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CITOTESTHIV 1/2

Tect-cuctema ans BuseneHHs BIJ1 1 1a 2 Tunis
TY Y 24.4-32208905-001:2010

|[HCTpYKUIA

Eyﬂ,b lacka, yBaXHo npoyuTanTe iHCprKLl,i}O nepeq TuMm, AK NnoYHeTe TeCTyBaHHA

NMPU3HAYEHHSA

CITO TEST HIV 1/2 € wBnakum TeCToM Ans SIKICHOrO BUSIBIIEHHSI CyMapHUX
aHTuTin (IgG, IgM) go BIJ1 1-ro Ta 2-ro TMNiB B LinbHIl KPOBI, CMpoBaTLi YK
nnasmi KpoBi NMOAMHM 3 MeToto aiarHocTuku BIJ-iHdekuii.

3ATrAllbHI BIDOMOCTI

36yaHnkoM 3axBoptoBaHHst Ha BlJl-iHdbekuito € Bipyc iMyHoaediunTy noamHm
(BIN). 3a cywacHumu yasneHHsimum BIJT BigHOCUTLCS 40 poavHM peTpoBIpyCiB,
nigpoanHM nexTiBipyciB. Ha cborogHi BuaineHi gesa tunu Bipycy: BIJl-1 Ta
BIN-2, ski matoTb neBHi BigMIHHOCTI M cobot sk y reHomax, Tak i B
aHTUreHHin cTpykTypi ix 6inkiB. BlJl-iHdpekuia posBuBaeTbca  nmicns
NPOHUKHEHHS BIpPYCYy A0 OpraHiamy noauHu. licnsa iHdikyBaHHA moavHU
yepes 1,5-2 micsaui, a y neBHOi YacTMHWM nogen Yepe3 6 abo 9, abo 12
MicsLiB, B OpraHiami 3'aABRsOTbCA aHTUTING OO0 pisHUX OGinkiB  Bipycy.
BusHayeHHs aHTMTin go BIJ1 y cuposaTtui, nnasmi Ta UiNbHIN KpPoOBi €
HaWbINblW e(EKTUBHUM Ta PO3MOBCIOKEHMM METOAOM  [iarHOCTUKU
BIN-iHdpekuii. 3aBasku po3bixxHOCTAM BionoriyHoro xapakrepy, ceponoriyHol
aKTUBHOCTI Ta CTPYKTypu reHomy npwu BusiBnerHi BIJT gk 1-ro, Tak i 2-ro Tunis
CMOCTEepIraeTbCs aHTUreHHa nepexpecHa peakTUBHICTb. binbwicte BIJ1-2
NO3UTUBHUX 3paskiB KpOBi ByAyTb NO3UTUBHUMMW NPU BUKOPUCTaHHI TECTIB Ha
BT 1-ro tuny. Wewngki Tectv ans BusiBneHHs aHTuTin go BI1 — ue
[iarHOCTUYHI TecT-cucTeMu Ans sikicHoro BusiBreHHst aHtutin (IgG, IgM) no
BIN 1-ro Ta 2-ro TMNIB B LiMbHIl KPOBi, CMpOBAaTLi Y/ Nna3Mi KPOBi NOANHY 3
METO CKPUHIHIOBOT AiarHocTukn BIJl-iHdekuii.

KOMMJIEKTHICTb

» TecT-kaceta * MineTka

* [HCTpyKUis * bycbep

HeobxigHi, ane He HagaHi MmaTepianu

* Mpobipkn * JlaHueT (nuwe Ans KPoBi 3 nanbLs)

 UenTpudyra (ans nnasmun)  « FogvHHUK

nPUHUMN METOAOY

TecT-cuctema ans BusiBreHHs aHtutin go BIJT 1/2 npautoe 3a npuHUMnom
iMyHOXxpomaTorpadiyHoro aHanizy 3 BidyanbHUM o6nikom pesyneraTiB
TecTyBaHHSA. Y MiClLi BHECEHHSI Ha MeMbpaHy TecTy 3pa3oK KpoBi pearye 3
apboBaHMM koH'toratom. AHTUTINA go BINT 1 Ta 2 Tunis, Aki NpucyTHi y
3pasKy KpOBi, 3B’A3YIOTbCA 3 KOH'IOraToM, YTBOPHOOYM IMYHHUI KOMMMEKC.
OcTaHHin nig gieto kaninsgpHoi CUnM MPOCOBYETHCA B3OOBX MeMOpaHu i
BCTYMNae B peakLito i3 iMobinisoBaHMU pekoMBiHaHTHUMK aHTureHamu BIJT 1
Ta 2 Tunie, Aki 6ynu 3aspganerigb HAHECEHi Ha TEeCTOBY AiNSAHKY MeMOpaHu
(T), B pe3ynbTaTi Yoro yTBOPHETLCSA YepBOHa NiHis. HasBHICTb YepBOHOI NiHii
Ha TecToBin AinaHui (T) BKasye Ha MO3UTVWBHWUIA pe3ynbTaT, B TOM Yac K
BiJCYTHICTb ii BKa3ye Ha HeraTMBHWI pe3ynbTaT TeCTyBaHHSA. YepBoHa niHis,
fKa 3aBXau 3'ABNAETbCA Ha KOHTponbHiM AinaHui (C), € KoHTponem
BVIKOH@HHS! npoLiedypu, TUM CamynM BKa3youu, Lo JOCTATHS KiNbKiCTb 3pa3ky
Gyna BUKOpUCTaHa i 3aNOBHEHHS Kaninspis MembpaHu Bigbynocs.

3ACTEPEXEHHA

« [Ins in vitro giarHOCTUKN.

* He BukopuncToByBaTK Micns 3akiH4eHHS TEPMiHY NPUAATHOCTI.

* TecT noBuHeH 3bepiraTncs B 3anasHOMYy nakeTi 4O MOMEHTY
BUKOPUCTAHHS.

* He nanutu, He nuTK, He iCTM B MiCUi 3HAXOMKEHHs1 3pa3kiB KpoBi Ta
TecT-CUCTEM.

* He BukopncTOBYBaTM TECT, AKLLO YNaKoBKa MOLUKOAXEHA.

* MoBoguTncs 3i 3paskamMy HeobXiAHO sK 3 NOTEHUiHO iHdikoBaHUM
matepianom. Crig 4OTpUMyBaTMCSA BCTAaHOBMNEHNX Mip 6e3neku BiAHOCHO
MiKPOBIONOriYHOro pU3NKy Ta BUKOHYBATU CTaHAAPTHI 3aXoau NO 3HULLEH-
HIO 3paskiB.

*Mpn pob6oTi 3i 3pa3kamm BUKOPMCTOBYBaATU 3aXUCHUI OAAr: Xanar,
OfHOPAa30Bi PyKaBWUYKM Ta OKynsipu.

* Bonora ta TemnepaTypa MOXyTb BNIMHYTU Ha pe3ynbTaT TECTYBaHHS.

CNnocCib BUKOPUCTAHHA

3abip i nigrotoBKa 3paskiB

Martepianom ans gocnigkeHHs Moxe ByTu LinbHa KpoB (3 BEHU YM narnbLs),

cvpoBartka 4v nnasma.

[ns Bigbopy KaninsipHoi KPOBi 3 NanbLsA HeOOXiOHO:

* MOMMWTY PYKV NaLjieHTa TENOK BOAOK 3 MUIIOM abo NpOoTepT! 3MOYEHOI Y
CNUPTi BaTKOK, BUCYLLUTY;

* pyxamu Bif 3an’sicTs 40 KiHYMKIB nanbLuiB, po3iM’aTn cepeaHin abo
6e3iMeHHUI nanbLi, He TopKar4MChb Micus NPOKOny;

* MPOKOJOTK LLKIPY CTEPUINIBHUM OfHOPa30BUM NaHLETOM, BUTEPTU NepLly
Kpanso KpoBi;

* M'AKO Macaxylo4mn naneub, JOCATTU YTBOPEHHSA AOCTaTHBOI Kpansii KpoBi;

* BifibpaTi ogHOPa30BOK MNACTMKOBOK MiNETKO 25 MKN KPOBI, YHUKaUn
yTBOpPeHHS Gynbballok NoBiTps, Ta BHECTM BeCb 06'€M KPOBi B NMyHKY S
TecT-kaceTy;

* MOXHa BHOCWUTMW OOCNIAXYBaHYy KaninsapHy KpoB 3 nanbus MeTOAOM
cTikato4oi kpanni. [1na uboro nigHOCATb NaneLb nauieHTa 4o NyHkn S Ha
KaceTi i 4alTb kanHyTK 1 Kpanni KaninsapHOi KPOBi y LIEHTP NYHKW, YHMKao4n
NPSAIMOro KOHTaKTy nasnbUs 3 JTYHKOH.

[ocnimpkeHHs  kaninapHoi KpoBi HeobXiAHO NPOBOAMTW HeraWHo nicns

3abopy. Taka kpoB He nignsrae 36epiraHHI0 Ans NOAanbLIOro BUKOPUCTAHHS

3 Tectamu CITO TEST HIV 1/2 .

[Ons oTpumaHHsa cupoBaTku 36MpatoTb KPOB Y EMKICTb 6€3 aHTMKOarynsHTy,

[aloTb KPOBi 3ropHYTUCS, BIiAAINSAIOTbL CUMPOBATKy sIkOMora LuBuAwe ans

YHUKHEHHS! reMori3y, i NepeHocsTb Y okpemy npobipky.

Ons oTpumaHHSA nra3MyM KpPoB 30MpalTb Yy EMKICTb 3 aHTUKOArynsiHTom

(renapuH, EOTA). Micna ocigaHHa opMeHMX enemMeHTIB (LeHTpUdyryoTb

npu 1500-3000 06/xB) BiAAINSAIOTE Na3My B OKpeMy npobipKy.

3pasku cupoBaTku i Mrasmu KpoBi MOXYTb 36epiratucst NpoTsrom 3 AHIB npu

Temnepatypi 2-8°C, ans goBrotpvBanoro 36epiraHHs BUKOPWUCTOBYHOTb

TemnepatypHui  pexum npu  -20°C.  [lonyckaeTbCA  OOHOKpaTHe

3aMOpPOXYBaHHS-PO3MOPOXKYBaHHS 3pa3kiB CUPOBATKM i Mra3Mu KpoBi.

LinbHa BeHO3Ha KpoB Moxe 3bepiratucsi npu Temnepartypi 2-8°C Ta

BMKOPVCTOBYBaTUCH Af1s1 TECTYBaHHSA NpoTAroM 2 AHis. LlinbHa BeHO3Ha KpoB

He nignsrae 3aMOpOXyBaHH  Ans  noganblioro  AOCHIMKEHHs 3

BMKopucTaHHsaM TecTiB CITO TEST HIV 1/2.

MNpoueaypa TecTyBaHHA

1. MpuroTtyBaTu BCci HEOOXiAHI AN QOCNIAXEHHSA MaTepiann: roguHHKK,

TECT-CUCTEMY, 3pa30K KPOBI.

[NoBecTu TecT-KaceTy, 3pa3ok KpoBi, 6ycdep Ao kimHaTHOI

Temnepatypm (15 - 30°C).

Biakputu 3anasHuii nakeT, gictaty TecT-kaceTy nepes BUKOHAHHAM TECTy.

[MepeBipuTh HasBHICTL MapkyBaHHS «HIV» Ha TecT-kaceTi.

Mpw pocniaxeHHi 3paskiB cMpoBaTKM Ta Nna3mMu: TpMMarym nineTky

BEpTUKanbHO, BHeCTU 1 kpannio cupoBaTkM abo nnasmu (MpubnmusHo

25 mkn) y nyHky (S) Ha kaceTi, noTiMm gogatu 1 kpannio 6ydepa

(npnbnmaHo 40 Mkn) Ta noYaTu Bignik Yacy.

6. Mpn pocnigxeHHi 3paskiB LWiNbHOI BEHO3HOI KPOBIi: Tpumarkuu
nineTky BepTuKanbHO, BHECTU 1 Kpanmk LUinbHOI BEHO3HOI KpOBi
(npnbnusHo 25 mkn) y nyHky (S) Ha kaceTi, noTim gogaTtu 1 kpannto
Bydepa (MpnbnuaHo 40 Mkn) Ta novaTtu BiAnNik 4acy.

7.Mpwn pocnigxeHHi 3pa3kiB KaninApHOI KPoOBi: BigiGpaHy nineTkoto
KpOB BHECTU B NYHKY (S) Ha npucTpoi B 06’emi 25 mkn, noTim gogatu

1 kpannto 6ydepa (NnpubnuaHo 40 mkn) Ta noyaTun Bianik 4yacy.
OonyckaeTbCs BHeCeHHA 1 kpanni cTikal4oi kaninsgpHoOi KpoBi
(MpnbnnsHo 25 MKN) B LEHTP NYHKM S Ha KaceTi, nicnsa Yoro goaaTtun
1 kpannto (NpnbnusHo 40 mkn) Bydepa i noyaTtn Bianik yacy.

8. O6nik pesynbraTy TeCcTyBaHHs NpoBOAATb yepe3d 15 xBunuH nicnsa
BHECEHHS 3paska B NyHKy (S) meamyHoro Bupoby. He nignsirae o6niky
pesynbTaT TeCTyBaHHS Mo 3aBepLueHHi 20 xBunuH. PedynbtaTt BBaXaloTb
LOiNCHUM 3@ YMOBMU MOSIBU KONbOPOBOI MiHii HAa KOHTpONbHIN AinsHui (C)
TecTy. MNosiBa KOHTPOMbHOI MiHii € NpoueaypHUM iHaAMKaTOpoM poboTu
TECTY i CBIAYNTb MPO KOPEKTHICTb BUKOHAHHS JOCHIMKEHHS.
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CITOTESTHIV 1/2

TecT-cnctema ans susisneHHs BIJ1 1 ta 2 Tunis
TY Y 24.4-32208905-001:2010

NMPOLIEAYPA TECTYBAHHA KoHTponb sikocTi
1 Kpanns cupoBaTku, CITO TEST HIV 1/2 Tect-cuctema ans BusiBneHHs BlT 1 ta 2 Tuny

nnasmu a6o UinLHoi OCHallleHa BHYTPILWHIM KOHTpOrem (yTBOpEeHHA 4epBOHOI MNiHil Ha

[1ns cvpoBaTkY, Nnasmu a6o BOHOIHOT KpOBi KOHTPObHIA_AinsHUi (C) TecTy). MosBa KOHTPOMbLHOI fiHii CBIAYMTL Npo
iNbHo BEHO3HOT KpOB RocTaTHiii 06’eM 3pasky, WO AOCTIKYETbCS, Ta AOTPUMAHHS HEeobXiaHMX
u & 1 YMOB TeCTyBaHHs. PeKkoMeHOyeTbCA 3acTOCYBaHHA MO3UTUBHUX 3paskis
3 Kpanns KPOBI, L0 MicTSTb aHTUTINA Ao BIM 1 Ta 2 TuniB, Ta HEraTMBHUX 3paskiB -
)
Gydepa LiNIbHOI  KPOBi, CMPOBATKX YU MMasmMu KpPoBi TMHOAUHWU, OTPUMaHMX Big
' 3[]0POBUX MALIEHTIB, AN KOHTPOMO POBOTH LUBUAKNX TECTIB.

[Ina kaninspHoi KpoBi 3 nanbLus

25 mKn KaninspHoi
KpPOBIi 3 nanbus

TEXHIYHI XAPAKTEPUCTUKHN

YyTtnusicTb Ta cneuudivHicTb

YyTnueictb Ta cneundivHicts CITO TEST HIV 1/2 Bu3HayeHi 3a gonomoroto
CTaHAapTiB MiANpMeEMCTBa Ta B KMiHIYHUX [OOCMIMKEHHAX i CTaHOBMATb
yyTnueicTb 99,99%, cneundiyHicts 99,99%.

& 1 kpanns §’Q 1 kpanns TouHicTb

,g\s Gydrepa Q Bycbepa BHyTpiwHbOCepiitHa TOYHiCTb Gyna Bu3HaYeHa Ha 3paskax CUMPOBAaTOK
cTaHgapTy nignpuemcTtsa B 3 noBTopax. Bei 3pasku, Wwo MicTunu aHTuTina o
BIJT 1 Ta 2 Tunie, BU3HaYeHi TECT-CUCTEMAMM Y BCiX MOBTOPAaX $K MNO3UTUBHI.
@m H @ MixcepiliHa To4HicTb Gyna BU3HaYeHa 3 He3anexHumMmn ,ElOCJ'Ii,D,)KeHHF!MVI Ha
z 3pas3kax CMpOBaTOK CTaHgapTy nignpuemcTtBa. Bci 3pasku, Wo mictunm

aHTuTina go BIJ1 1 Ta 2 TuniB, BU3HaYeHi TecT-cuctemamMmm siK NO3UTUBHI.
MepexpecHa peakTUBHiCTb Oyna BM3HayeHa Ha 3pa3kax CUPOBATOK
CcTaHZapTiB nignpuemcTBa, wo mictunn HBsAg, aHTuTina o Bipycy renatuty
C, aHtutina go Treponema pallidum, aHtutina go Chlamydia trachomatis.
[NepexpecHoi peakTUBHOCTI [0 BULLE3a3HAYEHMX PEYOBUH He Oyno

DC BUABIEHO.

T C d C C c

» WB HIV » T T T T T OBME)KEHHﬂ
S

@ 3 3 3 . 1. TecT € sKiCHUM aHani3om, TOMy IM HE MOXXHa BU3HAYUTU KiNbKICHUA BMICT
NO3UTUBHUA HETATUBHUWA HEOINCHUK abo piBeHb koHLeHTpaUii aHTuTin go BIJ

2. MNo3nTNBHUIM pesynbTaT TECTY TifbKU BKa3ye Ha HasBHICTb aHTUTIN Ao BIJ1
y 3paskKy, L0 He MOBMHHO CMYXWUTU €QUHUM KpUTEPIEM ANA NOCTAaHOBKM
niarHo3dy BlJT-iHdekuii.

OBJIK PE3YNbTATY 3. Ansa nigTBEpOXeHHS OTpUMaHOro pesynbraTy HeobxigHO BUMKOpMC-

ToByBaTu MeTog DA Ta/abo Western Blot.
Mo3nTUBHMM BBaXaeTbCs pesynbTaT npy NosiBi ABOX YiTKWX MiHii YepBOHOrO 4. Ak i B ycix BUNagKax AiarHoCTVKW, pesynbstaT TeCTy NOBUHEH 6paTucs Ao

1 Kpannsa kaninsipHoi
KpOBi 3 nanbus

15 xB.

konbopy. OgHa niHisi NOBMHHA 3'ABUTUCS HA KOHTpOnbHin AinsHui (C), gpyra yBaru y CyKynHocCTi 3 iHLLIOIO KMiHiYHOO iHbopmaLieto.

niHia — Ha TecToBin AinaHui (T) TecTy. IHTeHcKBHICTb 3abapBneHHs NiHii Ha 5. Y Bunagky, Konv pesyrnbraT TEeCTY € HeraTUBHWUIA, 8 CUMMNTOMU MPUCYTHI,
TecToBin AinAHui (T) MOXe 3MIHIOBaTUCS B 3anexHOCTi Bif KOHUEeHTpauii pekoMeHAyeTbCA [0AaTKOBE TeCTyBaHHS, BUKOPWUCTOBYIOYM iHLI
aHTuTin go BIT 1 ta 2 TuniB y 3pasky, wo pocnimxyetbcs. MNossa niHii fiarHocTnyHi metoan. OTpMMaHUin HeraTUBHWUIA pe3ynbTaT, He BUKMYae
OyAb-AKOi IHTEHCUBHOCTI 4YEepBOHOMO KOMbOPY Ha TecToBin AinsHui (T) MOXNMBOCTI HassBHOCTI BIJI-iHpeKuiT.

BPaXOBYETLCA K MO3UTUBHWUIA pPe3ynbTaT TECTYBaHHS Ha SIKICHE BUSBIEHHS 6. OcTaToyHMUI fiarHO3 NOBMHEH OyTW BCTAaHOBMEHUI fikapeMm nicrns BCixX
aHTuTin go BIJ1 1 1a 2 Tunis. KniHiYHMX Ta nabopaTopHMX AOCHiOXKEHb.

HeraTnBHUM BBaXxaeTbCsa pe3ynbraTt npy NosBi OQHIET YiTKOI MiHii YepBOHOTO MapKyBaHHs

Konbopy Ha KoHTponbHi AinsHui (C). NiHis 4epBoHoro abo poxeBoro lMosicHeHHs CMBOMIB MapKyBaHHs

Konbopy Ha TecTtosin ainaHui (T) BiacyTHSA. IVD Tinbkv anga giarHocTukm in vitro

3

HepiicHum BBaxaeTbca pe3ynbrTaT MpW  BiACYTHOCTI MiHii  4YepBOHOro
KOnbopy Ha KoHTponbHin AinsHui (C). MpuunHoto HeAdiicHoro pesynbraty
TEeCTyBaHHA Moxe OyTv HedoCTaTHSA KifbKiCTb 3pasky, L0 AOCHiAKYETbCS,
HeJOTPUMaHHSt  mpoueaypyv  TeCTyBaHHSi,  HEAOTPUMAaHHS  TepMiHiB
npugaTtHocTi Ta yMOB 30epiraHHs LWBMAKMX TecTiB. [lpu oTpuMaHHI
HediNcHOro pesynbraTy TecTyBaHHSi HEODXiAHO MOBTOPUTU AOCRIOAXEHHS 3
BMKOPUCTAHHSAM iHLLOT TeCT-KaceTu.

36epirati npu Temnepatypi 2-30°C

o @ =

He BukopucToByBaTyh ABivi

Mepepn TecTyBaHHAM O3HaMOMTECH 3 iIHCTPYKLIED

PeectpauinHe CBi,CI,O.Ll,TBO MOS Ykpainu
YMOBW 3BEPIFAHHA | TPAHCIMOPTYBAHHA Ne9909/2010 Big 09.11.2010 p.
TecT moxHa 36epiraTi i TpaHCNOpPTYBaTW NpY KiMHAaTHIA Temnepatypi abo y u (Ty?,?a‘-;:;QPMACKO” Bupo6Huk: TOB «®APMACKO» (YkpaiHa)
XonoaunbHUKY npu Temnepartypi Big 2° go 30°C. Tect 36epirae cTabinbHiCTb

[0 MOMEHTY 3aKiHYeHHSI TepMiHY NPMAATHOCTI, Lo BKa3aHU Ha 3anasHomy 0o Koa naprii
nakeTi. TeCT NOBUHEH 3HAXOAMTUCb Y 3anasHOMY MakeTi aX OO0 MOMEHTY
BMKOPUCTaHHSA. He 3amopoxyBatu. He BMKOpUCTOBYBaTW MiCns 3aKiHYEHHs
TepMiHy NpuaaTHOCTI.

Bupo6Huk:
TOB « PAPMACKO»
04655, YkpaiHa, Mm.KuiB, Byn. Ansb6’eBa, 15
Ten./dakc: +38 (044) 537 08 04
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