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LABUA TECT-KACETA

Anda wBnuaKoro BU3HA4YEHHA AHTUTIN IgG
A0 KPACHYXU

Kam. Ne
®opma

:F59-25P
:Kacema

Ynakoska: 40 mecmie
Jama sunycky incmpykuii: 10-02-2017

TinbKu 0na eukopucmatHs 8 in vitro diazHocmuyi

MPU3HAYEHHA BUKOPUCTAHHA

TecT-KaceTa p[AnA  WBWAKOrO BU3HAaYeHHA aHTUTIN 1gG  po  KpacHyxm
(cmpoBaTka/mnasma) - Ue WBMAKUIA  XpomaTorpadiuHunii  natepanbHuUii
iMyHOaHani3 anAa AKICHOro BUABMEHHA aHTUTIN IgG Ao KpacHyxu B CMpoOBaTLi
abo nna3mi B AKOCTI fOMOMOrU B AiarHOCTUL iHeKLiT KpacHyxu.

PE3IOME

Bipyc KpacHyxu € uneHom cim'i Tora BipyciB, AKi, B OCHOBHOMY, BUABAAIOTbCA Y
niogen. K NpaBuUno, KpacHyxa BBAaXXA€TbCA XBOPOOOI NiANiTKiB cepefHboi
BaXkKocTi. OaHaK MaTeprHCbKa iHpeKLia Moxe nepeaasaTnca yepes nialeHTy
[0 niofy, BUKAMKAOUM BPOMpKeHY KpacHyxy. lMepBuHHa iHdeKkuia nig uvac
PaHHbOI BariTHOCTI MOXe MaTu BaxKKi HacnifKW, Taki AK TAXKKE YLWKOAXKEHHA
nnogy, MepTBOHApPOAXeHHA abo nepepuBaHHA BariTHocCTi. Y piten,
HapomKeHMX 6e3 CUMMTOMIB, MOXYTb PO3BUHYTUCb Ui MOPYLWEHHA B
noganbliomy XuTTi. LLInpoko nowmpeHa BakuMHaLia 3Ha4YHO 3HM3MNA YacToTy
3aXBOPIOBAHHA Ha KpacHyXy Yy BCix BikoBux rpynax. Mpote, Big 10 go 20%
MOJOAMX NIOAeN BCe Lie BUABNATLCA YyTAMBMMU A0 Bipycy. LLo6 3meHwmnTn
PU3MK CEPUO3HMX YCKNaHeHb, HEOOXiAHO 3acToCyBaTW TOYHI CEepONoriyHi
MeTOAM BU3HAYEHHA CEPOIOTiYHOro CTaTyCy AITOPOAHUX XKIHOK.

TecT-KaceTa pAnA WBWAKOrO BM3HauYeHHA aHTWUTIN IgG  po  KpacHyxm
(cnpoBaTka/nnasma) - ue WBMAKMIA XpomaTorpadiuHnin iMyHONOMYHMIA aHani3
[NA AKICHOTrO BM3HauyeHHA aHTWTIN IgG fo Bipycy KpacHyxu B cupoBaTtui abo
nnasmi.

nPUHUUN

TecT-KaceTa pAnA WBWAKOrO BM3HauYeHHA aHTWUTIN I1gG  po  KpacHyxm
(cmpoBaTka/mnasma) € AKICHUM natepanbHUM iMyHOaHani3oM ANA BUABMIEHHA
aHTUTIN 1gG Ao KpacHyxu B 3paskax cMpoBaTKu abo nnasmu. Y Lbomy TecTi
AQHTUreH KpacHYXU HaHeceHui B obnacTi TecToBux NiHil. Mig yac TecTyBaHHA
3pa3ku cmpoBaTKu abo mnasmu pearyloTb 3 HaHeCEeHMM KO3AuuM aHTu-IgG
NIOAVHU Ha TecT-cMy»KLi. Cymill NoTiM nepemillly€eTbcs BBepX No MembpaHi nig
KaninfpHo [i€l0 i pearye 3 aHTUreHOM KpacHYXM Ha mMembpaHi B obnacri
TecToBOI NiHil. HasABHICTb KONbOPOBOI NiHii B 06nacTi TeCTOBOI NiHii BKa3sye Ha
NO3UTUBHUI pe3ynbTaT AnA iHpeKUii KpacHyxu, Tofi AK ii BiCyTHICTb CBIfUNTD
NpPO HeraTUBHWIA pe3ynbTaT ANA Uil iHpekuii.

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 3BONOMEHHA MEMOPaHU.

PEATEHTU
TecT-Kaceta MICTUTb MUWaYi aHTK-IgG NOAVHWM Ta aHTUreH KpacHyxXu.
CrpenTaBignH-IgG KponmKa 3aCTOCOBYETbCA HAa KOHTPOMbHI NiHii.

3ACTEPEXXEHHA

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

2. MNepens BWKOHaHHAM TecTy Cnif MOBHICTIO O3HAMOMUTUCA 3  Ui€0
iHCTpYyKUi€to.

3. TecT nOBMHEH 3anMWaTUCb Y 3aKPUTOMY TaKeTi [0 NovaTtky
BMKOPWCTaHHS.

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

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

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

6. OpAranTe ofHOPA30Bi PyKaBUUKKM, XanaT Ta 3axWCHi OKynApw nig 4ac
06pOo6KM NOTEHLiHO iHdIKOBaHOrO MaTepiany Ta BUKOHAHHA aHanisy.
Micna uboro peTenbHO BUMMNIATE PYKU.

7. HepgoTpumaHHA TemnepaTypHOro pexumy MOXKe HeraTWBHO BMVHYTU
Ha OTpVMaHi pe3ynbTaTy.

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

9. Mpy po3nuBaHHi 3pa3kiB Ha Oynb-AKi MOBEpXHi NOTPIOHO peTenbHO

nprbpaTy, BUKOPUCTOBYIOUM BignoBigHWin aesiHdikyounii 3aci6.

10.  36epirati B HeAOCTYNMHOMY ANA AiTeN Micui.

3BEPIFAHHA TA CTABUIbHICTb
36epirat Habip nNpw KiMHaTHIN TemnepaTypi abo B xonoaunbHKKy (2-30 °C
(°Q)). Tect cTabinbHMI NPOTArOM YCbOro TePMiHY NPUAATHOCTI, 3a3HaYEHOrO Ha
repMeTMYHii ynakoBsLi. TeCcT MOBMHEH 3anulaTWCA B LbOMY MilleyKy [0
BukopuctaHHa. HE 3AMOPOMYBATWU. He BukopuctoByBatvM nicna
3aKiHYeHHA TepMiHY NPUAATHOCTI.

36IP I NIArOTOBKA 3PA3KIB

. TecT-KaceTy AnA LWBWMAKOrO BU3HAaYeHHA aHTUTIN IgG Ao KpacHyxu
(cnpoBaTKka/nna3ma) MoXHa 3aCTOCOBYBATU 3i 3pa3kamiy CMpoBaTKU abo
nnasmu.

. fAIKHaMWwBMALle BiJOKPEMUTU CMpOBATKy abo nnasmy Bif KpoBi, W06
YHUKHYTW remonidy. MoXHa BMKOPMCTOBYBaTW JMwe Mpo30pi, He
remorni3oBaHi 3pasKku.

. TecTyBaHHA cCnig npoBoAWTM Bigpasy X nicna 36opy 3paskie. He
3anvwanTe 3pasku MNpu KiMHaTHIN TemnepaTtypi NPOTArom TpWBanoro
nepiogy yacy. 3pa3ku MoxyTb 36epiratuca npu 2-8 °C (°C) npotarom o 3
IHiB. [ins TpyBanoro 36epiraHHA 3pa3Kku NOBUHHI 36epiraTucb Hkye -20
°C (°Q).

. MNMepen TecTyBaHHAM [OBeAiTb 3paskyM A0 KiMHATHOI TemnepaTypw.
3amep3ni 3pa3ku MOBUHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta Aobpe
nepemilwaHi nepen TecTyBaHHAM. 3pa3kum He CNif 3amMOpOXyBaTu Ta
BiATaBaTN HEOAHOPA30BO.

. AKWO 3pas3kyM MOBUHHI OyTW TpPaHCMOPTOBaHi, BOHW MOBUHHI GyTU
ynakoBaHi BigNoBiAHO OO MicUeBUX NpaBun ANA TPaHCMOPTYBaHHA
eTWOSOTYHNX areHTiB.

MATEPIANIN

Marepianu, siki nocraualoTbca 3 Habopom
. TecToBi KaceTn . MineTkn anA 3paskis
e  bydep IHCTpYyKUin

Heo6xigHi maTepianu, ane He HafaHi
. KoHTeliHepu ans 36opy . LieHTpudyra (tinbkn .
3paskiB 0N nnasmm)

Tanimep

MPOLIEAYPA AHANI3Y

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

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

1. BuTArHiTb TecToBy KaceTy 3 repMeTMYHOI YNakoBKW Ta BUKopucTanTe ii
NpOTArom OfHi€i rogmHn. Hankpalyi pesynbtatv 6yayTb OTPVMaHi, AKLLO
aHasni3 NpoBOANTbLCA Biipasy X Mic/A BiAKPUTTA yNakoBKY 3 Gonbru.

2. TocTaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEPXHI0. TpumaniTe nineTky
BEPTMKanbHO; HabepiTb 3pa3oKk NpubnnsHo Ha 1 cm (cm) Hap BepXHiM
KiHLEM HaKOHEUHMKa, AK NOKa3aHO Ha MasioHKy Huxye. MNepemicTitb 1
noBHy Kparno (npnénusHo 20 mkn (pl)) 3paska y KOXKHY NyHKy And
3paska, noTiM Jopante 2 kpamni 6ydepa (npmbnusHo 80 mkn (ul) go
KOXXHOI NYHKW 3i 3pa3Kkom i 3anycTiTb Tanmep. [InB intocTpadito HuxKye.

3. TNouekaiiTe, NOKM He 3'ABUTbCA KONbopoBa MNiHiA (i). PeaynbtaT Tecty cnig
3yntatm uepe3 15 xBuAMH. He iHTepnpeTyinTe pesynbtat 4yepe3 20
XBUIH.
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IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbca o intocTpadii BuLLe)
MO3UTUBHUN:* 3'aBnaloTbca ABi KONbOPOBI NiHii. OHa KonbopoBa NiHisA
3aBXXAM NOBMHHA BYTM B 30Hi KOHTponbHOT obnacTi (C) i We ofgHa NiHiA NOBUHHa
6yTI B 30Hi TeCcTOBOI 06nacTi.
*MPUMITKA: IHTeHCUBHICTb KOMbOpy B 30Hi TecToBOi 06nacTi Moxe
3MIHIOBATUCb 3aneXHO Bifi KOHLUEHTPaLil aHTUTIN A0 KPacHYXW, MPUCYTHIX Y
3pasky. Tomy Oyab-AKWIA BIATIHOK KONbopy B 06nacTi TecToBoi NiHil  cnif
BBaXKaTy NO3UTMBHUM Pe3yNbTaTOM.
HEFTATUBHUI: B o6nacti koHTponbHoi niHii (C) 3'aBnAeTbca opHa
KOJIbOpPOBa NiHifA. B TecTOBiN 06nacTi He 3'ABNAETLCA XKOQHOI NiHil.
HEQINCHUI: KoHTponbHa niHia He 3'aBnAeTbca. HegocTtaTHil 06'em 3paska
abo HenmpaBuibHa MeToAMKa npoueaypu TecTy € Halbinbll NMOBIPHUMMK



npuYMHamy He nOABU KOHTPONbHOI niHil. [MepernAaHytn npouepypy i
NMOBTOPUTM TeCT 3 BUKOPUCTAaHHAM HOBOI TecT-KaceTu. fIKWO Ue He Aae
6a)kaHoOro pesynbTaTy, Clif MPUMNVHUTA BUKOPUCTAHHSA TeCTOBOro Habopy
HeranHo i 38'A3aTNCA 3 perioHanbHUM JUCTPUG'IOTOPOM.

KOHTPOJIb AKOCTI

BHYTpilWHI npoueaypHi KOHTpORi BK/OYEHI B TecT OKpeMo AnAa obupBox
cekuin. [1Bi KonbopoBi NiHil, WO 3'ABNATLCA B 061aCTi KOHTPONBbHUX AiNAHOK
(C) onAa obupBox cekuil, € BHYTPIWHIM NpoueAypHUM KOHTponem. BoHun

NiaTBEPAXYIOTb AOAABaHHA HaNeXHOI KiNIbKOCTI 3pa3ka | KOPEeKTHICTb
npoBefeHHA npoLleaypu.
KOHTponbHi  cTaH@apTV He BXOAATb [0 Habopy; OfHaK, HaNeXHo

nabopaToOpPHOIO MPaKTUKOW PEKOMEHAYETbCA MepeBipATM MO3UTMBHI Ta
HeraTuMBHi  KOHTpONi, WO6 nigTBEepAWTM npoueaypy BuNpobyBaHb Ta
nepeBipnTn HanexxHy eGeKTUBHICTb BUNPOOYBaHb.

OBMEXXEHHA NPOLIEAYPU

1. Tect-kaceTa ANnA WBWAKOrO BWM3HAYeHHA aHTUTIN IgG A0 KpacHyxm
(cupoBaTka/nnasma) Npv3HayeHa TiNbKW ANA AiarHOCTMKKM in vitro. Llewn
TeCT MOBMHEH BMKOPWUCTOBYBATUCA ANA BUABNEHHA aHTwTin IgG po
KpacHyXu Yy 3pa3kax cMpoBaTKu abo nnas3mu. Hi KinbKicHe 3HaueHHs, Hi
WBUAKICTb 306iNblIeHHA KOHUeHTpauii aHTuTin IgG Ao KpacHyxu He
MOXYTb OYTV BU3HAYEHI LM AIKICHUM TECTOM.

2. TecT-kaceTa AnA LWBWAKOrO BU3HAYeHHA aHTWUTIN IgG Jo KpacHyxwu
(cmpoBaTka/nnasma) nuLle BKasye Ha HaABHICTb IgG-aHTWTIN fO KpacHyxum
y 3pa3Ky Ta He MOBMHHa BUKOPWUCTOBYBATUCA AK EAVHUIA KpUTepin ana
AiarHOCTUKM iHbeKLi, NOB'A3aHUX 3 KPAaCHYXOL0.

3. Ak i y Bcix fiarHOCTMYHMX TecTaX, BCi pe3ynbTaTu MOBUHHI 6yTn
PO3rNAHYTI 3 iHLWOLO KNiHiYHOI iHOPMaLli€to, AOCTYMHO ANA NiKaps.

4.  fAKwWwo pe3ynbTaT TECTY € HEraTUBHWM i KNiHIYHI CUMNTOMM 36epiraloTbes,
peKoMeHAYETbCA MPOBECTV [OAAaTKOBE CMOCTEPEXEHHA 3a iHWUMK
KNiHIYHMMKN mMeTofamu. HeraTvBHMA pe3ynbTaT Yy OyAb-AKWMA 4ac He
BUVIKJTIOYAE MOXKNUBOCTI iHEKLiT KpacHyXW.

OU4IKYBAHI PE3YJIbTATU

TecT-KaceTa pAnA  WBWAKOrO BU3HAaYeHHA aHTUTIN 1gG  po  KpacHyxm
(cmpoBaTka/mnasma) MopiBHIOBaNacb 3 NPOBIAHUMM  KomepuiiHumn  1OA
TecTaMu Ha KpacHyxy. Kopenauia MiX LMmMmn TecTamy CTaHOBUTb NoHag 97.7%.

POBOUI XAPAKTEPUCTUKIN

YyTtamsictb i cneyndivnictb
TecT-KaceTa [AnA  WBWAKOrO BU3HAaYeHHA aHTUTIN 1gG Ao KpacHyxum
(cmpoBaTka/mnasma) MopiBHIOBanacb 3 NPOBIAHUMM KomepuiiHumn  1OA
TecTamy Ha KpacHyXxy; pe3yfibTaTui NoKasyloTb, Wo TecT-KkaceTa AnA WBUAKOro
BM3HauyeHHA aHTWTin IgG Ao KpacHyxu (cupoBaTka/mnasma) Ma€e BUCOKY
UYTAMBICTb Ta CNeLUMPiUHICTD.

MepexpecHa peaKTUBHICTb
TecT-KaceTa [AnA WBWAKOrO BU3HaYeHHA aHTWUTIN I1gG Ao KpacHyxu
(cpoBaTka/nnasma) byna npoTectoBaHa Ha No3nTKBHI 3pasku HAV, HBV, HCV,
BI, RF, cudinic, H. Pylori, CMV, TOXO, HSV 1/2. Pe3ynbTatn He nokasanu
nepexpecHoi peakTMBHOCTI.

InTepdepyioui peuoBrHN
HactynHi cnonyku Takox 6ynu BuNpoOyBaHi 3 JaHUM TecTom i He 6yno
BUWABMIEHO iHTepdepeHL;il.
EATA: 20 me/on

AuemamiHocpeH: 20 mz/on Kogpein: 20 m2/on (mg/dl)

MeTop KpacHyxa IOA (IgG) 3aranbHi
TecTt-KaceTta Pesynbtatn | Mo3utusHui | HeratvsHuin | pesynbraTtun
ana weuakoro | Mo3ntuBHMn 32 4 36
BU3HaueHHA
anTuTin IgG po

KpacHyxu HeratnsHuin 3 261 264
(cuposatka/
nnasma)
3aranbHi pesynbtatn 35 265 300

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

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

TouHicTb

B aHanisi
TouHicTb B aHani3i BU3Havyanacb 3a gornomoroto 10 ay6nikaTtis 3 pisHUX 3pa3KiB:
HeraTVBHOrO, HU3bKO MO3WTUBHOrO Ta BWCOKO MO3WUTUBHOrO. HeraTuBsHi,
BUCOKO MO3NTUBHI Ta HU3bKO NMO3UTMBHI 3HAUEHHA GyNM NPaBUIbHO BU3HAYEHI
y > 99% BunagkKis.

Mix aHanisamn
TouHicTb MiX aHani3amy BU3Havanacb 10 He3anexHVMK aHanizaMmn Ha TUX Xe
TPbOX Pi3HMX 3pa3kax: HeraTMBHOMY, BWCOKO MO3WUTMBHOMY Ta HU3bKO
no3mTMBHOMY. Tpu pi3Hi napTii TecT-KaceTn AnA LWBWMAKOrO BU3HAYEHHA
aHTuTin IgG po KpacHyxu (cmpoBaTka/mnasma) 6ynu NpoTecToBaHi NPOTArom
10 AHIB, BUKOPUCTOBYIOUM BULLE 3a3HauyeHi 3pa3ku. 3pa3ku Oynu npaBUnbHO
ineHTndikoBaHi y > 99% BunagKis.

(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) me/on (mg/dl) me/on (mg/dl)
binipy6iH: 1000 m2/0n Caniyunosa kuciioma: 20 ®eHomiasuH: 20
(mg/dl) me/on (mg/dl) me/on (mg/dl)
YMOBHi NO3HaYeHHA
YBara, AuBiTbcA He
& iHCTpyKUii no V Tecris B Habopi ® BUNKOPUCTOBY-
3aCTOCyBaHHIO BaTn NOBTOPHO
Tinbl:(l/l ans in vitro g Bukopucratn Kar. Ne
AlarHoCTnKn Aao
36epiratvi Mix 3BepriToch Ao
2-30°C (°C) Ne naprif DE iHCTPYKUIT 3
BUKOPWUCTaHHA
He
BUKOPUCTOBYITE, B 6
AKWO naket MPOOHMK
MOLIKOXKEHNIA
S BVPOBHUK:
nS TOB «J1ABIOEM»
lABUA

YKkpaiHa, 76018

M. IBaHO-®paHKiBCbK, Byn. MNetntopw, 25
Mo6.: +38 (067) 000-20-22

E-mail: info@labua.com.ua
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