Anti-HCV-WB-Cart-DAC
TecT-KapTpuaXK ANA onpeaeneHnsa aHTUTen K Bupycy
renatmtaCs CbIBOpPOTKEe, NJilasMe n I.l.eanOﬁ KpOBM
SF 15796482-005:2016
TonbKO ANS ANArHOCTUKU «in vitro»

XpaHutb npu 2-30°C

Kon 4184AHCV1

HA3HAYEHMUE

[aHHbI NPOAYKT UCMONb3YeTCa ANA KaYeCTBEHHOro OnpeaeneHns aHtTuTen
Kk Bupycy renatuta C (anti-HCV) B cbiBOpPOTKe, Mfa3Me U LenbHOW KpOoBU
npu gnarHoctuke renatuta C.

TouHoCTb Tecta — 99,1 %.

NMPUHUMN METOOA

OfHO3TaNHbIN TECT OCHOBaH Ha MPUHLMMNE MMMYHOJIOTMYECKOro aHanmsa
C3HABMYEBOrO TMMa C ABOMHBIM aHTUreHoM 6enka Ansa onpeaeneHus
aHTUTen Kk BMpycy renatuta C B CbIBOPOTKE, Nia3Me 1 LefIbHON KPoBW.
OCHOBOI 0AHO3TaANHOro TecTa ABnseTcs MembpaHHas Nosiocka, NOKpbITas B
TECTOBOW 30HE peKOM6MHaHTHbIMKM aHTureHamm HCV. Mocne pobaBneHus
npobbl B SIYyHKY Ha KapTpuaxe, OHa KanuiispHO nepeasuraeTcs BAOSb
MeMbpaHbl K TecToBol 30He (T), MOKPbLITOA NPOTENH-KONNOUAHBIM 30/10TbIM
KOHblOratoM. [Mpu Hanumumm anti-HCV B TecTtoBOlW 30He o0b6pasyetcs
KOMMIEKC aHTUreH-aHTUTEeNO-NPOTENH-30/10TOM KOHblOraT B BUAE MOJIOCKMU
(T), BUANMOWN HEBOOPYXXEHHbIM B3rNSA0M.

3aTem obpasewl NPOAOIKUT ABWXEHMEe A0 30Hbl koHTpons (C), obpasys
BUAOMMBIA KPACHYI JIMHWIO, KOTOpas CAYXWUT BHYTPEHHWM KOHTPOSEM.
OTCyTCTBME OKpaALIEHHOW KOHTPOJSIbHOW NIMHWW B KOHTPONbHOM obnactu
ABNSIETCS NOKasaTeneM HeAelCTBUTENbHOro pesynbTaTa.

[aHHbIN 04HO3TanNHbIA TECT 3aHMMAaET Mo BPeEMEHM O0K0Mo 20 MUHYT.
Pe3ynbTaTbl TeCTa CYUTbIBAOTCA BU3yanbHO 6€3 nomowwm npubopa.

ANATHOCTUYECKUE XAPAKTEPUCTUKHN

Anti-HCV - cneundwunyeckne ummmyHornobynuHbel knaccos IgM wn IgG «k
b6enkam Bupyca renatuta C, cBMAETENbCTBYKOWME O BO3MOXHOM
MHOULMPOBAHUM MU paHee NepeHecéHHON NHdeKunm.

KnuHuuyeckunin anarHo3 He crnefyeT CTaBUTb Ha OCHOBaHWW pe3ynbTaToB
oAaHoro Tecta. [lnarHo3 AO/KeH CTaBUTbCA BPayoM MOCNAE OLEHKM BCeX
KIIMHUYECKMX 1 nabopaTopHbIX NCCNef0BaHNN.

COCTAB HABOPA

1. NHaMBMAyanbHO ynakoBaHHbIA KapTpUAX C BIaronornotTutenem u
nnacTukoBoln nuneTkon - 1 wt/1 Tect

2. Diluent -1 ¢n./3 mn (90 mkn/1 TecT).

3. HCTpyKums - 1 aka.

XPAHEHMUE U CTABUJ1IbHOCTb PEATEHTOB

TecT-Habop MOXHO XpaHWTb Npu Temnepatype 2-30°C B 3aneuyaTaHHO
ynakoBKe A0 UCTEYEHUs CpoKa rofHOCTU.

TecT-Habop cneayeT 6epeyb OT NPSAMbIX COMTHEYHBIX NTyYeW, BNaXXHOCTU 1
Tenna.

OBPA3Lbl ANA NCCNEQOBAHUA

LlenbHyto KpoBb cobpaTb B KOHTeliHep 6e3 aHTuKoarynsHTa.

[na nonyyeHus CbIBOPOTKU UM NNasMbl LEHTPUDYrUpyiTe LenbHY KpoBb
B COOTBETCTBMM CO CTaHAApPTHOM NabopaTopHOM NMPaKTUKOW.

Ecnu TectMpoBaHue npobbl He MOXeT ObiTb MPOU3BEAEHO HEMEeASIEHHO,
XpaHuTe npoby B xonoaunbHuke. MNpu xpaHeHun 6onee 3-x AHeW obpaseL
peKoMeHAyeTCs 3aMOpOo3UTb. [TOBTOPHOE 3aMOpaXxuBaHue He A0y CTUMO.
Mepen TecTupoBaHneM AoBeanTe Npobbl 4O KOMHATHOW TeMnepaTypbl.

AOMNOJIHUTE/TIbHOE OBOPYJOBAHMUE

e JlaHUET Wnn apyroe yCcTpoicTBo Ans c6opa KpoBu
e ANIKOronb TaMrmoH

o CekyHOoMep

MEPbI MPEAOCTOPOXXHOCTU

Habop npeaHasHayeH TONbKO ANS ANMArHOCTMKM in vitro.
He ncnonb3oBaTb TECT NpY NOBPEXAEHHOW yNaKoOBKE.
TecT-yCTPOWCTBO He criefyeT UCMo/b30BaTb NMOBTOPHO.

He wucnonb3oBaTb TecT-HAbop MocCne WCTeYEeHUSs CpokKa FOAHOCTH,
YyKa3aHHOro Ha yrnakoBKe.
O6pa3ubl  AOMKHbI  paccMaTpuBaTbCs KakK MOTEHUMANbHO oOnacHble W

obpabaTbiBaTbCs Kak MHMEKLUNOHHbIE.

KOHTPOJIb KAYECTBA

TecT-KapTpUaX COAEPXUT BHYTPEHHWI KOHTpPONb kadecTBa (posoBas
Nnoslocka Ha KOHTPOJIbHOM y4yacTKe), HO npasBwna nabopaTtopHoil paboTbl
PEKOMEHAYIOT eXeJHEBHOe WCMOo/b30BaHWE BHELIHEro KOHTpoNns Ans
obecneyeHnss 4OMKHOW paboTbl TeCT-KapTpuaxa.

KoHTponbHble o06pasubl creayeT TecTMpoBaTb COMacHO CTaHAAPTHbIM
TpeboBaHUSIM KOHTPOS KayecTBa, YCTaHOB/IEHHbIM B nabopaTopuu.
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DAC-SpectroMed
NMPOLEEAYPA TECTUPOBAHMUSA

1. [loBecTn BCce peareHTbl U Npobbl A0
KOMHaTHOW TeMnepaTypbl.

2. HenocpeactBeHHO nepeg
TECTMPOBaHMEM BCKpPbITb YMNaKOBKY, B
M3BNeYb TEeCT-KapTpuaX U yCTAaHOBUTb

Ha YMCTYIO U POBHYIO NMOBEPXHOCTb.

3. HaHecTn naeHTUdUKaLMOHHbBIN Koa
AN Kaxaon npobbl U KOHTPOSS.

4. Wcnonb3ys NnacTUMKOBYK MuneTKy HabpaTb nuneTkon npoby 6e3
Ny3bIpbKOB M3 KOHTEWHepa W nunetvpoBaTb 1 Kannt (=20 MKI) B NIYHKY
Ans npo6bl.

5. [ob6aBuTb B NyHKY 2 kanau (=90 mkn) Diluent.

6. PaccmoTpeTb pesynbTatbl 4epe3 20
pe3ynbTaTbl TECTUpOBaHua cnycts 30 MUHYT.

MUHYT. He paccMaTpuBaTb

WHTEPMNPETALUMNA PE3YJIbTATOB

Negative (oTpuuaTtenbHbINn): T ¢ T ¢ T
nosiBNSeTCs TO/IbKO OfHa LBeTHas

NIMHUS Ha KOHTPOJIbHOM Yyu4acTke Il I

(C). Ha TectoBom yuactke (T) POGITVE
BUAMMAS NIMHUS OTCYTCTBYET.

-

NEGATIE NRUD
Positive (nonoxuTenbHbli): B AOMONHEHWE K KOHTPOAbHOW NuHUKM (C)
pO30BOro LBeTa Ha TeCcToBOM yyacTke (T) Takxe NosABASETCA YeTKas NNHUS
po30BOro LBeTa.

Invalid (HenencTBMTENbHbIN): OTCYTCTBME OKPALIMBAHUA Ha KOHTPOSIbHOM
yyactke (C) siBnsieTcs MHAMKATOPOM OWMOKKM B npoueaype w/wuan nopuwu
peareHTa.

XAPAKTEPUCTUKHN
YyBCTBUTENBHOCTb U cneundUUHOCTb

JaHHbIA  MpOAYKT CpaBHWAWM C pacnpocTpaHeHHbiM Habopom UOA.
Pe3ynbTaTbl NpeAcTaBnieHbl B Tabnuue:
MeTon DA
WUToro
Anti- Pe3synbTaThl NonoxwutenbHble | OTpuuaTtenbHble
Hr(‘:\;- MonoxuTenbHble 61 1 62
OTpuuaTenbHble 1 156 157
NToro 62 157 219

OTHOCMTENbHas YyBCTBUTENbHOCTb: 156/157=99.4%
OTHOCUHTeNbHas cneumdpuyHocTb: 61/62=98.4%
TouHocTb: (61+157)/(62+157)=99.1%

CMMBO/IbI MAapKUPOBKM Ha noTpebutenbckoii ynakoBke EN 15223-1:2012

- npeaHasHayveH ANns ANarHoCTUKK «in vitro»

REF - KaTanoXHblli HOMep NPoAYKLMKN
Lot - HOMep cepun

i | - AaTa U3roTtoBneHuns

Ld

- - rogeH ao

- KO/IN4eCTBO TECTOB
- nepej ncnosb30BaHUEM U3YYUTE UHCTPYKLUUIO

1-30°C
2°c 4 - UHTEpBas TeMnepaTypbl XpaHeHust Habopa

H - HaMMeHoBaHWe npoussoauTens Habopa

- YNONHOMOYeEHHbIV npeacTasuTens B EC: QARAD B.V.,
dnant dpopym 40, 5657 DB, ditHaxoBeH, HnaepnaHabl
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