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HALULMWOHANBbHBLIN CTAHAQAAPT POCCUNCKON PEAEPALUMN

PYKOBOACTBO MO NPUMEHEHUIO KPUTEPUEB KIIACCU®UKALIMX ONMACHOCTU
XUMUYECKOU NPOAYKUMX NO BOSAENCTBUIO HA OPFTAHU3M

CeHcubunusupyouwee aencTene

Guidance on the application of the criteria of chemicals classification for health hazard. Sensitisation

Aara BBegeHusa — 2020—06—01

1 O6nactb NnpuMeHeHun

Hacrosawumii ctaHAapT COAepXUT PyKOBOASILLME NPUHLMNMLI NO BbIOOPY Hanbonee noaxoAsaLmMX AaHHbIX
U NPUMEHEHMIO KpUTEPUEB KNaccuukaLmm onacHOCTU XMMUYECKON Npoaykumn, obnagaoLwen ceHeubnnuan-
pylowmMm AencTBueM.

2 HopmaTuBHbIE CCbIFIKU

B HacTosiwiem cTtaHaapTe MCNONb30BaHbl HOPMATUBHBIE CCbITKU Ha CReayloLnue MexXrocyaapCTBeHHbIe
cTaHaapThbl:

FOCT 32419—2013 Knaccudukauumsa onacHOCTU XMMUYecKon npoaykumn. Obwme TpebosaHus

FOCT 32375 MeT0oabl UCTILITAHUS MO BO3AEWUCTBUIO XUMUYECKOW MPOAYKLMM HA OpraHusm 4yenoseka.
McneiraHusa no oueHKe KOXHOW ceHenbunusauuu

FMOCT 32423—2013 Knaccudmkauma onacHOCTM CMECEeBOW XMMUYECKOM NPOAYKLMKM N0 BO3AEHCTBUIO
Ha opraHusm

FOCT 34556 Metoabl ucnbiTaHUs NO BO3AEWCTBUIO XUMUYECKOW NMPOAYKLMM HA OpraHu3M 4eroseka.
McnbiTaHnst No OUEHKEe KOXHOM CEHCUOMNU3auumn MEeToaom U3y4eHUs peakuuu peruoHanbHbiX numdaruye-
CKUX y3NnoB

MpumMedaHue—Ipu nonb3oBaHUM HACTOALLMM CTaHAapTOM LienecoobpasHo NpoBEpUTL AeHCTBUE CCLINIOYHBIX
CTaHAapToB B UHOPMaLMOHHOW cucTeMe o6LLero Nonb3oBaHWA Ha oduunansHoM caiite defepantHoro areHTcTBa no
TEXHUYECKOMY PerynupoBaHuio 1 METPONOruM B CETU MHTEPHET UMK Mo eXXerofHOMY WHOPMaLMOHHOMY yKasaTemnto «Ha-
LMoHarbHble cTaHgapThi», KOTOphIA OMyGRNMUKOBaH No COCTOSHWIO Ha 1 SHBaPsA TeKYLUEro roaa, 1 no BeinyckaMm exemecsy-
HOrO MHPOPMaLMOHHOTO YKasaTerns «HaluoHanbHble cTaHgapThi» 3a TeKYLLWiA rof. Ecniv 3aMeHeH cehinoudHbIi cTaHgapT,
Ha KOTOPbLIA JaHa HeAaTUpoBaHHas CChiflka, TO PEeKOMEHZYETCS UCMONb30oBaTh AelCTBYIOLLYIO BEPCHIo STOro cTaHaapTa
C YYETOM BCEX BHECEHHbIX B fjaHHy0 BEPCUIO U3MeHeHNiA. Ecriu 3aMeHeH CChINOYHBIN CTaHAapT, Ha KOTopbIi AaHa AaTu-
poBaHHas cchifika, TO PEKOMEHAYETCA UCMONb30BaTh BEPCUIO 3TOMO CTaHAAPTa C YKkasaHHbIM BhILUE FOA0M YTBEPKAEHNS
(NpuHsATMRA). Ecnn nocrie yTBEpXAEHWUS HACTOSLLEro cTaHapTa B CChINOYHbINA CTaHAapT, Ha KOTOpLIA faHa AaTupoBaHHas
cChifika, BHECEHO N3MEHEeHUWe, 3aTparuBatoLLiee NoroXeH e, Ha KOTOPoe AaHa CChifKa, TO 3TO MONOXeHWe peKoMeHayeTcst
NpUMeHATL 6e3 ydeTa aHHOro M3MeHeHUs. ECMU CCbINoYHbIA CTaHhapT OTMeHeH 6e3 3aMeHbl, TO MONOXEHUE, B KOTOPOM
JaHa cchifika Ha Hero, PeKOMeHZYeTCs NPUMEHSATb B YacTy, He 3aTparvBatoLLeli 3Ty CCbIIKY.

3 TepMmuHbI U onpeaereHusn
B HacTosiwem craHgapte npumeHeHbl TepMuHbl o FOCT 32419, FTOCT 32423, TOCT 32375.

M3paHue ocpuumanoHoe
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4 Knaccudukaums onaCHOCTU XMMUYECKOMN NpoAaYyKLMUKU, obnaaarolen
CEHCUOUNU3NPYIOLWUM AEACTBUEM

4.1 Kputepuu knaccudpmkaumm onacHOCTU XUMUYECKOW npoaykummu, obnagatwoLlert CeHCUBUnuanpyto-
wum gencrsmem, yctaHosneHol B FOCT 32419 n TOCT 32423.

4.2 XMWUYECKYI0 NPOAYKLUMIO KNnaccuuUMpyoT Kak obragatowyto CeEHCUbUnmM3npyowmuM aAencTeuem
npu BAbIXaHUWA U/MNK NPU KOHTAKTE C KOXXEMN, €CMM OHa YAOBNETBOPSIET COOTBETCTBYIOLLUM KPUTEPUAM, NPK-
BeAEeHHbIM B Tabnuue 1 (Ha ocHoee Tabnuubl 19 FOCT 32419—2013).

4.3 Kputepuu npuMeHumbl Ansa Kknaccudukaumm onacHoCTU MHAMBUAYASbHbLIX XUMUYECKUX BELLECTB U
CMECEBON XMMUYECKON NPOAYKLUN B Cry4ae Hanm4ms faHHbIX N0 CMECU B LIENOM.

Tabnwuya 1— Knaccbl onacHOCTU XMMWYECKOW NMPOAYKLMKW, obraaatolLieil ceHCUBUNM3npyIoLWUM AeicTBUEM

Knacc onacHocTn

KpuTepuu onpegeneHns Kracca onacHoCTU XMMUYECKOi NPoAYKLMK

XuMuyeckaa  NpoAyKLus,
obnagatowas ceHcmbunu-
3UPYIOLLUM JeACTBUEM MPK
BAbIXaHUK, knace 1

JocTaTouHbIM AoKa3aTeNbCTBOM CEHCUBUNMM3NPYIOLLEro AedCTBUS XMMUYECKON Npo-
OYKUMM NpU BAbIXaHUW ABNSAETCA HanU4Me OQHOMO WIIM HECKOMbKUX MEepPeY4UCNEHHbIX
HUXe CBUAETENLCTB:

- ONbIT BO3AEUCTBUA Ha Niogei, NOATBEPKAEHHLIA KITMHUYECKOW KapTUHOW annepru-
YecKol peakuun, KOTopas BbipaXaeTca B BUJE acTMbl, 3aTPYAHEHHOIO AbIXaHUs!, PUHK-
Ta/KOHBIOHKTUBWUTA, anbBeonNUTa, U AaHHBIMU COOTBETCTBYIOLMX UCTILITAHUA NErOYHOA
yHKUMKU. MposBneHne UMMYHONOMMYECKUX MEXaHWM3MOB NpU anfepruyeckoil peakuum
He ABNAeTcA 06a3aTenbHbIM,

- NONOXMUTENbHBLIE pesynbTaThl GpoHxWanbHOW Mpobbl, NoATBEpXAAloOLLME KOHKPET-
HYI0 peakLuio NOBbLILLIEHHOW YYBCTBUTENbHOCTU OpraHU3Ma Mpu BAbIXaHWUMK,

- NONOXUTENbHbBIE pe3ynbTaThl COOTBETCTBYHOLNX UCCNEA0BAHUA Ha XUBOTHLIX (KOH-
KpeTHas NyNbMOHapHasa peakUyus Ha MOPCKUX CBUHKaX W/Unn uaMepeHnst UMMyHorrnoby-
nuHa E (IgE) n apyrux UMMYHONOrUYECKUX NapameTpoB Ha MblLax)

XuMuyeckaa  nNpofyKums,
obnagatowjas ceHcMbunu-
3MpYyOLWUM geiAcTBMEM NpuU
BAbIXaHWK, nogknacc 1A

Xumuueckasa npogykuus, obnagatolas ceHcuGMNU3npyoLWmum AeicTBMEM Npu BAbI-
XaHWW 1 NposiBrsioLast:

- BbICOKYIO 4acToTy roragaHusi B OpraHu3M YerioBeka;

- annepruyveckyto peakLmio B opraHu3Me YenoBeKa BbICOKOH CTENEHM BbipaXeHHOCTU.
Pesynsrat MoXeT GbITb MosydeH Npu NpoBeAEHUM TECTOB Ha XMBOTHLIX UIK B XOf e ApY-
rMX BUZOB OLIEHKN

XuMndeckana  NpoAyKuuS,
obnajatoljass CeHCMOUNU-
3upyroWum geicTememM npu
BAbIXaHuW, nogknacc 1B

Xumuueckasi npogykums, obragatoLlasi CEHCMOUNU3NPYIOLLIMM AENCTBUEM MPU BAbI-
XaHUM U nposiBRstoLyas:

- YyMepeHHYo/HU3KyI0 YacToTy NnonagaHusi B OpraHM3M YerioBeka;

- annepruyeckyio peakLumio B opraHU3Me YenoBeKa YMepEHHOW/HU3KON cTeneHn Bbl-
paxeHHOCTU. PesynkraT MOXKET GbITb MOry4eH MpU NpoBejeHUU TECTOB Ha XUBOTHBIX
Unu B Xofe ApYrux BUAOB OLEHKU

XuMudeckana  nNpoaykuus,
obnagarollas CceHcubunu-
3UpYOLWUM feACTBUEM MpU
KOHTaKTe C KoXel, Knacc 1

JocraToyHbIM AoKasaTenbCTBOM CEHCUBUNMM3NPYIOLLEro AeCTBUA XMMUYECKON Npo-
LYKLWK NPU KOHTaKTe C KOKEN ABNSAETCS HanMume OfHOro WU HECKOMBKUX Nepevncreq-
HbIX HIDKE CBMAETENbLCTB:

- 3ANUAEeMUorornieckue UCCNeAoBaHus, NoKasbiBaloLLme annepruieckuii KOHTaKTHLIN
[lepMaTuT, Bbi3BaHHbIA AaHHON XMMUYecKoW NpoAYKUMEN; cUTyaLum, B KOTOPbIX Y 3Ha-
YUTENbHOW YacTU NOABEPrLLNXCA BO3ENCTBUIO NPOSABAIOTCS XapaKTepHble CUMNTOMBI
(3yn, sputema, oTek, nanynel, BONALIPU UAK WX KoMBUHaLMA), crnegyeT paccMaTpuBaThb
0cobo0 TLaTenbHo, Aaxe eCik KONIMYECTBO Cry4YaeB He3HaYUTErbHO;

- NOSTOXUTESbHBIE pe3ynbTaThl COOTBETCTBYIOLWUX UCCIIEJOBaHNA HA XXUBOTHBIX;

- NOMOXUTENbHbIE pe3ynsTaThl KCNepUMEHTarnbHBIX MCCIEfoBaHUI Ha YenoBeke;

- 3a/JOKyMEHTUPOBAHHbIE Cry4Yau annepru4eckoro KOHTaKTHOro AepmMaTuta, o6blMHO
nonyyeHHble 6onee Yem B OAHO AepMaToNOrM4eckomn KnuHuKe

XuMudeckaa  NpoayKuus,
obrnagatowjas ceHeubunu-
3UPYHOLLUM eiACTBMEM MpU
KOHTaKTe C KOXeW, noj-
knacc 1A

Xumunveckan npoaykUus, obnagarLias ceHCMBUNUINPYIOWNUM AeHCTBUEM NPU KOH-
TaKTe € KoXel 1 nposensoLas:

- BbICOKYIO pacnpocTpaHeHHOCTb annepruiyeckoro KoOHTakTHoro gepmatuTa npu oT-
HOCUTENbHO HU3KOIM SKCNOo3nLMuK;

- BbICOKWIA NOTeHLMan Bo3aeicTBMA Ha XUBOTHLIX
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OkoHYaHue mabnuup! 1

Knacc onacHocTu KpuTepuu onpeaeneHns Knacca onacHoCTH XUMUYECKON NpogyKLumn

XuMudeckaa  NpogyKuus,
obnagatowjass ceHcubunu-
3UpYOLLMM geicTBMEM Mpu
KOHTaKTe C Koxeil, noa-
knacc 1B

Xumundeckass npogykuus, obnagatollas ceHcubunmampytowum AeNCTBUEM NPU KOH-
TaKkTe C KOXel 1 NposBsoLas:

- OTHOCUTENBHO HU3KYHO, HO CYLLECTBEHHYIO PacnpoCTPaHEeHHOCTb annepru4eckoro
KOHTaKTHOro flepMaTuTa Npu OTHOCUTENbBHO BbICOKOA 3KCMo3uLuy,

- HU3KUiA/yMepeHHbIN NnoTeHLMan Bo3gencTBust Ha XXUBOTHbLIX

MpuMeYaHue — Ecnn UMeloWMUXCs faHHLIX LN OTHECEHWUS XUMUYECKOM NPOAYKLMM K Nogknaccam onac-
HOCTW HeJOCTaTOMHO, XUMUUECKYHO MPOAYKLMIO OTHOCAT K Kraccy onacHocTy 1.

5 Knaccudukaumsa onacHOCTU CMeCEeBOU XMMUYECKOU NPOoayKLUUU,
obnaparowen CEHCUOUNU3NPYIOLLUM OEeACTBUEM

5.1 O6wue NpUHLMNBbI KNnaccudmnkaumum onacHOCTU CMeCeBOM XMMNUYECKON NpoayKuumn

5.1.1 OGwuMe npuHUMMbI Knaccudukaumm onacHOCTU CMECEBON XMMUYECKOW NPOAYKLIMU, B TOM Yucne
obnapaioLLei CEHCUBUNU3NPYIOLMM AENCTBMEM, YCTaHOBNEHbI B TOCT 32423—2013 (pasaen 4).

5.1.2 Kputepum knaccudmkauymm onacHOCTU CMECEBON XMMUYECKON NPOAYKLUMU B OTHOLUEHUU CEHCU-
OUNU3NPYIOLLIEro AENCTBUA NPU HANUYUMKU SKCNEPUMEHTANBHBLIX AaHHbLIX MO CMECU B LIENIOM NpeAcTaBrieHbl B
Tabnuue 1.

5.1.3 lpu OTCYTCTBUM 3KCNEPUMEHTASbHBIX 4AHHBLIX MO CMECU B LIENOM, UCMONb3YIOT NPUHLUMBLI UHTEP-
nonsiumu, nanoxxeHHole B FOCT 32423—2013 (pasaen 6), 3a UCKMNIOYEHWEM KOHLIEHTPaLUMU KOMMNOHEHTOB CMe-
CW, OTHECEHHbIX K 60Nee BLICOKOMY Kaccy OnacHOCTU, U UHTEPNOnALMKU BHYTPU OAHOTO Kiacca OnacHoCTH.

5.1.4 B cny4yae OTCYTCTBUSA 3KCMEPUMEHTAalbHbIX AAHHbLIX MO CMECU B LENOM M uHopmMaLmm, KoTopas
NO3BOSIUT UCNOMb30BaTh NPUMEHUMbIE NMPUHLMMNBI UHTEPNONALMK, ANA Knaccudukauum UCMoNb3yoT METOAbI
OL/EHKM ONaCHOCTU HA OCHOBE M3BECTHOW MHApOpMaLIMKM MO OTAENMbHLIM KOMMOHEHTAM CMECH.

5.2 PacyeTHbIN MeToA KnaccudmkaLmum onacHOCTU CMeCEeBON XMMUYECKON NPOAYKLMHN,
obnaparowen CeHCUoOUNU3NpyrLWUM AeicTBUEM

5.2.1 CmeceBas xuMnyeckasi NPOAYKLMUA MOXET ObiTb KnaccuduumpoBaHa Kak XMmuyeckas npoayk-
uusi, obrnagarowasi CeHCUOUNMU3UPYIOLLMM AEACTBUEM NPU KOHTAKTE C KOXEW W/UNu nNpu BAbIXaHUKU, €Cnu
OHa COAEepPXUT OAMH MMM HECKONbKO KOMMOHEHTOB, 00najalolmx AaHHbLIM BUWAOM OMACHOCTU, B KOHLEH-
Tpauuu, CyMMapHO PaBHOW MNM NpeBbILLAIOLWEN Npeaensbl, ykasaHHele B Tabnuue 2 (Ha ocHoee Tabnuupl 7
MOCT 32423—2013).

Tabnuuya 2 — KoHUeHTpaLWOHHbIe Npeferibl KOMMNOHEHTOB, BXOAALMX B COCTaB CMecH, No3BonaAoWwue knaccudpuum-
poBaThb ee kak o6naaaroLlyto CEHCUGUIU3UPYIOLLIMM AeiCTBUEM

CyMMapHas KoHUeHTpauma komnoHeHToB (C, %), No3BoNAOLWAan 0THECTU CMeCb
K criefyioLmMM Knaccam onacHOCTU XUMUYeCKon NpoaykuuK, obnaaatowen
CEeHCMBUNU3NPYIOWM AeNCTBUEM

Knacc onacHOCTU KOMMNOHEHTOB CMecu

XumMudyeckas npogykuumsa, obnagaioLyas
CEHCUBUNU3NPYIOLLIUM AeWCTBUEM MpU
KOHTaKTe ¢ KoXeW, knacc 1

XuMudeckan npoaykuus, obnagarowas
CEHCUBUNU3UPYIOLLIUM AEUCTBUEM NPU
BAbIXaHWK, Knacc 1

Xumudeckaa npoaykuus, obnagarollas
CceHCMBUNU3UpyloLWMM  AeiCTBUEM  MpU
KOHTaKTe C KoXeW, knacc 1

C20,1

Xumudeckaa npoaykuus, obnagarouas
CEeHCUMOUNU3UpYOLWMM  AeiCTBUEM  MpU
BAbIXaHUW, knacc 1

5.2.2 Mpepenbl KOHUEHTPALMK, yKa3aHHble B Tabnuue 2 nNpuMEeHuMbl K BELLECTBaM Kak B TBep-
JIOM U KMOKOM arperaTHbiX COCTOSIHMSIX (MaccoBble %), Tak U B rasoobpasHOM arperatHoM COCTOSHWUM

(06bemHble %).
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6 Bbibop Hanbonee noaxoaAwWMX JaHHbIX O BO3AENCTBMU NPU BAbIXaHUN

6.1 [JaHHble No pe3ynkrataM BO34eMCTBUSA HA YerioBekKa

6.1.1 Mpu knaccudukauum OnacHOCTU XMMUYECKON NPOAYKUMM B OTHOLUEHMU CEHCUOMNU3UPYIOLLIETO
AeliCTBUS NPW BAbIXaHUK, B NEPBYIO OMEPEAb pacCMaTpUBalOT UMEIOLLMECH AaHHbIe NO pe3ynbraTtam BO34en-
CTBMA HA YenoBeka.

M puMmedvaHne — CBe,quI/IH MOIyT cofgepXaTbCA:

- B 3MMAEMUONOrMYECKUX UCCMELOBaHUSIX;

- B TeMaTU4eCKNUX OTYeTaX;

- B OTYETAX O HeCYaCTHLIX CryYasx 1 aBapusx Ha NPOU3BOACTBEHHLIX 06beKTax;
- B MEXAYHapPOLHbIX 6aszax JaHHbIX;

- B MEAMLMHCKOW W CNpaBOYHOW NUTepaTtype;,

- B MHBIX HaAeXHbIX MCTOYHMKaX.

6.1.2 MoaTBepxaeHMEM CEHCMOUNMU3UPYIOLLEr0 AENCTBUA SBMAIOTCA MNOMOXUTENMbHbLIE pPe3ynbrarhbl
OpPOHXMaNbLHOro NPOBOKALIMOHHOIO TECTA U/MIU KITMHUYECKas KapTMHA U JaHHbIE UCTILITAHUIA NEroYHON (PyHK-
uun, NOATBEPXKAAEMbIE APYTUMM BCNIOMOraTenbHbIMU UCCNEA0BAHUSIMM:

- UMMYHOSOrM4YeCKoe UCNbITaHue in vivo;,

- UMMYHORNOrM4YecKkoe ucnbiTaHue in vitro;

- UccneaoBaHUs, KOTOPbIE YKa3biBAlOT HA APYrMe KOHKPETHbIE PeakLmm NMOBbILLEHHOW YYBCTBUTENbHOCTH.

Mpumep — Pesynumambl UHLEKUUOHHOU KOXHOU npobbl, pe3ynsmambl ceposio2uyecKo20 aHanu3a, no-
emopsirowjeecss criaboe pasdpaxeHue, papMmaKosio2uyecky KoMneHcupyeMblie nocnedcmeus.

6.1.3 TMpu nHTEepnpeTauun UMeLLUXCA AAHHbIX B OTHOLLUEHWUW YenoBeka, HeoOX0ANMO y4MTbIBaTbL CTe-
neHb (BENUYMHY, YacTOTy M NPOAOIHKUTENBHOCTL) BO3AENCTBMA XMMUYECKON NPOAYKUUM U KOMMYECTBO NoA-
BEPrLUMXCS BO3AEWCTBUIO YENOBEK, KAPTUHY BO3HMKHOBEHUA U Te4eHus GonesHu, MHOPMaUMIO O KypeHuH,
MMEIOLLIMXCS PECMMPAaTOPHbIX 3aboneBaHnax U Apyrux akropax, B TOM YMCne NPUCYTCTBUS UHbIX XMMUYE-
CKMX BELLECTB, 0O6naaaloLLnMX CEHCMOUNU3NPYIOLLUM AEWCTBUEM NPU BAbIXAHU.

6.1.4 Ecnu nmetorcs ybeauTenbHble AoKa3aTenbCTBa, YTO BO3AENCTBME XUMUYECKOW NPOAYKLMUN Bbl3bl-
BaeT CUMNTOMbI aCTMbl TONbKO Y NIOAEN C BPOXKAEHHON rMneppeakTUBHOCTLIO BPOHXOB, TO Takas XuMuUyeckas
npoAyKuMA He Knaccuduymnpyerca kak obnagarowasi CEHCMOUNU3MPYIOLWMM AeNCTBUEM NPU BAbIXAHUN.

6.2 [JaHHble nabopaTopHbIX UCNLITAHUNA in Vivo

6.2.1 MMpusHaHHbIe N YTBEPXKAEHHbIE MOAENU NabopaTOPHbIX UCMbITAHWI iN Vivo ANst onpeaeneHusi CeH-
CUOUNU3UPYIOLLIETO AEWCTBUSA Y XKMBOTHbIX MPU BAbIXaHUW OTCYTCTBYIOT.

6.2.2 [laHHble nabopaTopHbIX MCNLITAHWIA, KOTOPbIE KOCBEHHO YKa3bIBAKOT HA CMOCOOHOCTL XMMUYECKON
NpoAayKUMK okasbiBaTb CEHCUOUNM3UPYIOLLEE AeliCTBUE Y N0AEH NPY BAbIXaHUW BKIIOYAIOT:

- usmepeHus umMmyHornotynuna E (IgE) n apyrux MMMyHONOrM4E€CKMX NapameTpoB Ha MbILLAX U KPbICAX;

- NYNbMOHAaPHYIO PeakLmMio y MOPCKUX CBUHOK.

6.3 [JaHHble nabopaTopHbIX UCNbITAHWUN in vitro

B HacTtosiliee BpeMA NPU3HAHHbLIE U YTBEPXKAEHHbIE MOAENU NabopaTopHbIX UCNLITAHUIA in vifro ans
onpeaeneHnsa CeHCUOUNMU3NPYIOLLETO AECTBUS Y XXUBOTHbIX MPU BAbIXaHUU OTCYTCTBYIOT.

6.4 VHble AaHHble

CBeaeHnsAMU, KOCBEHHO YKasbiBalOLMMM HA BO3MOXHOCTb XMMWYECKOr0 BELLECTBA OKa3blBaTb CEHCU-
Ounusupylowee AeCTBUE NPU BAbIXaHUU, SIBMSIOTCS CXOXECTb €r0 XMMUYECKON CTPYKTYPbl CO CTPYKTYPOU
BELLECTB, 40KA3aHO BbI3bIBAKOLLMX NPOGECCUOHANBLHYIO acTMy, U 0603HaveHune «ay B rpade 8 Tabnuupl 1 [1].
Mcnonb3oBaHue Takoro poga CBeAEHUn Ana knaccudukauum onacHocTu TpebyeT A0NONHUTENBHOrO 060CHO-
BaHWUA U/MNN IKCNEPTHOIO 3aKNIOYEHUS.

Tpumepbi seujecme, ebi3biearoWux NPogeccuoHalbHy0 acmmy
1 UsoyuaHambl.

2 AHeudpudbi Kuciom.

3 Hekomopsbie epynnbi aMmuHoas.

4 Conu nnamuHbl U kobanbma.
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7 Bbi6op Hanbonee noaxoasawmMx AaHHbIX O BO3AENCTBUU MPU KOHTaKTe
C KOXen

7.1 OaHHbIe NO pe3ynkrataMm BO3AeUCTBUA HA YeroBeka

7.1.1 Mpu knaccucukaumm onacHOCTU XUMUYECKOW MPOAYKLUM B OTHOLLEHUU CEHCUBUNU3UPYIOLLETO
AENCTBUA NPU KOHTAKTE C KOXEeW AOMKHbI OblTb PACCMOTPEHbLI BCE MMEIOLLMECH CrydYan NPOABREHUA annepru-
YEeCKOro KOHTaKTHOro AepmaruTa, B TOM YMCIE UMMYHONOTMYECKOW KOHTAKTHOW KpanvuBHMULbI.

MpumMedaHue—CaeaeHUA MOryT COAEpPXaTLCA:

- B 3MUAEMMWONOTNYECKUX UCCIEAOBaHMSX;

- B TEMaTUYECKUX OTHETAX;

- B OTYETaX O HEeCHaCTHLIX CyYasx U aBapusix Ha MPOU3BOACTBEHHbIX 06beKTax;
- B MeXAyHapoaHblx 6a3ax gaHHbIX;

- B MEAULIMHCKOW 1 CnpaBoOYHON nuTepaType;

- B WHbIX HAAEXHbIX UCTOYHMKAX.

7.1.2 Tpu nHTEPNpPETaLUM UMEIOLLMXCA AAHHbIX B OTHOLLEHUW YenoBeka crneayeTr oopaTtuTb BHUMaHWe
Ha Cepbe3HOCTb NMPOSIBMEHHON peakuuu, Hanuuue CBeaeHWit 06 MHAWMBMAYANbLHON NPeapacnoNnoXeHHOCTH
U COnpoBOXZawLLMX hakTopax, KOTopble MOTyT NOBMAUSTb HA Pe3yrbTar, B TOM YKUCHe NPUCYTCTBUE APYIUX
BELLECTB.

7.1.3 lMpumepamy NPOSBNEHUA CEHCMOMNU3NPYIOLLEro AENCTBUA Ha KOXy SABNSIOTCA 3ya, aputeMa,
aK3ema, OTeK, nanyrnbl, HapbiBbl, BONALIPU WU MX KOMBUHALMS.

7.1.4 $BHble NPOSIBNEHMSA CEHCUOUNU3NPYIOLLIETO AENCTBUA Ha KOXY Y YErnoBeKa OLIEHMBAIOT NO pe3ynb-
Taram KOXXHOI annepruydeckomn npoodbl.

7.1.5 OTpuuarenbHble pesynbTatbl UCCRnefoBaHUA BO3AENCTBUA HA YenoBeka He MOryT ObiTb OCHOBa-
HWEeM ANS UCKMIOYEHUA U3 paCCMOTPEHMUSA NONMOXUTENbHBIX PE3YyNETaTOB BO3AEHCTBUA HA XKUBOTHbBIX.

7.2 [aHHble NabopaTopHbIX UCNbITAHUN in Vivo

7.2.1 B yenax knaccuukaumm onacHOCTU MOTYT BbiTh MCNONbL30BaHbI TONLKO HAZAEXHbIE AaHHbIe (NOo-
NyYEeHHbIE N3 NPOBEPEHHbIX UCTOMHUKOB) MO pe3ynbrataM naboparopHbIX UCTbITAHWUI, KOTOPbIE BbiNK NpoBe-
AeHbl Hagnexatwmm o6pa3oM U B COOTBETCTBUMM C MEXAYHAPOAHO NPU3HAHHLIMU U/MNWU YTBEPXKAEHHLIMW Ha
HauWOHamNbHOM YPOBHE METOAMKAMM.

lMpumep — 'OCT 32375, F'OCT 34556

7.2.2 Tecrt Ha otek yxa Mbilun (MEST) n meToa nokanbHbIxX numdarudeckux y3nos (LLNA) moryT ObiTb
MCMOSb30BaHbl B KAYECTBE NEePBOro arana OueHKM noTeHuuana ceHeubunusupyiowlero aeicreus. Ecnu B 060-
MX UCNBITAHUAX NOMNYYEH NONOXUTENbHbIN pe3ynbTat, uccnegyemas Xumuyeckas npoaykuns MoXxeT ObiTb Npu-
3HaHa B Ka4YeCTBE OKAa3bIBAIOLLEN CeHCUBunuanpyioLlee AenCTBUe NPU KOHTaKTe ¢ Koxen. Ecnv B 0ogHOM unu
060MX UCNbLITAHUAX NONYYEH OTPULIATENbHDIA PE3yNbTaT, TO 3TO HE SIBIIAETCA AOCTaTOMHLIM NOATBEPXKAEHU-
€M OTCYTCTBUSI CEHCMOUNU3UPYIOLLIETO AEUCTBMA M HEOOX0AUMO NPOBEAEHUE AaNbHENLNX UCCNEeAO0BaAHUI HA
MOPCKNX CBUHKAaX.

7.2.3 Pesynbrarbl nccneqoBaHui Ha XMBOTHbIX 00bIYHO ABMAIOTCA Gonee HageXHbIMU, YeM pe3ynbrarThbl
BO3QENCTBUS HA YErnoBekKa.

MpuMeyaHmne— B Tex cryyasix, KOraa AaHHble MMEIOTCSI U3 060OUX UCTOMHUKOB, U MeXAY pe3ynksraTaMu cylle-
CTBY€ET NPOTUBOPEYUE, HEOBXOAUMO OLIEHUTb Ka4eCTBO U HaZleXXHOCTb AaHHbIX U3 060X UCTOMHUKOB AJIS pELLEHUs BOMPO-
ca 0 KnaccumKaLMm ONacHOCTU B KaXA0M KOHKPETHOM Crydae OTAENLHO.

7.3 [laHHble nabopaTopHbIX UCNbITAHUH in vitro

7.3.1 B HacTosiLLiee BpeMs NMPU3HAHHbLIE U YTBEPXKAEHHbIE MOAENW NabopaTOPHLIX UCTIbITAHUN in Vitro
Ans onpeaeneHnsl CEHCMOUNU3UPYIOLLIETO AEWCTBUSA Y XMBOTHbLIX MPU KOHTAKTE C KOXEi OTCYTCTBYIOT.

7.3.2 lMockonbKy UCNbITAHUS in Vilro 0XBaTbIBAIOT YaCTb NPOLIECCca CEHCMBUNU3aLMK, KOTopas BO3HUKa-
€T HenoOCPeACTBEHHO in Vivo, aHHbIE UCCIEA0BaAHUI in Vitro He MOryT NOMNHOCTbLIO 3aMEHUTb UCCNEAOBAHUSA
Ha YXMBOTHbIX.

7.3.3 Ecnu umMeroTca NonoxuTENbHbIE pe3ynbTaTtbl UCTILITAHWUIA iN Vifro, TO OHU MOTYT NPUMEHSITLCS TOMNb-
KO NPU HANU4YUM IKCNEPTHOTO 3aKMIOYEHUS1 00 X HAZEXKHOCTM.
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7.4 VHble gaHHble

XUMn4eckyo NpoayKLUUIO KnaccuduumupyroT kak obnagaroLlyio CeHCUBUMM3NPYIOWMM AeiCTBMEM NpU
KOHTaKTe C KOXeli, eCrnu oHa oTBeYaeT ABYM U Bonee nepeuncrneHHbIM HUXKe KpUTepUusim:

- U3BECTHbI OTAENbHbIE CIly4an KOHTaKTHOTO AepMaTuTa;

- UMEIOTCS HaZeXHble SNUAEMUONOrMYeckue UCCNeaoBaHUs:, B KOTOPLIX MOTYT NMPUCYTCTBOBATL Cryyaii-
Hble haKTOPbI, OTKIOHEHUSI UMTU UCKAXKEHUS;

- NONy4YeHbl MOMOXUTENbHbIE PE3ynbTaTkl B PE3ynsrateé MNPUMEHEHUS HECTaHAAPTHbIX METOAOB
UCCNea0BaHus;

- NOMNyYeHbl MONOXUTENbHbIE PE3YNbTaThl UCCNEA0BAHUI BO3AENCTBUSA BMU3KNX CTPYKTYPHBIX aHANOr0B;

- uMmeeTcst 06o3HaveHne «A» B rpace 8 Tabnuubl 1 [1].

8 OcobeHHOCTM NpeaynpeanUTeNibHOM MapKUPOBKN CMECEBON XMMUNUYECKOMN
npoAayKuun, B COCTaBe KOTOPOW NPUCYTCTBYIOT BewecTBa, obnaagarowue
CEHCUOUNMN3NPYIOLWUM OEeUCTBUEM

Ha npeagynpeantensHoOW MapKUPOBKE AOMXKHbI ObiTb yKa3aHbl XMMUYECKME HAUMEHOBAHUA U UAEHTU-
uKaumoHHble HoMepa CAS (Npu HanMuYUKn) ANs BCEX BELLECTB B COCTaBE CMECEBOW XMMUYECKOW NpoayKuun,
obnagarLmx CEHCMOUNU3NPYIOLMM AeiCTBUEM, HE3ABMCMMO OT TOrO, ONPEAEnsioT M OHM ONACHOCTb B OT-
HOLUEHMUMN CEHCUBUNM3UPYIOLLETO AEWCTBMA ANA BCEW CMECEBON XMMUYECKON NPOAYKLUUN B LENOM B COOTBET-
CTBUM C KpUTEPMSAMU B Tabnuue 2.

MpuMeyaHue — HekoTopble XMMUYeCKMe BellecTBa, obrnafarolme ceHCUBUNU3UPYIOLWMM LeiAcTBUEM, MOTYT
CTUMYNMPOBaTL PeakUMio Y Mofeld, KOTopbIe yxe SBMSAITCSH YYBCTBUTENBHBIMU K Aa@HHBIM XMMUYECKUM BeLLlecTBaMm, Npu
UX MPUCYTCTBUN B CMECEBON XMMUYECKOW MPOAYKLUMW B KOHLEHTpaLUUW HUXe NpeAenbHbIX 3Ha4YeHWUI, YCTaHOBIIEHHBIX B
Tabnuue 2.
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Bubnuorpadus

[1] TurueHuveckne HopMaTUBLI [MpegenbHo gonycTuMble KoHueHTpauuu (MOK) BpeaHbIX BeLlecTB B BO3jyxe
H2.25.3532-18 pabouyelt 30HbI
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