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Tecr-cucrema ans|Kaprpuaku CD4 — aBTOMaTHYeCKHe HMMYHOJIOTHYECKHE TECTbI, MPeIHA3HAYEHHbIE K
1 |aBTOMaTHYECKOrO MCIOJIb30BAHUIO € (nyopecueHTHbIM  aHANMM3aTOPOM , MWIs  OGBICTPOro
nojacyera CD4|konnuectBenHoro usmepenus invitro CD3+/ CD4+ T-knetok (T-XenmepoB) B
AHTUTE€HHBIX KanWUIPHOW W/ BEHO3HOM LIEILHON KPOBH .
MapKepoB T-|{I[TpuHumn Tecra
JUM(pOLIUTOB Ha|KapTpuikel OCHaLIEHBI yCTpolicTBOM Aist 3a6opa 25 puL obpasua u COmEpKUT cyxue
MOPTATHUBHOM peareHTbl, HeOOXOAMMblE IS  BLIMOJHEHMss Tecta. JUIsl CHIKEHHA PHCKOB
LUTOMETpE. 100{koHTOMMHaUMK aHanu3aTopa M Apyrux o0pasuos, kapTpumku CD4 u obpasipi
KapTpuKei B|HMKOr/la HE KOHTAKTHPYET ¢ KaKWMU-1u00 4acTAMHU aHanu3atopa . [lociie BcTaBku
WHIMBUIYaJIbHbIX KapTpu/ka B aHaJW3aTOp CHavaja oOpa3el MNepUCTaJbTUYECKUMU [IBMIKEHUAMU
ynaKoBKax. TPAHCMOPTUPYETCS ~ BHYTPH  KapTpumka B  MHKYOAUMOHHBIW  OTCEK, rie
B3aHMOJCHCTBYeT €O  CHEUM(MUECKMMH  QHTUTENAMH, MEYEHHBIMH  JBYMS
(pryopecUeHTHBIMM  KPAaCUTEJISIMH, HCIyCKAIOWIMMK CBET DA3IMYHbIX JUIMH BOJIH
(xpacutenb! u kpacurens 2).
Vnakoska kaptpumkeit CD4 conepxar:
* 100 kapTpuaKeil B MHAMBUIYAJIbHBIX ATFOMHHEBBIX
yNaKoBKax 13 (posbru
* | MHCTPYKUMIO-HIUIIOCTPHALIMIO 3a00pa 00pa3La B KapTpULK
2 |KoHTposIbHBIH  Ha0Op|KOHTPO/IbHbIE KAPTPUIKH C  (lyOpPeCLeHTHBIMUMUKPOTPAHYIaMU ISl M3MEpEHHs!
KapTpuIKei IUTs1| HOPMaJIbHOTO W HU3KOro ypoBHs CD4
M3MEpPEeHHUs
HOPMaJIbHOTO "
HU3KOro ypoBHsi CD4
Ha MOPTaTHBHOM
LMTOMETpE
HaGop pearexros as|/lns BbisBieHns v konuyecTBeHHoro onpenenenns PHK Bupyca ummyHoneuuuta
3 |KOJMYECTBEHHOIO desioeka tuna | (BHUY-1) B nnasme kpoBu, Biitouasi Bbiaenenne PHK w3 niasmbl
OrnpeaeseHusl PHK|nepugepnyeckoii kposu, npoeaerue peakunn obpatHoit tpanckpunuuu PHK, TTL[P-
BUpYyCa amminpukaunn kAHK wu nerekumo npomykroB [MLIP-ammindukaunn B pesxnme
MMMyHoOae(ULIMTa «peaJbHOTO0 BPEMEHM).
yenoBeka  tuna | {BO3MOKHOCTB MCMONBb30BaHKS BHYTPEHHErO KOHTPOJIS Ha BeeX aranax ITLIP ananmsa,
(BHUY-1) B{HaUYMHas C BbIACIECHUS HYKJIECHHOBBIX KHUCJIOT.
KJIMHUYECKOM Hanmuuue komnnekra pearentos mns Bbigenenuss PHK u3 kinHudeckoro marepuana.
marepuane  MeTonoM| BO3MOXKHOCTL HCMONb30BaHMs COPOLMM HA CHIMKarelle WM TpeuunuTata. Bce
NOJMMEPa3HO KOMMOHEHTbI Habopa roToBbl kK paboTe U He TPeOYIOT BOCCTAHOBIICHHS.
UenHoi  peakunn  c|Hannune nM3MpylOLIEro pacTBopa, He MeHee 3-X pacTBOPOB [AJii OTMbIBKHM, COpOeHTa,
rubpuansaunonHo-  |Gyepa s smouun. Hammuke KOMIUIEKTa peareHTOB Uisi TPOBEAEHHS peaKiuu
(uryopecueHTHOM obparnoit Tpanckpunuun PHK wu [MUP-ammumdukanuu xJHK. Hanmune DTT
netexunei(48 onp)  |nmodunnzuposantoro, TM-Peseprassl. OT-TTLIP-cmech-1 He fomkHa GbITH packanana
no npobupkam. Hannune TaqF-nonumepasel wisi OpraHu3auuu roOpsA4ero CTapra.
Hanuuue xommnuexkra JIHK-kanubGpatopoB. Hamuuue KOMIUIEKTOB KOHTPOJIBHBIX
oOpasuos sTana Boiaenenus — [KO e menee 2-x, BKO, OKO.
['otosbie TTLIP-cmMecu 10/KHBI UMETh CPOK FOAHOCTH PaBHbIN CPOKY FOAHOCTH TECT-
cucrembl. KosnuectBo TectoB He MeHee 48. OcTaTOUHbIN CPOK FOAHOCTH He MeHee 10
MECALEB.
Hns ananns BKO ucnonb3yercs merka FAM, st ueneBoit muwenu metka JOE.
Tecr-cucrema BKIHOYAET pacyeTHYIO MPOrpaMMy Ha JAHMCKE Il HOpPMalM3allyH
kosmuectsa PHK BHUY na BKO..
Tecr-cucrema Meton oripe/esieHust OCHOBaH Ha HEMPAMOMABYXCTaAMHHOM TBepaodaznom UDA.
4 |ummyHodepmenTHas |Ha nepsoii cramun MDA ananusupyembie W KOHTPOJNbHbIE 06pasibl HHKYGHPYIOT B
JUIS BbISABJICHUS |JlyHKaX, COJAEepKallMX pekoMOMHaHTHble aHTUreHsl (core, NS3, NS4, NS5) BI'C,
AHTUTE]l K  BHMPYCY|XapakTepHble 1Jis reHOTUIoB 1, 2 u 3.

renatuta C 96 onp

[lpu Hannuum B aHanusumpyembix oOpaszuax crneudduyecknx anturen k BI'C
MPOMCXOAMT HX CBs3bIBAHME C AHTUIEHaAMHM Ha TBepHoi ¢ase ¢ obOpasoBaHHeEM
UMMYHHbIX KOMIUIEKCOB «aHTUI€H-aHTHUTEJNION.

Ha Bropoii cranun MDA, nocne vHkybaunu v yaajJeHUs HECBA3aHHBIX KOMIOHEHTOB
aHalM3upyeMbiX 00pa3loB, B JIyHKH [00aB/SIIOT pacTBOp KOHbIOrata (CMech
MOHOKJIOHQJIbHBIX @HTUTEJ MBIIIKM K HWMMYHOTJI00yiauHaM kiacca G yesioBeka,
KOHBIOTMPOBAHHBIX € MEPOKCHAA30# XpeHa, U MOHOKJIOHAJbHBIX AHTUTE] MBILIHM K
MMMYHOTI00y/IHHaM kjacca M yesioBeka, KOHbIOTMPOBAHHbIX C MEPOKCHAA30H XpeHa),

e Y o



KOTOPbIH BbIABJIAET KOMIUIEKCh «@HTUI€H-aHTUTENION.

[Tocne wuHKkyOGauMu W ynajleHMs pacTBOpa HECBA3AHHOTO KOHBIOraTa CBSI3aHHbIH
KOHBIOTaT BbIABJIAIOT, 100aBIIsAs B JIYHKH PaCTBOP XPOMOTeHa.

Peakuuio octanaBnuBaioT «Ctom-peareHTomM». Ha crnektpodoromerpe usmepsioT
MHTEHCHBHOCTh OKpAalIMBaHWsA pacTBOpa B jyHKax «MmmyHocopOGeHTay». Uem Bbilue
coaepkanue aHtutes Kk BI'C B ananuszupyembix o0pa3uax, TeM HHTEHCHBHEE OKpalleH
pacTBop.

cucTema MpeaHa3HaueHa Ul Py4YHOM MOCTAaHOBKM aHaiu3a Ha 96 ompeneseHHH,
BKJIFOUAsi KOHTPOJIbHbIE 00pa3Libl.

[Ipy nccnenoBaHuy HeGOIBLIIOrO KOJMYECTBA AHATM3UPYEMBIX 00Pa3sLOB BO3MOXKHO
MPOBENAEHUE OTIAE/IbHBIX HE3aBUCHMBIX TocTaHOBOk HM®PA ¢ ucnosb3oBaHHEM
HE00X0AMMOro konnuecTa cTpunoB «MimmyHocopOeHTay.
PekomeHayeTcs  MCrosnb30BaTh Al CKPUHHMHra  (IepBUYHOM
nuardoctuku) BI'C.

Jl1s aHann3a MCroJb30BaTh aHAIU3UPYyeMble 00pa3Libl KaK CBEXKEIPUIOTOBJIECHHbBIE, TaK
U XpaHuBLIKECS He Gosiee ceMM CyTOK npu Temneparype ot 2 a0 8 °C winu He Oosee
LIECTH MecaLeB npu temneparype munyc 20 °C.

O6bem aHanuzupyemoro obpasua it MPA nosmken ObiTh He MeHee 40 MKJI.

[lepen mnpoBeneHHeM aHalM3a BCe KOMIOHEHTbl Habopa peareHTOB Heo0XO0AMMO
BblaepKaTh He MeHee 30 MuH npu Temnepatype ot 17 mo 27 °C.

[Tepea ucrnosb30BaHUEM COAEPKUMOE Kaxxa0ro (uakoHa (MpOOUPKU) ¢ KOMIIOHEHTOM,
BXOJSILLErO B COCTaB Ha0Opa peareHToB, NepeMeLlaTh.

Hsmeputs OIl pactBopa B JiyHKax Ha CHEKTpO(OTOMETpe WM aHAIU3ATOpPe
ABTOMATHYECKOM B JBYXBOJHOBOM pPE€XHUME: OCHOBHOU (puabtp — 450 HM, pedepeHc-
¢unbTp — B Auanaszone ot 620 no 700 um. domyckaercs uzmepenue OIT npu omgHOM
e BoJHbl — 450 HM. HyneBoit ypoBeHb («Os1aHK») YCTAHOBUTD MO BO3IAYXY.

Bpemsa mexay ocraHoBkoi peakunu v uzmepenuem OIT nosmkHO ObiTh He Gosee 40
MMUH.

HaGop pearenToB xpaHuTh npu temneparype ot 2 10 8 °C B TeueHue cpoka roJHOCTH.
BoszeiictBue temnepatypsl He Bbie 27 °C B TeueHue 10 cytok u He Bbime 35 °C B
TEUEHHE 5 CYTOK HE BJIMACT Ha XapaKTepPUCTUKU Habopa peareHToB.
TpancnoprupoBanue HaOOpPOB peareHTOB MPOU3BOAMTL MPHU TeMmImepaType oT 2 10 8
°C. JlonyckaeTcs TpaHCMOPTUPOBAaHHUE MpU TemrepaType He Bbiuie 27 °CB TeueHue 10
CYTOK, NpH TemmnepaType He Bbilie 35 °C B TeUeHHEe 5 CyTOK.

3amopakMBaH1e HAOOPOB PeareHTOB He 0ITyCKaeTCs.

Cpok xpaHeHus Habopa peareHToB |8 mecsLes.

HaGop peareHTOB ¢ MCTEKIIMM CPOKOM FOJAHOCTH MPUMEHEHHIO HE MOIe-XKHUT.

nabopaTopHO

HaGop  peareHTOB
JUTS BBISBJICHUS
AHTHUTEJ M aHTUreHa
Bupyca renatura C B
CbIBOPOTKE WJIH
niasme KpOBH
uesoBeKa, 2is
MMMYHO(EpPMEHTHOT
0 aHanusa B
MUKPOIIAHLIETHOM
¢dopmare Ha 96
onpeeeHu i

Tecr-cuctema invitro guarHocTuyeckas AJs BbIsIBICHUs aHTUTEN W aHTUreHa BI'C B
CbIBOPOTKE MM IJa3M€ KpOBHM YeJOBeKa B MHUKpoIulaHmeTHoM (opmare (1
MUKPOIIaHILET Ha 96 TeCTOB, CTPUIOBAHHBIN 110 § 1yHOK). UyBCTBUTEIBHOCTH MEHEE
60 nr/mia. Crneunu4HOCTb HA JOHOPCKOM KOHTHHTeHTe He Hike 99,9%. O6bem
ueeaeayemoro obpasua, He 6osee S0 M. CymmapHoe BpeMsi MHKyOauuu He Gonee 2
yacoB. LlBeroBas koaupoBKka peareHTOB. BusyanbHas M cnekTpooTOoMeTpHuecKas
Bepu(MKaLMs BCeX ITaroB MpOBeAEHMs aHanu3a Ha Bcem crnektpe pH obpasua.
HaGope! a0skHbI ObITh a1aNTHPOBAHBI K PYYHOM MOCTAHOBKE aHAIM3a.

Cpok roAHOCTH peareHTOB Ha MOMEHT MocTaBKM: He MeHee 9 mec. Hanuuue
MHCTPYKLIMM MO MPUMEHEHUI0O Ha M pyccKoM s3blke. Hanmuuue peructpauuu B
Pecny6auke Kazaxcran

HaGop  pearenToB
s
MMMYHO(EPMEHTHOT
0 omnpeie/eHus!
MOBEPXHOCTHOTO
aHTUreHa HBsAg
BUpyca renatuta B

MeTton onpeneneHus OCHOBaH Ha TBepAO(a3HOM MMMYHO(DEPMEHTHOM «COHABHY»-
aHajuse ¢ npumeHeHuem aHtutes kK HBSAg, KoHbIOrata MOHOKJIOHAQJIBHBIX U
MOJIMKJIOHAbHBIX aHTUTesl K HBSAg ¢ OuoruHoM (koHbrorar Nel) W koHblOTaTa
CTpenTaBUAKMHA C MepOKCHAa30i XpeHa (KoHbroraT Ne2).

Ha nepsoii craaznn MDA cbiBOpoTKy, Mmiasmy KpoBH, MpenapaTbl KpoBH (Iajiee o
TEKCTYy — aHaJu3upyemble 00paslibl) M KOHTPOJbHblE 00paslpl MHKYOUpYyIOT ¢
antutesamn k. HBsAg,  copOupoBaHHBIMM  Ha  TOBEPXHOCTH  JIYHOK
«HMmmyHocopOeHTay, u koHbtoratom Nel. [Tpu Hanu4yuu B aHanuzupyemom obpasie
HBsAg npoucxoaut o6pazoBaHue KOMIUIEKCA «AHTUTEJIO-aHTUTE€H-KOHBIOTATY.
[Tocne wuHkyOauuu aHanu3upyemoro oOpasua M KoHblorata Nel B JIyHKH
«HMmmyHocopOeHTay 100aBiISOT KOHBIOraT Ne2, KOTOpPbIM BBIABIAET KOMILIEKC
«aHTUTEJIO-aHTUTE€H-KOHBIOTaTy.

[Tocie ynaneHus HecBA3aBLUMXCA KOMIIOHEHTOB —aHalu3upyemoro obpasua,
KoHbtorata Nel u KoHbtorata Ne2, cBsizaBLIMICSA KOHbIOraT Ne2 BbISIBJSAIOT, 100aBJIsis
B JIyHKH «MIMMyHOCOpOEHTa)» pacTBOp XpOMOreHa.

Peakuuio ocranaBinBatoT « CTOM-peareHToM.

VIHTEHCHBHOCTb OKpalUMBaHMs pacTBOpa B JlyHKaX «MMMyHocopGeHTa» W3MepsIoT ¢
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MCMOJIb30BAHKEM CIIEKTPO(DOTOMETPA BEPTUKATLHOTO CKAHUPOBAHHUSI.

Conepxanne HBsAg B aHanuzupyemom obpasLue MponopUHOHAIbHO HHTEHCHBHOCTH
OKpacKu pacTBopa.

O6bem ananuzupyemoro obpasua ais MDA nomkeH 6biTh He MeHee 100 MKJIL.

[lepen nposeaeHMeM aHaiu3a BCe KOMIOHEHTbl Habopa peareHTOB HEOOXOIMMO
BblAEpKaTh He MeHee 30 MuH npu Temnepatype ot 17 no 27 °C.

[lepen wucnosbzoBaHueM colepkumoe (IakoHOB (MPOOMPOK) C KOMITOHEHTAMHU,
BXO/ALUMMH B COCTaB HAOOpa PeareHToB, MepemMeLlaTh.

Msmepute OIT pactBopa B nyHkax «MmMyHocopOeHTa» Ha criekTpodoTomMerpe Hiu
aHaJIN3aTOpe aBTOMATHYECKOM B JIBYXBOJIHOBOM pE€XHMe: OCHOBHOH ¢uibTp — 450
HM, pedepeHc-GpuabTp B auanasone ot 620 go 700 um. Homnyckaercs usmepenue OI1
npu 0AHOH JnHe BosiHbl — 450 HM. HyneBoil ypoBeHb («OJiaHK») yCTAaHOBHTH IO
BO3/yXY.

Bpemsi mexay ocranoBkoil peakunu n usmepenueM OIT nomkHo ObiTh He Gosee 40
MMUH.

HaGop peareHtoB XxpaHuTb npu Temmnepatrype oT 2 go 8 °C B Te4yeHHe Cpoka
rogHocTy. Boszeiictue TemnepaTypel He Bbile 27 °C B TeueHue 10 cyTok He BIuUseT
Ha XapaKTepUCTUKKM Habopa peareHToB.

TpancnoptupoBaHre HaOOPOB PeareHTOB MPOU3BOAMTH MpPU Temmneparype oT 2 10 8
°C. JlonyckaeTcsi TpaHCIIOPTUPOBAHWE MpHU Temneparype He Bbile 27 °CB TeueHue
10 cyTok.

3amopakMBaH1e HAOOPOB PeareHTOB He JOIYCKaeTCs.

Cpok rosHocTu Habopa — 18 MecsLeB co IHs BbIIyCKa.

Ha6op peareHToB
s BbisBiieHuss HBs

Tect-cuctema invitro auarHoctudeckas ass BbisiBaeHus: HBs aHTHreHa B CHIBOPOTKE
WK TJ1a3Me KPOBH 4€J10BEeKa B MUKPOIUIaHIIETHOM (opmare (1 Mukporuianier Ha 96
TECTOB, CTPUMOBaHHbI 1O 8 usyHOk). YyBcTBUTENbHOCTH MeHee 60 nr/mi.
Crneun(puyHOCTb Ha JOHOPCKOM KOHTHHIeHTe He HIke 99,9%. O6bem KcciieayeMoro
obpasua, He Gonee 100 mka. CymmapHoe Bpems HMHKyOGauuu He Gosiee 2 4acos.
L[BeToBas KOAMpPOBKAa peareHTOB. BwusyanbHas U cnekTpodoToMeTpuueckas
Bepv(MKaLMs BCeX ITanoB NpoOBEAEHMs aHanu3a Ha BceMm cnektpe pH obpasua.
HaGopbl a0mKkHbl ObITH aJanTHpOBaHbl K PY4YHOM mMocTaHoBke aHanm3a. Cpok
rOJAHOCTH PEAareHTOB Ha MOMEHT MOCTaBKU: He MeHee 9 mec. Hanuuue MHCTPYKLUH
no MNPUMEHEHHIO Ha pycckom sA3bike. Hamuuuwe peructpauun B PecryGnuke
KasaxcraH.

aHTHIeH B
CbIBOPOTKE WITH
niasme KpOBH
ueJloBeKa, s
MMMYHO(pEpPMEHTHOT
0 aHanuza B
MHKPOTUIAHILIETHOM
¢opmare Ha 96
onpeaesIeHuH

HaGop peareHToB st

MMMYHO(EpPMEHTHOTO
BbISIBJICHUS
CYMMapHbIX ~aHTHUTeJ
k Treponema pallidum
PYYHBIM METOOM.

96 omnp

Habop peareHToB npeaHasHayeH AJs UMMYHO(MEPMEHTHOTO BBISBICHHS CyMMapHbIX
anruren (IgM, 1gG, IgA)) k Bo30yauTento cuduica B CbIBOPOTKe (M1a3me) KpOBH H
JIMKBOPE Y€/IOBEKAa M PEKOMEHAYEeTCs AJisi MaCCOBOrO CKPUHMHIA KPOBHM HA CTAHLIUSX
nepeuBaHus KpOBU M [UIS AMArHOCTHKKM CHUINCA KaK COCTaBHAs 4acTb KOMIJIeKca
ceponornyecknx peakunit. «Conasuun-papuant MDA, ogHoctaauiinelil. He tpebyetcs
NpeABAPUTEbHON  MPOMBIBKM  IJIAHLLETOB. KonuuectBo onpenenenuit 96
(12x8)dopmar nuaHwera cTpunupoBaHHblii. OO0beM ucciexyemoro obpasua He Gosee
10 mkn. OObemMHOe paBeHCTBO KOHTposieit U oOpa3uoB. BHeceHne oOpa3LoB B Cyxoi
riadwer.  Bpemsa peakuun He Gomee | uac 25 muH. Hanuuwe: mieHku mis
3aKjeMBaHWs IUIaHLIETa, MakeTa JUld I[UIaHIIeTa TUma "3uM-Jok", BaHHOYEK Julsl
peareHToB, HAKOHEYHMKOB JUI MHMETOK, YHU(HULUPOBAHHBIX HECMNeLUU(PUUECKUX
komnoneHtoB ®Ch-T, CBP,TMB, cton-peareHTa, perucTpalliOHHOTO YA0CTOBEPEHHSI.
Cpok roanoctu 24 mecsaua. Bo3amMoKHOCTb TPaHCIIOPTUPOBAHUS MPU TeMIeparype 10
25°C ne Gosee 10 cyT. [ToaxoauT 11sl MOCTAHOBKH PYYHbIM METOLOM.

TecT-cucrema JInt|
BbISIBJIEHMSI
MOATBEPIKIACHUS
CYMMAapHbIX aHTHUTEJ
K Treponema Pallidum
96 onp

=

Tecr-cuctema a5 BbIABIECHHS W MOATBEPKAEHUs CyMMapHbIX aHTUTea K Treponema
Pallidum, anantupoBaHHble K MCMOJb30BAHUIO B KayecTBe OMOOOpasLa - Cyxoil Kariu
KanuwuiaspHoi KpoBH. OCOOEHHOCTBIO TaKKe SBJIAETCS MCIOJIb30BAHUE B aHaIU3e
PEKOMOMHAHTHBIX MEYeHbIX WM HemeueHbIX OesnkoB TpNI1S, TpN17 u TpN47.
4YyBCTBUTEJIbHOCTb 3TOH TECT cucTeMbl cocTaiseT: - 100%, cneuupuuHocTs - 99%.
96 onpe/eneHnii CTPUHUPOBAHHbIH MuaHweT. [ py4HO MOCTAHOBKH aHAIN3A.

BHyTpunabopaTopHbl
i koHTposib HBsAg,
coaepxawmit  HBs-
AHTHUIEH Ul OUEHKH
BOCIMPOU3BOIUMOCTH
BbISBJICHUS HBs-
antureHa.BJIK  HBs
Ag

Buytpunaboparopusiit koHtpoas HBsAg, comepxamuit HBs-aHTureH mis oueHku
CXOAMMOCTH M BOCMPOM3BOAUMOCTH HCClENOBaHUN MO BbisiBIeHHIO HBs-aHTureHa.
Komniekr Habopa He meHee 24 (akoHOB JIMOQUIBHO BbICYLIEHHOW CBHIBOPOTKH,
coaepxkaiieit HBsAg. O6bem BocCTaHOBJEHMSI CbIBOPOTKM He MeHee 0,5 wmi.
Jonyckaercs TpaHcnopTupoBka npu temi. 10 25°C ne 6osee 10 cyr. Cpok roaHoCTH
5 net. BoccranosneHuslit BJIK-HBsAg xpanurcs npu temmn. (2-8)°C B Teuenue 24 4,
npu  temn.mMuHyc  (20£2)°C  go 14 cyr. [lomyckaercsi  OQHOKpPATHOE
3aMOpa)KMBaHHEe/OTTauBaHUE BOCCTaHOBJIEHHbIX 06pa3Los. Hanuuue
PEruCTPaLMOHHOTO YAOCTOBEPEHHUSL.

11

BuytpuiaabopatopHsl
i KOHTPOJb  AHTH-
BEEC: CeIBOpOTKA,

HaGop "BJIK  antu-BI'C" npeaHazHayeH Al  OLEHKHM  CXOOUMOCTH H
BOCIPOM3BOAMMOCTH Pe3yJIbTaTOB MCCJIEA0BaHWH 10 BbisABAeHHIO aHTH-BI'C B

nabopatopusx. Kommiekt HaGopa He meHee 24 (iakoHa J1MO(UIbHO BbICYLIEHHOM
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coaepxailas
aHTUTEeNa K Trenaturty
C, s OLIEHKH
BOCMPOH3BOAUMOCTH
BbIABNEHHUS AHTHTEN K
renatuty C.BJIK anTu
BI'C

CbIBOPOTKH, coaepxailed aHTH-BI'C. O6beM BoccTaHOBNIEHHS! CHIBOPOTKH HE MeHee
0.5 ma. Bo3MOXHOCTb TpaHCMOPTHPOBaHUs Npu TemnepaType 10 25°C e Gomee 10
cyT. Cpok roaxoctu 8 net. BoccraHoBnenubiit BJIK xpanures npu temm. (2-8)°C B
TeueHue 14 cyt. unn npu Munyc (20£2)°C B Teuenme 2Mec. JonyckaeTcss OIHOKpaTHOE

3aMopaxuBaH “e/oTTauBaHie
PErHCTPALlHOHHOIO Y A0CTOBEPEHHA

BOCCTAHOBJICHHBIX Hanuune

06pa3uos.

12 \nmmyHoxpomarorpad |1.HasHauenue Tecta: s ONHOBPEMEHHOro BBIABIEHHS aHTHreHa BUYI p24 u
wueckuit  okcmpecc-lanturen k BUY-1, BUY-2 1 BUY-1 rpynnbl O (4 nokoneHHe IKCMPECC-TECTOB) B
TeCcT AN CBIBOPOTKE, NiasMe , M LCJIbHOM KanuuIApHOH W BEHO3HOM KPOBH YeJIOBEKa
OJHOBPEMEHHOI0 2. IMpuHuun metona IMMyHoXpomatorpaduueckuii, ¢ MCMONIb30BAHUEM KOHBIOTATOB C
OMpEeACNICHUA KOJIOMAHBIM CE/ICHOM
aHturena p24 BUY u|3. Onpenensembiii nokasarenb ONHOBPEMEHHO U Pa3lebHO HA OAHOH TECT-NOJOCKE:
anturen k BUY-1 v 2|nonoca anturena - antured BUU1 p24, nonoca anturen - antutena k BUY-1, BUY-2
manos (BUY-1, BUY-|u BUY-1 rpynnel O
2) B cbiBOpOTKE,|4. Dopmar Habopa - TecT-NoNOCKH, B 3aMHUTHON dobre, 0GbeANHEHHDIE B TECT-KapThl
nnasMe W UebHOWNMo 10 Monocok, AN BO3MOXHOCTH OJHOBPEMEHHON MOCTAHOBKM A0 10 aHanm3os -
KpOBH  uenoseka ¢|BO3MOXHOCTh OTHENEHMS HWHIMBHIYAJbHBIX TECT-TIONIOCOK OT TECT-KapThl JUIA
NPHHAVIEKHOCTAMH, |OCTAHOBKH HHAWBUAYAILHOTO aHAIM3a
(100 Tect-nonocok)  |5. Kosinuectso TecTos B Habope — He MeHee 100

6. [IpoBenenne uccnenosanus (NpH HCMO/B30BAHMK [UIa3Mbl HIIH ChIBOPOTKM) B OJHH
aTan Oe3 npumeneHHs Oydepa wiM Apyrux peakTuBoB Hanumume — omHOCTaIMMHBIHA
IKCIMPECC-TECT _
7. Bpems nposeneHus Tecta, He 6onee 20 MUHYT
8. BO3MOXHOCTb CUMTLIBAHHUS pe3y/ibTaTa, He MEHee 15 MUHYT
9. O6bem obpasua, He Gostee 50 MK
10. AHanuTryeckas 4yBCTBHTENLHOCTD, He MeHee 2 ME/Mi1 p24 Ar
11. YyBcTBUTENBLHOCTD, HE MeHee 100%
12. Cneunduunocts, He menee 1o antureny - 99,76% ITo anTutenam — 99,96%
13. BHyTpeHHMH KOHTPOJb MNpPAaBUILHOCTH NPOBEJEHMS NPOLENYPhl aHanu3a /s
KaXX0T0 TeCTa B Hamu4uu 1)1 Kaxaoro recra
14. 3Kcmpecc-TeCT HAXOAMTCA B CMHCKE MNPEABAPHTENBHO KBATH(HIMPOBAHHBIX
AHarHocTHueckux npoaykros BO3

13 |TecT-cuctema Meton onpeaeneHuss OCHOBaH Ha AByXcTaauiHOM TBepaodasHom HDA ¢ mpu-

UMMYHO(EPMEHTHas

I OHOBPEMEHHOT0
BoisBNeHHs AT «
BHUY1,2 u Al p24 B
CHIBODOTKE,  IUIa3Me

KpOBH 4eJoBeKa MU
npenaparax,

TIPUrOTOBJIEHHBIX W3
KpOBH 4enoBeka,
METOAOM  HENpAMOro
MMMYHO(EPMEHTHOTO
aHanuza (UPA) Ha
TBEpAO(a3HOM

HOCHTEJe B
KJITHHUYECKHX "
3MHUAEMHUOJOTHYECKHUX
MCCNEe0BAHMSAX, a
TakKxe cnyxboi
KPOBHM 480
onpeneneHui

MEHEHHEeM CMeCH PeKOMOWHaHTHbIX aHTUreHoB BHUU-1,2 M MOHOKJIOHANBHBIX YeJo-
BEYECKHUX aHTWTeNl MpoTuB aHTureHa p24 BHY-1, copbupoBaHHOM Ha MOBEPXHOCTH
JIYHOK TUlaHLIeTa, CMeCH MeEYeHbIX OMOTHHOM MOHOKIOHAIBHBIX YEJIOBEHECKUX aH-
TUTEJl NPOTHB aHTUreHa p24 BHY-1 u MeueHbIX 6HOTHHOM peKOMGHHAHTHBIX GENKOB
BHY-1,2 (xonbiorar Nel) ® cTpenTaBuAMHA, KOHBIOTHPOBAHHOTO C MEPOKCHA30M
XpeHa (koHbrorar Ne2).

Ha nepBo¥i cranun ananusa uccnenyemsle u KOHTPOJIbHbIE 06pasLbi MHKYGH-PYIOT €O
CMECbIO  peKOMOHWHaHTHBIX anTureHos BHY-1, BHY-2 W  MOHOKJIOHANIBHBIX
YC/I0BEHECKHMX aHTHTEN NpOTUB aHTureHa p24 BHUY-1, copbuposaHHO! Ha noBepxHo-
CTH NyHOK nnaHwera, ¥ kowbtoratoM Nel. Ilpu wanumumu B uccnenyemom oGpasie
anturen k BUY-1, w/unu BUY-2, w/unu anturena p24 BUY-1 npoucxoaut obpaso-
BAHHE  KOMIUIEKCOB  «AHTHUTEJO0-aHTHIeH-KOHBIOTAaT» HWIH  «AHTUre€H-aHTHUTEJO-
KOHBIOraT».

Ha Bropoi cTaguu aHanuza oOpa3OBaBIUMECH KOMIUIEKCHI BBISBISIOT C [OMO-LUbIO
KOHbrOraTa Ne2.

CesazaBuuwiics kowbtoraT Ne2 BBIABNAIOT, 106aBIIsS B JIyHKH HMMYHOCOPGEHTa pacTBop
XpoMoreHa.

Peakuuio ocTaHaBAHBAIOT CTON-PEAreHTOM.

Ha cnekTpohoTOMETpe M3MEPSAIOT HHTEHCHBHOCTb OKPALIMBAHHA PAcTBOPA B JIYHKaX
uMmyHocop6enTta. Uem Bbllie coaepxanue antuten k BUU-1, wunn BUY-2, wuiu
aHturena p24 BUY-1 B o0pasiie, TeM HHTEHCHBHEE OKpaLleH PacTBOp.

Ilpu wccnenoBanvy HEGOMLUIOrO KOMHYECTBA OGPA3sLOB BO3MOXHO NpOBeNcHHEe 60
HE3aBUCHMbIX MOCTaHOBOK MDA mno 8 aHamu3oB B KaXIOMW, BKIIOYAas KOHTPOJILHbLIE
o0pasLpi.

HaGop pearentos «BHY-1,2-AT/AT», TecT-cucTeMa MMMYHO(EPMEHTHas [UIA
OIHOBPEMEHHOTO BbIABJICHUS QHTHTEN K BHPYCY HMMYHOIS(ULHTA YENOBEKa NEPBOro
u BTOpOro Thnos (BUY-1 u BUY-2) u anturena p24 BUY-1 (nanee no rekcty — HaGop
PeareHToB), NpeaHasHa4yeH A/ BbIABJICHHA AHTHUTEN K BHPYCY MMMyHOAedULHTA
u€a0BeKa nepsoro v 8Toporo Tunos (BMY-1 u BU4Y-2), BUU-1 rpynnel O n anTureHa
p24 BHUU-1 B chiBOpOTKE, N1a3Me KPOBHU YeNOBEKA M NPENapaTax, MPHrOTOBIEHHbIX U3
KpOBH 4€/IOBEKa, METOLOM HEMpAMOro MMMyHodepmeHTHoro ananusa (MUDA) na
TBEpAO(a3HOM HOCUTENE B KIHHUYECKHX M IMMAEMHOJOTHYECKUX HCCIENOBAHHAX, a

4 M/ﬂy@//



TaKxke ciyxk00# KpoBu.

Jlns mpoBeeHHs aHaKu3a UCTI0NIb30BaTh 00pa3ibl 00beMoM 70 MKII.

WU3smeputh Bennundy OIl pacTBOpOB B JyHKaX HMMYHOCOpOEHTa Ha CreKTpogo-
TOMETpE B ABYXBOJHOBOM PEXHMe: OCHOBHON (uibTp — 450 HM, pedepeHc-QpuibTp — B
aunarnazoxe ot 620 1o 700 HM.

Honyckaetcst usmepenue OIT npu 0aHO#M [THHE BOJIHBI — 450 HM.

Hynesoii ypoBeHb («0s1aHK») yCTAHOBUTD M0 BO3AYXY.

Bpems Mexy octaHOBKOW peakunu v u3mepenuem OIT nomkHo ObiTh He Gonee 40
MMUH.

HaGop xpanuts npu temneparype ot 2 °C 1o 8 °C B TeueHHe Cpoka roAHOCTH.
TpaHcrnopTipoBanue HaGoOpoB Mpou3BoAWTbH mpu Temmneparype oT 2 °C no 8 °C.
JlonyckaeTcs TPaHCMOPTHPOBaHHWe Mpu TemmepaType He Bbie 27 °C B Tedyenue 10
CYTOK.

3amopakuBaHne HabopoB He pomyckaercs. Cpok XpaHeHus Habopa 2 roja.
TecT-cucTemMa TNOAXOAMT Ul pyuHo#l rnocraHoBku ananusa!! B naGope 480
onpezeseHnii (5 CTpUIMPOBAHHBIX MIAHLIETOB 10 96 orp)

14 |HaGop pearentoB mnsi|HaGop peareHTOB A1  WMMYHO(EPMEHTHOrO  BbIABJEHHA HMMYHOIJIOOYJIHHOB
uMmmyHodepmenTHoro [knaccoB G 1 M k Bupycy rematuta C npeaHasHaueH Jyis 00c/ief0BaHHA JOHOPOB
BbISIBJIEHUSI KPOBM, OpraHoB, TKaHeil uenoBeka M AU(PepeHUManbHON AMArHOCTHKH BUPYCHBIX
MMMYHOIJIOOYJIMHOB  |F€NaTUTOB.
kiaccoB G u M k|Henpsamoit HPA, merox ABYXCTAAMiiHbIH, C OJHOKPATHOH TNpeABAapUTENbHON
Bupycy renatuta C  |npombiBkoii miaHwera. Konnuectso onpenenenuit 96 (12x8), dopmar miaHumera

cTpunupoBaHHbil. OGbeM  CbIBOPOTKM MM MJasMbl KpoBu He Gosee 40 MKIL
OObeMHOe paBeHCTBO KOHTpoJel 1 o0pa3uoB. CTaHaapTU3aLus YCJIOBUM MPOBEACHUS
(epmeHTaTHBHON peakunu ¢ XpomoreHoM B Tepmoctarte npu 37°C. MuHMMaIbHO®
Bpemsi nposeaenus peakumu He Oosee lu 20 muH. KommuecTtBo mnpoOTOKOJIOB
nposesenus MDA ne menee 4. [IpesycmMoTpeH pacyeT ko3hpduUHeHTa MO3UTHBHOCTH.
Cpok rogHoctu Habopa 24 mec. Hanuuue: ryieHKy 4715 3aK/IeMBaHUA MIaHLIETa, MakeTa
JUIA TUIaHIIeTa TUMa "3un-1oK", yYHU(QULUMPOBAHHBIX HeCTeLM(UUECKUX KOMITOHEHTOB
®CB-T, CBP, TMBb, cron-pearenra, PerucTpauoOHHOrO  YIOCTOBEPEHHS.
B03MOKHOCTb TPaHCMIOPTHPOBaHKs Mpu Temreparype no 25°C ue Gonee 10 cyt. s
PYUHOI MOCTAHOBKH aHAJIU3a.

15 |Tecr-cucrema Tecr-cucTema npeaHa3HauyeHa s KaueCTBEHHOro OOHapyKeHWs W MOATBEPKIACHUA
UMMYyHO(epMeHTHas |aHTuTea Kk Bupycy rematuta C. B cocraB TeCT-CHCTEMbl BXOIAT HECTPYKTYPHbIC
npenHasHauena  is|anturedbl NS3 u NS4 u sinepHblii antured. JluarHoctuyeckas 4yBCTBUTEIbHOCTb TECT-
KayeCTBEHHOr 0 cuctembl coctaiser 100%, aumarHoctuyeckas crneunduaHocts — 99,7% . “Tlepuon
0o0OHapy KeHHus OKHa”, ornpe/e/ieHHblii aHanu30M 11 CepOKOHBEPCHOHHBIX MaHelNeli npu 3ToM paseH 16
aHTHTeN K BUpycy|u 18,2 nHsAM (MeauMaHa U CpelHee, COOTBETCTBEHHO).
renarura C. [Ipy npoBeaeHWM TecTa pa3BeJEHHbIe MPOObI HHKYOMPYIOT B MHKPOJIYHKaX,

MOBEPXHOCTh KOTOPBIX MOKpbITa BBbICOKOOYHIIEHHBIMU aHTUTEHaMHU,
COOTBETCTBYIOLIMMH 30Ham core, NS3, NS4, NS5 Bupyca renaruta .- 4T0
o6ecreynBaeT BbICOKYK) YYBCTBHTEJbHOCTb AMArHOCTHYECKOro Tecta. TecT-cucrema
aJanTUpOBaHHbIE K KCMONb30BAaHMIO B KadecTBe OuooOpasua — CyxoW Karuiu
KanuiIspHoit KpoBu.96 onpenenenui. Iyis py4HOii MOCTAHOBKH aHA/IN3a. :

16 |BuyrpunaGopatoptbl |Komriekt HaGopa He wmeHee 18 (iakoHOB JIMO(UIN3NPOBAHHON CHIBOPOTKH,
i KOHTPOJb  aHTH-|comepialueil antu-BUU-1. PactBopa U1sl MpeBapuTe/IbHOTO pa3Be/ieHns He MeHee 6
BUY-1 st | pakoHOB 1o 3 M. BO3MOKHOCTb TPAHCTIOPTHPOBAHHSA NMpH Temmeparype 10 25°C He
BHyTpunaGoparopHor |6osee 10 cyt. Cpok roanoctu 3 roaa. Boccranosnennslit BJIK xpanutes mpu TemI.
0 KOHTpons kauecTBa|2-8°C B TeueHHe 2-X Helesb WK B TeueHue 2 mec. mpu Munyc (20+2)°C. Jlomyckaercs
UDA s OUEHKH|TpEXKpaTHOE 3amMopaxknBaHue/OTTanBaHue oOpa3uoB. Hamuune perucTpalloHHOro
BOCMPOM3BOJAMMOCTH  |y10CTOBEPEHHUS.

BbISIBJICHUSI @HTHTEJ K
BH1Y-1
17 |Kommiekt peareHToB|KommiekT BKIOUaeT:

" KOHTPOJIbHbIX HaGop peareHToB ajisi MMMYHO(pEpPMEHTHOTO BblsBIeHHUs anTuTe] kK BUY-1,2 1
MaTepuaoB quisi|antureda p24 BUY-1.  HaGop npenHasa4eH Ajisi O/IHOBPEMEHHOTO BbIABICHHA
nuarHoctikn  BWU-|anturena p24 BUY-1 u anruten k BUY-1,2. «Canasuu»-apuant UOA [lnaHwer
undekuuit BUY  Y%|cTpunuposanHbiil. OGbeMHOE PaBeHCTBO KOHTPOJIeH 1 00pa3uoB. Boissienue

AT,AT 96|cyMMapHbIXaTHTUTEN U aHTUreHa p24. Hanuuue: mieHku A 3aK/ieMBaHuA MUIaHILIETa,
onpeeeHuit rakera Julsi MJIaHLIETa THIA «3UM-JI0K», BAHHOUEK /Ul PeareHTOB, HAKOHCUHUKOB JUIsl

nUneTok, yHupuuupoBanHblx Hecneuepuieckux komnonentos ®Ch-T, CBP,
konueHTpara TMB, cTon-pearexta. MeTo BbIsIBJICHHsS OCHOBAH Ha TBEPAO(pa3HOM
UMMYHO(EPMEHTHOM aHajIn3e ¢ MPUMEHeHHeM PeKOMOUHAHTHBIX aHTUreHoB BUY-1 u
BWY-2 1 MOHOKJIOHA/IbHBIX aHTUTes K aHTureHy p24 BUUY-1. Konnvectso
onpenenenuii: 96 (24x8), Bkmoyas KOHTPOIH, (M0 4 JTYHKH B Kak/10i MOCTAHOBKE),
BO3MOXKHbI 24 HE3aBMCHMBbIX MOCTAHOBOK 110 8 aHATN30B B KaX/10H B py4HOM OObem
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aHanusnpyemoro obpasua: He 6osee 70 Mki1; UyBCTBUTEIbHOCTD: YyBCTBUTEILHOCTD
Habopa npu onpenesneHny anTurena p24 BUY-1 —ue xyxe 10 nr/mi.
YyscreuTenbHOCT N0 anTuTenam k BUU-1 —ne menee 100 %, YyBCTBUTEILHOCTD MO
antutenam k BUY-2 — ne menee 100 %. CrieunduanocTs: CreunduyHocTs 1o
anruresnam k BUY-1, BUY-2 u antureny p24 BUY-1 — He menee 100 %.
HnutenbHocTh aHanu3a: He Gosee 95 MuHyT. Bo3smorkHa npoueaypa nocTaHoBku 6e3
MCTOJIb30BAHMS TepMOLIEHkepa H ¢ HCTONb30BaHHeM TepMoleiikepa. [TposeaeHue
UCCne10BaHust 6e3 npeiBapuTeIbHON NPOMBIBKH UIAHILETA, Perucrpauus u ouenka
pesynbratoB: Pesynbratel MDA perucTpupyroTes ¢ moMoLibio crniekTpooTomeTpa,
M3MEpIs ONTHYECKYIO MI0THOCTD (OTT) B ABYXBOIHOBOM pexiMe: OCHOBHOM (HILTD-
450 Hm, pedeperc-punbTp B ananazote 620-650 Hm. HormyckaeTcst peructpaums
Pe3ysbTaToB TOJABLKO ¢ huibTpoM 450 HM. BriBeaenue CMEKTPO(OTOMETpa Ha HyJ1eBOH
YPOBEHb («OJ1aHK») OCYIIECTBIIATH M0 BO3AYXY.

Kommniexrauus nabopa: [1nanmer ¢ IMMOGUIN30BAHHBIMH PEKOMOMHAHTHBIMK
anturenamu BUY-1, BUY-2 u auturenamu k antureny p24 BUY-1 - 2 i,
MOJIOKUTEIbHBIH KOHTPONIbHBIH 06pasen Ne 1, conepikaiumii anTutena k BHY-1,
MHaKTUBUPOBaHHbIA (K1+) - 1 ¢, nonoxkuTenb b1 KOHTPOIbHBIH obpasew Ne 2,
conepkalnii pekomObnHanTHbIi p24 BUY-1, nnaktusuposauubrii (K2+ ) -1 ¢n.,
OTpHUATE/IbHbIH KOHTPOJIbHBIH 06pasew, HHaKTHBUPOBaHHBIH (K- ) - 2 (1., KoHBIOTAT
Nel (6noTuHMAMpOBaHHbIE aHTHTeNa K p24 BUY-1) - | ¢ba., koHbrorat Ne2
(CTpenTaBuanH-repokcKHaasa u pekoMOuHaHTHbIE ek BUY-1 u BHUY-2, meuennble
MepoKCHAa3oii xpeHa) - 1 ¢1. uu 2 ., pactBop s NpPeABapUTEIbHOTO pa3BeaeHusl
(PTIP) - 1 1. 8 mn, pacTBOp ans pasBeaeHus KoHbiorata Nel (PK Nel) - 2 ¢1. mo 9 mua,
PacTBOp 4715t passeneHus koubtorata Ne 2 (PK Ne2) - 2 ¢hni. 1o 13 mu, KOHLIEHTpAT
ocarro-coneBoro GypepHoro pacTBopa ¢ TBHHOM (OCB-Tx25) - 3 ¢u1. no 28 mu,
cyberpathbiii 6y depHsiit pactsop (CEP) - 2 ¢a1. no 13 mu1, TeTpameTunGeH3uaH
(TMB), koHuentpar - 1 ¢u. 1.5 mu, crorn-peareHt - 1 ¢a. 21 mu1, BaHHOUKa U
peareHToB - 41T, HAKOHEUHUKH JUTSl TTUMETKH - 32 WT., IVICHKA JJIS 3aKJICUBAHUS
MUIAHLIETA - 4 1T, KaXKAbIA (IAKOH C peareHTaMu UMEeT LBETOBYIO WIEHTU(UKALINIO.
YC/0BHS XPAHEHHS H TPAHCTIOPTHPOBKH: XPAHUTh MPH Temmneparype 2 — 8 °C.
JlonyckaeTcs TpaHCOpTHPOBKA NpH Temnepatype 10 25 °C He Gosee 10 cyTok.
3amopaxnBanue He nomyckaetcs. Cpok rogHoctr: 12 mecsines. Hanmuuue
PErMCTPALIHOHHOTO YAOCTOBEPEHHSI.

B HaGop Bxoaut Tak xe : BUU-1 p24-anTuren (+) cranmapTHas naHesb CHIBOPOTOK.
HaGop o6pasuos cbiBopoTok kpoBwu, conepkaliux aHtured p24 BUY-1 B pasnuuHbix
koHUeHTpauuax. Cocra Habopa: He MeHee 6 THOGUITU3NPOBAHHBIX CbIBOPOTOK KPOBH
1€10Beka, nomyueHHbIX or BUY-uHpuunpoBaHHbIX srozei, comepxkalinx HaTUBHbI
P24 aHTuren u He coaepxawux aututen k BUU-2, anTHTen k BI'C, HBsAg. O6bem
BOCCTAHOBJICHHS CbIBOPOTKH He MeHee 400 Mkj1. BO3MOKHOCTb TPaHCNOPTHPOBAHHS
npu temnepartype 10 25°C ue Gonee 9 cyt. Cpok rogHOCTH He MeHee S Jier. XpaHeHue
BOCCTAHOBJICHHbIX 00pa3uoB He Gonee 1 mec. npu Temn. 2-8°C win He Gonee 6 mec.
npu  muHyc (18-60°C). Jlomyckaetcs oIHOKpaTHOE 3aMOpa)kMBaH1e/OTTaNBaHKE
BOCCTAHOBJIEHHbIX  00pasuos.  Hanumune  perucTpaumoHHOro YIOCTOBEPEHHMSI,
[Tpenocrasnserca no 1 waGopy Ha kaxkmyto cepuo HabOPOB JUISl BBIABJIEHHUS AaHTUTEN K
BHUY-1,2 u anrurena p24 BUY-1. Jlns PY4HOM MOCTAHOBKH aHajIu3a.

Tecr-cucrema in vitro
NUAarHoCTUYeCKas s
BbISIBJIEHUs aHTUTEN K
BUY | u BUY 2 u
aHtureHa BHUY |
(p24) B chIBOpOTKE
WIH  1jasMe  KpoBH
yesioBeka B
MHKPOIUTAHILE THOM
bopmare (5
MHKpOIUIaHIIeT Ha 96
TECTOB,
CTPUIOBaHHbIH 10 §
JIYHOK).

Tect-cucrema in vitro anarHocTueckas s BbisBAeHUS aHTHTeN K BMY 1 1 BUY 2 u
anturena BHY 1 (p24) B cbiBOpoTKe MaM mia3me KpOBHM 4YejoBeka B
MUKpPOIIaHIIeTHOM (opmate (5 MUKpOMIaHWeT Ha 96 TecTos, CTPUIOBAHHBINH Mo 8§
JYHOK). MUHHManbHas onpeaeisemMas KOHLEHTPALHs p-24 anTureHa He Xxyxe 4,2
nr/mi. CneunduuHOCTb Ha TOHOPCKOM KOHTHHIEHTE He HIKe 99,95%. Koappuiment
Bapuaumny (MexcepuitHas BOCTIPOM3BOAMMOCTD) He Gonee 8,5%. Ofbem UCCIe1yeMoro
obpasua, He Gosee 80 mki1. CymmapHoe BpeMsi HHKyOauuu He Gosee 24. Konbtorar-1
0MKeH ObITh FOTOB K NMpUMeHeHHIO. LlBeToBas koxMpoBKa pearenToB. BusyanbHas u
CHeKTpooTOMETpHYECKas BEPH(HUKALIUA BCEX TANOB NPOBEICHHUs aHAIKM3a Ha BCEM
cnekrpe pH oGpasua. Cpok romHOCTH MPUrOTOBNEHHBIX PeareHTOB: NpH HAIUYUK
KOHbIOraTa-2 CpoOK rOAHOCTH mnpu Temnepatype 2-8°C He MeHee 4-x HEJIEJIb;
MIPUrOTOBJICHHOrO pacTBopa cybcTparta npu KoMHaTHOM Temnepatype 18 — 30° C ue
MeHee 6 4acos.

CpoK TOAHOCTH peareHTOB Ha MOMEHT MOCTABKM: He MeHee 9 Mmec. Hannume
WHCTPY IO, IDUMEHEHMIO HA  KA3aXCKOM M PYCCKOM  s3bikax. Hanmume

Tha e yéauke Kasaxcran,

H.o.rnaBaor

pgefictpauni b Peoilys

Kysem6aes M.C.




