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CAPILLUS HIV-1/HIV-2 (RAPID TEST KIT)

MANUFACTURER

PACKAGING INFORMATION

SHELF LIFE AND DISPOSAL

Trinity Biotech plc (Headquarters)
IDA Business Park

Bray, Co.Wicklow, Ireland

Tel: +353 1-276-9800

Fax: +353 1-276-9888
www.trinitybiotech.com

(U.S. Of ce)

P.O.Box 1059

Jamestown, NY 04702-1059
Tel: +1 716-483-3851

Fax: +1 716-488-1990

KIT CONTENTS

100 tests per kit

Up to 200 kits per shipping carton
(20,000 tests).

TEST KIT PACKAGE

Dimensions:; 9 x 14 x 24 cm
Volume: 3,024 cm
Weight: 490 g.

SHIPPING CARTON

Shelf life: 20 months

Dispose of all specimens, used devices,
and pipettes as though they could
transmit infection (biohazardous
waste).

QUALITY CONTROL

latex reagent (2 x 6.3 mL)
positive control (0.4 mL)
negative control (0.4 mL)
100 plastic slides

100 disposable pipette tips
1 pipette

1 Interpretation station

1 package insert.

PERCENT ACCURACY

Sensitivity: 95.7 100%
Speci city:99.3 100%

TYPES OF SAMPLES

Serum, plasma, or whole blood

RUNTIME OF TEST

7 minutes

Size of carton is tailored to the number
of kits ordered. Maximum carton size
(Eurocarton) holds 200 kits.

Dimensions: 120 x 80 x 80 cm
Volume: 768,000 cm
Weight: 135 Kkg.

STORAGE CONDITIONS

The positive and negative controls
should be run at least once per test
day.

INDICATORS OF POTENTIAL
QUALITY PROBLEMS

Storeat 2 8 C.

Can withstand short periods (up to 4
weeks) at up to 25 C.

Store away from extreme heat.

Do not store for prolonged periods
or close to hot radiator, motor, or
other source of heat.

Do not freeze the test kits or re-
agents.

Expiration date is based on ideal stor-
age conditions.

DO NOT use any component after
expiry date.

physical damage to shipping carton,
inner box, or test kits

presence of foreign matter inside unit
package

incorrect, missing, or illegible labeling
(especially product, brand, or manufac-
turers name; lot and batch numbers;
and expiration and/or manufacture
date)

missing contents
leakage or stains
improper storage conditions.

MATERIALS REQUIRED
BUT NOT PROVIDED

disposable gloves
biohazard discard bags
blood collection devices.

ESTIMATED PRICE

Cost is approximately U.S5.$1.40 2.79
per test.

Price varies depending on the quantity
being procured.
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DETERMINE HIV 1/2 (RAPID TEST KIT)

MANUFACTURER

TEST KIT PACKAGE

QUALITY CONTROL

Abbott Japan Co., Ltd.
Diagnostics Division

Roppongi First Building, 4th Floor
9 9,Roppongi 1 Chome
Minato-ku, Tokyo 106-8535

Japan

Tel: 81 3 3589 9441

Fax: 81 3 3589 9591
www.abbott.com

KIT CONTENTS

Dimensions: 27 x 16 x 1 cm
Volume: 432 cm
Weight: 500 g

SHIPPING CARTON

10 tests per card

10 cards

Whole blood assay requires 1 addi-
tional bottle of chase buffer (2.5 ml)

PERCENT ACCURACY

No standard shipping carton. Quantity
is tailored to customer s needs.

Volume: 432 cm x number of kits
Weight: 500 g x number of kits

STORAGE CONDITIONS

Sensitivity: 100%
Speci city: 99.75%

TYPES OF SAMPLES

Serum, plasma, or whole blood

RUNTIME OF TEST

15 minutes

PACKAGING INFORMATION

100 tests per kit

Kits of 20 tests are available in some
countries.

Storage temperature:2 30 C
Store away from extreme heat.

Do not store for prolonged periods
or close to hot radiator, motor, or
other source of heat.

Do not freeze the test kits or re-
agents.

Expiration date is based on ideal stor-
age conditions.

Kit components are stable until expi-
ration date.

DO NOT use any component after
expiry date.

SHELF LIFE AND DISPOSAL

Shelf life: 18 months

Disposal methods:
— Autoclave @121 C for 60 minutes
— Incinerate

Dispose of all specimens, used devices,
and pipettes as though they could
transmit infection (biohazardous
waste).

A procedural control is incorporated
in the device. If the control bar does
not turn red by assay completion, the
test result is invalid, and the sample
should be retested.

INDICATORS OF POTENTIAL
QUALITY PROBLEMS

Physical damage to shipping carton,
inner box, or test kits

Presence of foreign matter inside unit
package

Incorrect, missing, or illegible label-
ing (especially product, brand, or
manufacturer s name; lot and batch
numbers; and expiration and/or manu-
facture date)

Missing contents
Leakage or stains
Improper storage conditions

MATERIALS REQUIRED BUT
NOT PROVIDED

Serum/plasma and whole blood
(venipuncture preferred) assay
— Pipette

— Pipette tips

Whole blood ( ngerstick) assay
— Lancets
— EDTA capillary tubes

ESTIMATED PRICE

Approximately U.S.$1.00 1.30
per test

Price varies depending on the quantity
being procured.
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DOUBLECHECK HIV 1&2

(RAPID TEST KIT)

MANUFACTURER

PACKAGING INFORMATION

QUALITY CONTROL

Orgenics Ltd.

North Industrial Zone
P.O.Box 360

70650 Yavne, Israel
Tel: 972-8-9429201
Fax: 972-8-9438758
WWw.orgenics.com

KIT CONTENTS

40 tests per kit
18 kits per carton (720 tests)

TEST KIT PACKAGE

40 test devices

42 disposable pipettes

42 microtubes

1 bottle specimen diluent (5 mL)

1 bottle biotinylated HIV antigens
(15 mL)

1 bottle conjugate (5 mL)

1 bottle chromogenic substrate
(50 mL)

1 bottle DoubleCheck Enhancer (5
mL)

1 bottle stop solution (50 mL)
1 vial positive control (1.5 mL)
1 vial negative control (1.5 mL)

PERCENT ACCURACY

Dimensions:; 26 x 19 x 14 cm
Volume: 6,916 cm
Weight: 1.035 kg

SHIPPING CARTON

Dimensions: 59 x 45 x 54 cm
Volume: 143,370 cm
Weight: Approximately 18.6 kg

STORAGE CONDITIONS

Sensitivity: 100%
Speci city: 99.3%

TYPES OF SAMPLES

Storage temperature is4 8 C.
Do not freeze test kits or reagents.
Store away from extreme heat.

Do not store for prolonged periods
or close to hot radiator, motor, or
other source of heat.

Expiration date is based on ideal
storage conditions.

Kit components are stable until expi-
ration date.

DO NOT use any component after
expiry date.

SHELF LIFE AND DISPOSAL

Serum and plasma

RUNTIME OF TEST

12 minutes

Shelf life is 15 months.

Dispose of in a biohazardous waste
container.

Dispose of all specimens, used devices,
and pipettes as though they could
transmit infection (biohazardous waste).

Each test result is validated by an
internal control.

INDICATORS OF POTENTIAL
QUALITY PROBLEMS

physical damage to shipping carton,
inner box, or test kits

presence of foreign matter inside unit
package

incorrect, missing, or illegible label-

ing (especially product, brand, or
manufacturer s name; lot and batch
numbers; and expiration and/or manu-
facture date)

missing contents
leakage or stains
improper storage conditions.

MATERIALS REQUIRED BUT
NOT PROVIDED

biohazard waste containers
timer or stopwatch

disposable gloves.

ESTIMATED PRICE

Cost is approx. U.S.$1.20 per test.

Price varies depending on the quantity
being procured.
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ENZYGNOST" ANTI-HIV 1/2 PLUS
(ELISATEST KIT)

MANUFACTURER

TYPES OF SAMPLES

Dade Behring Inc.

1717 Deer eld Rd.

Deer eld, lllinois 60015 USA
Tel: +1-847-267-5300

Fax: +1-847-267-1066
www.dadebehring.com

KIT CONTENTS

Serum and plasma (must separate
from whole blood)

RUNTIME OF TEST

30 minutes

PACKAGING INFORMATION

The 192 test kit contains 2 plates of
96 tests.

The 960 test kit contains 10 plates of
96 tests.

Kits of 960 tests contain:
Test plates

HIV Ag/POD conjugate
Sample buffer

Control serum, positive
Control serum, negative
Washing solution
Buffer substrate
Chromogen

Stopping solution
Adhesive foils
Polyethylene bag

Enzygnost TMB reagent supplies are not
included with the 192 test kit, and need
to be ordered separately. The reagent
kit includes washing solution, buf-
fer/substrate, chromogen, and stopping
solution. One reagent kit is suf cient for
4 kits of 192 tests.

PERCENT ACCURACY

Sensitivity: 99.6 100%
Speci city:98.7 100%

Kits of 192 or 960 tests
25 kits per carton

TEST KIT PACKAGE

Dispose of all specimens, used devices,
and pipettes as though they could
transmit infection (biohazardous
waste).

QUALITY CONTROL

6 per test run

INDICATORS OF POTENTIAL
QUALITY PROBLEMS

Dimensions: 18 x 17.5 x 11.5 cm
(192 tests)

Volume: 3,622.5 cm (192 tests);
18,112.5 cm (960 tests)

STORAGE CONDITIONS

Storage temperature:2 8 C

Do not store for prolonged periods
or close to hot radiator, motor, or
other source of heat.

Expiration date is based on ideal stor-
age conditions.

Kit components are stable until expi-
ration date.

DO NOT use any component after
expiry date.

SHELF LIFE AND DISPOSAL

Physical damage to shipping carton,
inner box, or test kits

Presence of foreign matter inside unit
package

Incorrect, missing, or illegible label-
ing (especially product, brand, or
manufacturer s name; lot and batch
numbers; and expiration and/or manu-
facture date)

Missing contents
Leakage or stains
Improper storage conditions

MATERIALS REQUIRED BUT
NOT PROVIDED

Piston-type pipettes (25, 100, and
1,000 L)

ESTIMATED PRICE

Shelf life: 12 months

Disposal methods;
— Autoclave @ 121 C for 60 minutes
— Incinerate

Approximately U.S.$0.75 0.99
per test

Price varies depending on the quantity
being procured.
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