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LABUA TECT-KACETA

anAa wsnaKoro Bu3HA4YEHHA AHTUTIN IgM
A0 KPACHYXU

Kam. Ne
®opma

:F61-25P
:Kacema

Ynakoeka: 40 mecmie
Jama sunycky incmpykuii: 07-03-2017

TinbKu 0na eukopucmatHs 8 in vitro diazHocmuyi

MPU3HAYEHHA BUKOPUCTAHHA

TecT-KaceTa [nA LWBWAKOTO BW3HAYEHHA aHTUTIN IgM  fo  KpacHyxm
(cmpoBaTka/mnasma) - Ue WBMAKUMIA  XpomaTorpadiuHnii  natepanbHuUin
iMyHOaHani3 AnAa AKiICHOro BUABNEHHA aHTUTIN IgM Ao KpacHyxu B cupoBsartLi
abo nnasmi B AKOCTi AOMOMOTY B AjiarHOCTUL iHdeKUii KpacHyXu.

PE3IOME

Bipyc KpacHyxu € uneHom cim'i Tora BipyciB, AKi, B OCHOBHOMY, BUABNAIOTbCA Y
niopen. K NpaBuUno, KpacHyxa BBaXa€TbCA XBOPOOOK NiaNiTKiB cepefHbol
BaXkKkocTi. OfHaK MaTeprHCbKa iHpeKLia MoXe nepeaasaTnca Yepes niaLleHTy
[0 nofy, BUKAMKAOUM BPOMKeHY KpacHyxy. lMepBuHHa iHdekuia nig uvac
PaHHbOI BariTHOCTI MOXe MaTV BaXKKi HacnifgKW, Taki AK TAXKKE YLWKOAXKEHHA
nnofy, MepTBOHapOAXeHHA abo nepepuBaHHA BariTHocTi. Y  pgiten,
HapomKeHMX 6e3 CUMMTOMIB, MOXYTb PO3BUHYTUCb Ui MOPYLEHHA B
nofanbliomy XuTTi. LLInpoko nowmpeHa BakuMHaLia 3HaYHO 3HM3WNA YacToTy
3axXBOPIOBAHHA Ha KpacHyXy Yy BCix BikoBux rpynax. lpote, Big 10 go 20%
MOJIOAMX NI0AeN BCe Lie BUABNATLCA YyTAMBMMU [0 Bipycy. LLo6 3meHwmnTn
PU3MK CEpPMO3HMX YCKNaHeHb, HEOOXiAHO 3acToCyBaTW TOYHI CEepPONOriyHi
MeTOAM BU3HAYEHHSA CEPOIOriYHOro CTaTyCy AiTOPOAHUX XKIHOK.

TecT-KaceTa QAnA LWBWAKOTO BM3HAYeHHA aHTUTIN IgM  pgo  KpacHyxm
(cnpoBaTka/nnasma) - Le WBMAKMIA XpomaTorpadiuHuii iMyHONOrYHNIA aHani3
AnA AKICHOro BU3HauyeHHA aHTWTIN IgM fo Bipycy KpacHyxu B cnpoBaTLli abo
nnasmi.

nPMHUUN

TecT-KaceTa QAnA LWBWMAKOTO BM3HAYeHHA aHTUTIN IgM  fJo  KpacHyxm
(cmpoBaTka/nnasma) € AKICHUM natepanbHUM iMyHOaHani3oM A BUABMIEHHSA
aHTUTIN IgM 1o KpacHyxu B 3pas3kax cMpoBaTKu abo nniasmu. Y Lbomy TecTi
AQHTWreH KpacHyXu HaHeceHui B obnacTi TecToBux NiHil. Mig yac TectyBaHHA
3pa3kn cmpoBaTKy abo Mnasmu pearyTb 3 HaHECEHUM KO3AYMM aHTU-IgM
TIOAUHU Ha TecT-cMy»KLi. Cymill NoTiM nepemillyeTbcs BBepX No MembpaHi nig,
KaninfpHo [i€lo i pearye 3 aHTUreHOM KpacHYXU Ha MembpaHi B obnacri
TecToBOI NiHii. HasBHiCTb KONbOPOBOI NiHIl B 06nacTi TecToBOI NiHii BKa3ye Ha
NO3UTUBHUI pe3ynbTaT Ana iHpeKUii KpacHyxu, Tofi AK i BiicyTHICTb cBifUNTD
NPO HeraTUBHWIA pe3ynbTaT ANA Liel iHpekuii.

B AKocCTi npoLefypHOro KOHTPOMO KONbOpOBa NiHiA 3aBXAW 3'ABNAETbCA B
ob6nacTi KOHTPONbHOI NiHil, WO BKa3lye Ha Te, Wo 6yB AOAAHWI BIANOBIAHWN
06'eM 3pa3ka Ta Bifbynocb 3BON0KEHHA MeMOpaHW.

PEATEHTU
TecT-Kaceta MiCTUTb KO3A4Yi aHTU-IgM nOAMHU Ta aHTUreH KpacHyxu.
CrpenTaBignH-lgG KponvKa 3aCTOCOBYETbCA HAa KOHTPOSbHIN NiHi.

3ACTEPEXKEHHA

1. Tinbkn AnAa npodeciiHoro 3actocyBaHHA B in vitro piarHoctuui. He
BMKOPWCTOBYBATW NiCNA 3aKiHYeHHA TePMiHY NPUAATHOCTI.

2. MNepen BUWKOHaHHAM TeCcTy Cnif MOBHICTIO O3HAMOMWUTUCA 3 L€
iHCTpYyKUi€to.

3. TecT nNOBMHEH 3anUWATUCb Y 3aKpUTOMYy MaKeTi [O MNovaTky
BMKOPVCTaHHS.

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

5. HanexxH1m unHoM noBogbTeca 3i 3pa3Kamu i TeCT-NPUCTPOAMM, Lo Bynun

BMKOPWCTaHi, a came Tak, HiGM BOHW 34aTHi MOTEHLiNHO iHOiKyBaTW.
YTunisynte BCi 3pa3km | BUKOPUCTaHi MPUCTPOi B HaNexHoMy
KOHTelHepi ans bioHebe3neuHrx maTepianis. Mpy 06pobui Ta yTunizaui
Hebe3neuyHux MmaTepianis cnigyiTe MiCUEBMM, HaLioHanbHUM abo
perioHanbHYM HOPMaTUBHMM aKTaM.

6. OpAranTe ofHOPa30Bi PyKaBUUKKM, XanaT Ta 3axWCHi OKynApw nif yac
06pOo6KYM NOTEHLiHO iHdIKOBaHOrO MaTepiany Ta BUKOHAHHA aHanisy.
Micna uboro peTenbHO BUMUIATE PYKK.

7. HepoTprmaHHA TeMnepaTypHOro pexmmy MOXKe HeraTVBHO BMVHYTW
Ha OTpVMaHi pe3ynbTaTu.

8. He icTn, He nNnUTW i He mManuTK B MicUAX, Ae NpauioTb 3i 3paskamu i
Habopamm.

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

nprobpaTy, BUKOPUCTOBYIOUY BifNoBigHWM ae3iHdikyounii 3aci6.

10.  36epiraTvi B HelOCTYNHOMY AJ1A AiTeid MicLi.

3BEPIFAHHA TA CTABUIbHICTb
36epiraTy Habip Npu KiMHaTHIN TemnepaTypi abo B xonoaunbHuKy (2-30 °C
(°C)). Tect cTabinbHWI NPOTArOM YCbOro TePMiHY NPWMAATHOCTI, 3a3HaYEHOrO Ha
repMeTUYHiii ynakoBui. TeCcT MOBMHEH 3anuaTWCA B LbOMY MilleyKy [0
BukopuctaHHa. HE 3AMOPOMYBATWU. He BukopuctoByBatM nicna
3aKiHYeHHA TepMiHY NPUAATHOCTI.

36IP 1 MNIArOTOBKA 3PA3KIB

. TecT-KaceTy ANA LWBWAKOIO BW3HAYEHHA aHTUTIN IgM po KpacHyxum
(cnpoBaTka/nna3ma) MoOXHa 3aCTOCOBYBaTU 3i 3pa3kamy CMpoBaTKU abo
nnasmu.

) flIkHalwBMAaWe BIAOKPEMUTM CUPOBATKYy abo nnasmy Bif KpoBi, Wwo6
YHUKHYTM remonisy. MoxHa BMKOPWCTOBYBaTW JiMwWe Mpo30pi, He
remorni3oBaHi 3pasKku.

. TecTyBaHHA cnif npoBoAMTM BiApa3ly X nicna 36opy 3paskiB. He
3anvwanTe 3pasku Npu KiMHATHIN TemnepaTypi NPOTArom TPuUBanoro
nepiogy yacy. 3pa3sku MoxyTb 36epiratuca npu 2-8 °C (°C) npoTtarom o 3
[HiB. [ina TprBanoro 36epiraHHA 3pa3ku NOBKHHI 36epiratnucb Hkye -20
°C (°Q).

. Mepen TecTyBaHHAM [AOBeAiTb 3pa3km [0 KIMHATHOI Temnepatypwu.
3amep3ni 3pa3ku MOBMHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta Aobpe
nepemilwaHi nepepn TecTyBaHHAM. 3pa3ku He CNif 3amMOpPOXyBaTu Ta
BiATaBaTN HEOQHOPA30BO.

. AKWO 3pas3kyM MOBMHHI OyTW TPaHCMOPTOBaHi, BOHU MOBUHHI GyTn
ynakoBaHi BiANOBIAHO A0 MicLeBMX NpaBUN AnA TPaHCMNOPTYBaHHA
eTWOSONYHNX 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 BOCArTN KimHaTHOI TemnepaTtypm (15-30 °C (°C)).

1. BuTArHiTb TecT-KaceTy 3 repmeTMYHOI YMakoBKW Ta BMKOpuUCTanTe ii
NpOTArom OfHi€i rogmHn. Hankpalyi pesynbtatv 6yayTb OTPVMaHi, AKLLO
aHasi3 NpoBoOANTbCA Biipasy X Mic/iA BiAKPUTTA YNakoBKY 3 Gponbru.

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 Jopainte 2 kpamni 6ydepa (npmbnusHo 80 mkn (ul) go
KOXXHOI NYHKM 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 Ao intocTpalii BuLLe)
MO3UTUBHUN:* 3'aBnaloTbca ABi KONbOpPOBi NiHii. OHa KonbopoBa NiHisA
3aBXXAW NOBMHHA BYTM B 30Hi KOHTponbHOT obnacTi (C) i e ofgHa NiHiA NOBUHHa
6yTI B 30Hi TecTOBOI 06nacTi.
*MPUMITKA: IHTeHCUBHICTb KOMbOpy B 30Hi TecToBOi 06nacTi Moxe
3MIHIOBATUCb 3aneXHO Bifi KOHLEHTPaUil aHTUTIN A0 KPacHYXW, MPUCYTHIX Y
3pasky. Tomy OyAb-AKWIA BIATIHOK KONbopy B 06nacTi TecToBoi NiHii  cnif
BBaXaTu NO3UTUBHUM pe3ynibTaToM.
HEFTATUBHUI: B o6nacti KoHTponbHoi niHii (C) 3'aBnAeTbca opHa
KOonbopoBa NiHifA. B TecToBi 0651acTi He 3'ABNAETLCA XKOQHOT NiHil.
HELINCHUI: KoHTponbHa niHis He 3'ABNAETbcA. HeqocTaTHil 06'em 3paska
abo HenpaBwWibHa MeToAMKa Mpouesypy TecTy € Hanbinbll NMOBIPHUMM



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

KOHTPOJIb AKOCTI

BHYTpIiWHI npoueaypHi KOHTpORi BK/OYEHI B TecT OKpeMo AnA obupBox
cekuin. [1Bi KonbopoBi NiHil, WO 3'ABNATLCA B 061aCTi KOHTPONbHUX AINAHOK
(C) ona obuaBox cekuii, € BHYTPIWHIM NpoueAypHUM KOHTponem. BoHun

NiaTBEPAXYIOTb AOAABaHHA HaNeXHOI KiNbKOCTI 3pa3ka | KOPEeKTHICTb
npoBefeHHA npoLeaypu.
KOHTponbHi  cTaH@apTV He BXOAATb [0 Habopy; oOfHaK, HaNeXHo

nabopaToOpPHOIO MPaKTUKOW PEKOMEHAYETbCA MepeBipATM MO3UTMBHI Ta
HeraTuMBHi  KOHTpoOni, WO6 nigTBEepAWTM npoueaypy BunNpobyBaHb Ta
nepesipnTn HanexxHy eGeKTUBHICTb BUNPOOYBaHb.

OBMEXXEHHA NPOLIEAYPU

1. Tect-kaceTa AnA LWBWAKOTO BU3HauyeHHA aHTUTIN IgM po KpacHyxm
(cupoBaTka/nnasma) Npu3HayeHa TiNbKW ANA AiarHOCTMKKM in vitro. Llei
TeCT MOBUHEH BUKOPWCTOBYBATUCA ANA BUABMEHHA aHTWTIn IgM po
KpacHyXu Yy 3pa3kax cMpoBaTKu abo nnas3mu. Hi KinbKicHe 3HauyeHHs, Hi
WBUAKICTb 36iMblIEHHA KOHLUEeHTpauii aHTuTin IgM Jo KpacHyxu He
MOXYTb OyTV BU3HAYEHI MM AKICHUM TECTOM.

2. TecT-kaceTa [nA LWBMWAKOrO BM3HAYeHHA aHTWTIN IgM fgo KpacHyxwu
(cmpoBaTka/nnasma) nuile BKasye Ha HaABHICTb IgM-aHTUTIN O KpacHyxu
y 3pa3Ky Ta He MOBMHHa BMKOPWUCTOBYBATMCA AK €EAUHUIA KpUTepin ana
LiarHOCTUKM iHpeKLUi, MOB'A3aHUX 3 KPaCHYXOL0.

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 KNiHIUHI cumnToMM 36epiratoTbea,
peKoMeHAYETbCA MPOBECTV [OAaTKOBE CMOCTEPEXEeHHA 3a iHWUMK
KNiHIYHUMKN MeTopamu. HeraTvBHUA pe3ynbTaT y Oyfb-AKWMIN 4Yac He
BUVKJTIOYAE MOXMNBOCTI iHEKLiT KpacHyXW.

OUYIKYBAHI PE3YJIbTATU

TecT-KaceTa [AnA LWBWMAKOrO BU3HAYEHHA aHTWUTIN IgM  fgo  KpacHyxu
(cmpoBaTka/mnasma) MopiBHIOBanacb 3 NPOBIAHUMM  KomepUiiHumn  1OA
TecTaMu Ha KpacHyxy. Kopenauia MiX LMmun TecTamy CTaHOBUTb NoHag 98.3%.

POBOUI XAPAKTEPUCTUKUN

YyT1amsictb i cneyudiunictb
TecT-KaceTa [AnA LWBWAKOrO BM3HAYEHHA aHTWUTIN IgM  fo  KpacHyxu
(cmpoBaTka/nnasma) MopiBHIOBanacb 3 NPOBIAHUMMK KomepuiiHumn  1OA
TecTamy Ha KpacHyxy; pe3ynbTaTui NoKasytoTb, Wo TecT-KkaceTa AnA WBUAKOrO
BM3HaYeHHA aHTuTin IgM po KpacHyxu (cupoBaTka/mnasma) Ma€ BUCOKY
YYTAMBICTb Ta CNeLMPiUHICTD.

HIV, RF, Syphilis, H. Pylori, CMV, TOXO, HSV 1/2. Pe3ynbTaTn He nokasanwu
nepexpecHoi peakTNBHOCTI.

IHTepdepytoui peyoBuHU
HactynHi cnonyku Takox Oynu BunpoOyBaHi 3 AaHWM TecToM i He 6yno
BUABNEHO iHTepdepeHLil.
EATA: 20 m2/on

AuemamirogpeH: 20 me/on Kogpein: 20 m2/on (mg/dl)

MeTop KpacHyxa IQA (IgM) 3aranbHi
TecT-KaceTa Pesynbtatn | Mo3utusHui | HeratvsHui | pesynbraTtu
ana wsuakoro | MosnTusHMn 33 3 36
BM3HAYeHHA
aHTuTIn IgM
[10 KpacHyxu HeratBHUi 2 262 264
(cupoBatka/

nnasma)
3aranbHi pesynbtatn 35 265 300

94.3% (95%CI*: 80.0%-99.3%);
98.9% (95%CI*: 96.7%-99.8%);
98.3% (95%CI*: 96.2%-99.5%).

BigHocHa YyTtnusicTb:
BigHocHa CneymndiyHicTb:
[ocToBipHicTb:
*[osipunii IHTepBan

TouHicTb

B aHanisi
TouHicTb B aHanisi BM3Hauyanacb 3a gornomoroto 10 ay6nikaTiB 3 pisHuX 3pa3kKis:
HeraTMBHOrO, HU3bKO MO3UTVBHOFO Ta BUCOKO MO3WUTVMBHOrO. HeraTuBHi,
BMCOKO MO3WUTMBHI Ta H3bKO NMO3UTUBHI 3HaYE€HHA OyNn NPaBUNbHO BU3HAYEHI
y > 99% BunagkKis.

Mix aHanizamn
TouHicTb MiX aHani3amu BM3Hauvanacb 10 He3aneXHUMK aHanizammn Ha TUX Xe
TPbOX Pi3HMX 3paskax: HeraTMBHOMY, BMCOKO MO3UTMBHOMY Ta HU3bKO
nosnTMeHoMy. Tpu pi3Hi napTii TecT-KaceTm [ANA LWBWAKOrO BU3HAYEHHA
aHTuTin IgM po KpacHyxu (cupoBaTka/nnasma) 6ynu nMpoTecToBaHi NPOTAroM
10 AHIB, BUKOPUCTOBYIOUM BULLE 3a3HauyeHi 3pa3ku. 3pa3ku Gynu npaBuIbHO
ineHTUdiKoBaHi y > 99% BunagKis.

MNMepexpecHa peaKTUBHICTb
TecT-KaceTa [AnA LWBWAKOrO BW3HAYEHHA aHTWUTIN IgM  fo  KpacHyxu
(cnpoBaTtka/nnasma) 6yna npotectoBaHa Ha No3nTKBHI 3pasku HAV, HBV, HCV,

(mg/dl) (mg/dl) (mg/dl)
Auemuncaniyunosa FeHmu3uHosa kucioma: 20  Emaxon: 10%
kucnoma: 20 m2/on (mg/dl) me/0n (mg/dl)
AckopbiHosa kucioma: 2 ®eHunnponaronami: 20 lniokosa: 20
2/0n (g/dl) me/0n (mg/dl) me/0n (mg/dl)
binipy6iH: 1000 m2/0n Caniyunosa kucioma: 20 MeHomiaszuH: 20
(mg/dl) me/on (mg/dl) me/on (mg/dl)
YMOBHI NoO3HauYeHHA
YBara, AuBiTbCA He
& iHCTPYKUii no W Tecris B Habopi ® BUKOPUCTOBY-
3acCTOCyBaHHIO BaTn NOBTOPHO
Tinbkn Ana in vitro Bukopucratn o
AiarHoCTUKN g ao Kar. e
30°c " N 3BepHiTbCA Ao
36epiratn Mix -
o - N2 naprii Dﬂ iHCTPYKUIT 3
NJH[ 2:30°C(Q BUKOPUCTaHHA
He
BUKOPUCTOBYITE, BADOG
AKWO naket VPOOHIK
MOLKOXKEHNIA
m@_ BUPOBHUK: }
TOB «JIABIOEV»

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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