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CamoTtecTt 3a XUB
UHCTpYyKUKnM 3a ynoTtpeba

MPOYETETE MPEAWN YNOTPEBA

To3u TecT chbabpKa:
TecToBO byt 1, 2,3 JlaHuet Telikonnact
YCTPOWCTBO TR

Crbnka 2: Tect

W3NEWATE
BCUYKO

PA3SKJIATETE
41MbTH

1. PasknaTeTe v M3cuneTe Lissiata TeYHOCT.
M34aKaiTe, 10KaTo TEYHOCTTA M3YESHE.

W3NEWATE
BCUUK

PA3KJIATETE
41bTH

PA3SKJIATETE
4MbTH

W3NEWATE
BCUYKO

3. Pasknaterte v uscuneTe usanata TeYHOCT.

2. PasksiaTeTe 1 M3CUneTe Lsiiiata TeYHOCT.
M3yakalTe, 1OKATO TEYHOCTTa U3YE3HE.

M3yaka VITe, [10KaTO TEYHOCTTA U3YE3HE.
CBBET: Moxe Aa ce HanoXu neko Aa notynate 6ytunka 2, 3a aa
ce u3nee LsnaTa TEYHOCT.

Crbnka 3: OTuMTaHe Ha pe3ynTarta
OTyeTeTe pesynTata BeAHara B pamMkute Ha 1 YAC.

MopgroroBka
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1. OTBOpeTe TopHMUKaTa Ha TECTOBOTO YCT| pOﬁCT BO.
BAXKHO: MouuncreTe 1 u3cyLweTe pbLeTe oA

Crobnka 1: B3eMaHe Ha KpbB

2. MocTaBeTe TECTOBOTO YCTPOWCTBO BbPXY PaBHA
MOBBLPXHOCT.

3. MaxHerTe kanaykaTa Ha 6yTunka 1.
lNocTaBeTe 51 BbpXy paBHa MOBbLPXHOCT.

BopaBeTe ¢ Hesl BHUMaTENHO.

AKO MMaTe Npob/IEMM C B3EMAHETO Ha KPbB, BXKTE YECTO 3aaBaHNTE BbMNPOCK Ha 06paTHaTa CTpaHuLa.
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1. 3aBbpTeETE M M3LbPMaiiTE BbpXa Ha NaHLeTa.
MN3xBbpneTe BbpXa.

4. MoTbpKaliTe NpbCTa cU, 3a a ce 06pasyBsa
FOJIAMA Kanka KpbB.

o
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K/IMKHETE BBPXY_

3. MocTaBeTe NaHLIETa OTCTPaHN Ha

2. MoTbpKalTe NPbLCTa M pbKaTa cu, 3a 1a
BbPXa Ha npbCTa.

YBENINYMTE NMPUTOKA Ha KPbB.
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5. KanHeTe 1 kanka aa naaHe B 6yTunka 1. 6. MocTaBeTe nelkoniacTa.

3aBMHTETE KanaukaTa Ha 6yTunka 1.

MPEAYNPEXAEHUE: Bytunka 1 cbabpxa TeYHOCT.

C C C C C
) KOHTPOHA ———— ®
TECTOBA ® ®
OTpuuaTeneH Monoxwurenex HeBanupeH
PesynTatsT OT Bawwms Tect e [1Be TOUKM 03Ha4aBaT, Ye pesynTaTbT BawwmaT TecT e HeycreLleH.
oTpuLiaTENEH. OT TecTa e nosioxuTeneH. Bue TpsibBa fa ce MOsiBU KOHTPOJHA
TOYKa, 3a [la € CUrypHo, 4e

OTpuuateneH pesynrtar

KakTo npu MHOro Apyrv TECTOBE, MMa BEPOSITHOCT pe3ynTaTuTe Aa ca
rpeLHun. 3a Aa HaManuTe BEPOSITHOCTTA OT NOJTyYaBaHe Ha rPeLLHn

pe3ynTaTi, CreaBaiTe TOYHO Te3W UHCTPYKLIMM U U3MOoN3BalTe TecTa
npaBuHO. AKo pe3ynTaTbT By e oTpuLaTeneH, Ho CTe y4acTBanu B

[iefHoCTu, Hocelwm puck oT XVMIB, npes nocneaHnTe 3 Mecela, MoXe Aa

CTe B Taka HapeyeHus ,Mpo30peyeH neproa”, 3atosa By npenopbusame

[la NOBTOpWTE TeCTa Ha No-KbCHa AaTa.

U3xBBLpnsiHe
M3xBbpnete B

CbOTBETCTBUE C

MECTHUTE pasnopeadu. A

Cnoxete BCM4KM \MWO"
(A

KOMMOHEHTY 06paTHO e

BbB BbHLLUHATa OMaKoBKa.
Vi3xBbpreTe g B KodhaTa 3a
6oKITyK.

BeposATHO cTe XUB no3uTrBeH(a).
MonoxwuTenHute pesyntatn TPSIBBA

TECTbT € U3BbpPLLEH NPaBUJIHO.

MonoxuteneH pesynrtar
Bb3MOXHO Hall-CKOPO Ce KOHCYNTUPAITE C Jiekap 1 ro UHgopmMupaiiTe,
Ye CTe cv nNpaBwnv camoTecT 3a XVB. Bcruky NonoXxuTesnHy pesynraTtu
TpsibBa Aa 6bAaT NOTBLPAEHM OT labopaToOpeH TECT.
KakBo cnenBa, ako pe3ynTaTbT € NONOXUTENEH?
[a nmate XUB He 03HauyaBa, Ye cte 6oneH(a) ot CMNKUH. Mpu paHHO
[ANAarHOCTULIMPaHE 1 leYeHne e Masiko BeposiTHO Aa passuete CIMNH.
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CAMOTECT 3A XMB

MHcTpyKumuu 3a ynotpeba

90-1041 INSTI® CaMOTev XWUB, chopmaTt B TOpOUUKa

Camo 3ain vitro AnarHocTuyHa ynotpeba.

| MpoyeTeTe Te3n MHCTPYKUMM 3a ynoTpeGa, npeaun Aa 3anoyHeTe TecToBaTa npoueaypa.
Makap 4ye camoTecTnbT 3a XMB INSTI e HanpaBeH Taka, 4Ye Aa 6bae neceH 3a ynorpeba,
HeoGxoAMMO e fa ce cna3Ba TecToBaTa npoueaypa, 3a ia ce rapaHTUpaT TOYHU pe3ynTaTu.

NPEOUCTOPUA

XWB o3HayaBa 4oBellkn umyHomeduumTeH Bupyc. XVIB e BupycoT, KoiTo npeamussuksa CIMVH
(Cunppom Ha npupobuTata MMyHHa HEAOCTaTbYHOCT), @Ko He ce npepnpuveme nedexue. Mo
OPVEHTUPOBBLYHY NpeLIeHKM, AHeC B cBeTa Hag, 30 MunvoHa Aywin xveesT ¢ XVB, n okono nonosnHaTta
OT Te3n xopa He ca OunuM [uarHoCTULMpaHW W He Mofo3upaTt, 4Ye ca 3apas3eHu. Tasu
HeuarHocTuumpaHa nonynauus € Haii-cepuo3HaTa npuyMHa 3a pasnpocTpaHeHneTo Ha XMB B
cBeToBeH MaLab. JleyeHneTto Ha XVB e BUCOKO edheKTUBHO. BaxHO e To a 3anoyHe KONKoTo Moxe
no-paHo crief, 3apassiBaHeTo, 3a Aa Ce Hamarnu PUCKbT OT CEPUO3HO 3abonsiBaHe Unn CMbpT.

NPEOHA3HAYEHUE

CamotectbT 3a XVIB INSTI e 3a epHokpaTHa ynoTpeba, 6bp3, NOTO4eH in Vitro KayecTBeH
MMyHOaHanu3 3a OTKpUBaHe Ha aHTUTena cpelly YoBeLLKM nMyHoaeduumuteH supyc tun 1 (XUB-1) n
™n 2 (XMB-2) B uaAna 4oBsellka KpbB OT MpbCTa. TecTbT € MpeAHasHayeH 3a W3nonssaHe oT
HeobyyeHn  notpebutenu-HenpodecMoHanucTM — KaTo  camoTecT  3a  MoAnomaraHe  Ha
AvarHocTuuMpaHeTo Ha 3apassBaHe ¢ XVB-1 n XMB-2, kaTo ce usnonsea marnka kanka (50pL) kpbB,
nonyyeHa 4Ypes npoueaypa 3a B3emMaHe oT NpbCTa.

BUONOrMYHU NPUHLUIMIMU HATECTA

CamortectbT 3a XMB INSTI e umyHoaHanu3a 3a oTkpuBaHe Ha XMB aHTuTena. TeCcToBOTO YCTPOMUCTBO
ce CbCTOW OT CUHTETUYHa MeMOpaHa, noctaBeHa BbpXy abcopbupalla noanoxka B nnacTMacosa
kaceTta. EgHa yacT oT memb6paHaTta e TpetupaHa ¢ 6e3onacHu XMB-1 u XVMB-2 pekomMGUHaHTHM
npoTenHu, kouto ynaesT XVIB aHTuTenaTta (TectoBa Touka). Mem6paHaTta BKto4Ba Cbllo KOHTPOSHA
TOYKa, TpeTupaHa C npoTenH A, KOMTO ynaesa gpyru HeCneLlI/Id)VNHI/I aHTuTena, 06VKHOBEHO
npucbCTBaLlM B KpbBTa Ha YoBEKa. TecTbT Ce n3BbpPLUBaA Ype3 FLOﬁaBﬂHe Ha npoﬁa OT KpPbB OT NpbCTa
B 6yTunka 1. PaspeseHaTta KpbB B 6yTunka 1 ce usnvea B iMkaTta Ha TECTOBOTO YCTPOUCTBO. Beuyku
XWB aHTuTEna B npoGaTa Ce ynaBAT OT TecToBaTa TO4Ka, a HeCneLlI/IdDVNHI/ITe aHTuTena ce ynasAT oT
KOHTpOJSIHaTa To4Ka. Cne,q TOBa KbM TECTOBOTO yCTpOVICTBO ce FLOGaBﬂ 6yTVIJ'IKa 2. Pa3TBOp'bT oT
6yTunka 2 pearvpa c ynoBeHUTe aHTUTENa 3a NoJlyYaBaHe Ha CUHS TOYKa Ha KOHTpOJIHaTa ToYKa U,
ako nma XMB aHTUTENa, CMHA Touka ce NoABABa M Ha TecToBaTa Touka. B nocnepHarta cTbnka KbM
MembpaHaTa ce fo6aBa 6yTunka 3, 3a ja ce HanpaBAT KOHTPOSHaTa 1 TectoBaTa TOUKM No-gobpe
BUOUMMU.

NPEAOCTABEHU MATEPUAIA

1 vHCTpyKuMA 3a ynoTpeba

1 TopburyKa C TECTOBO YCTPOICTBO (ETUKETUPAH MeMBpaHeH MoayI)
1 paspeauten 3a npoba (bytunka 1, yepBeHa kanauka)

1 useToBu nposeuTen (6yTunka 2, CUHA Kanayka)

1 u3bucTpswy, pasteop (6yTunka 3, npo3payHa Kanayka)

1 cTepuneH naHueT 3a eaHOKpaTHa ynotpeba

1 neiikonnact

1 kapTa Ha pecypcute

TecToBO YCTPOWCTBO (MakeTMpaHO B TOpGMYKaTa C eTMKeTUpaH MeMGpaHeH moayn)

Crnep n3BbpLUBAHETO Ha TeCTa Ha TECTOBOTO YCTPOMCTBO Ce NOsBSBa KOHTPONIHATa W/unu TectoBaTta
To4ka. TeCTOBOTO YCTPOWCTBO € NOAroTBEHO C KOHTPONHa (3a ynassiHe Ha IgM/IgG) n TecToBa (gp41
1 gp36 aHTUreH) peakLUMOHHM TOYKW. TO € onakoBaHO MHAMBMAYaNHO 1 TpsabBa Aa ce U3non3ea camo
BeAHDBX 3a U3BbpLUBaHe Ha eanHnyeH INSTI Tect.

Pa3penuTen 3a npo6a (6yTunka 1, yepBeHa kanauka) Y

Pa3TtBop, NpeaHa3HayeH 3a paspexaaHe Ha KpbBHaTa npoba v pasrpaxpaHe Ha YepBeHUTe KPbBHU
knetku. Cbabpxa 1,5 mL 6e3useTeH Tpuc-rmuumuH 6ydepupaH pa3TBop, CbAbpXall, peareHTn 3a
KINeTbYeH nuanc.

LiBeToBM nposiBuTen (GyTUnKa 2, CUHA Kanayvka) Y
CuH pasTBOp, KOWTO OTKpUBa YoBeLLKW aHTuTena. Cbabpxa 1,5 mL cuHbo ouseTeH, BydepupaH ¢
6opaT naTeHToBaH MHAVKATOpPeH pa3TBop, NpeAHa3HayeH Aa oTkpusa IgM/IgG B koHTponHaTa Touka
n cneuncunynm 3a XVIB aHTuTENa B TeCToBaTa TouKa.

WU36ucTpsw pasteop (6yTunka 3, npospayHa kanayka) Y

Pa3tBop 3a npemaxsaHe Ha cuHMs oHOB LBAT. Cbabpxa 1,5 mL 6GesuseTeH TpuC-rUUWH
6ycepupaH pa3TBOp, NpeAHa3HaueH Ja npemaxaa (POHOBOTO OLIBETABAHE OT TECTOBOTO YCTPOICTBO
npeav otyutaHe Ha pedyntatute ot INSTI Tecta.

Beuukn pa3TBoOpU CbAbpXaT 0,1% HaTpuveB a3na Kato KOHCEepBaAHT M Ca BpPeAHU Mpu norfibliaHe.
Benukn pa3TBoOpu Ca 3a efHOKpaTHa yn0Tpe63 n ca crabuntu A0 partaTta un npu ycrnosuATa Ha
CbXpaHeHue, N0CoOYEeHN Ha eTUKeTuTe.

OrPAHMYEHUA HA TECTA

e B HsiKoM crnyyan mpobute Moxe Aa 6bAaT C MO-MPOABLIXMTENHO OT 06MYaNHOTO Bpeme 3a
npoTW4aHe OT MOMEHTa Ha W3nnBaHe Ha pa3peauTens 3a npoba ot GyTunka 1 B TectoBoTO
YCTPOMCTBO A0 MOMEHTA, B KOWTO ChABPXaHNETO Ha ByTurka 3 npeMunHe HarmbiHO Npe3 TECTOBOTO
YCTPOMCTBO. TOBa Ce AbIIXW Ha PasnnyHu akTopy, KaTo KIeTbYHU KOMMOHEHTU B npo6aTta oT
usna KpbB.

o [lpouepnypaTta 3a camoTecta 3a XVB INSTI u nHTepnpetupaHeTo Ha pe3ynTtatute TpsioBa fa ce
crnasBa TOYHO, KOraTo ce MpaBy TeCTBaHe 3a Hann4Ke Ha aHTuTena cpetty XMB.

e To3uTecT He e BanuampaH 3a oTKpuBaHe Ha aHTuTena cpetly XMB-1 noasuaose rpyna N.

o TbiiKaTo pasnuyHu hakTopn MoraT fja Npean3BuKaT HecrneumndrYHN peakLyi, ako nauveHT 6bae
onpefeneH KaTo No3WTMBEH Bb3 0OCHOBa Ha camoTecta 3a XVB INSTI, pesyntatute my Tpsibea aa
6baaT NOTBbPAEHM OT nekap.

e Hanuuneto Ha aHTuTena cpelly XVB noka3sa KoHTakT B MuHanoto ¢ XVB, Ho He e AnarHo3a 3a
ClWH, kakBaTo MOXe [ja NocTaBM caMo fiekap.

e OrtpuuateneH pedynrtaT oT TeCTa He U3KNioYBa U3naraHe Ha Bb3aencTarneTo Ha XMB.

NPEAYNPEXOEHWUA U NPEAMNA3HU MEPKU

o BcAko ycTpoNCTBO € 3a eiHOKpaTHa ynoTpeba 1 e npeaHa3HauyeHo 3a caMoTeCTBaHe OT evH
vosek. V

¢ [la ce cbxpaHsBa U3BbH obcera Ha aeLa.

o TecTbT e 3a M3Mon3BaHe Camo C HoBeLUKa Lisifia KpbB.

e He usnonseaiite camotecta 3a XMB INSTI cnep n3tuyaHe Ha cpoka Ha rogHOCT, MOCOYEH Ha
BbHLUHATa ONaKoBKa.

o He n3non3gaiiTe TeCTOBOTO YCTPOICTBO, ako TopGuyKaTa oT chonuo e 6una nospeseHa.

o [peay fa 3anoyHeTe TecTa, U3MUIATE PLLETE CU C TOMNA BOAA U CE YBEPETE, YE Ca YUCTM U CYXU.

e He oTunTaiiTe pe3yntatute, ako € MUHan noseye oT 1 Yac cnep NPUKIOYBaHE Ha npoLieaypaTa
Ha TecTa.

o HecnassaHeTo Ha UHCTPYKLMUTE MOXeE Aa JoBe/e 10 U3TUYaHE /MK NpenuBaHe Ha TeYHOCTH OT
TECTOBOTO YCTPOWCTBO.

o AKO CTe NMpoBEXAany NPoAbIXUTENHO aHTUPETPOBUPYCHO MEANKAMEHTO3HO fIeYeHNe, MOXe fa
ce nonyyart aniuneo oTpULaTENHU pe3ynTaTu OT TecTa.

o AKO MMaTe TeXKo 3a60nsBaHe Ha KpbBTa KaTo MyT/IMMIEH MUENOM, MOXE Aa MONy4uTe rpeLueH
oTpuLaTeneH Unn HeBanuaeH pesynTar.

o AKO MMaTe Mo-BUCOK OT HOPMarHUSi XEMOTIOGUH, TECTbT MOXe Aa € (paniunBo OTpULATENEH.

o Y Bcuuku KpbBHY Npobu TpsibBa fAa ce TpeTupar KaTo Croco6HW Aa npeHacsT UHAEKLMO3HN
3abonsaBaHus.

o [pu pasnuBaHe nouncTeTe C AOMaKuUHCKa 6envHa Unm Ae3VHMEKLMPaLLM KbPrindKY.

o PaatBopute B 6yTunku 1, 2 1 3 ca BpeaHU Npu norfibLuaHe Nopaay HanuuneTo B TAX Ha HaTpUeB
asug.

» TecroBara npoLefypa TpsibBa Aa Ce U3BbPLLBA B NpaBurnHaTa nocnefoBaTenHocT, 6e3 3abassHus
MeX[y OTAEINHUTE CTHIKN.

o 3a0TunTaHe Ha pe3ynTaTuTe OT TecTa e HeOGXOANMO MOAXOASALLO OCBETIIEHME.

OrpaHuyeHus 3a ynotpeba

He e noaxopasiy 3a noTpebutenu, KouTo ce CTpaxysaT OT UMn

Moxke Aa He e MoAxopAsLL, 3a NaLMeHTH, KoUTo ca 6unu 3apasexn npes nocnegHuTe 3 Meceua
He e noaxopsiy 3a noTpebuTenu, KouTo CTpaaaT oT HapyLUeHWe Ha KpbBOCCUPBAHETO

He e noaxopasiy 3a notpebutenu Ha Bb3pact nog, 18 roanHn

He e noaxopsLy 3a noTpe6uTenu, KOUTo ca NoANoXeHU Ha aHTUpeTpoBUpycHa Tepanus (ART)
He e noaxopsiy, 3a noTpebuTtenu, KOMTO ca yyacTBanv B u3cneapaHe 3a BakcuHa cpelly XVB

CbxpaHeHue

¢ [la ce cbxpaHsiBa B OpUrMHanHaTa onakoBKa Ha XnafHo, CyX0 MSICTO Mpu TemnepaTypa mexay 2 n
30°C. JA HE CE 3AMPA3ABA.

o [la He ce cbxpaHsiBa 61130 0 U3TOUHULM HA TOMIMHA UMW Ha AUPEKTHA CITbHYEBA CBETIMHA.

e TecTbT TpAGBa Aa ce U3BbPLUBA NpU cTaiiHa Temnepatypa (15 go 30°C).

e He oTBapsiiTe Top6yykaTa Cc TECTOBOTO YCTPOMNCTBO Npeau Aa CTe roToBW Ja U3BbPLUMTE TecTa.
WmaiiTe npensua, Ye BbNpeku Ye 3a TopbuykaTa c TECTOBOTO YCTPOMCTBO € MOCOYEHO CbXpaHeHne
npu 15-30°C, T Moxe Aa GbAe CbXxpaHsBaHa 1 B XNagusHUK, ako € Heo6X0AUMO.

UsxBBbpnsiHe

M3nonssaHute 6e3onacHu naHueTn Moxe ga ce KﬂaCI/Id)I/ILLI/IpaT KaTto MeguuuHCKM oTnagbun oT
OopraHuTe Ha 34paBeona3BaHeTo BbB Bawwusa pa|7|0H. 3a Aa ce Hamanu puUCKbT OT HapaHABaHe C
W3Mon3BaH faHuerT, crna3BaiiTe MECTHUTE U3UCKBAHWUS 3@ HETOBOTO N3xXBbpnaHe. KOHCyﬂTMpaVITe cec
Bawwa dhapmanesT.

CrioxeTte BCUYKMN APYrn KOMMNOHEeHTHN 06paTHO BBbB BbHLUHATA ONakoBKa. |/|3XB'bpl'IeTe AB KOCDaTa 3a
GOKJ'IyK. M3XB'pr'IeTe B CbOTBETCTBMNE C MECTHUTE paanopen6m.

®YHKUMOHAINHU XAPAKTEPUCTUKU

AWATHOCTUYHA YYBCTBUTENHOCT

[unarHoctuyHaTta YyBCTBMTENHOCT Ha TecT kKaTo camoTecta 3a XMB INSTI e msipka 3a ToBa, KOMKO
flo6pe TeCTbT OTKpUBA HannuneTo Ha XUB aHTuTena. YyBcTBUTENHOCTTa Ce U3pa3sia B MPOLEHTN U
ce u3uMCnsABa OT [aHHWTE OT KIAWHWYECKO W3credBaHe WnM OueHKa Ha edeKTMBHOCTTa.
YyBCTBUTENHOCTTA Ce W3YUCHIsBA, KaTo ce pasfenu GposiT Ha MOMOXUTENHW pe3ynTaTti oT TecTa
INSTI Ha 6pos Ha TecTBaHuTe pfeinctButenHo XWMB-no3utueHM nuua. Komnkoto no-ronsma e
YyBCTBUTENHOCTTA, TOSIKOBA MO-A06BP € TeCTbT 3@ NPaBUITHO MAEHTUdMUMPaHE Ha AeCTBUTENHO
3apaseHute nuua. B uscnepsaHe, npoBefeHO OT HeobyyeHu MoTpebuTenu-HenpodecnoHanmcTn
(tabnuua 1), 517/517 Hanctura nonoxutenyn 3a XMB antutena cybektu ca 6unu naeHtuduumpanmn
kaTo nonoxwutenHu ypes INSTI TecTa, KoeTo 03HauaBa oTHocuTENHa YyscTBuTenHocT ot 100%.

Ta6nuua 1. OTHOCUTeNHa YyBCTBUTENTHOCT U cneumnduyHocT Ha camoTecTa INSTI B cpaBHeHue
c XMB cTaTtyca Ha nuua c u3BecTeH U HemaBecTeH XUB cTaTyc npv HeoGyuyeHu noTpedutenu-
HenpodecnoHanucT

Monynauus Ha Bpoin O O
uHTepBan H UHTepBan
npoy4BaHeTo y4acTHALM YyBCTBUTENTHOCT 95% cneumcmyHoCT 5%
XWB cratyc 905 100% 89,9% - 99,8% 99,2% —
HEU3BECTEH (34/34) 100% (869/871) 99,9%
VismecTen 183 100% 99,2% - Hee Hee
OnoXUTENeH (483/483) 100% NpUNoOXMMo NpUNoOXMMo
o6 1388 100% 99,3% - 99,8% 99,2% -
1o ’ (517/517) 100% (869/871) 99,9%
[MpoueHmbm Ha HesanudHume pedynmamu e 0% (0/1388)
] 3a usuncnasaHe Ha XUB-2 yyBcTBUTENHOCTTa Ha camoTecTa 3a XUB INSTI

YyscTtButenHoctTa Ha Tecta INSTI 3a aHTutena XMB-1/XVB-2, oueHeHa B He3aBUCHMO €BPONENCKO
npoyysaHe c u3nonaeaHe Ha 49 cepyma, nonyyenu no metoaa Western Blot, npu naumentn ¢
noTBbpAeHoO 3apassBaHe ¢ XMB-2 B xpoHnyHa asa Ha 3apa3asaHeTo, e 100%.

[onbnHUTEeNHO NpoBeAeHO BbTPELIHO usnuteaHe ¢ 88 pasnuunu XVIB-2 nonoXutenHn cepymHmn u
nna3mMexu npobu, nonyyeHn oT n3ToyHnLy B EBpona, n 24 pas3nnyHu nnasmeHn npobu, nonyyeHun ot
Hwrepus, no6aBeHn kbM HAMBUAYaNHa Uana KpbB (3a cumynupaHe Ha XVIB-2 nonoxuTenHa KpbBe)
cbLuo nokassa 100% uysctBuTenHoct Ha INSTI 3a oTkpuBaHe Ha XMB-2 aHTuTena.

Ta6nuua 2. YyBctBuTenHocT Ha TecT INSTI 3a XUB-1/XUB-2 antutena B XUB-2 nonoxvrenHu
npo6u

U3TOouHMK Ha 1 N N
npo6ara ®paHums ®paHums Hurepus O6wo
MonoxuTenHu
npo6u 49 88 24 161
INSTI
nonoxureneH 49 88 24 161
YyscTBUTENHOCT 100% 100% 100% 100%

1. TecToBe, 13BBPLUEHN BbB PpaHLMsA C U3MON3BaHE Ha CEPYMHM Npobu
2. BbTpeluHy TeCToBe C U3Mon3BaHe Ha Lsna KpbB ¢ Aob6aBeHa nnasma (13 npobu) n cepym (75 npobu)
3. B'preLLIHVI TEeCTOBEe, U3BbPLUEHN C U3MOJI3BaHe Ha I'Ip06I/I OT nna3ma

OcseH ToBa, 12 or 500 npocnekTuBHO cbOpaHu Npobu OT nmnasmMa OT eHAEMUYEH PEruoH no
oTHoweHwue Ha XVB-2 (KoT a'MiBoap) ca TecTBaHu 1 0a06peHn KaTo UCTUHCKW nonoxuTenHu 3a XMB-
2 oT opobpeH oT AreHLusITa 3a KOHTPON Ha xpaHuTe u nekapcteata (CALL) andepeHuvanex aHanu3
v PHK konunuectseH aHanus Ha XMB-2.

INSTI e 6un peakTmBeH 3a Bcuuku Teau 12 npobu 3a uyecTBUTEnHOCT 100%. Pesyntatute ca
o606Lwenn B Tabnuua 3.

Ta6bnuua 3. OTkpuBaHe Ha aHTUTena cpely XMB-2 B npo6u ot cepono3utueHu XUB-2 nuua n
nvua OoT eHAEMUYEH PervoH no oTHoweHune Ha XUB-2

I'pyna npo6u 06LWwo Npo6u XUB-2 PeaktuBeH INSTI

i 4 B NonoxuTeneH XUB-1/XUB-2

EHpemnyHmn 500 12 2
cybektu

OnpegneneH upes onobpeH andepeHunaneH aHanma Ha XUB-1/X1B-2 unu TecteaHe Ha PHK Ha
XWB-2

OWATHOCTUYHA CMEUU®UYHOCT

[uarHocTuyHaTa cneumryHOCT Ha TecT kaTo camoTtecta 3a XVB INSTI e msapka 3a ToBa, Konko aobpe
TECTbT OTKPUBA 3ApaBy NauMeHTH, konto HamaT XVB. CneumdunyHocTTa ce n3passiBa B MPOLEHTN 1
ce M3uucnsBa OT [aHHUTE OT KIIMHWMYECKO u3crefBaHe WM OueHKa Ha edeKTUBHOCTTa.
CneumcuyHOCTTa ce U3UMCNABa, KaTo ce pasaeny 6posaT Ha oTpulaTtenHu pesyntatv ot Tecta INSTI
Ha 6pos Ha TectBaHuTe pgencteutenHo XVIB-HeraTuBuu nuua. Konkoto no-ronsma e
cneumduyHOCTTa, TONKoBa No-A06bp € TecTbT 3a MPaBUIIHO UAEHTUDULMPaHe Ha AEeNCTBUTENHO
He3apaseHn nuua. CamotecTbT 3a XMB INSTI uma cneunduyHoct 99,8% npu oueHka Ha
eheKTUBHOCTTA, U3BBPLLEHA OT HeoBYy4eHN noTpebutenu-HenpodecnoHanucT. ToBa o3Havasa, Ye
NOSIOKUTENHUAT pe3ynTarT e e npasuneH 3a 998 ot Bcekn 1000 Tecta.

M3BbpLieHo e nscneasaHe Ha crneunduyHocTTa ¢ 1408 nuua ¢ HUCHK M HEU3BECTEH PUCK U C BUCOK
puck. OT 1386 nuua, naeHTuduumpann kato XVIB-HeraTuBHM ¢ nomoLLTa Ha ogobpeH cpaBHUTENEH
aHanua, 1376 ca INSTI oTpuuatenHu, a 4 Tecta ca HeBanuaHu. O6LiaTta cneundUYHOCT Ha camoTecTa
3a XMB INSTI ¢ npobu oT usna KpbB, B3eTU OT NPBCT, OT KOMBUHMPAHW NOMynauumu ¢ BUCOK PUCK U
cnab unu HeMsBECTEH PUCK, MUHYC HeBanuaHuTe pesynrtatu, e udducneHa Ha 1376/1382 = 99,5%,
KOETO 03HayaBa, Ye NoSIOXUTENHUAT pe3ynTar Le e npasuneH npu 998 ot Bcekn 1000 TecTa (BUXTE
Tabnuua 4)

Ta6nuua 4. U3BbpluBaHe Ha TecT INSTI 3a XUB-1/XUB-2 aHTUTena BbpXy Npobu oT usna KpbLe,
B3eTW OT NPLCT, OT NnLa, 3a KOUTO ce npeanonara, Ye ca XMB-HeratmeHK, 1 nuua ¢ BUCOK PUCK
3a XUB uHdekuuns

Dewcteuten

Tectosa O6uo INSTI INSTI ¥l pnoppeH OnoGpen Ho
rpyna npo6u HepeaKTMBeH peaktupen | HEBAMA | HepeaKTMBeH PEAKTUBEH | o rpunatene

eH Tect Tect W
Hucbk unn
HenssecTeH 626 620 6 0 626 0 626
prcK
Bucok puck 82 756 22 4 760 22 760
0610 1408 1376 28 4 1386 2 1386

T HesanudHume pesynmamu He ca KOYeHU 6 U3YUCIIA8aHemo Ha creyuguyHocmma. 4-me
npobu, koumo ca danu HeeanudHu pesynmamu ro INSTI, ca 6unu HepeakmueHu 3a 0006peHus
mecm.

2 PeakmueHume ca nomebpdeHu om nuuyeH3upaq mecm \Western Blot 3a XUB-1 u ca uskrnoyeHu
oM U34UCIA8aHEMO Ha CreyughudHoCmma.

3 Om 22-me INSTI peakmusHu npo6u, edHama e 6una HepeakmueHa npu 0dobpeHus mecm, m.e.
INSTI gpanwueo peakmusHa.

OueHKa Ha eheKTMBHOCTTa OT HeoOyueH noTpeduTen-HenpodecnoHanucT

EdektuHocTtTa Ha INSTI e oLeHeHa B MpOCNeKTUBHO U3cnefBaHe, U3BbpLUBAHO B NPOAbBIIXEHNE Ha
4 mecela Ha 3 pasnuyHu MecTa. Ha BCSIKO MSICTO TECTBAHETO € W3BbPLUBAHO OT MOTpebuTenu-
HenpocecroHanucTu, KoUTo Hamat nabopaTopeH onuT. 11-Te nuua, U3BBLPLUBALLYM TECTOBETE, He ca
6unu obyyenmn kak aa usnonaeat Tecta. C INSTI ca TecTBaHM Npobu OT KPbLB, B3ETa OT NPBLCTA, HA
905 nuua c HeussecTeH XVB ctaTyc n 483 XMB-No3uTUBHM NuLa, v pe3ynTtaTuTe ca CPaBHEHM C TE3H,
ornpefienieHn upe3 pedepeHTHM MeToau, ofobpeHn OT AreHUMsiTa 3a KOHTPON Ha XpaHuTe
nekapcteata (CAL). YyscteutenHoctta Ha INSTI e 100% (517/517), a cneumduyrHoctTa — 99,8%
(869/871). He ca oTueTeHun HeBanuaHu pe3ynTtatu (BuxTe Tabnuua 1).

HecBbp3aHu 3a6onsiBaHWs 1 NOTEHUMANHO MHTepdepupalm BellecTBa

3a [a ce OLEHM BNUSHMETO Ha HeCcBbp3aHu 3abonsiBaHUA WM MOTEHUMANHO WHTepdepupaLLm

BellecTBa BbpXy YyBCTBUTENHOCTTA 1 cneuudnyHocTTa Ha INSTI, 195 cepymHu/nnasmexu npobu ot

n3Bagka oT 3abonsBaHusA, HecBbp3aHu c XVB-1 uHdekums u 178 npobu c noTeHumanHo

VHTepdepupaLLm BELLECTBa ca TecTBaHu ,6e3 fobaska“ (XMB HepeakTuBHM) 1 ¢ fo6aBka“ Ha XUB-

1 nonoxuTenHa npoba, 3a Aa ce NOCTUrHe HUCKO HMBO Ha peakTuBHoCT B TecT INSTI 3a aHTuTEna

XWUB-1. He e HabntopaBaHa KpbCTOCaHa peakumusa unu uHtepcgepeHums ¢ pesyntatute ot INSTI Tecta

CbC CNEAHNTE ABE N3KITIOUEHUS:

1. [Oo 5 npobw oT nuua ¢ MynTunieH M1enom ca Aanu HesanuaHu peayntatu ot INSTI B 3aBucumocT
OT TecTBaHaTa napTuaa Ha komnnekTa 3a INSTI.

2. Ot 20-Te npobu OT NKLa C NOBWULLEH XeMOrnobuH, efHa e TecTBaHa (hanimBo KaTo HepeaKTUBHa
B 2 oT 3-Te napTuam Ha komnnekra 3a INSTI.

U3cnepBaHusa Ha Bb3Npov3BoAUMOCTTa

Bbanponssogumoctta Ha Tecta INSTI n cnocoGHoOCTTa Ha onepaTtopuTe NOCNEAOBaTENHO Aa
VHTepnpeTupaT NpaBUNHO pe3ynTtaTuTe ca oueHsBaHu B 3 nabopatopum ¢ usnon3eaHe Ha 3 napTnam
INSTI B 3 otaenHu aHu ¢ 9 onepatopa (no 3 Ha nabopatopusi). BbB Bcsika nabopatopusi € TecTBaH
Habop oT 5 npobu, cbeTosLLM ce OT 4 NO3UTUBHM 3a aHTuTena XMB-1 (egHa cunHoO No3nTMBHA U TPU
cnabo noautueHu) 1 1 oTpuuaTtenHa 3a aHtutena XMB-1. M3Bbpluern ca obuwo 405 TecTa, no 135
BBB BCsika Nlabopatopus, ¢ 0610 81 Tecta Ha Bcekun Habop npobu. KaTo Lsno Bcuykmu onepatopu ca
VHTeprpeTMpany NpaBuITHO pe3ynTaTuTe OT TecTa 3a BCsika Npoba, reHepupaiikv Bb3nporn3BoaNMOoCT
Ha Tecta INSTI 3a XVB ot 100% (405/405 TecTBaHu npobn).

YECTO 3A0ABAHU BbMNPOCU

KakBo npeactaesnsisat XUB n CMMUH?

XVB o3HayaBa 4oBellku umMyHopeduumteH Bupyc. XMB e BupycwT, Konto npeaussuksa CMVH
(CuHpapom Ha npupobutaTa MMyHHA HEAOCTaTbYHOCT), ako He ce npeanpueme nevexue. Korato
napeHo nuue 6bae 3apaseHo ¢ XMB, BUpycbT 3anoysa Aa aTakyBa MMyHHaTa My CUCTEMa, KOSiTO e
3almTaTa Ha TANoTo cpelly 6onectu. B pesynTat Ha ToBa NULETO CTaBa Mo-noAaTnveo Ha GonecTu
W nHdekumn.

KoraTo Tsinoto n3ry6u Bb3MoxHocTTa fa ce 6opu ¢ 6onectute, ToBa nuue 61Ba AMarHOCTULMPaHO
cbe CMUH. Undbekumsta ¢ XMB He Mmoxe fa 6bae nanekyBaHa. Bbnpeku ToBa, neyeHveTo Ha XMB e
BUCOKO eheKTUBHO.

Kak ctaBa 3apa3sBaHeTo ¢ XUB?

XWB ce pa3npocTpaHsBa 4Ype3 KOHTaKT C KpbB, CnepmMa, NPeAceMeHHa TEYHOCT, peKTaiHa TeYHOCT,
BaryHanHa TeYHOCT UNM KbpMma Ha 3apaseHo nuue. pefaBaHeTo Moxe Aa cTaHe npu cekc 6e3
npeanasHu cpeactea. To CblO MOXEe Aa ce MOMyyu Mpu KOHTaKT C KPbB Ype3 CrojenisiHe Ha
V3MoN3BaHK CPUHLIOBKYW Unu urnn. XeHn, kouto umat XMB, moraT fa npepanart Bupyca Ha 6ebetata
c1 Mo BpeMe Ha 6peMeHHOCTTa, Npy paxAaHeTo 1 KbpMeHeTo. Bb3amMoxHo e 3apa3ssaBaHe ¢ XVIB v npu
KpbBOMpen1BaHe, HO ToBa cera e MHOTo PsiibK Crlyyait.

XWB He mMoxe fa ce npegaBa OT eAuH YOBEK Ha ApPYr npu OGMKHOBEH KOHTaKT. Hama puck ot
3apasdBaHe npu crnogesiaHe Ha Heula OT BCEeKMOHEBMETO, KaTo XpaHa, CbAoBe, I'IpVI60pVI, apexu,
nerna v ToaneTHu ¢ nuue, koeto uma XMB. BupychT He ce npeaasa Npu KOHTaKT C NOT, Cb3U, CIIOHKa
unu obukHoBeHa uenyBka CbC 3apa3eH 4Y0BeK. XopaTa He Ce 3apa3fABaT OT A[eHe Ha XpaHa,
npuroTeBeHa oT Yosek, 3apa3eH ¢ XMB. Xopata He ce 3apa3aBat ¢ XMB oT yxansaHusa Ha HacekomMu.

Kak pa cbM curypeH(a), 4e npobarta KpbB € AocTaTb4yHa?

20 MMHYTVU Npeau Aa HanpasuTe TecTa, NounHeTe n nuitTe Boga. CTonneTe pbueTe cu, KaTo
n3mueTe c Tonna Boja. YBepeTe ce, Ye pbueTe Bu ca cyxu. MoctaBeTe pbkaTa C1 Noj HUBOTO Ha
KpbCTa, 3a [ja yBenuunTe MpUToka Ha KpbB. lpean Aa u3nonssaTte naHueTa, NoTbpceTe MSCTO
OTCTpaHW Ha Bbpxa Ha NPbCTa U1, KOETo e rMajko, 6e3 Masonu v e Janey oT HoKbTS.

KakBo npencraBnsBa aHTUTANOTO?

AHTUTENATa ca npoTenHun, 06paayBaHV| OT UMYHHaTa cucTema Ha BaweTo 15110 B OTroBOp Ha BpegHun
opraHusmu oT pofa Ha Bupycu u 6akTepuu. TAXHOTO NpeaHasHayeHve e Aa 3almTaBat TAnoTo oT
3apassfBaHe C Te3n opraHnu3mu.

Konko To4eH e TecTbT?

OBLMPHN Hay4YHM U3CNeABaHMA NOKa3BaT, Ye TO3N TECT € U3KITIUNTENTHO TOYEH, ako e U3BBbPLIEH
npaBUITHO.

B HeoTAaBHALLHO U3CreABaHe, U3BBLPLUEHO OT HEOOYYeHI NOTPe6bUTENM, YyBCTBUTENHOCTTA Ha TecTa
e 6una 100%.

Toil CblO Taka WMa [okasaHa crneumduyHOCT (MspKa 3a HafexAHOCT, Ye TecTbT e Obae
oTpuuaTeneH 3a xopa, kouto HamaTt XMB uHdekums) ot 99,5%. B uscnensaHeto ot HeobyyeHu
notpebutenu cneumduyHocTTa e 6una 99,8%.

*AKO cme Hecu2ypHU 8 MoJslyYeHUs pe3y , mpsibea da a npu nekap 3a noseye
u3cnedeaHusl.

CbabpxkaHMeTo Ha GyTunka 1, 6yTunka 2 unu 6yTtunka 3 He NnonuBa B TECTOBOTO YCTPOMCTBO.
ToBa ce cnyyBa MHOMO PsSAKO, HO @Ko Ce Clyyu, HAMa Aa MOXeTe [a U3BbpLUMTE TecToBaTa
npoueaypa v fia otyeteTe pesyntaTute. e Tpsbea aa usBbPLUKNTE APYr TECT.

KakBo Lie ce cnyun, ako U3nes 4acT OT CbAbpPXaHMeTo Ha 6yTunka 1, 6yTunka 2 unu 6yTunka
3 U3BBH TECTOBOTO YCTPOMCTBO?

MpopbrxeTte TectoBaTa npoueaypa. AKO KOHTPOSIHaTa To4ka e BUaMMa crief, nsnueaHe Ha 6ytunka
3 B TECTOBOTO YCTPOICTBO, pe3ynTaTute OT TecTa ca BanuaHu.

Konko paHo Moxe aa otkpue XUB 1031 TecT?

Bb3 ocHoBa Ha nscneasaHus Ha biolLytical, INSTI agemoHcTpupa epekTUBHOCT OT TPETO NOKONEHNe 1
oTkpusa XMB aHTuTena ot knac IgM v IgG. AHTutenata IgM ca Hai-paHHUTe aHTUTena,
NpPOU3BELEHN OT TANOTO cref 3apassBaHeTo ¢ XMB, u morat aa 6baat oTKpUTU B pamkuTe Ha 21 —
22 pHn.'2 B 3aBUCMMOCT OT TOBA KOKO 6'bP30 MMyHHaTa cUCTeMa Ha AafeH Yosek reHepupa XVB
aHTWUTena crnep 3apa3sBaHeTo, 61 Mormno Aa oTHeme oKono 3 Mecelia 3a nosy4YaBaHe Ha
MonoXxuTeneH pesynTar.

AKo cmsiTaTe, Ye cTe 6Unu M3noxeHu Ha Bb3gencTereTo Ha XVB npes nocneaxute 3 meceua,
pesyntatute Bu ca oTpuuatenHu, Tpsibea Aa ce TectBaTe OTHOBO crief Han-manko 3 meceua oT
MOMEHTA, B KOWTO CTe BUNM U3NoXeHN Ha Bb3[ECTBUETO Ha BUpYyca. BpemeTo oT 3apassBaHeTo ¢
XVIB fo MOMEHTa, B KOWTO TECTBLT MOXE Aa fAaAe NPaBUNieH NOMOXUTENeH pesynTart, ce onpeaens
KaTo ,NMpo30peyeH nepunoa’.

1Moshgabadi N, Galli RA, Daly AC, Ko SM, Westgard TE, Bulpitt AF, Shackleton CR., 2015.
“Sensitivity of a rapid point of care assay for early HIV antibody detection is enhanced by its ability to
detect HIV gp41 IgM antibodies.” J Clin Virol. 2015 Oct; 71:67-72.

2M. Cohen, C. Gay, M. Busch, F. Hecht, The detection of acute HIV infection, J.Infect. Dis. 202 (2010)
270-277

He BUXAam HUKAKBM TOUKW.
YBepeTe ce, 4e OCBETNIEHNETO € NOAXOAALLO. AKO He Ce BUXAAT TOUKM, MOXE Aa He CTe Harnpasunu
TecTa npaBuUIHO UMK Aa He cTe cbbpanu AoCTaTb4HO KpbB. e TpsiGBa Aa N3BbLPLUMTE APYr TECT.

Kak na pas6epa Aanv TecTbT € M3BBLPLLEH NPaBUIHO?

CamotectbT 32 XVIB INSTI nma BrpageHa KOHTpOSiHa TOYka, 3a fAa € fICHO Janu TecTbT e 6un
M3BbPLUEH MPaBUITHO U Janu cte AobGaBuny NpaBUITHUS TUM W KONMYECTBO KpbBHA npob6a. Ako
KOHTpONHaTa Toyka He ce MNosiBM (HeBanuaeH pes3ynTaT oT TecTa), BawwuAT TecT e HeycnelleH.
HeBb3MOXHO € fia ce HanpaBsAT U3BOAM OT TO3W pe3ynTaT u e TpsbBa Ja U3BbpLUMTE APYr TecT. AKO
HeBanuaHWTe pe3ynTaTtu ce NOBTOPST, KOHCYNTUpaiiTe ce C nekap.

PEYHUK HA TEPMUHUTE

e 'D'a‘, ce cuxpariasa npu 2°C Ao Crepunusauus c obnbyBaHe
20 30°C
Brumanue

BpepHo npw nornbiyaHe Maptuaex Ne

8UMPO ANarHocTnka KaTanoxeH Ne

MpoyeTeTe MHCTpYKUMUTE 38

ynotpe6a MpousBoputen

[a He ce n3nonssa NoBTOpHO CE mapkupoBka

yrl'bJ'IHOMOLLI,eH npeacrasuten B
EBponeiickata o6LHOCT
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HIV Self Test

Instructions For Use

READ BEFORE USE

Preparation
Training video available at: www.insti.com

1. Open test device pouch.
IMPORTANT: Clean and dry hands.

Step 1: Collect Blood

Test
Device

2. Place test device on a flat surface.

If you have trouble collecting blood, see Frequently Asked Questions on reverse side.

=g

1. Twist and pull out lancet tip. Discard tip.

=5

4. Rub finger to create a LARGE drop of blood.

s

2. Rub finger and hand to increase blood flow. ‘

é“ﬂ El

5. Let 1 drop FALL into Bottle 1.
Twist on cap of Bottle 1.

This Test Contains:

mAn —= (0

Bottle 1, 2, 3 Lancet Bandage

STERILE[R]

3. Remove cap of Bottle 1. Place on flat surface.
WARNING: Bottle 1 contains liquid. Handle with care.

N s
CLICK
/ ~

3. Place lancet on the side of finger tip.

=

6. Apply adhesive bandage.

Step 2: Test

SHAKE POUR ALL
4 TIMES

1. Shake and pour all liquid.
Wait until liquid disappears.

Negative

Your test result is negative.

SHAKE POUR ALL
4 TIMES

2. Shake and pour all liquid.
Wait until liquid disappears.

TIP: You may need to gently tap Bottle 2 to get all the liquid out.

Step 3: Read Result
Read result right away to within 1 HOUR.

Positive

Two dots means your test result is

A Negative Result

POUR ALL

3. Shake and pour all liquid.
Wait until liquid disappears.

Invalid

Your test did not work. Control

A Positive Result

As with many tests, there is a chance for false results. To reduce the Consult a doctor as soon as possible and inform him/her that you have
chance of false results, be sure to follow the instructions and use the performed a self test for HIV. All positive results must be confirmed by a

test correctly. If you have a negative result but you were involved in an

HIV-risk activity in the past 3 months, you could be in what is called the
“window period” and it is recommended to repeat testing at a later date.

Disposal

Dispose in accordance with
local regulations. Put all
items back into the outer
packaging. Throw away
into waste bin.

laboratory test.
What Next After A Positive Result?
Having HIV does not mean you have AIDS. With early diagnosis and
treatment, it is unlikely that you will develop AIDS.

51-1605A 08-Apr-2024
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HIV SELF TEST

Instructions for Use

90-104\!le® HIV Self Test, Pouch Format

For in vitro diagnostic use only.

| Read this Instructions for Use prior to beginning the test procedure. Although the INSTI

HIV Self Test is designed to be simple to use, conformance with the test procedure is necessary
to ensure accurate results.

BACKGROUND
HIV stands for Human Immunodeficiency Virus. HIV is the virus that causes AIDS (Acquired
Immunodeficiency Syndrome) if left untreated. It is estimated that there are over 30 million people

iviaeaYBoHYSIR iHIE ORI TtRAY B S K b alas & B8AREs TBY iort BeanedingnpsrgrAsgicie

worldwide. Treatment for HIV is highly effective. It is important to start treatment as early as possible
following infection, to reduce the risk of serious illness or death.

INTENDED USE

The INSTI HIV Self Test is a single use, rapid, flow-through in vitro qualitative immunoassay for the
detection of antibodies to Human Immunodeficiency Virus Type 1 (HIV-1) and Type 2 (HIV-2) in human
fingerstick whole blood. The test is intended for use by untrained lay users as a self test to aid in the
diagnosis of HIV-1 and HIV-2 infection using a small drop (50pL) of blood obtained through fingerstick
collection procedures.

BiaLQRSHCAL RRINFIELES IR MdRoESSdy for detecting HIV antibodies. The test device consists of

a synthetic membrane positioned atop an absorbent pad within a plastic cartridge. One section of the
membrane has been treated with non-hazardous HIV-1 and HIV-2 recombinant proteins, which capture
bivergedsadiRe! st oted SR SiEedne IR A SRLIBLIP HRe RV RIS 5 sas
fingerstick blood sample to Bottle 1. The diluted blood in Bottle 1 is poured into the well of the test
device. Any HIV antibodies in the sample are captured by the test dot and non-specific antibodies are
captured by the control dot. Bottle 2 is then added to the test device. Bottle 2 solution reacts with
captured antibodies to produce a blue dot at control dot and, if HIV antibodies are present, a blue dot
also appears at test dot. In the final step, Bottle 3 is added to the membrane to make the control and
test dots more visible.

MATERIALS PROVIDED

1 Instructions for Use

1 Pouch with test device (labelled Membrane Unit)
1 Sample Diluent (Bottle 1, red cap)

1 Colour Developer (Bottle 2, blue cap)

1 Clarifying Solution (Bottle 3, clear cap)

1 Sterile single-use lancet

1 Adhesive bandage

1 Resource Card

Test device (packaged inside the pouch labelled Membrane Unit)

The control and/or test dot will appear on the test device once the test is performed. The test device is
prepared with control (IgM/IgG capture) and test (gp41 and gp36 antigen) reaction dots. It is individually
packaged and is to be used only once to complete a single INSTI test.

Sample Diluent (Bottle 1, red cap) Y
A solution designed to dilute the blood sample and break down red blood cells. It contains 1.5 mL of
colorless Tris-Glycine buffered solution containing cell lysis reagents.

Color Developer (Bottle 2, blue cap) Y

A blue solution that detects human antibodies. It contains 1.5 mL of a blue-coloured Borate buffered
proprietary indicator solution designed to detect IgM/IgG in the control dot and HIV-specific antibodies
in the test dot.

Clarifying Solution (Bottle 3, clear cap) Y

A solution to remove background blue color. It contains 1.5 mL of a colorless Tris-Glycine buffered
solution designed to remove background staining from the test device prior to reading the INSTI test
results.

All solutions contain 0.1% Sodium Azide as a preservative and are harmful if swallowed. All solutions
are for single use only and are stable to date and under storage conditions indicated on labels.

LIMITATIONS OF THE TEST

¢ In some instances, samples may exhibit longer than normal flow times from the time the diluted
blood-Bottle 1 mixture is poured into the test device, to the time the contents of Bottle 3 have fully
flowed through the test device. This is due to variable factors, such as cellular components within
the whole blood sample.

e The INSTI HIV Self Test procedure and the interpretation of results must be followed closely when
testing for the presence of antibodies to HIV.

e This test has not been validated for detection of antibodies to HIV-1 Group N subtypes.

e Because a variety of factors may cause non-specific reactions, a patient found to be positive using
the INSTI HIV Self Test must have the results confirmed by a doctor.

« The presence of HIV antibodies indicates past exposure to HIV but is not a diagnosis of AIDS,
which can only be made by a physician.

e Anegative test result does not rule out exposure to HIV.

WARNINGS AND PRECAUTIONS

o Each device is for single use only and is designed for self testing by one person. V

Keep out of the reach of children.

The test is for use only with human whole blood.

Do not use the INSTI HIV Self Test beyond the expiration date stated on the outer packaging.

Do not use the test device if the foil pouch has been damaged.

Wash your hands with warm water and ensure they are clean and dry before beginning the test.
Do not read the result if more than 1 hour has passed after completing the test procedure.

Failure to follow the instructions may result in leakage and/or overflow of liquids from the test device.

o If you have been on long term antiretroviral drug therapy your test may give a false negative result.
« If you have a severe blood disorder such as multiple myeloma you may obtain a false negative or
invalid result.

If you have higher than normal haemoglobin, you may test false negative.

Y All blood samples should be handled as if capable of transmitting infectious diseases.

Spills should be cleaned up with household bleach or disinfecting wipes.

Solutions in Bottle 1, 2 and 3 are harmful if swallowed due to the presence of Sodium Azide.

Test procedure must be completed in the proper sequence without delays between steps.
Adequate lighting is required to read the test results.

Restrictions on Use

Not suitable for users who are afraid of needles

May not be suitable for patients who have been infected within the last 3 months
Not suitable for users who have a bleeding disorder

Not suitable for users below the age of 18

Not suitable for users who are taking anti-retroviral treatment (ART)

Not suitable for users who have participated in a HIV vaccine study

Storage

e Store in the original packaging in a cool, dry location between 2 to 30°C. DO NOT FREEZE.

e Do not store near a heat source or in direct sunlight.

e The test should be performed at room temperature (15 to 30°C).

« Do not open the test device pouch until you are ready to perform the test. Note that although the
test device pouch states storage at 15-30°C, it can be stored refrigerated, if required.

Disposal
Used safety lancets might be classified as medical waste by health authorities in your area. To reduce

the risk of injury from a used lancet, please follow local requirements for its disposal. Consult your
%?'Zﬂ%(i'ﬁ&r items back into the outer packaging. Throw away into waste bin. Dispose in accordance
with local regulations.

PERFORMANCE CHARACTERISTICS

DIAGNOSTIC SENSITIVITY

Diagnostic sensitivity of a test like the INSTI HIV Self Test is a measure of how well the test detects
the presence of HIV antibodies. Sensitivity is expressed as a percentage and is calculated from data
from a clinical trial or performance evaluation. Sensitivity is calculated by dividing the number of INSTI
positive test results by the number of truly HIV positive persons tested. The higher the sensitivity the
better the test is at correctly identifying truly infected persons. In a study conducted by untrained lay
users (Table 1), 517/517 true HIV antibody positive subjects were identified as positive by the INSTI
test, resulting in a relative sensitivity of 100%.

Table 1- Relative Sensitivity and Specificity of the INSTI Self Test compared to the HIV Status
of Individuals with Known and Unknown HIV Status by Untrained Lay Users

. . n 95%
Study Number of Relative 95% Confidence Relative N
Population Subjects Sensitivity Interval Specificity C?::;c::;ce
HIV status 100% 99.8% 99.2% -
urknown 905 (34/34) 89.9%-100% | (350/871) 99.9%
Known HIV-1 100%
Positive 483 (483/483) 99.2% -100% N.A. N.A.
100% o o 99.8% 99.2% -
Total 1,388 (517/517) 99.3% - 100% (869/871) 99.9%

Percent of invalid results was 0% (0/1388)

Studies to calculate the HIV-2 sensitivity of the INSTI HIV Self Test

The sensitivity of INSTI HIV-1/HIV-2 Antibody Test evaluated in an independent European study with
49 sera from Western Blot confirmed HIV-2 infected patients at the chronic stage of the infection was
100%.

Additional studies conducted in-house with 88 different HIV-2 positive serum and plasma samples
obtained from European sources and 24 different plasma samples obtained from Nigeria added into
individual whole blood (to simulate HIV-2 positive blood) also showed 100% sensitivity of INSTI for
HIV-2 antibody detection.

Table 2- INSTI HIV-1/HIV-2 Antibody Test’s Sensitivity in HIV-2 Positive Specimens

Sample Source France! France? Nigeria® Total
Positive Samples 49 88 24 161
INSTI Positives 49 88 24 161

Sensitivity 100% 100% 100% 100%

1. Tests performed in France using serum samples

2. Tests performed in-house using whole blood spiked with plasma (13 samples) and serum (75
samples)

3. Tests performed in-house using plasma samples

In addition, 12 out of 500 prospectively collected plasma specimens from an HIV-2 endemic region
(Ivory Coast) were tested and confirmed as HIV-2 true positive by an FDA-approved differentiation
assay or an HIV-2 RNA quantitative assay.

INSTI was reactive in all 12 of these specimens for a sensitivity of 100%. Results are summarized in
Table 3.

Table 3- Detection of Antibody to HIV-2 in Specimens from HIV-2 Seropositive Individuals and
Individuals from an HIV-2 Endemic Region

Specimen Group Sp;:(?::tlens HIV-2 Positive INST&:;&}IEIV'Z
Endemic subjects 500 12! 12

"Determined by an approved HIV-1/HIV-2 differentiation assay or HIV-2 RNA testing

DIAGNOSTIC SPECIFICITY

Diagnostic specificity of a test like the INSTI HIV Self Test is a measure of how well the test detects
healthy patients who do not have HIV. Specificity is expressed as a percentage and is calculated from
data from a clinical trial or performance evaluation. Specificity is calculated by dividing the number of
INSTI negative test results by the number of truly HIV negative persons that were tested. The higher
the specificity the better the test is at correctly identifying truly non-infected persons. The INSTI HIV
Self Test has a specificity of 99.8% in a performance evaluation conducted by untrained lay users.
This means a positive result will be correct 998 out of every 1000 tests.

A specificity study was performed on 1408 low or unknown risk and high risk individuals. Of the 1386
individuals identified as HIV negative using an approved comparator assay, 1376 were INSTI negative,
and 4 were invalid. The overall specificity of the INSTI HIV Self Test in fingerstick whole blood
specimens from the combined high risk and low or unknown risk populations, minus the invalid results,
was calculated to be 1376/1382 = 99.5% which means a positive result will be correct 998 out of every
1000 tests. (see Table 4)

Table 4- Performance of the INSTI HIV-1/HIV-2 Antibody Test on Fingerstick Whole Blood
Specimens from Individuals Presumed to be HIV Negative and Individuals at High Risk of HIV
Infection

INSTI Approved Approved

Total INSTI INSTI True
Ve EHE specimens Rg‘aoc':i-ve Reactive Invalid® -l;z:\::t,i\‘voen- Re:\?:sti[ve Negative?
Low or
Unknown 626 620 6 0 626 0 626
Risk
High Risk 782 756 223 4 760 22 760
Total 1408 1376 28 4 1386 22 1386

Tlnvalid results were not included in the calculation of specificity. The 4 specimens which gave
invalid results on INSTI were Non-Reactive on the approved test.

2 Reactives were confirmed by licensed HIV-1 Western Blot and excluded from the calculation of
specificity.

3 Of the 22 INSTI Reactive specimens, one was Non-Reactive by the approved test, i.e. INSTI false
Reactive.

Untrained Lay User Performance Evaluation

The performance of INSTI was evaluated in a prospective study conducted over 4 months at 3 different
sites. At each site, testing was conducted by non-professional lay users who had no laboratory
experience. The 11 people running the tests had no training on how to use the test. Fingerstick blood
from a total of 905 subjects with unknown HIV status and 483 subjects known to be HIV positive were
tested with INSTI and results compared to those determined by FDA approved reference methods.
The sensitivity of INSTI was 100% (517/517) and the specificity was 99.8% (869/871) There were no
invalid results reported (see Table 1).

Unrelated Medical Conditions and Potentially Interfering Substances

To assess the impact of unrelated medical conditions or potentially interfering substances on the

sensitivity and specificity of INSTI, 195 serum/plasma specimens from a cross section of medical

conditions unrelated to HIV-1 infection and 178 specimens with potentially interfering substances were

tested “unspiked” (HIV Nonreactive) and “spiked” with an HIV-1 positive specimen to give a low level

of reactivity in the INSTI HIV-1 Antibody Test. No cross-reactivity or interference with INSTI test

performance was observed with the following two exceptions:

1. Up to 5 specimens from individuals with multiple myeloma produced invalid INSTI results
depending on the INSTI kit lot tested.

2. Of the 20 specimens from individuals with elevated hemoglobin, one tested false Non-Reactive in
2 out of 3 INSTI kit lots.

Reproducibility Studies

The reproducibility of the INSTI test and ability of operators to consistently correctly interpret test
results was evaluated at 3 laboratory sites using 3 lots of INSTI on 3 separate days with 9 operators
(3 per site). A panel of 5 specimens, consisting of 4 HIV-1 antibody positive (one strong positive and
three low positives) and 1 HIV-1 antibody negative specimen was tested at each site. A total of 405
tests were conducted, 135 at each site, with a total of 81 tests per panel specimen. Overall all operators
interpreted the test results for each sample correctly, generating a reproducibility of the INSTI HIV Test
of 100% (405/405 samples tested).

FREQUENTLY ASKED QUESTIONS

What is HIV and AIDS?

HIV stands for Human Immunodeficiency Virus. HIV is the virus that causes AIDS (Acquired
Immunodeficiency Syndrome) if left untreated. When a person becomes infected with HIV, the virus
begins to attack his or her immune system, which is the body’s defense against iliness. As a result,
that person becomes more susceptible to disease and infection.

When his or her body loses the ability to fight diseases, that person is diagnosed with AIDS. There is
no cure for HIV infection. However, treatment for HIV is highly effective.

How does someone get infected with HIV?

HIV spreads through contact with blood, semen, pre-seminal fluid, rectal fluid, vaginal fluids, or breast
milk of an infected person. Transmission can occur from unsafe sex. It can also result from exposure
to blood through the sharing of used syringes or needles. Women living with HIV can pass the virus to
their babies during pregnancy, childbirth, and breastfeeding. It is also possible to become infected with
HIV through a blood transfusion, although this is now very rare.

HIV cannot be passed on from one person to another through casual contact. There is no risk of
infection when we share everyday items such as food, dishes, utensils, clothes, beds and toilets with
a person living with HIV. The virus is not spread from contact with sweat, tears, saliva, or a casual kiss
from an infected person. People do not become infected from eating food prepared by a person living
with HIV. People have not become infected with HIV through insect bites.

How do | make sure | get enough blood?

Relax and have a drink of water about 20 minutes before you start the test. Warm your hands by
washing them with warm water. Ensure your hands are dry. Place your hand below waist level to
promote blood flow. Before using the lancet, look for a spot on the side of your finger tip that is smooth
and not calloused and away from your fingernail.

What is an antibody?
Antibodies are proteins produced by your body’s immune system in response to harmful organisms
like viruses and bacteria. Their purpose is to defend the body against infection by these organisms.

How accurate is the test?

Extensive research studies have shown that this test is extremely accurate when performed correctly.
In a recent study performed by untrained users, the test sensitivity was 100%.

It also has a proven specificity (a measure of reliability that the test will be negative for people who do
not have HIV infection) of 99.5%. In the untrained user study, the specificity was 99.8%.

*If you are unsure of your result you must go to adoctor to perform more testing.

The contents of Bottle 1, Bottle 2 or Bottle 3 do not absorb into the test device.

It is very rare for this to happen, but if it does, you will not be able to complete the test procedure and
read the results. You will need to perform another test.

What happens if | spill some of the contents of Bottle 1, Bottle 2 or Bottle 3 outside the test
device?

Keep going with the test procedure. As long as the control dot shows a visible dot after pouring Bottle
3 into the test device, the test results are valid.

How early can this test detect HIV?

Based on bioLytical's studies, INSTI demonstrates third generation performance and detects HIV
antibodies of the IgM and IgG class. IgM antibodies are the earliest antibodies that the body
produces after an HIV infection and are detectable within 21-22 days."2 Depending on how quickly a

person’s immune system generates HIV antibodies after infection, it could still take up to 3 months to
get a positive result.

If you think you have been exposed to HIV within the last 3 months, and your results are negative,
you will need to test again after at least 3 months have passed since your exposure. The time from
HIV infection to when a test can correctly give a positive result is referred to as the ‘window period’.

Moshgabadi N, Galli RA, Daly AC, Ko SM, Westgard TE, Bulpitt AF, Shackleton CR., 2015.
“Sensitivity of a rapid point of care assay for early HIV antibody detection is enhanced by its ability to
detect HIV gp41 IgM antibodies.” J Clin Virol. 2015 Oct; 71:67-72.

2M. Cohen, C. Gay, M. Busch, F. Hecht, The detection of acute HIV infection, J.Infect. Dis. 202 (2010)
270-277

| can’t see any dots.
Make sure you have adequate lighting. If no dots are visible, you may not have completed the test
correctly, or collected enough blood. You will need to perform another test.

How will I know if my test was done correctly?

The INSTI HIV Self Test has a built-in control dot to show that the test has been performed correctly
and that you have added the proper sample type and amount of blood sample. If the control dot does
not appear (invalid test result), your test has not worked. It is not possible to draw conclusions from
this result and you will need to perform another test. In the event of repeated invalid results, consult a
doctor.
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