHOBEHWE HEOHATANMbHLIX 3a00NEBaHNin U TepaToreHesa, NpeHaTansHyo
W HeoHaTarnbHYI0 CMEPTHOCTb, PENPOAYKTUBHOE NoBeAeHue U PEPTUMBHOCTL (NNOAOBUTOCTD).

5.5.2 VcnbitaHna npoBogATt B 0gHOM nokoneHun no MOCT 32378, FTOCT 32379; B ABYX NOKONEHUAX —
no FOCT P 56698.

5.5.3 Knacc onacHOCTM UCMbITYEMOro HaHOMaTepuana onpeAenstoT B COOTBETCTBUMU C KPUTEPMAMMU MO
MOCT P 57452.

5.6 OueHka BO3aeACTBUA HAHOMaTepuara Ha (PyHKLU UMMYyHUTeTa

5.6.1 VcnbiTaHWs NPOBOAAT C LIENbIO MOMYYEHUS AaHHbIX O NPOLECccax MMMYHHOM 3aLmUThl OpraHM3ama,
ABMAIOLLMXCA MULLEHSIMWU TOKCUYECKOro AeiCTBUS HAHOMATEPUAnoB, YCTaHOBNEHUS 3aBUCUMOCTM J03a—ad)-
dOeKT, BbIABMEHUS BO3MOXHbIX 9(PEKTOB KyMYNSALMU HaHOMaTepPUarnos B OpraHM3Max XMBOTHbIX MO Nokasa-
TensM BO3AENCTBUA HA (PYHKUMIO UMMYHUTETA.

5.6.2 NcnbiTaHusa npoBogAaT no [6].

5.7 OueHKa KaHLepOreHHOCTU HaHOMaTepuana

5.7.1 NcnbiTaHna NPOBOAAT C LIENbIO YCTAHOBNEHUA KaHLEPOreHHbIX CBOMCTB HaHOMarepuana, onpege-
NIeHUs1 BPEMEHU NOSIBNIEHUs1 HOBOOOPA30BaHUIA U OPraHOB-MULLEHEN, ONUCAHUS1 3aBUCUMOCTU A03a-3hEKT U
onpeaeneHns NOAEL mnn ncxogHoin ToYku Ang yCTaHOBNEHMSA MUHUMarbHOW A403bl (BMD).

5.7.2 Ucnbitanna npoeogat no FOCT 32647.

5.7.3 Knacc onacHOCTU UCMbITYEMOr0 HaHOMaTepuana onpeaensaioT B COOTBETCTBUU C KPUTEPUAMM MO
MOCT P 57453.

5.8 OueHka BO34eiCTBUSA HAHOMaTepurarna Ha OPraH13m npu JOKMHUYECKMX UCCNegoBaHUsAX
6€e30NacHOCTM FfleKapCTBEHHbIX NpenapaTos

5.8.1 NcnbiTaHnAa NpoBoaAT C Lenbto onpeaeneHmne hapmMakonormiecknx u TOKCUKonornyecknx addpek-
TOB 0 Ha4ana uccneaoBaHui y YernoBeKka U Ha NPOTSHKEHUU BCEN MPOrpamMmmbl KITMHUYECKON pa3paboTku.

5.8.2 [losy HaHOMaTepuana OnNpeaensaioT Ha OCHOBE AaHHbLIX O TOKCMYHOCTM MakpoMarepuana Mumu
aHanorMyHbiX Marepuanos. [pu OTCYTCTBUM TakUX AAHHBIX, BbIOUPAIOT MAaKCUMAansHO BO3MOXHYIO 103y Ha-
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HoMaTepuana c y4yeTom BuUAA, NMoMa U BO3PACTa XMBOTHOMO, TEXHUYECKOW BO3MOXHOCTHU MOMy4YeHUst HAHOMa-
Tepuana B Buae cTabunbHOro pacteopa/CycrneH3nn/aMynbCum u 3afaHHoi KOHLEHTPAaLMW, AONYCTUMOTO MakK-
CUMarnbHOro pasoBoro 06LEMOB XUAKOTO Npenapara, BBOAUMOTO XUBOTHOMY, B COOTBETCTBUM C Tabnuueii 2.

Tabnuya 2 — [onycTuMble MakcuMarnbsHble pasoBble 0ObeMbl XUAKUX NpenapaToB Afs NabopaTopHbIX XUBOTHBIX
(KpbIC M MbILLER) MpY NapeHTepanbHOM BBeeHUK

Bua XMBOTHbIX
MyTb BBEAEHMSA
Kpeica Mbilb
BHyTpubptowmHHO, He Soree, cm3 50 1,0
BHyTpuBeHHO, He Gonee, cm3 2,0 0,2—0,5

5.8.3 Nepen napeHTepanbHbiM BBEAEHUEM HAHOMAaTEpUana XWBOTHLIM MPOBOAAT KOHTPONb CoAepka-
HUSA B HEM BGaKkTepuanbHOro SHAOTOKCMHA C ucnonb3oBaHneM nusata amebouutos (JIAJl-tecta) no NOCT P
MCO 29701. B kayecTse HocuUTENen HaHoMarepuarna rnpu napeHTepansHOM BBEAEHUS He [0rMyCKaeTcs uc-
nonb30BaHWE opraHu4ecknx pacteoputenen u MAB.

5.8.4 B 3aBUCUMOCTH OT Lenun ucnbitTaHna nposogadar no NOCT P 56699, TOCT P 57129, TOCT P 57146,
MOCT P 57147, TOCT P 56700.

6 OT60p Npob Guonornueckoro marepuana

6.1 MpoObl OpraHoB U TKaHel OTOMpPaIOT OTAENbHO ANA KaXAoro XMBOTHOro. O6beanHeHuin npob ot
pasHbIX XXMBOTHLIX (B TOM YMCne, B Npeaenax O4HON rpynnbl) HE AOMYCKaEeTCs.

6.2 B uensax UCKINIOYEHUS BNUAHUA BHELLHWX DAKTOPOB HA KAYECTBEHHbIE U KONMYECTBEHHbIE XapakTe-
pPUCTUKM OTOMpaemMbix Npob Guonornyeckoro marepuana oTéop Npob OT XKMBOTHLIX OMbITHLIX M KOHTPOSbHbLIX
rpynn OCyLLECTBASAIOT B CNy4alnHON NOCNeAoBaTeNnbLHOCTU. PEKOMEHAYETCA UCMONbL30BaTh METOAbI COCTaBMe-
HUA cny4variHon BbIbopku oTbupaembix npod no MOCT P NCO 24153.

6.3 [Ina uckroveHns BNUSHUIA LUMpKaaHbIX U 6onee AnutenbHbiX GUOPUTMOB OPraHU3MOB XXUBOTHbLIX Ha
pe3ynbrarbl UCNbITaHWIA, 0TOOP NPO6 NPOBOAAT OAHOBPEMEHHO B OMBITHOW U KOHTPOMNBHOM rPynne B O4HO U TO
e BpeMsi CYTOK Ha NPOTsKeHUU He Bonee 2—3 yacoB (NpeanovTuTensHO Mexay 9 u 12 yacamu) Ha cneay-
IOLLME CYTKM NOCne 3aBepLUeHns ucnelTaHna. B cnyyae, ecnu 4ncno rpynn >XUBOTHbLIX UM YUCHO XXUBOTHbIX B
Ka)kaom rpynne He Nno3BONSAET BbINOMHMTL OTOOP NPOO B yKa3aHHOM UHTEPBANE BPEMEHMU, XKUBOTHbIX OMbITHbIX
U KOHTPOIbHBIX FPYNN CneayeT BbIBOAWTL U3 UCCNEeAOBaHMA PaBHbLIMU rpynnamMu Ha NpoTskeHuU He Bonee
2—3 CyTOK Nocne 3aBepLUeHUs UCTIbITAHUSA B OAHO U TO Xe BPEMSA CYTOK.

6.4 MNocne B3sTnA NP6 OT XKUBOTHLIX ONPEeAENAOT X Maccy (06bem) NPoBbl U BLIMOMHAOT aHanu3 cooT-
BETCTBYIOLUMMU METOAAMU, YCTAHOBIEHHBLIMW B CTaHAAPTe/METOAMKE HA KOHKPETHBIN METOA UCNLITAHUS, UNK
KOHCepBUPYIOT. MNMpUMeHAEMbIi METOA KOHCEepBAaLUMW HE AOMMKEH NPUBOAUTL K M3MEHEHUAM onpeaenseMbixX
PUBMKO-XUMUYECKUX U Bruonornyeckux (Bknovas MUKpobuonoruieckne) nokasarenein otoopaHHoi npodbl Ha
NPOTSXKEHMU BCETO Nepuofa XpaHeHusa A0 npoBeaeHust aHanmsa. Metog koHcepsaumu npod GUonoruyeckoro
maTtepuana AomkeH ObITb YCTAHOBNEH B CTaHAAPTE/METOANKE HA KOHKPETHLIN METOA UCTbITAHUS.

6.5 OT06paHHble Npobbl BUONOrMYeckoro Marepuana NnoMeLLatoT B KOHTENHepb! (MPoOupKK unu drako-
Hbl) M MapKMpYoT. MapkupoBka gormkHa obecnevmBaTb NPOCNEXMBAEMOCTL NPO6 Bruonornyeckoro Marepuana
Ha NPOTSHYKEHMMW BCEro nMepuoga ucnbitaHuii. Ha koHTenHepe (Npobupke unu dnakoHe) yKasblBalOT TOSbKO
HOMep NpoOBbl. OcTanbHy MHAOPMAaLUIO YKa3bIBAKOT B NPOTOKONe oTbopa npod 1 cConpoBOANTENLHOM MUCTE,
npunaraemsiM K npotam, n coaepXalmmM CBeAeHUst 0 NOpsaKe Hymepauuu npod u ux NPUHAANEXHOCTU K
YKMBOTHBIM OMbITHBIX M KOHTPOJBHBIX rPYMN. 3anpeLuaeTcs HAHECEHNE HOMEPOB U UHbBIX UAEHTUMDULIMPYIOLLIMX
Hagnucen Ha npoOku (KPbILUKM) KOHTEMHEPOB ANns Npob U MHble 9NEMEHTbl Tapbl, yaansemble 40 Hadana
aHanusa npo6. Kopobku Ana XpaHeHUs] KOHTEWHEPOB C NPOGamMu A0IMHKHbI UMETL MaPKUPOBKY, BKMIOYAIOLLYIO:

- party (aatbl) NPOBEAEHMA UCTLITAHUS,

- HaMMEHOBaHWE UCTbITaHUS;

- HauMEeHOBaHWe UCCreayeMOoro HaHomaTepumana;

- HaMMEHOBaHWE UNKU HOMEP rPynnbl;

- MaKCUMAanbHbIN CPOK XPaHEHUA NpobbI;

- hamMunuio OTBETCTBEHHOIO NuLa.
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7 DaHHble, OTUYET O NPOBeAEHUN UCTbITAHUSA

7.1 ODaHHble

7.1.1 B 0TYETE 0 NPOBEAEHMMN UCTILITAHUA PETUCTPUPYIOT MHADOPMAaLIUIO O HAHOMAaTepuane, cogepiatly-
t0OCSl B COMPOBOAMTENLHOW AOKYMEHTALMKU U HOPMATUBHbIX JOKYMEHTaX Ha KOHKPETHbLIN BUA HaHOMarepuana,
BKIIOYAs UOEHTU(PUKALMOHHBIE AAHHBIE, XUMUYECKOE CTPOEHME M (PU3MKO-XMMUYECKNE CBOMCTBA MCCMeay-
€MOro HaHomaTepuana, npeanonaraeMyo 0bnacrb NPUMEHEHUS U BEPOSITHOCTb BO3AENCTBUA HA YENOBEKA;
CBEAEHMUA 0 TOKCMYHOCTU Makpomarepuana u aHanorm4HbIX Matepuasnos (Mpu Hanu4uum).

7.1.2 B ot4eTe AOmKHbI ObITb NPeACTaBneHbl AaHHbIE NO OTAENbHbLIM XUBOTHbLIM U pe3ynbTaThl ayTon-
cuu. JaHHble HabnogeHUi U UCIbITaHUIA AO0MKHbI ObITb NPeaCcTaBneHbl B TAbnnyHon dopMe, 4eMOHCTPUPY-
IOLLEN ANA KaKOOW rpynnbl YUCHO MCMONb3YEMbIX XUBOTHbIX, YNCIO XXMBOTHbLIX C ONpeaeneHHbIMU NpU3Ha-
Kamy TOKCUYHOCTU, YUCIIO XXMBOTHBIX, HAWAEHHbIX MEPTBbLIMU BO BPEMS UCMbITAHUS UMM YMEPLLBIEHHbIX U3
rYMaHHbIX COOBpaXXeHUi, UHAUBUAYANbHOE BPEMS CMEPTU XKMBOTHbIX, OMUCAHME U BPEMEHHOW X0/, Pa3BUTUS
TOKCMYECKMX 3 EKTOB, MX 0OPATUMOCTb, PE3yNbTaThl ayTONCUK, pe3ynbTaThl aHanu3a npod 6uonoruyeckoro
marepuana.

7.2 OTYeT O NpoBeAEHUU UCTbITAHUA

OT4YeT QOSKEH coaepxaTb AOCTaTOYMHYI0 MHOPMauuio 0 MeTode UCMbITaHUW U NPUMEHAEMOM NpPo-
rpaMMHOM oBecneyeHuu.

OTYeT QoMmKeH coaepXkaTb CBEAEHUN:

- MpU OLEHKe OCTPOI TOKCUYHOCTM HaHOMAaTepuana npu nepopasbHOM BBEAESHUU B OPraHU3M >XMBOT-
HbIXx — no MOCT 32296 (pasaen 5) u NOCT 32644 (pasaen 5), uHranauuoHHom BeeaeHnn — no FOCT 32542
(4.4), HaHeceHUn Ha koxxy — no FOCT 32373 (pasaen 6);

- MpU OLEHKE NoAO0CTPOl (CyOXpOHMYECKON) TOKCUYHOCTU HAaHOMaTepUana nNnpu nepopanbLHOM BBEAEHUU
B OpraHnam »uBoTHbIX — no MOCT 32637 (pasgen 5) u FOCT 32641 (pasaen 5), UHranALUMOHHOM BBEAEHUU
— no FOCT 32636 (pasaen) u FOCT 32643 (pasgen 7), HaHeceHWUU Ha koxxy — no FOCT 32639 (pasaen 6) u
MOCT 32634 (pasaen 6);

- MPU OLEHKE XPOHNYECKON TOKCMYHOCTU HaHOMaTepuana npu nepopanbHOM BBEAEHUN B OPraHNU3M Xu-
BOTHbIX — o MOCT 32519 (pasaen 5), uHransiumoHHom BBegeHun — no FOCT 32383 (pasaen 5), HAaHECeHUU
Ha koxxy — no FOCT 32437 (pasaen 5);

- Npu onpeaeneHnn myTareHHblx CBOMCTB HaHOMarepuana no NOCT 32635 (pasaen 6);

- MpU OUEHKE PEnpPOAYKTUBHOW TOKCMYHOCTM HAHOMATepuana B OAHOM MOKONEHUU XMUBOTHbIX — MO
MOCT 32378 (pasaen 6), FOCT 32379 (pasaen 7); B AByX NOKONEHUAX XMUBOTHbIX — no MOCT P 56698 (8.3);

- MPKW OLEHKE BO3AENCTBUA HAHOMaTepuana Ha yHKUMIO MUMMYHUTETA No [6].

- MPKU OLEHKE KaHLeporeHHoCTU HaHomarepuana — no NOCT 32647 (pasgen 5).

Mpu oueHke BO3AENCTBMSI HAHOMaTepuana Ha opraHusMm B JJOKITMHUYECKMX uccneaoBaHusix Gesonac-
HOCTU NeKapCTBEHHbIX NpenapaToB TpeboBaHMA K OTYETY AOIMKHbI ObITb YCTAHOBIEHbI B CTaHAApTe/METOANKE
Ha KOHerTHblVI MEeTOoA UCMbITaAHUA.

7.3 OueHka pesynbraTtoB

7.3.1 Pe3ynbratbl UCNbITAHMIA OLEHMBAIOT NO HabnwaaeMbiM apdekTaMm U AaHHbIM, NOMYYEHHbIM MpU
aHanuse buonorndeckoro marepuana. OUEHKY YNCNEHHbIX PE3YNLTATOB UCTILITAHUIA, BKITIOYAsA JOCTOBEPHOCTb
pa3nuuus nokasatenewn XM3HeaeaTeNbHOCTU XXUBOTHbLIX B OMbITHBIX U KOHTPOSbHbLIX rPynnax, BbiNOMHAT C
NMPUMEHEHUEM COOTBETCTBYIOLLMX CTATUCTUHECKUX METOAOB.

7.3.2 3hdhekT (BO3ALICTBME) HAHOMATEPUANA HA M3yYaeMblli MOKa3aTenb XU3HEeAEATENbHOCTU XNBOT-
HOro paccMaTpmuBaloT Kak cneumpuyecknii, ecnu:

- apeKT CTaTUCTMYECKM AOCTOBEPHO MPOSABMSIETCA MPU BO3AEWCTBMM HAHOMAaTepuana Ha OpraHu3m
JXMBOTHOTO, NpY OTCYTCTBMU BO3AEWCTBUSI HOCUTENSA, MakpomMarepuana unm aHanormyHoro marepuana;

- 3pheKT CTaTUCTUYECKM AOCTOBEPHO MPOSIBMAETCA NMPU CPABHEHMMW TPYNN XXUBOTHLIX, NMOMyYaBLUUX B
OAMHAKOBbIX KONMYECTBAX HaHOMaTepuan unKu HocuTenNb HaHomaTepuana;

- 3pheKT CTaTUCTUYECKM AOCTOBEPHO MPOSIBNAETCA NPU CPABHEHMUW FPYMN XXUBOTHLIX, NOMyYaBLUNX B
OAMHaKOBbIX KONMYECTBAX HaHOMaTepuan u MakpoMarepuan (MUnu aHanoruyHeld maTepuan).

7.3.3 OhdhekT (BO3pENCTBUE) HAHOMATEPUANa Ha U3yvaeMblii NokasaTerb XU3HEAEeATENbHOCTU XKUBOT-
HOro paccmaTpuBaloT Kak 40303aBUCUMbIN, €CMNWM JOCTOBEPHO YCTaHOBIIEHA 3aBUCUMOCTb BblPa)XEHHOCTU ach-
dhekTa OT BENUUUHbI 403bl HAHOMATEpPUana.
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MpunoxeHue A
(cnpaBouHoe)

MNepeyeHb NnokasaTesien, KOHTPOSIMPYEMBLIX NPU NPOBEeAEHUU UCTIbITAHUNA
No OUEeHKe NoJOCTPOM (CYOXPOHUYECKON) U XPOHMYECKOM TOKCUMYHOCTU HAHOMaTepuana

MokasaTenu, KOHTPONMpyeMble Npu NPOBEAEHUN UCTILITaHUIA MO OLeHKe NMofZocTpoi (CyBXpoHMYECKOR) N XpOoHUYe-
CKOW TOKCUYHOCTN HaHoMaTepuarna, NoApasfensaioT Ha UHTerparnbHbele, reMaTonornieckue, LiuTonornieckne, Guoxmmmye-

CKne n MI/IKpO6VIOJ'IOFI/NeCKVIe nokKasartenu.

Moka3saTenu, KOHTPONMpPyeMble Npu NMPOBEASHUN UCTBITAHUIA NO OLEHKe NoJOCTPOMN (CYOXPOHUHECKON) U XPOHUYe-

CKOI TOKCMYHOCTW HaHOMaTepuana, NpeacTaBneHbl B TaGJ'II/IU,e

A1,

Tabnuuya A.1—okasaTenu, KOHTPONUPYEMbIE NpU NPOBEJEHUN UCMBITAHWIA NO OLEHKE NOJOCTPON (CyBXpOHUYECKOA)

n XpOHI/NeCKOI7I TOKCUYHOCTW HaHOoOMaTepuana

MokasaTtenb Buomatepuan MeprnoanyHOCTL KOHTpONA
MHTerpanbHble nokasatenu
OblLee cOCTOSIHUE XUBOTHLIX (BHELUHUIA BUA, NoBefeHUe, MpWKNIHEHHO
ABWratenbHas akTUBHOCTb, COCTOSIHUE LLEPCTHOrO NOKpoBa, XuoTHoe B Lenom 1 pas B cyTkN
Xapakrep cTyna)
Kopm (He noTpebneH- MpuxnusHeHHO

[NoepaemocTb KOpMa

Hble ocTaTKu)

1 pa3 B cyTku

Macca Tena

KnsoTHoe B uenom

Mpuxnu3HeHHO
1 pa3 B 7 CyToOK

O6beM CyTOUHOW MOYH

Moua

MpuxnsHeHHO
1 pa3 B 30 cyTOK

ABcontoTHas W OTHOCUTENbHAA Macca BHYTPEHHUX OpraHoB
(MUHMManbHBIA NepeYeHb opraHoB B COOTBETCTBUM C Tpe-
6oBaHUAMM CTaHA@pPTa/MEeTOLNKN Ha KOHKPETHLIA MeTog Uc-
nelTaHms)

LlenbHble opraHbl

1 pa3 npu BbiBEASHNU N3
uccneaoBaHuA nocne yaa-
NeHNs COeANHUTENBHOT-
KaHHbIX Karcyn n xupa

[emaTonornyecku

€ NnoKasatenu

KoHLUeHTpauus reMorno6uHa B KpoBH

LleneHas kpoBb

1 pa3 npu BbiBeAeHUU
13 nccneaoBaHnua

[emaTokput

LleneHas kpoBb

1 pa3 npu BeiBE4EeHUM
13 nccneaoBaHua

OG6LLee KONMYeCTBO 3pUTPOLIMTOB

LlenbHas kpoBb

1 pas npu BeiBE€geHUN
U3 uccnegoBaHuna

CpegHuii 06beM apuUTpoLuTa

LlenbHasa KpoBb

1 pas3 npu BelBeLEeHNUM
13 uccrnepoBaHus

CpefHee cofepxaHue reMornobuHa B apuTpoLuTe

LlenbHas kpoBb

1 pas npu BelBegeHUn
U3 uccrnegoBaHus

CpeaHsa KOHLUEHTpaLus reMornobrHa B apuTpoLuTe

LlenbHas kpoBb

1 pa3 npu BeIBEAEHUN
U3 UccrnegoBaHus

O6Lyee 4nCIIo NENKOLMTOB

LlenbHas kpoBb

1 pa3 npu BblBeAeHUM
13 UCCref0BaHNA

JeiikoyuTapHan opmyna (OTHOCUTENBHOE cofepaHne oT
obLyero yncna nerKoLMToB, B MPOLeHTax). 6a3otusbl, Hel-
Tpodpunel, IMMQOLUTLI, 203MHODUIBLI, MOHOLIUTBI

LlenbHas kpoBb

1 pas npv BbiBegEHMM
U3 uccneoBaHus

CKOpOCTb OCefiaH1si 3pUTPOLIMTOB

LlentHas kpoBb

1 pa3 nNpu BuIBEAESHWUN
U3 uccnefoBaHus
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MokasaTenb

Buomartepuan

MepnoANYHOCTb KOHTPOA

O6Lyee uucno TpomBoLuToB

LiensHas KpoBb

1 pas npu BelBegeHUn
U3 uccrnefoBaHus

LlVITOJ'I OornvyeckKkne nokasartenu

ANonTOo3 KNETOK NEYEHU 1 rofioBHOrO Mosra

TkaHW NeYeHn v ronos-
HOro Mo3ra

1 pa3 npu BelBegeHUn
U3 uccrnefoBaHus

CTabunbHOoCTe MeMBpaH TM30COM KIETOK NeYeHw

TKaHb NeYeHn

1 pa3 npu BelBegeHUn
U3 uccrnefoBaHus

Buoxnmundeckue

noKasarenu

OBwmin aHanua Mouun (LBET, MPO3padYHOCTb, OTHOCUTENBHASA
NNoTHoCTb, pH, 6enok, rmoKo3a, KpeaTUHUH)

Moua

MpuXHU3HEHHO
1 pas B 30 cyTok

BUOXUMUYECKUiA aHanu3 KpoBM (copepxaHue obuiero ben-
Ka, ansbymMuHa, rnobynunHoB, MoKo3bl, KpeaTuHWHa, MoYe-
BWHbI, XENYHbLIX KucroT, GurnupybuHa obLyero u npsmoro,
HaTpus, kanus, docdopa, XTIOPULA0B, aKTUBHOCTb anaHu-
HaMWHOTpaHcdepasbl, acnapTarTaMMHoTpaHcdepasbl, Lie-
NIoYHO dhocdaTasbl, ansda-aMunasel, nunasel, nNakratae-
rMApPOreHasbl, XoNnHacTepasbl)

ChIBOpOTKa KPOBM

1 pa3 npu BeiBeAeHNN
N3 nccnenoBaHnA

MokasaTenu cucteMbl 1 U 2 as3bl MeTabornmama Kce-
HobuoTukoB (obLee cogepxaHue LuToxpomos P-450 n b5,
N-gemeTunupoBaHue amugonupura, O-gemMeTunuposaHue
p-HUTpoaHu3ona, rugpokeunuposaHue 3,4 BeHs(a)nupeHa,

TKaHb nNeYeHn,

1 pas npu BbiBEAEHUN

MUKpOCOMarnbHas
O-fesTunnpoBaHue 7-aToKCUKyMapuHa, O-gesTunuposarme bpaKumn U3 uccnefoBaHus
7-aToKkcmpesopyduHa, O-AeaTunvpoBaHue 7-neHToKcupe-
3opyduHa, anokcuaruaponasa, UDP-rmokypoHo3unTpaHe-
depasa, ryTaTMoOHTpaHcdepasa)
AKTUBHOCTb DEPMEHTOB aHTUOKCULaHTHOW 3alluThl (rryTa-

1 pa3s npu BbIBEAEHUM
TUOHPepyKTa3a, rMyTaTUOHNepokcugasa, cynepokcuaaunc- OputpouuTsl

MyTa3a, KaTanasa)

n3 uccnepoBaHua

Co,qep»(aHme NPOAYKTOB NepeKNCHOro oKucneHuAa nunngos:
ManoHOBOIro Ananeaernga, ANeHoBbBIX KOHBHOraToB NoNnHe-
HacCbILWEeHHbIX XXNWPHbIX KNCINOT

Mnasma kposu

1 pas npv BbiBEAEHUN
13 uccneoBaHus

CopepxaHue HebenKkoBbIX TMOMNOB (B NepecyeTe Ha BoccTa-
HOBMEHHBIRA rnyTaTuoH)

TKaHb NeYeHun

1 pas npv BeiBEAEHUN
U3 uccrefoBaHus

CopepxaHue LuHKa

CbIBOpOTKa KpOBMU,
OefpeHHas KOCTb

1 pas npw BbiBeLEHUM
U3 uccrefoBaHns

AKTWBHOCTb LLieNOo4HOI docharasbl

CbIBOpOTKa KpOBM

1 pas npv BbIBEAEHNM
U3 uccnesoBaHns

CopepxaHue Xenesa

CbIBOpOTKa KpOBM

1 pas npv BbIBEAEHUM
n3 uccnesoBaHus

HeHachblleHHas Xene3o-cBAsbiBatoLLan cnocobHocTb

CbIBOpOTKa KpOBM

1 pas npv BbIBEAEHWM
13 uccnefoBaHus

ObLast Xene3o-cBA3bIBaKLLas cnocobHOCTL

CbIBOpOTKa KpOBM

1 pas npv BbIBEAEHWUM
U3 uccnesoBaHns

CTeneHb HachILLEHUA TpaHcheppuHa

CbIBOpOTKa KpOBM

1 pas nNpu BbiIBEAEHWM
13 UccnesoBaHus

CopepxaHue TpaHcdheppuHa

CbIBOpOTKa KpOBM

1 pas npu BuiIBEAEHWUM
13 UccnenoBaHus
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MokasaTenb

BruomaTtepuan

MepUoAUYHOCTE KOHTPONS

CopepxaHue heppuTHa

CbIBOpOTKa KpOBM

1 pas Npu BLIBEAEHNN
W3 UCCIeA0BaHMA

Co,qep»(aHme ceneHa

ChIBOpOTKa KPOBU, Mova

1 pas npv BbIBEAEHUM
U3 uccnefoBaHus

AKTUBHOCTb myTaTnoHnepoKkcmuaasbl

SputpouuTl

1 pas npv BbIBEAEHUM
U3 uccnefoBaHus

Obwwe nunuabl

Mna3ma kpoBuU

1 pas npv BbIBEAEHUM
U3 uccnefoBaHus

XonecTepuH

Mna3sma kpoBU

1 pas npv BbIBEAEHUM
U3 uccnefoBaHus

XonecTtepwuH JTNBM

Mna3sma kpoBU

1 pas npv BbIBeAeHUM
U3 uccnefoBaHus

XonectepuH JTNHIM

Mna3ma kpoBU

1 pas npv BbIBEAEHUM
U3 uccrnegoBaHus

Tpurnuuepugsl

Mnas3ma KkposK

1 pas npu BbiBeeHUN
13 uccnegoBaHus

KMPHOKUCINOTHBIA COCTaB CLIBOPOTKU KPOBW U MeMBpaH
3pUTPOLMTOB

CbiBOpOTKa KpoBM,
MeM6paHbl apuMTpoLMTOB

1 pas npu BbiBeeHUN
u3 nccnefoBaHna

ButamuH A

CbIBOpOTKa KpoBM,
TKaHb NeYeHn

1 pas npu BeiBEieHUN
U3 nccriefoBaHna

ButamuH E

CblBOpOTKa KpOBM,

1 pas npu BeiBeeHUN

SpUTPOLUTBI u3 uccnefoBaHua
MpuxuaHeHHo Ha 30,60
ButamuH B (TamuH) Mouva 1 180 cyTiu
1 pa3 npu BbiBE€HUN
TpaHckeTonasa sputpoumToB u TAD-acbhekT SputpoumThl 13 NCEnenoBaHNs
MpuxnaHeHHo Ha 30,60
ButamuH B, Mova M 180 cyTin
1 pas3 npv BbiBeAEHUM
ImyTaTuoHpedyKTasa sputpounuToB U CPA[-addexT SputpouuTl 13 MCCHen0BaHNS
MpuxunaHeHHo Ha 30,60
4-nnupugoKcuHoBas Kucnota Moua
1 180 cyTku
AcnapTaTaMWHo-TpaHcgepasa 3pUTpoLMToB 1 pa3 npv BbIBe4EHUM
n MAT®-adbpexT SpuTpouTel U3 uccriefoBaHus
NT-MeTUIHUKOTMHaMKA Mova MpukusnerHo Ha 30,60

1 180 cyTku

HukotuHamugHele kopepMeHTsl (HAL n HALD)

LiensHas KpoBb

1 pas npv BbIBEAEHWUM
13 uccnefoBaHns

8-0KkCco-2-A€30KCUryaHO3MH

Mova

MpuxusHeHHo Ha 30,60
n 180 cyTkn

UuToknHel (TNF-a, IL1a, IL1B, IL2, IL3, IL4, IL5, IL6, ILS,
IL10, IL13, IFN-y)

CbIBOpOTKa KpOBM

1 pas npu BeiBeAeHUN
U3 nccriefoBaHna

XemokuHbl (TGF-B, IGF, G-CSF, VEGF, nentuH)

CbIBOpOTKa KpOBM

1 pa3 Npw BbiBeaeHUU
U3 UccneaoBaHns
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MokasaTens

Buomatepuan

[MepuognyHOCTb KOHTpONA

KneTouHble Mapkepbl nuMdouutos (CD3, CD4, CDS,
CD45RA, CD161a)

LlenbHaa kpoBb

1 pa3 npw BolBeAeHUN
U3 UccrieoBaHus

daroymTapHan akTUBHOCTb HERTPOUNBHBIX NIERKOLIMTOB

JelikoyuTsl

1 pa3s npu BbIBegeHUA
U3 nccriejoBaHuns

AKTMBHOCTb NakTaTaerngporeHasb

BpoHxoanbBeonspHas
NaBaXkHasi XUAKOCTb

MpwxusHeHHo Ha 30,60
n 180 cyTtku

AKTUBHOCTb y-myTamuntpaHcnenTuasbl

BpoHxoanbBeonsipHas
naBaxHasi XUAKOCTb

MpwxusHeHHo Ha 30,60
n 180 cyTtku

AKTUBHOCTb LLiENoYHOIN hocdaTasbl

BpoHxoanbBeonsipHas
naBaxHasi XUAKOCTb

MpwxnsHeHHo Ha 30,60
n 180 cyTkn

CogepxaHue obLyero 6enka

BpoHxoanbBeonsipHas
naBa)xHasi XUAKOCTb

MpwxnsHeHHo Ha 30,60
n 180 cyTkn

YpoBeHb dpakTopa KLE

BpoHxoansBeosnsipHas
nasaxHasi XUAKOCTb

MpwxnsHeHHo Ha 30,60
n 180 cyTkun

Mukpobuonorudeckne nokasarenu

Budbugobaktepuu (Bifidobacterium spp)

Copepxumoe cnenon
KWLLIKK

1 pas npu BbIBEAEHUA
U3 UccneaoBaHus

JakToGauunnel (Lactobacillus spp)

CoaepxuMoe cnenomn
KULLKK

1 pas npu BbIBEAEHUU
U3 UccneaoBaHus

OHTepobakTepun (Enterobacteriaceae spp)

Cogaepxumoe crenoi
KULLUKK

1 pa3 npu BbIBEAEHUU
13 uccnegoBaHusi

Cradmnokokku (Staphylococcus spp)

CopepxuMmoe cnernomn
KMLLIKKA

1 pa3s npu BbIBeaeHUU
n3 nccnepoBaHusa

CrpenTokokku (Streptococcus spp)

Copepxumoe cnenow
KMLLIKKA

1 pas npu BbIBEAEHUU
13 uccrieoBaHusa

OHTepokokku (Enterococcus spp)

Cogepxumoe crienoi
KULLIKKA

1 pa3 npu BelBefEHUN
U3 nccrnefoBaHus

Baktepougel (Bacteroides spp)

CogepxumMoe crnenoin
KMLLIKM

1 pa3 npu BelBefEHUN
U3 nccrneoBaHuA

MesogunbHble aspobHele U daKynsTaTUBHO-aHaspobHbIe
MWKPOOpPraHn3Mbl

Copepxumoe crienoi
KMLLIKKA

1 pa3 npu BelBefEHUN
U3 nccnefoBaHus

MesodunbHble aHaspoGHEIe MUKPOOPraHUaMbl

Cogepxunmoe cnernown
KMLLIKKA

1 pas npu BbIBEAEHUU
13 uccregoBaHus

MemonuTnyeckme CTPENTOKOKKKN

Cogepxumoe cnerown
KMLLIKKA

1 pas npu BbIBEAEHUU
N3 nccriegoBaHna

CynbuTtpeayumpytowme KIocTpugum

Copepxumoe cnernown
KMLLIKKA

1 pas npu BbIBEAESHUU
N3 nccriegoBaHnaA

30M0TUCTLIN CTadpUIOKOKK (S.aureus)

Copepxumoe cnernown
KMLLIKA

1 pas npu BbIBeAEHUU
13 uccriefoBaHms

MpoTtewn (Proteusspp.)

Copepxumoe cnernow
KW LLKW

1 pa3s npu BbIBeAEHUU
13 uccrieoBaHusa

MreceHn, APOXOKM

Cogpepxumoe crienoi
KWLLIKA

1 pa3 npu BeiBefeHUN
U3 nccrnefoBaHus
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(1

(2

3]

[4]

(3]

(6]

CanlluH 2.1.4.1074-01

MP 1.2. 2641-10

CI11.3.2322-08

MY 1.2.2520-09

MP 4.2.0014-10

MP 1.2.0052-11

Bubnuorpadusa

CaHuTapHo-3anmgeMuonoruieckue npasura U Hopmatmsel «[UTbeBas Boga. MrueHnye-
ckue TpeboBaHUA K Ka4ecTBy BOAbI LIEHTPanu3oBaHHbLIX CUCTEM NMUTLEBOrO BoAOCHabxe-
HUA. KOHTponb kavecTsa»

MeToandeckne pekomeHaauun «OnpegerneHne NPMOPUTETHLIX BUA0B HAHOMaTepUanos
B 06beKTax oKpyxatoLLeil cpefibl, NULIEBLIX MPOAYKTaX U XWUBbIX OpraHu3mMax»

CanuTapHo-anuaeMuonormyeckue npasuna «besonacHocT paboTkl ¢ MUKPOOPraHu3ma-
mu [lI—IV rpynn natoreHHOCTH (onNacHocTK) U Bo3byanTensAMn napasutapHbix 6onesHen»

MeTo,qwquKwe YKa3aHuA «TOKCUKONOro-rurueHnveckas OLUeHKa 6e3onacHOCTM HaHOMa-
TepuanoB»

MeToguyeckune pekomeHgauumn «Mertogbl koHTpons. Buonoruyeckue dakropbl. OueHka
reHOTOKCUYeckux ceoicts Metogom [HK-KoMeT in vitroy

MeTognyeckne pekomeHgaumm «OLeHka BO3AENCTBUS HaHOMaTepWarioB Ha (OyHKUMIO
UMMYHUTETa»

YOK 57.014:59.08:006.354

OKC 11.100
07.080
07.100.10
07.120
11.020
11.220

KnioueBble cnoBa: HaHOTEXHONOIMMM, HAHOMarTepuarnbl, TOKCUKONOro-rMrMeHmyeckas OLueHKa B6esonacHoCTH,
npoBedeHne UCMbITaHWii Ha nabopaTtopHbIX XXUBOTHbIX
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