HeExAGON HIV

Imunocromatografia a treia generatie
Test rapid pentru detectarea anticorpilor la

Virusi Imunodeficientei Umane 1 si 2
Miirimea Setului
[REF]  57002° 40 Teste

57004pP 100 Teste
[IvD]

Utilizarea previzutd

HEXAGON HIV este destinat pentru detectarea rapida, calitativa a anticorpilor 1gG,
lgA si [gM la virusul imunodeficienter HIV-1 st HIV-2 in

sange intreg uman uman, ser sau plasmd ca ajutor in diagnosticarea timpurie a
SIDA Testarea panourilor comerciale care contin probe cu anticorpi subtipul HIV-1 a
dat rezultate pozitive, demonstrind cd acest subtip poate fi detectat prin acest test
Rezultatele pentru anticorpii HIV-1 §i HIV-2 sunt afisate in linii separate pe test. Cu
toate acestea, HEXAGON HIV nu este destinat diferentierii intre infectia HIV-1 si
HIV-2

Principiu

HEXAGON HIV este un test imunocromatografic rapid de generagie 3. Testul
utilizeazd antigene recombinante reprezentind regiuni imunodominante ale proteinelor
inveligului HIV-1 §i HIV-2. Capturile antigene gp41 si p24 ale HIV-1 sunt fixate pe
linia de testare 1, captura antigenului gp36 pentru HIV-2 este fixata pe zona liniei de
test 2 de pe membrand. Aceiagi antigeni sunt legati de un colorant §i sunt localizati in
placa conjugata de pe banda. O mica regiune a membranei este preparata cu anticorpi
anti-HIV pentru a forma linia de control C

Deoarece proba curge prin tamponul absorbant, anticorpii anti-HIV-1 sau anti-HIV-2,
specifici antigenilor recombinanti, se leagd la conjugatii de coloranti pentru a forma
complexe imune. Acestea se leagd la respectivele antigene de captare in liniille de
testare 1 si, respectiv, 2 si produc hinii redviolet. Excesul de conjugat reactioneazi in
linia de control C pentru a demonstra funcfia corecta a reactivilor.

Continut

|[REF]| 57002pP 57004P
[TEST] 40 100
[DIL] I x7ml 2x7ml
[PIP] 40 100

[TEST] Dispozitive de testare

O singurd utilizare, sigilat individual in pungi conjugate de

antigene recombinante §i aur: HIV-1 gpd1, p24, HIV-2 gp36

antigen - coloid de aur (<1,2pg), Linia de test 1: HIV-1 recombinant

antigen (gp41, p24) (<0,75 pg) Linia de test 2: HIV-2 recombinant

antigen (gp36) (<0,6 pg) Linie de control: ser de capra anti-HIV

(<0.9pug)
[DIL] Diluant

Tampon Tris 50 mmol / |

Azida de sodiu 0,02% g/ v
|PIP] Pipete de unici folosinta

pentru sange total - aprox. 20 pl la negru
Material suplimentar recomandat, dar nu este livrat impreuni cu setul

|Lancete sterile
Note de siguranti
Toate probele de pacient trebuie tratate ca potential infecfioase. Purta
imbracaminte de protectie §1 manugi de unicd folosingd conform unui laborator si
practici bune. Toate materialele contaminate cu specimene sau controale de pacient ar
trebui sa fie inactivat prin proceduri validate (autoclava sau tratament chimic) si
aruncate in conformitate cu reglementirile locale aplicabile. Nu folosi setul de testare
daca punga este deteriorati sau sigiliul este rupt.
Depozitare si stabilitate
Cand se pastreaza la 2 ... 30 ° C, testul este stabil pana la data expirarii. Te
rog deschide punga imediat inainte de utilizare, dupd ce a atins temperatura
camerei. [TEST] este sensibil la umiditate §i caldurd.
Probe
Sange integral, probe serice sau plasmatice (anticoagulat cu heparind, EDTA sau
citrat), Utilizdnd sdngele integral cu varful degetelor, colectati 20 ul (marcaj negru) cu
[PIP] cu trusa, Aplicafi imediat direct pe sonda de probd (S) din testul. Nu atingefi
tamponul de proba cu capilarul sau evitapi caderea probei. Proba trebuie absorbitd
complet. Tot singele in probele pot fi aplicate imediat sau depozitate timp de pana la 3
zile la 2 ... 8 ° C. Nu utilizati probele hemolizate, lipaemice sau icterice §i reumatoide
factori (RF) probele pozitive
Nota! Sangele integral stocat pentru perioade mai lungi sau pastrat inghefat poate fi
puternic hemolitic §i nu poate fi utilizat
Probele serice sau plasma (10 pl) trebuie aplicate standard pipete in laborato
pot fi pastrate timp de 3 zile la 2 ... 8 ° C. Pentru depozitarea mai lunga, :N
trebuie péstrate inghela %gﬁéll }{e %‘PQ.RM&‘H&Q@&Q&N&I&@&m corg I
in suspensie produc rez 'é'};ed‘ﬁgﬁ{ﬁ fd%igﬁ‘gigcﬁ’éi&]% inainte de utilizar
Procedura Location: Moldova
1. Permiteti specimenului, [TEST] si [DIL] si atingd temperatura camerei (15 ... 25 ©
C) inainte de testare.
2. Scoateti [TEST] din husa §i puneti-1 pe o suprafatd plana i uscatd

3. Etichetati [TEST] pentru identificarea pacientilor.

4. Punefi 20 pl de sange integral sau 10 pl de ser sau plasmi in (S) la capitul inferior al
dispozitivului, finind apasat [PIP] sau alta pipeta verticald pe fanta de proba (S).

5. Add 4 drops (approx. 120 pl) of [DIL] to the sample well (S).

6. Read the test result at 10-20 minutes. Strong reactive samples will

show a test line within a few minutes. Weakly reactive samples may

require a longer incubation time up to a maximum of 20 minutes.
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Cu toate acestea, testul nu trebuie citit mai tirziu de 20 de minute!
Interpretarea rezultatelor

Negative (figura 1)

Numai o linie de control colorat (C) apare in partea superioard a coloanei rectangulara a
ferestrei de rezultate care aratd ca testul a fost efectuat corect §i reactivii au funcfionat.
Pozitive (figurile 2, 3 5i 4)

Una sau doud linii de culoare suplimentare de lingd linia C indica o linie pozitiva
rezultat pentru HIV-1 (linia de test 1) si / sau HIV-2 (linia de test 2). Datorita
reactivitafii incrucisate semnificative, anticorpii anti-HIV-1 pot reacfiona cu antigeni
HIV-2 si invers si ambele linii de test pot fi ocazional pozitive, chiar daci in specimen
exista doar un singur tip de virus.

Chiar $i o linie de test slab indica un rezultat pozitiv. Se pot produce diferite intensitafi
intre linii de control si de control, dar sunt irelevante pentru interpretarea rezultatelor.
Nevalid (figura 5)

Daca nu apare nici o linie de control, chiar daca o linie de testare este vizibila, testul
trebuie repetat cu un test [TEST] proaspit.

Caracteristici de performanta

Sensibilitate si specificitate

HEXAGON HIV a fost testat cu 1552 probe negative HIV obtinute de la persoane
sanatoase aleatorii, pacieni internati in spital, femei insarcinate §i donatori de sdnge.
Au fost testate 530 de probe HIV-1 si 170 de HIV-2 pozitive, incluzand probele clinice
si toate subtipurile A, B, C, D, E, F, G, H, J, O disponibile pentru HIV-1.

Sensibilitate: 100,0%:; Specificitate: 99,9%

HEXAGON HIV a fost comparat cu un test de ultima ord marcat cu CE, folosind 30 de
panouri de seroconversie §i s-a constatat o sensibilitate comparabila.

Datele tipice de performanta pot fi gasite in Raportul de verificare, accesibil prin:

www human.de/data/gb/vr/1i-hivp.pdf sau

www.human-de.com/data/gb/vr/1i-hivp. pdf

Daci datele despre performantd nu sunt accesibile prin intermediul internetului, acestea
pot fi obtinute gratuit de la distribuitorul local.

Limitdri

Procedura de testare §i interpretarea rezultatelor trebuie urmdrite indeaproape la testarea
prezentei anticorpilor HIV. Atunci cénd se utilizeaza hemolizat, singe sau singe intreg
vechi, care nu a fost tratat conform instructiunilor, rezultatele pot fi interpretate gresit
ca Human Gesellschaft fir Biochemica und Diagnostica mbH Max-Planck-Ring 21 -
65205 Wiesbaden - Germania Telefon +49 6122-9988-0 - Telefax +49 6122-9988-100 -
E-mail: human@human.de pozitive (linii de testare mai ugoare pe un fundal rosu

inchis). Pentru a evita astfel de interpretari gresite, utilizafi doar probe proaspete,
nehemolizate, din singele integral. Testul este conceput pentru a fi utilizat numai cu
esantioane nediluate. Pacienfii imunosupresafi sau imunocompromigi nu pot produce
anticorpi la HIV. Testarea cu orice kit conceput pentru detectarea anticorpilor nu poate
fi 0 metoda sigurd de investigare a unor astfel de indivizi. SIDA §i ARC (complexul
asociat SIDA) sunt sindroame clinice. Diagnosticul lor poate fi stabilit doar clinic.
Rezultatele testului HEXAGON HIV nu pot fi folosite singure pentru a diagnostica
SIDA. Rezultatele inifial reactive ar trebui si fie confirmate printr-o metoda
independenta (de exemplu, Western blot). Un rezultat negativ nu exclude posibilitatea

expunerii sau infectarii cu HIV.
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HExAGON HIV

3rd Generation Immunochromatographic
Rapid Test for the Detection of Antibodies to
Human Immune Deficiency Viruses 1 and 2

Package Size

REF] 57002P 40 Tests
57004P 100 Tests

Intended Use

HEXAGON HIV is intended for the rapid, qualitative detection of IgG, IgA
and IgM antibodies to immune deficiency virus HIV-1 and HIV-2 in
human whole blood, serum or plasma as an aid in the early diagnosis of
AIDS

Testing of commercial panels containing specimens with HIV-1 subtype O
antibodies gave positive results, demonstrating that this subtype can be
detected with this test.

Results for HIV-1 and HIV-2 antibodies are displayed in separate lines on
the test However, HEXAGON HIV is not intended for differentiation
between HIV-1 and HIV-2 infection.

Principle
HEXAGON HIV is a 3rd generation rapid immunochromatographic test.

The test employs recombinant antigens representing immunodominant
regions of the envelope proteins of HIV-1 and HIV-2. Capture antigens
gp41 and p24 of HIV-1 are fixed on the test line 1, capture antigen gp36
for HIV-2 is fixed on the test line 2 area on the membrane. The same
antigens are linked to a dye and are located in the conjugate pad on the
strip. A small region of the membrane is prepared with anti-HIV
antibodies to form the control line C.

As the sample flows through the absorbent pad, anti-HIV-1 or anti-HIV-2
antibodies, specific to the recombinant antigens, bind to the antigen-dye
conjugates to form immune complexes. These bind to the respective
capture antigens in the test lines 1 and 2 respectively and produce red-
violet lines. Excess conjugate reacts in the control line € to demonstrate
the correct function of the reagents.

Contents

57002P 57004P
40 100
1x7ml 2x7ml
40 100
Test devices

Single-use, individually sealed in pouches conjugate of
recombinant antigens and gold: HIV-1 gp4l, p24, HIV-2 gp36
antigen — gold colloid (s1.2pg), Test line 1: Recombinant HIV -1
antigen (gp41, p24) (<0.75ug) Test line 2: Recombinant HIV -2
antigen (gp36) (<0.6pg) Control line : Goat anti-HIV serum

(<0.9ug)

DIL] Diluent
Tris-buffer 50 mmol/I
Sodium azide 0.02 % w/v

Disposable pipettes
for whale blood - approx. 20 pl at black mark

Additional material recommended but not supplied with the kit
Sterile lancettes

Safety Notes

All patient specimens should be handled as potentially infectious. Wear
protective clothing and disposable gloves according to good laboratory
practices.

All materials contaminated with patient specimens or controls should be
inactivated by validated procedures (autoclave or chemical treatment)
and disposed in accordance with applicable local regulations. Do not use
the test kit if the pouch is damaged or the seal is broken.

Storage and Stability

When stored at 2..30°C the test is stable until expiry date. Please open
the pouch just before use, after it has reached room temperature. The
TEST] is sensitive to humidity and heat.

Specimen
Whole blood, serum or plasma samples (anticoagulated with heparin
EDTA, or citrate) may be used.

Using fingertip whole blood collect 20 pl (black mark) with the fl
provided with the kit. Apply immediately directly on the sample well {8}/

the [TEST]. Touch the sample pad with the capillary or squeeze it to drop
the sample. The sample should be completely absorbed. Whole blood
samples can be applied immediately or stored for up to 3 days at 2..8°C.
Do not use haemolysed, lipaemic or icteric samples and rheumatoid
factor (RF) positive samples.

Note! Whole blood stored for longer periods or kept frozen may be
strongly haemolytic and cannot be used.

Serum or plasma samples (10 pl) should be applied with standard
laboratory pipettes. Samples may be stored for 3 days at 2..8°C. For
longer storage, samples should be kept frozen and thawed only once.

Specimens containing particulate matter yield inconsistent results and
should be clarified before use.

Procedure

1. Allow specimen, and to reach room temperature (15..25°C)
prior to testing.

2. Remove the [TEST] from its pouch and place it on a flat, dry surface.

3. Label the for patient identification.

4. Dispense 20 pl of whale blood or 10 pl of serum or plasma into the
sample well (S) at the lower end of the device by holding the provided
[PIP] or another pipette vertically on the sample well (S).

5. Add 4 drops (approx. 120 pl) of to the sample well (5).

6. Read the test result at 10-20 minutes. Strong reactive samples will
show a test line within a few minutes. Weakly reactive samples may
require a longer incubation time up to a maximum of 20 minutes.
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However, the test must not be read later than 20 minutes!

Interpretation of Results

Negative (Fig. 1)

Only one coloured control line (C) appears in the upper part of the
rectangular result window showing that the test has been carried out
correctly and the reagents worked.

Positive (Fig. 2,3 and 4)

One or two additional colour lines next to the C line indicate a positive
result for HIV-1 (test line 1) and/or HIV-2 (test line 2) respectively. Due to
a significant cross-reactivity, anti-HIV-1 antibodies may react with HIV-2
antigens and vice versa and both test lines may occasionally be positive,
even though only one virus type is present in the specimen.

Even a weak test line indicates a positive result. Different intensities bet-
ween test and control lines may occur but are irrelevant for the
interpretation of the results.

Invalid (Fig. 5)
If no control line appears, even if a test line is visible, the test has to be re-
peated with a fresh [TEST].

Performance Characteristics

Sensitivity and Specificity

HEXAGON HIV has been tested with 1552 HIV negative samples obtained
from random healthy individuals, hospitalized patients, pregnant women
and blood donors.

A total of 530 HIV-1 and 170 HIV-2 positive samples have been tested,
including clinical samples and all available HIV-1 subtypes A, B, C, D, E, F,
G,H,J 0.

Sensitivity: 100.0%; Specificity: 99. 9%.

HEXAGON HIV has been compared with a state of the art CE-marked
rapid test using 30 seroconversion panels and found to have comparable
sensitivity.

Typical performance data can be found in the Verification Report,
accessible via:

www.human.de/data/gb/vr/1i-hivp.pdf or
www.human-de.com/data/gb/vr/1i-hivp.pdf

If the performance data are not accessible via internet, they can be
obtai_ne%lﬁr e:pf charge from your local distributor.

hterpretation of results must be followed closely
dehce of HIV antibodies.

d whole blood or blood which has not been
& fafstructions, results may be misinterpreted as



positive (lighter test lines on a dark red background). To avoid such mis-
interpretations use fresh, non-haemolysed whole blood samples only.

The test is designed to be used with undiluted specimens only.
Immunosuppressed or immunocompromised patients may not produce

antibodies to HIV. Testing with any kit designed to detect antibodies may
not be a reliable method to investigate such individuals.

AIDS and ARC (AIDS related complex) are clinical syndromes. Their
diagnosis can only be established clinically. HEXAGON HIV test results
alone cannot be used to diagnose AIDS. Initially reactive results should be
confirmed by an independent method (e.g. Western Blot). A negative
result does not preclude the possibility of exposure to or infection with
HIV.
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