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MpeancnoBue

Llenn u npuHuunbl craHgaptusauum B Poccuiickoir depepaummu yctaHoBreHbl deaepanbHbiM
3aKOHOM OT 27 pekabpsa 2002 r. Ne 184-®3 «O TexHMUECKOM PErynupoBaHUMU», a NpaBuna NpUMEHeHUsi
HauuoHanbHbIX cTaHaapToB Poccuiickon ®eaepauun — FOCT P 1.0-2004 «Crangaptusauus B Poccuiickon
depepaynu. OCHOBHbIE MOMOXEHUAY

CBeneHusi O cTaHaapre

1 NOArOTOBMEH NaGopatopueit npobnem knuHuko-nabopaTopHon auarHoctukn HUWU
0o0WEeCTBEHHOr0  340pOBbSI W ynpaBneHus 34paBooxpaHeHueM [0CyaapCTBEHHOrO  GlOmKETHOro
06pa3oBaTeNbHOrO  yUYpeXXAeHusa BbiCLIETo NpodeccMoHanbHOro obpasosanusa [Mepsbit  MockoBCKui
rocygapCTBEHHbIN MeauuuHCKui  yHusepcuteT uMm. WN. M. CeueHoBa» MuH3gpasa P® Ha ocCHOBe
COGCTBEHHOrO ayTEHTUYHOTO NepeBoAa Ha PYCCKUM A3bIK MEXAYHAPOAHOIO CTAHAAPTA, YKAa3aHHOTO B MYHKTE
4

2 BHECEH TexHuyeckum komuteToM no craHgaptusaummn TK 380 «Knunuyeckne nabopartopHble
uccneaoBaHua U MeAULMHCKUE U3aenus Ans AUarHoCTUKM in vitro»

3 YTBEPXXAEH W BBEAEH B OEUCTBWE [lNpukasoMm deaepanbHOro areHTCTea N0 TEXHUYECKOMY
perynuposaHuio U MeTponoruum ot 25 oktadbps 2013 r. Ne 1201-cT.

4 Hacroawmit cTtaHAapt uaeHTUYEeH MexayHapoaHomy craHgapty UCO 19001:2002 «WU3penusa
MeaAMUMHCKMe AnA  puarHoctuku in  vitro. WHdopmauusi, npegoctaBnsemas MU3rotoButenem ¢
ANarHoCTMYEeCKUMU peareHTamu in vitro ana okpawmsanus B Ouonoruuy» (ISO 19001:2002 «/n vitro
diagnostic medical devices — Information supplied by the manufacturer with in vitro diagnostic reagents for
staining in biology»).

HaumeHoBaHMe HaCTOAWEro CTaHAApTa WM3MEHEHO OTHOCUTENbHO HaUMEHOBAHWUSA  YKa3aHHOIo
MeXayHapoAHOro ctaHaapTa Ana npuseaeHus B cootsetrcrane ¢ FOCT P 1.5 (nogpasaen 3.5).

Mpu nNpUMEHEeHUU HacTOALWEro craHgapta pPeKOMEHAYeTCA WCNONb30BaTb BMECTO  CCbISIOYHbIX
MEXAYyHapoaHbIX CTAHAAPTOB COOTBETCTBYIOLUME UM HAUMOHaNbHbIe cTaHaapTbl Poccuiickon deaepaumu,
CBEAEHUSA O KOTOPLIX NPUBEAEHBI B AONONHUTENLHOM NPUNOXeHnN OA

5 BBEJEH BMNEPBbIE

lMpasuna npumeHeHuss Hacmosawe2o cmaHlapma ycmaHosneHbl 6 [OCT P 1.0—2012 (pasden 8).
UHopmayua 06 U3BMEHeHUsX K HacmosuleMy cmaHOapmy nybrukyemcs 6 eXee00HO u3daeaemMoM
UHGOPMaYUOHHOM yKasamerse «HayuonarnbHble cmaH0apmbl», @ MeKcm U3MeHeHUll U fonpasoK — 6
eXemMecsYHO u3dasaembix UHGOPMaYUOHHbBIX yKkadamensax «HayuoHanbHble cmaHOapmbl». B cnyqae
nepecmompa (3aMeHbl) unu OMMeHb! Hacmoawea0 cmaHdapma coomeemcemeytouwiee yeedomeHue 6ydem
onybruKo8aHo 6 eXemMecsayHo u3dasaeMoM UHPOPMaYUOHHOM yKkazamene «HayuoHanbHbie cmaHd0apmbi».
Coomsemcemesyroujas UHopmayus, yeedomMneHue U mekembl pasmewaromes makke 6 uHgopmayoHHoU
cucmeme obujez0 nonb3osaHus — Ha oguyuarnbHoM calime ®edeparnbHO20 azeHmemea no MexHU4eckoMy
peaynuposaHuo U Mempornoeauu e cemu ViimepHem (gost.ru)

© CrtaHaapTuHdopm, 2014

Hacroawmin ctaHaapt He MOXeT ObITb MOMHOCTBLIO UMM YAaCTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH W
pacnpocTpaHeH B KayectBe oduumanbHOro usganus 6es paspewenus PegepanbHOro areHTcrea no
TEXHUYECKOMY PEFYNUPOBAHUIO U METPONOTUN
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HAUMWOHANBbHBIN CTAHOAPT POCCUNUCKOWN EQAEPALUMN

n3ngeEnNnA MEAMUMHCKUE onAa QUATHOCTUKU IN VITRO
MudopmMaums, npegocTagnseMan UsroToBuTesieM ¢ AMarHoCTMYECKUMU peareHTamu in vitro,
NpUMEHAEMbIMU [J151 OKPalIMBaHUA B GUonorun

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

Nara BBeaeHua — 2014—08—01
1 O6nacTb npumMeHeHust

HacroAwmin craHgapt ycraHaBnuBaeTr TpeboBaHMa K  uHOpMauuu, npeaocTtaBnsiemMon
M3roTOBUTENAMU C peareHTamu, NPUMEHseMbIMU A58 oKpawumBaHus B ouonoruu. TpeGoBaHUA OTHOCATCA K
M3roToBMTENAM, NOCTaBLMKaM W NPOAAaBLAM KpacuTernen, KpacoK, XPOMOFE€HHbIX PeareHToB W Apyrux
peareHToB, NPUMEHAEMbIX AN OKpawumBaHuA B bnonorun. TpeboBaHus Kk uHopMaLumn, NpeaocTaBnaeMon
M3rOTOBUTENAMU, YCTaHABMMBAEMblE HACTOALUMM CTaAHAAPTOM, SBAAIOTCA HEOO0X0AUMbBIM  YCNOBUEM
nosy4eHuss CPaBHUMbIX U BOCNIPOM3BOAMMbIX PE3yNbTaTOB BO BCEX Chepax okpalumBaHus B Guonoruu.

2 HopmatuBHbIe CCbUIKN

B HacToswem craHgapre ucnosnb3oBaHbl HOPMATUBHLIE CCbINIKM Ha creaylowme MexayHapoaHble U
€BpONeNCcKkMe permoHarnbHble CTaHaapTbl:

MCO 31-8, BenuuunHobl 1 eguHuubl. Hactb 8. dusnyeckas xumusa u monekynapHas cdusuka (1ISO 31-8,
Quantities and units — Part 8: Physical chemistry and molecular physics)

MCO 1000, EanHuybl CU u pekomeHgaumum no UCMONbL3OBAHUIO UX KPATHLIX U Apyrux eanHuy (1ISO
1000, Sl units and recommendations for the use of their multiples and of certain other units)

EH 375:2001 MHdopmayms, npegocraensgemMass U3roToBuTeNeM C peaktuBamu AN AUArHOCTUKK in
vitro ans npog)eccuoHanbHoro npumeHennsa (EN 375:2001, Information supplied by the manufacturer with in
vitro diagnostic reagents for professional use)

EH 376:2001 MHdopMaums, npegocraBnsgemMas U3roToBuTeNeM C peaktuBamu ana AUarHOCTUKK in
vitro ana camotectuposarus (EN 376:2001, Information supplied by the manufacturer with in vitro diagnostic
reagents for self-testing)

MpumMmeuaHue— MNpn NONb30BaHUM HACTOSALUMM CTaHAapTOM LienecoobpasHo NpoBEpUTL AeiicTBUe
CCbINOYHbLIX CTaHAaPTOB B MHPOPMaLWMOHHO! cucTeMe obLLero Nofb3oBaHUs — Ha oduLnansHoM caiite degepanbHoro
areHTCTBa Mo TEXHUYECKOMY PeryrnupoBaHuio 1 METPOSIOTUN B CeTU VIHTEPHET UMK MO eXErogHOMY UHGOPMaLMOHHOMY
yKkasaTento «HauuoHanbHble CTaHAapTbi», KOTOpLIA ONyGnuKoBaH Mo COCTOSHWIO Ha 1 sHBapsA Tekyllero roga, u mo
BbIMyckaM eXeMecsYHOro MHPopMaLMOoHHOro yKkasaTens «HauuoHanbHble cTaHAapTei» 3a TeKyWwuid rog. Ecnu 3ameHeH
CCBINOYHBIN CTaH4apT, Ha KOTOpbIA JaHa HejaTWpoBaHHas CCbifka, TO PeKOMEHAYETCS UCMONb3oBaTh AEACTBYHOLLYIO
BEPCUIO 3TOrO CTaHgapTa C YY4eTOM BCEX BHECEHHbIX B [JaHHyl BEpCUi0 M3MeHeHWA. ECru 3aMeHeH CCbinMouHbIiA
cTaHfapT, Ha KoTopbli faHa JaTWpoBaHHasa Cccbifka, TO PEKOMEHAYETCS UCMONb30BaTb BEPCUD 3TOrO cTaHjapTa ¢
yKka3aHHbIM Bbille ro4oM YTBEPXKAEHUS (MPUHATUNA). ECnn nocne yTBepXAeHUs HacTosLero cTaHgapTa B CChIOYHLINA
cTaHaapT, Ha KOTOpbId JaHa AaTMpoBaHHas CCbifka, BHECEHO M3MEHeHWe, 3aTparvBaloliee MOMOXeHNe, Ha KoTopoe
JaHa ccblfika, TO 3TO MOSIOXKEHWE peKOMEHAYETCA NPUMEeHsTh 6e3 yyeTa AaHHOro W3MeHeHWUsl. Ecnu cChbiNoYHbIA
cTaHAapT oTMeHeH Ge3 3aMeHsbl, TO MosoXeHue, B KOTOPOM AaHa CChlfika Ha Hero, pekoMeHAYyeTcs NPUMEHSITL B YacTH,
He 3aTparvBatoLLeil Ty CCbINKy.

3 TepMuHbI 1 onpeaeneHust

B HacTosileM craHgapTe MpUMEHEHbl Crneayllme TepMWHbl € COOTBETCTBYIOLUMMU UM
onpeaeneHuaAMu;

3.1 uHdbopmauus, npegoctasnsemas usrotosutenem (information supplied by the manufacturer): Bes
ne4yaTHas, NUCbMeHHas, rpadmuyeckas MNU WHas WHopmauus, npunaraemas unM CONPOBOXKAAKOLLAN
peareHT Ans AUarHoCTUKM in vitro.

3.2 mapkuposka (label): Illobas neyatHas, NMCbMEHHas unu rpaduyeckas nHdopmauus, HaHeCeHHas
Ha ynakoBKy.

N3gaHue opuumnansbHoe
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[EN 375]

3.3 peareHT panarHocTuku in vitro (in vitro diagnostic reagent): PeareHT, wucnonb3yembin
CaMOCTOATENbHO UMM B KOMOMHAUuM C APYrMMWU MEAULMHCKUMU U3AENUAMM AN AMArHoCTUKW in vitro,
npeaHasHa4YeHHbI U3rOTOBUTENEM ANA UCCNEAOBaHWUI in Vitro BewecTB Yen0BEYECKOro, XXMBOTHOMO UMK
pacTUTENbHOTO MNPOUCXOXAEHUSA C LEnbio NOMyYeHUs WHAGOPMaLMK, OTHOCALLERCS K ODHapyXeHuio,
ANArHoCTUKE, MOHUTOPUHTY UMK NEYEHMNIO (PU3NONOTMYECKUX COCTOAHUN. COCTOSIHUI 3,0 POBbSI UK GonesHun
nau BPOXAEHHON aHOManuu.

3.4 okpawusaHue (staining): NpuaaHue usera martepuany ¢ NOMOLLbIO pPeakuuMum C KpacuTerneMm unu
XPOMOTE€HHbIM peareHToMm.

3.5 kpacawee BeuwectBo (dye): OkxpalLUeHHOe opraHudeckoe coeauHeHue, Kotopoe, Oyayuu
pacTBOPEHHLIM B NOAXOAALLEM pacTBOpUTENe, CNoCOOHO npuaaTeh LUBET MaTtepuany.

MpumedaHune— dusnyeckoil Npupogoi UBeTa aBnaeTca usbupatenHas abcopbuusa (M/mnm amuccus) B
BUAMMON obnacTu anekTpomarHuTHoro cnekrpa Mexay 400 n 800 HM. Kpacsawme Bewectsa SBnsOTCS MoSieKynaMu ¢
GonblMMN  cUCTEMaMU [ eMOKarMU3oBaHHbIX 3MEKTPOHOB (CBA3AHHLIX TT-3NEKTPOHHLIX CUCTEM). XapaKTepuCTUKU
abcopbunn ceeTa KpacsAlMx BeLUecTB MpeAcTaBneHbl cnektpom abcopbuun B opMe Awarpammbl, Ha KOTOpOW
conocTtaBneHbl abcopbumnsa cBeTa U AnNuUHa BonHbL. CNEKTP U ANWHA BONHLI NPU MakcUManbHoW abcopbuun 3aBUCAT OT
XUMUYECKON CTPYKTYpbl KpacsLLEro BeLLecTBa, pacTBOPUTENSA WU OT YCNOBUIA CNEKTPaNbHOrO U3MEPEHUS.

3.6 kpacutensb, kKpacka (stain): PacTBop 04HOr0 MU HECKONbKUX KpacALMX BELLECTB B ONnpeaeneHHbIX
KOHUEHTpauuax B onpeaeneHHoM pacTBopuTene, UCNoNb3yeMblil AN OKpaLLUBaHUA.

MpumedyaHue— Kpacka MOXET GbiTb NPUFOTOBNEHEI NPSIMBIM PacTBOPEHWEM KpacsiLLero BelecTsa B
pacTBOpUTENE UNK pa3BefieHUsi TOTOBOTO OCHOBHOMO PacTBopa NOAXOAALLMMU areHTamu.

3.6.1 ocHoBHOW pactBop kpacutens (stock solution of stain): CtabunbHbli onNpeaeneHHbiii pacTBop
OZHOr0 MMM HECKOMbKUX KPacslmMxX BewecTs B Gonee BbICOKOW KOHLUEHTpauuu, YeM ucnonb3yemasi npu
oKpacke.

MpUMedaHue— CTabunbHOCTb 03HA4YaeT NOCTOSHCTBO CBOWCTB Kpacsllero BewecTsa Aaxe B NPUCYTCTBUAU
APYrvX KpacAaLuX BeLLecTs.

3.7 xpomMoreHHbli peareHt (chromogenic reagent): PeareHT, KOTOpbIi pearMpyetr ¢ XUMUYECKUMU
rpynnamu, NpUCYTCTBYIOLUMMW UMW BbI3BAHHBIMM B KNETKax M TKaHAX, ¢ 00pa3oBaHMEM OKpALLEHHOro
coeauHeHus in situ.

Mpumep — TunuYyHbie XPOMO2EHHbIE pea2eHMbl:

a) conb Guas3oHus;

b) peazenm Lugpa.

3.8 dmoopoxpom (fluorochrome): PeareHT, KOTOpbIA UCNyckaeT BUAWMbBIA CBET Npu 06ny4eHum
B030y)aatoLmm cBeToM 6onee KOPOTKON AMWHbLI BOSHbI.

3.9 awntuTeno (antibody): Cneuuduyeckmin ummyHornoGynuH, obpasoBaHHbii B-numdouutamu B
OTBET Ha BO34eiCTBUE UMMYHOTEHHbIM BELLECTBOM M CMOCOOHLIN CBA3LIBATLCH C HUM.

n punuMeyaHUWe - MoneKyna MMMYHOreHHOro BeulectBa COAEpPXUT OAHY WUIIM HECKOJIbKO yactei ¢
XapaKrepHbIM XUMUYECKUM COCTaBOM, 3MUTOM.

3.9.1 nonuknoHaneHoe aHTuTeno (polyclonal antibody): Cmecb aHTUTEN, CNOCOOHBLIX cneuuduyeckn
pearnpoBaTb C ONpeaeneHHbIM UMMYHOTEHHbIM BELLECTBOM.

3.9.2 MoHoknoHaneHoe aHTuTEno (monoclonal antibody): AHTMTEno, cnocobHoe cneuuduyeckn
pearmpoBartb C O4WHOYHLIM 3NUTONOM ONPEAENEeHHOr0 UMMYHOTeHHOroO BELLECTBA.

3.10 30HO HyknmeuHoBow kucnoTbl (nucleic acid probe): OpHOCMMpPanbHbLIA OMNUIOHYKNEOTUA WU
NONUHYKNEOTUA OnpeaeneHHOW AMUHbI, KOMMIIEMEHTapHbIA CO cneunuduyeckon nocnenoBaTernbHOCTbIO
HYKINEOTUA0B HYKMEUHOBBIX KUCIOT.

3.11 nektuH (lectin): Benok HEMMMYHOTEHHOrO MPOUCXOXAOEHUA C ABYMSA WM HECKOIbKUMM
CBAI3bIBAIOLUMMM y4acCTKaMu, KOTOPbLIN pacno3HaeT U CBA3LIBAETCA CO cneumduyeckuMn ocTatkamu
caxapuios.
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4 TpeboBaHuA kK MHpOpMaUuK, NpegOCTaBNAEMON N3rOTOBUTENEM

4.1 Obwue TpedoBaHuUA

4.1.1 Nucdopmauuna, npeaocraesnsieMas U3roToBUTESNIEM C peareHTamu, UCNosib3yeMbiMU Ans
OKpawuBaHus B 6uonorum

MHdopmauma, npeaoctaBnsieMas M3roToBUTENEM C peareHTamu, UCNonb3yemMbiMU AN OKpalLMBaHWA
B Guonorumn, nomkHa cootBeTcTBoBaTh MCO 31-8, MCO 1000, EH 375 n EH 376. Ocoboe BHUMaHUE
cneayet yaenutb npeaynpexaeHuam, npuseaeHHsiM B EH 375. Kpome TOro, ecnu 3to nNpuMeEHUMO,
TpeboBaHus, yctaHoBneHHble B 4.1.2, 4.1.3 n 4.1.4, 4OMmKHbI ObITb MPUMEHEHBI K Pa3fUYHbIM peareHTam,
UCNONb3yeMbIM A OKpallMBaHus B G1onoruu.

4.1.2 HammeHoBaHWe npoaykKra

HaumeHoBaHMe npoaykTa A[OMKHO BKMAWYaTb B ceba perucrtpaunoHHbin Homep B CAS nu
HauMeHOBaHMe N HOMEP MHAEKCA KpacuTerns, ecrnm 3T0 NPUMEHUMO.

MpumwmedyaHwue 1 - PeructpaynoHHsle Homepa B CAS ABRAKOTCA pPerucTpauyoHHbIMU HOMepamu B
Xumudeckoii cnpasoudHol cnyx6e (CAS). OHu npegcTaBnstoT coboli YNCTOBLIE KOAOBbIE HOMEpa BELLECTB, MOMYYUBLUUX
UHAeKC B XMMUYECKO CrpaBoYHON criyx6e npunucaHHble XMMUYECKUM BeLLEeCTBaM.

MpumMedyaHne?2 - NHaeKc Kpacok faeT 5-3HayHblil HOMep, HOoMep C.l. W cneuuanbHO COCTaBfEeHHOE
HauMeHoBaHWe GoNbLUMHCTBA KpacsLLUX BELLECTB.

4.1.3 OnucaHuve peareHTa

OnucaHue peareHTa [JOIDKHO BKMOYaTb B cebA cCOOTBETCTBYOLME (DU3UKO-XUMUYECKUE AAHHbIE,
COMNpPOBOXAAEMbIE CBEAEHUAMM, OTHOCALUMMUCH K KakaowW naptuu. [aHHble AOMKHBI coaepxaTtb, NO
KpanHen mepe, cneayloLy MHOOPMaLUIO;

a) MONEeKYNApPHY0 hOpMyny, BKOYas NPOTUBOUOH;

b) MonsipHyto maccy (I/Monb) TOYHO 0603HAYEHHYIO, C BKIMOYEHUEM NPOTUBO-MOHA UMK Be3 HEro;

C) gonyckaemble npeaersbl HTEPMEPUPYIOLLMX BELLECTB;

[na okpaweHHbIX OpraHNyYeCcKnX COeANHEHNN AaHHbIE AOIMKHbI CoOAepXKaThb:

d) monsipHyto abcopbuuio (BMECTO 9TOro MOXeT ObiTb MPUBEAEHO COAEPKaHUE MONEKYSbl YMCTOro
KpacsiLLiero BeLecTBa, HO He coaepkaHne o0LLero KpacsaLero BeLecTBa);

€) ANNHA BOJHbI UM YMCIO BOJH NMPU MakcumanbHon abcopbunu;

f) AaHHblIE TOHKOCMOWHON XpomaTtorpadun, BbICOKONMPOU3BOAUTENBHON XUAKOCTHON Xpomarorpaduu
UM BbICOKONPOU3BOAMTENLHON TOHKOCNONHON XpomMaTorpadum.

4.1.4 MNpegHasHayeHHOE NPUMEHEHUE

JomkHOo ObiTb NMPUMBEAEHO OMUCaHWe, COoAepXallee PyKOBOACTBO MO OKpaluMBaHWIO B OMOMOruM u
KONMMYECTBEHHbIE U KAYeCTBEHHbIE npoueaypbl (ecnm 310 npumMeHnMmo). MHdopmaums AomkHa BKMOYaTb
CBEJEHUS OTHOCUTENbHO CNeayHLLero:

a) tan (Tunbl) Guomnormyeckoro martepuana, obpaiweHne u 06paboTKy nepea OKpaluMBaHMEM,
Hanpumep:

1) MoryT nu ObITb UCMONb30BaHbI NPOOLI KNETOK UM TKAHEN;

2) MOXeET N ObITb MCMONb30BAH 3aMOPOXKEHHbIN NN XUMUYECKN-PUKCUPOBAHHLIM MaTepuan;

3) npoTokon aAns o6palleHnsi ¢ TKaHbIO;

4) kakas 3akpennawLwas cpeaa MoXxeT ObiTb NPUMEHEHA;

b) aetanu COOTBETCTBYIOLLEN METOAMKM peakumu, WUCMNONbL3OBAHHOW U3roTOBUTENEM  Ans
nccneaoBaHus PeakTUBHOCTM Kpacsllero BeLlecTBa, Kpacku, XPOMOFEHHOro peaktuea, roopoxpoma,
aHTMTEena, 30HAAa HYKNEWHOBOW KUCNOTbI UMK NEKTUHA, NPUMEHSAEeMbIX ANA OKpaluMBaHuAa B 6uonoruu;

C) pe3ynbTaTt (pe3ynbTaTthbl), OkMaaemble NpM METOAMKE peakuuMu Ha npegnonaraeMom Tune (Tunax)
marepuana npu cnocobe, HaMe4YeHHOM U3roTOBUTENEM;

d) 3ameuyaHua O MOAXOAALLEM MOMOXUTENMbLHOM WMM OTPULATENbHOM KOHTpONEe TKaHu u 00
UHTEepnpeTauuu pesynbTara (pesynbTaToB);

€) CCbINKKM Ha onyGnuKOBaHHbIE Pe3ymnbTaThbl, NOMYYEHHLIE MPU UCMONBL30BAHWM MPOAYKTA CMOCOBOM,
npeanaraemMbiM M3roTOBUTENEM.
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4.2 flononHuTenbHbIe TPeOOBaHUSA K peareHTaM cneunduiecknx BUAoB

4.2.1 ®noopoxpomsl

HesaBucumo OT TUNa npumeHeHus, (hroopoXpOMbI, Npeanaraemble AnA okpalumMBaHus B Guonorum,
AOMKHBLI CONPOBOXAATLCA cneayloLein uHopmaumeii:

a) n3bupartenbHOCTb, HAaNpPUMep, ONUCaHWe MULLIEHU (MULLIEHEN), KOTOPbIe

MOryT 6bITb NPOAEMOHCTPUPOBAaHbI, C UCTIONb30BAHNEM CrieLnUIEecKUX YCIOBUIA;

ANWHBI BOSH CBETA BO30Y)XAEHNUA M UCTYCKAHUS;

AnAa (bﬂlOOpOXpOMOB, CBA3aHHbIX C aHTUTENaMu, OTHOLLEeHne

dhnoopoxpom/6enok ($/b).

4.2.2 Conu MeTannos

B cnyyae, ecnu npeanarailotca meTanncoaepxalimMe CoeiMHeHUA AN NPUMEHEHUs B NOrMoLLaloLLei
MeTann MeToauke npu oKpawuMBaHuu B Guonorum, AormkHa ObiTb NPpUBEAEHA cneayloLas AoMnosHUTeNnbLHas
UHopMaLms:

CMCTEMAaTNYECKOE HAMMEHOBaHuUe;

yucToTa (OTCYTCTBUE NMPUMECEN).

4.2.3 AHTuTena

AHTUTENA, npeanaraeMble AnA OKpawMBaHWA B OMONOrMu, AOIMKHbI CONPOBOXAATLCA CheayoLlen
UHOpMaLMei:

a) onucaHue aHTureHa (MMMYHOreHHOro BeLlecTBa), NPOTUB KOTOPOrO HaNpaBfeHO aHTUTEeNo U ecnu
aHTUreH onpeaeneH knacrepom cucremol gudpdepeHynaumm — Homep CD. OnucaHue A0NMHKHO coaepxartsb,
€CInn 3TO Npuemremo, Tun obHapy>xMuBaemoin MakKpOMONEKyYrbl, YacTb KOTOPOW AomkHa ObiTb OBHapyxeHa,
KrMeTo4Has nokanusauuMs W KIEeTKM WM TKaHW, B KOTOPbIX OHAa HaxoauTcs, MU mobas nepekpectHas
peakTMBHOCTb C APYrMMM INUTONamu;

b) AnA MOHOKNOHANBHLIX AHTUTEN — KNOH, MeToa 00pa3oBaHuA (CynepHATaHT KynbTypbl TKAHU UNK
acuMTUYECKas XMAKOCTb), NOAKNACC UMMYHOrNOGYNMHA U MAEHTUYHOCTDL NErKoW Lenu;

C) AN NOMNUKIMOHANbHLIX aHTUTEN — XXUBOTHOE-XO3AUH, U UCMONb3YETCs NN

LienbHas CbIBOPOTKA Mnu ppakums MMMyHOrnobynuHa;

onucaHue ¢opmbl (pPacTBOp UNKU NUOMUNN3UPOBAHHBLIM NOPOLLOK), KONM4YecTBO obuwero Genka u
cneunduyeckoe aHTUTENO, a ANsl pacTBOpa — NPUPOAA M KOHLIEHTPaLUS pacTBOPUTENS UNK CPeAabl;

€) ecrnu NPUMEHUMO, OMUCAHUE TNIOObLIX MOMNEKYNSAPHbIX CBA3YIOWWX BELLECTB UMM HANOMHUTENENR,
[00aBNEHHbIX K aHTUTENY;

3asBNEHNE O YMCTOTE, TEXHUKE OYMLLIEHUS M MeTolax oBHapYXeHuss npuMeceit (Hanpumep, BecrepH-
ONOTTUHT, UMMYHOTUCTOXMMUS);

COOTBETCTBYIOLLME CCbINKM HA NyOnukaumm, NOCBALLEHHbIE MPUMEHEHUIO aHTUTEenNa.

4.2.4 30HAObI HYKNEUHOBOMN KUCIOTbI

30HAbLI HYKMEMHOBOM KUCMOTbI, MNpeanaraemMble Ansi  OKpalMBaHuA B OUONOrUM, AOMKHbI
COMpOoBOXaAaTbCA cneayiowien MHpopmaumen:

nocrneaoBaTeNbHOCTb OCHOBAHUIA U SIBASIETCA 30HA OAHO- UMK ABYX-CNUPAnbHbLIM;

MOMAAPHasi Macca 30HA4a WM YUCII0 OCHOBAHUI M, €CNU NPUEMINEMO, YMcno dpakuui (B NPOUEHTaXx)
nap OCHOBAHWI ryaHUH — LIUTO3WH;

MCMNOMNb30BaHHbIN Mapkep (PaguOAKTMBHLIM M30TOM WNU HeEpaaguoaKTMBHAA MOMeKyna), Toudka
npukpenneHuns K 3oHay (3' w/unu 5°) n gona BewecTsa B NPOLIEHTaX MEYEHOI0 30HAA;

obHapyxmBaemMas reHHasa muieHs (nocnegosarensHocTe AHK unu PHK);

€) onucaHue hpopMbl (NMMOPUNU3NPOBAHHDIN MOPOLLIOK UMW PACTBOP) U KOSIMYECTBO (NI UnNu NMONb) Unn
KOHLeHTpauumsa (nr/Mn unu nNMonb/mr), eCrm NPUMEHUMO, U, B Crlydae pacTBopa, — Npupoaa U KOHUEHTpauua
pacreopuTens unu cpeasbl;

f) 3asBneHue 0 4MUCTOTE, METOAMKAX OYMCTKM M MeToAax OOHapy>XeHust npuMeceit, Hanpumep,
BbICOKOMPOM3BOAMTENbHASA XUAKOCTHAA XpomaTtorpadus;

g) COOTBETCTBYIOLUME  CCbINMKM HA  nybnukauum, Kacalwmecs  UCTOMHUMKOB  OMUCaHuUS
nocnegosarensHoctu [HK, cywiectBoBaHusi niobbiX U3BECTHLIX NATEHTOB U MHOPMaLUKU NO NPUMEHEHUIO
30HAO0B HYKIEUHOBOWN KUCMOThI.
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MpunoxeHune A
(cnpaBoyHoe)

Mpumepsl nHdopMaLMK, NpeaoCTABASEMON U3FOTOBUTESIEM C peareHTaMmn, 0OLIYHO NPUMEHAEMbIMK
B MeToANKax 6MONOrNYecKoro oKpawmBaHus

A.1 O6wme nonoxeHuA

Cnepytow@an uHgopmaums npeactasnaeT coboit NpuMepbl Npoueayp W He AOMKHA paccMaTpuBaTbCA Kak
€JMHCTBEHHBIN cnocob npoueaypel, koTopas AonkHa ObiTb NpoBefieHa. O3TU mpoueaypbl MoOryT 6biTb MCNONBL30BaHbI
M3roToBUTENEM JANA WUCCMEAOBaHWUSA pPEeaKTUBHOCTU KpacsAWMX BeELECTB U MINIOCTPUPYIOT TO, KakuM o06pasom
U3roToBUTENb MOXET NPEACTaBUTL WHdOpMaLnIO, 4TOBLI COOTBETCTBOBATL HACTOSALLEMY CTaHAapPTY.

A.2 Kpacutenb MeTUNoBbIi 3eNeHbIH-NMPOHUH Y

A.2.1 Kpacsiee BelllecTBO METUNOBbLIN 3eMNeHbIN

MHbopmaLms, KacaloLaacs Kpacslero BelecTBa MeTUNOBLIA 3eNeHblil, cneayowas:

a) UAEeHTUYHOCTb NpoAyKTa:

- METUNOBLIN 3eNeHbIA (CUHOHUMBI: ABOWHOW 3eneHblil SF, nerkuii 3eneHli);

- perucTpaumoHHblii Homep CAS: 22383-16-0;

- HaUMeHOoBaHME N HOMep UHAEeKca LBeTa: OCHOBHOI ronyboit 20, 42585;

b) cocTas:

- MonekynapHas (popMyna, BKNioYatoLwas NpoTUBonoH: CogHasNs2" 2BF4 ;

- MonapHasa Macca ¢ (unu 6e3) npotusouoHa: 561,17 r morb ' (387,56 1
monb);

- Maccosaf [onsa (cofepxaHue) MeTUNoBOro 3erneHoro kKatuoHa: 85 %, onpeaeneHo € MNOMOLLbIO
a6copbUNOHHOI CNEKTPOMETPUM;

- AonycTUMbIe Npefensl UHTepdepupYIOLLX BELLECTB, NPUBEAEHHbIe Kak MaccoBble [OHU:

1) Boga: meHee 1 %;

2) HeopraHuyeckue conu: meHee 0,1 %;

3) AeTepreHTbl: He NPUCYTCTBYIOT,

4) oKpalweHHble MpUMecH, BKNIOYAsA KpUCTanmbl BUOMeTa: He onpefenMMbl C MOMOLLBIO TOHKOCOMHOM
XpomaTtorpaduu;

5) uHgudepeHTHble coeanHeHUn: 14 % pacTBopMMOro Kpaxmana,

C) 4N1Ha BOMHbI MakcumarnbeHoi abcopbuum pacTBopa kpacsilero BelecTtsa: 633 HM;

d) ToHKocrnoWHas xpomartorpadua: NpUCyTCTBYET TOSbKO OAMH OCHOBHON KOMMOHEHT, COOTBETCTBYIOLLMIA
METUMOBOMY 3€MEHOMY;

e) obpallieHne n xpaHeHue: cTabUNeH NPU XpaHeHUNU B TLATENLHO 3aKyropeHHoW KOPUYHEBOW GyTbinke npu
KoMHaTHoI TeMmnepaType (oT 18 °C go 28 °C).

A.2.2 Kpacsiluee BelLeCTBO STUNOBbINA 3eneHbii

MHdopmauums, oTHocALasacs K KpacsaLleMycs BELLECTBY 3TMIOBOMY 3eNEeHOMY, criefyiollas:

a) WAEHTUYHOCTE NPOAYKTa:

1) 3TUNOBLINA 3€reHbIA (CUHOHWM: METUIOBLIN 3eMeHbIi);

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

3) HaVMeHOBaHne 1 HoOMep MHAEKCa KpacoK: HaruMeHOBaHWe B MHAEKce Kpacok oTcyTeTByeT, 42590;

b) cocTas:

1) MorleKynsapHas opMyna, BKIToYatoLLas NpoTUBOMOH: CarHasNa>* 2 BF 4"

2) MonsipHas Macca ¢ (Unu 6e3) NpoTMBOMOHOM: 575,19 r Monb ' (401,58 r Monb'1);

3) MaccoBaa [ona STUMOBOTO 3efieHoro KaTuoHa: 85 %, onpefeneHa ¢ nomoLlblo  abcopbLuoHHO
CNeKTPOMETpUY;

4) ponycTuMble nNpeaentl MHTEPdepUPYIOLLMX BELLECTB, NPUBEAEHHBIE KaK MaccoBble 4OMMU:

-Boga: meHee 1 %;

- HeopraHuyeckue conu: MeHee 0,1 %;

- feTepreHThl: OTCYTCTBYIOT,

- OKpalleHHble MpUMecKH, BKITKOYas KpucTannbl BUOMeTa: He 0BOHapyXWBalTCA C MOMOLbI TOHKOCIOWHON
xpomarorpaduu;

- UHOU PepeHTHbIe coejuHeHns: 14 % pacTBOPUMOro Kpaxmana;

) AMHa BOMHbI MakcuMarnbHoi abcopbLumn pacTBopa kpacsiiero BellecTea: 633 HM;

d) ToHKocrolHast xpomatorpadpus: NPUCYTCTBYET TOMbKO OAMH OCHOBHOW KOMMOHEHT, COBMajaroluii ¢
3TUMOBLIM 3€MeHbIM;

e) obpalleHune n xpaHeHue: cTabuneH Npu XpaHeHUW B TLLaTENbHO 3aKpLIToN BYTHINKE M3 KOPUYHEBOrO CcTeKna
npu KOMHaTHOI TemnepaType oT 18 °C fo 28 °C.

A.2.3 Kpacsllee BelllecTBO NMPOHUH Y

K KkpacsiLLiemy BeLlecTBY MMPOHUH Y OTHOCUTCS criegytolas MHpopMaLus:

a) UAEHTUYHOCTL NPOAYKTa:

1) NUPOHWH Y (cuHOHUMBI: pyronine Y, MMpoHuH G, pyronine G);

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

3) HauMeHoBaHWe N HOMep B MHAEKCEe KpacoK: HaMMEHOBaHWe B MHAeKce Kpacok oTCyTcTBYeT, 45005;



rOCT P NCO 19001—2013

b) cocTas:

1) MonekynspHas (opMyna, BKitovatoLas NpoTUBonoH: C17H1aNO" CI:

2) MorsipHas Macca ¢ (unu 6e3) npoTusonoHoM: 302,75 r Monk | (267,30 T Monb " );

3) MaccoBas Aona NUpoHWHa Y kaTuoHa: 80 %, onpefeneHa ¢ nomoLklo abcopBLMOHHO CrieKTpoMeTpuy;

4) ponyctuMble npefensl UHTephepmpyoLLMX BELLECTB, NPUBEAEHHLIE KaK MaccoBble AONM:

-Boga: meHee 1 %;

- HeopraHuyeckue conu. mexee 0,1 %;

- BETEPreHTLl: OTCYTCTBYIOT;

- OKpalleHHble MNpumMecy, BKIOYas KpucTanibl BuoneTa: He OoGHapyXWBatOTCA C MOMOLLLIO TOHKOCMOWHOWM
Xpomarorpaduu,

- HAUM D EpeHTHble coejuHeHuns: 19 % pacTBOPUMOro KpaxMana,

C) ANWHa BOMHLI MakcMmaneHoi abecopbLnmn pacteopa kpacslero BellecTsa: 550 HM;

d) ToHKOCMoOWHaa XpomaTorpadus: NPUCYTCTBYET TOMNBLKO OAWH OCHOBHOW KOMMOHEHT, COBMajalowmuin ¢
NMUPOHUHOM Y

e) obpalleHne 1 XpaHeHue: cTabuneH npu xpaHeHun B TLLATENLHO 3aKpbITO BYThINKE U3 KOPUHHEBOrO CTekna
npu KoOMHaTHol TeMnepaType oT 18 °C go 28 °C.

A.2.4 NpeaHa3sHayeHHOe NPUMEHEeHUe MeToa OKpallMBaH1A METUNOBbLIM 3eNeHbIM-NMUPOHUHOM Y

A.2.4.1 Tun (TUnbl) MaTepuana

Kpacka MeTWUMOBbLIA  3eMeHblA-NMPOHUH Y  MNpUMEHAeTCA ANA  OKpalUMBaHWA  CBEXEe3aMOPOXEHHbIX,
napacuHNpOBaHHLIX UK NNACTUKOBLIX CPE30B TKAHEN pasnnYHbLIX BUOB.

A.2.4.2 ObpalyeHune n obpaboTka nepe okpalLMBaHUeM

BoaMoxHble dhukcupytoLne cpeacTsa BroYaloT B cebs:

- xugkocTb KapHos [aTaHon (0bbeMHasa gons 99 %) + xnopodopM + yKCycHas kucnota (MaccoBas gonsa 99 %),
cMellaHHble B o6beMax (60 + 30 + 10) mn] unm

- hopmanbaerng (maccosas gons 3,6 %), 3abydepeHHblil docatom (pH = 7,0); pyTUHHOE BbICylIMBaHWE,
O4YUCTKa, NPOMUTLIBAHWE U MOKPbITUE NapadrHOM, 06bIMHOE NPUrOTOBIIEHWE CPE30B C NOMOLLBIO MUKPOTOMA.

A.2.4.3 Pabouunit pacTBop

[OTOBAT pacTBOP 3TUIIOBOrO 3€NEHOr0 UMM METUIMOBOrO 3€NEeHOro U3 KONUYecTBa, COOTBETCTBYIOLLEro Macce
0,15 r yncToro KpacsLiero BelecTsa, pacCHMTaHHOro Kak oKpalleHHbI KaTUOH (B NPUBEAEHHbLIX Bbille npumepax 0,176
r B KaxkgoM cny4ae) B 90 mn ropsadein (Temnepatypa 50 OC) AUCTUNNUPOBaAHHOW BOAbI.

PacTtBopsatoT konuyecTBo, cooTBeTcTBYOWee Macce 0,03 r nMUMpoHWHa Y, paccuuMTaHHOro Kak OKpalleHHbIA
KaTuoH (B npumepe, npveefeHHoM Beiwe 0,038 r) B 10 mn 0,1 monb/n dTanaTtHoro 6ydepa (pH = 4,0). CmewmusatoT
nocrnefHuii pacTeop ¢ pacTBOPOM STUMOBOIO 3€NEHOro UK METUIOBOIO 3€NEHOrO.

A.2.4.4 CtabunbHocTb

Pabouuii pacteop cTtabureH no KpaiHel mMepe ofijHy HeAEento Npu XpaHEHUW B NANOTHO 3aKPbLITOW OyThinu u3
KOpPUYHEBOro cTekna Npu KOMHaTHOR TemnepaType oT 18 °C go 28 °C.

A.2.4.5 MeToguka okpalLMBaHus

A.2.4.5.1 OenapadHUPYHOT cpesbl.

A.2.4.5.2 CmauyunBatoT cpesbl.

A.2.45.3 OkpawwuBaloT cpesbl B Te4eHMe 5 MUH NpU KOMHATHOW TemnepaTtype okono 22 °C B paboyem
pacTBope.

A.2.4.5.4 TpoMbIBatOT cpesbl B ABYX CMEeHax AMCTUNIIMPOBaHHOW Bofbl, OT 2 A0 3 € B KaXA0W.

A.2.4.5.5 CTpAxmBaIOT U3NULLKN BOABI.

A.2.4.5.6 AKTMBUPYIOT B Tpex cMeHax 1-6yTaHona.

A.2.4.5.7 TepeHOCAT HenocpeaACcTBEHHO U3 1-6yTaHona B ruagpodpobHy0 CUHTETUYECKYIO CMONY.

A.2.4.6 OxugaeMbli pesynbTaT (pesynbraThl)

OxunfaeTtca nonyvyeHne cneayowmx pesynsTaTos ¢ TUNamu maTepuarnos, NepevncnerHoiMin B A.2.4.1:
a) ANa afepHoro xpomMaTuHa: 3eneHbl (dpukcatop KapHoB) unu rony6oit
(cpukcaTop chopmansgerua);
ANA Hykneon u yutonnasmel, 6oratoit pubocomamm: KpacHblit ((pukcaTop
KapHoB) unu nunosaTo- KpacHbI (hukcaTop dpopmanbaerua);

C) ANA MaTpuLpl XpALLEN U rpaHyn TYYHbIX KNETOK: OpaHXeBblii;

d) Ans MbiLL, KONNareHa u 3puTPOLMTOB: HE OKpaLLUEHHbIE.

A.3 Peakuua ®enbrena — Ludpa

A.3.1 Kpacsiliee BewecTBO Napapo3aHunuH

NMPEAOCTEPEXEHUE — ina R 40: BO3MOXHbIi pUCK HeO6paTUMbIX 3¢peKTOB.

Onsa S 36/37: Heo6xoauMma 3alMTHas oAeXAa U NepuYaTKu.

CnepaytoLian nHpopmaumua 0THOCUTCA K KpacslleMy BeLecTBY napapo3aHunuH.

a) NAEHTUYHOCTL NpoAYyKTa:

1) napapo3aHununH (CMHOHUMbI: OCHOBHOW pyOUHOBLIN, NapadpykeuH, napamareHTa, MareHTa 0);
) peructpauuoHHbIh HoMep CAS: 569-61-9;
) HauMeHoBaHWe U HOMep WHAEKca KpacoK: OCHOBHOM KpacHbIn 9, 42500;
) cocTaB:
) MOneKynapHas gopmyna, BKNtoyaroLias NpoTMBonoH: CigH1gNs" CI';
)

2
3
b
1
2) MonsipHasi Macca ¢ (1 6e3) npuTuBOMOHa: 323,73 1 Monb ' (288,28 r Monb™);
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3) maccoBas pakuusi napaposaHunuHa katuoHa: 85 %, onpegeneHHas ¢ nomoublo abcopbuuoHHoM
CNEKTPOMETPUM,

4) ponycTumble Npeaenbl UHTEPEPUPYIOLLMX BELECTB, NPUBEAEHHBIE Kak MaccoBble AONM:

- Boaa: MeHee 1 %;

- HeopraHudeckue conu: meHee 0,1 %;

- AeTepreHThl: He NPUCYTCTBYIOT,

- OKpalleHHble NPUMeCKH: METUNUPOBaHHbIE rOMOMOrM NapaposaHunnHa MoryT NpUCYTCTBOBaTb B CNEAOBbLIX
Konm4yecTBax, onpejensiemMble C MOMOLLbI0 TOHKOCNONHOW XpomaTorpadun, HO akpUAUH OTCYTCTBYET,

- nHandppepeHTHbIE coeiuHeHns: 14 % pacTBOPUMOro Kpaxmana,

€) ANWHa BONHLI MakcumansHo abcopbuun pacTBopa kpacswero Bewectsa: 542 HM;

d) ToHKkocnoWHas XxpomaTtorpadusa:  NPUCYTCTBYET OAWH OCHOBHOW KOMMOHEHT, COOTBETCTBYIOLUN
napapo3aHunuHy; METUNUPOBaHHbLIE FOMONOMU Napapo3aHUHa B CNeoBbIX KONUYecTsax;

e) obpalleHne n xpaHeHue: cTabuneH NpU XpaHeHUW B TLIATENLHO 3aKyMOpeHHOW KOpPUYHEBOW GyThiNke npu
KOMHaTHoI TemnepaType oT 18 °C go 28 °C.

A.3.2 lNpeaHasHayeHHOe NpUMEHEHHe peakuuu denbreHa — Lndpa

A.3.2.1 Tun (Tunbl) MaTepunana

Peakuna ®enbreHa — LLndpdpa npumerseTca ana napadHUPOBaHHbBIX UMK MAACTUKOBLIX CPE30B pa3fUyHbIX
BWA 0B TKAHEW UNKU LMTONOrMYECKoro matepunana (Masok, 0Tne4aToK TKaHW, KynbTypa KIeToK, MOHOCIION):.

A.3.2.2 ObpalyeHue n obpaboTka nepes okpalMBaHEM

A.3.2.2.1 Bo3aMmoxHbIe pukcupyowne selecTsa

Bo3MoxHble dhuKeupyloLme BellecTsa BKloYatoT B cebs:

a) ructonorus: hopmansgerug (Maccosas gona 3,6 %), 3abydepenHblit pocdatom, (pH =7,0);

b) yuronorus:

1) xugkuit pukcupyowmii Mmatepuan: ataHon (o6bemHasn gona 96 %);

2) BbICYLUEHHbIA Ha BO3Jyxe MaTepuan:

- hopmanbaerng (Mmaccosas gons 3,6 %), sabydeperHbiit poccatom;

- MeTaHon+ chopmanbaerug (Maccoeasn gona 37 %) +ykcycHas kucnota (MaccoBas gons 100 %), cMellaHHble
B 06bemax (85 +10 + 5) mn.

MaTepuan, dpukcupoBaHHblil B pukcaTtope bBynHa, HenpurogeH ans aToit peakyum.

HeTanu MeTOANKW, NPUMEHEHHON U3rOTOBUTENEM ANA UCCNE0BaHNSA PeakTMBHOCTU XPOMOIEHHOro peareHTa,
npusefeHsl B A.3.22.2-A3.24.

A.3.2.2.2 PeareHT napaposanunuH-LUndpd

PacTBopsitoT 0,5 r napaposaHunuH-xnopuaa B 15 Mn 1 mMone/n consHolt kucnotel. [Jo6GasnswT 85 mn BogHOro
pacTBopa KoS20s (Maccosas gons 0,5 %). Oxupator 24 y. BaGanTeiBator 100 mn sToro pacteopa ¢ 0,3 r gpeBecHoro
Yrnsa B Te4eHWe 2 MUH 1 NPoUnbLTPOBLIBaKOT. XpaHAT 6ecLUBETHYIO XMAKOCTb NpU TeMnepaTtype He Huxe 5 °C. Pacteop
cTabuneH B Te4eHWe No kpaliHel Mepe 12 Mec B MIOTHO 3aKpLITOW Nocyae.

A.3.2.2.3 PacTtBOp ANA NpoMbIBaHUA

PacTeopstoT 0,5 r KoS20s B 85 Mn guctunnuposaHHoi Boabl. [o6asnsawT 15 mn 1 Monb/M CONSIHON KUCNOTHI.
PacTBOp rotoB K HeMeANIEHHOMY NMPUMEHEHUIO U MOXET BbiTb UCNONB30BaH B TeYeHue 12 u.

A.3.2.3 MeToauka okpalumBaHus

A.3.2.3.1 JenapacdnHupytoT napaduHUpOBaHHbIE Cpe3bl B KCUNEHe B TeueHWe 5 MUH, 3aTeM MpOMLIBalOT B
TeyeHne 2 MUH, CHa4ana B aTaHore ¢ obbeMHol goneit 99 %, a 3aTem B aTaHone ¢ 06beMHoi goneit 50 %.

A3.23.2 CmauymBaloT nNnacTukoBble cpesbl, AenapaduHUpoBaHHble MNapaUMHUPOBAHHLIE Cpesbl W
LUTONorm4ecknii Matepuarn B AUCTUWINIMPOBAHHOW BOAE B TeYEHWUE 2 MUH.

A.3.2.3.3 'naponusyloT MaTepuarn B 5 Monb/N coNAHOW KUCNoTe npu Temneparype 22 °C B TeyeHue ot 30 Ao
60 MUH (TOYHOE BpeMs rnfpornuaa 3aBUCUT OT TUNa MaTepuana).

A.3.2.3.4 TpoMbIBaIOT AUCTUNNUPOBAHHOW BOAOW B TEHEHUE 2 MUH.

A.3.2.3.5 OKpalumBaloT peareHTOM rnapapo3aHununH B Te4eHne 1 4.

A.3.2.3.6 [NpombiBaloT B Tpex nocrefoBaTenbHbIX CMEHaxX NPOMbLIBHOIO pacTBopa Nno 5 MUH B KaxX[ oM.

A.3.2.3.7 [Baxabl NpoMbIBalOT AUCTUNNIMPOBaHHOW BOAOWA, N0 5 MUH KaxAabli pa3.

A.3.2.3.8 JderugpatupyloT B ataHore ¢ obbemHoi gonei 50 % , 3atem ¢ 70 % u HakoHely B 99 % -HOM
3TaHone, No 3 MUH KaXAblil pa3.

A.3.2.3.9 [IBaxabl NPOMbLIBAIOT B KCUIMEHE, Mo 5 MUH Kaxabli pas.

A.3.2.3.10 U3BneKatoT B CUHTETMYECKYIO rnApohoGHY0 cMony.

A.3.2.4 OxugaeMble pesynbsrathl

OxunpaeTcs nosnyvyeHue cneayroLmx pe3ynsTaToB ¢ TMNAMU MaTepuanos, NepevncriedHolx B A.3.2.1:

Ona aaep knetok (OHK): kpacHbIii LBeT.

A.4 UMMyHOXMMMYECKaA AEMOHCTpaLUA peLenTopoB 3CTPOreHOB

NPEAOCTEPEXEHUE — PeareHT, coaepxawmi asua Hatpus (15 mmonb/n). NaN; MoxeT pearupoBatb C
CBMHLIOM MNM MeAblo, obpa3ysa B3pbiBYaTble asuabl Metannos. Mpu yaaneHuM cMbiTb GonbluMM o6bLeMoM
BOAbI.

A.4.1 MOHOKNOHanNbHbIA MbILWWHBLIA aHTUYENOBeYeCKUI peLienTop 3CTPOreHoB

Cnepytowan uvHgopMaLmsa OTHOCUTCA K MOHOKNOHANbHOMY MBILUMHOMY aHTUYENOBEYECKOMY peLenTopy
3CTPOreHoB.

a) WeHTUYHOCTb MPOAYKTA: MOHOKITOHANMbHBIA MBILUWHBIA AHTUYENoBEYECKUd peLenTop SCTporeHos, knoH 1D5;



rocTt P UCO 19001—2013

b) knoH: 1D5;

C) UMMYHOreH: pekoMBWHaHTHBI YernoBevecknii 6enok peLientopa 3CTporeHos;

d) WCTOMHMK aHTUTEN: MOHOKIOHANbHOE MbILUMHOE aHTWTENO, MOCTaBIIEHHOe B XuAKoW opme Kak
cynepHaTaHT TKaHeBOI KynbTypbl;

e) cneunduyHocTe: aHTWTeno pearupyeT ¢ N-koHUeBbIM AomMeHom (A/B  pernoH) peuentopa. [pu
MMMYHOBMOTTUHrE OHO pearupyeT ¢ 67 k[da nonMneneTULHON Lienblo, NONyY4EHHOR NyTeM TpaHcdopmauun Escherichia
coli n TpaHcekumn COS KneTok NnasMugHeIMU BEKTOPaMK, 3KCMPECCUPYIOLLMMUN peLenTop 3cTporeHoB. Kpome Toro,
aHTUTENo pearnpyeT ¢ UUTO30MNbHEIMU SKCTPaKTamMu foTeansHoro aHAOMeTpUs 1 knetTkaMmu nuHun MCF-7 paka rpyaHoi
Xenesbl Yenoseka;

f) nepeKkpecTHas peakTUBHOCTL. aHTUTENO pearnpyeT ¢ peLienTopaMmn 3CTPOreHoB KpbIC,

g) cocTaB. cynepHaTaHT KynbTypbl TKaHu (cpeaa RPMI 1640, copepxallas cbiBOPOTKY Nfoga TeneHka),
dunanuanpoBaHHblii npoTtue 0,05 mmonk/n Tris/HCI, pH = 7,2, cogepxalyunii 15 mMmons/n NaNs.

- KOHUeHTpauus 1g: 245 mr/n;

- usotun lg: IgGT,

- WAEHTWYHOCTL Merkoii Lienu: kanna;

- KOHUeHTpauus obero 6enka: 14,9 r/n;

h) oBpaLleHne u xpaHeHue: cTabuneH fo Tpex NeT Npu TemnepaTtype xpaHeHus ot 2 °C go 8 °C.

A.4.2 MNpeaHa3HavyeHHOE NPUMEHEHUE

A.4.2.1 OBwme nonoxeHus

AHTUTENO NpUMeHsieTCa ANS Ka4eCTBEHHOrO W MONYKONMYECTBEHHOrO OOHapYXeHUa 3JKkcnpeccun peuentopa
3CTPOreHoB (Hanpumep, pak rpyaHou xeneskbl).

A.4.2.2 Tun (Tunel) MaTepuana

AHTUTENO MOXeT OblTb NPUMEHEHO Ha napadUHUPOBaHHLIX cpe3aX, UKCUPOBAHHLIX (HOPMaNUHOM,
3aMOPOXEHHbIX cpesax, (PUKCMPOBaHHbLIX aLeToOHOM, M Ha Maskax kneTok. Kpome Toro, aHTuteno MoxeT ObiTb
NpUMEHEeHo ANS feTeKUMn aHTUTeN pepMeHT-CBA3aHHBEIM UMMYHOCOPBEeHTHLIM UccregoBaHneM (ELISA).

A.4.2.3 MeTofuka oKkpalUnBaHUsi AN UMMYHOIUCTOXUMUU

A.4.2.3.1 ObLne nonoxeHus

And  napaduHUpOBaHHBIX CPe30B TKaHeW, (PUKCUMPOBaHHLIX (POPManNUHOM, NPUMEHSIOT pasHoobpasHble
YYBCTBUTENbHbIE TEXHOMOMMW OKpallMBaHWSA, B TOM YUCne WMMYHOMEpPOKCUAA3HYIO MeTOoAuKy, TexHonoruiwo APAAP
(WenoyHan docdatasza aHTUWenodYHas docdaTasa) U aBUAWH-OUOTUHOBLIE MeToAbl, Hanpumep, meToabl LSAB
(MeyeHble CTpenTABUANH-BUOTUH). N3MeHeHUs aHTUreHa, Takue Kak HarpeBaHue B 10 MMonb/n uutpatHoM 6ycdepHoMm
pacteope, pH =6,0, saBnsatoTca obsa3aTensHeiMK. Craiabi He AOIMKHBLI BhICYUMBaATLCA NpW Takol obpaboTke unu npu
cnepyroLlein npoleaype UMMYHOMMCTOXMMUYECKOTO OKpalumMBaHus. [N okpaluMBaHUA Ma3KoB KNETOK NPeAnoXeH MeToa
APAAP.

JeTanu MEeToAUKM, UCNONb30BaHHON U3roToBUTENeM Ha nNapadMHMpOBaHHbLIX cpe3ax TkaHel, MKCUpOoBaHHbIX
dopManuMHoOM, ANA UCCeAoBaHWS PeakTUBHOCTU aHTUTena ANS WMMYHOMMCTOXMMUW, npuBefeHbl B A4.2.3.2 —
A4.23.4.

A.4.2.3.2 PeareHnTsl

A.4.2.3.2.1 MNepekunch Bogopoaa, MaccoBas Aonsa 3% B AUCTUNNUPOBAHHOW Boje.

A.4.2.3.2.2 Tpuc-6ydep conesoii (TBS), coctoawmint us 0,05 mons/n Tris/HCI n 0,15 monb/n NaCl npu pH =
7,6.

A4.2323 TlepBuyHOE aHTUTENO, cocToAWEE W3 MOHOKIOHANBLHOrO MBbILUMHOTO aHTUYENOoBEYECKOro
peLienTopa 3CTPOreHoB, pasBefeHHOro onTuMansHo B TBS (cM. A.4.2.3.4).

A.4.2.3.2.4 BUOTUHUNNPOBAHHOE KO3be aHTUTENO K MbILMHBIM/KPONUYLUM WMMyHornobynuHaM, pabounii
pacTsop.

[oToBAT 3TOT pacTBOp NO MeHbwel Mmepe 3a 30 MWH, HO He paHee, YeM 3a 12 Y nepea MPUMEHEHNEM,
cnepyrowm obpa3som:

-5mn TBS, pH = 7,6,

- 50 MKn 6MOTUHWMNMPOBAHHOrO, MW30NMMPOBaHHOTO OT addUHUTETa KO3bero aHTUTena npoTue
MbILLNHBIX/KPONMYbUX UMMyHOrno6ynuHos B 0,01 mone/n docdatHom BydepHoMm pactBope, 15 mmons/n NaNs, B
KOMM4eCcTBe AOCTaTOMHOM, YTOOLI 1O0BECTI KOHEYHYIO KOHLEHTpaumio Ao 10 — 20 mMr/mn.

A.423.25 Komnnekc CrtpenTABuanH-6MoTUH /nepokcupasa xpeHa (StreptABComplex/HRP), pabounii
pactsop.

[OTOBAT AaHHbI pacTBOp cneayowmm o6pasom:

-5mn TBS, pH =7,6;

- 50 mkn CtpentAsuguna (1 mr/n) B 0,01 monb/n docdaTHom BydepHom pacteope, 15 mmons/n NaNs;

- 50 mkn 6uoTUHMNMpoOBaHHOW nepokcupasbl xpeHa (0,25 mr/in) B 0,01 Monb/n docdaTHoM GydepHom
pactBope, 15 Mmonb/n NaNs;

A.4.2.3.2.6 PacTtBop anamnHbeHanguHoBoro cybetpata (DAB)

PactBopsitoT 6 mr 3,3'-auamMuHbensngunteTparugpoxnopuaa B 10 mn 0,05 monw/n TBS, pH = 7,6. Jo6aensior
0,1 Mn nepekucu Bojopofa Maccosow aoneil 3% B AuCTUNNUpoBaHHOW Boje. Ecnu npousowna npeuunutauyus,
DUNLTPYIOT.

A.4.2.3.2.7 ['emaToKCMNUH

PacTtBopsitoT 1 r remaTtokcunuHa, 50 r anoMUHWIA Kanuii cynbdarta, 0,1 r ogata HaTpua u 1,0 r IMMOHHOIA
KucnoTel B 750 Mn guctunnuposanHoii Bogbl. JosoaAr Ao 1000 Mn guctunnnposaHHoi BOAOW.
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A.4.2.3.3 MeToamnka oKkpalinBaHuna

A.4.23.3.1 [enapadvHUpyloT W perngpatupyloT cpesbl TKaHW;, NPOBOASAT W3MEHEeHWe aHTureHa (cm.
BblLENPMBEAEHHYIO METOAUKY OKpaLLUBaHNSA)

A.4.2.3.3.2 UHKyBUpYIOT C Nepeknchbio Bogopoaa Maccosoi gonei 3 % B gUCTUNNUPOBaHHOW Boge B TeveHne 5
MUH.

A.4.2.3.3.3 lNpoMbiBalOT AUCTUNNNPOBaHHOK BOAOW U NomeLlatoT B TBS Ha 5 MUH.

A.4.23.3.4 WHKYOWPYIOT C MOHOKNOHANbHLIM MbILWWHLIM AHTUYESIOBEYECKUM pPeLenTopoM 3CTPOreHoB,
pa3BefeHHbIM onTumansHo B TBS (cMm.A.4.2.3), B TeueHue 20 — 30 mMuH.

A.4.2.3.3.5 lNpombiBatoT TBS 1 nomewwatot B 6aHi0 TBS Ha 5 MuH.

A4233.6 WHkyOupyloT ¢ pabouuMm pacTBOpOM  GUOTUHWUNMPOBAHHOIO  KO3LEro  aHTUTeNna K
MbILUMHBIM/KPONUYBUM UMMYHOrNoBynuHam B TeueHue 20 — 30 MUH.

A.4.2.3.3.7 MNpombiBatoT TBS 1 nomewatoT B 6aHi0 TBS Ha 5 MuH.

A.4.2.3.3.8 VNHKybupytoT ¢ pabouum pactBopoM komnnekca CTpenTABMAWH-OMOTUH/Nepokcugasa xpeHa B
TeyueHue 20 — 30 MUH.

A.4.2.3.3.9 lNpombiBatoT TBS 1 nomelatoT B 6aHi0 TBS Ha 5 MuH.

A.4.2.3.3.10 UnkybupytoT ¢ pactBopom DAB B TeuveHne 5-15 muH (npu obpawieHun ¢ DAB ucnonb3osaTtb
nep4atTkm).

A.4.2.3.3.11 MNMpoMbIBalOT AUCTUNNUPOBAHHO| BOAOM.

A.4.2.3.3.12 MNMpoBOAAT KOHTPACTHOE OKpalLMBaHWe pacTBOPOM reMaToKCUnNuHa B TeyeHune 30 c.

A.4.2.3.3.13 lNpombIBalOT BOAOA U3-N0J KpaHa B TeYeHne 5 MUH.

A.4.2.3.3.14 MNMpoMbIBaOT AUCTUNITMPOBAHHOW BOAOI B TeHYEHUE 5 MUH.

A.4.2.3.3.15 JerngpatupytoT aTaHonom ¢ obbeMHoit goneit 50 % B TeveHne 3 MUH, 3aTeM 3 MUH ¢ 06bEeMHOI
poneii 70 % wn, HakoHel, 3 MUH ¢ o6vemHoit goneit 99 %.

A.4.2.3.3.16 MNpomMblBalOT B ABYX CMeHax KcuneHa, no 5 muH B Kaxpon. A.4.2.3.3.17 UNaBnekaloT B CUHTETUYECKYIO
rmapodobHyto cmony.

A.4.2.3.4 MpegnaraeMele passefeHus

OnTuUManeHoe oKpaluBaHue MoxeT ObiTb MonyyeHo nyTem pasBefeHus aHTuTena B TBS ¢ pH = 7,6,
CMellaHHbIM no obbemy oT (1 + 50) go (1 + 75) MKn npu WccnepoBaHMM Ha UKCMpoBaHHBIX HOPManMHOM
napadguMHMpoBaHHLIX cpe3ax paKoBOW OMyxXonu rpygHOMN Kenesbl YenoBeka. AHTUTENO MOXeET GbiTb passegeHo TBS,
cMellaHHbIM no obwbemam oT (1 + 50) go (1 + 100) mkn, AnNA ucnonb3oBaHusA B TexHonorun APAAP U aBuauH-
61OTUHOBEIX MeToAax, MPW UccrnefoBaHUM (OUKCUPOBaHHLIX aLeTOHOM CPe30B 3aMOPOXEHHON TKaHW paKkoBOW ONyXonu
rPYAHON xenesbl.

A.4.2.3.5 Oxnaaemble pesynbTaThl

AHTWUTENO WMHTEHCUBHO METUT Afpa KIEeTOK, KOTOpble, Kak U3BEeCTHO, cogepxaT Gornblioe YUCNO peLenTopoB
3CTPOreHoB, Hanpumep, anuTenuanbHble U MUOMETPUANbHBIE KETKU MaTKM U HOpMarbHble W runepnnasmpoBaHHble
anNUTennanbHbie KNeTKN MOMoYHbIX Xenes. OkpaluMBaHue NpenMyLLecTBEHHO NoKanuM3oBaHo B agpax 6e3 okpalumMBaHus
uuTonnasmel. OfHako, Ha cpelax KpuocTaTa, cogepxalyux HebornblUMe Unu Heonpeenvmble KOMMYECTBa PELIENTOPOB
3CTPOreHoB (Hanpumep, SNUTEMNWA KULLEYHUKE, KNeTKU cepieyHON MbllLbl, KNeTKM MO3ra U COeAUHUTENbHOW TKaHu),
OTMeYarT oTpuLaTenbHble pesynbTaThl ¢ aHTUTENOM. AHTUTENO METUT SnUTenuanbHble KNeTKU KapLUHOMbI FPYAHON
Xenesbl, KOTOPbIe AKCMNPECCUPYIOT PeLienTop 3CTPOreHos.

OkpalunBaHue TKaHU 3aBUCUT OT obpalleHnsa U 06paboTku TKaHU A0 OKpallMBaHWsA. HenpaBunbHas dukcaums,
3aMopaxuBaHue, oTTanBaHune, NPOMbIBaHWUE, BbICYLUMBAHUE, HarpeBaHue, cpe3aHne Unm 3arpasHeHne 4pyrMMu TKaHaMK
UK XWAKOCTAMM MOXET Bbi3BaTh apTedaKkTel UK TOXHoOTpULaTENbHbIE pe3ynbTaThl.

A.5 [leMoHcTpauus T-KNeTok ¢ NOMOLbIO MPOTOYHOW LLUTOMETPUU

NMPEOOCTEPEXEHWE — PeareHT coaepxuTt asup HaTpua (15 Mmonb/n). NaN; moxeT pearmpoBaTb coO
CBMHLOM UNKU Meablo, o6pa3ys BapbiBoonacHble asuabl MetannoB. Mpu yoaneHnn cMbiTb 6onblMM 06 beMOM
BoAbI.

A.5.1 MoHoOKNoHanbHble MbILLUMHbIE aHTUYeNnoBeYecKne T-KneTku

Cregyowas nHdopMaLus OTHOCUTCH K MOHOKNOHaMNbHBIM MbILLUMHBIM @HTUYENOBEYECKUM T-KeTKaM:

a) WOEeHTUYHOCTb NPOLYKT&: MOHOKIOHaNbHbIE MbILUMHBIE aHTUYenoBeyeckne T-knetku, CD3;

b) knoH: UCHT;

C) UMMYHOreH: YerioBeYeckne AeTckne TUMOLUTEI U MUMAOLMUTLI OT NauueHTa ¢ bonesHbto Cesapu (Sézary);

d) UCTOYHMK @HTUTEMN: OYULLEHHbIE MOHOKITOHaNbHbBIE MbILLUHBIE aHTUTENa;

e) cneuuduU4HOCTb: aHTUTENo pearMpyeT € T-KneTKamu B TUMYCE, KOCTHOM Mo3re, nepudepuyeckoin
NUMPOUAHOM TKaHWU U KpoBU. BOMLLUMHCTBO T-KNETOK ONyxomnei TakKke sKkenpeccupytoT aHtureH CD3, Ho oH oTcyTcTBYET
B He T-KneTouHbIX NUMdougHblX onyxonsx. CornacyeTcs ¢ MOLENbIO CUHTE3a aHTUreHa B HOPMaribHbIX TUMOLMUTAX,
Hanbonee paHHUM MECTOM OMpPeAEreHNsA B ONMyXoneBbIX KNeTKax SABMAETCS LUTonnasma KieTku;

f) cocTas:

- 0,05 monb/n Tris/HCI 6ydep, 15 MMonb/n NaNs, pH = 7,2, ansbyMuH Bblubeit CLIBOPOTKM, MaccoBas fons 1
%;

- usotun Ig: 19G1;

- WAEHTUYHOCTb NEerkoi Lenu: kanna;

- KOHUeHTpauwusa obwwero 6enka: 14,9 r/n;

- odncTka lg: 6enok A KofnoHKa cecaposbl;

- yucToTa: Maccosasn gons NnpubnusntensHo 95 %,;
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- Moriekyna KoHblorata: dnioopecuenH usotuouuaat usomep 1 (FITC),

- (FIP)-oTHoweHuWe: E 495 HM/E 278 HM =1,0 £ 0,1 COOTBETCTBEHHO MOMNAPHOMY OTHOoLWeHuo FITC/Genok
npubnunsuTenesHo 5;

g) obpallieHne n xpaHeHne: cTabunbHbl B TEHEHUE Tpex NeT nocne BbieneHns npu Temnepatype ot 2 °C no 8
°C.

A.5.2 NpepHasHayeHHOE NpUMEHEHUe

A.5.2.1 ObLyme nonoxeHus

AHTUTENO NpeAHasHaYeHo AN NPUMEHEHUS B NPOTOMHON LIUTOMETPUU. AHTUTENO MOXET BbITb MCNONB30BAHO
ANs KAYECTBEHHOIO U KONMMYECTBEHHOIo 06HapyXeHus T-KneTokK.

A.5.2.2 Tun (Tunsl) MaTepuana

AHTUTENO MOXET OblTb MPUMEHEHO Ha CYCMEH3USAX CBEXUX U (PUKCUPOBAHHLIX KNETOK, ¢PUKCUPOBAHHBIX
aLeToOHOM cpesax KpuocTaTa, Ha KNeToYHbIX Ma3skax.

A.5.2.3 MeToguka uccnegoBaHua peakTUBHOCTU aHTUTENa AN NPOTOMHOW LUTOMETPUN

HeTanu MeToAMKKM, MICNONb30BAHHOW U3rOTOBUTENEM, CNEAYIoLMeE:
a) CobupatoT BEHO3HYI0 KpOBb B NPOGUPKY, coAepXaLLyto aHTUKOarynsHT.

b) U3onupytoT ofgHosAEpHbIE KNETKM NyTeM LeHTpUdyrmpoBaHusl Ha pasfenuTencHol cpefle; B UHOM cnydae
NU3UPYIOT 3pUTPOLUTEI MOCHe CTagumn HKyGauun, ykasaHHoi B nepevncneHuu d).

c) MNpoMbiBaloT ofHosAaepHble kneTkn asaxabl ¢ RPMI 1640 unu 3abydepeHHbM ¢ocdaToM CofeBbiM
pactBopomM (PBS) (0,1 monb/n ¢pocdpata, 0,15 mons/n NaCl, pH = 7,4).

d) K 10 MKn koHblorupoBaHHbiM FITC MOHOKNOHANbHLIM MBILLUHBEIM @HTU-4enoBeYeckuM T-kneTkam, peareHT
CD3, pob6aBrnsioT CycneHsuio KNeToK, coaepXalyyto 1-10° kneTok (06bi4HO okono 100 MM), M NepemelLMBaloT.
MHKy6UpytoT B TeMHOTe npu TemnepaTtype 4 °C B TedeHue 30 MUH [ANS ABOWHOrO OKpaluMBaHWUA B TO e BpeMsA AO0MKHO
6bITb A06aBNEHO aHTUTENO, KOHBIOTMPOBaHHOe R-dukoaputpuHom (RPE)].

e) [lMpombiBaloT ABaxabl PBS + 2 % anbbymuH OblMbeil CbIBOPOTKM, PeCyCneHAUPYIOT KNeTKn B
COOTBETCTBYIOLLEN XUAKOCTW ANA aHanW3a Ha NPOTOYHOM LIMTOMETpPE.

f) B ka4ecTBe HeraTUBHOrO KOHTPOMS UCNOMNbL3YIOT MHOE MOHOKNOHanNbHOe aHTUTENo, KoHblorupoBaHHoe FITC
(chntoopecLienH usoTuoLmaHaToMm)

g) OuKcupyloT ocaxaeHHble kneTkn, nepemelumeasa ¢ 0,3 Mn napadopmanbgernga maccosoid goneit 1 % B
PBS. lNpu xpaHeHUn B TeMHOTe Npu TeMnepatype 4 °C dpukcupoBaHHble KNETKU MOTYT COAEPXaTbCA A0 ABYX Hefenb.

h) MpoBoaAT aHann3 Ha NPOTOYHOM LUTOMETpE.

A.5.2.4 Npepnaraemoe passeaeHue

AHTUTENO AOMKHO MCNONb30BAaTLCA ANA NPOTOYHOR LUTOMETPUN B KOHLUEHTpUpoBaHHoW dopme (10 mMknfrecT).
Ona npuMeHeHWM Ha cpesax KpuocTaTta W Maskax KIeTOK aHTUTENO AOMKHO ObiTb CMelWaHo C MOAXOAALUM
pa3baBuTenem B COOTHOLLeHNM 0bbeMoB (1 + 50) Mkn.

A.5.2.5 Oxugaemble pesynbtaTh!

AHTUTeno obHapyxuBaeT CD3 Monekyny Ha noBepxHOCTW T-kneTok. [lpU OLeHKe oOKpalwuBaHWUA Cpe3oB
KpMOCTaTOB M Ma3KOB KIETOK NPOAYKT peakuun forxeH BbiTb NokanusosaH Ha MembpaHe nnasmbil.

OKpalunBaHmWe TkaHu 3aBUCUT OT obpallyeHns 1 06paboTku TKaHn A0 oKkpaluuBaHuA. HenpaBunbHas dpukcauus,
3aMopaXKuBaHue, oTTauBaHue, NpoMblBaHue, BbICYLUMBaHWE, HarpeBaHue, nofy4yeHne cpe3oB Unn 3arpasHeHne ApyruMu
TKaHAMU U XKULKOCTAMU MOXET Bhi3BaTb 06pa3oBaHue apTedakToB UK NOXHoOTpULaTENEHbIE pe3ynbTaThl.
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CBefieHUs1 0 COOTBETCTBUU CCbINTIOYHbIX MEXAYHAPOAHbIX U €BPONENCKUX PermoHanbHbIX
CTaHOApPTOB HaUMOHarNbHbIM cTaHaapTam Poccuickoin denepauum

Ta6nuuya A1

OB03Ha4YeHME CCbINOYHOTO CteneHb O603Ha4YeHne N HaMMEHOBaHNE
MeXayHapo4HOro cTaHaapta COOTBETCTBUSA COOTBETCTBYIOLUErO HALMOHATBHOIO
cTaHgapTa
nCco 31-8 - *
MCcO 1000 - *
EH 375:2001 - *
EH 376:2001 - *

pernamMeHToB U ctaH4apToB.

* COOTBETCTBYIOLUMI HaLMOHamNbHbIM CTaHAApT OTCYTCTBYET. [0 ero yTBEPXAEHUS PEKOMeHAyeTcs
ucnonb3oBaTb NEPeBOJ Ha PYCCKMA MA3blK AAHHOFO MeXayHapoaHOro craHaapra. [lepeBoa AaHHOrO
MEXOYHapoAHOro cranfjapra HaxoauTca B PeaepanbHOM MHGPOPMALMOHHOM LIEHTPE TeXHUYECKUX

11



rocTt P UICO 19001—2013

(1]
(2]

3]
[4]
(5]
(6]

(7]

(8]
(0]

[10]
[11]
[12]

[13]
[14]

(18]

[16]

12

Bubnuorpadus

The colour index, 3rd ed. The society of dyers and colourists, Bradford, U.K., 1971

Council directive of 27th June 1967 on the approximation of laws, regulations and administrative
provisions relating to the classification, packaging and labelling of dangerous substances
(67/548/EEC)

ECCLS: Dye standards, Part 11.5: Pararosaniline (Cl 42500) Histochem J. (1992) 24, pp. 233 — 235
Al Saati T., Clamens S., Cohen-Knafo E., Faye J.C., Prats H. and Coindre J.M., Production of
monoclonal antibodies to human oestrogen receptor protein (ER) using recombinant ER (RER), Int
J Cancer (1993) 55, pp. 651 — 654

Beverley P.C.L. and Callard R.E., Distinctive functional characteristics of human T lymphocytes
defined by E rosetting or a monoclonal anti-T cell antibody, Eur J Immunol (1981) 11, pp. 329 — 334
Campana D., Thompson J.S., Amlot P., Brown S. and Janossy G., The cytoplasmic expression of
CD3antigens in normal and malignant cells of the T lymphoid lineage, J Immunol (1987) 138, pp.
648 — 655

EC Commission Directive 1976-07-14 76/907/EEC. Off J Eur Comm (1996: no L) 360: pp. 1-18
and 405 - 424

EC Commission Directive 1983-07-29 83/467/EEC. Off J Eur Comm (1983: no L) 257, pp. 1 - 33
Erber W.N., Pinching A.J. and Mason D.Y., Immunocytochemical detection of T cell and B cell
populations in routine blood smears, Lancet (1984) 1, pp. 1042 — 1045

Erber W.N., Mynheer L.C. and Mason D.Y., APAAP Labelling of blood and bone-marrow samples
for phenotyping leukaemia, Lancet (1986) 1, pp. 761 — 765

Hoyer P.E., Lyon H., Jakobsen P. and Andersen A.P., Standardized Methyl Green-Pyronin Y
procedures using pure dyes, Histochem J (1986) 18, pp. 90 - 94

Jakobsen P., Andersen A.P. and Lyon H., Preparation and characterization of methyl green
tetrafluoroborate, Histochemistry (1984) 81, pp. 177 — 179

and assay of pure pyronin Y, Histochemistry (1984) 81, pp. 99 — 101

Kumar V., Green S., Stack G., Berry M., Jin J.R. and Chambon P., Functional domains of the
human oestrogen receptor, Cell (1987) 51, pp. 941 — 951

Lal R.B., Edison L.J. and Chused TM. Fixation and long-term storage of human lymphocytes for
surface marker analysis by flow cytometry, Cytometry (1988) 9, pp. 213 - 219

Swerdlow S.H., Angermeier P.A. and Hartman A.L., Intrathymic ontogeny of the T-cell receptor
associated CD3 (T3) antigen, Lab Invest (1988) 58, pp. 421 — 427



FoCTP UCO 19001—2013

YK 64:003:054:006:354 OKC 11.100 P20

KntoueBble croBa: u3genua MeauUMHCKUE Ana AMarHOCTUKK in vitro, ANarHOCTUYECKMMMW PeakTuBhI in vitro
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