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BBepeHve

Lenn

Llenamn HacToswero craHjapta fBASeTCA MpefocTas/ieHne pekoMeHfauui Mo AOKINHUYECKUM
uccnefoBaHuAM,  HamnpaBfIeHHbIM  Ha  BbIsIB/IeHWE  KOMMOHEHTOB  MOTeHuuanbHO  06n1ajaroLumx
MMMYHOTOKCMYHOCTbIO, 1 06ecneyeHne pykoBoACTBa No NOAX0AY K NPUHATUIO peLleHnii Ha OCHOBE MMEIOLLUXCA
fJokasaTtenbCcTs B 06/1aCTM uCCNefoBaHWin UMMYHOTOKCMYHOCTU. B pamkax HacToslwero craHgapta nog
UMMYNOTOKCUYMOCTLIO MOHMMAETCs HenpeaycMOTPeHHas WMMMYHOCYMNpeccus Wnu YCUIeHWe WMMYHHbIX
peakuwuii. JlekapCTBEHHO 06yCNOBNEHHasA MNepuyBCTBUTENBHOCTb U ayTOMMMYHHbIE peakuun He BXOAAT B
06/1acTb pacCMOTPEHNA HacToALWEero cTaHaapTa.

CnpaBoy4Hasa uHgopmauus

OueHka MNOTeHUMasIbHOTO HeXenaTe/lbHOro [eiCTBUA NeKapCTBEHHbIX MpenapartoB Ha WMMYHHYO
cucTemy 4esnioBeka A0J/DKHA BKIOYATbCA B CTaHAAPTHbIA npouecc paspaboTku fleKapCTBEHHbIX CPeAcTB.
ToKcuyeckoe BO3[ENCTBME HA UMMYHHYH CUCTEMY BKIOYaeT NOAABMEHME WAN YCUIEHWE WMMYHHOro
oTeeTa. llofJaBfieH/e MMMYHHOTO OTBETa MOXET MPUBOAUTL K CHWXEHWIO COMPOTUB/IAEMOCTM OpraHvsma
K BO3OyAMTEeNsaM WMHMeKuun nam onyxoneBbiM KieTkam. YCWUNeHne MMMYHHOTo OTBeTa MOXeT NpuWBOAUTL K
060CTPEHNI0 ayTOMMMYHHbIX 3a60/1eBaHuini MW TMNepuyBCTBUTENbHOCTU. JlekapCTBEHHOE CPeacTBO WM
aAfykTbl 6e1KoBOro mpenapaTta MOryT ObiTb pacno3HaHbl Kak YyXepofHble W CTUMYMpoBaTb UMMYHHbIV
OTBET, HanpaBs/IeHHbI MPOTUB JleKapCTBEHHOrO cpeAcTBa. ocnegylowee npumMeHeHne npenapara Moxet
cTaTb NPUYUHOW annepruyecknx peakuyuii. 3HauMTeNlbHas YyacTb Hay4HbIX PaboT M ycuavs No Baivgauuu B
MpoL/IOM COCpeAoToYeHbl Ha OLeHke npenapaToB-KaHAWAATOB. HaxoAAlWMXcs B pa3paboTke, Ha npeamet
NOTeHUMaNIbHOro0 puUcka Bbi3blBaTb MMMYHOCYNpPECcCUio 60 KOHTaKTHYK annepruio. B HacTtosuwee Bpems
OTCYTCTBYIOT CTaHAapTHble NOAXOAb! K UCCNEef0BaHUI0 eKapCTBEHHbIX MpenapaTos, NpefgHasHavyeHHbIX A1
YyesioBeka B OTHOLUEHUWN PECNUPATOPHOW WM CUCTEMHON anfiepreHHOCTU (aHTUFeHHOCTK), SIeKapCTBEHHbIX
ayTOMMMYHHbIX peakLuii.

MMMyHOCynpeccuss UAM yCUNEHUEe WMMYHHbIX peakuuii MoryT 6biTb Bbi3BaHbl ABYMSI rpynnamu
NeKapCTBEHHbIX CPeACTB:

1) npegHa3HavyeHHbIMU 4718 MOAYNALMN UMMYHHO (OYHKLUW B TepaneBTUYecKux Lenax (Hanpumep, gns
NpoUIaKTUKN OTTOPXEHUSA OPraHoB), eCW HexenaTesibHas UMMYHOCYNpeccus MOXeT paccMaTpuBaTtbhcs B
kauecTBe M36bITOUHON hapmakogNHAMUKN:

2) He npegHa3HavyeHHbIMU 4719 BO34EeNCTBMA HA UMMYHWUTET, HO BbI3biBAOLWMUMUA NMMYHOTOKCUYHOCTb,
Hanpumep, B CBA3W C HEKPO3OM WM anonTo30M UMMYHHbIX KNeTok Mn6o B3avMoAeNCTBUEM C K/TETOYHbIMM
peuenTopamu, 06LWMMN AN LeNeBbIX TKaHen Unn HelenesBbiX KNeTOK UMMYHHOW CUCTEMBI.

B kauecTse npumepa npenapartos, BbI3bIBAWOLMX HEXENaTebHyl0 MMMYHOCYNPECCUI0, MOXHO Ha3BaTb
aHTUnponudepaTmBHble npenapaTtbl, UCNOMb3yeMble A8 fleYeHuss paka. B aTux cnydasx HexenartesibHble
pesynbTaTbl [AOK/IMHWYECKMX UCCNefoBaHUii [0CTaTOYHO MPSAMO  YKasblBAT HAa WUMMYHOTOKCMYHOCTb
y denoseka. [10oaToMy mnpoBeAeHWE creunanbHbIX aHanusoB A7 onpefeneHns UMMYHOTOKCUYHOCTH,
CKopee BCero, He Lie1ecoobpasHo Npu OLEHKe pucKa, MOCKOJMIbKY LieneBble TKaHU 0ObIYHO NpeacTaBNsAlT
c060i 6bICTPO AensAwmecs KNeTkn, Hanpumep KNeTKN-NpeaLlecTBEHHNKA UMMYHHON CUCTEMbl U3 KOCTHOrO
mo3ra. oaTomy HexenartesisHoe AeliCTBMe Ha WMMYHHYI CUCTEMY MOXeT ObiTb CMPOrHO3MpoOBaHO Ha
OCHOBaHWU hapMakoIOrMYeckoi akTUBHOCTM 1 MOXET OblTb OCTOBEPHO U3YYEHO B pamKax AOKINHUYECKMX
nccnegoBaHuit. Uto kacaeTca Apyrux TUNOB BELLECTB, He MpeAHasHauYyeHHbIX ANS NoAaBNEHUS UMMYHHOrO
oTBeTa, pas/imyeHne Mexay n3bbITO4HON hapmakogmHamunkol n HelenesbiMn 3dphekTamMmyn MeHee O4eBUHO.
Hanpumep, HeKkoTopble NPOTMBOBOCNA/IMTE bHbIE NPenapaTtbl MOTYT NOB/UATL HA ONpefeNeHHbIe BPOXAEHHbIE
UMMYHHble DYHKUMWN, HO He 06a3aTeNbHO Ha afanTuUBHbIV UMMYHHbIN OTBET.
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HALUWOHANBbHBIN CTAHOLAPT POCCUWCKOW OELEPALUNMN

CPEACTBA NNEKAPCTBEHHbIE A1A MEVNLUMNHCKOIO NPUMEHEHWNA

MiccnepoBaHMsa MMMYHOTOKCUYHOCTM NEKAPCTBEHHbIX CPeACTB, NpeAHasHavyeHHbIX ANg Yenoseka

Immunotoxicrty investigations intended for humans pharmaceuticals

fata BBegeHns — 2019—03—01

1 O6nactb NPUMEHEHUSA

HacTtoawwmii ctaHgapT pacnpocTpaHsieTcss Ha NpefocTaBfieHWEe peKkoMeHAauui No AOKIUHUYECKUM
nccnenoBaHsIM - UMMYHOTOKCUUYHOCTM  NIEKAPCTBEHHbIX  CPEACTB, NpeAHa3HAYeHHbIX A1 YenoBeka.
O651acTb NPUMEHEHUs] HACTOSILLEro CTaHAapTa OrpaHMuMBAETCs HEXenaTeslbHO MMMyHocynpeccuein unm
M36bITOYHBIM UMMYHHbLIM OTBETOM, HE BK/1t0Yasi C/ly4yaeB asifiepreHHOCTY UKW TIEKAPCTBEHHO-06YCOBIEHHbIX
ayTOMMMYHHbBIX peakLuii.

HacTosAwwit ctaHaapT NPUMEHUM KO BCEM HOBbLIM JIEKAPCTBEHHbLIM CPEACTBAM, NpeaHa3HauYeHHbIM A/1s
yesioBeka, a Takxe K 3aperncTpuMpoBaHHbIM NpenaparamM npy pacluMpeHnm cnmcka nokasaHuii 6o BHeCeHUst
WHBbIX U3MEHEHWA B CyLLEeCTBYHOLLYH WHCTPYKLUMIO, ecny NOA0GHOE W3MEHEHWE MOXEeT MPUBOAUTL K HOBbIM
3HAYMMbIM VMMYHOTOKCUUYECKUM peakuusm. Kpome Toro, HacTosILLMiA CTaHAAPT TakKe pPacrnpocTpaHseTcs Ha
npenaparbl, B OTHOLLEHNMW KOTOPbIX KNMHWYECKNE NPU3HAKM MMMYHOTOKCUYHOCTU OTMEYANNCH NPY NMPOBELEHNN
KTMHUYECKUX UCCneaoBaHuii u nocne perncTpaummn u BbiBeeHns Ha PbIHOK.

HacToawwmii cTaHAapT He pacnpocTpaHseTcss Ha /leKapCTBEHHble CPeAcTBa,  NoslyyYeHHble
GUOTEXHO/IOMMYECKMM MYyTEM, W Ha Apyrne 6Moormyeckue npenaparsl.

CyllecTByOLWME METOANYECKME AOKYMEHTbI O CEHCUBMAN3ALMN U TMNEPYYBCTBUTENILHOCTU OCTAlOTCS B
cusie, HaCTOSsILWMIA CTaHAAPT Ha HUX He BAKsieT. HacToAwwmii cTaHAapT He CTaBUT ceGe Liesbio NPeaocTaBUTh
cneuuduueckue pekoMeHJauMy OTHOCMTENbHO TOrO, Kak crefyeT NPOBOAWTL Kaxoe Wcc/efoBaHue
UMMYHOTOKCMYHOCTK. O6LMe MeToauyeckne pekoMeHaaummn AaHbl B NPUIOXEHUN.

B pamkax HacTosiliero craHgapta nof WMMYHOTOKCUYHOCTbID MOHUMAIOTCS HemnpesycMOTpeHHas
VUMMYHOCYNPECCUSI WK YCUNEHNE MUMMYHHbIX peakuuil. JIekapcTBEHHO 06YCNOBMEHHAS FMNEPUYYBCTBUTE b-
HOCTb M ayTOMMMYHHbIE peakunn He BXOAAT B 06/1aCTb PacCMOTPEHUs HACTOsILWEro cTaHaapTa.

2 O6wue npuHUUnbI

K HacTosllemMy cTaHAapTy NPUMEHVMbI Criegytolne obLmue NPUHLMMLI

- BCE HOBbIE fIeKAPCTBEHHbIE CPEACTBA, NpeAHasHauYeHHbIe A8 YesoBeka, CeayeT OLeHNBaTh C TOUKM
3pEHNsI NOTEHLMA/bHONM CNOCOGHOCTY BbI3biBATh UMMYHOTOKCUYECKME peakuuu;

- METOAVKM BK/IIOYAIOT CTaHAApTHble WccnefoBaHua TokcuuHoct (CUT) wnm  gonofiHUTeslbHble
UCCMefloBaHMst TOKCUYHOCTM, MPOBOAMMbIE B YCTaHOB/IEHHOM mnopsgke. Bonpoc o uenecoobpasHocTu
npoBefeHNsi AOMNOMHNUTENbHBIX UCCNef0BaHWii UMMYHOTOKCUYHOCTU PELIAETCS HA OCHOBaHUWM COBOKYMHOTO
aHanunsa (pakTopoB, U3MOXKEHHbIX B 2.1.

CogepxaHvne HacTosLWEero cTaHaapTa U3/I0XKEHO B COOTBETCTBMM C PEKOMEHAO0BaHHbIM MPOLEecCcoM
NPUHATASA peLLeHnii B paMKax OLEHKM UMMYHOTOKCUYHOCTU. Kak NoKasaHo Ha 6/10k-cxeme (pucyHok 1). Bonee
nogpo6GHoe onucaHve MeTOL0B NPOBEAEHNS UCMbITAHUI NPeACTaBeHO B NPUIOKEHNN.

M3paHue oduymansHoe



FOCT P 58173—2018

PI/ICyHOK 1— Bnok-cxema peKOMeHAOBaHHOVI OUEHKN UMMYHOTOKCUYHOCTHN
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3 MeToamyeckast MUHCTPYKLS

3.1 dakTopbl, yUMTbiBAEMbIE MPU OLEHKE I'IOTeHLLI/Ia,I'IbHOVI MWMMYHOTOKCUYHOCTHU

BbigenaoT crnegywouwmne  gaktopbl, KOTopble  06ycnoB/MBAT  HEOOXOAWMOCTb  AasibHenLmnX
nccnenoBaHuii UMMYHOTOKCMYHOCTU: 1) pesynbTtatel CUT; 2) chapmakonornyeckme cBOMCTBa npenapata;
3) uenesas kaTeropus nNauuveHToB: 4) CTPYKTYPHOE CXOACTBO C U3BECTHbIMW MMMyHOMOAyNsTopamu; 5) pac-
npegenieHne nekapcTBEHHOIO CpeAcTBa U 6) KIMHNYeckas uHdopmauys.

HauyanbHblli CKPUHUHT Ha NOTEHUMaNIbHY0 UIMMYMOTOKCMYHOCTb BK/THOYAET CTaHAAPTHbIE UCCNEAOBAHUS
TOKCUYHOCTK. [pn 3TOM cnefyeT yunTbiBaTb faHHble UCC/IeA0BaHN Ha TPbI3yHaX U XUBOTHbIX, OTHOCALLMXCS
K ApYrMM oTpsifaM, Kak KpaTKOCPOUHbIX, Tak U AO/ITOCPOYHbIX. JononHUTeNbHasA nHpopMauns no nsyyaembiMm
napameTpam U1 npasuna COO6LEHWs O pesynbTaTax rMCTonaTtosiorMyeckoro aHanu3a npefcTaBfieHbl B
NPUIOXEHUN.

3.1.1 CraHpapTHble nccnepoBaHna TOKCUYHOCTKN

JaHHble CUT cnepyeT aHanusmpoBaTb C TOYKM 3PEHUS HANNYUA MPU3HAKOB UMMYHOTOKCUYHOCTY.
Heo6x041MMO yunTbiBaTh CrieAytoLive NpusHaku:

- USMEeHeHne remMarTofsiornyecknx  napameTpos. TakMX  Kak  neiikouuToneHnsa/nenkoLmTos,
rpaHynouuToneHusa/rpaHynounTos 6o numdoneHma/nMMmdounTos;

- UI3MEHEHMEe MacCbl OpPraHOB WMMYHHOM CUCTEMbl W/WAW TUCTONIOTMYECKNE W3MEHeHWUsa (Hanpumep,
M3MEHEHNS TUMyca, ceneseHkun, MMM aTnyecKkmnx y3os U/mMam KOCTHOro Mo3ra);

- U3MEHEeHMe CbIBOPOTOYHOTO rNo6ynnHa:

- NOBbILLIEHWE YaCTOTbl HPEKLNI;

- MOBbLILEHNEe YacTOTbl OMyxo/fieil kak Mpu3Hak MMMYHOCYMpeccun B OTCYTCTBUE APYrMX BEPOATHbLIX
MPUYKH, Takmx Kak reHOTOKCUYHOCTb. TOPMOHasIbHble 3hdeKTbl NN6O0 MHAYKLMSA hepPMEHTOB MEYeHW.

N3mMeHeHns no aTum napameTpam MOryT OTpaxaTb Ha/imune UMMYHOCYnpeccun Nn60 MOBbILLEHHYIO
aKTUBALMIO UMMYHHOW cucTembl. IMMyHOCynpeccus, Kak NpaBuio, BbIpaXkaeTcs B BUAE CHUXEHUS 3HAUYEHW
no napameTpam UMMYHHOU (hyHKLUKW, a ycuneHme MMMYHHOTO OTBeTa — BBUAE PocTa NofaHHbIM napameTpam.
OpHako flaHHasa B3avMOCBA3b He abCo/IOTHASA U B HEKOTOPbLIX C/IyYasax MOXeT OblTb HapyLUeHa.

OueHKY MMMYHOTOKCUYMOCTU AO/IXHbI MPOBOAUTL C YYETOM CneayoLwmnx akTopos:

- cTatucTnyeckasa n 6monornyeckas 3Ha4MMoCTb U3MEHEHWA;

- cTeneHb TAXeCTn 3hdekToB;

- B3aMMOCBSA3b [103a/BO3/elCTBUE;

- thakTop 6€30MacHOCTV CBEPX OXMAAEMOW KTMHUYECKON f03bl;

- MPOAO/MKNTENBbHOCTL Tepanuu;

- KO/IMYeCTBO UCMOJIb30BaHHbIX BMOIOTMYECKUX BUAOB XUBOTHBIX U KOHEYHbIE TOUKM,

- U3MEHEeHWSA, KOTopble MOryT MPOUCX0ANTb NOA BO3AeNCTBMEM APYrMX dhakTopos (Hanpumep, cTpecca,
cM. 1.4 npunoxeHus);

- BO3MOXHbIE KNETOYHble MULLEHU U/MNWN MEXAHN3M AelCTBUS;

- A03bl, NPU KOTOPbIX NPOSBASAIOTCA 3TU W3MEHEHWS, OTHOCUTENIbHO [,03. MPY KOTOPbIX MPOABASAIOTCA
Apyrve Buabl TOKCUYHOCTU:

- 06paTMMOoCTb a(PhEKTOB.

3.1.2 dapmakonormyeckne ceolictea

Ecnu hapmakosiornyeckue cBoicTBa nccnefyeMoro BellecTsa CBUAETENbCTBYIOT O ero NoTeHuuaibHow
CMOCOGHOCTM BO3AeliCTBOBATb Ha MMMYHHYI YHKLWIO (Hanpumep, B Cllyyae NpPOTMBOBOCMAINTENbHBIX
npenapaTtos), cfegyeT  pacCMOTPeTb  BO3MOXHOCTb  NPOBEAEHUSI  [OMOJIHUTE/IbHBIX — aHa/IM308B
VUMMYHOTOKCUYHOCTU.  WHpopmauusi, nosydeHHass B pamMkax [OK/JIMHUYECKUX — (hapMakosiornyeckux
uccnefoBaHuWii 0 cnocoGHOCTM Npenapata Bo3AeicTBOBaTb Ha MMMYHHYIO CUCTEMY, MOXET ObITb UCNO/b30BaHa
B pamkax nogxoja C y4yeTOM COBOKYMHOCTM [0Ka3aTefibCTB MNpu MPUHATUM pelleHusl 0 Heo6XoanmocTu
npoBeaeHNst JONONHUTE bHBIX UCC/ef0BaHNi UMMYHOTOKCUYHOCTY.

3.1.3 Mpegnonaraembie KaTeropmm 60bHbIX

MpoBefeHNe LOMOSHUTENbHBLIX WUCCNeAoBaHUi MMMYHOTOKCUYHOCTU Lienecoo6pasHo B TOM cryvae,
ec/in 6OMbLUIMHCTBO MauMeHTOB, KOTOPbIM MokasaH npenapar, MMelT UMMYyHOoZedhULNUTbI, 06yCNOBAEHHbIe
cneymdumkoin 3a6onesaHnst UM NPOBOAUMON Tepanueil.
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3.1.4 CTpyKTypHOE nogobue

BellecTtBa, cxogHble no cBoeli CTPYKType C Bewecrsamu, 06I'Ia,CI,aIOLIJ,I/IMVI nogrBepXaeHHbIMU UMMYHO-
CynpeccunBHbIMK CBOWiCTBaMMU, Takxe O0J/1KHbI 6bITb paccMOTpeHbl B Ka4eCTBe BO3MOXHbIX KaHAMAATOB ANA
nposegeHna aHaimda MMMYHOTOKCUYHOCTHU.

3.1.5 PacnpegeneHune npenaparta

Ecnn npenapat n/vnn ero metTabonuTbl COXpaHAKTCA B BbICOKNX KOHLUEHTPaUnAxX B KneTkax I/IMMyHHOVI
Cnuctembl, cnegyet pacCcCMoTpeTb BONPOC O nNpoBeAEeHUN OOMOSIHUTEIbHOIo uccnegoBaHna MMMYHOTOKCUY-
HOCTWU.

3.1.6 MpwusHakn, Habnwpaemble B KJAMHWYECKUX WUCCNefOBaHWSX UAU B XO4e KAWHWYECKOro
npUMeHeHNs npenapaTa

Pe3ynbtaTbl KNMHUYECKNX I/ICCﬂe,EI,OBaHVIVI, cBmngetenbcTeyrouine 06 WMMYHOTOKCUYHOCTKU Y NauneHTos,
nony4vawwux npenapat, MOryT cBuaeTesibCTBOBaTb O H906XO,CI|I/IMOCTI/I nposeneHNa AONOAHUTENTbHbIX OAOKN-
HN4YeCKux I/ICC,I'IeAOBaHMVI WMMYHOTOKCUYHOCTW.

3.2 AHa/n3 COBOKYMHOCTW UMEKLWNXCSH AaHHbIX

Heo6x0AMMO NPOBOAUTL aHA/IM3 COBOKYMHOCTY UMEILLUXCS AaHHbIX, YYUTbIBAOLNX BCe (DaKTOPbI, ONu-
CaHHble Bbllle, /19 YCTAHOB/IEHNS BEPOATHOTO OCHOBaHUA AN 6ecnokoiictBa. O60CHOBaHHbIe pesynbTaTthl B
0fiHO 0611acTn MOryT MoB/ieYb 3a co60l Heo6X0AMMOCTb NMPOBEAEHUSA AONOMHUTENBHBIX UCCNefoBaHWi UM-
MYHOTOKCUYHOCTW. Pe3ynbTaTbl aHanm3a AByx W 6osiee (hakTopoB, KaxXAblii U3 KOTOPbIX N0 OTAENbHOCTY Gbln
6bl HefoOCTaTO4EH, Takke MOryT 06yCNOBUTb HEO6XOAMMOCTb NPOBEAEHNS AOMNOMHUTE/NbHBIX NCCeA0BaHWIA.
Ecnn AononHnTeNbHble nccnenoBaHna UMMYHOTOKCMYHOCTU HE NPOBOAATCA, CMOHCOP A0/DKEH NpeaocTtaBUTb
COOTBETCTBYtLLEE 060CHOBAHME 3TOrO (hakTa.

4 Bbl60p n ,D,VIS&VIH AOMNMOJTHNTEJIbHbIX VICC]'IE,EI,OB&HI/IVI NMMMYHOTOKCUYHOCTHA

4.1 Uenn

Mpu 060CHOBAHHOM GECMOKOWCTBE B OTHOLIEHUWM PE3Y/NLTATOB aHanu3a [O/IXHbl 6GbiTb MPOBEAEHbI
[OMONHUTENbHbIE UCCNEf0BaHNA UMMYHOTOKCMYHOCTU A5t YTOUYHEHWS MMMYHOTOKCMYECKOTO noTeHuuana
npenapara. Takve uccrefoBaHns MOryT BbIIBUTb 06paTUMOCTb 3hIEKTOB B NOABEPTHYThIX U3MEHEHMSAM TUMAX
KNeToK, a Takke MexaHu3M aelicTeus. MogobHas nHhopMaLnsa Takke MOXET ykasblBaTb HA NOTEHLUMUAbHBbIN
PUCK UN. BO3MOXHO, NPUBOAUTbL K BbIGOPY GBMOMAapKEPOB ANS KIMHUYECKUX UCCNEf0BaHMA.

4.2 Bbi6op aHanuns3os

Ecnn nmerowmecs ceefieHnst ykasblBaloT Ha HEO06XOAMMOCTb NPOBEAEHNSA AOMNONHUTENBbHBIX UCCefao-
BaHWA MMMYHOTOKCMYHOCTM, MOXHO UCMOMb30BaTb pas/iMuHble aHanusbl. [py  Hanmuum  n3me-
HeHVWA B [aHHbIX CTaHAapTHbIX UCCNefoBaHWii TOKCMYHOCTM, CBUAETENLCTBYIOWMX O HaIuyMn WMMYy-
HOTOKCMYHOCTW, TWUN [ONONHWUTESNbHbIX UCCNefoBaHNA WMMYHOTOKCUYHOCTM, KOTOPbI MOXHO cuMTaTtb
noaxoasiumm, 6yneTt 3aBuMceTb 0T HAGMOAAEMbIX UMMYHOIOTMYECKUX U3MEHEHUIA M OT TOKCUYHOCTU, Xapak-
TEPHOW ANA npenapartoB AaHHOro knacca. PekomeHayeTcs NpPOBOAUTL UCCNefoBaHWe UMMYHHOW hyHKLuK,
Hanpumep T-3aBucumMoro otBeta aHTuTen (T30A). Ecnu KOHKpeTHble TuMbl KAEeTOK, BbisiBNeHHble B CUT.
He yyacTBYylT B aHann3e T30A. MOXHO pacCMOTPETb BO3MOXHOCTb NPOBEAEHNA aHa/IN30B N0 U3MEPEHUIO
YHKLUN KNEeTOK faHHOro TUna (CM. NpunoxeHune). ECnv KOHKpeTHast MULLEHb He onpejesieHa, PEKOMEH,0BaHO
nccnefoBaHne UMMYHHOW doyHKumK, Hanpumep T30A.

Kpome TOro, MMMyHOOEHOTMNMPOBAHWE NONYNSALUUIA NERKOLUTOB, He(PYHKLMOHANbHbIA aHann3, MOXHO
NPOBOAUTb C LeNbio MAEHTUdMKaLMN onpeaeieHHbIX 3aTPOHYThIX NPo61emMol Nonynaunii KNeTok, 4To MoXeT
ob6ecneynTb NONyYeHNe NOME3HbIX KINHUYECKNX BroMapKeposB.

4.3 [nsaiiH uccnepoBaHns

N5l OLeHKM NIeKapCTBEHHO 06YCOB/IEHHON MUMMYHOTOKCMUHOCTM 06LLENPUHATLIN AU3aiiH uccnegoBaHus
Ha rpbi3yHax npegnonaraeT WcCNefoBaHUe MPOAO/IKATENIbHOCTLI0 28 [AHeil ¢  nocnefoBaTtesibHbIM
eXeflHEBHbIM [l03MpoBaHMeM. OnucaHbl cnAyyau agantaumM ausaiiHa adanmsa MMMYHOTOKCMUYHOCTHM,
npeanosaratolie WCMosib30BaHWe >XMBOTHbIX, HE OTHOCAWMXCS K OTPSAY TFPbI3yHOB. Bug XMBOTHbIX.
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WITaMMbI, [03bl, MPOAO/IKUTENILHOCTL Tepanuu U MNyTb BBEAEHWS B [OMNOJHUTENIbHLIX WUCC/EefOBaHUsX
VMMMYHOTOKCUYHOCTM [O/KHbI MO BO3MOXHOCTU COOTBETCTBOBATb MCMO/Ib3yeMbIM [/ CTaH4APTHOTO
UCCMefloBaHMsi TOKCUYHOCTW, B KOTOPOM OTMEYasMCb HexXenaTefbHble 3WEeKTbl CO CTOPOHbI MMMYHHOW
cucTembl. O6bIYHO B TaKWUX UCCEA0BAHUAX NPUHUMAIOT yYacTue XUBOTHbIE 060MX MOJOB, 38 UCKIIOYEHNEM
cny4yaeB MpoBeAeHUsl UccnefoBaHuii Ha npumatax. ECnv npu NpoBefeHWU UcCNefoBaHuii Ha XUBOTHbIX
ApYrux BUAOB GEPYT XMBOTHBIX TOJIbKO OLHOTO MOMa, 3TOMY [O/IXHO 6biTb NPEeACTaB/IEHO OGOCHOBAHWE.
BbicoKasi 403a /IeKapCTBEHHbIX CPEACTB [0/KHA NPEBbIWATL YPOBEHb, HEe Bbi3bIBANOWMIA HE61aronpuaTHbIX
usmeHeHuii (NOAEL), HO fO/MKHA ObITb HUXE YPOBHS, NPUBOASILLErO K U3MEHEHUSIM, BbI3BaHHbIM CTPECCOM
(c™. 1.4 npunoxenus). Ans onpeAenieHysi B3aMMOCBSI3M [03a-0TBET U [03bl, MPU KOTOPOii HabnofaeTcs UM-
MYHOTOKCUYHOCTb. PEKOMEH/0BAHO B UCCNEL0BAHMM UCNO/b30BATL HECKOJIbKO YPOBHEN [03.

4.4 OueHKka [OMNOSIHUTE/IbHbIX UCCNeAO0BaHWA  MMMYHOTOKCMYHOCTM U HeobXxoAaumocTb
npoBeAeHNS fdanbHENWmnX nccneoBaHmuia

Pe3ynbTatbl AONOSHUTENbHLIX UCC/eA0BaHUA MMMYHOTOKCUYHOCTM CnedyeT OLEeHMBATb C TOUKM
3pPEHUST HAIMUMA [OCTATOYHOTO 06bEMA AaHHbIX, NMO3BOMAIWMNX B AOCTATOYHON CTENEHU YCTAHOBUTb PUCK
MMMYHOTOKCUYHOCTU:

4.4.1 [lonofHUTeNbHblE UCCNEeA0BaHNS MOTYT yKa3aTb Ha OTCYTCTBUE BO3MOXHOCTY BbISIBNEHUSI pucKa
MMMYHOTOKCUYHOCTMW U OTCYTCTBME HEOBGXOAMMOCTU NPOBEAEHUS faibHERLLINX NCNbITaHWIA.

4.4.2 [loNONHWUTENbHbIE UCC/eA0BaHMA MOTYT YyKasblBaTb Ha pPUCK MMMYHOTOKCUMYHOCTW, HO He
o6ecneynBaTth MOJlyYeHUe AOCTATOYHbIX AAHHbIX AN MNPUHATUS pauMoHasIbHOTO PeLleHUss OTHOCUTESIbHO
COOTHOLLUEHNS pMCHO'IoNb3a. B 3TOM criyyae [onoSIHUTENbHblE aHanu3bl MOryT 06ecneynTb MoslyyeHue
[0CTaTOYHOI MHhopMaunn AN NPUHATUSA PELUEHNS O COOTHOLLIEHUN NOJb3a/pUcXx.

4.4.3 Ecnu o6WMiA aHanu3 puck/nonb3a ykasbiBaeT Ha NPUEMIEMOCTb PUCKA UMMYHOTOKCUYHOCTU
UYWIM MOXET ObITb YUTEH B M/iaHe YNpaBieHUsi puckaMu, AasibHeNLWero UCnblTaHUs Ha XWBOTHbLIX MOXET He
notpeboBaTbCA.

5 CpOKVI nposeneHns I/ICC]'IE,CI.OB&HVIVI NMMMYHOTOKCNYHOCTN OTHOCUTEJIbHO
KITMHN4YeCKNX VICCﬂe,EI.OBaHI/IIZ

Ecnn aHanM3 COBOKYNMHOCTM UMEKLLUXCA [AaHHbIX YyKas3blBaeT Ha Heob6XoAMMOCTb NpPOBeAEHUS
[ONONHNTENbHBIX UCCNEA0BAHUA UMMYHOTOKCUYHOCTU, OHW AO/DKHBI GbITh NPOBEAEHbI f,0 HaYaia NPUMEHeHNS
npenapata B 601blWNX NONYNAUUAX MaLMEeHTOB, 06bIYHO B pamMkax uccnegosanuii Il dpasbl. 310 No3BOAUT
COOTBETCTBYIOLMM 06Pa30M BK/IHOUNTb MOHUTOPUHT NapamMeTpoB OyHKL MU UMMYHHOW CUCTEMbI B NpOrpaMmy
KNMHWYECKUX UWCCrefoBaHuii. Bpems npoBefeHWs [OMOSHUTESIbHLIX aHann30B  MMMYHOTOKCUYHOCTU
onpegensieTcs B 3aBUCUMOCTM OT 0CO6EHHOCTEeN achdhekToB nccnefyemoro BewecrTsa v Tuna KANHUYECKUx
MCMbITAHUIA, KOTOpPble HEOOXOAMMbI B Cjlydae MOMOXUTENIBHOTO pe3y/nbTata aHanmM3a OO0MNOSHUTENbHbIX
nccnenoBaHnii UMMYHOTOKCUYHOCTU. Ecnn ueneBble kaTteropuym nauvMeHToB MMEKT UMMYyHoAeduUuTHbIe
COCTOSIHMSA, aHaIM3 UMMYHOTOKCUYHOCTM MOXET ObITb HauaT Ha 60/s1ee paHHEM 3Tane pa3paboTku npenaparta.
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Mpunoxexne
(cnpaBo4HOE)

MeTO,qu OUEHKN MMMYHOTOKCUYHOCTHU

1 CraHfapTHble nccnefoBaHusa TOKCUYHOCTU

B Ta6nuue nepeuucneHbl napameTpbl, KOTOpble crefyeT OUeHUBaTb B pamkax CTaHZapTHbIX MCClefoBaHuii
TOKCUYHOCTU Ha NpeAMeT MPU3HAKOB UMMYHOTOKCUUYHOCTM.

Ta6nuya — OueHMBaeMble NapamMeTpbl B paMkax CTaHAapTHbIX UCCNeA0BaHNA TOKCUYHOCTM

MapameTp Cneupndimyeckunii KOMNOHEHT
Fematonorus O6Lee 1 abconoTHoe AndepeHLmanbLHOe KONMYecTBO NefKoLUToB
KnuHunyeckasa xummsa YpoBeHb rnobynunHal*n cootHowexne A/G
MakponaTtonorus NnmdbonaHble opraHbl U TKaHU
Macca opraHos Tumyc, ceneseHka (HeobA3aTeNbHO: MM aTnyeckmne y3nbl)
Incrtonorus Tumyc, ceneseHka, ApPeHUpYyOWNUiA numdaTnyecknii y3en n MUHUMYM OfMWH

[ONOMHATENbHBI NuMpaTnyecknii y3en, KOCTHbI MO3r2% neiiepoBbl G-
Kn3* BALT4* NALT4*

1*Heo6bACHNMOE U3MEHEHMNe YPOBHS rN0obynnHa MoXeT NnoTpeboBaTb N3MEPEHUA YPOBHSA UMMYHOT/106YIMHOB.

2*Heob6bACHMMOE N3MEHEHME TMCTONATONIOTNYECKNX XapakTePUCTUK NNHWUI KNeTok nepudepuyeckoii KpoBu MOXeT
CBMAETENbCTBOBATL O LIe/1eCo06Pa3HOCTM LIMTONOIMYECKO OLeHKN KOCTHOTo Mo3ra.

3*TonbKo 4718 nprema BHYTPb.

4* TONbKO AN MHIaNAUMOHHOIO WKW Ha3anbHOro BBefeHus. BALT — numdoungHas TkaHb, accouumpoBaHHas C
6poHxamun. NALT — HasasbHO-accounnpoBaHHas numgongHas TkaHb.

1.1 FemartosiorMa n KAMHUYeckasa Xxumua

MogcueT o6LLero umcna NekounToB U abCoMoTHbIA AnddepeHLpoBaHHbIi NoAcYeT NeikoLUTOB He06XoAMbI
AN OLEHKN UMMYHOTOKCUYHOCTU. Mpu OLeHKe N3MEHEHUs YPOBHS FN06YMHA CneayeT yunTbiBaTh Apyrne haktopbl (Ha-
npumep, TOKCMUYECKOe BO3AeNCTBUE Ha NedYeHb, HePPOTOKCUUHOCTL). VI3MeHeHMe YPOBHS N06Y/IMHA B CHIBOPOTKE MOXET
CBWAETENbCTBOBATbL O HAMUUYMKM W3MEHEHUS| YPOBHS WMMYHOT/I06Y/IMHOB B CbIBOPOTKE. HECMOTPsi Ha TO. YTO YPOBEHb
MMMYHOT/TI06Y/IMHOB B CbIBOPOTKE HE SIBNISIETCS YYBCTBUTE/IbHLIM MHAMKATOPOM WMMYHOCYNPECCUM, U3MEHEHWE YPOBHS
MMMYHOT06YIMHA MOXeT 6bITb NOMIe3HbIM B HEKOTOPbIX CUTYauusax, obecneunBas 6onee ToUHoe NOHUMaHWe NonynAuui
KNETOK-MULLEHEN U MexaHu3ma feiicTBus npenapara.

1.2 MakponaTosiorusa n macca opraHos

Mpy BCKpbITUM HEOBXOAMMO uccefoBaTb NUMMONAHbIE TKaHU Ha NpeaMeT MaKpOCKOMWYEeCKUX W3MEHEHWIA 1
perncTpupoBaTh Maccy TuMyca 1ceneseHku. MNpu Hekponcumy cobak no6e3bsiH PEKOMEHA0BaHO NoIHOe 06eCKPOBMBaHNE
XUBOTHBIX /19 CBEAEHNA K MUHUMYMY BapnabesibHOCTU MaccChl CEeNe3eHKH.

1.3 TucTtonartonornyeckoe ob6cnepgoBaHme

rycronaToniormyeckne N3MeHeHUsi Ccenle3eHkn U TUMyca crefyeT OLEeHVWBAThb B KayecTBe MHAMKATOpPa CUCTEMHON
MMMYHOTOKCUUYHOCTN. [lo/KHA 6bITh UCCMefoBaHa MMM ONAHAA TKaHb, OCYLLECTBSAIOWAN APeHaX IN60 KOHTaKTUpYHo-
as ¢ yyacTkoM BBeAeHUs npenapata (a cnefoBaTefibHO, NOABePXeHHas HauBO/bLWUM KOHLEHTpauuaM npenapara). K
TaKMM y4yacTKaM OTHOCSATCS MeiiepoBbl G/ISIWKA U MEe3EHTEPUYECKMEe NUMMAaTNUECKne Y3/ibl B Cllydae npenaparos, npu-
HUMaeMbIX BHYTPb, U NUMKOUHAS TKaHb, accouumpoBaHHas ¢ 6poHxamu (BALT). — Ans npenapaTtos, BBOAWUMbIX B
BUE VHFaNIsiLnK, U Ha3anbHO-accounnpoBaHHas nuMdongHas TkaHb (NALT) 45 npenapartos, BBOAUMbIX MYTEM UHrans-
LM UM MHTPAH33a1bHO (E€C/IM 3TO BO3MOXHO), U Hanbosiee NPOKCUMasbHbIE PErMOHAPHbIE ApPeHaXHbIe NuMpaTmyeckue
y3/bl f151 NPenapaToB, NPUMEHSIEMbIX HAKOXHO. BHYTPUMbILIEYHO, BHYTPUKOXHO. MHTpATEeKanbHO UM NOAKOXHO. BbiGop
KOHKPETHOro MMATNYECKOro y3a 1 JONOSHUTENIbHOTO TMM(ATNYECKOrO Y3/1a NPOUCXOAUT MO YCMOTPEHMIO CMIOHCOpa
Ha OCHOBaHWK UMEIOLLErocs Y Hero onsiTa. [insi npenaparos, BBOAWMbIX BHYTPUBEHHO, B Ka4ecTBe ApeHaxHo nuMdona-
HOVi TKAHU paccMaTpUBAIOT CENEe3EHKY.

Mpu perucTpayum U3MeHeHUin 1 COOBLLEHUN O NIEKAPCTBEHHO-06YC/I0B/IEHHOM W3MEHEHUU JIMM{OUAHBLIX TKaHel
peKkoMeHZ0BaHO NPOBOAUTL NOYKONMYECTBEHHOE OMUCaHNE U3MEHEHW B KOMNAPTMBHTaX MMAOUAHBIX TKAHei.
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1.4 WHTepnpeTauna U3MeHeHUN, BbI3BAHHbIX CTPECCOM

Mpyn npoBeAeHUN CTaHAAPTHbLIX MCCNEfOBaHWA TOKCMYHOCTM A03bl, 6/M3KME K MaKkcUMasibHO nepeHocumol
[l03bl, MOTyT NpuWBaAWTb K CTPecc-06yCNOBAEHHOMY W3MEHEHWI0 WMMYHHOW cucTeMbl (Hanpumep, K M36bITOYHOMY
hapmakogmHamMmnyeckomy AeicTBuio). Bo3geicTBuas Ha UMMYHHY CMCTEMY MOTYT ObiTb ONOCpPefoBaHbl YCWUIEHHbIM
BbICBOGOX/EHNEM KOPTMKOCTEpOHa Nn60 kopTu3ona uan Apyrux MegumatopoB. K 4acTbiM CTpecc-onocpefoBaHHbIM
UMMYHHbBIM W3MEHEeHWNAM OTHOCAT POCT YPOBHA LUPKYAVPYOLWNUX HEWTPOMUAOB, CHUXEHUE YPOBHA NUMEOLMUTOB B
LMpKYMpytoLein KpoBu, Macchl TUMYyca, KIeTOYHOCTU KOPKOBOrO BeLecTBa TUMyca W CBSi3aHHble C HUM rMcTonatoso-
rMyeclle 3MeHeHwus, a Takke N3MEeHeHNS KNeTOYHOro COAEPXMMOro ceneserHkn 1 numdarnyecknx y3nos. Takxke oTMeveH
poOCT Macchbl HaAMOYEUYHNKOB U/MAN TUCTONIOTUYECKNX MPU3HAKOB rMNepniasnn Kopbl HaANo4YeyHKoB. CHKEHME MaccChl
TUMyCa MpU HaNUYUM KAUHUYECKUX MPU3HAKOB, TakMX Kak CHWXEHWe Maccbl Tena U U3MYeckoil akTUBHOCTM, Takke
OTHOCW/IN Ha CTPecCOoBble cUTyaumn. OTn pesynbTaTtbl caMu Mo cebe He ABNAITCA J40CTATOUHbIM CBUAETeNbCTBOM CTpecc-
onocpef0oBaHHOW MMMYHOTOKCUYHOCTU. MpU3HaKM cTpecca fO/MKHbI 6biTb 4OCTATOUYHO y6eauTenbHbIMU, YTOGLI NpeacTaBs-
NATb 060l JOCTaTOYHOe OCHOBaHWe A5 0Tkasa OT NPoBeAeHUst AONONHUTE bHbIX NCCNef0BaHN MMMYHOTOKCUYHOCTMW.

O6bI4YHO Habngaemble, CBA3aHHbIe CO CTPECCOM MMMYHHbIE U3MEHEHUS BK/IOYAIOT: yBE/TMYEHNE LMPKYIMPYOLLNX
HeNTpothnNoB, yMEHbLUEHWNE LUPKYIMPYIOLLNX TMMGOLUTOB, CHUXEHNE MACcChbl TUMYCA, CHUXEHVE TUMO3HOI KopTUKanbHOM
KNeTOYHOCTU U CBA3aHHbIE C Hell rMCTonaTo/iorMyeckne U3MeHeHUss N U3MEeHEHUS KNEeTOYHOW M/IOTHOCTU Cefe3eHkn 1
num@atnyeckmx y3nos.

2 [ononHUTeNbHbIE NCCNEAOBAHUS UMMYHOTOKCUYHOCTU

2.1 Xapaktepuctuka v Banugaumna aHanumsa

O6bIYHO BbIGMPAIOT LWKNPOKO MNPUMEHSEMble MeTOAWKW MPOBEeAEeHUs TecTa WMMYHOTOKCUYHOCTW, MoKasaslune
[0CTaTOUYHYI0 YYBCTBUTENIbHOCTb M CNELUUEUYHOCTb MO OTHOLUEHMIO K MMMYHOCYNpPeccuBHbIM BeliecTBaMm. OfHako B
HEeKOTOpbIX CUTyaLMUAX METOANKN MOFIN He NPOWTW JOCTATOUHOW BaNNaLmm, a aHanns Mor He 6bITb LUIVPOKO UCMO/b3YyEMbIM.
B Takmx cutyaumax HeobxoAnMo HayyHoe/MexaHWCTM4Yeckoe OCHOBaHWe A5 UCNOo/b30BaHMS AaHHOTO MeToda aHanusa;
npy Heo6xoANMOCTMN cneAyeT UCMO/b30BaTb NOTOKUTENbHbIW KOHTPOSIb.

MoryT cyuiectBoBaTh konebaHua oTBeTa ANS KaXA0ro Tuna WMCMbITAHUA VMMYHOTOKCUYHOCTU, MCMO/Ib3yemoro
pa3nunyHbiMu na6opatopusMu. B 6GONbLIMHCTBE C/yyaeB W3MEHEeHWs He BAUAT Ha CNOoCOGHOCTb K OLEeHKe
MMMYHOTOKCUMYHOCTU. OfHako A4Nna obecneyeHns Heo6XOAMMOro kayecTBa BbIMOSIHEHWS aHanm3a v npodeccuoHanmsma
nab6opaTtopumn cnepgyet cobnogaTtb HECKO/IbKO CTaHAapTHbIX TEXHWYECKMX mapameTpoB Banupauun. 3T napameTpbl
BK/IlOYAOT onpefeneHne NpeunsnoHHOCTN BHYTPU OAHOMO OMbiTa U B CEPUN OMNbITOB, NPELN3NOHHOCTL NpY NPoBeaeHUn
aHanusa pasHbiMM nabopaHTamu, npeAen KOAMYECTBEHHOrO OnpejeneHns, SIMHeNRHbI y4acToK KO/IMYeCTBEHHOro
onpefeneHns u ctabunbHoCTb Uccnegyemoro o6pasya. Kpome Toro, cnegyeT yCTaHOBUTb YyBCTBUTENIbHOCTb aHanmsa K
M3BECTHbIM BellecTBaM C MMMYHOCYNPeCCUBHbIM AelicTBueM. PekoMeHA0BaHO NPOBOAUTL KaxAblii nabopaTopHblii TecT
C MNOMIOXUTE/IbHbIM KOHTPO/IbHBIM MpenapaTtom napasniesibHO IKCNepuMeHTasbHbIM 1160 NPOBOANTL Takne WCNbiTaHWA
nepuoanyeckn AN NOoATBEPXAEHUS 3(hdeKTUBHOCTN METOAUKM, KPOMe WCCnefoBaHWii, NPOBOAUMBIX Ha npumaTax.
Mpn VMMyHOEHOTUNMPOBAHMKN, MPW YCMOBUW Hag/exalleil TeXHUYeckoW Banvpauuun, BKIYEHWE MONOXKUTENbHbIX
KOHTPO/IbHbIX 06Pa3L0B B Kax0e NccnefoBaHne MoXeT He NoTpeb6oBaTbCs.

WccnepoBaHna MMMYHOTOKCUYHOCTW AOJ/KHbI MPOBOAUTL B COOTBETCTBMM C TpeboBaHMAMM Hagnexatien
nabopaTopHOW NpakTukn. HekoTopble cneunann3vpoBaHHbie aHanan3bl, HaNpUMep M3 Yncaa ONUCAHHbIX HUXE, MOTYT He
CO0TBETCTBOBATb MOSIHOCTHIO Tpe6oBaHuam GLP.

2.2 T-KNeTOYHO 3aBUCUMbI/ TyMOpanbHbiii UMMYHHbI oTBeT (TDAR)

Anann3 TDAR cnefyeT npoBOAWUTb MPW MOMOLLM YCTAHOBJIEHHOTO T-KNETOYHO 3aBUCUMOrO aHTUreHa [Hanpumep,
apuTpouunTbl 0BUbl (SRBC) nnv remounannH nuMmdbl ynutkm (KLH)]. npuBoAsALLEro K JOCTMXEHNIO CTONKOro oTBeTa aHTu-
Ten. BoiGpaHHaa KoHeuyHas Touka [o/ixHa 6blITb 060CHOBaHA B KauecTBe Hanbonee noaxoasileit 4ns BblIGpaHHOro aHanu-
3a 1 6uonornyeckoro Buaa.

AHTUTEeHbI AN1A UMMYHM3aUUy He caefdyeT CNob30BaTh C agbloBaHTamMun 6e3 Hagexallero OCHOBaHUSA. ATIOMUHNI
MOXHO MCMO/b30BaTh TOMLKO B UCCNEf0BaHUAX Ha npumatax. OTHOCUTeNbHbI oTBeT TDAR MOXeT 3aBuCeTb OT JIMHUN
XVNBOTHbIX, 0COGEHHO B C/lyYae nccnefoBaHnii Ha Mblax. B cnyvae ayTépefHbIX KpbIC MOXET UMEeTb MECTO 3HauuTebHas
BapunabenbHOCTb MeXAy Kpblcamu BHYTPW OAHOW rpynnbl. VIHGpeAHble IMHUKM KPbIC MOXHO MCMNOMb30BaTb MPW YCN0BUU
[0CTaTOYHbIX AAaHHbIX A1 CONOCTABNEHUA C IMHUAMMN XNUBOTHLIX B CUT.

AHTUTENa MOXHO onpeaenAaTs npu nomowm ELISA wnum gpyrux MeToguMK MMMYHHOro aHanusa. OgHum u3
npeuMyLLecTB JaHHOro MeToAa Haj 0TBETOM CO CTOPOHbI aHTUTEN006P33YI0LLMX KNETOK ABAAETCA TO. 4TO 06pasLibl MOXHO
cobupartb Nepnogmyeckn B Te4eHne BCero nepnoga NpoBefeHns uccrefoBaHmns. Y 06e3bsiH CepuiiHblii C60p KNeToK KpoBU
urpaeT 60/bLy0 ponb 6narofaps BbICOKOW BapuabenbHOCTU KMHETUYECKMX napaMeTpoB OTBETa Y PasHblX XUBOTHbIX.
B 3Tux nccnefoBaHusAX faHHble MOTYT 6biTb BblpaXeHbl B Befe CyMMbl OTBeTa aHTUTENn ANA HeCKObkUX AHel cbopa
(Hanpumep, naowaab nNoa KpMBOit).

Ecnn ana aHanusa ELISA ucnonb3yloT aHTureHbl SRBC. ucnonb3oBaHWe WMMOOGWIN30BAHHOMO aHTUreHa B



FOCT P 58173—2018

nnawkax — KpUTUYECKW BaXKHbli MOMEHT. B kauyecTBe MMMOGMAN30BAHHOTO aHTUreHa SRBC MOXHO MCMo/b30BaTh
uesnbHble hMKCUpPOBaHHbIE 3PUTPOLIUTLI UM MeM6paHHble npenapatbl. PesynbTaTbl aHanusa ELISA cnegyeT BbipaxaTb
nn60o B BUAE KOHUEHTpaLuun, N(nbo B BUAE TUTPA, a UX BbipaXeHne B eANHULLax ONTUYECKOW NI0THOCTU HEe PEKOMEHA0BaHO.

2.3 mmyHodeHoTMNMpOBaHNE

NMmyHodeHoTUNMpoBaHme — ato naeHTudmkauna n/wnm noacyeT rpynn NeiKouUTOB NPy NOMOLWM aHTuTen. Nm-
MYHO(DEHOTUNNPOBAHMNE. KakK Npasu/io, NPoBOAAT METOAOM (h/10YLMTOMETPUYECKOTO aHanm3a uinm NMMYHOTUCTOXUMUYE-
CKNX METO/0B.

MpoToyHasa uuTOMEeTpus, Ucnonblyemas Ans nofgcyera onpeseneHHbIX Nonynaunii KneTok, He ABnsieTcs YyHKLMO-
Ha/lbHbIM MeTo/l0M aHannsa. OjHaKo NPOTOYHYIO LUTOMETPUIO (TOKHO NPUMEHATL AN ONnpeAesieHns aHTUreH-cneyndm-
4YeCcKOro MMMYHHOTO OTBeTa CO CTOPOHbI NMMAOUMUTOB. [laHHble nepudepnuyeckoin KpoBu MoryT nNpeAcTasnATb co6oit no-
Ne3Hblli MOCT ANA KNVHUYECKUX UCCNefoBaHuiA, B KOTOPbIX Takxe NpOBOAAT OLEHKY NelikounuToB neputepuyeckoin Kposu.
PekomeHA0BaHO Npu OLLEHKe M3MeHeHN, 06yCNOBEHHbIX Tepanueil, yunTbiBaTb abCOMNOTHOE KONNYECTBO NOATPYNN M-
doumnToB. a TaKkke NPoLEeHTHbIE COOTHOLLIEHUS.

OfHVMM U3 NpenMyLLeCTB UMMYHOTUCTOXMMUYECKOTO aHann3a Haj NPOTOYHON LUToMeTpuelt ABASETCA TO. YTO TKaHu
CTaHAAPTHbIX NCCNeA0BaHNA TOKCUMYHOCTU MOTYT 6biTh NOABEPXEHbl PETPOCMNEKTUBHOMY aHasin3y Npyu HamuuyM npusHa-
KOB MMMYHOTOKCUYHOCTW. HekoTopble MapKepbl AUMMOLUUTOB A/151 ONpee/ieHHbIX BUA0B YyBCTBUTE/IbHbI K dhukcauum
cdhopMannHOM 1 MOryT 6biTb JIOKANN30BaHbl TOILKO B TKaHAX, (DUKCMPOBAHHbIX ONpefeneHHbIMK hukcaTtopamm, nméo B
6bICTPO3aMOPOXEHHbIX TKaHsIX. KonmyecTBeHHoe onpefeneHne NeiikounToB U MHTEHCUBHOCTb OKpallMBaHUS OLEHUTb
npu UCnosib30BaHNM UMMYHOTMCTOXVMUYECKOTO MeToa ropasfo TpyHee.
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