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roCTP MCO 19001—2013
Mpegucnosune

Llenv w npuHuuMnbl cTaHgapTu3auun B Poccuiickoin Pepepauumn yctaHoBneHbl ®egepasnibHbiM
3aKOHOM OT 27 pgeka6ps 2002 r. Np 184-9®3 «O TeXHUYECKOM perympoBaHum», a npasuna npuMeHeHus
HauMoHaNbHbIX cTaHdapToB Poccuiickoil ®epgepauun - TOCT P 1.0-2004 «CTtaHgapTusauns B Poccuiickoi
Pegepauunn. OCHOBHbIE MOOXEHNSA»

CBepneHua o ctaHgapTe

1 TnNOArOTOBJIEH Jla6opaTopueii npobnem  KAWHUKO-nNabopaTtopHoli  guarHoctukm — HUN
06LEeCTBEHHOIO  340POBbA W ynpaBfieHUs  34paBooxpaHeHneM [0CyAapCTBEHHOro  6l)KETHOro
06pas3oBaTeNbHONO  YUYpeXAeHUss BbICLUEro nNpodyeccrMoHanibHOro o6pasoBaHus [epBblii  MOCKOBCKUIA
rocyfapcTBeHHbIA  MeauuMHCcKMiA  yHuBepcuTeT um. W. M. CeuveHoBa» MwuH3gpaBa P® Ha ocHoBe
CO6GCTBEHHOrO ayTEHTMYHOIO NMEpPeBOAa Ha PYCCKUI A3blK MEXAYHapOA4HOro cTaHjapTa, ykasaHHOro B NyHKTe
4

2 BHECEH TexHuuyeckuMm KoMWUTETOM Mo cTtaHgaptm3aumm TK 380 «KnuHuuyeckne nabopaTopHble
nccnefoBaHva U MegUUMHCKNE n3fenus Ana AMarHoCTUKM in vitro»

3 YTBEPX/IEH W/ BBEJEH B AEWCTBUE MNpukasom depepasibHOro areHTCTBa Mo TEXHUYECKOMY
peryiMpoBaHuio 1 MeTpoaorny ot 25 oktabpsa 2013 r. Ne 1201-cT.

4 HacTtosiwmii cTtaHO4apT WAEHTUYEH MeXAyHapoAHoMy cTaHaapTy WCO 19001:2002 «W3penus
MeAuUMHCKMe AN AMarHocTuknm  in vitro.  ViHdopmauus, npegoctasnisieMas  M3rotoBuTesieMm  C
AvarHocTuyeckMMn peareHTamu in vitro Ansa okpawwusaHus B 6uonormm» (ISO 19001:2002 «/n vitro
diagnostic medical devices - Information supplied by the manufacturer with in vitro diagnostic reagents for
staining in biology»).

HanmeHoBaHMe HacToslero craHgapta W3MEHEeHO OTHOCUTE/IbHO HauMEHOBaHWs YyKa3aHHOro
MeXAyHapoaHOro cTaHaapTa An1a npusegeHns B cootBeTcTeue ¢ FTOCT P 1.5 (nogpasgen 3.5).

Mpy npuUMeHeHWW HacToAWEero craHgapTa pekoMeHAyeTcs WCNoNb30BaTb BMECTO  CCbIIOYHBIX
MeXAyHapoAHbIX CTaH4apTOB COOTBETCTBYHOLME VMM HaLMOHasNbHble CTaHAapTbl Poccuiickoii Pegepaumu,
CBEJEHUs 0 KOTOPbIX MPUBEAEHbI B JONOMHUTENBHOM NpUAoXeHun A

5 BBEJEH BINEPBbIE

MpaBunna nNpuMeHeHWss HacTOoALWEero craHjapTa ycTaHosneHsl B8 FOCT P 1.0—2012 (pasgen 8).
MHdopmauma 06 U3MEHEHMAX K HacTosleMmy cTaHgapTy nyb/MkyeTcs B €XEerofHo u3gaBaemMoMm
MH(OPMaLMOHHOM YyKasaTene «HauuoHanbHble CTaHAapThbl», & TEeKCT W3MEeHEHUA 1 MonpaBoK - B
eXEeMeCsAYHO u3faBaeMblX WH(OPMaLMOHHBLIX yKaszaTensx «HauuoHanbHble cTaHgapTbi» B cnyvae
nepowoTpa (3ameHbl) UM OTMEHbI HACTOSALLLErNO CTaHjgapTa CooTBeTCTBYHLLEe YyBeJoMIeHe byaeT
ony6/IMKOBaHO B €XeMeCAYHO 1M3gaBaemMoM UHAOPMALMOHHOM yKasaTene «HaunoHanbHble CTaHAapTbi».
CooTBeTCTBYylWasa nHhopMauus, ysegoMNeHNe U TEKCTbl pasMeLlalnTcs Takke B MHPOpMaLOHHOM
cucTeme 0o6LLEero NonNb3oBaHusa - Ha oduumanbHOM cainTe defepanbHOro areHTCcTBa N0 TeXHNYeckomy
perynupoBaHuio © MeTposiorun B ceTn VIHTepHeT (gost.ru)

© CrtaHgapTuHdgopm. 2014

HaCTOﬂLI.WII7I CTaHOapT HEe MOXeT ObITb NOMIHOCTBLIO WA YaCTUYHO BOcCnpon3BeneH, TUpaxunposaH u
pacnpocTtpaHeH B Ka4decTBe OCbVILI,VIafIbHOI'O n3pgaHna 6e3 paspeweHna cDe,qepaanoro areHTcrtea no
TEeXHUYeCKOMY perynnposaHuio n MeTposiormm



FOCT PNCO 19001—2013

HALUWOHANBbHBIN CTAHOAPT POCCUMNCKOW OELEPALUMN

M3JAENNA MEONUWNHCKUWE ANnA ANATHOCTUKMK IN VITRO
MNHhopmMaLus, npefocTaBnseMas M3roToBUTENEM C AUArHOCTUYECKUMU peareHTamm in vitro,
NpVMeHsieMbIMU A1 OKpawuBaHus B 6U0n0rumn

In vitro diagnostic medical devices. Information supplied by the manufacturer
with in vitro diagnostic reagents for staining in biology

Jata BBefeHus — 2014—08—01
1 O6nacTtb npMMeHeHnA

Hactoswmii  cTaHgapT  ycTaHaBiuBaeT Tpe6oBaHUS K MHGOpMauuW,  npejocTaBfisiemoii
M3rOTOBUTENSIMU C peareHTamm, NPUMEHsIEMbIMU [/151 OKpaluMBaHus B 6uosiorvn. TpeGoBaHusi OTHOCSATCSA K
U3roToBMUTENAM, MOCTaBWMKAM W NpoJaBLuaM KpacuTesnei, KpacoK, XPOMOreHHbIX peareHToB W Apyrux
peareHTOB, NPUMEHSIEMbIX A5 OKpalUMBaHusi B 6uonornu. Tpe6oBaHusi K MHhopMaLvu, NpeaocTaBnsaemMoi
U3roTOBUTENSAMU, YCTaHaB/IMBAaEeMble HAaCTOAWMM CTaH4APTOM, SIBASIOTCS HEo6XOAWMbIM  YC/IOBUEM
NoJIyYeHNs1 CPABHUMbIX U BOCMPOM3BOAMMBIX Pe3y/bTaTOB BO BCEX C(hepax OKpallMBaHusi B GUOMOTHN.

2 HopMaTuBHbIE CCbI/IKA

B HacToAwem ctaHJapTe WCMNO/Ib30BaHbl HOPMATUBHbLIE CCbUIKM Ha criefylole MexayHapoaHble u
eBponeiickue permoHasnbHble CTaHaapThl:

MCO 31-8. BenuuuHbl 1 eguHnubl. YacTte 8. dusnyeckas xumua u mosnekynspHasa gusmka (ISO 31-8,
Quantities and units — Part 8: Physical chemistry and molecular physics)

MCO 1000, EanHuubl CU 1 pekoMmeHgauum no UCnofib30BaHUI0 MX KpaTHbIX U apyrux eauuuy (ISO
1000. S| units and recommendations for the use of their multiples and of certain other units)

EH 375:2001 WHdopmauusi, npegoctasasieMasi U3rotoButeNemM € peaktuBamu A/ AUArHoCTMKKM in
vitro Ansa npodpeccronanbHoro npumeHenusa (EN 375:2001, Information supplied by the manufacturer with in
vitro diagnostic reagents for professional use)

EH 376:2001 VHcopMmaLmsa, npefoctaBnsemMas M3roToBuTesieM C peakTuBamy AN AUArHOCTUKM in
vitro ans camoTtectupoBaHusa (EN 376:2001, Information supplied by the manufacturer with in vitro diagnostic
reagents for self-testing)

MpumeuyaHue - lNpy NOAb30BaHWUM HACTOALMM CTaHAAPTOM LenecoobpasHo NpoBepuTh AeicTBue
CCbI/IOYHbIX CTAHAAPTOB B MHhOPMALIMOHHOI cCTeMe 06LLIero Nosib3oBaHNsa — Ha othuLmaibHOM caiite defepasibHOro
areHTCTBa N0 TEXHUYECKOMY PErysIMpoBaHuio U MeTpPoiornn B CETU VIHTEPHET UM NO eXEerogHoMy MHGopmaLMoHHOMY
yKasatesn «HaLU/IOHaI'IbeIe CTaHOapTbI», KOTOprVI OI'Iy6I'II/IKOBaH Nno COCTOSHMIO Ha 1 AHBapPA TeKyuwlero roga, n no
BbIMyCKam eXeMeCAYHOro MHOpPMaLMOHHOTO yKasaTens «HauyoHa/lbHble CTaHAapTbl» 3a Tekywwwii rog. Eciv 3ameHeH
CCbIJTIOYHbIN CTaHZapT, Ha KOTOPbI/ AaHa HefaTUPOBaHHAs CCblKa, TO PEKOMEHAYETCA WCNOb30BaTh AelCTBYHOLLYIO
BEPCUIO 3TOTO CTaHAapTa C y4eTOM BCEX BHECEHHbIX B AaHHYl BEpCUi0 M3MEeHeHuid. Ecnn 3ameHeH CCbIoYHbIN
CcTaHdapT, Ha KOTOpbli AaHa AaTMpoBaHHAs CCblika, TO PEKOMEHAyeTCs WCNOo/b30BaTb BEPCUMI0 3TOrO cTaHAapTa C
yKasaHHbIM BblIlLe FOfoM yTBepXAeHus (MpuHATUS). Ecnm mocne yTBepXAeHNs HacTOALEero CTaHAapTa B CCbIIOYHbIV
CTaHAapT, Ha KOTOPbIA AaHa AaTMpOBaHHAas CCblIKA, BHECEHO M3MEHEHWe, 3aTparvBatollee MOJIoXKEeHNe, Ha KoTopoe
[aHa CCbifika, TO 3TO MOJIOKEHWE PEKOMEHAYETCA NPUMEHSITb 6e3 yyeTa AaHHOr0 U3MeHeHusi. Ecnn cCbloYHbIN
CTaHAapT OTMeHeH 6e3 3aMeHbl, TO NOJIoXeHUe, B KOTOPOM JlaHa CCbIfika Ha Hero, PEKOMEHAYEeTCst MPUMEHATbL B YacTy,
He 3aTparvBatoLLell 3Ty CCbIKY.

3 TepMuHbI 1 onpeaenieHns

B HacToswem cTaHgapTe NpUMEHEeHbl criegyloline TepMUHbl C  COOTBETCTBYHOLWMUMU UM
onpefeneHnsaMu:

3.1 nHdpopmauus, npegoctasnsemas nsrotosutenem (information supplied by the manufacturer): Bea
neyaTHasl, NUCbMEHHas, rpaduyeckas WAM KHaa WHopmauusa, npunaraemas WM ConpoBoXJawoLlas
peareHT ANns AUarHOCTMKK in vitro.

3.2 mapkuposka (label): /llo6as neyatHasn, NMCbMeHHas WaK rpaduyeckas nHopmaumns, HaHeceHHas
Ha ynakoBKy.

M3ganve ouypansHoe
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[EN 375]

3.3 peareHT pgmarHoctukm in vitro (in vitro diagnostic reagent): PeareHT, WCNosb3yemblii
CamMoCTOSITE/IbHO MAWM B KOMOGMHAUWW C APYTUMW MEAWLMHCKUMW W3LenuamMu A0S AUarHocTukM in vitro.
npeAHa3Ha4YeHHbI M3roToBUTENEM ANS WUCCNefoBaHWi in Vitro BeWecTB 4Ye/I0BEYECKOro, XUBOTHOMO Wnn
pacTUTENbHOTO MPOUCXOXAEHUA C Lenbl MNoMyvyeHuss uHdopMauun, OTHOocsLelcs K 0B6HapyXeHwuto,
AVarHocTvke, MOHUTOPVHTY MW NledeHnto OU3N0N0TMYeCcKUX COCTOSIHUIA, COCTOSAHWI 340PpOBbSA UK 601e3HK
nav BPOXAEHHOW aHoManuu.

3.4 okpawmBaHue (staining): MpuaaHve LBeTa mMaTepuany C NOMOLLbIO peakuun C Kpacutenem wnm
XPOMOreHHbIM peareHToM.

3.5 kpacsawee Bewectso (dye): OkpalleHHOe opraHuyeckoe CcoefiMHeHne, KkoTopoe, 6yayun
pacTBOPEHHbIM B NOAXOAALLEM pacTBOpWTeENe, CNOCO6HO NpuaaTh LBeT matepuany.

MpumeyaHune - dusnyeckoil NpMpoaoii LBeTa ABNSETCS n3bupartenbHas abeopbums (M/mnm amuccus) B
BMAVMMOI 061acTW 3NeKTPOMarHMTHoOro cnektpa mexay 400 1 800 HM. Kpacsime BelyecTBa ABNSIOTCA MOSieKynamu ¢
60/bWMMN  CUCTEMaMU  [I€/1I0Ka/IM30BAHHbLIX 3/1IEKTPOHOB  (CBA3AHHBLIX TT-3/IEKTPOHHLIX CUCTEM). XapaKTepucTuku
abcopbumm cBeTa Kpacslmx BeLecTB MpejcTaB/ieHbl CNeKTpoM abcopbuum B hopMme AuarpaMmbl, Ha KOTOPOWA
conocTae/ieHbl abcopbuysa cBeTa W AnnHA BOMHbI. CNeKTp W A/MHA BO/HbI MPU MakcMmasibHoOl abcopbuym 3aBucAT oT
XUMUYECKOI CTPYKTYPbl KpacsiLLEero BeLlecTsa, pacTBOPUTESS U OT YC/I0BUIA CMEKTPasIbHOTO U3MEPEHUS.

3.6 kpacuTenb, kpacka (stain): PacTBop OfHOr0 WU HECKOMBbKMX KPacsLLMX BELECTB B ONpeaeneHHbIX
KOHLEHTpaLUAX B ONpese/ieHHOM pacTBOpUTESE, UCMOMb3yeMblii ANs OKpallMBaHUs.

MpumeuyaHne - Kpacka MOXET ObITb MPUrOTOB/IEHbI MPSMbIM PAcTBOPEHWEM KpacsLLero BelecTsa B
pacTeBopuTesnie U passedeHns roTOBOr0 OCHOBHOMO pacTBopa MOAXOAALMMU areHTamu.

3.6.1 ocHOBHoOli pacTBop kpacutens (stock solution of stain): CtabuibHbI onpefeneHHbIi pacTBop
OIHOTO WM HECKOMbKMX KpacsAwmMX BeliecTB B 60/iee BbICOKOW KOHLEHTpauuuW, 4em ucrnosnb3yemas npu
oKpacke.

MpumeyaHune - CTabuabHOCTb O3HA4YAET MOCTOAHCTBO CBOWCTB KpacsLLEro BeLecTsa Aaxe B NPUCyTCTBUN
LPYruX KpacsiLyx BeLLecTB.

3.7 XpomoreHHbli peareHT (chromogenic reagent): PeareHT, KOTOpbIi pearvpyet ¢ XUMWUYECKAMM
rpynnamu, NpuCyTCTBYIOLMMW WAW BbI3BaHHBbIMU B KNeTKax W TKaHAX, C 06pa3oBaHMEM OKpalleHHOro
coeAnHeHus in situ.

Mpvmep - TUNWYHbIE XPOMOTEHHbIe peareHTbl:

a) conb AnasoHus;

b) peareHT Wndda.

3.8 dhnoopoxpom (fluorochrome): PeareHT, KOTOpbli McnyckaeT BUAWMBIA CBET MNpu 06y4YeHUn
BO306YXAatoLW MM CBETOM 60s1ee KOPOTKOW AJIMHbI BOSHbI.

3.9 aHtuTeno (antibody): Cneundmueckuii UMMYHOr1I06y/IMH, 06pa3oBaHHbI  8-nuMmcounTamm B
OTBET Ha BO3AelCTBME MMMYHOTEHHbIM BELLECTBOM U CMOCOGHbIV CBSI3bIBATHCS C HUM.

MpumeyaHue - Monekyia UMMyHOTEHHOTO BELLECTBA COAEPXUT OAHY WM HECKO/IbKO 4acTeil c
XapaKTepHbIM XUMUYECKUM COCTaBOM, 3NUTON.

3.9.1 nonuknoHasibHoe aHTuTeno (polyclonal antibody): Cmecb aHTWTEN, CNOCOGHLIX creuudunyeckn
pearvpoBartb C onpeAenieHHbIM UMMYHOTEHHbIM BELLEeCTBOM.

3.9.2 MoHOKNoHanbHoe aHTuTeno (monoclonal antibody): AHTWUTENno, cnocobHoe cneundunyeckm
pearnpoBaTtb C O4NHOYHLIM 3MUTONOM OMNpeAeIeHHOr0 UMMYHOTEHHOIO BeLlecTBa.

3.10 30HA HyknewmHoBol kucnoTbl (nucleic acid probe): OaHOCNMPasnbHbIA ONUFOHYKNEOTWA, WKW
NONNHYKNeoTW  OnpefeneHHon ANNHbI, KOMMIeMEHTapHbI CO crneundunyeckoin nocnefoBaTe/lbHOCTbIO
HYKNEOTUL0B HYKNIENHOBBIX KNC/OT.

3.11 nektnH (lectin): Benok HEWMMYHOrEHHOr0 MPOUCXOXAEHUS C [ABYMS WIN  HECKOJIbKUMM
CBA3bIBAOWMUMY  yyacTKaMu, KOTOPbIA pacno3HaeT W CBA3bIBAETCA CO cneyuduyeckumun octaTkamu
caxapuios.
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4 Tpe6oBaHWs K MHhOPMALK, NMPEAOCTAB/IIEMON U3rOTOBUTE/IEM

4.1 O6bwme TpeboBaHUSA

4.1.1 VHdopmMauusa, npefocrtaBniseMas U3roToBUTENEM C peareHTamu, UCMNOMb3yeMbiMU ANS
oKpalwuBaHus B 6uonorum

WHdopmaumsa, npegoctasnsaemas U3roToButesieMm ¢ peareHtamu, UCNosib3yeMbiMU 415 OKpaluvBaHUs
B 6uonoruu, gomkHa cootBeTcTtBoBatb MCO 31-8, MCO 1000. EH 375 u EH 376. Oco6oe BHMMaHue
cnegyeT yaenuTb npeaynpexaeHusam, npusefeHHbiM B EH 375. Kpome ToOro, ecnu 310 nNpuMMEHUMO,
TpeboBaHus, ycTaHoB/eHHble B 4.1.2, 4.1.3 n 4.1.4, fO/KHbI ObITb NPUMEHEHbI K Pa3/fIMYHbIM peareHTam,
MCMNO/Ib3yeMbIM A/15 OKpalluMBaHus B 6ruonoruum.

4.1.2 HaumeHoBaHue npoaykra

HanmeHoBaHMe npoAykTa [O/KHO BKIOYaTb B cebs  peructpauuoHHbli Homep B CAS n
HaVMeHOBaHWe N HOMep MHAEeKca KpacuTesns, ecnv 3To NPUMEHNMO.

MpumedyuaHwunem PernctpaunoHHele Homepa B CAS SBNAIOTCA perMcTpaumoHHbIMW HOMepamu B
Xumunyeckoii cnpasouHoii cnyx6e (CAS). OHM npeAcTaBnsioT coboii YACN0BbIE KOAOBbIE HOMEpPa BeLLecTB, NOYYNBLLNX
NHAEKC B XMMNYECKOI CNPaBOYHON Cnyx6e NpunucaHHble XMMUYECKUM BELLecTBaM.

MpumeuyaHue 2 - VHAEKC KpacoK faeT 5-3HauHblii Homep, Homep C.l. 1 cneumasnbHO COCTaB/IEHHOE
HauMeHoBaHWe 60/bLUMHCTBA KPacsLLMX BELLECTB.

4.1.3 OnucaHue peareHTta

OnucaHve peareHTa [O/DKHO BKIOYaTb B Ce6s COOTBETCTBYOLME (U3NMKO-XUMUYECKUE [AaHHble,
COMNpOBOXAaeMble CBEAEHUSIMU, OTHOCALMMUCA K KaxAon naptun. [aHHble [O/MKHbI cofepxartb, Mo
KpaiviHeil Mepe, criefyoLyo MHopMaumio:

a) MOJSIEKYNSpPHYI0 DOpMYy/y, BKOYas NPOTUBOWOH;

b) MOnApHY0 Maccy (r/Mofb) TOYHO 0603HAYEHHYIO, C BK/TIOYEHNEM MPOTUBO-NOHA UK 6e3 Hero;

C) Aonyckaemble npegesnbl UHTEPdEPUPYOLLNX BELLECTB;

[ins oKpalleHHbIX OpraHNYecKknx CoeUHeHN fJaHHble AO/KHbI CoAepXaTh:

d) monspHyl abcopbumo (BMECTO 3TOr0 MOXeT ObiTb NPMBEAEHO COAepXaHue MOMEKY/bl YUCTOro
KpacsiLLero BeLLecTBa, HO He cogepxaHue 06LLero KpacsLlero BeLecTsa);

€) AIMHa BOJIHbI WA YMCAI0 BOJH NPW MakcumanbHOR abcopbuuu;

0 paHHble TOHKOC/OMHOW XpomaTorpadmm, BbICOKONPOMU3BOAUTENBHOWN XWUAKOCTHON Xpomartorpaduv
UM BbICOKONPOW3BOANTENbHON TOHKOCMONHOW XpomaTorpacmu.

4.1.4 MNpepaHasHavyeHHoe NpuUMeHeHne

[onxHo 6biTb NMpUBEAEHO ONuUcaHwe, cofepxallee PYKOBOACTBO MO OKpawuBaHuio B 6Guonorumn u
KONMYeCTBEHHbIE W KauyeCTBEHHble npoueAypbl (ecnn 3To npuMeHumo). VHdopmauus [o/mkHa BKYaTb
CBe/leHUs1 OTHOCUTENbHO CeaytoLLero:

a) Tun (Tunbl) 6uonorMyeckoro Martepuana, obpauieHve u 06paboTKy nepej OKpallMBaHUEM,
Hanpumep:

1) MoryT nu 6bITb NCNOML30BaHbI MPO6LI KNETOK UK TKaHel;

2) MOXET NN BbITb MCMO/Ib30BaH 3aMOPOXXEHHbIN NN XUMUYECKN-COUKCMPOBAaHHbI MaTepualt,

3) npoTokon ANs obpalleHuns ¢ TKaHblo;

4) kakan 3akpennsLLan cpefa MoxeT 6biTb NPUMEHEHA;

b) [geTann COOTBETCTBYIOLLEA MeTOAMKM peakumu, UCMNOMb30BaHHOW  W3roToBUTENEM  ANs
nuccnegoBaHna peakTMBHOCTW Kpacslero BeLLecTBa, Kpackv, XPOMOFeHHOro peakTusa, (h/1l00poXpoma,
aHTUTENa, 30HA4a HYKNENHOBOM KUCMOTbI WX NIEKTUHA, NPUMEHSEMbIX 415 OKpalluBaHusi B 6ronoruu;

C) pe3ynbTaT (pe3ynbTaTbl), OXuhaemble NpuM METOAVKE peakuuy Ha npegnonaraemMom tune (Tunax)
martepvana npu cnocobe, HaMe4eHHOM U3roToBUTENEM;

d) 3ameuyaHMs O noOAXOASLLEM MOMOXWUTENIbHOM WM OTPULATENIbHOM KOHTPOsie TkaHu U 06
UHTepnpeTauun pesynbtata (pe3ynbTaTos);

B) CCbI/IKM Ha ONYyG/IMKOBaHHbIE PEe3ynbTaThbl, MOJlyYEHHbIE NMPU UCMOML30BAHUM NPOAYKTA CMOCO6OM,
npeanaraemblM U3roToBUTENIEM.
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4.2 lonosiHNTeNbHbIE TPe6OBaHUA K peareHTam creuntunyeckux BULOB

4.2.1 ®POOPOXPOMBbI

HesaBMCMMO OT TMnNa NpUMeHeHus, hIOPOXPOMbI. Mpeanaraemble 418 OKpallMBaHUsA B Guonoruu,
[O/MKHBI CONPOBOXAATLCA CriegyroLei nHopmavlmeii:

a) n3bmpaTtenibHOCTb, HaNnpMMep, onnucaHue MULEeHN (MULLEHEN), KOTopble

MOTYT 6bITb MPOAEMOHCTPUPOBAHbI, C NCNO/b30BaHNEM CreUndUYecKnx yCnoBui;

[ANVIHBI BOMH cBeTa BO36YXAEHWS 1 UCNYCKaHUS;

ANa /II0OPOXPOMOB. CBA3@HHBIX C aHTUTeNnamu, OTHOLLEHNE

dntoopoxpom/6enok (d/B).

4.2.2 Conun meTasnnos

B cnyuae, ecnu npepgnaraiotcsa MeTanncogepxaline coeanHeHns Ans NnpyMeHeHUs B NoroLaroLei
mMeTan MeToAuKe Mpy OKpaluMBaHWW B 6ronoruv, Ao/mkHa ObITb NpuBeAeHa cnegylowas AononHUTeNbHas
nHhopmMauus;

cucTeMaTMyeckoe HauMeHOBaHUe;

yuctoTa (OTCyTCTBUE NpUMECENA).

4.2.3 AHTUTENA

AHTUTena, npegnaraembie A/ OKpallMBaHUSA B OGMOSOTMW, AO/KHbI COMPOBOXAATbCH CreAyloLlein
nHopmMaumei;

a) onucaHwe aHTUreHa (MMMYHOT€HHOIO BeLliecTBa), NPOTMB KOTOPOro HanpaB/ieHO aHTUTENo U ecnu
aHTUrEeH OoMnpegesieH K1acTepoM cuctembl gudpdpepeHuymnauum - Homep CD- OnucaHve AO/MKHO CoAepXaTb,
€c/nn 3To Npremnemo, Tn obHapy>X1BaemMoil MaKpoOMOJIEKY/Ibl, YacTb KOTOPOUW A0/MKHA 6biTb 06HapyXeHa,
K1eToYyHas fokanusauus W KIeTku WM TKaHW, B KOTOPbIX OHa HaxoguTcs, W nobas nepekpecTtHas
peakTVBHOCTb C ApYrMMUK anuTonamu,

b) 4NA MOHOK/MOHA/bHbLIX @HTUTEN - K/OH, MeToA 06pa3oBaHusA (CynepHaTaHT Ky/nbTypbl TKaHW Win
acuuTmnyeckas )KVI,IJ,KOCTI:,), nogknacc I/IMMyHOrJ'IOﬁyJ'II/IHa N NOEHTUYHOCTb nerkom uenu,

C) 41151 NOMIUKNOHA/BbHbBIX @HTUTEN - XXMBOTHOE-X03AUH, U UCMO/b3yeTcs Nn

LenbHas CbIBOPOTKa UNn hpakuus MMMyHOrnobynmHa;

onucaHve OpMbl (pacTBOp WAW NMOMUAN3UPOBAHHbIA NOPOLLIOK), KONMYecTBO o6Liero 6enka u
crneumduyeckoe aHTUTENO, a ANA pacTeopa - Npupoaa v KOHUEHTpaLuma pacTBoOpuUTeNs unu cpegpl;

e) ecnv NPYMEHUMO, onucaHue 6bIX MOJEKYNAPHbIX CBA3YIOLWMX BeLecTB WU HanonHuTenei,
[06aBNEHHbIX K aHTUTenNy;

3asB/IEHNE O YNCTOTE, TEXHUKE OUMLLEHMA U MeToAax 06HapyxeHus npumecei (Hanpumep. BecTepH-
6710TTUHT. UMMYHOTUCTOXUMUS);

COOTBETCTBYHLLME CCbIJIKU Ha My6vKaLmmn, NocBsLWeHHble MPUMEHEHMNIO aHTUTeNa.

4.2.4 30HAbI HYK/TEMHOBOWN KUCNOTbI

30HAbl  HYK/TEMHOBOW  KUCMOTbI, npefnaraemble 718  OKpalwuBaHWa B OMOAOTMKU,  [O/KHbI
conpoBoxaTbCs cnegyoweii nHopmaymei:

nocnefoBaTeibHOCTb OCHOBAHWUIA U ABNAETCA 30HA, O4HO- WY ABYX-CNUpasibHbIM;

MOJISIpHass Macca 30HA4a WM YMC/I0 OCHOBAaHWA K, ecnv NpUeMAEMO, YMCIo hpakuunii (B npoueHTax)
nap OCHOBaHWI ryaHUH - LWTO3WH;

MCMOMb30BaHHbI  Mapkep (pafMOakTUBHbLIA W30TON WAW  HepajMoakTWBHAs MOJeKyna), Touka
npukpenneHus K 3oHay (3’ nywm 5') n gonsa sewectsa B NPOLEHTaX MEYEHOro 30H4a;

o6HapyxnBaemas reHHas muweHb (nocnegosatensHocTb AHK nnm PHK);

€) onvcaHne hopMbl (IMOUIN3NPOBAHHBI NOPOLLOK UK PacTBOP) U KONMYECTBO (N UKW NMOSb) UK
KOHUeHTpauusa (nr/Mn Uav NMonb/Mi), ecnn NpUMEHUMo, U, B cilydae pacTsopa. - npupoja v KoHLeHTpauns
pactBopuTena U cpefpl;

f) 3asABneHMe 0 uyucTOTE, MeETOAMKAX OYUCTKM M MeTodax OOHapyXeHus npumecei, Hanpumep,
BbICOKONPOU3BOAUTE NbHAA XUAKOCTHASA Xpomartorpadus:

[) COOTBETCTBYHWLUME  CCbIIKMW  HaA  nNyb6nukauuu,  Kacamwwmecsd  UCTOYHUKOB  OMMCAHMWA
nocnegosaresibHocTn [HK. cywecTtBoBaHMA NOObIX U3BECTHLIX MATEHTOB U UHOPMALUN MO MPUMEHEHUIO
30HA0B HYK/IEVMHOBOW KUCNOTHI.
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MpunoxeHue A
(cnpaBoyHoe)

Mprumepbl MHOPMaLUUK, NpesoCcTaBsIEMO N3rOTOBUTEIEM C peareHTaMun, 06bIYHO NPUMEHSEMbIMU
B MeToAuKax 61M0N0rMyeckoro okpalnBaHus

A.1 O6wue nonoxeHuns

Cnepyowas vHdopmaLlms npefactasnseT coboii npuMepsbl Npoueayp M He AO/HKHa paccMaTpuBaTbCA Kak
eIMHCTBEHHbIN cnocob npoueaypbl, KOoTopas Ao/MkHa ObiTb NposedeHa. 3T npouefypbl MOryT ObiTb MCMONb30BaHbI
M3roToBUTENIEM A1 UCCMEA0BaHNS PEeaKTUBHOCTM KpacAWMX BeLecTB W WAMIOCTPUPYIOT TO. Kakum 06pas3om
N3roTOBUTE/Ib MOXET NPeACcTaBnTb UHDOPMALIMIO, YTOBLI COOTBETCTBOBATL HACTOSILLIEMY CTaHAapTy.

A.2 Kpacutenb MeTW0BbIli 3eN1eHbIA-NMUPOHUH Y

A.2.1 Kpacsilee BeL,EeCTBO METUNOBLI 3eMeHbli

VHchopmaLms, kacatoLasncs KpacsLlero BelecTsa MeTUI0BLINA 3eneHblin, cneayowas:

a) NAEHTUYHOCTb MpoAyKTa:

- METW/OBLIN 3eNeHblii (CMHOHUMbI: ABOWHOW 3eneHbli SF. nerkuii 3eneHblit):

- perucTpayuoHHblii Homep CAS: 22383-16-0:

- HaMMeHOBaHWe 1 HOMep MHAEKCa LBeTa: OCHOBHO rony6oii 20. 42585;

b) cocTas:

- MosiekynspHas hopmyna, BkIoYarLwas npoTnBonoH: C3sHaslMr* 2BF4 ;

- MonsipHas macca c (unm 6e3) npotusonoHa: 561.17 r monb ’ (387,56 1
Mosb'l);

- MaccoBas f[ona (codepxaHue) MeTWUNOBOro 3eneHoro katuoHa: 85 %. onpefeneHo C  NOMOLLbI
ab6cop6LMOHHO CNeKTpoMeTpUm;

-[onycTumble npegenbsl MHTepdepupyoLWMX BELLECTB, NPUBEAEHHbIE Kak MacCoBble [0/N:

1) Boga: meHee 1 %;

2) HeopraHu4yeckue conu: meHee 0.1 %;

3) feTepreHTbl: He NPUCYTCTBYIOT;

4) okpalleHHble MpUMEecH, BKIOYas KPUCTa/I/bl BUOSIETA: HE OMpeAe/MMbl C MOMOLLBI TOHKOC/IOMHOM
Xpomaror pacuu;

5) nHgnddepeHTHble coefnHeHns: 14 % pacTBOPYMOro Kpaxmana;

C) A/IMHa BOMHbI MakCUMasibHOM abcopbLmmn pacTBopa KpacsLero selecTsa; 633 HM,

d) ToHKOocnoliHas Xxpomatorpacusi: NPUCyTCTBYeT TOMbKO OfAUH OCHOBHOW KOMMOHEHT, COOTBETCTBYHOLLIA
MeTWU0BOMY 3e/1eHOMY;

e) obpalleHne 1 xpaHeHve: ctabuieH Npu XpaHeHun B TLLATENIbHO 3aKynopeHHO! Kopu4HeBOW ByTblike npu
KOMHaTHoOI Temnepatype (ot 18 "C go 28 'C).

A.2.2 Kpacsiliee BelecTBO 3TUN0BbIV 3eNeHblii

MHhopmMauums, OTHOCALLAACA K KpacaleMycsi BELLECTBY 3TU/I0BOMY 3e/1IeHOMY, CriefyoLias:

a) WAEHTUYHOCTb NPOAYKTa:

1) 3TWNOBbLIN 3€/eHbIN (CUHOHUM: METU/IOBBIV 3€/1eHbIN);

2) peructpaumoHHblii Homep CAS: 7114-03-6;

3) HavMeHoBaHWe 1 HOMEp UHAEKCa KPacoK: HauMeHoBaHVe B MHAEKCE Kpacok oTcyTcTeyeT, 42590;

b) cocTas:

1) monekynsipHasa hopmyna, BkIYaroLas npoTyeonoH: CarHvM3 2 BF«":

2) monsipHast Macca ¢ (Wnm 6e3) npoTMBonoHoM: 575.19 r mosib  (401.58 1 monb'D):

3) MaccoBas [0Ns 3TU/IOBOrO 3eneHoro katnoHa: 85 %, onpegeneHa C NOMOLLbO  abCoOpP6LIMOHHONM
CMEKTPOMETPUH;

4) ponycTumble npefesnbl HTepdepupyoLLIMX BELLECTB, NPUBEAEHHbIE Kak MaccoBble [0/N:

-Bofa: meHee 1 %;

- HeopraHuyeckume conn: meHee 0.1 %;

- leTepreHTbl: OTCYTCTBYIOT:

- OKpalleHHble NpUMecH, BKIOYAs KPUCTa//bl BUOMEeTa: He OGHapYXXMBAOTCA C MOMOLLbI0 TOHKOC/IOMHOW
Xpomaror pacuu;

- HAUEPEHTHbIE coenHerns: 14 % pacTBOPYMOro Kpaxmana;

C) A/IMHa BONHbI MakCcUMasibHOM abcopbLmmn pacTeopa KpacsLlero Bellectsa: 633 HM,

d) ToHkoCnoiHasA xpomatorpadmsi: MpUCYTCTBYET TO/IbKO OAMH OCHOBHOV KOMMOHEHT, COBMagalowwuii ¢
3TUNI0BbLIM 3€/1EHBIM;

€) obpalleHne 1 XpaHeHne: cTabuneH Npu XpaHeHnn B TLLATENIbHO 3aKpbITOl BYTbIIKE 13 KOPUYHEBOrO CTekna
npv KOMHaTHOI Temnepatype oT 18 *C go 28 *C.

A.2.3 Kpacsuee BelwecTBO NMMPOHUH Y

K kpacsLemMy BeLecTBy NMUPOHUH Y OTHOCUTCA Criefyrowasn nHdopmaums:

a) WAEHTUYHOCTb NpoayKTa:

1) MMPOHUH Y (CUHOHWMBI: pyronine Y. nupoHuH G. pyronine G):

2) peructpaumoHHbIii Homep CAS: 92-32-0;

3) HaumeHoBaHMe 1 HOMEp B MHAEKCEe KPacoK: HauMeHoBaHWe B MHAEKCE Kpacok oTcyTcTeyeT, 45005;
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b) coctas:

1) monekynsipHas cpopmyna, BIovaowas npotusomor: C,;H\YN ;0" CT;

2) monsipHasa macca ¢ (unm 6e3) npotnBomoHom: 302.75 r monb' (267,30 r Mmosb );

3) MaccoBas fonA nNUpoHWHa Y kaTuoHa: 80 %, onpefeneHa ¢ NoOMOLLb0 abCopOLMOHHON cnekTpomMeTpum;

4) ponycTumMble NpeAesbl MHTEPEPUPYIOLLUX BELLECTB, NMPMBEAEHHbIE Kak MaccoBble A0N:

- Boga: MeHee 1 %;

- HeopraHuyeckme conu: meHee 0.1 %;

- feTEPreHTbl: OTCYTCTBYIOT;

- OKpalleHHble NpUMecH, BK/OYas KPUCTaU/Ibl BUOMETA: HE OOHapPYXMBAKOTCS C MOMOLLbIO TOHKOC/IOWHOM
Xpomarorpadmu:

- nHAnhdepeHTHbIE coeanHeHns: 19 % pacTBOPUMOro kpaxmana,;

C) A/IMHA BOSHbI MaKCMMaUsTbHOM abcopbLymm pacTeBopa Kpacsilero BelecTsa: 550 HM;

d) TOHKOCnoWHas xpomartorpadus: MpUCYTCTBYET TOMbKO OAWMH OCHOBHOW KOMMOHEHT, COBMajatoluii ¢
NNPOHVHOM Y,

e) obpalleHne 1 xpaHeHve: cTabueH Npyu XpaHeHUn B TLLATENIbHO 3aKPbITOW BYTbIIKE N3 KOPUYHEBOrO CTeka
npu KOMHaTHO Temnepatype oT 18 "C go 28 °C.

A.2.4 MpepaHa3HayeHHOe NpUMeHeHNe MeTofa OKpallnBaHUA MeTU/I0BbIM 3e/1eHbIM-TUPOHUHOM Y

A.2.4.1 Tun (Tynbl) MaTeprana

Kpacka MeTuoBbIi  3eMeHbIA-MMPOHMH Y  MpUMeHsieTcsl 151 OKpalMBaHWS  CBEXE3aMOPOXEHHBbIX,
napatMHUPOBaHHbIX WU NNACTUKOBbLIX CPE30B TKaHel pas3/inyHbIX BUOB.

A.2.4.2 ObpallieHne 1 06paboTka nepes okpalumsaHuem

Bo3MoXHble hukcupyioLime cpeAcTea BKIOYAOT B Ceb5:

- Xungkoctb KapHos [aTaHon (06bemHas fons 99 %) + xnopodhopm + ykcycHas kucnota (Maccosas fons 99 %),
cMellaHHble B o6bemax (60 + 30 + 10) mn] wm

- thopmanbgerng (maccosas gons 3.6 %), 3abydepeHHblit hochatom (pH = 7.0); pyTUHHOE BbiCyLUVBaAHNE,
OUNCTKA, MPONUTbIBAHME U MOKPbITUE NapadHOM, 06bIYHOE MPUTOTOB/IEHNE CPE30B C NMOMOLLbIO MUKPOTOMA.

A.2.4.3 Pabouuii pacTsop

[OTOBAT pPacTBOP 3TU/I0BOrO 3€/1IEHOTO UM METW/IOBOTO 3€/1eHOM0 U3 KO/IMYEeCTBa, COOTBETCTBYIOLLErO mMacce
0,15 r unCTOro KpacsiLero BeLlecTBa, pacCUMTaHHOrO Kak OKpalleHHbI KaTUOH (B NpyBeAEHHbIX Bbille npumepax 0.176
I B KaXX4oM criydae) B 90 mn ropsiveid (tfemnepatypa 50 vC) AUCTUNIMPOBAHHOW BOAbI.

PacTBOpsOT KOMYECTBO, cooTBeTCTBYyoWee Macce 0,03 r nupoHWMHa Y, paccUMTaHHOro Kak OKpalleHHbI
KaTWoH (B npumepe, npueegeHHoM Bbiwe 0.038 r) B 10 mn 0,1 monb/n dptanatHoro bychepa (pH = 4.0). CmelumBaroT
nocnegHuii pacTBop C pacTBOPOM 3TUJIOBOTO 3€/IEHOTO WM METU/IOBOTO 3€/1IEHOTO.

A.2.4.4 CTabunbHOCTb

Pabouwnii pacTBop cTabuneH no kpaiiHeli Mepe OAHY HeAeno MpU XpaHeHUW B NIOTHO 3aKpbITol GyTbLIN U3
KOPWYHEBOrO CTeKNa Npu KOMHaTHOW TemnepaType ot 18 *C go 28 “C.

A.2.4.5 MeTofnKa oKpatuBaHusa

A.2.4.5.1 flenapadMHNpyIOT cpesbl.

A.2.4.5.2 CmauvBatoT cpesbl.

A.2.4.5.3 OkpawmuBaloT cpe3bl B TeuyeHne 5 MUH MpuM KOMHaTHOW TemnepaType okosio 22 "C B paboyem
pacTtsope.

A.2.4.5.4 TpoMbIBatOT CPe3bl B ABYX CMEHAX AUCTUI/IMPOBAHHOM BOAbl, OT 2 40 3 C B KaXXAOM.

A.2.4.5.5 CTpAxvBaloT U3NULLKA BOAbI.

A.2.4.5.6 AKTMBMPYIOT B TpeX cMeHax 1-6yTaHona.

A.2.4.5.7 MepeHOCAT HeNocpeACcTBEHHO U3 1-6yTaHona B rnapoddO6HYI0 CUHTETUYECKYIO CMOSY.

A.2.4.6 Oxunpgaemblii pesynbTart (pesynbrarhbl)

OxuaaeTcs nonyvyeHne cneyowmx pesynbTaTtos ¢ TUNammM Matepuasnos, NnepeuncnernHsivm B A.2.4.1:
a) [ANs SAAepHOro XpomaTuHa: 3efeHblii (dukcatop Kapnos) nam rony6oi
(cbukcatop chopmanbaerva);
NS HYKNeon n umTonnasmbl, 6oraToin puéocomamu: kpacHblii (cprkcatop
KapHOB) 11 nunoBaTto- KpacHbli (dukcatop chopmManbaeTa):

C) AN MaTPULLbl XPALLEl 1 rpaHyn TYUHbIX KNETOK: OpaHXeBbIi;

d) N5 MbILWL, KONareHa n 3puTPOLNTOB; He OKpaLLEHHbIe.

A.3 Peakuusa denbreHa - Wudda

A.3.1 Kpacsiwee BellecTBO napapo3aHuivnH

NMPEAOCTEPEXEHUVE — Ans R 40: BO3MOXHbIl pUCK HeobpaTuMbiX 3hheKToB.

Ona S 36/37: Heo6xoa4MMa 3alMTHAA O4eXAa U nepyaTku.

Cnegyrowas nHopmMaLmsa OTHOCUTCS K KpacsLeMy BELLEeCTBY napapo3aHusivH.

a) NAEHTUYHOCTb NpoAyKTa:

1) napapo3aHu/IMH (CHOHMMbI: OCHOBHOI PYyOVHOBBIN, NapadykCuH, napaMareHTa. mareHTa 0);

2) perucTpaumoHHbiii Homep CAS: 569-61-9;

3) HaMmMeHoBaHKe 1 HOMep MHAEKca Kpacok, OCHOBHOI KpacHbIii 9. 42500;

b) cocTas:

1) monekynapHas chopmyna, BkaovatLasa npotmeonoH: C,uHisNj* CrI;

2) monsipHasa macca ¢ (1 6e3) nputnBonoHa: 323,731 Mosb  (288.28 r Mosb ),
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3) MmaccoBasi hpakuus napaposaHuivMHa KatuoHa: 85 %, onpefenieHHas C MOMOLLbI0 abcopOLMOHHON
cnekTpomeTpum;

4) ponyctumble npepesnbl UHTePdepUpyoLLIMX BELECTB, NPUBELEHHbIE Kak MaccoBble JO/N:

- Bofa: MeHee 1%;

- HeopraHuyeckue conu: meHee 0,1 %;

-AeTepreHTbl: He NPUCYTCTBYIOT;

- OKpalleHHble MPUMECH: MeTU/IMPOBAaHHbIe TOMOJIONN Mapapo3aHu/InHa MOryT NPUCYTCTBOBaTb B C/EA0BbIX
KonmuyecTBax, onpegensemMble ¢ NOMOLLbIO TOHKOC/IOMHO XpoMaTtorpadgum, HO akpuanH OTCYTCTBYET.

- nHaUddepeHTHble coeanHeHns: 14 % pacTBOPMMOro Kpaxmana;

C) A/IMHa BOJIHbI MaKcMMasibHO abcopbuum pacTeopa KpacsLero seliectsa: 542 Hw;

d) ToOHkocnoWHaa xpomartorpadva:  NPUCYTCTBYeT OAWMH  OCHOBHOW  KOMMOHEHT, COOTBETCTBYHOLLMIA
napapo3aHuIvHy: METUIMPOBAHHbLIE TOMOJIOMM Napapo3aHuviHa B CNef0BbIX KONMYeCTBax;

e) obpalleHne 1 xpaHeHue: cTabuneH Npy XpaHeHWn B TLLATENbHO 3aKyNOPeHHON KOpWU4HeBOW ByTblike npu
KOMHaTHO Temnepatype oT 18 "C go 28 °C.

A.3.2 MNpegHa3HavyeHHoe NpuMeHeHne peakunn denbreHa - Wndda

A.3.2.1 Tun (Tunbl) MaTepuana

Peakunsa denbreHa - Ludbdha npumensieTcs ansa napadMHUPOBAHHBIX UM NNACTUKOBbLIX CPE30B Pas/IMUHbIX
BUA0B TKaHel UM LMTON0rMYeckoro matepuana (Masok, 0TnevaTok TkaHu, KynbTypa KAeToK, MOHOC/ION):

A.3.2.2 ObpalleHve n obpaboTka nepes okpalumBaHueM

A.3.2.2.1 Bo3mOxHble hMKCUpytoLLmMe BeLlecTsa

Bo3mMoxHble (hmkcupyloLye BeLecTsa BKIYaloT B Ce65:

a) ructonorus: popmanbaenng (maccosas gons 3.6 %). 3abydepeHHbiii chochaTom. (pH =7.0);

b) uuTONOrMS:

1) naknin hukcmpytoLmii maTepuan: ataHon (obbemHas 4o 96 %);

2) BbICYLLIEHHBIV Ha BO3[yxe MaTepuan:

- chopmanbaerng (Maccosas fons 3.6 %). 3abydepeHHblit hocchaTom:

- MeTaHon+ dhopmanbaerng (maccosas gons 37 %) +ykcycHas kucnota (maccosas gons 100 %). cmeluaHHble
B 0bbemax (85 +10 + 5) mn.

MaTtepwuan, comkcpoBaHHsbIii B hukcaTope ByitHa, HenpurogeH Ans 3Toli peakumn.

[leTann MeToAuKV, NMPUMEHEHHOW W3roToBUTENEM A/151 UCCNeA0BaHNS PEaKTMBHOCTM XPOMOTEHHOTO peareHTa,
npveeeHol B A.3.2.2.2 - A.3.2.4.

A.3.2.2.2 PeareHT napapo3aHununH-LLndd

PacTBopsitoT 0.5 I napapo3aHuinH-xnopuga 8 15 M 1 Monb/n CoNsiHOW KncnoTbl. [o6aBnsoT 85 M BOAHOMO
pactBopa KjS;Os (maccoBas fonsa 0.5 %). OxugatoT 24 4. B36antbiBatoT 100 mn atoro pacteopa ¢ 0.3 r ApeBecHoro
YrAa B TeYeHne 2 MUH 1 NPOohnIbTPOBLIBAOT. XpaHAT 6eCcLBETHYIO XMAKOCTb Npu Temnepatype He Huwke 5 "C. Pactsop
cTabuneH B TeyeHue no kpaiiHei mepe 12 mae B NI0THO 3aKpbITOV NocyAe.

A.3.2.2.3 PacTBop A1 NpOMbIBaHWsA

PactBopsitoT 0.5 r K3&O» B 85 M1 ANCTUNNNPOBaHHOW BoAbl. Jo6aBnsaoT 15 Ma 1 Mob/n CONSHOM KUCNOTbI.
PacTBOp roToB K HemeA/IEHHOMY NPYMEHEHWIO U MOXET BbITb NCMO/b30BaH B TeueHne 12 u.

A.3.2.3 MeToauka okpalumBaHus

A.3.2.3.1 [enapadvHupytoT napadvHMpOBaHHbIe Cpe3bl B KCWIEHe B Te4YeHWe 5 MUH. 3aTem NpoMbiBaloT B
TEYeHWe 2 MVH, CHavasla B 3TaHos1e C 06beMHOI fonelt 99 %, a 3aTeM B 3TaHO/e C 06beMHOI goneli 50 %.

A.3.2.3.2 CwmauvBaloT NIacTUKoBble cpe3bl, JAenapauHupoBaHHble napadWHUPOBaHHbIE Cpesbl U
LMTOMIOrMyecknii MaTepuast B ANCTU/IMPOBaHHON BoAe B TEYEHUe 2 MVH.

A.3.2.3.3 T'naponuayloT matepuan B 5 MOsb/N CONAHON KucoTe npu Temnepatype 22 *C B TeveHune ot 30 go
60 MWH (TOYHOE Bpems rMaposm3a 3aBncuT OT TUMa Martepuana).

A.3.2.3.4 MNpomMbIBaKOT AUCTUNNNPOBAHHOW BOAOW B TEUEHNE 2 MUH.

A.3.2.3.5 OkpalumsaloT peareHToM napapo3aHu/InH B TeveHre 1 4.

A.3.2.3.6 MpomMbIBalOT B TPEX NOC/efoBaTe/IbHbIX CMEHaX NMPOMbIBHOTO pacTBopa Mo 5 MUH B KaKAoiA.

A.3.2.3.7 iBaxxabl NPOMbIBAOT AUCTUN/IMPOBAHHOM BOAOM, N0 5 MUH KaxXAablii pas.

A.3.2.3.8 [lerngpatvpytoT B 3TaHone ¢ obbemHoli goneii 50 % , 3atem ¢ 70 % u HakoHel, B 99 % -HOM
3TaHone, No 3 MUH Kaxablli pas.

A.3.2.3.9 [IBaxapbl MPOMbIBAIOT B KCWU/IEHE. M0 5 MVH Kaxablli pas.

A.3.2.3.10 V13BnekatoT B CUHTETUYECKYIO rMApPOdIOBHYI0 CMOy.

A.3.2.4 Oxunpgaemble pesynbTarbl

OxwupaeTca nosyyeHne cnefyowmx pesynbTaTtos ¢ TMNamy Matepuanos, nepedncrienHbix B A.3.2.1:

Ons apep knetok (AHK): KpacHbIii LgeT.

A.4 VIMMyHOXMMMYECKAn fieMOHCTpaL s peLenTopoB 3CTPOreHos

MPEAOCTEPEXXEHWE — PeareHT, cogepxalunii asung Hatpua (15 mmonb/n). NaN3moxeT pearnposaTb C
CBVMHLOM unu mefplo, obpasys B3pbiBYaTble a3ufibl MeTannos. Mpu yganeHun cMbiTb 60/1bWMM 06HLEMOM
BO/AbI.

A.4.1 MOHOKNOHa/bHbI MbILIUHbIA aHTUYEN0BEeYECKNiA peLenTop 3CTPOreHoB

Cnegyowas MHGoOpMaums OTHOCUTCA K  MOHOK/I0Ha/IbHOMY MbILLVMHOMY aHTU4YeNioBeveckoMy peLientopy
3CTPOreHosB.

a) AEHTNYHOCTb NPOAYKTA: MOHOK/IOHA/bHbBIA MbILLKHBIA aHTUYE0BEYECKNIA pELLenTop 3CTPOreHoB, KIoH 1D5;
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b) knoH: 1D5:

C) UMMYHOT€eH: peKOMOMHaHTHbI YenoBeyveckuii 6enoK peLenTopa 3CTPOreHos;

d) WCTOYHMK @HTWTEN: MOHOK/IOHa/IbHOE MbILWWHOE aHTUTENo, MNOCTaB/EHHOE B XMAKOW hopMe Kak
cynepHaTaHT TKaHeBOW KynbTypbl;

e) cneumuyHOCTb: aHTUTEeNno pearmpyet ¢ /NV-KoHUEBbIM [omeHoM (A/B  pervoH) peuentopa. [pun
UMMYHOGOTTUHIE OHO pearnpyeT ¢ 67 «[a nonvneneTuAHONM Lenblo, NosyyYeHHol nytem TpaHcdopmaumm Escherichia
coli n TpaHcdekunyn COS KI1eToK NNasMUAHbIMI BEKTOpaMu, 3KCMPEeCcCUMpyoLWyMK peuenTtop acTporeHos. Kpome Toro,
aHTUTENo pearmpyeT C LUTO30/1bHbIMU 3KCTPaKTaMu /I0TeaIbHOT0 3HAOMETPUS U kneTkamn NuHun MCF-7 paka rpygHoi
Xesesbl YesoBeka;

f) nepekpecTHas peakTMBHOCTb: @HTUTENI0 pearnpyeT C peLenTopamm 3CTPOreHOB KpbiC;

[) cocTaB: cynepHaTaHT KynbTypbl TkaHuW (cpega RPMI 1640, cofepxallias CbIBOPOTKY MnoAa TeneHka),
AnanusnpoBaHHbIii npotue 0,05 Mmonb/n Tris/HCI, pH = 7,2. cogepxawmii 15 mmonb/n NaN;j.

- KOHUEeHTpauwusa lg: 245 wmr/n;

- u3otun lg: 19gG1;

- WAEHTUYHOCTb NIErKol Lienun: kanna.

- KOHLIeHTpaums obLero 6enka: 14.9 r/n:

h) obpalleHve n xpaHeHue: cTabunieH go Tpex neT npy Temnepartype xpaHexwus ot 2 *C go 8 “C.

A.4.2 TMpeaHasHayeHHOe NpUMeHeHune

A.4.2.1 O6wume NonoxeHns

AHTUTENO NpUMEHSeTCA AN KaY4eCTBEHHOro W MOJIyKONWYeCTBEHHOro OBGHapYyXeHMs aKcnpeccun peuentopa
3CTPOreHoB (HanpuMep, pak rpyaHol xenesbl).

A.4.2.2 Tun (Tvnbl) MaTeprana

AHTUTENI0 MOXeT ObiTb MNPUMEHEHO Ha napaVHUPOBaHHbIX cpe3ax, (IMKCUPOBAaHHbLIX (OPMaIVHOM,
3aMOPOXEHHbIX cpe3ax, (MKCUPOBAaHHbLIX aueTOHOM, M Ha Maskax kieTok. Kpome TOro, aHTUTeNno MoxeT 6biTb
NPUMEeHEHO ANA AeTeKLun aHTUTeN thepMeHT-CBA3aHHbIM UMMYHOCOPOeHTHbIM nccnegosaHnemM (ELISA).

A.4.2.3 MeToavKa okpalvBaHusa 418 UMMYHOTMCTOXUMUN

A.4.2.3.1 O6LyMe NonoXxeHus

[ns  napadvHMpOBaHHbIX Cpe30B TkaHeld, (UKCMPOBaHHbIX (HOPMa/IMHOM, MNPUMEHSIOT pa3Hoo6pasHble
YyBCTBUTE/IbHbIE TEXHOMOMMM OKpalUMBaHUs, B TOM 4uC/lle UMMYHOMNEpPOKCMAA3HYl0 MeToamKy, TexHosnoruioo APAAP
(wenoyHas docharasza aHTUwenoyHas docdarasa) M aBUAMH-GMOTUMHOBBIE MeToAbl, Hanpumep, mMeTodbl LSAB
(MeueHble CTpenTABUANH-BUOTYH). VI3MEHEHNA aHTUreHa, Takne kak HarpeaHvne B 10 MMOsb/ uuTparHom 6ycepHom
pactBope, pH =6.0, aBnaTcA 0653aTenbHbIMU. Cnaifpl He [O/KHbI BbICYLUMBATLCA NPU Takoii obpaboTke nam npm
cnepytouleii npoLesype UMMYHOTMCTOXMMUYECKOrO OKpalumMBaHus. [ns okpalumBaHUs Mas3koB KeToK NpeanoXeH MeTog,
APAAP.

[leTann MeToAvKu1, UCMOMb30BAHHON M3rOTOBUTENEM Ha MapadUHNPOBaHHbIX Cpe3ax TKaHel, hMKCUPOBaHHbIX
chopManiMHoM, ANS UCCNefOoBaHWSA PEeakTUBHOCTU aHTUTena ANns UMMYHOTUCTOXMMWMW, npuBefeHsl B A.4.2.3.2 -
A.4.2.3.4.

A.4.2.3.2 PeareHTbl

A.4.2.3.2.1 lMepekncb BOAOPOAA, MaccoBas 405 3% B AUCTUNIMPOBaHHON BOgE.

A.4.2.3.2.2 Tpuc-6ychep conesoin (TBS). coctoawumii n3 0.05 mons/n Tris/HCI n 0.15 mons/n NaCl npyu pH =
7.6.

A.4.2.3.2.3 TlepBuyHoe aHTUTEsI0, COCTOALWEE W3 MOHOK/MOHA/IbHOTO MbIWWHOTO  aHTU4YesI0BEYECKOro
peLenTopa 3CTPOreHoB, pa3BeeHHOro onTMMasibHO B TBS (cm. A.4.2.3.4).

A.4.2.3.2.4 BVUOTUHUIMPOBAHHOE KO3bE€ AHTUTENO K MbILWUHBIM/KPOIMYBUM UMMYHOTI06YIMHaM, pabounii
pacTBop.

[OTOBAT 3TOT pacTBOpP MO MeHblieli Mepe 3a 30 MUH. HO He paHee, YeM 3a 12 4y nepef NpPUMEHEHVEM,
cnegyrowym obpasom:

-5 mn TBS. pH = 7.6;

- 50 MK OWOTMHWIMPOBAHHOIO, W30MMPOBAHHOTO OT ad)uMHUTETA KO3bEro aHTUTEeNna  npoTuB
MbILUMHBIX/KPONUYbMX MMMYyHOrnobynmHos B 0,01 monb/n dhochatHom BycdhepHom pacTBope. 15 mmonb/n NaN5 B
KOMIMYeCTBE [AOCTATOYHOM, YTOObI [JOBECTU KOHEYHYIO KOHUEHTpauuio fo 10 - 20 mr/mn.

A.4.2.3.2.5 Komnnekc CTpenTABMAMH-OMOTMH /nepokcupasa xpeHa (StreptABComplex/HRP), pab6ounii
pacTBop.

[OTOBAT AaHHbIVi pacTBOpP CreayroLym 06pasom:

-5 mn TBS. pH =7.6;

- 50 mkn CtpentAsuauHa (1 mr/n) B 0,01 monb/n chocchatHom 6ychepHom pacTsope, 15 Mmonb/n NaNe;

- 50 mMKn 6MOTMHUNMPOBaHHON nepokcupasbl xpeHa (0.25 mr/n) B 0.01 monb/n dhochatHom BydhepHom
pacteope. 15 mmonb/n NaN.;

A.4.2.3.2.6 PacTBOp AnamunHbeH3namHosoro cy6erpata (DAB)

PacTtBopsitoT 6 mr 3.3'-gnamnH6eH3nguHTeTparngpoxiopuga B 10 ma 0,05 mons/n TBS, pH = 7,6. Jlo6asnstoT
0.1 MmN nepekucu BoAoOpoOfa MaccoBoil poneit 3% B AUCTUAIMPOBAHHOW Boge. Ecnv npousowna npeuunutaums,
UNbTPYIOT.

A.4.2.3.2.7 TemaToKCU/INH

PacTtBopstoT 1 r rematokcunmnHa, 50 1 antoMuHnil kanuii cynbbata. 0.1 r ilogata Hatpua u 1,0 r IMMOHHOM
KMCNoTbl B 750 M1 AUCTUNIMPOBaHHOM Boapl. [oBoaAaT Ao 1000 M AMCTUNNIMPOBaHHON BOZOIA.
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A.4.2.3.3 MeToguka okpalumBaHuns

A4.2.3.3.1 [enapauHnpyloT W pernapaTMpyloT Ccpesbl TKaHW; NPOBOAAT W3MEHeHWe aHTureHa (cm.
BbILLENPUBEAEHHYI0 METOAMKY OKpaLUVBaHUS)

A.4.2.3.3.2 VIHKy6upytoT C Nepekncbio BOAOpoaa MaccoBoii goneli 3 % B AUCTUNIMPOBaHHON Bofe B TeyeHue 5
MUH.

A.4.2.3.3.3 MpombIBalOT AUCTUAIMPOBAHHON BOAOM 1 nomellaioT B TBS Ha 5 MUH.

A.4.2.3.3.4 WHKYOUPYIOT C MOHOK/IOH&/IbHBIM MbILWWHBIM  aHTUYE/I0BEYECKUM PELLENTOPOM  3CTPOreHoB,
pas3BefeHHbIM ONTMasibHO B TBS (cM.A.4.2.3), B TeueHne 20 - 30 MUH.

A.4.2.3.3.5 MNpombisatoT TBS 1 nomelyatot B 6aHi0 TBS Ha 5 MUH.

A.4.2.3.3.6 WHkybupyloT ¢ pabouMm  pacTBOPOM  OGUOTUHUAMPOBAHHOTO  KO3bEro  aHTuTena K
MbILUMHBIM/KPONYBM UMMYHOF06YNMHaM B TedeHune 20 - 30 MUH.

A.4.2.3.3.7 MNpombiBatoT TBS 1 nomewaot B 6aH0 TBS Ha 5 MyH.

A.4.2.3.3.8 NHKybupyoT ¢ paboumm pactBopoM komnnekca CTpenTABUAMH-GMOTUH/NEpOKCUAa3a XpeHa B
TeyeHune 20 - 30 MUH.

A.4.2.3.3.9 MpombiBatoT TBS 1 nomewatoT B 6aHi0 TBS Ha 5 MUH.

A.4.2.3.3.10 VHKy6upyloT ¢ pacTBopom DAB B TeueHue 5-15 muH (npu obpaiieHun ¢ DAB wncnonb3osatb
nepyatku).

A.4.2.3.3.11 MpombIBaAIOT AUCTUAMPOBAHHON BOAONA.

A.4.2.3.3.12 MpoBOAAT KOHTPACTHOE OKpallMBaHNe pacTBOPOM remartokcunvHa B Tedenue 30 .

A.4.2.3.3.13 MNpombIBatoT BOAON 13-N0A KpaHa B TeUeHne 5 MuH.

A.4.2.3.3.14 MMpombIBAIOT AVCTUIMPOBAHHON BOAOV B TeYeHne 5 MUH.

A.4.2.3.3.15 [erngpatmpytoT 3aTaHONOM ¢ 06beMHol goneli 50 % B TeyeHne 3 MUH. 3aTeM 3 MUH C 06 BEMHOIA
poneit 70 % w. HakoHel,. 3 MUH ¢ 06bemHol goneit 99 %.

A.4.2.3.3.16 TMpombIBalOT B ABYX CMeEHax KcuneHa. no 5 MuH B kakgoii. A.4.2.3.3.17 VI3BnekaloT B CUHTETUYECKYHD
rmapodo6Hyto cmony.

A.4.2.3.4 Mpepnaraemble pa3BefeHns

OntTumanbHoe OKpallMBaHWe MoXeT ObiTb NonyyYyeHo nyTem passefeHus aHTuTena B TBS ¢ pH = 7.6,
cMellaHHbIM no obvemy oT (1 + 50) go (1 + 75) MKkA npu uccnefoBaHWn Ha (OUKCUPOBAHHBLIX (HOPMasIMHOM
napacuH1poBaHHbIX cpe3ax PakoBOW OMyXOnu rpyAHOW xenesbl YenoBeka. AHTUTENO MOXET 6biTb passegeHo TBS,
CcMellaHHbIM no o6bemam oT (1 + 50) go (1 + 100) mkn, A4NAa UCNONb30BaHWA B TexHonorunm APAAP v aBuauvH-
61OTMHOBbLIX MeToAax, Npu uccnefoBaHN UKCUPOBAHHBIX aLeTOHOM CPe30B 3aMOPOXEHHON TKaHW PakoBOW ONyxosin
rPYAHOIA xenesbl.

A.4.2.3.5 Oxungaemble pesynbtarbl

AHTUTENO WHTEHCUBHO METUT ffpa KIeToK, KOTopble, Kak M3BECTHO, codepXar 60/bluoe YMC/0 peLenTopos
3CTPOreHoB, HanpumMep, anuTeMasibHble 1 MUOMETPUASIbHbIE KETKM MAaTKM U HOpMasibHble U runepniasvipoBaHHbie
aNUTENNasbHble KNEeTKN MOJOYHbIX Xenes. OkpalumBaHue npermyLLecTBEHHO I0KaIM30BaHO B SApax 6e3 okpalLMBaHus
uuTonnasmel. OfiHaKo, Ha cpesax KpuocTara, cofepXalimx HebosbluMe WM HeonpeaeMvble KONMYecTsa peLentopos
3CTPOreHoB (Hanpumep, aNUTENNIA KUWEeYHWKa, KNeTKU CepAeyHOl MbIWLbI, KNeTKM Mo3ra U COefUHUTENbHOW TKaHw),
oTMeualoT oTpuuaTesibHble pe3y/bTaTbl C aHTUTENIOM. AHTUTENI0 METUT 3aNUTeNnasibHble KNeTKW KapLWHOMbI TpyaHON
Xenesbl, KOTopble 3KCNPEeCCUpYIOT peLenTop 3CTPOreHos.

OkpalumBaHue TkaHu 3aBUCUT OT obpalleHns 1 06paboTky TKaHU [0 okpalumBaHus. HenpasuibHas dukcaums,
3aMopaxusaHne, oTTamBaHune, NPoMbIBaHMe, BbICYLUMBAHWE, HAarpeBaHvie, cpesaHe Uan 3arpsisHeHve pyrumMn TKaHaMu
NN XNOKOCTAMU MOXET Bbl3BaTb apTeddakTbl UKW TOXHOOTPULLATE NbHbIE pe3ynbTaTbl.

A.5 [leMOHCTpaunust 7-kNeToK C MOMOL b0 NPOTOYHOM UUTOMETPUn

MPEAOCTEPEXEHWE — PeareHT cogepxut asung Hatpusa (15 mmonb/n). NaNj moxeT pearnpoBaTtb CO
CBUHLOM WUAn Mefbio, o6pa3ys B3pbiBOOMNACHbIE a3ufbl meTannios. Mpu yaaseHum CMbiTb 60/1bWUM 06bEMOM
BOZbl.

A.5.1 MOHOK/TIOHa/IbHbIE MbILLNHbIE aHTUYenoBeYeckne M-KneTku

Cnepgyrowias uHopmaumsa 0THOCUTCA K MOHOK/TOH&/IbHbIM MbILLIMHBIM aHTUYENOBEYECKUM 7-K/eTKaMm:

a) MAEHTNYHOCTb NPOAyKTa: MOHOK/IOHa/IbHbIE MbILLIMHBIE aHTUYeoBeveckve 7-knetku. CD3:

b) koH: UCHT:

C) UIMMYHOTeH: YefioBeyeckre AeTckue TUMOLMTbI M TMMAoLNTbI OT nauueHTa ¢ 6one3nbio Cesapu (Sezary);

d) UCTOUYHUK aHTUTEN: OYULLEHHbIE MOHOK/TOHA/TbHbIE MbILUMHBIE aHTUTeNa:

B) cneuncmMyHOCTb: aHTUTENO pearvpyeT € 7-kneTkamu B TUMyCe, KOCTHOM Mo3re, nepudiepuyeckoi
NMMEOONAHONM TKaHU U KPOBW. BOMBLUMHCTBO 7-KNETOK OMNyXO0/eii Takke 3KCNpeccupyoT aHTureH CD3, HO OH OTCyTCTBYeT
B He 7-KNeTOuHbIX MMMAONAHbIX onyxonax. CornacyeTca ¢ MOAEeNbl0 CMHTe3a aHTUreHa B HOPMaslbHbIX TUMOLMTAX.
Hanbonee paHHUM MeCTOM OnpejesneHns B OMyX0/1eBbIX KeTkax SABASeTCs umTonaasMa KeTku;

f) cocras:

- 0.05 monb/n Tris/HCI 6ychep. 15 mmonb/n NaN>. pH = 7.2. anb6ymuH Gblubell CbIBOPOTKW, MaccoBas fons 1
%;

- n3otun 1g 1gGl:

- WAEHTNYHOCTb NIETKOI Lienu: Kanna:

- KOHUeHTpauus obwero 6enka: 14.9r/n;

- ouncTKa Ig: 6en1ok A KonoHka cedaposbl;

- yucToTa: Maccosas foNs NpueAnsnTesnbHo 95 %;
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- MOfieKyna KoHbloraTa: dhitoopecuenH nsotmoumarat nomep 1 (FITC);

- (F/P)-otHoweHune: E 495 HMIE 278 HmM =1,0 + 0,1 COOTBETCTBEHHO MOMSIPHOMY OTHOLleHuto FITC/6enok
npuénusnTesnsHo 5;

[) obpalleHne v xpaHeHne: cTabunibHbl B TeueHne Tpex fieT Nocne BblgeneHns npu temnepartype ot 2 "C go 8
"C.

A.5.2 MNpepHa3HavyeHHOe NpUMeEHeHne

A.5.2.1 O6LLUMe NOoXeHNA

AHTUTENO NpefHa3HayeHo ANA NPYMEHEHUS B NPOTOYHOW LIMTOMETPUN. AHTUTENO MOXET BbiTb UCMO/Ib30BAHO
[NSi KAYeCTBEHHOIO U KOJIMYECTBEHHOTO O6HapYXeHns -KneTok.

A.5.2.2 Tun (Tvnbl) MaTeprana

AHTUTENO MOXEeT OblTb MPUMEHEHO Ha CYCMEH3WAX CBEeXWX W (UKCUPOBAHHBIX KNETOK, (PUKCUPOBAaHHbIX
aLleTOHOM Cpe3ax KprocTara, Ha KIeTOUHbIX Ma3kax.

A.5.2.3 MeToauka nccnefoBaHns peakTMBHOCTU aHTUTeNa a1si NPOTOYHOW LMTOMETpUK

[leTann mMeToAuKM, NCMO/Ib30BAHHON U3rOTOBUTENEM, CeayloLye:
a) CobupaloT BEHO3HYI0 KPOBb B NPOBUPKY, COAEPXALLYH0 aHTUKOarynsaHT.

b) W3onupytloT ogHosiAepHbIe KNeTkv myTeM LeHTPUYrMpoBaHna Ha pasgenutenbHol cpege; B MHOM Criydae
NM3VPYIOT 3PUTPOLMTBI NOC/e CTaAuK UHKy6aumn, ykasaHHo B nepeunciernu d).

c) MNpombiBalOT OfHOSIAEPHblE KeTkn Asaxabl ¢ RPMI 1640 wam 3abydepeHHbiM dhochaTom conesbiM
pacteopom (PBS) (0.1 monb/n doccpata. 0,15 mons/n NaCl. pH =7.4).

d) K 10 mkn KoHbtormpoBaHHbIM FITC MOHOKNOHaIbHLIM MbILUWHBIM @HTU-YENOBEYECKUM 7-KNeTkam, peareHT
CD3, fo06aBnaioT CycrneH3uilo KeTok, cogepxaiyyto 1-10B knetok (06bl4HO Okosio 100 M), M NepemelunBatoT.
VHKy6upytoT B TeMHOTe npu Temnepartype 4 "C B TeueHne 30 MVH [4/151 4BOMHOIO OKpalLMBaHWS B TO Xe BPeMsi fO/HKHO
6bITb ,O06AB/IEHO @HTUTENO, KOHBIOTMPOBaHHOe R-thmkoapuTpuHom (RPE)].

e) MMpombiBalT ABaxabl PBS + 2 % anbbymMuH Oblubeil CbIBOPOTKW; PECYCNEeHAMPYIOT KIeTku B
COOTBETCTBYIOLLEN XMAKOCTN 415 aHa/M3a Ha MPOTOYHOM LMTOMETpe.

0 B kayecTBe HeraTMBHOIO KOHTPO/IA WUCMOJb3YIOT MHOE MOHOK/IOH&/IbHOE aHTUTENO, KOHbrMpoBaHHoe FITC
(chnoopecuenH n3oTmoumaHaTom)

) ®uKCUpyloT ocaxeHHble kneTku, nepemeluvsas ¢ 0.3 ma napacdopmMasibaernga maccosoit goneii 1 % B
PBS. Mpu xpaHeHun B TeMHOTe npu Temnepatype 4 "C pukcMpoBaHHble KNeTK1 MOTyT coAepXaTbCs A0 ABYX Heaesb.

h) MposogAT aHaNN3 Ha NPOTOYHOM LUTOMETpE.

A.5.2.4 Tpepnaraemoe passefeHue

AHTUTENO JO/MKHO UCMOMb30BATLCA [/151 MPOTOYHONM LIMTOMBTPUM B KOHLIEHTPUPOBaHHO chopme (10 MKLI'TBCT).
[na npvMeHeHMM Ha cpesax KpuocTata W Maskax KIeTOK aHTUTENO [AO/MKHO 6biTb CMELaHo C MNOAXOAALLUM
pasbaBuTesieM B COOTHOLLEHUN 06beMOB (1 + 50) MK.

A.5.2.5 Oxvnpgaemble pesysnbtarbl

AHTUTENO ob6HapyxusaeT CD3 Monekyny Ha MOBEPXHOCTW 7-kneTok. [Mpu OueHKe OKpaluMBaHWs Cpe3oB
KpUOCTaToB 1 Ma3KOB K/1ETOK NPOAYKT peakuuu Jo/MKeH ObiThb SI0Ka/IM30BaH Ha MeMbpaHe niasmbl.

OkpalumBaHue TkaHW 3aBUCUT OT obpalleHns 1 06paboTkn TKaHW A0 OKpalumBaHWsA. HenpasunibHas domkcaums,
3aMopaxusaHue, oTTavBaHue, MPOMbIBaHNE, BbICYLLUMBAHWE, HarpeBaHue, noyyeHne cpesos Wan 3arpsasHeHne gpyrumm
TKaHAMU UM XMAKOCTAMU MOXET Bbl3BaTb 06pa3oBaHve apTedakToB UM NIOXKHOOTPULATENbHbIE Pe3yNbTaTbl.

10
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MpunoxeHne OA
(cnpaBoyHoOe)

CBefEeHNA 0 COOTBETCTBUM CChIIOYHBIX MEXAYHAPOAHbLIX U €BPOMNECKUX PernoHa bHbIX
CTaHAapTOB HaUMOHaNbHLIM cTaHfapTam Poccuiickoit ®egepayuu

Ta6nuuya A1

O603HayYeHne cCbiJIOYHOro CTeneHb O603HayeHne N HauMmeHoBaHune
MeXZyHapo4HOro cTaHgapTa COOTBETCTBUSA COOTBETCTBYHLLENO HaLMOHANLHOTO
cTaHgapTa
MNCO 31-8 °
1CO 1000 '
EH 375:2001
EH 376:2001 °

* COOTBETCTBYIOLWMI HaLMOHA/IbHLIA CTaHAapT OTcyTcTBYeT. [0 ero yTBepXAeHWsi peKkoMeHAyeTcs
MCMONb30BaTh MEpPeBOf Ha PYCCKUA A3blK AAHHOTO MeXAyHapoAHOro cTaHgapTta. lepeBoj AaHHOro
MeXAyHapoAHOro cTaHfjapTa Haxogutca B PegepasibHOM WMHGOPMALMOHHOM LIEHTPE TEXHWUYEeCKUX
pernameHToB U CTaH4aPTOB.

11
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KntoueBble cnosa: usgenus MeauuUHCKMe 01 AUAarHOCTUKK in Vitro, AuarHoCcTuyecknmm peakTunBbl in vitro
ANA OKpallnBaHUA: Kpacsuime BellectBa, Kpacutenn, XpoMoreHHble peareHTbl, IEKTUHbI, CbﬂlOOpOXpOMbI.
30HAblI HYK/TENHOBbIX KUC/OT, aHTuTena
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