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lABUA TECT-KACETA

AnA WBUAKOro BUSHAYEHHA AHTUTIN 1gG A0
LIUTOMEFANIOBIPYCY

Kam. Ne
Q®opma

:F52-2WSP
:Kacema

Ynakoeka: 40 mecmie
Jama sunycky iHcmpykuyii: 10-02-2017

TinbKu 0na eukopucmaxHs 8 in vitro diazHocmuyi

MPU3HAYEHHA BUKOPUCTAHHA

TecT-KaceTa AnA WBMAKOrO BU3HAyYeHHA aHTUTIN IgG Ao umMTomeranosipycy
(uinbHa  KpoB/cmMpoBaTKa/nnasma) - LUe LWBWMAKWIA  XpomaTtorpadiyHui
natepanbHUi iMyHOaHani3 ana AkicHoro BuABneHHa |gG aHTtuTin go CMV B
LinbHiin KpoBi, cpoBaTLi abo nnasmi NoAMHN AK JOMOMIXKHUIA MK AiarHoCTUL
iHbeKuil unTomeranosipycy.

PE3IOME

Lintomeranosipyc - ue Bipyc repnecy. Lle nposigHun etionoriyHnin areHT ana
BPOMXKEHNX aHOManiii Ta yCKNnajHeHb cepep TWX, XTO OTPUMYE MacuBHe
nepenuBaHHA KpOBi Ta MNPOXOAWTb iMyHoAenpecuBHY Tepanito. bnnsbko
MOJIOBVHU BariTHUX XIHOK, fIKi OTPUMYIOTb MEPBUHHY iHdEKLo, MOWMpIoI0Tb
3aXBOPIOBAHHA Ha nnif. 3apaeHHA Mif 4Yac BariTHOCTI MOXe CNPUYUHUTK
pO3yMoOBe BifiXUEHHS, CinoTy Ta/abo rayxoty nnogy.

TecT-KaceTa AnA WBMAKOrO BU3HayYeHHA aHTUTIN IgG Ao umMTomeranosipycy
(uinbHa  KpoB/cuMpoBaTKa/nnasma) - Ue WBUAKUIA  XpomaTorpadiuHmi
iMyHOaHani3 anAa AKiCHOro BM3HayeHHa aHTutin IgG go CMV y 3paskax UinbHoi
KpOBi, cmposaTtku abo nnasmu.

nPUHLUUN

TecT-KaceTa AnA WBMAKOrO BU3HAYeHHA aHTUTIN IgG Ao umuTomeranosipycy
(uinbHa KpoB/cnpoBaTKa/miasma) € AKICHUM flaTepanbHUM iMyHOaHasi3om Ana
BUABNeHHA aHTuTIN 1gG go CMV B 3pa3kax UifibHOI KpOBi, cMpoBaTku abo
nnasmu. ¥ ybomy Tecti aHtureH CMV HaHeceHWin B obnacTi TecToBux NiHii. Mig
Yac TeCTyBaHHA 3pasKu LiNbHOI KPOBi, cpoBaTKM abo nnasmu pearyioTtb 3
HaHeCeHUMM YaCTUHKaMM MULWAYNX aHTU-1IgG nioanHN Ha TecT-cmyxui. Cymiw
NoTiM MepeMillly€eTbCcA BBEPX MO MembpaHi Mif KaninApHolo Ai€io i pearye 3
aHTureHom CMV Ha membpaHi B 06nacTi TecToBOI NiHii. HaAaBHICTb KONbOPOBOT
niHii B 0bnacTi TecToBOi NiHii BKa3ye Ha MO3UTMBHWUIA pe3ynbTaT ana CMV -
iHdeKUii, Toai AK 1i BiACYTHICTb CBIAUNTb NPO HeraTUBHWI pe3ynbTaT AnA L€l
iHdeKuil.

B AkocTi npouenypHOro KOHTPOSO KOMbOPOBa MiHiA 3aBXAW 3'ABNAETbCA B
0o6nacTi KOHTPONbHOI NiHil, WO BKa3lye Ha Te, Wo OyB AOAaHMI BIANOBIAHWN
06'eM 3pa3Ka Ta Bif6ynocb 3BONIOKEHHA MEMOPaHN.

PEATEHTU
TecT-Kaceta MiCTUTb Muwadi  aHTU-IgG  noAMHM  Ta  aHTWUreH
CrpenTasignH-Kponaunmn IgG 3acTOCOBYETbCA Ha KOHTPOSbHIN AiHil.

CMV.

3ACTEPEXKEHHA

1. Tinbkn pna npodeciiHOro 3acTocyBaHHs B in vitro piarHoctuui. He
BMKOPWCTOBYBATW NiCNA 3aKiHYeHHA TepMiHY NPUAATHOCTI.

2. He ictn, He NuTK i He nNanuTK B MicCUAX, Ae NpauoloTb 3i 3paskamu i
Habopamu.

3. YTtunisynte BCi 3pa3ku Ta maTepiany, BUKOPUCTOBYBaHI AN1A NpOBefeHHA
BMNPOOYBaHHA, AK 6ionoriuHo Hebe3neuyHi Bigxoam.

4. Tlepes BWKOHaHHAM TecTy CNif MNOBHICTIO O3HAMOMUTMCA 3 Li€0
iHCTpYyKUi€to.

5. Tepep BUKOPUCTAHHAM
Temnepatypm (15-30 °C).

npvBecTM BCi peareHTM [JO  KiMHaTHOI

3BEPIFAHHA TA CTABUIbHICTb

36epiraty Habip nNpu KiMHaTHIA TemnepaTypi abo B xonoaunbHuKy (2-30 °C
(°C)). TecT cTabinbHWMIA NPOTATOM YCbOro TePMiHYy NPWUAATHOCTI, 3a3HaYeHOro Ha
repmMeTUYHin ynakosLi. TecT MOBWHEH 3anuWaTWCA B LbOMY Milleyky Ao

BukopuctaHHa. HE 3AMOPOMYBATWU. He BukopuctoByBaTM nicna

3aKiHYeHHA TepMiHY NPUAATHOCTI.

3B6IP 1 MNIArOTOBKA 3PA3KIB

. TecT-KaceTy  AnAa  WBWAKOrO  BM3HauyeHHA  aHTuTin  IgG  fo
LuTOMeranosipycy (uinbHa KpoB/crpoBaTKa/nna3ma) MOXHa

3aCTOCOBYBATU 3i 3pa3kamMu LiiNbHOT KPOBI, CUpoBaTKK abo nnasmu.
. Moxe 6yTn BMKOpUCTaHa AK LifibHa KPOB Bif BeHemyHKUii TaK i uinbHa
KPOB 3 ManbLs.
. [ins 3a6opy 3pa3kiB LiNIbHOI KPOBI 3 NanbusA:
O  Bumuite pyky nauieHTa mMunom i Tennoilo BoAol abo OuunCTiTb
CNYPTOBMM TaMMOHOM. [laliTe BUCOXHYTH.

0  MacaxyiiTe pyKy, He TOPKalounCb MiCLiA MPOKOJTY, MOTHpPatoun pyKy
110 KiHUMKa cepefiHboro abo 6e3imeHHOro nanbLs.

0  [pokoniTb WKipy cTepunbHMM NaHueToM. MpoTpiTh NepLuy KpoB.

o ObepexxHo NoTupaiiTe pyKy Bif 3an'AcTA 40 LOMOHI A0 NanbLs, Wob
OTPpUMaTK Kparniio KPOBi Hag MicLiem NpoKony.

. TecTyBaHHs cCnif npoBoAWTM Bigpaly X nicna 36opy 3paskis. He
3anMwWwanTe 3paskyM Npv KiMHaTHIA Temnepatypi NpoTArom TpUBanoro
nepiofy yYacy. 3pasKku LinbHOT KpoBi MOXyTb 36epiratucs npu 2-8 °C (°C)
npotarom o 2 pHiB. [na TpuBanoro 36epiraHHA 3pa3ku MOBUHHI
36epiratucb Hkye -20 °C (°C). HeobxiHO HeranHo npoTecTyBaTh LifibHY
KpOB, 3ibpaHy 3 nanbus.

. Mepen TecTyBaHHAM [AOBeAiTb 3pa3ku [0 KiMHATHOI Temnepatypwu.
3amep3ni 3pa3ku MOBMHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta pobpe
nepemilwaHi nepepn TecTyBaHHAM. 3pa3kuM He CNif 3aMOpPOXyBaTu Ta
BiAATaBaTN HEO[HOPA30BO.

. AKWO 3pas3kyM MOBMHHI OyTM TpaHCMOPTOBaHi, BOHW MOBUHHI 6yTU
ynakoBaHi BiANOBIAHO [0 MicLEBMX NpaBUN AnA TPaHCMNOPTYBaHHA
€TUOJOriYHMX areHTiB.

MATEPIANIN

Marepianu, siki nocravaloTbca 3 Habopom
. TecToBI KaceTn . NineTtkn . IHCTpYKUia
*  Bydep

Heo6xigHi maTepianu, ane He HafaHi
. KoHTeliHepu ans 36opy . LieHtpudyra (Tinbkn .
3paskiB 0N 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
npoTArom roguHun. Hamkpaui pesynbtati 6yayTb OTprYMaHi, AKLWO aHani3
6yfie BUKOHaHO Bigpasy nicna BigKpWTTA NakeTa.

2. TocTtaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEPXHIO. TpumawTe nineTky
BePTMKaNbHO; HabepiTb 3pa3oK Nprban3Ho Ha 1 cm (cm) Hag BepxHIM
KiHLEeM HaKOHeYHVKa, AK NMOKa3aHO Ha MasntoHKy Hukye. MepemicTitb 1
noBHy Kparno (npnénusHo 20 mkn (pl)) 3paska y KOXKHY JyHKy Ans
3pa3ska, NoTiM Jopainte 2 kpamni 6ydepa (npmbnusno 80 mkn (ul) go
KOXXHOI NYHKM 3i 3pa3Kkom i 3anycTiTb Tanmep. [inB intocTpadito Huxkye.

3. TlouekaliTe, NOKM He 3'ABUTLCA KOMbOPOBa NiHiA (i). PesynbTaT Tecty cnig
3yntatm uepes 15 xBuAMH. He iHTepnpeTynte pesynbtaT uepe3 20
XBUIVH.

‘ ‘ Aopati 1 kpannio

| esipun i 2 kpansi
Hanosuma 2o | | Gydeny 8 ayy ana
et Toun aaipun

clm| ¢
T T

SOk

MoauTMBHMit

HeratHeuMii  Hepifichnii

IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbca o intocTpadii BuLLe)
MO3UTUBHUN:* 3'aBnsaoTbca ABi KONbOPOBI NiHii. OgHa Konboposa NiHisA
3aBXAW NOBMHHa 6yTU B 30Hi KOHTPonbHOI obnacTi (C) i e oAHa NiHiA NOBUHHA
6yTI B 30Hi TecTOBOI 06nacTi.
*MPUMITKA: IHTEHCUBHICTb KOMbOpY B 30Hi TecToBOI 06nacTi Moxe
3MIHIOBATMCb 3aneXHO Bif KoHUeHTpauii IgG aHTUTIn fo uuTOMeranosipycy,
NPUCYTHIX y 3pa3ky. Tomy 6yab-AKMI BiATIHOK KONbOPY B 0611acTi TeCTOBOI NiHil
CJlif BBaXKaTu MO3UTUBHUM Pe3ybTaToM.
HEFATUBHU: B o6nacti KoHTponbHoi niHii (C) 3'ABnAeTbcA opHa
KOJIbOpOBa NiHiA. B TecTOBIN 06nacTi He 3'ABNAETLCA XKOQHOI NiHil.
HEQINCHUI: KoHTponbHa niHia He 3'aBnAeTbca. HegoctaTHil 06'eM 3paska
abo HenmpaBuSibHa MeToAMKa npoueaypu TecTy € Halbinbll NMOBIPHUMMK
npUYMHamMmM He MOABU KOHTPOMNbHOI niHii. [Mepernanytn npouepypy i
MOBTOPUTM TeCT 3 BUKOPUCTAHHAM HOBOI TecT-KaceTw. AKWO Le He Aae
6axaHoro pesynbTaty, Clif NPUNVHUTA BUKOPUCTAHHA TeCTOBOro Habopy
HeranHo i 38'A3aTnCA 3 perioHanbHUM JUCTPUG'IOTOPOM.

KOHTPOJ1b AKOCTI

BHyTpiWwHi npoueaypHi KOHTPONi BK/OUYEHI B TECT AN 06MaBOX ceKuii. [Bi
KONIbOPOBI NiHil, WO 3'ABNAIOTbCA B 06M1acTAX KOHTPOonbHOI niHii (C) ana 06ox
CeKLUiln, € BHYTPILWHIM npouenypHUM KOoHTponeMm. Lle nigTBepaxye nonaBaHHA
OCTaTHbOro 06'eMy 3pasKa i MpaBuIbHY NPOLEAYPHY TEXHIKY.



KoHTponbHi cTaHpapTv He BXOAATb A0 Habopy; OfHaK PEeKOMEHOYETbCA
nepeBipATV MO3UTVBHI Ta HeraTMBHI KOHTPONI, Wo6 NiATBEPANTM Npoueaypy
BMNPOOYBaHb Ta NEPEBIPUTY HaNEXHY ePeKTUBHICTb BUMPOOYBaHb.

OBMEXXEHHA NPOLIEAYPU

1. Lle TecT npusHayeHwU TiNbKW ANA AiarHOCTUKWK in vitro. Llen Tect 6yB
po3pobnenuii Tinbkn Ana BuAsneHHA IgG aHTuTin o CMV y 3paskax
LinbHOI KpoBi, cMpoBaTK/ abo nnasmu. Hiake KinbKicHe 3HauyeHHA, aHi
WBMAKICTb 36inblieHHA KoHLUeHTpauii IgG aHTuTin go CMV He MOXyTb
6YTMN B3HaUEHi LM AKICHVM TECTOM.

2. LUew Tect nuwe nokaxe HasaBHiCTb aHTWTIN IgG po CMV B 3paskKy i He
NOBMHEH BMKOPWUCTOBYBATUCA AK EAVHWUA KpWUTepin ANA AiarHOCTUKM
iHbekuin CMV.

3. flk i y BCix AiarHOCTMYHMX TecTax, BCi pe3ynbTaTM MOBUHHI OyTu
PO3MMAHYTI 3 iIHWNMMW KNiHIYHXMK BIZOMOCTAMM, AOCTYNHUMM AN1A NiKaps.

4.  AKWO pe3ynbTaT TeCTy € HeraTMBHUM, a KNiHiYHI cumMnTomu 36epiratoTbesa,
peKoMeHAYETbCA MPOBOAUTU [OAATKOBE CrMOCTEPEXEHHA 3a iHWUMU
KNiHIYHMMKN mMeTofamu. HeraTvBHMi pe3ynbTaT Yy OyAb-AKWMIN 4ac He
BUKNIOYAE MOXNMBOCTI Bipycy CMV.

OYIKYBAHI PE3YJIbTATU

TecT-KaceTy AnA WBWMAKOrO BU3HA4yeHHA aHTuUTIn IgG pgo umTomeranosipycy
(uinbHa KpoB/cMpoBaTKa/Mnasma) NOpiBHIOBaNM 3 NPOBIGHNM KOMePLiNHM
IOA TecTom Ha IgG uuTomeranosipycy. Kopensauia mix Lummn fBoMa crctemamm
CTaHOBUTb NOHaA 98.1%.

POBOU4I XAPAKTEPUCTUKU

YyTtnmsictb i cneyudiuHictb
TecT-KaceTa AnA WBWMAKOrO BU3HayYeHHA aHTUTIN IgG Ao umMTomeranosipycy
(uinbHa Kpos/cupoBaTKa/nnasma) byna NopiBHAHA 3 NPOBIAHUM KOMepPLiHUM
IGA Ha CMV; pesynbTaTv nNoKasyTb, WO TecT-KaceTa fAnA LWBMAKOTO

YMOBHi NO3HaueHHA

BU3HAYeHHA aHTUTIN 19G no LuTomeranosipycy (uinbHa
KpOB/c1poBaTKa/nnasma) Ma€ BUCOKY YyTAMBICTb i cnelndiyHiCTb.
MeTop CMV IDA (IgG) 3aranbHi
TecTt-KaceTa ana PesynbTatn Mo3utneHun | HeratmeHuin | pesynbratin
LWBMAKOTO BU3HAYEHHS MNo3nTrBHWI 43 4 47
anTuTin lgG no
LmTOMeranosipycy
(yinbHa HeratusHun 3 321 324
KpoB/cnpoBaTka/
nnasma)
3aranbHi pesynbtatu 46 325 371

93.5% (95%CI*: 82.1%-98.6%);
98.8% (95%CI*: 96.9%-99.7%);
98.1% (95%CI*: 96.2%-99.2%).

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

TouHicTb

B aHanisi
ToyHicTb B aHanisi BU3Hauyanacb 3a fgornomoroio 10 ay6nikaTis 3 pisHUX 3pa3KiB:
HeraTMBHOrO, HU3bKO MO3UTVBHOFO Ta BWCOKO MO3WUTMBHOrO. HeraTuBHi,
BMCOKO NMO3UTUBHI Ta HN3bKO MO3UTUBHI 3HaYeHHs OyNn NPaBUIbHO BU3HAYEHI
y >99% BuNagKis.

Mix aHanisamn
TouHicTb MiX aHani3amy BU3Havanacb 10 He3anexHVMKU aHanizaMmn Ha TUX Xe
TPbOX Pi3HMX 3pa3kax: HeraTMBHOMY, BMCOKO MO3UTMBHOMY Ta HU3bKO
nosnTMeBHOMY. Tpu pi3Hi napTii TecT-KaceTn [NA LWBWAKOrO BU3HAYEHHA
aHtuTin IgG po uutomeranosipycy (UinbHa Kpos/cMpoBaTkKa/mnasma) 6ynu
npotectoBaHi NpoTtarom 10 AHIB, BUKOPWCTOBYIOUMN BULLE 3a3HAYeHi 3pasku.
3pasku 6ynu NpaBuIIbHO igeHTUdiIKoBaHI y > 99% BMMNaAKiB.

MepexpecHa peaKTUBHICTb
TecT-KaceTa ANA WBMAKOrO BU3HaYeHHA aHTWUTIN IgG Ao umTomeranosipycy
(uinbHa KpoB/cMpoBaTKa/nnasma) Gyna MpoTecToBaHa Ha MO3UTUBHI 3pasku
HAV, HBV, HCV, B, RF, cudinic, H. Pylori, kpacHyxa, TOXO, HSV 1/2. Pe3ynbTtatn
He MoKasanu nepexpecHoi peakTUBHOCTI.

IHTepdepytoui pevoBuHU
HactynHi cnonyku Takox Oynu BunpoOyBaHi 3 AaHWM TecToM i He 6yno
BUABNEHO iHTepdepeHLil.
AuemamiHogpeH: 20

Kodpei: 20 me/0n (mg/dl) EATA: 20 me/on

me/on (mg/dl) (mg/dl)
Auemuncaniyunosa FeHMu3uHosa kucioma: Emanon: 10%
kucnoma: 20 me/on 20 m2/0n (mg/dl)

(mg/dl)

AckopbiHosa kuciioma: MeHinnponaHonamix: 20 Inioko3sa: 20 me/on
2 2/0n (g/dl) Mme/0n (mg/dl) (mg/dl)

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