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AIDS (Acquired D Y ) Is an Infectious dis with world wide
prevalence and a very high fatality rate"’. The causative agent Igs:m:e(rovlrus. Human
immunodeficiency Virus (HIV)®. Although the virus is via blood and blood product:

with presently available methods to detect the virus routinely In blood/body
provides 0
products priof

it is not possible
fluids. Detection of antibody to HIV in Whole Blood*, Serum or Plasma, however,
evidence of the exposure to the virus and can be used to screen blood and blood
{o transfusion, s s to avoid of the Infecting agent. Currently avallable
test methods use the viral proteins or some of their constituent peptides as antigens, Thg
specific peptides used in this test are not prepared from the virus itsell bt produce
tech FORE, 100% NON:

g S

10, Alloy
; m":"’" reagent and sample to fall freely from the dropper tip / dropping bottle by

them at 90° over the microwells.

not use the expired kit.

not use a test, If packaging Is broken.
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* Take care that marking of samples Is done on front side of the Comb. The

desiccant pad on back side of Comb.

SETTING UP THE TEST

; Solution: Dilute (Reagent 1) the concentrated Washing Buffer (5x) to 1:5 with
distilled water or Reagent Grade Water (Arkray Product Code 23RR668-85 or equivalent) by
adding 2 mL of concentrated Washing Buffer (5x) to 8 mL distiled water, taking care to avoid

1

y lly or by gy. These antigens are, THERE! . 10aming Filthe wash reservolr with W Soition
INFECTIOUS and yet highly specific™. Combalds® - RS Advantage-ST - HIV 1+2 immunodo! o r with Washing 3
e s an in vitro, visually read, Dot immunoassay intended for the qualltative detection %1 Note: 10 mL working Washing Solution should not be used for washing more than 2
1gG/IgMantibodies tothe HIV type 1 and/or 2in human whole blood*, serum of plasma. 7
ASSAY PROCEDURE
PRINCIPLE Aﬁmmwmuuwmuwwmwmnms'cw
Dot y employs the same principle as Enzyme Assay (EIA) wheredy the 366G before starting the test. Clearly mark all samples (o be ested and racord their identity
ised anuger body plex Is visualised by means of colout producind o soré starting the test.
(chromogenic) reaction. In EIA the colour is developed by a coupled reaction between enzyme. " \ark the sample numbefs on the microtest wells and add two drops (0.1 mL) of Sample
betrale and Giwaimog in Combalds® - RS A ST - HIV 1+2 immunodot Dlluem(Roagema)toemmlcmostwellmatwillbeusedlovsampiotoroomob.
test kit the coloured end-point is pod by a Colloidal Gold - Protein-A Signal Reagent”: - Add two drops (0.1 mL) of sample with the help of disposable plastic dropper / control to
Each tooth of the Comb s spotted with & ciroular spot, one near the tip with an opimaly “" gach of the above wells containing Sample Diluert. M sample with diluent by repeated
rmgiate i i i ok foramines a;e;;(ch pirating and exp iring with iaposable piastic ropper tip. Record the position
N spot, a little above the first spotis with he nd identity of samples or controls as they are added.
spat). When with a speci ining HIV 1 and/ or 2 antibodies, these antibodies 3 gpen ziplod(baaandhksommqmmnumber of blister pack. Peel off the blister pack
P‘"dd"'ﬂ'vﬁomHlv.mnspmntlnmﬁwum'mmetomnoiuwcanb.m - andcaMulIymnwomeComb(Moms)byhdd‘"ﬂ“'msu"“”hmmmm‘
is directly visualised after with the Colloidal Gold - Protein-ASignal pad.&mﬂnmmmmerpadmlnﬁghﬂy sealed zip lock bag. Mark the sample
Seagure. A\ postivelime it e d by the p ofpink coloured spot/dotin the “Test  PorL S0 L TiCLiCihe Comb and piace tinto rows of corresponding. microtest
area’ near the i of the tooth of the Comb where antigens are spofted. B nCotp SR  wols. tically with
visualised separately in the upper part of the tooth (*Control area"), re Control Reagent into the first diluted samples by holding the Comb ve
been spotted, serving as the procedural control. A pink coloured spot / dot will always appear at 4. m:mmﬁsamxumwmn&u;dmmﬂmn[GGHWW“‘
m:‘c:amrolnm'dudngmmmerwwmdmwwadmpmmemw s Combbackand forth2-3 aw\ebeginning.almlddla (5‘minute).andaﬂhe°ndd
;he e a0y e o p o1 ot iiVjpecitic antbaciee in incubation in the well]. Incubate exactly for 10 minutes at room temperature (+15°Cto |
it 7 . +30°C).
SAMPLE 5 inthe lwmme, dispense 4 drops (0.2 mL) of Signal Reagent (Reagent 2) into each of
Whole Blood®, Serum or Plasma can be used. For short term storage, specimens can be another set of unused microtest wells.
stored at +2 °C to +8 °C. However, they should be stored frozen (-20 °C or lower) foralong 3 Remove the Comb from the sample containing wells and blot the tips of the teeth on
storage. Grossly dand d samples should not be used. absorbent material. DO NOT BLOT THE FRONT SURFACE OF THE COMB. Hold the
comuvsmﬂuymupommmmkmmmmwmwmmmwm

« Whole blood should always be used freshly collected in EDTA / Heparin / citrate |
anticoagulant. The intensity of the control dot is better visualised with fresh samples
than stored / frozen sampm,hwmrltdounotnﬂmnnpodommmd )
interpretation of the assay.

Sol\montofatotalofwnﬁm.wmeﬂpsd the arms again.

Place the Comb into well containing Signal Reagent (Reagent 2). [Gently rock the Comb
back and forth 2-3 times at the beginning, at middle (5" minute), and at the end of
i ion in the well]. Incubate exactly for 10 minutes at room temperature (+15°Cto

REAGENTS / ACCESSORIES (Supplied in the
: Washing Buffer (5x) 3

: Signal Reagent.

: Sample Diluent

: Negative Control

: Positive Control

: Antigen & Control Reagent Coated Combs

ACCESSORIES
Wash Reservoir

Kit)

Rubber Teats ¢
Reference Colour Index for SPIA [Solid Phase Immunosorbent Assay]

ACCESSORIES REQUIRED BUT NOT PROVIDED IN THE KIT
1. Timer

Dust Cover

Absorbent Pad or Paper Towels
Bleach (5% Sodil jum Hyp
ethanol or 0.5% Wescodyne

Disposable Gloves

6. Measuring Cylinder - 100 mL

7. Micropipettes (100 pL) and Pipette tips
REAGENT STORAGE AND STABILITY
All kit components are
+2 °C to +8°C. Before opening, the pouch
temperature (+15 °C to +30 “C). Combs are higl
Washing Bufferis stable for one week Itstorod at+2°Cto+8°C.
WARNING
Since no method can
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4 disinfectantsinclude 70%

5.

ining the Comb should be brought to room

stable until the expiry date shown on the label when stored between

hly sensitive to moisture. Once diluted, the |

+30°C). & A i iobiae
; side down. Do not

 the P
, Comb on a clean surface, desiccant pad
SPIA to compare and interpret the results.

blot or wipe the

the results.

fmshapodmnﬁl

for analysis should be red potentially infectious and handled with care. y y

Serum used in Positive Control and Negative Control of Combaids - RS Advantage-ST - HIV | gy }

142 immunodot test kit has been inactivated by heating at 60 °C for 1 hour to render it 100% _ Intensity of the colour developed on *Test area
i b it 8 i

non-infectious.

PRECAUTIONS (Safety Instructions)
1. Thekitshould be used for in vitrodiagnostic use only. ¢
2. Remnants of samples, controls, buffer, aspirated reagents and
collected inabottle / bag which should be finally autoclaved for
psi or reatedwith sodium/ calcium hypochlorite solution for 30
3 the assay and wash hands thoroughly after
4. by mouth.
5. Jaboratory area.
6 g s
7 contamination of reagents.
8 Combs and reagents from kit mbers.
9 microtest wells which have not be

Use only
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the infection.
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PRODUCT PERFORMANCE & 5. handlerd. otal. (2000) The place of goldin
5 " Meda N. etal. (1999) Serological diagnosis of human
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results visually, after the Comb has dried. Two pink coloured i
one at “Control area” and another at “Test area” is a t :

indication of HIV 1 and/ or 2 antibodies in the

oA

inthe well]. g
1. Incubate for 10 minutes at room temperature (+15 °C
12. Wash the Combs as explained in step 9. :
13. Ammmmw-drymmﬂneolout

ﬁpdmummmw“mlum ont
14. Use the Reference colour index for SPIA to re the  rest it
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by United States Agency for'lmmaﬁoml Development (USAID)
mmaﬂmalbwewmwmw(ﬂbﬂ).

PRESENTATION
Reagents

Reagent 1 : Washing Buffer (5x)

Reagent 2 : Signal Reagent

Reagent 3 : Sample Diluent

Reagent 4 : Negative Control

Reagent 5 : Positive Control

Reagent 6 : Antigen & Control Reagent
Coated Combs

Accessories
Wash Reservoir
Microwell Strips in frame : 12 X1
Disposable Plastic Dropper % :
Rubber Teat f ' ! i £ ’ |
Reference Colour Index for SPIA 3 ‘ ;
3 : &
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One Step Rapid Test for detection of anti-HIV in Hum

MERISCREEN HIV 1-2 WB

Product code Pack Size

RPTHIV-02 0T
INTENDED USE:
MERISCREEN HIV 1-2 WB

specific to HIV-1 and HIV-2 in hum
mswfwmw}@mmtm. )

INTRODUCTION: 3
Acquired Immunodeficiency Syndrome (AIDS) is caused by two Ype

Human Immunodeficiency Virus, HIV-1 and HIV-2, Trans
infection is mainly by exposure to certain infected fluids e.g.
and blood products, genital secretions etc. and by spla
Infection by HIV-1 has been reported worldwide;
reported as occurring mainly in West Africa and some Euro 7
Both these viruses show substantial antigenic cross reactivity in
proteins, but the envelope glycoproteins

Detection of antibodies against
detection of antibodies against

which is pre-coated with HIV:
(gp36) on test region ‘1’ and
antigen (gp41, gp120 2

in the test region ‘1’ and
sample flows through the
antigen gold conjugate co
moves further on the
antigens are coated and
test region(s). Absence of
The control band is used fi
if the test procedure is perfo
has nothing to do with inf

REAGENTS AND MATERIALS P




Rapid Test for Differential Detection of Antibodies to HIV-1 & HIV-2 in Human Serum/Plasma.

TREDRO™HIV 1-2 Ab

Product Code: Pack Size:
HVDRPT -01 20T
INTENDED USE:

i -2 Ab s a Single use ra ldlesl.ﬂowlhmughln~v||mqunlllnllvo
TREORG Y A ation o lo o HIV-1 and HIV-2 In human

tion of antibodies t

;zﬁri’v;?;s::: sg;:z:e:s, The test is intended for used by trained penor;:::)l(;ly‘
Medical facility and Clinical Jaboratory as a screening test for HIV an
detection.
O (AIDS) is caused by two types of Human
Immunodeciency Virus, HIV- Y and HIV-2. Transmission of infection Is mainly by
exposure to certain infected body fluids e.g., blood and blood products, genital
secretions etc. and by transplacental route. Infection by HIV-1 has been reported
worldwide; HIV-2 infection has been reported as occurring mainly in West Africa
and some European countries. Both these viruses show substantial antigenic
cross reactivity in their core proteins, but the envelope glycoproteins are least
cross reactive

HIV Test kits are classified in terms of Generations by WHO as:
1) 1 Generation Assays: Using Viral Lysate Antigens

2) 2 Generation Assays: Using inantor Sy p

3)3" Generation Assays: Detects IgM \lgG and IgAantibodies together
4) 4" Generation Assays: Detects p24 Antigen and Antibodies t0 HIV together.
TREDRO™ HIV 1-2 Ab is designed to detect the antibodies to eméelopr;
glycoprotiens of HIV-1 and HIV-2 by using unique combination of synthetic ai
recombinanat antigens in the same test device differentially. Consegléenw
potential infectious samples of serum and plasma samples can be identified.
PRINCIPLE: ) 1
The TREDRO™ HIV 1-2 Ab is a HIV rapid screening test kit qonlainmg a

i i ib which ted inant antigens as the

tides

et camples pass through the membrane, HIV antibodies if present in the

sample md:p.\:th antigens coated on the membrane at their respedlve

regions. Protein A gold conjugate binds with the Fc regions of the antibodies
d inkish red d dot. (Fig. 12 & 1b).
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(Fig. 1b)

(Fig. 12)
REAGENTS AND MATERIALS PROVIDED:

Meril

Diagnostics

[#¥) For in vitro diagnostic use
Read this pack Insert thoroughly before use

ltor:g: AND STABILITY:
aled pouches In the test kit to be stored betwee )
m “swv life a8 Indicated on the pouch, DO NOT Fm’:ez“ez.'6 !
ol glm.’:tls?ﬂmam :Iou;rd NOT PROVIDED:

, Syringes, collection tubes, Bio-h container, Absorbent
collon ball o+ bloog colechion.0.19% Hypocnirite, :

PRECAUTIONS:
- AR Derore e - emeee) el (SIS
3. Do notuse the kit contents beyond the expiry date.

Do not touch the nitrocellulose part of the device. Fi int or scratch
nitrocellulose membrane may give erroneous muh:fm i & g

Do not use haemolysed or turbid or hazy fortesting.

Use sufficient volume of sample for testing and add entire 40yl or one drop
of the patient sample at once on the reaction membrane.

10. mwmwwanammmm.wwumm

5.  TestDevices and reagents of different lot must not be mixed and used.

6. Perform the test by using kit's reagents. Performing the test with any

: ?Tw: may give erroneous results. '
NG, e assay p and storage . D -

A lead to erroneous results. by WCAU”ON

9.

test.
11. Do not reuse the test devices or sample d
m"‘d"’ > mple dropper from the procedure as it

12. d ski

13, Wear protective clothing such as coats and
and eye protection when specimens myed’ re-using gloves
use of washed gloves. o it el

14. mmpﬂl)aMMMsunnbmumm

15, Follow standard Lab p and g for and

posal of p infectiy of used

mmﬁab,pmmmmumhumwm
container. Materials should be autoclaved at 121°C for 30 minutes or
dippedin 10 % hyp for ri

16. Cleanupspills gl i P

g an approp
17. Sodium Azide is present at 0.1 % in all assay reagents, which can react
with lead and copper plumbing to form highly explosive meta azides. If
needodtobedlscardsdintnadrain.ﬂushalarge
azide build- up.
SPECIMEN COLLECTION AND PREPARATION:
Consider any‘rmtsrials of human origin as infectious and handle them

9 yP

PLASMA:
1. Collect blood specimen into tion tube ing EDTA, Citrate or
Heparin. B
I tion, 1500 RPM for 10 Minutes.

2. P thep by
3¢ c:eﬁmmmumlmmmm.
1. Collect the blood sp

into a collection tube no
anticoagulants.
2. Allowthe blood to clot.
3. parate th Y 1500 RPM for 10 minutes.
4. Carefully withdraw the serum !m-_mm-hbdlodm.hdh
pi i at2-8°Cupto3dayscanbeused o

for testing. wmmm should be frozen at -20°C for
B T T b e
TEST PROCEDURE: y
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