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YACTD 3

OIMACHOCTH JIJIS1 3I0POBbS
YEJOBEKA
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I'JIABA 3.1

OCTPAA TOKCUYHOCTbD

311 Onpenenenue

Ocmpas  mokcuunocms  ONPENCISIeTCS TEMU BPEJHBIMU  TIOCICACTBUSIMH, KOTOpHIC
BO3HUKAIOT TIOCJIC BBEICHHUS B KCIYIOK WM HAHECCHUS HA KOXY OJHOKPATHOW JI03bI BEIECTBA WU
TICPUOJMYECKOTO BO3JCHCTBUS BEIIECTBA B TCUCHHE 24 YacOB WM C BJIBIXa€MBbIM BO3JYXOM B TEUCHUE
4 gacos.

312 Kpurepun knaccupukanny onacHOCTH XUMHUYECKOW MPOAYKIIUH

3121 BemectBa MoryT OBITH OTHECEHBI K OJHOMY W3 IISATH KJIACCOB OCTPOH TOKCUYHOCTH IIPH
BBEJICHUH B JKEIYJIOK, HAHECEHHH HAa KOXY WJIM NPU HHIASIIHOHHOM BO3JEHCTBUH, B COOTBETCTBUH C
YHUCIICHHBIMU KPUTEPHUSIMH, MPHUBEIACHHBIMU HIDKE B TabjMIle. 3HAYEHUS] OCTPOU TOKCHYHOCTH BBIPAKCHBI
(mpubnm3utensHo) B moKasatensx JI[sy (Mpu mporiaThIBaHWH, TOMaaaHud Ha KOky) win JIKsy
(nHransAIMOHHOE BO3/CHCTBUE) WK B oueHKax ocTpoit TokcnuHocTu (OOT). IlosicHuTesbHBIC 3aMeYaHus
MpUBOATCS 1ociie Tabmuib 3.1.1.

Taomuua 3.1.1: Kiacchl 0acHOCTH OCTPOii TOKCHYHOCTH U OlleHKH ocTpoii TokcnuHocTH (OOT)

IIyTh noctymiienus B opranu3m | 1 Kaace 2 Knacce 3 Kuace 4 Knace 5 Kunace

IepopanbHblii (Mr/kr Beca Terna) 5 50 300 2000 5000

em. npumeyanus a) u b) Cwm. demanvhbie

JepManbhblii (Mr/kr Beca Tena) 50 200 1 000 2000 Kpumepuu

cm. npumevanus a) u b) 6 npumevaniu g)

Tasbr (M. V) 100 500 2500 20 000

cm. npumeyanus a), b) u c) Co. o

Maper (mr/n) 05 20 10 20 M- CCTmATbHbIC
b). ). d) u ¢) Kpumepuu

cm. npumeuanus a), b), c), ¢ npumenanu g)

Ib1s 1 Tyman (Mr/i) 0,05 0,5 1,0 5

cm. npumeuanus a), b), ) u f)

. -1
Ipumeuanue:. Konyenmpayuu 2a306 8ulpajicenvi 6 4acmsix Ha Muiiuon oovema (man. V).
Ipumeyanus k Tadaume 3.1.1:

a) oyenxa ocmpou moxcuunocmu (OOT) 0ns yeneil kiaccugurayuu eewecmsa npou3soOUmcst ¢
ucnoavsosanuem JlsolJTKs (ecnu umeromes);

b) oyenxa ocmpoi mokcuunocmu (OOT) eewecmeéa 6 cocmage cmecu NPoOU3BOOUMCsL C
UCNONIL308AHUEM:

i) JsolJIKso (ecnu umeromest), unu 6 Opyeux ciyuasx;

i)  coomeemcmeyrowezo  rkosgppuyuenma  npeobpazosarus uz  mabauysl 3.1.2,
OMHOCAWE20CS K Pe3VIbmAamam UCHbIMAaHus COOMeemcmsyoue20 OUanda3ond; uu

iii)  coomeemcmeyrowezo  koagppuyuenma  npeobpazosanus  uz  mabauysl 3.1.2,
OMHOCAWE20CSL K KIACCY KAACCUDUKayuu;
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d)

9)
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nopocosvle 3HaueHUs OJisl UHSAISAYUOHHO2O 8030€UCmEUsl, NPUGEOeHHble 6 Mab.uye, OCHOBAHbL
Ha pesyromamax ucneimanuii npu 4-uacosom eosoeicmeuu. Ilpeobpazosanue UMEIOUUXC
OGHHBIX NO UHCATAYUOHHOU MOKCUYHOCIU, NOTYUEHHBIX 8 Pe3YIIbIAme 4aco8020 8030eicmeus,
caedyem npousso0uns nymem OeieHusi Ha Kodgguyuenm 2 0ns 2a306 u napoé u 4 onst nvliu u
MyMana,

OMMeUeHO, Ymo KOHYEHMPAYUsL HACLIUWEHHBIX NAPO8 MOdiCem Obimb UCNOIb308AHA 8 Kauecmee
OOHOTHUMENLHO2O DIIEMEHMA 6 HEKOMOPIX Pe2yIUPyrouux cucmemax oist obecneyenust 0cooot
sauumel 300poebs u ez2o bezonacnocmu (nanpumep, Pexomenoayuu OOH no nepegoske
ONACHBIX 2pPY308);

0151 HEKOMOPbBIX Beuiecms ammocepoil 051 UCKLIMAHULL OYOYym AGISAMbCS He NPOCMO napul, d
cMech AHCUOKOU U 2a3000paznoi ¢hasz. s Opyeux XumMuueckux eeujecme ucnoiv3yemas O0Jis
UCNBIMAHUS AMMOCHePa MOdHCem COCMOAMb U3 napa, O1U3Ko20 K 2a3006pasHoil gpaze. B smux
ROCTEOHUX CTYUasnX KIACCUDUKAYUIO ONACHOCTU Cledyem OCHO8beams 6 M N ciedyiouum
obpasom: 1 Knace (100 man™V), 2 Knace (500 man™V), 3 Knace (2500mmn™'V), 4 Knace
(20 000 man V).

Tepmunvet "noins", "myman” u "nap" onpedenaromces credyrowum oopazom.

i)  Ibib — meepovle wacmuynvl sewecmsea iU CMecu, 836elieHnvle 6 2aze (Kak npasuio,
6 6030yxe);

i) Tvman — dcudkue Kaniu HCUOK020 Geuecmed Uil HCUOKOL CMeCU, G36CUCHHbIE 8 2a3e
(kax npasuno, 6 6030yxe);

iii)  Hap — eazosasn ¢haza éewecmsa uiu cmecu, OMOCIUSUAACS OM UX HCUOKOU UL MBEPIOT
Gaszvl.

IToinb, Kax npasuno, obpazyemcs @ pe3yibmame Mexanuyeckux npoyeccog. Tymau, Kax
npasuno, obpazyemcs 6 pesyibmame KOHOEHCAYUU NEPeHACbIUeHHbIX Napos U QuU3UYecKo2o
pasoenenus dcuokocmeil. Pazmepvl uacmuy neiiy u mymaua, Kak npasuio, KOIeonomes om
menee 1 0o npumepro 100 mxm,

crnedyem paccmompemsv noxkazamenu OJid NulIU U MYMAHA C Yeavblo adanmayuu K Ja00bim
0yoywum usmeHeHuam 6 Pykoeooawux npunyunax nposedenus ucnoimanut OICP 6
OMHOWEHUU MEXHUYECKUX 02PAHUYEeHULl, OMHOCAUUXCS K 0OPAZ0BAHUI0, COXPAHEHUIO YPOBHS U
U3MepeHuio KOHYEeHMpayull Neliu U mymana 60 60bixaemou gopme;

kpumepuu 01 5 Knacca npeonasnauenvl 051 obecnevenuss 803MONCHOCMU UOeHMUpuUKayuu
seujecme, KOmopwvle 001a0aiom OMHOCUMENbHO HUKOU ONACHOCMbIO NO OCMPOU MOKCUYHOCTU,
HO 8 HEKOMOPLIX 0OCOAMENLCMBAX MO2YI NPEOCAGIsiMmG ONACHOCYb 011 SPYII PUCKA Cpeou
nacenenusi. [Ipeononazaemcs, wmo smu éewecmea UMeOm NEPOPAtbHYIO Uiy 0epmanvhyio J/s
6 ouanazone 20005000 wmelke e6eca mena u dKeuUBANEHMHBIE UHSATAYUOHHBIE OO3b.
Konxpemuvivu kpumepusimu ona 5 Knacca senaromes:

i) Bewecmeo omnocumces k smomy Kiaccy, eciu yice umeemcs Ha0exiCHoe C8UdemeibCmao,
yrazvieaiowee, umo Jl/sy (wiu JIKsq) Haxooumcs ¢ ouanaszone 3navenuil 5 Knacca umu
opyeue UCcie008aHusi MOKCUHECKO20 6030€UCMBUs HA JCUBOMHBIX UL HA Yen08eKd
VKA3bl8AIOM HA HAZUYUE OCMPOL ONACHOCMU 011 300P08bs 4el08eKd,

||) Xumudeckoe eseuecmeo ujiu Xxumudeckas npodykuuﬂ OMHOCUmMCs K 9momy Klaccy Ha

OCHO6€ NOJIY4YEHHbIX SJKCmpanoiupoeanuem pe3yibmamoe, OyeHKU Uil OnblnHblX ()(lHHblx,
eciu omHeceHue K bonee BbICOKOMY KlACCY ONACHOCMU He A67151€emcsl Onp(ZG()(lHHblM, u.
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- UMeemcs HAOeNCHAsk UHpopmayus, yKa3vleaowas Ha 3HAYUMENbHOE MOKCUYECKOe
go30elicmeue Ha a0o0ell, Wil

— HAOIIOOQAIOMCSL CAYHAU CMEPMHOCIU NPU UChblmanuax 0o 3uavenutl 4 Knacca npu
66e0eHUU 6 JICeyOOK, NPU HAHECeHUU HA KOJCY UMY NPU UHSANAYUOHHOM NYmu
NOCMYNJIEHUSL 8 OP2AHUSM; UNU

- 6 mex cnyuasx, Ko20a MHeHUue IKCNepmos Nnoomeepiucodem 3HAUUMeNbHbLe
KAUHUYeCKUe NPU3HAaKy MOKCUYHOCIU NPU  UCHBIMAHUAX 00 HoKazamenel
4 Knacca, uckmouas cayuau ouapeu, NUI0IPeKyuy Uil HeonpsmHo2o uod; uiu

- Ko20a  MHeHUue OSKCNEpmo8  NOOMEepIcOaenm  HAOENCHYIO  UHGOpMayuio,
VKA36I8AIOWYI0 HA  NOMEHYUAILHYIO BO3MONCHOCMb  3HAYUMENbHO20 OCHPO20
6030€liCMBUsL HA OCHOBAHUU OPY2UX UCCIEO0BAHUL HA HCUBONHBIX.

Tpuznasas HeoOX00UMOCTb OXPAHbL HCUBOMHBIX, HE PEKOMEHOYEMC s NposedeHue UCnblMAHULL
Ha Jcueomuvix 8 ouanazonax S Knacca, u maxyo 603MOACHOCMb cledyem paccMampusams
AUWb M020d, Ko20d CyujeCmeyem Cepbe3Hds 8epOsmHOCMb MO020, YO pe3yibmambl maKo2o
UCNBIMAHUSA MO2YM UMEMb HENOCPEOCBEHHOe OMHOUEHIE K OXPAHE 300P08bsL H00€l.

3.1.2.2 CornacoBaHHasi cuUCTeMa KIacCH(UKAIMU OIACHOCTUA TII0 OCMpOl MOKCUuHOoCcmuy Oblia
pa3paboTaHa TakuM 00pa3oM, 4TOOBI 0OECIEUUTh Y4eT MOTPEeOHOCTEH AeHcTBYrOMUX cucTteM. OCHOBHOM
OPUHLNI,  yCTaHOBJEHHbIH  KoopauHanmoHHOW — rpynnoi/CucTeMoil  COTrJIacOBaHUS — XMMHYECKHX
wiaccudukanuit MITBOXB (KI'/CKXB), 3akio4aeTcsi B TOM, 9TO "COTJIACOBAHHE O3HAYAET YCTAHOBIICHHUE
o0mrero moaxona AJas KiacCU(UKALMU OMACHOCTH W Nepeaadn MHPOpPMAlUU O XMMUYECKOH OMacHOCTH, B
pe3yabTaTe 4ero MOTyT BHIOMpAThc HEOOXOAMMBIE 3aIlUTHBIE Mephl, 0OecreynBaole 0e30IacHOCTh MPU
nepeBo3Kke, 0e30macHOCTh MOTpeOuTeNnel, MpoQecCHOHANBFHBIX MOJIB30BATENIE M OKPYKAIOMIEH Ccpempl .
C 37011 11enbI0 B CXeMY KJIacCH(UKAINU OMTACHOCTH 10 OCTPOI TOKCHYHOCTH OBLIO BKITFOYCHO IISITH KJIACCOB.

3.1.23 [IpenmodTuTeNbHBIM TOJOMBITHBIM BUIOM JIJISl OIIEHKH OCTPOW TOKCHYHOCTH IIPH BBEICHHUH
B KEIYAOK U WHTAISIMOHHOM WYyTH TIOCTYIUICHHMS BEIIECTBA B OPTaHM3M SIBISIIOTCS KpPBICHI, a
MPEIMOYTUTENFHBIM BHIOM JIJISI OIIEHKH OCTPOH TOKCHYHOCTH NMPH HAHECEHWH Ha KOXY SIBIISTIOTCS KPBICHI
WM KPOJIMKH. J|aHHBIE UCTIBITAHUN, KOTOPBIE YK€ HAaKOTUICHBI ITPH KJIACCU(PUKAIIINHA OIMACHOCTH XUMHYECKUX
BEIICCTB/XUMHUECKON MPOAYKIIMK B COOTBETCTBUHU C JCHCTBYIOIIMMH CHCTEMaMH, CJICIyeT HMCIOJIb30BATh
IPY TIOBTOPHO# KiTaCCH(UKAIIMH dTHX XUMUYECKHUX BEIICCTB/XMMUUecKoi mpoaykimu B pamkax CI'C. Ecmu
pe3ynpTaThl  J1a00paTOPHBIX HCHBITAHWHA 10 OCTPOH TOKCHYHOCTH HWMEIOTCS IO HECKOIbKUM BHAAM
JKUBOTHBIX, TO HEOOXOAMMO HCITOJIF30BaTh HAYYHBIA MOAXOM AJsl 0TOOpa HanOoJee MOIXOMSAINX 3HAYCHUH
JIlsp M3 ymclia UMEIOIIMXCS JaHHBIX, TOJYUYEHHBIX B pe3yibTaTe MPU3HAHHBIX M MPABWILHO MPOBEIECHHBIX
HWCIBITAaHMH.

3124 Krnacc 1, xapaktepu3yronuii BEICIIYIO CTENEHh TOKCUIHOCTH, IMEET MTOPOTOBBIE 3HAYCHHS
(cm. Tabmuiy 3.1.1.), ucrnonb3yeMble B HACTOSIIEE BPEMSI B OCHOBHOM JIJIsl OIPEICIICHHs TPYIIN YIAKOBKH B
TPAHCHIOPTHOM CEKTOpeE.

3125 K Knaccy 5 oTHOCsITCS BelecTBa, MMEIOMIME OTHOCHTENBHO HU3KYIO OCTPYIO TOKCHYHOCTB,
KOTOpbIE, OJHAKO, B HEKOTOPHIX OOCTOSTEIBCTBAX MOTYT MPEACTABIATh YIpo3y JJIS TPYIN PHCKAa Cpead
HaceneHus. Kpurepuu s oTHeceHusi BernecTB K Kitaccy 5 mpuBeseHbl B NMpUMEUYaHUSAX K TaOJIHIIE.
[Mpeamonaraercst, 4To 3TH BemecTBa MOryT uMeTh JI[lsg mMpu mepopasbHOM WM JAEPMAIBHOM IyTH
Bos3aeiicteusa B auamnasone 20005000 Mr/kr Beca Tella W JKBHUBAJICHTHBIE JO3bI IS HHTAIAIMOHHOIO
BOBJCHCTBHS. B cBeTe cOOOpaKeHHMil OXPaHbI KHBOTHBIX HE PEKOMEHIYETCS IPOBOIMTH HCIBITAHHS HA

1 . .
Hucmpykyusi no 3Hauenusm UHeATAYUOHHOU mokcuunocmu 0ns kiacca 5. Pabouas epynna OOCP  no

coenacosanuro knaccuguxayuu u mapkuposku (CKM) ne exmouuna ¢ mabnuyy 3.1.1 uuciennvie noxazamenu 0us
oCmpou  MOKCUYHOCIU NPU  UHSATAYUOHHOM go30eticmeuu oas  Knacca 5, oowako emecmo smoco  yxaszana
"axeusarenmuvle” 003vl Oast duanazona 2 0005 000 melke eeca mena npu nepopanrbHoM unu OepMAIbLHOM HymMu
nocmynienus (cm. npumeuanue §) mabauyel 3.1.1). B Hekomopwix cucmemax KOMNEMEHMHbLL OP2aH MOdCem
YCManagIueams cOOmeemcmeyoujue 3SHaueHus.
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JKUBOTHBIX B JMaNla30HAaX, YCTaHOBIEHHBIX Ui 5 Kitacca, M 9T KpUTepUH ClleyeT paccMaTpUBaTh JIUIIb B
TeX Ciy4dasx, KOrJa CYIIECTBYEeT CEePbe3Hasi BEPOSTHOCTh TOTO, YTO PE3YJIbTaThl TAKOI'O HCHBITAHUS OyIyT
HUMETH NMPSMOE OTHOIIEHUE K OXPaHE 370POBbA JIOIEH.

3.1.2.6 Ocobbie coobpasricenus OMHOCUMETbHO MOKCUUHOCIU RPU UHZATAUUOHHOM
6o030elicmeuu
3.1.26.1 3HAYCHUS I UHEAIAYUOHHOU MOKCUYHOCMU OCHOBAHBI Ha 4-4acOBBIX HCIBITAaHUAX Ha

TIO/IOTIBITHBIX JKUBOTHBIX. B TeX cirydasx, Koria 1JabopaTopHbIe MCIIBITAHUsI IPOBOAMINCH B TEUCHHE OJHOTO
Yaca, OHH MOTYT ObITh MPeoOpa3oBaHbl B 4-4acOBbIe MPHU IMOMOIIH JEJIEHHUS JaHHBIX, MTOJYyYEHHBIX B XOJ€
YJaCOBBIX MCIBITAHUN Ha KO3()(OHUIIMEHT, paBHbINA 2 [T Ta30B U APOB WM PaBHbIN 4 [T IBUTH M ad3pO30JIei
(tymana).

3126.2 EnuHunpl m3MepeHusi MHTaISIIMOHHON TOKCHMYHOCTH 3aBHCST OT COCTOSIHUSI BJBIXaeMOTO
BELIECTBA. 3HAYEHMS JUIS NBUIM M TyMaHa BBIPQXKAIOTCSl B MI/i. 3Ha4eHHs /I ra30B BHIPAXKAIOTCS B
miH V. YUuTBIBas TPYIHOCTH IIPH HCIIBITAHHH [APOB, HEKOTOPBIE M3 KOTOPBIX MPEJICTABIAIOT CO6O0 CMeCh
JKUIKOM ¥ mapoBoi (a3, 3HaueHWss B TaOnWIle MPUBOAATCA B eauHuIax mr/n. OHAKO A TeX MapoB,
KOTOPbIC HAXOAATCS B COCTOSIHHM, OJIM3KOM K Ta3000pa3HOMY, KIaCCH(HKAIUIO OIMACHOCTU CICAYeT
OCHOBBIBATh Ha emuHANAX MiH V. Ilo Mepe OGHOBIEHHS METOIOB HCIBITAHMI i GOIbIIEH SCHOCTH
noTpe0yeTcs AaTh ONpeIeSICHUE MapoB MO OTHOIICHHUIO K a3po30ito (TyMaHy) B noarotoBieHHbIXx OJCP u B
JPYrux MporpaMMax COCTaBJICHUS! PYKOBOJCTB I10 ITPOBEICHUIO UCIBITAHUMN.

3.1.2.6.3 BenuuuHbI MHTANSIMOHHON TOKCHYHOCTH JUIS MApOB MpeIHA3HAYCHBI JIIS KiaccHUKaum
1O OCTPOW TOKCHMYHOCTM Ha BCEX JTalax >KU3HCHHOTO LWKJIA NPOAYKIHH. Takke OTMEUeHO, 4YTO
KOHIIGHTpPAIMsl HACBIIICHHOTO Tapa KaKOro-NM0O XMMHYECKOrO BEIIECTBAa MM XUMUYECKOH MPOIYKIHU
UCIIONB3YETCs MIPU MEPEBO3KaX B KAYeCTBE JOMONHHUTEIBHOTO MOKA3aTelsl P KIaCCU(PUKAIMK IJIsl TPYIII
YIaKOBKH.

31264 Oco0y10 BaXKHOCTH TIPEJICTABISET COOON MCIIOIL30BAaHUE XOPOIIO 00OCHOBAHHBIX 3HAUCHHH
B KJIacCax BBICOKOW TOKCHYHOCTH JUIS TMBUTH W TyMaHa. BJbIXaeMble YacCTHIBI CO CPEIHEMACCOBBIM
aspoauHamuueckuM guametpoM (CMAJI) ot 1 10 4 MukpoH OYAyT OCeaaTh BO BCEX YACTSIX JIBIXATEIBHBIX
nyTel KpbIC. DTOT JMANa30H pa3Mepa YacTHI[ COOTBETCTBYET MAKCHMAILHON KOHIICHTPAIIUU OKOJIO 2 MI/JI.
s obecrieveHuss IPUMEHUMOCTH PE3yJIbTaTOB SKCIIEPUMEHTOB Ha )KUBOTHBIX K YCIIOBEKY, MbUTh M TYMaH
JOJDKHBI B HMICAIbHOM CIIydac HCIBITBIBATHCSA B OTOM JHANa30HE Ha KpbicaX. [loporoBbic 3HAUYCHHS B
TaOIUIE IS MBI U TyMaHa MO3BOJISIFOT MPOBOIUTH YETKHUE PA3rpaHHUYCHUS U MAaTEPHATIOB C HIMPOKHM
JIMATIa30HOM TOKCHYHOCTH, U3MEPEHHO# MPU Pa3iUyHbIX YCIOBUSAX TECTUPOBAHUS. 3HAYCHUS IS MbLUTH H
TyMaHa ClieJlyeT MepecMaTpruBaTh B OyIylIeM Ha MPEAMET aJanTalliH K JIFOOBIM BO3MOYKHBIM N3MEHCHHUSAM B
pykoBoasinux npuHimnax OOCP wiu B Apyrux pyKOBOASIIMX MPHHIMIAX MPOBEIACHUS WCIBITAHUNA B
OTHOIIIEHWH OTPAaHMYEHUN TEXHHYECKOTO XapaKTepa, Kacaloluxcs oOpa3oBaHUs, COXpPAHEHHS YPOBHA WU
HU3MEPEHUS KOHIICHTPAIUI BUTH U TyMaHa MPH BJIbIXaHHH.

3.1.2.6.5 B nmononHeHne K KIaCCUPUKAIMK 110 CTEIIEHN HHTAISIIMOHHON TOKCHYHOCTH, €CJIH UMEIOTCS
JlaHHbIC, YKa3bIBAIOLIME HA TO, YTO MEXAHU3MOM IMPOSIBICHUS TOKCUYHOCTH SIBJIIOTCS Pa3beIaroliue
CBOWCTBa BeIIECTBa MM CMECH, HEKOTOPhIE KOMIIETEHTHBIE OpPTaHbI MOTYT TaKXe MPUHATH pEIIeHHE O
MapKHUpPOBKE TaKOTO BEIECTBA HIIM TaKOWM CMeCH KaK OKa3bIBAIOIIeH pa3benmaroliee gosdelicmeue Ha
ovixamenvHvle Nymiu. Pasbenanue npIxaTeabHBIX IYyTEH ONpEACHAETCS KaK pa3pylIeHUE TKaHH
IBIXaTeNbHBIX IIyTed TIOCIEe OTPaHWYCHHOTO IepHofa OJHOKPATHOTO BO3JCHCTBHA MO aHAIOTUU C
pa3bemaHueM KOXH; CIoJla e BKII0YaeTCcs M pa3pylIeHHe CIM3UCTONH obOomouku. OleHKa MOTeHIHaIa
KOPPO3UHHOIO MOPaXKEHHsI MOTJIa ObI OCHOBBIBATHCS HAa DKCIIEPTHOM 3aKIHOYCHUHU C MCIOJb30BAHUEM TaKUX
JAHHBIX, KaK JaHHBIC MCCJICIOBAHMM BO3JCHCTBUS HA JIIOJCH M )KMBOTHBIX, CYIIECCTBYIONIUE J1AOOPATOPHBIC
NaHHBIE, 3HaueHus: PH, uHpOpManHs M0 aHaJOTHYHBIM BEIECTBAM HIIH JIFOOBIC APYTHUE COOTBETCTBYIOIINE
JIaHHEIE.
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313 Kputepun kiaccupukaniuy onacHOCTH JJIsl cMeceBOii XUMHUYeCKOH MPOAYKIUH

3131 Kpurepusimu 1st knaccuuKauy BEIIECTB M0 OCTPOM TOKCHYHOCTH SIBJIAIOTCS TaHHBIE 110
JeTanbHO# /03¢ (MOJTyueHbI O pe3ysibTaTaM HCIBITAHUIA Wi pacyeToB). [lpu kiaccuduKanuu OonacHOCTH
CMECEeBOI MPOAYKIHMM HEOOXOIMMO NONYYHTh WIIM PACCUMTATh 3HAYEHHS ITOKa3aTelel, MO3BOJIIONINX
NPUMEHSTh KPUTEPUH KIaccu(UKanmuy K cMeceBoil mpoaykiun. Iloaxoa K KiacCH(pUKAIMK OMaCHOCTH T10
OCTPOI TOKCHYHOCTH SIBJISIETCSI MHOTOJTAIIHBIM U 3aBUCHT OT KOJIMYECTBA MH(OPMALIMH, UMEIOIIEHCS KaK 110
caMOi CMecH, Tak W MO e¢ OTIeNbHbIM HHrpenueHtam. Ha cxeme (puc.3.1.1) mnpexacrasieHa
HOCJIEIOBATEIBHOCT MPUHATHS PelIeH s (IO3TAIHBIN MPOLIecC) KOTOPOH HEOOXOAMMO CIIeI0BaTh!

Pucynok 3.1.1: Cxema kjaccuukanuu cmeceii 1o 0CTPOil TOKCHYHOCTH

Haanuue IKCNICPUMECHTAJBHBIX JAHHBIX I10 CMECH B L1€JI0OM

Her Jla l

Hmerorcs naHHbIE
10 MOAOOHBIM CMECSIM, Jla > ITpUMEHSIOTCS IPUHIIUIIBI
JOCTaTOYHbIC IS akcTpanonuposanus . 3.1.3.5
KITacCU(UKALUU OTTaCHOCTEH

—» KIIACCUOPUKALIUA

Her
Ha
HNwmetorcst nanHbie _—> [pumensercs popmyna . 3.1.3.6.1 —— > KIACCUPUKALIUA
0 BCEM KOMITOHEHTaM

Her
Nmetorcs apyrue naHHbIE, Ha
HEO0OXO0IMBIE ——— »  IIpumensiercs popmynan. 3.1.3.6.1 — > KIIACCUOUKALIUA

JUTS TIpe0Opa3oBaHust
Hokxasareinei mpu
KJIaCCU(UKAIIUH OTIACHOCTH

Her
IMpumensiercs popmyna o. 3.1.3.6.1
Ucnons3yercs: mHpOpMALHS (ueusBecTHBIE KOMIOHEHTHI < 10%)
00 OMaCHOCTAX M3BECTHBIX — P WA — > KIIACCUDPUKALUS
HWHTPEINEHTOB HpI/IMeHﬂeTCH (bopMyJIa m. 3.1.3.6.2.3
(Hem3BecTHBIC KOMITOHEHTHI > 10%0)
3.1.3.2 Knaccudukanus cMeceit 1mo ocTpoil TOKCUYHOCTH MOXKET OCYIICCTBIATHCS IS KaXKJ0To

MTyTH BO3JEMCTBHS HA OPTaHU3M, OJHAKO HEOOXOMMa JTUIIb ISl OAHOTO MyTH BO3AEHCTBHUSA, €CIIA 3TOT MyTh
BO3JICHCTBHs (COrTIAaCHO OICHKAM W WCIBITAHHSM) XapaKTepeH Ui BCEX KOMIIOHCHTOB M OTCYTCTBYIOT
HaJIe)KHBIC CBUJICTEILCTBA TOTO, YTO OCTpas TOKCHUYHOCTh PACIPOCTPAHSCTCS MO MHOTMM HyTsM. B Tex
CIy4asiX, KOrJIa CYIIECTBYIOT HAJC)KHBIE CBHAETEIHCTBA TOTO, YTO TOKCHYHOCTH MOCTYMHAeT MO MHOTHUM
MyTSM BO3IEHCTBUS, KilaccH(DUKANWg [OJDKHA TIPOBOAMTHCA [UISI BCEX COOTBETCTBYIONIMX ITyTeH
MOCTYIUICHUS B opraHu3M. JlokHa OBITH paccMOTpeHa Bes uMeromiascs uHpopMaius. lcnoms3yemblie
MUKTOTPaMMa U CUTHAJIBLHOE CJIOBO JIOJDKHBI OTPaXXaTh HAM00JIEEe ONACHYIO KaTCTOPHIO, U IIPU 3TOM JIOJIKHBI
MCTIOJIB30BaThCS BCE COOTBETCTBYIOIINE XapaKTEPUCTHUKH OMTACHOCTH.

3.1.3.3 I[J'IH HCIIOJIb30BaHWA BCEX MMCIOIIUXCA JaHHBIX IPpH KJ'IaCCI/I(i)I/IKaIII/II/I OHaCHOCTCﬁ, CMeceBOi

XUMHUYECKON TIPOMYKITMEH CHENaHbl ONpEICIICHHBIE AOIYIICHHs, KOTOPhIe IPUMEHSIOTCS, KOTIOa 3TO
YMECTHO, TIPH peaTu3aliy JOTHISCKON CXEeMBI KITacCU(PUKAIINA OTTAaCHOCTH:
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Taoauna 3.1.2;

b)

d)

"yaUTHIBAEMBIE HHTPETUCHTHI CMECEBOM MPOAYKIMH — 3TO T€ MHTPEANEHTHI, KOTOpPHIC
NPUCYTCTBYIOT B KOHIEHTpauusx = 1% (o Becy, AJsl TBEPbIX BEIIECTB, KUIAKOCTEH,
MBUTH, a3p030Jisi (TyMaHa) W MapoB W MO0 00BEMY Ui Ta30B), €CIM HET OCHOBAHHUS
MPEAIoIaraTh, YT0 KOMIIOHEHT, NMPUCYTCTBYIOMNI NpH KOHIEHTparmu < 1%, mMoxer
MMETh 3HAYCHUE NPH KIACCHU(DUKAIMU OMACHOCTH CMECH O OCTPOW TOKCHYHOCTH.
OTOT MOMEHT SBJISETCSI OCOOECHHO 3HAYMMBIM IPH KiacCU(UKALUKM OIACHOCTU

HEHCITBITAHHBIX CMECeH, KOTOpPBIE COAepKaT KOMITOHEHTHI, OTHeceHHbIe kK Kimaccam 1
"2,

ecnu KiaccUUIIMPOBaHHAS CMECh HCIIONB3YETCS B KAa4eCTBE HWHTPEIMEHTa IPYToi
CMECH, TO MPH KJIacCU(UKAIUU OMTACHOCTH HOBOHM cMecH 1o (popmyIiaM, MPUBOAMMBIM
B nmyHkTax 3.1.3.6.1 n 3.1.3.6.2.3, MOKET NMPUMEHSITHCS OLICHKA OCTPOH TOKCHYHOCTH
(OTT) mis oToii cMecH, MOAydYeHHAs Kak B XOj€e JabopaTOpHBIX HCIBITAHWM, TaK W
pacYeTHBIM ITyTEM,

ecnu  TipeoOpa3oBaHHBIC TOYEYHBIE OIICHKH OCTPOM TOKCHYHOCTH IS BCEX
WHTPEIMEHTOB CMECH HaXOJSTCS B paMKaxX OJTHOM U TOM e KaTeropuu, B 3TOM CIy4yae
CMECH clieyeT KJIacCU(UIIMPOBATH IO STOW KaTeropHy,;

B TeX ClydyasX, KOTJa WMEETCs JIUINb Juamna3oH AaHHBIX (Tu00 wuHpOpMaims o
KAaTEerOpUH OMACHOCTH OCTPOW TOKCHYHOCTH) JJISI MHTPEIUCHTOB CMECH, OHH MOTYT
ObITh MPeoOpa3oBaHbl B TOYCYHBIC OLICHKM B COOTBETCTBHM ¢ TaOmwuien 3.1.2 mpu
pacdere kiaccuUKAamMA HOBOH CMECH C  HWCHOJb30BaHWeM (opMmyln B
mynkTax 3.1.3.6.1u 3.1.3.6.2.3.

IIpeoOpa3oBanue nmokasaresiel ANANA30HA OCTPOIl TOKCHYHOCTH, TOJYIEeHHBIX
IKCIEPUMEHTAJIBHBIM MyTeM (HJIH KJIACCOB OMACHOCTH 10 OCTPOi TOKCHYHOCTH)
B TOYeYHbIe OLIEHKHU 0CTPOIl TOKCHYHOCTH, HE0OX0AUMBbIe VI MCIO0JIb30BAHMS B
¢opmyaax pias kiaccupukanum cMecei

IyTs Bo3aeiicTBUS Kunacce onacnocru wiv nojaydennas | IlpeoOpa3oBaHHasi TouedHAast
HA OPraHu3M IKCIHEPHUMEHTAIBHBIM IIyTeM OLIEHKA | OI[EeHKA OCTPOi TOKCHYHOCTH
AMANAa30HA 0CTPOil TOKCHYHOCTH (em. npumeuanue 2)
(em. npumeuanue 1)
IepopaabHbLii 0 <Kimaccl<5 0,5
(mr/kr Beca Tena) 5 <Kiacc2<50 5
50 < Kiacc 3<300 100
300 < Knacc 4< 2000 500
2000 < Knace5 <5000 2500
JepMajibHblii 0 <Kmacc1<50 5
(Mr/kr Beca Tena) 5 < Knacc 2 <200 50
200 < Kiace 3< 1000 300
1000 < Kacc4 <2000 1100
2000 < Kiacc 5 <5000 2500
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IyTh Bo3ACiiCTBUS Kaacc omacHoctn wim nostyyennast | IlpeoOpasoBaHHas ToOUedHast
HA OPraHu3M IKCIEPHUMEHTAIBHBIM IyTeM OLIEHKA | OEHKA OCTPOil TOKCHYHOCTH
JAUANAa30HA OCTPO TOKCHYHOCTH (em. npumeuanue 2)
(em. npumeuanue 1)
I'a3nl 0 <Kimacc1<100 10
(. V) 100 < Knacc 2 <500 100
500 < Kiacc 3<2500 700
2500 < Knacc 4 < 20 000 4 500
Knacc 5—cm. cnocky k 3.1.2.5.
Iapoi 0 <Kmaccl<0,5 0,05
(mr/m) 05 <Knacc2<2,0 0,5
2,0 <Kiacc3<10,0 3
100  <Kmacc 4<20,0 11
Knacc 5—cm. cnocky k 3.1.2.5.
MbL1b/ TYMaH 0 <Kmacc1<0,5 0,005
(mr/m) 0,05 <Knacc2<2,0 0,05
05 <Kimacc3<10,0 0,5
1,0  <Kmacc4<20,0 15
Knace 5—cm. cnocky x 3.1.2.5.

. -1
Hpumelmnue. KOHueHmpauuu 2a3086 8blPpAadHCEHbL 8 YACMIAX HA MUIUOH NO 06'beMy (M]lH. \/)

IIPHMEYAHHE 1: Knacc 5 npednasnauen 05t cmece8oli npooyKyuu, Komopas ooiadaem omHoCUmenbHo
HU3KOU OCMPOU CMeneHbl0 MOKCUYHOCMU, HO 8 HeKOMOPbIX 0OCMOAMeNbCmaeax Modicem npeocmasiims
onacHocmu 0Jisi ONPeOeleHHblX SPYNN pucka cpeou nacenenus. IIpeononazaemcs, umo sma npooOyKyus
umeem Jl/so npu nepopanvrom unu depmanvhom eozoeticmeuu 6 ouanazone 2 0005 000 melke seca mena
UIU IKBUBANIEHMHYIO 003y 01 OpYy2Ux nymeil NOCMynieHus 6 opeanusm. B ceeme coobpasicenuii oxpanol
JHCUBOMHBIX HE PEKOMEHOYemcs NPOBOOUMb UCNLIMAHUSA HA JHCUBOMHBIX 8 OUANA3OHAX COOMBEMCMBYIOUUX
Knaccy 5, u eonpoc o nposedenuu maxkux ucnvimauuii ciedyem paccmampuéams monbkKo moz20a, Ko20a
cywecmeyrom geckue npeonosoHCeHUs 0 MOM, YUMo pe3yibmamsl MaKoeo UCNbIMAHU OYOYm umems npsamoe
OMHOWEeHUE K 0XPaHe 300P08bs T00el.

IIPUMEYAHHE 2. DOmu noxazamenu npeoHasnavenvl Oas ucnoivzosanus npu pacyeme QOOT,
HeobXo00UMOoU 01 Kiaccupukayuu, 0OCHOBAHHOU HA OAHHBIX NO UHESPeOUeHmMam NpPOOYKYUU, U He 3aMeHII0m
coO0U  pe3yibmamvl  UCNBIMAHUL.  3HAYEHUs MOYEeHHOU  OYEeHKU OCMpOU  MOKCUYHOCHU — OJis
npeodOCMOPOAICHOCU COOMBETNCMBYIOM HUJICHeMY Hpedeny Ouanas’onos, ycmanosiennvix 0as Kiaccos 1
u 2, a o Knaccos 3-5 onu ycmanasnueaiomes na yposne npubausumenvho coomeemcmeayiowemy 1/10 om
HUDICHe20 npedeia OUanda3ona.

3.1.34 Knaccugurkauyua onacnocmu cmecesoit npooyKuuu npu HAIUYUU OAGHHBIX UCHbIMAHUIL
HA ocCmpy0 MOKCUYHOCMb 0] CMeCU 8 Ue10M

B Tex cmydasx, xorma cMmeceBas XUMHUYECKas MPOAYKLHMS MOABEPrajach HCIBITAHUIO Ha
MpeMeT ONpeNeNieHUs] ee OCTPOW TOKCHYHOCTH, OHA KIacCU(UIMPYETCS B COOTBETCTBHH C TEMH JKE
KPUTEPUSMH, KOTOPHIE HCIIOJIB30BAIKCH JUIS BEIIECTB, MpelncTaBieHHbXx B Tabnume 3.1.1. Ecnu nanHbie
WCIBITAaHUI I COOTBETCTBYIOIIEH CMECH OTCYTCTBYIOT, TO CJIEAYyEeT HCIOIb30BaTh MPHUBOJIMMEIC HIKE
MIPOTIC Y PHI.
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3135 Knaccugpuxkayus onacnocmu cmeceoit. npooyKyuu npu  OMCYMCmeuu  OAHHBIX
UCHBIMAHUIL HA OCHPYIO MOKCUYHOCHLb 07151 CMECU 8 Ue10M. RPUHUUNDL UHMEPROAAWUN

3.1.35.1 Ecnu cmech B 11€710M HE HCTIBITHIBAIACH HA OCTPYIO TOKCHYHOCTH, HO UMEIOTCS JOCTaTOUYHBIE
JUTSL aJICKBATHOW XapaKTePHUCTUKU OMACHOCTEH NaHHbIE KaK 00 OTAEIbHBIX KOMIIOHEHTaX CMECH, TaK H I10
HCIIBITAHUAM IOTOOHBIX CMECEH, TO OTH JaHHBIE NOJDKHEI HCIOJIB30BaThCSI B COOTBETCTBUN C U3JI0KEHHBIMU
HUKE COTJIACOBAaHHBIMUA TPUHIUIIAMH  WHTEPIOJISIUY. Tako#i moaxon TapaHTHPYET, YTO TNpH
KIaccu(UKAIMKA OMAaCHOCTH OyJIyT MaKCHMAalbHO HCIIONB30BAHBI MMEIOIINECS JNAHHBIC JUISI ONpeaeIeHUs
XapaKTepUCTUK OMTACHOCTU CMECH 0e3 MPOBEICHUS JIOTTIOTHUTENBHBIX UCIIBITAHUN Ha )KHBOTHBIX.

3.1.35.2 Paszbasnenue

Ecnu ucnbiTanHas cMech pa30aBisieTcsl BEHIECTBOM-PACTBOPUTENEM, UMEIOLIMM TaKOH ke
nnn OoJjiee HU3KMH KJIacC TOKCUYHOCTH, YeM HAaUMEHee TOKCUYHBIM MHTPEIUEHT MCXOAHOW CMECH, M TpHU
3TOM HE OKHJIACTCS BO3JCHCTBHSA N00ABISIEMOr0o BEIIECTBA HAa TOKCHYHOCTh APYTUX HHIPEIHEHTOB, TO
HOBasi pa30aBJIeHHAs! CMECh MOXET OBITh KJIACCU(HIIMPOBAHA TaK K€ KAK W MCXOJIHAsl NCIBITAHHAS CMECh.
[Nogo6HBIM 00pa3oM MOXKET MPUMEHSATHCs popmyia, npuBoanmas B 3.1.3.6.1.

3.1.35.3 Paznuuus meowcoy napmusimu npooykyuu

JonyckaeTcss UCXOAUTh M3 TOTO, YTO TOKCHYHOCTH OAHOM MCIBITAHHOW MapTHH CMECH B
OCHOBHOM DPAaBHOIICHHa TOKCHYHOCTH JIPYroil HEHCHBITAHHOW MapTHH TOTO XK€ KOMMEPUYECKOro MPOAYKTa,
HPON3BEACHHOTO TEeM JK€ IPEANPHATHEM-U3TOTOBHTENIEM WM II0Jl €r0 KOHTPOJEM, 33 HCKIIOUCHHEM
ClIydaeB, KOIa HMEIOTCS OCHOBaHHMs IIojarath, 4YTO CYHIECTBYIOT OOCTOSATENBCTBA, W3MEHSIOIINE
TOKCHYHOCTh HEHCITBITAHHOW NMapTHH. B Takux cirydasx TpeOyercsi MPOBOIUTH KIacCU(UKAIIMIO 32HOBO.
3.1.354 Konyenmpayus blcOKOMOKCUUHOU CMeCe80l XUMUYECKOU NPOOYKYUU

Ecmu  wcnbiTanHas cMmech oTHeceHa K Kiaccy 1, ¥ KOHIGHTpanus WHIPEIUCHTOB
UCIIBITAHHON CMecH, OTHeceHHO k Kitacey 1, yBenmuuuBaeTcs, TO pe3yJIbTHPYIOLIYI0 CMECh CIIETyeT OTHECTH
k Kitaccy 1 6e3 npoBeeHHs TOTIOTHUTEIBHBIX UCTIBITAaHUH.
3.1.355 Humepnonuposanue guympu 00H020 K1Acca MOKCUYHOCTU

B cayuae Tpex cemeii (A, B u C) ¢ MACHTHYHBIMI HHTPEAMEHTAMH, eCIu cMecH A 1 B Obln
WCTIBITAHBI M OTHOCSITCSL K OJTHOMY M TOMY € KJIACCy TOKCHYHOCTU U €CJIM HeHCIbITaHHasi cMech C cOCTOUT
U3 TaKuX K€ TOKCHKOJIOTMYECKH AaKTHBHBIX MHIPEIMECHTOB, KaK W cMec A M B, HO B KOHIEHTpaluy,
HPOMEKYTOYHOW MEXIy KOHIEHTpAalUeH TOKCHKOJIOIMYECKH aKTUBHBIX WHIPEANEHTOB cMeceid A u B, To
cMech C crieiyeT OTHECTH K TOMY K€ KJIAcCy TOKCHYHOCTH, 4TO U cMecH A u B.
3.1.35.6 Cxooicue 8 3HauUmMenbHOU Mepe cmecu

Nwmeercs:

a) mBecmecwm. i) A+B;
i) C+B;

b) KOHIIEHTpAIU HHTPeNeHTa B SBIIsieTcss 0MMHAKOBOM B 00EUX CMeECsX;

c) KOHIICHTpAIMs WHIPEJNEHTa A B CMECH i) paBHa KOHIEHTpaluu uHrpeaumenrta C
B cMecH ii);
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d) JAaHHBIC O TOKCUYHOCTHU UWHIPECAUCHTOB A uC wuMmewTcs B HAIMYUU H 3TH
HUHI'PEAUCHTHI CXOHBI, T.€. OHU OTHECCHBI K OJHOMY U TOMY K€ KJIaCCy OIIaCHOCTU H,
KakK OXKHAac€TCs, HC BJIMAIOT HA TOKCHUYHOCTD B.

Ecnu cmecu 1) win ii) yxe kiaccuUIMPOBaHbI HA OCHOBE TAHHBIX UCIIBITAHUH, TO JApyras
CMeCh MOXKET ObITh OTHECEHA K TOMY K€ KJIacCy OTMacHOCTH.

3.1.35.7 Aspozonu

A3pO3OJ'H>Ha$l q)opMa CMECH MOKET OBITH OTHECEHA K TOMY K€ KJIACCY OMAaCHOCTH, KaK U
HCIIbITAHHAA Ha NCPOPAIbHYIO M KOKHYIK TOKCHUYHOCTHL XMMHUYCCKAsSA IMPOAYKIHA B APYT! o YIIaKOBKE IIpH
YCJIOBUH YTO IIO6aBJICHHBIﬁ MPOINCIUICHT HE OKa3bIBaACT BO3JICICTBUS Ha TOKCHYHOCTH CMECH Ipu
pacCiblUICHUU. KIIaCCI/I(l)I/IKaLII/IIO OIIACHOCTU CMece B aSpO3OJ’ILHOfI YIAaKOBKE I10 HWHTISIMOHHOMN
TOKCHYHOCTHU CJICAYCT MPOBOAUTH OTACIIBHO.

3136 Knaccugpuxayus onacnocmu cmeceii Ha 0choge ux unzpeouenmos (popmyna
adoumueHocmu)
3.1.36.1 Januvie umeiomes no ecem unepeoueHmam

Hns obecnieyeHHs TOYHOCTH KiacCH(UKAMM OMACHOCTH M OJHOKPATHOTO IPOBEACHUS
pacdera sl BCeX CUCTEM, CeKTOPOB M KaTeropuii, orieHka octpoit Tokcuuroctd (OOT) mosmkHa:

a) BKJIFOYATh MHTPEIUEHTHI C U3BECTHOM OCTPOI TOKCUYHOCTHIO, OTHOCSIIUECS K OTHOMY
U3 KJIACCOB OCTPOX TOKCHMYHOCTH B cooTBeTcTBUH ¢ CI'C,;

D) He yuuTBIBATP MHTPEAMCHTBI, KOTOPBIC CYUTAIOTCS HE HMCIOIIHUMH OCTPYIO
TOKCHYHOCTb (Hammpumep, Boja, caxap);

C) HC YUYUTBIBATHb MHIPECAUCHTLI B TOM CJIydac, €CJIM UMCIONIUCCA JaHHBIC MOJYUYCHLI B
pe3ysibTaTe UCIBITAHWI OrpaHWYeHHON 103bl (Ha BepxHeMm mpexene Kmacca 4 s
COOTBETCTBYIOIIETO ITyTH TIIOCTYIUICHHS B OPraHM3M, Kak 3TO IPEIyCMOTPEHO B
tabmuiie 3.1.1), 1 He yKa3bIBaTh OCTPYIO TOKCHYHOCTb.

WHrpeanenTs!, KOTOpbIE BXOAAT B cdepy IEHCTBHS 3TOrO IyHKTA, PAacCMAaTpPUBAIOTCS B
Ka4yeCTBE HMHIPEIUEHTOB C HM3BECTHOW OIeHKOW ocTtpoit TokcuuHoctu (OOT). Cm. mpumeuanue b)
tabmuue 3.1.1 u myskrt 3.1.3.3 111 COOTBETCTBYIOIIETO MPUMEHEHUS] UMEIOIUXCS JAaHHBIX K YKa3aHHOMY
HWKE ypaBHeHHIO U MyHKT 3.1.3.6.2.3.

OOT cmecu ompenensercs pacueTHbIM IyTeM, ucxods u3 3HaueHuit OOT 1 Bcex
YUUTHIBAEMBIX HHTPEIWEHTOB MO TNPUBOAMMOM HIbKe QopMyie s MepopanbHON, KOXKHOW WK
MHTIALHUOHHON TOKCUYHOCTH!

100 G
ATEmx T/ATE
re:
C = KOHIIEHTPAIHMSI i-0T0 WHTPEIUCHTA,
n = YHCII0 MHTPEIUEHTOB; | u3MeHsercs ot 1 1o N,
ATE; = OIICHKA OCTPOI TOKCHYHOCTH i-Or0 HHTPEIUEHTA.
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3.1.36.2 Omcymcmeyrom Oauuvie 0Nk 00HO20 UIU OONLUIC2O YUCAA UHESPEOUECHMO8 CMeCesoll
nPOOYKYUU
3136.21 B Tex cmyuasx, xorga orcyrctByer OOT 1y OTAenpHOro MHTpelueHTa CMECH, OJHAKO

uMeronasics nHdopManus, Kak, HalpuMep, Ta, KOTopast epeYrclieHa HIKE, MOXKET 00ECIICUHTh BBIBEACHHE
KO3 UIMEHTA TIepecyeTa, MOKET MPUMEHSIThCs: popMyna, npuBeaeHHas B 3.1.3.6.1.

OreHKa MOXKET BBEIUUCISITHCA CIEIYIOINM 00pa3oM:

a) MyTeM OKCTPAllOJIMPOBAaHUS  MEXJy OLEHKAaMH IepopanbHOM, KOXHOH U
MHTAAIHOHHOM OCTPOi TokcHuHocTH . Takas OLEHKA MOTPeGyeT COOTBETCTBYIOMUX
(apMakoIMHaAMUYECKUX U (PapMaKOKMHETHUECKUX AAHHBIX;

b) Ha OCHOBE JaHHBIX O BO3JCHCTBMU Ha YEJIOBEKa, YKA3bIBAIONIUX Ha HAJIAYUE
TOKCHYECKOTO 3 eKTa, HO HE TOATBEPKACHHBIX JaHHBIMUA O CMEPTEIHHOH J103€;

C) HAa OCHOBE pE3yJbTaTOB JIIOOBIX JPYrHX HCHIBITAHUA/MPOO HA TOKCHYHOCTE,
WMEIoNIecs 10 JaHHOMY BEIIECTBY, VYKAa3bIBAIOIIMX HA HAJIWYHE OCTPOTO
TOKcHUeckoro 3ddekra, HO HeoOsA3aTEIBHO MOATBEPKACHHBIX JaHHBIMA O
CMEPTENIBHOW J103€; WIIH

d) Ha OCHOBe MaHHBIX /IS AHAJIOTHYHBIX BEIIECTB C HCIIOJIb30BAHHEM 3aBHCHMOCTEH
" CTpYyKTypa—aKTHUBHOCTE" .

[Ipu TakoM mojxoie IS HAIECKHON OIEHKH OCTPOH TOKCHYHOCTH OOBIYHO TPEOYIOTCS
Cepbe3Has JIOTOJHHUTENbHAS TEXHWYeCKas HH(GOPMAIMsi M BHICOKONPO(ECCHOHATIBHBIE W  OIBITHBIC
skcnepTsl. [lpu oTcyTcTBMH Takoi MHPOPMALMH CIIeAyeT NepexoIuTh K nojaokenusm 3.1.3.6.2.3.

3.1.3.6.2.2 B ciyuae, korma B cMECEBOM HMPOAYKIIMU MPUCYTCTBYET B KOHIICHTpanuu >1% kakoi-nmubo
HHTPETUCHT, [0 KOTOPOMY TMOJHOCTBIO OTCYTCTBYET Kakas-muOo Tmoje3Has HHpopMarms s
KJaccu(UKaIMY, JENAaeTCs BBIBOJ, YTO 3TAa CMECh HE MOXKET OBITh OMpPECICHHO KIAacCH(HUIMPOBaHA IO
OCTPOH TOKCHYHOCTH. B 3TO#l CHTyallMu CMECEBYIO MPOAYKIIMIO CICAYyeT KiIacCH(HUIMPOBATH HA OCHOBE
JIMIOb MU3BCCTHBIX HWHIPEAWCHTOB IIPU JOIOJHUTCIIBHOM YKa3aHWU, 4YTO X IIPOUOCHTOB CMECU COCTOUT U3
UHTpeueHTa(0B) HEM3BECTHON TOKCHUHOCTH.

3.1.3.6.2.3 Ecnu o61ast KOHIEHTpaIys HHrpeIneHTa(0B) ¢ HEM3BECTHOU OCTPOi TOKCHIHOCTRIO < 10%,
TO CIEIyeT HCIOoNb30BaTh (opmyny, npenacraBieHHyro B 3.1.3.6.1. Ecau oOmas KoHICHTpaIys
UHrpearenTa(oB) ¢ HEM3BECTHOH TOKCHYHOCTHIO > 10%, TO cileayeT CKOPPEKTHPOBATh (HOPMYIY,
npencrasieHHyto B 3.1.3.6.1, ani1 KOPpEeKTHUPOBKM  oOmIeld TNPOLEHTHOW JONM  HEU3BECTHOTO
UHrpenneHTa(oB):

100~ (ZCHeI/IBBeCTHa » €CIH > 10%) _ Z Ci
n

ATE iy ATE;

2 .
B mex cnyuasx, xoz0a cmecu codepoicam uncpeouenmovi, N0 KOMOPbLIM OMCYMCMEYIOM OAHHble NO OCMPOl

MOKCUYHOCIYU Ol KAXCO020 NYMuU HOCMYNAEHUsL 6 OpP2aAHU3M, OYEHKU OCMPOl MOKCUYHOCMU Mo2ym Obimb
IKCMPANOAUPOBAHLI N0  UMEIOWUMCA  OQHHBIM U  NPUMEHAMbCA K COOMEEMCMSEYIOWUM NYMAM NOCHYRIeHU
(em. 3.1.3.2). Bmecme ¢ mem KoMRnemenmHvle OP2AHU3AUUU MO2YN ROMPeb06amb NPOGEOCHUs. UCTIbIMAHULL OJlsl
OMOENbHO2O NYMU NOCMYNIEHUA 68 OpeaHusm. B maxux ciyuasx xnaccuguxayuro ciedyem npou3eooums Oasi 3Mo20
RYymu NOCmynjieHus Ha OCHo8e Mpebo8aHUsL KOMNEMEHMHOU OPeAHUIAYUU.
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314 HNudopmupoBanue 06 onacHocTH

OO0mue W KOHKpPETHBIE CBEJEHHs, Kacarommuecs TpeOOBaHWM, TNPEABIBISEMBIX K
MapKUpOBKe, mpuBomATCcs B [naBe Hugopmuposanue 06 onacnocmu. — mapkuposxka (I'masa 1.4).
B [punoxxenuu 2 cojepKaTcsi WUTOTOBbIE TaOMMIBI MO KIacCU(UKAIMM OMACHOCTH U MapKUPOBKE.
[Mpunoxxenue 3 COOCPKUT MPHUMEPHI Mep MPEJOCTOPOKHOCTH W TMUKTOTPaMM, KOTOpPBIE MOTYT OBITh
UCTIONIH30BaHbl B TEX CIIydYasx KOTAA STO pa3pelieH0 KOMIETEHTHBIM OpPraHoM. B mpuBoanmoi Hioke
TaONMIEe TPEICTABICHbl KOHKPETHBIE 53JEMEHTHl MAapKHPOBKH BEIIECTBA WM CMECH, KOTOpBIE
KJaccu(UIMpOBaHbl Kak mpuHamiexamue k Kmaccam 1-5 mo ocTpoii TOKCHYHOCTH Ha OCHOBE KPHUTEPHEB,
M3JI0’KCHHBIX B HACTOSIIICH TJIaBe.

Ta6umua 3.1.3; DjieMeHTbl MAPKHPOBKH OCTPOii TOKCHYHOCTH

Kanace 1 Kunace 2 Kaace 3 Kanacc 4 Kaace 5
Bocximnarens-
CumBoJ Yepen u koctn | Yepen u koctu | Yepen u kocTu . be3 cumeona
HBIN 3HAK
CurnajbHoe
OnacHo OnacHo OnacHo OcTopoXxHO OcTOpOoXx’HO
CJI0BO
Kpartkas M 5
O’KET OBITH
XapaKkTepuCcTUKa |CmeprenbHo npu|CmeprenbHo npu| Tokcuuno npu | Bpeano npu
. BPEITHBIM MPH
OIIaCHOCTH. IPOTJIaTEIBAHUH | [IPOTJIATBIBAHWM | IIPOTJIATBIBAHUY | [IPOTIIATBIBAHUU
MPOTJIaThIBAHUU
— nepopajibHas
MoxeT OBITh
CwumeptensHo nipu|CMepTenbHO pu|  TokcraHO Bpenno npu BDETHBIM
— JepMaJIbHasi KOHTaKTe KOHTaKTe IIpH KOHTaKTe KOHTaKTe p
. N . o MIpU KOHTAaKTe
¢ KoXeln ¢ KoXeln C KOXKel ¢ KOoKeln .
C KOXen
— mpu M 6
OKET OBITH
HHTAJISIIMOHHOM| CmepTenbHO Mpu|CMepTenbHo pu|  TokcuyHO Bpenuo
. BPEIHBIM
BO31€HCTBHHU BIbIXaHUH BIbIXaHUH IIpU BALIXaHWM | IIPU BIABIXaHUU
IIpY BABIXaHUH
CcM. npumedanue

IIPUMEYAHHUE: Ecnu sewyecmeolcmecs onpedensiemcs max sice kax kopposusroelas (na ocnose maxux
OQHHBIX, KAK OAHHbLE O 8030CUCMEUU HA KOXCY WU 21IA3A), ONACHOCHb KOPPO3UBHO20 NOBPENCOCHUS. MOJNCEM
makdce  0603HAUAMbC  HEKOMOPLIMU — KOMNEMEHMHbIMU — OP2AHAMU  nocpedcmeom  cumeona  ulunu
obo3nauenus onachocmu. Huvimu croeamu, 8 OONOJHEHUe K COOMBEMCMEYIOWEMy CUMBOLY OCHPOU
MOKCUUHOCIU, MOdCem 000A8NIAMbC CUMBOL KOPPO3UBH020 nopadicenusi (UCnoab3yemvlll 6 OMHOWeHUU
KOJICU U 271a3) HAps0y C MAKUMU KpAMKUMU XAPAKMEPUCMUKAMU ONACHOCMU, Kak “Kopposushvle” uiu
" okazviearowue pazvedarouee 8o30elicmaue Ha Oblxamebhbie nymu'" .
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315 CxeMa NpUHATHS pellleHHus

[IpuBoguMmas HIKE CXeMa MPHUHATHS pEIIeHUS He SBISIETCS YacTbl0 COIJIaCOBAHHOM
CUCTEMBI KlacCU(MKAIMKA OMACHOCTH, a MPHUBOAUTCS 3/1€Ch B KayecTBE JOMOJIHUTENHFHOTO PYKOBOACTBA.
Jluity, OTBETCTBEHHOMY 3a IIPOBEACHHUE KJIACCU()HUKAILIMH OMACHOCTH, HACTOSITEIbHO PEKOMEHIyETCsl H3Y4UTh
IIPUBEACHHBIE paHEee KPUTEPUH U MCIIOJIb30BATh UX B XOJ€ IPUHATHS PELICHUS.

3151

BemtectBo: VMerorcst i anHbIe 1/ win WH) OPMAILHS TS OLICHKH

OCTPOi TOKCHYHOCTH?

Cwmeck: Nmetorcs 11 gaHHbIe/ MH(GOPMAITHST O CMECH
B LIEJIOM HJIM O €€ KOMIIOHEHTaX JIJIsI OTICHKH OCTPOH
TOKCUYHOCTHU?

CwMmecn: Mmerorcst i qaHHbIe/MH(OpMAIIHS O CMECH B
TIeJIOM JUTSI OLIEHKH OCTPOH TOK CHIHOCTH?

Ha

Cxema npunamusn pewenus 3.1.1 onn ocmpoit moxcuunocmu

KnaccuguimpoBath
HEBO3MOIKHO

Knaccudummposats
HEBO3MOKHO

CM. cxeMy NpUHATHIL
pewenust 3.1.2 mis
pacueta OOT Ha
OCHOBE KOMITOHEHTOB

peuenus 3.1.2

Nmeer nu, cornacHo kputepusiM, ykazaHHsM B 3.1.2-3.1.3.4:
a mepopamsHo JI/Is < 5 MI/kr Beca Tena; mim
b) nepmanbro JI)50 < 50 Mr/kr Beca Tesa; MM
C) unransiponHo (ras) JIKsy < 100 4. Ha MITH. ; HJIH
d) urransipionto (map) JIKs < 0,5 mr/om; uom
€) unransaiponHo (mbuth/TyMan) JIKso < 0,05 mr/n?

il

CocrapnseT /M, COrIacHO KpUTepusM, ykasanueM B 3.1.2-3.1.3.4:
a) mepopaibHo JI]I5o > 5, Ho < 50 Mr/kT Beca Tena; MM
b) nepmamsro J1)15 > 50, Ho < 200 Mr/kT Beca Tena, Win
¢) wHramiuonHo (ras) JIKsy > 100, o < 500 4. Ha MITH.; WK
d) wrramsmonno (map) JIKs, > 0,5, Ho < 2 mr/im; win
€) mHramonHo (mbutb/Tyman) JIKsg > 0,05, vo < 0,5 mr/n?

OOT wucxond U3 CxeMbl IPUHSITUS

gt u

(IIpooonxcenue na cnedyroweti cmpanuye)
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Her !

Hmeer 11, cornacHo KpUTEpHsM, yKa3aHHBIM B 3.1.2-3.1.3.4:
a) nepopanbho JI /I > 50, Ho <300 Mr/kr Beca Tena; win
b) nepmansro JI/Is0 > 200, o < 1000 mr/kr Beca Teja; MU
) nuramiauonto (ra3) JIKsy > 500, vo < 2500 4. Ha MIH.; WU
d) nrramiauonso (nap) JIKsy > 2, Ho < 10,0 mr/n; nim
€) unaramsinuonHo (meuis/Tyman) JIKg > 05, o < 1,0 mr/n?

e 3

Hmeer 11, cornacHo KpUTEpHsIM, yKa3aHHBIM B 3.1.2-3.1.3.4:
a) mepopansHo JI/1g > 300, o < 2000 mr/kr Beca Tena; Win
b) nepmansro JI/Is0 > 1000, Ho < 2000 Mr/kr Beca Tena; WiH
¢) unramstauonno (raz) JIKsy > 2500, Ho < 20000 u. HA MIIH.; HJIH
d) nrramsiuuonso (nap) JIKsy > 10, Ho < 20 mr/i; nam
€) nuramiuuonHo (neuib/Tyman) JIKsy > 1,0 Ho < 5 mr/n?

e 3

Hmeer 11, cOrnacHo KpUTEpHsIM, yKa3aHHbIM B 3.1.2-3.1.3.4:
a) mepopansHo JI/1g > 2000, o < 5000 Mr/kr Beca Tena; WM
b) nepmamsro JIMI5, > 2000, Ho < 5000 Mmr/kr Beca Tena; HJaH
C) unramsinuonHo (ra3, nap u/wnu nsLib/Tyman) JIKsg B 9KBUBAICH THOM

JUana3oHe Mpy IepopaIbHOM UM JIepMalib HoM Bo3aercTBun JI/ g
(tr.e 2000-5000 mr/kr Beca Tena)?

a) Wmeercs nu Haze xHas HHGOpMANKs, yKa3biBa IOLIas Ha
3HAYUTEIbHOE TOKCHIECKOE BO3ICHCTBHUE HA JIOLEH?, HJIH

b) wHabGiromanace M CMEPTHOCTD HPHU MCHBITAHUH J10 TIOKa3aTesei
Kkyacca 4 nepopaibHO, IEPMalbHO WK HHTATIIIHOHHOM
BO3JCHCTBUN?, WU

C) CyIIECTBYET JU MHEHHE SKCIIEPTOB, ITOATBEPK IAOIICE
3HAYUTCIIBHBIC KINHUYECKUC HpI/ISHaKI/I TOKCUYHOCTH HpI/I
HCTBITAHWHM JI0 TTOKa3aTellel kiacca 4, 3a NCKII0 YeHHEM
JHape v, MIT03PEKIM U WIX HE3J0POBOro BUIA?, HJIH

d) cymecTByeT JIM 3aKJIOYEHHE IKCICPTOB, MOATBEP XK AAIOIIICE
HaJCKHOCTh MH( OpMaIlvH, YKa3bIBAIOIICH Ha MOTCHIIHAIb HYIO
BO3MOXHOCTh 3HAYUTEIIH HOTO OCTPOro BO3ICHCTBUS B
OTHOIICHHUH JIPYrUX )KMBOTHBIX ?

OcTopoKHO

Kiacc 5

Fes3 cumsonos

OcCTOpOXKHO

Kiaccugumnuponathb
Kak kjiacc 5

bes3 cumsonos
(OctopoxHO)

B ClIydae, eciiu
OTHECEHHE K 0oee
BBICOKOMY KJaccy
OIIaCHOCTH HE
SIBIISICTCSA
HOHTBep)KHeHHLIM
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3.15.2 Cxema npunamus pewenusn 3.1.2 ons ocmpou moxcuunocmu (Cm. kpumepuu
6 nynkmax 3.1.3.5u 3.1.3.6)
OTtHecTH K
Moryt 11 puM eHATbCA COOTBETCTBYIO-
MPUHIUITE HHTEPIOJIUPOBAHU S ? Ma memMy Kiaccy

L]

HNmMetoTcs i aHHbIE 00
OCTPOM TOKCHYHOCTH JJISl BCEX

KOMIIOHEHTOB CMECH?

IIpuMeHUTH pacuer OLEHKH OCTPOM

TOKCHYHOCTH [T OTIPEeIICHHS
ﬁ 00T cvecn

100 C,

CyIecTByeT M BO3M OXKHOCTb = )
oneHku orcyrcrByromeit OOT ATE . nATE,
(orcyrerBytonux OOT)
KOMIOHEHTa(0B), TO €CTh MOTYT re:

) OOT cmecu B
J¥ OBITh MOJTYYCHBI B KAUECTBE CxeMe mpHHATIS
IIPOM3BOAHBIX KO:')(I)(I)I/ILU/ICHTBI ° Ci = KOHIEHTpanus i-ro peleHus 3.11
npeoOpa3oBaHus? KOMITOHEHTA

L N = 4YuCJI0 KOMIIOHEHTOB

u i coctaBuser oT 110 N
e ATE = ouenka octpoit

TOKCHYHOCTH

i-TO KOMIIOHEHTA

CocraBisiet 11 o0mIas
KOHIICHTPAI[UsI KOMIOHEHTa(0B)

C HEU3BECTHOU OCTPOiL
TOKCHYHOCTBI0 > 10%7?

IIpumeHATH pacyeT OLEHKH OC TpOi
TOKCHYHOCTH (TO ecTh KOT/1a 001mas

I[a KOHICHTpau I KOMIIOHCHTOB C HEU3BECTHON
OCTPO# TOKCHYHOCTBIO cocTanisiet >10%) OOT cmecu st
CXeM bl IPUHSTUS
100— (2 CueusBecrHa, ecii >10%) 5 Ci peuwenns 3.1.1
ATE n ATE,

3 .
B cnyuae, xoeda kaxoii-nubo komMnonenm, no KOMopoMy Omcymcmeyem KaKas-imbo HeoOxo0umas uHpopmayus,

ucnoivzyemcs 6 cmecu npu KOHyenmpayuu 21%, maccu(j)ukaumo onacHocmu Cﬂe()yem OCHO6bl8ANMb MOJTbKO HA
KOMNOHEHMAxX ¢ U36eCMHOU ocmpozl MOKCcU4YHocmoio, a dononHumensHoe yKasanue Ha mapKupoeke 00JI2ICHO
ompastcams mom qbakm, umo ocmpas moKCU4HoCnov x% cmecu sensiemcs Heuz8eCcmHol.
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I'JIABA 3.2
PASBEJAHUE/PA3JIPA’KEHUE KOXHU

321 Onpenenenus

Pazvedanue kooicu — HaAHECEHHE HEOOPATHMOTO IMOBPEXKICHHUS KOXKE; a UMCHHO BHJIUMBIN
HEKpO3 OT SMHIEPMHCA JI0 COOCTBEHHO KOXKH B Pe3ybTaTe BO3/ICHCTBHUS HCTBITYEMOTO BENIECTBA B TCUCHUE HE
Gomee 4uacos’. Peaxius pasbelaHus MPOSBISIETCS. B BUAE 3B, KPOBOTECUYEHUs!, KPOBABLIX CTPYIBLEB H, K
KOHITy Tieproja HaOmoneHus B 14 mHeid, oOecrBeUMBaHHSA, BBHI3BAHHOTO IOOJIETHEHUEM KOXKH, IIEITBIMH
y4acTKaMu ajoNeluy U lpaMaMu. [l OLEHKH MOBPEXKACHUM, BBI3BIBAIOLIUX COMHEHHS, CIEAYET MPOBOIAUTH
HCCIIEIOBAHNS Ha THCTOIIATOIOTHIO.

Pasopasxcenue xooicu — TnpudMHEHHE OOPAaTUMOIO IOBPEXKICHHS KOXE B Ppe3ybTare
TPUMEHEHHS HCIIBITYEMOTO BEIECTBA B TeUCHHE He Gojee YeThIpeX Jacos’.

322 Kputepun kiaccupukaniuy onacHOCTH BellecTB

3221 CornacoBaHHass CHCTeMa BKJIOYaeT PYKOBOJICTBO IO HCIIOJB30BAaHUIO [AHHBIX, KOTOpBIE
OLICHUBAIOTCS TIepe/] POBE/ICHUEM HCIIBITAHUI Ha )KUBOTHBIX Ha Pa3beIalolee v pa3apaxaroliee JeHCTBIE Ha
koKy. OHa TaKKe BKJIIOYACT KIJIACChl OMACHOCTH YCTAHOBJICHHBIC [UISl €IKUX U Pa3IpaKatolInX XUMHUYCCKUX
BEIICCTB/XUMHUYECKOM TPOTYKIIHH.

3222 Ilpu ompeneneHUN CTENCHW Pa3belaloIero W pa3lpakarolero JCHCTBUs BEINECTB IMepes
NPOBE/ICHUEM HCIIBITAHUN CIIeyeT TPHHATh BO BHUMaHHE psia (aktopoB. TBepipie BemiecTBa (MOPOIIKH)
MOTYT CTaHOBHUTBECS Pa3beAAONMHA WIH pasfpaKalollIMU B CIIydac YBIAXKHEHHS WIM KOHTAKTa C
YBIQKHEHHOH KOXKEeH WM Cchou3ucToll o0onoukoil. B mepByro ouepens cieayer NpoaHAIM3UPOBATH
HMEIOLTYIOCS HH(OPMALIHIO 110 JEHCTBUIO Ha YEIOBEKa, IPH OJHOKPATHOM MJIM MHOTOKPATHBIX BO3ACHCTBUSIX,
a TaKKe JaHHbIC HAOIONCHUS HAJ >KUBOTHBIMH, IOCKOJBKY OHM HPEICTABISIOT cO00H HH(pOpMauuio,
HEIIOCPEICTBEHHO CBSI3aHHYIO C BO3JICHCTBUEM HAa KOXKY. B HEKOTOPBIX Cilydasix JUIsl IIPUHATUS PELLIEHUN B
OTHOILIEHUU KJIacCHU(UKAMU OIMACHOCTH AOCTAaTOYHAass MH(OPMALM MOXKET OBbITh MOJy4eHa OT CTPYKTYPHO
omm3kux coequnenuii. Kpome toro, npenenshslie 3HaueHust pH kak, Hanpumep, < 2 u = 11,5 moryT ykasbIBaTh
Ha BO3/ICIICTBHE Ha KOXY, OCOOEHHO KOrja M3BecTeH Oy(epHbII MOTEHLHA, XOTsI KOPPEIALUs He SBISETCS
JIOCTaTOYHO COBEpUIEHHOW. B 11e10M oxugaeTcs, 4To TakKue areHThI 6y}1yT OKa3bIBaTh HA KOXXY 3HAYUTEIBLHOE
BO3EHCTBHE. TakKe COBEPIIEHHO OYEBHAHO, YTO €CJIM BEIIECTBO SBIAETCA BBICOKOTOKCHYHBIM IPU
HOCTYIUICHUH B OPTaHH3M 4epe3 KOXY, TO H3y4EeHHE €ro pa3/Ipakaromiero/pa3bealomero ASHCTBHS Ha KOXY
MOXET He OBITh MPAKTUYECKH OCYILECTBUMBIM, MOCKOJIBKY KOJIMYECTBO HCIBITYEMOIO BELIECTBA, KOTOPOE
HGO6XOZII/IMO IIPUMEHUTD, 6y;1eT 3HAYUTCIIbHO NPEBLIMIATE TOKCUYECKYIO JO3Y U COOTBETCTBEHHO IMPUBEACT K
CMepTH KHUBOTHOTO. Koraa B pamMKkax MCCIEIOBaHWH OCTPOW TOKCHYHOCTH OCYIIECTBIISIETCS HAOIIOIEHUE 3a
pazapaxeHneM/pazbeaHeM KOXKH, KOTOPOE BEIETCS 0 MPEIeTIbHOM J103bl, JOIOJHUTEIBHbBIC UCTIBITAHHS HE
NOTpeOyIOTCSl IPU  YCJIOBUHM, YTO MCIOJIb30BaHHBIE PACTBOPbI U 3aJCHCTBOBAHHBIE BHIbl SIBIISIFOTCS
OKBHBAJICHTHBIMH.  Takke B IOMOLIb MNPHUHATHIO pPEUIEHHWH O KiIacCu()UKAIUN ONACHOCTH MOTYT
HCIIOJIb30BAThCs IPOBEPEHHBIC U IIPUEMIIEMbIC aIbTEPHATUBEI iN VItro.

Bcro  BhplmieykazaHHyl0 HMHQPOpPMAIMIO, HWMEIOUIYIOCS M0 KaKOMY-THOO XUMHYECKOMY
BEIIIECTBY, CJICIYeT HCIIOJIb30BaTh MPU ONPEICICHHH HEOOXOAMMOCTH B HCIBITAaHUH INVIVO pa3apaskeHus
KOXXKH. XOTS MHPOpManusi MOXET OBITh MONy4YeHA M3 OLIGHKH OJHOTO Mapamerpa B paMKax OJHOTO dTama
(cm. 3.2.2.3), HanpuMep, eAKue LIETIOYM C KpallHUM MokasateneM pH ciemyeT paccMaTpuBaTh B KauecTBE
pazbenaloIuX KOXY, CYyHIECTBYET MPEUMYIIECTBO B PACCMOTPEHHUHN BCel MMeroIeiicss MHPOPMAaUy B LIEIOM U
NPUHATHA BO BHUMaHUE NPU PELICHUH BOMPOCA BCEX MMEIOIIUXCS B PacOpsHKeHUH (akToB. ITO OCOOCHHO
BEPHO B TeX CIy4YasiX, KOrjaa umeercs HHPOpPMAIHs 0 HEKOTOPBIX, HO HEe BceX mapamerpax. B 1enom riaBHoe
BHUMAaHHUE CJEIyeT YACHITh HMEIOLIEMYCsl OMBITY BO3ICWCTBHUS Ha JIOAEH M JAHHBIM, IOJYyYEHHBIM B
pe3yJIbTaTe OMBITOB HA KUBOTHBIX, U JAHHBIM HCIBITAHUH, U 3aTEM YK€ CIIETyeT YUUTHIBATh APYTUe HCTOUYHUKU
uH(OpMAIKH, OTHAKO SBISIETCS. HEOOXOIMMBIM MPUHATHE PEILICHUH 10 KAKAOMY KOHKPETHOMY CITydalo.

3223 Crienyer y4uTHIBATH BO3MOXKHOCTh NPUMEHEHHsl JUIS OLECHKH HCXOJIHOW HH(pOpMAIHU
nOIMANHO20 no0xood, B TeX Cly4asx, Korja 3To Bo3MoxHO (puc.3.2.1), yuuTbiBas HpPH ITOM, YTO B
HEKOTOPBIX CIIy4asiX HE BCE JaHHBIC MOTYT OKa3aThCs PUTOAHBIMU.

Pabouee onpedenenue ona yeau Hacmosue2o 0OKymeHma.
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Pucynok 3.2.1: IIpoBeneHue uCNBITAHUIA M0 MOITATHOMY METOY H OlleHKA
pa3belaoLero U pa3apakaioliero Bo3AeiicTBIs HA KOKY

Jran ITapamerp Pesyabrar BeiBoa
la  MmeroTcs naHHBIE MO Bo3zf5ep"1cmmo ——>» Passenaromee Knaccudummposats
Ha JIFOJICH WJTH J)KUBOTHBIX BO3JIEHiCTBIE Kak pazbearoniee”
OTCcyTCTBHE pa3beNaronero
BO3ICHCTBUS WM OTCYTCTBHE TaHHBIX
1b  HmetoTcs naHHbBIE IO BO3ZfI)eI‘/'ICTBI/IIO — Paszgpaxatomiee Knaccudummposatsb
Ha JIFOJICH WJTH JKUBOTHBIX BO3JIEHiCTBIE KaK pasapakaromiee”
OTcyTCTBHE pa3apakarouniero
BO3ICHCTBUS WM OTCYTCTBHE TaHHBIX
1lc  HmeroTcs JaHHBIC IO BO3ACHCTBHIO —» OrcyrcTBHE pa3b- JanpHenme ucnpITaHus
Ha JIFOZeH MITN JKUBOTHBIX €IafoIIeTO UIH HE TIPOBOJAATCH,
¢ pa3apakaromiero HE KJTACCUPUIUAPYETCS
BO3JICHCTBUS
JlaHHBIC OTCYTCTBYIOT
2a  3aBHCHMOCTH 'CTPyKTypa— — Paspenatomee Knaccupummposats
aKTUBHOCTE" BO3JIEHiCTBHE Kak pa%ez[a}omee”)
OTCcyTCTBHE pa3beNaroero
BO3JICWCTBUS MM OTCYTCTBUC TaHHBIX
2b  3aBucumocTb "CTpyKTypa— —— Paszgpaxaroniee Knaccudpummposats
aKTUBHOCTE" BO3JIEHiCTBHE KakK pasapakaromniee”
OTcyTCTBHE pa3apakarouniero
BO3ICHCTBUS WM OTCYTCTBHE TaHHBIX
b
3 pH npu 6ydepnsanun’ — pH<2um>115 Knaccudumnuposats
¢ Kak paszbearoriee’
3navyenne pH He momagaer B
YCTaHOBIICHHBIE TIPEIEITbI WITH
OTCYTCTBYIOT JJAaHHBIC
4 HmeroTcs naHHBIC 110 BO3ACHCTBHIO —» Jla Bo3MokHO, UTO JanmpHEHIIE

Ha KOJXHBIC ITOKPOBBI JKUBOTHBIX
YKa3bIBaroue Ha OTCYTCTBUE
HCO6X0)II/IMOCTI/I IpOBCACHUA
HCHOBITAaHUH Ha )KI/IBOTHI)IXC

OTCyTCTBI/IC CHUMIITOMOB HJIN
OTCYTCTBHUE TAaHHBIX

}

HCTIBITAaHUSA HE ITOKAXYT

pazbenaroriero/
Ppas3apaxkaroIiero
BO3IEHCTBUS

(IIpooonicenue na cnedyoweti cmpanuye)
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Pucynok 3.2.1 (npooonoc.).  TIpoBeaeHUue HCIBITAHUIA O MOITATHOMY METOY U OIleHKA
Pa3benanInero U pa3Ipakaliiero Bo3aeiicTBUs Ha KOXKY

JlelicTBUTENBHBIE U IPUEMIIEMBIE —>» IlonoxurensHas —» Kiaccugpunuposatsb
HCIBITAHUS Pa3beAaHUs KOKHU peaxuus Kak paswbezaromniee”
Invitro

|

OtpunatensHast peakiust nin
OTCYTCTBHUE JJAHHBIX

!

JlefiCTBUTEPHOE W IPUEMIIEMOE —» [lonoxurenbHas —» Kiaccudpunmuporats
WCTIBITAaHHE HA Pa3ApAKCHUE KOXXU peaKIus KaK pasgpaxaroee”
in vitro® |

OTpI/IHaTeJ'II)HaH pcakuus Uiin
OTCYTCTBUC JAaHHBIX

HcnbiTanue Ha pa3beaHUue KOXHU —» [lonoxuTenbHas —» Kuaccuduuuposarsb
in Vivo (0QHO HBOTHOE) peaxIms Kak pasbenaroniee’

OTtpunarenbHas peakius

HcnwiTanue Ha pasapaxkenue koxu — —»  [lonoxurensHas —» Kiaccuduuuposarsb

in vivo (Bcero Ha 3 xuBOTHBIX)? peakiust KakK pasjpaxaromniee’

OtpunatenbHas peakius —» JlanbHeiimme —» JlanbHeIIne UCTIBITAaHKS
UCTIBITAHUS HE HE NPOBOAATCH,

¢ MPOBOJATCA He Kiaccuduupyercs

[pu ycnoBuu cobmoaenust aTudeckux —»  [onoxurenbHast —» KiaccudunuupoBarts

TpeOOBaHUI MPONU3BECTH peaKIis KaK paszpakaromiee’

aNMUIMKAIMOHHYIO KOXKHYIO ITPo0y

Ha YeJIOBEKE ¢

OTtnuyaeTcs OT BhINIEYKa3aHHOTO —» OrpunaresnsHas —» JlanbHelne HCIBITAHNS
peaxius HE NPOBOAATCH,

He Kiaccupuuupyercs

a)

b)

Omuecmu K COOMBEMCMBYIOWEMY COSNACOBAHHOMY KIACCY ONACHOCU 6 COOMEEMCMEUU C
mabauyen 3.2.1.

Usmepenue monvko auwie pH mooicem Ovimb  adekeamubiM, OOHAKO OYEHKA OCMAMOYHOU
KUCTOMHOCMU UNU WEeTOYHOCIU ABIAeMCs NPeOnoYmumenbHoll; HeooXooumvl Memoobvl O OYeHKU
b6ygepHozo nomenyuaia.

Cnedyem mwamenbHo U3YUUMb  UMeowuecs OdHHble N0  HCUBOMHBLIM O  ONpeOeneHUs.
HeoOX00UMOCTU NPOBEOeHUsI UCHBIMANUL Pa3bedanuslpazopadicenus npu HaneceHuu Ha Koxcy in Vivo.
Hanpumep, ucnoimanus mocym ne nompe6o6amvCsi, eciu UCHbIMYEMbIll MAMEPUAN He Oall KAKO20-
JAUOO pA3opadCenust KONICU 8 X00e NPOBEPKU HA OCMPYIO MOKCUYHOCHb NPU HAHECeHUU HA KOJCY npu
02PAHUYEHHOU 003€ UU OKA3bIBAem 6eCbMA MOKCUUHOE 8030€liCEUe 8 X00e UCHBIMAHUSL HA OCMPYIO
MOKCUYHOCb NPU HAHECeHUU HA Koxcy. B nocieonwem ciyuae mamepuan Oyoem xiaccupuyuposan
Kak 0cob0 ONAcCHbl NPpU HAHECEHUU HA KOXNCY Ol OCMPOU MOKCUYHOCTU, S6IAemCsl CHOPHbIM,
oKasvleaem au Mamepual maxoice pazopadicarouee uiu pazveoaroujee gozoeticmsue Ha koxcy. Ilpu
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oyenke uHgopmayuu no OCmpol MOKCUYHOCMU NPU HAHECEHUU HA KOJICY Cledyem YUumvléams, Ymo
npeocmasientvie OaHHble O NOBPENCOCHUU KONCU MO2Yym Oblmb  HEeNOIHbIMU, UCHbIMAHUSL U
HAOI0O0EHUsI MO2YM NPOU3BOOUMbBCSL HA OPYSUX UOAX, NOMUMO KPOIUKOG, U BUObL MO2YH OMAUYAMbCS
nO 4YBCMBUMENTbHOCIU 8 CEOUX PEAKYUSIX.

d)  Ilpumepamu mexcoyHapoono npuemniemvix nposepeHHwvix iN VItr0 memooos ucnvimanuii pazveoaowezo
Oeticmeusi Ha KOJICHble NOKPOsbl asnsiiomcest Pykosoosiyue npunyunst nposedenus ucnvimanuti OOCP 430
u431.

€) B Hacmoswee 6pems He cywecmeyem NPOGEPEHHbIX U NPUHAMBIX HA MENCOVHAPOOHOM YPOBHE
Memo0os ucnvimanuil iN Vitro pazopasicarowezo deticmeus Ha KOKCY .

f) Takoe ceudemenbcmeo Moo Ovl ObIMb NOLYUEHO 6 Pe3YabIaAme 0OHOKPAMHO20 UNU MHO2OKPATHHBIX
6o30eticmeuil. He cywecmgyem npunamolx Ha MeNCOYHAPOOHOM YPOGHE MeMOO008 UCHbIMAHUS
pazopasicaioue2o Oelicmeust NPy HAHeCeHUU HA KONCY Yel08eKd, 0OHAKO npediazaemcs UCHOIb308amb
Pyrosooswue npunyunvr O9CP.

Q)  Hcnvimanus 06bIYHO NPOBOOAMCS HA MpeX OJICUBOMHBIX, NpuHeM OOHO U3 HUX, Hpoueouiee
ucnvlmanue Ha pazveoaroujee oelicmsue ¢ OmpuyamenbHoll peakyuel.

3.224 Pazveoarowee oeiicmeue

32241 B Tabmune 3.2.1 mpencraBiieH OJUH  COTJIACOBAHHBIA  Kiacc Ui OOJAJaroIIuX
pasapaxkaromuM JaeiicTBreM (€IKUX) XHMHUYECKHX BEIICCTB/XMMHUYCCKOW TMPOMYKIIMH, OCHOBAHHEM IS
OTHECEHUS B KOTOPBIH SIBIIIIOTCS JaHHBIC, MOJyUYECHHBIC B X0/ UCIBITAHUI HAa )KMBOTHBIX. Pazbemaromum
SIBJIICTCSl UCIBITYEMBIH MaTepuas, KOTOPBIA MPUBOJUT K Pa3pyIICHUIO KOXHBIX TOKPOBOB, 2 MMEHHO K
BUIMMOMY HEKPO3y OT 3IUIePMHUCA 10 COOCTBEHHO KOXH, 110 KpalfHeH Mepe Y OJTHOTO M3 TPEX HCIBITYEeMbIX
JKUBOTHBIX II0CJC BO3JEHCTBUS MPOJOIDKUTEILHOCTRIO 10 4 uacoB. s paswenaroliiedl peakimuu
TUMTUYHBIMY  SIBJISIFOTCS. S13BBI, KPOBOTCUCHHWE, KPOBABBIC CTPYIbS W, K KOHIy MEpHOAa HAONIOICHUS B
14 nueii, obecniBeUnBaHNUE, BBI3BAHHOE IMMOOJICTHEHUEM KOXKH, IEIBIMH YIaCTKaM{ QJIONEITUH W IIpaMaMH.
JI71st OLICHKU COMHUTENIBHBIX TOBPEXKACHUHN CIIEAYEeT MPUOEraTh K TUCTONATOIOTHH.

3.2.24.2 Jlis TeX OpraHoB, KOTOPBIC KEJAIOT UCIOIB30BAaTh 00Jice OHOTO 0003HAYCHUS IJIS SIAKOU
MPOAYKIMM, B paMKaX [TaHHOTO Kiacca Bbimenensl tpu moakmacca (Kimace 1, cw. Tabmuiy 3.2.1);
nmonakiacc 1A — B KOTOPOM peaknus OTMEYaeTCs MOCie 3 MHHYT BO3JCHCTBHS W B TEUCHHE MEPHOAA
HaOJIO/ICHUS TTPOAODKUTENEHOCTRIO 10 1 vaca;, moakiace 1B — B KOTOpOM HaOIIOAeTCs peakius Mocie
BO3JCHCTBHSI IIPOAOJDKUTEILHOCTEIO OT 3 MUHYT 10 1 9aca ¥ HaOJIoJeHHe NpoM3BOAUTCS 10 14 nHeit; wu
noakiacc 1C — B KOTOPOM peakiusi MPOUCXOAMT TIOCIIe BO3JACUCTBUSA B TeUeHHUE reproja ot 1 10 4 4acoB u
HaOmromaercsa 1o 14 nHei.

Tadmuna 3.2.1: Knacc 1 moakjaacchl e1K0i XHMHYECKOH MPOAYKIIUH,
BBI3bIBAIOIIIEH pa3belaHne KOKHOI0 MOKpoBa”

Kaacce 1. enxas npogyxuust Moakaaccrl enkoii Paznbenanne > 1 u3 3 ;KMBOTHBIX
NPOYKIHH
(ucronb3yercs B (MOxeT mpuMeHsieTCst Bpems Bpems
OpraHM3aIusx, He JIMIIb B HEKOTOPBIX BO3/I€lCTBHS HabJI01eHus
MPUMEHSFOIIHX [TO/IKJIACCHI) OpraHU3aIMsIX)
Pasbenatoriee neiictBue 1A < 3 MuH. <lu.
1B >3 muH. —< 1. < 14 cytok
1C >1y,—<4q, < 14 cytok

? Hcnonvzosanue dannwix o 6030eticmeuu Ha arodel paccmampusaemcsi 6 nnyukme 3.2.2.1 u ¢ [ase 1.3

(nynxm 1.3.2.4.7).
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3225 Pazopasricarowiee oeiicmeue

32251 B Tabnwuie 3.2.2 mpeincTaBieH OAMH KJIACC JUIsi XUMHUYECKOH MPOAYKIMHU, 001anaromiei
pasopasicarougum oeticmeuem, KOTOPbId

a) 3aHUMAET [ECHTPAJIbHOE TMOJNOKEHUE M0 YYBCTBHTEIHLHOCTH CPEIU JICHCTBYIOIINX
KJIACCU(DUKAITHIA;

b)  mpusHaer, 4YTO HEKOTOPBI HCHBITYeMBIH MaTepual MOXET MPUBOAUTH K
MOCJIEACTBUAM, KOTOPHIE COXPAHIIOTCS Ha MPOTSHKEHNUU BCETO UCIIBITAHUS; U

C) MPU3HAET, YTO PEaKIUs y >KUBOTHBIX TPU IPOBEICHHH HWCIIBITAHUS MOXKET OBITh
BeChbMa pa3IMYHOW.  JIOMONHUTENBHBIN KiacCc s TPOAYKIUH, OOJadaronIuit
YMEPEHHBIM PA3APaKaIOUM JCUCTBUEM, MPEAYCMOTPEH IS T€X KOMIICTECHTHBIX
OpraHoB, KOTOpBIE >KeJad Obl MPUMEHATH OO0Jiee OJHOTO Kilacca OIMAacHOCTH IIPH
KJTacCH(PHUKAITAN BEIIECTB, BRI3BIBAIOIINX Pa3apa’keHNe KOXKHBIX TIOKPOBOB.

3.2.25.2 BoccTaHoBjICHHE MOBPSKIACHHH KOXH SIBISETCSA €Ie OIHHM COOOpaKCHHEM, KOTOpOE
CIIe/TyeT YUUTHIBATh MPU OLICHKE MOCICACTBHI pa3apakeHus. B ciydae Korja BOCHaleHHE COXPAHACTCS 0
KOHIIa TIEpHOJa HAOIOMCHUS y MBYX MM 0OJice MOJOMBITHBIX KHBOTHBIX C BO3HUKHOBEHHEM AOTCIIHU
(orpaHuveHHBIC YYACTKH MOBEPXHOCTH), THUICPKEPATO3a, THUICPIUIA3UH W IICTYIICHHs, TaKOW MaTepua
CIIe/TyeT pacCMaTPUBATh B KAYECTBE pa3ipaxkaroliero.

32253 Peakiuu pa3npaxeHus y >KUBOTHBIX B PAMKax UCIBITAHUS MOTYT OBITh BECbMa Pa3IUUHBIMHU,
TaK ke KaK U B ciydae pazbenanus. OTIeNbHBIN KPUTEPHI pa3pakeHUs] OXBATHIBAET CITy4aH, MPU KOTOPHIX
BO3HHUKAET CEpbe3Has peakiusd pa3fpakeHus, 0JJHAKO MEHbIAs, YeM CPEJAHUN KOJUYECTBEHHBIN KpUTEpUid
JUIS TIOJIOKHUTENBHOTO WCHbITaHus. Hampumep, ucnpITyeMblli MaTepral MOXKET ObITh OTHECEH K Kilaccy
BEIIECTB, 00J1aJaf0IUX Pa3apakalouIuM JCHCTBIEM, €CIIH [0 KpailHel Mepe Y OAHOTO U3 TPEX MOJOMBITHBIX
’KMBOTHBIX TPOSIBIISICTCS BeChbMa BBICOKUH CPETHUI YMCIICHHBIH [TOKa3aTelb B X0JI¢ HCCIICAOBAHMS, BKIFOUAs
MOBPEXKICHUS, COXPAHAIOLIMECS 0 KOHIA OOBIYHOrO Hepuoja HaONIOACHUS ATUTEIBHOCTHIO B 14 mueit.
[pyrue peakuuy MOTYT TakKe OTBeYaTh 3TOMY KpuTepHio. OIHAKO ClIeAyeT yIOCTOBEPHUTHCS B TOM, YTO
TaKWe PEaklWh SBIAIOTCS PE3YJIbTATOM XHMHYECKOro BozjeicTBUs. JloOaBieHHE TAaKOro KpHUTEpHUs
MOBBIIIACT YYBCTBHTEILHOCTh CUCTEMBI KJIaCCU(PHUKAIIMU OMTACHOCTH.

3.2254 B mpencrasieHHO# B TaOiMIle IS BEIIECTB, OOJANAIOIIMX Pa3payKarONIMM JCHCTBHEM
ycTaHOBJIeH Toibko omuH kiacc (Kimacc 2), s OTHECEHUs K KOTOPOMY HCIIOJB3YIOTCS pe3yJIbTaThl
UCIBITAaHUH Ha )KUBOTHBIX. HekoTophie opransl (HampuMep, 3aHUMAOIIHECs] PETYIMPOBAHUEM IPUMEHCHHUS
MECTHIIMIOB) TaKKe HCMoib3yroT eme oauH kinace (Kmacc 3), kK KOTOPOMY OTHOCSATCS BEIIECTBA,
OKa3bIBAIOIIME YMEPEHHOE pa3Apakaroliee ICHCTBHE. OTH JABa Kiacca pPa3inyaroTcs HECKOJIbKUMH
kpurepusiMu (tabnuia 3.2.2). OHH B OCHOBHOM Pa3jIMYarOTCsl CEPhE3HOCTHIO KOXKHOM peakinn. OCHOBHBIM
KpUTepHeM il OTHeceHus k Kiaccy 2 sBnsieTcs To, 4TO Mo KpaifHel Mepe y JABYX MOJOMBITHBIX )KUBOTHBIX
OTMeUaeTcst Cpeanss peakuus Ha ypoHe > 2,3 — < 4,0. [l otHecenus npoaykuuu kK Kimacey 3 (mpoaykims,
obJyiaaromasl yMEpEHHbIM pa3ApaXkaroliuM ICHCTBUEM) CPEIHUMH ITOPOTOBBIMH 3HAYECHHSMHU SIBJISFOTCS
2> 1,5—-< 2,3, mo kpaiiHeii Mepe, IUTst IBYX MOJIOTBITHBIX XKUBOTHBIX. VICIIBITYeMble MaTepHallbl, OTHECEHHBIE
K KJaccy MPOAYKLWH, objajgarolleil pasapakaloliuM JAeHCTBHEM, HE MOTYT OBITh OTHECEHBI K Kiaccy
OIMAaCHOCTH MPOIYKIIMH, 00JIaIatoIIell YMEPEHHBIM Pa3apakaloliM JIeHCTBHEM.
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Taéauma 3.2.2. Kiaccel pa3apakeHust KOxH"

Kaaccsl Kputepun
Pazapazkaromiee 1) Cpennee 3nauenue > 2,3 — < 4,0 qis1 spuTeMbl/CTpyna WIK IS OTEKa
BemecTBo (Kimace 2) y O KpaiiHeil Mepe 2 u3 3 MOAONBITHBIX >XKUBOTHBIX uepes 24, 48
(oTHOCHTCS KO BCEM U 72 qaca nocie yJaneHus MOBA3KH U B CIIy4yae 3aMeUICHHOH peaKiuu
OpraHU3aIHsIM) HOCIIEZIOBATENbHO B TeUeHNE 3 JHEH Mociie Hadyana KOXKHOW peakIiuy;
WK

2) BOCHaJCHHE, COXPAHSIONICECS K KOHILY MMepHO/a HAOII0CHUSI OOBIYHO
MPOJIODKUTENBHOCTRIO B 14 nHel y, 1o KpaiiHel mepe, 2 KHBOTHBIX,
0COOEHHO TpPWHHMAsT BO BHUMAaHHE aloOMNenuio (OrpaHUYCHHAS
IUIOINA/Ib), THIIEPKEPATO3, THITEPIIA3MIO U MIETYIIEHNE, HITH

3) B HEKOTOPBIX CIyd4asx, KOTJa CYIIECTBYIOT SBHBIC pa3nuus B
peaknuy y >KMBOTHBIX, TIPH OYCHH OIPEACICHHBIX IOJOKHUTEIHHBIX
addexTax, CBA3aHHBIX C XHMHYECKHM BO3ACHCTBHEM Yy OIHOTO
>KUBOTHOTO, OJJTHAKO MEHbIIIE, YEM B MPUBEICHHBIX BBIIIC KPUTCPHUSIX.

YMepeHHO Cpennee 3HaueHue B pazmepe = 1,5—< 2,3 s sputembl/cTpyna win
pa3apaskaioliee BelecTBoO JUISL OTEKa y MO KpaifHeil Mepe 2 u3 3 MOAONBITHBIX KHBOTHBIX TOCIIE
(Knace 3) 24, 48 u 72 yacoB BO3NCHCTBUS M B Cllydae 3aMe/JICHHOW pEaKIlvH,
(oTHOCHTCS NHIIIB K B TCUCHHE 3 TIOCJIEAOBATENbHBIX JHEH MoCciIe Hayala KOXKHON peakiuu
HEKOTOPBIM OpPraHU3aIUsIM) (ecom mpoaykimst He oTHeceHa K Kiaccy 2, yka3aHHOMY BBIIIIE).

? Hcnonvzosanue dannvix 0 8osdeticmeuu Ha modei paccmampusaemcsi ¢ nynkme 3.2.2.1 u ¢ ['nase 1.3

(1.3.2.4.7).

323 Kpurtepun kiaccupukanny onacHOCTH JJIsI CMeceBOi MPOLYKIIUU
3.231 Knaccughuxayus onacnocmu cmecegoit npooyKyuu npu Hanuduu OAHHLIX 07158 ROTHBIX CMecell
32311 CMech KIacCUPUIUPYETCs C WCIOIb30BAHUEM KPUTEPUEB I BEMIECTB M C YYETOM

CTpaTeFI/II‘/'I AJI1 TpOBEACHUA HUCIBITAaHUN U OLICHKHU IJId MOJIYYCHHS OAaHHBIX IJI1 COOTBCTCTBYIOIIMX BHUJI0B
OITaCHOCTH.

32312 B ornuyme OT Apyrux BHIOB OMACHOCTH, JUIS HEKOTOPHIX THUIIOB XUMHUECKHUX BEIHICCTB
UMEIOTCS albTEPHATHBHBIC WCIIBITAHUS PA3heIArOIIEro BO3JICHCTBUS HA KOXKHBIC MOKPOBBI, KOTOPHIE MOT'YT
JlaBaTh TOYHBIA pe3yibTaT sl Lelel KiacCu(pUKAIUK OMACHOCTH, SBIISSICH HPH 3TOM IMPOCTHIMH H
OTHOCHTEIIbHO HEMOPOTUMHU. [IpH MOATOTOBKE MUCIBITAHUN CMECH IMPEAIaraeTcs MCIOIb30BaTh MOITAMTHYIO
CTpATeTHI0 ydYeTa HWMCIOIIUXCS JaHHBIX, B TOM BHJAE, B KaKOM OHA BKJIIOUYCHA B KPHUTEPUU IS
KJaccu(UKAIMK OIMAaCHOCTH BEIECTB Ha pa3belaioliee W pasapaxarolee JeHCTBHE Ha KOXKY, IS
oOecreyeHus] TOYHOW KJIACCH(HMKAIMKM OMACHOCTH, a Takke BO H30e)KAHHWE MNPOBEACHHS HEHYXHBIX
WCTIBITAHU Ha )KUBOTHBIX. CMeCh paccMaTpUBaeTcs B kauecTBe paszbenaroineii (Kimace 1 mo Bo3aeiicTBrio Ha
KO)KHBIE TOKpOBBI), ecau oHH umeror pH<2 wmu pH>115  Ecnu paccMoTpeHHe OCTaTOYHOMN
MIEJIOYHOCTH/KUCIIOTHOCTH TIPEIIONIaraeT, uTo BEIIECTBO WM CMECh MOTYT He OBITh pa3bearolliMH,
HECMOTPS Ha HU3KHMU WM BBICOKHiI Mokazarenb pH, To HEOOXOAMMO MPOBEICHUE MANbHEHIITNX HCITBITAHUN
JUIS  TIOATBEPXJCHHUS 93TOr0 MPEANOYTUTEILHO MMyTEM HCMOJB30BaHUS COOTBETCTBYIOIIMM 00pa3oMm
MIPOBEPEHHBIX MCITBITAHMH iN Vitro.
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3.232 Knaccuguxayus onacnocmu cmeceit. npu OmMCymcmeuu OAaAHHbLIX 0151  CMeCeBOil
XUMUYECKOU NPOOYKYUU 6 UEIOM. NPUHYURBL UHMEPROIUPOBAHUA

32321 B Tex cmydasx, korza cama cMech He MOJBEpPrajach UCIBITAHUIO HAa MPEIMET ONpEAeIeHUS
BBI3BIBAEMOI'0 €H0 pa3ipakeHus/pa3beJaHus KOXKH, OJHAKO HMMEIOTCS JIOCTaTOYHbIC JaHHBIC KaK IO ee
OTAENBbHBIM HHTPEAMEHTaM, TaK W 110 TPOBEPEHHBIM AaHAJIOTHYHBIM CMECSM Ui aJeKBAaTHOM
XapaKTePUCTUKX ONAacHOCTEH STOH CMecH, TO TakKhe JaHHbIE HCIONB3YIOTCS B COOTBETCTBUH CO
CIICYIONIMMH COTJIACOBAHHBIMU TIPHHIMIIAMU HMHTEPIIOIHPOBAHMSA. DTO 00ECHedYHBaeT MOJIOXKECHUE, IPH
KOTOPOM B TIpoliecce KIacCH(PUKAIMM OMACHOCTH B MAaKCHMAaJbHO BO3MOYKHOM CTENEHH HCIOJIB3YIOTCS
UMeIoIIecs JaHHbIe Il XapaKTEPUCTHUKH ONACHOCTH CMeceil W HeT HEeO0OXOAWMOCTH TPOBEACHUS
JIOTIOJTHUTENBHBIX UCIBITAHUI HA )KUBOTHBIX.

3.2.3.2.2 Pazbasnenue

Ecnu wucnbiTaHHAs CMeCh pa30aBiseTcsl pa30aBUTENIEM, HMEIOIIMM SKBHBAJICHTHBIA WM
Ooilee HUBKHUI KIIacC 10 pasbenaromemy/pa3apakaronieMy AeHCTBHIO HAa KOXKY, YeM HAaUMEHEe OIMAaCHBIX
HUCXOJHBIX  KOMIIOHEHTOB CMECH ¥  KOTOPBIHA, MPEIMOJOKUTEILHO, HE  BO3ACHCTBYeT  Ha
pasbemaromee/pasapakaroiiee BO3IEHCTBHE APYTHX KOMIIOHEHTOB, TO HOBas pa30baBieHHAass CMECh MOXKET
OBITh KJIaCCH(PHUIIMPOBaHA aHAIOTMYHO MCXOIHON MCIBITAHHONW CMECH. AJIbTEpHATHBHBIM 00pa3oM MOMKET
MIPUMEHSTHCS METO/, TIosICHsieMbIii B 3.2.3.3.

32323 Paznuuue mesicoy napmusimu npooykyusimu

MO>XXHO MCXOIUTh M3 TOTO, YTO TOTEHIMAJ pa3beAaHus/pa3apakeHusl MPOU3BOACTBEHHOM
MapTUM CMECH B 1IEJIOM PABHOLICHEH MOTEHLMAILY APYTrOd HEUCIBITAHHON NapTUU TOTO K€ KOMMEPYECKOIO
MIPOJIyKTa, IPOU3BENCHHON TEM K€ NPEANPUATUEM-U3FOTOBUTEIEM WIA IIOJ €ro KOHTPOJeEM, 3a
HCKJIFOYEHHUEM CIy4aeB, KOIZla MMEIOTCS OCHOBAHUSA I10JIaraTh, YTO CYILUECTBYET 3HAYUTEIBHOE Pa3iIUyue,
M3MEHAOIEE TOKCHYHOCTh HEHUCNBITAHHOM MapTHU. B Takux cimyuasx tpeOyercssi MpPOBOIAHUTH
KJIacCU()MKALNIO OITACHOCTH 3aHOBO.

3.23.24 Konyenmpayus  cmeceii, npunaonexcawux K 6vlculeMy KIACCY  ORACHOCMU — NO
pazveoarowemylpazopascaiouemy oeticmauro

Ecnu ncnipiTaHHasi KOHIIEHTPUPOBAaHHAS CMECh OTHECEHA TIPU KIIacCH(PHUKAINK OMACHOCTH 10
pa3benariieMy JeHCTBUIO K BBICIIEMY IMOJKIACCY, TO 00Jiee KOHIEHTPUPOBAHHYIO HEUCIIBITAHHYIO CMECh
npH Kjiaccu(pUKaIUKM OMACHOCTH TI0 pa3bhelalolieMy JICHCTBUIO CIIEIYeT OTHOCUTH K BBICIIEMY IMOJKIIACCY
0e3 TpoBeJeHMs JONMOJHUTEIbHBIX HUCTBITAaHWNA. Eciau WchbITaHHAsS cMmeceBas MPOIYKIHsS OTHECeHa K
BEICIIIEMY KIIACCY IO pa3/IpakaloleMy [EWCTBHI0O Ha KOXXKHBIE TOKPOBBI M B HEW HE COAEPIKHTCA
KOMIIOHCHTOB 00JIaJIal0NUX Pa3beIaloNIMM JICHCTBHEM, TO 00J€e KOHIICHTPHUPOBAHHYIO HEHCIIBITAHHYIO
CMECh ClIeQyeT TMpH TPOBEACHUH KIACCU(UKAIMN OIACHOCTA OTHOCHTh K BBICIIEMY KIIACCY IIO
pasapaxaromemMy IeHCTBHIO 0e3 MPOBEACHHS JOTIOTHUTENBHBIX UCTIBITAHNH.

32325 HUnmepnonuposarnue 6 npedenax 00H020 K1Acca MOKCUHHOCTU

B ciyyae tpex cmeceii (A, B u C) ¢ MICHTHYHBIMH HHIPEIUEHTaMH, eclii cMecd A u B
ObLIH HUCIIbITaHbI u OTHOCATCs K OJHOMY u TOMY XKe KJ1acCy TOKCHUYHOCTHU 10
pasbenaroneMy/pa3apaxaronieMy BO3ACHCTBHIO M €CIM HEUCIbITaHHAs cMech C COCTOMT W3 TaKHX e
TOKCHKOJIOTHYECKH aKTUBHBIX MHIPEIUEHTOB, KaK U cMecH A u B, HO B KOHLEHTpaluu, MIpoOMeKyTOUYHON
MEXKOY KOHHCHT‘paHHCﬁ TOKCHUKOJIOTUYCCKN AaKTUBHBIX HWHIPEAWCHTOB cMecu A u KOHHCHTpaHHCﬁ 3THUX
UHTpeaueHToB cMecH B, To cmech C mpennoiaokuTeTsHO MOKHO KIacCH(PHUIUPOBATH MO TOMY K€ Kilaccy
pasapakaroniero/pa3beIaroniero Bo3aeHCcTBIsI, Kak u cMecH A U B.
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3.23.2.6 Cxooicue 8 3HaUUMENbHOU Mepe CMeCU
Ecau:
d)  UMEIOTCS JBE CMECH

i) A+B;
ii) C+B;

b) KOHIIEHTpAIUs KOMIIOHEHTa B sBisieTcst 0IMHAKOBOW B 00EMX CMECSIX;

C)  KOHLEHTpalHs KOMIIOHGHTa A B CMECH i) paBHa KOHIEHTpaluu KoMmroHeHTaC B
cmect ii);

d) JaHHBIE, Kacarolyecs KilacCU(UKAUKM ONacHOCTH KOMIOHeHTOBA wu C 1o
pasapakaromieMy/pa3bearneMy IeHCTBHI0 UMEIOTCS B HAJIWYMM W B OCHOBHOM
SKBUBAJICHTHBI, T.€. OHU OTHOCATCS K OJHOMY M TOMY K€ KJacCy OMAacHOCTH U, KaK
MIpeAroaraeTcs, He BIUAIOT Ha TOKCHYHOCTh KOMITOHEeHTa B.

Ecnu cmecn i) mm i) yxe xiaccuuIMpoBaHbl HA OCHOBE JaHHBIX UCIIBITAHUH, TO TOTIA
JpyTasi CMeCh MOKET OBITh OTHECEHA K TOMY e KJIacCy ONacHOCTH.

3.232.7 Aspo3zonu

Cmech B (popMe adpo30JId MOXKET OBITh OTHECEHAa K TOMY K€ KJIacCy OMacHOCTH, KaK H
WCTIBITAHHAS CMECh B JPYyrod Qopme, NpH YCIOBUM YTO JOOABJICHHBIM MPOMEIJICHT HE OKAa3bIBacT
BO3JICHCTBUS HA pa3/IpaKAIONINE WK Pa3beIAIoNIe CBOMCTBA CMECH MPHU PACTIBUICHHUH.

3.233 Knaccugpuxayusa onacnocmu cmeceii npu HAIUYUU OGHHBIX HO 6CeM UHZPEOUEHMAaMm Ul
JUWLL RO HEKOMOPBIM UHZPEOUEHINAM CMeCU

3.2.3.31 JIi1st MCTI0JIb30BaHUs BCEX MMEIOIIMXCS TaHHBIX M1 Kiiaccu(UKAIMK OTIACHOCTEH cMeceit Ha
npeaMET pasfapakeHus/pasbeaniss KOXKH CAEIaHO CIeAyIolee OMYyIICHHE, KOTOPOE MPHUMEHSETCS B
HEOOXOUMBIX CIyYasiX MPY UCTIOIH30BAHUU MTOATAITHOTO TIOIX0/1a:

"YYHUTHIBAEMBIMH KOMITOHEHTAMHU" CMECH SIBJISIOTCS TE, KOTOpbIE TPUCYTCTBYIOT B
KOHIeHTparmsx > 1% (Bec/Bec IS TBEPIBIX BEIIECTB, KUAKOCTEH, IBUIM, TyMaHa U mapa U o0bem/00beM
JISl Ta30B), €CJTU TOJBKO HE UCXOAUTh U3 MOCBHUIKH (HApuMep, B CiTydae pa3beIatoniX HHIPEAUEHTOB), YTO
KaKOW-TM00 HWHIPEIUEHT, MPHCYTCTBYIOMMIA B KOHIEHTpaiwu < 1%, MOXKET OKa3bIBaTh BIHSIHHE Ha
KJIaCCH(HUKAIMIO CMECH TI0 pasapakaroiiemMy/pa3beaaronieMy BO3AeHCTBUIO Ha KOXKY.

3.2.33.2 B nemom monxox k kinaccuuKanuyu cMeceidl B Ka4eCcTBE pa3fpaXKarolluX WIN Pa3beaaronInX
KOXY NP HAJIMYMHU JITAHHBIX 00 UHTPEIUEHTaX, HO HE O CMECH B 1I€JIOM, OCHOBAH Ha TCOPHH aJ|JIMTUBHOCTH,
COCTOSIIIEH B TOM, YTO KXIBIH Pa3bearoIMii WK Pa3Apakaloluil WHIPEAUEHT CHOCOOCTBYET OOIIUM
pazipaxarolmMM WA pa3beAalolIMM CBOMCTBAM CMECH MPONOPLUUOHAIBHO €ro akKTHUBHOCTH U
KoHIeHTparuu. Becoroii koadduimeHT pasHsbiii 10 ucnosb3yercs i pa3beIaroliX HHIPEAUCHTOB, KOT/1a
OHU MPUCYTCTBYIOT B KOHIICHTPAIIMU HIDKE TIPENEIbHOM KOHIEHTpauu A oTHeceHus K Kiaccy 1, onnako
MMEIOT KOHIICHTPAIHIO, KOTopas OyAeT criocoOCTBOBATh OTHECEHUIO STOW CMECH K KJlaccaM yCTaHOBJICHHBIM
IUTSL paszipakatoriero neicTeus. CMmech KiaccuuupyeTcst B KadecTBe pazbearolleil M pa3apakaroniei,
KOTJla CyMMa KOHIIEHTPAIMi TaKMX WHTPEIUCHTOB MPEBBIIIAET MOPOTOBOE 3HAUECHUE/TIPEICIbHOE 3HAUCHHE
KOHIIEHTpaLUHU.

32333 B Tabmuue 3.2.3 Hmke TOKa3zaHbl OPOTOBbIe  3HAYCHUS/TIpPENCIbHBIC  3HAYCHUS

KOHIICHTPAIlMU [IJIS MCIIOJNB30BAHUSL TPU OMNPEACICHUN PAa3APaKAIONIEr0 WIH Pa3belarolero JAeHCTBUS
CMECEBOW MPOAYKINN Ha KOXKHBIE TIOKPOBHI.
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32334 Oco00 THIATENFHO OJDKHA MPUMEHATHCS KIACCH(UKAIMS HEKOTOPBIX BHIOB XMMHUYECKHX
BEIIECTB, TAKUX KaK KHCIOTHl U OCHOBaHHsI, HEOPTaHUYECKHUE COJIH, AbACTH/IbI, ()EHONbI U MTOBEPXHOCTHO
akTUBHBIC BemiectBa. [loaxon, mosicHseMbli B myHkTax 3.2.3.3.1 u 3.2.3.3.2, MoxeT He cpabaThiBaTh B
YCIOBHSAX, KOTJla MHOTHE TaKHe BEIIECTBA SBILIIOTCS pPa3beJAalONIMMH WIM Pa3IpakKarolMMHU PU
KOHIeHTpamsax MmeHee 1%. [lns cmeceil, comepKammX CHJIBHBIC KHCJIOTHI WM OCHOBAHHUS, B KadecTBE
KJIacCH(DUKAIIMOHHBIX KPUTEPUEB cieayeT ucnonb3oBath pH (cm. 3.2.3.1.3), mockonbky pH Oyaer sBiIsThCS
JIYYIIIAM TIOKa3aTeJieM pa3bellaHus, YeM Mpe/e/IbHbIC 3HAUCHHs KOHIIEHTpauu u3 tadmuipl 3.2.3. CMmech,
COJICpKALIYI0  pa3belalllie WM  Pa3IpaXamollie KOMIIOHEHTBI, KOTOpble HE MOTYT OBITh
KJIACCU(UIIMPOBAHBI Ha OCHOBE QJIUTHBHOTO IMOJXOJa, H3JIOKEHHOro B Tabiuie 3.2.3, B CBiI3U C
XMMHUYECKHMH CBOMCTBAMHM, KOTOPBIE JENAIOT 3TOT MOJXO]] HEICHCTBEHHBIM, CIEIyeT NpH Kiacch(puKaum
omacHocTH OTHOCHTH K Kiaccy 1 mo BO3IEHCTBHMIO Ha KOXHBIE IIOKPOBBI, €CIH OHA COJACPKUT
> 1% KOMIIOHEHTa OKa3bIBAIONIECTO pasbenaromiee jaedctBue u K Kiaccy 2 wnm 3 1o BO3JeiCTBUIO Ha
KO>KHBIE TIOKPOBBI, €CITM OHa COAepHUT > 3% KOMIIOHEHTOB OOJIaAaIONINX Pa3[pakalolniuM JeHCTBHEM.
Knaccudukanms onacHOCTH CMeCeBOW MPOAYKIMH C KOMIIOHEHTaMH, K KOTOPBIM HE MOXKET MPUMEHSTHCS
nosicHsieMbIi B Tabnue 3.2.3 moaxo/, pesroMupyercs B Tadnuie 3.2.4 HuxKe.

32335 B HEKOTOpBIX Clly4asix HaJeXHble JaHHBIE MOTYT TIIOKa3biBaTh, YTO pazbeparomniee/
paszpaxkaroniee BO3JCHCTBUE KaKOTO-TM0O KOMITIOHEHTAa Ha KOXY HE OyAeT OYCBUIHBIM NPU YPOBHE BBIIIC
00I1Iel KOHIICHTPAILMK MOPOTOBBIX 3HAYCHHUM, yKa3aHHBIX B Tabmuiax 3.2.3 u 3.2.4. B 3tux cinydasx cMmech
MOXHO OBLTIO OBl KIacCH(UIMPOBATh, MCXOMA M3 ITHUX MaHHBIX (CcM. Takke Kraccugpukayus onachvix
sewgecms u cmecetl — Hcenoavzosanue nopo2oewix suavenutilnpeoenvnvix snavenuti konyenmpayuu (1.3.3.2)).
B HEKOTOpBIX Clly4asix, KOTJa OXHIACTCsl, 4YTO pa3beiaHue/pasapakeHre KOXH TOJ BO3ICHCTBHEM
KOMITOHEHTa He OyJIeT OYECBHIHBIM, €CIM OH MPHCYTCTBYET HA YPOBHE BBINIC YCTAHOBICHHBIX MOPOTOBBIX
3HAYCHUI KOHIICHTpAIlMU, YIIOMSHYThIX B TaOmuiax 3.2.3 u 3.2.4, MOXKET CTaBUTHCSA BOIPOC OO0 UCIBITAHUH
cMecH. B aTux ciydasx ciemyeT NMPUMEHSTh CTPATErHi0 IOATAITHOIO Yy4eTa COBOKYITHOCTH HMEHOIIUXCS
JIAHHBIX, OMMCHIBAEMYIO B 3.2.3 ¥ MPOWLIIOCTPUPOBaHHYIO Ha puc. 3.2.1.

3.2.3.3.6 Ecnu nmaHHbIE, TOKa3bIBAMOINIME, YTO KOMITIOHEHT(BI) MOMKET OBITh pPa3beIaroIIuM HIIH
pasapakaroImuM mpu KoHteHTpau < 1% (pasznenarontuit) win < 3% (pasapakaroiunii), TO CMeCh ClIeayeT
KJIaCCH(HUIIMPOBATH COOTBETCTBYIONIMM 00pa3oM (cM. Takxke Knaccugpurxayus onacuvix éewecms u cmeceti —
Hcnonvzosanue nopocosuix snauenutilnpedenvuvix snavenuti konyenmpayuu (1.3.3.2)).

Ta6mmua 3.2.3:  Kaaccupukanusi KOMIIOHEHTOB CMeCH, OTHECEHHBIX K koxkHomy Kiaccy 1, 2 unm 3,
KOTOpasi NMpUBeNeT K KJIacCHPUKAIMU ONMACHOCTH CMeCH B KayecTBe OMACHOM JJist
ko:xu (Knace 1, 2 nam 3)

CyMMa MHIPEINEHTOB, KoHueHTpanusi, npuBoJsIAasi K OTHECEHHIO CMeCH K KJaccy:
OKa3bIBAIOINNX BO3/IeiiCTBUE HA Pa3benaromas Koxy Pazgpaxkaromasi KOxy
KOKHbIE TOKPOBBI, 0THECEHA K Kaace 1 Kiace 2 Kaace 3

KJ1accam: (cM. mpuMedaHue HIKE)
Knacc 1 > 5% > 1%, no < 5%
Knacc 2 > 10% > 1%, no < 10%
Knace 3 > 10%
(10 x Kinacc 1) + Kiacc 2 >10% > 1%, Ho < 10%
(10 x Kmace 1) + Kiace 2 + Kirace 3 > 10%

IIPUMEYAHHUE: Jluww nekomopvle opeanuzayuu Oyoym ucnonv3oéams nookiaccol 6 pamxax Kuacca 1
no 6030etcmeuro Ha Kodichvle nokpoesl (edxkas npodykyus). B smux cayuasx cymma unepeouenmos cmecu,
omnuecenuvix Kk nooxnaccam 14, 1B unu 1C, donxcna ovime = 5%, umobdwvl cmecw Ovina knaccugpuyuposana
KaK OKasvlearowds 6030elicmeue Ha KodicHble nokpoewvl nookiacca 14, 1B uau 1C. B cayuae, ko20a cymma
UHEPEOUEHMO08, OTMHOCAWUXCS NO 8030€UICEUI0 HA KOXCHble NOKPosbl K nooknaccy 14, cocmaesnsem < 5%,
a cyMma uHepeoueHmos, OMHOCAUUXCS NO B030€liCMEUI0 HA KOJXCHble NOKpo8bl K nooknaccam 14 +1B,
cocmasnsiem =5%, cmecv caedyem ommecmu k Knaccy 1B no 6030eticmeuto HA KOJCHbIe NOKDOBbL.
Ananocuunvim 00pazom, eciu Cymma UHSPpeOUenmos, OMHOCIUUXCA NO B030EUCMEUIO HA KOJCHbIE NOKPOBbL K
nookaaccam 14 + 1B, cocmasnsem < 5%, a cymma unepeduenmos, OMHOCAUWUXCS NO B030€UCMEUI0 HA
KOJfCHble Nnokposvl K nooknaccam 14 + 1B + 1C, cocmasnsem =5%, cmecy credyem omuecmu K
nookaaccy 1C.
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Taonmuna 3.2.4: KoHueHTpanusi HHTPEIHEHTOB CMECH, JJIsi KOTOPBIX He MPUMEHSETCH AITUTHBHBIA
MOJIX0/J M KOTOpPble ONMpPeesiIoT KJIacCH(PUKAIUI0O OMACHOCTH cMeceBOi MPOIyKIMH
B Ka4eCTBe OMACHOM /151 KOKH

Kuaacc onacHocT cmecu no
HMurpeaunenr: Konunentpanus BO3/1elCTBUIO HA KOKHbIE
MOKPOBBI
Kucnora c pH < 2 > 1% Knace 1
OcnoBanme ¢ pH > 11,5 > 1% Knacc 1
Hpyrue pasvenaromue (Kimace 1) wHrpeaueHTs, Uis > 1% Kiacc 1
KOTOPBIX HC IPUMCHIACTCS a}IIH/ITI/IBHI)II\/'I IIoAX0
Hpyrue pasapaxaromme (Kimacc 2/3) uHTpeaueHTHl, > 3% Knace 2
JUISL KOTOPBIX HE HPHMEHSETCS aJJUTHBHBIA MMOJIXO,
BKJIO4Yast KMCJIOTbI U OCHOBAHUA

324 HNudopmupoBanue 06 onacHoCTH

Obmue © KOHKPETHBIE CBEICHHWS, Kacamoluecs TpeOOBaHMI, NPEABSBIIEMBIX K
MapKUpoBKe, mpuBomsitcs B [naBe HUnpopmuposanue 06 onacnocmu: maprkupoeka (I'masa 1.4).
B Ilpunoxkennn 2 comepikarcss pe3rOMUPYIONIHE TAOIHIBI 10 KIACCH(UKAINU OMACHOCTH M MapKHUPOBKE.
[Tpunoxenne 3 CONEPKUT TPHMEPHI MEp TPEIOCTOPOKHOCTH M IMHUKTOTPaMM, KOTOpBIE MOTYT OBITh
WCTIONB30BaHbl TaM, I/Ie 3TO JOIMYCKaeTcs KOMIIETEHTHBIM OpraHoM. B Tabmuile HuXe NpeacTaBlieHBI
KOHKPETHBIEC 3JIEMEHTHI OIMCAHMS ONACHOCTHU VIS BELIECTB M MX CMecel, KOTOphIe KiIacCu(UIMPOBaHbI KaKk
OKa3bIBAIOIIME pa3[pakaiollee MWIM pPa3belarollee BO3ACHCTBHE HAa KOXY HAa OCHOBE KPHUTEPUEB,
YCTaHOBJIEHHBIX B IaHHOM TJIaBe.

Taoauua 3.2.5. DieMeHTbI MAPKHPOBKH JIUIsI €1KO#/BbI3bIBAIOIIEH pa3ApaKeHHe KOKH MPOTYKIIMH

Kaace 1 Knacce 2 Knace 3
1A 1B 1C
CumMBoJa Pazwenanue Pazwenganme Paswenmanne | BocknunarensHsiit | be3 cumeona
3HAK
CurnajabHoe OmnacHo OmnacHo OmnacHo OcTOpOoXHO OcTOpOoXHO
CJIOBO
Kparkas BruisbiBaer Bri3siBaer Bri3siBaet Bri3siBaeT BriseiBaer
XapaKTepuCcTHKA CepbE3HbIC cepbe3HbIC CEphbe3HbIE | pa3ApaKCHUE KOKHU | YMEPEHHOE
OIMACHOCTH 0’KOTH KOXKHM M | OKOTH KOXKH M | 0KOTH KOXKH H pasapakeHue
MOBPEXICHNE | TIOBPEXJICHHE | TOBPEKICHHE KOXKH
raas rias rias
3.25 CxemMa NpuHATHS pelIeHus

[IpuBoguMmas HIKe JOrMYecKas CXeMa IMPHUHATHS pelIeHHs He SBISIeTCS YacTbio
COIJIACOBAaHHOM CHCTEMbI KiacCH(HUKALMKM ONACHOCTH, a MPUBOJUTCS 3[1€Ch B Ka4eCTBE JOIOJIHUTEIHHOIO
pykoBoacTBa. Jluily, OTBETCTBEHHOMY 3a IIPOBEAEHHE KiacCU(UKALMKU ONACHOCTH, HACTOSATEIHHO
PpEeKOMEHIyeTCs U3yUUTh NPUBEJCHHBIE paHee KPUTEPUH U UCIIOIb30BaTh UX MPHU MPUHATHH PELIEHUS.
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3251 Hocneoosamensvrocmo npunamus pewienus 3.2.1 0ns pazvedanusnlpazoparcenus Koxcu

BelllecTBO: MMEIOTCS JM J1aHHBIe/MH (hopManus st
OLICHKU pa3beqaH s/ pa3apakeHust KOKU?

Kiacen pummporarthb
HEBO3MOYKHO

CMech: UMEIOTCS JIH JJaHH bie/MH() OpMaIluist O
KnaccugummpoBats
HEBO3MOKHO

CMECH B I1E€JIOM MJIM €€ KOMITOHEHTAX JIIsl OL[E HKH
pazbenanust/pas apaxke Hast KOKU?

S

CM. TOTrMYECKYIO CXeMY
npuHATAS petienus 3.2.2
UL ICTIOJIB30BaH Hst

CMmech: UMEFOTCS JTU JTaHH ble/uH GopMarwst mo
CMECH B 1IEJIOM JUIS OIICHKH
pazbenan ust/pa3IpaKeH U KOKH ?

It

C KOMIIOHCHTaMH

SIBnIsieTCsl TN BelleCTBO WJIH CMECh Pa3belalouinmM

(cM. yrKTHI 3.2.1, 3.2.2.2-3.2.2.4 11 3.2.3.1.2), yunTeBas’:

Q) MMEIOIIMICS OBIT M3yYCHHUS BO3 EHCTBU S HA JIIOEH,
MOKA3IBAIOIINI HEOOPATUMOE MOBPEXK ACHUE KOXKH;

b) pesymeraThl BO3/IEHCTBUS Ha HKUBOTHBIX, YKA3BIBAIOIIIHE
Ha pa3beaHue KOKHU MOCIe OJHOKPATHOIO HIIH
MHOTOKPaTHOTO BO3/IEH CTBUS,

C) maHHbIE iNVItro;

d) mmeroryrocs MHGOPMALHMIO TIO CTPYKTYPHO CXOIHBIM
CO€ IUHE HUAM,

€) npezaenbHbie 3HaYeHus pH < 2 nm > 11,53;

f) paspyleHye KOKH Y OAHOIO WM OOJIBIIETO YHCIIA
TOJIOTIBITHBIX KUBOTHBIX (KPUTEPUU U PACIIpe IeIEHHU € 10
moakiaccam cM. 3.2.2.4, tabmuia 3.2.1)?

(IIpooonscenue na cnedyoweii cmpanuye)

THoopobrocmu 6 omuouleHuu PosedenUs UCNLIMAHULL U OYeHKU cooepaicamcs Ha puc. 3.2.1.

Brmiouas donsicnvim 06pa30M yuem 0CmMamouHol Ku(:ﬂomﬁocmu/u;eﬂow-tocmu.
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SIBistercst T BENIeCTB 0 HIIH CMECh Pa3Ap AKUTETeM

(em.3.21,3.2.2.2-3.2.24 u 3.22.5), yunrsiBas>:

@) HMMEIONIUIACS OIBIT U JIAHHBIE OTHOCHT €JTbHO BO3/ICHC TBHSI
HAa YeIOBEKA TIPH OJIHOKPATHOM FLJTH MHOTOKPATHOM
BO3JICHCTBUY,

b) pesynsraTel HAGIIONEHMS 32 KMBOTHBIMH, BKIIIOUAs
OJIHOKPATHOE MJIM MHOTOKPATHOE BO3/IeHi CTBHE;

C) nHmaHHBIE iNVitro;

d) wumMeromyocs HHGOPMALHIO IO CTPYKTYPHO CXOJHBIM
KOMIIOHEHTaM;

€) JaHHbIC O Pa3IPAXECHIUH KOXKH, TOTyICHHBIC OT

M CCIIEN0BaH Ml 5K MBOTHBIX (kputepun cm. 3.2.2.5.4,
Tabmia 3.2.2)7

SBsieTcs n Be1IeCTBO MJIM CMeCh
CJIa0bIM pa3IpakKUTeTeM, YUUThIBAs
KpuTepuu B Tabmuie 3.22 nynkra 3.2.2.547?

He xnaccudurmpyercs

Kmacc 3
be3 cumeona

OcTOpOXKHO

Hoopobrocmu 6 omuouteHuy RPoGedeHUst UCHLIMAHUL U OYeHKU cooepaicamcs Ha puc. 3.2.1.
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3.252 Cxema npunamus pewrenus 3.2.2 015 pazvedanus/pazoparxcenus Korcu.

Knaccuguxayus onacnocmu cmeceii Ha ochoee ungopmayuuloanusix 06 unzpeduenmax

Moryr JIi IPUMEHSTHCS TTPHHITUIIBI Otrectn
unrepronuposanus (cm. 3.2.3.2)? Ha K COOTBCTCTBYIOLICMY
KJIaccy
Conepxut ym cmech = 1% I/IHI‘pe,[[I/IeHTa4' ° KOTOPBIH SBISIETCS
pazbenarormuM (cMm. 3.2.1, 3.2.2.2-3.2.2.4) 1 110 OTHOILIE HHIO K Knace 1
KOTOPOMY HE MOXET ITPUMEHSThCS aJINT UBHOCTh, KaK,
HarpuMep:
d) KHUCIOTHI M OCHOBAHUS ¢ KpaiHuMK 3HadeHusMu pH < 2 ? ﬁﬁ'
WIN > 11,53, AN &
b) Heoprammueckue conu, Mim -
C) aJbAeTv b, WIH
d) deHob, M Onacto
€) TMOBEPXHOCTHO aKTHBHBIC BEIECTRBA, HIH
f) apyrue KommoHeHTHI?
Knace 2°
Cozeput 1 cMech > 3%* ° KOMIOHEeHTa , KOTOPBIit '
spisiercs pazapaxurenem (cm. 3.2.2.2u 3.2.2.3) niun .

JJIA KOTOPOT'O HE MOXKET NPUMCEHATHCA aAAUTUBHOCTD,
?
BKJIIO4Yas KMCJIOTBI 1 OCHOBAHMUA ¢ OCTOpO)KHO

L]

(ITpooonsicenue na credyoweii cmpanuye)

BK./ZIO'la}l, npu Heo6xoduMocmu, yuem oCmamounotl KuczzomHocmu/meﬂoqyocmu.

Hnu npu neobxooumocmu < 1%, cm. 3.2.3.3.1.

5
Kounxpemnvie npedenvhuvie 3nauenus xonyenmpayuu cm. 3.2.3.3.6. Cm. maxowce "Hcnonvszoeanue nopocogvix

snauenutilnpedenvivix snauenuti konyenmpayuu' , cm. nyukm 1.3.3.2, Iasa 1.3.

6 . . .
Ecnu cmecy maroice codepoicum Opy2ou pazveoarowuti ui pazopasxcaiowuti komnonenm(st), 0 KOMopozo

npUMeHsemcs npunHyun addumueHocmu, nepeﬁmu K pacnojliONCEeHHOM) HUdice amany.
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Knace 1
CoJIE KT JIM CMECh OJIMH MK GOJIee Pashbe JAIOIIMX KOMIIOH EHT OB,
JUISL KOTOPBIX ITPUMEHSIETCS PUHIMI @ JUMTH BHOCTU M CyMMa F’ﬁ N
KOHI[GHT AL KOMIIOHEHTOB KOTOPBIX KJIACCH(pUIMPYETCs KaK™ - ‘%l‘:

Kiacc 1 o Bo3neHCTBUIO HAa KOXKY = 5%?

OrmacHo

ColIePPKHT JIH CMECH OJIMH HIIK 00JIee pas3be JarolinX HId
pas3IpaskaroIIiX KOMIOHEHTOB, /IS KOTOPBIX IPUMEHSETCS
TIPUHITHIT & UTUTHBHOCTH U CYMMa KOHIIEHTPAIM i KOMITOHEHT OB '
KOTOPBIX KJIACCH (PULHPYET Csl KaK™:
a) xmacc 1 mo Bo3meHCTBHIO Ha KOKY = 1%, Ho < 5%, nm
b) wracc 2 no Bo3neticTBuio Ha Koy = 10%, wiu
¢) (10 x xmacc 1 1o BO3IeHCTBIIO HA KOKY) +

KIIacC MO BO3M eHCTBUIO Ha KoKy = 10967

OcTOpOXKHO

CoJIePPKHT JIU CMECh OJIUH HITH 00JIee pa3be Jar0IInX WU

pas3apa’karoIx KOMITOHEHTOB, TSI KOTOPBIX TPHUMEHSICTCSI TIPH HITHTT

aJUTMTHBHOCTH M CyMMa KOHIIEH TPAIN il KOMITOHEHT OB KOTOPBIX

KJIaC CUPUITUPYE TCS KAK:

a) xacc 2 1o BO3IEHCTBHUIO Ha KOXKY = 1%, Ho < 10%, miu

b) xmacc 3 mo BozmeiicTBIIO Ha KOKY = 10%, mwin

¢) (10 x kmacc 1o BO3JEHCTBUIO HA KOXKY) + KJTacc 2 10 BO3/IEH CTBHIO
Ha KOXxy = 1%, Ho < 10%, win

d) (10 x xmacc 1 o BO3eHCTBHIIO Ha KOKY) + Kitacc 2

TI0 BO3JIEHCTBHIO Ha KOXKY + KJacc 3 10 BO3IEHCTBHIO

Ha Koy = 10%7

Kiacc 3

be3 cumsona

OcTOpOXKHO

Her

He xnaccu purmpyercs

5
Konxpemmnvie npedenvhvie snavenus xonyenmpayuu cm. 3.2.3.3.6. Cm. maxowce "Hcnonvzosanue nopozosvix

sHauenuil/npedenvrolx 3navenutl konyenmpayuu", cm. nyukm 1.3.3.2, Iasa 1.3.

7
Cm. npumeyanue k mabauye 3.2.3 omrnocumenvHo noopobHO20 UCnONb306aHust nookiaccos Knacca 1.
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I'JIABA 3.3

CEPBE3HOE NNOBPEXJIEHUE/PA3JIPAJKEHUE I'JIA3

331 Onpenenenust

Cepvesnoe nospedicoenue 2na3 SBISETCS pe3yibTaTOM TOBPEXKACHHsS TKaHEH Tia3za HIH
cepbe3Hoe PU3NUECKOES YXY/IIICHUE 3PCHHUS, HACTYIHBILICE B PE3YJIbTaTE KOHTAKTA UCIIBITYEMOTO BEIIECTBA C
BHEIITHEH MOBEPXHOCTHIO TJa3a, KOTOPOE HE SIBIISETCS MOTHOCTHIO BOCCTAHABIMBAEMBIM B TeueHue 21 mHs
TocIIe IPUMEHEHHs .

PasdpaofceHue onasz SABJKETCA pEe3YyJIbTaTOM HU3MCEHCHUA, IMPOUCHICAIIETO C TJ1a3oM,
HaCTYIIUBLICTO B PE3YJIBTATEC KOHTAKTA UCIILITYEMOT'O BEIICCTBA C BHEIITHEH IMOBEPXHOCTHIO TJia3a, KOTOPOE
HE SIBJISICTCS MOJHOCTHI0 BOCCTAHABIMBAEMEIM B TeueHue 1 JHA II0CJIC HpI/IMCHCHI/IHl.

332 Kpurtepun kinaccupukanum onacHOCTH Jisl BelleCTB

3321 [IpeacraBnena mo3TamnHas cxemMa HCIBITAHUN U OICHKH, COYETAIOIIAs YK€ HMEIOIIYIOCS
UH(DOPMAIIMIO O CEepPhE3HOM TMOBPEKACHHM TJa3HOW TKAHW U O pasfApakeHuH a3 (BKIIOYAs JaHHBIC,
OTHOCSIIITECS K UMEIOIIEMYCSI OITBITY B 3TO# 00JIACTH B OTHOIICHHH JIFO/ICH U )KUBOTHBIX), & TAKXKE CBEICHUSI
0 3aBUCHUMOCTH "cTpykTypa—akTuBHOCTE" (3CA) W pe3ysipTaThl MPOBEPEHHBIX HCIBITAHUN iNVItr0 BO
n30eKaHKue TIPOBEJICHHUS HE SBISIONIMXCSI HEOOXOIUMBIMH UCTIBITAHUI HA YXUBOTHBIX.

3.3.22 [IpenoxeHnst B OTHOIICHUN KJIACCU(DUKAIIMKM OMACHOCTH Pa3pa)KCHUS IJIa3 U CEPhE3HOTO
MOBPEKICHUS TJIa3 BKJIIOYAIOT DJIEMEHTHI, KOTOPHIC YK€ COTJIACOBAHBI M OYAYT HCIIOJIb30BATHCS BCEMH
COOTBETCTBYIOIINMH OPTaHM3ALMAMH, a TaKkke (HaKyIbTaTUBHBIE TIOJIKIACCH], KOTOPBIE OyAyT MPUMEHSATHCS
JIIIL HEKOTOPBIMU OpTaHu3alusMu (HampuMep, OpraHu3alysAMH, 3aHUMAIONIMMHUCS Kiaccupukarpen
OTIACHOCTH TICCTHUIIHU/IOB).

CornacoBaHHas CHCTeMa BKJIIOYAET PYKOBOACTBO IIO 3JIEMCHTaM JaHHBIX, KOTOPBIC MTOJIKHBI
OLCHUBATHCA OO0 MNPOBCACHHUA HWCIBITAHUN Ha JKMBOTHBIX Ha OpeaAMET NOBPCKAAIOUICTO BO3JICHCTBHS Ha
ria3za. OHa Take BKJIIOYAeT KJIACChI OMTACHOCTH JJIA MCCTHBIX HOBpe)K,ZIeHI/Iﬁ Trjasa.

3323 [lpexxae dYeM TPOBOAWTH Kakhe-THOO WCHBITaHUS INVIVO Ha TpEeAMET Cephe3HOro
MOBpEXJICHUs/pa3ipakeHus IJ1a3, CIEAyeT U3YyYHTh BCIO MMEIOIIYIOCS WH()OPMALUIO N0 HCIBITHIBACMOMY
Matepuany. [IpeaBapuTenbHbIe PEHICHUS MOTYT TaK)Ke NMPHHUMATHCS Ha OCHOBE MMEIOIIMXCS JIaHHBIX B
OTHOILICHWU TOTO, BBI3BIBACT JIM BEUIECTBO cepbe3Hoe (T.e. HeoOpaTHMOe) MOBpexAeHue TIia3. Ecim
HCHBITHIBAEMBIM MaTepHal MOXKET ObITh KIacCUPULMPOBaH, TO NPOBEACHHUS IPOBEPOK He Tpedyercs. Ocobo
PEKOMEH/TyEeMBbIi CcIoco0 OIEHKU CYNIECTBYIOMEH HH(OpPMAIMU O BEIIECTBAX WIH O TMOJXO0JIE K HOBBIM
HEM3Y4YCHHBIM BEIECTBAM 3aKIFOYAETCS B UCIIOJNBL30BAHWU TIOATAITHOW CTPATETHH MPOBEPOK HAa TpPEAMET
CEphE3HOT0 MOBPEKICHHUA U pa3ApaKeHHs Ias3.

3324 [Ipu ompenenennu MOTEHIMANA BEIIECTB U CEPHE3HOTO MOBPEXKACHUS WIH pa3ApakeHUs
rjasa rnepeja MpoBeICHHEM HCIBITAHUH CIEAyeT y4ecTh HEeCKOIbKo (akTtopoB. B kadecTBe mepBoro mara
CIIelyeT NMPOBECTH aHAJIM3 HAKOIUIEHHOTO ONbITa BO3ACHCTBUS Ha JIOJCH M JKUBOTHBIX, MOCKOJBKY OH
obecnieunBaeT MH(OPMALUIO, HEMOCPEACTBEHHO OTHOCAIIYIOCS K BO3ICHCTBUIO HA Ia3a. B HEKOTopbIx
Cllydasix Ui TPUHATHS PEUICHWH OTHOCUTEIHHO CTENEHH OMACHOCTH JOCTaTouHas MH(OpMAIHs MOXKET
OBITH MOJyYeHA OT CTPYKTYPHO CBS3aHHBIX COCAMHEHHH. AHAJOIMYHBIM 00pa3oM KpailiHue 3HaueHus pH
kKak <2 w 2115 MoryT mpuUBOIWTH K CEpPhE3HOMY IMOBPEXKACHUIO TIJIa3, OCOOEHHO B COYETAHUH CO
3HAYUTENBHBIM Oy(QepHBIM MOTEHIMATIOM. Takue BemiecTBa, Kak IPEIoiaracTcs, OKa3blBalOT CEPhe3HOE
BO3JICHCTBHE Ha I1a3a. B0O3MOXKHOCTB pazbeaHusl KOXKH ClIeyeT OLIEHUBATh J0 PACCMOTPEHMs BOIpPOCa O

Pabouee onpedenenue ons yeneii Hacmosue2o OOKyMeHma.
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Cephe3HOM TOBPEXKACHUH/pa3ApaKeHUN TJ1a3, ¢ TeM YTO0bI M30EeKaTh HCIBITAHUS HA TPEAMET MECTHOTO
BO3JICMICTBHS Ha TJla3a BEIIECTB, pa3zbelalomux Koxy. Jlns mpuHATHS pemeHwid o Kiaccuukamuu
OMAaCHOCTH MOTYT HCIOJIB30BAThCA albTEPHATHBBI HCHBITAHUE N Vitro, KoTOpble OBLIM MPOBEPEHBI U
YTBEPKICHBI.

3.3.25 Ilpu onpeneneHUr HEOOXOIMMOCTH HCIBITAHUS INVIVO HAa MPEAMET pa3apakeHUs Tja3
CIIelyeT HCIOJIb30BaTh BCIO BBIMICYNOMSHYTYI0 HH(GOPMAIMIO, HMMEIOLIYIOCS IO COOTBETCTBYIOLIEMY
BELIECTBY. XOTs MH(OPMALHUs MOXKET OBITh MOJNy4YeHa B Pe3yJIbTaTe OLCHKH OJHOKPATHBIX MapaMeTpOB B
npeaenaax COOTBETCTBYIOLIErO dTama (HampuMep, €IKUe INeNoYd ¢ KpalHumH 3HauyeHusmu pH ciemyer
paccMarpuBaTh Kak MECTHbIE DPa3be[alolIMe BEIIECTBA), MPEIINOYTHTENIFHO y4YeCTh BCHO COBOKYITHOCTH
uMeroleiics nHPOpMaIMU, 4TOOBI CAeNaTh IJI00aIbHBIE BBIBOJBI. ITO OCOOCHHO BEPHO, KOT/Ia MMEETCS
uH(bOpMALHsI 0O HEKOTOPBIX, HO HE BCEX MapamMeTpax. B IeJ0M nepBocTelieHHOe BHUMAHHE CIICAYET yIeIsTh
CY)XJICHHUIO SKCIIEPTOB, YYETY HMEIOIIETOCs OIbITa BO3ICHCTBHUS BEIIECTBA HA YEIIOBEKA, U JIAJIee MO CTEIICHH
BOXHOCTH pE3yJbTaTaM HCIBITAaHHS Ha MpPEAMET pPa3[JpakeHHUss KOXH U XOPOIIO TPOBEPEHHBIX
aJbTepPHATHBHBIX METOOB. I[10 BO3MOXKHOCTH ciiefyeT M30eraTh MCHBITAaHUSI BO3ACHCTBHS Pa3beIalolIiX
BEIIICCTB Ha )KUBOTHBIX.

3.3.2.6 B coOTBeTCTBYIOIINX ClydasX ClAeIyeT PacCMOTPETh BOMPOC O MPUMEHEHHMH IOJTAITHOIO
MOJIX0/Ia K OIIEHKE TePBOHAYAILHON HH(POPMAIINH, IPU3HABAS [IPU 3TOM, YTO HE BCE DJIEMEHTBI MOT'YT OBITH
YMECTHBIMH B HEKOTOPBIX Ciydasx. [lo3TamHbIi MOaX0/, MosicHAeMbIi Ha puc. 3.3.1, 6bu1 pazpaboTtan npu
COJICHCTBUH CO CTOPOHBI HAIMOHATBHBIX (MEXIYyHAPOJHBIX) LEHTPOB W KOMHUTETOB JJISI WCIBITAHUNA U
IMPOBEPKU AJIBTCPHATUB IIPOBEACHHIO UCHBITAHUNA Ha JKUBOTHBIX B X0e pa60qero COBCUIaHUA,

cocrossiuerocs B CoiHe, HlBeI_II/ISIZ.

3.3.2.7 Korna nmanuple, HEOOXOOUMBIE UIS TaKOW CTpaTeTHH TMPOBEICHHUS WCIBITAHWA HE MOTYT
OBITH TOJYYEHBI, MpeIaraeMblii TIOATAIMHBIA MOIX0J K MPOBEISHUIO HCIIBITAHWN O0ECIeYrBaeT XOpOoIIee
PYKOBOJACTBO OTHOCHTEIBHO TOr0, KaK OpPraHW30BaTh HMEIONIYIOCS HH(POPMAIUI0 00 HCIBITHIBAEMOM
MaTepuaie W MPUHATh O0OCHOBAHHOE PEIICHHE 00 OIEHKE OMACHOCTH M €€ KJIACCU(UKAIUU OMAaCHOCTH
(B mmeanbHOM ciiydae 63 MPOBEICHUS HOBBIX UCIIBITAHUI HA KMBOTHBIX).

Pucynok 3.3.1:  CrtpaTerusi npoBeeHusi HCIILITAHUI 1 OLIEHKH HA MPeIMeT CePbe3HOr0
MOBPEKIEHUs U pasapaxkenus rias (cMm. Takxke. " CTpaTerusi HCIbITAHUA
W OLIEHKH Ha MpeAMeT pa3apaxeHust/pa3belaHus Koxu" , pucyHok 3.2.1)

Jran IHapametp Pe3yabTar BriBoabI
la  JlanHble, OTHOCSIIHECS > Cepbesnoe —» Kiacc 1
K UMEIOLIEMYCS OTIBITY E— MIOBPEXKACHUE TT1a3
BO3JICHCTBHS HA JIOJEH —»  Paznmpaxenue rnas — Kiacc 2

HJIN ) KUBOTHBIX

Het unu HeuszBecTHO

1b  [lannble, oTHOCSIIHECS —® PazbenaHue KOKu »  OTCyTCTBYET OLIEHKA
K UMEIOLIEMYCS OTIBITY BO3/EICTBYSI Ha I71a3a,
BO3/EHCTBHUS Ha Jrozel OTHOCHUTEJBHO K
WJTH KUBOTHBI Krmaccy 1

Het unu HeusBecTHO

(ITpooodondicenue na credyroweii cmparuye)

2 OECD (1996)/ Final Report of the OECD Workshop on Harmonisation of Validation and Acceptance Criteria
for Alternative Toxicological Test Methods.
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Pucynok 3.3.1 (npooonarc.): CTpaTerusi npoBeieHUsI UCTILITAHUIL U OLIEHKH HA NMpeAMeT
Cepbe3HOro MOBPEKACHHS U Pa3ipakeHus rjia3
Jran ITapameTp Pe3yabTar BoiBoabI

lc  [lanHble, oTHOCSIIUECS K —»  Pasppaxurens kooxu —»  OTCyICTBYET OLICHKA
MMEIOIIEMYCSI OTIBITY BO3JICHCTBHS Ha TJ1a3a,
BO3JICUCTBHUS HA JIIOJEH WIH otHocuTcst kK Knaccy 2
YKUBOTHBIX ¢
Her nnu HensBecTHO

2a  3aBHUCUMOCTH ' CTPYKTypa— —»  CepbesHoe —» Kiacc 1
aktuBHOCTE" (3CA) HOBPEXKICHHUE T71a3
Her unu HensBecTHO

2b  3aBHCHUMOCTB ' CTPYKTypa— —» Pazmpaxenme rma3 ——»  OTCYTCTBYET OLICHKA
akTuBHOCTB" (3CA) BO3/ICHCTBHS Ha IJ1a3a,

l otHOocuTcs kK Kiaccy 2
Her unu HensBecTHO
2¢  3aBUCHMOCTb ' CTPYKTypa— — Pa3zpenanue KoXH —» OTCyTCTBYeT OlIeHKa
akTuBHOCTE" (3CA) BO3/IECHCTBHS Ha I1a3a;
otHOocutes kK Kiaccy 1
Her nnu HensBecTHO
3a  pH/ocrarounas xucnotHocte —»  pH>115nm —>» Kiacc 1l
WJIU MICJIOYHOCThH pH < 2((; Y4eTOM
v OCTATOYHOMH
KHCJIOTHOCTH HJIH
IIEJIOYHOCTH)
3b 2<pH<115
(orcyrcTBYeT OydepHsbIii
MOTEHITAAN)

4 Hpyras nnpopmanus, —» [la —» OrtcyTcTBYyeT O11EeHKA
yKa3bIBaloliasi Ha TO, YTO BO3/ICHCTBHS Ha IJ1a3a,
MaTrepual pa3benacT KOxKy otHocuTcs K Kmacey 1

Her

5 Nwmeercs nu pe3yapTaT —> Her — [Ilepeiitu k oTamy 6
IMPOBEPCHHOT'O UCTIBITAHUA
in vitro s oLeHKu
CEpPBHE3HOTO TIOBPEKICHHS
a3

5a  Ucnobitanue in vitro s —» CepbesHoe Kiace 1
OLIGHKU CEPHE3HOTO MOBPEKACHUE IS
pa3IpaxkeHus T1a3 ria3

He ;IBmeTc;}cepLemHM
pasapaskuTeneM A a3

A\
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Pucynok 3.3.1 (npooonxc.):  Crpaterusi npoBeieHHs] HCBITAHWIT H OIIEHKH HA NPeIMeT

Cepbe3HOro MOBPEKACHHS U pa3ipakeHus rjia3

Jran ITapametp Pe3yabTart BriBOABI
6  Hwmerorcs mu pe3yabTaThl —Wcnpitanme inVitro —» Tlepeiitn k 9Tamy 8
HPOBEPEHHOTO HCIBITAHUS IN Ha MpeaMeT
Vitro Ha npenmer pa3apaxeHust CEpbE3HOT0
a3 pasapaxeHus rias — llepeiitu k 3Tamy 7
0Ka3ajoch
— Her OTpULIATEIBHBIM
¢ —IIpu oTcyTcTBUU
Ha JIFOO0T0 UCTIBLITAaHUS
¢ invitro
6a Ucneitanue in vitro Ha npeamer ——»  Pazapakurens ria3 — Kiacc 2

pa3apaxeHus rnai

OTcyTCTBYyeT yKa3aHUE Ha
CBOICTBa pa3apakuTens rias

7  DOKclepuMeHTalbHas OLICHKa —» Pasbsenanue Koxu —» OrTcyTcTBYET OLICHKA
MOTEHIMANa Pa3beqaHus KOXKHI BO3/JEICTBYS Ha I71a3a,;
(cM. cTpareruro uCTbITaHUI otHocuTcs kK Kimaccy 1

Ha TpeIMET pasapaxkeHus/
pa3benaHus KO)KI/I£

He siBnsierca pazpenaronum

8 Ucnbrranue Bo3aeicTBus —» (CepnesHoe — Kiacc 1
Hammazay 1 Kponrxa MOBPEXK/ICHUE TI1a3

OTCYyTCTBYET Cepbe3HOE
MOBPEXKICHUE ¢

9  JlanpHeMIne UCIBITaHUS —» PazapaxuTtens ria3 — Kiiacc 2
Ha 1 unm 2 KponMKax

He saBnsiercs , He KJIaCCUPHUIIPYETCS
’ pa3apaXxuTeseM rias3

IIPUMEYAHHA k pucynxy 3.3.1:

Oman lalb:

Jannvie, omnocswuecs K umerowemycs onvlimy 6030elcmeus: Ha Ji00etl Ul HCUBOMHBIX.
panee nonyueHHdas UH@OPMAYUs O pazopadicenuu 21a3 U pasbe0aHuu KOXCU NPUGOOUMCs
0mMOeNbHO, NOCKONLKY Cledyem NPUHUMAMb 60 GHUMAHUE OYECHKY PA3beOaHusi KOJCU, eclu
omcymcemeyem uHopmayus 0 JOKAAbHOM Go30elicmeun Ha enaza.  Awamuz pawuee
NOJYYEHHO20 ONbIMA KOHMAKMOG C Geujecmeamu MOJCem YKA3bleams HA CEPbe3HOe
nogpesicoeHue 21a3, paszvedanue U pazopadiceHue, Hmo NOMEHYUAIbHO OKA3bledem
6030elicmaue KaxK Ha KOXCy, max U Ha 21a3a.

i)  Oman la —nadesxcnoe onpedenenue pazopadcenus 2143 HA — OCHO8E  ONbIMNA

8030elicmeust Ha J00el UIU JCUBOMHBIX — 3A8UCUM OM OYEHKU IKCNepmos. 6
bonvuuncmee caydaes  onoslm 6030elicmeust Ha Joodell OCHO8AH HaA C]lyllaleblx
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cobvimusix, u, Makum o00pazoM, JOKAIAbHOE 6030elicmeue, OOHAPYICEHHOe NOCe
maxoeo cayuas, ciedyem CONOCMABIAMb C KIACCUDUKAYUOHHBIMU KPUMEPUAMU,
VCMAHOBNIEHHBIMU OJ151 OYEHKU OAHHBIX UCNBIMAHULL HA HCUBOMHDIX,

i)  Oman 1b — oyenxa oannvix o0 pazveoanuu KoxHCU — Beuwecmsd, pazvbedarouue Koxicy, He
crnedyem 8600umb 8 Guoe Kaneib 8 21ad3d JHCUBOMHLIX; MAKUe 6ewecmea ciedyem
paccmampugeams Kaxk HaHocswue cepbesubvlil yujepo maxace u enazam (Knace 1).

3CA (3asucumocmo " cmpykmypa—axkmusnocms") 0151 pazopaxcenus 2nda3 u pazbeOanust
KOJICU NOKA3AHbl OMOENbHO, 0OHAKO HA NpaKmuke, 8eposimHoO, OYOYm paccMampueéamscsl
napaineibHo.  Omom sman ciedyem 3a6epuiumv UCHONb306AHUEM NPOBEPEHHbIX U
npunamolx no0xo006 3CA. Ananuz 3CA moocem 6viasumv cepvbe3Hbli yulepb 2aasam,
Pasvedanue u pazopajicenue Kaxk 0as KodiCU, max u 0jist 21a3.

i)  DOman 2a —nadesicnoe onpedenenue  pazopascenus 2ia3  Aulb ¢ NOMOWbBIO
meopemuyecKux OYyeHoK — 68 OOIbUUHCINGE CyYaed Smo 0yoem npueooHo MoabKo O
sewecms, AHAN0SUHBIX A2EHMAM C XOPOULO U3BECTIHBIMU CGOUCMBAMU,

i)  Oman 2c — meopemuueckas oyenka pazveOanus KOXiCU — 8eecmed, pazbedaroujue
KOJICY He clledyem 3aKanvleamv 6 21d3d JICUBOMHLIX, MAKue eeujecmea ciedyem
paccmampueams 6 Kauecmee NPUGOOSUUX K CEPbe3HOMY NOBPENCOCHUIO MAKIiCe U OISl
anas (Knace 1).

Kpaiinue 3uauenus pH wax <2 u >11,5 mozym yxaswieamv Ha cepve3noe J10KATbHOE
8030eticmeue, OCODEHHO 8 COYemAaHUU C OYEHKOU OCMAMOYHOU KUCIOMHOCMU ULU
WenoyHoCmuU, 8eulecmed, npossisowue makue QUIUKO-XuMUYecKue ceolcmed, ciedyem
paccmampugams 8 Kawecmee npUSOOAUUX K cepbesHbiM nospedicoenusm ons 2naz (Knace 1).

Crnedyem ucnoav3o8ams a006yi0 00CMYNHYIO UHDOPMAYUIO, BKIIOUAS. ONbIM 8030€LiCMBUs HA
moodeti. OOnako 3my uHGopmayuio credyem 02paHuuusams moil, Komopas Oblia Nojiy4eHa
panee (nanpumep, pesyrvmamoi ucnvimarnuti DLsy npu nanecenuu na kodcy uiu HaKonIeHHoU
UHGOpMayuU 0 pazvbeOanuu KoxiCu).

HondicHol npumensmvcs anbmepHamueHvle Memoobl 05l OYeHKU pasopadicenus enasl umu
cepvesnoeo  nospescoenus enas  (manpumep, HeoGpamumoe NOMYMHEHUE PO2OBUYDL),
KOMOpble OYSHUBAIUCL 8 COOMBENMCMEUU C MENCOVHAPOOHO CONACOBAHHBIMU NPUHYUNAMU
u kpumepusimu (cm. 6 1.3.2 I'nasor 1.3).

B oannviti momenm smom sman ne npeocmasisiemcs OOCMUNCUMBIM 6 Oaudcatiuiem
oyoywem. Heobxooumo paspabomamv nposepeHHvie albMepHAMUSHbIE Memoobl Os
HaoesicHoll oyenku (Heobpamumo2o) pazopadicenus enas.

Ilpu  omcymcmeuu 060t  Opyeou coomeemcmayrowell UuHgopmayuu  Heobxooumo
0obusamvbcst 5mMo20 Nymem NPOBeOeHUsT MENCOYHAPOOHO NPUHAHHLIX UCHbIMAHUL HA
pazveoanuelpazopasicenue, npexcoe uem nepexooums K UCHbIMAHUSIM HA PA30paxcenue Ha
21a3ax KpoauKa. Imo 00IHCHO NPOBOOUMbCS HA nodmanHou octoge. Ilpu 603modicnocmu
9mMoco credyem OOCMU2AMb ¢ UCNOAb308AHUEM NPOGEPEHHBIX YMBEPAHCOCHHBIX MEMO0O08
nposepku pazvedanus Koxcu INVItro. Ilpu omcymemeuu maxkux 803MONCHOCMEN OYEHKY
cedyem 3a8epuums ¢ UCNOIb308AHUEM UCHbIMAnUull Ha dcusomuvix (cm. cmpamezuto 0st
pazopadicenuslpazveoanus kocu é 3.2.2).

Tlosmannas OYeHKda past)paofcenu}z 2naz invivo. B cayvae, ecilu Ocpanuv4ernoe ucnvlmaHue

HA 0OHOM KPOJIUKe NOKA3bIBAEN] CePbe3HOe NOBPENCOCHUE 211A3, OAIbHETUE UCNbIMAHUSL He
SAGNATOMCSL HEOOXOOUMBIMU.
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Oman 9: Jluwe 08a srcusommuvix Mozcym Ovlmb UCNONB308AHbI OISl NPOBEOEHUs UCHbIMAHULL HA
pasopascenue (6knouas 00HO, UCHOAB3VEMOe Ol OYEHKU BOZMOICHO20 CEePbe3HO20
8030€lCcmBUsL), eclu UCNBIMAHUA NO DMUM O8YM HCUBOMHBIM OAlOMm CO8naoarujue seHvie
peaxkyuu  pazopaxceHus Unu OMCYmMcmeus pasopadxcenusi. B cayuae paziuunvix unu
NOCPAHUYHBIX PeaKyull He0OX0OUMO UCNbIMAHUEe HA Mpembem HCUGOMHOM. B 3asucumocmu
Om pe3ynbmama maxko2o UCHbIMAHUSA HA MPex HCUBOMHBIX MOJCEn NOmpebo8amvCs Ul He
nompebosamuvcs nposedeHue Kiaccudurayuu onacHocmu.

3.3.2.8 Heoopamumpte nocneocmeus ons 2naslcepveznoe nospescoenue 2naz (Knace 1)

Jns  BeliecTB, HMECIOIIMX IOTCHIIMAA HAHCCCHHMS CEPhE3HOr0 IIOBPCIKICHHS IJIa3am,
YCTAHOBJICH OJWH COTJIaCOBaHHBIN Kiacc omacHocTd. OrtHecenne k Kiaccy omacHoctr 1 (HeoOpaTtumoe
MOBPEKJICHHE TJ1a3) MPOMCXOAUT HA OCHOBE MEPEUMCIICHHBIX HIDKE KpUTepheB. HaOmromeHus BKIIOYAIOT
JKMBOTHBIX C MOBPEXKICHUSIMUA POTOBHUIIBI 4 CTENICHU M IPYTHe CePhe3HbIe peakiiu (Hanpumep, paspylieHue
POTOBHIIBI), HAOIOIaeMBbIe B JIFOO0E BpeMsl B XOJI€ MPOBEICHUS UCIIBITAHMUS, a TAKIKE CTOMKOE TIOMYTHEHHUE
POTOBHIIBI, 00ECIIBEYMBAHKIE POTOBUIBI KPACHUTEIEM, aJre3usi, MaHHYC M HapylleHue (pyHKIUU pagayKHOU
000JIOUKH HIIM JPYTHE MOCICACTBHS, HAPYIIAOIIUE 3peHre. B 3TOM KOHTEKCTE CTOWKMMHU MOBPEKACHUSIMU
CUMTAIOTCS TaKWE, KOTOpbIE HE SBJISIFOTCS IOJIHOCTBIO BOCCTAHABIMBAEMBIMU B IICPUOM HAOIIOICHHMS,
00bIyHO juusamuiics 21 neus. Knaccudurarmms omacHoctn: Kitacc 1 Takke CONEpKUT BEIIECTBA,
OTBEUAIONINE KPUTEPUSIM IMOMYTHEHHS POTOBHUIILI > 3 Wi upuTa > 1,5, 00HapyXUBaeMbIe NP MPOBEACHUN
MCIBITAHHUS [0 BO3JCHCTBHIO Ha IJ1a3a KpoJjuka 1o JIpa3y, MOCKOJIbKY Cephe3HbIC MOBPESIKICHHS, 0100HBIC
3THM, OOBIYHO HE BOCCTAHABIMBAIOTCS B TCUCHHUE IIEPHOIa HAOIIOACHHUS IIPOJOJIKUTEILHOCTEIO B 21 IeHb.

Tabauua 3.3.1: Kuacc npoayKuuu, BoI3bIBaloLieii HeoOpaTuMbIe IOBPEKICHHUs TJ1a3%

Kiaace 1 mo pasapaskawmeMy JeiicTBHIO Ha rjia3a (BbI3bIBaeT HeoOpaTHMbIe MOBPEXKICHUS
rJ1a3) peACTaBIsIeT cOOO0M UCTIBITYEMbI MaTepHall, Ha KOTOPOM MPOSIBIIAETCS:

a) 0 KpalHeW Mepe, y OAHOr0 KHWBOTHOTO HMEIOTCA IIOCIEACTBUS JJI1 POTOBHULI, Pay’KHOU
000JIOUKM WM KOHBIOHKTHBBI, KOTOPBIE, KaK OXHUIACTCS, HE SBJSIOTCS BOCCTAHOBUMBIMH WIIH
HE TTOJIHOCTBIO BOCCTAaHABJIMBAIOTCI B  TEUCHHE OOBIYHOTO  TIepuoja  HaOIOJEHUS
MPOIODKUTEILHOCTBIO B 21 IeHb; u/vin

b)  mo kpaiineii Mepe, y 2 u3 3 UCIIBITYEMbIX JKUBOTHBIX HAOIIOACTCS TOJIOKUTEIbHAS PEAKIIHSL:

i) MOMYTHEHHE POTOBHIIBI > 3 u/uiu
i)  wpur>15,

paccuMTaHHBIC B BHUJEC CPEIHUX KOI(PDUIIMCHTOB, UCXOMAS U3 JUTUTECILHOCTU HCIbITaHus B 24, 48
1 72 Jaca 1ocJie yCTAaHOBKHU MCIIBITYEMOTO MaTepuaa.

a
Hcnonvzosanue oannvix o m00sax obdcyscoaemes 8 pasdene Llenv, obracms pacnpocmpanenus u

npumenenue (Inasa 1.1, nynkm 1.1.2.5 ¢)) u Kraccugpurayus onacnoix éewecmé u ux cmeceti (I'nasa 1.3,
nynkm 1.3.2.4.7).

3.3.29 Oobpamumoe so3deticmeue na 2nasa (Knacc 2)

st BemiecTB, 00JIQAONUX TMOTCHIUAIBHON CIIOCOOHOCTBIO BBI3BIBATE 00PATHMOE
pasapakeHWe TJia3, yCTaHOBIIEH OJMH KJIacC OMACHOCTH. B mpenenax MaHHOTO KIllacca OMacHOCTH
CYIIIECTBYET BO3MOXKHOCTh YCTAaHaBIMBATh IOAKIACCHI JJIS BEIIECTB, OKAa3bIBAKOIINX OOpaTUMOE
BO3/ciicTBEe Ha Tia3a (BO3JCHCTBHE, SBIAIONICECS OOpPaTUMBIM B TCUCHHWE TEPHOAA HAOIIOICHUS
MPOIODKUTENILHOCTBIO B 7 JIHEIH).
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OpraHssl, KeJIaye UCI0JIb30BaTh OJUH KJIAacC Ui KJIaCCU(HKALMY ONIACHOCTH, CBA3aHHOM
C pazlpaxaroluM JeWCTBHEM Ha TIJia3a, MOTYT WCIOJNB30BaTh €IUHBIN coriacoBaHHbli  Kiacc 2
(pa3zmpaxkeHue ruas); Ipyrue MOTYT NPOBECTH pasrpaHudeHue Mexay Kimaccom 2A (pasapaxkeHue rias) u
Knaccom 2B (cimaboe pa3apaskeHue rias).

Ta6auna 3.3.2: Knaccbl omacHOCTH VIS 00pPaTUMBIX MOC/IEICTBUI BO3EHCTBUS HA rjia3a

Iponykumsi, oka3piBaInasi pa3apakaiee aeiictBue Ha ruaza, Kiacc 2A (pa3apakeHue ria3)
MIPeICTaBIsIeT COOOM NCTIBITYEMBIH MaTeprall, BEI3BIBAIOIIINI:

a)  mo KkpaiiHeii Mepe, y 2 U3 3 HCTIBITYEMBIX )KUBOTHBIX MOJIOKHTEIBHYIO PEAKIINIO:
i) OMYTHEHHE POTOBHIIbI > 1 n/umu
i)  wpur > 1, u/um
iiil)  mOKpacHeHHE KOHBIOHKTHBBI > 2, U/1iu
iV)  OTeK KOHBIOHKTHBHI (XeMO03) > 2,

paccunTaHHyl B BHIE cpenHuX KkodhduinuentoB mnocie 24, 48 u 724acoB mocie yCTaHOBKH
UCIIBITYEMOTO MaTepHaya, W TI0JIHOE BOCCTAHOBJIEHHE IIPOMCXOMUT B TEUYEHHE MepHona
HaAOJIIOEeHMsI, 00BIYHO cocTaBAmOLIEro 21 neHsb.

B npenenax 3Toro kijacca MpoJyKIHs, OKa3bIBaloNIas pasapaxaroniee AeficTBUE Ha IJia3a, OTHOCUTCS K
Knaccy 2B (c;1aGomy pa3apakeHHIO IJia3), KOTAa IEPEYMCICHHBIC BBIIIE IOCIEICTBHS SBISIFOTCS
MOJIHOCTHIO BOCCTAaHABIMBAEMBIMU B T€UeHHE 7 JHEH HAaOJIOACHUSI.

[l BelecTB, UMEIOLINX SIBHO BBIPAXKEHHYIO [IEPEMEHHOCTh, B TOM YTO KAacCaeTCsl PEaKLUH
JKUBOTHBIX, 3Ta MH(POPMALIUS MOXKET YUUTHIBATHCS IIPU ONPEAEICHUH KIIaCCU(UKALIMK OITACHOCTH.

333 Kpurtepun kinaccuuranum onacHoOCTH ISl cMeceid
3331 Knaccugpurxauun onacnocmu cmeceit, Ko20a umeomcs OaHHbvle 0 CMECU 8 UETIOM

CMmech KiIaccHpUUUPYETCs C HCHOJIb30BAHHMEM KPUTEPHEB Ul BELIECTB M C YYETOM
CTpaTernuy UCIBITAHUS U OLIEHKH, UCTIOIb30BAHHBIX AJIS MOIY4YEeHUS JAHHBIX JJI 3TUX BHUJIOB OMACHOCTH.

B ornmume oT Opyrux BHIOB ONMACHOCTH MMEIOTCS IbTEPHATHBHBIC BHIIBI HCIIBITAHUN Ha
IpeaMeT pa3befaHus KOKM HEeKOTOPHIMH BHIAMHM XMMHYECKHX BEIECTB, KOTOPbIE MOTYT JaBaTh TOYHBIH
pe3yibpTaT Ui Lened KiacCUPUKALWU ONacHOCTH, OyAy4d NOpU 3TOM MPOCTBIMH U OTHOCHUTEIHHO
HenoporocTosmuMu. [Ipu paccMoTpennn Borpoca 00 UCTIBITAHWU CMECH TPOU3BOANUTEISIM PEKOMEHIYETCS
HCIIOJIb30BaTh ITOJTAITHYIO CTPATErnio HCIIOIB30BAaHMS BCEl COBOKYITHOCTH JAHHBIX, B TOM BH/E KaK OHA
BKIIIOYEHA B KPUTEpPHU Ui KiacCU(UKAIMKM OINACHOCTH BEIIECTB Ha MpeIMeT pa3belaHusi KOXU U
CEpbE3HOr0 MOBPEKACHUS IJ1a3 M Pa3IpaXeHUs Tiia3, Uil TOrO YTOOBI [IOMOYb OOECIEUHUTH NPOBEICHUE
TOYHOW KJIacCHU(HKAIIMM OMACHOCTH, a Takke M30eXaTh HEHY)KHBIX MCIBITAaHWH Ha >KUBOTHBIX. CMech
paccMarpuBaeTcsi Kak BbI3bIBalOIIas cepbe3noe mnospexieHue ria3 (Kmacc 1 mo BoszeiicTBuio Ha riasa),
eciu oHa mmeer PH<2 wm >115  Ecam paccMoTpeHHE OCTATOYHON MICTOYHOCTH/KUCIOTHOCTH
IpPEAINOoIaraeT, 4ro BEIIEeCTBO WIM CMECh MOTYT HE oOJajaTh IOTCHIMAJIOM HAHECCHUS CEpbe3HOro
HOBPEXKICHUS TJIa3aM, HECMOTPS HAa HHM3KOE WM BBICOKOE 3HaueHHe PH, To HEoOXOaMMO INpoBEICHUE
JANbHEHIINX WCHBITAHUN AJS MOATBEPXKACHUS 3TOrO, MPUYEM IPEANOYTUTEIBHO MyTeM HCIIOIb30BaHUS
COOTBETCTBYIOILETO IIPOBEPEHHOTO N VitrO ncTbITaHusI.

3.332 Knaccugpuxkayusa onacnocmu cmeceii, Ko20a omcymcmeyom OanHwle 0 cMecu
6 UeoM. NPUHUUNDBL IKCHIPANOJIUPOEANHUS

3.3.3.21 Korma cama cMech He UCIBITHIBANIACh HA MPEIMET ONPEACIICHUS Pa3hedacMOCTH KOXHU WIIH

MOTCHIHMAJIa HAHCCCHUA CCPBC3HOTO MOBPCIKACHUA WIIN PA3APANKCHUA IJ1a3, OAHAKO UMCHOTCA JOCTATOYHBIC
JaHHBIC KaK 00 OTACIIBbHBIX MHI'PEAUCHTAX, TaK U 00 aHaJOTMYHBIX HCIIBITAHHBIX CMECAX, A a):[eKBaTHOP'I
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XapaKTEPUCTUKHU ONMACHOCTH, IPEJICTABISICMON JaHHON CMEChIO, 3T JaHHBbIE OYIYT HCIOJL30BaThCS B
COOTBETCTBHH CO CIEAYIONIMMH COTJIACOBAHHBIMH NPUHIUIIAMYA WHTEPIIONANNAN. OTO TapaHTUPYET, U4TO B
mpoliecce Kiaccu(UKaIUU OMAaCHOCTH B MaKCHMAaJbHO BO3MOXKHOUM CTEICHU HCIOJB3YIOTCS WUMEIOIIHECS
JIAaHHBIC NIl XapaKTCPUCTUKH OMACHOCTEH, MPEACTaBISCMBIX CMEChIO, 0€3 HEOOXOAMMOCTH IMPOBCIACHHS
JIOTIOTHHUTEIIHLHBIX NCITBITAHUH Ha JKUBOTHBIX.

3.3.3.2.2 Paszbasnenue

Ecnmn  wucneitaHHas cMmech  paszOaBisercs  pa30OaBuTeneM, KOTOPBI  OTHECEH K
9KBUBAJCHTHOMY WIN 0oOJiee HU3KOMY KJIacCy HAHECCHHUSI CEPbE3HOr0 MOBPEXICHUs/pa3ipakeHHs Iiia3am,
4eM HauMeHee MMOBPEkKIAIONIHIA/pa3Ipaskarolnii epBOHAYaIbHbI KOMIOHEHT, U KOTOPBIH, KaK 0XKHIaeTcH,
HE OKa3bIBaeT BO3/CHCTBHS Ha pa3bearoliee/paszapaxkaroniee BO3JCHCTBIE PYTUX KOMIOHEHTOB, TO HOBas
HCHBITAHHAs CMECh MOXKET OBITh OTHECEHa K KJacCy, SKBUBAJICHTHOMY IMEpBOHAYaIbHOH HCIBITAHHON
cMecH. ANBTEpHATHBHBIM 00pa30M MOT ObI IPUMEHSTHCS METOJ, TOsICHIEMBIN B myHKTe 3.3.3.3.

3.3323 Paznuuus meowcoy napmusimu npooyxkyuu

MOXHO HCXOAUTHh W3 TOTO, YTO MOTCHIHAN Pa3IpakeCHHs/CEPhE3HOTO TMOBPEKACHHS Tia3
OJIHOM MCHIBITAHHOW MapTUH CMECU B OCHOBHOM PaBHOLEHEH MOTEHIMAy APYrod HEUCHBITAHHOW MapTUu
TOTO € KOMMEPYECKOro MpOAYyKTa, MPOU3BEICHHOIO TEM K€ MPEANPUITUEM-U3TOTOBUTEIEM WIH O] €ro
KOHTpOJIEM, 3a HCKIIOUYEHHEM CIydyaeB, KOrJa HUMEIOTCS OCHOBaHUS IOJaraTh, 4YTO CYILIECTBYET
SHAYUTCIIBHOC PA3JINYNEC, U3MCHAIOIICE TOKCUIHOCTD HEHUCITLITAHHOM nmapTuu. B Takom ciydac Tpe6yeTc;1
MIPOBOJIUTH KJIacCU(DUKALIMIO OITACHOCTH 3aHOBO.

33324 Konyenmpayus cmeceti, npunaonescaujux K Hausbicuiemy Kiaccy no 8030eiUcmeauto Ha enasd

Eciu ucnbiTaHHAs CMECh OTHECEHA K BBICIIEMY KJTaccy (3HAUYMTETbHOE MOBPEXKICHUE TIIa3),
TO 60JIce KOHIICHTPUPOBAHHYIO HEUCIIBITAHHYIO CMECh CIIEAYET OTHOCUTD K BBICIIEMY KJIacCy (3HAUYUTEIbHOE
MOBPEIKAECHUE T1a3) 06e3 MPOBEACHHs JOMOTHUTEIBHBIX UCIBITAHNH. ECIH MCIBITaHHAS CMECh OTHECEHA K
BBICIIIEMY TOJKJIACCY M0 pasipakaronieMy JCHCTBHIO Ha KOXHbIE IOKPOBBI/TJIa3a WM HE COICPKUT
KOMIIOHEHTOB, HAHOCSIIMX 3HAYMTENLHOE MOBPEXKACHUE TIJa3aM, TO Ooiee KOHIICHTPHPOBAHHYIO
HEHCITBITAHHYI0 CMECh CJIeyeT OTHOCHUTHh K BBICHIEMY KJIacCy IO pasapaxkarolieMy BO3JeHCTBHIO 0e3
MIPOBEICHUS IOTIOTHUTEIHHBIX UCTIBITAHUH.

33325 Humepnonuposanue nympu 00H020 K1ACCa MOKCUYHOCTIU

B cayuae tpex cmeceit (A, B u C) ¢ WIeHTHYHBIME HWHTPEIMEHTaMH, eciu cMecu A u B
OBLIM HCIIBITAHBI U OTHOCATCS K OJHOMY M TOMY K€ KJIacCy TOKCHYHOCTH TI0 pa3IpakeHUI0/Cepbe3HOMY
MOBPEXKICHUIO TJ1a3 W €CIM HeHuchblTaHHAs cMech C COCTOUT M3 TaKUX K€ TOKCHKOJIOTMYECKH aKTHBHBIX
MHIPEIMCHTOB, Kak M cMecH A m B, HO B KOHIEHTpalyH, MPOMEXKYTOYHOH MEXTy KOHICHTpAIHeH
TOKCHUKOJIOTUYECKH aKTHBHBIX MHIPEIMCHTOB CMeCH A M KOHLICHTpAIMell STHX WHTpeIueHToB cMecu B, To
cmeck C nomyckaercst Ui KiIacCH(pUKAIMU TI0 TOMY K€ KITacCy TOKCHYHOCTH IO pa3ipakeHUI0/Cephe3HOMY
MOBPEXICHUIO TJ1a3, uTo U cMecu A u B.

3.3.3.26 Cxoorcue 6 3HAUUMENTLHOU Mepe cMecU
Ecmu:
a)  mMerorcs aBe cMecu i) A +B;
i) C+B;
b)  xoHueHTpalms KoMIIOHEHTa B sBiseTCS 0MHAKOBOW B 00CHX CMECHX;

C)  KOHICHTpauus KOMIIOHEHTa A B CMecH i) paBHa KOHIEHTpauuu KomroHeHta C B
cMecH ii);
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d)  nanHbIle, Kacaromecs KiaccH(UKAIMU OMACHOCTH KOMIOHEHTOB A u C Ha mpeaMer
pazapakeHHs/Cepbe3HOr0 pa3IpaKeHusl I71a3, UMEIOTCS B HAIWYUHM U PAaBHOILICHHBI,
T.6. OHM OTHOCSTCS K OJHOMY M TOMY € KJIacCy OINaCHOCTU M, BEpOSATHO, Ha
3aTparvBaloT TOKCUYHOCTb.

Ecnu cmech i) win ii) yxe kinaccuduIpoBaHa myTeM HCIBITAHUA, TO Apyras CMeCh MOXKET
OBITh OTHECEHA K TOMY K€ KJIacCy OMAaCHOCTH.

33327 Aspozonu

Anpo3oiibHas popMa CMECH MOXKET OBITh OTHECEHA K TOMY JK€ KJIacCy OMAaCHOCTH, Kak U
WCIIBITAHHAs CMECh B HEa’PO30JBHOW (OopMe, MPU YCIOBHH YTO JOOABIEHHBIA MPOMEIIIEHT HE OKa3bIBaeT
BO3/IEHCTBIS HA Pa3APaKAIONIIE HTH PAa3beIafoNIue CBOACTBA CMECH TIPH PACITBUICHHMN .

3.3.33 Knaccuguxayusa cmeceii, kozoa umeromes 0annwie no 6cem UHZPEOUEeHMAM UaU MOIbKO
N0 HEKOMOPbIM UHZPEOUEHMAM CMECU

33331 B nensix ucnosnp3oBaHUsS BCEX UMEIONIUXCS JNaHHBIX JUIS IEJICH KIIaCCU(pUKAIUY OTTACHOCTH
CBOMCTB CMECH, MPUBOSIIMX K Ppa3ApaKeHUIO/CEPhe3HOMY TOBPEKICHUIO TIJ1a3, ObLUIM CHACTaHbl |
MPUMEHSIOTCS TIPU HEOOXOAUMMOCTH B PaMKaX MO3TAIHOTO TOX0/1a CIICAYIONIUE IOMYIICHUS:

"YUYuThIBa€MBIMA KOMIIOHEHTaMH  CMECH SBIISIOTCS T€, KOTOPBIE TMPHUCYTCTBYIOT B
KoHIeHTparmsx >1% (Bec/Bec I TBEpABIX BEHISCTB, KUIKOCTEH, MBUTH, TyMaHa U mapa U 00bem/o0bemM
JUIS Ta30B) WM BBIIIEC, €CIIH TOJBKO HE CACNAHO JAOMylleHHe (HAmpuMmep, B Clydae pa3beaarolux
KOMITOHEHTOB), UYTO WHIPEJUCHT, MPUCYTCTBYIOIUA B KoHIeHTparuu < 1%, TeM He MeHee MOXKET
YUUTBIBATHCS JIUISI KIIACCU(HUKAIIMK OTMACHOCTH CMECH Ha MPEAMET pa3ipakeHHs/CEPhE3HOTO MOBPEKICHHUS
ras.

33332 B menoM moaxon K KIIaCCH(HUKAIMH OMACHOCTH CMECEH B KaueCTBE pPa3IpaKaroluX HIIH
CEphE3HO MOBPEKMAIONIMX IJIa3a, KOTrJa MMEIOTCS JaHHbIC 0 WHIPEJNEHTaM, HO HE 10 CMECH B IIEJIOM,
OCHOBaH Ha TEOPHU aJJIUTUBHOCTH, COCTOSILCH B TOM, YTO KKIBIH Pa3beIalOIMil WM pa3Ipakaroluii
WHTPETMEHT BHOCUT BKJIAJI B OOIIHE pa3IpaKarolie WK Pa3be/Iarolie CBOMCTBA CMECH MPOMOPIIHOHATHLHO
€ro TMOTCHIMAJIbHBIM CBOMCTBAM M KOHIIGHTpamud. BecoBoii koadduiment 10 wucnonslyercs mis
MHIPEIMEHTOB, 00JIaIal0NX Pa3beqalouM JeUCTBUEM, KOTIa OHU MPUCYTCTBYIOT B KOHIICHTPAIIUU HUKE
Npe/IebHON KOHIIEHTPAIlMK, HEOOXOAMMOM Ul OTHECeHUs cMmeceBod mpoaykuuu kK Kiaccy 1, Ho npu
KOHIICHTpAIMH, KoTopasi Oy/ieT 000CHOBBIBATh KiIacCH(PHUKALIMIO CMeCH B KadecTBe pasapaxutens. Cmech
KIaccuPUIMpyeTcss KaK Cepbe3HO IMOBPSKIAIOMIAS IJa3a WM pa3apakaromas rias3a, Korja CcymMma
KOHIICHTPAILMi TaKUX HMHTPEAMCHTOB MPEBBIIIACT IOPOTOBbIC  3HAYCHHS/MPEICTbHBIC — 3HAYCHHS
KOHLICHTPAaLWH.

3.3.3.3.3 B Ta6unuie 3.3.3 MpHBOAATCS MOPOTOBbIe 3HAYECHUsI/TIPEACTbHbBIC 3HAYECHHS KOHIICHTpPAIUU
JUTSL UCTIOJIb30BaHMSI TIPH OINPEACICHUU TOTO, CIACIYET JIM KIacCU(DUIMPOBATh CMECh KaK pa3IpakKarollyro
WM KaK CEphE3HO MOBPEXKIAIOIIYIO II1a3a.

33334 Oco0yI0 TIIATENBHOCTh CJIEAYET MNPOSABIATH NPH KIACCU(PUKALNMU OIMACHOCTH HEKOTOPBIX
BUJIOB XUMHUYECKHX BEIECTB, TAKMX KaK KUCIOTHl U OCHOBaHHSI, HEOPTAHUYECKUE COJH, albJeTUabl, (DEHOIbI
U TIOBEPXHOCTHO aKTHBHBIC BeliecTBa. OTOT mnozaxoxa, noscHsembii B 3.3.3.3.1 u 3.3.3.3.2, moxer
He cpabaThIBaTh, IOCKOJIBKY MHOTHE U3 TaKHX BEIIECTB SBIIOTCS Pa3belalOIIIMU U Pa3IpaskaroliMy IpH
KoHIeHTpanusx < 1%. Jlns cMmeceid, comepXamux CHUJIbHBIE KHCIOTHI W OCHOBaHHSA, B KadecTBE
KJIacCH(UKAIIMOHHOTO KpuTepus cieayer ucnonb3oBath PH (cm. 3.3.3.1), mockonbky pH Oymer sBISTHCS

3 . . .
HpMHI/[I/II’l UHMEPNOIAYUU NPUMEHAENCA K UCHOIb3YEeMOU 6 OMHOUEHUU A2PO30jIeU maccu([)ukauuu onacHocmeu,

O0O0HAKO NPU3HAEMCsl He0OX00UMOCTb OYEeHKU NOMEHYUANA " MeXaHUYecKo20" no8pexcoerUs 21a3a QuauiecKum
HANOPOM PACHbLICHUSL.

- 165 -



ABTOpckoe npaBo © OpraHusaumm O6beanHeHHbIX Hauunmn, 2009 rog

JYYIIUM [OKa3aTejeM Cephe3HOCTH ylepOa ria3zaMm, 4eM NpeAeiibHble KOHIEeHTpanuu u3 Tadmuis 3.3.3.
CMech, cozepKallylo pa3belarolliie MU  pa3apakaloliue KOMIIOHEHTBhI, KOTOpPble HE MOTYT OBITh
KJIACCU(UIIMPOBAHBI HAa OCHOBE aJIMTHBHOTO IONXOJa, NpuMeHseMoro B Tabmure 3.3.3, BcleacTBue
XMUMHYECKUX XapaKTePUCTHK, KOTOPBIE JACTAIOT 3TOT MOIXO0/1 HEpabOTaloIIKMM, ClieayeT OTHOCUTH K Kiaccy 1
MO BO3JICHCTBUIO HA IJia3a, €CM OHa CcoAepxkuT > 1% paspenaromero kommoHeHTa, U K Kiaccy 2 mo
BO3JICHCTBHIO Ha TJia3a, Korjma oHa coaepkuT > 3% pasmpaxaromero komnoHenta. Kiaccudukarus
OMAaCHOCTH CMECEBOHM MPOAYKIUK € KOMIIOHCHTAMH, I KOTOPBIX HE MOXKET NPUMEHSATHCS MOIXO,
paccMmarpuBaeMblii B Tabnuie 3.3.3, KpaTko uziaraercs B Tabnuue 3.3.4.

3.3.3.35 WNHornma Haae:KHbIE TaHHBIE MOTYT MOKA3bIBaTh, YTO 00paTHMOe/HEOOpaTUMOE BO3ACHCTBHE
Ha TJa3a Kakoro-iu0o KOMIOHEHTa He OyJeT OYeBUAHBIM IPU €r0 MPUCYTCTBHUHM HA YPOBHE BBIIIE OOMIMX
MTOPOTOBBIX 3HAYEHUHU/TIPENETFHBIX 3HAUEHHWN KOHIEHTPAIMM, YIOMSHYTHIX B Tabimmax 3.3.3 u 3.3.4.
B atux ciyuasx cmech Moria Obl KJIACCH(HLIMPOBATHCS MCXOIs M3 TakuxX JHaHHbIX (cM. take 1.3.3.2 -
"Hcnoavzosanue nopocoguix 3navenutilnpedenvrvix snavenutl Konyenmpayuu"). VIHOTIA, KOTIa 0KUAAeTCs,
4TO pazbeaHue/pa3apakeHne KOKHU I 00paTuMbie/HeOOpaTHMBbIE MOCIIEACTBHS IS IJ1a3 OT BO3ACHCTBUS
KOMITOHEHTa He OyJyT OYEBWJIHBI, KOTJIa OH MPUCYTCTBYET HAa YPOBHE BhIlle OOIICH KOHIIEHTpPAIMH OT
MOPOTOBBIX 3HAa4YCHWH, ymoMsaHyTeIXx B Tabmunax 3.3.3 u 3.3.4, MoxkeT OBITb PacCMOTPEH BOMPOC O
MPOBEICHUH HCIBITAHUS CMECH. B 3THUX ciydasx clieJyeT NPUMEHSTH IO3TAIHYK CTPATEerHio ydera
COBOKYITHOCTH MMEIOIINXCS JaHHBIX, KOTopas mosicHsercs Ha puc. 3.3.1 B 3.3.3 1 moapoOHO MOSCHSIETCS B
Hacrosmei I naBe.

3.3.3.3.6 B ciyyae ecim UMEIOTCS JaHHBIE, MOKA3BIBAIOIIUE, YTO KOMIOHEHT(BI) MOXKET SIBISATHCS
pa3beqaroNuM WK Pa3apaXkaronuM mpr KoHmeHTpannu < 1% (paswemarornmii) mn < 3% (pasapakaromii),
TO CMECh CIEIyeT KIaCCU(PHUIMPOBATh COOTBETCTBYIONIMM 00pazom (cM. tawke 1.3.3.2 "Hcnoavzosanue
nopo2oevix sHauenutilnpedenvuvlx snavenull Konyenmpayuu').

Taoauua 3.3.3: KoHueHTpauusi HHrpeIHeHTOB cMecH, oTHeceHHOH Kk Kiaccy 1 mo Bo3aeiicTBuIo
Ha Ko:KHbIe MOKPoBbI W/uian Kk Kitaccam 1 win 2 no Bo3/1eiicTBHIO Ha ri1a3a,
onpeesomas Kiaccupukanuio cMeceii B kauecTBe ONACHOI 11 r71a3
(Knacc 1 uiu 2)

Konuenrpanus, onpenessiromas Kaaccupuranuio
cMecH B KayecTBe BbI3bIBAIOLIeii:

CymMMa KOMNOHEHTOB KJIacCU(pUIHUPOBAHA KaK: HeoOpaTumsie Oo0paTumble MOCIEACTBUSA
MOCJIeICTBUS JISI IJIa3 JJTSE 17123
Kaace 1 Kaace 2
Kiacc 1 o BO3/1€HCTBUIO Ha I1a3a UM KOXKHbBIC > 3% > 1%, Ho < 3%
MTOKPOBBI
Kitacc 2/2A 1o Bo3zeiicTBHIO Ha Ti1a3a > 10%
(10 x Kiacc 1 mo Bo3eiicTBHIO Ha TJasa) + >10%

Knacc 2/2A 1o Bo3AelicTBYIO HA IJ1a3a

Knacc 1 no Bo3/ieiicTBHIO HAa KOXKHBIE IIOKPOBBI + > 3% > 1%, Ho < 3%
Knacc 1 no Bo3neiicTBUIO Ha T1a3a

10 x (Kmacc 1 1o Bo3/1eiicTBHIO Ha KOKHBIE TTIOKPOBHI + > 10%
Knacc 1 mo Bo3meiicTBurio Ha riasza) + Kiacc 2A/2B
10 BO3JICMCTBUIO Ha IJ1a3a
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Ta6muna 3.3.4: KoHueHTpamusi KOMIIOHEHTOB CMECH, J1JIsl KOTOPOii He MPUMEHSETCS aIHTHBHBIH
MOAX0, AJIsl KJaccu(puKalUu cMecH B KayecTBe OMACHOM s r1a3

CMmech kaaccupuiiupoBaHa

KoMnoHenr: Konuenrpauus: B Ka4eCTBe OKa3bIBaloLIeil
BO3/elicTBHE HA IJ1a3a
Kucnora ¢ pH <2 > 1% Knace 1
OcHoBanue ¢ pH > 11,5 >1% Knacc 1
Hpyrue pazbemaromntue (Kmacc 1) > 1% Kmace 1

KOMITIOHEHTHI, /i1l KOTOPBIX HE TPUMEHSIETCS
MIPUHLIUT aITUTHBHOCTH

JNpyrue pazapaxaromnue (Kiace 2) > 3% Kiacc 2
KOMIIOHEHTHI, JIJIsl KOTOPBIX HE IPUMEHSETCS
HPHUHIAT AJUIATHBHOCTH, BKIFOYAst KMCIIOTHI
U OCHOBaHHsI

334 HNudpopmupoBanue 00 0NacHOCTH

OO0mue 1 KOHKPETHBIC CBENEHUS, Kacarollrecss TpeOOBaHWH K MapKHUpPOBKE, MPUBOJIATCS
B I'maBe HUnpopmuposanue 06 onacnocmu:. mapxkuposxa (I'masa 1.4). B TlpumoskeHun 2 coaepKarcs
pe3foMupyrole TaOIUIbl 10 KiIacCH(PUKAIMKA OMACHOCTH W MapKHpoBke. IIpuioskenue 3 COAEPKHUT
OpUMEPbl MEp TMPEJOCTOPONKHOCTH W TMUKTOIPaMM, KOTOPBIC MOTYT OBITh HCIOJIB30BaHBI B CIIydasx,
pa3pelICHHBIX KOMIIETCHTHBIM OPTaHOM.

Taéauna 3.3.5. DeMeHTbl MAPKHPOBKH BhI3bIBAOIIIEH cepbe3HOE
NnoBpe:KIeHne/pa3yIpaskeHue rjia3 NpoayKIuu

Knace 1 Knace 2A Knacc 2B
CuMBoJI Pa3znenanue BocknunarenbHbIl 3HaK be3 cumeona
CurnajabHoe CJI0BO OmnacHo OcTopokHO OcTOpOoX)HO
Kpartkas BeI3BIBacT cepbe3HOe BeI3bIBacT cepbe3Hoe BrI3bIBaeT pazapakeHue
XapaKTepHCTUKA MOBPEKICHHUE TJ1a3 pasapaskeHue Tia3 a3
ONaCHOCTH
3.35 CxemMa npuHATHS pelIeHus

[IpuBogumas HIKe JIOTMYECKas CXeMma TMPHUHATHA pEIIeHUs He SBISEeTCS YacTbio
COIJIACOBAHHOM CHCTEMBI KJIaCCU(MKAIIMK ONACHOCTH, a IPEACTaBIEHa 3[eCh B KaUeCTBE AOIOJIHUTEILHOTO
pykoBoacTBa. JIniy, OTBETCTBEHHOMY 3a KJIACCH()MKAIINIO, HACTOATEILHO PEKOMEHYETCsI IPEeIBapUTEIHHO
M3YYUTh KPUTEPHH U UCTIOIB30BATh UX B XOJI€ MPUHATHS PEILIECHUS.
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3351 Jozuueckasn cxema npunamus pewenusn 3.3.1 011 cepveznozo nospescoenusnl
pazopadicenus 2naz

BelliecTBO: MMEIOTCS U TaHHBIS/HH(OPMAITHST TSI OLICHKH Krnaccudumupoparsb
CEPhE3HOTO MOBPEXKICHUSIPa3APAKEHHS 171437 HEBO3MOKHO

Ja CMmech: MMEIOTCSI JTU TaHHbIe/MH(O pMaIs
0 CMeECH B 11eJTIOM HIH €€ KOMIIOHEHTaX Knaccnduuuposats
IUISI OLIGHKH CEPbEe3HOT0 TIOBPEKIeHUs/ HEBO3MOKHO
pa3apakeHus riraz?

[}

CMech: UMEIOTCS JTH JaHHbIe/HHPOpMALTHS
IO CMECH B LIEJIOM IS OLICHKH CEPHE3HOr0

CM. TOTHYECKYIO CXeMy
npuHsTHA perrenns 3.3.2
JUIs UCIIOJIb30BAHUS C

MOBpEeXKACHUS/pas3npaxeHus ria3?

[

KOMIIOHCHTaM U

Nwmeer i BelecTBO WM CMeCh TIOTSHITHAI JIJIST BEI3BIBAHHS

HeoOpPaTUMOTO0 NOBP EKIeHU IJ1a3 (Cepbe3HOT0

noBpe:;kieHus riaas, cm. 3.3.1 u 3.3.2.2-3.3.2.5),

yUuTHIBas

@) HMMEOLIUICS OIIBIT BO3IEWCTBHS HA JIFOJIEH;

b) pesymbrarel Bo3neiicTBUs Ha JKUBOTHBIX,, BKITFOUYAST
OJTHOKPAaTHOE WUJIM MHOTOKPAaTHOE BO3/ICHCTBHE;

C) IaHHBIE N VItro;

d) unrbOpMAIHIO, HMEFOIIYIOCS IO CTPYKTYPHO OIIM3KHM
COCITUHCHUSIM;

€ kpaiiaue 3Hauerns pH < 2 wm > 11,5%

f) HeoOparmmblii yiepd ms ra3 y ogHoro uiu 6onee
TMOJIOMBITHBIX KHUBOTHBIX ?

(cM. kpuTepHn u pacnpeeseHue mo noakiaccam B 3.3.2.5u
B Tabue 3.3.1).

(IIpooonscenue na cnedyoweii cmpanuye)

4 .
Hoopobrocmu 6 omuoutenuy RPoGedeHUst UCHLIMAHULL U OYeHKU cooepaicamces Ha puc. 3.3.1.

BK./ZIO'la}l, npu Heo6xoduMocmu, yuem oCmamouHotl KuczzomHocmu/meﬂouyocmu.
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SIBysieTcst i BENeCTBO MJIH CMeCh Pa3/Ip AU Te/IeM IJ1a3

(cm. 3.3.1, 3.32.2-3.3.2.4 1 3.3.2.6), yunrbisas’:

@) HMEIOIIHECS OTIBIT U JAHHBIE OTHOCUTEIBHO BO3IEHCTBUS Ha
YenoBeKa MPH OJHOKPATHOM M MHOTOKPATHOM BO3JIEHCTBUM;

b) pesynbrarsl HaOIOACHHS 32 JKUBOTHBIMH, BKJIFOYAS

OJJHOKPATHOE€ UJIM MHOI'OKPAaTHOC BOBJICﬁCT‘BHC; '
C) maHHBIE iN Vitro; ®

d) wumeronyrocs HH(GOPMAIIHIO 110 CTPYKTYPHO CXOIHBIM
COEIMHEHNSM;

€) IaHHbIC O Pa3IpPaXKCHUH IJIa3, IIOJTyICHHbIE OT HCCIIEOBAHHS
JKMBOTHEIX (CM. KpuTepuu mist Kiaacca 2A B 3.3.2.6,
tabimuia 3.3.2)?

OcTOpoKHO

SIByIsieTCS JIM BEHIECTBO MM CMeCh CIIabbIM pasipaskuTesieM
(cm. 3.3.2.6), kimacc 2B, yuUnTHIBast KPUTEPHH, YKa3aHHEIE

Knacc 2B

be3 cumesona

B 3.3.2.6, Tabymna 3.3.2)?

OctopoxHO

He xnaccudunmpyercs I

Hoopobrocmu 6 omuoutenuu NPoGedeHUs UCHLIMAHUL U OYeHKU cooepaicamces Ha puc. 3.3.1.
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3.352 Jozuueckan cxema npunsamus peuwienus 3.3.2 013 cepbe3nozo nospedcoenusl
pazopadicenus 2nas.

Knaccugpukayusn cmecesoii npodykyuu na ocrnose ungopmayuuldannvix o KomMnonenmax

Knaccudu-

MoryT JId Ip UMEHSTHCS UPOBATh

HPUHIMIBL 9K CTPATIONHP OBAHKS Ja B COOTBET-

(em. 3.3.3.2)? CTBYIOII I
KJIacc

ConepxuT I cMech > 1% KoMIoHeHTa’, KOTOPBIH BHI3BIBACT

HeobpaTuMoe moBpexacHue a3 (eM. 3.3.2.4 u 3.3.2.6) u 1o

OTHOIIICHUIO K KOTOPOMY HE MOKET IPUMEHSATHCS a/UTATHBHOCTH,

KaK, HarpuMmep:

@) KHUCIOTHI M OCHOBaHHMS C KpaliHuMu Tokasatessimu pH < 2
WIIH > 11,55, 203044

b) Heopranumueckue conM, WK

C) aJbIeruIbl, HITH OmacHo
d) denomsr, wm

€) MOBEPXHOCTHO AKTHBHBIE BEIIECTBA, UITH
f) mpyrue KOMITOHEHTBI?

. . Knacc 28
Conepxut i cMech > 3% KOMIIOHEHTA ', KOTOPBIH SBITSICTCS
pasgpaxurenem (cm. 3.3.2.4 u 3.3.2.6) wiu 1711 KOTOPOTO HE '
MOJKET IPHUMEHATHCS aJTUTHBHOCTD, BKJIIOYAS KHUCIOTHI M 4
OCHOBaHMSA?
OcTopoxKHO

(IIpoooncenue na credyoweri cmpanuye)

Brauouasi, npu neobxooumocmu, yuem ocmamounou kuciomuocmulwenounocmu.
Unu 6 coomeemcemeyrowux cryuasx < 1%, cm. 3.3.3.3.1.
Konxpemmnvie npedenvhvie 3navenusn konyenmpayuu cm. 6 3.3.3.3.4. Cm. makoice "Hcnonvzosanue nopo2oguix
suauenuil/npedenvhuix 3navenutl konyenmpayuu" ¢ nynkme 1.3.3.2 Iaswr 1.3.

Ecnu cmecy makaice codepocum Opyeoil pazveoaiowutl uau pazopaxcarouuti komnonenm(vl), 01 KOMopo2o
NPUMEHAEMCst RPUHYUN AOOUMUBHOCIU, Nepetimu K Cle0VIouWeMy dSmany.

7
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Conep KHT M CMECh OJIUH WK 00JIee Pa3bhearoIUX HITH
pa3apaXkaronuX KOMIIOHEHTOB, TSl KOTOPBIX MTPUMEHSIETCS
aJUIMTUBHOCTD, U cyMMa7 KOHIICHTPAIIUi KOMIIOHEHTOB F"ﬁ
KiaccuummpyeTes Kak - - é_g‘;
a) iacc 1 st riia3 uin Koxu > 3%, win

b) xmacc 1 nns koxu + knace 1 st rias > 3%7?

Knacc 1

OrmacHo

Conep>XuT JI cMeCh OJIMH MM 0oJiee Pa3beaaroNUX UITH

Pa3IP@KAIOIIHX KOMIOHCHTOB, /U1l KOTOPBIX MPHMCHSACTCS Kiace 2A
QJUINTABHOCTB, U CYMMa KOHIIEHTPAIMii KOMITOHEHTOB

KIACCH(UIHPYETCS KK - '

a) kiacc 1 s riuas win Kosxu = 1%, wo < 3%, win

b) xmacc 2/2A ps tinas > 10, nom

C) (10 x xknacc 1 st rnaz) + knace 2A/2B jyis rinas > 10%, niam OCTOPOIKHO

d) xmacc 1 st koxku + kinace 1 st rinasz > 1%, o < 3%, uim

€) 10 x (kmacc 1 st koxu + kiace 1 st rinas) + kmace 2A/2B st
riaa3z > 10%7?

He xnaccugummpyercs

7 o«
Kounxpemmnvie npedenvnvie snauenus konyenmpayuti cm. 3.3.3.3.4. Cu. maxkosce " Hcnonvzosanue nopo2osvix

suauenutilnpedenvuvix snauenuti konyenmpayuu' 6 nynkme 1.3.3.2 asor 1.3.
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I'JIABA 3.4

PECIIMPATOPHASA NJIN KOKHAA CEHCUBUJIN3ALUA

341 Onpenesienus U 00Me cOOOPaKeHUA

3411 Bewjecmeo, oxasvigarowee — ceHcubunuzupyioujee — Oelicmeue  HpU  UHSATAYUOHHOM

gosoelicmeuu (pecnupamopubvlii cencubunuzamop) — 3TO BEIIECTBO, KOTOPOE NMPUBOIUT K ITOBBIIICHHOW
. 1

YyBCTBUTEIBHOCTH JBIXaTEIBHBIX ITyTEH MPHU €ro BBIXaHHUH .

Bewecmeo, okasvisarowee cencubunusupyiowee oeucmeue Npu HAHECEHUU HA  KOICY

(koorcHbIll cencubunuzamop) — 3TO BELIECTBO, KOTOPOE MPHBOJIHT K aJTIEPrHIECKOM PeaKuy NPH KOHTAKTE C
L1
KOXKen .

3412 B nensx nacrosmeli [maBbl ceHCHOMIM3HpYIOLIee BO3AeHCTBIE BKIIOYaeT B ceds aBe (asbl:
nepBas (asza mpeacTaBIsieT coOOW MPOBOIMPOBAHME OCOO0H MMMYHOJIOTHYECKOW MaMATH Yy YeloBeKa B
pe3ylbTaTe SKCHO3ULMU ajiepreHa. Btopas dasa 3aximowaercs B cOope uMH(pOpMaIMH, T.€. MOTyUYCHUU
KJIETOYHO-OIIOCPEI0OBAHHOM ~aJUIEPrUYecKOi peakuud WIM aHTUTEJIO0ONOCPEAyeMOMON aIepruuecKoit
PEAKINH ITyTEeM KCIIO3UIUH CCHCHOMIN3MPOBAHHOTO JIMIIA AJUICPTeHY.

34.1.3 Jns pecrinpaTopHO#l CEHCHMOMIHM3AMKA CTPYKTYpa MPOBOIMPOBAHUSA, 32 KOTOPOM CIEIyIOT
Jtanbl cOopa MH(OpMAIWY, SIBJISCTCA TaKOW JKe, KaK W i1 KOXHOW CeHcHOWwim3anuu. Jlns KOXHOM
ceHcuOMnmM3alu HeoOxoauMa (haza MPOBOIMPOBAHMS, B XOZC KOTOPOW MMMYHHAas CHUCTeMa "y4HTCS Ha
HEro0 pearnpoBaTh; KOTJA MOCIEAYIONIas 3KCIO3UIUS SBISCTCS JOCTATOYHOW JUIS TOJMYYCHUS JAHHBIX O
BUIUMOM KOXHOW peakinu ((hasa cObopa uHGOPMAIMH), MOSBISIOTCS KIMHHYECKHE CHMITOMBI.  Kak
CJICJICTBUEC TECTHI HAa MPEAPACIONOKCHHOCTh, KaK IMPaBWIIO, CICAYIOT TaKOW CTPYKType, MPH KOTOPOH
NPUCYTCTBYeT (haza MPOBOIUPOBAHUS, PEAKIM HA KOTOPOE U3MEpSETCS CTAHIApTH30BaHHON (a3oi cOopa
JAHHBIX, KaK TPaBHIIO, BKIIOYAIONICH KOXKHYIO aiepruyeckyiro mpoly. B HCKIIOYMTENBHBIX CIydasx
MPOBOJIUTCS JIOKAJIBHOE WCCIICIOBaHUE JUMQPATHUECKUX Y3JI0OB, B XOJE€ KOTOPOTO HEMOCPEICTBEHHO
U3MEpSCeTCS HaBEJICHHAs ajulepruveckas peakius. SIBHbIC TPOSBICHHS KOXKHOM CEHCHOWIHM3AIMH Y
YeNoBeKa, Kak MPaBKiio, OICHUBAIOTCS M0 PE3YJIbTaTaM KOXKHOMW ajIepriudecKoi Mpoobl.

3414 Kak npaBuiio, a7st KOKHOM U pecriipaTopHOi CeHCHOMIM3AIN He0OX0[MMO Hann4ue 0oiee
HU3KMX MUHUMAJIBHBIX 3HAueHWH ypoBHEW cOOpa JaHHBIX, 4YeM Te, KOTOphbIE TPEOYIOTCS JIs
CTUMYNUpPOBaHUs peakuuu. [loJokeHHs, Kacaromuecs MpeayNpekIeHNs CEHCHOMIM3UPOBAHHBIX JIHI[ O
HAJIMYMHU KaKOT0-TH00 CEHCHOMITN3UPYIOIIETO BEIIeCTBAa B cMecH, coepxkarcs B 3.4.4.2.

3415 Buna onacHocTH "pecniupaTopHas WM KOXHasi CEHCUOMIM3anus JACIUTCS Ha:
a)  PECIUPATOPHYIO CCHCHOMIU3AIUIO, U

b) KkoxHyIO ceHCHOMIM3AIUIO.

342 Kputepun kaaccupukaniuy onacHOCTH 1JIS1 BeleCTB

3421 Pecnupamopnuie cencubunuzamopul

34211 Knaccol onacnocmu

342111 Pecniuparophbie cencubunuzaropsl kinaccuduimpyrorcss mo Kiaccy 1 B Tex ciydasix,

KOT/Ia KOMIIETEHTHAs OpTaHu3alus He TpeOyeT pa3OMBKM Ha IOAKIIACCH, WM B TeX CIydasX, Korja
UMeIoIIecs JaHHbIe HeJOCTATOYHBI JIJIS IIPOBEIEHUS pa30MBKH IO MOIKIIACCAM.

Pabouee onpedenenue ona yeneii Hacmosuezo OOKyMeHma.
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342112 B Tex caygasx, Korja UMEIOTCS JOCTATOYHBINH 00bhEM JIAHHBIX U TPEOOBAHMS KOMITCTEHTHOMN
opranuzanuu, Ooiee To4Has oOIleHKa, cortacHo 3.4.2.1.1.3, nomyckaeT OTHECEHHE pPECHUPATOPHBIX
CEHCHOMIM3aTOPOB K Tojkiaccy 1A - cuibHBIC CEHCHMOWIM3ATOpPBl WiM K mnoakiaccy 1B - apyrue
pecrpaTOpHBIE CCHCUOMITN3aTOPBI.

342113 BosgelicTBusi, HaOJrOIacMble B OpPraHWU3ME UYENOBEKa WJIM JKHBOTHBIX, KaK IPaBHIIO,
OMpPAaBIBIBAIOT  KJIACCH(DUKAIMIO MPU TNPUMEHEHWH TMOAX0Ja, YYHUTBHIBAIOIIETO0 BeC (PaKTHISCKHUX
CBHJICTENILCTB BO3/ICHCTBHUS PECIUPATOPHBIX CCHCHOMIM3ATOPOB. BeimecTBa MOryT OBITh OTHECEHBI K
OJTHOMY WJIH JBYM mojkiaccam 1A miu 1B ¢ HCronb30BaHHEM TT0/IX0/1a, YUYUTHIBAIOIIETO BEC (haKTHUECKOTO
BO3JICHCTBHS, B COOTBETCTBHU C KPUTEPUAMH, IPUBOIAIIUMHECS B Tabmuie 3.4.1, ¥ Ha OCHOBE HAJICIKHBIX U
KAa4YeCTBEHHBIX CBUIETEILCTB BO3AEICTBHS HA YEJIOBEKA, JIUOO B XOA€ SUAEMUOIOIHYECKUX UCCICIOBAHUN
u/unn  HaOIIONEHUH, KOTOpBIE MOAYYEHBI B XOI€ M3YYEHHS BO3NEHCTBMI Ha 3KCIIEPUMEHTATBHBIX
JKHUBOTHBIX.

Ta6auna 3.4.1: Knacc n moakiaacchl 0MacHOCTH /1J1s1 PeCHPATOPHBIX CEHCUOMIN3ATOPOB

KJIACC 1: PecniupaTopHbIii ceHCHORIN3ATOP

BeriecTBO KIacCHPHUIUPYETCSA KaK PECTTUPATOPHBIN CEHCHOMITH3ATOP

a) eciu ecTh (haKTUUIECKHE CBUETEIBLCTBA TOTO, YTO BEIIECTBO MOYKET MIPUBECTH K
crenu(pUIeCKOi pecupaTopHON THIIEPUYBCTBUTEILHOCTH B OPTaHU3ME
yesoBeKa u/unu

b) ecnu ecTh MOMOKUTETBHBIC PE3YIILTATHI COOTBETCTBYOIIMX UCTIBITAHUI HA
KHMBOTHBIX".

Moakaacc 1A: BemecTsa, nposBIIAOLIIME BEICOKYIO YACTOTHOCTD MOMAIaHUs B OPraHU3M YE€JI0BEKA,;
WJIM BEPOSATHOCTh BO3HUKHOBEHHUSI BBICOKOM CTENEHH AJJIEPTUUECKON peakLny B
OpraHU3MeE Y€JI0BEKa, MOJYYEHHOM MpU NIPOBEICHNUN TECTOB HA YKUBOTHBIX WJIH B
XO0J€ APYTuX BUAOB TecToB?. MOXeT TaKke paccMaTpHuBaThCs CTENEHD CEPbE3HOCTH
peaKkuuu.

Moaxmaace 1B: BemiecTBa, NposBIISsFOLINE HU3KYIO/yMEPEHHYO YaCTOTY MOIAIaHHsl B OPraHH3M
YeJI0BEeKA; HJIM BEPOSTHOCTh BO3HUKHOBEHHSI HU3KOW/yMEPEHHOM aJuIepruaecKoi
peaxiuy B OpraHiu3Me uenoBeKa, KoTopas MoJyyeHa Ha OCHOBE TECTOB Ha )KMBOTHBIX
VI HAa OCHOBAHMH JPYTHX TECTOB”. MOXeT ObITh TAKIKE PACCMOTPEHA CTEIEHb
CEPbE3HOCTH PEAKLIUH.

34212 Tloomeepoicoenue 6o30eticmeus Ha ooet

342121 IMoaTBepkIeHHE TOrO, YTO KaKOe-THOO BEIIECTBO BEJET K OMNPEICICHHOW MOBBIIICHHON
YyBCTBUTEJILHOCTU MPU WUHTASIMOHHOM BO3JICHCTBUH, OOBIYHO OCHOBBIBACTCSI HA OIBITE BO3JCHUCTBUS HA
Jronei. B 3TOM KOHTEKCTE TOBBIIMICHHAS YYBCTBUTEIHLHOCTh OOBIYHO BBIPKACTCS B BHUIE ACTMBI, OHAKO
ClieqyeT TaKKe YUYMTHIBATH JPYrMe pPEaKUWH TIOBBINICHHOW YYBCTBUTENIBHOCTH, TaKHe, Kak
PUHUT/KOHBIOHKTHBHUT M AJbBEOJIUT. JTO COCTOSHUE OYyAET MUMETh KIMHUYECKHI XapaKTep aiepruiecKoi
peakin. OHAKO MPOSIBICHUE UMMYHOJOTHYECKUX MEXaHH3MOB HE SIBIISICTCS 00513aTEIIbHBIM.

342122 Ilpu paccMOTpeHWUHM TPOSBICHUU Yy JIOAEH Il TPUHATHS PEHICHUS O KiIacCHU(PHUKAIUU
OMACHOCTH HEOOXOMMO YUHUTHIBATH B JIOTIOJIHEHHE K TPOSBJICHUAM B KOHKPETHBIX CITydasix:

a) YUCJICHHOCTD MTOIBEPTIIETOCS BO3ACHCTBUIO HACEIICHNS,

b)  cremens BO3mEiiCTBUS.

2 v
B HacmosAwee epems omcymcemeyrom npusHdanHbvle U ym€€p9fcaeHHbl€ MOOeNU UCHbIMAHUL HCUBOMHBIX HA

PeCnupamopHyio  2unepuyscmeumenviocms.  Ilpu onpedenenuvix 06CmMosmensbcmeax OaHHbie, NOLYYCHHbIE NO
UCCTICOOBAHUAM HA HCUBOMHBIX, MO2YIM OAMb YEHHYIO UHQOPMAYUIO NPU OYEHKEe 6eCa CUAEMENbCmE (aKmuuecko2o
6030elicmeus.
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342123 [MoaTBepkIeHNEM YIOMSHYTOTO BBIIIE MOXKET OBITh:

a) KIIMHUYECKasd KapTUHa U JaHHBIC COOTBETCTBYIOIIIUX HCIIBITAHUM JICTOYHOM (bYHKHI/II/I,
OTHOCAIIMECS K BO3ACHCTBUIO OJAHHOI'O BEIIECTBA, MOATBCPIKAACMBIC OPYTUMU
BCIIOMOTATCJIbHBIMH CBUICTCIIBCTBAMHA, KOTOPBIC MOT'YT BKIIKOYATh.

1) UMMYHOJIOTHYECKOE HCIIBITAHUE INVIVO (HampuMmep, MHBEKIUOHHAS KOXKHAsS
po06a);

I)  MMMYHOJOTMYECKOE MCIBITaHHE iN Vitro (Hanpumep, cepoOrHYeCKUil aHaIN3);

iii) wmccmemoBaHMs, KOTOPhIE MOTYT VKa3bIBaTh Ha APYrHMe KOHKPETHBIE PEaKIINU
HOBBIIIEHHOW YYyBCTBUTEJIBHOCTH, KOrjla He ObUIO JIOKa3aHO JeHCTBHE
UMMYHOJIOTHYECKHX ~ MEXaHW3MOB, HalmpuMep IOBTOpsIomieecs  ciaboe
pasapaxenue, GapMaKoIIOTHIECKH KOMIICHCHPYEMBIE TIOCIIEICTBHS,

iV)  XuMHUYecKasi CTPYKTypa, OTHOCSIIASCS K BEIIECCTBAM, KOTOPbIC, KaK H3BECTHO,
BBI3BIBAIOT  TTOBBHITIICHHYIO qyBCTBUTEIBHOCTH pu MHTAJISAIIOHHOM
BO3JEICTBHUH,

b) JaHHBIC 6pOHXI/IaJ'H:HOI>i HpO6I>I C TIOJIOXKUTCIIbHBIM PE3YyJIbTATOM C BCIICCTBAMU,
MIPOBOAUBINHECA B COOTBETCTBHU C YCTAHOBJICHHBIMU PYKOBOAAIIUMH IIPUHOHUIIAMUA
IJId ONpeaACIICHUA KOHerTHOfI peaKkuumn MOBBIIICHHOMN YYBCTBUTCIIBHOCTH.

342124 Kiunudeckasi kapTvHa JO/DKHA BKJIFOYATh KaK MEIUIIUHCKUE, TaK W MPO(eCcCHOHATbHBIC
ACIEKTBI JIUIS ONPEJCIICHUS 3aBUCHUMOCTH MEX]y BO3JCHCTBHEM KOHKPETHOI'O BEIECTBA M Pa3BUTHEM
MOBBIIICHHON pecMpaToOpHO 4yBCTBUTEIBHOCTH. HeobOxomnmas nHMOpMAIUs BKIHOYACT YCYTYOIISFOIIUE
(hakTOphI, MPUCYTCTBYIONIUE KAaK JOMa, TaK U Ha pabO4YeM MeCTe, BOSHUKHOBCHHE U XOJ Pa3BUTHs OOJIC3HHU,
CEeMCHHBIA aHaMHE3 W MCTOPHUIO OOJIC3HW COOTBETCTBYIONIETO MAIlMCHTa. B UCTOpUM OOJIC3HH TaKxke
JIOJDKHBI OBITh OTpPa)KEHBI JPYrHe ajuleprHYecKre WM JbIXaTelbHbIC paccTpOCTBa, HaYMHAS C JIETCTBA,
a TaKKe HHPOPMAITUS O KYPEHUH.

34.21.25 Pe3ynbTaThl MOMOKUTENHHOTO OPOHXHMAJIBHOTO TECTa C HArpy3KOW paccMaTpUBAaIOTCS IS
HOTy4eHUS! HA X OCHOBAaHMHU JIOCTATOYHOTO JOKA3aTeNbCTBA Ul KJIACCU(HUKAMK ONacHOCTH. OTMedeHo,
9TO Ha MPAKTHKE MHOTHE U3 UCTIBITAHNH, IEPEUHNCIICHHBIX BBIIIE, YK€ OBUTH ITPOBE/ICHBI.

3.4.2.1.3 HUccnedosanus na Hcusommuulx

JlaHHBIE COOTBETCTBYIOIIMX HCCIEAOBAaHWUN Ha )KI/IBOTHI:IXZ, KOTOpBhIE MOTYT YKa3bIBaTh Ha
CIOCOOHOCTH BEIIECTBA BBHI3BIBATH CEHCHUOMIHM3AINIO Y moneit MIPH MHTATSIIIMOHHOM BO3JIEHCTBUH, MOTYT
BKJIIOYATh.

a)  u3mepenus ummyHornoOynuHa E (IQE) m npyrue KOHKpETHbIE MMMYHOJIOTHYECKUE
napamMeTpsl, HAIPUMEp Ha MbIILIAX;

2 .
B Hacmosuwee epemsi omcymcmeyom HnpusHaHHsvle U ymeepofcdefmble MOOeNU UCNLIMAHUL HCUBOMHBIX HA

PECNUPAMOPHYIO  2UNEPUYECMBUMENbHOCMb.  TIpu  onpedenennvlx  06CmMoAmensemeax Oanuble, NONYYEeHHble NO
UCCNIEO0BAHUSIM HCUBOMHBIX, MO2YM 0amb YEHHYI0 UHGOPpMAYUI0 NPU OYEeHKe 6eca CEUOCeMENbCmE (QaKmuueckozo
6030€lCmEUs.

3 Mexanusmol, ¢ NOMOWbIO KOMOPHIX GeUjeCmed Gbl3bl6AlOm CUMNMOMbL ACMMbL, NOKA ewe NOJAHOCHbIO
He u36ecmHbl. B npesenmugnblx yensix smu Geujecmed pAcCMAmpueaiomcs 6 Kayecmee Geujecms, OKA3bleaiouwjux
ceHcubunusupyoujee oeticmsue npu UHAIIYUOHHOM Go30eticmeuu. (OOHAKO eciu HA OCHO8e PAKMUYECKUX OAHHbIX
Modicem  Oblmb  NPOOEMOHCMPUPOBAHO, YMO MU  GEUeCmEd  BbI3bIGAIONT CUMNIMOMbL  ACHMbL 8 pe3yibmame
PAz0padicerHuss MoabKo y a0l ¢ NOBbIUEHHOU OPOHXUAILHOU PeaKmueHOCMbio, UX He cledyem paccmampuéams 6
Kauecmee pecnupamopHulx CeHCUOUIU3AMOPOS.
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b)  KOHKpeTHyIO IMyJIbMOHAPHYIO PEAKIHIO HA MOPCKUX CBHHKAX.

3422 Cencubunuzamopul Kodxcu
34221 Knaccvl onacnocmu
342211 KoxxHbie cencuOmmmzatopbl kiaccupumupytorcss mo Kmaccy 1 B Tex ciydasix, Korja

pa36I/IBKa Ha IMOoJKJIaCChl HC Tpe6yeTC$1 CO CTOPOHBI KOMITETEHTHOM opraHusanuy, Ujinu B TCX ClIydasax, Koraa
JAaHHBIC HEAOCTATOYHBI JJIS IPOBCACHU pa36I/IBKI/I 110 moaKjaccam.

342212 B Tex ciydasx, Korja HMMeEETCS HEIOCTaTOYHO HaHHBIX M KOrja 3To Tpebyercs
KOMIIETCHTHOM OpraHu3alueii, 0oiee TouHas OIleHKa B COOTBETCTBUU ¢ moyioxkeHusmu 3.4.2.2.1.3 nomyckaer
OTHECEHHUE KOXKHBIX CEHCHOWMIN3aTOPOB K Mojkiaccy 1A - cuibHBIE CEHCHOMIM3ATOPHI WK mokiaccy 1B -
JIPYTHe KOKHbIC CEHCHOUIN3ATOPBHI.

3.4.2.21.3 BosneiictBusi, HabOnromaeMbie B OpraHM3ME 4YeJIOBEKA WM JKUBOTHBIX, KaK IPaBHIIO,
OMpaBbIBAIOT KJAaCCH(DHUKALIMIO TMPH MPUMEHEHHWH TOAXO0/Aa, YYHUTHIBAIOIIEr0 BeC (HAKTUUSCKUX
CBUJCTEILCTB BO3ICHCTBUS KOXXHBIX CCHCHOWIM3aTOPOB, Kak 3TO omuchiBacTcs B 3.4.2.2.2. Bemectsa
MOTYT OBITh OTHECEHBl K OJHOMY WIM JByM Tnojkinaccam 1A wim 1B ¢ wucnonmp3oBaHMeM mOaX0Aa,
YYUTBHIBAIOIIETO BEC CBUICTEIBCTB (PAKTHYECKOTO BO3JICHUCTBUS, B COOTBETCTBUM C KPUTEPHUSIMH,
MpUBOISAIIUMUCS B Tabuuie 3.4.2, 1 Ha OCHOBE HAJCKHBIX M KaYSCTBEHHBIX CBHJICTEIIHCTB BO3JICHCTBUS Ha
yenoBeka, MO0 CBHIETENBCTB, MOJAYYEHHBIX B XOI€ OMHUIAEMHOJOTMYECKAX HCCIAEIOBaHUN W/ MiIn
HaOJIOJICHN B XOJ€ W3ydYeHHs BO3ACWCTBUS HA SKCICPUMEHTAIBHBIX J>XUBOTHBIX B COOTBETCTBUU C
KOHTPOJIbHBIMM BeTMYUHAMH, npuBoasiumucs B 3.4.2.2.2.1 u 3.4.2.2.3.2 nna noxaknacca 1A u B 3.4.2.2.2.2
u 3.4.2.2.3.3 mis noaxiiacca 1B.

Ta6anna 3.4.2: Knacc omacHOCTH M MOJAKJIACCHI VIS KOKHBIX CEHCHOMIN3ATOPOB

KJIACC 1: KoskHblil ceHcnOuaInzaTop

BemiecTBo knaccupuuupyercs Kak KOKHBIH CEHCHOMITU3aTOP

d) eciH CyLIECTBYET CBUACTENBCTBO TOI0, YTO 3TO BEIIECTBO B OPraHU3Me YelIOBEKa
MOXET IPUBECTH K CEHCUOMIM3ALNH ITyTeM KOXKHOTO KOHTAKTa C 3THM
BEILECTBOM CYILECTBEHHOI'O UKCIa JIIOAEH, WU

b) ecnu cymecTBYIOT MONOXUTENIBHBIE PE3yIbTaThl COOTBETCTBYIOIINX TPOBEPOK HA
KHBOTHBIX.

Hoaxkaace 1A: BemmecTBa, moka3pIBaroIye BBICOKYIO YaCTOTY UX MIPUCYTCTBHSA B OPTraHU3ME
YesioBeKa U/YITH BHICOKHI MOTEHIMAT BO3ACHCTBHS Ha KMUBOTHBIX, MOTYT
MIPEATIONIOKUTEIBHO PAcIIoNiaraTh MOTEHINAJIOM CYILIECTBEHHOT'O
CEHCHOMIM3UPYIOMIETO BO3ACHCTBUSA Ha I0Jeil. MoXeT OBITh TaKKe pacCMOTpEeHa
CTENEeHb CEPbE3HOCTH PEAKIIMH Ha BEIIECTBO.

Moaxnace 1B: BemecTBa, mposBIAIONIME HU3KYIO-YMEPEHHYIO YaCTOTY MPUCYTCTBHS B OpraHU3Me
4enoBeKa W/Hi HU3KUH-yMEepPEHHBIH MTOTEHIHANl BO3ICHCTBHUS Ha )KUBOTHBIX, MOTYT
CBHUJIETENBCTBOBATH O MOTCHIUAIBHONW BO3MOXXHOCTH CEHCHOMIIM3AallUU B OPraHu3Me
yenoBeka. MoxeT OBITh TaK)KE pACCMOTPEHA CTENIEHb CEPhE3HOCTH PEAKITUH.

34.22.2 ®DaKkThl BO3JICUCTBHS HA OPraHU3M YeJIOBEKa
342221 DaKkTbl BO3ACHUCTBHS HA OPraHU3M UesloBeKa Jisl moakiaacca 1A MOryT BKITIOYATh:

@  mosmrmBHbIe peakmun mpu < 500 mxr/cm? (HRIPT, HMT - mopor HHAyKImn);
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D)  nmmarHocTMueckue naHHBIE Ha KOXKHBIE MPOOBI B TEX Ciydasx, KOrJa CyHIECTBYET
BBICOKO€ H CYIIECTBEHHOE pacCIpOCTPaHEHHE pPEaKIUU B ONPEACICHHON TpyIIe
HACEJICHUS IIPU OTHOCHUTEIILHO HU3KOU DKCIIO3ULIUN;

C) IpyTHe SIUASMHOIOTHYECKHE CBUAETENhCTBA, ITOKA3bIBAIONIME, YTO CYIIECTBYET
OTHOCHUTENFHO BBICOKAs M CYIIECTBEHHAs pPacCIpOCTPAaHEHHOCTh aJUIEPTHYECKOr0o
KOHTaKTHOT'O JIEPMATUTA IIPU OTHOCUTEIHHO HU3KOU HKCIIO3UIIUH.

34.2222 dusnueckrie CBUIETEIHCTBA BO3CHCTBIS Ha YeIoBeKa Ui NojKiacca 1B MoryT BKITFOUaTh:
a)  momoxurenbHyko peakuuio mpu > 500 mxr/cm® (HRIPT, HMT - mopor uugykiun);
D)  nmmarHocTMuYeckue naHHBIC Ha KOXKHBIC MPOOBI B TEX CIIydyasx, KOrJa CYyIIECTBYET
OTHOCHTENIbHO  HH3Kas, HO CYIIECTBCHHAas  pPaCIPOCTPAHCHHOCTb  PEaKLUii
B ONPEICIICHHON IPYIIIe HACSICHUS TIPH OTHOCHTEIBHO BBICOKOH SKCIIO3HIIHH;
C)  JApyrue DSIUAEMHOJIOTHYECKHE CBHJCTENBCTBA B TEX CIydYasX, KOTAA CYIIECTBYET

OTHOCHUTCJIBHO HHU3KasA, HO CYIECTBECHHAA PpacIpOCTPaHCHHOCTL aJJIEPrUIe€CKOro
KOHTAKTHOI'O A€pMaTHUTa IIPHU OTHOCUTECIBHO BBICOKOH JKCITO3HUIIHH.

34223 Hccredosanus Ha sHcugomHuix

342231 Hns Knacca 1 B Tex ciiydasix, KOrJa B OTHOIIEHHH CECHCHOMIM3AIMH KOXKU HCIIOJIBb3YETCS
WCTIBITATENILHBIA  METOZl aNBIOBAHTHOIO THMA, peakius y mo kpakneit wMepe 30% jXUBOTHBIX
paccMaTpuBacTCss B KayecTBE NOJOKUTENBHOW.  JIJs Merojla WCHBITAaHWS Ha MOPCKHUX CBHHKAax

HEalbIOBAHTHOTO THIIA peakmus Mo KpaiiHel wMepe 15% JXKWMBOTHBIX paccMaTpuBaeTCs B KayecTBE
nonoxkutenbHo. [l Knacca 1 mokasaTenb CTHMyISIMU B pa3Mepe TPU M BHIIIE pPacCMaTpPUBACTCS
MO3UTHBHOMN PeakIei Py JOKATBHBIX UCIBITAHUAX JUTSl JTMM(AaTHIeCKUX y3/10B. VcmbITaTebHBIE METOIBI
JUISL CEHCHOMIM3auH Koxu onucanbl B PykoBomcTee 406 OOCP (MCHBITaHMS 10 METOLY MaKCHMU3AIMH IS
MOPCKHX CBUHOK M UCTIBITAHUE JJIS1 MOPCKHX CBHHOK MO MeToy bromtepa) u Pykoroactee 429 (JiokanbHbIe
UCTIBITAHUS 711 TUM(ATHUICCKUX Y3JI0B). MOTYT HCMOJIb30BATHCS IPYTHe METOBI MPU YCIOBHH, YTO OHHU
XOPOIIIO MPOBEPEHBI M HAYYHO 000CHOBaHEI. VCHBITaHHE Ha MBIIIAX Ha MpeaMeT pacmyxanus yxa (Mouse
Ear Swelling Test (MEST)) mnpeacraBisieTcsi HaaeKHBIM OTCEUBAIOIIAM TECTOM IS OTNPEdeTICHHS
CEHCUOMIN3aTOPOB OT YMEPEHHBIX JI0 CHIILHBIX U MOXKET OBITh UCIOJIH30BaH B KAYECTBE IMIEPBOTO 3Talla MpH
OIICHKE MMOTEHIIHAIa CCHCUOMIIN3AIIUN KOXH.

3.4.2.2.3.2 PesynpraTel WCIBITAaHWS HAa JKUBOTHBIX I Tojkiacca 1A MOryT BKIIOYaTh JaHHBIE
CO 3HaYSHUSIMH, YKa3aHHBIMU HIDKE B Tabmuue 3.4.3:

Tab6auna 3.4.3. Pe3yabTaThl MCIIBITAHUS HA ;KMBOTHBIX VIS NoaKJacca 1A

HcnbiTanus Kputepun

JlokanbHbBIE MCTIBITAHUS IS 3nauyenue EC3 < 2%
TuM(paTHIECKUX Y3II0B

Hcnbitanus Mo MeToy MakcuMusauu 1ist |> 30%, pearupyronmx rnpu 3Hadennn < 0,1% uHTpagepmaibHOM
MOPCKHX CBUHOK HWHAYKLHOHHOM J103bI HIH

> 60%, pearupyromux npu 3Hadernn > 0,1% < 1%
HWHTPAICPMAIBHOW HHAYKIIMOHHOM 03Bl

Hcneitanus no merony bromnepa > 15%, pearupyrommx npu 3HaueHnd < 0,2% nokansHOM
WHIYKIIMOHHOM 03Bl WIH

> 60%, pearupyrormux npu 3HaueHun > 0,2% - < 20%
JIOKaJIbHOM MHIYKIIMOHHOM 103bI
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3.4.2.2.3.3 Pesynbrarel HCIBITAaHUS Ha JKUBOTHBIX Ui mojkiacca 1B Moryt BKIIIOYaTh JIaHHBIC
CO 3HAYCHUSIMH, YKa3aHHBIMU HIDKE B Tabnuie 3.4.4:

Tadmnna 3.4.4: Pe3yabTaThl HCHILITAHUSA HA KUBOTHBIX VIS MoaKJIacca 1B

HcnbiTanus Kpurepun

JIokanbHBIE UCTIBITAHUS I 3uauenus EC3 > 2%
nMQaTHUECKUX Y37I0B

Hcnpitanus mo MeToy Makcumusauu > 30% - < 60%, pearupyrouux npu 3HadeHnu > 0,1% - < 1%
JUISI MOPCKHX CBUHOK HUHTpaAepPManbHON UHIYKIMOHHON 1035l WK

> 30%, pearupyromux npu 3HaueHny > 1% unTpagepmanbHOi
WHIYKIMOHHOU O3Bl

Hcnertanus no Mmerony bronnepa 215% - < 60%, pearupyromux npu 3HaueHuu > 0,2% - < 20%
JIOKaJIbHOM MHIYKIIMOHHOM 103bI WX
> 15%, pearupyromumx mpu > 20% 0KaIbHONW WHIYKIIMOHHON

J03BI
34224 OmoenvHvle coobpadicenus
34.224.1 Jna knmaccudukanmu BelecTBa JaHHBIE NOJDKHBI BKIIOYATh OJUH WIIM BCE CIETYIOIINE

KOMIIOHCHTEI ITPpU Y4YE€TC BECa q)aKTI/I‘IeCKI/IX CBUJICTCIILCTB.

a.) MO3WTHBHBIE JAaHHBIC HAKOXKHOM HpO6LI, 0OBIYHO IMOJIYYE€HHBIE B HECKOJIBKHUX
ACPMATOJIOTUYCCKUX KIIMHUKAX

b) SIMUICMHUOIIOTHYCCKUEC HCCICIOBAHNA, ITOKA3bIBAIOIIUC aJ'IJ'IepFI/I‘-IGCKI/Iﬁ KOHTaKTHBIN
ACPMATHT, BBI3BAaHHBIM JIAHHBIM BEIIIECTBOM. CI/ITyaHI/II/I, B KOTOPBIX Yy 3HAYUTEIHLHOU
YaCTH IMOABEPIIINXC BO3IEHCTBHIO MPOSABJIAIOTCA XapaKTECPHBIC CUMIITOMBI, CJIEAYET
paccMaTpuBaTh 0c000 THIATCJIBHO, AaXKC €CJIN YUCIIO CIIYUacB ABJIACTCA He60J'H>HII/IM;

C) TMO3UTHUBHBIC NTaHHBIE COOTBETCTBYIOIIUX HCCIICAOBaHUI Ha JKUBOTHBIX,

d)  nosuTuBHBIC JaHHBIC AKCIEPUMEHTAIBHBIX UCCIIeIOBaHUH 4enoBeKa
(cm. mynkr 1.3.2.4.7 T'nasst 1.3);

e) XOpouIo 3aJOKYMCHTHUPOBAHHLBIC ClIy4dau aJUICPTHUYCCKOrO KOHTAKTHOI'O ACpMaTvTa,
00BIYHO IOJTY4YCHHBIC B HCCKOJIBKHUX ACPMATOJOTMYCCKMX KIIMHUKAX;,

f) MOJKHO TaK’K€ YYUTBIBATH CTCIICHb CEPLE3HOCTU PCAKIINU.

3.4.2.24.2 Pesynbrarel mccieoBaHM Ha KUBOTHBIX OOBIYHO SBJISIFOTCS 0OJiee HAJCKHBIMHU, UYEM
pe3yIbTaThl U3YyUCHHUS PEAKIUK YelloBeKa Ha Bo3nelicTBue. OJIHAKO B TEX CIy4asiX, KOT/ia JaHHbIC UMEIOTCS
13 000WX UCTOYHUKOB, U MEXKY Pe3yJbTaTaMH CYIIECTBYET MPOTUBOPEYUHNE, TOKHBI OIICHUBATHCS KA4ECTBO
Y HaJIeKHOCTh JTAaHHBIX U3 000MX HCTOYHHMKOB IS PEUICHHS BONpPOCAa O KJIACCU(UKAIUU OMACHOCTH B
KaXJIOM KOHKpeTHOM ciydae. OOBIYHO JaHHBIE 110 JIIOJSIM HE MONYYaroT B pe3yJIbTaTe KOHTPOIUPYEMbIX
9KCIIEPUMEHTOB C JTOOPOBOJIBIIAMH IS LI€JICH OTHECEHHUS K KilaccaM OIMACHOCTH, a CKOPEee SABJISIOTCS YaCThIO
OIICHKM pUCKa JUIS TOATBEPKJCHHS OTCYTCTBHS TIOCIEJACTBHH B MX HCHBITAHUSIX HA >KUBOTHBIX.
COOTBETCTBEHHO, MOJIOKHUTEILHBIE JAHHBIE IO JIIOOSIM OTHOCHUTEIBHO KOXKHOM CEHCHOMIM3ALMH OOLIYHO
MOJIy4alOT IPH PACCMOTPEHHM KOHKPETHBIX CIIydacB M B pe3yjbTaTe IPYIHMX MEHEe OINpPeaeiCHHBIX
uccienoBanuid. I[1o3ToMy OIIEHKa JaHHBIX IO YEIOBEKY JOJDKHA OCYIIECTBISATHCS C OCTOPOIKHOCTBIO,
MOCKOJIbKY YacTOTa CIIy4aeB OTPaXkaeT B JIOMOJIHEHUE K MPUCYIIUM BEIIECTBAM CBOWCTBA, TaKUE (PAKTOPHI
KaK CHUTyallds BO3HHUKHOBEHHS  BO3ACHCTBHMsA, OWOJIOTHYECKAas  JOCTYIMHOCTb, HHIWMBHAyaJIbHASA
MIPEIPACIIOIOKEHHOCTh M IPUHATHIC MPeAyHIpeaUTeabHbIe Mepbl. OTpHUIaTeIbHBIC JaHHBIC [0 YEJI0BEKY HE
CJIeTyeT WMCIIOJIb30BaTh ISl OTPHIIAHUS TOJIOKHUTEIBHBIX PE3yJIbTaTOB UCCIEAOBAaHUIN Ha KUBOTHHIX. Kak
B OTHOIIICHUH JIaHHBIX 10 YEJIOBEKY, TaK U MO KUBOTHBIM CJICYET YUYUTHIBATh BO3ICHCTBUE HATOIHUTEIIS.
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3.4.2.2.4.3 Ecam HM OmHO W3 BBIIEYNIOMSHYTBIX YCJIOBHH HE YIOBIETBOPAETCA, TO BEIIECTBO HE
ciemyer Kiraccu(UIMPOBaTh KaK KOHTAKTHBIA ceHcuOwim3aTop. OpHako codeTraHune OBYX H Oolee
WH/INKAaTOPOB KOHTAKTHOW CEHCHOMIM3ALUK, YKa3aHHBIX HIDKE, MOJKET U3MEHUTH pellleHHe. JTOT BOMPOC
ClIeZlyeT paccMaTpuBaTh B K&KAOM KOHKPETHOM clydae:

a) OTJCIIBHBIC ClIy4au aJJICPruieCKOro KOHTAKTHOI'O JICpMAaTHUTA,

D)  HemocraTouHO HaneKHBIE SMUICMUOJIOTMYECKHE HWCCICIOBAHUS, HAmpuMep, B
KOTOPBIX HE IOJHOCTBIO HMCKJIIOYAIOTCSl C AOCTaTOYHOH YBEPEHHOCTHIO CIIydyaiiHbIe
(axTOpPBI, OTKJIIOHEHHSI WIIH UCKAKCHHUS,

C) JAHHBIC WCIBITAHWH Ha OJKUBOTHBIX, MPOBOAMBINNXCA B COOTBETCTBHU C
JCHCTBYIONIMMU PYKOBOSIIMMY MPUHIMIIAMH, KOTOPBIC HE OTBEYAIOT TPeOOBAHHUIM
JUI  TIOJIOKUTENLHOTO  pe3ynbrara, omnucaHHbiM B 3.4.2.2.4.1, omHAaKO KOTOpBIC
JOCTATOYHO OJM3KHU K MPEACTbHBIM 3HAYCHUSIM, YTOOBI PACCMATPUBATECS B KAUECTBE
3HAYUTEIbHEIX;

d) MTOJIOKUTENNbHBIE JTaHHBIC, MOJlyYeHHBIE B PE3yibTaTe MPUMEHEHUS HECTaHIAPTHBIX
METOJIOB;

€)  MOJOXHTENbHBIC PE3YJbTATHI, MOJTYUYEHHBIE OT OJH3KUX CTPYKTYPHBIX aHAJIOTOB.
342244 Hmmynonosuueckas KOHMaKmMHas KpAnUSHUYA

BemecTBa, oTBedaromye KpUTEpUsM JUIsl KIACCU(PUKAIIMKM OMAaCHOCTH B KA4eCTBE BEIIECTB,
OKa3bIBAIOIINX CEHCUOWIM3UPYIONIECE JCUCTBUE NMPU WHTAISIUMOHHOM BO3JCHCTBUM, MOTYT, KPOME TOTO,
BbI3bIBATh HMMYHOJIOTHYECKYI0 KOHTAKTHYIO KpalMBHHILY. CnenyeT y4YdTBIBATH BO3MOXKHOCTD
KJIaCCU(PUKAIIMK OIMACHOCTH JTHX BEIISCTB KaK KOXKHBIX CEHCHOMINW3aTopoB.  BeriectBa, KOTOpbIE
BBI3BIBAIOT MMMYHOJIOTHYECKYI0 KOHTAaKTHYIO KpPAalMBHUIY, HO HE OTBEUAIOT KPUTEPUSAM I BEUIECTB,
OKa3bIBAIOIINX PECIHUPATOPHOE CEHCHOMIM3HUPYIOILICE BO3JCUCTBUE, CIIEAYET PacCMaTpHUBaTh Ha MPEAMET
KJIACCU(PUKAIIMH ONACHOCTH KaK KOYKHBIE CCHCHOMIIN3aTOPHI.

He cymiecTByeT npu3HaHHON MOJIENHN IS dKUBOTHBIX, C TIOMOIIBEO KOTOPO# MOXKHO OBLITO ObI
OHpe)IeIISITB BCIIIECTBA, KOTOpBIe BBI3BIBAIOT I/IMMyHOHOFI/IquKyIO KOHTaKTHyIO KpaHHBHI/IHy. HOBTOMy
knaccugukanms Oyaer oObIYHO OCHOBaHA Ha HAOJIOMCHHWM 3a JIFOJbMH, YTO OY/JET aHAJIOTHYHO CIydasMm
C CEHCUOMIIM3aIuEN KOXKH.

34.3 Kputepun knaccupuxanuu ajis cMeceit
3431 Knaccugpurkayusa cmeceit npu Hanuuuu 0AGHHBIX RO CMECU 8 UESIOM

Korma ans cmecn uMMeErOTCS HaJeKHbIE JaHHBIE XOPOLIETO KaudecTBa O BO3JCHCTBHM Ha
YeJIoBEKa WM COOTBETCTBYIOLIME MCCIENOBAaHMS Ha IOAONBITHBIX JKMBOTHBIX, OINMCAaHUE KOTOPBIX
MPUBOJUTCS B KPUTEPHUSAX BEIECTB, TOTJA CMECh MOXET OBITh KJIACCU(PHUIIMPOBAHA Ha OCHOBE OIIEHKH JTHX
maHHpiXx. Crnemyer oco00 TIIATENBHO NOAXOAWTH K OICHKE HAaHHBIX O CMECAX, YUYUTHIBas TO, YTO
UCIIOJIb30BaHHAs 71032 HE JIeaeT pe3ynbTaThl HeyOenurenbHbiME. (CHeHalbHy0 MapKUPOBKY, TPEOyeMyIO
HEKOTOPBIMH KOMIICTEHTHBIMH OpraHaMH, CM. B mpuMedyanun K Tabmune 3.4.5 Hacrosmeidi [naBbl

nup3442)

3432 Knaccugpuxayua cmecu npu omcymcmeuu 0AHHBIX 07151 CMECU 6 UeA0M. RPUHUUNDL
UHMEPNOIUPOCAHUA
34321 B Ttex cmywasix, Korma cama cMech HE NOJBEprajach MCIBITAHUSM [AJsl ONpPEICICHUS ee

CEHCUOMIM3UPYIOIIUX CBOMCTB, HO UMEIOTCS JOCTATOYHBIE JAaHHBIC KaK 00 OTACIbHBIX KOMIIOHCHTAX, TaK U
00 aHAJIOTMYHBIX HMCHIBITAHHBIX CMECSX, JUIS aJI€KBAaTHOW XapaKTEPUCTHUKH OIMACHOCTEH, MPEeCTaBISEMBIX
CMECBIO, OTH JlaHHBIE OyIyT WCHOJB30BAaThCSI B COOTBETCTBHH CO CIEAYIOIIUMH COTIIACOBAHHBIMU
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NPUHIMIIAME HHTEPIOIUPOBaHUs. ITo olecreynBaeT, YTO B Mpolecce KIACCHOUKAIMK OMNacHOCTH
UCTIOJIB3YIOTCS B MAKCUMAaJIbHO BO3MOXKHOM CTEIIEHU MMEIOIINECS JaHHbIE [T XapaKTePUCTUKU ONAaCHOCTEN
cMmeceii 0e3 HeOOXOMMOCTH MPOBEACHUS TOTIOTHUTENBHBIX UCIIBITAHUHN Ha )KHBOTHBIX.

34.3.2.2 Pa3zbasnenue

Ecmm wucneiTanHas cmech pasOaBnsieTcss  pa30aBHUTENEeM, KOTOPBI HE  SBISETCS
CEHCUOMIM3aTOPOM U OT KOTOPOTO HE OXKUIACTCS BO3ICHCTBUS HA CCHCUOWIM3AIMIO JPYTUX KOMIIOHEHTOB,
TOTa HOBas pa3OaBlleHHAs CMECh MOXKET OBITh KIACCH(HUITMPOBAaHA KaK SKBHUBAJICHTHAs TEPBOHAYATBHOMN
HACIIBITAHHON CMECH.

34323 Paznuyus mexcoy napmusimu npooykyuu

Crnemyer WUCXOAWTH W3 TOTO, YTO CEHCHOMJIM3UPYIOIIME CBOWCTBA OJHOU
WCIIBITAHHOM MAapTUU CMECHU B OCHOBHOM PaBHOLEHHBI TAKUM CBOMCTBaM APYrod HEUCIIBITAHHOMN
MApTUH TOTO K€ KOMMEPUYECKOTO MPOAYKTA, MPOU3BEICHHON TeM K& MPeaIpHIATHEM-U3rOTOBHTEIIEM
W TI0J1 €r0 KOHTPOJIEM, 38 UCKIIOUEHUEM CIIy4yaeB, KOT/la UMEIOTCS OCHOBAaHMS MOJIaraTh, YTO CyIECTBYET
3HAUUTENNBHOE pa3iiMyie, W3MEHSIONIee MOTSHIHAT CEHCHOMIM3AlMH HEUCIIBITAHHON MapTHd. B Takux
CITy4asx TpeOyeTcs MPOBOANTH HOBYIO KIIACCH(DHUKAIIHIO.

34324 Konyenmpayus cmeceii, omnecennvix K ebicuim Kiaccamlnookiaccam no ceHcubumuzayuu

Ecnmu wucnbitanHas cMech knaccupunupyetcss mo Kmaccy 1 wmim  moaxmaccy 1A wu
KOHIICHTpAIMs MHIPEANEHTOB HCHIBITAHHOW cMecH KiaccupuuupoBanHoi nmo Kmaccy 1 m moakmaccy 1A
YBEJIMYMBACTCS, Pe3yIbTUPYIOIIAsi HEHCIBITAHHAS CMeCh JIOJDKHA KiaccuduuupoBaThes mo Kiacey 1 mmm
nonkiaccy 1A 6e3 TOTOTHUTETbHBIX NCTIBITAHHH.

34325 Humepnonayus 6 pamkax oonoz2o knaccalnooxiacca

B cnywae tpex cmeceit (A, B u C) ¢ MICHTHYHBIMU HMHIPEAMEHTAMH, eciii cMecd A u B
OBUTH MCIIBITAHBI U OTHOCATCSI K OJJHOMY M TOMY € KJ1acCy/TOJIKJIacCy TOKCUYHOCTH U €CITM HEUCTIBITaHHAS
cMmech C COCTOMT U3 TaKUX K€ TOKCHMKOJOIMUYECKM aKTHUBHBIX MHIPEIUEHTOB, Kak M cMecu A u B, HO B
KOHIIEHTpAIUAX, MPOMEXKYTOUHBIX MEXAYy KOHIEHTpAlMell TOKCHKOIOTMYECKH aKTHUBHBIX HHIPEIUECHTOB
CMecH A M KOHIIEHTpallMeHd 3TUX HWHIPEJUEHTOB B cMecH B, To cMmech C cienyeT OTHECTH K TOMY JKe
Kiaccy/moakiacey, Kak u cMecu A u B.

3.4.3.2.6 Cxooicue 8 3HaUUMeNbHOU Mepe cMecl
Ecau:
a)  HWMEIOTCS [IBE CMECH: 1) A +B;
i) C+B;

b) KOHICHTpald KOMIIOHCHTa B saBmsercs OHHHaKOBOﬁ B 00enx CMECSIX,

C)  KOHIEHTpalus KOMIIOHEHTa A B CMeCH i) paBHa KOHIeHTpauuu komioHeHta C B
cMecH ii);

d) KOMIIOHEHT B siBisiercsi ceHcuOmnmzatopoM W KOMIIOHEHTHI A u C He SBIAIOTCS
CEeHCHOMIM3aTOpaMH,

€ AuC, Kak OXHgaeTcs, HE OKa3bIBAIOT BO3JCHCTBHA HAa CEHCHUOWIM3UPYIOIIHNES
CBOMCTBa KOMIIOHEHTa B.

Ecimu cMechb i) yxe KaacCHpHUIMpOBaHA IyTeM MPOBEACHUS WCIBITAHWHN, TOTAa CMECH ii)
MOJKET OBITh MTPUCBOEH TOT K€ KJIaCC OMaCHOCTH.
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34327 Aspozonu

CMech B adp030JbHOM (hopMe MOKET OBITh OTHECEHa K TOMY K€ KJIACCY OMAacHOCTH, KaK H
WCTIBITAHHAs] CMECh B HEadpO30JIbHON (hopMe, MU yCIOBUH, YTO JOOABICHHBIN MPOIEIJICHT HE OKa3bIBaeT
BO3JICHCTBHS HA CECHCHOMITU3UPYIOIIE CBOWCTBA CMECH TIPH PACIIBIIICHUH.

3433 Knaccugpurkayus onacnocmu cmecegoit npooykyuu, Ko20a UMeromcsa 0aHHble Ho 6CeM
UHZPeOUeHmMam Uil UL N0 HEKOMOPbIM UHZPDEeOUeHMaM cMecu

CMmech cremyeT KiIacCHQUIUPOBATh KaK BEIISCTBO, BBI3HIBAIONIEE KOXHYIO WIH
pecTIMpaToOpHYI0 CEHCHOWIM3AUIo, KOrna 1O KpalHed Mepe OIWH HMHTPEAUEHT KiacCH(UIMPOBaH Kak
peCHMpaTOpHBIA WM KOXKHBIM CEHCHOMNIHM3aTOp W TPUCYTCTBYeT B KOHIIGHTpPAlMd HE HUXKE
COOTBETCTBYIOILIETO MOPOTOBOTO 3HAYCHUS/TIPEACTBHOIO 3HAYCHUS JUIl KOHKPETHOW KOHEYHOW TOYKH,
yka3zaHHO# B Tabauie 3.4.5, COOTBETCTBEHHO JIJIsl TBEPIOTO BELIECTBA/KUIKOCTH H Ta3a.

Ta6muua 3.4.5: IloporoBblie 3HaYeHUs1/Mpee/bHbIe 3HAYEHUS] KOHIEHTPAIHH HHIPeIHEeHTOB
cMeceil, 0THeCEHHBIX JIM00 K PeCIIUPATOPHBIM CEHCHOMJIM3aTOpaM, 100
KO’KHBIM CEHCHOM/IN3aTOpPaM, KOTOPbIE ONPefe/SIIOT KIAcCH(PUKALMIO CMeCH

Hurpeaunent knaccupuuuposan | Iloporosbie 3HaueHHsi/npee/ibHbIe 3HAYEHNsI KOHIEHTPAILNH,
KaK: onpeaensone KI1acCH(PUKaALHNI0 CMecH KaK:
PecniupaTopHbiii cencudnausarop | KoxkxHblii ceHcndnansarop
Kaace 1 Kaace 1
Teepmoe/XKunkoe la3 Bce ¢msnueckue cocTosHus
COCTOSIHUE
PecniupaTopHblii ceHCHONIU3ATOP >0,1% =>0,1%
Kaace 1 (cMm. npumevanue) |(cM. mpumeyaHue)
>1,0% >0,2%
PecniupaTopHblii ceHCHONIU3ATOP >0,1% =>0,1%
HMoaxiaace 1A -
PecniupaTopHblii ceHCHOMIM3ATOP >1,0% > 0,2%
Hoakaacc 1B
Koxublii cencuduauzarop -- -- >0,1%
Kaace 1 (cMm. mpumevanue)
- - >1,0%
Koxublii ceHcnOnauzaTop -- - >0,1%
Moakaace 1A
Koxublii ceHcnOnIn3aTop -- -- >1,0%
Hoakaacc 1B

IIPUMEYAHHUE: Hexomopbvie komnemeHmHble opeanuzayuu mozym nompebosamo II5 ulunu monvko
OONOMHUMENLHOU — MAPKUPOBKU, Kak omo  onucwieaemcs 6 3442 oxa  cmecell, codepicauyux
cencubumuzupyrowull unepeouenm npu konyenmpayusx 6 ouanaszore 0,1-1,0% (6o mesxncoy 0,1 u 0,2% oas
2a3000PA3HBIX  PECNUPAMOPHBIX — CeHCubunuzamopos).  Xoms cywecmeyloujue nopoeoevie 3HAYEHUs.
ompaxcaiom Oelicmayiouue CUCmeMbl, 6Ce OMMedaiont, Ymo 6 0COObIX CIYUASIX HA MAPKUPOGKe MOdICem
nompebosamvcs uHGopmayus npu bonee HUKUX YPOBHSIX.
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344 HNnudopmupoBanne 00 0nacHOCTH

3441 Oomiue 1 0coObie COOOpaXKeHNs, Kacarolecs: TpeOOBaHUN K MapKUPOBKE, MPUBOJATCS B [1aBe
Hngpopmuposanue 06 onacrocmu:. maprkuposka (I'maa 1.4).  IlpuiokeHue 2 COOCPKUT PEIFOMHPYIOIINES
TaONMIBI MO0  KIACCU(UKAIMK OMACHOCTH ¥ MapKHPOBKE. [Mpunoxkenne 3  CONCPIKUT  MPUMEPHI
npenynpexaaonyx GopMyIupOBOK U MHKTOrPAMM, KOTOPbIE MOT'YT HUCTIONL30BATLCS TaM, TJIE 9TO JIOMYCKaeTCsl
KOMIICTCHTHBIMU OpraHamu. B Tabmmiie 3.4.6 Hibke TpeACTaBiIeHbl KOHKPETHBIC JIEMEHTHI MAapKHPOBOK JUIS
BEIIIECTB ¥ UX CMECEH, KOTOPbIE OTHECEHBI K KJIACCaM OMACHOCTH IO PECTTUPATOPHOM 1 KOXKHOM CEHCUOUITH3AIHN
Ha OCHOBE KPUTEPUEB, IPUBEICHHBIX B 3T0H [ N1aBe.

Ta6auna 3.4.6: JjieMeHTbI MAPKHPOBKH 0 PECIMPATOPHOI MJIN KOKHOI CEHCHOMTU3ALMH

PecniupaTopHas ceHCHOMIU3aAUA
Kuace 1 m moakiacesl 1A u 1B

Ko:kHast cencHOMIM3anus
Knaace 1 m moakiaaceol 1A u 1B

00 OIMaCHOCTH

HJIN aCTMbI WIX 3aTPYAHECHHOCTD

Cumsoa OnacHOCTb JUIsl 3I0POBbS YEJIOBEKA BocximnarenbHbli 3HaK
CursaJjibHoe cJ10BO OmnacHo OCTOpOXHO
HNudopmupoBanne | MoeT BBI3bIBATH CHMIITOMBI aJIJIEPIHH MoxeT BBI3BIBaTh AJJIEPrUUECKYIO

PCAKIUIO HAa KOXKC

AbIXaHUs B CJ1y4a€ BAbIXaHUA

34.4.2 HekoTtopsie XxuMudeckre BelecTBa, KOTOPbIE KIACCUPHUIMPYIOTCS KaK CEHCHOMIN3aTOPHI,
MOTYT CTHMYJIHUPOBATh PEAKLHUIO MIPHU UX TMPUCYTCTBUU B CMECH B KOJMYECTBAX HHKE TIOPOTOBBIX 3HAYCHHH,
YCTaHOBJIICHHBIX B Tabmuue 3.4.5, y monel, KOTOpbIe yKe SIBISIOTCS YyBCTBUTEIBHBIMH K XHMHUYCCKUM
BemiecTBaM. [yt 3aIIUTHI ITHX JIIOJIEH OIpeesIeHHbIe OpraHu3alil MOTYT IIOTpeboBaTh yKa3aTh Ha3BaHHUE
WHTPEIMeHTa B KAYeCTBE JOMOJIHHUTEILHOTO 3JIEMEHTa MaPKUPOBOYHOTO 3HAKA, BHE 3aBHCUMOCTH OT TOTO,
KJIaccu(UIMPOBaHA JIH CMECh B LIEJIOM KaK CEHCHOMIM3UPYIOLIEe BEIIECTBO.

345 CxeMa NpUHATHSA pelIeHui

IIpuBonumasi HWXKE CXeMa TMPUHATHUS PEIICHUH He SBIAETCS YacThl0 COIVIACOBAaHHOM
CHCTEMBI KIaccu(pHUKalUU OAaCHOCTH, a IPUBOIUTCS 31€Ch B KAUECTBE JONOIHUTEIBHONW METOIOJIOIMUECKOM
pexoMeHnanuu. JIuily, OTBETCTBEHHOMY 3a KJacCH(HUKAIHIO, HACTOATENBFHO PEKOMEHAYETCS H3YYUTh
KPUTEPHH, NIPEKAE YEM NPHUCTYIIATh K IPUHATHIO PELICHUS, U II0JIb30BaThCA UIMU B XOJI€ 3TOTO Ipolecca.
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3451 Cxema npunamusn pewenus 3.4.1 ona pecnupamopuoii cencubunuzayuu
BemectBo: MeroTcs u 1aHHBIE O PECTIMPATOPHOMN Knaccudpuxanys
CEeHCHUOMITU3AIMH TT0 COOTBETCTBYIOIIEMY BEIIECTBY? HEBO3MOIKHA

Cwmechb: IMeroTcst Ji TaHHBIE O pECITUPATOPHOM
CEHCHOWIN3aIUU IO CMECH B 1I€JIOM HJIA €€ KOMIIOHEHTaM ?

L ’

WwmeroTcst mn naHHBIE O pECTUPATOPHOM
CEHCHUOMIIM3AIIMHU 110 CMECH B IIEJIOM?

Kitaccupukanms

HCBO3MOX>XXHa

(cm. 3.4.3.1)

a) VIMeroTCst I CBHUIETENBCTBA TOTO, UTO Knace 1°
Her BELIECTBO/CMECH MOXKET MPUBECTH K
KOHKDPETHOM pecnupaTopHOi
CBEPXUYYBCTBUTEILHOCTH Yy JIIOEH, W/uiu a
b) umeroTcs M MOIOXKHUTENBHBIC PE3YIIBTATHI ."‘

COOTBETCTBYIOIINX HUCITBITAHUM Ha

JKUBOTHBIX ? (cM. KpuTepun B 3.4.2.1) Ormacuo

He knaccudunupyercs I Ornecrn
K COOTBET-

Ila CTBYIOLLIEMY

KJ1accy

MoryT 11 IpUMEeHSIThCS
MPUHITATIBEI HHTEPIIOJTUPOBAHMUS ?

(cm. 3.4.3.2)

CoJep>KHT JIM CMECh OJUH W 00Jiee HHTPEIUCHTOB,
KITACCHMHUIIMPOBAHHEIX KAK PECITMPATOPHBINA CCHCHOIIH3ATOD MpH™”
a) = 0,1% Bec/Bec (TBepaBIH/ KUIKUIT)?

b) = 1,0% Bec/Bec (TBepabIit/KuIKHIT)?

HITH

¢) =0,1% o6rem/06bem (raz)?

d) = 0,2% o6bem/00bem (raz)?

(Cm. 3.4.3.3 u Tabiuny 3.4.5 qy1st 1osICHEHUM U PYKOBOJICTBA)

Kmnacc 1

| ]

N4

OrmacHo

5

He knaccudumupyercs

Konxpemnvie npedenvhvie 3navenus konyenmpayuu cm. 6 " Henonvsosanue nopoosuix snavenutilnpeoenbHpix
sHayenutl konyenmpayuu" 6 nynkme 1.3.3.2 ['aswr 1.3.

5 Cm.3.4.4.2.
6

Cm. 3.4.2.1.1 — nodpobroe onucanue ucnonvzosanus nookiaccos Kiacca 1.

- 183 -



ABTopckoe npaBo © OpraHusaumm O6beanHeHHbIX Hauunin, 2009 rog

345.2 Cxema npunamusn pewrenus 3.4.2 0na ceHCUOUAUIAUUU KOHCU
BemectBo: IMeroTcst I JaHHBIE O CEHCUOMIN3aLUU KOXKH UL Knaccuduxauust
JTAaHHOTO BelecTBa? HEBO3MOJKHA

CwMmech: ImeroTcs au JaHHBIC O CeHCI/I6I/IJ'II/ISaI_II/II/I KOXKHN
JJIs CMECH B LICJIOM UJIN €€ KOMIIOHEHTOB?

ﬂ Ha

Knaccudukarus HMeroTest U JaHHBIC O CCHCHOMWITH3AIINN

HEBO3MOYKHA KOXH JUIst cMecH B nieiioM? (cm. 3.4.3.1)

a) VMeroTcs 1 CBUETENLCTBA TOTO, YTO JAHHOE
BEIIECTBO/CMECH MOXKET BBI3LIBATH
CEHCUOWIN3ALIMIO Y JIIOJIEN B PE3YIbTATE KOHTAKTA

Her C KOXKEH y 3HAYUTENBHOIO YMCIa JIMILL, WU

b) uMeroTCs 1M TONIOKUTENBHBIE PE3YILTATHI

COOTBCTCTBy}OHII/IX I/ICHI)ITaHI/Iﬁ Ha )KI/IBOTHI)IX?

(cm. kputepuu B 3.4.2.2.1 u 3.4.2.2.4)

OCTOpPOKHO

OrHect

He xnaccudunupyercs '
MoryT 1u NpUMEHSTHCS K COOTBET-

TIPUHIIUIIBI THTEPIIOJINPOBAHUS ? Ha CTBYIOILIEMY

KJ1accy

CoItlep>kUT 1 CMeCh OJUH W 00JIee HHTPEIUCHTOB,
4,5,
KI1acCU(PHUIIUPOBAHHBIX KaK CCHCUOMIN3AaTOP KOXKH MPH -

(M. 3.4.3.2)

a) >0,1%? Tla
b) >1,0%?

(cm. 3.4.3.3 u Tabnuiyy 3.4.5 /15 MOSICHEHUI U PYKOBOJICTBA) OctopoxHo

He KnaccmbnunpyeTc;II

Kounxpemnvie npedenvhvie 3nauenus konyenmpayuu cm. 6 " Henonvsosanue nopoosuix snavenutilnpeoenbHbix
sHayenuti konyenmpayuu" ¢ nyukme 1.3.3.2 I'naswr 1.3.

5 Cm.34.4.2.
7

Cm. 3.4.2.2.1 — nodpobroe onucanue ucnonvzosanus nookiaccos Kiacca 1.
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I'JIABA 3.5
MYTAT'EHHOCTD 3APOJABIIIIEBBIX KJIETOK

351 Onpenenenus u coo0pakeHns 00LEr0 XapaKTepa

3511 OTOT BHUJl OMACHOCTH B NEPBYIO OYEPEb CBA3aH C XMMHUYECKUMH BEIIECTBAMH, KOTOpHIE
MOTYT BBI3BIBATh MYTAalWIO B 3apOABINIEBHIX KIETKAaX YeJIOBEKa M IepefaBaThCsl MOTOMCTBY. OHAKo
UCIIBITAaHUSI HA MYTareHHOCTB/TEHOTOKCHYHOCTH INVItr0 M Ha COMATHYECKHMX KIIETKAX MIIEKOMHMTAIOIINX
INVIVO Takke Y4YMTBIBAIOTCS IpPU KIAcCU(PUKAIMU OIACHOCTH BEIIECTB M UX CMeEced B ITOM Kiacce
OIIaCHOCTH.

3512 B naHHOM KOHTEKCTE MCTIONB3YIOTCA OOIIETIPUHSTHIE ONpPEeAeTICHUs] TEPMUHOB MyTareHHBIH,
MyTareH, MyTalluu ¥ T€HOTOKCUYHOCTh. Mymayus onpeneisieTcsa Kak MOCTOSHHOE N3MEHEHUE B KOJINYECTBE
WIN CTPYKTYpe F€HETHUECKOI'0 MaTepralia B KJIETKE.

3513 Tepmun "MyTrauus" mOpuUMeHSETCS KaK K HACJIEACTBEHHBIM TE€HETHYECKUM HW3MEHEHUSIM,
KOTOpPBIE MOTYT TPOSIBIATHCSA Ha (PEHOTUIIMYECKOM YPOBHE, TaKk M K ocHOBHBIM Momudukammsam /IHK, korna
TAaKOBBIE SIBISIIOTCS] U3BECTHBIMH (BKIIIOYAst, HAPUMED, KOHKPETHbIE H3MEHEHHUsI 0A30BBIX AP U XPOMOCOMHBIE
TpaHciokamu). TepMHHBI Mymaeenvt M mymaeen OyIyT WCIONB30BAaThCS JIsl arceHTOB, MPHUBOAAIIMX K
YBEJIMUCHHUIO YMCIIa MyTallUil B MOMYJISIMAX KJICTOK H/WITH OPraHH3MOB.

3514 Bonee obmue TepMUHBI 2eHOMOKCUYHBIN U 2eHOMOKCUYHOCMb TIPUMEHSIOTCS] K areHTaM WJIx
mporeccaM, KOTOpbIe H3MEHSIIOT CTPYKTYpy, HH(pOpMaIMoHHOe cojaepxaHue win cerperamuio JHK,
BKIIIOYass Te, KoTopeie moBpexaaroT JHK, BMemmBasch B HOpMaibHBIE MPOIECCHl BOCIPOHM3BOJICTBA.
PesynbTarhl HCTIBITAHUIT HA TEHOTOKCUYHOCTH OOBIYHO UCIIOJIL3YIOTCS B KQUECTBE MHIMKATOPOB MYTare€HHBIX
MIOCJIEZICTBHH.

35.2 Kputepun kiaaccupuranum onacHOCTH /151 BelIeCTB

3521 CuctemMa kiaccuUKalMyd OINACHOCTH MNpelycMaTpUBacT [Ba Pa3iIMYHBIX Kilacca JUIs
MYTareHOB 3apOJIBIIIEBLIX KIETOK JIUIsl y4eTa Beca nMmerolneiicst nadpopmanuu. Huke npuBOAMTCS OMUCaHUE
CUCTEMBI C HCIIOJIb30BaHUEM JBYX KJIACCOB.

3.5.2.2 Jns  npoBefeHWst  KiIaccH(UKAIMM ~ OMACHOCTH  PACCMATPUBAIOTCS  PE3yJbTAThI
SKCIICPUMEHTOB, OIPECACTIAIOINX MYTAarcHHbIC I/I/I/IHI/I TFCHOTOKCHUYECCKHUE TIOCJIICACTBUA JId 3apOAbIIICBBIX
U/WIM COMAaTHYECKUX KICTOK Y IMOJBEPTIIMXCs BO3ACHCTBUIO )KUBOTHBIX. MOTYT Takke OBITh PACCMOTPEHBI
MyTareHHbIC W/HIM TeHOTOKCHYECKHE MOCIIEICTBHS, YCTAHOBICHHBIC B X0/1€ UCIIBITAHMH IN Vitro.

35.23 Ota cucreMa OCHOBaHA Ha TIOHSATHH OMACHOCTH WM KIACCHU(HIMPYET BEIIeCTBa Ha OCHOBE
NpUcCylIed UM crocOOHOCTH MPUBOAUTH K MyTallMsIM B 3apOABIILIEBBIX KieTkax. [loaTomy aTa cucrema He
npeHa3zHa4YeHa s (KOJMYeCTBEHHO#) OLICHKH PHCKa BO3/ICHCTBUSI BEILIECTB.

3524 Knaccudukanuss wuccieayeMbIX TOCICICTBUM B 3apOJBIIICBBIX  KIETKaX 4eJOBEKa
MPOU3BOJUTCSA HA OCHOBE MPABUIILHO MPOBOJAMMBIX U JIOCTATOYHO MPOBEPEHHBIX MPAKTHKOW HCIBITAHHH,
MPEINOYTUTEIHHO B COOTBETCTBUU ¢ PyKkoBoOAANIMMHU mNpUHIMIAMH TpoBeneHus wucnbitannii ODCP.
OIeHKY pe3yJIbTaTOB MCIBITAHUN CIEIyeT MPOU3BOJUTH HA OCHOBE CYKIEHUH 3KCIEPTOB, W IS Iieiei
KIIacCU(UKAIMY OMTACHOCTH CIIETyeT YYUTHIBATH BCIO UMEIOMIYIOCS HH(OPMAIIHIO.

3525 [Mpumepamu ucHbITaHUIA INVIVO Ha MpeAMET HACIEIyeMOi MYTareHHOCTH 3apOJBIIICBBIX
KJIETOK SIBIISTFOTCS:

UCIIBITAaHNE TOMHHHUPYIOIIEH JeTanbHOi MyTaiin y rpeisyHoB (ODCP 478)
olleHKa Hacyeayemoit Tpanciokanuu y moieit (O9CP 485)
WCTBITAHUS Ha JIOKYC-CIIEU(PUIHOCTD y MBILIEH
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[TprMepsl UCTIBITAHHH N VIVO MyTareHHOCTH COMaTHYECKUX KIIETOK:
UCIIBITAaHHUE XPOMOCOMHO#1 abeppaliii KOCTHOro Mo3ra y mitekonuTatomux (O9CP 475)
SPOT-tect na meimmax (OOCP 484)

MUKPOSIZICPHBIN PUTPOIUTHBII TecT Ha MitekonuTaroiux (ODCP 474)

Puc. 3.5.1: Knacchl 0nmacHOCTH /I MYTAT€HOB 3apOJbINIEBBIX KJIETOK

KJIACC 1.

Knacc 1A:

Kaace 1B:

KJIACC 2:

BellIeCTBa, HU3BECTHBIC KAaK BbI3bIBAKIIHNEC HACJHEAyE€MbI€ MYTallMM HJIUA KOTOpPbIE€ CJaeayerT
paccMaTpuBaTb KaK €CJ/In Obl OHHM BbI3BLIBAJIN HacJjJeyeMble MYTAallUM B 3apOoAbIIIEBLIX
KJIETKaXx 4Ye¢/JI0OBECKa

BellIeCTBa, KOTOpPbI€ H3BECTHbBI KAaK BBI3bIBAKOIIIHUE HACJACAYEMbIC MYTAallUU B 3apPOAbLIIICBLIX
KJIETKaXx 4Ye¢JIOBEKa

TlonoxxutenpHOE CBUACTEIHLCTBO U3 MUASMHOIOTHISCKIX UCCIICIOBAaHNN YeIOBEKA.

BemecTBa, KOTOpBIE CileflyeT paccMaTpHBaTh KaK BbI3bIBAIOIIME HAacJieflyeMble MyYTaUMH B
3apoAbIIeBbIX KJIETKaX YeJ0BeKa

a)  IlomoxutensHblii(e) pe3ynpTaT(bl) HCHOBITAHMNA INVIVO Ha TpeaMeT  HacieayeMmoit
MYTareHHOCTH 3apO/IBIIICBBIX KIETOK MICKOMUTAIONINX; HIH

b)  Tlonoxurenbusiii(e) pe3yabrar(bl) UCIBITAHUH N VIVO Ha MPEMET MyTareHHOCTH COMATHYECKUX
KIETOK Yy MIICKOIMTAIONIUX B COYETAHMH C HEKOTOPHIMH CBHETEILCTBAMU TOTO, UTO
COOTBETCTBYIOIIEE BEIIECTBO WMEET TOTEHIMAT BBI3BIBATH MYTAIWHM 3apOJIBIIIEBBIX KIETOK.
Takoe BCOMOTATEIBHOE JIOKA3ATEILCTBO MOXKET, HANMpPUMeEp, OBITH TOJIYYEHO B pE3yJbTare
WCTIBITAHMH MYyTareHHOCTH/TEHOTOKCHYHOCTH iN VIVO B OTHOIICHUH 3apPOJIBIIIEBBIX KIECTOK HITH
MyTeM JIEMOHCTPAIIMH CIIOCOOHOCTH COOTBETCTBYIOIIETO BEIIECTBA WIM €ro MeTaboanTa(oB)
B3aMMOJICHCTBOBATE C TCHETHUYECKAM MATEPHAIIOM 3apPOJIBIIIEBEIX KIETOK; HITH

c) [TonoxxutenpHble PE3yNbTAaThl HMCHIBITAHUM, MOKa3bIBAIOIIUX MYTareHHbIE MOCIEJCTBUS B
3apOJIBIIICBEIX KJIETKAX 4YelIOBeKa 0¢3 JIEMOHCTpAIlMM TMepefayd MOTOMCTBY,  HampuMmep,
MOBBIIIEHUE YAaCTOTHOCTH AaHEYIUIOWJWM CIEPMATO30UJIOB Y MOABEPKEHHBIX BO3JICHCTBUIO
JIIOACH.

BellleCTBa, KOTOpbI€ BbI3BIBAKT OIIACCHUE 3a COCTOAHME 3/10POBbLA Joaed B CBSI3M €
BO3MOYKHOCTBIO BbI3BIBATh HAC/ICACTBCHHBIC MYTAallU! B 3aPOAbILIEBBIX KJIETKaX Y€JI0BEKa

TToJIOKUTEBHBIN OIIBIT, MOIYICHHBIN B PE3yJIbTaTe IKCIIEPUMEHTOB Ha/l MICKOIUTAIONIMMHY H/UITH B
HEKOTOPBIX CITy4asX SKCHEPUMEHTOB iN Vitro , MoIy4eHHbIX OT:

a) HCTILITAHMH iN VIVO Ha NpeaAMET MYTarecHHOCTU COMAaTUYCCKMX KJICTOK Ha MJICKOIIMTAKOIINX,; WU

b) Apyrux HCTIBITAaHWH 1N VIVO Ha npeaMEeT reHOTOKCUYHOCTU COMATUYCCKUX KIICTOK, KOTOPLIC
TMOATBCPIKAAOTCA MOJIOKUTCIIbHBIMUA PE3YyJIbTaTaMU HCIBITAHHUI MYTaréHHOCTHU invitro.

IIPUMEYAHHUE: Bewecmsa, komopbie 0aiom NOJONCUMENbHbIE Pe3yTAbmMambvl Npu UCHbIMAHUY
iN Vitro na mymazennocme y MAEKORUMAIOWUX U KOMOPble MAKIICe NOKAZLBAIOM C6513b AKMUSHOCMU
CMPYKMYPbL C U3BECTMHBIMU MYMASEHAMU 3APOO0bIULESbIX KIEeMOK, cledyem paccMampusams Ha
npedomem Kiaccuguxkayuu onacHocmu 8 kavecmee mymazenos Knacca 2.
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35.2.7 [Tpumepamu UCTIbITaHUI MYTareHHOCTH/TEHOTOKCUYHOCTH 3apPOBIIICBBIX KIETOK SBIISIOTCS:
a) WCTIBITAHUS] MyTareHHOCTH:

UCTIBITAHUE HA CIIEPMATOIOHHYIO XPOMOCOMHYIO a0eppaLuio y MIEKOHUTAOIIUX
(OBCP 483)
WCTIBITAHUE MUKPOHYKJICAPHOH criepMaThIbI

b) UCIIBITAHUS T€HOTOKCHYHOCTH:

OOMEHHBIN aHAJIN3 CECTPUHCKOM XPOMATHUIBI B CIIEPMATOTOHUU
TecT Ha HermaHoBelii cuaTe3 JJHK (UDS) B TECTHKYIAPHBIX KIETKAX

35.28 HpI/IMCpBI HUCIBITAHNHM HAa TEHOTOKCHYHOCTh B COMAaTHYCCKHX KICTKaX:

TecT Ha HemmaHoBeIi cuaTe3 JIHK kinerok meuenu (UDS) in vivo (ODCP 486)
3aMEHa CECTPHHCKHX XpOMATHI KOCTHOTO Mo3ra y miekonutatonmx (SCE)

35.29 ITprMephl HCTIBITAHUH MyTareHHOCTH iN Vitro:

UCIIBITaHUE N VItro xpomocoMHo# abeppauuu y murekonuraromux (O9CP 473)
WCIBITAHNE TEHHOM MyTaIliK KJIETOK iN Vitro y maexormmratormmx (OOCP 476)
ucrnbiTanne oopaTHoi MyTaruu y 6akrepuit (OOCP 471)

3.5.2.10 Knaccudukanmio OTHENBHBIX BEHMIECTB CIEAYET OCHOBBIBATH Ha OOLIEM KOMILICKCE
UMeroIIeics nH(OPMAIIUHU C CIIOJIb30BaHUEM 3aKIIIOUCHHI SKCIIEPTOB. B Tex ciaydasx, Korjaa OJHOKPaTHOE
MPaBWILHO TPOBEACHHOE WCIBITAHUE WCIONB3YyeTCs I KiIacCH(UKAMd OMacHOCTH, OHO JIOJDKHO
obecrieunBaTh YeTKHE W HEABYCMBICICHHBIE TOJOXKUTEIbHBIC PEe3yIbTaThl. ECIH MOSBISIOTCS Pe3yIbTaThl
HOBBIX XOPOIIO IPOBEPEHHBIX HCHBITAHWN, TO OHU MOTYT TaKXe YYUTHIBATHCS B OOIIEH COBOKYIMHOCTH
¢daktnyeckort nHpopManuu. Crlemyer Takke yYUTHIBATh 3HAYMMOCTH HCIOJIH30BAHHOTO B HCCIEIOBaHUU
IIyTH MOCTYIJIEHUS BEIECTB B OPTraHU3M I10 CPABHEHUIO C METOJIOM BO3ACHCTBUS Ha YEIOBEKA.

353 KpuTepun kaaccupukanuu onacHOCTH 1JIs1 cMecei

3531 Knaccuduxayua onacnocmu cmecegoil npooyKyuu npu HAAUYUU OAHHHIX
no cMmecu 6 uenom

Krnaccudukanmm omacHOCTH cMeced JODKHA OCHOBBIBATHCS HA WMEIOIIUXCS JAHHBIX
WCTIBITAHUI 110 OTAEIBHBIM HWHTPEIUCHTAM CMECH C HCIOJIh30BAHHEM IMOPOTOBBIX 3HAYCHMI/TIPEACTBHBIX
3HAYEHWI KOHIICHTPAINH ISl HHIPEIUCHTOB, KIACCH(PHUIIMPOBAHHBIX KaK MyTareHbl 3apOJIBIIIEBBIX KIETOK.
Knaccudukamus Moxer ObITh MOAUMUIIMPOBAHA B KaXIOM KOHKPETHOM CIy4ae Ha OCHOBE MMEIOIIUXCS
JIAHHBIX WCIBITAHUM CMECH B IIEJIOM. B Takux ciydasx JOJKHA OBITh IMPEACTaBICHA YOCIUTEIBHOCTH
Pe3yJIbTaTOB MCIBITAHUN JJIE CMECedl B IIEJIOM C YYE€TOM JI03bl M JIPYIHX TakuX (aKTOpoB, Kak
MPOJIOJDKUTENILHOCTh,  JaHHble HAOMIOACHWI W aHanu3  (Hampumep, CTaTUCTHYECKMH — aHajm3,
YYBCTBUTEILHOCTDh HCIBITAHKS) CHCTEMbI HCIBITAHUS MyTAareHHOCTH 3apojbliieBoil kietku. Cremyer
COXPaHATh aJICKBaTHYH HWH(OPMAIIMIO, TOATBEPKAAIONIYI0 KilacCU(UKAINIO, U TNPEAOCTABIIATH €€ Ha
paccMoTpeHue 1o Tpockoe.

3532 Knaccugpuxayus onacnocmu cmecegoit npooyKyuu npu omcymcmeuu OaGHHbIX no
cMecesoli XuMuueckoil npoOyKUUU 6 Ueiom. RPUHUUNLL UHIMEPROTUPOBAHUA

35321 B Tex ClIydadX, Korja camMa CMEChb HC UCHBITHIBAJIACH HA NPCAMET OIMMPECACIICHUA MYTaFCHHOﬁ

OIIAaCHOCTHU JJIsA SBPOILLImeBOﬁ KJIICTKH, OJHAaKO HMCIOTCA AO0CTAaTOYHBIC JaHHBIC KakK 00 OTACIBHBIX
HHIPCAUCHTAX, TaK U 00 aHAJIOTMYHBIX MCIBITAHHBIX CMECIX JIUIS aJleKBaTHOM XapaKTCPUCTUKHU OHaCHOCTeﬁ,
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MIPEJICTaBISIEMbIX CMEChIO, 3TH JIaHHBIE JOJDKHBI HCIOJb30BaTbcd B COOTBETCTBUU CO CJEIYIOIIMMU
COIJIACOBAaHHBIMM IIPaBWIAMH HHTEPHOJIMPOBAaHMsA.  DTO TapaHTHPYeT MCIOJIb30BaHHE B IIpolecce
KJacCU(UKAIIMM  OMACHOCTH HMMEIONIMXCS JAaHHBIX B MAaKCHMAalbHO BO3MOXHOH CTENEHH TIpU
XapakTepUCTUKE  OMACHOCTEH, MpPEACTaBIAEMBIX  CMEChlo, 03  HEOOXOAWMOCTH  MPOBEACHUS
JIOTIOJTHUTENbHBIX UCIBITAHUI Ha )KUBOTHBIX.

3.5.3.2.2 Pazbasnenue

Ecom wmcmpiTanHas cMech paz0OaBiieHa pa3daBUTENIEM, KOTOPBIM, KaK IMpeamojiaracTcs, He
BIIUSIET HA MYTAareHHbIE XapaKTePUCTUKU APYTOro HHTPEAUECHTA MO0 OTHOIICHUIO K 3apOJBIIIEBOM KIETKE, TO
TOrJa HOBas pa30aBlieHHas CMECh MOXKET OBITh KIAacCH(HUIIMPOBaHA KaK 3KBUBAJICHTHAs IMEPBOHAYAIILHOU
HCITBITAHHOM CMECH.

35323 Paznuyus mexcoy napmusmu npooykyuu

MyTareHHblid NOTEHIMAN 3apOABIIIEBOM KJIETKH WCIBITAHHON TMapTUW CMECH MOXKET
CUUTAThCSI B OCHOBHOM OJKBHUBAJICHTHBIM TOTEHIUANLY JPYroil HEUCNBITAHHOW NapTHUH TOTO KE
KOMMEpPUYECKOT0 TMPOAYKTa, IPOU3BEACHHOM TEM K€ TMPEeANPHITHEM-U3TOTOBUTEIEM WIH TIOJ €ro
KOHTPOJIEM, 32 MCKJIIOYEHHEM CIydaeB, KOTJa HWMEIOTCS OCHOBAaHHS II0oJlaraTh, YTO CYIIECTBYET
3HAQUUTENFHOE PAa3JIUYhe COCTaBa, HM3MEHAMIIEe MyTareHHbIH MOTECHLHMAN 3apOABIIIEBOM KIETKH 3TOH
HEUCTBITAHHON MapTHH MPOAYKIHU. B mocnemnem ciydyae HeoOxoquMa HOBas KilacCU(DUKAIIUS.

35324 Cxooicue 8 3HAUUMENbHOU Mepe cMecu
Ecnu:
a) uMmerotcs aBe cMecu: i) A +B;
ii) C+B;
b) KOHIICHTpAIMSI MyTareHHOTO HHIPEIUEeHTa B sIBIIsieTCst 0TMHAKOBO# B 00E€UX CMECSIX;
C) KOHIICHTpAI[Msl KOMIIOHEHTa A B CMECH i) paBHOIICHHA KOHIIEHTpaIiu Komronenra C
B cMecH i);
d) JIAHHBIC O TOKCHYHOCTH KOMIOHEHTOB A ¥ C UMEIOTCS B HAJIUYUU U PABHOIICHHBI,

OHU OTHOCATCA K OAHOMY U TOMY K€ KJIACCY OIMAaCHOCTU H, KaK IPEAIoIaracTcs, He
BJIMAIOT HA MYTar€HHOCTb KOMIIOHCHTa B JJIsA 3ap0):[I>IH_I6BOI\/’I KJICTKH.

Ecnu cMech i) win i) yxe kinaccupuuupoBaHa MyTeM UCIBITAaHUS, TO Ipyras CMECh MOXKET
OBITh OTHECEHA K TOMY K€ KJIACCy OMAaCHOCTH.

3533 Knaccuguxayusa onacnocmu cmecesoii npooyKyuu npu HaIu4uu OAHHbIX HO 6CEM
UHZPeOUEeHMAaM WU JIUULL HO HEKOMOPbIM UHZDEeOUEHMaM cCMecu

CMmech kmaccuumupyercss B KadecTBe MyTareHHOW, KOrja MO KpaiiHedl Mepe OIuH
KOMIIOHEHT ObUl OTHeceH K MyrareHam Kiiaccal wnu2 W TOpUCYTCTBYeT Ha YpPOBHE WM BBIIIE
COOTBETCTBYIOLIETO TOPOTOBOTO 3HAYCHUS/MIPEICIBHOTO 3HAYCHUS] KOHICHTPAIMH, MOKA3aHHOTO HUXKE
B Tabmmie 3.5.1 coorBercTBeHHO U1 Kitaccos 1 u 2.
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Ta6auna 3.5.1: IToporoBbie 3HaYeHUsI/ MpeaebHbIE 3HAYEHHS KOHIEHTPAMN HHTPEIUEHTOB cMeceid,
OTHECEHHBIX K MyTareHaM 3apoJbIlIeBbIX KJIETOK, ONMpelesioIuX Kiaccupukanuio cMeceii

Hurpeauent IMoporoBele 3HaYeHns1/MpeieJibHbIE 3HAYEHUS] KOHIEHTPALUH,
KJIaccu(pUMUMPOBaH KaK: onpeJeJsioIMe KJIacCH(PUKANMIO cMeceil Kak:
mytaren Knacca 1 myrtaren Knacca 2
Myraren Kiacca 1 >0,1% —
Myraren Kiacca 2 — >1,0%

Ipumeuanue: I[lopocosvie  snauenuslnpedenvuvie — 3Hauenus — Kowyewmpayuu 6 — mabauye  no
BLIUUENPUBCOCHHBIM MBEPOLIM Geuecmeam u sHcuokocmsam (edunuywl éecleec), a maxace no eazam (eounuywl
o6vemlobvem).

354 HNudopmupoBanue 06 onacHOCTH

OO01ue ¥ KOHKPETHBIC CBEICHUS OTHOCUTEIHLHO TPEOOBAHUI K MapKUPOBKE MPUBOJSATCS B
I'naBe Hngpopmuposanue 06 onacnocmu. mapkuposka (I'masa 1.4). B Tlpunoxennn 2 comeparcs
PE3IOMHUPYIONIUE TaONUIBI IO KIACCH(UKAIIMK OMAaCHOCTH M MapKupoBke. [IpmiiokeHue 3 COIepKUT
MPUMEPHI MPETYNPEKIAIOMNUX POPMYITHUPOBOK H MUKTOrPAMM, KOTOPBIE MOTYT UCIIOIB30BAThCS TaM, IJI€ 3TO
pasperieHo KOMIIETEHTHBIM OpraHoM. B TaOiwIile Hybke MpeCTaBlIeHbl KOHKPETHBIE DIIEMEHTHI MApPKUPOBKU
JUI BEIIECTB M UX CMeceH, KIacCH(HUIIMPOBAHHBIX KAaK MYTarcHbl 3apojIbIIIEBBIX KJIETOK HA OCHOBE
KpUTEPUEB, U3I0KCHHBIX B HacTosIeH [ naBe.

Tab6auna 3.5.2: JneMeHTbI MAPKUPOBKU MYTAreHHOCTH 3apO/bINIEBBIX KJIETOK

Kmacc 1A Kmacc 1B Kaacc 2
CuMBoI HoBr1i cuMBOIT 11 HoBrIil cuMBoOIT 17151 Hosr1ii cuMmBoI a1
0003HaYEHHS OMTACHOCTH | 0003HAYEHHS OTMIACHOCTH | 0003HAYCHHS OTIACHOCTH IS
JUTSI 3JI0POBBS YEJIOBEKA | JIIs 370POBbS YCIIOBEKA 3JI0POBBS YEJIOBEKA
CurnajbHoe cJI10BO OmnacHo OmnacHo OcTOpOXKHO
Kpartkas Mo3KeT BBI3BIBATH MOo3KeT BbI3bIBATH CyIiecTByeT MoJ03pEeHHE
XapaKTepUCTHKA reHeTndeckue NeeKThl | TeHeTHYecKre Ne(PeKThl | OTHOCHUTENBHO BBHI3BIBAHUS
OMACHOCTH (yxaszaTh myTh (ykazaTh myTh TEHETHYECKUX JCPEKTOB
MOCTYTUIEHUS] B OPTaHU3M MTOCTYTUTIEHUS B (yxa3atp myTh MOCTYILICHHUS
B TOM CJIy4ae, €Clin OpTraHu3M, eCIH B OpTaHM3M, €CIIH
yOeIUTENbHO JOKAa3aHO, | YOCIUTENBHO JIOKa3aHo, | YOSAUTENhHO JI0Ka3aHO, YTO
YTO HE CYIIECTBYET YTO APYTUX MyTel JIPYTHUX ITyTeH MOCTYILICHUS,
JIPYTHX IMyTei MOCTYTUIEHUS, BBI3BIBAIOIINX OMACHOCTb, HE
MOCTYIUICHUS, BBI3BIBAIOIINX CYIIIECTBYET)
BBI3BIBAIOIINX OMACHOCTD) OIMAaCHOCTD, HE
CYIIIECTBYET)
355 CxeMa NpUHATHS pellleHUs] U PeKOMEHIAIMH M0 MPHMEeHEeHUI0
3551 Cxema npunamus peuteHUs OMHOCUMEIbHO MYMAZeHHOCHU 3aPO0bILLEBbIX K1eMOK

[IpuBogumas HMXKE cXeMa NPUHATHS peIIeHHs He SBIseTcd 4YacTbhi0 COIJIaCOBAaHHOM
CHCTEMBI KIacCH(PUKaLMN OMACHOCTH, a MPEACTABICHA 3€Ch B KAYECTBE JOMOJHHUTEIBHON PEKOMEHIALNH.
Jluity, OTBETCTBEHHOMY 32 KJIaCCHU(HKALNIO, HACTOSTENbHO PEKOMEHIYETCS M3YUHUTh IPHUBEACHHBIC BBIIIEC
KPUTEPUH U UCIIONB30BaTh UX B XOJ1€ PUHATHUS PEIICHUS.
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35511 Cxema npunamus pewenus 3.5.1 0ns sewyecme

BemectBo: MIMer0oTCs JTH TaHHBIE O MyTareHHOCTH BEIIECTBA? Her Knaccuduranus
HEBO3MOJKHA

Cornacuo kputepusM (cM. 3.5.2), MOXKHO JIM C/IeaTh 3aKJIF0YCHHE
OTHOCHUTEJIBHO BEIIECTBA, YTO OHO'
a) M3BECTHO KaK BBI3BIBAIOIICE HACIEIYSMBIC MYTAIINH [TOJIOBBIX

KJIETOK YeJIOBeKa, WK

b) momwkHO paccMaTpuBaTBCS KaK BBI3BIBAIOLICE HACIICACTBCHHbIC
MYTalliy B ITOJIOBBIX KJIIETKaxX yenoBeKa?

[IpuMeHeHNE KpUTEPHUEB HYKIACTCS B OIICHKE IKCIIEPTOB B CBETE

M0JIX0/1a Ha OCHOBE COBOKYITHOCTH MH(pOPMAIUH.

MoO2KeT I BEIIeCTBO B COOTBETCTBHHM C Kpurepusmu (cm. 3.5.2)
BBI3BIBATh OCCIIOKOMCTBO B CBSI3U C BO3MOXKHOCTBIO TOTO, YTO OHO
MOZKET BBI3bIBATH HACIEIyeMbIC MYTAIIUH ITOJIOBBIX KJICTOK
genoBeka?

[IpumeHeHre KpUTEPHUEB HYXKIACTCS B 9KCTICPTHOH OI[CHKE B CBETE

MO/IX0/1a HA OCHOBE COBOKYITHOCTH UM EIOLIEHCS HH(OPMAIHH. OctopoxkHo

He knaccupumipyercs
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3551.2 Cxema npunamus pewtenus 3.5.2 015 cmeceil

Cwmech: Kimaccudukarus onacHOCTH CMeCEBOH MPOIYKIMH OCHOBBIBACTCS HA UMEIOIIUXCS TAHHBIX UCTIBITAH Ui
OTAETbHBIX HMHIPEIHEHTOB CMECH C WCIOJB30BAHMEM ITOPOTOBBIX 3HAYCHHIM/ IPEIETBHBIX 3HAYCHII
KOHIIGHTpAI[UM JUI1 3THUX WHCPENueHToB. Takas kiaccudukamms MokeT ObiTh MOTMQHUIMPOBAHA B
KOHKPETHOM CJIy4ae Ha OCHOBE HWMEIOIIMXCS JAaHHBIX HCIBITAHUH JUISI CMECH B LIEJIOM HJIM Ha OCHOBE
MPHUHIMIOB UHTeponupoBanus. CM. MoauduImpoBaHHyo KIacCH(PHUKAIMIO JUTsi KOHKPETHOTO CITyYasl, HHXKE.
JIOTOIHUTENB HBIE TIOAPOOHOCTH CM. KpuTepuu B 3.5.3.

Knaccughuxayus na ocrnose omoenvhvix unepeouenmos cmecu

Knacc 1
Cotep>kKuT JTM CMECh OJIVH WK O Qiiee UHTPE UCHTOB,
MyTareHOB OTHECEHHBIX K Kiaccy 1 mpu
>0,1%'?
OmnacHo
Coeput I cMeCh OZIMH WITH O liee HHIPEIUEHTOB, Knace 2
MyTareHOB OTHECEHHBIX K KJacCy 2 mpu
1~
>1,0%7
Her OcTopoxHO
He knaccudunupyetcs '
Mooupuyuposannas knaccuguxayus 0yist KOHKPEmMHO20 CAY4ds
q OTtHecTH K
BIIIIOTCS JIH PE3YIbTAThI COOTBETCTBYIOIIEMY
HmeroTcs mu TaHHBIE HUCIIBITAaHUA CMECHU JOCTATOYHO KIaccy
HCIIBITAHMI JUIS CMeCH yOeUTENBEHBIMU C YIETOM JI03bI U
B IIETIOM? JPYTUX TaKuX (aKTOpPOB, KaKk
TPOJIOJKUTENHHOCTE, HAGIFOICHHUS 1
aHanu3 (HapuMmep, CTATUCTUYECKUI
AHaJIN3, YyBCTBUTCIBHOCTH TeCTa)
CHCTEM HCIIBITAHUS] MyTareHHOCTH Omnacuo
PETPOIYKTUBHOMN KIICTKHU? WA
OcCTOpOXXHO
WIH
He xnaccudu-
LUApYETCS

MOFyT JIA IPUMEHATHCS HPUHIUIIBI I/IHTepHOJ'II/IpOBaHI/I}I

Cwm. xputepun B 3.5.3.2.

Cwm. BhIIIIE: KITaccu(UKanys OCHOBaHA

Ha OTJACJIIBHBIX KOMIIOHCHTAX CMCCH.

1 o
KOHermele I’lpea€]lebl€ 3HA4Y€eHUA KOHYyenmpayuu CM. 6 NYHKmMe " Ucnonvzosanue nopocoevlx

suavenuii/npedenvhoix snavenut konyenmpayuu" ¢ nyuxkme 1.3.3.2 Inasvr 1.3 u mabnuyy 3.5.1 nacmosuyeti I naswi.

2 .
Ecnu ucnonvzosanst oannvie no opyeou cmecu npu npuMeHeHuy RPUHYUNO8 UHMepnoiuposanus, mo oanHvie oo

9Motl cmecu 00ICHbL ObIMb OOCMAMOYHO YOeoumenbHbiMuU 6 coomeemcemeuu ¢ nynkmom 3.5.3.2.
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3552 Pexomenoayuu no npumenenuro

Bce Gonee IMHPOKO TPH3HAETCS, YTO MPOIECC BBI3BAHHOTO XMMHYECKMMH BEIIECTBAMHU
OHKOI'CHE3a Yy 4YCJIOBCKAa M JXMBOTHBIX CBA3daH C TI'CHETUYCCKUMH HU3MCHCHUAMU IIPOTOOHKOTCHOB I/I/I/IHI/I
CYNIPECCHBHBIX T'€HOB HOBOOOPA30BaHHIl B COMATHYECKHX KJIETKax. [l03TOMy MpOSIBIEHHE MYyTareHHBIX
CBOWCTB XMMHYECKHX BEIECTB B COMATHYECKMX /WM 3apOJBIIIEBBIX KIETKAX MIIEKOMHMTAONIHX N ViVO
MOKET UMETh MOCICACTBHS UIsl MOTCHIMATBHON KIacCH(UKAIIMH OMACHOCTH 3TUX XMMHUYECKUX BEIICCTB B
Ka4ecTBe KaHIepOreHoB (cM. Takxe [maBy Kanyepoeennocms (I'masa 3.6), mynkt 3.6.2.5.3).
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I'JIABA 3.6

KAHIEPOT'EHHOCTD

36.1 Omnpenenenust

TCpMI/IH KaHyepoceH 03Ha4YacT BEIICCTBO UJIM CMECh, KOTOPBIC BBI3BIBAIOT PaK UJIU IIPUBOIAT
K YCKOPCHHIO €ro pasBUTHA. Bemecrna, KOTOPBIC BbI3BIBAIOT I[06pOKa‘{eCTBeHHI)Ie 1 3JI0KaQYCCTBCHHBIC
OIIYXOJIK B XOJA€ IIPaBWIBHO IIPOBCACHHBIX JSKCIEPUMEHTAIbHBIX HCCIICIOBAaHUI Ha KHUBOTHBIX,
paccMaTpuBAIOTCA TAKXE B KAa4YCCTBE BO3MOXKHBIX HIIHM IIOAO3PEBACMBIX KAaHIEPOTCHOB YCJIOBEKA, €CIIU
TOJIBKO HE CYHICCTBYCT CCPLC3HBIX O0KA3aTCJIbCTB TOr0, 4YTO TaKO MEXaHHU3M 06paSOBaHI/I$I OITyXO0JIn
HCIIPUMECHUM K JIIOJSIM.

Knaccudukanus BemecTBa Kak IpeACTaBIISIONIEr0 KAaHIIEPOI€HHYIO OIIACHOCTh OCHOBaHA Ha
NPUCYIIMX 3TOMY BELIECTBY CBOIcTBaXx M He gaeT MH(opManuu o0 ypoBHE OMACHOCTU 3a00JIEeBaHUS
YeJI0OBEKA PAKOM, KOTOPYIO MOKET IIPECTABIATh HCIIOIb30BAaHUE ITOTIO BELIECTBA UM CMECH.

3.6.2 Kpurepun kinaccupukanuu onacHOCTH JIsl BelIeCTB

36.2.1 Jlnst nenei kimaccu(UKanuy ONMACHOCTH KAaHIIEPOTCHHOCTH BEIIECTBA OTHOCST K OJHOMY U3
JBYX KJIACCOB Ha OCHOBE (PAKTUYUECKHX CBHICTEIBCTB M JOMOJHUTEIBHBIX COOOpaXKeHU (BeC MOMy4eHHBIX
JaHHBIX). B HEKOTOpPBIX ciydasx MOXKET MOTpeboBaThCs ocobas KiacCU(HKalMs, OCHOBaHHAs Ha ITyTH

IMOCTYIJICHUA B OpTraHU3M.

Pucynok 3.6.1: Kiaccbl onacHOCTH /151 KAHIIEPOTeHOB

KJACC 1: M3BecTHBIC WIIN NMPeaNnoIaraeMbie KAaHIEPOreHbI YeJI10BeKa
Otnecenne kakoro-nubo BemectBa k Kmaccyl mpousBoauTcss Ha — OCHOBE
SMUJIEMUOJIOTMYECKHUX JTaHHBIX M/MIN Ha OCHOBE JIAHHBIX, TOJYYCHHBIX B XOJI€ HCIBITAHUIT
Ha JKUBOTHBIX. Jlajee KOHKpETHOE BELIECTBO MOXET OBITh OTHECEHO K OIHOMY U3
CJIEIYIOIIUX KIIACCOB:

Kaace 1A: N3BecTHO Kak BewecTBO, MMelolee NMOTEHIHAT KAHIEPOreHHOro BO3JeliCTBHSA Ha
JIoleil; OTHeceHHE BellecTBa K 3TOMY KJIACCy B OCHOBHOM OCHOBAHO HAa JAaHHBIX O
BO3/1eifiCTBHM HA YeJI0BeKA.

Kaace 1B: IIpenmosiaraercsi, YTO BeleCTBO MMeeT MOTEHIMAT KAHIEPOTeHHOI0 BO31eHCTBUSA Ha
YyeJI0BEeKA; OTHeCeHHe BellleCTBAa K 3TOMY KJaccy B 3HAUMTEJIbHON cTeneHH OCHOBAHO
Ha JaHHBIX 0 BO31elCTBUM HA JKUBOTHBIX.
Ha ocHoBe xoMIulekca AaHHBIX TPU y4yeTe JIOMOJHHUTENbHBIX COOOpaKCHUH Takue (akThl
MOTYT OBITh IIOJNy4eHbl B pE3yJIbTaTe€ MCCIEJOBAaHMH Ha JIOIAX, YCTaHABIHMBAIOLIMX
NPUYMHHYIO CBSI3b MEXKIy BO3AEHCTBHEM Ha YEIOBEKA KaKOIro-TMOO BEIIECTBA U Pa3BUTHS
paka (M3BECTHBI KaHIEPOTeH 4YeJIOBEKa). AJIbTEPHATHBHBIM 00pa3oM IMOJITBEPIKIAIOIIHIE
JAaHHBIE MOTYT OBITh MOJYYEHBI B PE3yJIbTaTe dKCIIEPUMEHTOB Ha JKUBOTHBIX, IO KOTOPBIM
CYLIECTBYIOT JOCTaTOYHBIE IMOATBEPXKICHUS, AEMOHCTPUPYIOIIUE KAaHIEPOI'€HHOCTH IS
JKUBOTHBIX (NIpeAIonaraeMblii KaHIleporeH 4yenoseka). Kpome Toro, B KaJ10M KOHKPETHOM
cilydyae BBIHECEHHE HAYYHOTO CYXAEHHS MOXET MOTpeOOBaTh MNPHHATHS pPEHICHUS O
IpearoiaraeMoil KaHIEPOreHHOCTH ISl YEJIOBeKa, MOJTYyYEHHOI0 Ha OCHOBE HCCIIEIOBAHUH,
MOKA3bIBAIOIIMX OTrPAaHUYEHHOE ITOATBEPXKACHHE KAHLEPOTCHHOCTH Y YEJIOBEKa BMECTE C
OTpaHMYEHHBIM TOATBEPKIEHUEM KaHIIEPOTEHHOCTH Y MOAOMBITHBIX )KHUBOTHBIX.
Knaccudmkanus: xanueporen Kiacca 1 (A u B)
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KJIACC 2: IIpeamnonaraemMble KAaHIEPOTreHbI I Y€JI0BEKA

Otnecenne BemecTBa K Kiaccy 2 mpoW3BOAMTCS Ha OCHOBE JAaHHBIX, IMOJTYyYSHHBIX B
pe3yJbTaTte HCCIIEA0BAaHMWI BO3JACHCTBHS Ha 4eEOBEKa W/MIM JKUBOTHBIX, OJHAKO OTH
JaHHBbIC HE SABJIAOTCA AJOCTATOYHO Y6GILI/ITCJ'H:HI)IMI/I JJIsI OTHECCHHUSA DOTOI'0 BCIICCTBA K
Knaccy 1. Ha ocHOBe BEcOMOCTM MOJYYEHHBIX HNAHHBIX NPH Y4Y€Te JONOJHHUTEIbHBIX
coOOpakeHMH, IpUYeM Takoe IIOATBEPXKAEHHE MOXET IpPOHUCTeKaTb JMOOo W3
OTPaHUYEHHOTO TOATBEPKACHUS KaHIIEPOTeHHOCTH B UCCIIEIOBAHUSIX HA JIOMSX, JH00 M3
OTpaHUYCHHOI'0 MOATBEPKACHNSA KaHIICPOI€HHOCTU B UCCJICAOBAHUAX ) KUBOTHBIX.
Knaccudukanusa: xanneporen Kiacca 2

3.6.2.2 Knaccudukanms xaHueporeHa NpPOU3BOAMTCS Ha OCHOBE pE3YNbTaTOB, MOIYYEHHBIX C
MOMOIIBIO HAJAEeKHBIX M TPHEMJIEMBIX METOJOB, M IIpEJHa3HaueHa IS HCIONB30BAHUS B OTHOIICHUH
BEIIIECTB, KOTOPHIM TIPHCYIIE CBOWCTBO OKa3bIBaTh TAaKOE€ TOKCHYECKOe Bo3nelcTBHe. OIEHKH ClieryeT
OCHOBBIBAaTh Ha BCEX HWMEIOIIMXCS MJaHHBIX, OMYOJMKOBAHHBIX SKCHEPTHBIX HWCCICIOBAHUAX, U
JIOTIOJTHUTENBHBIX TAHHBIX, TPU3HABAEMBIX PErYJIUPYIOIIUMH YUPEKICHUSIMU.

3.6.2.3 Ilpuceoenue xknaccoe kanyepozenam TMPEACTABIAET COOOH OHOITAIHBINA, OCHOBAHHBIM Ha
KPUTEPHUSAX TMPOIECcC, KOTOPBIH TMPEANONaracT HCHONb30BAaHUE B3aWMOCBA3AHHBIX METOAMK.  OIICHKY
BECOMOCTH CBHJICTEILCTB M PACCMOTPEHHE BCEHl JPYroi COOTBETCTBYMOIIECH MH(OpMAIUK /sl OTHECCHUS
KOHKPETHOTO BEIIECTBA, IMOTCHIIUAIBHO SBIISIOMICTOCS NPUYMUHOW BO3HMKHOBEHHS Y JIIOJCH paka, K
COOTBETCTBYIOIIEMY KJIACCy OMACHOCTH.

3.6.24 Becomocmb  ceudemenvcme BKIIOUYAET KOJMYECTBO OIMYyXOJICH, 3aperHCTPUPOBAHHOE B
WCCIICIOBAHUSAX JIIOJCH W JKUBOTHBIX, M ONpEACICHUEC YPOBHI WX CTATUCTUYCCKOW 3HAYMMOCTH.
JlocTaToyHOE KOJMYECTBO CIIy4aeB y JIFOJICH TOBOPUT O HAIMYHMH MPUYUHHOW CBS3M MEKIY BO3ICHCTBHEM
Ha JIIOJICH M pa3BUTHEM PaKOBBIX OIYXOJICH, TOrJa Kak 3HAYHUTEIBHOE KOJIMYECTBO CIIyYacB Y JKUBOTHBIX
MTOKAa3bIBACT MPUYMHHYIO CBS3b MEK/y ar€HTOM M POCTOM YHCIIa BOSHUKHOBEHHS OMyXojei. OrpaHuueHHOe
KOJMYECTBO CIy4YacB y JIFOJIEH JEMOHCTPUPYETCS MO3UTUBHOM CBSA3BI0O MEXKIY BO3JICHCTBHEM M PaKOBBIMH
3a00JIeBaHUSAMH, OJHAKO IPUYMHHAS 3aBHCHUMOCTb HE MOXET OBITh YCTaHOBJeHAa.  OrpaHHYEeHHOE
KOJIMYECTBO JIOCTOBEPHBIX (PAKTOB Y KUBOTHBIX MPUBOIUTCS, KOTJa AaHHBIC IPEANOIaraloT KaHIIEPOIC€HHOE
BO3/ICHCTBHE, OJHAKO SBJISIETCS MEHEE YeM JOCTATOYHBIM. TepMHHBI "JHOCTaTOYHBIH" W "OTrpaHHMYEHHBIN"
WCIIONIB3YIOTCS 3/16Ch B TOM CMBICJE, KaK OHHM OIpe/esieHbl MeXTyHapOJHbIM areéHTCTBOM IO W3YYEHUIO
pakoBbix 3a0oneBanuii (MANP) u uznoxenst B mynkre 3.6.5.3.1.

3.6.2.5 Hononnumenvhvie ceedenus (COBOKYNHOCMb PaKmuueckux OaHHbIX): TIOMHUMO OTPEICICHUS
BECOMOCTH (aKTHYCCKHX JAHHBIX Ha MpeJMET KaHIEPOTeHHOCTH, CJIEAYeT YYUTHIBATH PAJ JAPYTHX
(haKkTOpOB, OKA3bIBAIOIINX BO3JEHCTBUE Ha OOIIYI0 BEPOSATHOCTH TOTO, YTO COOTBETCTBYIOIIHMIA areHT MOXKET
NPEICTABIATh KAHLEPOTCHHYIO ONMAcHOCTh Ml mofei. llonHelidi mepedeHp (hakToOpoB, OKa3bIBAIOLIMX
BO3JICHCTBHE Ha MPOIIECC TAKOTO OMPE/ICICHUs, IBIISIETCS BECbMa JJTMHHBIM, OJTHAKO HEKOTOPhIE M3 BAXKHBIX
(baKTOpOB paccMaTPUBAIOTCS 31€Ch.

3.6.251 ®dakTOopel MOTYT paccMaTpUBATBhCA JHOO Kak YBEIWYHBAIONIME, JIMOO YMEHBIIAIOIIHE
YPOBEHb OMACHOCTH KaHIEPOTEHHOCTH JUIs 4esoBeka. OTHOCHTENBHBIH BeC, MPHUIABAEMBIH KaKIOMY
(akTopy, 3aBHCUT OT KOJMYECTBA M TIOCIEIOBATEIbHOCTH BIMSAIOMIMX Ha 3TO IMapamerpoB. B menom
CYIIECTBYET MOTPEOHOCTH B OoJiee TMOTHON MH(pOPMAWK IS YMEHBIICHHUS, YeM IS TIOBBIIICHUS YPOBHS
obecmokoeHHOCTH. [IpH OIEHKe pe3yabTaTOB HCCICAOBAHMHA OMyXoJIeH W ApYrux (akTOPOB B KaKIOM
KOHKPETHOM CJIydae clielyeT YUUThIBATh JOMOTHUTENbHYI0 HHPOPMAITHIO.

3.6.25.2 HekoropeiMu BaxXHBIMH (paKTOpPaMH, KOTOpbIE MOTYT HPWHHMATHCSI BO BHUMAHWE TIPH
OLICHKE OOIIEro YPOBHS OMACHOCTH, SBIISIOTCS:

a) THUII OITyXOJIM U CYIIECTBYIOLIast 32001€Ba€MOCTb;

b) MHOTOCTaIHHHOCTE PEaKIVH;
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C) pa3BUTHE NOPAKEHUI B HAITPABJIEHUH 3J10KAYECTBEHHOCTH;

d)  yMeHbIIEHHE JTATEHTHOTO MIEPHO/Ia OMyXOJIH;

I[OHOJ'IHI/ITCJ'H)HI)IG q)aKTOpI)I, KOTOPBIC MOT'YT YBCIIMUUBATh WKW YMCHBILIATH YPOBCHDb OIMAaCHOCTH.:
€)  peakiys y OJHOTO HJIH 00OHX II0JIOB;

f) peaKuys €eIMHCTBEHHOIO BUA UM HECKOJIbKUX BUJIOB,;

0) CTPYKTYpHAsl CXO0KE€CTh MJIM OTCYTCTBHME TAKOBOHM MO OTHOIICHHIO K BEIIeCTBY(am),
10 KOTOPBIM CYIIECTBYET XOpoIiiee (PakTHUECKOe MOATBEPIKICHHE KAaHIIEPOTCHHOCTH,;

h)  myTh NOCTYyIICHHS B OpPraHU3M;

i) CpaBHECHHE aOCOpOIMM, paclpeieicHus, MeTaboM3Ma U DKCKPEIUH MEXIy
MOIOTIBITHBIMH YKUBOTHBIMHU H JIFOJIbMH;

)] BO3MOXXHOCTh OIIMOOYHBIX BBIBOJOB MO pE3yJlbTaTaM WCIBITAHUN TPH BBICOKUX
TOKCHYECKUX J03aX;

k) MCXaHU3M MPOABJICHUA U €T0 3HAYUMOCTDb JIA J'IIOI[GI\/'I, KakK, HalIlpuMEp, MyTarcHHOCTD,
OUTOTOKCHYHOCTH CO CTI/IMyJ'IﬂIII/IGI\/'I pocCTa, MUTOTCHES, MOAABJICHUC UMMYHUTCTA.

VYkazaHue OTHOCHUTEIBHO TOTO, KAaKHMM 00pa3oM paccMaTpuBaTh BaKHBIE (AKTOPHI B
KJIAaCCU(UKAIMK KaHIIEPOTCHHOCTH, BKITIOYeHO B 3.6.5.3.

3.6.2.5.3 Mymazennocmy: OTMEUEHO, YTO TCHETHUECKHUE SIBIICHHS 3aHUMAIOT IIEHTPATEHOE MECTO B
obrieM Tmporiecce pasBUTHSA paka. [l03TOMY CBHAETEILCTBA MYyTAareHHOW AaKTHMBHOCTH iNVIVO MOTYT
yKa3bIBaTh HA TO, YTO BEHIECTBO 00I3[aeT MOTCHIIHAIOM KaHIIEPOr€HHOTO BO3/ICHCTRHSI.

3.6.254 Crenyromue IOTOJHUTEIBHBIC CBEICHUS MPUMEHSIOTCS TPH OTHECEHHWH BEIIECTB OO0 K
Kmaccy 1, mu6o k Knaccy 2. BemecTBo, KOTOpO€ HE HCHBITHIBAIOCH HAa KaHIEPOTCHHOCTH, MOXET B
HEKOTOPBIX ciydasix ObITh OoTHeceHO K Kiaccy 1 wim 2 Ha OCHOBaHMU JIaHHBIX 00 OMYXOJIAX IO
CTPYKTYPHOMY aHAJIOTy BMECTE C CEPhe3HBIMU JOBOJAMH, OTYYCHHBIMH TIPH PACCMOTPEHHH JIPYTUX TAKUX
BaXXHBIX (DAKTOPOB, KaKk (hOpMUPOBaHUE OOIIUX 3HAYUTEIBHBIX METa00JIUTOB, HAIPUMED, IS POJCTBEHHBIX
OCH3UIMHY KpacuTeleH.

3.6.255 [Ipu xnaccudukanmy OMacHOCTH CIEAYET TaKKe MPUHUMATh BO BHUMaHUE, MPOUCXOAUT JIH
MOTJIONIEHHE TAHHOTO BEILECTBA 110 COOTBETCTBYIOLIEMY ITYTH IOCTYIUICHHSI B OPTaHU3M; WM CYILECTBYIOT
JIMIIB MECTHBIE OIYXOJH B 00JIACTH BBEJICHHS BEUIECTBA JJISl UCTIBITYEMOTO MyTH ITOCTYIICHUSI B OPTaHU3M,
W TIOKa3bIBaeT JIM OTCYTCTBHE KaHI[EPOTEHHOCTH HaJUIeKalllee TECTUPOBAHUE JPYTMX OCHOBHBIX ITyTeH
MOCTYIUICHUSI B OPTaHU3M.

3.6.25.6 BaxxHo, 4TOOBI IpH NMPOBEJICHUN KITaCCU(PHUKALINU ONACHOCTH YUUTBIBAIOCH TO, YTO U3BECTHO
0 (U3HKO-XUMHYECKHX, TOKCUKO-KHHETUYECKUX M TOKCHKO-TUHAMHUYECKUX CBOMCTBAX NAHHOTO BEIIECTBA,
a TaKKe Jr00as MMEIOIIAsACcs COOTBETCTBYOMIAs HHPOPMALUS [T0 XMMUYECKUM aHaJIoraM, T.€. 3aBUCHMOCTh
" CTpYKTypa—aKkTHUBHOCTH .

3.6.2.6 CymecTByeT NOHMMaHHE TOTO, YTO HEKOTOPOMY PpEryJlupyIOIEeMYy OpraHy MOXeT
notpeboBaThcss THOKOCTh, IOMUMO TOW, KOTOpasl TMpeIycMOTPEHa B CXeMe KJIacCU(pHKAIUK ONACHOCTEH.
MoxeT OBITh PACCMOTPEHO BKIIFOUEHHE B BEJIOMOCTb JaHHBIX O 0€30MaCHOCTH MOJIOKUTENBHBIX PE3YIbTATOB
Jr0OBIX HMCCIENIOBaHMI KaHLEPOI€HHOCTH, IMPOBEAEHHBIX B COOTBETCTBUHM C NPUHLUIAMU HaAJeKallen
HAY4YHOW MPAKTUKHU C NOJTY4YEHHUEM CTAaTUCTUYECKU 3HAYMMBIX PE3yJbTaTOB.
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3.6.2.7 OTHOCHUTEIIbHBIM TMOTEHIIMAT OIACHOCTH XUMHUYECKOrO0 BEIIeCTBA SBISACTCS (YHKIUCH
npucyniei emy nefictBeHHOCTH. CyIIECTBYIOT NIMPOKUE PA3IUYUs CPEH XUMHUYECKUX BEIIECTB, B TOM UTO
KacaeTcsl WX JICHCTBEHHOCTH, M MOXET OKa3aThCs BAXKHBIM YUYUTHIBATh STH paznuums. lIpenctouT eie
HU3yYUTh METO/IbI OICHKH JCHCTBEHHOCTH XUMHUECKUX BElIeCcTB. [lOTEHIMAT KaHIIEPOTCHHOCTH, B TOM Kak
OH HCIIOJIb3YeTCS 371€Ch, HE MCKIIOYAET OLECHKH pUcKa. Pabouee cosewanue BO3IMIIXE no eonpocy
CONACOBAHUSL OYEHKU PUCKA 0151 KaHYyepo2eHHocmu u mymazennocmu (3apoovlueswix kiemok) — Ob630pHoe
cosewanue (1995 200, Kapuwonmon, Coedunennoe Koponescmeo) yKa3pIBaeT Ha Psii HAYYHBIX BOIPOCOB,
BO3HHUKAIOIIUX B OTHONICHWU KJIACCH(DHUKAIMK OMACHOCTH XUMHYECKHX BEIIECTB, HANPUMEP OIYyXOJH
MEYCHH y MBIIIIEH, pacIpOCTpaHeHUE MTEPOKCHCOMBI, ONIOCPE0OBAHHbBIC PEIENTOPAMH PEAKIHH, XUMUIESCKHE
BEIIIECTBA, KOTOPBIC SIBISIOTCA KAHICPOTCHHBIMU TOJILKO TIPU TOKCHYECKHX J[03aX M KOTOpbIC HE
CBUJICTCIBCTBYIOT O MYTareHHOCTH.  [lo3TOMy CyIIecTByeT HEOOXOIUMOCTh B (DOpPMyIHpPOBaHUU
NPUHIMIIOB, HEOOXOJWMBIX JUISI PENICHUS 3THUX HAay4YHBIX NpoOJeM, KOTOpble MPHBEIH K TOSBICHUIO
pasnuunii B KIacCH(pUKAIUK OMacHOCTH B mporuioM. OmHAKO TOCHe PEHICHHS JTHX MPOoOJIeM MOXKHO
chopMyIupOBaTh TBEPYIO OCHOBY KiacCU(UKAIMK OMACHOCTH Psifla XUMHUYECKUX KaHIICPOTCHOB.

3.6.3 Kputepun kiaaccupukamuu onacHOCTH IJIsI cMecei

3631 Knaccudpuxayua onacnocmu cmecegoil npooyKyuu, Ko2oa UMeromcsa OaHHble 0 CMeceeoll
XUMUYECKOU NPOOYKYUU 6 Ues10M

Knaccudukamms onmacHOCTH CMeceBOW MPOIYKIMH OyAeT OCHOBBIBATHCS HAa MMEIOIIUXCS
JNIAHHBIX ~ WUCHBITAHUA  OTHACIABHBIX  KOMIIOHGHTOB ~ CMECEH ¢  KCIIOJIb30BAHUEM  MOPOTOBBIX
3HAYCHUI/TIPEICTIPHBIX 3HAYCHUH KOHIIEHTPALMH JUIS 3THX HHIPEIUeHTOB. Kitaccupukamus MOXeT ObITh
MOIU(UITIPOBaHa B K&XKIOM KOHKPETHOM ClIydae Ha OCHOBE MMEIOIINXCS JaHHBIX UCIBITAHUH 71 cMecel B
nesioM. B Takux ciydasx pe3yJbTaThl UCTIBITAHHM JJI1 CMECEH B LIEJIOM JIOJDKHBI yOSIUTEIBHBIM 00pa3oM
MPOJCMOHCTPUPOBATh YY€T JIO3bI M JPYTUX TakuX (aKTOPOB, KaK IMPOIOKUTEIBHOCTh, HAONIONCHUE U
aHanu3 (HampuMep, CTATUCTUYECKHH aHaJIu3, UCIBITAHWE HA YYBCTBUTEIBHOCTH) CHCTEM TECTHPOBAHHS
kaHieporeHHocT. Cienyer o0ecneunBaTh COXPAaHHOCTh M PACIIPOCTPAHSATH O 3apOCy IS PAaCCMOTPEHUS
COOTBETCTBYIOILYIO UH()OPMAITUIO, TIOATBEPKIAIONTYIO KIACCU(PUKAIHUIO.

3.6.3.2 Knaccuguxayus cmeceii npu omcymcmeuu 0AHHbIX HO CMECU 8 UEIOM. HPUHYURDL
UHMEPNONUPOBAHUA
3.6.3.2.1 Korma cama cmech He HCHOBITHIBATACH HA MPEAMET OMPEACNCHUS OMacHOCTH

KaHIEPOTr€HHOCTH, OJHAKO MMEIOTCA AOCTATOYHBLIC NAHHBIC IO OTACJIBHBIM KOMIIOHEHTAM W aHaJIOTMYHBIM
HCTIBITAHHBIM CMECSIM IS TOYHOM XapaKTEPUCTUKU OHaCHOCTCﬁ, MpeaACTaBIsIEMBIX CMECHIO, 3TU OaHHBIC
6yI[yT HCIIOJIB30BATHCA B COOTBECTCTBUU (¢{0) CJICOYIOIINMU CcorjiaCoOBaHHBIMHU IIpUHOUIIaMHA
HUHTEPIIOJINPOBAHUA. D10 0obecrneunBaeT HCIIOJIb30BAHHUC, B MaKCHMaJIbHO BO3MOKHOH CTCIICHH, B ITpOLECCE
KJ'IaCCI/I(bI/IKaLII/II/I JaHHBIX I XapaKTCPUCTHUKH OHaCHOCTCﬁ, MMpEACTaBISIEMBIX CMECBIO, MNPU 3TOM HET
HCO6XOI[I/IMOCTI/I MMPOBCACHUA JOITOJIHUTCIIBHBIX HUCIBITAaHUI Ha ’KUBOTHBIX.

3.6.3.2.2 Pa3zbasnenue

Ecnu B ncnpITaHHy!0 cMech 100aBisieTcs pa30aBUTENb, KOTOPBIH, IO MPEANOI0KEHUIM, He
OKa)KET BO3JIECHCTBUS Ha CTENEHb KAHIIEPOI€HHOCTH JIPYTMX KOMIIOHEHTOB, TO TOTZa HOBas pa30aBieHHas
CMeCh MOXeET ObITh KIacCUPULIPOBaHA KaK SKBUBAJICHTHAsI [I€PBOHAYAIbHON HUCIBITAHHOW CMECH.

3.6.3.2.3 Paznuuust mesicoy napmusmu npooyrkyuu

CnenyeT HUCXOOUTh U3 TOro, 4To KaHHCpOFeHHLIﬁ IIOTCHIUAJI HUCILITAHHOM napTun CMECH B
OCHOBHOM PaBHOIIEHEH ITOTEHIUANy APYrOd HEWCIBITAHHOW MAapTUH TOTO K€ KOMMEPYECKOrO MPOIYKTa,
MPON3BEACHHON TEM K€ TIPENPHATHEM-U3TOTOBUTENIEM HITH 1TO]] €T0 KOHTPOJIEM, 32 HCKIIIOUSCHHUEM CITy4aeB,
KOrJla MMEIOTCSI OCHOBAHHUS MOJAraTh, YTO CYLIECTBYET 3HAUUTENBHOE Pa3lIMUMe COCTaBa, M3MEHSIOIIEE
KaHIEPOTeHHBI MOTEHIMAN HEUCTBITAaHHOH MapTHd. B Takux ciyyasx TpeOyeTcs NpPOBOAWTH HOBYIO
KJIACCHU(DHKAIIHIO.
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3.6.3.24 Cxooicue 8 3HAUUMENbHOU Mepe CMeCU
Ecnu:

a) HMEIoTCs IBe cMech: i) A +B;
ii) C+B;

b) KOHIICHTpAIs KaHIIEPOTCHHOTO KOMIIOHEHTa B sBIIsseTCs OMWHAKOBOH B 00enx
CMECSHX;

C)  KOHIEHTpalMs KOMIIOHEHTa A B CMeCH i) paBHa KOHIEHTpaluu Kommonenrta C
B CMecH ii);

d) JaHHBEIE O TOKCUYHOCTH KOMIIOHCHTOB A M C MMCIOTCS B HAJIMYUK M B OCHOBHOM
PaBHONLICHHEBI, T.C. OHHU OTHOCATCA K OOJHOMY M TOMY K€ KJIACCy OIIaCHOCTH H, KakK
npearnojaaracTcs, HE BIUAIOT Ha KaHIIEPOr€HHOCTh KOMIIOHCHTA B.

Ecmun cmecw i) mmmii) yke OTHeceHa K KakOMy-IIHOO KJIacCy Ha OCHOBE HWCIIBITAHHIA,
TO JIPyras CMECh MOYKET OBITh OTHECEHA K TOMY K€ KJIacCy.

3.6.3.3 Knaccugpuxayua onacnocmu cmecesoil npooyKyuu, Ko20a umerwmca OanHle 011 6cex
UHZPEOUEeHM 06 WU OJ151 HEKOMOPHIX UHZPEOUEHM 06 CMeCU

CMmech knaccuuuupyeTcss Kak KaHIEpOTeH, KOrja M0 KpalHed Mepe OAuH ee
HHIPEAMEHT ObLI OTHECEH K KaHieporeHam Kiacca 1 miu 2 ¥ KOHIIGHTpPALMs TaKOro MHIPEIUEHTa paBHA
WIN BBHIIIE COOTBETCTBYIOIIETO IMMOPOTOBOTO 3HAYEHMS/TIPEACTFHOIO 3HAYEHHS KOHIIEHTPAIMH, KaK 3TO
nokasano B Ta0muie 3.6.1 misg KitaccoB 1 1 2 cOOTBETCTBEHHO.

Ta6suuna 3.6.1: IloporoBbie 3HaYeHusI/ NpeJeJbHbIe 3HAYCHUS] KOHIEHTPAIMH HHIPETHEHTOB
CMecH, KJIacCHPMIMPOBAHHBIX KAK KAHIEPOreH, KOTOPbIe MOTYT H3MEHHTh
Kiaaccupukanuio cmecu”

HOpOFOBbIe 3Ha‘leHI/Iﬂ/Hpe}ICJIBHbIe SHAYCHUSA KOHIECHTPAIUH,

HNurpenuent .
onpefessoIMe CTeNeHb KIaCCH(PUKAIMU CMEeCH KaK!

KAACCHPUUHPOBAH KAK: Kanuneporen Knacca 1 Kanueporen Kaacca 2

Kanneporen Kiacca 1 >0,1%
Kanneporen Knacca 2 > 0,1% (npumeuanue 1)
- > 1,0% (npumeuanue 2)

: Oma komnpomucchas cxema Kiaccugukayuu noopazymesaem paccMompenue pasiuyull 8 NpaKmuxe

ungopmuposanusi 06 onachocmu 6 deticmgyrouux cucmemax. Odxncudaemcst, YUmo YUCIO PACCMAMPUBAEMbIX cMecell
oKadicemcsi HeGONbWIUM.  pasiudus OYOym O0SPaAHUHUBAMbCS NPeOYNPeOUmenbHol MAPKUPOGKOU U  NOCHENeHHO
npousotidem svipabomra bojee co2naco8anHo20 N00X00d.

IIPUMEYAHHE 1: Echu  unepeduenm, ssusiowuiicss Kanyepoeenom Knacca 2, npucymcmeyem 6 cmecu 8
xonyenmpayuu om 0,1% 0o 1%, mo kaosicowii HadzopHwili opean donxcen mpebosamv [I6 na smy npodykyuio. OOHaxo
npedynpeoumenvHas MapKupoeka 6ydem ¢axyromamuenou.  Hexomopeie opeanvl Mmo2ym npuHame peuieHue
UCROIL308aANTb MAKYIO MAPKUPOBKY, K020a uHepeduenm npucymcemeyem 6 cmecu ¢ ouanazone om 0,1% 0o 1%, mozoa kax
opyeaue opeanvl 00bIYHO He 6y0ym mpebo8ams 6 MAKoM Cyyae NpUMeHeHUs 0Co00l MapKUPOBKIL.

IIPUMEYAHHUE 2. Ecnu unepeduenm, sensiowutics Kauwyepocenom Knacca 2, npucymcmeyem 6 cmecu 8
konyenmpayuu > 1%, mo donoicno npednonazamsca ucnonvsosanue u I1b, u Mapkuposku onacnocmu.
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3.6.4 HNudpopmupoBanue 00 0MacHoCTH

OO1mvie ¥ KOHKPETHBIE CBEJCHMUS, Kacaromrecs TpeOOBaHWH K MapKHUPOBKE, MPUBOIATCS B
I'nase Hngpopmuposanue 06 onacnocmu:. mapkupoexa (I'masa 1.4). B Ipunoxennn 2 coaepkarcsi CBOTHBIE
TaONMUIBI 10  KIAcCU(PUKAIMA OMACHOCTH W MAapKHUPOBKE. [Mpunoxenne 3 COAEPKHUT TMPUMEPHI
IpeyNPEAUTEIbHBIX (OPMYITUPOBOK U MHUKTOTPAMM, KOTOPBIE MOTYT OBITh IOIMYIIEHBI JJIsl HCIIOIb30BaHUSI
KOMITETEHTHBIM opraHoM. Hinke B Tabmuie 3.6.2 mpeacTaBieHbl KOHKPETHBIC JIEMEHTBI MAPKUPOBKH IS
BEIIIECTB U CMeceil, KOTOpbIe OTHECEHBI K KJIACCYy KAHIICPOTCHHBIX HA OCHOBE KPHUTCPHEB, M3JIOKCHHBIX B
Hacrosuel [ nage.

Ta6auna 3.6.2: JyieMeHTbI MAPKHPOBKH KAHIIEPOTeHOB

Kaace 1A Kaacc 1B Kaace 2
CumMBoJ HoBgiii cuMBoII, HoBrll1 cuMBoOITI, HoBglll cuMBoOII,
YKa3bIBaIOIIMI Ha YKa3bIBaIOIMN Ha YKa3bpIBaIOIMI Ha
OMACHOCTH I 3/I0POBBSl | OMACHOCTH I 3/I0POBbsl | OMACHOCTb JJIs 3J0POBbs
YeJIoBeKa YesIoBeKa YeJI0BeKa
CurnajbHoe CJI0BO OmnacHo OmnacHo OCTOpOXHO
Kpartkas MoskeT BBI3BaTh pak MosxeT BBI3BaTh pak Mo:eT BbI3BaTh PaK
XapaKTepHCcTHKaA (yka3ath myTh MOCTYIUICHUS | (YKa3aTh MyTh MOCTYIUICHUS | (YKa3aTh MYTh MOCTYILICHUSI
ONACHOCTH B OpTaHH3M, €CIIH B OpraHM3M, €CIIH B OpraHM3M, €CIH
yOemuTensHO OKa3aHo, 9To|yOequTeTbHO JOKa3aHo, 4TO|yOequTeThHO JOKa3aHOo, YTO
HE CYIIECTBYET IPYTHUX HE CYIIECTBYET qPYTUX HE CYIIECTBYET OPYTUX
IyTeW BO3AEHCTBUS IyTel BO3AEHCTBUS IyTeW BO3AEHCTBUS
OITACHOCTH) OITACHOCTH) OITACHOCTH)
3.65 CxeMa NpUHATHS pellIeHUs] U PEKOMEHIAIMH M0 MPUMEHEeHUI0

HpI/IBO,I[PIMaH HIKE CXEMa IOCICAOBATCIIBHOCTU NPUHATUA PCIICHUA HE ABJIICTCA YaCTbIO
COTrJIaCOBAaHHOM CHCTEMBI Knaccmbmcauun OIMaCHOCTH, a MPUBOAUTCA 3ACCh B Ka4YCCTBC JOIOIHUTEIBHOM
PEKOMCHAALINU. .HI/IHy, OTBETCTBCHHOMY 3a IMPOBCIACHUC Knaccn(bmcaunn OIIAaCHOCTH, HACTOATCIBHO
PEKOMEHAYETCA N3YUINTh NPUBEACHHBIC BBIIIE KPUTCPHUU U UCIIOJIB30BATh UX B XOA€ NPUHATUA PEIICHUS.
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3.6.51 Cxema npunamusn pewenus 3.6.1 o1 eemecme

BemecrBo: IMeroTcst 11 JaHHBIE O KAHIIEPOT'€HH OCTH

0 JIAHHOMY BEIIECTBY ?

Ha

CornacHo kpurepusm (cM. 3.6.2), JaHHOE BEIECTBO:

8 HM3BECTHO KaK 00JIa/aroIlee KaHIIEPOre HHBIM MOTEH [IUATIOM
IS JIFOIEN, YUTU

b) mpenmosaraercs, uTo UMEET KAHIIEPOT€HHBIM MTOTEHITHAT IS
Jroaein?

HpI/IMeHCHI/IC KPpHUTCPUECB HYKIACTCA B SKCHCpTHOﬁ OILICHKC B
OTHOIICHWH ITOJTHOTHI U B€Ca UMCIOIINXCA TaHHBIX.

VMeercst i mox03peHne B OTHOIIEHUK KaHIIE POTE HHOCTH JaHHOTO
BEIIECTBA JUTS JIFOJICH B COOTBETCTBUHM ¢ KpuTepusimu (cMm. 3.6.2)?

[puMeHeHr e KpUTEPHEB HYKIAeTCsl B OLICHKE DKCIIEPTOB B
OTHOIIICHUH MOJIHOTHI U BECA WMEIOHIUXCS JaHHBIX.
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3.6.52 Cxema npunamusn pewenus 3.6.2 01 cmeceit

CwMmech:
Knaccudukamust OmacHOCTH CMECeBOM MPOAYKIMUA OyHeT OCHOBBIBATHCA HAa HMMEIOMIMXCS JIAHHBIX
HCIIBITAHUH 110 OTAEIbHBIM HHIPEAH eHTAM CMECH C UCTIOIBb30BaHUEM JIJIS ATUX MHTPEIUESHTOB TTOPOTOBBIX
3HAYECHUM/TIPENENbHBIX 3HAYCHUIH KOHIEHTpanud. Kiaccupukanus MoxeT ObITh MOAM(UIMPOBAHA HA
OCHOBE KOHKPETHOI0 cJIy4asi, UICXOJd U3 UMEIOIINXCS JAHHBIX UCIBITAHUNA ISl CMECH B II€JIOM MJIM Ha
OCHOBE TMPUHIMIOB UHTepToMAMA. CM. MOM(DHUIMPOBAHHYIO KIaCCH(PUKAIUMIO HA OCHOBE KOHKPETHOT O
ciydast. JlomomHUTeNnbHbIe MOAPoOHOCTH cM. kpuTepru (B 3.6.2.7 1 3.6.3.1-3.6.3.2).

Knaccupuxayus na ocnose omoenbHbiX KOMROHEHMO8 cMecU
Krmacc 1
CoJlepKHT JIK CMECh OJIUH HiTH 60JIee KOMITOHEHTOB,
K1acCUpUIMPOBAHHBIX KaK KaHieporen Kiacca 1 npu:
>0,1%'?
OmnacHo
Kmacc 2
Colep’KHUT JIM cMeCh OJJUH Wik 00Jee KOMIIOHEHTOB,
KJaccu(UIMPOBAHHBIX KaK KaHIeporeH Kiacca 2 mpu:
1
a)201%"7
1
b)>1,0%"?
OcropoxHQ
Her
He xnmaccudummpyercs I
Mooupuyuposannas knaccugurxayus Ha OCHO8e OMOEIbHOSO CYUAs
Jlenaercst 11 Ha OCHOBE Orrectu
PE3YJIbTAaTOB UCIBITAHUSA CMECU COOTBETCTBYIOIIEMY
BBIBOJ 00 y4eTe JO3bI U APYTUX Knaccy

Takux (akTopoB, KaK

MPOJIOJDK UTENIbHOCT b,
Ha0JIfoIeHn e U aHaMu3 (Hammpumep,
CTATU CTHYECKUI aHAIIN3,

W CITBITAHUE HA YyBCTBUTENbHOCTH )
CUCTEMBI UCTILITAHUMA Ha
KaHIIEPOTCHHOCTD ?

WmeroTcs mu jaHHbBIC
HUCTIBITAH UM IO CMECH
B LIEJIOM?

=

OmnacHo

1701018
OcTopoXHO
178101
He xnaccudu-
L POBAaTh

MOTrYT 1 IPUM EH AThCS TTPUHIIUIIBI HTEPTI OTMPOBAH Hs*?
(cm. xpurepuu B 3.6.3.2)

Cw. BBIIIE: KJIacCU(HUKAIN I OCHOBaHA
:; Ha OTIEJIBHBIX KOMIIOHEHTAX CMECH.

1
Konkpemnvie  npedenvhvle  3Hauenuss — KoHyemmpayuu — cM. 8 pasoeie " Hcnonvzoeanue — nopoeoguix

suauenutilnpedenvuvix snauenuti konyenmpayuu' 6 nynkme 1.3.3.2 Inasor 1.3 u ¢ mabauye 3.6.1 nacmosuyeti Iagoi.

2 o
Ecnu npu npumerHeruu npuUHYyunoe UHmepnoIAyUU UCNOIb3YIOMCA oannvle euwe 00HOU cmecu, mo oanHble no

MO cMecu 00NINHCHbL CYHUMAMbCsL OKOHYamenvHbiMu 6 coomeememesuu ¢ 3.6.3.2.
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3.6.5.3 O6uyue pekomenoayuu®

3.6.53.1 Brinepxky u3 wmoHorpaguu IlporpamMma OLEHKH TOJHOTHI HHGOpMAMM O pHUCKE
KaHIEPOTeHHOCTH AJISl OPTaHU3Ma YelIOBeKa, MOJIrOTOBICHHON MeXTyHapOoAHbIM areHTCTBOM MO M3Y4EHHIO
paKoBbIX 3a60neBaHuit, IpuBoOATCS B MyHKTax 3.6.5.3.1.1 n 3.6.5.3.2.1%.

3.65311 Kanyepozeennocms 05151 uenosexa

3.6.5.31.11 [laHHbIE OTHOCHTEILHO KAHIEPOTCHHOCTH, IMONYYCHHBIC W3 HCCICJOBAaHMA Ha IOISIX,
OTHECEHBI K OJTHOMY 3 CICAYIOUIUX KIaCCOB:

a) JIOCTATOYHOE CBHJICTEIHLCTBO HAIMYMS KAHIEPOTCHHOCTH: Pabouwas rpymma cuuTaer,
YTO YCTaHOBJICHA MPUYMHHAS 3aBUCUMOCTh MEXKJY BO3JICHCTBUEM arcHTa, CMECH WU
00CTOSITENTLCTB BO3JICHCTBUS, C OJHON CTOPOHBI, M PAKOM Y 4YeJIOBeKa — C JIPYTOW.
Takum o0O0pa3oM, HaONOIANACh IOJOXKHTEIbHAS 3aBHCHUMOCTh B HCCIIEIOBAHUSIX
MEX]ly BO3JICHCTBHEM BEUICCTB M BO3ZHUKHOBEHHEM paka, B KOTOPBIX C JIOCTATOYHOU
YBEPEHHOCTHIO MOTYT OBITh HUCKJIFOYCHBI CIYYalHBIH (PakTOp, MOTPElrHOCTh WU
OIIINOKY;

b)  orpanuueHHOE CBUAETENLCTBO KAHIIEPOTEHHOCTH. HAONIOAATACH MONOKUTEIbHAS
CBSI3b MEXKY BO3/CIHCTBHEM areHTa, CMECH WM 00CTOATEIHCTB BO3IEHCTBYSI, C OJTHOM
CTOPOHBI, ¥ PaKOM — C APYTOH, ISl KOTOPHIX MPUIMHHAS CBSI3b cunTaeTcs Pabodeit
TPYNION Kak 3aciyXKUBAIOMIast TOBEPHUS, OJHAKO CIy4alHOCTH, MOTPEUIHOCTH HIIN
OIMOKa HE MOTYT OBITh UCKIIFOUEHBI C IOCTATOYHOW YBEPEHHOCTHIO.

3.6.53.1.1.2 B HEKOTOpBIX Cllydasx BBIIIEyKa3aHHbIE KJIACChl MOTYT  HWCIOJNB30BaThCs IS
KJaccu(UKaMA OMACHOCTH CTENEHH JTOCTOBEPHOCTH MO OTHOIICHHIO K KAaHLEPOT€HHOCTH B OTAEIBHBIX
OpraHax WM TKaHSX 4eJIOBeKa.

3.6.53.1.2 Kanyepoeennocms y nodonsimuuix Hcu80mHuIx

HOHy‘IeHHbIe JaHHBIC, OTHOCAIINECA K KAaHOCPOICHHOCTH Y IIOJOIBITHBIX JXUBOTHBIX,
KJIACCU(DHUITUPYIOTCS CIICIYIOIIUM 00pa3oM:

a) JIOCTaTOYHOE MOATBEPKICHUE KaHIIEPOreHHOCTH: Pabouas rpyrina cuuraeT, 4yTo Oblia
YCTAaHOBJICHA TPUYWHHAS 3aBUCHMOCTh MEXKJIY areHTOM WM CMEChI0O M BO3POCIICH
YaCTOTHOCTBIO 3JI0KAYECTBCHHBIX HOBOOOpa3oBaHWi y 1) JAByX WM 0Oojiee BHJIOB
JKMBOTHBIX WIIH 11) B X0JI€ ABYX HJIH O0Jice HE3aBUCHMBIX UCCIICIOBAHUI OTHOTO BUJIA,
MIPOBEICHHBIX B Pa3IUYHOE BPEMS U B PA3IUYHBIX JJA0OPATOPUSIX WU B COOTBETCTBUU
C pPa3HBIMH MPOLIEAYPAMH UCTIBITAHUH;

b) B UCKIIIOYUTCIIBHBIX ClIydasaX OJHO HMCCJIICAOBAHHUC OJAHOIO BHJa MOXKCT OBITH COUYTEHO
JOCTAaTOYHBIM J0Ka3aTcJIbCTBOM KaHICPOIrcHHOCTH, Koraa 3JIOKAYC€CTBCHHOC
HOBOO6paSOBaHI/Ie BO3HUKACT B HEOOBIYHOM CTEHEHH B OTHOIICHUH YaCTOTHOCTH,
MECTa, BU/1a OIyXOJIM MJIM BO3pacTa ¢ CaMOro HaJana,

3 o
Ipusooumvle Hudice 8bl0epacKy U3 MoHozpaguil, onyoruxoeanuvix MAUP, ezamer uz Komniekcnozo dokymenma

no coenacosanuio xiaccuguxayuu u mapxkupoeku OICP. OHu He AGIAIOMCA YACMbIO NPUHAMO20 MeKcma No
CO2NAcO8anHol cucmeme Kiaccuguxayuu, paspabomannozo Llenesoil epynnoii no coenacosanuio Kiaccuguxayuu u
mapruposku OOCP, a npedcmagisiomes 6 kawecmee 0ONOIHUMENbHO20 PYKOBOOCHIEA.

4 Cm. 3.6.2.4.
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C) OFpaHI/ILICHHOC CBUACTECIIBCTBO KaHHepOFCHHOCTI/I: JaHHBIC Hpe}lHOHaFaIOT
KaHIIEPOreHHOE BO3JICHCTBUE, OJHAKO SBJSIOTCS OrPAHMYEHHBIMH ISl BBIHECCHUS
OIPEJIEIEHHOM OIIEHKH, MMOCKOJBbKY, HAPUMEDP ) CBHAETEIBCTBO KaHIIEPOTCHHOCTH
OrPAaHWYEHO €IMHCTBEHHBIM DJKCIIEPUMEHTOM, WJIM ii) MMEIOTCS HepaspelieHHbIe
BOIIPOCHI OTHOCHUTEIBHO aJIEKBATHOCTH MPOEKTA, MPOBEICHHUS WIM HHTEPIpPETAIUH
WCCIICIOBAHUSA, WK iii) areHT WM CMeCh WM BBICOKAs YaCTOTHOCTh BOSHUKHOBEHUS
JIMIIb T0OPOKaYeCTBEHHBIX HOBOOOPA30BaHUM MJIHM TOBPEKACHUN C HEONPEIEICHHBIM
HEOIUIACTHYECKUM IIOTEHIIMAIOM WM K€ HEKOTOPBIX HOBOOOPa30BaHHid, KOTOPHIE
MOTYT BO3HHKATH CIIOHTAHHO MPH BBICOKOM YaCTOTHOCTH Y HEKOTOPHIX IIITAMMOB.

3.6.5.3.2 Pexomenoayuu no paccmomperuio 8ax3cHvlx (pakmopos npu Kiaccuguxayuu
KanyepoeeHHocmu*

OTH pekoMeHaanny 00eceunBaroT, CKOpee, MOAX0/T K aHAIN3Y TIPOoOIEeMBI, a He KaKue-Tr0o
TBep/ble U 0E30roBOpOYHbIC MpaBWia. B 3TOM pa3sziene HpencTaBieHbl HEKOTOpble cooOpaxeHus. Bec
JIOKa3aTeIbHOTO aHaln3a, CTpeMiieHne K Kotopomy coxaepxkurcs B CI'C, cBs3aH ¢ NpUMEHEHHEM
WHTETPAIIMOHHOTO TOJX0J[a, TPU KOTOPOM pACCMATPUBAIOTCS BaKHBIC (DAKTOPBI MPH  OMpPEICIICHUN
NMOTEHLMAala KaHLEPOr€HHOCTH, HapsAy C CHIOH JOKa3aTElIbHOTO aHau3a. Paborer MIIXb
"Konyenmyanvuvie pamku oyenku obpaza Oevicmeus xumuveckux kanyepozernog' (2001 rom), MJICU
"OcHosbl ananuza uHpopmayuu 0 0eticmeuu KaHyepo2eHHbIX paxmopos, omuocsuuxcs Kk yenosexy” (Meek
u np., 2003rox; Kosu u ap., 2003 rox, 2004 ron) u MAPC (Pasmen 12 b) mpeamOysbi) obecrieunBaroT
OCHOBY CHCTEMAaTHYCCKOH OIICHKH, KOTOPYH) MOYKHO IPOBOJHMTH MOCIIENOBATEIBHO B MEXKIYHAPOIHBIX
Macmtabax; MIIXB Taxke mpoBena coBemanue Tpynmbl 3kcreproB B 2004 roqy B 1ensx AainbHeWnen
pa3paboTKH M TIPOSCHEHUsT 0a30BBIX (HAKTOPOB, OTHOCSINMXCS K YENOBEKY. BMecte ¢ TeM mMeromniascs
MEXTyHapOIHAS JOKYMEHTAIMS He UMEeT CBOCH I1eJIbI0 HU HaBA3aTh KAKUE-TNO0 OTBETHI, HU JIaTh MepeUeHb
KpUTEPHEB, HA OCHOBAHUH KOTOPBIX HEOOXOAUMO MPOBOMUTE IPOBEPKY.

3.65321 O0pa3 Bo3eHCTBHS

Bo Bcex MHOTOUYMCICHHBIX MEXAYHAPOJHBIX MOKYMEHTaX IO OIEHKaM KaHIEPOT€HHOCTHU
OTMEUaeTCsi, 4To 00pa3 BO3JCHCTBHS KaK TAaKOBOW IPU PACCMOTPEHUU CPABHUTEIHLHOTO MeTaboJM3Ma
HEO0OXOJMMO OIICHWBATh HAa WHIWBUAYAIbHON OCHOBE M B paMKax aHAIMTHYECKOTO OIEHOYHOTO IMOIXOa.
Heo0OxonmMo BHUMATENBHO aHAU3WPOBATH JIO0ON 00pa3 BO3AEWUCTBUS B XON€ OKCIEPUMEHTOB Ha
JKMBOTHBIX, TPUHUMAsI BO BHUMAaHHE CPABHUTEIbHYIO TOKCHKOKMHETHKY/TOKCHKOAMHAMUKY MEXIy BHIaMHU
TECTOB Ha KUBOTHBIX M YEIIOBEKOM JIJISI OMPEACICHUS YMECTHOCTH COOTHECCHHSI PE3YJIBTATOB C YCIIOBEKOM.
DTO MOXKET IMPUBECTH K BO3MOXHOCTH CHIDKCHHS BHUMaHHS K BECbMa CIEIU(PUUSCKUM BHJIaM BO3JCHCTBUN
OTIPENICTICHHBIX TUIIOB XUMHYECKHUX BEIIECTB. Bo3aeicTBHE ¢ y4eTOM STaloB XU3HEHHOTO IMKJIa Ha
muddepeHInanuio KIEeTOK MOTYT TakKe MPHUBECTH K BBIIBICHUIO KAYECTBEHHBIX pa3iIHudil MEXIY
JKUBOTHBIMH H JIOAbMH. JIMIIE B TOM ciyyae, KOT/Ia MEXaHHM3M Pa3BHTHS OIyXOJH SIBHO OTNpEAeNeH H
TOBOPHT O TOM, YTO OH HE OKa3bIBAaeT BIUSIHHS Ha YEJIOBEKa, TO TOJHKO B 3TOM CIIydae MOXKHO CKa3aTh, YTO
HUKAKHUX JI0Ka3aTeNIbCTB KAHIIEPOTCHHOCTH HET. BmecTe ¢ TeM HaJeKHOCTH OIEHKH SIBHBIX IPOSBICHUN
MOCJICACTBUI KaKOro-1M00 XMMHYECKOrO BEIISCTBA MPEIojaracT TaKKe MPOBEICHHE OLEHKU JIIO00ro
JPYTOTr0 OHKOTEHHOTO BO3JICHCTBUS.

3.6.5.3.22 Peakiuut mpu MHOTOYUCIICHHBIX SKCIIEPUMEHTAX Ha dKHUBOTHBIX

ITonmoxxutenpHbIC PCAKIMN Y HEKOTOPLIX BUAOB KMBOTHBIX YCUJIMBAIOT CBUICTCIILCTBA TOTO,
4YTO XMMHYECKOE BEIIECTBO HOCHT KaHIEPOTeHHBIN Xapakrtep. [IpmHMMas Bo BHUMaHHE Bce (DaKTOPHI,
nepevncienHbie B myHkte 3.6.2.5.2 u npyrue GakTopsl, Takhe XUMHUECKHE BEIIECTBA, JAIOIIHE TO3UTHBHBIC
pe3ynbTaThl Ha JBYX WIM 0ojice BHAAX, B MPEIBAPUTEIBLHOM IOPSAKE MOXHO paccMaTpuBaTh [UIs
knaccudukanun B Kimacce 1B CI'C o Tex mop, 1moka OTHOIIIEHHE K YEIOBEKY Pe3yIbTaToOB, TIOMYUCHHBIX Ha
’KMBOTHBIX, HE OyIeT OIEHEeHO B IOJHOW Mepe. Bwmecte ¢ TeMm ciemyeT OTMETHTh, YTO HO3UTHBHEBIC
pe3ysbTaThl Uil OJHOTO BHJA JKUBOTHBIX II0 KpaiHEH Mepe B JBYX HE CBS3aHHBIX MEXAY COOOMU
UCCIICZIOBAHUSAX WJIM HCCICJOBAaHHE OJIHOTO TIO3UTUBHOTO CIydasi, JaloIiero HEOOBIYHO CHIIbHBIC
CBHJETEJILCTBA HAHOCHMOT'O Bpe/ia, TAkXKe MOTYT IIPUBECTH K Kiaccudukarmu o Kiraccy 1B.
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3.6.5.3.2.3 Peakuust y ogHOTO MM 000MX TIOJIOB

[lpu onpeneneHWU MNOTEHNIMANa KAHIEPOTEHHOCTH JAHHOTO BEINECTBa JIIOOOH cirydait
BO3HHKHOBEHHSI TE€HAECPHO-TUPPEPEHIINPOBAHHBIX OMyXOJiei NOKeH OBITh TIIATENFHO OLIEHEH B CBETE
o0mIell OHKOreHHOW peakLMM Ha BELIECTBO, HAOIIOJaeMoe B JIPYrHx Mectax (peakiMd Ha BEIIECTBO B
Pa3IMYHBIX MECTaX WIIK YaCTOTHOCTb, MPEBBIIIAMONIAs (JOHOBYIO YaCTOTHOCTh 3a00JICBaHNS).

Ecmm omyxomm paccMaTpuBarOTCS Ha BHAAX JKUBOTHBIX OJIHOTO IIOJIa, TO MEXAaHHW3M HX
TOSIBJICHUST TOJDKEH OBITh TIIATENHHO OIIEHEH Ha IMPEeIMEeT TOTO, SIBISETCS JIU PEaKIHs COOTBETCTBYIOIIEH
OTIpE/ICICHHOMY pPaHee MEXaHHW3MY BO3JICHCTBUS BellecTBa. Bo3melcTBUs, HaAOMOJacMbIe JHINL Ha
WCIBITYEMBIX BHJIaX OJIHOTO I10JIa, MOTYT OBITh MEHEe YOS IUTEeIIbHBIMU, YeM BO3JICHCTBHUS, HAOII0aeMbIC Ha
obonx TmoJyax, 0 TeX IOp TIOKa HE TMPOSBIAETCS UYETKOE IaTOoJI0ro-(QOU3UOJIOTHIECKOe pa3Indue,
COOTBETCTBYIOII[EE MEXaHH3MY BO3/ICHCTBUS BEIIECTBA, OOBICHSIOIICTO PEAKIIMIO HA 3TO BEIISCTBO TOJIEKO
OJIHOTO I10JIa.

3.6.5.3.24 OwmurboYHEIE BEIBOALI OTHOCUTEIBHO BBICOKON CTEIEHN TOKCUYHOCTH WJIN JIOKAJIM30BAHHBIX
BHUJI0B BO3JCHCTBUS

Omnyxony, BO3HUKAIOUIME TOJBKO IPU HCKIIOYUTENBHO BBICOKHMX J03aX BO3ICHCTBUS U
CBA3aHHBIE C OCTPOM TOKCHMYHOCTHIO B ILIEJIOM, UMEIOT COMHUTENBHBIA MOTEHIMAl KAHLEPOI€HHOCTH I
moneil. Kpome Toro, g pa3sMmenieHus] BEIECTB B KaTETOPUM KaHLEPOr€HHOM OMACHOCTH AJIS YelIOBEKa
OIyXOJIM, BO3HHUKAMIIKME JHMIIb B MECTaX MPSAMOr0 KOHTAKTa W/WJIM JIHMIIb TPH KpaifHe BBICOKHX J103aX
BO3/IEMCTBHS, HEOOXOANMO BHIUMATEIHHO OLIEHUBATH C TOYKH 3PEHHS MPUMEHUMOCTH UX K YEIIOBEYECKOMY
opranusMmy. Hampumep, omyxonn kapIuaJbHOTO OTIENA JKEIYAKa MOCIE MPOLEAYPHl 30HIOBOTO MUTaHUS C
BBEJICHUEM pa3IpaXaOIIMX WIA Pa3beAAOIINX, HEMYTOT€HHBIX XUMHUYECKHX BEIIECTB MOI'YT HMETh
COMHUTETIbHOE 3HAYEeHUE B IENSIX TaKkoW Kiaccupukamuu. Bwmecre ¢ TeM Takue (akTbl JOJDKHBI
BHUMATEIIBHO OIICHMBATHCSA INPH OTHICKAHWM OCHOBaHWM MNOTEHIMalla KaHIIEPOT€HHOCTH JI1 YENOBEKa;
mo00e TMOSBICHUE [PYTUX BHAOB OIYXOJIEH B OTHAJCHHBIX MeECTax [OJDKHO TakXke BHHMATEIBHO
paccMaTpuBaThCS.

3.6.5.3.25 Tun onmyxomu, COKpaIeHne JJaTeHTHOTO TIEPHO/Ia OITyXOIIN

HeoObluHbIE THITBI OMYXOJIEH WM OMYXOJH, BOZHHKAIOIIME TMPU COKPAIIEHHOM IEpUOJIe
JATEHTHOCTH, MOTYT JNO0aBUTh YOEOUTEIbHOCTU K HONy4YE€HHOH MH(pOpMalud B OTHOIIEHHM MOTEHIHANA
KaHIEPOIreHHOCTU KAaKOro-Iu0o0 BEIIECTBa JaXX€ B TOM CIlydae, €ClId OILyXOJId CO CTaTUCTHUYECKOH TOUKU
3pEHUS SABIIIOTCS HECYLIECTBEHHBIMH.

Kak mpaBuino, TOKCHKO-KHHETHYECKOE MOBEICHUE OIyXOJH IOITYCKAETCs KaK OJUHAKOBOE
KaK y JKUBOTHBIX, TaK W y JIIOJEH, 1Mo KpaifHell Mepe ¢ KaueCTBEeHHON TO4kHu 3peHus. C JIpyroil CTOPOHBI,
OIIpPEICJICHHbIE TUIBl ONYXOJEH y JXUBOTHBIX MOTYT OBITH CBSI3aHBl C TOKCHKO-KHHETHYECKHMHU HIIH
TOKCHKO-ITMHAMUYECKUMHU XapaKTePUCTUKAMH, KOTOpPbIE MPHUCYILU TOJIBKO MPOXOSIIMM IPOBEPKY BHIAM
KUBOTHBIX W MOTYT He SBJIATBCA TMpPEIBECTHUKAMHM HaJIM4YUsA  KaHLUEPOT€HHOCTH Yy  JIIOJEH.
B MexayHapoIHBIX MacmTadax paccMaTpUBANOCh JIMIIb HEOONBIIOE KOJWYECTBO MOJOOHBIX MPUMEPOB.
Bmecte ¢ TeM ogHMM U3 NPUMEPOB SBJISETCS OTCYTCTBHE Yy 4YENOBEKAa OIYXOJM IIOYKH, KOTOpOe
HAOJI0aeTCs Y MY)KCKUX 0CO0el KpBIC, CBA3aHHBIX ¢ 0l2U-rio0ynuHoBO# Hedponarueir (MAWP, nay4Has
nyonukanust Ne 147).  Jlaxke B TOM cily4dae, €CJIM ITOT OTACIbHBIA THII OIMYyXOJH HE MMEET OOJIBIIOro
3HA4YEHUs, DKCIEPTHOE CYXKIEHHE II0 STOMY CIIydyal CJeIyeT HCIOJIb30BaTh IPU OLEHKEe oO0Iei
XapaKTePUCTUKHU OIyXOJIEH NP MPOBEIEHUH JII00O0TI0 3KCIIEPUMEHTA Ha )KUBOTHBIX.
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I'JIABA 3.7

PENNIPOAYKTUBHAA TOKCUYHOCTD

371 OmnpenesieHus U cBeJleHUA 00111ero XapaKkrepa
3711 Penpooykmuenas moxcuuHocms

Penpooykxmuenass mokcuunocms BKIIIOYaeT OTPHLATENbHOE BO3/€iCTBHE Ha IOJOBYIO
(GYHKIMIO ¥ TIIOZOBHTOCTH B3POCHBIX MYXKYMH M JKCHIIWH, a TAaKXKe PAa3BHBAIONIYIOCS TOKCHYHOCTH Y
noTtoMcTBa. IIpHBOIMMEIE HIDKE ONpENENICHHS COCTABICHBI HAa OCHOBE OIPEAEIeHHH, KOTOpble ObUIN
NPUHATHL B KauecTBe paboumx ompenencHuit B gokymente MIIXB/ODCP Ne 225 "[lpuHUMIBI OLEHKH
PHCKOB JUIS PENpOIYKTHBHOW (YHKIMH, CBS3aHHBIX C BO3JCHCTBHEM XHMHUYeCKHX BemecTB". [lpm
KJIaccu(UKamuy OMAacCHOCTH CBEACHUS O (OPMHPOBAHMHM TEHETHYECKH OCHOBAaHHBIX HCCIEIYeMbIX
HOCIIE/ICTBUI Y TTOTOMCTBa paccMarpuBaercs B [1aBe Mymacennocms 3apooviueseix knemox (I'masa 3.5),
MOCKOJIBKY B HBIHEIIHEH cUcTeMe KiIacCH()HMKAIMK OMAacHOCTH OoJiee YMECTHBIM CUUTAETCSI paccMaTpHBAaTh
TaKoe BO3/EHCTBUE B paMKaxX OTAEIBHOTO KJIacca OMACHOCTH — MyTareHHOCTH 3apOBIMIEBHIX KIETOK.

B sToii cucteme Knaccn@nxaunn OIMMAaCHOCTHU PCIIPOAYKTUBHAA TOKCHUYHOCTD MOAPA3ACIIACTCA
Ha ABE OCHOBHBIC KaTCrOpHM.

a)  oTpuIATeNbHOE BO3/ICHCTBHE HA MOJOBYIO (DYHKIMIO U ILIOJOBUTOCTS,
b)  orpumarensHoe Bo3meiCTBIE HA Pa3BUTHE TOTOMCTBA.

Hexkotopsie penporyKTHBHBIE TOKCHYHBIE 3P (PEKTHI HE MOTYT OBITH OTHO3HAYHO OTHECEHBI K
HApyIMIEHUIO TOJOBOW (YHKIMU M TUIOJIOBUTOCTH WM K TOKCHYHOCTH JJisi pa3BuUTHA. TeM He MeHee
XMMHUYECKHE BEIIECTBA, XapaKTepU3yIOIUecs TAKUMHU dPPEeKTaMu, MOTYT KIacCH(HUIIMPOBATHCS B KaYECTBE
PENPOIYKTUBHBIX TOKCUKAHTOB IO/ 00IIMM 0003HaUY€HHEM OMACHOCTH.

3.7.12 Ompuyamenvroe eo3oelicmeue Ha NOJ0GYI0 PYHKUUIO U NIO00BUMOCHLDL

Peur uper o m000M BO3IEHCTBUM XMMHYECKHX BELIECTB, KOTOPOE MOXKET HAPYIIUThH
MOJIOBYI0 ()YHKIMIO WM IUIOJOBHUTOCTh. IJTO MOXXET BKIIOYATh, HO HE OTPAHUYMBATHCS M3MECHEHHUSMHU B
JKEHCKOM M MYXKCKOH pPENpOAyKTHBHOM CHCTEME, OTPHLATEIBHOE BO3ACHCTBHE Ha Hayalo Mpolecca
IIOJIOBOTO  CO3PEBAHUsA, IPOMU3BOACTBO U IEPEHOC 3apOABILIEBBIX KIETOK, HOPMAJbHOE TEYCHHUE
PENpOJAYKTUBHOTO IHKJA, CEKCyallbHOE IMOBEAeHHE, (DEepPTUIIBHOCTh, POJABI, PE3yNbTaThl OEpeMEHHOCTH,
NPEXKIEBPEMEHHOE PENPOAYKTHBHOE CTApEHHE WU W3MEHEHHUs JAPYrHX (PYHKIMHA, KOTOpBIE 3aBHCAT OT
LIETIOCTHOCTHU PENPOLYKTUBHBIX CUCTEM.

OtpunatensHoe BO3/€iCTBHE Ha JIAKTAIlMI0 MM 4Yepe3 O3TOT MpOLEecC TaKkKe BKIIOYEHBI B
PETPONYKTUBHYIO TOKCHYHOCTB, OJHAKO NpH KIacCH(UKAIMK OMACHOCTH TaKOe BO3JCHUCTBHE
paccmarpuBaetcst otaeabHo (cM. 3.7.2.1). DT0 BBI3BAHO XKEJTATSIBHOCTHIO UMETh BO3MOYKHOCTB IPOBOJIHTH
KJ'[aCCI/I(I)I/IKaHI/HO XUMHUYCCKUX BCIICCTB CIICHUAJIBHO Ha IMNIpEAMET OTpULATCIBHOIO BOSI[GﬁCTBI/IH Ha
JAKTAIMIO, C TeM 4YTOOBI NPenynpeXIeHHE O KOHKPETHOW ONAcCHOCTH TAaKOTO BO3AEHCTBUS MOTIIO OBl
nepeaBaThCsk KOPMAIINM MaTepsM.

3.7.13 Ompuuamenshoe 6030eiicmeue Ha pa3zgumue NOMOMCmMea
B nmmpokom cMbIciie Bo3IeiCTBYOIIAs Ha TIPOIIECC Pa3BUTHSI TOKCHYHOCTH BKITIOYAET JIF000E
BO3/ICHCTBHE, KOTOpPOE BIMsSIET HAa HOPMalbHOE pa3BUTHE IUIOJA KaK 10, TaK M TMOCJIe DPOXKICHUS, U

BO3HMKILIEE B pE3yJbTare BO3ACHCTBHA Ha J000ro M3 pomuTened 1O 3ayartus, WIM Bo3leiicTBHE
Pa3BUBAIOILETOCS IIOTOMCTBA B EPUOJ BHYTPUYTPOOHOTO PA3BUTHUS WM IOCIE POXKICHUS 10 HACTYIJICHUS

- 205 -



ABTOpckoe npaBo © OpraHusaumm O6beanHeHHbIX Hauunmn, 2009 rog

noJoBoi 3penoctn. OQHAKO CUHMTAETCs, YTO KiIacCU(HKanus B paszeliec TOKCUYHOCTh, BO3/ICHCTBYOMIAs Ha
IPOLIECC Pa3BUTH, B NEPBYIO O4Yepenab IpeqHa3HadeHa AJsl oO0ecleueHus NpeaynpexieHust 00 ONacHOCTH
JUTsE OEpeMEHHBIX KEHIIMH U MY>KYHMH U JKEHIIWH, 001aJafonX pernpoLyKTHBHONW clIocOOHOCTRI0. [loaTomy
B MparMaTHYeCKHUX LENAX KIacCU(PHUKAUU TOKCUYHOCTh, BO3ACHUCTBYIOIIAs Ha pa3BUTHE, OOBIYHO O3HAYAET
OTpHLIATENIFHOE BO3AEHCTBHE, MPOUCILIEIIEE B MIEpUO] OEPEeMEHHOCTH WM B Pe3ysbTaTe BO3ACHCTBUS Ha
poauteneid. Takue MOCIEACTBUS MOTYT IIPOSIBIATHCS B JH000M MOMEHT Ha NMPOTSDKEHUU JKU3HH OPraHU3MA.
OcCHOBHbIE TPOSIBIEHUS TOKCHYHOCTH, BO3JECHCTBYIOIIEH Ha MpoLEcC pPa3BUTHA, BKIIOYAIOT: CMEPTh
Pa3BUBAOLIETOCS OPTaHU3Ma, CTPYKTYPHYIO aHOMaJIbHOCTh, U3MEHEHHE POCcTa U (yHKLMOHAIbHBIE TIOPOKH.

3.7.2 Kputepun knaccupukanu onacHOCTH 1JIsl BelIeCTB
3721 Knaccet onacnocmu

[lpn xnaccupukanuy OMACHOCTH PEHpPOAYKTUBHOH TOKCHYHOCTH BELIECTBA MOTYT OBITH
OTHECEHBI K JIBYM KJIaccaM ONaCHOCTH. Bo BHMMaHWE MPUHUMAIOTCS TTOCIECTBUS [UIS TIOJIOBOH (DYHKIMU H
IUIOJIOBUTOCTH, a TaKkKe M pa3BuUTHA. Kpome TOro, mocieacTBHs IS JIAKTALUH BBIACICHBI B OTACIBHBIH

KJIacCC OIMaCHOCTH.

Pucynok 3.7.1 a): Kiacchl onacHOCTH /ISl PeNPOAYKTHBHBIX TOKCHKAHTOB

KJIACC1:  TokcHKaHThI, B OTHOIIEHHH KOTOPBHIX M3BECTHO WJIH MpernoJaraercs Bo3aeicTeue Ha
PenpoaAyYKTHBHYIO (PYHKIHIO YesIOBeKa

K aToMy Kiaccy oTHOCSITCS BEIIECTBa, B OTHOIIEHHUH KOTOPBIX U3BECTHO, YTO OHU OKa3bIBAIOT
OTpUIIATeNIbHOE BO3CHCTBHE HA TOJIOBYIO (DYHKIHIO U IUIOJIOBUTOCTD HJIM Ha PA3BUTHUE JIFOJIEH
WM B OTHOIIEHUH KOTOPBIX MMEIOTCS IOATBEP)KICHUS, IIOJIYYEHHbIE B pe3yJbTaTe
WICCIIE/IOBAaHNN Ha JKMBOTHBIX, BO3MOXXHO, JOTOJIHEHHBIE Ipyroi wuHopManuel, Taromme
Cepbe3Hble OCHOBAHMS I0JaraTh, YTO 3TU BeIIECTBAa 00JIAJAI0T BO3MOXHOCTBIO HApyIIaTh
PETPONYKTUBHYIO (DYHKLHMIO denoBeka. [l menell peryianpoBaHusl BELIECTBO MOXKET OBITH
Jlajiee BBIIEJICHO Ha OCHOBE TOIO, YTO JIOKA3aTeNbCTBA VI KJIACCH()MKAIMU ONACHOCTH B
OCHOBHOM TIOJTy4€HbI OT UMEIOIINX OTHOLICHHE K 4esnoBeKy AaHHbIX (Kiacc 1A) wam JaHHBIX
UCTIBITaHKU# Ha )kMBOTHBIX (Kiace 1B).

Kiacc 1A: TokcuKaHTbI, H3BECTHbIE KAK OKa3bIBaIOIMe BpPeIHOe BO3AeCTBHE Ha
PeNnpoayKTHUBHYIO CIIOCOOHOCTDH YeJI0BeKa

OTHGCCHI/IC XI/IMH‘IGCKOﬁ HpOI[yKHI/II/I K 3TOMy Knaccy B OCHOBHOM OCHOBAHO Ha JaHHBIX O
BO3IEHCTBUH Ha JIOJIEN.

Kaacc 1B: TokcHKaHTbI, NPEAIOJI0KUTEIHHO 0KA3bIBAKOIINE BO3ACHCTBHE HA PeNIPOAYKTUBHYIO
(pyHkuuo yeaoBexka

OrtHeceHne BellecTBa K 3TOMY KJIAacCy B 3HAUMTEIbHON CTENEHM OCHOBAHO HA PE3y/bTaTax
HKCIIEPIMEHTOB HAJl KMBOTHBIMH. JlaHHBIC MCCIIEOBAHMI KUBOTHBIX JJOJDKHBI OOECIICUUTH
YeTKUE J0Ka3aTelIbCTBA BPETHOTO BO3JICHCTBHS Ha TOJIOBYIO (DYHKIMIO M TJIOAOBHTOCTH WITH
Ha pa3BHUTHE YEJIOBEKA B OTCYTCTBHE JPYroro TOKCHYECKOTO BO3AEHCTBHS WIIH, €CIH TaKOe
BO3JICHCTBHE MPOUCXOIUT MAPAUIEIBHO C JPYIMM TOKCHYECKHM BO3JIEHCTBHEM, TO BPEIHOE
BO3/ICHCTBHE HA PENPOAYKTUBHYIO (YHKIMIO pacCMaTpuUBaeTCs HE B KAUECTBE BTOPHUYHOTO
HEKOHKPETHOTO TIOCIEACTBUSL JIPYTOr0 TOKCHYECKOTO BO3ICHCTBUSL. OpHako korja
cyliecTByeT HHQOpPMAIMsS O MeEXaHHW3ME BO3ICHCTBHUS, KOTOpas BBI3BIBAET COMHEHHS
OTHOCHTEITLHO JISHCTBUTEIFHOCTH BO3ICHCTBHS Ha YeIoBeKa, To oTHeceHne K Kitaccy 2 Mmoxker
SIBIISITBCS 00JIE€ YMECTHBIM.
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KJACC?2: ToKCHKAaHT, OKa3bIBAIOLIHUII MpPeAnoJiaraeMoe Bo3aeiicTBHe HA PeNPOAYKTHBHYIO
(yHkuuI0 1 pazBUTHE YeJI0BeKa

K sTomMy kiaccy OTHOCATCS BEIIECTBAa, B OTHOLIEHHH KOTOPBIX MMEIOTCS HEKOTOpBIE
JIOKa3aTeNbCTBa, TONyYeHHBIE B pe3ybTaTe HAOMIOACHUS HaJ| JIOJbMH WM AKCIICPUMEHTOB
HaJl JKUBOTHBIMH 1, BO3MOYKHO, JIOTIOJTHEHHBIE IPyTroi HH(OopManuel 0 BpeJHOM BO3ACHCTBHI
Ha TMOJOBYIO (YHKIMIO M IUIONOBUTOCTh WJIM HA DAa3BHTHE, NPU OTCYTCTBHH JPYTrOro
TOKCUYECKOTO BO3AEHCTBUS, WIM €CIM TaKoe BO3/AEHCTBUE MPOUCXOMUT IapajUIeNIbHO C
JPYTMM TOKCHYECKHM BO3/ICHCTBHEM, TO OTPHLATENHFHOE BO3JEHCTBHE HA PEMpPOIYKTUBHYIO
(GYHKIMIO paccMaTpuBaeTCs HE B KAaueCTBE BTOPHYHOTO HEMPSMOTO MOCIEICTBHS JPYroro
TOKCHYECKOTO BO3ACHCTBUSI M KOTJ]a CBUICTEIHCTBO HE SIBISIETCS TOCTATOYHO YOEAUTEIbHBIM,
JUIi TOro 4ToObl OTHecTH jAaHHOoe BemiecTBo K Kiaccy 1. Hampumep, mpobensr B
HCCIIIOBAHUSX MOTYT C/IeJIaTh Ka4deCTBO JI0KAa3aTeNbCTB MEHEe YOeIWTENBHBIM, U B CBETE
cKkazaHHOro oTHeceHue K Kiaccy 2 Moryio bl SIBISITECS 00JIee YMECTHBIM.

Pucynok 3.7.1 b): Kuacc onmacHocTH UIsi BO3/IeHCTBHS HA JIAKTAMIO WJIH Yepe3 Hee

BO3JIEMICTBUE HA JAKTALIMIO WJIN YEPE3 HEE

BemiecTBo, oOka3piBaiollee BO3/IEHiCTBHE HA JAKTAUMI0 MJH 4epe3 Hee, OTHOCAT K OTICIBHOMY
CaMOCTOATENIbHOMY Kiaccy. CyIlecTByeT MOHHMAaHHWE TOrO, YTO JUIS MHOTMX BEIIECTB OTCYTCTBYET
uH(OpMaIUsl 0 BOBMOXXHOCTH OKa3aHWs BPEJHOTO BO3JCHCTBHS HAa MOTOMCTBO 4epe3 jakranuioo. OaHako
BEII[ECTBA, KOTOPHIE MOCTYMAOT B OPraHU3M JKEHIIMHBI U KOTOPbIE, KK M3BECTHO, OKa3bIBAIOT BO3/CHCTBHE
Ha JIaKTAal[MI0 U KOTOpPbIE MOTYT MPHCYTCTBOBAaTH (BKJIIOYAsh META0OJMTHI) B TPYIHOM MOJIOKE B
KOJIMYECTBAX, JIOCTATOYHBIX, JUIsl TOTO YTOOBI BBI3BIBATH OECIOKOWCTBO 3a 3JI0POBHE BCKapMIIMBACMOIO
TpyaObplo peOeHka, cleayeT KiacCHPHUIMPOBAaTh TaKUM o00pa3oM, 4TOOBl MPUBOIWIOCH YKa3zaHHE Ha
CYILIECTBOBAHHE TAKOT'O CBOWMCTBA, KOTOPOE OMACHO /Ul BCKapMIIMBaeMBbIX Tpy/bto jaereil. Kinaccudukarms
MOYKET ITPOM3BOIUTHCS HA OCHOBE!

a) WCCIIeIOBaHNN a0copOImy, MeTa0onM3Ma, pachpenesieHuss W BBICTICHHS, KOTOpBIe
yKa3bIBaJK OBl HAa BEPOATHOCTh NMPUCYTCTBHS BEIIECTBA Ha MOTECHIMAIBFHO TOKCHYHBIX
YPOBHSX B TPYTHOM MOJIOKE; W/HIH

b) pe3yIbTaTOB UCCIIEOBAHNN Ha OJHOM WM ABYX TMOKOJICHUSX JKUBOTHBIX, KOTOPBIE 1aBaJIH
OBl YETKOE CBUJICTEIILCTBO BPEIHOTO BO3JICHUCTBUS HA MTOTOMCTBO B CBSI3U C IEPSHOCOM B
MOJIOKE WJTH BPEIHOTO BO3/IEHCTBUS Ha KAY€CTBO MOJIOKA, /K

C) JTAHHBIX O BO3JICHCTBHH Ha YEIOBEKa, YKA3bIBAIOIINX HA OMACHOCTH IS JETeH B TeUEHHE
MepHOJIa TPYAHOTO BCKAPMIIUBAHHUS.

3.7.2.2 Ocnosa Knaccuguxayuu onacHocmu

37221 Knaccudukanuss mpoOU3BOAMTCS HAa OCHOBE M3JIOKCHHBIX BBINIC COOTBETCTBYIOIIUX
KPUTEPHEB U OIIGHKE BCEW COBOKYMHOCTH JaHHBIX. Kiaccudukanus penpoIyKTHBHOTO TOKCHKAaHTA
npeHa3Ha4YeHa JJIsl UCTOb30BaHHS B OTHOIICHUH XMMHUYECKHX BEIIECTB, KOTOpPbIC 00Jaat0T MPUCYIIUM
UM KOHKPETHBIM CBOWMCTBOM OKa3bIBaTh BpPEIHOE BO3JCHCTBUE HA PENPOAYKTHBHYI (YHKIHMIO, U
XMUMHYECKHE BEIIECTBA HE CeNyeT KIacCuPpUIUpPOBaTh TAKUM 00pa3oM, €CIM TaKoe BO3ACHCTBHE BO3HUKAET
UCKJTIOUUTEIBHO B pE3yJibTaTe HE OTHOCSIIErocs K JaHHOMY KOHKPETHOMY CIy4Yar BTOPHYHOMY
MTOCJICJICTBHIO JIPYTOr0 TOKCUKOJIOTHUECKOTO BO3IEHCTBYSI.

3.7.22.2 ITpu oleHKe TOKCHYECKOTO BO3JCHCTBHS Ha Pa3BHBAIONICECS MOTOMCTBO BaKHO YUUTHIBATH
BO3MOKHOE BO3JCHCTBUE MATEPUHCKON TOKCUYHOCTH.
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37223 s Toro uToOBI JAaHHOE BO3JCHCTBUE HA 4YCJIOBEKA CIIY)KUJIO TJIABHOM OCHOBOHM st
otHecenus: k Kimaccy 1A mpu knaccuukanuu OMacHOCTH, JOJDKHBI CYIIECTBOBATh HA/IEKHBIE IAHHBIE O
BpPETHOM BO3JICHCTBUM Ha PENPOAYKTHBHYIO (YHKOHMIO y Iofeid. JlaHHbIe, WCMIONB30BaHHBIC IS
KJacCU(UKAIMKA OIMACHOCTH, CJeNyeT B HICalbHOM clydae MOJy4aTh OT MPaBHIBHO MPOBEICHHBIX
SMUIEMHUOIIOTUIECKIX HCCIEIOBAaHMM, KOTOPHIE BKIFOYAIOT MCIIOIH30BAHUE COOTBETCTBYIOMIETO KOHTPOJIS,
cOaaHCHPOBAHHON OIEHKH W JOJDKHOE PACCMOTPEHHE PAa3IMYHBIX OTKJIOHEHHWH M HE BITHCHIBAIOIIUXCSA B
o0mryro KapTuHy (GaxTopoB. MeHee TOYHBIE AaHHBIE WCCICHOBAHWUN IO JIOASM CIeAyeT AOIOIHATH
aJIeKBaTHBIMH JaHHBIMH HWCCIEOBAaHMA HAa TMOJONBITHBIX JKMBOTHBIX M CJIENyeT pacCMaTpHUBAaTh
BO3MOKHOCTH OTHeceHUs K Kiraccy onacrocTn 1B.

3.7.2.3 Bec ceuoemenvcme mokcuunocmu

37231 Knaccudpukanms penpoayKTUBHOTO TOKCHKaHTa NPOU3BOAWTCS HAa OCHOBE OLIGHKH Beca
JAHHBIX O CBHJETENbCTBAX TOKCUYHOCTHA. JTO O3HAYAET, YTO BCS MMEROLIAscs HH(GOpMAaIKs, OKa3bIBAIOIIAs
BO3JICHCTBHE HA OIPE/IENICHNE PENpPOAYKTHBHON TOKCHYHOCTH, PacCMaTpUBAETCS B CBOEH COBOKYITHOCTH.
Bxirouaercst Takas wHGpOpMAaImMsA, Kak OSIHIEMHOJIOTMYECKHE HMCCIETOBAHUS M OTYETHI 00 OTIENIBHBIX
Cllyyasix BO3IEHCTBHS Ha OpraHU3M UeJOBeKa, M KOHKPETHBIE HCCIEJOBAaHHS IO  BONPOCaM
PENPOIYKTUBHOCTH HApAAy C CyOXpOHMYECKUMH, XPOHWYECKUMH U CIICHHAIBHBIMH PE3yJIbTaTaMU
UCCIIEIOBAHUH Ha KUBOTHBIX, JAOIIMMHI COOTBETCTBYIOIIYIO HH()OPMALIUIO OTHOCHTEIFHO TOKCHYHOCTH IS
PETPOAYKTUBHBIX U CBA3aHHBIX C HUIMHU YHIOKPHUHHBIX OpraHoB. OlLieHKa BEellecTB, XUMHUECKH CBA3aHHBIX C
UCCIIEAyeMbIM MaTepUalioM, TaKXKe MOXKET BKIIIOYAaThCS 0COOEHHO B TeX Cilydasx, Korga MHQpopManus 1o
Mmarepuaiy sBiIsgeTcs cKynHoil. Ha Bec, mpumaBaeMblii HMEIOIIMMCS JTaHHBIM, OyIyT OKa3bIBaTh BIIMSIHUC
Takue (akTopbl, KaK Ka4eCTBO MCCIIEJOBAaHMH, IOCIEI0BATEIbHOCT PE3yIbTAaTOB, XapaKTep U CEPhE3HOCTh
MOCJIEACTBUHN, YPOBEHb CTATHCTUUECKOW 3HAYMMOCTH AJISI MEKIPYIIIOBBIX PAa3IUUUM, YUCIIO 3aTparuBaeMbIX
OpraHoB, OTHOIICHWE K JAHHOMY BOIIPOCY, IYTH IOCTYIUICHHUS B OpPTaHWU3M JIOJIEH M KOPPEKTHPOBKA
CMeIlleHHsT OIleHKH.  Kak TOoJOXKHTEeNbHBIE, TaK W OTPUIATENbHBIE PE3yNbTaThl arperupyroTcs U
YUUTHIBAIOTCA B COBOKYIMHOCTH Bcel uMeromieicss uHdopmanuu. OmHAKO yXe OJHO MOJOKHUTEIBbHOE
HCCIICIOBaHNE, NPOBEICHHOE B COOTBETCTBHM C HAQAJESKAIIUMH HAyYHBIMH HOpPUHLIMIAMH H  CO
CTaTUCTHYCCKH WJIM OWOJIOTHYECKH 3HAYMMBIMH TOJOXKHUTEILHBIMU pE3yJIbTaTaMH MOXET OTpPaBIaTh
npoBejieHHe KiaccupuKauu onacHocTH (cM. Takke 3.7.2.2.3).

3.7.2.3.2 TOKCUKOKMHETHYECKUE WCCICAOBAHNUS Ha JKUBOTHBIX W JIIOASX, MECTO IPOBEICHUS U
MEXaHU3M WJIM CIIOCO0 MPOBEACHMS HUCCIICIOBAaHKUS MOTYT JaTh COOTBETCTBYIOILYIO MH(OPMAIUIO, KOTOpas
MOJKET YMEHBIIUTh WU YBEIHMYNUTh 00ECIIOKOEHHOCTh B CBSI3HM C OIMACHOCTHIO, MPEJCTABISIEMON 3I0POBBIO
moneii. Ecnu mocTarodHo yOeAUTENhbHO MOXKET OBITh MPOJEMOHCTPUPOBAHO, YTO SICHO OINPEACICHHBIMN
MEXaHU3M WM CIOCO0 NEHCTBUA HE HMMEeT OTHOIIEHUS K JIFOOSIM WM KOrJa TOKCHUKOKHHETHYECKHUE
Pa3INYHs SIBISIOTCS CTOJIb BRIPAKEHHBIMHU, UTO CYIIECTBYET YBEPEHHOCTh B TOM, YTO ONACHOE CBOWCTBO HE
MPOSIBUTCSA Y JIFOJICH, TO BEIIECTBO, OKAa3bIBAIOIIEE OTPHUIATEIBHOE BO3JCHCTBHE HA BOCIPOHM3BOJICTBO
MOJIOTIBITHBIX JKUBOTHBIX, HE CIIEAYET KIacCU(UIIUPOBATh.

3.7.233 B HEKOTOpBIX HCCIEOOBAaHUAX PEMPOAYKTHBHOM TOKCHYHOCTH y TOAONBITHBIX >KUBOTHBIX
€JIMHCTBEHHBIE 3apETUCTPUPOBAHHBIE IOCIEACTBHUS MOTYT paccMaTpHBaThcs KaK MMEIOIHE HU3KYI0 WIH
MUHHMAIBHYI0 TOKCHKOJIOTHUYECKYI0 3HAUYMMOCTh, M KJIaCCHU(HKALWS MOXKET HE SBIATHCS HEOOXOANMBIM
pesynbratoM. K ux 4uciy, Hampumep, NpUHAUISKAT HEOOJbIIME M3MEHEHHs B IapaMeTpax CEeMEHHOM
KHUIKOCTH WJIM YacTOTHOCTh CIOHTAHHBIX AE()EKTOB Yy MJOAa, HEOONbLIME HW3MEHEHUS B MPOIOPLHIX
OOBIYHBIX W3MEHEHUH IJI0/]a, TAKUX KaK HAOJIogaeMble IPH U3YUYEeHUH CKeJleTa, a TAKXKe B Bece TUI0/1a MU B
HEeOOJIBIINX PA3TUUUAX B IOCTHATAJIBHBIX OLIEHKAX Pa3BUTH.

3.7.2.34 PesynbTaTel ucciaenoBaHUN Ha KUBOTHBIX B HJCATBHOM CiIydae JOJDKHBI JaBaTh YETKHE
JIOKA3aTeJIbCTBA KOHKPETHOW PENPOIyKTUBHOW TOKCMYHOCTH B OTCYTCTBUE JIPYTMX CHUCTEMHBIX TOKCHYHBIX
nocienctBuii. OJIHAKO, €M TOKCHYHOCTh, OKa3bIBAIOINAs BO3JCHCTBUE HA MPOIIECC Pa3BUTHS, BO3HUKACT
BMECTE C JPYTMMU TOKCHUYHBIMH TIOCJCICTBUSMH y MaTepH, TO IMOTCHIMAIBHOE BO3JCHCTBHE OOIIEro
OTPUIIATECILHOTO BO3JEHCTBUSI CIICAYET MPOU3BOAWTE B BO3MOXHOW cTemeHH.  [IpeanoyTHTenbHBIM
MOAXO0OM SIBIISICTCS PACCMOTPEHHE OTPUIATENBHBIX MOCIEACTBHI CHa4yajga y 3MOpHOHA/IuIona, a 3arem
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OIICHKa MAaTePUHCKOM TOKCHYHOCTH TMapaUIebHO C JIOOBIMH JPYyrUMU (pakTopamu, KOTOpHIC, Kak
MPENICTABISIETCS, OKA3bIBAIOT TaKOE BO3/JCHUCTBHE, paccMaTpuBas 3TO B KadeCTBE YacTH COBOKYITHOCTH
UMEIONINXCS JAaHHBIX. B IIIOM HE ClIeIyeT CUCTEeMAaTUYECKH OTOpAchlBaTh HUMECIONIMECS JaHHBIE O
MOCIIEACTBUAX JUIsl Pa3BUTHS, HAOIOAEMBIX TIPH J03aX, SIBJISIONIUXCS TOKCHYHBIMU JUJISI MAaTCpH.
Uckmmouenne u3 ydera TOCIENCTBUIN IJIS pa3BUTHA, HAOMIOJAEMbBIX MPH J103aX, ABJSIONIMXCS TOKCHIHBIMHU
JUTSL MaTepH, MOXKET MPOW3BOAMTHCA JHIIb B KAKIOM KOHKPETHOM CIydae, KOrZa yCTaHABIMBACTCS WIIH
HCKIIIOYAETCS HATUYKUE IPUIUHHON CBS3H.

3.7.235 [Ipn Hanw4YUM COOTBETCTBYIOMIEH MH(DOPMALIMK Ba)KHO TMOTMBITATHCA OMPEAETUTH, BHI3BAHA
JI1 TOKCUYHOCTh, OKAQ3bIBAIOIAsl BO3ACHCTBHIE HA MPOLIECC PA3BUTHS, MEXaHU3MOM, IIEPEIaHHBIM OT MaTEpPH,
WM KaKUM-THO00 BTOPUYHBIM MEXaHU3MOM, KaK, HAIPUMep, MAaTEePUHCKUI CTpecC U HapyIIEHUEe TOMEeOCTasa.
B nenom npucyTcTBHE MaTepUHCKOW TOKCHUYHOCTH HE CIIEIyeT MCIONb30BaTh ISl OTPUIIAHUS TOCIEICTBHH,
HaAOJII0JITaeMBIX Yy 3MOPHOHA WIH TUI0JIA, €CIIHM TOJIBKO HE MOXKET OBITh YETKO MPOAEMOHCTPUPOBAHO, YTO 3TH
MOCIICAICTBUS SIBJITFOTCS HECTICIU(PUICSCKUMU BTOPUYHBIMU TMOCIEACTBUSAMU. Tak OOCTOMT JeI0 OCOOSHHO
TOTJa, KOTJa TIOCE/ICTBUS y TIOTOMCTBA ABIISIOTCS 3HAUYMTEIbHBIMHE, HAIPIMEp UMEIOT TaKue HeoOpaTHMBbIe
MOCTIEICTBYS, KaK CTPYKTYPHBIE BPOXKICHHBIE IIOPOKU Pa3BUTHs. B HEKOTOPBIX CHTyalHsIX MPEICTaBIsIeTCs
000CHOBaHHBIM TPEIOI0KHUTh, YTO PEIPOAYKTUBHAS TOKCUYHOCTh BBI3BAHA BTOPUYHBIMH MOCIEACTBUIMU
MaTEPUHCKON TOKCHYHOCTH, W HE MPWHUMATh BO BHHMaHHE MOCJEICTBUS, €CIIH, HApUMep, XUMHUYECKOe
BEIIECTBO SIBIIIETCS CTOJIb TOKCHYHBIM, YTO IPOUCXOAWT OCHAa0JeHHWE OpraHu3Ma MaTepd H OCTPOe
WCTOIICHUE OpPTaHW3Ma WU €CIM OHAa He CHOCOOHA OCYIIECTBISATh KOPMIIEHHE PeOEHKA WU HCIBITHIBACT
YAoK CHII WJIA YMHPAET.

3724 Mamepunckaa moKCUuHOCHIb

37241 Ha pa3Butme moromcTBa B XOoAe OEpeMEHHOCTH M Ha PaHHUX JTarax ITOCTHATAIBHOTO
Pa3BUTHS MOXKET OKa3bIBaTbCA TOKCHYECKOE BO3/JCHCTBHE UEpe3 OPTaHM3M Marepu JHO0 depe3 KOCBEHHbBIE
MEXaHU3MBI, CBSI3aHHBIE CO CTPECCOM M HApPYLIEHHMEM MATEPUHCKOIO TOMEOCTa3a, MU XKE Yepe3 OTICIIbHEBIE,
NPUCYIINE TOJIBKO MaTepy MeXaHW3Mbl. TakuM o0pa3oM, NpU MHTEpHpPETalnud BO3AEHCTBHS Ha MPOLECC
pa3BUTHS U OTpeAeNieHHs] KiacCH(UKAIMKU OMAaCHOCTH IOCIENCTBUM U1 pa3BUTHS Ba)KHO YYHUTHIBATDH
BO3MOYKHOE BO3JEHCTBHE MATEPHUHCKON TOKCHYHOCTH. OTO CIOXKHBIA BOIIPOC, NMOCKOJIBKY OH CBSI3aH C
HEOTPEAEIEHHOCTIAMHY, OKPY>KaIOIUMHU 3aBUCUMOCTh MEKIY MaTEpPUHCKOM TOKCHYHOCTBIO M PE3yIbTaTaMu
pasBUTHS. 3aKIIOUYEHUE HKCIIEPTOB M MOAXO]], OCHOBAaHHBIN Ha COBOKYMHOCTH MMEIOLIEHCs] HHPOPMAaLIUH C
WCIIOJIb30BaHMEM BCEX HMEIOIIUXCA HCCIEIOBAHUN, CIIEyeT NPUMEHSTh ISl OMpEeNeNeHUs CTeleHU
BO3ZEMCTBHA, KOTOpas OIpPEeNsIeTcss MaTEepUHCKOM TOKCHYHOCTBIO, MPH HHTEPIpETAlud KPUTEPHEB Ha
npeaMeT KiacCUpUKAIUK TOCHEACTBUI 1l pa3BuThsa. [Ipekne Bcero cieayeT y4dWThIBaTh HETaTUBHBIE
HOCJIC/ICTBUSL HA 3apOJBIII/TUIO]] M 3aTeM MATCPHHCKYI) TOKCHYHOCThH MapajuIeNbHO C JIFOOBIMH IPYTrHMH
(dakTOopaMu, KOTOpbIE MOTYT BBI3BIBATh TaKWE€ IOCJIEACTBUS, YTO MAOJDKHO IIOMOYb CJeNaTbh BbIBOA
OTHOCHUTENBHO KITacCHU(pPHUKALIUH.

3.7242 Ha ocHoBe mparMaTHYHBIX HAONIONIEHUH TPENCTABIACTCS, YTO MATEPUHCKAs TOKCUYHOCTH B
3aBHCHMOCTH OT €€ CTENECHH MOKeT OKa3blBaTh BO3JCHCTBME Ha pa3BUTHE dYepe3 HecHelr(UuecKuii
BTOPUYHBIA MEXaHM3M, OKa3blBas TaKOe BO3JCHCTBHE, KaK yMEHBIICHHE Beca IUIO/A, 3aMeJICHHAS
occuduKalms 1, BO3MOXKHO, Pe30pOIMsi M HEKOTOphIE HApYIICHHsI Pa3BUTHUS psifia HACIEACTBEHHBIX YEpPT y
HEKOTOPBIX BUI0B. OIHAKO OrpaHMYEHHOE YHCIIO UCCIIEIOBAHNUH, B paMKaX KOTOPBIX U3ydallach 3aBUCHMOCTb
MEXIy TIOCIEACTBUSIMU ISl Pa3BUTHS M OOIed MAaTepPUHCKONH TOKCHYHOCTH, HE MPOAEMOHCTPHPOBAIN
MOCJIE/IOBATENHLHOM, TMOBTOPSIOMICHCS 3aBUCHUMOCTH Y pa3nuuHbIX BUnoB. [locmeacTBus aist pasBUTHA,
KOTOpbIe BO3HUKAIOT B TPHCYTCTBHM MAaTEPHHCKON TOKCHYHOCTH, PAacCMaTPHBAIOTCS KaK JIOKA3aTeNIbCTBO
HAJIMYUS. TOKCHYHOCTH JUIS PAa3BUTHSL, €CIM TOJBKO OJHO3HAYHO HE MOXKET OBITH HPOJEMOHCTPHUPOBAHO B
KaXJIOM KOHKPETHOM CIIy4ae, YTO TOCIHEICTBUS AJsl Pa3BUTHUS SIBISIOTCS BTOPUYHBIMU 1O OTHOLICHHIO K
MaTepUHCKOM TOKCHYHOCTH. Kpome Toro, mpu KiaccHUKAMK OMACHOCTH CJEQyeT YYUTHIBaTh, KOTAA Y
MOTOMCTBA TOSBIISIOTCS 3HAYUTENBHbIE TOKCHYECKHE TIIOCIEICTBUS, HApuMep Takhue HeoOpaTHMbIe
HOCJICZICTBHS, KaK CTPYKTYPHBIC IOPOKU PAa3BUTHSI, CMEPTHOCTh AIMOPHOHA/IIIONA, PA3IMYHbBIC TIOCICPOIOBBIC
(YHKIIMOHAIEHBIE TIOPOKH Pa3BUTHSI.
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3.7.243 He crmexyer aBTOMaTMYecKHM HCKIOYATh M3 MPOIECCa KIACCU(PUKAIMU OMACHOCTH TE
XUMHYECKHE BEIIeCTBa, KOTOPHIE OKA3bIBAIOT TOKCHYECKOE BO3CHCTBHE HAa MPOIECC PA3BUTHS TOJIHKO B
COBOKYITHOCTH C MATEPUHCKOM TOKCHYHOCTBIO, JaXKe €CIOU ObLIO MPOJACMOHCTPHUPOBAHO HAIMYKE
KOHKPETHOTO IIepelaBaeMoro MaTephl0 MexaHu3Ma. B Takom cimywdae otHeceHwe k Kiaccy 2 moxer
paccMmarpuBaThcs Ooniee ymecTHbIM, ueM K Kiaccy 1. OmHako, Korjaa XMMHUYECKOE BELICCTBO SIBIISETCS
CTOJIb TOKCUYHBIM, YTO BBI3BIBAET CMEPTh MATEPH WU CEPbE3HOE MCTOIICHUE €€ OpTraHu3Ma, WIH XKe KOTJaa
OHA WCIBITHIBACT KpallHWH yHaJoK CHJI W HE MOXXET KOPMHUTh IIOTOMCTBO, TO MOXET OKa3aTbCs
1IEJIECO00PA3HBIM MPEANOJIOKHUTh, YTO TOKCUYHOCTD JUIS ITPOIECCa Pa3BUTHS BOSHUKACT UCKIOYUTEIBHO KaK
BTOPUYHOE TIOCIIE/ICTBHE MAaTEPUHCKON TOKCHYHOCTH, M HE NMPUHUMATh BO BHUMAaHHE €€ BO3/ICHCTBUE Ha
mporiecc pa3putus. Knaccudukamms MOXKET 0OKa3aThCs HEOOSI3aTeIIbHOM MPH HE3HAYUTEIILHOM M3MEHECHUH B
pasBUTHH, HaMpUMEp HEOONBIIOM YMEHBIIEHHH Beca IUIOMa/HOBOPOXKIACHHOTO WM  3aMEIICHUN
occru(UKanu, CBI3aHHBIX C MATEPUHCKOW TOKCUYHOCTEIO.

37244 Huxe mnpuBoasgTCs HEKOTOpBIE 3aMedaHus, HCIOJb3yeMble IJIsl OLEHKH MAaTepHHCKOMN
TOKCHYHOCTH. JlaHHBIE TIO 3THM MOJOXCHHUSAM B ClIydae MX HAINYMS HEOOXOJUMO OLIEHHBATH B CBETE HMX
CTaTHCTUYECKON MIIM OMOIIOTHYECKON 3HAYMMOCTH 1 3aBUCUMOCTH " 103a—peaKmus’ .

a) MaTeDI/IHCKaﬂ CMEPTHOCTb. IIOBBIILICHUC YaCTOTHOCTH CMCpTHOCTI/I CpCILI/I
oOcJIeIOBaHHBIX MaTeped ClieAyeT paccMaTpvBaTh B KauyeCTBE JIOKAa3aTEIbCTBA
MaTEPUHCKON TOKCHYHOCTH, €CIH TaKO€ YBEITUYEHUE MPOUCXOIUT MPOMOPIIHOHAIEHO
03¢ U MOXET OBITh OTHECEHO 3a CYET CHUCTEMHOM TOKCHYHOCTH HCIBLITBIBAEMOIO
Matepuana. MatepuHckas cMepTHOCTh Bhiiie 10% cunrtaeTcs 4pe3MepHOil, U JaHHbBIC
JUTSL 3TOTO YPOBHS 103, BIOJHE JIOTMYHO, HE CIEAyeT paccMaTpuBaTh s
JTanbHEHIIIEH OICHKH,

b) Koadduimenr cnapuBanus (4MCIO KHUBOTHBIX C CEMEHHOH MPOOKOW WM
criepmoii/uncino cnapusanuii X 100)*

c¢) Kospduumenr deprunmpHocTH  (YMCIO  JKHBOTHBIX € HMILIAHTATOM/YHCIIO
cnapuBanuii X 100)*

d) IIpomomkuTeabHOCTh GEpeMEHHOCTH (TIPU TOMYIIEHUH POJIOB)

e) Bec Tena M W3MeHeHMe Beca Tejna: W3MEHCHHE Beca MAaTEPUHCKOro Tella H/Wiu
CKOPPEKTUPOBaHHBINH (C MOMpaBKaMH) BEC MATEPHHCKOTO Teja CIeMyeT YYUTHIBAThH
MIPU OIIEHKE MATEPHUHCKOM TOKCHYHOCTH BO BCEX CIIydYasiX, KOTJa B HATMYUH UMEIOTCS
COOTBETCTBYIOIINE JaHHBIE. PacdeT yTOUYHEHHOTO (CKOPPEKTHPOBAHHOTO) CPEIHETO
Beca MATEPUHCKOTO Tela, KOTOPBhI MpPEICTaBIsIeT CO0OH pasHHIly MEXIy
IEpBOHAYAJIIBHBIM MW OKOHYATCJIIBHBIM BECOM TCJjla 3a BBIYETOM BE€Ca MATKU IIPpU
OepeMeHHOCTH (WM aJlbTEPHATHBHBIM 00pa3oM CYMMbI Beca IUIOJOB), MOXET
YKa3bIBaTh, SBISCTCS JIM BO3JCHCTBHEC MATCPUHCKUM WU BHYTPUMATOYHBIM.
VY KpOJMKOB MpHpAIICHUE Beca Tella MOXET HE SBISATHCS IOJIC3HBIM IOKa3aTesieM
MaTepHUHCKOM TOKCHYHOCTH U3-3a OOBIUHBIX KOJICOaHW Beca Tela B MEPHOI
OEpEeMEHHOCTH.

f) [MoTpebienre nuimu W Bojbl (MPU HEOOXOAMMOCTH): HAOJIOJCHHE 3HAYUTEIBHOTO
YMEHBILICHUS CPETHEr0 MOTPEOICH s UM WM BOJBl MAaTEPUHCKUMHU OpraHU3MaMu
B COIOCTABJICHUU C KOHTPOJILHOM TPYIIION MOXKET OKa3aThCs MOJIC3HBIM TP OIICHKE
MaTepUHCKOW TOKCUYHOCTH, OCOOCHHO KOT/Ia MCIIBITHIBACMBIH MaTepuajl BKIIIOYCH B
IHILYy WIA THTHEBYIO BOAY. VI3MEHEHWs B MOTPEOJICHHH MHIIM M BOIBI CIEIYeT
OLICHHBAaTh B COYETAHHH C BECOM MATEPHUHCKOTO TeJla IPU ONPEACICHUH TOTO,
OTpaXKalOT JIM OTMEYCHHBIC MOCJCJCTBUSI MAaTEPUHCKYI0 TOKCHYHOCTh WM, B Oojee
IPOCTOM CJIy4ae, HEMPHIOJAHOCTh MCIBITYEeMOr0 MaTrepHaja, MPHCYTCTBYIOLICTO B
THILE WK BOJE.

Hpu3Haemc;z, umo Ha smom KOQ(I)d)ML;MeHm BIUAHUE MOIHCEemM OKA3bl8ANbCA MAKIHCE CAMYOM.
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0) Knunnyeckne oneHkd (BKIIOYAs KIMHUYECKUE MPU3HAKH, MApKEPhl, TEMATOJIOTHIO U
KIMHUYECKHE HCCIC0BAHUS XUMHYECKOTO0 COCTaBa).  HAOJIOJCHHE YBEIHMYCHHS
YHCcIa CIy4aeB Cephe3HBIX KIMHHYECKHX MPU3HAKOB TOKCHUYHOCTH y 0OCIETyeMBIX
MaTEPHUHCKUX OPraHW3MOB, MPUHAAJIEKAIINX K KOHTPOJIBHOW TpyMIe, MOXKET OBITh
MIOJIE3HBIM TIPH OLIEHKE MaTepUHCKOW TOKCHYHOCTH. EciaM 3TO HMCNIONB30BaTh B
KaueCTBE OCHOBBI JJII OLICHKM MAaTE€PHHCKOHM TOKCHYHOCTH, TO B HCCIECAOBaHUU
clefyeT coo0Imare O THIMAaX, YaCTOTHOCTH, CTENCHU M MPOAOJLKUTEIBHOCTH HAIWYHS
KIIMHAYECKUX  IIPU3HAKOB. IIpumepamMu  SBHBIX ~ KIMHWYECKHX IPU3HAKOB
MaTEpUHCKOM HMHTOKCHUKAllMM SBJLSIFOTCS. KOMa, IPOCTpanMs, THIEPaKTUBHOCTS,
yTpara yCTaHOBOYHOTO pedieKca, aTaKCHs U OJIbIIIKa.

h)  IlocmepTHble J[aHHBIC. yBEIWYEHHE YHUCAA W/MIM CEPbE3HOCTH TOCMEPTHBIX
HaOJIIOIEHNH MOXKET yKa3blBaTh HA MaTEPHHCKYI0 TOKCHYHOCTh. K HX 4MCIy MOTYT
MNPpUHALJIC)KAThL KPYIIHBIE HWJIW MHUKPOCKOIMMMUYCCKUEC TMATOJOTMYCCKUE IMPU3HAKU U
JaHHBIC O BECce OPraHOB, HANPHMeEp abCONIFOTHBIA BEC OpraHa, COOTHOLICHHE Beca
opraHa W Beca Tela, COOTHONICHWE Beca opraHa W Mosra.  CBHIETENBCTBOM
MAaTepPHHCKOM TOKCHYHOCTH MOXKET CIY>KHTh HAOIIOICHHE 3HAUMTEIBHBIX M3MCHCHUIA
B CpEIHEM Bece MPEIoIaraéMoro [elIeBOr0 OpraHa HCCICAyeMOl MatepH,
MOTBEPKIAEMOE BPEIHBIM THCTOMATONOTMYECKHM BO3ICHCTBHEM Ha 3aTPOHYTHIM

opras(bl).
3.7.25 Jlannsie no #cusomMHvIM U OAHHbIE, ROSIYYEHHbIE IKCREPUMEHMATbHbIM HYMeM
3.7.25.1 CymecTByeT psi MEXKIYHAPOJHO TMPU3HAHHBIX METOJOB HCHBITAHUMA; 3TH METOJbI

BKJIIOYAIOT MPOBEPKY TOKCHYHOCTH TPOIIecca pa3BUTHUs (HapHMep, PyKOBOISIHME MPUHIHUIBI TIPOBEICHHS
ucnbiranuit 414 O3CP, meromuueckue pekomermamuu |CH SbA, 1993), MeToaBI MPOBEPKH TOKCHYHOCTH B
xo/ie OEpeMEHHOCTH M MOCTHATAIBbHON TokcuuHocTU (Hampumep, |CH S5B, 1995) u MeTob! i pOBEpKU
TOKCUYHOCTH Yy OJHOTO-IBYX IIOKOJCHWH (Hampumep, pYyKOBOASALIME MPUHIMIBI  [POBEICHUS
ucnbitanuit 415, 416 OOCP).

3.7.25.2 Pe3ynbraThl CKPUHHMHTOBBIX HCHBITaHUH (HampuMep, METOAWYEcKHe pexoMeHnanuu 421
OBCP — CKpHHUHIOBBIE HCITBITAHHUS PEIPOIYKTHBHOM/CBA3aHHON C pPa3BUTHEM TOKCHYHOCTH, W 422 —
HCCIIEIOBAHUS 110 KOMOMHUPOBAHHOM MOBTOPSIIOLIEHCS 103€ TOKCHYHOCTH B COYETAHUH C JMarHOCTHIECKUM
UCTIBITAHUEM PETPOAYKTUBHON TOKCHYHOCTH/CBS3aHHOW C pa3sBUTHUEM TOKCHYHOCTH) MOTYT TakXke OBITh
HCTIOJIb30BaHbI U1l 000CHOBAaHMS KIacCH(PUKAIIMU OMACHOCTH, XOTS OTMEYEHO, YTO Ka4eCTBO TaKHX JAHHBIX
SIBIISICTCSI MEHEE HaJICKHBIM, YeM Y IaHHBIX, IOJIyYEHHBIX B PE3YJIbTATe MOJTHOMACIITAOHBIX HCCIIEIOBAHHH.

3.7.253 Bpennsle mocneacTBUsS WM M3MEHEHMs], pacCMaTpUBaeMble B psAAE€ HCCIEIOBAHUN C
BO3JICHCTBHEM KPATKOCPOUHOW HWIIM JOJTOCPOUYHOH IMMOBTOPSIOIMICHCS TOKCHYECKOH 03I, KOTOpPHIE OBLIH
paciueHeHbl B Ka4eCTBE HAHOCSIINX BpPEJ PENPOIYKTUBHONH (QYHKIHH M KOTOPbIE IPOUCXOIAT B OTCYTCTBHE
cepbe3HON O0Iell TOKCMYHOCTH, MOTYT OBITh HCIOJIb30BaHbl B KaueCTBE OCHOBBI Ul KJIaCCH(PHUKALNU
OIMAaCHOCTH, HAIPUMEP THCTONATOIIOTUIECKUX U3MECHEHHI B TOHAIAX.

3.7.25.4 Pe3ynbraThl MCHBITAHHN N VItrO MM MCIIBITAHWN HAa BHIAX, HE MPHUHAUICHKAIIUX K YHCITY
MJICKOTIUTAIONINX, a TAaKKe aHAJIOTMYHBIX BEIIECTB C WCIHOJIB30BAHHEM 3aBHCHUMOCTH CTPYKTypa—
akTuBHOCTB" (3CA), MOTYT CIOCOOCTBOBATH MPOBEACHHIO KIACCU(PHKAIIMKA ONMACHOCTH. Bo Bcex ciydasx
TaKOro poja JOJDKHA WCIOJB30BAThCS OIEHKA SKCIEPTOB YIS TPOBEPKH aJeKBaTHOCTH JAHHBIX.
HeanexBaTHble naHHBIE He CJIeAyeT WCIOJB30BaTh B KadecTBE TJIABHOTO IOATBEPXKIACHUS LIS
KJ1acCH(UKAIMK OTIACHOCTH.

3.7.255 [IpenmoutuTensHO, 9TOOBI MCCIIENOBAHUS HA YXUBOTHBIX IPOBOJWINCH C HCIIOIB30BAaHHEM
HaJIeXKAIUX MyTel MOCTYIUICHUS B OPraHU3M XMMHYECKOTO BEIIECTBA, KOTOPhIC ObUIM OBl aHAJOTHYHBIMH
MOTCHIMAIBHOMY ITyTH MOCTYIUICHHUS BEIIECTBA B OpraHu3M denoBeka. OIHAKO Ha MPAKTUKE UCCIICIOBAHUS
PEMPOIYKTUBHON TOKCHYHOCTH OOBIYHO MPOBOJSTCS NMPH BBEICHHH B JKEITYIOK, M TAKHE HCCIICAOBAHHS
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OOBIYHO OYIYT TNPUTOAHBI JJIS OLEHKHM OMNMACHBIX CBOWCTB BEINECTB B OTHOIICHWUU PEIPOITYKTUBHON
TokcuyHOCTH. OMIHAKO, €CIH B JOCTATOYHOU CTETIeHN YOeIUTEIHHO MOXET OBITh TIPOIEMOHCTPHUPOBAHO, UTO
YETKO OIpPEIESICHHBI MEXaHW3M WM CIoco0 JSHCTBHSI HE OTHOCHTCS K 4YEIIOBEKY WM KOrja
TOKCUKOKHHETUYCCKUE PA3IUYUS SBISIOTCS CTOIb BBIPAKEHHBIMH, YTO CTAHOBHUTCS SICHBIM, YTO ONACHBIC
CBOWCTBa HE OYIyT TPOSBIATHCS y JIFOJEH, TOT/A BEIIECTBO, OKa3bIBAIOIEe BpPEOHOE BO3ZICHCTBHE Ha
PENPOAYKTUBHYIO (PYHKIIMIO MTOIOTIBITHBIX KUBOTHBIX, HE CIIEAYET KIacCU(UITUPOBATS.

3.7.25.6 UccnenoBanuss TakMx MyTed TMOCTYIUIGHWS B  OpPraHW3M, KaK BHYTPHBEHHOE,
BHYTPUODIOIINHHOE BBEICHUE, PE3YJIBTATOM KOTOPOTO MOXKET OBbITh BO3JICHCTBHE HA PEHNPOAYKTUBHBIC
OpraHbl Ha HEpEaIbHO BBICOKMX YPOBHSX HCIBITHIBAEMOTO BEIIECTBA, HJIM HAHECEHHE MECTHOTO
NOBPEXKJICHUS PENPOAYKTHBHBIM OpraHaM, HalpuMep IyTeM BbI3bIBAHUS pa3APaKCHUs, JOJDKHBI
HHTEPIIPETUPOBATHCS ¢ 0COO0H OCTOPOKHOCTBIO U CaMH IO ceOe He JIOJKHBI OOBIYHO CTAHOBHTHCS OCHOBON
JUISL KJIACCU(HMKALIH ONTACHOCTH.

3.7.25.7 CyiecTByeT 00Ilee COrjlaCke B OTHOIICHHM KOHIICTILIMU MPEACIbHON 03B, BBIIIE KOTOPOH
OTpHLIATEILHOE BO3AECHCTBUE MOXKET pacCMaTpUBATHCS KaK JIeXKallee 3a IpeeslaMd KpUTepUeB, BEAyLUX K
knaccupukanmmu onacHoctd. Opnnako B Llenesoit rpymme ODCP orcyTcTByeT cornacue B OTHOLICHUH
BKJIIOYEHUS] B KPUTEPUU KOHKPETHBIX [103 B KadyecTBE IPEICNIbHBIX 103. B HEKOTOpBIX PYKOBOISLIMX
IPUHIUINAX IIPOBEJCHUS MWCHBITAHUNH KOHKPETU3UpYETCsl NpeieibHas [103a, TOrga Kak B JAPYIHX
PYKOBOJSIIMX MPUHIMIAX MPOBENEHHS WCIBITAHUH MpeaesibHas 103a XapakTepusyeTcs GOopMyIHPOBKO O
TOM, YTO MOXKET OKa3aTbcsi HeoOXoauMoil Ooyee BBICOKAas 7103a, €CIM MpearnojaraeMoe BO3JEHCTBHE Ha
YelloBeKa SBISETCS JOCTATOYHO BBICOKMM, YTO aJCKBAaTHBIN JHAama3oH BO3AEHCTBHA OyneT TOCTUTHYT.
OpnHako BCIIENCTBHE TOKCHKOKMHETHYECKMX PazIUYMil Y BHJOB YCTAHOBJIIEHHWE KOHKPETHOW MpeAeNbHON
JI03bl MOJKET HE SIBIISITBCS AQJCKBATHBIM JUISl CUTYyallMil, B KOTOPBIX JIFOAM MPOSBISAIOT OOMbLIYIO
YyBCTBUTEJIbHOCTD, YEM MOJIEITHHOE JKHUBOTHOE.

3.7.258 B npunnune  oTrpuuaTtenbHOe — BO3IEHCTBME  HAa  PENPOAYKTHUBHYIO  (YHKLHIO,
paccMaTpuBaeMoe TPH CaMbIX BBICOKHX YPOBHSIX I03bI B PaMKax HCCIICIOBaHHUs Ha KHBOTHBIX (HampuMmep,
JI03bI, KOTOPBIC BBI3BIBAIOT IMPOCTPAIMIO, OTCYTCTBHE AalleTHTA, BBICOKYID CMEPTHOCTH), OOBIYHO HE
NPUBOANT K KiIacCH(UKAIMU OMACHOCTH, €CIM TOJBKO HE WMEETCs B HAIMYUM Jpyras HHGpOpMAIHs,
HarpuMep TOKCHKOKHMHETHYecKas HWH(pOpMAIMs, yKas3bIBaloLlas Ha TO, YTO JIIOAM MOTYT OBITH Ooiee
MOJIBEPKEHBI, YeM JKUBOTHBIE, KOTOpas AT OCHOBaHWE ISl Kiaccupukanuu onacHocTH. [Ipockba Takke
obparmaTeCsi K pasfeiny O MAaTepUHCKOW TOKCHYHOCTH IS MOMYYCHUS HATbHEUNIUX pPa3bsICHEHWH B 3TOMN
obrnactu.

3.7.25.9 BwMmecte ¢ Tem TouHOE ompeneneHue (HaKTHUECKOW "MpenenbHON A03bI" OyIeT 3aBHCETh OT
METOJla TIPOBEICHHUS WCIBITAHUN, KOTOPBIA TPUMEHSJICS I TONYyYeHHs pe3ynsTaToB. Hampumep, B
PykoBogsuux npunnunax OO3CP nns uccieqoBaHU TOKCUYHOCTH MIPU MOBTOPHBIX J03aX IPU BBEJACHUU B
KEJy/IOK B Ka4eCTBE MPEJeIbHON J103bI ObUT PEKOMEHIOBAH BepXHHIA Tpeaen 1036l Ha ypoBHe 1000 mr/kr,
€CJIM TOJBKO OXKMAaeMas peaklvs YeloBeKa He yKa3blBaeT Ha HeOOXOAWMOCTh B 0oJiee BHICOKOM YPOBHE
JIO3BI.

3.7.25.10 HeoOxomumo nanpHeiiee oOCyXKIEHHE BONPOCAa O BKIIOYEHWH B KPUTEPUH YETKO
ONpENIETICHHON O3Bl B KAUECTBE MPEICIbHOM.

3.7.3 Kputepun knaccupukanuu onacHOCTH JJIs1 cMecei

3731 Knaccugurauus onacnocmu cmeceeoit npooykuuu, K020a umMeronmcs OaHHsle
0 cmecu 6 yenom

Knaccudukamms omacHOCTH cMeced MPOMYKIIMH OCHOBBIBAETCS HAa MMEIOIIHXCS JaHHBIX
WCTIBITAHUM OTIACNBHBIX HHIPEIUECHTOB CMECH C HCIOJb30BAHUEM IMOPOTOBBIX 3HAYCHUI/TPEICTBHBIX
3HAYCHHWH KOHIICHTPAIUU JJIsi MHTPEAUEHTOB cMecu. Kiaccudukarysis MOXeT ObITh M3MEHEHA B KaKIOM
KOHKPETHOM CJIy4ae Ha OCHOBE HWMEIOMIMXCS NaHHBIX HCIBITAHAA CMECH B IIeIOM. B Takumx ciydasx
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pe3yIbTaThl UCTIBITAHUM Ui CMECH B IIEJIOM JIOJDKHBI OBITh OOOCHOBAaHHBIMH M YUHTBIBAThH JI03Y U JIpyTHe
(bakTophl, TaKkhe KakK MPOJODKUTEIBHOCTh, HAOIIONCHUS W aHAIM3 (HAampHMep, CTaTHCTUYECKUil aHau3,
UCIIBITAHUE CCHCHUOWIIM3AllMM) CHCTEM HCIBITAHUS pPENPOAYKTHBHOCTH. AJIEKBaTHas JOKyMEHTAIMs,
000CHOBBIBAIOIIAS KJIACCH()UKAIUIO, IOIDKHA COXPAHITHCS M MPEAOCTAaBISATHCA ANl PACCMOTPEHHUS TIO0
3a1pocy.

3732 Knaccuguxayusa onacnocmu cmeceii npu 0mcymcmeuu 0GHHbIX 0713 cMecell 8 YeloM:.
NPUHUUNBL UHMEPROTUPOBAHUSL

37321 Ecnu cama cmech He Oblia HCIBITAHA AJIS1 ONPEACICHUS €€ PENPOIYKTUBHONW TOKCHYHOCTH,
HO MMEIOTCSI JOCTAaTOYHbIE JaHHbIE KaK 00 OTIeNbHBIX KOMIIOHEHTAaX, TAK M O CXOYKUX HUCIBITAHHBIX CMECSIX
TSl IPaBUJIGHON OLIEHKH OITaCHBIX CBOIMCTB CMECEH, TO 9TH JaHHBIE CIEIYyeT HCIOJIb30BaTh B COOTBETCTBHU
CO CIEeIyIOUIMMH MPHHATHIMU MpPaBUJIaMU WHTEPIOJUPOBAHUSA. DTO MO3BOJISIET 00ECIEUYUTh MaKCUMAaIbHO
BO3MOXXHOE HCIOJBb30BaHHE B Mpolecce KiIacCU(UKAIMK OMAaCHOCTH HMMEIOUIMXCS IaHHBIX Ui OLIEHKH
OTIACHBIX CBOMCTB cMeceit Oe3 MPOBEIECHUs JOTIOHUTEIBHBIX HCIIBITAHUN HA )KUBOTHBIX.

3.7.3.2.2 Pazbasnenue

Ecnm wcmpTaHHas cMech MOIydeHa B XOA€ paz0aBlieHUs C IIOMOIIBIO pa30aBUTEI,
KOTOPBIH, KaK Npearoiaractcs, He BIUACT Ha PEIPOAYKTUBHYIO TOKCUYHOCTh APYTUX KOMIIOHEHTOB, TO 3Ta
HOBas pa30aBJICHHasT CMECh MOXET OBITh KIacCH(HUIIMPOBaHA KaK CMECh, PaBHOIICHHAsS WCXOJIHOM
HCITBITAHHON CMECH.

3.7.3.23 Pasznuuus mescoy napmusmu npodyxyuu

CrnexyeT MCXOOUTHh M3 TOTO, YTO MOTEHIHANI PENPOAYKTUBHON TOKCHYHOCTH HCIBITAHHOM
MapTUH CMECH B OCHOBHOM DPAaBHOLIEHEH MOTEHIMANY APYrod MapTHH TOTO ke KOMMEPYECKOrO MPOIYKTa,
MIPOU3BEIEHHON TEM K€ NMPEANPUATHEM-U3TOTOBUTENIEM HIIM TIOJ] €70 KOHTPOJIEM, 32 UCKIIIOUYEHHEM CIIy4aeB,
KOIZla MMEIOTCS OCHOBAHUs IIOJIaraTh, 4TO CYIIECTBYET 3HAYUTEJIBHOE Pa3IM4YUE COCTABA, HU3MEHSIONIEE
MOTEHIIMAT PENPOAYKTHBHOM TOKCHYHOCTH HEMCIIBITAHHON NapTHH. B Takux ciyuasx TpeOyeTcs HpOBOANUTH
HOBYIO KJIACCH()HKALHUIO.

3.7.324 Cxooicue 8 3HauumenbHol mepe cmecu
Ecnu:

a)  wuMerorcd aBe cMecu. i) A +B;
i) C+B;
b)  xoHueHTpauus KOMIOHEeHTa B, TOKCHYHOrO Ul PENPOAYKTHBHON (PYHKIIUH, SABJISAETCS

O,Z[I/IHaKOBOfI B 00enx CMECHX,

C)  KOHLEHTpauus KOMIOHEHTa A B CMeCH i) paBHa KOHIEHTpaluu KommoHeHTa C
B CMecH ii);

d) JaHHbIE, Kacaroluecs TOKCHYHOCTH KOMIIOHEHTOB A u C, MMEIOTCA B HAIUYAH U
PAaBHOLEHHBI, T.€. 3T JABAa KOMIIOHEHTAa OTHOCSATCS K OJHOMY M TOMY K€ KJaccy
OMAaCHOCTH M, KaK IPEAINOoNaraercs, HE BIMSIOT Ha PENPOIYKTUBHYIO TOKCUYHOCTh
KOMITOHeHTa B.

Ecnu cmech i) wn i) yxe KiacCHpUIIMPOBAHbI ITyTEM HCIBITAHUIA, TO APYyras CMECh MOXKET
OBITH OTHECEHA K TOMY K€ KJIACCY OIACHOCTH.
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3.7.33 Knaccudpuxayusa onacnocmu cmecegoil npooyKyuu, Ko20a UMeromcsa OaHHble no 6CeM
UHZPeOUEeHMAM WU JIUULL HO HEKOMOPbIM UHZDEeOUEHMAaM CMeCu

37331 CMmech knaccu(uIupyeTcst B Ka4eCTBE PEIPOAYKTHBHOTO TOKCHKaHTa, KOTAa MO KpaiHen
Mepe OAMH MHTpeIueHT OblT oTHeceH K Kimaccy 1 mm 2 mo penpoayKTHBHON TOKCHYHOCTH M TIPHCYTCTBYET
Ha YPOBHE WM BBIIIE COOTBETCTBYIOIIETO IMOPOTOBOTO 3HAYCHHS/MPEICIBHOIO 3HAYCHHS KOHIICHTpAIIUH,
rnokaszanHoro B taomuue 3.7.1, auxe, nug KitaccoB 1 1 2 COOTBETCTBEHHO.

3.7.332 CMech KnacCupUIUPyeTCs, UCXOIs U3 BO3JICHCTBHS Ha JIAKTAIMIO MM Yepe3 Hee, Korja mo
KpaiHell Mepe OJMH M3 WHTPEIHEHTOB KITACCH(PHUIMPOBAH KaK OKA3LIBAIONIHIA BO3/EHCTBHE HA JAKTAIUIO
WM 4epe3 Hee W MPUCYTCTBYET HA YPOBHE, PABHOM HIIM IMPEBBIMIAIOIIEM COOTBETCTBYIOIIEE MOPOTOBOE
3HAUCHHUHU/TIpEICIbHOE  3HAYCHHE KOHIIEHTPAIMM, YyKazaHHoe B Tabmume 3.7.1, B  OTHOIICHHH
JIOTIOJTHUTENIBHOTO KJTacca JUTs BO3JCHCTBHUS Ha JIAKTAIIMIO WITH Yepes3 Hee.

Taoauua 3.7.1:  TloporoBble 3HaueHusi/nipeebHbIe 3HAYEHUSI KOHIIEHTPAIUY HHTPEMEHTOB
cMecH, KJIaccu(PUIIMPOBAHHBIX B KA4eCTBE PEeNPOAYKTHBHBIX TOKCHKAHTOB
WJIH HA MPeIMeT BO3/elCTBUS HA JIAKTAIIMIO WU Yepe3 Hee, YTO sIBJISIeTCS
OCHOBAaHHMEM ISl KJIACCH(PUKAIMH OMACHOCTH CMeCH"

IMoporoBbie 3HaYeHus /TIpe/ieSbHbIE 3HAYEHNST KOHIIEHTPAIUH,
00yCJIOBJIMBAIONIHE KJIACCH(PUKAIIHIO CMECH KaK:

HNurpeanenTsl "
. N OTIOTHUTETBHBII
KJIaCCH(UIMPOBAHHEIE PenpoaykTuBHBIH PenpoayKkTHBHbBIH A N
KaK: KJIacc Mo BO3eiiCTBHIO
. TOKCHKAHT TOKCHKAHT 1A TAKTAIHIO
Kaacca 1 Knacca 2
WJIH Yepe3 Hee
PenpotyKTHBHBIN > 0,1% (npumeuanue 1)

TokcukanT Knacca 1 > 0,3% (npumeuante 2)

PenporyKTHBHBIN > 0,1% (npumeuanue 3)
TokcukaHT Kiacca 2 > 3,0% (nmpumeuante 4)
JIOTOSTHUTENBHBIN KJTACC TTO > 0,1% (npumeuanue 1)

BO3EHCTBHUIO HA JIAKTAIIHIO - -
WK Yepe3 Hee

> 0,3% (npumeuanue 2)

‘ Komnpomuccnas cxema knaccuguxayuu xniouaem yuem pasiuduii 8 npakmuxe uH@popmuposaus oo

onacHocmu 6 Oeticmsyiowux cucmemax. Odcuoaemcs, Ymo KOIUHECMBO UCCIeOyeMblX cmecell Oyoem
HeOobwUM; pasiudus Oyoym ce00umvcs K npedynpeoumenbHol MapKuposKke, NOA0NCEHUE USMEHUMCS CO
epemenem 6 HanpasieHuu 6ojee Co2LacO8AHHO20 NOOX00d.

IIPUMEYAHHE 1: Eciu penpodyKkmugeHullil MOKCUKAHM WU 8eUjeCEO0, OMHECEHHOe K OONOIHUNEIbHOMY
KIaccy no 6o3deucmeuro Ha jaakmayuto uiu uepesz nee Knacca 1, npucymemeyem 6 cmecu 6 Kavecmee
unepeouenma 6 konyenmpayuu om 0,1% 0o 0,3%, mo radxcowiil pecynupyrowuii opean 6ydem mpebosams
ungpopmayuro na IIB ona maxoeo npodykma. OOHAKO (DAKYIbMAMUBHBIM BAPUAHMOM MOJICem Oblmb
UCNONIb306AHUE NpedynpeOumenbHoUu mapkuposku. Hexomopule opeanusayuu omoadym npeonoumenue
MapKupoeke, ko2oa komnonenm npucymemeyem 6 cmecu npu konyenmpayuu om 0,1% oo 0,3%, mozoa kax
opyaue 0b6biuHo He 6ydym mpebosams 8 IMOM CAyHae UCHOIb30GAHUS MAPKUPOBKUL.

IIPUHMEYAHHE 2. Eciu penpo0ykmusHulll MOKCUKAHM UL 8eUeCB0, OMHECEHHOe K OONOJIHUMEbHOMY

KAAccy no 6o30elcmeuro Ha aakmayuro unu uepesz wee, Kiacca 1 npucymemeyem 6 cmecu 6 xauecmee
xomnonenma 8 konyenmpayuu > 0,3%, mo npeononraecaemca nanuyue u 115, u maprkuposxu.
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IIPUMEYAHHE 3. Ecau penpodykmusHulii moxcukanm Knacca 2 npucymcemeyem 6 cmecu 8 kawecmee
komnonenma 6 konyenmpayuu om > 0,1% oo 3,0%, mo kaswcowvii pecyrupyrowuii opean 6yoem mpebosams
unghopmayuio o maxom npooykme ua I15. OOnaxo axynomamuenvim 6apuanmom 6ydem uUcnoIb306anue
npeoynpeoumenvHol mMapruposxku. Hexomopvie opeanvl npeonoumym ucnoavb308ams MAapKuposKy, Ko20a
Komnonenm npucymcmeyem 6 cmecu 6 xonyenmpayuu om 0,1% 0o 3,0%, mozoa xax opyeue obwviunO He
mpebyiom 6 makom ciydae UCnOIb308aHUe MAPKUPOBKU.

IIPUMEYAHHUE 4. Ecnu penpooykmuseHulii mokcuxanm Knacca 2 npucymemeyem @ cmecu 6 xauecmee
komnonenma 6 konyenmpayuu > 3,0%, mo npeononacaemces naruuue u I1B, u mapruposku.

374 HNudopmupoBanne 00 onacHOCTH

OOure U KOHKpETHBIE CBENEHHs, Kacalomuecs: TpeOOBaHUH K MapKUPOBKE, MPUBOAATCS B
I'naBe HUngopmuposanue 06 onacnocmu.  mapkuposka (I'maBa 1.4). B Ilpunoxenun 2 copepxarcs

pesroMupyronre TaOIUIBl MO0 KiacCHDUKAIMH ONMACHOCTH M MapKupoBke. [Ipminoxkenue 3 coIepKUT
MIPUMEPHI IPEIYTIPEANTEIHHBIX HAINCEH U MUKTOTPAMM, KOTOPBIE MOTYT OBITh UCTIOJIB30BAHBI TaM, I/I€ 3TO

Pa3spCiCHO KOMIICTCHTHBIM OpPI'aHOM.

Taéauna 3.7.2. DjieMeHThl MAPKUPOBKH, MPETyNPeKIAIOIINE 0 PENPOTYKTUBHON TOKCHYHOCTH
JlonmoaHuTeIbLHBII
KJIace JJjst
Kmacc 1A Kaacc 1B Kaacc 2 BO3/IeiiCTBUS HA
WIH yepe3
JAKTAIUIO
CuMBO OmacHOCTb IId OmacHOCTb IId OrmacHOCTE IA Cumeon
3/I0pPOBBS YETIOBEKA | 3/I0pPOBbS YETIOBEKa | 3IOPOBBS YeJIOBEKa omcymcmeyem
CurnajabHoe Cuenanvhoe c1060
OmnacHo OmnacHo OcTOpOXHO
CJIOBO omcymcmeyem
Kpartkas MoxeT okaszaTh MosxeT okas3aTb CymectByer Mo:xeT HaHECTH
XapaKTepUCTUK BpeaHOE BpEIHOE MOI03pEHUE O ymepo aetsam,

a OIMMaCHOCTH

BO3IEHCTBHE Ha
(hepTUIBLHOCTD WU

BO3JICHCTBUE Ha
(hepTUIHLHOCTD WITH

HAHECCHUU ylepOa
(bepTUIHLHOCTH HITH

HAHOCHTH yIIepO HAHOCHTH yIIIepO HEPOIUBIIEMYCSI

HEPOIMBIIEMYCSI HEPOIUBLIEMYCSI pebenky (ykasarb

pebenky (ykasaTh pebenky (ykasarhb KOHKPETHOE
KOHKPETHOE KOHKPETHOE BO3/CHCTBHE, €CITU

BO3JEHICTBHUE, €CIIU
TaKOBOE M3BECTHO)
(ykasath myTh
MOCTYIJICHUSI B
OpraHu3M, eciu
yOeauTensHO
JIOKa3aHo, YTO
HHUKaKHe IPyTrHe

BO3JCHUCTBHE, €CIIU
TAaKOBOE M3BECTHO)
(yxa3zatb myTh
MOCTYIUIEHUS B
OpraHu3M, €CIIH
yOeauTensHO
IIOKa3aHo, YTO
HUKaKHe JIPyTHe

TAaKOBOE M3BECTHO)
(yka3ath myTh
HOCTYIJICHUS B
OpraHu3M, eCiu
yOeuTenbHO
JIOKa3aHo, 4TO
HHUKaKHe PyTrHe

IIYTH MOCTYIIJICHUA B

MYTH TOCTYIUICHHS B | IyTH HOCTYIUICHHS B OpraHu3m
OpraHu3M OpraHu3M HE SIBJISIOTCS
HE SIBIISIIOTCS HE SBIISIIOTCS OIaCHBIMH)
OTaCHBIMH) OTaCHBIMHU)

BCKapMJIMBA€MbIM
T'pyaAHBIM MOJIOKOM.
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375 CxeMa NpUHATHA pellleHUs NPH KIaccHpuKanuu

3751 Cxema npunamus pewteHus 011 ORACHOCHU PenPOOYKMUBHOU MOKCUUHOCIU
[MpuBomMMasl HWXE CXeMa NPUHATHSA PEIICHUS HE SBISETCS 4YacThIO COTJIACOBAHHOW

CUCTEMBI Kiaccu(UKaIMKH OMACHOCTH, a MPENCTaBIIeHa 3/IeCh B Ka4ecTBE JIOMOJHUTEILHOTO PYKOBOJICTBA.

Jluiy, OTBETCTBEHHOMY 3a KJIaCCU(HKAIMIO, HACTOSATEIBHO PECKOMEHIYETCS U3YYHUTh NPHBEICHHBIC BBIIIEC

KPUTEPHUHU U UCIIOIb30BaTh UX MPU IPUHATUH PELICHHUS.

37511 Cxema npunsmus pewtenust 3.7.1 015 sewecms

BemecrBo: MIMer0TCs i IaHHBIE 110 BEILIECTBY O €0 PEMPOAYKTUBHOM Knaccudukarms

TOKCHUYHOCTH ? HEBO3MOKHA

[

MOKHO JIH ClI€NaTh, CoracHo kpurepusm (cM. 3.7.2), 3aKIoue Hie
OTHOCHUTEJILHO BEIIECTBA, YTO OHO: Kiacc 1

a) HM3BECTHO KaK TOKCHKAHT, OKa3bIBAIOII M1 BO3IEMCTBHE HA
PETPOYKTUBHYIO (DYHKITHIO YEITOBEKa, HIIA

b) kak mpeamonaraercs, sIBISETCsl TOKCHKAHTOM, OKA3bIBAOIIIHM
BO3JICHCTBHE HA PETIPOIYKTUBHYIO (DYHKIIHIO YeJTOBEKa? Omnacro

IIpumenenue KkpuTepueB Hy X IaeTCs B 9KCIEPTHON OLIEHKE B OTHOLIEH MU
BECa UMEIOUIUXCS IAHHBIX.

[+

CyuiecTBYIOT JIH OIACE HUSI, YTO, COTJIaCHO KputepusiM (cMm. 3.7.2),
JIAHHOE BEIIECTBO SBISIETCA TOKCHKAHTOM, OKa3bIBAIOII UM BO3/IC NCTBHE
Ha PENPOYKTUBHYIO (DYHKIIHIO YeJIOBEKa?

[IpumeHeH Ve KpUTEPHEB HYKIAACTCS B KCIIEPTHOM OI[CHKE B
OTHOIII€HUH BECa UMEIOILUXC S JaH HbIX. OcTOpOoXKHO

Her

He xnaccudunmpyercs
KaK PErpOTyKTUBHBIHA

TOKCHKAHT
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37512 Cxema npunsamus pewenus 3.7.2 015 cmecell

CmMmech:

Coep KHUT M CMECh OJIUH MK 00JIee KOMIIOHEHTOB, OTHECEHHBIX
K Kiaccy 1 1o penpoayKTHBHON TOKCHYHOCTH TIPH:

a) >0,1%%?

b) >0,3%?

Co;lepme JIX CMECh OJVH WJIM 00Jiee KOMIIOHEHTOB, OTHECEHHBIX
K KJ1accy 2 110 penpoayKTUBHONH TOKCHYHOCTH TIPH:

a) >0,1%?
b) >30%%?

Her

Hszmenennas knaccughuxayus 0151 KOHKpemHO20 Cyyas

Kﬂaccugbukauwl ondacHocmu, OCHO6AHHAA HA OMOENbHbIX KOMNOHEHMAX CMecu

Krnaccudukammst cmeceil OCHOBBIBAETCS HAa HMMEIONIMXCS JAHHBIX HMCIBITAHUH TIO OTAEIbHBIM

WHIPEIUEHTAM CMECH C HCIIONB30BaHUEM MOPOTOBBIX 3HAYCHHUH/TIPEACTbHBIX 3HAYCHHH KOHICHTPALUN IS
9THX WHrpeareHToB. Kiaccumdurkamus moxer OBITh M3MEHeHa B OTAEJBHBIX CJIy4asix, HCXOId W3
MUMEIONMXCS JaHHBIX HMCIBITAHWA JUIS CMECH B IIEJIOM MM HA OCHOBE IPUHLMIIOB HHTEPIIOIHP OBaHHS.
CM. IBMCHEHHYIO KJIacCH(UKAlMI0 HA OCHOBE Ka)KIOTO KOHKPETHOTO cilydas Hibke. JlONOJHHTENbHBIE
oIPOOHOCTH CM. pasnensl o kpurepusx B 3.7.3.1, 3.7.32u 3.7.3.3.

Kmacc 1

OmnacHo

Knacc 2

]

'

OCTOpOXHO

HNwmerorcs mu
AHHBIE 110

CMCCHU OKOHYATCJIbHBIMH U

CMECH B LIEIOM?

YUIHUTHIBAIOIIMMH JI03Y U JPYTHE TaKHe
(aKTOpBHI, KaK MPOIOIKUTEITHEHOCT,
HaOII0 IeHUE ¥ aHaju3 (HaIpuMep,

CTATUCTHYECKHMI aHATU3, UCITBITAHKSA Ha
YYBCTBHUTEJILHOCTD) CHCTEM UCITBITAHHS
PETIPO YK THBHO CTH?

SBasiroTCA M PE3YyIbTAaThI HCIIBITAHUH 10

MOTyT Il NPUMEHATHCS NPUHIUITHI HHTEPIIOHPOBAHHS 2
(cm. kputepun 3.7.3.2.1-3.7.3.2.4)

He xnaccugpunnpyercs I

OTtHectu
K COOTBET-
CTBYIOIIEMY
KJIaccy

v’
OmnacHo
WIH
OcTopOXKHO
Wi
He xnaccudu-
UpyeTCs

CwM. BbIIIe: KIacCU(pUKAIIAS HA OCHOBE

OTACJIbHBIX KOMIIOHCHTOB CMCCH.

2

suauenuil konyenmpayuu' 6 nynkme 1.3.3.2 I'asvr 1.3 u 6 mabnuye 3.7.1 nacmosiweri Inagoi.

3

9motl cmecu 00ICHbL ObIMb YOeOumenbHO 0O0CHOBaHHbIMU 6 coomeemcmeuu ¢ 3.7.3.2
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3752 Cxema npunamus pewtenus 015 KaccuuKayuu onacHoCMu 6030€liCMeUs Ha Wil Yepe3
JaKkmauuiro
37521 Cxema npunamus pewenus 3.7.3 015 6ewjecma

JloTIOMHUTEITBHBIN KJ1ace
JUTSI BO3/IEMCTBUS HA WITH

kpurepues (cMm. 3.7.2)? 4epe3 JaKTaLHUIO

BrI3bIBaeT I JaHHOE BEIECTBO OIIACCHUS B OTHOIIICHUHU
3M0POBBS BCKaPMJIMBAEMBIX TPYABIO I€TEH, UCX OIS U3

He
KJIacCUUIUPY €T CS

3.752.2 Cxema npunsamus pewenust 3.7.4 0ns cmecetl

Cwmech: Kiaccudukamms cmeceidl OCHOBBIBACTCS Ha HWMCIONIMXCS JAHHBIX HUCHBITAHUWA TIO OTAEIbHBIM
HHIPEINEHTAM CMECH C HCIOJIb30BAHMEM IIOPOrOBBIX 3HAYEHUI/PENeNbHbIX 3HAYEH UM KOHIEHTPAIlHK [UIs
3TUX UHIpeaAreHTOB. Kitaccudukarmsi MoK eT ObITh K3MEHEHA B 0T/ eJIbHBIX CJIYdasiX, UCXOs U3 UMEIOIIUXCSI
JIAHHBIX W CTIBITAHUNA JUIS CMECH B IICJIOM HJM Ha OCHOBE MNPHWHIMIIOB WHTEproismuu. CM. M3MEHEHHYIO

KIacCU(DUKALMIO HAa OCHOBE KaXJIOro KOHKPETHOro ciiy4yas Huoke.  JIOMOJNHHUTENbHBIC MOIpo0HOCTH
cM. kputepun B 3.7.3.1, 3.7.3.2u 3.7.3.3.

Kﬂaccud)ukauuﬂ, OCHOBAHHAS HA OMOEIbHBIX uHepedueHmax cmecu

CoMIep KUT JIK CMECH OJIMH WK GoJiee KOMITOHEHTOB, JI oI OJTHHATE TBHBIH
KJIacC MMM POBAH HBIX T10 BO3JIEMCTBHIO HA JIAKTALUIO MU KJIacc
4epes Hee Ipu. JUISL BO3JIEHCTBUS
a) > 0,1%2? Ha JIAKTALI IO
b) >0,3%%? WITH Yepe3 Hee

H
er He

KI1acCHUITUPYETCS

(ITpooonsicenue na cuedyoweii cmpanuye)

2 .
KOHermele npec)eﬂbele 3HA4YeHUusd KOHyeHmpayuu cm. " Ucnonvzosanue nopocoevix 3Haquuu/npedeﬂbelx

snauenuil konyenmpayuu' 6 nynxme 1.3.3.2 Iaswot 1.3 u 6 mabnuye 3.7.1 nacmosiweri Inagoi.
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Cxema npunsimus pewenusi 3.7.4 0ns cmeceut (npooonoicenue)

H3menennas maccugbukauuﬂ o KOHKPpENIHO2O0 Cliydas

Nmerorcst nu naHHbBIE

IO CMECH B LIEJIOM ?

Her

SIBnstOTCS K PE3yAbTATHI MCTBIT AHU U
0 CMECH OKOHYATeJbHBIMU U
YUUTHIBAIOUIMHU 103y U TaKUe IpyTue
(hakTOpBI, KaK MPOIOIDKUTEITLHOCT

HAOJIFO/ICHHS ¥ aHau3 (Hampumep, JlonOJTHY TEJTh HBIi
CTATHCTHYEC KU aHAIN3, UCITHITAHH SI KIacc
Ha YYBCTBHT €JIbHOCTE) CHCTEM JUIs1 BO3JIeH CTBUS

HCIIBITAH M PEPOAYKTUBHOCTU ? Ha JJaKTalluro

WJIM Yepe3 Hee

be3 cumsona

Bes cuenanvnozo
croea
MOTYT JIH [IPUMEHSITCS PUH LAITBI MHT PIIOJISIIHH 2 i
(cM. xpurepun B mynkTax 3.7.3.2.1-3.7.3.2.4) Ha He
Knaccuuumpyercs

CM. BBIIIIE: KJIac CU(UKAIHSI HA OCHOBE

3

OTACIIbHBIX UHIPC AUCHTOB CMCCH.

Ecnu oannvle no ()pyZOl:i CMeCU UCNOTIb3YIOMCA nNpU NPUMEHEeHUU NPUHYUNOo6e UHmepnoAyun, mo oaHmuvle no

9motl cmecu O0NICHbL OblMb YOeoumenbHo 060CHO8aHHbLIMU 6 coomeemcmeuu ¢ 3.7.3.2.
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I'JIABA 3.8

CIIEHUPUYECKAS U3BUPATEJIBHAA TOKCUYHOCTD,
HHOPAJKAIOIIASL OTAEJbHbIE OP'AHBI-MHUIIIEHN
TP OAHOKPATHOM BO3JIEUCTBUU

381 Onpenenenusi u cBeeHusi 0011ero Xapakrepa

3811 Ilenms HacTostmeit I'1aBbl COCTOUT B TOM, YTOOBI 00ECIIEUNTh CPEICTBA TS KITacCH(DHUKAITIN
OTMMAaCHOCTH BEIIECTB, BBI3BIBAIOIINX B PE3yJbTaTe OJHOKPATHOTO BO3/ICHCTBUS HECMEPTEILHYIO TOKCHYHOCTh
OopraHa-MHUIIICHH. BKIIIOYAIOTCS BCe 3HAYMTEIBHBIC MOCIESACTBYS JIUIS 37I0POBBsI, KOTOPBIE MOT'YT HApYIIHTh,
Kak 00paTHMO, TaK ¥ HEOOPATUMO, U HEMEJICHHO W/WIK BIIOCIIEACTBHH (DYHKIIMHA OpraHU3Ma M KOTOPbIE HE
paccmarpuBarotcsi KoHkpeTHO B ['maBax 3.1-3.7 u 3.10 (cm. Taxke 3.8.1.6).

3.81.2 Kiraccudukarus onacHOCTH OIpeessieT XUMIIECKIE BEIIeCTBa I CMECH KaK TOKCUKAHTHI
JUIS. KOHKPETHOTO OpraHa-MUIICHH U B KAaYeCTBE TAKOBBIX MPEACTABIAIONIMX MOTCHLIHMAIBHYIO OMAacHOCTh
JUISL 30POBBS JTIOJCH, MOABEPraIOIIUXCS UX BO3ICHCTBUIO.

3.8.1.3 Knaccudukamms 3aBUCUT OT HATHYUS HAJAESKHBIX CBUAETEIHCTB OJHOKPATHOTO BO3IEHCTBUA
TaKOTO BEIIeCTBa, MPUBOIAIICTO K YCTOWYUBBIM U UICHTH(PUIIMPYEMBIM TOKCUKOJIOTUYSCKUM TTOCIICICTBHIM
y JoAed WM Yy TMONONBITHBIX JKHBOTHBIX, TOKCHKOJOTMYECKHM 3HAYMMBIM W3MEHEHHSM, KOTOpbIE
BO3JCHCTBYIOT Ha (PYHKIMIO MM MOP(OIOTHI0 TKaHK/OpraHa, WK TPUBOJIAIIETO K CEPhE3HBIM H3MEHCHHUSIM
OMOXMMHUYECKOTO COCTaBa WM TeMAaTOJOTMH OpPraHW3Ma, M OT HAIW4YUS HM3MEHEHWH, OKa3bIBAIOIIMX
BO3JICCTBHE Ha 3[0pOBbE uenoBeka. [lomuepkuBaercs, 4TO HNaHHBIE MO BO3JCHCTBUIO HA OPraHU3M
YEeJIOBEKA OYAYT SBIATHCS TJIABHBIM HCTOYHUKOM JTOKA3aTEIbCTB ISl 3TOTO BHA OMTACHOCTH.

38.14 HpI/I OLCHKC CIICAYCT YUYUTBIBATHL HC TOJIBKO 3HAYUTCIIbHBIC U3BMCHCHUSA B OJHOM OpTraHC UIIN
OMOJIOrnYEeCKOM CUCTEME, HO TaKXC W MHUPOKO PpaCHpOCTPaHCHHBIC HW3MCHCHHA MCEHEC CEPLE3HOTO
XapaxkTepa, OXBaTbIBAIOUIUEC PA] OPraHOB.

3.8.15 TokcHyHOCTh ISl Psiia KOHKPETHBIX OPraHOB-MHUILIEHEH MOMKET BO3HHUKATh B PE3yJbTaTe
T000T0 TYTH BO3ACHUCTBHS Ha OpPraHWU3M, UMCIOIIETO OTHOIICHHE K JIIOJSM, T.e. B MEPBYIO Oouepeab NpU
NPOTJIaThIBAaHUH, IONAJaHUK Ha KOXKY WM IPU HHTAJSIIMOHHOM BO3/IEHCTBUU.

3.8.16 TokcuuHOCTh AN psifa KOHKPETHBIX OpraHOB-MHUIIEHEH, BO3HMKAIOMAs B pe3yJbTare
MHOTOKPATHOTO BO3IeHCTBUsI, Kinaccuduimpyercs B CI'C aHATOrHYHO OMMCAHHIO, PUBOAUMOMY B I 1aBe
Cneyugpuueckas u3dupamenvHas MOKCUYHOCMb, NOPANCAIOWAS.  OMOCNbHbIe —OP2AHbI-MUWEHU NpU
MmHoeokpamuwlx  eoz0eticmeusx (InaBa 3.9), u modToMy HCKIIOYeHA M3 Hacrosimied [maBel.  [J[pyrue
KOHKPETHBIC BHIBI TOKCHYHOTO BO3CHCTBHS, MMEPEUHCIICHHBIC HIDKe, oleHuBaotcs B CI'C oTaensHO H,
COOTBETCTBEHHO, HE BKJIFOUCHBI B TaHHYIO [ J1aBy:

a)  ocrpas TokcuuHocThb (I'masa 3.1);

b)  paspenanue/pazapaxenue koxu (I'masa 3.2);

c)  cepwesHoe nmoBpexaeHue/pasapaxenne ria3 (I'masa 3.3);

d) pecnuparopHas unu KoxHas cencnounmsanus (['asa 3.4);

€)  MYTareHHOCTb MOJIOBBIX KiieTok ([naBa 3.5);

f) kanmeporennocts (I'masa 3.6);

g) penpoayktuBHas TokcHuHOCTh (['1aBa 3.7); u

h)  tokcmunocTs mpu actupartuu (I'masa 3.10).
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Kpurepun knaccudukarym, yka3aHHbIe B HacTosiell [7aBe, mpencTaBieHbl B BUE

kpurepreB st BemectB KiaccoB 1 u 2 (cm. 3.8.2.1), kpurepueB s BemiectB Kiacca 3 (cm. 3.8.2.2) u
kputepues s cmeceit (cm. 3.8.3). Cu. tarxke puc. 3.8.1.

3.8.2

3.8.21

38211

Kpurtepumn kiaccupukanuy onacHOCTH 1JIs1 BelleCTB
Knaccugpuxayus eewgecme no Knaccy 1 u Knaccy 2

BemecTBa kiaccupUIUPYIOTCS Ha MPEAMET HEMEUIGHHOTO WIIM OTJAJICHHOTO BO3/ICHCTBUS

1O OT/ACNBHOCTU C HCIOJIb30BAaHHEM OSKCICPTHOW OIICHKM Ha OCHOBE COBOKYIMHOCTH BCEH HMMEIOLICHCS
HH(OPMAIUY, BKIIFOYas MCIIOIB30BAHHE PEKOMEHIOBAHHBIX OPHEHTHPOBOYHBIX 3HadeHuit (cm. 3.8.2.1.9).
3aTeM BeIleCTBA OTHOCATCS K OJHOMY M3 JIBYyX KJIAacCOB OINACHOCTH B 3aBUCHMOCTH OT XapakTepa H
Cepbhe3HOCTH HAaOMIOAaeMbIX nocieacTuii (puc. 3.8.1).

Pucynok 3.8.1: Kaaccel onacHocTH sl cienpuieckoii n30MpaTesibHOIl TOKCHYHOCTH, MOPaKaK0IIen

OTACJAbHbIC OPraHbI-MUIIICHU B PE3yjabTaTe¢ OAHOKPATHOI'O BO3/AelicTBHSA

KJIACC 1:

KJIACC 2:

BemecTBa, BbI3bIBaKOIINE 3HAYMTEIbLHYH) TOKCHYHOCTH Yy JIOed WJIH KOTOPbIe Ha
OCHOBAHUM [AHHBIX HCCJIeI0BAHMII HA NOJONBITHBIX >KMBOTHBIX MOIYT CYHTATHCH
MOTEHUHMAJTbHO WMEKIIUMH 3HAYMTEIbHYI0 TOKCHYHOCTH sl JI0eld B pe3yjbTare
OTHOKPATHOI0 BO31eHCTBHUS

OtHecenne xumuueckoi npoaykiuu k Kiaccy 1 mpousBoaurcs Ha OCHOBE!

d) HaJEKHON M BBICOKOKAUECTBEHHOW HH(OPMAIMK CITydacB HCCIECIOBAHUS JIIOJACH WK
SMUIEMHOJIOTHYECKUX NCCIEIOBAHUIM;, NN

b) wHabmromenuit B paMKkax COOTBETCTBYIOIINX HCCIACIOBAHUI Ha TMOMOMBITHBIX KUBOTHBIX,
B XOA€ KOTOPBIX 3HAYMTENBHOEC W/HIKM OCTPOE TOKCHYECKOE BO3JeiHCTBHE
(cooTBeTCTBYIOIIEE BO3MCHCTBHIO HA 370POBbE UYEIOBEKA) OKA3bIBAIOCH MPH B LIEIOM
HU3KHAX BO3JICHCTBYIOIINX KOHIICHTPAI[HIX. OpHEHTHPOBOYHBIE 3HAYCHUS
JI03bI/KOHIIEHTpanuu TpuBoAsSTCs Hibke (cM. 3.8.2.1.9) 11 uCmoap30BaHUS B KauyecTBE
YaCcTH OLIEHKH Beca JaHHBIX.

BemecTBa, KOTOpbI€¢ Ha OCHOBaAaHMU PeE3yJabTaTOB HCCIEeI0BAHUNA HAa NOJAONBITHBIX
KHBOTHBIX MOTYT CHHTATHCH NMOTCHIIUAJIbHO OKA3bIBAIOIIIMMHA BPEAHOEC BO3/€elCTBHE HA
3A0POBLE Y€JI0BEKA I10CJI€ OAHOKPATHOI0 BO31eHCTBUA

OTHeceHre XMMUYEeCKOH mpoaykiuu K Kiaccy 2 nmpou3BOAUTCS Ha OCHOBE HAOJIIOJICHUI 110
pe3yibTaTaM COOTBETCTBYIOIIMX MWCCIIEAOBAaHMH HAa MOJOIBITHBIX JKUBOTHBIX, B XOJ€
KOTOPBIX 3HAYUTENIHOE TOKCHYECKOE BO3JEHCTBHE (COOTBETCTBYIOIEE BO3JCHCTBHIO Ha
3I0POBbE YEJIOBEKA) OKAa3bIBAJIOCh IIPH OTHOCHUTEIBHO YMEPCHHBIX KOHICHTPALUSIX.
OpHEeHTHPOBOYHBIC 3HAYEHHs J103bI/KOHIIEHTpauuKu npuBoasiTcs Hmwke (cm. 3.8.2.1.9) mus
o0JerdeHns mporecca KiacCH(pUKAINHA OTTACHOCTH.

B HCKITIOYHMTENBHBIX CIyYasX MOTYT TaKXKe HCIIOIb30BAThCS PE3yJIbTaThl HAOJMIOJICHUS HaJ
JIFOJIBMH JIJTsI OTHECCHHUST XMMHUUeCcKo# mpoaykiu kK Kimaccy 2 (cm. 3.8.2.1.9).
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KJIACC 3: Tpau3utopHble BO3/1€liCTBUSI HA OPraH-MHUILIEHb

CyIIeCTBYIOT TpPaH3UTOPHBIE BO3JCUCTBUS HA OPraH-MHUINEHb, Ha OCHOBAHHUH KOTOPBIX
BEIIeCTBO/CMECh HE MOTYT OTBEUaTh KPUTEPHSIM OTHECCHHMs K BbImieykasaHHbIM Kitaccam 1
win 2. VIMeroTcsi B BUAY BO3ICHCTBHS, KOTOPHIC HEraTHBHBIM 00pa30M CKa3bIBAIOTCS Ha
GYHKIMAX YEIIOBEYECKOr0 OpPraHM3Ma B TEUCHHE HEMPOIODKHTEILHOTO TEPUOIa BPEMEHH
Mocjie BO3ACHCTBHS M KOTOPBIE MOTYT MPEKPATHTh MPOSBIATHCSA Yepe3 JA0BOJBHO KOPOTKHI
MEPUO]T BPEMEHH, HE BHI3BAB 3HAUUTEILHOTO HAPYIIECHUS CTPYKTYPHI WK (HYHKIHH OpraHa.
BTy KaTeropuro BKIIIOYAIOTCS JIMIIb HAPKOTHYECKOE BO3ICHCTBHE H pPa3ApakeHUE
JIBIXaTeNbHBIX TyTel. BemecTBa/cMecH MOTYT OBITH KOHKPETHO KIacCH(HIIMPOBAHBI IO
STUM BHJIaM BO3JICHCTBUS, KaK 3TO OMUCHIBAETCs B mojapasseie 3.8.2.2

IIPUMEYAHHE: J[ns smux Kiaccog modcem Ovimb onpeoeien opealcucmema, nooeepeuasics
6030€liCMBUI0 KIACCUPUYUPYEMO20 8euecmed, Ul Jce Mo Gewecmeo Modcem Obimb Onpeoeneno Kaxk
obwuti moxcukarwm. Ciredyem onpedeiums 2Ia8HbLIL NOPANCAEMbLI MOKCUUHOCMbIO opeaHlcucmemy u ¢
9MOU Yenvlo Npo8ooUMd KIACCUDUKAYUIO, HANpUMED 2enamoKCUKAHMbL, HeUpPOMOKCUKAHMbL U M.O.
Cneoyem mwamenvno npogooums OYeHKY OAHHbIX, NO BO3MOMNCHOCMU, He GKII0HUamb GMOpUYHble
nocieocmeus, Hanpumep 2enamoKCUKAHI MOJCem OKA3bl8amsb 6MOPUUHOe 6030elicmeue Ha HepeHyIo Ulu
2HCeNYOOUHO-KUWEUHYIO CUCTEM) .

3.8.2.1.2 Crnenyet onpeaeniaTb COOTBETCTBYIOIINI MyTh BO3/ICHCTBUA Ha OpPraHU3M HAHOCSIIETO Bpe
KJIacCU(UITMPYEMOTO BEIECTRA.

38213 HeoOxomumocTh  kiaccupuKalMyd OMACHOCTH OMpPEHENseTCS Ha OCHOBE CYKICHHUS
9KCIEPTOB, ONpPEACISIONMX BEC BCEX OJJEMEHTOB HH(MOpMAalMH, W C Y4YETOM IPHBOAUMBIX HIDKE
PYKOBOJAIINX YKa3aHUH.

38214 Bec Bcex moNy4YeHHBIX [JAaHHBIX, BKIIOYas JaHHbIE O TMOCICACTBUSIX I JIIOJCH,
STMHJIEMHOJIOTHIO W PE3YJIbTaThl MCCIIEOBAHUMN, MTPOBEICHHBIX HA ITOJIOMBITHBIX YKHBOTHBIX, UCIIONL3YETCS
JUIsE 00OCHOBaHHUS TOKCHYECKOIO BO3JCHCTBUS HAa KOHKPETHBIC OPIaHbI-MHUIICHH, KOTOPOE ONpEAessieT
HEO0OXOJUMOCTh MPOBENICHUS TAKOH KIacCU(UKAIIUU OMTACHOCTH.

3.8.215 Hupopmaliuio, TpeOYIOUIYIOCS IS OLIGHKM TOKCHYECKOI'O BO3ICHCTBUSA HA KOHKPETHBIC
OpraHbI-MHIICHH, MOJYYalOT JIMOO MO pe3yibTaTaM OHOKPATHOTO BO3CHCTBHS Ha YEIOBEKa, HAIPUMED,
BO3JICHCTBHE MO MECTY JKUTEIbCTBA, HA paboUeM MECTE MM BO3JICHCTBHS OKPYXAKOIICH Cpelibl, a TAKXKE IO
pe3yibTaTaM HCCICIOBAaHUM, MPOBOAMBIINXCS HA MOJOMBITHBIX JKHBOTHBIX. OOBIYHO HCCIICAOBAHUS HA
YKMBOTHBIX MTPOBOSATCS HAa KPbICAX WJIM MBIIIAX, TAOIIMX HHPOPMAIIMIO O HAIMYUH OCTPOH TOKCUYHOCTH, U
MOTYT BKJIIOUYaTh KIMHHYECKHAE HAOMIOACHUS W TOAPOOHBIC MAKPOCKOMUYECKHE W MHUKPOCKOMUYCSCKUE
UCCIIEI0OBAHUS, JAOIINEe BO3MOKHOCTD BBISBIIATH TOKCHYECKOE BO3JCHCTBUE HA OTICIbHBIC TKAHU/OPraHbI.
Pe3ynbTaThl McCieA0BaHUNA OCTPOM TOKCUYHOCTH, ITPOBOJIMBIIMXCS HA JPYTUX BHUJIaX, MOTYT TaKXe JaBaTh
MOJIC3HYI0 HH(OPMAIIHIO.

3.8.216 B UCKIIOYMTENBHBIX CIydasx Ha OCHOBE CYXKICHHS DJKCIEPTOB MOXKET OKa3aThCs
1[eJIeCO00Pa3HBIM OTHOCHTh HEKOTOPBIE BEIIECTBa, 00JIaA0NINe TOKCHYHOCThIO B OTHOIICHWU OTJIENBHBIX
OpraHoB-MHIIIEHEH yenoBeka, K Kitaccy 2: @) Koraa Bec JaHHBIX O BO3JICHCTBUH Ha YEJIOBEKA HE SBJISIOTCS
JIOCTaTOYHO yOeAWTEeIbHBIME IS OTHeceHus BemiectBa K Kmaccy 1, n/unm b) Ha ocHOoBaHWHM Xapakrtepa U
CEphE3HOCTH TIOCHEACTBHA. JI03y/ypOBHM KOHIIGHTPAMK Yy JIOAEH He CIeayeT pacCMaTpuBaTrh IS
KJIACCU(PUKAIIUHN OMACHOCTH, W JIFOOBIe UMEIONINECs JaHHBIE M0 MCCICIOBAHHUIO )KHBOTHBIX HE MOTYT OBITH
paccMOTpeHbl Kak cooTBeTcTBytomue Kitaccy 2. JIpyrumu cjoBaMHu, €CIM TakKe HMEIOTCS JaHHBIC O
’)KUBOTHBIX B OTHOIICHWHM COOTBETCTBYIONIETO BEIIECTBA, KOTOPHIE OOOCHOBBIBAIOT OTHECEHUE 3TOTO
BemiecTBa k Kiaccy 1, To Takoe BemecTBo cienyeT oTHOCUTH B Kitaccy 1.
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3.8.2.1.7 Bosoeiicmesus, noomeepoicoarowue omuecernue k Knaccam 1 u 2

382171 s ToATBEepKACHUS KJIACCU(UKAIIUM OIMACHOCTU HCIOJB3YIOTCS JaHHBIC, CBSI3aHHBIC C
OJTHOKPATHBIM BO3JICHCTBHEM BEIIECTBA CO CTOUKUM TOKCHUYECKUM 3P dekTom.

3.8.2.1.7.2 OTMeueHO, 4TO JaHHbIC, MOJYYCHHbIC Ha OCHOBE OMBITA/OTACIBHBIX CIy4acB, CBSI3aHHBIX C
YeJI0BEKOM, MPUBOIATCS TOJIBKO B OTYETaX O BPEAHBIX MOCIEJACTBUAX I 37A0POBBS, 3adacTyio 0Oe3
JOCTaTOYHO MOAPOOHOTO OMHMCAHUS BO3ACHCTBHUS, U MOTYT HE COJAEPXATh HAYYHOW MH(OPMAIMH, KOTOpas
MOXET OBITh TOJIydeHA MPU TMPOBCICHUU MPABHIBHO OPraHW30BAHHBIX HMCCICIOBAHMN Ha ITOIOIBITHBIX
JKMBOTHBIX.

382173 JlaHHbIe HaJJIeKAIUM 00pa30oM IPOBEACHHBIX MCCIICIOBAHMNA HA IOJOMBITHBIX JKMBOTHBIX
MOTYT TPEIOCTABUTh 3HAYUTEILHO OOJbIICe KOJUYECTBO MOAPOOHON uWH(pOpMAlMU B BHAE HAYUHBIX
HAOJIOICHNH, a TaKkKe MAKPOCKOMUYCCKUX W MHUKPOCKOMUUECKUX MATOJIOTHUSCKUX HCCICTOBAHUM, YTO
3a9aCTyI0 MOXKET TOBOPHUTH O CYIIIECTBOBAHUH OIMACHOCTH, KOTOpPAsk XOTS M HE YrpOXKaeT )KHU3HHU, HO MOXKET
yKa3bIBaTh Ha (QYHKIIMOHAIIBHBIC paccTpoiicTBa. COOTBETCTBEHHO, BCE MMEIOIIMECS JaHHbIC U HH(OpMAIHS,
OTHOCSIIASACSA K 370POBBIO YEIOBEKA, JOKHBI MPUHUMAThCS BO BHHUMAHHE B MpoOIeCcCe KIACCH(PUKAINU
OIACHOCTH.

HpI/IMepI)I COOTBCTCTBYIOIICTO TOKCHUYCCKOI'O BO3HeﬁCTBHﬂ Ha 4YeJloBeKa W/WIN KUBOTHBIX
IPUBOIATCA HUXKE:

a) 3a0051€BaeMOCTh B PE3YNIBTATE OJHOKPATHOTO BO3/IECHUCTBUS,

b) 3HaYUTeNbHBIE (PYHKIMOHATBHBIE N3MEHEHUSI 0oJiee cephe3HbIe, YeM TPaH3UTOPHEIE,
0 CBOEMY XapakTepy B pECOUPATOPHOM CHUCTEME, LIEHTPAJbHOW  WJHU
nepudepruaeckoil HepBHON CHCTEME, B IPYTHX OpraHax M APYTUX CUCTEMax OpPraHOB,
BKJIIOYAsl MIPU3HAKU JCTIPECCUU LIEHTPAIbHOM HEPBHOM CUCTEMBI M MOCICACTBUS IS
OT/ICJIbHBIX OPraHOB YyBCTB (HAaIpuUMep, 3peHue, CIyX U 00OHSIHHUE);

C) JIFOOBIE 3aMETHBIE U CYIIECTBCHHLIC BPCIHBIC U3BMCHCHUS B KIIMHUYCCKUX IMapaMeTpax
IIpyU aHAJIN3EC OMOXMMHYECKOTO COCTaBa KpOBH MJIA MOYH,

d) CCPBLE3HBIC MOBPCKACHUA OpPraHOB, KOTOPBIE MOTYT OBITh OTMEUYEHBI IIpu BCKPBITUHN
u/vnm BIOCJICACTBUU PACCMOTPCHBI WM IMOATBEPKIACHLBI IIPU MUKPOCKOIINYCCKOM

HCCJICJOBAaHUU,

€) MHOT00YaroBeld i auysHeii HEeKpo3, (Gudpo3 wmiam oOpa3oBaHWE TPaHYIEMBI
B )KM3HEHHO BaXXHBIX OpraHax, 00JalaloluX pereHepaTuBHON CITOCOOHOCTBIO;

f) MOp(}OJIOruyeckne N3MEHEHUs, KOTOPble NOTEHLUAIBHO SBISIIOTCS OOpPaTUMBIMH, HO
SIBHO CBUJIETEJILCTBYIOT O 3aMETHON AUCQYHKIIUH OpraHa,;

g) CBHU/ICTEILCTBA SIBHOU CMEPTHU KIIETKH (BK.TIIO‘IEI?I JACTCHEpalUIO KJIETKU U YMCHBIICHUE
KOJIMYCCTBO KJ'ICTOK) B JKUBHCHHO BaXXHBIX OpraHax, HE CIIOCOOHBIX K pereHepanum.

38218 Ipossnenus 6o30eticmeust sewecms, He noomeepacoarouue omuecenue ux k Knaccam 1 u 2

OTMeYeHO, 4TO HEKOTOpBIE MOCTEICTBHA MOTYT PacCMaTpPUBATHC KaK HE ONMpPaBIbIBAIOLINE
KJ1acCU(UKALIHIO.

Huxe IMPUBOAUTCA HECKOJBKO TaKUX MNPHUMEPOB, BCTPCUHANOMIUXCA Y HIOHeﬁ n/nnu y
JKUBOTHBIX.
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a) KIIMHUYECKHEC Ha6J’IIO}ICHI/I$I HIIn HC6OJ'H:HH/I€ HN3MCHCHUA B YBCIMYCHUHU BECa TEJa,
MOTPEOJICHUH TIWIK WK BOJBI, KOTOPBIE MOTYT HMETh OINPEIEIIEHHOE TOKCUYECKOE
3HAUCHHWE, HO KOTOpble caMH MO ceOe He YKa3blBalOT Ha '3HAYUTENBHYIO"
TOKCHYHOCTb,

b)  HeOonpmiMe HM3MEHEHWs B KIMHUYECKHX IapaMeTpax OHOXMMHYECKOrO COCTaBa,
COCTaBa KPOBU WJIM MOYH H/WJIM MCYE3AIOLIHE TOCIICACTBYS, KOra TAKHe U3MCHEHHS
WIN MOCTEICTBUA UMEIOT COMHUTENbHBIN XapaKkTep WIM MUHUMAJIBHOE TOKCHYECKOE
3HaYCHUE,;

C) HU3MCHCHUS BECa OPraHOB, HC CBUICTCIILCTBYIOLIUC O I[I/IC(l)yHKHI/II/I OPraHoB;

d) aZlalilTUBHAsA pCaKlusd, KOTOpad HE pacCMaTpuUBACTCA B KauCCTBC OTHOCSIII_[efICH K
TOKCHKOJIOTHYECCKUM IIOCICACTBUAM,

€ BBI3BAaHHBIC BEIECTBOM U MPHUCYIIHE KOHKPETHOMY BUAY MEXaHH3MBI TOKCHYHOCTH,
T.€. KOTJ]a C JIOCTaTOYHOM CTEIIEHBI0 YBEPEHHOCTU OBLIO MPOJEMOHCTPUPOBAHO, YTO
OHH HE OTHOCSITCS K 3JJOPOBBIO UEJIOBEKA, HE MOJICKAT KITaCCH(PUKAIINNA OTIaCHOCTH,;

38219 Opuenmupogoynvie 3HaueHus, cnocoocmeyiowue exnioueHuio 6 Knaccet 1u 2 ma ocnose
Pe3yIbmamos, NOIYUEeHHbIX 8 UCCACO08ANUAX HA NOOONBIMHBIX HCUBOMHBIX

382191 Jlst obJierdeHusl MPUHATHS PEIICHUS OTHOCHTEIBHO TOTO, CIACAYET JIM KIIACCU(PHUIIMPOBATH
Kakoe-mub0 BElmEecCTBO W K KakoMmy kiaccy ero ortHocuth (Kmace 1 wmu Knace 2), ycTaHOBIIEHBI
" OpHEHTHPOBOYHBIEC 3HAYCHHUSA TO3BI/KOHIIEHTPAIIMHI /IS PACCMOTPEHHMS O3BI/KOHIICHTPAIINH, KOTOPBIE, KaK
OBLIO MPOJIEMOHCTPUPOBAHO, OKAa3bIBAIOT CEPbE3HOE BO3JCHCTBHE Ha 370pOBbe. I JIaBHBIM apryMEHTOM B
TOJIb3Y HCIONE30BAHUS TAaKUX OPUEHTHPOBOYHBIX 3HAYCHUH SIBIIAETCS TO, YTO BCE XMMHUYECKHE BEIIECTBA
MOTEHIMAIBHO SBJISIOTCS TOKCHYHBIMH, M TOJDKHA CYIIECTBOBATH OMPEIC/ICHHAs! 103a/KOHIICHTPAIINs, BBIIIE
KOTOPOH MOATBEPKAACTCS HATUIHE OMPENACIICHHON CTEIIEHN TOKCHISCKOTO BO3ICHCTBUSI.

3.8.2192 Takum 00pa3oM, KOT/a TPU HCCIEAOBAHUSAX HA >KMBOTHBIX HAOMIONAETCS 3HAYUTEIHHOE
TOKCHYECKOE BO3JCHCTBHE, YTO TOBOPUT O HEOOXOAMMOCTH TMPOBEACHHUS KiacCH(PHUKAIMH ONaCHOCTH;
W3yYeHHWE JO3BI/KOHIIEHTPAIMH, TPH KOTOPOW HAOIIOMAaeTCS TaKkoe BO3JACHCTBHE TIPH CPAaBHEHUH C
MpeiaraeMbIMH OPUEHTUPOBOYHBIMHA 3HAUYCHHUSIMH, MOXET JaTh MOJIE3HYI0 WH(POPMAIUIO, TOMOTAIOIIYO
MPOM3BOIUTE OIIEHKY MOTPEOHOCTH B MPOBEACHUH KIACCH(DHUKAIMK OMACHOCTH (ITOCKOIBKY TOKCHYECKOE
BO3JICHCTBHE SIBJISICTCSI CIICICTBUEM OMIACHOTO CBOMCTBA (CBOWMCTB) M TAKXKE 03B/ KOHIICHTPAIINH).

3.8.2.1.9.3 OpHEeHTHPOBOYHbIE WANA30HBl 3HAYCHHWH, TMpeaaraéMblX [UIS OIEHKH BO3JCHCTBHA
OJIHOKPATHOM J103bI, OKAa3bIBAOIIEH 3HAUUTEIPHOE HEJICTAIbHOEC TOKCUUECKOE BO3JICHCTBHUE, U IPUMCHAEMBIC
K HCITBITAHUSM Ha OCTPYIO TOKCUYHOCTb, pUBOASTCA B Tabimie 3.8.1.

Ta6auna 3.8.1: OpreHTHPOBOYHbIE AMANA30HBI 3HAYEHHU VIS OLIEHKH BO3/1eiCTBUS
OTHOKPATHOM 103bI"

OpHeHTHPOBOYHbIE INANIA30HbI 3HAYCHMI LIS

IIyTh HOCTYIIEHUS] B OPTAHU3M Ennaunnsi Kuaace 1 Kaacc 2 Kaace 3
ITepopanbHbIii (KPHICHI) mr/krBecatena| C<300 | 2000>C >300 |OpueHTHPOBOYHBIE
I[epMaJ'ILHHﬁ 3HAYCHUSA

mr/kr Becatena| C <1000 |2 000> C > 1000

b
(KpBICHI MJIN KPOJIMKN) HE IPUMEHSIOTCS

[Ipu MHranAUMOHHOM BO3IEHCTBHU

e V/4gy | C<2500 |20000>C > 2500
rasa (KpbIChl)
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OpHeHTHPOBOYHbIE INANIA30HbI 3HAYCHMI LIS

IIyTh nOCTYIIEHUS B OPTaHU3M Ennanusi Kuaace 1 Kaacc 2 Kaace 3
IIpy MHraNAMOHHOM BO3AECHCTBUN . C<10 20>C > 10

napa (KpbIChI)

IIpy MHraNAMOHHOM BO3AECHCTBUN . C<10 50>C>10

nbutn/TymMaHal/ ipiMa (KpbIChl)

“ OpuenmuposouHvle 3Ha4eHust U OUAna3omsl, npusedentvle evlue 6 mabnuye 3.8.1, npednaznauenvl moivko 0sl

OpUEeHmMuUposKu, ni.e. O UCNONb308AHUSL 8 KAdecmee uacmiu nooxoodd HA OCHO8e COBOKynHocmu OaHubIX U 0N
cooeticmaust NPUHAMUIO peulenHus 6 OMmHOWeHuu K/ZCZCCM([)MKHHHM onacnocmu. OHU He NPU36AHbL CIYIHCUMDb 6 Kavecmee
cmpoeco pa3a€]lum€]lele 3HAYEHUU.

b
0pueHmup060qule 3HA4Y€HUs HE YKA3AHbl, NOCKONbK) oannas KJZCICCM¢MKLZL;W OCHO6AHA 2l1ABHbIM 06pa30M Ha

ceedenusix 0 gosodelicmeuu Ha aodei. Jlannvle uccied08anull 8030eUCmeusl Ha JCUBOMHBIX MOSYM Oblmb YumeHbl npu
oyenKe 6cetl COBOKYNHOCTU OQHHBIX.

3.8.2194 TakumM 00pa3oM, cymecTByeT BO3MOKHOCTh TOT'O, YTO KOHKPETHOE CBOMCTBO TOKCHYHOCTH
MPOSIBIISIETCS TIPH 103¢/KOHIIEHTPAIIMH HIKE OPUEHTHPOBOYHOrO 3HaueHus, T.e. < 2000 mr/kr Beca Tesa npu
BBEJICHHU B JKENYJOK, OJHAKO XapaKTep BO3JICHCTBHS MOXKET MPUBECTH K PEUICHUIO O HEMPOBEICHUU
KIacCU(UKAMK  OMACHOCTU. M HA0OOPOT, KOHKPETHOE MPOSIBJICHHE TOKCHYHOCTH  MOXET IpU
UCCIICIOBAaHUSIX HA OKHBOTHBIX MPOW30MTH TPH YPOBHE BBINIE OPUCHTHPOBOYHOTO 3HAYCHWUS,
T. €. 22000 mr/kr Beca Teja npy MepopaibHOM BO3JCHCTBUH M, KPOME TOTO, IIPH HAIMYUH JTOTIOJTHUTEIBHON
uH(OpMALK U3 APYTUX UCTOYHHMKOB, HAIPUMEP JAPYTUE MCCICIOBAHUS OJHOKPATHOI'O NPUMEHEHUS O3B
WIM ONBIT BO3ACHCTBHMS Ha 4YEJIOBEKA, YTO MOJJCPKUBACT BBIBOJ, COIJIACHO KOTOPOMY, HCXOMAS W3
COBOKYITHOCTH JaHHBIX, MPEACTABISIETCS Pa3yMHBIM MPUHATH PEIICHHE O KIaCCH(UKAIUU OMaCHOCTH
BEILIECTBA.

3.8.2.1.10 Ipyeue ceedenus

3.8.2.1.10.1 Korga BemiecTBo xapakTepu3yeTcsl UCKIIOYUTENBHO HA OCHOBE MCIOJIb30BaHUS JTAHHBIX T10
JKMBOTHBIM (THIIMYHO JUIS HOBBIX BEINECTB, a TaK:KE€ BEPHO I MHOTHX CYHIECTBYIOIIMX BEIIECTB), TO
mpolece  Kiaccu(UKalMKU ONMAacHOCTH OyJeT BKIKOYATh CCBHUIKY Ha OPHUEHTUPOBOYHBIC 3HAYCHHUS
JIO3BI/KOHIIEHTPAIIUH B KAYECTBE OJTHOTO M3 DIIEMEHTOB, CIOCOOCTBYIOIIUX MPUMEHEHHUIO TIOAX0/1a Ha OCHOBE
BCEH COBOKYITHOCTH JITAaHHBIX.

3.8.21.10.2 Ilpu HanM4YUK AOCTOBEPHBIX JAHHBIX O BO3JCHCTBUHU HA YEJIOBEKA, FOBOPSIIUX O TOM, YTO
TOKCHYECKOE BO3JICHCTBHE HA KOHKPETHBIM OPraH-MHUIICHbL MOXKHO BITOJHE HAJEKHO OTHECTH 3a CYET
OJHOKPATHOTO BO3JAEHCTBHSA KAKOTO-IMOO BEMIECTBA, OTO BEMIECTBO MOXKET OBITh ITOJBEPTHYTO
KJ'[aCCI/I(i)I/IKaHI/H/I onacHocTH. IlojioKHTENBLHBIE JaHHBbIC BO3]];€I:ICTBI/I$[ Ha 4YeJIOBCKA, HE3aBHUCHUMO OT
BEPOSITHOM J103bI, MMEIOT JOMHHHPYIOIIEEC 3HAYCHHE I10 CPABHEHHIO C JAHHBIMH O BO3JCHCTBHU Ha
JKUBOTHBIX. TakuM 00pa3oM, eCiid Kakoe-TM00 XUMHUYECKOE BEIIESCTBO HE KIACCUPHUIMPYETCS H3-32 TOTO,
qTOo Ha6HIO)IaBHIaHC${ TOKCUYHOCTb B OTHOIICHHMM KOHKPETHOI'O OpraHa-MHUIICHHA 6])1.]]3 COYTCHAa HE
OTHOCSIICHCSA K BO3JACUCTBHIO HA JIOJCH WM HE3HAYMTENBHOW, TO B CIydYae, €CIH MOSBATCS TAHHBIC O
MOCTCAYIONIEM BO3JCHCTBHM HA YEJIOBEKA, MOKA3bIBAIOIIEM TOKCHYECKOE BO3JICHCTBHE HA KOHKPETHBIN
Opras, TO COOTBETCTBYIOIIIEE BEIIECTBO CICAYET KIacCU(UIINPOBATH.

3.8.2.1.10.3 BemectBo, KOTOpOE€ HE UCHBITHIBAJIOCH HA MPEAMET TOKCUYHOCTH B OTHOLICHUU
KOHKPETHOT'O OpraHa, MOXET B HEKOTOPBIX ClIydasx MpH HEOOXOAMMOCTH OBITh KIacCU(PULIMPOBAHO Ha
OCHOBE TIPOBEPEHHBIX JAHHBIX O 3aBHCHUMOCTH ' CTPYKTYypa-aKTHBHOCTH' M Ha OJKCTPANOJIMPOBAHHWU Ha
OCHOBE 3aKJIIOYEHHUS OSKCIIEPTOB OTHOCHTEJIBHO CTPYKTYPHOTO aHajlora, paHee IOABEPIIIEerocs
KJaccu(UKaMy ONAacCHOCTH U MPH y4yeTe 0OOCHOBAaHHOH apryMEHTallMH U ¢ PACCMOTPEHHEM JIPYTUX TaKUX
Ba)XXHBIX (AKTOPOB, KaKk (OPMHUPOBAHKE OOIIE3HAYNMBIX META0O0IHUTOB.
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OTMe4eHO, YTO KOHIIEHTpAIMs HACHIIIEHHOTO Mapa MOXET ObITh UCIOJIb30BaHA B KaueCTBE
JIOTIOJTHUTENIBHOTO JIEMEHTA B PaMKaxX HEKOTOPBIX PEryJMpPYIOIIMX CHUCTEM AJISI 00eclie4eHUs] KOHKPETHOU
3alIUTHI 3J0POBBS UEIOBEKa U 0€30MacHOCTH.

Bewecmea Knacca 3

Kpumepuu pazopasicenus ovixamenvHvix nymeu

Kpurepusmu pasapaskeHusi AbIXaTeNbHBIX MyTed 1 BKmodeHuss B Kitace 3 sBisroTcs

a)

b)

d)

pa3apakeHue JbIXaTeNbHBIX MyTeil (XapaKTepH3yIOIeecs JIOKAIbHBIM MTOKPACHEHHUEM,
OTEKOM, 3yJ0M H/WiH OO0JIbI0), HAPYIIAIOIIEEe PECITUPATOPHYIO (BYHKIIHIO, C TAaKUMH
CUMITOMAaMH, KaK Kallellb, 00Jb, YAYIIbEe U 3aTpyJHEHHOE abixaHue. [Ipu3Haercs,
YTO 3Ta OIEHKAa OCHOBBIBAETCS B TMEPBYIO OYEpelh HA JAHHBIX HCCIETOBAHUN
BO3JICHCTBUS Ha JIFOJICH,

CYyObEKTHBHBIC [aHHBIE O BO3JACHCTBMM Ha JIOAEH MOTYT TOAKPEIUIATHCS
OOBCKTUBHBIMHM JIAHHBIMH O pe3yJbTaraX HM3MEPEHHUH SIBHOTO  pa3IpakKeHHs
neixatenbueix  myteit  (PIAIT)  (manpumep, 3IeKTPOGHU3HOIOTHYECKHE PEaKIlnH,
OuOMapKepbl BOCMAJCHHS B JKHIKOCTSIX HA3aJbHOIO WM OpPOHXO0ATbBEOJSIPHOTO
JlaBaxa);

HaAOJI0/JTaeMbIE Y JIFOJICH CUMIITOMBI JIOJDKHBEI OBITH TAKXKE THITMYHBIMH CHMITTOMAaMH,
KOTOpBIE TIPOSBWJINCH Obl B TIOABEPIIICHCS BO3ACHCTBUIO Tpymme, a He
M30JIMPOBAHHOM HJIMOCHHKPA3UYECKON peakivei, BbI3bIBAEMON TOJIBKO Y JIFOJEH C
TUNEPUYBCTBUTEIBHBIMU  JIBIXaTEIbHBIMU  OyTAMU. HeolHO3HauHbBlE  JaHHBIE,
XapaKTepU3yIIINe CUMITOMBI IIPOCTO KaK "pa3apakeHue’, He TOJDKHBI yKa3bIBaThCS,
MOCKOJIBKY 3TOT TEPMHUH OOBIYHO HCIIONB3YEeTCS JJIs OMMCAHUS IIHPOKOro Kpyra
OIIYIICHWM, BKJIIOYasi, HANpuUMeEp, 3alax, HENPUSITHBIE BKYCOBBIC OIIYIICHHUS,
OLIYLICHUE HIEKOTKH U CYXOCTH, KOTOPBIE BBIXOAAT 3a PaMKU JAHHOIO Iapamerpa
KJIaCCH(UKAIVH;

B HACTOAIIEE BpeMs HE HMeEETCS IOATBEPXKISCHHBIX PEe3yNbTaTOB HWCHBITAHWIA Ha
’KUBOTHBIX, CIIELIMANIbHO NIpeIHa3HaueHHbIX i onpeaenenus P11, onnako nosesHas
uHGOpPMAIUS MOXKET OBbITh TOJIY4YCHa B PE3yJIbTaTe UCIBITAHUM HA WHTAISAIUOHHYIO
TOKCUYHOCTh TIPM OJHOKPAaTHOM U MHOTOKpaTHOM Bo3nehcTBuH. Hampuwmep,
pe3ynbTaThl UCCIEAOBAaHWI HA YXUBOTHBIX MOTYT JaTh IIOJIE3HYI0 HH(OPMAIHIO C
TOYKH 3PEHHUS KIMHHUYECKUX MPHU3HAKOB TOKCHYHOCTH (OMBINIKA, PHHUT U T.I.) U
TUCTOMATONOTHH  (HAIpUMEp, THIEPEeMHUsi, OTEK, MHKPOBOCIAICHUE, YTOJNIICHHE
CITU3UCTON OOOJIOUKH), KOTOPHIC SIBISIFOTCS OOpPaTHMBIMH M MOTYT OTpPakaTbh
XapaKTepHbIE KIMHUYECKUE CUMIITOMBI, ONUCAHHLIC BhIIIE. Takue hCCIeIOBaHUS Ha
JKUBOTHBIX MOT'YT OBITh ITOJIC3HBIMH KaK YacTh OICHKU Beca JaHHBIX;

9Ta crenualibHas KiIacCU(QUKAIUSA MOXET MPOBOIUTHCSA TOJNBKO TOTNA, KOTJa HE
HaOJIIOJIAlOTCST 0OJiee CEephe3HbIC IOCICICTBUS JUIS OPraHOB, B TOM YHCIE s
peCUpaTOPHON CHCTEMBI.

Kpumepuu napxomuuecrkoeo 6030eticmaus

Jns nenei BkitoveHus: B Kinace 3 mMpUMEHSIOTCS CIENYIONUE KPUTEPUHA HAPKOTHYIECKOTO
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a) yYTHETEHHE LIEHTPaJIbHONW HEPBHOM CHCTEMBI, BKIIIOYAsl MOCIEACTBUS HAPKOTUYECKOTO
BO3JIEHCTBHSI Ha JIFOJIEH, TaKWe, KaK COHJIMBOCTh, TIOMpaudeHHe CO3HAHWS, CHWKECHHE
BOCHPUUMYHUBOCTH, yTpata  pedIieKcos, OTCYTCTBUE  KOOpAWHALMK U
TOJIOBOKpY>KE€HHE. ODTH TOCIEACTBUS MOTYT TaKXXe MPOSIBIATHCA B BUAE CHIBHOU
TOJIOBHOHM OOJNIM WM TOIIHOTHI M MOTYT TMPUBOIWTH K YXYIIIEHHIO CIIOCOOHOCTH K
CY)XACHHSAM, TOJOBOKPYXCHHIO, Pa3JpaXUTEIbHOCTH, YCTAJIOCTH, OCIaOICHHIO
MaMATH, HapyLIEHUSIM BOCIPHUATHS M KOOPAWHAILMH, 3aTOPMOXKEHHOCTH pPEaKLIUU U
COHJIMBOCTH,

b)  mocnencTBUsS HAPKOTHYECKOTO BO3ACUCTBUSI, HAOIIOIaEMbIC B XO/I€ HCCIICJOBAHHUI Ha
XKHUBOTHBIX, MOTYT BKJIOYaTh JIETAprui0, OTCYTCTBHE YCTAaHOBOYHOIO peduiekca,
yTpaTy CO3HaHHMA W aTakcuio. Eciu 3TH mocineAcTBUsS HE HOCAT TPAH3UTOPHOIO
XapakTepa, OHHM JOJDKHBI paccMaTpuBaThcs Ha TpeaMmer oTHeceHus K Kiaccam 1

i 2.
3.8.3 Kpurtepun kinaccuukanum onacHOCTH JJIs cMeceii
3831 Cmecu KI1acCHOULIUPYIOTCS ¢ MCTIONB30BAHUEM TEX YK KPHTEPUEB, YTO M VISl BELIECTB, HJIN

aJIbTEPHATHBHBIM 00pa3oM, Kak 3T0 onucaHo Hwke. Kak u BemiecTa, cMecH MOTYT OBITh KJIaCCH(DUIMPOBaHEI
[0 TOKCHUYHOCTH B OTHOUIEHMH KOHKPETHOIO OpraHa-MHUILEHH I[I0CJ€ OJHOKPAaTHOTO BO3IECHCTBUS,
MHOT'OKPaTHOT'O BO3/ICHCTBUS MIIM BO3/EHCTBHSI 000MX BUIOB.

3.832 Knaccugpurxayus onacnocmu cmeceii npu HaIu4uu OGHHLIX 0 CMECU 8 UEIOM

Korna nMmeroTcs HafeKHbIE M BHICOKOKAYECTBEHHBIE TaHHBIE O BO3IEHCTBUU CMECEH Ha JII0Iei
WIA TIONyYeHHBIE B XOJI€ COOTBETCTBYIOIIMX HCCIIEAOBAHUN HAJ TIOJIOTBITHRIMU YKHBOTHBIMH, OIIMCAHWE
KOTOPBIX MPUBOAUTCS B pa3Jielic O KPUTSPUSIX YIS BEUICCTB, TO TOT/IA CMECh MOXKET OBITh KITaCCH(HUIIMPOBaHA
Ha OCHOBE OIICHKU COBOKYITHOCTH JaHHBIX. CieryeT mposBISITh OCTOPOKHOCTH MPH OLEHKE JaHHBIX O CMECSX,
ciens 3a TeM, 4TOOBI MaHHBIE O J03€, MPOJOJDKUTEIFHOCTH, HAOMIOACHUH WM aHaJ3e He TPHUBOAWIN K
MTONTYYEHUIO HEYOCAUTENbHBIX PE3YIIbTaTOB.

3.8.3.3 Knaccugpuxkayua onacnocmu cmecesoii npoOyKkyuu npu Omcymcmeuu OaHHuIX 0 cmecu
6 UeIoM. NPUHUUNDBI UHMEPNOTIUPOCAHUA

3.833.1 Ecnu cama cmech He OblIa UCHBITaHA JUIS OMPECIICHHS €€ TOKCUYHOCTH JIJIT KOHKPETHOTO
opraHa, HO IMEIOTCS JIOCTaTOYHbBIE TaHHbBIE KaK 00 OTICNbHBIX HHIPEIUCHTAX, TAK H O CXOKHUX MCIIBITAHHBIX
CMeCsX ISl TIPAaBUIIbHOM OICHKU OMACHBIX CBOWCTB 3TOM CMECH, TO 3TH JAHHBIE MOTYT OBITh UCIIOJIH30BAHbI
B COOTBETCTBUH CO CIICAYIOIIAMH MPUHIMIIAMHA JKCTPAMOJUPOBAHUSA. JTO TIO3BOJIAET OOCCIEUNTH
MaKCHMaJIbHOE HCITOIb30BAHHE B MPOIECCE KIACCH(UKAIIMHM OTACHOCTH MMEIOIIMXCS JAHHBIX I OIEHKH
OIACHBIX CBOMCTB CMeCH 0€3 MPOBEICHMUS TOMOTHUTEIbHBIX HCITBITAHMIA Ha )KHBOTHBIX.

3.8.3.3.2 Pa3zbasnenue

Ecnu ncnisiTaHHast cMech Toy4deHa B Xo/1e pa30aBIeHHS ¢ TTIOMOIIBIO pa30aBUTENs!, KOTOPHIHA
OTHECEH K PaBHOIEHHOMY WJIHM 0oJiee HU3KOMY KIIaCCy OINACHOCTH TIO0 CPAaBHEHHIO C HAaUMEHEe TOKCHYHBIM
KOMIIOHEHTOM HCXOAHOM CMECEBOM NPOAYKIMH W KOTOpBIM, KaK Mpearoiaraercs, He BJIMSET Ha
TOKCUYHOCTh JPYTUX KOMIIOHEHTOB, TO HOBas pa30aBJICHHAs CMECh MOXET OBITh KJIACCU(PHUIIMPOBAHA KaK
PaBHOLIEHHAS! UCXOJHOM UCIIBITAHHOW CMECH.

3.833.3 Paznuyus mexcoy napmusimu npooyKyuu

Cnez[yeT HUCXOOUTHh M3 TOro, 4T0 TOKCHYHOCTH HUCIIBITAHHOM nmapTuu CMECH B OCHOBHOM
paBHOLICHHA TOKCHUYHOCTH ,E[perfI HEHUCIIBITAHHOMN napTunm TOro XK€ KOMMCPYECKOro IMpPOAYKTa,
HpOHSBCHCHHOﬁ TEM XK€ NPECANIPUATHEM-U3TOTOBUTEIIEM HUJIHU 1101 €0 KOHTPOJIEM, 3a UCKIIFOYEHUEM CJIYy4acB,
Korzaa UMCHOTCS OCHOBAaHU 10J1araTtb, YTO CyHICCTBYET 3HAYUTECIBHOC PA3JININE, USMCHAIOUIECEC TOKCUIHOCTD
HEHUCIIBITAHHOU napTuu. B Takux ciydadax Tpe6yeT05{ MMPOBOJAUTH HOBYIO KJ'IaCCI/I(bI/IKaIII/IIO.
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3.8.334 Konyenmpayus svicoxomoxcuunvix cmeceil

Ecaiu B ucOBITAHHOM CMECH, OTHECEHHOM K K}laccy 1, KOHIOCHTpalud TOKCHUYHOI'O
KOMIIOHCHTAa BO3pOCiia, TO PE3YJIbTUPYIOIYIO KOHIICHTPUPOBAHHYIO CMEChH CJIICAYCT OTHECTU K KJ'IaCCY 1 6e3
IMPOBEACHUA TOITOTHUTECIBHBIX HCIIBITaHHA.

3.8.3.35 Unmepnonuposarue 6Hympu 00H020 Kiacca MOKCUYHOCU

B caydae tpex cmeceit (A, Bu C) ¢ MICHTHYHBIMH WHIPEIMCHTaMH, eciu cMecu A u B
OBLIM HMCIIBITAHBI U OTHOCATCS K OJHOMY M TOMY ¢ KJacCy TOKCHYHOCTU W €CIIU HeHCHbITaHHas cMech C
COCTOMT M3 TaKUX K€ TOKCUKOJIOTUYECKH aKTUBHBIX HHTPEIUCHTOB, KaK U cMecH A u B, HO B KOHIICHTpaluu
MPOMEKYTOYHONH MEXJY KOHIICHTpAIlMel TOKCHKOJIOTUYECKA AaKTUBHBIX WHIPEAUECHTOB CMecH A U
KOHIIEHTPAIUK STUX UHTPEIUEHTOB cMecH B, To momyckaeTcs, uto cMech C MOXKHO KIIACCH(UIIMPOBATH IO
TOMY K€ KJIACCY TOKCHYHOCTH, KaK U cMecu A u B.

3.8.3.3.6 Cywecmesenno cxoorcue cmecu
Ecnn:
a) UMeroTcs 1Be cMecu: 1) A + B;
i) C+B;

b) KOHIICHTpAITUs KOMIIOHEHTa B SIBIISICTCSI B OCHOBHOM OJTMHAKOBOW B 00E€UX CMECSX;

C)  KOHIEHTpalHs KOMIIOHEHTa A B CMeCH i) paBHa KOHIEHTpanuu KomioHeHTa C
B CMecH ii);

d) JaHHBIC O TOKCHYHOCTH KOMITOHEHTOB A 1 C HMMEIOTCS B HAJUYWM M B OCHOBHOM
PaBHOLICHHEBI, T.C. OHHM OTHOCATCA K OAHOMY M TOMY K€ KJIACCy OIIACHOCTHU H, KakK
npeanojaracTcs, He BIUAOT Ha TOKCUIYHOCTb KOMIIOHCHTA B.

Ecau cmecs i) wn i) yxe kaaccuuimpoBaHa IMyTeM MPOBEACHHS UCIBITAHUM, TO Ipyrast
CMECh MOXET ObITh OTHECEHA K TOMY YK€ KJIACCY OMAcHOCTH.

3.8.3.3.7 Xumuueckas npooOyKyus 8 aspo30abHOU YNAKOBKe

CMmeceBasg XxuMU4ecKast IPOIYKIUS B a3p030JIbHON YIaKOBKE MOXKET ObITh OTHECEHA K TOMY
e KJIaccy OMAaCHOCTH, KaK M UCHBITAHHAsA, CMECEBas MPOAYKLUSA B IPYrod yIakoBKE AJIS MEPOPATBHOU U
KO)KHOM TOKCHMYHOCTH HPH YCJIOBUH, YTO JOOABICHHBIA MPONEIUIEHT HE BO3AEHCTBYET HAa TOKCHYHOCTb
cMecH TpW pacnbuleHHH. Kimaccudukanuro a’po3oibHBIX CMeCed sl HMHTaISIIUOHHOW TOKCHYHOCTH
cleyeT pacCMaTpHUBATh OTAENBHO.

3834 Knaccugpuxayua onacnocmu cmecegoii npoodyKkuuu, Koz0a umeromcsa OAHHble HO 8CeM
UHZPeOUEeHMAaM WU JIUULL HO HEKOMOPbIM UHZDEeOUeHMaM cCMecu

38341 Korga oTcyTCTBYHOT HaJeXHbIC NAHHBIE WJIM JAHHBIE UCHBITAHUA MO CaMOW KOHKPETHOM
CMCCH, a MPUHIUIILI UHTCPIIOJHUPOBAHUA HE MOTYT OBITH HCIIOJB30BAHBI AJId IPOBEACHUA K.HaCCI/I(bI/IKaHI/II/I
OIaCHOCTH, TO TOTJa Kjaccu(UKaMs CMECH IPOU3BOANTCS HA OCHOBE KJIacCH(HKAILIMN OIIACHOCTH BELIECTB,
ABJLIFOINMXCS MHIPEAUCHTaMH. B 3TOM ciydae cMech KiaccupuuupyeTcs Kak TOKCUKAHT Ul KOHKPETHOTO
oprana (yka3bpIBaeTCsi KOHKPETHBIN OpraH) 1Mocje OJHOKPATHOTO BO3JCHCTBHS, MHOTOKPATHOTO BO3/ICHCTBUS
WM BO3JICHCTBUS 000OMX BHIIOB, KOT/IA IO KpaliHEeH Mepe OJMH MHrpeAneHT Obll oTHeceH K Kiaccy 1 mmu 2
TOKCUYHOCTH JUI1 KOHKPETHOI'O OpraHa W IPUCYTCTBYET Ha MJIHM BBILIE COOTBETCTBYIOLIETO YPOBHS
HOPOrOBOTO 3HAYCHHMs/TIPEICIPHOTO 3HAUYCHHsI KOHLCHTpPAIMK, YIOMSHYTOro Hibke B Tabiwmue 3.8.2, ms
KnaccoB 1 1 2 cOOTBETCTBEHHO.
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Ta6auna 3.8.2: IloporoBbie 3HaYeHHs/MPeTeTbHbIE 3HAYEHHS KOHIIEHTPAIMA MHTPETUEHTOB CMECH,
OTHECEHHBbIE K KJIACCY TOKCHYHBIX /IJI1 KOHKPETHBIX OPraHOB-MHIIIeHel BellecTB,
SIBJISIIOIMECS OCHOBAHMEM 1 BKIo4eHust B Knaceer 1 m 2°

IoporoBbie 3HaYeHus /peeibHbIE 3HAYEHUS] KOHIIEHTPALUH,
HHrpexnent kiaccupuuuposan onpeie/siioNINe OTHECEHHE CMecH K:
KaK:
Kaacey 1 Kaacey 2

Kiacc 1 >

> 1,0% (npumedanne 1) 1,0 < xomnonent < 10%
TOKCHKAaHT OIIpPeNeIEeHHOr0 (npumcuane 3)
OpraHa-MHILIEHH > 10% (mpumeyanue 2) p
Kiacc 2 > 1,0% (npumeuanue 4)
TOKCUKaHT ONpEeNEIEHHOTO -
opraHa-MHUIIIEHH > 10% (mpumeuanwe 5)

? Oma KomMnpomuccHas  cxema maccuqbukab;uu 6KJIoYaem  ydem pasﬂuquﬁ 6  npakmuke

ungopmuposanus 06 onacHocmu 6 Oelicmeyiowux cucmemax. Odcudaemcs, Ymo YUCIO 3aAMPOHYMBIX
cmecell OKadicemes HeOOabWUM, pasaudus O0yoym ocpanudeHvl npedynpeoumenvHol MapKuposKou, u
NON0JHCEHUE USMEHUMCS CO 8DEMEHeM 8 HanpasiieHuu bojiee Co2naco8aHH020 N00X00d.

IIPUMEYAHHE 1. Eciu mokcuxkanum KoHKpemuoe2o opeana-muwienu Kiacca 1 npucymcmeyem 6 cmecu 6
kayecmee komnowewma npu xouyewmpayuu om 0,1% oo 10%, mo mobou Hadzopuvil opean OO0ANCEH
mpebosams npedocmasienus ungopmayuu ¢ 116 na Oannvii 6ud npodykyuu. OOHAKO DaKyIbMAMUEHbIM
6apUAHMOM  MOdicem  Oblmb  HpPUMEHeHUue npedynpeoumenvholu mapkuposku. Hexomopuvle opeanuzayuu
nPeonounym UCnoIb308amMb MAPKUPOSKY 8 MeX CIYHAsX, K020d UHZPeOUeHm NPUCYMCmeyem 6 cMmecu npu
xonyenmpayuu om 0,1% oo 10%, ¢ mo epems kax opyeue opeanuzayuu 00biuHO He OYOYym mpebosams 6 SMoM
cnyuae 006513amenbHOl MAPKUPOSKU.

IIPUMEYAHHUE 2. Ecnu moxcuxanm KoHKpemnoz2o opeana-wuuenu Knacca 1 npucymcemeyem 6 cmecu 6
Kauecmee Komnonenma npu kouwyenmpayuu > 10%, mo 6 yenom npeononacaemcs ucnonvzosanue u 115,
U MAPKUPOBKU.

IHIPUMEYAHHE 3. Eciu moxcukanm KOHKpemuozo opeana-muuienu Knacca 1 npucymcemeyem ¢ cmecu 6
kauecmee Kkomnowenma npu  konyeumpayuu om 1,0% 0o 10%, mo wuexomopvie opeanuzayuu
KAaccuuyupyiom 3my cmecb 8 Kauyecmee CUCMEeMHO020 MOKCUKAHMA ONPEOeeHHO20 Op2aHd uelogeKa
Knacca 2, 6 mo epemsi kax opyeue opeanuzayuu Mo2ym u He NOCHYRAms Makum 00pasom.

IIPUMEYAHHUE 4. Ecnu moxcukaum KOHKpemHo20 opeana-muuienu wenogeka Knacca 2 npucymcemeyem @
cmecu 6 kawecmee komnowenma npu xonyenmpayuu om 1,0% do 10%, mo mwobdas pezyrupyrowas
opeanuszayusi 6yoem mpebosams npedcmagnenus ungopmayuu 6 II6 no smomy npooykmy. Oouaxo
GakyrbmamusHbiM  6ApUAHMOM ObLIO Obl NPUMEHEHUe NPedYynpeoumenbHol maprkuposku. Hexomopvie
opeanuzayuyu Npeonoumym UCnOIb308amMb MAPKUPOBKY, KO020d UHZPeOUeHm NPUCYmMCmeyem 6 cMecu 8
xonyenmpayuu om 1,0% oo 10%, moeda kax Opyeue opeanuszayuu 00bluHO He OYOym 6 3mom cayuae
mpebosams npuMeHeHUs MapKUposKu.

IIPUMEYAHHE 5. Ecnu moxcuxanm KoHKpemHno2o opeana-wuuenu Knacca 2 npucymcmeyem 6 cmecu 6
suoe komnornenma 6 konyenmpayuu > 10%, mo npeononazaemes ucnonvsosanue u I15, u Mapkuposxu.

3.8.34.2 OTH TOPOTOBBIC 3HAYCHUS U OCHOBAHHYIO Ha HUX KJIACCH(DHKALMUIO CIeyeT MPUMCHSThH B
paBHOI CTEHNEHH M COOTBETCTBYIOLIMM OOpa3oM JUlsi TOKCHKAHTOB OIPEICICHHOIO OpraHa Kak IpH

OJIHOPa30BOH /103€, TaK U IIPU MHOTOKPATHBIX J103aX.

3.8.34.3 CMecH creflyeT HE3aBUCHMBIM 00pa3oM OTHOCHTH K KllaccaM ONAacHOCTH OO0 mpu
OJTHOKPATHOM BO3JICHCTBHH, THOO MPU MHOTOKPATHOM HJIH e K 000UM.
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3.8.34.4 Cnenyer  ynmenstb  0co00O€  BHMMAaHHME  Yy4€Ty  MOTCHIMAIBHOM  BO3MOXXHOCTHU
CHHEPreTHYECKOTO B3aMMOJCHCTBHS B Cilydae HPUCYTCTBHUS HECKOJBKHX TOKCHKAHTOB, OKa3bIBAIOIIHMX
BO3/ICiiCTBHE OoJiee YeM Ha OJHY CHCTEMY OPraHoB, MOCKOJBKY HEKOTOPBIE BEHIECTBA MOTYT OKAa3bIBAaTh
TOKCHYECKOE BO3JCHCTBHE Ha OMpPECICHHBIH OpraH MpH KoHIeHTpaimu < 1%, Korja JaHHbIE O APYTHX
KOMITOHEHTaX CMECH TOBOPSIT O TIOTEHIIMAJIEC HX TOKCHKOJIOTHYECKOTO BO3ICHCTBHSI.

3.8.345 [Ipu 3KCTpanoaMpoBaHUMM TOKCUYHOCTH CMECH, cojepxkaileli uHrpenueHTsl Kiacca 3,
CllelyeT  TPOSBIAATH  OCTOPOXKHOCTB. IlpemmaraeTcs HOpOroBoe — 3HaucHWE/TIPeleIbHOE  3HAYCHHUE
KOHIeHTpaIuHu, paBHoe 20%; OJHAKO CIeayeT MPHU3HATh, YTO MOPOrOBOEC 3HAYCHHUE/TIPEACTbHOE 3HAUCHUE
KOHIICHTPAI[MHA MOXKET ObITh 00JIee BHICOKAM HJIM HU3KHUM B 3aBUCUMOCTH OT MHIpeaneHToB Knacca 3 u uro
HEKOTOpBIE MOCJCACTBYS, TaKWe KaK pa3apaKeHHE bIXaTeIbHBIX IMyTeH, MOTYT HE BO3HHKATh MPH
KOHIICHTPAIIMH, KOTOPasi HIDKE ONPEJIEIIEHHOr0 3HAYECHHUs, B TO BpPEeMs KaK JPyrUe MOCIeCTBUS, HApuMep
MOCJIECTBUAS HAPKOTUYECKOTO BO3ICHUCTBHS, MOTYT BO3HHKAaTh mpu 3HaueHusx Humxe 20%. Heobxomumo
MPOBEICHUE DKCIEPTHON OIEHKU. PasipakeHHe bIXaTeNbHBIX MyTeH W HAPKOTHYECKOE BO3CHCTBHE
JTOJI’KHBI OLICHUBAThLCS OTACIBLHO B COOTBETCTBUH C KPUTEPUIMH, U3J10KeHHBIMH B 3.8.2.2. [Ipu npoBeacHUM
KIacCU(UKAIIMA 3TUX OINMACHOCTEH OMAaCHOCTh KAKAOTO HHTPEIUCHTA JIOJDKHA pacCMaTpUBATBCS Kak
JIOTIOJTHUTENBHAS, €CJIH OTCYTCTBYIOT (DAKTHUCCKUE CBUACTENBCTBA TOTO, YTO MX BO3JCHCTBUE HE SBISICTCS
JIOTIOJTHSTFOTIIUM.

3.84 HNnudopmupoBanne 00 0nacHOCTH

3841 CBezieHus1 OOIIETO W KOHKPETHOTO XapakTepa OTHOCUTENBHO TpeOOBaHUH, MPeabIBIsSeMbIX
K MapKHpOBKe, NPHUBOIATCA B pasjuene Hugopmuposanue 06 onacnocmu:. mapkuposka (I'masa 1.4).
B IMpunoxxenun 2 comepxarcsi pe3lOMUPYIOIINE TaOIUIbI MO KJIacCH(PHUKAUN OMAaCHOCTH M MapKHPOBKE.
[Mpunoxenue 3 cOOEPKUT MPUMEPHl Mep MPEJOCTOPOKHOCTH W IMUKTOIPaMM, KOTOpPBIE MOTYT OBITh
HCTIONIH30BAHbI B T€X CIIydasx, KOTJIa 3TO pa3penraeTcss KOMIETEHTHON OpraHu3aIie.

Ta6auna 3.8.3: JieMeHTHI MAPKHMPOBKH XHMUY€ECKOH MPOAYKIHH, 001312101
TOKCHYHOCTBIO, I/1s1 KOHKPETHOT0 OPraHa-MHILIEHU YeJIOBEKa B
pe3yJbTaTe 0/IHOKPATHOI0 BO3/elCTBHSA

Kaace 1 Kaacce 2 Kaace 3
CuMBoJI OnacHOCTb AJIs 3I0POBbS OnacHOCTh 715 370POBbSA BockmuiarensHbIi 3HaK
CurnajanHoe
OmnacHo OcCTOpOXKHO OcTOpOoXHO
CJIOBO
Kparkas Hanocwur ymiep6 opranam MokeT HaHOCHTD yIIepO MoKeT BbI3BATh
XapaKTepUCTHKA (yka3atb Bce opranam (yKkasaTh BCE pasapaxkeHue
ONMACHOCTH 3aTparuBaeMble OPraHbl, | 3aTparvBacMbIe OPTaHbl, CCIIH JBIXaTeJIbHBIX ITyTEH
€CJIM 3TO U3BECTHO, WIH TAKOBBIE U3BECTHBI, WJIU WK
yKa3aTh MyTh MOCTYIUICHUS | YKa3aTh MyTh MOCTYIUICHUS B MOsKeT BBI3BATH
B OpPTaHu3M, eClii OpTaHu3M, eClii YOeIUTEIEHO COHJIMBOCTD U
yOeIUTENILHO JTOKa3aHo, JIOKa3aHo, 4TO JIPyTHe MyTH TOJIOBOKPYKEHHE
YTO JPYTUE IMyTH BO3JEWCTBHS HE HAHOCIT
BO3IECHCTBHS HE SBIAIOTCS yiep0)
OTIaCHBIMH)
3.85 CxeMa mNpuUHSTHS pelleHUs] NPH KJIACCH(PUKANMM XHMHYECKOW TPOAYKIUH,

oﬁnauamlueﬁ TOKCHYHOCTBIO, /I KOHKPETHOI0 OpraHa-MHIICHU YEJ0BEKAa B pe3yJjbTaTte
OIHOKPATHOIO BO3€HCTBHS

IIpuBogumas HUXKE CXeMa INPUHATHAS PELICHUS HE SBISETCS YacTbIO COINIACOBAHHOMN
CHCTEMB! KiacCU(UKALMKA OMACHOCTH, a MPHUBOAUTCS 3[€Ch B KayeCTBE JOIMOJIHUTEIHFHOIO PYKOBOACTBA.
Jluiry, OTBETCTBEHHOMY 3a MPOBEACHUE KIIACCH(UKAIIMH OMACHOCTH, HACTOSITENBHO PEKOMEHTyeTCsl H3Y4UTh
IIPUBEICHHBIE BBIIIE KPUTEPUU U UCIIOIB30BATh UX IIPU PEAIU3ALUY CXEMBI IPUHATUS PEILICHHUS.
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3.851 Cxema npunamusn pewenus 3.8.1

Knaccudukarms
HEBO3MOXKHA

BeutectBo: MmeroTcs nu nanHbie W/uinn nHOOPMAIHS O BEIECTBE,
MO3BOJISIOIINE TPOU3BECTH OIIEHKY TOKCUYHOCTH JJIs1 KOHKPETHOI'O OpraHa-
MUIICHH YeJIOBeKa B Pe3yJIbTaTe OJHOKPATHOTO BO3JIEHCTBU?

Cwmech: NMerorest i TaHHbie/MHGOPMAIIHS TT0 CMECH B

LEJIOM MJIM €€ UHIPEIMCHTaM, TI03BOJISIONIAs IPOU3BECTH
OIIEHKY TOKCHYHOCTH JIJIs1 KOHKPETHOTO OpraHa-MHUIICHH
YenoBeKa B Pe3ylbTaTe OHOKPATHOTO BO3/IEHCTBHS?

Knaccudukarus
HEBO3MOYKHA

Jla

Wmerotes v maHHbIe/MHGOPMAIIHS IO CMECH B TIEJIOM,

MO3BOJISFOIINE OIEHUTH TOKCHYHOCTB JIJIsi KOHKPETHOTO
OpraHa-MHIIICHH YeJIOBEKa B Pe3yJIbTaTe OJHOKPATHOTO
BO3JIEUCTBUATY

CM. cxemy
MPUHSTHUS
pemmenns 3.8.2

[Ipu ogHOKpaTHOM BO3JIEHCTBUN
@) MOMET /I BEMIECTBO MIIM CMECH BHI3LIBATEL 3HAUUTEILHYIO
TOKCHUYHOCTb Y JIIOJICH, WIIN
b) wmoxHO M MpenmoNaraTy HaNUYKE TOTEHIMATILHON
Ila BO3MOXXHOCTH BBI3BIBATh 3HAYUTEIBHYIO TOKCHYHOCTD Y JIFOACH
Ha OCHOBE JJaHHBIX HCCIICOBAHUH HA ITOJIOMBITHBIX KHBOTHBIX ?
Kpurepun u opueHTHpOBOUYHbBIE 3HaueHHs cM. B 3.8.2. [[pumeHenue
KPHUTEPUEB HY)KIAeTCs B OLIEHKE KCIIEPTOB B OTHOILICHUH Beca
HUMEIOLINXCS IAHHBIX.

[

[Ipu ogHOKpaTHOM BO3JIEHCTBUU
MOXKET JI BEIIECTBO MJIM CMECh PACCMATPUBATHLCS KAaK OKa3bIBAIOIIEe
MOTEHIMAJIBHOE BPEAHOE BO3IEHCTBHE Ha 3J10POBbE UeJIOBEKa Ha
OCHOBE JIaHHBIX UCCJIEIOBAaHHUH Ha TIO/IOMBITHBIX )KHBOTHBIX ?
Kpurepun u opueHTHpOBOUYHbBIE 3HaueHHs cM. B 3.8.2. [I[pumeHenue
KPHUTEPUEB HY)KIAeTCs B IKCIIEPTHOH OLICHKE B OTHOLICHHUH Beca
HMEIOIIHXCS JAHHBIX.

Her
o He xaccudu-
upyeTcs
Her

IIpu ogHOKpaTHOM BO3JIEHCTBUU
MOXKET JIM BEIECTBO MIIK CMECh OKa3bIBAaTh TPAH3UTOPHOE HAPKOTHYECKOE
BO3JEHCTBHUE WM BBI3BIBATH PA3paXkeHHE bIXaTSJIBHBIX My TEH WK U TO U
npyroe’?
Kpurepun cm. B 3.8.2 u 3.8.3. [IpumeneHne kpuTepreB HyKAaeTcs B
HKCITIEPTHOH OLIEHKE B OTHOIIEHUU BECA UMEIOLIUXCS JaHHbIX.

I CE /R O G G U3 UL

1
Knaccugpuxayus no Knaccy 3 npoussooumcs nuws 6 mom cayuae, xoeda xiaccuguxayus no Knaccy 1 u

Knaccy 2 (na ocroge bonee cepbesnozo pecnupamoprozo 6030€ticmeust Uil HaApKOMUYeCKo20 030€tCMBUsL) He MOodicem
bvims capanmuposana. Cm. 3.8.2.2.1 €) (pecnupamopnoe 6o3oeiicmsue) u 3.8.2.2.2 b) (napxomuueckoe 6o30eticmeue).
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3.852 Cxema npunamusn peuwtenus 3.8.2

Moryt 11 IPUMEHATHCSI IPUHIUIIBI UHTEPIIOIUPOBaHus, kak B 3.8.3.37 i

CoziepsKHT JI1 CMECh OJIMH WK 00JIee HHIPEIUEHTOB, OTHECCHHBIX
K BEIECTBaM, OKa3bIBAIOIINM TOKCHYECKOE JACHCTBHE HA KOHKPETHBIH
opran-mumrens (Kinace 1) mpu KOHIEHTpaIHn:

a) >1,0%?

b) >10%?
KomMeHTapu# 1o moporoBbIM 3HAYCHHUSAM/TIPEACIBHBIM 3HAYCHUSIM
KOHLIEHTPALIUK CM. B TabJuIe 3.8.2%

CoJIepyKUT M CMECh OJIMH WK 00JIee HHIPETUEHTOB, OTHECEHHBIX

K BEIECTBAM, OKa3bIBAIOIIIUM TOKCHYECKOE IEHCTBHE HA KOHKPETHBIN
oprau-muniens (Kiace 1) npu KOH]_leHTpaIII/II/IZZ

>1,0% u < 10%?

KoMMeHTapuu 110 TOPOTOBBIM 3HAYEHUSAM/TIPEICITEHBIM 3HAUCHUAM
KOHILIEHTPALIUK CM. B TabJHIIe 3.8.2%

[}

Coliep XuT JIM CMeCh OJIMH WK 00Jiee MHIPETUEHTOB, OTHECEHHBIX
K BEILIECTBaM, OKa3bIBaIOIINM TOKCHYECKOE JIEHCTBIE Ha KOHKPETHBIH
opran-mumreHs (Knace 2) mpu KoHICHTpaumn”:

a) >1,00%?

b) >10%?
KoMMeHTapu# 110 MOPOroBbIM 3HAYCHHUAM/TIPEICIbHBIM 3HAUCHUAM
KOHIEHTpariu cM. B Tabmime 3.8.2°,

Her

o

OcCTOpOXXHO

OCTOpPOXKHO

He xmaccudu-
LUPYETCS

CopeprKuT 11 CMeCh OJIMH WK 00JIee HHIPEIUEHTOB, OTHECEHHBIX K
BELIECTBaM, OKa3bIBAIOIIIM TOKCHICCKOE JIEHCTBUE Ha KOHKPETHBIN OpraH-
mutresb (Kiace 3) mpu koutienTparmu > 20%7?

Cwm. 3.8.3.4.5. Tpu knaccuduKayy TakKuX CMECei Clie/TyeT MPOsBIISATH
OCTOPOIKHOCTb.

2

6 nynkme 1.3.3.2 I'agwr 1.3.

3 Hosicnenue u pexomenoayuu no npumenenuro cm. 8 3.8.3.4 u 6 mabauye 3.8.2.
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I'JIABA 3.9

CIIEHUPUYECKAS U3BUPATEJIBHAA TOKCUYHOCTD,
HHOPAKAIOIIASL OTAEJbHBIE OP'AHBI-MHWIIEHN
B PE3YJIBTATE MHOI'OKPATHOI'O BO3JENCTBUA

391 OnpenesieHus: M cBeJleHNsl 001IEro XapakTepa

3911 Lens wacrosmiedd ['maBel cocronT B 00ecmiedeHWH CPENCTB KIacCH(PHUKAIMH OMAaCHOCTH
BEILIECTB U CMECEH, OKa3bIBAIOIINX TOKCHYECKOE BO3JIEHCTBHE HA KOHKPETHBIE OPraHbI-MHUIIICHN YEIOBEKA B
pe3yJIbTaTe MHOTOKPATHOTO BO3JIEUCTBUA. PaccMaTpuBarOTCs BCE CyIIECTBEHHBIE BO3IEMCTBUS HA 3J0POBLE,
KOTOpbIE MOXKET HapylmIuTh (YHKIHH, KaKk OOpaTiMo, Tak M HEoOpaTMMO, HEMEICHHO H/WIH IO
HPOIIECTBHUH OTIPEEIICHHOTO BPEMEHHU.

39.12 Knaccmbnxaunﬂ OmnpeacIACT BCHICCTBO HJIIM CMEChb KAaK TOKCHUKAHT [OJId KOHKPETHOI'O
opraHa-MHIICHU U B Ka4€CTBC TAKOBOT'O MOTYHICTO NPEACTABIIATE IMOTCHUHAJIBHYIO OITAaCHOCTH U BbI3bIBATh
BPCAHBIC MMOCJICACTBUA Y JIroneH, MOABCPIrunxcs €ro BO3JICHCTBHIO.

3.9.13 Knaccudukamnusi 3aBUCHT OT HaJ W4YUsl HAASKHBIX NAaHHBIX O TOM, YTO HEOJHOKpATHOE
BO3/IEIICTBHE BEIIECTBA WM CMECH TMPUBOIUT K TOCTOSHHOMY W HIACHTH(PHIHPYEMOMY TOKCHYECKOMY
BO3JICUCTBUIO HA JIOJIEH WIM Ha TOJONBITHBIX >XUBOTHBIX, TOKCHUKOJIOTMYECKH 3HAUYMMBIM H3MEHEHUSM,
KOTOPBIC OKa3bIBAIOT BO3ICHCTBHE HA (DYHKIIMIO WIIK MOP(OIIOTHIO TKaHW/OpraHa MM BhI3bIBAIOT CEPbE3HbBIC
M3MEHEHUS B OMOXMMHYECKOM COCTaB€ WJIM TE€MAaTOJIOTWH OpraHhu3Ma, W 9YTO 3TH HW3MEHEHHUS HMEIOT
OTHOIIICHUE K 370POBBIO0 YeioBeka. OTMEUYEHO, UTO JaHHBIC, OTHOCAIINECS K 3I0OPOBBIO UYEIIOBEKa, OYAYT
SIBJISITHCS TTIABHBIM UCTOYHUKOM JOKa3aTENbCTB AJIS TOrO BUIa OMAaCHOCTH.

3914 ITpu oreHKe ClEAyeT YUUTHIBATH HE TOJBKO 3HAYMTEIBHBIC N3MECHECHHUS B OJTHOM U3 OPTaHOB
WM OHONIOTHYECKOW CHCTeMe, HO TaKkKe W 00Iue M3MEHEHHs 0o0Jice CephEe3HOT0 XapakTepa, CBSI3aHHBIC C
PSLIOM OpPTaHOB.

3.9.15 W3buparenbHas TOKCHUYHOCTH JIIi KOHKPETHOTO OpraHa-MHINCHH YeJOBEKa MOXKET
MOCTyNaTh 10 Pa3IMYHBIM MYTSIM BO3JCHCTBHS HAa OpraHu3M, HANpuUMEp B IIEPBYIO OUYEpelb IpH
[EepOpaibHOM BO3JCHCTBHM, NPU IONAJAHMH HA KOXY WM IMPH HMHTAISIMOHHOM IyTH TOCTYIUICHUS
XUMHYECKOH MPOTYKIIHH.

39.16 HeneranpHple  TOKCHYECKHME  TOCTCACTBHUS, HAONIOJaeMble IIOCJIE  OJHOKPATHOTO
Bo3zeicTBusa, kinaccupuimpoBanbl B CI'C  kak  Cneyuguueckas uzbupamenvHas MOKCUYHOCHD,
nopascaowas OmoebHoie OP2aHbl-MutieHu npu 00Hokpamuom eosoeticmeuu (I'naBa 3.8) U UCKIIOYCHBI U3
nmanHod ['nmamel.  Jlpyrue crnenuduueckue TOKCHYECKHE BO3ICHCTBHS, TaKHME€ KaK OCTpas TOKCUYHOCTD,
Cepbe3HbIC TOBPEXKACHHS Trias/pasipakeHre Trha3 H pasbenaHue/pasipakeHHe KOXKH, KOXKHas H
pecnimpaTopHasi CEHCHOWIM3AINs, KaHIEPOT€HHOCTh, MYTareHHOCTh IIOJIOBBIX KIIETOK, PETpOTyKTHBHAS
TOKCUYHOCTh W TOKCHYHOCTHh IIPH acmupaiuu, oreHuBatorcs otaenbHo B CI'C u, COOTBETCTBEHHO,
HE BKJIIOYCHBI B JIAHHBIN pa3/ie.

3.9.2 Kputepun kaaccupukanuu onacHOCTH JJIs1 BeIIECTB

3.9.21 BemecTBa kiaccupUIMPYIOTCS B KaUECTBE TOKCUKAHTOB ISl KOHKPETHOTO OpraHa-MHUIIICHU
pelIeHreM SKCIIEPTOB Ha OCHOBAHUM BECa JIEMEHTOB MMEIOIIECHCS HH)OPMAIHH, BKIFOYAsi HCIIOIb30BaHUE
PEKOMEHIOBAHHBIX ~OPHEHTUPOBOYHBIX ~BEIWYHH, B KOTOPBIX YUYHTHIBAIOTCS MPOJOJKUTEIHBHOCTD
BO3JCHCTBHS W  J103a/KOHIIEHTpALHUs, KOTOpble MPUBOAAT K COOTBETCTBYIOLIEMY  BO3/CHCTBHUIO
(mocnenctBusm) (cm. 3.9.2.9) U OTHOCATCSI K OJHOMY M3 JBYX KJIACCOB B 3aBUCHMOCTH OT XapakTepa W
CEpPbE3HOCTH HAOJIIOIaeMOTO BO3ICUCTBHUS (ITOCIICICTBUH).
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Pucynok 3.9.1: Kuaccel onacHocTH /15 H30UPATEILHOH TOKCMYHOCTH, MOPaKaIoIIei
KOHKPETHBII OpraH-MuileHb B pe3yJbTaTe MHOTOKPATHOTO BO3/1eHCTBHUS

KJIACC 1: BemecTBa, BbI3bIBAKOIIME 3HAYUTENHHYI0 TOKCHYHOCTH Y JiIodeil WiId B
OTHOLLIEHHH KOTOPBIX MOKHO HA OCHOBE AAHHBIX HCCJIEA0BAHUIT HA OJONBITHBIX
JKHBOTHBIX CYHMTATh, YTO OHH PACHOJAral0T MOTEHIHAJOM BbI3bIBATH
3HAYMTEJbHYI0 TOKCHMYHOCTH Y Jiofeii B pe3yjbTare MHOIOKPAaTHOIO
BO3/ICCTBHUSA

OTHeceHue XUMUYECKOM MMPOAYKIHNHU K Kﬂaccy 1 IPOU3BOAUTCA HA OCHOBE!

a) HAaACKHBIX W BBICOKOKAYECTBCHHBIX AAHHBIX IO PE3yJIbTaTaM HCCICIOBAHUA
AU CHTOB WJIHN SIITMICMHUOJIOTHYCCKUX HCCJIGILOBaHI/Ifl; NI

b) wabmronenwii 1O  pe3yabTaTaM  COOTBETCTBYIOIIMX — HMCCIACIOBAHHN — Ha
MOJONBITHBIX JKUBOTHBIX, B XOJI¢ KOTOPBIX TMpPH B MEJIOM HHU3KHUX
KOHIIEHTPAIMsAX BO3IEHCTBHS BO3HHKAIO 3HAYWTENBHOE W/HIH  OCTPOE
TOKCUYECKOE BO3JICMCTBUE, BIMSIONIEE Ha 370pOBbe uenoBeka. Hrioke
MPUBOJSTCS OPUEHTUPOBOYHBIC 3HAuYeHUs ao3bl/koHIeHTpanuu (cM. 3.9.2.9)
JUTSI KCTIONIb30BaHMSI B paMKaX OIICHKH COBOKYITHOCTHU JTaHHBIX.

KJIACC 2: XuMnuyeckasi NPOAYKLMS, KOTOpPash Ha OCHOBe [JAHHBIX MCCJICHOBAHMNA Ha
MOAONBITHBIX KHBOTHBIX MOKET PACCMATPUBATHLCH B Ka4ecTBe MOTEHIHAIBHO
ONACHOM /1 3710POBbS YeJI0BeKA B pe3yJbTaTe MHOTOKPATHOTO BO3/1eliCTBHUA

OtHecenne XUMHYecKoW mponykuuu K Kiaccy 2 mnpow3BomuTcss Ha OCHOBE
HaOMIOZICHU B paMKax COOTBETCTBYIOIIMX HCCIENOBAaHMHA Ha IOJONBITHBIX
KHUBOTHBIX, B X0/1€ KOTOPBIX IIPH, B II€JI0M, YMEPEHHBIX KOHLIEHTPALUIX BO3AECHCTBUS
HaOrOMaJMCh 3HAYNMBIE TOKCHYECKHE 3(h(DEKThI, BIHSAIONINE Ha 3I0POBhE YEIIOBEKA.
Hmwxke (cm. 3.9.2.9) npuBoOAsSTCS OPUCHTHUPOBOYHBIC 3HAYCHHUS J03bI/KOHIICHTPALIUH,
CIOCOOCTBYFOIIIME TTPOBEACHUIO KIIACCH(PHUKAIINN OTTACHOCTH.

B HCKJIIOUMTENBHBIX Cllydasx AaHHBIE BO3JICHCTBUS Ha YeNOBEKa MOTYT TaKkKe
UCIIOJIb30BAThCS VISl OTHECEHHS XUMHYECKOoi npoaykiuu k Kiaccy 2 (cm. 3.9.2.6).

IIPUMEYAHHUE: B omuowenuu 000UxX Kiaccog modicem Oblmb OnpeoeneHd KOHKpemHdas, 00beKmHasl
cucmemalopean, 6 nepgyio ouepedb CEA3aAHHAS ¢ KIACCUDUYUPYEMOT NPOOYKYUell, Ul Jice Modicenm Oblmb
onpeoeiieHO coomeemcmayoujee euecmeo, gbicmynauee 8 kavecmeae obue2o moxkcukauma. Credyem
NPEOnpuHAMb NONLIMKU OISl BbIAGICHUsL 2]lABHO20 00BbEKMHO20 opeanalcucmemvl MOKCUYHOCMU U
npoussecmu 0s 9MOU Yenu KIAcCUuQurayuro, Hanpumep 2enamomoKCUKAHmMbl, HeUpomoKCUKAHMb.
Credyem muamenbHO OYeHUBAMb OAHHblE U NPU BOZMONCHOCU He BKIIOYANMb 8MOPUYHbBIE NOCIe0CMEUS,
Hanpumep 2enamoKCUKaHm MOMCEm Bbl3bl8amb BMOPUUHble NOCACOCNEUS 8 HEPBHOU UMU HCEYOOUHO-
KUWeuHo cucmeme.

3.9.2.2 Crenyer  BBISBISATH  COOTBETCTBYIOIIMH — TyTh  BO3JCHCTBUS,  4epe3  KOTOPBIH
KJIACCH(HUIMPYEMOE BEIECTBO HAHOCHUT YIIEepo.

3.9.23 Knaccugukarus npon3BOJUTCS Ha OCHOBAHHWM SKCIIEPTHOTO 3aKIIIOUCHHS, HA OCHOBE Beca
BCEX DJIEMEHTOB JaHHBIX, BKJIFOYAsl IPUBOAUMBIC HIKE PEKOMEH/IAIIUH 110 IPHMEHEHHUIO.

39.24 COBOKyr[HOCTI) BCCX JaHHBIX, BKJIIOYast Ha6HIOI[eHI/IC Haa nmanyueHTaMu, 3IUIACMHUOJIOTHIO U

WCCIIEIOBAaHNS, TIPOBOUBIIINECS HA TOJONBITHBIX KAUBOTHBIX, UCTIONB3YETCS /ISl BBIABICHHUS TOKCHIECKOTO
BO3/IEMICTBAA Ha KOHKPETHBIM OpraH-MHUIIEeHb, 3aCIYXUBAIOMIMNA KIIacCU(PHUKAIMK onmacHOCTH. [lis storo
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HCIIOJIB3YCTCA 3HAYUTEILHEI  00BEM CO6paHHLIX B TCUCHUC piala JICT [OaHHBIX HpOMbIHIJ'IGHHOﬁ
TOKCHUKOJIOT'HH. OHCHKy CJIE€AYET OCHOBBIBATb Ha BCEX MMEIOINUXCA NAaHHBIX, BKIIOYasd 0Hy6J'II/II(OBaHHI:vle
OKCICPTHBIC UCCIICAOBAHUA U JOIIOJHUTCIIBHBIC JaHHBIC, IPUCMIIEMBIC IJIA PCTYJIUPYIOUIUX y‘Ipe)KI[eHPIﬁ.

3925 HNudopmanust, TpeOyromasicst st OIIEHKH TOKCHIECKOTO BO3JICHCTBHS Ha KOHKPETHBINA OpraH-
MHIIIEHb, TIOCTYIAET MO Pe3yJIbTaTaM HaOJIIOICHHUI 32 MHOTOKPATHBIM BO3JICHCTBHEM Ha JIFOJCH, HAIpUMep
BO3JICHCTBHE JIOMa, Ha pabo4yeM MeCTe WM B YCJOBHSX OKDYXKAIOIICH Cpelbl, WM Ke MO pe3yJbTraram
MCCIICMIOBAHNI HA TIOMOMBITHBIX JKUBOTHBIX.  CTaHZApTHBIC HCCIICAOBAHUS Ha KpbICaX WM MBbIIIAX,
obecrieurBarole Takyro HHopMmanuio, npoBoastcs B Teuenue 28, 90 mHel miM B TeYeHHE BCETo CpoKa
KM3HH (O 2JIeT) W BKIIOYAIOT TI'eMAaTOJOTMYECKUE, KIMHHYECKHME W XHMHYECKHE W JIeTallbHbIC
MaKpOCKOIUYECKUE ¥ MHKPOCKOITMYECKHE HMCCIICAOBAaHMS, JAIOLIHE BO3MOXKHOCTh OIPEACIUTh TOKCHYECKOE
BO3/ICHCTBHE HA TKaHW/OpraHbI-MHIIEHH. MOTyT Takke ObITh HCIIOJNB30BaHbl [AHHBIC HCCIICIOBAHUI
NPUMEHEHNS] MHOTOKPATHBIX 7103 Ha JPYruX BHAax. Jlpyrue mcclieqoBaHUsS MHOTOKPATHOTO BO3JCHCTBU,
HaIlpuMep Ha KaHIEPOTeHHOCTh, HEHPOTOKCUYHOCTh WM PEIPOAYKTHBHYIO TOKCHYHOCTh, MOTYT TaKXKe JaTh
UHPOPMALIUIO O TOKCHYHOCTH JUII KOHKPETHBIX OPTraHOB-MHIIICHEH, KOTOpasi MOXKET OBbITh HCIOJIB30BAHA IS
OIICHKH KJTaCCU(PUKAIINH OMTACHOCTH.

3.9.2.6 B uCK/IIOUYMTENBHBIX ClydasX, OCHOBBIBASCh HA CY)KICHHH DKCIICPTOB, MOXKET OKA3aThCS
1eNecoo0pa3HbIM OTHOCUTH HEKOTOpHIE BEHIECTBA, MO KOTOPBIM HMEIOTCS JIAHHBIE O CYIIECTBOBAHUU
TOKCHYHOCTH JUIsl OpraHoB-MuIeHel, k Kiaccy 2: @) korza Bec JaHHBIX IO BO3ACHCTBUIO HA YEIOBEKa HE
SBJISICTCS JOCTATOYHO yOETUTEeNbHBIM, 4TOOBI TpeOoBaTh oTHeceHuss K Kiaccy 1, m/wmu b) Ha ocHoBe
XapakTepa M Cepbe3HOCTH TOCICACTBUN. YPOBHH J03bI/KOHIICHTPAIINH Y JIFOJICH HE CIIEAyeT YYUThIBAThH B
KJIaCCU(UKAIIMK ONACHOCTH, W JIOOble HMEIOUIHECS JaHHbIE MCCIACIOBAHUM Ha KMBOTHBIX JIOJDKHBI
HaXOJIUTHCS B COOTBETCTBHH C OTHeceHHeM K Kmaccy 2. [Ipyrumu ciioBamMH, €CIIM UMEIOTCS TakKe JaHHbIC
10 YKUBOTHBIM OTHOCHTENIBHO BEIECTBa, KOTOphIe TpeOyIoT oTHeceHus kK Kiaccy 1, To BemiecTBo ciemyer
otHecTH Kk Kmaccy 1.

3.9.27 Ilocneocmeusn, yuumoleaemvie npu npoeedeHUU Knaccuukayuu onacHocmu

39271 Haz[emeIe JAHHBIC, CBA3AHHBIC C MHOTOKPAaTHBIM BO3,E[6ﬁCTBHeM B€IICCTBA C ITOCTOSAHHBIM U
I/I,Z[CHTI/I(I)I/ILII/IpyeMBIM TOKCHUYCCKHNM BO3H6ﬁCTBHCM, YYHUTBIBAKOTCS KaK IMOATBCPKAAIOIINC Knaccn(bnxaumo.

3.9.2.7.2 OtmedeHo, 4yTo MH(OPMAIIUSA O BO3JACUCTBUU WM 00 OTICIBHBIX CIIy4asx, CBSI3aHHBIX C
YEIIOBEKOM, OOBIYHO SIBIAETCS EAMHCTBEHHBIM OJIIEMEHTOM JOKJIAJ0B O BPEOHBIX [UIsI 3A0POBBS
MOCIEACTBUASAX; B ITHX JIOKJIAaJax 3a4acTyl0 OTMEUAaeTCs HEOIPEICIEHHOCTh OTHOCHTEIBHO YCIOBHH
BO3JICKCTBHS, ¥ OHM HE MOTYT JIaTh JIETAJIM3MPOBAHHYIO HAYYHYIO WH(pOpPMAIHIO, KOTOpas MOXET OBITh
MOJIyYeHa B pe3ysibTaTe MPAaBUIBHO MPOBEICHHBIX UCCICOBAHUN HA MOIOMBITHBIX dKHUBOTHBIX.

3.9.2.7.3 JlaHHBIE COOTBETCTBYIOIINX HCCIICIOBAHNN Ha TIOJIOTMBITHBIX YKMBOTHBIX MOTYT MPEIOCTABUTH
3HAYUTENBHO OoJiee MOAPOOHYI0 HHPOpMAIUIO B (hopMe KIMHUYSCKHX HAOMIONCHUH, TAHHBIX O TeMaTOJIOTHH,
KIMHUYECKOM ~XHMHYECKOM COCTaBe, MAaKPOCKOMMUYECKMX W  MHUKPOCKONMUYECKHX  MaTOJOTHYCCKHX
UCCJICIOBAHUSAX — M BCE ATO 3aYacTyH) MOYKET TOBOPHUTH O HAIMYMU ONACHOCTH, KOTOpask XOTSA U HE Yrpoxkaer
JKU3HH, HO MOKET TMPHBOIWTH K (DYHKIIMOHAIBHBIM paccTpoiictBaM. COOTBETCTBEHHO, BCS WMECHOIIASCS
nH(OpMAaNKs, OTHOCAIIASACS K 370POBBIO YENOBEKA, JOJDKHA YUYHMTBIBATBECS B Tpolecce KiacchUKamu
omacHocTH. Hmke NPUBOIATCS TPUMEPHI COOTBETCTBYIOIIMX TOKCHYECKHX 3G GEKTOB y jmoaeil u/mimm y
JKUBOTHBIX

a) 3a0051€BaeMOCTh WM CMEPTHOCTH B Pe3ylbTaTeé MHOTOKPATHOTO WM JUTHTEIHHOTO
BO3JIeiCTBHs. 3a00JICBAEMOCTh MJIM CMEPTHOCTh MOTYT SIBJISTBCS PE3YJIbTaTOM
MHOT™ OKpaTHOFO BO3[LCI71CTBH$1 Jaxe HpI/I OTHOCUTCJIIbHO HU3KUX a03ax/ KOHHGHTpaHI/IﬂX
BCJIEICTBME OMOAKKyMYJISIIMHM BEIECTBA WM €r0 METAa0OJUTOB WIIH BCIEICTBUE
HAPYIICHUS MPOIECCOB JNETOKCH(UKAIIMK OpPraHu3Ma B Pe3yJbTaTe MHOTOKPATHOTO
BO3JCHCTBUS,
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b) cepbe3Hble (DYHKIMOHAIBbHBIE PACCTPOICTBAa B HEHTPAJIbHOM WM TepudpeprudecKon
HEPBHON CHCTEMax M JPYTUX CHCTEMax OpPraHOB, BKIIOYAs JETPECCHIO LEHTPAIBHON
HEpPBHOI CHUCTEMBI M BO3/CHCTBHE Ha OpraHbl 4yBCTB (Hampumep, 3peHHe, CIyX U
00OHHHE);

C) TTFOOBIE YCTOﬁqHBLIC N  3HAYUTCIBHBIC HCTATHUBHBIC HN3MCHCHHA KIIMHHUYCCKOTO
OHMOXUMHUYECKOTO CcOoCTaBa, reMaTOoJIOTUU UJIM COCTaBa MOYH,

d) cepbe3HOe MOBPEKACHHE OPraHOB, KOTOPOE MOXET OBITH OTMEUCHO IMPU BCKPBHITHH
U/ BIOCTCACTBUM OOHAPY:KEHO WM TOATBEPXKACHO MPH MUKPOCKOTHICCKOM
HCCIICAOBAHNH;

€)  MHorooyaroBbeld win nuddy3Hbli HEKpPo3, GUOPO3 WM 0O0pa3oBaHUE I'paHyJIEMbl B
KU3HEHHO BAKHBIX OpraHax, 00JIaaloIuX pereHepaTuBHON CIIOCOOHOCTBIO;

f) Mopdostornyeckne U3MEHEHHUs], TOTEHIIMAIBHO SBIIIONINECS] 00paTUMbBIMHU, HO SIBHO
CBHJICTEJILCTBYIOLIME O BBIPAKCHHOW NUCHYHKIMH opraHa (HampuMmep, Cephe3HBIC
’KUPOBBIC U3MCHEHUS B [ICYCHH);

0)  CBHUACTENBCTBO SIPKO BBHIPAKCHHOU THOETH KICTOK (BKIIFOYAS JCTCHEPAIHIO KIETOK H
YMEHBIIIEHHE KOJMMYECTBA KJIETOK) B KM3HEHHO BAKHBIX OpraHax, HE CIOCOOHBIX K
pereHepanuu.

3.9.2.8 Bo3zoeiicmeus, ne paccmampugaemvle 6 Kauecnee nOOMEEPHCOAIOULUX KAaccupuxkayuio

OTMe‘IeHO, YTO HEKOTOPKIC MOCICACTBUA MOT'YT paCCMaTpUBAaTHCA KaK HE OIlpaBAbIBAIOIINEC
Knaccn(l)m(aul/no. Huxe MMPUBOAATCA ITPUMCPBI TAKUX HOCJ'ICI[CTBI/Iﬁ y HIOﬂeﬁ n/vunmn Y ) KMBOTHBIX:

a) KJIMHUYCCKUE HAOJIOJACHUS WM HEOOJbIINE M3MEHEHHUS B Bece Tella, MOTpeOJIeHUE
MAIIA WM BOABI, KOTOPhIE MOTYT UMETh 3HAYUMOCTh C TOKCHKOJOTHYECKOW TOUYKU
3peHusi, HO KOTOpPhIe caMU 10 ce0e He YKa3hIBAIOT Ha "3HAYUTENBHYIO" TOKCUYHOCTB;

b) HEOOJIbIINE M3MEHECHUS B KIMHMYCCKOW OMOXMMHH, TEMATOJOTHH WJIH COACPIKaHUU
MOYH W/WIIM TPOXOISIINE MOCIEACTBHS, KOTJAa TaKUe W3MEHCHUS WM MOCIIEACTBHS
HMEIOT COMHHUTENBLHOE UM MUHUMAaJIbHOE TOKCHUKOJIOTHYECKOE 3HAUEHHE,

c) M3MEHEHHS B BECE OPTaHOB, HE CBUACTEIHCTBYIOIIHE O MUCHYHKIINH OpraHa;
d) aJlaliTUBHAsA PEAKIUs, HE UMEIOIIAas TOKCUKOJIOTMYECKYI0 KOHHOTAIUIO;

e) BBI3BAHHBIEC BEHICCTBAMM, IMPUCYHIUE KOHKPETHOMY BHUIAY MEXAaHU3MbI IPOABICHUA
TOKCUYHOCTH, T.C. JEMOHCTPHUPYIOIIHUECA C I[OCTaTO‘IHOﬁ OIPEACICHHOCTEIO KaK HE
OTHOCAIIUECA K 3JOPOBBIO YCJIOBCKA, HC JOJI’KHBI OIIPpaBAbIBATH Knaccmbnxaumo.

3.9.29 OpuenmupoeouHsle 3HAUEHUA, RPU3BAHHbBIE CHOCOOCME06aMb KdccUupurayuu
ONACHOCMU HA OCHOGE PE3YTbMAM 06, NOJIYYEHHBIX 8 X00€ UCCIe006AHUTI HA NOOONBINHBIX HCUBOMHBIX

3.9.291 B wuccrenoBaHnsAX, TPOBOAWBIIMXCS HA TOAONBITHBIX JKHBOTHBIX, yJEICHHWE TJIABHOTO
BHUMAaHWUS JIMIIL HAOIOJCHUIO MOCIIEICTBUM 0€3 yueTa JUIUTEIbHOCTH 3KCIIEPUMEHTAIBHOTO BO3ACHCTBUS U
JIO3BI/KOHIICHTPAIINH, HE YIUTHIBAIACh (yHIaMEHTaIbHAS KOHIICIIIM TOKCHKOJIOTHH, T.€. YTO BCE BEIIeCTBA
SIBIISIIOTCSL  TIOTCHIMAILHO ~ TOKCHYHBIMM M COOCTBEHHO TOKCHYHOCTB ompezensercs (QyHKImMeH
JIO3BI/KOHIIEHTPAIIMH U MPOAODKUTEIBHOCTHIO BO3JCHCTBHISI. BO MHOTHX HMCCIIEI0OBAHUSIX, IPOBOAMBIITHXCS
Ha TOJIOTIBITHBIX JKUBOTHBIX, MPUMEHSIMNCH PYKOBOJISIINE MPUHIIUIIBI TPOBEJCHUS MCIILITAHUN, B KOTOPBIX
HCTIOJTB30BANIOCH BEPXHEE MPEIeIbHOE 3HAUCHHE JI03BI.
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3.90.29.2 s oOneryeHuss MPUHATHS PEUICHHUS O TOM, CIEIYET JIM KIACCH(PHUIIMPOBATH KaKOe-TMO0
BEIIECTBO MJIM HET U K Kakomy Kiaccy ero ciemyer otHectu (Kmace 1 mim Knace 2), B tabmuie 3.9.1
TPUBOIATCS " OPHEHTHPOBOUYHBIC 3HAYCHHUS TO3BI/KOHIICHTPALIUHU I PACCMOTPEHHS TO3BI/KOHIIEHTPAIINH,
KOTOpasi, Kak OBLIO MPOJEeMOHCTPHUPOBAHO, OKA3bIBAECT 3HAYUTEIHHOE BO3/ICHCTBIE HA 370pOBbe. [ IaBHBIM
apryMEHTOM B TOJIb3y YCTAHOBJICHUS TAKUX OPUEHTHPOBOYHBIX 3HAUEHHH SIBJISIETCS TO, YTO BCE XMMUIECKUE
BEIICCTBA SBIIIOTCS TOTCHUUATBHO TOKCHYHBIMA W 4YTO JIOJDKHA  CYIECTBOBATH  pa3yMHas
J03a/KOHIIEHTpANKs, BBINIC KOTOPOM MPHU3HACTCA CTEMEHb TOKCHYECKOTO BO3ICHCTBHS. Taxxe
UCCIIEIOBaHUSI C MHOTOKPATHBIM BO3/ICHCTBHEM JI03bl, TIPOBOAMBIIMECS HAJ| TOAONBITHBIMU >KHUBOTHBIMH,
MpeIHa3HAYeHbl I JIOCTHKEHHS TOKCHYHOCTH TIpW HAaWBBICIICH [103€, WCIIOJIB30BaBIIEHCS st
ONITUMH3ALINY TeNIe UCTIBITaHusI, ¥, TAKUM 00pa3oM, OOJNBIIMHCTBO MCCIICAOBAHUN MTOKAXKET OINpeJIeIEHHOE
TOKCHUYECKOE BO3IECHCTBUE, 10 KpaliHEN Mepe, IPU TakoW HauBbIclied no3e. [loaTOMy mpeacTouT pemmurs,
HE TOJIBKO KaKoe BO3JEHCTBHE OBLIO MPOU3BEICHO, HO TAKXKe U MPU KAKOH 103e/KOHICHTPAIMH OHO OBLIO
MOJTy4€HO U HACKOJIBKO 3Ta /1033 COOTBETCTBYET YPOBHIO BO3ICHCTBUS HA YENIOBEKA.

3.9.2.9.3 Takum 00pa3oMm, KOrja B HUCCIICJIOBAHMSAX HA >KUBOTHBIX HAOJIOAAIOTCS 3HAYMTEIHHBIC
TOKCUYECKHE TOCICACTBHS, 3TO OYJEeT O3HayaTh HEOOXOAMMOCTh KiacCH(UKAIMU OMACHOCTH TaKOro
BEIIIECTBA; YYET MPOJODKUTEIBHOCTH OSKCIIEPUMEHTAIBHOTO BO3JCUCTBUS M JIO3BI/KOHICHTPAIIUH, TPH
KOTOPBIX HAOJIOAATUCh TAKHE TOCICJACTBHS B COINOCTaBICHHM C MPEJIOKCHHBIMH OPHEHTUPOBOUYHBIMU
BEIMYMHAMH, MOXKET MPEJOCTABUTH MOJIE3HYI0 HH(OpMAIHIo, KOTOpas MOMOXET OICHUTh MOTPEOHOCTh B
KJIacCH(HUKAIIMK OMACHOCTH (ITOCKOIBKY TOKCHUYECKOE BO3AEHCTBHE ABIISIETCS CIACICTBHEM OMACHBIX CBOMCTB
M TaK)Ke MPOAOIDKUTEILHOCTH BO3ACHCTBYS 1 TO3BI/KOHIIEHTPAIIHH).

3.9.294 Ha npunstre pemenus o knaccu@uKaiu ONacHOCTH B IIEJIOM MOXKET OKa3aTh BO3JICHCTBHE
CChIJIKA Ha OPHEHTHPOBOYHBIC 3HAYCHHS HO3bI/KOHLEHTPALMH, NPU KOTOPBIX HIIM HIDKE HAOIIONAIHCH
TOKCUYECKHE dPPEKTHI.

3.9.295 [IpemioxkeHHbIE OPUEHTUPOBOYHbBIE 3HAYEHHS B OCHOBHOM OTHOCSITCA K IIOCIIEICTBHSIM,
HaOMoMaBIIMMCs B cTaHaapTHOM 90-IHEBHOM HCCIEOBAHMM TOKCHYHOCTH, MPOBOMBIIEMCS Ha KPBICAX.
OHu MoryT OBITh HCIOJB30BaHBl B KAauecTBE OCHOBBI JJISi OKCTPANOIMPOBAHHS OKBUBAJIEHTHBIX
OpHUEHTHPOBOYHBIX  3HAYEHWH  JUII  WCCIENOBAaHMM  TOKCHYHOCTH  OOJNbIIEd WO  MEHBIIEH
IPOIO/DKUTEIBHOCTH € KCIIOJIB30BAHUEM BPEMEHHOW OSKCTPAMOIIMU  JI03bI/BPEMEHH  BO3ICUCTBUS,
aHaJIOTMYHOH NpaBuiTy Xa0epa Ipy HHTAJSIIMOHHOM BO3AEHCTBHH, KOTOpasi B CBOCH OCHOBE yCTaHABIIMBAET,
yro A(QQeKTUBHas A03a SBIAETCS MNPSMO MPONOPLUOHAIBHOW BO3ACHCTBYIOIIEH KOHLEHTpaUUU U
MIPOAOKUTENBHOCTH Bo3eiicTBUA. OIEHKY CleayeT IPOBOIUTE B KaX/I0M KOHKPETHOM Cllydae; Hampumep,
Ui 28-AHEBHOTO MCCIIEIOBAaHMS IPUBOJUMBIE HIDKE OPUEHTUPOBOYHBIE 3HAUECHUs OyAyT yBEIHUYCHBI B TPU
pasa.

3.9.29.6 Takum o0Opa3om, oTHecenue k Kiaccy 1 OyneT onpaBaaHo, €Clid TOKCHUECKOE BO3JICHCTBHE,
HaOmoasiieecs B xone 90-THEBHOTO MCCIICIOBAHMSI TP MHOTOKPATHOMW J103€ HA TIOJIOIBITHBIX )KUBOTHBIX,
MPOUCXOIUT TpH (IPEUIOKESHHBIX) OPHUEHTUPOBOYHBIX 3HAYCHHSX MM HU)KE TAKOBBIX, KOTOPBIC yKa3aHbI
B Tabime 3.9.1:

Tab6auna 3.9.1: OpueHTHUPOBOYHbIE 3HAYEHMUS], TPUMEHSIEMbIE
npu oTHecenun k Kiacey onmacnocrn 1

IIyTh BO31elCTBUSI HA OPraHU3M Ennanunsi OpHeHTHPOBOYHbIE
3HAYEHUSsI

(mo3a/xoHIICHTpaIHs)

ITepopasbHbIii (KPHICHI) mr/kr Bt/C <10

IMpu monaaHuu Ha KOXKY (KPBICHI HIIH KPOJIUKH) Mmr/kr BT/C <20

[Tpu vHTaNAIIMOHHOM BO3/ICHCTBUM Ta3a (KPbICHI) miH. " V/6 u/c <50

[Tpu uHraNAIMOHHOM BO3AeHCTBUH Napa (KPBICHI) mr/nutp/6 ulc <0,2

ITpy MHTATAITHOHHOM BO3JICHCTBHH mr/mutp/6 ulc <0,02

U/ TyMaHa/ mpiMa (KphIChI)

. n 1 -_— "
. - ’
Ilpumeuanue: "em eec mena", "y

n n
uac u ¢

n "
cymxu'.
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3.9.29.7 OtHecenne mpoaykiuuu K Kizaccy 2 onpaBaaHo, KOrja 3HAuMTENbHOE TOKCHYECKOE
Bo3neiicTBre HaOmomaercs npu 90-THEBHOM HCCIICIOBAaHMHM C MHOTOKPAaTHOW 030, TPOBOJMMOM Ha
HOJOTBITHBIX )KUBOTHBIX, U MPOUCXOMUT NPH (IPEUIOKEHHOM) OPHEHTUPOBOYHOM 3HAUYCHHUHU B JIMaNa3oHe,
yKa3aHHOM B Tabmuie 3.9.2:

Ta6auna 3.9.2. OpueHTHUPOBOYHbIE 3HAYEHHUSI, IPUMeEHsIeMbIe PH OTHECEHN N
Kk Kimaccy onmacnocrn 2

JAnana3zon
I " E OPHEHTHPOBOYHBIX
YTh BO31€iiCTBHSI HA OPraHU3M JTUHUIBI sHAYeRMil
(moza/koHueHTpanusi)
ITepopasibHbIii (KPbICHI) Mmr/kr BT/C 10 <C <100
[Tpu nonasanuu Ha KOXY (KPBICH HIIH KPOJIUKH) mr/kr BT/C 20 <C <200
ITpu MHTAIAIIMOHHOM BO3/ICHCTBIH Ta3a (KPbICHI) miH V/6 u/c 50 <C <250
[Tpu MHTAJIAIIMOHHOM BO3IeHCTBUH napa (KPBICHI) mr/autp/6 ulc 02<C<1,0
ITpu MHTAIAIIMOHHOM BO3/I€HCTBUH mr/autp/6 ulc 0,02 <C <0,2
nbun/TyMaHa/ipiMa (KpbIChI)

no_ n_n

Ilpumeuanue: "em" = "gec mena","u

n " n n n n
uac" u"cym" = "cymxu".

3.9.29.8 OpHEeHTHPOBOYHBIC 3HAYCHHS U JAWana3oHbl, ynomsHyTsie B 3.9.2.9.6 n 3.9.2.9.7, npu3BaHsI
CITy)KHTb JIUIIb JJIsl OPUCHTALIUH, T.€. UCIIOJIb30BAThCS B KAUECTBE YACTH TO/IX0/1a HA OCHOBE COBOKYITHOCTH
MH(OPMAIIH ¥ CIIOCOOCTBOBATh MPHHATHIO PEIICHUSI OTHOCUTENBHO Kiaccupukanuu onacHoctd. OHH HE
npeIHa3HaYeHbl ISl TOTO, YTOOBI CIIYXKUTD JUIsl CTPOrOro pa3rpaHUYCHHUS.

3.9.299 Taxum 00pa3oM, CyIIECTBYET BO3MOKHOCTb TOTO, YTO KOHKPETHBIH NPO(UIb TOKCHYHOCTH
OyJeT HpOSBISATHCS B XOJE HCIBITAaHWA HA JKUBOTHBIX C MCIIOJIb30BAHHMEM MHOTOKPATHOH I103bI NPU
7103¢/KOHIICHTPALMH HI)KE OPHEHTUPOBOYHOTO 3HaueHus, Hanpumep < 100 mr/kr BT/CYT mpu BBEICHHH B
KEJY/IOK, OJIHAKO XapakKTep IOCIEICTBU, Harmpumep HeHPOTOKCHYHOCTh, OYAET MPOSBISATHCS TOIBKO Y
CaMIIOB KpBIC OJHOTO KOHKPETHOrO MITaMMa, XapaKTEPHOrO CBOEH BOCIPUHUMYUBOCTBIO K TaKOMY
BO3/ICHCTBHIO, YTO MOXKET B Pe3yJIbTaTe MPUBOAUTH K MIPUHATHIO PELICHHS O HENPOBEICHUU KIIaCCH(UKALIN
omacHocTH. U Hao0OpOT, B XOJ€ MCCIICIOBAaHUI HAa YKUBOTHBIX MOXKET OBITh BBISBJICH OCOOBIA MPOQHIb
TOKCUYHOCTH, BO3SHUKAIOIIMH Ha YPOBHE BBIIIE OPUCHTUPOBOYHOTO 3Ha4yeHus, T.¢.>100 mr/kr BT/CyT mpm
BBEJCHUU B HKENIYJOK, U, KpOME TOTO, CYLIECTBYET JAOMOJIHUTENbHAS HH()OPMALKS U3 JPYTHX UCTOYHHKOB,
HarpuMmep OpyrHe HCCIENOBAaHHSA O JOJITOCPOYHOM BO3JCHCTBHM HIM OO OIBITE BO3JICHCTBHS Ha JIIOJCH,
KOTOpPBIC MOJJICP>)KUBAIOT BBIBOJ O TOM, YTO, YUUTHIBAsi COBOKYITHOCTh HMEIOILECHCS HHPOPMALUY, pa3yMHBIM
ObLIO OBl IPUHATHE PEIICHUS O IIPOBEICHUHU KIACCU(DHUKAIIMHU OTTACHOCTH.

3.9.2.10

3.9.210.1 Kora BerecTBo XapakTepu3yeTcst JINIIb TaHHBIMHU, TTOJyYeHHBIMUA Ha KUBOTHBIX (THITHYHO
JUTSL HOBBIX BEIIECTB, HO TAK)KEe BEPHO U ISl MHOTHX CYIIECTBYOIINX BEIIECTB), TO MPOILECC KiIacCH(pUKamum
OIMIaCHOCTH 6yaeT BKJIIOYaTb CCbUIKM Ha OPHUCHTHUPOBOYHBLIC 3HAUCHUA Z[O3I>I/KOHHCHTpaHI/II/I B Kady€CTBEC
OJTHOTO M3 3JIEMEHTOB, CIOCOOCTBYIOIINX MPUMEHEHHIO MOJIX0/1a OLCHKH BECa NMEIOIINXCS TaHHbIX.

/Jlpyzue coobpascenusn

3.9.2.10.2 BemectBo MoxkeT ObITH KiaccH(UIMPOBAHO, KOTJa HMMEIOTCS XOpOoumo 00OCHOBAaHHBIE
JaHHBIE O BO3ICHCTBUM Ha 4YEJOBEKa, IOKA3bIBAIONIME H30MpATeIbHOE TOKCHYECKOe BO3JEHCTBHE HA
KOHKPETHBII OpraH-MHIICHb, KOTOPOE BIIOJIHE HAJIC)KHO MOXKET OBITh OTHECEHO 33 CYET MHOTOKPAaTHOTO WIIN
MPOJOJDKUTEIIFHOTO BO3JCHCTBUS BeliecTBa. [loNoKUTENbHBIE AaHHBIE O BO3ACHCTBMM Ha 4YeJIOBEKa,
HE3aBUCHMO OT BEpOSTHOW JMO03BI, MMEIOT TJIABCHCTBYIONIEEC 3HAYCHHE I10 CPAaBHEHHIO C JAHHBIMH O
BO3JICHCTBUN JKMBOTHBIX. TakuM 0Opa3oM, €CiIM BEIIECTBO HE KIACCH(HUINPOBAHO, IMOCKOJIBKY HE OBLIO
YCTaHOBJICHO M30MpPaTeNbHON TOKCUYHOCTH I KOHKPETHOTO OpraHa-MHIIEHN Ha YPOBHE WJIM HUXKE YPOBHS
NPE/UIOKEHHOTO OPUEHTHPOBOYHOTO 3HAYCHHMsSI JO3bI/KOHLECHTPALMK JUIsS WCIBITAHUNA Ha J>KUBOTHBIX, H
MOCJICTYIONINE TaHHBIE O BO3JCHCTBMM Ha YEJIOBEKA MOKA3IM HaJW4YHe H30MPaTeIbHOTO TOKCHYECKOTO
BO3/ICHCTBHS Ha KOHKPETHBII OpraH-MHUIIEHb, TO JAHHOE BEIIECTBO MOJIEKHUT KIacCU(PHUKALINU OITAaCHOCTH.
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3.9.2.10.3 BemiectBo, KoTOpoe He OBLIIO UCTIBITAHO HAa M30UPATEIbHYI0 TOKCHYHOCTD JJI KOHKPETHOTO
OpraHa-MHUILIEHH, B HEKOTOPBIX CIIy4asX MOXET, IPU HEOOXOAMMOCTH, OBITh KIaCCU(PUIIMPOBAHO HA OCHOBE
JaHHBIX O TIPOBEPCHHOW 3aBUCHMOCTH ''CTPYKTYpa—aKTUBHOCTH' ¥ OKCTPANOIMPOBAHUS 3aKIHOUYCHUS
IKCIIEPTOB O CTPYKTYPHOM aHajore, KOTOpBIH paHee ObLT KiIacCHOUUIUPOBAH, M €CIH  3TO
IKCTPANOIUPOBAHHE HMEET CEPhe3HOE IOATBEPKICHHE JAPYTMMH TaKHMMH BaXKHBIMH (pakTopamu, Kak
3HaYUTENbHOE (DOPMHUPOBAHUE OOIINX METAOOIHUTOB.

3.9.2104 OTMe4YeHO, YTO KOHIIEHTPALMS HACHIIICHHOrO IMapa MOKET ObITh HCIIOJb30BaHA B KAaueCTBE
JIOTIOJIHUTEIILHOTO 3JIEMEHTa B PaMKaX HEKOTOPBIX PErYIUPYIONIMX CHCTEM JUIsi 00eCTeYeHHUs] KOHKPETHOM
3aIUTHI 3I0POBbsS  00ECTICUCHHUS er0 OE30MaCHOCTH.

3.9.3 Kputepun kiaaccupukamuu onacHOCTH JJIsl cMecei

3931 CmMmecu knaccu(UIUPYIOTCS C MCMOIB30BAHUEM TAKUX K€ KPUTEPUEB, KaK M JUIS BEIIECTB,
WIN aJbTEPHATUBHBIM 00pa30M B COOTBETCTBHHM C IPUBOAUMBIM HMXe onucanueM. Kak u Bemiectsa, cMecu
MOTYT OBITh KJIaCCU(ULUUPOBAHBI HA TOKCHUYHOCTh Ul OOBEKTHOTO OpraHa II0C]I€ OAHOKPaTHOI'O
BO3JEICTBYSI, MHOTOKPATHOTO BO3JIEHCTBHSI, MJIM TOTO U IPYrOro.

3.932 Knaccugurxauun onacnocmu cmecegoii npooyKyuu, Ko20a Umeromcsa OaHHble
0 cmecu 6 yenom

Kor;:[a Imo CMCCH HMCIOTCA HAACKHBIC M BBICOKOKAYCCTBCHHBLIC ITaHHBIC OTHOCHUTCIIBHO
BO3,Z[€I>'ICTBPI$[ Ha 4YCJIOBCKa WM COOTBETCTBYIOIIUX I/ICCJICI[OBaHI/Iﬁ Ha IOJONIBITHBIX »XHWBOTHBEIX, O 4YCM
TOBOPUTCA B pa3Aaciic O KpUTCPUAX MJIs1 BCHICCTB, TO CMCChb MOKCT OBITH KJ'IaCCI/I(l)I/ILII/IpOBaHa Ha OCHOBC
BECOB DJIEMEHTOB BCEil COBOKYITHOCTHU JaHHBIX. CneﬂyeT IIPOABIIATE OCTOPOXKHOCTD ITPU OLICHKE JAHHBLIX O
CMECHX, YTOOBI JAHHBIC O J03€, MPOAOJDKUTCIIBHOCTH Ha6HIOJIeHI/IH WM aHAJIN3€ HE MPUBEIN K IMOJTYUCHUIO
HEMOCJICAOBATCIIbHBIX PE3YJIbTATOB.

3.9.33 Knaccugpuxayus onacnocmu cmeceii npu omcynmcmeuu OaHHbIX 0 CMeECU 68 UENOM.
RPUHYUNDL UHMEPNOAUPOBAHUS

3.933.1 Ecnu cama cMech He ObLia MUCHBITAHA JJIS ONPEICIICHUS €€ TOKCHYHOCTU ISl 00BEKTHOIO
oprasa, HO UMEIOTCS JOCTATOYHBIE TaHHBIE KaK 00 OTACIBHBIX HHIPEINCHTAX, TAK H O CXOXKHMX MCIBITAHHBIX
CMeCsIX Ul TPaBUILHON OIIEHKH OMACHBIX CBOMCTB CMECEH, TO 3TH JaHHBIE CJICAYeT HCIOJIbh30BaTh B
COOTBETCTBHH CO CJIEIYIONMMHU MIPUHATHIMH MPUHITAIIAMA HHTEPIIOIUPOBAHUA. DTO MO3BOJISIET 0OECIIEYHUTE
MaKCHUMaJIbHOE WCITOJB30BaHHE B MPOIECCE KIACCH(UKAIIMKM OTACHOCTH WMEIOIIMXCS JAHHBIX T OIEHKH
OIACHBIX CBOMCTB cMeceii 63 MPOBEICHHUS JOTIOHUTEIbHBIX UCIIBITAHUN Ha JKHBOTHBIX.

3.9.3.3.2 Pazbasnenue

Ecnu ucnipiTaHHast cMech TIOJTy4eHa B XOZe pa30aBIIeHus C TIOMOIIbIO pa30aBUTENS, KOTOPBIH
OTHECEH K paBHOIICHHOMY WM OoJiee HU3KOMY KJIacCy TOKCHYHOCTH CaMOTrO HaWMMEHEE TOKCHYHOTO
HHTpEAUEHTA, TO HOBas p336aBHCHHaH CMECh MOYKET OBbITh KHaCCI/I(I)I/I]_[I/IpOBaHa KakK paBHOLICHHAs! UCXOJIHOM
HCITBITAHHOM CMECH.

3.9333 Paznuyus mexcoy napmusimu npooykyuu

Cnez[yeT HUCXOOUTh M3 TOro, 4ro TOKCHYHOCTh HCIBITAHHOM napTuu CMECH B OCHOBHOM
paBHONICHHA TOKCUYHOCTH ﬂperI\/'I nmapTuu TOTO K€ KOMMEPYECKOI'O IMPOAYKTA, HpOHSBCI{GHHOﬁ TEM KC
npeaAnpuATUEM-U3TOTOBUTCIIEM HWJIM 104 €Tr0 KOHTPOJIEM, 3a HCKIIOUCHHUEM CJIydacB, KOrjga HMCHOTCA
OCHOBaHMUA IMOJIaraTh, YTO CYIECTBYET 3HAYUTCIBHOC Pa3JININEe, USMCHAIONICC TOKCUIHOCTD HEUCIIBITAHHOU
MnapTuu. B takoMm ciIydac HGO6XOI[I/IMO IMPOBOJAUTH HOBYIO KﬂaCCI/I(bI/IKaHI/IIO.
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39334 Konyenmpayus evicoxomoxcuunvix cmeceil

Ecnmu B wucneiTaHHON cMecH, oTHeceHHoW Kk Kiaccy 1, yBennueHa KOHIICHTpALHS
TOKCHYHOTO HHTPEIMEeHTa, TO JaHHYI0 CMech cienyeT oTHocuth K Kiaccyl 6e3 mpoBeneHus
JOIOJTHUTENBbHBIX UCTIBITAHUH.

3.9335 Unmepnonuposarue 6uympu 00H020 KiAcca MOKCUYHOCTIU

B ciyuae tpex cmeceii (A, B u C) ¢ uaeHTHYHBIME HHIPEIHEHTaMH, el cMecd A 1 B
OBUIM WCIIBITAHBI U OTHOCATCS K OJHOMY M TOMY € KJacCy TOKCMYHOCTH M €CIIU HEeHCHbITaHHas cMech C
COCTOUT M3 TaKUX K€ TOKCHUKOJIOTMYECKHM AaKTHUBHBIX MHIPEAMEHTOB, Kak M cMecH A u B, HO B
KOHIIEHTPAIINH, MPOMEKYTOUYHOH MEXIy KOHIIEHTPAlMell TOKCHKOJIOTHYECKH AKTUBHBIX HWHIPEINEHTOB
cMeCHu A W KOHLEHTpallMl 3THUX HUHIPEIUEHTOB B cMmecu B, To cmech C MpeAnoaoXKUTEIbHO MOXKHO
KIJIACCU(UIIMPOBATH IO TOMY K€ KJIACCY TOKCUYHOCTH, KaKk 1 cMecu A u B

3.9.3.3.6 Cxooicue 6 3HaUUmMenbHOU Mepe cMecu
Ecnu:
a)  WMEIOTCH JIBE CMECH i) A +B;
i) C+B;

b) KOHIICHTpAITUs KOMIIOHEHTa B sIBIIsICTCS 0TMHAKOBOM B 00EUX CMECSX;

C)  KOHICHTpauus KOMIIOHEHTa A B CMeCH |) paBHa KOHIEHTpauu KoMmnoHeHTa C
B cMecH 11);

d) JaHHBIC, Kacarommecss TOKCHYHOCTH cMecH A C, UMEIOTCI B HaIWYUA H
PaBHOLICHHBI, T.€. 3TU JBa KOMIIOHEHTa OTHOCSITCA B OJHOMY M TOMY K€ KJaccy
OTIACHOCTH U, KaK MPEAIoIaraeTcs, He BIUIIOT Ha TOKCHYHOCTh KOMITOHEHTa B.

Ecnu cmecs i) wn i) yxe kiaccuduiMpoBaHa MyTeM MPOBEACHHS HCIBITAHUH, TO Apyras
CMECh MOJKET OBITh OTHECEHA K TOMY K€ KJIacCy OIMacHOCTH

3.933.7 Asposzonu

Cmech B ¢opMe a’po30JiId MOXKET ObITh OTHECEHAa K TOMY JK€ KJIAcCy ONAacHOCTH IpU
MEPOPATILHOM WM JEPMAIBHOM MYTSAX MOCTYIJICHUS, YTO M HCIIBITAHHAs CMECh B HEadpO30JbHOI (opme,
IIPY YCIOBUH YTO NOOABJICHHBIM MPOMEIUICHT HE OKa3bIBA€T BO3JCHCTBHUS HA TOKCUYHOCTH MPOAYKLHMH IPU
ee pacmbuleHnd. Kiaccugukanuio cMecHu B a3po30JbHOI (opMe MO MHTASIUOHHON TOKCUYHOCTH CIEIyeT
MPOBOJUTH OTACIBHO.

3934 Knaccuguxayusa onacnocmu cmeceii npu Haauuuu OGHHHIX RO 6CEM UHZPEOUEHMAM WU
UMb NO HEKOMOPBIM UHZPEOUEHMAM CMeCcU

3.934.1 Korma oTCyTCTBYIOT Hajae)kHas WH(pOpMAIlus WM JaHHBIC HCIBITAHUA MO0 KOHKPETHOW
cMecHu, a HpI/IHHI/IHI)I I/IHTepHOHI/IpOBaHI/IH HEC MOFyT 6I)ITI) HUCITIOJIB30BAHbI 151 HpOBeI[eHI/I}I KJ'IaCCI/Iq)I/IKaHI/II/I
OIACHOCTH, TO KJIACCU(HKAIMSI CMECH OCHOBBIBACTCS Ha KJIACCH(DUKAIIMU OTMIACHOCTH UHIPEIUCHTOB CMECH.
B sroMm ciydae cMmech KiacCH(PUIMPYETCsS B KauecTBE M30MPATENbHOTO TOKCHKAHTA JUIs OpraHa-MHIICHH
(yka3pIBaeTCsl KOHKPETHBIH OpraH) Mmocjae OJHOKPATHOTO BO3JCHCTBHS, MHOTOKPATHOTO BO3ICHCTBHUS, UIIH B
oboux ciydasx, KOrja Mo KpadHedl Mepe OMUH M3 WHrpeaueHToB oTHeceH K Kmaccy 1 mmm Kmaccy 2
M30UPATEIbHOTO TOKCHKAHTAa Ui OpraHa-MHIIEHH ¢ [PUCYTCTBYeT Ha YPOBHE WM  BBIIIE
COOTBETCTBYIOIIErO TMOPOTOBOTO 3HAYCHUA/NPEACTHHOTO 3HAYCHHUS KOHIICHTPAIMH, KaK YKas3bIBaeTCS B
tabnuue 3.9.3 coorBercTBeHHO A1t Kitaccos 1 u 2.
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Ta6auua 3.9.3: Iloporosbie 3HaYeHus1/TpeIebHbIE KOHIEHTPANH KOMIIOHEHTOB CMeCH,
KJIaccHPUIIMPOBAHHOI B KauecTBe H36HPATEIHLHOT0 TOKCHKAHTA ISt
Oprana-MHIIeHH, 00yCJIOBIHBAIOIIHE KJIACC OMACHOCTH MPH
Kiaccuuranuu cvmecu”

Hurpenuent kiaccupunuponan | Iloporosbie 3HaYeHUsI/Tpeae/IbHbIE 3HAYEHHUST KOHIEHTPAIIUH,

KaK: onpeaesonUe KIacCu(PUKAINIO CMeCH KaK:

Kaace 1 Kaace 2

Kiace 1 > 1,0% (mpumeuanue 1) | 1,0 < kommonent < 10% (npumeuanue 3)
N30uparenbHBIN TOKCUKAHT IS
OpraHa-MHIIEHH > 10% (mpumeuanue 2) 1,0 < kommonent < 10% (npumeyanue 3)
Krnace 2 > 1,0% (mpumeuanue 4)
N30uparenbHBIN TOKCUKAHT JUIS
opraHa-MHIIECHA > 10% (npumeyanue 5)

? ﬂaHH(lﬂ KOMNpoMuUuccHas cxema maccudmxauuu 6KJouaem  ydem pa3/mtmzl 6 npakmuke

ungopmuposanus 06 onacnocmu 8 delicmgyiowux cucmemax. Odxncudaemces, 4mo HUCIO PACCMAMPUBAEMBIX
cMmecell  OKadiCemcsi  He3HAUUMENbHbIM; — pasaudus  OyOym — 02panudueamvcs  npeoynpeoumenbHol
MApKUpPOBKOLL; CO 8peMeHeM CUMYayusi U3MeHUMCs 8 Hanpasienuu bojee co2naco8anHo20 nooxood.

IIPUMEYAHHE 1. Eciu 6 cmecu npucymcmeyem uzoupamenbHulii MOKCUKAHM O/l OP2AHA-MULUEHU
Knacca 1 6 kauecmse komnonenma npu xonyeumpayuu om 1,0% 0o 10%, mo arodvie HadzopHvle opeatbl
06yoym mpebosams npedcmasienusi ungopmayuu 6 116 ona maxozo npooykma. Oounaxo npedynpesxcoarousas
Mapxupogka 6ydem s6nAmbcsa axyibmamusHol. Hexomopwie opeanusayuu npeonoumym ucnoib308amy
MapKupoexy, eciu komnornewm npucymcemeyem 6 cmecu om 1,0% 0o 10%, mozda kax Opyeue oOvluHO He
6y0ym mpebosams 6 MaKoOM CyHae UCNOIb308AHUL MAPKUPOGKU.

HIPUMEYAHHE 2: Ecnu 6 cmecu npucymcmeyem 6 Kawecmsee KOMHOHeHMa u30upamenbHuill MOKCUKAHM
onsa opeana-muwienu, npunaorexcawui k¥ Knaccy 1, 6 xonyenmpayuu > 10%, mo o0b6wiuno ooscuoaemcs
npumenenue kax I1b, max u Maprupoexu.

IIPUMEYAHHUE 3. Ecau 6 cmecu npucymcmesyem 6 Kauecmee uHepeouenma uzoupamenbhvlil moKCuKaum
onsl opeana-muwenu, npunaoredcawui k Knaccy 1, ¢ xonyenmpayuu om 1,0% 0o 10%, mo uexomopwvie
opeanuzayuu Kiaccupuyupylom smy cmecb Kaxk usdupamenvHuill moxkcukaum opzana-muwienu Knacca 2,
6 MO 8peMs Kak opyzaue 3mo2o He 0e1aron.

IIPHMEYAHHE 4. Ecnu ¢ cmecu npucymcmeyem 6 Kauecmsee KOMHOHEHMAa u30upamenbHuill MOKCUKAHM
0151 opeana-muuienu, npuxaonedscawuti k Knaccy 2, 6 xonmyenmpayuu om 1,0% 0o 10%, mo kasicoas
pecynupyrowas opeanuzayus 6yoem mpebosamv npedocmasienus un@opmayuu 6 IIF 01 Oanunozo
npooykma. OOHako npedynpedumenbHass MAPKUpoOsKa Mmodxcem Ovimb ghakyrbmamuenol. Hexomopoie
OpeaHu3ayuyu Mo2ym UCNOTb308AMb MAPKUPOBKY, KO20d KOMNOHEHI NPUCYMCMEYem 6 CMeCU HA YPOosHe
om 1,0% 0o 10%, ¢ mo epems kax Opyeue oObluHO He OyOym 6 dmom ciyiae mpebosamv NPUMEHEHUs.
MApPKUPOBKU.

IIPUMEYAHHE 5. Ecnu 6 cmecu npucymcmeyem 6 Kawecmsee KOMHOHEHMa u30upamenvHuill MOKCUKAHM
onst opeana-muuienu, npunaoiexcawuti ¥ Knaccy 2, ¢ xonyemmpayuu > 10%, mo obwiuno oosicudaemcs
npumenenue kax 115, maxk u MapKuposxu.

3.9.34.2 OTH OPOTOBBIE 3HAYCHHUS U TIOCIEAYIOIIYIO KacCU(UKaIUIO ClieyeT MPUMEHSTh B PAaBHOM
Mepe ¥, COOTBETCTBEHHO, KaK IPH OJHOKPATHBIX, TaK W IPU MHOTOKPATHBIX /103aX TOKCHKAHTOB OpraHa-
MHIIECHH.
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39343 CMecu clieflyeT KJIacCU(UIMPOBATh Pa3ieibHO MO TOKCHYHOCTH JIUOO NIl OJHOKPATHOTO
WITH MHOTOKPATHOTO BO3ICHCTBUSI WK I 000X THITOB BO3JCHCTBHSI.

39344 [Ipu HanMMUMM coyeTaHuss TOKCUKAHTOB, 3aTPAruBaroNIUX 0OJIee YeM OJIHY CHUCTEMY OPTaHOB,
clenyeT YACNATh 0co0Oe BHUMAaHUE CHHEPreTHYECKOMY B3aWMOJICHCTBUIO WJIM TMOTCHIIMATBHOMY
BO3JICHCTBHIO, TMOCKOJBKY HEKOTOPHIC BEMIECTBA MOTYT BBI3BIBATH TOKCHYHOCTH OpraHa-MHIICHU TPH
KoHIeHTparuu < 1%, korja W3BECTHO, 4YTO JPYrHe KOMIIOHEHTBI CMECH pacrojiararoT MOTSHIIMAIOM
OKa3aHHS TOKCUYECKOTO BO3/ICHCTBHSI.

394 HNndopmupoBanne 00 0nacHOCTH

O0mme W KOHKPETHBIC CBEACHHS, Kacamommmecs TpeOOBaHUM, MNPEABABIIEMBIX K
MapKHpOBKe, TPUBOMATCS B pasaene Hugopmuposanue 06 onacnocmu. mapkuposka (I'nasa 1.4).
B IMpunoskenun 2 comepxarcsi pe3fOMUPYIOIINE TaOIHUIBI MO KIACCH(PHUKAIUN OMACHOCTH W MapKHUPOBKE.
[Mpunoxenue 3 CONEPKUT MPHUMEPHI Mep MPEJOCTOPOKHOCTH W IMUKTOIPaMM, KOTOpPBIE MOTYT OBITh
WCTIOJIB30BaHbl, KOTJa 3TO JIOMYCKAETCs] KOMIIETEHTHOW OpTraHu3aIuei.

Ta6auma 3.9.4: DiaeMeHTHI MAPKUPOBKH U30UPATEILHONH TOKCHYHOCTH /115l OPraHa-MuIIeHH
B pe3yJbTaTe MHOTOKPATHOTO BO3/eiicTBUS

Kumacce 1 Kumacc 2
Cumson OmnacHOCTh U1 3J0POBbS YEJIOBEKA OnacHOCTH TSI 3I0POBBS YeJIOBEKA
CurHajbHoe ¢JI0BO OmnacHo OcTOpOKHO
Kpartkas Hanocut ymiep6 opranam (yka3artb Bce MosxeT HaHOCHTH yIiepO opraHam
XapaKTepUCTHKA 3aTparuBaeMble OpPraHbl, €CIIU 3TO (yxa3ath Bce 3aTparuBacMbie OpraHbl,
OMacHOCTH U3BECTHO) B Pe3yJ/IbTaTe JUIUTEIBHOTO HIIN €CIIM 3TO U3BECTHO) B pe3yJIbTaTe
MHOTOKpaTHOTO BO3ieiicTBHs (yKa3aTh JUTATETHHOTO T MHOTOKPaTHOTO
IyTh NOCTYIUICHHS B OPTaHU3M, €CJIM | BO3JCUCTBHUS (YKa3aTh MyTh MOCTYILICHUSI
yOenTeNbHO J0KA3aHO, YTO IPYTUe MYyTH |B OPTaHu3M, €CIi yOeAUTeIbHO 10Ka3aHo,
MOCTYIUICHHUS B OPTaHU3M HE BBI3BIBAIOT | YTO HUKAKUE IPYTUe MyTH MOCTYILICHUS
OITaCHOCTB) B OPraHU3M HE BbI3bIBAIOT OMACHOCTD)
395 CxemMa NpuUHSTHS pelleHHs] NMPH KJIACCHPUKANUU M30UPATETbHOH TOKCHYHOCTH IS

OpraHa-MMIICHH B PE3yJIbTATC MHOI'OKPATHOI'O BO3J€HCTBHS

[IpuBoguMmas HMXKE cXeMa NPUHATHS peIIeHHs He SBJIseTcd 4YacThl0 COIJIAaCOBAHHOM
CHCTEMB! KJacCU(UKAIMKA OMACHOCTH, a MPHUBOAUTCS 3/[€Ch B KayeCTBE JOINOJIHUTEIHFHOTO PYKOBOACTBA.
Jluity, OTBETCTBEHHOMY 32 KJIaCCHU(HKALMIO, HACTOSTENbHO PEKOMEHIYETCS M3YUHUTh IPHUBEICHHBIC BBIIIE
KPUTEPUH U UCIIONB30BaTh UX B XOJ1€ PUHATHUS PEIICHUS.
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3951 Cxema npunamusn pewenus 3.9.1

BeurectBo: Nmerorcs iu nannbie n/uiu HHGOpMAIUS TS OTIEHK I
n30MpaTeIbHOM TOKCHYHOCTH I OpraHa-MHILICHH B Pe 3y JIb TaTe
MHOTOKPaTHOTO BO3JIHCTBH BeLlecTBa?

CMech: IMEIOTCS JTH IaHHbIS/MH(OpMAaIUs TS OLIEHKH
M30MpaTeIbHOM TOKCHYHOCTH JJI O praHa-MHUIIEeHHU TPH
MHOT'OKPaTHOM BO3ICH{CTBHH CMECH B LIEJIOM HJIM €€ HHIPEIUEHTOB?

Wmerorcest i nanHble/ MHGOPMAITHS Tt OLEHK U N30 P aTeTbHO
TOKCHYHOCTH JIJISI OpPraHa-MHUIIEHU TPH MHOTOKPAT HOM
BO3ICHCTBUN CM €CH B IE€JIOM ?

[Ipr MHOTOKpaTHOM BO3IEHCTB UM

a) MOJKET JIM BEIIEC TBO MM CMECH OKa3bl BaTh 3HAYMTEIBHOE TOKCHYHOE
JefiCTBUE HA YEJIOBEKA , MIIH
b) MosxHO T cunTaTh, YTO UMEE TCS MOTEHITMATFHAS BO3MOK HOCTh
3HAYUTEIBHOr0 TOKCHYECKOro ICHCTBHS Ha YelIOBEKa Ha OCHOBE
pE3yABTaTOB MCCIIEI0BAHUIN Ha MO IO MBITHBIX XK HBOTHBIX?
CM. KpUTEpUHU I OPUCHTHPOBOYHBIC 3HAUCHUS B pa3Ieiie 3.9.2%
[MpuMeHeHne KpUTEPUEB HYXK A €TCS B IKC IIEPTHO M OLIEHKE C yU4eTOM

Ja

SHAYHUMOC TH UMCIOIIUXCA TaHHBIX.

Her

IIpy MHOTOKpaTHOM BO3IEHCTBUH
MOJKHO JI1 CYATATh HA OCHOBE Pe3YJbTaTOB MCCIEIOBAaHUA Ha
MTOJIOTIBITHBIX K UBOTHBIX, UTO BEIIECTBO HJIM CMECh MOTYT UMETh
MOTEHLUAJIb HYI0 BO3MOJKHOC Th OKa3aHHS BPEAHOTO BO3IEHCTBUS Ha
3JI0pOBBE YETIOBEKA?

KpuTe pun 1 OpMeHTHPOBOYHBIE 3HAUYESHHSI CM. B pa3jene 3.9. 2.

[IpumeHeHne KpUTEPUEB HYX A €TCA B 9KCIIEPTHON OLIEHKE Beca MMEIOIINXCS

JAHHBI X.

Her

1

npeoenbHbIX 3HaAYeHUll KOHYyeHmpayuu'" .
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3952 Cxema npunamusn pewrenus 3.9.2

Moryr 1M npuMeHs ThCS P MHIIHUIIBI

uuTeprnompoBanus (cm. 3.9.3.3)?

wd

Conep T JIK CMECh OJJUH WIIH 00Jiee KOMITOHEHTOB, OTHE CEHHBIX
K M30MpaTeTbHBIM TOKCHKAHTaM U1 OpTaHa-MUIIeHH Kiacca 1 mpu
KOHIIE HTpaunHl:

a) >1,0%7?

b) >10%?
[TosicHeHME 110 TOPOrOBbIM 3HAYECHHSAM/TIP €1€]Th HBIM 3HAYCHHS M
KOHIIE€ HTpaIllK cM. B Tabnuie 3.9.3 HacTosI eif TiaB 512.

Conep T JIk CMECh OJJUH WK 00Jiee KOMITIOHEHTOB, OTHE CEHHBIX
K U30MpaTeIbHBIM TOKCHUKAHTAM Ui OpraHa-MHUIIeHU Kyiacca 1 mpu
KOHIIE HTpAIHn

>1,0% u < 10%?
[MosicHeHME 110 TOPOrOBLIM 3HAYECHUAM/TIP €1€)Tb HBIM 3HAYECHHS M
KOHI[E HTpaIKK cM. B Tabnuie 3.9.3 HacTOsII el TIaB bl .

C oflep KHT K CMECh OXUH WIIH 00Jiee KOMITOHEHTOB, OTHE CEHHBIX
K M30MpaTeIbHBIM TOKCHKAHTAM UIsl OpTaHa-MHIICHH KJlacca 2 MpH
KOHIIE HTpaLuml:

a) >1,0%7?

b) >10%?
[TosicHeHME 1O TOPOrOBBIM 3HAYCHHSAM/TIP €1€]Th HBIM 3HAUCHHS M
KOHI€ HTpaIiK cM. B Tabnuie 3.9.3 HacTosII el TaBbl .

1

npeoenbHbIX 3HaAUeHUll KOHYyeHmpayuu'" .

2
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I'JIABA 3.10

OITACHOCTD IIPU ACITMPAIINA

3.10.1 OnpenesieHus: U cooOpaskeHusi 00111ero U KOHKPETHOI0 XapaKTepa

31011 Lens HacTosmied ['aBpl cOCTOMT B OOecCIeUeHNH CPEeACTBa IS KIIACCU(UKAIIUN BEIIECTB
501041 CMCCCI\/'I, KOTOpBIE MOT'YT NOPCACTAaBIATL OINMACHOCTH TOKCHUYCCKOI'O BO3I[€I7[CTBH$1 Ha J'IIOILeI\/'I npu
acnypanuu.

3.10.1.2 Acnupayusi — TPOHUKHOBEHUE KUIAKOTO WIIA TBEPAOTO0 XMMHUYECKOTO BEIIECTBA B TPAXCIO U
HWKHHE JIBIXaTeIbHBIC IyTH HEMOCPEACTBEHHO Yepe3 POTOBYIO WM HOCOBYIO IMOJIOCTH JHOO KOCBEHHBIM
MyTEM — Yepe3 PBOTY.

3.10.1.3 TOKCHYHOCTD MpHU aCTIMPAIUU MPUBOAUT K THKEIBIM OCTPBIM MOCICACTBUSIM, TaKUM KakK
XUMUYECKas MHEBMOHUS, MOBPEXJCHUE JIETOYHOM TKAaHU pa3IUYHOM CTENEHU THKECTH WU CMEpPTh B
pe3ynbpTaTe aclupanyy.

3.10.14 Acrupanus HauMHAeTCS B MOMEHT BJIBIXaHUS, T.€. B TCUCHUE BPEMEHH, HEOOXOAUMOTO IS
BJIOXa, KOTJa BJBIXaeMBId MaTephall HaXOIUTCS Ha TIePeKPecTe BEPXHUX JIBIXATENbHBIX MyTeH U
MUIIIEBAPUTEIILHOTO TPaKTa B TOPTAHHO-TVIOTOYHOM 00JIaCTH.

3.10.1.5 Acmmpariis BemecTBa WM CMECH MOXKET MPOUCXOMNUTh, KOTAa IOCIe MPOTIaThIBAHUSI OHHU
M3BEPTalOTCS C PBOTHBIMH MacCaMHU. ITO MOXKET UMETh MTOCIIEICTBUS I MAPKUPOBKH, KOT1a, B YaCTHOCTH,
BBHJIy OCTPOH TOKCHYHOCTH MOXKET OBITh PEKOMEH/IOBAHO BBI3BATh PBOTY IOCIE MporiatkiBanus. OHaKoO,
€CJIM BeIeCcTBO/CMECh TIPE/ICTABIIAET TAKIKE OMACHOCTh TOKCUYECKOTO BO3JMCHCTBHUS MPU aCITUPAIHH, MOXKET
MOTPeOOBATLCS U3MEHEHHE PEKOMEHIAITNHI B OTHOIIICHUN BBI3BIBAHUS PBOTHI.

3.10.1.6 Coobpasicenus KOHKpEmHo20 xapakmepa

3.10.1.6.1 B pesynbraTe m3yueHHs MEIUIIMHCKOW JTUTEPATYpPHI IO BOIPOCAM aCTHpaMd XUMHYECKUX
BEIIECTB OOHAPYKUIIOCh, YTO DS YIICBOJAOPOAOB (IMCTHIUIATHE HEPTH) M HEKOTOPHIC XJIOPHUPOBAHHBIC
YIIEBOIOPOAbl TPU AacTHpalM{ MPENCTaBISAIOT OMACHOCTh It Jiofei. OmacHOCTh TpH  acIHpariu
MIEPBUYHBIX CITUPTOB M KETOHOB ObLIa IMPOJEMOHCTPUPOBAHA TOJHKO B XOZC MCCICIOBAHHUH, TPOBEICHHBIX
Ha )KMBOTHBIX.

3.10.1.6.2 XOoTs s ONpPEHNENCHUs OMACHOCTH acCHHUpalldd I SKMBOTHBIX ObLIa HCIOJIb30BaHA
ompejieNicHHas METONOJIOTHS, OHa eIe He CTaHJapTU3upoBaHa. llonokuTenbHBIE  PpPE3yNbTaTHI
OKCIIEPUMEHTOB HAa JUBOTHBIX MOTYT CIYXHThb JIAIIb OPUEHTHPOBKOWM B OTHOIICHHH BO3MOXHOTO
TOKCHYECKOTO BO3JICHCTBUS Ha JIFOZCH npu acnupaiivu. [Ipu olieHKe JaHHBIX 00 OMACHOCTH acIHUpaIMK JUIs
JKUBOTHBIX HAJJICKUT MPOSIBIIATH 0COOYIO OCTOPOIKHOCTb.

3.10.1.6.3 Kpurepun knaccudukanyuy OCHOBBIBAIOTCS HA apaMeTpe KWHEMaTHUeCKo! Bsi3kocTu. Hike
MPUBOJIUTCS CIIOCO0 MPeoOpa3oBaHusI JMHAMHUYECKON BSI3KOCTH B KHHEMATUYECKYIO BSI3KOCTB!

Junamuueckas Ba3kocTh (MIla - ¢)
[lnotHOCTSH (r/eM®)

= KuHemaTH4ecKas BI3KocTb (MM2/c)

310164 Xotsa ompenenenne acnupanuyd B 3.10.1.2 BkiO4aeT MOCTYIUIGHHWE TBEPIBIX BEIECTB B
JIBIXaTEIbHYIO CHCTEMY, KJIaCCH(HKAIKsI B COOTBETCTBUH ¢ mo3unueii b) B tabiuie 3.10.1 aust Knacca 1 wim
g Kinacca 2 npenHa3HayeHa aj1sl IPUMEHEHUS JIMIIb K JKUAKAM BEIIECTBAM M CMECSM.
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3.10.1.6.5 Knaccughuxayus asposonvobpaszyrowuxlmymanoobpasyrowux npooykmos

Abdp03011p00pa3yronue ¥ TYMaHOOOpa3yole IpoIyKTbl OOBIYHO YITAKOBBIBAIOTCS B TAKHE
€MKOCTH, Kak OaJUIOHBI TMOJ| JaBJICHHEM, PaCIbUIUTEIH CO CITyCKOBHIM MEXaHM3MOM W PAaCIBUINTEIH C
HacocoM. Kirodom k kiraccupuKamum 3TUX IPOJAYKTOB SBISIETCS OTBET HA BOIIPOC O TOM, 00pa3yeTcs JH BO
PTY CKOIICHHE TMPOMYKTa, KOTOPOE 3aTeéM MOXKET OBITh aclUpHpOBaHO. Ecim TymaH Wi a’po30Jb,
BBHIMyCKaeMblii W3 OajlloHAa TOJ JaBJICHHEM, SBISETCS MEJIKOAUCIEPCHBIM, OOpa3oBaHMs CKOIJICHUS
mpousoiita He MoxeT. C Apyroil CTOPOHBI, €CIH MPOIYKT BBHITYCKAeTCs M3 OaJJIOHA IO IABJICHUEM B BHUJIE
CTPYH, MOKET 00pa30BBIBATHCS CKOILIEHHE, KOTOPOE MOXKET 3aTeM achupupoBathes. Kak mpaBuio, Tymas,
BBINIYCKAGMbI PACIBUIUTENIIMA CO CITYCKOBBIM MEXaHHU3MOM U PACHBUTUTEISIMH C HACOCOM, SIBISCTCS
KPYITHOJMCIIEPCHBIM, H IIO3TOMY MOXET 0Opa30BBIBATHCS CKOIUICHHE, KOTOPOE 3aTeéM  MOXKET
acimpupoBaThcs. Ecim HacOCHBIH MEXaHU3M MOXKET OBITH CHST U COAEPKUMOE MOXKET OBITh TIPOTIIOYEHO, TO
B 3TOM CJIydae CJIeJyeT pacCMaTPUBaTh BOIPOC O KIACCH(UKAIMH MTPOYKTOB.

3.10.2 Kpurepun kinaccupukanuu 1Jisl BelIeCTB

Taoauna 3.10.1: Kiaccsl 0macHOCTH ISl TOKCHYHOCTH MPHU ACHHPALUHU

Kaaccesl Kputepun

Knace 1: Xumunueckue BemectBa, |BemectBo kinaccudunupyercs no Knacey 1:
KOTOpBIE, KaK M3BECTHO, OKa3bIBAIOT
TOKCHYECKOE BO3JICHCTBHE Ha JII0JeH | ) Ha OCHOBE HaJE)KHBIX U BBICOKOKAUeCTBEHHBIX JAHHBIX
MIPY acIIMpaliy WIA KOTOPbIE 0 BO3zeiicTBHM Ha mmozeit (cM. mpumedanue 1); wmu
ClelyeT CUMTATh OKa3bIBAIOIINMHU
TOKCHYECKOE BO3/ICiCTBIE Ha Jifojieii | D) ecim OHO sBIIsieTcs yriieBOA0POIOM H MIMEET KHHEMAaTHYECKYTO
IIPY aCTIAPAIlHH Bs3kocTh < 20,5 Mm°/c, u3mepennyio mpu 40°C.

Knacc 2. Xumnueckue BC€IICCTBA, Ha ocnoge HUMCIOINXCA PE3YJIbTATOB HCCHGI{OBaHHﬁ, IMPOBCACHHBIX

KOTOPBIE BHI3BIBAIOT Ha )KMBOTHBIX, U 3KCIEPTHOHN OIIEHKH, YIUTHIBAIOLIECH TOBEPXHOCTHOE
00€CIIOKOEHHOCTh B CHITY HaTsDKEHHE, PACTBOPUMOCTH B BOJIE, TEMIIEPATYPy KUIICHUS U
MPEATOJIOKEHHS, YTO OHU JIETy4Y€eCTh, 110 3TOMY KJlaccy Kiaccu(UIUPYIOTCS BEUIeCTBa, HE
OKa3bIBAIOT TOKCHYECKOE knaccugunupoBanusie mo Kiaccy 1, kotopsie UMeOT

BO37IEICTBHE Ha JIOJEH IpH KHHEMAaTHIECKyTO BI3KOCTh < 14 Mm7c, m3mepennyio mpu 40°C
acIMpanun (cm. mpumeuanue 2).

IIPUMEYAHHE 1: [lpumepamu sewecms, skmoyennvlx 6 Knacce 1, aensromes nekomopwvie yeneso0opoost,
CKUNUOAp U X80UHOE MACIO.

IIPUMEYAHHE 2. C yuemom 8bluleCKA3aHHO20 HEeKOMOopble KOMNEeMeHmMHble 0PEaHbl, B03MOICHO, OYOym
BKIIOUAMb 8 IMOM KIAACC CIeOVIOujUe 8euecmsd’ HOPMAalbHble NepeuiHble CHUPMbL, coOepicaujue He MeHee
mpex, HO He 6Oonee 13 amomos yenepooa; u300yMUNOGLII CNUPM U KEMOHbl, codepoiicaujue He Oolee
13 amomos yenepooa.

3.10.3 Kputepun kinaccupukaumu 1 cMeceit

3.10.3.1 Knaccugurxauusn, kozoa umeromces 0anHsle 0 cmecu 8 ueiom

Cmech knmaccudumupyercs mo Kmaccy 1 Ha OocHOBE HaJeXHBIX M BBICOKOKAYECTBEHHBIX
JIAaHHBIX O BO3JIEMCTBUM Ha JIIOJIEH.
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3.10.3.2 Knaccuguxauus cmecu, kozoa omcymcmeyrom OaHHbIE 0 CMECU 6 UEIOM. RPUHUUNDL
UHMEPROTUPOBAHUA
3.10.3.2.1 Ecnu cama cMech He Oblla UCTIBITAHA JUISL ONIPEJICIICHUS €€ TOKCUYHOCTH MPHU acIUpaIivu, HO

UMEIOTCSl JOCTATOYHBIE JaHHbIEe KaK 00 OTHIENbHBIX MHIPEIUEHTaX, TAK U O CXOXKUX HCIBITAHHBIX CMECSX
JUTSL IPaBHIILHOW OIEHKH OMACHOCTH CMECH, TO 3TH JaHHBIE MOTYT OBITh WCIOJIB30BAaHBI B COOTBETCTBHH CO
CICIYIOIMMU  MPUHIMIIAMA ~ WHTCPIIOJIMPOBAHUSA. OTO  TO3BOJSET  O0ECHEYUTh  MaKCHUMAaJbHOE
WCTIOJIB30BaHME B TPOIIECcCe KIIACCU(HKAINH UMEIOIIUXCSA JaHHBIX ISl OIIEHKH OTIACHBIX CBOMCTB cMecH 0e3
MIPOBEICHUS JOTIOIHUTENFHBIX MCTIHITAHAN Ha )KUBOTHBIX.

3.10.3.2.2 Pazbasnenue

Ecnu ucnbiTaHHas cMmech pa3daBiieHa C MOMOLIBIO BEIIECTBA, KOTOPOE HE MPEICTABISET
OIMACHOCTH TOKCHYECKOT'O BO3ICHCTBHUS NPH aCIHMpalMd M KOTOPOE, KaK MpEAIoaraeTcs, He BIMSET Ha
TOKCHYHOCTb IPH aCIUPALMU JAPYTHX KOMIIOHEHTOB MJIM CMECH, TO HOBasi pa30aBieHHAs: CMECh MOXET ObITh
KIacCUPUIMPOBaHA KaK pPaBHOLIGHHAs MCXOJHOW HCHIBITaHHOH cMecH. OIHAKO  KOHIEHTpALMs
BbIxaeMoro(bIX) TOKCMKaHTa(0B) He JOJDKHA MaaaTh Hibke 10%.

3.10.3.2.3 Paznuuus meowcoy napmusimu npooykyuu

Cnenyer UCXOAUTHh U3 TOTO, YTO TOKCHYHOCTH MPHU aCHUPALUU JJISl UCHBITAHHON MapTHU
CMECH B OCHOBHOM PaBHOLIEHHA TOKCUYHOCTH IIPU ACTIMPALUMU JJIs1 IPYTrOM HEHCIIBITAHHOW MAapTHU TOTO K€
KOMMEPYECKOTO NPOAYKTAa, IPOU3BEIECHHOM TEM XK€ NPEANPUATUEM-U3TOTOBUTENEM WM IOL  €ro
KOHTpOJIEM, 3a HCKIIOYEHHUEM CIlydyaeB, KOIJIa HMEIOTCS OCHOBAHHUS IOJararb, 4YTO CYIIECTBYIOT
3HAYUTETHHBIC PA3IUYHs 10 BS3KOCTH WIW KOHIICHTPAIUH, W3MEHSIONINE TOKCHYHOCTH TPHU aCIHUpAIIdN
BEIIECTB HEUCIIBITAHHON apTUH. B TakoM ciiyyae HEOOX0IUMO ITPOBOIUTEL HOBYIO KiIacCU(HUKALIUIO.

3.10.3.24 Konyenmpayus cmeceti Knacca 1

Ecnu ucnpitannas cmech kinaccuduimpoBana mo Kmaccy 1 n KOHIEHTpanus UHTPEIUEHTOB
WCIIBITAHHOW cMecH, OTHocsmuxcs Kk Kiaccy 1, yBennyeHa, TO pe3yabTHPYIOIIYI0 HEHCIBITAHHYI) CMECh
cienyet knaccudunuposath 1o Kimaccy 1 6e3 mpoBeeH st JOMOTHUTENBHBIX UCTIBITAHUH.
3.10.3.2.5 Hnmepnonuposarue uympu 00HOU Kame2opuu MOKCUUHOCTIU

B cnyuae tpex cmeceii (A, Bu C) ¢ uaeHTHYHBIMM HHTPEAMEHTaMH, eciu cMecu A u B
OBUIM UCHBITAHBI U OTHOCATCS K OJHOMY M TOMY JK€ KJIacCy TOKCHYHOCTH W €CIM HEUCHbITaHHas cMech C
COCTOUT M3 TaKMX JK€ TOKCHKOJIIOTHYCCKH AaKTHBHBIX HWHIPEJAMEHTOB, Kak W cmecu Au B, HO B
KOHIICHTpAIIMK, MPOMEKYTOYHOH MEXKIY KOHIICHTPAlMEH TOKCUKOJIOTHMUECKA AKTUBHBIX HWHIPEIUCHTOB
cMecd A M KOHIICHTPAIMU 3TUX MHIPEAUEHTOB cMecu B, To cMmech C nmomyckaercst KacCU(pHUIMPOBATh IO
TOMY K€ KIIacCy TOKCHYHOCTH, Kak u cMecu A u B.
3.10.3.2.6 Cxooicue 6 3HaUUMENbHOU Mepe cMecu

VYcnosus.

a) UMEIOTCA IBe cMecu: i) A +B;
ii) C+B;

b) KOHIOCHTpAald KOMIIOHCHTA B aBnsercs mo CYLICCTBY OI[I/IHEIKOBOﬁ B 00eux CMECSX,

c) KOHIICHTpAIlUsi KOMIIOHEHTa A B CMecH i) paBHa KOHIIEHTpanuu kommoHeHta C B
cMecH ii);

- 249 -



ABTOpckoe npaBo © OpraHusaumm O6beanHeHHbIX Hauunmn, 2009 rog

d) TOKCUYHOCTH TIpu actupanuu A u C SBIsSeTcs 0 CYIIECTBY OJIMHAKOBOM, T.€. OTH JBa
KOMIIOHEHTa OTHOCATCS K OOHOMY M TOMY JK€ KJIAacCy ONACHOCTH M, Kak
MIPEIIoNaraeTcs, He BIUSAIOT Ha TOKCUYHOCTD MPY aclIMpaliii KOMIIOHEHTa B.

Ecnu cmech i) wamii) yxe kiaccuuiMpoBaHa Ha OCHOBE KPUTEPUEB, YKA3aHHBIX B
tabmuie 3.10.1, To Apyrasi cMech MOXKET ObITh OTHECEHA K TOMY e KIIacCy OIMACHOCTH.

3.10.3.3 Knaccugurxauun cmeceit, kozoa umeromcsa 0annsle O 6cem UHZPEOUEHMam Uiu JUULb nO
HEeKOmOopbvIM UHZPeOUeHmam cmecu

3.10.3.3.1 Knacec 1

3.10.3.3.1.1 Cwmech, KoTOpas COIEPX HUT B COBOKymHOCTH > 10% wuHrpeaneHTa WIM HHIPEANEHTOB,
KIaccH(pUIMPOBAHHBIX 1Mo Kiaccy 1, M MMeeT KHHeMATHUecKyio BsskocTh < 20,5MM7/c, H3MEpEHHYIO
nipu 40°C, otHocurcs k Kiacey 1.

3.10.3.3.1.2 Ecnu cmech pasgensercs Ha JiBa Wik 00Jee YETKO Pa3IMYMMBIX CJIOS, OJMH M3 KOTOPBIX
conepxkut > 10% WHrpereHTa WIM WHIPEIAUCHTOB, OTHECEHHBIX K Kiaccy 1, M MMeeT KMHEMaTHYeCKYIO
Bs3kocTh < 20,5 MM?/c, m3mepennyio mpu 40°C, To Best cMech oTHOCHTCS K Kitacey 1.

3.10.3.3.2 Knace 2

3.10.3.3.21 Cwmech, KOTOpast COICPKUT B COBOKYHMHOCTH > 10% wHrpeaneHTa WM HMHTPEIUEHTOB,
oTHeceHHBIX K Kiaccy 2, M HMMeeT KHHEMAaTHYeCKylo Bs3KocTh < 14 mm%c, m3mepennyro mpu 40°C,
otHocuTcst kK Kacey 2.

3.10.3.3.22 Ilpu oTHeceHWHM cCMeceii K OTOMY KJacCy HCIONb30BaHHE OKCIEPTHOW OILECHKH,
YUUTHIBAIOIIEH MMOBEPXHOCTHOE HATSDKEHHE, PACTBOPUMOCTH B BOJE, TEMIIEPATYpy KHIICHHS U JIETYy4YecTb,
HAMeeT BaXKHeIee 3HaueHne, B 0COOEHHOCTH Koraa BelecTsa Kiracca 2 cMelansl ¢ BOIOMH.

3.10.3.3.23 Ilpu xnaccudukanuu cMecH, KOTopas pas[esiseTcs Ha JIBa WK 0oJiee YETKO PasInduMBIX
CIIOS, OIWH U3 KOTOPHIX cofepkut > 10% wuHrpeaneHTa WiIM MHIPEIUEHTOB, OTHECEHHBIX K Kitaccy 2, u
MMeeT KHHEMATHUECKYIO Bs3KOCTh < 14 Mm?/c, m3amepennyto mpu 40°C, Best cMeck otHOcuTes k Kiacey 2.

3.10.4 HNudopmupoBanue 06 onacHocTH

3.104.1 CooOpaxkeHus O0IIEro ¥ KOHKPETHOTO XapakTepa, Kacarluecss TpeOOBaHU, MPeIbIBISIEMbIX
K MapKupoBKe, mpuBogurcs B ImaBe Hugpopmuposanue 06 onacnocmu. mapkuposka (I'nasa 1.4).
B IMpunoxkenun 2 copepkarcs oOmpe TabIuIbl KiIacCHPUKAINU U MApKUPOBKU. [Ipunoxkenue 3 comepruT
OpUMEpPbl  Mep TPEIOCTOPONKHOCTH ¥ TPEAYIPEAUTSILHBIX MUKTOTPaMM, KOTOPBIE MOTYT OBITh
WCTIONb30BaHbl € pa3pellicHus KOMIIETCHTHOTO oOpraHa. B TaOmuie HiKe NPUBOAITCS KOHKPETHBIC
AIIEMEHTHI MApKUPOBKHU JUIS BEIECTB U CMECEH, KOTOphIe KIacCH(UIMPYIOTCS Mo KateropusMm 1 U 2 Kak
MPEACTABISIONINE OMACHOCTh TOKCHYCCKOrO BO3JCHUCTBUS IPH AacClHpaldd Ha OCHOBE KpPUTCPHEB,
HM3JI0’KEHHBIX B HacTosIek I nase.

Tabauna 3.10.2: DaeMeHTHI MAPKUPOBKH /LIS TOKCHYHOCTH MPH aCMHPALUU

Kaace 1 Kaace 2
CumBoJ OnacHoCTb 151 310POBbS OnacHOCTh IS 3/I0POBBS
CurHajbHoe ¢JI0BO OrmacHo OcCTOpOKHO
KpaTkas xapakrepucruka MoxeT ObITh CMEepTEIbHBIM MPU MoxeT ObITh BpeHBIM NPU
OMacHOCTH NPOTrJaThIBAaHUM U TONaJaHUN MPOTJIATHLIBAHUH U TIOTIAITAHUH
B JIbIXaTeJbHbIC MyTH B JbIXaTeJbHBIE TyTH
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3.10.5 CxeMa NpUHATHS pelleHUs A1 TOKCHYHOCTH MPH ACHUPAMHA

[IpuBomuMas HIDKE cxema MPUHATHS PEIIeHHs HE SIBISAETCS YacThIO COTJIACOBAHHOM CHICTEMBI
KIJTACCU(HMKAITNH, a TIPUBOAUTCS 3/1€Ch B Ka4eCTBE JIOTIOHUTEIHHOTO PYKOBOACTBA. JIWIy, OTBETCTBEHHOMY
3a KJIaCCU(UKAIUIO, HACTOSTEILHO PEKOMEH IYETCSl U3yUUTh IIPUBECHHBIC BBIIIE KPUTEPHU U UCTIOIH30BATh
WX B XOJI€ TIPUHSATHUS PEIICHUSI.

3.105.1 Cxema npunamus pewenus 3.10.1

BemectBo: Mmerorcs i JaHHBIE 0 TOKCHYHOCTH BEIIIECTBA Kiraccuduxanms
IpY acnupanuu? HEBO3MOXHA

Cwmech. HmeroTcs nu JaHHBIC O TOKCUYHOCTH TIPpU
acnrpanuu CMECH B LICJIOM UJIU €€ KOMIIOHEHTOB?

Knaccudukanus
HEBO3MOXKHA

CM. cxemMy IpUHSATHS
pemenns 3.10.2

Cwmech: [lposBiseT 1 cMech B LIEJIOM TOKCUYHOCTh
MPH aCMUPAIUU UCXOJS U3 HAJISKHBIX U
BBICOKOKAYECTBEHHBIX JAHHBIX O MPAKTUUYECKOM
OMBITE JIOICH?

B OTHOILICHUH
KOMIIOHCHTOB

Jla

Knacc 1

a) MMeroTcs M Haie)KHBIE M BEICOKOKaYeCTBECHHBIC TAHHBIC O
NPaAKTUICCKOM OIIBITEC J'IIOJICI\/’I, HarnpuMep B OTHOUMICHU N
HEKOTOPBIX YIIIEBOAOPOAOB, CKHIHIapa M XBOWHOTO Maca,
WA

b) sSIBnsiercs mu BEIIECTBO YIIIEBOAOPOJAOM C KHHEMATHUYECCKOM
BsiskocThio < 20,5 Mm?/c, mmepeHnyro npu 40°C?

]

Nt

OmacHo

Het

Kiacc 2

]

MmeroTest T BBI3BIBAIOIIME OOSCIIOKOCHHOCTD JaHHEIE,
OCHOBaHHBIC Ha Pe3yJIbTaTaxX MCCIICIOBaHHUI Ha )XUBOTHBIX H
9KCIIEPTHOW OLICHKE, K UMEET JIM BEIIECTBO KHHEMATHUSCKYTO
BsI3KOCTB < 14 Mm7/c, mmepeHnyro mpu 40°C?

<

OCTOPOXXHO

I My & L&

He xnaccudummpyercs '
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3.10.5.2 Cxema npunamus pewienus 3.10.2

MoryT 1 IpUMEHSATHCS TPUHITUTIBI
HMHTEPHOJIUPOBAHUSA

(cm. 3.10.3.2.1-3.10.3.2.5)?

Conepxut 1 cMmech > 10% uHTpeauenTa uim

HWHTPEANCHTOB, Ki1acCH(UITUPOBAHHBIX IO KaTeropuu 1, u
2
HMEET JIM OHa KHHEMATHYECKYIO Bs3KOCTh < 20,5 mm/c,

usmepennyro npu 40°C (cm. 3.10.3.3.1)?

Copnepxur mu cMmech > 10% uHrpeaneHTa win

HWHTPEIUEHTOB, KIIACCU(PUITMPOBAHHBIX 110 KATETOPUH 2, U

MIMEET JIi OHa KHHEMATHUECKYIO Bs3KOCTb < 14 Mm7c,
usmepennyo npu 40°C (cm. 3.10.3.3.2)?

He xnaccudumupyercs I
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