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

«Vitrotest EBNA-IgG»
IMyHOhepMeHTHaA TeCT-cUcTeMa ANA AKICHOro Ta HaniBKiNbKICHOrO BU3HaYeHHA aHTUTIN Knacy
|gG po spepHoro aHTureHy Bipycy EnwreiHa-bapp

1. MpusHayeHHs

ImyHobepmeHTHa TecT-cuctema «Vitrotest EBNA-IgG» npusHaveHa Ansi SKICHOTO Ta HaniBKiNbKICHOMO BU3HAYEHHS
aHTutin knacy IgG go sipepHoro aHtureHy (EBNA) Bipycy EnwreitHa-bapp (BEB) y cpoBaTtLi Ui nnasmi KpoBi nioanHu.

Tect-Habip moxe OyTW 3acToCOBaHM K NS NpoBedeHHst IPA 3 BUKOPUCTAHHAM aBTOMATUYHMX MINEToK Ta
CTaHaapTHOro obnagHaHHs, Tak i 471 NOCTAHOBKM HA aBTOMATUYHOMY iMYHO(DEPMEHTHOMY aHani3aTopi BigKPUTOrO TUny.

2. KniHiuHe 3HayeHHs

EnwTeitHa-bapp BipycHa iHdekuis — BipycHe iHEKLiiHe 3aXBOPHOBAHHA NOAWHM, Lo nepebirae y CyOKMiHIYHMX Yn
KMiHIYHUX chopMax 3 MICLIEBUMM Yt NOMIOPraHHUMK YpaKeHHAMU. Bipyc po3MHOXYETLCS Y BEpXHIX Bigainax AuxanbHuX LUMsxis,
enitenii TpaBHOro TpakTy Ta acouiioBaHi NiM¢oigHiA TkaHuHi. BEB iHoykye nosBy nonynauii peakTuBHUX T-KNiTUH, @ Takox
noniknoHanbHy akTUeaLito B-kniTWH Ta iX AudepeHLitoBaHHS Y NNa3MOLMTH, O NPOAYKYI0Tb HWU3bKoadiHHI aHTUTINA A0 Bipycy.
BEB € eTionoryHMM areHTOM Takux 3aXBOPHOBaHHb, AK iH(EKUiHWA MOHOHYKNeo3, nimdoma Bepkitta, HasodapuHrianbHa
KapLuHoma.

Bipyc EnwreiHa-bapp 3ycTpivaeTbes NOBCIOAHO, NpUYOMY BinbLUiCTb ntofen iHPIKyeTbea B AUTUHCTBI, | OO TPbOX
pokis 30-80% cratoTb Hocismu BEB. Y possuHeHux kpaiHax 85% Aopocrnoro HaceneHHs € cepono3uTueHIM Loao BEB.

[ns nabopatopHoi aiarHocTukn BEB-iHbeKLii 3acTocoBY0TL NoniMepasHy NaHLtoroBy peakLjlo Ta CepororivyHi Metoau
JocnigKeHb, AKi BKMOYATb TECT HA BWSBMEHHS reTepPOINbHAX aHTUTIN Ta BWU3HAYEHHS CNELMMIYHWUX aHTWUTI METOLOM
iMyHochepmeHTHOro aHanisy (I®A). OcTaHHii MeToq Aae 3MOry He TiNbKM BCTAHOBUTM ¢hakT iHdpikoBaHocTi BEB, ane i cTagito
3aXBOPIOBaHHS.

OntumarbHa komBiHaLlis ceponoriyHux TecTis Ans giarHoctuku BEB-iHdekuii Bknovae BusBneHHs 19G ta IgM aHTuTin,
cneungiYHnX [0 BIiPYCHOTO KancuaHoro auTureHy (aHtu-VCA-IgG, aHTn-VCA-IgM) Ta spepHoro aHtureHy (aHTu-EBNA-IGG).
AHTU-VCA-IgM aHTuTina 3'ABNAOTHCA B OpPraHiaMi MpW paHHii iHgekyii Ta 3HuKkaTb npotarom 4-12 TuxHis. 1gG go VCA
BUSBNAIOTLCA JeLO MisHille, iX KOHLEHTpaLis [ocarae MakCUManbHOMO PIBHA TAKOX Ha MOYaTKOBMX CTafisiX 3axBOPHOBaHHS,
MOCTYMNOBO 3HWKYIOUNUCh, OAHAK, 3aNULLAETLCS Ha PIBHI, LLIO BU3HAYAETHCS NPOTAMOM BCbOrO XUTTS. FAKLLO aHTWTINa A0 BipycHOro
KanCyUgHOro aHTUreHy He BUSBMIAKOTLCS NIOAMHA € CNPUIAHATINBOK 40 BEB-iHbekw;i.

B nepiog rocTpoi iHekwii B OpraHiami NIOAUHN BUSBIIAKOTLCS, TAKOX, aHTUTING O PaHHBOTO aHTUreHy (aHTU-EA-IgG),
SKi 3HMKAKOTb, B NEPeBaXHIN BinbLiocTi, nicns 3-6 micauis. OaHak, y 20-30% 3noposux ntogeit 19G go EA aHTureHy BUSIBRSKOTHCA
NPOTSArOM BCbOr0 XWUTTA, TOX Lier LiarHOCTUYHUIA MapKep € MeHLL iHGhopMaTUBHUM.

AHTU-EBNA-IgG npoaykytoTbCs opraHiamom yepes 1-6 micsuiB nicns iHdikyBaHHs, X KOHLEHTpaLis 30epiraeTbcs Ha
[OCUTb BMCOKOMY PiBHI TpuBanuii yac, a y GinbLUOCTi iH(ikoBaHWX - MPOTAroM BCbOro XuTTs. OpgHouacHe BusBMEHHs IgG
cneuudivHnx oo EBNA ta VCA € nokasHUKOM nacT-iHeeKLiT.

3. MpuHumn ananisy

BusHaueHHs aHTuTin knacy 1gG go saepHoro aHTurery BEB B TecT-cuctemi «Vitrotest EBNA-IGG» rpyHTYeETbCS Ha
MPUHLMNI «HENPAMOTo» TBEpAOta3HOro iMyHoepMeHTHOro aHanisy (IOA).

Teepaoto hasoko B TECT-CUCTEMI € CTpUnoBaHWi IGA-nnaHLwWweT 3 3acopboBaHWUM B NyHKax saepHUM aHTureHom BEB.
Mig vac iHky6aLjii gocnigxysaHux 3paskiB B nyHkax |®A-nnaHwieTa BinbyBaeThes 38'a3yBaHHs cneunudiyHmnx o EBNA aHTuTin 3
aHTUreHoM Ha TBepgin asi. llicns BiAMMBAHHS HE3B’S3aHUX KOMMOHEHTIB, B NyHKW [OAAETHCA KOH'IOraT aHTUBMAOBUX
MOHOKMOHaMbHKUX aHTUTIN 40 1gG NAMHU 3 NEPOKCMAA30I0 XPOHY, LU0 3B'A3YETbCS 3 IMYHHUMW KOMMMEKCaMn Ha TBepain ¢hasi.
He3B'A3aHi KOMMOHEHTW BigMMBAIOTLCA. Bisyanisauis YTBOPEHMX iIMYHHUX KOMMMEKCIB BifOyBA€TbCA MPU BHECEHHI B IYHKU
po3yuHy xpomoreHy 3,3',5,5'-TetpameTunbeHsuanHy (TMB). B pesynbTati peakuii po3umH B nyHKax, Oe YTBOPUMWUCH iMYHHI
komnrekcu, 3abapBnieTbCq B CUMHIA konmip. Peakuis 3ynuHSETbCS A0AaBaHHAM CTOM-peareHTy, Npu LbOMY CUMHIA Konip
3abapBreHnX NyHOK 3MIHIOETLCA Ha XOBTUI. PesynbTaT aHanisy BU3Ha4YaeTbCsl Ha CnekTpooTOMeTpi Npu A0BXMHI XBuni 450/620
HM.

4. Marepianu Ta obnagHaHHs

4.1 Cknad Habopy

I®A-nnaHwem — 12 ctpunia no 8 NyHOK (3 MOXMMBICTHO BiOKPEMITEHHS NYHOK), 3 IMMOBINi30BaHUM PEKOMOIHAHTHUM
AepHUM aHTUreHoM Bipycy EnwreitHa-bapp.

MozumueHuii koHmponb — 1 MikponpoBipka, Wo MicTutb 0,3 MN cupoBaTkK KPOBI MIOAMHM, LLO MICTUTbL aHTWTINa
knacy IgG o simepHoro aHTureHy Bipycy EnwTeiHa-bapp (poxesui).

HezamueHuli koHmposb — 1 mMikponpobipka, Lo MicTUTb 0,5 M HEraTUBHOI CUPOBATKM KPOBI MIOAMHM (KOBTUR).

Po34ux dns poseedeHHs1 cuposamok PPC — 1 c¢nakoH, wo MicTute 12 mn BydepHOro po3umHy 3 eKCTpakToM
MOIIOKa, JETEPreHTOM Ta KOHCEpPBAHTaMI (KOPUYHEBO-3EMEHU).

Po3yuH koH’roeamy PK — 1 cnakoH, o MicTutb 12 Mn BydepHOro po34mMHy MOHOKMOHAmNbHUX aHTuTIn 4o 1gG
TNIOAVHK, KOH'KOrOBaHWX 3 NEPOKCMAA30I0 XPOHY, i3 cTabinisaTopamn Ta KOHCEPBAHTOM (3€N1EHMIA). FOTOBMIA 4O BUKOPUCTaHHS.
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Po3yun TMB - 1 onakoH, Wwo mictutb 12 Mn po3dunHy TMB i nepekucy BOAHIO 3 CTabini3aTopom Ta KOHCEpPBAHTOM
(besbapBHMiA).

Po34un dna npomusanHsi Tr100 (20x) — 1 conakoH, wo Mictuts 50 mn 20-TW KpaTHOTO KOHLEHTpaTy ¢hocaTHOro
Bydepy 3 TputoHom X100 (6e3bapsHuir).

Cmon-peazeHm — 1 ¢hnakoH, o mictutb 12 Mn poayuny 0,5 M cipyaHoi kucnotu (besbapsHuii).

Knelika nnieka — 2 apKyLUi NniBkK 45151 3aKMNelOBaHHSA NNAHLLETIB Mig vac iHkybauji.

BnaHk eHeceHHs1 npo6 — 1 apkyLu Ans 3anmcy CXEMW BHECEHHS 3paskiB.

IHcmpykuyis — 1 ek3emnnap iHCTPYKUiT 3 BUKOPUCTaHHS.

4.2 [lodamkoei peakmugu, Mamepianu ma 0bnadHaHHs

[insi nocTaHOBKYW aHani3y HeoOXiaHi Taki AOAATKOBI PeakTUBM, MaTepiany Ta 0bnagHaHHs:;

— [ieioHizoBaHa abo AMCTMNbOBAHA BOAA;

— hinbTpyBanbHUA Nanip;

— MipHi umniHgpu Ha 10, 200 Ta 1000 mn;

— 01HOPA30Bi pPyKaBUYKMY;

— PO34MH Nepekncy BoaHH 6%;

— 0HOPa30BMi aB0 YMCTUIA NOCYA A1 NPUTOTYBaHHS PEAKTUBIB ((PNAKOHN Ta BaHHOYKN);

— Tanmep;

— 0fHo- Ta 6araTokaHanbHi aBTOMaTUYHI NineTku amiHHoro 06’emy Ha 20, 200 Ta 1000 MKN Ta HAKOHEYHMKM 0 HUX;

— TepmocTart Ha 37°C;

— KOHTEHep Ans TBEPAMX BiOX0ZiB;

— KOHTEHep AN pigKk1X BiOXogis;

— laBTOMaTUYHMI 260 HaniBaBTOMATMYHWIA NPOMMBAY MIaHLLETIB (BOLLEP);

— 20gH0- abo GaraTokaHanbHWUii cnekTpochoToMeTp (piaep) Ans MikponnaHweTis Ha 450/620-695 Hm.
12 bydb nacka, npokoHcynbmylimeck 3 Hamu w000 adanmauji Bawo2o 0611a0HaHHs.

5. 3acTepexeHHA Ta TexHika 6e3neku

5.1.3acmepexerHsi:

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

— He BUKOPUCTOBYWTE Mif Yac aHanisy Ta He 3MilLyiTe KOMMOHEHTM Pi3HWX CEpiil Ta KOMMOHEHTY i3 TECT-CUCTEM Pi3HUX
HO30MOTil;

— He BUKOPUCTOBYWTE peareHT iHLWNX BUPOBHUKIB y noeaHaHHi 3 Habopamm Vitrotest™:;

- Mpumimka: Poayur 0ns npomusarHs Tr100 (20x), Pozyur TMB ma Cmon-peazeHm donyckaembCs UKOpucmosysamu iHwux cepit, sKi
gidpisHsiombes 8i0 mux, wo eknadeHi do mecm-Habopy. Lli peaseHmu gukopucmosylomsCsi 8 iHWUX mecm-cucmemax gupobHuymea TOB ,IBK
+PamiHmex”. Bydb nacka, npoKoHCynbmylimech 3 Hamu 0715 ompumMaHrHs demarnbHoi iHgbopmaui.

— nicns BUKOPUCTaHHSA peareHTy 3akpuBamTe KOXXeH qIakoH CBOEIO KPULLIKOHD;

— YiTKO AOTPUMYATECH PEXUMY NPOMUBAHHS NIAHLETIB, BKA3AHOO B MyHKTaX iHCTPYKLT;

- Nig Yac NPOMMBAHHS KOHTPOMONTE HANOBHEHHS Ta MOBHY acnipaLilo po34KHY 3 NTYHOK;

— KOXXHOTO pasy BUKOPUCTOBYWTE HOBMIA HAKOHEYHMK NINETKW AN BHECEHHS 3paskiB abo peareHTis;

— YHUKaNTe NOTPansHHA NPSMUX COHSYHMX MPOMEHIB Ha peareHTn TeCT-CUCTEMMU;

- po34nH TMB mae 6yTu 6e3bapBHUM abo CBITNO BMakMTHUM Mepesn BUKOPUCTAHHAM, SKLLO PO34KH 3abapBreHuii B
CMHin ab0 K0BTUIA KOMIp, MOTO He MOXHA BUKOPUCTOBYBATU. YHUKANTE KOHTaKTY po3inHy TMB 3 MeTanamu abo ioHamu meTanis.
[ns poboTy BUKOPUCTOBYIMTE NULLIE YACTWN, PETENBHO BUNONOCKAHUIA AUCTUIBOBAHOKO BOAOKO NOCYL;

- 0N BHECEeHHs B NyHKu nnaHweTta TMB-cybeTtpaTy BUKOPUCTOBYMTE MMLIE HOBI HAKOHEYHUKW, WO He Bynu y
BUKOPUCTaHHI;

— Hi B IKOMY pa3i He BUKOPUCTOBYITE OAMH i TOW e NOCya AN PO3UMHY KOH'KOraTy Ta XPOMOreHy.

5.2.TexHika 6e3neku:

— BCi peareHTV Habopy npu3HayeHi nuwe Ans in vitro giarHoCTuKK;

— MOCTaHOBKY aHaridy NPOBOAUTH NULLE Y FYMOBMX pyKaBuYKax;

— He nineTyBaT PO34MHN POTOM,;

— B KOHTponax TecT-cuctemn «Vitrotest EBNA-IgG» He BusiBneHo HBsAg Ta aHtutin go BIJ1 %4, BI'C, Treponema
pallidum, ogHak, npaLtoBaTh i3 KOHTPONSMW Ta BOCIZKYBAHAMM CMPOBATKaMM CIid, SIK i3 MOTEHLNHO HeDE3NeYHUM IHEKLIHM
matepianom;

— pigKi BigXoam cnif iHaKTUBYBaTW, HaNPUKNag, PO34MHOM NEPEKUCY BOAHIO Y KiHLEBIl KoHLeHTpaLil 6% ynpogosx 3
FO4MH NpW KIMHATHIN Temnepatypi, abo rinoXnopuToM HaTpito y KiHLUEBiN KoHueHTpauii 5% npoTaroMm 30 XBuUnuH, abo iHWMMK
Ae3iHiKytoYMy areHTamu;

—  TBepAi BiAX0AM Crif iHakTMBYBATK LLMSXOM aBTOKNaByBaHHS npu 121°C ynpogoBx 1 rognHy;

—  He aBTOKMaByiTe PO34KHM, LLIO MICTATb a3ug HaTpilo abo rinoxmnopuT HaTpito;

— cnig yHukaTn po3bpuskyBaHHs po3uuHiB TMB Ta cTon-peareHTy, a TakoX iX KOHTaKTY i3 CriM30BMMU 060MOHKaMM Ta
LLKIpOLO;

— Y pas3i po30pu3KyBaHHA PO34YWHIB, WO HE MICTATb KWUCMOTY, Hanpuknag, CMpoBaToK, 0bpobuTh noBepxHio 6%-M
NepeKCoM BOAHIO, a MOTIM BUTEPTW HACyXo (inbTpyBasbHAM nanepoM.
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6. 36epiraHHa Ta cTabiNbHICTL

PeareHTn TeCT-ccTeMM CTabinbHi NPOTArOM CTPOKY NPUOATHOCTI BKA3aHOrO Ha eTMKeTLj, aKwo ix 30epiratm npu
2-8°C.

TpaHcnoptyBaTi Habip npu Temnepatypi 2-8°C. [lonyckaeTbcsl 0AHOPa30Be TPAHCMOPTYBaHHS MpyU Temnepatypi He
Buwe 20°C npotsrom aBox Aib.

7. MigrotoBka 3pas3kiB

3pasku cupoBaTkM 4YM nra3Mu Kposi MoxHa 36epiraTv npu Temnepatypi 2-8°C He 6inbwe 3 ai6 nicns 3abopy.
[HonyckaeTbest GinbL TpuBane 30epiraHHs 3paskiB 3aMopoXeHUMI Npu Temnepatypi Big -20 ao -70°C. 3amoposxeHi 3paski nepeq
BUKOPUCTAHHAM PO3MOPOXYKOTb Ta BUTPUMYIOTb MK KiMHATHIA Temnepatypi ynpogosx 30 xBunuH. Tlicns po3mopoXyBaHHS
3paskyt cnip nepemiwaTi 3aans JOCSTHEHHS OQHOPIAHOCTI. YHUKaUTe NOBTOPHOMO 3aMOPOXYBaHHS-BiATalOBaHHS AOCNIgXYBaHUX
3paskiB. Y pasi NOMYTHIHHS CMPOBATKM (YW Nna3mu) 3BINbHSIOTLCS Bifl HEPO3UMHHUX BKMKOYEHb LieHTPUdyryBaHHsM npu 3000
06./x8. npotarom 10-15 xBUNMH. He BMKOPUCTOBYMTE 3pa3ki CUPOBATOK i3 BUPAKEHOW mninigemicto, reMoniaoM, a Takox
BaKTepiltHMM NPOpOCTOM.

8. MNigroToBKa peareHTiB

Lyxe eaxnueo eumpumamu eci peazeHmu mecm-cucmemu «Vitrotest EBNA-IQG» npu kiMHamHit memnepamypi
18-25°C npomsizom 30 xeunuH heped 8UKOPUCMAHHSM.

8.1. lideomoska IPA-nnaHwema

[ns nonepemkeHHs KoHAeHcaLlii Boau B nyHKax BigkpusaiTe IGA-nnaHwWweT nuie nicns BUTpUMyBaHHs 30 XBUMIKUH Npu
KiMHaTHIA TemnepaTypi. PoskpuiiTe BakyyMHY ymakOBKY, BifOKpeMTe HeOOXioHY KiNnbKiCTb NMYHOK, @ PeLTy Bigpasy X peTenbHo
ynakyiite Ta 30epirante LWINbHO 3aKPUTMM Ha 3amok (zip-lock) npu Temnepatypi 2-8°C. 36epiraHHs B Takuii cnoci6
ynakoBaHoro nnatiuerta 3abesneyye 1oro cTabinbHICTL NPOTAroM 3 MicAuiB.

8.2. Po3yuH 0ns npoMugaHHs

OnakoH Mictutb 50 mn 20x KoHUeHTpaty Oydepy 3 AeTepreHToM. [nsi MpUroTyBaHHS PO34MHY AN NPOMMBAHHS
po3BefiTb koHUeHTpart 1:20 (To6T0,1+19) AMCTMNLOBAHOK abo [eioHI30BaHOW BOAOM, NOTIM nepeMilanTe. Hanpuknag: Ha 4 mn
KOHLeHTpaTy — 76 MN AUCTUINBbOBAHOI BOAM, LU0 AOCTATHBO ANS OJHOMO cTpuny. Y BUNaaKy HasiBHOCTI KPUCTaniB B KOHLEHTPATI
PO341HY Ans NPOMUBaHHS NporpiliTe dnakoH npu 37°C npoTarom 15-20 XBUAKH.

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 [OCMIMKYBaHMX 3paskiB Ta YOTUPM NyHKM 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 po34nH ANs NPOMUBAHHS 3rigHO NyHKTY 8.2.

9.4. B nyHku cTpunis BHeCTH No 90 MKN po3unHy Ans pO3BEAEHHS CUPOBATOK.

9.5. BHeCTW B NyHKM KOHTPOMi Ta JOCiZXyBaHi 3paski B HAaCTYNHOMY nopsaky: B NyHKy A1 — 10 MKn nosuTUBHOMO
koHTpomto, B nyHkn B1, C1 1a D1 — no 10 MKn HeraTMBHOTO KOHTPOMH, B pewTy NyHoK — no 10 MKN JOCHigXyBaHWX CMPOBATOK.
i Yac BHECEHHS CMPOBATOK Ta KOHTPONIB 06epexHO nineTyiTe Cymill — BiABYyBaeTbCS 3MiHa KONbOPY PO34MHY AN PO3BELEHHS
CMpOBATOK 3 KOPUYHEBO-3EMEHOO Ha CHHiI.

9.6. 3akneiTy CTPUNKM KNEMKOK NNiBKOK Ta iHkyByBaTh npoTsrom 30 xBunuH npu 37°C.

9.7. Mo 3aKkiH4eHHi iHKyDaLji 0BepeHO 3HATU KNenKky NAiBKy Ta MPOMUTU JYHKW M'ATb PasiB 3 BUKOPWUCTAHHSM
aBTOMATMYHOTO NPoMUBaYa abo 8-kaHanbHOI MINETKW HACTYMHUM YMHOM:

—  BMAANWTX BMICT NYHOK B KOHTEMHEP AN PifKWX BiOXOAiB;

—  HamoBHWUTW NYHKM CTPUNIB HE MeHLL Hix no 300 MKN pO34NHOM [N NPOMMUBAHHS, 3aNULLMTL He MEHL K Ha 30
CceKyHa;

— acnipyBaT PO34MH 3 NMYHOK, 3aMMLIKOBMA 0B'€M PO34MHY Micrs acnipauii Ha BCiX eTanax MpOMWBAHHA Mae
cknagaTtut He GinbLue 5 MKR;

—  MOBTOPUTK NpoLeaypY NPOMUBAHHS LLe YOTUPK pa3y;

—  nicns 0CTaHHbOI acnipaujii no30aBMTMCH 3aiBOI BOMOM, MOCTYKYHOUM MaHLLETOM Mo (inbTpyBanbHOMY nanepy.

9.8. B nyHku cTpunia BHecTv no 100 Mk po3umHy KoH'toraTy. CTpunu HakpuTy HOBOK KNEKOI0 MAIBKOLO Ta iHKybyBaTy
npotsirom 30 xBunnH npu 37°C.

9.9. lNo 3akiH4eHHi iHKybaLlii 06epekHO 3HATU KNelKy NNiBKY Ta MPOMUTY NHKM M'SiTb pasis, sk ONMCcaHo B NyHKTi 9.7.

9.10. «Po3unH TMbB» € rotoBuUM 47151 BUKOPUCTaHHSA po3inHom TMB-cybeTtpaty 3 nepekucom BogHto. PosunH TMB mae
Oytn 6e3bapeHMM, cnig 3anobiraT NOTPANNAHHIO COHSYHOTO MPOMIHHS Ha PO34WH. BHocuTi posumH TMB cnig yncTM HoBUM
HaKOHEeYHWKOM: 0b6epexHO BigibpaT po3unH TMB 3 nakoHy i, He TOpKaluMCb AHa Ta CTIHOK NYHOK nnaHweTa, BHecT no 100
MK po3yuHy TMB B nyHkw.

9.11. InkyBysatu I®A-nnaHwweT npotsrom 30 XBUMMH B TEMHOMY MiCLLi NpK KiMHaTHIA TemnepaTypi 18-25°C.

9.12. [ina 3ynuHeHHs hepMeHTaTMBHOI peakLii BHeCTW B NyHku cTpunie no 100 Mkn cTon-peareHTy, AOTPUMYIOYMUCH
TiET X NOCMIAOBHOCTI, WO | NpY BHECEHHI po34nHy TMB.

9.13. BumMipsaTvt Ha pigepi ONTUYHY YCTUHY B KOXHIM NyHLi CTPUNIB npu LOBXWHI XBuni 450/620 HM NpoTsirom 5 XxBumnuH
nicns 3ynUHEHHs peakwii. 3BepHiTh yBary Ha YACTOTY 30BHILLHBOT MOBEPXHI HA JTYHOK.

O6nik pesynbmamie aHanizy MOXHa npogodumu 8 OOHOX8UIbOBOMY pexumi npu OoexuHi xeuni 450 HM, 8 ubomy
8unadky cnid 3anuwumu nyHKy 0nsi egcmaHoBneHHs braHKy (8 maky nyHKy eHocumu auwe po3yuH TMB ma cmon-peazeHm).
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10. O6nik pe3ynbTartiB Ta iX iHTepnpeTauis
10.1. [JocmoeipHicmb pesynbmamig aHasnisy:
PospaxyBaTi cepegHe 3Ha4eHHs HEraTMBHOMO KOHTPOIIO

O/_ K‘ cepedHe = (Or K‘1+ OI- K'Z +O/_ K‘3)/3

PesynbTaTit aHanisy BBaxaTti JOCTOBIPHAMM, SKLLO:
— onThyHa ryctiHa (OF) No3UTUBHOIO KOHTPOMHO He Hikye 1,5 onTuiHuX oguHuLps (O0),
— Or B nyHkax 3 HeraTueHWUM koHTponem (O K-) He Buwe 0,15 OO.
— ONTMYHA TYCTUHA KOXHOMO 3HAYEHHS HEraTMBHOTO KOHTPOMI BiAPI3HSETbCA He Oinblue HiX B [ABa pasu Bif
CepeaHbOro 3HaYeHHS HeraTMBHOIO KOHTPOIH, TO6TO
O/_ K‘cepedHc X 0,5 < OI- K‘n < O/_ K'cepe@Hc X 2,0

FKiLo ofHe i3 3HaYeHb HEraTUBHOTO KOHTPOITIO BUXOAWTL 3@ MEXIi LibOro iHTepBany, Moro BikuaalTh | po3paxoByioTh
cepefHe 3HauveHHs K- 3a peLuToro 3HaueHb HeraTMBHOTO KOHTPOTHO.
10.2. Obnik pe3ynsmamig aHanisy.
PieHb rpanuuHoro 3HaueHHs (Cut off) pospaxyBaTi gopatouM OO CepedHbOro 3HaYeHHs HeraTMBHOrO KOHTPOSIO
BenuunHy 0,20, T06T0
'paHuyHe 3HayeHHs = OF K- cepeane + 0,20

[ns KoXHOro JocnigXyBaHoro 3paska po3paxyBaTu iHaekc no3utueHocTi (1M)

17T = O’ Oocnidaicysanozo 3paska

cPpAHU4YHe 3HAYEHHA

10.3. IlHmepnpemauis pe3ynsmamig.

HocnigpxysaHi 3pasku i3 3Ha4eHHsM I Buwe 1,1 BBaxatv no3utuBHUMM (IM>1,1).

3paskm i3 3Ha4yeHHaM I Hukye 0,9 BBaxaTy HeraTuBHUMM (IM<0,9)

3pasku i3 3HaveHHaM I B mexax 0,9-1,1 BBaxaTi HeBU3HaYeHUMHU (0,9<IM<1,1). Taki cMpoBaTKMN PEKOMEHOYETLCS
[OCNIAMTM NOBTOPHO B [BOX NyHKaX TECT-CUCTEMM. FAKWIO pesynbTaTh 3HOBY BydyTb B Mexax HEBW3HAYeHUX Chif npoBecTy
TECTYBaHHA CMUpOBATKM, OTpUMaHOi Yepe3 2-4 TukHi. B pasi opgepkaHHs HEBM3HAYEHUX pe3ynbTaTiB Taki 3pasku BBaXaTu
HeraTUBHUMM.

BukopucTaHHs iHOEeKCY NO3UTUBHOCTI JO3BONSAE NPOBOAMTM HaNIBKINbKICHAA NOPIBHANBHWIA aHanis piBHS cneuudivHmX
aHTUTIN B NapHuX cuposaTkax kposi. IM B mexax 1,1 — 7,0 nponopujiHuit BMiCTY cneuudiuHux aHTuTin. Lie fo3Bonse npoBoanTy
[OCNIIKEHHS NapHUX CUPOBATOK OTPUMaHKX Bif NaLlieHTiB 3 iHTepsanom y 2-4 TuxHi. Akwo I 3paska craHoBuTb Bue 7,0 Ans
KOPEKTHOI OLliHKW BMICTY CreLuiYHX aHTUTIN peKOMEHAYETbCA NPOBECTU NOBTOPHUIA aHania 3paska nonepeaHL0 PO3BEAEHOMO Y
10 pasiB pO34MHOM 115 PO3BEAEHHS CUPOBATOK, NPU BU3HAYEHHI iHAEKCY NO3UTUBHOCTI B TaKOMY pasi Cig NOMHOXUTY OTpUMaHe
3HayenHs I Ha 10.

Takuin cnoci6 iHTepnpeTauii pe3ynbTaTiB aHaniy [03BONSE BU3HA4aTW piBeHb cneundivyHnx aHTuTin o EBNA B
AnHaMiL.

IHTepnpeTalis pe3ynbTaTiB BU3HaYeHHA aHTUTIN
cneuudivHMX A0 aHTUreHiB Bipycy EnwTeiHa-bapp

HasBHiCTb aHTUTIN 00
aHTureHis BEb [HTepnpeTaLis pesynbTary

aHTn-VCA-IgM | aHtn-VCA-IgG | aHTH-EBNA-IgG

BigcyTHi BigcyTHi BigcyTHi IHkyDavinHuin nepiog abo BigCYTHICTb iHGekwji
BusensatoTbes BigcyTHi BigcyTHi VmoBipHa paHHs cTagis iHekuii*

BigcyTHi BussnsioTbes BigcyTHi VmosipHa rocTpa iHdbekwis*
Bussnsiotbcs | BusenswoTbes BigcyTHi l"ocTpa iHgekLia
BusensawTbca | BusBnstotecs | Buasnsiotbes XpOHiyHa iHdekuis abo peakTuBaLlis

BigcyTHi BusiBnatoTteca | Bussnsiotbes Mact-iHdekList

BigcyTHi BigcyTHi Bussnsiotbes VmoBipHa nacT-iHdexLiis*

* PEKOMEHIYETLCS MOBTOPHE OBCTEXEHHS NaLjeHTa Yepes 2-3 TUXHI

11. [liarHOCTMYHi XapaKTepUCTMKMN TeCTy

11.1. CneyucpiyHicms ma Yymnuegicms

CneuudivHicTb Ta YyTnmBICTL TecT-cucTemm «Vitrotest EBNA-IgG» ouiHIOBanu 3a JONOMOrOK KOMEPLiHOI NaHeni
cvposaTok BupobHuuTea SeraCare Life Sciences” (CLUA) «Anti-EBV Mixed Titer Performance Panel PME 201», wwo cknagaetbes
3 25 oxapakTepu3oBaHUX 3paskiB CMPOBATOK Ta NNa3Mu KPoBi MIOAMHW, 3 skux 13 3paskiB MICTATb aHTUTINA cneuudivHi 1o
SOepHOro aHTureHy Bipycy EnwTeitHa-bapp. Bci 3pasku naneni PME 201 B TecT-cuctemi «Vitrotest EBNA-IgG» Bu3Havanuchb
KOPEKTHO, BIAMOBIAHO [0 NAcmopTHUX fAaHux. [lpu [ocnimkeHHi cneumdivHoCTi TecT-Habopy «Vitrotest EBNA-IgG» 3
BMKOPUCTaHHsIM 63 CMpOBATOK, HEraTUBHWX HA aHTUTINA Ao Bipycy EnwTenHa-bapp Bci 3pasku Bynu BUSIBNEHI HEraTMBHUMM,

B nopiBHsANbHMX gocnigkeHHsx TecT-cuctemin «Vitrotest EBNA-IgG» 3 iHLIOK KOMEpLIMHOW TECT-CUCTEMOLD, WO Mae
CE mapkyBaHHs, 6yro npoaHarizosaHo 98 c1poBaToK, LLO MICTATb aHTUTINa knacy 1gG Ao SAepHOro aHTureHy Bipycy EnwreiiHa-
Bapp — B 060X TecT-crcTEMaX BCi cMpoBaTky Oynu NO3UTHBHI.
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11.2. TouHicmb

Bidmeopriosanicmb pe3ynbmamig e mexax 00Hiei nocmarosku aHanizy ((Intra assay reproducibility)

KoediuieHT Bapiauji (CV) ans ABOX CMPOBATOK 3 Pi3HUM PiBHEM CMELMGIHHMX aHTUTIN OLiHIOBanM B 32 NoBTOpax Ha
[BOX CepisiX TeCT-CUCTEM.

Ne cupoBatkm Ol cepepHs CVy, % CVa2, %
812 0,959 57 49
828 1,533 50 5,3

BidmeoptosaHicmb pe3ynbmamig MiX pisHUMU nocmaHoskamu aHanidy (Inter assay reproducibility)
KoediuieHT Bapiayii (CV) ans 4BOX CMPOBATOK 3 Pi3HUM PiBHEM CeLMiYHNX aHTUTIN OLHI0BaNM NPOTArOM TPLOX AHIB
B TPbOX MOCTaHOBKaX aHasiay, no 8 NOBTOPIB B KOXHOMY aHasiai.

Ne cuposatkn Or cepepHs CV,%
812 1,035 7.9
828 1,624 7.2

12. O6mexeHHs aHani3y

MMo3nTuBHWIA pesynbTart B TecT-cucTemi «Vitrotest EBNA-IgG» € cBigHeHHAM HasiBHOCTI y mavieHTa aHTuTin knacy IgG
cneumoiyHMx JO SOEpHOro aHTUreHy Bipycy EnwTeiHa-bapp, ki npoaykyloTbCs opraHismom npu EnwreinHa-bapp BipycHin
iHpekUil Ta 3anuWwarTbCsl Ha piBHi, LU0 BWU3HAYAETHCH, MPOTArOM BCLOrO XWUTTA. HasBHICTb aHTWTIN LbOro Knacy Y
HOBOHAPOMKEHMX He € [0Ka30M iHdhikyBaHHS Bipycom EnwTeiHa-bapp.

[na kopekTHOI giarHocTukK EnwTeiHa-bapp BipycHOT iHDEKLT pekoMeHIYETHCA NPOBECTY AOCTILKEHHS HA HASBHICTb
aHTU-VCA-IgG Ta aHTn-VCA-IgM aHTuTin, Hanpuknag, y Tect-cuctemax «Vitrotest EBV VCA-IgG» Ta «Vitrotest EBV VCA-IgM».

[na noctaHoBkM AiarHo3y cnif BpaxoByBaTW §K pesynbTaTh nabopaTopHWX AOCHIMKEHb, TaK i KNiHIYHI NposiBu
3aXBOPIOBAHHS.
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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 COHSYHUX NPOMEHIBY
«YBara, AMBUCb IHCTPYKLitO 3 BUKOPUCTOBYBAHHS»

«BupoBHuK»

= A==

«O3HaOMNEHHS 3 IHCTPYKLiAIMM A4S 3aCTOCOBYBAHHS»

3 numarHsamu ma nobaxaHHsamu wodo pobomu Habopy 3sepmatimecs 00 8UPOBHUKA:

ToBapucTBO 3 0BMEXEHOH0 BiANOBiAANLHICTIO «|HOBALLIIHO-BMPOBHINYa KoMNaHis «PaMiHTek»
03039 YkpaiHa, m. Kuis, np-T 40-pivusi XXoBTHS, 7, 0. 227 (topuanyHa agpeca)

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

Ten. +380 44 222-76-72
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Cxema npoBefieHHS aHani3y B TecT-cuctemi «Vitrotest EBNA-IgG»

Butpumatu pearentu 30 xB. npu 18-25°C

MpuroTyBaTi pO34nH AN NPOMMUBAHHA NnaHwWweTa, po3BecTu 20X KOHLUEHTpaAT PO34UHY AnA
npommBaHHsa Tr100 ounweHoto Bogoto 1:20 (TobTo, 1+19). Hanpuknaa, 4 mn po3unHy + 76 mn Bogm

3anoBHWUTM GnaHK BHECEHHA Npob Ans aHani3y

B nyHku nnaHweTa BHecTH no 90 MKN po34nHy ANA po3BEeAEHHA CUPOBATOK

BHecTu no 10 MKn KOHTPORIB Ta AOCHiAXyBaHMX 3pa3KiB B NYHKK:

Al — no3uTUBHUM KOHTponb, B1, Cl, D1 - HeraTUBHMIA KOHTPOND,

E1 Ta pewTa nyHOK — AOCRiAXyBaHi 3pa3ku

I1id yac eHeceHHs cuposamok gidbysaemb sl 3MiHa KONbOPY PO3YUHY 8 JIYHKaX 3 KOPUYHEBO-3€J1EHO020 Ha CUHill

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

MpomuTi nyHkm 5 pasis

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

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

Mpomuti nyHkm 5 pasis

B nyHku ctpunis BHecTu no 100 mkn po3umHy TMB-cyb6eTparty

IHkyOyBaTh nnaHweTt 30 XB. B TeMpABi Npu KiMHaTHIN TemnepaTypi (18-25°C)

B nyHku ctpunis BHecTu no 100 Mkn cTon-peareHTy

BumipaTu onTuyHy ryctuHy B nyHkax Ha cnektpodpotometpi npu 450/620 HM

Po3paxyBatu rpaHuyHe 3HayeHHs (3) B TecT-cuctemi «Vitrotest EBNA-IgG» 3a chopmynoto:
r3=0r K‘ cepedHe +0,20

Po3spaxyBsaTtu iHaekc nosutusHocTi (IM) ans gocnigxysaHux 3paskis: /77 = OI docnidoncysarozo spaska

cPAHU4YHEe 3HAYEHH:

MpoBecTu 06nik pe3ynbTatiB aHaniy 3rigHo Tadbnuui:

3HaveHHs M1 Pesynbrar

IM spaska >1,1 NO3UTUBHUIA
0,9= 1M 3pasa <1,1 HeBU3Ha4YeHU

IM 3paska <0,9 HeraTMBHUI
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