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KPACHYXA, KOMBIHOBAHA TECT-KACETA AnAa
LWBUAKOro BUSHAYEHHA AHTUTIN IGG/IGM

Kam. Ne
Q®opma

:LUA-RT.RUBMG2.CC
‘Kacema

Ynakoeka: 25 mecmie

Jlama ocmaHHbo20 nepeanady

iHcmpykuyii: 01-02-2024
TineKu 0na eukopucmaxHs 8 in vitro diazHocmuyi

MPU3HAYEHHA BUKOPUCTAHHA

KombiHoBaHa TecT-KaceTa AnA LUBMAKOrO BM3HAuyeHHA aHTuTin IgG/IgM po
KpacHyxwu (cmpoBaTKa/nna3sma) - Le WBUAKNIA XpoMaTorpadiuHni natepanbHuia
iMyHOaHanis gna AKicHoro BuAsneHHA aHTwUTIn IgG Ta IgM fo KpacHyxu B
cupoBaTLi abo nnasmi AK gonomora B giarHoCTULL iHpeKLUii KpacHyxXu.

PE3IOME

Bipyc KpacHyxu € uneHom cim'i Tora BipyciB, AKi, B OCHOBHOMY, BUABNAIOTbCA Y
niopen. K NpaBuUno, KpacHyxa BBaXa€TbCA XBOPOOOI NiAfiTKiB cepefHbol
BaXkKkocTi. OaHaK MaTeprHCbKa iHpeKLia MoXe nepeaasaTnca yepes nnaleHTy
[0 niofy, BUKIMKAOUM BPOMpKeHY KpacHyxy. lMepBuHHa iHdeKkuia nig uvac
PaHHbOI BariTHOCTI MOXe MaTW BaxKKi HacnifKW, Taki AK TAXKKE YLWKOOXKEHHA
nnogy, MepPTBOHAPOLXEHHA abo nepepuBaHHs BariTHocTi. Y giten,
HapomKeHMX 6e3 CUMMTOMIB, MOXYTb PO3BUHYTUCb Ui MOPYLWEHHA B
nofanbliomy XuTTi. LInpoko nowmpeHa BakuMHaLia 3HaYHO 3HM3WNA YacToTy
3aXBOPIOBAHHA Ha KpacHyXy Yy BCix BikoBux rpynax. Mpote, Big 10 go 20%
MOJOAMX NI0AeN BCe Lie BUABNATLCA YyTAMBMMU [0 Bipycy. LLo6 3meHwmnTn
PU3MK CEpPMO3HMX YCKNaAHeHb, HEOOXiAHO 3acToCyBaTW TOYHI CEepPONOriyHi
MeTOAM BU3HAYEHHA CEPOSIOriYHOro CTaTyCy AITOPOAHUX XKIHOK.
Ekcnpec-kaceta KpacHyxa |gG/IgM komb6iHoBaHa (cvpoBaTka/nnasma) - ue
LWBUAKUIA XpomaTorpadiuHnii iMyHONOTIYHUIA aHani3 AnA AKICHOro BU3HaYeHHsA
aHTuTin IgG Ta IgM fo Bipycy KpacHyxm B cupoBaTLi abo nnasmi.

nPUHLUUN

KombiHoBaHa TecT-KaceTa AnA LUBMAKOrO BM3HAuyeHHs aHTuTin IgG/IgM po
KpacHyxu (cumpoBaTKa/mnasma) € AKICHMM naTepasbHUM iMyHOaHanisom Ans
BUABMEHHs aHTuTIN IgG Ta IgM [0 KpacHyxu B 3pa3kax cMpoBaTKy abo nnasmu.
Y UbOMy TecTi aHTUreH KpacHyX1 HaHeceHi B obnacTi TectoBux niHin. Mig yac
TeCTyBaHHA 3pa3Ku CUPOBAaTKM abo Mia3Mu pearyioTb 3 MUWAYUM aHTu-IgG
NoOAVHU abo Ko3AuMM aHTK-IgM nognHM Ha TecT-cmyxui. Cymilw noTim
nepemillyeTbcsi BBEpX MO Memb6paHi nig KaninspHoto fi€o i pearye 3
aHTUreHOM KpacHyxu Ha MembpaHi B obnacti TectoBoi niHil. HassHicTb
KONbOPOBOI NiHii B 06M1acTi TECTOBOI NiHii BKa3ye Ha NO3UTVBHWI pe3ynbTaT ans
iHdeKUii KpacHyxu, ToAi AK il BIACYTHICTb CBIAYMTb NPO HeraTUBHWI pe3ynbTaT
ans uieil iHdekuii.

B AKocTi npouefypHOro KOHTPOMO KONbOpoBa JiHiA 3aBKAW 3'ABNAETbCA B
06nacTi KOHTPONBHOI NiHii, WO BKa3ye Ha Te, Wo 6yB AofaHWI BifNoBigHWIA
06'eM 3pa3Ka Ta Bifbynocb 3BONOKEHHSA MeMOpaHU.

PEATEHTU
TecT-KaceTa MiCTUTb KO3AYi aHTK-IgM noanHK, Mywadi aHTK-IgG nlognHK Ta
aHTUreH KpacHyxu. CtpenTtaBianH-IgG 3aCTOCOBYETbCA Ha KOHTPOJIbHIN NiHil.

3ACTEPEXXEHHA

1. Tinbkn gna npodeciiHoro 3actocyBaHHA B in vitro piarHoctuui. He
BMKOPMWCTOBYBATW NiCNA 3aKiHYeHHA TepMiHY MPUAATHOCTI.

2. MNepen BUWKOHaHHAM TeCcTy Cnif MOBHICTIO O3HAWOMUTUCA 3  Ui€lo
iHCTpYyKUi€to.

3. TecT nNOBMHEH 3anuWATUCb Y 3aKPUTOMY TaKeTi [0 NovaTtky
BMKOPWCTaHHS.

4, lMepen BUWKOPWUCTAHHAM MPUBECTW BCi peareHTM [0  KiMHaATHOI
Temnepatypwu (15-30 °C (°C)).

5. HanexHum unHoM noBoapbTecA 3i 3pasKkamul i TECT-NPUCTPOAMY, WO Bynn

BMKOPWCTaHi, a came TaK, HibM BOHM 3[aTHi MOTeHUiNHO iHiKyBaTy.
YTunisynte BCi 3pa3ky | BUKOPUCTaHi NPUCTPOI B HaNexHOMY
KOHTelHepi ans 6ioHebe3sneuHyx maTepianis. Mpw 06pobui Ta yTunizauii
Hebe3neyHux MmaTepianis cnigynte MicUeBUM, HauioHanbHUM abo
perioHanbHYM HOPMaTUBHMM aKTaM.

6. OpAranite ofHOPAa30Bi PYKaBUYKM, XanaT Ta 3axWCHi OKynApw nig yac
06po6KM NoTeHLUiiHO iHbIKOBaHOrO MaTepiafly Ta BYKOHAHHA aHani3y.
Micna uboro peTenbHO BUMUIATE PYKMU.

7. HepoTpumaHHA TeMrnepaTypHOro pexriMy MOXe HeraTVBHO BIMHYTU
Ha OTpVMaHi pe3ynbTaTy.

8. He icTn, He NnUTK i He manuTK B MicUAX, Ae NpauioloTb 3i 3paskamu i
Habopamum.

9. Mpy po3nuBaHHi 3pa3kiB Ha OyAb-AKi MOBepxHi NOTPIOHO peTenbHO

npnbpaTy, BUKOPWUCTOBYIOUM BifnoBigHWMIA Ae3iHikyounin 3aci6.
10.  36epiraTi B HeAOCTYNMHOMY ANA AiTeN MicLi.

3BEPIFAHHA TA CTABUIbHICTb
36epiraty Habip Npu KiMHaTHIN TemnepaTtypi abo B xonoaunbHuKy (2-30 °C
(°C)). Tect cTabinbHMI NPOTArOM YCbOro TePMiHy NPUAATHOCTI, 3a3HAYEHOrO Ha
repMeTMYHi ynakoBsLli. TeCcT MOBMHEH 3anuliaTMCA B LbOMY MilleyKy [0
BukopuctaHHa. HE 3AMOPOMYBATWU. He Buxkopwuctosysatu nicna
3aKiHYeHHA TepMiHY NPUAATHOCTI.

36IP I NIArOTOBKA 3PA3KIB

. KombiHoBaHy TecT-KaceTy A WWBUAKOrO BU3HaueHHsA aHTuTin IgG/IgM o
KpacHyxu (cMpoBaTKa/nmnasma) MOXHa 3acTOCOBYBaTWU 3i 3pa3kamu
CUPOBATKM abo nnasmu.

. flkHaMwBMale BiQOKPEMUTU CUPOBATKYy abo nnasmy Big KpoBi, W06
YHUKHYTU remonisy. MoXHa BUKOPWUCTOBYBAaTM fuwe Mpo3opi, He
remonizoBaHi 3pa3Ku.

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

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

. AIKWO 3pas3kyM MOBUHHI OyTWM TPaHCMOPTOBaHi, BOHU MOBUHHI GyTU
ynakoBaHi BignoBiAHO OO MicUeBUX NpaBun ANA TPaHCMOPTYBaHHA
€TUOJOTiYHMX areHTiB.

MATEPIANIN

Marepianu, siki nocravaloTbca 3 Habopom
. TectoBi KaceTn . MNinetku
e  bBydep IHcTpyKUin

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

Tanimep

MPOLIEAYPA AHANI3Y

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

KOHTPONAM AOCAITW KimMHaTHOI TemnepaTypu (15-30 °C (°C)).

1. BuTArHiTb TecT-KaceTy 3 repmeTUYHOI YMNaKoBKW Ta BUKOpuCTanTe ii
NPOTArom ofHiei rognHn. Hankpalyi pesynbtatv 6yayTb OTPYMaHi, AKLLO
aHasni3 NPoBOANTLCA Bifjpasy X MicNA BiAKPUTTA yNnakoBKY 3 Gponbru.

2. TocTtaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEPXHIO. TpumawTe nineTky
BePTMKaNbHO; HabepiTb 3pa3oK Nprban3Ho Ha 1 cm (cm) Hag BepxHiM
KiHLeM HaKOHeYHMKa, AK MOKa3aHO Ha MasntoHKy Hukye. MepemicTitb 1
NoBHY Kpannio (npuénusHo 20 mkn (ul)) 3paska y KOXHY NyHKy Ans
3paska, noTiM Jopante 2 kpamni 6ydepa (npmbnusno 80 mkn (ul) go
KOXXHOIT NYHKM 3i 3pa3koM i 3anycTiTb Tanmep. [Ins intocTpadito Huxye.

3. TouekaliTe, NOKM He 3'ABUTbLCA KOMbOPOBa NiHiA (i). PesynbTaT Tecty cnig
3yntatm uepes 15 xBuAMH. He iHTepnpeTynte pesynbtaT uepe3 20
XBUJIVH.

Aomaiire 1 noesy
KpRUUTo B3ipuA i 2 kpasd
Gyepa & sy ana

HANOBHITL 10
LEOTO PIEHA

~ 880 0

Mozumuennit  Heramesudt  Henificrit

IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbcA Ao intocTpalii BuLLe)
MO3UTUBHUN:* 3'aBnaloTbca ABi KONbOpPOBi NiHii. OHa KonbopoBa NiHisA
3aBXXAW NOBMHHA BYTM B 30Hi KOHTponbHOT obnacTi (C) i We ofgHa NiHiA NOBUHHa
6yTI B 30Hi TecTOBOI 06nacTi.
*MPUMITKA: [HTEHCMBHICTb KONbOPY B AiNAHKAX TeCcToBOI NiHIT Moxe
3MIHIOBATUCA 3aneXHO Bifi KOHUEHTPaUil aHTUTIN A0 KpPacHYXW, NPUCYTHIX Y
3pasky. Tomy 6yab-AKui BiATIHOK Konbopy B obnacTi TecToBoi NiHii cnif
BBaXaTu NO3UTUBHUM.
HEFTATUBHUI: B o6nacti koHTponbHoi niHii (C) 3'ABnAeTbca opHa
KOJIbOpOBa NiHiA. B TecTOBiN 06nacTi He 3'ABNAETHCA XKOQHOI NiHil.
HELINCHUI: KoHTponbHa niHis He 3'ABNAETbcA. HeqocTaTHil 06'em 3paska
abo HenpaBwWibHa MeToAMKa Mpouesypy TecTy € Hanbinbl NMOBIPHUMM
npUYMHamy He MOABU KOHTPONbHOI NiHil. [MepernAaHyTn npoueaypy i
NOBTOPUTM TeCT 3 BUKOPWUCTAHHAM HOBOI TecT-KaceTu. fKWO Ue He Aae
6axkaHoOro pesynbTaTy, Clif MPUNVHUTA BUKOPWUCTAHHA TeCTOBOro Habopy
HeranHo i 38'A3aTnCA 3 perioHanbHUM JUCTPUG'IOTOPOM.



KOHTPOJ1b AKOCTI

BHYTpIlWHI npoueaypHi KOHTPORi BK/OYEHI B TecT AnA o6ox cekuii. [Bi
KONIbOPOBI NiHil, WO 3'ABNAIOTbCA B 06M1acTAX KOHTPonbHOI niHii (C) ana 06ox
CeKUiln, € BHYTPIWHIM npouefypHNUM KOHTponem. BoHu nigTBepmxyoTb
[OAaBaHHA HaNeXHOT KiNbKOCTi 3pa3Ka i KOPEKTHICTb MpoBefeHHA npoueaypu.
KoHTponbHi cTaHAapTM He [oAalTbCA A0 TecTy; OAHaK PeKOMEeHAyeTbCA
nepeBipATY MNO3UTVBHI Ta HeraTMBHI KOHTPONI, Wo6 NiATBEPANTM Npoueaypy
BMMNpPOOYBaHb Ta NepeBipuTV HanexHy eGeKTUBHICTb BUNPOOyBaHb.

OBMEXXEHHA NPOLIEAYPU

1. KombiHOBaHa TecT-KaceTa A/l WIBMAKOrO BU3HaYeHHs aHTuTin IgG/IgM no
KpacHyxu (cMpoBaTKa/nnasma) npusHayeHa TinbKu ANA AiarHOCTMKK in
vitro. Llei TecT NOBUHEH BUKOPUCTOBYBATUCA ANA BUABNEHHA aHTUTIN IgG
Ta IgM po KpacHyxu y 3paskax cupoBaTku abo nnasmu. Hi kinbkicHe
3HaUeHHs, Hi WBMAKICTb 36iNbleHHA KOHUeHTpauii aHTuTin IgG Ta IgM go
KpacHYXu He MOXyTb 6yTV BU3HaUeHi LM AKICHUM TECTOM.

2. KombiHOBaHa TecT-KaceTa AJfifl LIBMAKOrO BU3HaUYeHHs aHTuTin IgG/IgM no
KpacHyxu (cmpoBaTtka/mna3ma) imiie BKasye Ha HasBHicTb IgG abo IgM-
aHTUTIN 4O KpacHYXW y 3pa3Ky Ta He MOBMHHA BUKOPWCTOBYBATUCA AK
E€AVIHUIA KpUTEpIi ANA AiarHOCTUKM iHGEKL, MOB'A3aHMX 3 KPaCHYXOH0.

3. Ak i y Bcix AiarHOCTUYHMX TecTax, BCi pe3ynbTaTM MOBUHHI 6yTu
PO3rNAHYTI 3 iHLWOLO KNiHiYHOI iHdOpMaLli€to, AOCTYMHO ANA NiKaps.

4. AKWO pe3ynbTaT TeCTy € HEraTMBHVM i KNiHIYHI cumnToMM 36epiratoTbea,
peKOMeHAYETbCA MPOBECTV [OAAaTKOBE CMOCTEPEXEeHHA 3a iHWUMK
KNiHIYHMMKU MeTopamu. HeraTvBHUA pe3ynbTaT y Oyfb-AKWMIN 4Yac He
BUVIKJTIOYAE MOXIMBOCTI iHEKLT KpacHyXu.

OUYIKYBAHI PE3YJIbTATU

KombiHoBaHa TecT-KaceTa AnA LWBWMAKOrO BM3HAuyeHHA aHTutin 1gG/IgM po
KpacHyxu (cMpoBaTka/nnasma) nopiBHBanacb 3 NPOBIAHNMU KOMEPLINHMM
IOA Tectamn Ha KpacHyxy. Kopenauia mi>k LMK TecTaMu CTaHOBUTb MOHaA
97%.

POBOYI XAPAKTEPUCTUKUN

Yyramsictb i cneyudiuHictb
KombiHoBaHa TecT-KkaceTa AfiA LWBMAKOrO BM3HaueHHA aHtutin 1gG/IgM po
KpacHyxu (cMpoBaTka/nna3ma) nopiBHoBanacb 3 NPOBiAHVMU KOMEPLiNHMMN
IOA TecTamn Ha KpacHyXy; pe3ynbTaTu MoKasyloTb, Wo KombiHoBaHa TecT-

MepexpecHa peaKTUBHICTb
KombiHoBaHa TecT-KaceTa AnA LUBMAKOrO BM3HA4eHHA aHTuTin IgG/IgM po
KpacHyxu (cvpoBaTka/nnasma) 6yna npoTtectoBaHa Ha NO3WUTUBHI 3pasku HAV,
HBV, HCV, BIN, RF, cudinic, H. Pylori, CMV, TOXO, HSV 1/2. Pe3ynbtatn He
nokasanu nepexpecHoi peakTUBHOCTI.

IHTepdepyloui peuoBrHN
HactynHi cnonyku Takox Oynu BunpoOyBaHi 3 JaHWM Tectom i He 6yno
BUWABMIEHO iHTepdepeHLil.
AuemamiHocpeH: 20 mz/on

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

(mg/dl) (mg/dl)
Auemuncaniyunosa FeHmu3uHosa kucioma: 20  Emaxon: 10%
kucoma: 20 me/on (mg/dl) me/on (mg/dl)

AckopbiHosa kucioma: 2 ®eHunnponaHonamin: 20 Inioko3sa: 20
2/0n (g/dl) m2/0n (mg/dl) m2/0n (mg/dl)
binipy6iH: 1000 m2/0n Caniyunosa kuciioma: 20 ®eHomiasuH: 20
(mg/dl) me/on (mg/dl) me/on (mg/dl)

YMOBHi NO3HaYeHHA

KaceTa [nA LWBWAKOrO BW3HauyeHHA aHTuTin IgG/IgM  go  KpacHyxwu
(cmpoBaTka/nnasma) Ma€ BUCOKY YyTAUBICTb Ta cneyndiyHiCTb.
MeTop KpacHyxa IQA (IgM) 3aranbHi
Komb6iHoBaHa TecT- PesynbTatn [Mo3nTNBHUI HeraTtnBHUi pesynbraTtun
KaceTa AnA WBUAKOro Mo3nTnBHNIA 33 3 36
BU3HAYEHHSA aHTUTIN
I9G/IgM Ao Kpactyxu HeratusHuin 2 262 264
(cmpoBaTka/nnasma)
ana lgM
3aranbHi pesynbtatu 35 265 300
BigHocHa YyTtnuBicTb: 94.3% (95%Cl*: 80.8%-99.3%);
BigHocHa CneundiyHicTb: 98.9% (95%Cl*: 96.7%-99.8%);
[locToBipHiCTb: 98.3% (95%Cl*: 96.2%-99.5%).
*[loBipunii IHTepBan
Metop KpacHyxa IQA (1gG) 3aranbHi
KombiHoBaHa TecT- PesynbTatn Mo3nTtnBHWMIA | HeraTneHui pesynbratn
KaceTa Ans WBKAKoro Mo3nTnBHMI 32 4 36
BU3HAYEHHSA aHTUTIN
1gG/IgM po KpacHyxu .
(gcmpcgasaTKa/Enasza) HeratnsHwui 3 261 264
ana lgG
3aranbHi pesynbtatu 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 CneundiyHicTb:
[locToBipHiCTb:
*[osipuni IHTepBan

TouHicTb

B aHanisi
TouHicTb B aHanisi BU3Hauyanacb 3a fgornomoroio 10 Ay6nikaTis 3 pisHUX 3pa3KiB:
HeraTMBHOrO, HU3bKO MO3UTMBHOFO Ta BWCOKO MO3WUTMBHOrO. HeraTuBHi,
BMCOKO MO3WUTMBHI Ta HN3bKO NO3UTUBHI 3HaYEHHA OyN NPaBUNbHO BU3HAYEHI
y > 99% BunagkKis.

Mix aHanisamn
TouHicTb MiX aHani3amy BU3Hayanacb 10 He3aneXxHVMK aHasnizaMmn Ha TUX Xe
TPbOX Pi3HMX 3pa3kax: HeraTMBHOMY, BMCOKO MO3UTMBHOMY Ta HU3bKO
nosutnBHoMmy. Tpu pisHi napTii KombiHOBaHOI TecT-KaceTn AnA LWBMAKOIO
BM3HauyeHHA aHTuTin IgG/IgM  po KpacHyxu (cuposaTka/mnasma) 6ynm
npoTecToBaHi NpoTtarom 10 AHiB, BUKOPWUCTOBYIOUM BULLE 3a3HayeHi 3pasKku.
3pasku 6ynu npaBunbHO iaeHTUdIKoBaHI y > 99% BuUNagaKis.

YBara, AnBitTbca He
A iHCTpyKUii no V Tecris B Habopi BUKOPUCTOBY-
3aCTOCYBaHHIO BaTW MOBTOPHO
Tinbku ana in vitro Bukopucratn - o
AiarHocTKm g ao E Kar. Ne
30°C 36epirati Mk 3BepHiTbca fo
/ﬂ/ P Ne naprii IHCTPYKUii 3
2¢ 2-30°C(°Q) BUKO
PUCTaHHA
He
@ BUKOPUCTOBYIATE, | I Bupo6HMK
AKLO naKeT
NOLWKOAXKEHWNIA
(S BUPOBHUK:
® .
! TOB JIABIOEW»
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M. IBaHO-DpaHKiBCbK, 76018, YKpaiHa
Ten.: +380 (67) 000-20-22

EnekTpoHHa agpeca: info@labua.com.ua
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