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HNucrpykuus no npumerHenuio «JC-UO®A-TUPOUA-T3cBoOoaHbII»

HaGop peareHTOB paccunMTaH Ha MpoBencHHEe 96 aHATU30B TMPU OJHOBPEMEHHOMN
noctaHoBke (B ayonukatax 41 Heu3BeCTHOW MpoObl, MATH KaIHMOPOBOYHBIX IPOO
(KamuGpaTopsl), OJHOM MPOOBI KOHTPOJIBHOW CBHIBOPOTKU W OJHOW TIPOOBI IS
ompeelieHns onTuaeckoi miotTHoctd TMb-Cy0OcTpaTHoro pactBopa).

[Ipu n1poOHOM MPUMEHEHUU B KaXJOW MOCTAHOBKE HEOOXOJIUMO HCIOJIH30BaTh BCE
Kanubpartopsl.

|. HABHAYEHMUE
HabGop pEareHToB «1C-NDA-TUPOUNI-T3cBOOOAHBII Tect-cucrema
UMMYHO(EpMEHTHAs TUISt KOJINYE€CTBEHHOTO omnpeaceHus CBOOOHOTO

TPUHUOATUPOHUHA TPEJHA3HAYEH I KOJMYECTBEHHOTO OMpEeNeNieHus CBOOOJIHOIO
TpukionTuponnHa (T3cB) B o0Opa3nax ChIBOPOTKM KPOBH YEJOBEKAa METOJIOM
TBEp0dazHOro uMMyHopepmenTHoro ananuza (MDA).

TpuitoATUPOHUH — TUPOUAHBIN TOPMOH C MOJIEKYJISIpHBIM BecoMm 650 [la, aBnsercs
OJIHUM W3 TOPMOHOB, CHUHTE3UPYEMbIX IIUTOBUIHOWN >keye30i. T3 IUpPKyJIUpyeT B
KpOBU B CBOOOJHOW M CBsI3aHHOM (C TUPOKCHUHCBsi3bIBatomuM rnoOymuHoMm (TCT),
TUPOKCUHCBS3BIBAIONIUM MpealbOyMHUHOM M allbOymMuHOM) (opmax. ['opMoHanbHON
aKTUBHOCTBIO 00J1aJaeT ToabKOo ¢cBoOOaHBIN T3, XoTd ero momns ouenb maia — 0,3% ot
obmero conepxxkanus T3. KoauyecTBeHHOE ONMpenesieHHe KOHIIGHTPAIIMU CBOOOHOTO
T3 B kpoBu mpoBomdAT s AudPepeHInanbHO JIUArHOCTUKH 3a00JieBaHUMN
IIMTOBUIHOM KeJie3bl (TUPEOTOKCUKO3, TUPEOUINT), JJISl MOATBEPKACHUS JTUarHo3a y
OOJIBHBIX C CHUMITOMAMH THUPEOTOKCHKO3a 0€3 MOBBIIEHUS (WM C HE3HAYUTEIbHBIM
noBblillieHueM) TupokcuHa (T4), mpu 6ecCUMNTOMHOM TMOBBIIIEHUH o0Imero T4, mis
mudpepeHImanbHON TUarHOCTUKU HETUPEOUTHBIX 3a00JIeBaHUM.

Il. MIPUHLOMUII TECTA

Meron ~ ompedeneHus ~— OCHOBaH  Ha  TBepAO(Pa3HOM  KOHKYPEHTHOM
UMMYHO(EPMEHTHOM aHaJIM3€ C MNPUMEHEHWEM MOHOKJIOHANbHBIX aHTuTen. [lpu
no0aBIeHUM HUCCIeayeMoro ooOpasua M KoHblorara T3-mepokcupasa BO BpeMms
uHKyOanuu sHAOTeHHbIH T3 CBIBOPOTKM KpOBH KOHKypupyeT ¢ T3, BXOAsIIMM B
COCTaB KOHBIOraTa, 3a CBS3BIBAHHE C MOHOKJIOHAQJIbHBIMUA aHTUTENaMU K 13,
UMMOOUIM30BaHHBIMHU Ha BHYTPEHHEH MOBEPXHOCTH JIYHOK TIAHIIIETA.

[Ipu ynaneHun COIEPKUMOTO W3 JYHOK MPOUCXOAUT paslielieHue CBOOOJHOTO U
CBSA3aHHOTO AHTUTEIIAMU KOHBIOrara T3-mepokcujaza, MOPUYEM  KOJIMYECTBO
CBSI3aHHOTO aHTUTEJIAMU KOHBIOrata oOOpaTHO MPOMOPUUOHAIBHO KOJHUYECTBY
cBoOoaHOTO T3 B 00pasiie ChIBOPOTKH KPOBH.

Bo Bpems unky6anuu ¢ TMb-CyOcTpaTHbIM pacTBOPOM MPOUCXOJIUT OKpaIIMBaHHUE
pactBopa B JyHKax. CTeneHb OKPACKU NPSIMO MPOIMOPIUOHAIBHA KOJIUYECTBY CBI3aHHOIO
aHTUTeNlaMu KoHbtorara T3-mepokcupasza. Ilocime m3MmepeHHs ONTUYECKOM IIOTHOCTH
pacTBOpa B JIYHKAaX CTPOUTCS KaIUOpPOBOUHBIN rpaduK U ONPENEseTCs] KOHIECHTPALUS
cBoOoiHOrO T3 B HccnenyemMbIix 00pa3iax.

I11. COCTAB HABOPA PEAT'EHTOB
3.1. CocraB Habopa
Tab6muma 1

dopma

XapakTepuCTUKU PEAareHTOB
BBITyCKa

HNmmynocopoenT | [Inanmer nonucTuponoBeiii 96-1yHOUHBIN pa300pHbI 10 CTPUIIOB
(W 10 JIyHOK), B JIYHKax KOTOPOTO COpOMpOBaHBI aHTHTENa K | 1 rutaHIieT
TPUNOJITUPOHHHY.
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HNucrpykuus no npumerHenuio «JC-UO®A-TUPOUA-T3cBoOoaHbII»

Konblorar Tputiontupornnn  (T3), MeueHHBIH  TEPOKCHIA30M  XpeHa.
[Ipo3paynas WM omajeciypyromas po30BOTO IBETa KUIKOCT.
Conepoxut 0,1% ProClin 300.

1 pmakon
12,0 M

Kanuoparop 0 | KayuOpoBouHble npoObl Ha  OCHOBE  CHIBOPOTKM  KpPOBHU
Kanuoparop 1 | yenoBeka, cojaeprKalllue W3BECTHbIE KojuyecTBa cBoOojgHOoro T3,
Kanuoparop 2 | nHakTuBHpoBaHHbIe. [Ipo3paunble WM cierka omnajieciupyronme | 5 GprakoHOB
Kanuoparop 3 | CBETJIO-KENTOro LBETa KHUIKOCTU. 3HaueHWs KoHueHTparmid | mo 0,5 miu
Kanuoparop 4 | TpUiiOATUPOHMHA yKa3aHbl HAa STHKETKaX (PJIAKOHOB M B MACHOpTE
Ha cepuro. Conepxar o 0,1% ProClin 300.

KC KoHTponbHass  ChIBOPOTKAa C  M3BECTHBIM  COJEpKaHUEM
ceobomHoro T3, wunHakTuBUpoBaHHas. llpo3paunas  wiu
ONaJIECLUUPYIOIIAsl CBETJIO-)KEJITOr0 LIBETA XUAKOCTb. 3HAUYECHUE
KOHIICHTpAIMK TPUHOJITUPOHMHA YKAa3aHO Ha STUKETKE (piakoHa
u B macnopre Ha cepuio. Comepsxurt 0,1% ProClin 300.

1 pnakon
0,5 mn

P [TpomeiBouHEIT pacTtBOp. KorenTtpar (%25) docdarHo-comeBoro
oydepuoro pactopa ¢ TBUHOM (DPCB-T). IIpo3paynas wmm cierka
omajecuupyromas  OecIBETHass WM  CBETJIO-KEIToro 1Bera | 1 QurakoH
KUJKOCTh, JOIYCTUMO  OOpa3oBaHHWE  OCaaKa, ITOJHOCTHIO 50,0 ma
pacTBopsirolierocs  npu  Temmeparype or 35 go 39 °C wu

BCTPSIXUBAHHU.
Cron-pearent | PactBop cepnoit kucnorsl (0,2M). Ilpo3paunas OecusetHas | 1 diakon
JKUIKOCTD. 25,0 mn
TMB- IIpo3paunas OecrBeTHAs JKUIKOCTD.
CyOcTpaTHbIii o : ’ I pmaxon
14,0 M
pacTBop

HabGop koMIUIEKTyeTCcsl TOTOBBIMH pEareHTaMM U KOHLIEHTPUPOBAHHBIMU
pactBopamu. MmMeeTcss MapKuUpoOBKa IMOCPEJCTBOM IITPUX-KOAOB. PeareHThl Habopa
MOMENIAIOT B MOTPEOUTENBCKYIO YIIAaKOBKY (KOpoOKy (hacoBounyto). Kaxkmas ynmakoBka
CHaOXXeHa MHCTPYKUMEW 1O TMPUMEHEHHI0O U  OJAaHKOM JJii  [OCTPOCHUS
KaJIMOpoBOYHOIO rpaduka.

3.2. IlpuHa/UIE)KHOCTU: KPBIIIKA K MOJTUCTUPOJIOBBIM 96-TyHOUHBIM IIIaHIIIETaM
(1 wr.) mmm mnéuku 3amutHble 11 MDA nnanmeroB (2 mT.), HAKOHEUHUKH
oJiHOpa3oBbIe (16 1IT.), BAHHOYKH TUIACTUKOBBIC JJISI KUJIKUX peareHToB (2 IMIT.), makeT
HOJIMATUIICHOBBIH ¢ 3amkoM Zip-Lock (1 mT.).

3.3. B KOMIUIEKT MOCTaBKH BXOJAT: HAOOp peareHTOB (JOMOJHUTEIBHO MOKET
OBITh YKOMIUICKTOBAH MPUHAJIC)KHOCTIMHM ), MHCTPYKIUS IO IPUMEHEHHIO, OJIaHK IS
MOCTPOCHUS KaTuOPOBOYHOTO IrpaduKa, Macmopr.

V. AHAJIUTUYECKHUE XAPAKTEPUCTHUKH

4.1. YyBCTBUTEJIBHOCTh. MuUHUMaAIbHAS JOCTOBEPHO oOIpeaensieMas Habopom
KOHIIEHTpaluss cBoOogHoro T3 B oOpas3nax CHIBOPOTKM KpPOBH 4Ye€JIOBEKa
cocrasseT 0,3 or/m.

4.2. Bocipou3BoauMocTbh. KosdpduuueHT Bapuanuu pe3yabTaTOB  OINPEIACICHUS
cBoOoHOTO T3 B OTHOM M TOM K€ 00pa3Iie ChIBOPOTKU KPOBH HE MpeBbImacT 8%.

4.3. CnenmupuaHoCcTh. Kpocc-peakTMBHOCTh € OJHM3KOPOJACTBEHHBIMU pearcHTaMu
yKa3aHa B Tadmnuie 2.
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HNucrpykuus no npumerHenuio «JC-UO®A-TUPOUA-T3cBoOoaHbII»

Tabnuia 2
Kpocc-pearenr Kpocc-peaktuBHOCTB, %
TpuitonTuponux 100
L-TupoKcuH 0,0006
JTUHAOITUPOHUH 0,0001
TeTpaiio1oTUpoaIeTaT 0,00001

4.4.

4.5.

5.2.

5.3.

5.4.

5.5.

5.6.

5.7.

Pedepentnnie unTepBaabl. KoHueHTparuio cBoboaHoro T3 wu3Mmepsuin B
oOpasiax ChIBOPOTKU KpoBH, B3sATOM ¢ 9 gm0 11 u y 250 370poBBIX JrOMIEH
B Bo3pacte oT 21 no 50 ner. Cpennsis koHneHTpamus T3 ¢cBoOOJHOrO cocTaBHiIa
2,7 ur/mn (ot 1,2 no 4,2 nr/mn). Ilpu 6epemMenHocTu 3Haduenusi T3 cBOOOIHOTrO
MOTYT OBITh OTJIMYHBIMH OT HOPMAaJIbHBIX. PeKoMeHayeTcs B  KaxJaou
Ja0opaTopuM TPHU HCTOJB30BAaHMU Habopa peareHTOB YTOYHHTH 3HAYCHUS
KOHIIEHTpaluii cB000AHOT0 T3, COOTBETCTBYIONIME HOPMAIBHBIM 3HAYEHUSM IS
KOHKPETHOM TEPPUTOPHH.

JImana3zon wu3MepeHusi. J[ManazoH u3MEpEeHUsT HAXOAUTCA B MOpejesax,
onpeaesieMblx HoMruHaaaMu KanuopaTopos.

MEPBI IIPEJOCTOPOXHOCTH

. HecrepuipHoe ~ MeIMIMHCKOE — W3JCIHME  JUIS  JUArHOCTHKKA I Vitro.

[loTeHuumanpHbIl pucK HpuMeHeHuss Habopa — kiacc 2a (IIpukaz Munzapasa
Poccuu ot 06.06.2012 1. N 4n).

HabGop mpennaznaueH yisi mpodeCCHOHATBLHOTO HWCHOJIL30BAaHUS B KIMHUYECKOU
71a00paTOPHON AMArHOCTUKE CIIEHHUAIbHO O0y4eHHBIM nepcoHanoM. [Ipu padote ¢
Habopom peareHToB cieayeT coomonate 'OCT P 52905-2007 «JlabopaTopuu
meuiackue. TpeboBanus K 6€301acCHOCTIY.

PearenTsl HaOopa HE coliepKaT BPEIIHBIX BEIIECTB B OMACHBIX KOHIICHTPAIIUSX, 32
UCKIIIOUEHUEM pEareHTOB, 0003HAYEHHBIX CUMBOJOM «BuHumanuey». Ilpum wnx
NonajaHuu Ha KOXY WA CIHU3UCThIE HEMEIJIEHHO MPOMBITh OOJIBIINM
KOJIUYECTBOM BOJIBI.

KontponbHas ceiBopoTka u KanmubpaTopsl NPUTOTOBIEHBI C HCIIOJIb30BAHUEM
MHAKTUBUPOBAHHBIX CHIBOPOTOK KpOBU 4elloBeKa, He cojaepxkammx HBsAg,
p24 anturena BUY-1, antuten k BUY-1, 2 u HCV. Hecmorpss Ha 3TO, 3TH
KOMIIOHEHThI ~ OCTAlOTCSl MMOTCHIMAJILHO OMACHBIMH, T.K. HH OIWH METOJ
TECTHUPOBAHUS HE MOXKET TapaHTHPOBATh OTCYTCTBUE MH(EKITMOHHBIX ar€HTOB.
[Tacmopt Oe3omacHOCTH il HabOpa peareHTOB MOXKET ObITh MPEACTABIICH IIO
3aMpocy KIUEHTA.

JIyist monmydeHust HaJleKHBIX PE3yIbTaTOB HEOOXOIUMO:

— o0ecrneyuTh yCJIOBUsI XpaHeHus Habopa;

— CTporo coooaaTh TpedboBanus MHCTpyKiMy N0 NpUuMEHEHHIO HabOpa PeareHToB;
— HE UCTOJB30BaTh HA0OP 3a MpejieIaMy YCTAaHOBIECHHOTO CPOKa TOJTHOCTH.

He ucnonp3oBath HaOOp, €CIU MPHU BCKPHITHH OOHAPYKEHO MOBPEXKICHHE MaKeTa
¢ UmmyHOCOpOeHTOM, TIpoTeKaHue (DJIAKOHOB C KUJKHMH PEreHTaMHU.
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VI. YTUIIN3AIIUA U YHUUYTOKEHUE

6.1. Otxoms1, oOpa3yronuecs: B pe3yibTaTe MpUMEHEHUST HA00pa peareHTOB (BKITFOYAS
MPUHAJICKHOCTH) 10 Ha3HAYCHUIO, YCTAHOBJICHHOMY IMPOM3BOJIUTENIEM, a TAKKE
HEUCTOJIb30BaHHbIE M3ACNUS (UCTEKIIMM CPOK TOJHOCTH, MOBPEKIACHHAS
NOTpeOUTENbCKAsl yIIaKOBKa/MapKHUPOBKA, MOBPEXKICHHAS yINaKOBKA/MapKUPOBKa
peareHToB M T.[.) OTHOCSATCA K MEIUUMUHCKUM OTXoJaMm Kiacca «b» B
COOTBETCTBUU cO CT. 49 denepanbHoro 3akoHa ot 21.11.2011 r. N 323-®3
«O0 oxpaHe 310pOoBbs IpakaaH B Poccuiickoit Denepariumny.

6.2. MenuIMHCKHE OTXOJBI IOJJICKAT COOpy, OOE3BPSIKMBAHUIO, pPa3MEIICHUIO,
XpaHEHUIO, TPAHCHOPTUPOBKE, YYETy U YTWIM3AIUU B COOTBETCTBUU C

NeWcTByOIUMU  mnpaBwiamMu  u  HopmatuBamu (CanlluH  2.1.7.2790-10,
CII 1.3.2322-08, MY 287-113).

VII.LHEOBXOIUMBIE MATEPUAJIBI U  OBOPYJAOBAHUE, HE
IMNOCTABJISIEMBIE C HABOPOM PEATEHTOB

Bona auctumiinpoBaHHast WK JIEMOHU3UPOBAHHAS;

Jlo3aTopbl MUIIETOYHBIE IEPEMEHHOT0 00beMa JIJIsl 0TOOpA KUAKOCTEH;
HakoHe4yHHKH 0THOPA30BbIE IS 103aTOPOB MUIMETOYHBIX;

[llevikep, NO3BOJSIOMIMKA  IPOU3BOJIUTH  BCTPSAXUBAHUE CO  CKOPOCTBIO
ot 500 no 800 06/MUH TIpH KOMHATHOM TeMIIEpaType;

Y CTpoicTBO 171 MPOMBIBaHUS IUIAHIIIETOB (BOIIIED);

[TnanmerHsiit ciekrpodotometp (MDA-pusaep) ¢ dunbrpom 450 HM;

e bymara ¢unbTpoBasibHas 1abopaTopHasl.

VII1.OTBOP 1 NIOATI'OTOBKA OBPA3IIOB

COop 00pa3moB KpOBM 4YEIOBEKAa IMPOBOIAWTH B COOTBETCTBUU C TEKyIICH
NIPAKTUKOH METOJOM BEHONMYHKIIWU. J[s aHanmm3a MCHoONb30BaTh HEPa3BEICHHYIO
CBIBOPOTKY KpOBH uejoBeka. He wucmonp3oBaTh 0oOpas3ipl ¢ a3uaoM Hatpus. Bo
n30eKaHNe TeMOJIM3a HY)KHO KaK MOXKHO OBICTpee OTACIHUTH CBIBOPOTKY OT CTYCTKA.
OO0pas3mpl, comepkaiye arperaTbl WM 0CaJI0K, OCBETIIATh MCHTPU(YTHPOBAHUEM TIPH
1000-2000 o6/mMun (15 munH, npu Temmneparype or 2 mo 8 °C). Hemomyctumo
NIPOBEICHNE TEPMOWHAKTHBAIIUN BBUY BO3MOKHOCTH ITOJTYYUTh JIOKHBIA PE3YIIbTAT.

OOpasnpl ¢ BBIPAKEHHBIM TE€MOJIU30M, THICPIUNUACMHUCH W OaKTepuaIbHBIM
POCTOM aHAIM3Y HE TMOJJIeXKAT.

OOpa3npl MOXKHO XPaHUTh B COOTBETCTBHHM C TPEOOBAHUSMHU CYIIECTBYIOIIHX
HOPMAaTHBHBIX JOKYMEHTOB. [|TMTEeNIbHOE XpaHEHHWE JONMYCTHMO IMPHU TeMIIepaType He
BhIre MuHyc 18 °C (3amopaxuBanue/oTranBanue He Oosee 1 pasa).

IX. HIOAI'OTOBKA PEAT'EHTOB
9.1. O6mme TpeOOBaHUS M PEKOMEHAIUM:
e Henb3s ucnonb3oBaTh peareHThl U3 HAOOPOB PA3HBIX CEPUl, KPOME:
— ITP, xoTOphIli B3aMMO3aMEHsieM BO BCeX HaOOpax peareHTOB MPOM3BOJACTBA
00O «HIIO «/lmarHocTuyecKue CUCTEMBD;
— Cron-peareHTa, KOTOPbI MOET ObITh B3aMMO3aMEHSIEMbIM B 3aBUCUMOCTH OT
MOJISIPHOCTH PacTBOPA;
— TMB-Cy6cTpaTHblii pacTBOpP, KOTOpPHIA B3aMMO3aMEHsEeM BO BceX Habopax
IS UCCIIEIOBAaHUSI ~ TOPMOHOB 151 OHKOMapKepOB IIPOM3BOJICTBA

000 «HIIO «/lnaraocTuueCcKue CUCTEMBIY.
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HNucrpykuus no npumerHenuio «JC-UO®A-TUPOUA-T3cBoOoaHbII»

Pabounie pacTBOphl TOTOBUTH OCTOPOKHO, UCKIIIOUAsl KaKOe-TMOO 3arps3HEHUE.
Hcnonbs30BaTh 0OHOPA30BYI0 WM YHCTYIO THIATEIBHO BBIMBITYIO JIAOOPATOPHYIO
NOCYAY Ul IPUTOTOBJIEHUS peareHToB. He ormyckaTe KOHTaKTa METaIIMYECKUX
npeametoB ¢ Konwsroratom 1 TMbB-CyOcTpaTHBIM pacTBOPOM.

He moxseprarp peareHTbl BO3JEHMCTBUIO BBICOKOW TEMIEPATypbl WIH IMPSIMOIO
COJIHEYHOI'O CBETA.

Ilepen wucnonb3oBaHveM (IAKOHBI C JKUAKAMH pEareHTamMu IepeMenaTh,
HE JOIyCKAasi BCIICHUBAHUS.

PeareHTnbl, roTOBbI€ K IPUMEHECHUIO:

NmmyHocopOenT. [Inanmer, cocrosmuii u3 12 CTpUnoB U paMKu, yIaKOBaH B
dbonbrupoBaHHbId MakeT. BCKphITh (ONBIUPOBAHHBIA MaKeT, OTCTYNUB 1 c¢M OT
Kpas [MaKeTa, U B3SITh HEOOXOAMMOE KOJIMYECTBO CTPHUIIOB.

Kamoparop 0, Kasmoparop 1, Kammoparop 2, Kaamoparop 3, Kaauoparop 4,
Konswrar, KC, TMb-Cyo6cTparnbii pactBop, Cron-pearenr (0,2M).

PeareHTnl, TpeOyonue nNpeBapuTeIbHOI0 NPUTOTOBJIEHHSI:

PaGouwnii I1P. HeoOxonumeliii 00beM koHueHTpata [IP (X 25) pa3ectu B 25 pa3
COOTBETCTBYIOIIUM OOBEMOM BOJBI JUCTUIIMPOBAHHOW WJIM JEHOHU3UPOBAHHOM
(cm. Tabn. Ne 3) u TIIaTEIBLHO TIEpEeMEIIaTh.

Tabnuna 3
KoanuectBo
HCMO0JIb3yeMbIX 2 3 4 5 6 7 8 9 10 11 12
CTPUIIOB/JIYHOK

Pa6oynii | [IP (x 25),mn| 6,0 | 9,0 | 12,0 | 15,0 | 18,0 | 21,0 | 24,0 | 27,0 | 30,0 | 33,0 | 40,0
11 Boma, mn  |144,0]216,0 | 288,0 | 360,0 |432,0 |504,0 |576,0 |648,0 | 720,0 | 792,0 |960,0

X.

INPOBEJEHUE AHAJIN3A

10.1. O6mue TpeGoBaHUs U PEKOMEHIALMN:

Hcrnonp30BaTh BATUMANPOBAHHBIC 103aTOPBI U 000PYA0BaHUE.

Hcnonb30BaTh HOBbIE HAKOHEYHUKH JIJISI KaXKJI0T0 00pasIia.

[lepen mcmonb3oBaHMEM HAOOp pearcHTOB BbIACpkaTh He MeHee 30 MUH mpH
KOMHATHOM TeMIeparype.

[lepen wWCHOJB30BAHMEM BAHHOYKM IUIACTUKOBBIE JUJIsi JKUJKUX PEAreHTOB
OMOJIOCHYTbh BOJIOW TUCTUIUIMPOBAHHOM (JICMOHU3UPOBAHHOM).

He wucnonb30oBaTh OJHY W Ty J€ BaHHOUKY IUIACTUKOBYIO [IJIi BHECEHUS
Konbrorata u TMb-Cy0cTtpaTHOro pactsopa.

N30erath pacriecKuBaHUs 00pa310B UM PACTBOPOB, COAEPKAIIUX 00pa3IIbL.

He gomyckarh BBICBIXaHMSI JIYHOK IUIAHIIETa HMMMYHOCOPOEHTa MEXIy
OTACIbHBIMU OTICPALIUSIMHU.

CoOmronath TpeOOBaHUS K TMPOMBIBKE (PEKOMEHIOBAHHOE KOJIMYECTBO ITMKIIOB,
o0bEeM pacTBOpa MpHU HAMOJHEHHH, BPEMEHHBbIE HWHTEPBAIIbI, 3(PPEKTUBHOCTD
OTCachIBaHHUS).

MHoropa3oBbie BaHHOUKH 11 MDA aHanuzaTopoB cpasy mocie padoThI
OTNOJIOCHYTh BOJOM JAUCTWIIMPOBAHHOW (JI€MOHU3UPOBAHHOM). 3aT€M MPOMBIThH
70%  pacTBOpOM  ASTWJIOBOTO COUPTa, MW CHOBAa  OIOJOCHYTb  BOJIOU

JTUCTUUTMPOBAHHON (J€MOHU3UPOBAHHON ).
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HNucrpykuus no npumerHenuio «JC-UO®A-TUPOUA-T3cBoOoaHbII»

e Henb3s kacaTbcs gHa TyHOK IMMyHOCOpOEHTa.
e [lpu 0HOBPEMEHHOM HCHOJB30BAHUM HECKOJIBKHMX HAOOPOB Ha KAXKJIOM ILIAHIIETE
HE00X0IUMO TeCTUpOBaTh Bce KanmmbpaTtopsl, BXoasiue B cocTaB Habopa.

10.2. IlpoBenenune NPA:

Ortan IIpoBenenue UDA

1 B nynku UmmyHocopOeHTa BHECTH B JIByX MOBTOpax 1o 25 Mk KamuGparopos u
KC. JIpe nynku octaButh 1151 KOHTpOosst OI1 TMB-CyGcTparHoro pacTBopa.

B ocranbapie nyHku HMMmyHOCOpOE€HTa BHECTH IO 25 MK HCCIEAYEMBIX
2 | oOpasnoB B AByX moBTopax. Bunmanue! Bpems BHeceHus: 00pa3iioB HE JOJKHO
npebimarth 10 MuHyT!

3 Bo Bce nyHku, kpome JyHok ¢ koHTposiem TMBb-CyOGctpatHoro pactBopa,
BHecTr no 100 Mk Konbrorara.

[InaHImeT HAKpPBITh KPBIIIKOW WM 3alIUTHON IUICHKOW U MHKYOMpOBAaTh Ha
4 | meiikepe 60 MUHYT OpU KOMHATHOM TeMIEpaType IpU BCTPSAXUBAHUU CO
ckopocthio 0T 500 10 800 06/MuH.

C noMomIp0 TPOMBIBOYHOIO YCTPOMCTBA YAAIUTH COAEPKUMOE JIYHOK B EMKOCTh
C JIe3WH(ULMPYIOIIUM PACTBOPOM U MIPOMBITH IIAHIIET 5 pa3 padouum [1P. Jlns
sToro BHectu padoumii [IP B myHku muianmera a0 kpaeB (He meHee 300 Mk
5 |B JIYHKY), 3aT€M YAAIUTh B €MKOCTb C JAEe3MHpUIUpyommM pactBopom. [Ipu
HEOOXOAMMOCTH yIaIUTh OCTATKW BJIArM MYTEM OTCTYKHMBAHUS IO CIOXEHHOU B
HECKOJIbKO CJIOEB (WIBTPOBAIBHON Oymare. Pexomenoyemcs uUcCnons308amv
aemMomMamu4eckul  MUKponianuiemuviti  gouiep. Hedocmamounas npomwvieKa
Modrcem HeOIa20NPpUsIMHO NOGIUAMb HA MOYHOCb AHAIU3A.

(@]

Bo Bce nynku BHectr o 100 mxin TMbB-Cy6cTpaTHOro pactBopa.

7/ | ITnanmer Beiiepxath 20-30 MUHYT, B TEMHOTE PU KOMHATHOM TeMneparype.

Peakuuio ocraHoButh no0aBneHreM B JyHkH 1o 150 mkin Crom-peareHTa,
8 | BCTpSAXHYTh CTpUIIBI B TeueHHe 5-10 cekyHa ¥ MPOBECTU yYET pe3ysibTaToB. Bpems
MEXy OCTaHOBKOM peakiuu 1 n3mepenuem Ol He nomkHo npeBbimars 20 MuH.

9 | [IpoBecTu yder pe3ynbTaTOB MPHU JJIMHE BOJHBI 450 HM.

Cxema nposenennss MDA npusenena B [Ipunoxenun.

10.3. CnexkTpodoToMeTpuUeCKHid KOHTPOJIb BHECEHUs OOpaslloB CBHIBOPOTOK U
peareHToB mnpu mnocTtaHoBKe TecT-cucTeMbl «J{C-UDA-TUPOUNI-T3cB0OOAHBIN» Ha
N®DA-ananuzaropax. Konrposs BHeceHuss Konbrorara peKOMEHAYy€eTCsl MPOBOAUTH IIPU
nnuHax BostH 540 (550) um, kputepuii: OIT > 0,500.

Xl. YYET PE3VYJIbTATOB

Peakmuto cnemyer yuuthiBath, eciu OIl Kamubpatopa 0 nHe menee 1,300,
a cpeaHee 3HaueHue omntudecko TtiotHoctu (Ollcp.) B JyHKax ¢ KOHTPOJIEM
TMB-Cy06ctpatHoro pactBopa — He 6oJiee 0,200.

[lo pe3ynpTaTam HM3MepeHUll BBIYUCIUTL cpeAaHue apudmernueckue 3Hauenus Ol
st nyonukaroB KamuOparopoB. Ha Onmanke /uisi KaTMOpPOBOYHBIX MPOO B JIMHEHHBIX
KOOpJMHATAX TOCTPOUTh KaTMOpPOBOUHBIM rpaduk: och abcuucc X — KOHIUEHTpaIus
codonnoro T3 B KamubOparopax (nr/mi), ocb opauHat Y — 3HaueHust cpeanein Ol

KamubpaTtopos. [1o noimy4eHHbIM TOYKaM CTPOSIT KAIMOPOBOUHBIN rpaduk.
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HNucrpykuus no npumerHenuio «JC-UO®A-TUPOUA-T3cBoOoaHbII»

st oOcyeTa pe3ylbTaTOB TaKKe BO3MOXHO HWCIOJIb30BaTh IOCTPOSHHBIH B
cucreme koopauHar “Logit-Log” rpaduk 3aBucumoctu Logit (B/B0) ot norapudma
(LN) xonuentpanuu cobonnoro T3 B KamubGpartopax, rae B — cpegnee 3HaueHue
ONTUYECKON TUIOTHOCTU B JIYHKAaX, COJEPAIIUX KaTUOPOBOYHBIE WM HCCIIETyEMBbIE
npooOsl, B0 — cpeaHee 3Haue€HHE ONTUYECKON IUIOTHOCTH B JIYHKax, COJEpXKalUX
Kamu6parop 0. Logit (B/B0) paccuutsiBaetcs kak LN((1-B/B0)/(B/B0)).

KoHTposibHasi CHIBOPOTKA CIYXKUT JJisi MPOBEPKU TOYHOCTU U JIOCTOBEPHOCTH
pe3yabTaToB. [lomydeHHble BeTWYMHBI KOHIIEHTpanuii cBoboaHoro T3 B oOpasmax
CUMTATh JIOCTOBEPHBIMH, €CJIM BBIYMUCICHHOE MO KaJTuOPOBOYHOMY I'padUKy 3HAUYCHUE
KOHIIEHTpaluu CBOOOJHOTO T3 B KOHTPOJIbHOW CBHIBOPOTKE IMOMAJAET B MPEICIbl,
yKa3aHHbIE Ha dTUKETKE (pIaKoHa.

Konuenrparust cBobomHoro T3 MokeT OBbITh yKa3aHa B Pa3HBIX €IWHHUIAX
u3Mepenus. i 3Toro Heo0X0AMMO UCTIOB30BaTh CIAEAYIOMUE (POPMYJIbI Tepecuéra:

mMoab/1 X 0,651 = nr/mun; /Mt x 1,536 = iMoab/m.

MeTtoabl MaTeMaTHYECKON 00padOTKHU pe3yibTaTOB

[Ipu yudere pe3ysbTaTOB C MOMOIIBK BCTPOSHHOTO WJIM BHELIHETO MPOrPAMMHOTO
oOecrieueHust cueKTpo(oToMETpa PEKOMEHIYETCSI UCIOJIb30BATh CIIEIYIONINE METOIbI
MaTeMaTH4eCKoi 00pabOTKH pPe3yIbTaTOB:

PexomenayemMbie MeTOAbI MATEMATHYECKOMN
Mapka cuekrpodgoromerpa

00padoTKH
Statfax 2100, 3200 Linear regression B koopauHarax Logit-Log
Tecan Sunrise 4 parameter Marquardt
Bio-Rad 680 4 PL-Cook-Wilkenson

He PECKOMCHAYCTCA aBTOMaTHUYECKUMN pacucT

Multiscan EX N
KOHIICHTpALIMKU HA PUAEPE

XI1.OTPAHUYEHUSA TECTA

e 3aKJIIOYCHHE O KIMHUYECKOM JMarHo3e HE MOXKET OBbITh OCHOBAHO TOJIbKO Ha
pe3yJibTaTax JaHHOTO TecTa. B JMarHOCTUYECKHX WENAX PE3YJIbTAThl JIOJKHBI
00513aTENIbHO HCIOJb30BAThCS B COUYETAHWU C JIPYTUMH JITAHHBIMU: CHMIITOMAMU,
oOl1el KIMHUYECKON KapTUHOM, pe3ysibTaTaM1 UCCEA0OBAHUS IPYTUMH TECTaMHU.

e Pa3zHooOpa3Hble JieKapCTBa, KOTOPbhIE MOTYT IMOBIMATH Ha CBsI3bIBaHHE T3 ¢
OeIKaMU-HOCUTEIAMU TUPOUJIHBIX TOPMOHOB WJIM HA UX META00JIM3M, 3aTPYAHSIOT
WHTEPIIPETAIIMIO  PE3yJbTaTOB TeCcTUpoBaHWs Ha T3cBoOoasbii. Crydau
CephEe3HBIX HETUPOUAHBIX 3a00neBannii (HT3) Takke MOTYT BBI3BIBATH CIIOKHOCTH
B OILICHKE PE3YJbTaTOB OMpejaeieHus cBoOogHoro T3. B 3Tux ciaydasx MOXKET
OBITH peKOMEH10BaHO uccieaoBanue Ha TTT .

e B penkux ciaydasx, TaKuX Kak HacJIEJACTBEHHAs aabO0yMHH-HEIOCTaTOYHAS
TUIIEPTUPOKCUHEMMUS, TMPSAMOE HCCIeqOoBaHMEe 13 MOXKET JaBaTh HEBEPHBIC
pE3yJIbTATHI.

e [[upkynupyromue anturtena K T3 MOryT BIHSATh Ha PE3YJIbTaThI TECTA.
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.CPOK I'OJHOCTHN. YCJI0OBUs XPAHEHUS n
TPAHCIIOPTUPOBAHUA

Cpox roanoctu 18 mecsineB. YCI0BUSI XpaHEHUSI U TPAHCIOPTUPOBAaHUS Habopa
peareHToB, YCIOBHS U CPOKH XpaHEHMs pabouMX pacTBOPOB, HEHMCIIOJIb30BAHHBIX
peareHToB yKa3aHbl B Ta0uIIe 4.

TpancnopTupoBaHue U XpaHeHHe HaOOPOB JOJKHO ITPOBOJAUTHCS B COOTBETCTBUM
c CIT 3.3.2.1248-03.

TpancropTupoBath HAOOpHI CIEAYyET KPBITBIM TPAHCIOPTOM, C COOJIFOJCHUEM
TEMIIEPATYPHOTO PEKHMa, YCTAHOBIEHHOIO HW3TOTOBUTEJIEM, B COOTBETCTBUHU C
YCTAHOBJICHHBIMHU TpaBUjIaMU TepeBo30K. Habopbl, TpaHCHIOPTUPOBAHHBIE C
HapyLICHUEM TEMIIEPATYPHOTO PEKUMA, MPUMEHEHUIO HE TTOJJICXKAT.

HaOopel, XpaHuUBIIMECS C HApyUIEHUEM PErJIaMEHTUPOBAHHOTO PEXKHUMA,
MIPUMEHEHUIO HE MOJIJIekKaT.

Taomuna 4

13.1

Yci0Busi XpaHeHHs1 HA00Opa peareHToB

XpaHHUTh B CYXOM, 3AIMIIEHHOM OT CBETa MecTe Ipu Temmeparype oT 2 a0 8 °C B
TEYEHUE YCTAaHOBJICHHOTO CPOKa TOJHOCTU. 3aMOpakMBaHUE He jaomyckaerca. Habop
pEareHTOB C UCTEKIIUM CPOKOM FOJTHOCTH MCHOJIb30BAHUIO HE MOJICKHT.

13.2

Y cJI0BHSI TPAHCIIOPTHPOBAHMS Ha0opa peareHToB
pu Temreparype ot 2 1o 8 °C
npu Temreparype ot 9 o 25 °C \ He Oosiee 10 cyT

13.3

YcioBusi 4 CPOKHU XpaHeHHUsI pado4YuX PacCTBOPOB

(xpanums 6 uucmotui, NIOMHO 3aKPLIMOL EMKOCIU, 8 3AUWUWEHHOM O C8ema mecme)
. npu Temneparype ot 18 o 25 °C He 6onee 14 cyr

Pabouuii [1P -

npu Temneparype ot 2 1o 8 °C He Oonee 28 cyT

13.4.

YcJI0BUSI M CPOKY XPAHEHHMS HEMCIIOJIb30BAHHBIX PeareHToB Ha0opa nocJjie BCKPbITHS

XpaHuTh B CyXOM, 3alMIIEHHOM OT CBE€Ta MecCTe npu Ttemmeparype oT 2 no 8 °C.
3amMopaxuBaHHUE HE JOMYCKaeTCsl.

[locne BCKpBITHSI  HEUCIOJIL30BAaHHBIE | B TEYEHUE  CpOKa
crpunbl  IMMyHOcopOeHTa 0€3 paMKu | TOJHOCTH Habopa
MOMECTUTh B (DOJIBTUPOBAHHBIN MAKET | pEareHTOB.

(He ynamsisi cuiMKarenb!) W THIATEIBHO
NMmyHOCOpOEHT repMETU3UPOBaTh. /{151 3TOro Kpau nakera
CIIEAYET CBEPHYTh 2-3 pa3a U MOMECTHUTH
(GONMBTUPOBAHHBINA TMAKET CO CTpUNIAMU
B TOJIMATUJICHOBBIM MaKeT C 3aMKOM

Zip-Lock.
@akoHbl IJIOTHO 3aKPbITh BUHTOBBIMH | B TEYCHHE CpoKa
[1P, Cron-peareHT | KpbIlIKAMA W XpaHUTh B YIAKOBKE | TOAHOCTH HAOOPA.
ITPOU3BOJIUTEIIS.
Kamubpatopsr  0-4, | ®nakoHbl MJIOTHO 3aKPbITh BUHTOBBIMU | B TEUEHUE 2 MECSIIEB.
Konsbtorar, KC, | kpplllIKaMX ¥ XpaHUTh B YIIAKOBKE
TMB-Cy6ctpaTHblii | MPOU3BOAUTENS.
pacTBop
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XIV.TAPAHTUMHBIE OBSI3ATEJIBCTBA

[IpousBoauTenr  TapaHTUPYET  COOTBETCTBHUE  BBIMYCKAEMOTO  MPOJYKTa
TpeOOBaHUSIM HOPMATUBHON U TEXHUYECKOW TOKYMEHTAIIUH.

be3omnacHocTh M KauecTBO HabOpa peareHTOB TapaHTHPYIOTCS B TEUCHHUE BCETO
YCTAHOBJICHHOTO CPOKa T'OJTHOCTH.

["apanTun npeanpusATUS-U3TOTOBUTENS HE PACIPOCTPAHSIOTCS NPU HAPYUICHUH
YCIIOBUM XpaHEHHUS M TPAHCIOPTUPOBAHUSA, a TaKXKe B Cilydyae HECOOIIOJICHUS
WHCTPYKIIUH 110 IPUMEHEHUIO.

Pexnamanuy Ha crienuduueckrue U (PU3MYECKHUE CBOMCTBA HAaOOpa HANpPABIATH B
aapec npennpusatug-uroropurenss — OO0 «HIIO «/luarHocTudeckue CUCTEMBI»
Poccus, 603093, r. Hwxuuit Hosropon, yn. f6moneBas, a. 22, Tten./daxc:
(831) 434-86-83, 467-82-15 wmu Ten.: (831) 434-97-12. E-mail: help-ds@npods.ru,
info@npods.ru, www.npods.ru.

I[J'Iﬂ MNpOBCACHUA PACCIICAOBAHUA U ITOJIYUYCHUA 00BEKTUBHBIX BBIBOJOB IIO

3asBJICHHOM peKiIaMaliun HGO6XOI[I/IMO MpcaoCTaBJICHUC!

1. pexnamanroHHOTro HaboOpa,
2. 0o0pa31oB IJ1a3Mbl/CHIBOPOTKH MAIUCHTA,
3. TPOTOKOJIOB HCCIEIOBaHUM C yKa3aHMEM cepuu Habopa peareHTOB,

IMPOU3BOAUTCIIA U CPOKOB I'OAHOCTH.

XV.OBPbACHEHHUE UCITOJBb3YEMBIX CUMBOJIOB

VD

Cpok TOJHOCTH (mara
UCTEUCHHSI CpOKa TOJHOCTH B
¢dopmare YYYY-MM-DD)

MemuuuHacKkoe — u3aeinue A g
JIIMATHOCTUKH IN VItro

OO0Oparurech K HHCTPVKIIMAU I10
N3roroBureiin D:l: p pyKn
MIPUMEHEHUIO
Homep mo kaTanory f TeMmepatypHbIii qUamna3zox

< |F Kk [

CoaepumMoro JIOCTaTOYHO IS Sz .
e He pomyckate BO31€HMCTBUA
MPOBEJICHUS N-KOJIMYECTBAa TeCTOB | AN

N B | COJHEYHOro cBeTa
(KOJIMYECTBO OMPEACIICHHUI)

i

LoT| | Kox maptuu (HOMEp CEpHH) T bepeus oT Bi1aru

Baumanue

Hata m3rotorienus (YYYY-MM)
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IMpusoxenue
CXEMA AHAJIN3A

ITo 25 mxn Kanu6patopor u KC B 1ByX MOBTOpax;
BHecTHn

[To 25 MK uccnemyemMbIXx 00pa3iioB B IBYX OBTOpaxX

I[To 100 mxin Kowbrorata BO BCE JYHKH, KPOME JIYHOK C
BHecTHn

KOHTPOJIEM TMBb-Cy06ctpaTtHoro pactsopa
WHKyGHpOBATEH 60 MuH, KOMHaTHas TemIeparypa, meikep (ot 500 mo 800

00/MUH)
IIpoMbITH IUIAHILIET 5 pa3, He menee 300 mxu1 pabouero I1P.
BHecTHn ITo 100 mxn TMB-CyOcTpaTHOro pacTBopa BO BCE JTyHKH
NuxyOupoBaTh 20-30 MuH, B TEMHOTE, KOMHATHAs TEMITEpPATypa
BaecTHn ITo 150 mxir Crom-peareHra
BeTpsaxHyTh 5-10 cexyHn
Yuer pe3yabTaToB 450 um
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