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LABUA TECT-KACETA

Anda wBnaKoro Bu3HA4YEHHA AHTUTIN IgG
A0 KPACHYXU

Kam. Ne
®opma

:F60-2WSP
:Kacema

Ynakoeka: 40 mecmie
Jama sunycky incmpykuii: 27-09-2019

TinoKu 0na eukopucmaxHs 8 in vitro diazHocmuyi

NMPU3HAYEHHA BUKOPUCTAHHA

TecT-KaceTa AnA LWBMAKOrO BM3HAYEHHA aHTWTIN IgG po KpacHyxm (uinbHa
KpoB/cupoBaTKa/Mnasma) - ue LWBUAKWIA XpomaTorpadiuyHuin natepanbHuUi
iMyHOaHani3 anAa AkicHoro BuABNeHHA IgG aHTUTIN O KpaCHYXM B LIiSIbHIN KPOBI,
cupoBaTLi abo nnasmi B AKOCTi ONOMOrM B AiarHOCTULL iHpeKLii KpacHyXK.

PE3IOME

Bipyc KpacHyxu BigHOCMTbCA AO CimencTBa Tora BipyciB, AKi, B OCHOBHOMY,
BUABNAIOTLCA Y Ntofel. K NpaBuo, KpacHyxa BBaXa€eTbCsA XBOPOOOIO NiANiTKiB
cepenHbol BaXXKOCTi. OfHaK MaTeprHCbKa iHdeKLia MoXe nepefaBaTnca yepes
nnaweHTy A0 NNOAY, BUKNNKaUM BPOKeHY KpacHyxy. MepBuHHa iHdeKuia nig
Yyac paHHbOI BariTHOCTi MOXe MaTu BaXKi HAaCNiAKW, TaKi AK TAXKKE YLLIKOIKEHHA
nnopy, MepTBOHapoAXKeHHA abo nepepuBaHHA BariTHOCTI. Y AiTel, HapoaXeHNX
6e3 CMMNTOMIB, MOXYTb PO3BUHYTUCH Li NOPYLWEHHA B NOAJANbLIOMY XMUTTi.!?
LLnpoko mowmpeHa BakUMHALiA 3HAYHO 3HM3MMIA YacTOTy 3aXBOPIOBaAHHA Ha
KpacHyXxy Y BCix BikoBux rpynax. [pote, Big 10 no 20% monoaunx niogen sce e
BUAIBAAOTbCA YyTAMBMMKU [0 Bipycy. o6 3mMeHWnTN pur3MK CepriosHmx
YCKagHeHb, HeOOXiAHO 3acTOCYBaTV TOYHI CEpOSOriuHi METOAN BU3HAUYEHHs
CepOonNOriYHOro CTaTycy AiTOPOAHNX KIHOK.

TecT-KaceTa AnA LWBMAKOrO BU3Ha4yeHHA aHTUTIN I1gG go KpacHyxu (uinbHa
KpoB/cuMpoBaTKa/nnasma) - Le WBUAKUIA XpomaTorpadiuHunii iMyHONOriYHMIA
aHani3 ana AKICHOro BM3HayeHHA aHTUTIN IgG fo BipyCy KpaCHyxu B UiNbHIN
KpOBi, cmpoBaTLi abo nnasmi.

nPMHUUN

TecT-KaceTa AnA LWBMAKOrO BU3Ha4yeHHA aHTUTIN I1gG go KpacHyxu (UinbHa
KpoB/cumpoBaTKa/Mnasma) € AKICHUM naTepanbHMM  iMyHOaHanisom pAnAa
BUAIBMIEHHA aHTUTIN IgG [0 KpacHyxun B 3pa3Kax LifibHOI KPOBi, CpoBaTKu abo
nnasmu. Y ubomy TecTi aHTu-noacbKuii IgG HaHeceHW B 0611acTi TeCTOBOI AiHil.
Mig yac TecTyBaHHA 3pa3oK LifbHOI KPOBI, CMpOBaTKM abo nnasmu pearye 3
HaHeCeHUMM YaCTMHKaMM aHTUreHy KpacHyxu Ha TecT-kaceTi. Cymiw notim
nepemilly€eTbcss BBepX Mo mMembpaHi Mifg KaninAapHow Ai€lo i pearye 3 aHTU-
noacbkm 1gG Ha MembpaHi B obnacTi TecToBoi fiHil. HasBHiCTb KonbopoBoi
NiHii B obnacTi TeCcToBOI NiHii BKa3ye Ha MO3UTMBHWI pe3ynbTaT Ana iHpekuii
KpacHyxwu, ToAi AK ii BIACYTHICTb CBIAUNTb MNPO HeraTVBHWUI pe3synbTaT AnAa uiei
iHdeKuil.

B AKocTi npoueaypHOro KOHTPOMIO KONbOpOBa JliHiA 3aBXAW 3'ABNAETbCA B
06nacTi KOHTPOJNBbHOI NiHil, Lo BKa3ye Ha Te, Lo byB AoAaHuI BifnoBiaHUI 06'em
3pa3kKa Ta Bifibynocb 3BONOXEHHA MeMOpaHU.

PEATEHTU
TecT-KaceTa MiCTUTb aHTU-NOACBKI IgG Ta aHTUreH KpacHyxu. Kosaumim aHTu-
MuLayni IgG 3acTOCOBYETLCA Ha KOHTPOSbHIN NiHii.

3ACTEPEXXEHHA

1. Tinbkn gna in vitro giarHOCTUKN. He BUKOPUCTOBYITE MiCNA 3aKiHYeHHA
TEePMiHY NPUAATHOCTI.

2. He nanitb, He NuiTe Ta He KTe B MicUAX, fe 06pPo6NATLCA 3pa3ku um
Habopw peareHTiB.

3. OpAranTe 3axMCHWUIA OfAr, TaKM AK NabopaTopHUiA xanat, OfHOPA30Bi
PYKaBMUKM Ta 3aXMCT AS1A OYel Nif Yac TeCcTyBaHHA 3paskiB.

4.  BonoricTb i TeMnepaTypa MOXyYTb HEraTVBHO BNANHYTY Ha pe3ynbTaTu.

5. BukopwucTaHui TecT cnig yTunisyBaTy BignoBiaHO A0 MiCLLeBMX HOPM.

3BEPIFAHHA TA CTABUIbHICTb

36epiraTi Habip Npw KiMHaTHI TemnepaTypi abo B xonogunbHuKy (2-30 °C (°C)).
Tect cTabinbHWIA NPOTArOM YCbOro TEPMiHY MPUAATHOCTI, 3a3HAaYeHOro Ha
repMeTMYHin ynakoBUi. TecT NOBMHEH 3anuwaTtncAa B Ui ynakosui [o
BukopuctaHHAa. HE 3SAMOPOXKYBATW. He BuKkopncToBYBaTU NiCNA 3aKiHYEHHA
TepPMiHy NpUAaTHOCTI.

36IP 1 NIArOTOBKA 3PA3KIB

. TecT-KaceTy ana WBMAKOro BU3Ha4YeHHA aHTuTin IgG go KpacHyxm (UinbHa
KpOB/C1poBaTKa/Mnasma) MOXHa 3acTOCOBYBaTWU 3i 3paskamuy LjifbHOI
KpOBI.

. Moxe 6yTV BMKOpUCTaHa AK LifibHa KPOB Bif BeHemyHKLUii TaK i UinbHa
KPpOB 3 nanbLA.

. [ins 3a6opy 3pa3kiB LiNIbHOI KPOBi 3 NanbusA:

O  Bumuite pyky nauieHTa mMuiom i Tennoilo BoAol abo OuunCTiTb

CNYPTOBMM TaMMOHOM. [laliTe BUCOXHYTH.

0  Macaxyite pyKy, He TOPKalUNCb MiCLiA MPOKONY, MOTUPAIOUN PYKY

110 KiHuMKa cepefiHboro abo 6e3imeHHOro nanbuA.

0  [pokoniTb WKipy cTepunbHUM faHueToM. MpoTpiTb NepLly KpoB.
o ObepexxHo noTupaiiTe pyKy Bif 3an'AcTA 40 LOMOHI A0 NanbLs, Wob

OTPUMATK Kpaniio KPoBi Hag MicLiem NPoKoy.

0  BHeciTb 3pa3oK LinbHOI KPOBI 3 NanbLsA B TeCT-KaceTy 3a 4ONOMOro

KaninapHoi Tpy6Kun:

. OnycTiTb KiHeUb KaninApHOi TPyOKM B KPOB, MOKW BOHa He
3aNOBHUTBLCA NPMONN3HO Ha 20 MKn (Ul). YHUKanTe NoBITPAHMX
6ynbbaLloK.

. MoMmicTiTb FpyLLy Ha BEpXHbOMY KiHLi KaninapHOi Tpy6KK, NoTiM
BiAiPKMITb Ti, LLIO6 BHECTM BCIO KPOB Y NYHKY TeCT-KaceTu.

. BigokpemTe sKoMora wBMAWeE CUPOBATKy abo nnasmy, LWo6 YHUKHYTU
remonisy. BUKopucrosyiTe TinbKn YACTi, He remoni3oBaHi 3pasKku.

. TecTyBaHHA cnifi npoBoAMTM Bigpaly X nicna 36opy 3paskis. He
3anvwanTe 3pasku Npu KiMHaTHIA TemnepaTypi NpPOTArom TpuBanoro
nepiogy vacy. LlinbHy KpoB, 3i6paHy npu BeHenyHKLii, cnif 36epiratn npu
Temnepatypi 2-8 °C (°C), AKWoO TecT NOTPi6HO NPOBECTU NPOTATOM 2 AHIB
nicna 3abopy. [ina TpuBanoro 36epiraHHA 3pasku cnig 36epiraty HXKYe -
20 °C (°Q). UinbHy KpoB, 3ibpaHy 3a [JOMOMOrolo nanbls, Clif HeraHo
nepesipuTn.

. Mepen TecTyBaHHAM [AOBeAiTb 3pa3kum [0 KiIMHATHOI Temnepatypwu.
3amep3ni 3pa3kuM MOBMHHI 6GYTU MOBHICTIO PO3MOPOXEHI Ta Aobpe
nepemilwaHi nepen TecTyBaHHAM. 3pa3ku He i 3aMOPOXyBaTu Ta
BiiTaBaTy GifnbLue TPbOX pasiB.

. AKWOo 3pa3kM MOBMHHI OyTW TpaHCMOPTOBaHi, BOHW MOBUHHI 6yTn
ynakoBaHi BiANOBIAHO A0 MicLeBUX NpaBun ANA TPaHCNOPTYBaHHA
eTiONOriYHMX areHTiB.

. EDTA K2, renapvH HaTpilo, UMTpaT HaTpilo Ta OKcanaT Kanilo MOXHa
BMKOPUCTOBYBATU AIK aHTUKOArynaHTV Ans 3a60py 3paska KpoBi.

MATEPIANIA
Marepianu, Aki nocrayaroTbca 3 Habopom
. TecToBi Kacetn . MNineTtkn
. Bydep . IHCTpyKUina
Heo6xigHi maTepianu, ane He HapaHi
. KoHTelnHepwu gna . LeHTpudyra (Tinbkn . Tanmep

360py 3paskis ansa nnasmu)

MPOLIEAYPA AHANI3Y

[lo nouaTKy TecTyBaHHA [O3BONMTW TecT-KaceTi, 3pa3Ky, 6ydepy i/abo

KOHTPONAM BOCArTN KimHaTHOi Temnepatypm (15-30 °C (°C)).

1. BuTArHiTb TecToBy KaceTy 3 repMeTMYHOI YNakoBKW Ta BUKopucTanTe ii
NpOTArom ofHi€i rognHn. Hakpalyi pesynbtatv 6yayTb OTPVMaHi, AKLLO
aHasi3 NpoBoOANTbLCA Biipasy X Mic/A BiAKPUTTA YNakoBKY 3 Gponbru.

2. TocTaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEPXHI0. TpumanTe nineTky
BEPTUKaNbHO; HabepiTb 3pa3oK NpubnnsHo Ha 1 cm (cm) Hap BEPXHiIm
KiHLEM HaKOHEUHMKa, AK NMOKa3aHO Ha MasioHKy Huxye. MNepemicTitb 1
nosHy Kpannio (npn6nusHo 20 mkn (ul)) 3paska y KOXHY NyHKy AnAa
3paska, NoTiM Aopaiite 2 Kpanni 6ydpepa (npuénusHo 80 mkn (ul)) go
KOXXHOI NYHKM 3i 3pa3Kkom i 3anycTiTb Tanimep. B intocTpadito Huxkye.

3. TNouekaliTe, NOKM He 3'ABUTbCA KONbopoBa MNiHiA (i). PeaynbtaT Tecty cnig
34ynTaTh Yepes 15 xBunuH. He iHTepnpeTyiTte pesynbTat yepes 20 XBUSIWH.

Mpumitka: bydep He peKoMeHAYETbCA BUKOPUCTOBYBATY MicnA 6 MicAuiB Bif

BiAKPUTTA dpnakoHa.
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IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbcA Ao intocTpalii BuLLe)
MO3UTUBHUN: *3'aBnaloTbca ABi KONbOpPOBI NiHii. OgHa KoNbopoBa NiHisA
3aBXXAM NOBMHHA BYTM B 30Hi KOHTponbHOT obnacTi (C) i We ofHa NiHiA NOBUHHa
6yTI B 30Hi TecTOBOI 06nacTi.
*MPUMITKA: IHTeHCUBHICTb KOMbOpy B 30Hi TecToBOi 06nacTi Moxe
3MIHIOBATUCb 3aneXHO Bifi KOHLUEHTPaLil aHTUTIN A0 KPacHYXW, MPUCYTHIX Y



3pasky. Tomy Gyab-AKWIA BIATIHOK KOMbopy B 06nacTi TecToBoi NiHii  cnif
BBaXaTu NO3UTUBHUM pe3ynbTaToM.

HEFTATUBHUI: B o6nacti koHTponbHoi niHii (C) 3'aBnAeTbca opHa
KOJIbOpOBa NiHiA. B TecToBiN 06nacTi He 3'ABNAETLCA XKOAHOI NiHil.
HELINCHUI: KonTponbHa niHis He 3'ABnAeTbcA. HeqocTaTHil 06'em 3paska
abo HenpaswibHa MeToAMKa Mpouesypyt TecTy € Halbinbl NMOBIPHUMMN
NpUYMHaMN He NOABU KOHTPOSbHOI NiHil. [lepernaHy T npoueaypy i NOBTOPUTH
TECT 3 BUKOPWUCTAHHAM HOBOI TecT-KaceTu. fKWO LUe He fae 6GaxaHoro
pe3ynbTaty, Chif NPUMNUHUT BUKOPWUCTAHHA TECTOBOrO Habopy HerawHo i
3B'A3aTUCA 3 perioHanbHUM JUCTPUG'IOTOPOM.

KOHTPOJIb AKOCTI

BHyTpiLUHI NpoLeaypHi KOHTPOI BKITIOYEHI B TECT OKPEMO ANA 06MABOX CeKLil.
[1Bi KonbopoBi NiHii, Wo 3'ABNATbCA B 06nacTi KOHTponbHUX AinaHok (C) gna
06MABOX  CEeKUill, € BHYTPIHIM NpOLUEAYPHUM  KOHTponem. BoHwu
NiaTBEPAXYIOTb [AO0AABaHHA HaNeXHOI KiNIbKOCTI 3pa3ka | KOPEeKTHICTb
npoBefeHHA npoLueaypu.

KOHTponbHi  cTaH@apTV He BXOAATb [0 Habopy; OfHaK, HaNeXHo
nabopaTopHOIO MPAKTUKOKW PeKOMEHAYETbCA MEepeBipATU MO3UTUBHI Ta
HeraTuMBHi  KOHTpONi, WO6 nigTBepAWTM npoueaypy BuNpobyBaHb Ta
nepeBipnTn HanexxHy eGeKTUBHICTb BUNPOOYBaHb.

OBMEXXEHHA NPOLIEAYPU

1. TecT-KaceTa AnA WBMAKOro BU3HaYeHHA aHTUTIN IgG po KpacHyxw (uinbHa
KpOB/c1poBaTKa/Mnasma) npusHayeHa TifbKM ANA AiarHOCTUKKM in vitro.
Lleii TecT NOBMHEH BMKOPWUCTOBYBATUCA ANA BUABNEHHA aHTUTIN I1gG go
KpacHyXu y 3pa3Kkax LifibHOI KpOBi, cpoBaTki abo nnasmu. Hi KinbkicHe
3HaUeHHs, Hi LWBUAKICTb 36inbleHHA KOHUeHTpauil aHTuTin IgG po
KpacHYXu He MOXyYTb 6yTV BU3HaUeHi LM AKICHUM TeCTOM.

2.  TecT-KaceTa AnA WBMAKOTO BU3HAaYeHHA aHTUTIN IgG ao KpacHyxw (uinbHa
KpoB/cupoBaTKa/mnasma) fnvlle BKasye Ha HaABHiCTb |gG-aHTWTin Ao
KpacHyxu y 3pa3Ky Ta He MOBMHHA BWKOPWCTOBYBATUCA AK €AVHWN
KpUTepin Ana AiarHOCTUKM iHpeKLil, NOB'A3aHNX 3 KPaCHYXOH0.

3. fKiy BCix BiarHOCTUYHMX TeCTax, BCi pe3ynbTaTi MOBUHHI OyTW PO3rNAHYTI
3 iHLWOIO KNiHiYHO iHpOopMaLli€to, LOCTYMHOLO ANA NiKapA.

4. AKWOo pe3ynbTaT TeCTy € HEraTMBHVM i KNiHIYHI cumnToMM 36epiratoTbea,
peKOMeHAYETbCA MPOBECTV [OAAaTKOBE CrOCTEPEXEeHHA 3a iHWUMK
KNiHIYHUMKU MeTopamu. HeraTvBHUA pe3ynbTaT y Oyfb-AKWMIN 4Yac He
BUVKJTIOUYAE MOXIMBOCTI iHEKLT KpacHyxXu.

5. [emaTtoKpwuT LinbHOI KpoBi MOBUHEH BTy Bif 25% A0 65%.

OUYIKYBAHI PE3YJIbTATU

Tect-KaceTa AnA WBWMAKOrO BM3HAYeHHA aHTWTIN IgG Ao KpacHyxm (uinbHa
KpOB/c1poBaTKa/mnasma) nopiBHoBanacb 3 NPoBigHNUMMK KomepuinHumm IOA
TecTaMu Ha KpacHyxy. Kopenauia MmiX LumMmun TecTamy CTaHOBUTb NoHag 97.6%.

POBOYI XAPAKTEPUCTUKUN

YyTtamsictb i cneyudiuHicTb
TecT-KaceTy AnA WBWAKOrO BU3HAYeHHA aHTWTIN IgG Ao KpacHyxu (uinbHa
KpoB/c1poBaTKa/mnasma) mnopiBHoBany 3 MPOBiAHUMYK KomepuinHumn IOA
TecTamy Ha KpacHyxy; pe3ynbTaTy NOKasytoTb, Wo TecT-KkaceTa Ans WBUAKOrO
BM3HaueHHA aHTuTIn IgG fo KpacHyxu (UinbHa KpoB/cumpoBaTKa/mnasma) mae
BWCOKY UyTAMBICTb Ta CneLndiuHicTb.

Metop KpacHyxa IQA (1gG) 3aranbHi
TecTt-KaceTa ana PesynbTatn Mo3nTtnBHWIA | HeraTneHuin pesynbraTtin
LWBUAKOTO Mo3nTrsHMA 56 4 60
BU3HAYEHHA
aHTuTin IgG go
KpacHyxu (UinbHa HeratusHuin 5 306 311
KpoB/ cupoBatka/
nnasma)
3aranbHi pesynbtatu 61 310 371

91.8% (95%Cl*: 81.9%-97.3%);
98.7% (95%CI*: 96.7%-99.6%);
97.6% (95%CI*: 95.4%-98.9%).

BigHocHa YyTtnuBicTb:
BigHocHa CnevymndiyHicTb:
[ocToBipHicTb:
*[osipunii IHTepBan

TouHicTb

B ananisi
TouHicTb B aHanisi BM3Hauyanacb 3a gornomoroto 10 ay6nikaTiB 3 pisHuX 3pa3kKis:
HeraTMBHOro, HU3bKO MO3UTUBHOIO Ta BUCOKO NO3UTUBHOTO. HeraTueHi, BUCOKO
NO3UTUBHI Ta HN3bKO MO3MTUBHI 3Ha4YeHHA OyNn NPaBUIbHO BU3HaYeHi y > 99%
BUNAZKIB.

Mix aHanisamn
TouHicTb MiX aHani3amy BU3Havanacb 10 He3anexHVMun aHanizaMmn Ha TUX Xe
TPbOX Pi3HMX 3paskax: HeraTMBHOMY, BMCOKO MO3UTMBHOMY Ta HU3bKO
no3nTBHOMy. Tpu pi3Hi NapTii TecT-kaceTn AnA WBNAKOIo BU3HAYEHHA aHTUTIN
IgG po KpacHyxu (uinbHa KpoB/cMpoBaTka/nnasma) Oynu npoTecToBaHi

npoTArom 3 AHIB, BMKOPWCTOBYIOUM BULLE 3a3HayeHi 3pasku. 3pasku 6ynu
npaBwibHO ineHTUdIKoBaHi y > 99% BunagKis.

MNMepexpecHa peaKTUBHICTb
TecT-KaceTy AnA WBWMAKOrO BU3HAYeHHA aHTWTIN IgG po KpacHyxu (uinbHa
KpoB/cupoBaTKa/nnasma) 6yno NpoTecToBaHO Ha NO3UTWBHI 3pa3kn aHTU-HAV
19G, aHTK-HBV IgG, aHT-HCV IgG, aHTK-BIN IgG, aHTu-RF IgG, aHTu-cudinic IgG,
aHTK-H. Pylori IgG, aHTn-CMV IgG, TOXO IgG, aHTn-HSV 1 1gG Ta aHTK-HSV 2 IgG.
Pe3ynbTat He NoKasanun nepexpecHoi peakTUBHOCTI.

IHTepdepytoui peyoBuHU
HactynHi cnonyku Takox Oynu BunpoOyBaHi 3 AaHWM TecToM i He 6yno
BUABNEHO iHTepdepeHLUil.

EATA: 20 m2/on
(mg/dl)

AuemamiHogpeH: 20 me/on
(mg/dl)

KogpeiH: 20 m2/0n (mg/dl)

Auemuncaniyunosa FeHmu3uHosa kucioma: Emaron: 10%
Kkucnoma: 20 me/on 20 m2/0n (mg/dl)
(mg/dl)
AckopbiHosa kucioma: 2 MeHunnponaHonamix: 20 Iniokosa: 20
2/0n (g/dl) Mme/0n (mg/dl) Mme/0n (mg/dl)
binipy6iH: 1000 m2/on Caniyunosa kucioma: 20 MerHomiasuH: 20
(mg/dl) me/on (mg/dl) me/on (mg/dl)
YMOBHi NO3Ha4YeHHA
YBara, guBiTbcA He
& iHCTPYKLUii no V Tecris B Habopi ® BUKOPUCTOBY-
3aCTOCYBaHHIO BaTV MOBTOPHO
Tinbku Ana in vitro BukopucTaTin Kar. N
niarHoCTUKN no ar. \°
30°C 36epiraTi M 3BepHiTbCA AO
. /ﬂ[ 2-30°C (°C) N2 naprii Dﬂ IHCTPYKUIT 3
e BUKOPUCTaHHA
He
@ BUKOpUCTOBYITE, | | I BupoGHUK
AKWO naket
MOLWKOMXEHNN
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LABUA

YkpaiHa, 76018

M. IBaHO-DpaHKiBCbK, By. [MeTniopy, 25
Mo6.: +38 (067) 000-20-22

E-mail: info@labua.com.ua
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