iSCREEN-Hep HbeAb
whole blood/serum/plasma cassette

l‘ 2 Tan HNucrpykuus mo npumenenuo tecr-cucremsl ISCREEN-Hep nis
__[_I_ ) Qg & W BbisiBJicHUsT HBeAb B cbiBOpoTKe, IJIa3Me WIH HEJbHOH KPOBU
PRODUCTS, INC. qeI0BeKa.

Tospko i in Vitro JUarHOCTHKU.

IIpumeHnenue.

iSCREEN-Hep HBeAb Tect — 3TO OBICTpBId, HMMYHO-XpOMAaTOrpadHUUECKUi TECT AN  ONpeNeICHHs
HBe anturen x rematuty B B neapHON KpOBH, CBIBOPOTKE U MJIa3Me 4eloBeKa. TecT npeaHa3HaueH AJis
IIPOBEPKHU JIMIIEH3UPOBAHHOM KPOBU U NPOAYKTOB KPOBH, NPEIHA3HAYCHHBIX Ul TpaHC(Y3HUH, TaK K
KaK U B ciydae ¢ quarnoctukoit CITM]I, Tect ucnosb3yercs s TMarHOCTHKH UMEOIEHCS WK ObIBILICH
BUpycHOH nHpekuuu rematuta B. TecT gaeT BUANMBINA Ka4eCTBEHHBIH PE3yJNbTaT U NMpPEIHA3HAYEH AJIS
UCII0JIb30BaHMUs TPO(eCCUOHATIBHBIMU PA0OTHUKAMU 3/APAaBOOXPAHEHNUS.

OnucaHue ¥ NPUHIMI JIeiicTBUS.

iSCREEN-Hep HBeAb Tect — 3T0 UMMYHOTECT, COAEPKAIIMA KOJJIOUIHOE 30JI0TO, ISl ONpe/elIeHUs
antu-HBe anturenos (HBeAb) Bupyca renaruta B B ensHON KpOBH, CBIBOPOTKE U TIa3Me YeloBeKa. B
TECTOBOM 30HE Ha HUTPOLEIUIIONO3HOH MeMmOpane umMmoOWiIn3oBaHbl aHTH-HBeAg. Bo Bpems
NPOBEJCHNUS TECTHPOBAaHUS MPUCYTCTBYIoUME B obOpasue antutena HBeAb OynyT xoHKypupoBath c
OKpPAlICHHBIMH KOMITIEKCaMu aHTU-HBeAg ¢ KONIOMIHBIM 30JI0TOM 3a BO3MOYKHOCTB CBS3aThCS Ha
nojymedyke i obpasla ¢ orpaHud4eHHbIM uncioM HBeAg. 3areM KanwuIsIpHBIM IyTEM CMECh
XpoMaTorpapuyeck MpoJaBUTaeTcs o MeMOpaHe. B ciyyae oTpunaTeabHOro pesyibraTa Ha MeMOpaHe
MOSIBUTCSI OKpallleHHasl I10J10ca, 00pa3oBaHHAS CHELU(HUSCKUM OKPALIEHHBIM HMMYHO-KOMIUIEKCOM.
OTcyTCTBHE TakOW OKpallIEeHHON MOJIOCHI B TECTOBOM 30HE TOBOPHUT O IMOJIOKUTEIBHOM pe3yJbTaTe
TecTUpoBaHusl. [[J1g KOHTPOJIA HaJ IPOBEIEHUEM NPOLIETyphl TECTUPOBAaHMS, B KOHTPOJIBHOH 30HE Beerna
MOSIBJIAETCS OKpAIIeHHAas 0J0ca.

IIpenocraBiieHHbIe MaTepHAJIbI:
- Tecr-kacceTa, MHIMBUAYAIbHO YIIAKOBAHHAS B MAKETHK W3 (DOIBI'H, CHAOKEHHAs TUIACTHKOBOH
MUTETKON U OCYIIUTEIIEM;
- HMucrpykuus;

YcnoBusi XxpaHeHusi:
TecT-HaOOPBI JOKHBI XPAaHUTHCS B CYXOM MecTe TIpH Temreparype oT 2 1o 30 °C B 3ame4aTaHHOM BHUJIE.

Mepbl IPEIOCTOPOKHOCTH:
PexoMenmoBaHO XpaHWTH Bce OOpa3Ilpl, B3ATHIE IS aHAIN3a, B COOTBETCTBUH CO 2-M YPOBHEM
Ononornyeckoil 6€30MacHOCTH, MPAaKTUKyeMbIM M omucaHHbIM B myomukamusx CDC NIH, a Ttaxxke
OmonormuecKko 0e30MacHOCTH B MHUKPOOMOJIOTHYECKAX W OMOMEAMIIMHCKUX JIA00paTOpHSIX U JIPYTHX
MOT0OHBIX PEKOMEH/TAIUSX.
1. Toubko s in Vitro JUAarHOCTUKH.
2. Jlna mpoBeAcHUsS TECTUPOBAaHUS HaJICBalTe MEpYaTKU U oOpaliaiTech co BceMH oOpa3lamu U
WCTIOJIh3yEMBIMH MaTepHalaMH, Kak ¢ TOTEHIIMAIFHO HH(UITUPOBAHHBIMHU.
3. VYnansiite u Ae3uHGUIUPYHTE BCE Pa3IUTHIE 00Pa3Ibl U PEareHTHI C MOMOIIBIO MOIXOSIICTO
Je3nH(pEeKTaHTa, TaKoro Kak 1% HaTpus THIIOXJIOPHI.
4. CrepunusyiiTe Bce IPEIMETHI, HCIOIB30BABIINECS MTPH MTPOBEACHUN TECTUPOBaHUS.
5. He ucnone3yiite TecT-HAOOP MO UCTESICHUN CPOKA TOTHOCTH.
6. Bce  MONOXHUTENBHBIE  PE3yNbTaThl  TECTUPOBAHUA  JOJDKHBI  OBITH  TIOJTBEPIKICHBI
aJIbTEPHATUBHBIMU METOIAMH.
7. He MensiiTe peareHTH U3 TECT-HA0OOPOB OJTHOM CEpUU U TECT-HAOOPOB APYTON CEPHH.

Coop o0pa3uoB.
IleabHast KPOBb:
1. Crnenys oOBIYHOM TaOOpaTOPHON Mporeaype, cobepuTe 0Opaselr IeIbHONH KPOBH.
2. Jlns cbopa 00Opa3IoB IICNEHOW KPOBH JIOJDKHBI KCIIOJIB30BAThCS KAMMIUIAPHBIC THOOWKH,
coJieprkaiye renapuH. He ncrons3yiiTe reMon3upoBaHHbIe 00pa3Ilbl KPOBH.
3. OO0pa31s 1MeILHOM KPOBH JOJIKHBI OBITH MMPOAHATM3UPOBAHEI cpa3y IHocie coopa.

CpIBOpPOTKA M MJ1a3Ma:
1. Cnenys oObdHOMN 1a60PaTOPHOIL ponieaype, codepure 00pasibl CHIBOPOTKH U IJIa3MBbl.



I[J'IH HCCICAOBAHUA NOAXOAAT TOJBKO YHUCTHIC, IIPO3PAYHBIC, XOPOLIO PACTBOPUMBIC 06pa3u1,1

O0pas31ipl, UMEroIIre OYEeBHUIHBIC IPU3HAKHA TeMOJIN3a, YPE3MEPHO yTONIIEHHBIE HIIH C BBICOKUM

JKMPOBBIM ITOKAa3aTCJIEM HE MOAXOIAT JJId TECTUPOBAHUA.

Xpanenue: OOpasmpl, HE HWCHOJIB30BaHHBIE B JIeHb cOopa TpoO, IOIKHBI XPaHUTHCS B
xonoawibHUKe. Ecimm o0pas3mpl He ObBUIM MPOTECTHPOBAHBI B TEUYEHWE 3-X IHEH, UX CleAayeT
3amMopo3uTh. M36eraiite nmpoueayp 3aMOpO3KH - pa3MOpPO3KH 00pa3IoB, MOBTOPSIOMIMXCS Oosee
2-3x pa3. B kauecTBe KOHCEpBaHTa, HE BIMSIOILIETO Ha Pe3yibTaT MCCIENOBaHUS, K oOpasnam

MokeT ObITh fobasieH 0.1% HaTpus azu.

IIpouenypa TecTupoBaHus:
JloBenure TemepaTtypy Bcex 00Opa3IoB M PeareHToB 10 KOMHATHOM.

JlocTaHbTE TECT-KACCETy M3 YIAaKOBKH M MOJOKUTE HA YHCTYIO CyXyIO TIOBEPXHOCTb.
CrenaiiTe MOMETKU Ha TeCT-KacceTax JUIs Ka)KIoro o0pasia Mtk KOHTPOJISL.
Ho6asete 100 pl (3 xamnu) oOpa3na WM KOHTPOJIS B IYHKY Uist oOpasna (S) Ha TecT-Kaccerte.
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BuuMmanme: s Kaxaoro oOpasiia HCHONb3YyHTE YHCTYH KamWUIApHYH TpyOKy, BO HU30exkaHUE

HaTepnperupyiite pe3yabTar uepe3 15 MUHyT.

MEPEeKPECTHON KOHTAMUHAIIHY.
He oTkpriBaiiTe MHANBUIYaIbHYIO YIIAKOBKY JO MOMEHTA MPOBEICHHS TECTUPOBAHISL.
He unrtepnperupyiite pe3ynbrar TeCTUpOBaHUA yepe3 20 MUHYT ¢ Havyalla TECTUPOBAHUSA.

IIpouTeHue pe3yJIbTATOB TECTUPOBAHUS:

Monoxurtenbusplii: TONBKO OHA OKpalleHHAas
0JI0ca MOSBUJIACh B KOHTPOJIBHOM 30HE.
OTpHuuaTeabHbIM: B OMOJHEHHUE K
KOHTPOJIBHOM IOJIOCe, B TECTOBOM 30HE TaKXKe
MOSIBWJIACH OKpallleHHasl TeCTOBasl MoJioca.
HenelictButeabHblii: HeT HU B TeCTOBOI, HU B
KOHTPOJIBHOM 30HAX MypIypHO-KPACHBIX IOJIOC,
WM TI0JI0OCA €CTh TOJBKO B TECTOBOM 30HE.
TecTupoBaHUE CUUTAETCS HEAECHCTBUTEINBHBIM U
JOJDKHO OBITh TOBTOPEHO C HCIOIh30BAHHEM
HOBOM TECT-KaCCETHI.

TexHHYeCKHe XapaAKTePUCTHKH:

iSCREEN-Hep HBeAb tect nmaet pe3ynbraThl, SkBuBajicHTHbIe EIA mmMmyHoananmmuszy va HBeAb. 99%
koppensiusa ¢ EIA tecramu Obliia momydeHa B pe3ynibTare KiInHH4eckoro ucciaenosanus 1000 oOpa3nos.

Orpanunvenus:

iSCREEN-Hep HBeAb tecT sBisieTCsi CKpUHHHTOBBIM TECTOM, TIPOLIEAYypa TECTUPOBAHUSI OrpaHUYCHA
onpeneneaneM HBeAb B nenbHOM KpOBH, CHIBOPOTKE U TIa3Me yenoBeka. M3BeCTHO, UTO HMEroIecs Ha
onpeneneansi HBeAb ©He wMoryr omnpenenuts BcCe TOTCHIMAIBHEBIE
WH(EKIMOHHBIE YACTHIBI B KPOBH WIM BO3MOXXHOE HMHGUIMPOBaHHWE BUpycoM rematuta B. JloxkHO
PEaKTUBHBIE PE3yJIbTaThl TECTUPOBAHUS MOTYT OBITH MOJYYEHBI B Pe3yJbTaTe JI000ro TUarHOCTHYECKOTO

JAHHBII MOMEHT METOIbI

TECTUPOBAHU.
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MO0JIOKH- HeleHCTBH-

TeJbHbIH OTPHUA- Te/bLHBIN
TeJIbHBII
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