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TecT-cuctemu imyHodepMeHTHI ANA AiarHOCTUKM iH(peKLinHUX 3axBoptoBaHb TY.Y 24.4 — 36555928 — 001:2011

«Vitrotest Anti-HCV»
IMyHochbepMeHTHa TecT-cucTeMa AN BUABNEHHA aHTUTIN Ao Bipycy renatuty C

1. Mpu3HayeHHs

IMyHodhepMeHTHa TecT-cuctema «Vitrotest Anti-HCV» npusHayeHa Ans BUSIBMEHHS aHTUTIN 4o Bipycy rematuty Cy
CMpOBATL| YM NNasMi KPOBI MHOANHM.

Tect-Habip Moxe OyTW 3acTOCOBaHMi K AN npoBedeHHs |OA 3 BUKOPUCTAHHAM aBTOMaTUYHUX MNINEToK Ta
CcTaHgapTHoro obrnagHaHHs, Tak i 41 NOCTaHOBKM Ha aBTOMaTUYHOMY IMYHO(PEPMEHTHOMY aHani3aTopi BiKpUTOro Tuny.

2. KniHiuHe 3HayeHHs

3a paHuMK BcecBiTHBOI opraHisallii oxopoHu 30opoB's, 6mm3bko 150 MInbIOHIB NoLeN XPOHIYHO iHAIKOBaHI BipycoM
renatuty C, i wopiuHo Ginblwe 350 Tucay ocib BMWpaloTb Bifg NoB'sdaHux 3 renatutom C xBopo® nediHku. Mpu renatuti C
BPaXaETbCA NEPEBAXHO NeviHka. 3axBOPIOBAHHS MOXE MaTy rocTpui abo XpoHivHMI nepebir, Npu LbOoMy HanyacTille npoTikae
Be3 BupaxeHux cumnromis. OfHaK, XpoHisauis iHcekuii Npu3BoAUTL OO LMPO3y MEYiHkW Ta PO3BUTKY renatoLennonspHoi
KapLHOMMU.

36yaHuKkoM 3axBoptoBaHHs € Bipyc renatuty C (BI'C) — ManeHbkuin BKpUTUIA 0B0noHkoto Bipyc (50 HM B giameTpi), Wwo
MicTuTb ogHonaHuytoroBy PHK, sigHocuTbest go popuHu cnasisipycie. B cknagi reHomy BIC BuginstoTb 30HM, WO KOAYKTb
CTPYKTYpHi Ta HeCTpYKTYpHi Ginku. [0 CTPYKTYpHWUX aHTUreHiB BipyCy HanexaTb HykneokancwuaHui Binok — core Ta aga Binku
30BHiLLHBOT 060moHKM — E1 1 E2. HecTpykTypHi 6inku npeactaBneHi komnnekcoM Binki 3 (hepMeHTaTUBHOK akTUBHICTIO — NS2,
NS3, NS4a, NS4h, NS5a ta NS5b. Y Bignosiab Ha iHchikyBaHHS BipyCOM B OpraHismi NIoAUHN NPOAYKYIOTbCS CneuudiyHi aHTuTINa
[0 BCix Ginkis Bipycy.

CyuacHa nabopatopHa piarHocTvka renatuty C 6asyeTbCs Ha BUSBNIEHHI CneumdivHUX MapkepiB iHdikyBaHHs BIC:
aHTUreHis Bipycy, aHTuTin go BipycHux Ginkis Ta PHK Bipycy B BionoriyHnx piguHax opraHiamy. Ha CbOrofHiLLHIA feHb 3 METO
NEPBUHHOI AiarHOCTUKK BipycHoro renatuty C Ta TeCTyBaHHS JOHOPCHKOI KPOBI NMEPEBaXHO 3aCTOCOBYIOTL iMYHO(EPMEHTHUI
aHania ans BuseneHHs cneuudivHmx go BI'C antutin. Takox BusiBneHHs aHtuTin Ao BI'C e iHopmatueHUM Ans andepeHuinHoi
JiarHOCTUKM rOCTPOrO Ta XPOHIYHOrO renatuty C, a Takox 3 METOK KOHTPOIIO eheKTMBHOCTI NPOTUBIPYCHOI Tepanii.

Hanbinbw paHHiM mapkepom BIC-iHdbekuii € BipycHa PHK, sika BUSBNSETLCA B KPOBI iHIKOBAHOTO Yepes 2-6 TUXKHIB
Bil MOMEHTY iH(iKyBaHHs. Yepe3 oaWH-ABA TWXHI Y KPOBI BMSIBNSETbCA cOre aHTureH Bipycy rematuty C. Ha 6-8 TuxHi
OpraHiaMom npogykytTbcs cneundivHi aHTutina knacy IgM. Ak npu roctpomy Tak i npu XpoHiyHomy renatuti C i aHTWTING
MOXYTb BUSIBNISITUCA TPUBANWI Yac i SBMAKOTLCA MapKepoM aKTMBHOI BipycHoi pennikauii. Mpwu roctpomy renatuti C IgM
cneumdivHi aHTUTINa BUSBNAIOTLCS Y BinblioCTi XBopuX. Huabki TMTpu antu-BI'C IgM anTutin BusenstTbes y 50-80% Bunagkis
XpOHiuHoro renatuty C, y uux navuieHTis BUsABNEHo kopensito aHTu-BI'C IgM Ta GioximiuHMX MapKepiB 3aXBOPHOBAHHS NEYiHKM.

B 6inbl paHHi CcTpoku BusBnstoTbeA IgG aHTwTing o Binkie core (c22) Ta NS3 (c33). Y 6inbLuocTi iHikoBaHMX
NepLUMMM MOYMHAIOTL 3'SBAATUCL aHTWTINa A0 enitonie OinkiB core Ta NS3, i nuwe nisHiwe (yepe3 20-22 TwxHi nicns
iHcikyBaHHS) o NS4. OkpiM TOro, iHTEHCUBHICTb Npogykuii aHTUTIn fo 6inky NS4 y geskux reHotunis BI'C Hkue, B TOM xe yac
KinbKicTb aHTMTIN A0 GinkiB core Ta NS3 BrCOKa A5 BCIX reHOTUNIB.

Ha CbOrogHiLHIA geHb B TECT-CUCTEMaX N1 CKPUHIHTY JOHOPCHKOI KPOBI BUKOPUCTOBYIOTLCS PEKOMOIHAHTHI Binku
core, NS3, NS4 ta NS5.

3. MpuHumn aHanisy

BusBneHHs aHTUTIN cneyumdivnmx go Bipycy renatuty C B TecT-cuctemi «Vitrotest Anti-HCV» BasyeTbcs Ha npuHLMNI
«HenpsAMoroy TBepaodasHoro iMyHoepMEHTHOrO aHaniay.

Teepaow (hasow B TECT-CUCTEMi € CTpUNOBaHMiA |PA-nnaHWET 3 nonepeaHbo 3acopboBaHMMM B JyHKaxX
pekoMOiHaHTHUMW aHTUreHamm Bipycy rematuty C core, NS3, NS4 ta NS5. Tig yac iHkybauii gocnigxyBaHux 3paskie B nyHKax
I®A-nnaHweTa BigbyBaeThCa 38'A3yBaHHA cneumdivHux 4o BIC aHTUTIN 3 aHTUreHamu Ha TBepdin asi. Micns BigMMBaHHS
He3B'A3aHMX KOMMOHEHTIB B JTyHKW 104AETHCA CYMILL KOH'toraTiB aHTUBMOO0BMX (aHTU-1gG Ta aHTK-IgM) MOHOKMNOHANBHUX aHTUTIN 3
NepoKCUaAa3o XPOHY, WO 3B'A3YETbCA 3 IMYHHUMW KOMMrekcamu Ha TBepgit asi. Hess's3aHi KOMMNOHEHTW BiOMMBAKOTLCS.
BisyanisaLlist yTBOPeHMX iMyHHUX KOMNEKCIB BigbyBa€TLCA NPU BHECEHHI B JTyHKW pO34uHy xpomoreHy TMB. B pesynbtari peakui
PO34YMH B NyHKaX e YTBOPWUMUCH iMyHHI KOMMIEKCH 3abapBrioeTbCa B CHHIM Komip. Peakuis 3ynuHAEeTbCA 4oAaBaHHAM CTom-
peareHTy, Npyu LbOMY CWHiA Konip 3abapBreHMX NYHOK 3MIHIOETbCS Ha KOBTMW. Pe3ynbTaT aHanisy BM3HAYaeTbCs Ha
cnexkTpooToMeTpi Npu AOBXMHI XBUNi 450/620 HM.

4. Marepianu Ta obnagHaHHs

4.1 Cxknap Habopy

I®A-nnaHwem - 12 cTtpuniB no 8 nyHOK (3 MOXMMBICTIO BIOOKPEMIIEHHS JIYHOK), 3 iMMOGini3oBaHUMM
pekomBiHaHTHUMY aHTUreHamm Bipycy renatuty C: core, NS3, NS4 ta NS5.

MozumueHuii koHmposb — 1 Mikponpobipka, Lo MicTuTb 0,7 M po3unHy iMyHOrnoByniHiB MioauHK, cneumudiuHux Lo
Bipycy renatuty C 3 KOHCEpBaHTaMu (POXeBUA).
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HezamueHuli koumpons — 1 mikponpobipka, Wo MicTTb 1,8 MN HeraTUBHOI CUPOBATKM MIOAMHM 3 KOHCEPBAHTOM
(»xoBTHR).

Po34ux dns poseedeHHs1 cuposamok PPC — 1 cnakoH, wo MicTute 12 mMn BydepHOro po3umHy 3 eKCTPaKTOM
MOMOKa, JeTepreHTOM Ta KOHCepBaHTamMu (KOPUYHEBO-3EMEHNN).

Po3yuH koH’roeamy PK — 1 cnakoH, wo Mictutb 12 mMn GyepHoro posumHy Cymilli nepokcuaasHux KoH'toratis
MOHOKIOHarbHUX aHTUTIN 40 IgG Ta IgM ntoguHm, i3 ctabinisaTopamu Ta KOHCEPBAHTOM (3eneHni). FOTOBUA O BUKOPUCTAHHS.

Po3yun TMB - 1 chnakoH, Wwo mictute 12 Mn po3umHy TMB i nepekucy BOgHIO 3 CTabinisaTopom Ta KOHCEpBAHTOM
(6esbapsHuiA).

Po34un dna npomusarHsi Tr100 (20x) — 1 conakoH, wo mictute 50 Mn 20-Ti KPaTHOTO KOHLEHTpaTy ocaTHoro
Oydepy 3 TputoHom X100 (Ge3bapBHMiA).

Cmon-peazenm — 1 hnakoH, Wo mictuTb 12 M poadmnHy 0,5 M cipyaHoi kucnotu (besbapBHuii).

Knelika nnigka — 2 apkyLua nniBk1 Ans 3akrnetoBaHHs NNaHLLEeTiB nig vac iHkybauji

Bnank eHeceHHst npo6 — 1 apkyLu Ans 3an1cy CXeMW BHECEHHS 3paskiB

IHempykuis — 1 ek3eMnnap IHCTPYKLT 3 BUKOPUCTaHHS

4.2 [lopaTkoBi peakTMBM, MaTepianyu Ta obnagHaHHA

[ns noctaHoBKK aHanidy HeobXxiaHi Taki 4OAATKOBI peakTVBM, MaTepiani Ta 0bnagHaHHs:

— [eioHi3oBaHa abo AMCTUNbLOBaHA BOAA:;

— (hinbTpyBanbHUiA Nanip;

— MipHi uuniHgpy Ha 10, 200 ta 1000 mn;

— 0QHOPA30Bi PyKABUYKM;

— PO34nH Nepekucy BoaHo 6%;

— 0AHOpa30BKi a0 YNCTMIA NOCYL ANS NPUrOTYBaHHS PEaKTUBIB (PnakoHW Ta BaHHOUKM);

- Tanmep;

— 04HO- Ta baraTokaHanbHi aBTOMaTUYHI NineTku amiHHoro 06’emy Ha 20, 200 Ta 1000 mkn Ta
HaKOHEYHWKM 0 HUX;

- TepmocTart Ha 37 °C;

— KOHTEHEpP Ans TBEPAMX BiX0giB;

— KOHTEHEpP Ans PigKMX BigXoais;

- lagTOMaTU4HUA abo HaniBaBTOMATUYHMIA NPOMMBAY NNAHLLETIB (BOLLEp);

— 20gH0- abo GaraTokaHanbHWUii cnekTpochoToMeTp (piaep) Ans MikponnaHweTis Ha 450/620-695 Hm.

12 bydb nacka, npokoHcynbmytimech 3 Hamu w000 adanmauji Bawoao 06nadHaHHs.

5. 3acTepexeHHA Ta TexHika 6e3neku

5.1.3acmepexerHsi:

— He BUKOPUCTOBYNTE KOMMOHEHTH TECT-CUCTEMM NICNS 3aKIHYEHHS CTPOKY NPMAATHOCTI;

— He BUKOPUCTOBYMTE Mif Yac aHaniay Ta He 3MiLlyiTe KOMMOHEHTU Pi3HUX CEepill Ta KOMMOHEHTU i3 TECT-CUCTEM Pi3HNX
HO30MOTil;

— He BMKOPUCTOBYWTE peareHTH iHLWnX BUPOOHWKIB Y NoegHaHHi 3 Habopamm Vitrotest®;

- Mpumimka: Pos4uH 0nsi npomugarHs Tr100 (20X), Posyun TMB ma Cmon-peazeHm donyckaembCsi 8UKOPUCMOBY8amu iHWUX cepil, sk
gidpisHsiombCs 8i0 mux, wo ekmadeHi do mecm-Habopy. Lli peazeHmu gukopucmosylomsbCsi 8 iHWUX mecm-cucmemax gupobHuymea TOB ,IBK
JPaminmex”. bBydb nacka, npoKoHCynbmylimech 3 Hamu 0715 ompumMaHrHs demarnbHoi iHgbopmaui.

— nicnst BUKOPUCTaHHSA peareHTy 3akpuBamTe KOXXeH qIakoH CBOEIO KPULLIKOKD;

— YiTKO JOTPUMYNTECH PEXUMY NMPOMMBAHHS NMNAHLLETIB, BKA3aHOMO B MyHKTaX iHCTPYKLi;

- nig Yac NpOMMBaHHS KOHTPOITIOMTE HAMOBHEHHS Ta MOBHY acnipaLito PO34MHY 3 NYHOK;

— KOXHOrO pa3y BUKOPWUCTOBYWTE HOBUI HAKOHEYHMK NINETKW AN BHECEHHS 3pa3kiB abo peareHTiB;

— YHUKaTe NOTPanisHHS MPAMUX COHSYHWUX MPOMEHIB Ha peareHTn TECT-CUCTEMY;

- po3unH TMB mae Byt 6e36apBHUM abo CBITNO GnakUTHUM Nepen BUKOPUCTAHHAM, SKLIO PO34MH 3abaperneHuin B
CMHii abo XOBTWI KOMip NOr0 He MOXHa BUKOPUCTOBYBATW. YHUKaUTE KOHTaKTy po3umHy TMB 3 metanamu abo ioHamu meTanis.
[ns poboTy BUKOPUCTOBYIMTE NULLIE YACTWN, PETENBHO BUNONOCKAHUIA AUCTUIBOBAHOKO BOJOKO NOCyL;

— Hi B IKOMY pa3i He BUKOPWUCTOBYITE OAMH i TOW e NOCyQ ANs PO3UMHY KOH'KOraTy Ta XPOMOreHYy.

5.2. TexHika 6e3neku:

— BCi peareHTn Habopy NpuaHayeHi nuLle 4ns in vitro giarHoCTUKY;

— MOCTaHOBKY aHaridy NPOBOAUTH NULLE Y FYMOBMX pyKaBuuKax;

— He nineTyBaT PO34MHN POTOM,;

— MO3NTUBHUM KOHTPOmeM TecT-cuctemu «Vitrotest Anti-HCV» € po3umH iMyHOrnoGyniHiB nioamhm, cneundivHmx oo
Bipycy renatuty C, siki 6ynu BuaineHi 3 iHaKTMBOBAHOI NPOrpiBaHHAM CMPOBATKW KPOBI JIIOAMHN, B SiKi He 6yno BusieneHo HBSAg
Ta aHTuTin 8o BIN %, Treponema pallidum, ogHak npavoBaTht i3 KOHTPOMEM CRif K i3 NOTEHLIMHO IHEeKLinHUM MaTepianom;

— HeraTMBHWA KOHTPOMb TecT-cucTemun «Vitrotest Anti-HCV» npoTecToBaHo Ta 3HaiiieHO HeraTMBHWUM Ha aHTUTINa A0
BIJ11/2, BI'C, Treponema pallidum Ta HBSAg, oAHak NOBOAUTUCH i3 KOHTPONAMM Ta AOCRiMKYBaHUMM CMpoBaTKaMu chif Sk i3
MOTEHLiNHO Hebe3neYHMM iHGeKLiNHUM MaTepianom;
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— pigki BiAXoam cnig iHakTMBYBaTK, HANPWKNag, PO3YMHOM MEPEKUCY BOAHIO Y KIHLEBIN KOHLEHTpaLii 6 % ynpogoBx 3
FO4MH NPpW KIMHATHIN Temnepatypi, abo rinOXNOpMAOM HaTPIlo Y KiHLEBI KOHUeHTpauii 5% npotarom 30 XBUMKH, abo iHWUMK
Ae3iHiKyto4YMMY areHTamu;

—  TBepai BiAxoaw cnif iHaKTUBYBATM LLNSAXOM aBToKNnaByBaHHs npu 121 °C ynpogosx 1 roauHu;

—  He aBTOKNaBYTe PO34MHY, L0 MICTATb a3ug HaTpito abo rinoxnopuT HaTpito;

- cnig yHukaTu po3dpuakyBaHHa po3umnHie TMB Ta cTon-peareHTy, a TakoX iX KOHTaKTy i3 CnU30BUMM 0BOMOHKaMK Ta
LKipOtO;

— Yy pasi po3bpu3KyBaHHS PO3UMHIB, L0 He MICTATb KUCMOTY, Hanpuknag, cupoBaTok, oBpobuti noBepxHio 6 %-m
nepeK1coM BOAHIO, a NOTIM BUTEPTU HACcyXo (inbTpyBansHUM nanepoM.

6. 36epiraHHa Ta cTabiNbLHICTL

PeareHTi TeCT-cucTeMM CTabinbHi MPOTATOM CTPOKY MPMAATHOCTI BKA3aHOMO Ha €TUKeTUi, SKWO ix 3bepirat npu
2-8 °C.

TpaHcnoptysatu Habip npu Temnepatypi 2-8 °C. [lonyckaeTbcs 0gHOPa3oBe TPaHCMOPTYBaHHS Npu TemnepaTtypi He
ule 20 °C npoTarom ABox gib.

7. MigrotoBka 3pas3kiB

3pasku cupoBaTku UM nrasMu Kposi MoxHa 36epiraT npu Temnepatypi 2-8 °C He Ginblwe 3 a6 nicna 3abopy.
[onyckaeTbes Binblu TpuBane 3bepiraHHs 3paskis 3aMopoXeHUMU Npy Temnepatypi Big -20 fo -70 °C. 3amopoxeHi 3pasku nepes
BUKOPUCTAHHAM PO3MOPOXYIOTb Ta BUTPUMYIOTb MK KiMHATHIA Temnepatypi ynpogoBx 30 xBunuH. Tlicns po3mopoXyBaHHS
3paskyt cnig nepemiwaTi 3aans LJOCSrHEHHS OQHOPIAHOCTI. YHUKaUTe NOBTOPHOMO 3aMOPOXYBaHHS-BiATalOBaHHS AOCNIgXYBaHUX
3paskiB. Y pasi NOMYTHIHHS CMPOBATKW (YW Nna3mu) 3BINbHSIOTLCS Bif HEPO3UMHHUX BKMKOYEHb LieHTpUcyryBaHHsM npu 3000
06./x8. npotarom 10-15 xBWUNWH. He BMKOPWUCTOBYMTE 3paski CUPOBATOK i3 BUPaXKEHOW ninigemicto, remoniaoM, a Takox
BakTepiitHAM NpOpPOCTOM.

8. MigrotoBka peareHTiB
Lyxe eaxnueo sumpumamu eci peazeHmu mecm-cucmemu «Vitrotest Anti-HCV» npu kimHamHiti memnepamypi 18-25
°C npomsizom 30 x8UsuH neped 8UKOPUCMAHHSIM.

8.1. lideomoska IPA-nnaHwema

[ns nonepemkeHHs KOHAeHcaLlii Boau B nyHKax BigkpuaaiTe IQA-nnaHwWweT nuiwe nicns BUTpUMyBaHHs 30 XBUMIKH Npu
KiMHaTHI TemnepaTypi. PoskpuiiTe BakyyMHy ynakoBKy, BifokpeMTe HeobXiaHy KinbKiCTb MYHOK, a peluTy Bigpasy X peTenbHo
ynakyiite Ta 30epirante WiNbHO 3aKPUTMM Ha 3amok (zip-lock) npu Temnepatypi 2-8°C. 306epiraHHs B Takuii Croci6
yNaKkoBaHOro nnaHweta 3abesneyye 1oro cTabinbHICTb NPOTAroM 3 MicauiB.

8.2. Po34uH 0ns npoMugaHHs

OnakoH Mictutb 50 mn 20x koHUeHTpaty Gydepy 3 AeTepreHToM. [ns NpuroTyBaHHS pO3YnHY AN NPOMUBAHHS
po3BefiTb koHUeHTparT 1:20 (To6T0,1+19) AMCTMNLOBAHOK abo [eioHI30BaHOW BOAOM, NOTIM nepeMilanTe. Hanpuknag: Ha 4 mn
KOHLeHTpaTy — 76 MN AUCTUINBOBAHOI BOAM, LU0 AOCTATHBO ANS OJHOMO cTpuny. Y BUNaaKy HasiBHOCTI KPUCTaniB B KOHLEHTPATI
PO34MHY ANs NPOMUBaHHS NporpilTe dnakoH npu 37°C npoTaroMm 15-20 XBUMKH.

Po3BegeHuin po3unH MoxHa 36epiratit npu Temnepartypi 2-8°C He BinbLue 7 4ib.

9. Mpoueaypa aHanisy
9.1. MigroTyBaTn HEOOXiAHY KiMbKICTb NYHOK AN aHanidy (KiNbKiCTb JOCMIMKYBaHMX 3paskiB Ta YOTUPM AYHKM ANs
KOHTpONIB), BCTaBUTH ix B pamky IPA-nnaHweta. JTyHKn 3 KOHTPONSMI 0BOB’SI3KOBO BKIHOUATH A0 KOXHOI MOCTAHOBKM aHaniay.
9.2. 3anoBHWTM 6naHK BHeCeHHs npob.
9.3. MpurotyBaT po34MH AN NPOMUBAHHS 3riBHO NyHKTY 8.2.
9.4. BHectu B yci nyHku nnaHLweTa no 80 MKN po34nHy NS po3BefeHHs CUPOBATOK.
9.5. BHeCTu B NIyHKM N0 40 MK KOHTPOMIB Ta AOCTIMKYBaHNX 3pa3kiB: B NiYHKY A1 — NO3UTUBHWIA KOHTPOMb, B NyHKM B1,
C1 1a D1 - HeraTMBHWI KOHTPOMb. B pewTy NyHoK — AocnigxyBaHi 3pasku. [ig yac BHECEHHSI CUPOBATOK Ta KOHTPOSIB 06epexHo
nineTyiTe Cymill — BinbyBaeTbCs 3MiHa KONbOPY PO34MHY NS PO3BELEHHS CUPOBATOK 3 KOPUYHEBO-3EMEHOr0 HA BNaKUTHMIA.
9.6. 3akneiTy CTPUNM KNEMKOK NiBKOO Ta iHKyByBaTh npoTsrom 60 xBuUnuH Npu Temnepatypi 37°C.
9.7. Mo 3akiH4eHHi iHKybaLji obepexHO 3HATU KNenky NniBky Ta NPOMUTU NyHKW M'STb Pa3iB 3 BUKOPUCTAHHAM
aBTOMATUYHOTO MpoMMBaYa abo 8-kaHanbHOI NiNeTKM HACTYMHUM YUHOM:
—  BMAANUTK BMICT NYHOK B KOHTENHEP ANS PiAKWX BiOXOAIB;
—  HanoBHWUTW NYHKK CTPUNIB HE MeHLU Hixk no 300 MKN PO34MHOM [N NPOMMUBAHHS, 3aNULLMTU He MEeHLU Sk Ha 30
CEKYHE;
— acnipyBaTW PO34MH 3 NMYHOK, 3a/MLLIKOBWMA 0B'€M pO34MHy Micns acmipauii Ha BCiX eTanax NpOMWBAHHA Mae
cKnagaTh He Ginblue 5 MK,
—  NOBTOPWUTY NPOLEAYPY NPOMUBAHHS LLie HYOTUPK pasu;
—  nicns oCTaHHbOI acnipauii no3baBuTMCh 3aiBOT BOMOM, MOCTYKYKOUM NMAHLLETOM MO (iNbTpyBanbHOMY nanepy.
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9.8. B nyHku ctpunis BHecTu no 100 MKN po3dnHy koH'toraTy. CTpUnM HaKpUTI HOBOKO KIMEKOKO NITIBKOK Ta iHKyOyBaTH
npotsirom 30 xaunuH npu 37 °C.

9.9. Mo 3aKiH4eHHi iHKyOaLlii 06epexHO 3HATW KNenKy NNiBKy Ta NPOMUTM JIYHKW M'ATb pasiB, K OMKUCaHO B NYHKTi 9.7.

9.10. «Po3unH TMB» € rotoBUM Ans BUKOPUCTaHHS po3unHom TMB-cybeTparty 3 nepekucom BoaHio. Po3unH TMB mae
By 6e36apsHuM, cnif 3anobiraT NOTPaNNAHHIO COHAYHOTO NMPOMIHHS Ha PO34uH. BHocuTw posumH TMB cnig yncTUM HOBUM
HaKOHEYHMKOM: 06epexHO BigibpaTtn po3umH TMB 3 dniakoHy i, He TOpKatuMCb AHA Ta CTIHOK NIYHOK nnaHwerta, BHecTn no 100
MK po3unHy TMB B nyHKu.

9.11. InkybyBatu I®A-nnaHwweT npotsrom 30 XBUMMH B TEMHOMY MiCLi NPy KiMHaTHIA Temnepatypi 18-25 °C.

9.12. ina 3ynuHeHHs hepMEeHTaTMBHOI peakLii BHeCTW B NyHkW cTpunis no 100 Mkn cTon-peareHTy, AOTPUMYIOYMUCH
Ti€l ) NOCiAOBHOCTI, WO | Npy BHECEHHI po3yuHy TMB.

9.13. BumipsaTvt Ha pigepi ONTUYHY TYCTUHY B KOXHIM NyHLi CTPMNIB npm LOBXWHI XBuUni 450/620 HM NpoTsirom 5 xBunuH
nicns 3ynHEHHs peakwii. 3BepHiTh yBary Ha YACTOTY 30BHILUHBOT MOBEPXHI AHA JTYHOK.

Obnik pesynbmamie aHanizy MOXHa nposodumu 8 0OHOX8USIbOBOMY Pexumi npu OoeXuHi xeuni 450 HM, 8 ubomy
8unadky cnid 3anuwumu nyHKy 0nsi egcmaHoBneHHs 6raHKy (8 maky nyHKy eHocumu nuwe po3yuH TMB ma cmon-peazeHm).

10. O6nik pe3ynbTartiB Ta iX iHTepnpeTauis
10.1. [JocmoeipHicmb pesynbmamig aHasnisy:
PospaxyBaTi cepegHe 3Ha4eHHs HEraTMBHOM KOHTPOITO

O/_ K‘ cepedHe = (O/_ K‘1+ OI_K'Z +OI_K'3)/3

PesynbTaTit aHanisy BBaxaTti JOCTOBIPHAMM, SKLLO:
— onThyHa ryctHa (OF) NoO3UTMBHOIO KOHTPOMHO He Hkye 1,5 onTuiHMX oguHuLs (O0),
- Or B nyHKax 3 HeraTueHIUM koHTposiem (O K-) He Buwe 0,1 OO.
— OMTWYHA TYCTMHA KOXHOTO 3HAYEHHs HEraTMBHOTO KOHTPOMK BifpisHAETbCH He Oinblue HiX B [Ba pa3n Big
CEPeaHbOro 3HaYEHHS! HEraTMBHOIO KOHTPOIH, TO6TO
O/_ K‘cepedHc X 0,5 < OI- K‘n < OI_ K'cepech X 2,0

FAKLO ofHe i3 3Ha4eHb HeraTUBHOTO KOHTPOMIO BUXOAMTb 3@ MEXi LibOro iHTepBary, oro BigkMaaloTb | po3paxoByTh
cepelHe 3HaveHHs K- 3a peLuToro 3HaueHb HeraTMBHOTO KOHTPOTHO.
10.2. Obnik pe3ynsmamig aHanisy.
PiBeHb rpaHuyHOro 3HadeHHs (Cut off) pospaxyBatv [ogakum OO CEPEeAHbOro 3HAYEHHS! HEraTUBHOMO KOHTPOIIO
BenuunHy 0,20, To6T0
'paHuyHe 3HayeHHs = OF K- cepeare + 0,20.

Po3paxyBaTit «cipy 30Hy» 3HauyeHb OF, WO 3HaxoauTbest 40 10 % Huk4e Bif rPaHMYHOTO 3HAYEHHSI TECT-CUCTEMM
«Vitrotest Anti-HCV», T06T0
0,9xI'3 < CipasoHa <I3

10.3. Ilimepnpemauis pe3ynsmamig

3paskm i3 3HaYEHHAIM ONTUYHOI TYCTUHN HUXKYE «Cipoi 30HU» 3HaYeHb O BBaXatoTbCsl HEFAaTUBHUMMU B TECT-CUCTEMI
«Vitrotest Anti-HCV».

JocnigpkyBaHi 3paski B Mexax «Cipoi 30HW» 3HayeHb OI BBax@Tu HeBU3HAYeHUMU. Taki CUpOBaTKM Cnig JOCHignTH
MOBTOPHO B ABOX JIyHKaX TECT-CUCTEMM.

3pasku i3 3HayeHHsM O BHLLE rPaHNYHOTO 3HAYEHHS BBAXAOTLCS MEPBMHHO MO3MTUBHUMI. Taki 3pasku MatoTb ByTu
AOCNigKeHi NOBTOPHO B ABOX NyHKax TecT-cuctemm «Vitrotest Anti-HCV». icns NOBTOPHOrO TECTYBaHHS NO3UTUBHUMMU B TeCT-
cuctemi «Vitrotest Anti-HCV» BBaxaroTbes 3pasks, OF koTpux xou4a 6 B ogHOMy 3 noBTopiB Oyna Buile abo [opiBHIOBana
rPaHMYHOMY 3HAYEHHIO. AKLLO NpK NOBTOPHOMY TecTyBaHHi Ol 3paska B 060X NoBTOpax Oyna HuKYe rpaHNYHOrO 3HAYEHHs Taky
CMpOBATKY BBaXXaTW HEraTUBHOLO.

11. [liarHOCTMYHi XapaKkTepUCTMKMN TecTy

11.1. CneyuciyHicmb ma yymnuegicms

[JiarHoCcTuHI xapakTepucTukm TecT-cuctemm «Vitrotest Anti-HCV» oujHIOBanu 3a JOMNOMOTO0 KOMEPLiHOT naHeni
«Anti-HCV Mixed Titer Performance Panel PHV207» BupobHuytea “SeraCare Life Sciences” (CLLUA), sika cknagaetbcs 3
OXapaKTepu3oBaHWX 3paskiB CMPOBATOK Ta Mia3Mmu, ki MICTATb Ta He MICTATb aHTUTING A0 Bipycy rematuty C. B Tect-cuctemi
«Vitrotest Anti-HCV» BCi NO3WUTUBHI Ta HeraTuBHi 3paski BM3HAYanMCb KOPEKTHO, BIAMOBIAHO A0 NACMOPTHUX AaHMX.

Takox creundiyHiCTb Ta YYTNUBICTb TECT-CUCTEMU OLLHKOBANM Ha CTaHAAPTHIN NaHeni cMpoBaTokK, ki MICTATb Ta He
MicTTb aHTUTINa fo Bipycy renatuty C (BI'C) — ,CtaHgapt AT(+/-)BI'C” (OCO 42-28-310-02M). Lis naHenb cknapaeTbes 3 16
3paskiB, ki MicTATb aHTUTINa [0 BI'C Ta 8 3paskis, siki He MiCTATL aHTUTIN [0 BI'C. Ha paHii naHeni 4yTnmBicTb Ta cneyudidHicTb
TecT-cuctemu «Vitrotest Anti-HCV» ctaHosumv 100%.
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Mpw TecTyBaHHi 48 3paskiB cMPOBATOK Ta NNa3Mu KPOBI NaLlieHTiB XBOpUX Ha renatit C B TecT-cucteMi «Vitrotest Anti-
HCV» BCi cupoBaTku Oynu Bu3HA4yeHi nosuTiBHUMK. [pu OOCnimKeHH cneuyndiyHocTi TecT-Habopy «Vitrotest Anti-HCV» 3
BMKOPUCTaHHSM 289 CMPOBATOK, HEraTUBHWX Ha aHTUTINa Ao Bipycy renatuty C Bei 289 3pasky Oynu BUSIBNEHI HEraTUBHUMM.

11.2. To4Hicmb

BidmeoprtosaHicmb pe3ynbmamig 8 Mexax o0Hiei nocmaHosku aHanizy (Intra assay reproducibility)

KoediuieHT Bapiauji (CV) ans ABOX CMPOBATOK 3 Pi3HUM PiBHEM CMELMGIMHMX aHTUTIN OLiHIOBanM B 32 NoBTOpax Ha
[BOX CEpIsiX TECT-CUCTEM.

Ne cupoBatkm or CVy, % CV2, %
52 0,711 5,6 6,8
167 1,391 4.8 4,0

BidmeoptosaHicmb pe3ynbmamig MiX pisHUMU nocmaHoskamu aHanizy (Inter assay reproducibility)
KoediuieHT Bapiayii (CV) ans 4Box cMpoBaTOK 3 Pi3HAM piBHEM cneLudiYHNX aHTUTIN OLHIOBaNM NPOTArOM TPbOX AHIB
B TPbOX MOCTaHOBKaX aHaniay, no 8 NOBTOPIB B KOXHOMY aHasiai.

Ne cupoBatkm or CV, %
52 0,720 7,7
167 1,415 4,9

12. O6MexeHHs aHanisy

MMo3nTmBHWA pe3ynbTaT B TecT-cucTeMi «Vitrotest Anti-HCV» € CBigYeHHAM HasBHOCTI Yy nauieHTa aHTuTin
cneuudiuHux o Bipycy renatuty C, siki npoayKyrTbCS OpraHiaMoM npu iHgikyBaHHi Bipycom renatuty C.

HeraTveHuiA pe3ynbTat B TecT-cucTeMi «Vitrotest Anti-HCV» nokasye, LU0 TeCTOBaHMA 3pa3ok He MICTUTb aHTUTIN [0
Bipycy renatuty C, abo KOHUeHTpaLis CneumndivHX aHTUTIN HKYE MEXi YYTIIMBOCTI aHaniay.

Ona  BUKMIOYEHHS XMOHOMO3WTMBHOTO PEe3ynbTaTy PEKOMEHAYETbCA MPOBOAWNTM  BepudikaLiiHe AOCimKEHHSs
MO3NTUBHMX 3paskiB B TECT-CUCTEMI ANS AMDEPEHLIHOMO BU3HAYEHHS aHTUTIN A0 okpemux Ginkis BIC «Anti-HCV Different
Vitrotest».

[nsa giarHOCTMKX rocTporo Ta XpoHivHoro renatuty C, OLHKM edheKTMBHOCTI Tepanii pekoMeHOyeTbes LOAaTKoBO
NMPOBECTH AOCMIMKEHHS 3pa3ska Ha HasBHICTb aHTW-BI'C IgM aHTuTIN (Hanpuknag, 3 BUKOPUCTaHHAM TecT-cuctemu «Vitrotest HCV-
IgM»), aHTr-BI'C 1gG aHTuTin (Hanpuknag, 3 BUKOPUCTaHHAM TecT-cuctemu «Vitrotest HCV-1gG»), PHK BI'C Ta ouiHUTK BioxiMiyHi
MOKa3HMKW CUPOBATKN KPOBI.

OctatoyHnin giarHo3 Moxe OyTW BCTAHOBMEHO MWLIE 3 ypaxyBaHHSAM KMiHIYHWX MPOSBIB Ta AaHWX KOMMMEKCY
NnabopaTopHMX LOCIAKEHb.
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YMOBHi NO3Ha4YeHHs
[HTepnpeTaLis yMOBHUX CUMBOTIB:

IVD «MegunyHnin BUpI6 4Ns AiarHOCTMKK in vitrox»
LOT «Kop naprii»
REF «Homep 3a kaTanorom»

«[lata BUroTOBNEHHSAY

«Bukopuctati go»
«TemnepatypHe 0OMEKEHHS»

«MicTuTb focTaTHLO AN (n-) BUNpobyBaHbLY

S @-ﬁfm

L
[

«beperT Big NPAMUX COHSYHMX NPOMEHIBY
«YBara, AMBUCb IHCTPYKLitO 3 BUKOPUCTOBYBAHHS»

«BrpoBHuk»

>

«O3HaOMNEHHS 3 IHCTPYKLiAIMM A4S 3aCTOCOBYBAHHS»

3 numarHsamu ma nobaxaHHsamu w000 pobomu Habopy 3eepmatimeck 00 8UPOBHUKA:

ToBapucTBO 3 0BMEXEHOH0 BiANOBIAANLHICTIO «IHOBALLIiHO-BMPOBHINYa KoMNaHis «PaMiHTek»
03039 YkpaiHa, m. Kuis, np-t 40-pivus XoBTHS, 7, 0. 227 (opuanyHa agpeca)

07300 m. Buwropog, Kuiscbka 06n.. Byn. LLonyaeHka,19 (dpaktnyHa agpeca)

Ten. +380 44 222-76-72
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Cxema npoBefeHHA aHani3y B TecT-cuctemi «Vitrotest Anti-HCV»

Butpumaru pearextu 30 xB. npu 18-25 °C

MpurotyBaTti po34ynH AN NPOMMBaHHA NNaHweTa, po3BecTu 20X KOHLEHTPAT PO34MHy ANs
npomuBaHHa Tr100 oumweHoto Bogoto 1:20 (tobTo, 1+19). Hanpuknag, 4 Mn po3ynHy + 76 mn Boau

3anoBHUTK GnaHK BHECEHHA Npob Ans aHanisy

B nyHku nnaHweTa BHecTV no 80 MKN po34YnHY ANS PO3BEeAEHHA CUPOBATOK

BHecTu no 40 Mkn gocnimkyBaHUX 3pa3KiB Ta KOHTPONIB B NYHKM:

Al - no3uTUBHWK KOHTponb, B1, Cl, D1 - HeraTUBHMIA KOHTPOND,

E1 Ta pewTa nyHOK — gocnigXyBaHi 3pa3ku

I1id yac eHeceHHs cuposamok 8id6yeaembCs 3MiHa KO/IbOPY PO3YUHY 8 JIYHKaX 3 KOPUYHEB0-3e/1eH020
Ha CUHil

3akneit cTpunu nniBkoto, iHKybyBaTu 60 xB. npu 37 °C

MpomuTi nyHkm 5 pasis

B nyHku ctpuniB BHecTy no 100 MKn po34nHy KOH'loraTty (3eneHui)

3akneit cTpunu nniBkoto, iHkybysatu 30 xB. npu 37 °C

Mpomuti nyHkm 5 pasis

B nyHku ctpuniB BHecTu no 100 mkn po3umHy TMB-cyb6eTparty

IHkyOyBaTu nnaHwet 30 XB. B TEMHOTi Npu KiMHaTHiN Temnepartypi (18-25 °C)

B nyHku ctpunis BHecTu no 100 Mkn cTon-peareHTy

BumipaTi onTYHY rycTuHy B nyHKax Ha cnektpodpotomeTpi npu 450/620 HM

Po3paxyBatu rpaHnyHe 3HaueHHs (I'3) B TecT-cuctemi «Vitrotest Anti-HCV» 3a hopmynoto
r3=0rK- cepedHe + 0,20

MpoBecTu 06nik pe3ynbTaTiB aHani3y 3rigHo Tadbnuui

3HayeHHs! ONTUYHOI TYCTUHN Pesynbrar
>3 NO3UTUBHUA
09xr3=s0rsr3 HeBU3HAYeHUN
<0,9xI3 HeraTMBHUN
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