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KPACHYXA, TECT-KACETA ANd WWBUAKOIo
BU3HAYEHHA AHTUTI IGG/IGM
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NPU3HAYEHHA BUKOPUCTAHHA

Tect-KkaceTa Ana WBWAKOrO BU3HauyeHHA aHTWTIn IgG/IgM ao  KpacHyxu
(cmpoBaTka/mnasma) - Ue WBMAKUIA  XpomaTorpadiuHuii  natepanbHuUii
iMyHOaHanis gna AKiCHOro BuABNeHHA aHTuUTIN IgG Ta IgM fo KpacHyxu B
cupoBaTui abo nnasmi.

PE3IOME

Bipyc KpacHyxu € uneHom cim'i Tora BipyciB, AKi, B OCHOBHOMY, BUABNAIOTbCA Y
niogen. K NpaBuUno, KpacHyxa BBaXa€TbCA XBOPOOOI NiAfiTKiB cepefHboi
BaXkKocTi. OfHaK MaTeprHCbKa iHpeKLia MoXe nepeaasaTnca yepes nialeHTy
[0 niofy, BUKAMKAOUM BPOMKeHY KpacHyxy. lMepBrHHa iHdeKkuia nig uvac
PaHHbOI BariTHOCTI MOXe MaTV BaXKKi HacnifKu, Taki AK TAXKKE YLWKOAXKEHHA
nnogy, MepTBOHApPOAXeHHA abo nepepuBaHHA BariTHocCTi. Y piten,
HapoKeHMX 6e3 CUMMTOMIB, MOXYTb PO3BMHYTUCb Ui MOPYLEHHA B
noganbliomy XuTTi. LInpoko nowmpeHa BakuMHaLia 3Ha4YHO 3HM3WNA YacToTy
3aXBOPIOBAHHA Ha KpacHyXy Yy BCix BikoBux rpynax. lNpote, Big 10 go 20%
MOJOAMX NII0AeN BCe Lie BUABNATLCA YyTAMBMMU [0 Bipycy. LLo6 3meHwmnTn
PU3MK CEpPMO3HMX YCKNaHeHb, HEOOXiAHO 3acToCyBaTW TOYHI CEepPONOriyHi
MeTOAM BU3HAYEHHSA CEPOSIOriYHOro CTaTyCy AITOPOAHUX XKIHOK.

TecT-KkaceTa Ana WBMAKOro BM3HayeHHA aHTWTin IgG/IgM go  KpacHyxu
(cnpoBaTka/nnasma) - ue WBMAKNIA XpomaTorpadiuHunin iMyHONOTiYHNIA aHani3
AnA AKICHOro BM3HayeHHA aHTuUTIn IgG Ta IgM fo Bipycy KpacHyxu B cMpoBaTLi
abo nnasmi.

nPUHUUN

TecT-KaceTa Ana WBMAKOro BM3HayeHHA aHTWTIn IgG/IgM go  KpacHyxu
(cmpoBaTka/nnasma) € AKICHUM natepanbHUM iMyHOaHani3omM ANA BUABMIEHHA
aHTuTin 1gG Ta IgM g0 KpacHyxu B 3pa3kax cMpoBaTku abo nnasmu. Y Lbomy
TeCTi MyWwaYnin aHTU-IgG nioanHM Ta MUWwayunin aHTM-IgM noaMHN HaHeceHi B
obnacTi TecToBUX NiHin. Mig yac TecTyBaHHA 3pa3ky CMPOBATKM abo Mnasmum
pearyioTb 3 aHTUreHOM KpacHyxm Ha TecT-KaceTi. Cymill NoTim nepemillyeTbca
BBepX MO MeMOpaHi nif KaninspHolo i€l i pearye 3 muwaunm aHtu-lgG
nofuHM abo Ko3auum aHTU-IgM nioAnHM Ha MembpaHi B 06nacTi TeCToBOI NiHil.
HanBHicTb KONbOPOBOI NiHii B 06nacTi TecToBOI NiHii BKasye Ha NO3UTUBHWN
pe3ynbTaT AnAa iHdeKuii KpacHyxw, Tomi AK ii BifCyTHiCTb CBiguUMTL npoO
HeraTMBHWI pe3ynbTaT Ana i€l iHdekuii.

B AkocTi npouefypHOro KOHTPOMO KONbOpoBa JiHiA 3aBKAW 3'ABNAETbCA B
06nacTi KOHTPONBHOI NiHii, WO BKa3ye Ha Te, Wo 6yB AofaHWI BifNoBiAHWIA
06'eM 3pa3sKa Ta Bifbynocb 3BONOXKEHHA MEMOPaHU.

PEATEHTU
Tect-KaceTa MicTUTb Muwavi aHTU-IgG/IgM nloAVHN Ta aHTUreH KpacHyxu.
Ko3auui aHTU-IgG MuLLi 3aCTOCOBYETHCA Ha KOHTPOJIbHI NiHii.

3ACTEPEXXEHHA

1. Tinbkn Ana npodeciiHoro 3acrtocyBaHHA B in vitro piarHocTuui. He
BUKOPUWCTOBYBATW NiCNA 3aKiHYeHHA TepMiHY MPUAATHOCTI.

2. MNepens BWKOHaHHAM TeCcTy Cnif MOBHICTIO O3HAWOMUTUCA 3 Ui€l0
iHCTpyKUi€to.

3. TecT nNOBMHEH 3anMWaTUCb Y 3aKPUTOMY TaKeTi [0 novaTtky
BMKOPWCTaHHS.

4. MNepes BUMKOPUCTaHHAM NPUBECTM BCi  peareHTM [0  KiMHaTHOI
Temnepatypw (15-30 °C (°C)).

5. HanexxHym unHOM noBopbTecs 3i 3pa3kamu i TeCT-NPUCTPOAMMU, Lo Bynun

BMKOPWCTaHi, a came Tak, HiOM BOHM 34aTHi MOTEHUiNHO iHOiKyBaTW.
YTunisynte BCi 3pa3ky | BUKOPUCTaHi NPUCTPOI B  HaNexHOMY
KOHTelHepi ans 6ioHebe3sneuHyx maTepianis. Mpw 06pobui Ta yTunizauii
Hebe3neuyHux MmaTepianis cnigynte MicUeBUM, HauioHanbHUM abo
perioHanbHYM HOPMaTUBHMM aKTaM.

6. OpAraniTe ofHOPA30Bi PyKaBUUKKM, XanaT Ta 3axWUCHi OKynApwv nig yac
06pOo6KM MOTEHLiHO iHdIKOBaHOrO MaTepiany Ta BUKOHaHHA aHanisy.
Micna uboro peTenbHO BUMMNIATE PYKU.

7. HepoTpuMaHHA TeMmnepaTypHOro pexrimMy MOXe HeraTVBHO BIMHYTU
Ha OTpVMaHi pe3ynbTaTu.

8. He icTn, He NnUTK i He manuTU B MicUAX, Ae NpauioloTb 3i 3paskamu i
Habopamu.

9. Mpv po3nuBaHHi 3paskiB Ha OyAb-AKi MOBepxHi NOTPIOHO peTenbHO
npnbpaTy, BUKOPWUCTOBYIOUM BifNoBigHWUIA Ae3iHikyounin 3aci6.
10.  36epiraTi B HeQOCTYMHOMY A AiTeln Micui.

3BEPIFAHHA TA CTABUIbHICTb
36epiraty Habip Npv KiMHaTHIN TemnepaTtypi abo B xonoaunbHuKy (2-30 °C
(°C)). TecT cTabinbHMI NPOTArOM YCbOro TePMiHy NPUAATHOCTI, 3a3HAYEHOrO Ha
repMeTUYHI ynakoBsLli. TecT MOBMHEH 3anuliaTiCA B LbOMY MilleyKy [0
BukopuctaHia. HE 3AMOPOMYBATWU. He Buxkopwuctosysatu nicna
3aKiHYeHHA TepMiHY NPUAATHOCTI.

36IP I NIArOTOBKA 3PA3KIB

. TecT-KaceTy Ana WBUAKOro BM3HayeHHA aHTuTin 1gG/IgM go KpacHyxu
(cnpoBaTKa/nnasma) MoxHa 3acToCOBYBaTH 3i 3pa3kaMu CMpoBaTKU abo
nnasmu.

. flkHaMWwBMale BiQOKPEMUTM CUMPOBATKYy abo nnasmy Big KpoBi, W06
YHUKHYTU remonidy. MoXHa BUKOPWUCTOBYBATM nuwe Mpo3opi, He
remonizoBaHi 3pa3Ku.

. TecTyBaHHs cCnif npoBoAWTM Bigpa3ly X nicna 36opy 3paskis. He
3anMwWwanTe 3pasky Npv KiMHaTHIA Temnepatypi NpoTArom TPUBanoro
nepiogy yacy. 3pa3ku MoxyTb 36epiratuca npu 2-8 °C (°C) npoTtsarom o 3
IHiB. [ins TprBanoro 36epiraHHA 3pa3Kku NOBUHHI 36epiraTucb Hkye -20
°C (°C).

. MNMepen TecTyBaHHAM [OBeAiTb 3pa3kyM A0 KiMHATHOI TemnepaTypw.
3amep3ni 3pa3kum MOBMHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta pobpe
nepemilwaHi nepep TecTyBaHHAM. 3pa3kum He CNif 3amMOpOXyBaTu Ta
BiATaBaTN HEOQHOPA30BO.

. AKWo 3pas3kyM MOBUHHI OyTW TPaAHCMOPTOBaHi, BOHU MOBWHHI 6yTU
yNakoBaHi BiAMNoOBIiAHO OO MicLeBUX NpaBun ANA TPaHCMOPTYBaHHA
€TUOJOTiYHMX areHTiB.

MATEPIANIN

Marepianu, siki nocravaloTbca 3 Habopom
. TecT-KaceTn . MNineTkun ana 3paskis
e  bydep IHCTpyKUiA

Heo6xigHi maTepianu, ane He HafaHi
. KoHTeliHepu ans 36opy . LieHTpudyra (tinbkun .
3paskiB OnA nnasmm)

Tanimep

MPOLIEAYPA AHANI3Y

[lo nouyaTKy TecTyBaHHA [O3BONMTU TecT-KaceTi, 3pa3Ky, 6ydepy i/abo

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

1.  BuTArHiTb TecT-KaceTy 3 repmeTMYHOI YMakoBKW Ta BMKOpuUCTanTe ii
NPOTAromM OfHi€i rogmHn. Hankpalyi pesynbtatv 6yayTb OTPVMaHi, AKLLO
aHasi3 NPoBOANTLCA Bifjpasy X MicNA BiAKPUTTA yNakoBKY 3 Gponbru.

2. TocTtaBTe TecT-KaceTy Ha UWCTY Ta PiBHY MOBEPXHIO. TpumawTe nineTky
BePTUKaNbHO; HabepiTb 3pa3ok Npuban3Ho Ha 1 cm (cm) Hap BepxHIM
KIHLIEM HaKOHeYHMKa, AK NOKa3aHO Ha MastoHKy Huxye. MepemicTitb 1
NoBHY Kpannio (npu6nusHo 20 mkn (ul)) 3paska y KOXHY NyHKy Ans
3pa3ska, NoTiM gopante 2 kpamni 6ydepa (npubnusno 80 mkn (ul) go
KOXXHOI NYHKW 3i 3pa3Kkom i 3anycTiTb Tarmep. B intocTpauito HuKye.

3. TNouekaliTe, NOKM He 3'ABUTbCA KONbopoBa MNiHiA (i). PeaynbtaT Tecty cnig
3yntatn uepes 15 xBuAMH. He iHTepnpeTynte pesynbtaT uepe3 20
XBUJIVH.
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IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbca fo intocTpadii BuLle)
MNO3UTUBHUN:* 3'aBnaoTbca ABi a6o Tpm niHii. OgHa KonbopoBa NiHiA
3aBXAM NOBUHHA 6YTW B 30HI KOHTponbHOI obnacTi (C) i we opHa abo ABi NiHil
NoBWHHi 6yTI B 30Hi TecToBoi 06nacTi (IgG Ta/abo IgM).
IgM MNo3utmuBHuMii: OgHa KONbOPOBa JliHiA Ma€ 6yTy B 061acTi KOHTPONbHOT
niHii (C). IHwa ninis 3'aBnAeTbca B IgM obnacTi. Lle BKa3dye Ha MO3WUTMBHWI
pe3ynbTaTt TecTy Ha aHTuTina IgM go KpacHyxu.



IgG Mo3uTuBHMI: OfHa KONbopoBa JNiHiA Mae 6yTU B 06MacTi KOHTPONbHOI
niHii (C), iHwa niHia 3'aBnAeTbca B IgG obnacti. Lle BKasye Ha MO3WTMBHUI
pe3ynbTat TecTy Ha lgG aHTuTina o KpacHyxu.

*MPUMITKA: IHTeHCMBHICTb Konbopy B AinAHKax Tectosoi NiHii (IgM i 1gG)
MOXe 3MiHIOBATNCA 3aNeXHO Bifi KOHLEHTpaUii aHTUTIN O KPacHYXW, NPUCYTHIX
y 3pa3Ky. Tomy OyAb-AKuin BigTIHOK Konbopy B obnacti TectoBoi niHii (IgM
Ta/abo IgG) cnif BBaXaTy NO3UTUBHUM.

HEFTATUBHUI: B o6nacti koHTponbHoi niHii (C) 3'aBnAeTbca opHa
KonbopoBa NiHifA. B TecToBin o6nacTi He 3'ABNAETLCA XKOAHOT NiHil (IgG Ta IgM).
HELINCHUN: KoHTponbHa niHis He 3'ABNAETbcA. HeqocTaTHil 06'em 3paska
abo HenpaBuibHa MeToAMKa npoueAypu TecTy € Hanbinbll NMOBIPHUMMK
npuYMHamy He noABW KOHTPONbHOI niHil. [lepernAaHyTn npoueaypy i
NMOBTOPUTM TeCT 3 BUKOPUCTAHHAM HOBOI TecT-kaceTu. fIKWO Ue He Aae
6a)kaHOro pesynbTaTy, Clif MPUNVHUTA BUKOPUCTAHHA TeCTOBOro Habopy
HeralHo i 38'A3aTNCA 3 perioHaIbHUM AUCTPUG'IOTOPOM.

KOHTPOJIb AKOCTI

BHyTpiWwHi npoueaypHi KOHTponi BKoYeHi B TecT. KonbopoBa niHiA, LWo
3'ABNAETbCA B obnacti KoHTponbHOI niHil (C), € BHYTpiWHIM npoueaypHUM
KOHTponem. BoHa niATBepAKye [AOAABaHHA HaNeXHoi KinbKOCTi 3paska i
KOPEeKTHICTb NpOoBeAeHHA NpoLeaypu.

OBMEXXEHHA NPOLIEAYPU

1. TecT-kaceTa AnA WBUAKOrO BM3HayeHHA aHTuTIN IgG/IgM po KpacHyxm
(cupoBaTka/nnasma) nNpusHaveHa TiNbKW ANA AiarHOCTMKK in vitro. Llen
TeCT NOBUHEH BMKOPUCTOBYBATUCA ANA BUABNEeHHA aHTuTin IgG Ta IgM no
KpacHyXu Yy 3pa3kax cvpoBaTku abo nnasmu. Hi KinbkicHe 3HaueHHs, Hi
WBUAKICTb 36iNblUeHHA KOHLeHTpauii aHTuTin IgG Ta IgM o KpacHyxu He
MOXYTb OYTN BU3HAYEHi LM AKICHVM TECTOM.

2. Tect-KaceTa Ana WBUAKOrO BU3HayYeHHA aHTUTIN IgG/IgM o KpacHyxu
(cmpoBaTka/nnasma) nuie Bkasye Ha HaasHICTb IgG abo IgM-aHTuTin fo
KpacHyxu y 3pa3Ky Ta He MOBMHHA BUWKOPWCTOBYBATUCA AK €AVNHWI
KpUTepin Ana AiarHOCTUKM iHbeKLi, NOB'A3aHNX 3 KPaCHYXOH0.

3. Ak i y Bcix piarHOCTMYHMX TecTaX, BCi pe3ynbTaTu MOBWHHI 6yTn
PO3rNAHYTI 3 iHLWOO KNiHiYHOI iHbOPMaLli€to, BOCTYMHOW AnA NiKaps.

4.  AKWO pe3ynbTaT TECTY € HEraTMBHMM i KNiHIUHI cMnTOMU 36epiratoTbesa,
peKoMeHAYETbCA MPOBECTV [OAATKOBE CMNOCTEPEXEHHA 3a iHWUMU
KNiHIYHUMU MeTofamu. HeraTvBHUMIA pe3ynbTaT Yy Oyab-AKMA Yac He
BUKJTIOYAE MOXIUBOCTI iHEKLiT KpacHyXW.

OYIKYBAHI PE3YJIbTATU

Tect-KaceTa AnA WBWUAKOro BU3HauyeHHA aHTWTIn IgG/IgM ao  KpacHyxu
(cmpoBaTka/nnasma) nopiBHOBanacb 3 NPOBiAHMMM KomepuiHumn  [OA
TecTamu Ha KpacHyxy. Kopenauisa mix LMmMmn TecTamy CTaHOBUTb NoHag 97.7%.

POBOU4I XAPAKTEPUCTUKU

YyTtnmsictb i cneyudiuHicTb
Tect-KaceTa Ana WBMAKOrO BM3HayeHHA aHTWTIn IgG/IgM po  KpacHyxu
(cmpoBaTka/nnasma) nopiBHOBanacb 3 NpPoBigHMMM KomepuiHummn  [OA
TecTaMy Ha KpacHyXy; pe3ynbTaTi MOKasyloTb, Wo TecT-KaceTa AnA WBUAKOro
BM3HaueHHA aHTuUTIA IgG/IgM go KpacHyxu (cvpoBaTKa/nnasma) ma€ BUCOKY
YYTNMBICTb Ta CNeUMPiUHICTD.

TouHicTb

B aHanisi
TouHicTb B aHanisi BU3Havyanacb 3a gornomoroto 10 ay6nikaTtis 3 pisHUX 3pa3KiB:
HeraTVBHOrO, HU3bKO MO3WTUBHOrO Ta BWCOKO MO3WTMBHOrO. HeraTusHi,
BWCOKO MO3NTUBHI Ta HU3bKO NO3UTMBHI 3HaUYEHHA ByNK NPaBWUIbHO BU3HAYEHI
y > 99% BunagkKis.

Mix aHanizamn
TouHiCTb MiXK aHanizamy BM3Hayanacb 10 He3aneXHUMN aHani3aMmn Ha TUX Xe
TPbOX Pi3HMX 3pa3sKax: HeraTMBHOMY, BWCOKO MO3WUTMBHOMY Ta HU3bKO
nosutuesHomy. Tpu pi3Hi napTii Ekcnpec-kacetn 6ynu npoTectoBaHi NpoTArom
10 AHIB, BUKOPUCTOBYIOUYM BULLE 3a3HauyeHi 3pa3ku. 3pa3ku Oynu npaBunbHO
ineHTndikoBaHi y > 99% BunagKis.

MepexpecHa peaKTUBHiCTb
TecT-KaceTa Ana WBMAKOro BM3HayeHHA aHTWTIn IgG/IgM go  KpacHyxu
(cmpoBaTka/nna3ma) byna npotectoBaHa Ha No3uTMBHI 3pasku HAV, HBV, HCV,
BIl, RF, cudinic, H. Pylori, CMV, TOXO, HSV 1/2. Pe3ynbTatin He nokasanu
nepexpecHoOi PpeakTUBHOCTI.

InTepdepyioui peuoBuHMN
HacTtynHi cnonyku Takox 6ynu BunpoOyBaHi 3 JaHWM TecTom i He 6yno
BUAIBIEHO iHTepdepeHLii.
EATA: 20 me/on

AuemamirocpeH: 20 mz/on Kogpein: 20 m2/0n (mg/dl)

(mg/dl) (mg/dl)
Auemuncaniyunosa Fenmu3uHosa kucioma: 20 Emaxon: 10%
kucoma: 20 me/on (mg/dl) me/on (mg/dl)

AckopbiHosa kucioma: 2 QeHinnponaHonamin: 20 Tnioko3sa: 20 ma/on
2/0n (g/dl) me/on (mg/dl) (mg/dl)

binipy6iH: 1000 m2/0n Caniyunosa kucioma: 20 ®eHomiasuH: 20
(mg/dl) Mme/0n (mg/dl) me/0n (mg/dl)

YMOBHi NO3Ha4YeHHA

YBara, AuBiTbcA

Metop KpacHyxa IQA (IgM) 3aranbHi
Tecr-kaceta ana PesynbTatn Mo3nTtneHui | HeratmBHun pesynbraTtun
WBMAKOTO BU3HAYEHHS Mo3nTnBHMI 33 3 36
aHtuTin IgG/IgM po
KpacHyxw (cvpoBaTka/ HeratusHuin 2 262 264
nnasma) gna lgM
3aranbHi pe3ynbtatn 35 265 300

94.3% (95%Cl*: 80.8%-99.3%);
98.9% (95%CI*: 96.7%-99.8%);
98.3% (95%Cl*: 96.2%-99.5%).

BigHocHa YyTtnuBicTb:
BigHocHa CneundiyHicTb:
[locToBipHiCTb:
*[loBipunii IHTepBan

Metop Kpachyxa IQA (IgG) 3aranbHi
Tecr-kaceta ana PesynbTatn Mo3nTtneHui | HeratmBHun pesynbraTtin
WBMAKOTO BU3HAYEHHA | [o3UTMBHWIA 32 4 36
antuTin IgG/IgM o
KpacHyxu (cupoBaTka/ HeratusHun 3 261 264
nnasma) ana lgG
3aranbHi pe3ynbtatn 35 265 300

91.4% (95%Cl*: 76.9%-98.2%);
98.5% (95%CI*: 96.2%-99.6%);
97.7% (95%CI*: 95.3%-99.1%).

BigHocHa YyTtnuBicTb:
BigHocHa CnevumndiyHicTb:
[ocToBipHicTb:
*[osipuni IHTepBan

He
A iHCTpyKUii no v Tecris B Habopi ® BUNKOPUCTOBY-
3aCTOCYBaHHIO BaTW MOBTOPHO
Tinbku ana in vitro Bukopucratn - o
IVD LiarHOCTVKN g no E Kar. Ne
30°c 36epiratn mix 3BepHiTbca fo
mjﬂ/ e Ne naprii Dﬂ HCTPYKLi 3
BUKOPUCTaHHA
He
@ BUKOPUCTOBYATE, | I BupoBHuK
AKLO naKeT
MOLKOXKEHWNIA
\@ BUPOBHUK:
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LABUA By”. MeTniopu, 6yanHoK 25,

M. IBaHO-@OpaHkKiBCcbK, 76018, YkpaiHa
Ten.: +380 (67) 000-20-22
EnekTpoHHa agpeca: info@labua.com.ua
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