-'_; inverness medical

Inverness Medical Innovations Hong Kong Limited
#17th Floor, Building B, Modern International Plaza,

159 Tianmu Shan Road, Hangzhou 310007, P.R.China
Please visit our website for details: www.imihongkong.com
E-mail: IMIHK.info@invmed.com

DN: IMIHK-Product Brochure-004

Authorized Distributor

ABEN

PRODUCT CATALOGUE

Inverness Medical Innovations Hong Kong Limited




I

g

01-14

Infectious
Diseases

15-21

Drugs of Abuse

22-26 '27-34

Cardiovascular Women's Health

35-38

Oncology

I.!

ABOUT US

ABON is a leading global brand of lateral flow rapid tests, which are
marketed throughout Asia, Africa, the Middle-East, Latin America and the
former CIS countries. We believe that each individual has a right to the best
health care. ABON stands for high quality products at affordable prices plus
an unmatched customer service.

Our manufacturing and research facility complies to the latest quality
systems, employs state of the art manufacturing processes and cutting edge
technology which is recognized by our accreditation with the major global
regulatory authorities such as the US FDA, the Japanese GMP and the
Brazilian ANVISA.

Maintaining our legacy and unenviable trusted reputation is paramount thus
we are committed to provide our business partners with unparalleled
opportunities for growth and to earn significant market share. At our heart is
the constant endeavor to deliver cost-effective IVD solutions and the highest
quality products.
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ABON™ Infectious Disease Rapi

BLOOD BORNE PATHOGEN:
HIV «
HBYV <«
HCV <

SYPHILIS «

MALARIA «

TB <

OTHER ID:
H.PYLORI «

STREP A «
INFLUENZA A&B «
ROTA&ADENO «
MONONUCLEOSIS «

HIV Rapid Tests

HIV (Human immunodeficiency virus) is a lentivirus
that causes acquired immunodeficiency syndorme
(AIDS). Infection with HIV occurs by the transfer of
blood, semen, vaginal fluid, or pre-gjaculate. It may
also be transmitted from mother to fetus during
pregnancy or delivery breast milk.

Materials Provided

* ABON™HIV Rapid Test Strip/Device

* Droppers

= Buffer (for whole blood only)

» Lancet and alcohol swab (for single use only)

Ce

General Information

ABON™HIV 1/2/0 Tri Line Rapid Test is a rapid chromatographic
immunoassay for the qualitative detection of antibodies specific to
HIV-1 including subtype O and HIV-2 simultaneously, in human
serum, plasma or whole blood.

ABON™ HIV 1/2 Rapid Test is a rapid chromatographic
immunoassay for the qualitative detection of antibodies specific to
HIV-1 and HIV-2 simultaneously, in human serum, plasma or
whole blood.

* No need additional equipment

* Room temperature storage

* HIV 1/2/O Tri-Line Rapid Test — CE marked
» Specimen:Whole Blood/Serum/Plasma
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Test Procedure and Interpretation

IHI-401

91 drog (2540) of sarum Plisms oo
arspuncturs Whots Blood

IHI-T402
1 Drop [2541) of Serum or plasma 2 drops (5041} of Venipuncture
Whole Blood
1 Drop (404l) of Buffer 2 Drops (B0pl) of Buffer

S0yl of Fingerstick 2 drops [S0u1) of Fingerstick
Whale Bload Whale Bload

2 Drops (BOpI) of Buffer @ 2 Drops (BOpl) of Buffer
=

IHI-402

| IO 1//N—-

i
=R I=HE:I=H

[ 40

For Serum, Plasma
or Venipuncture Whole Blood For Fingerstick Whole Blood  For Fingerstick Whole Blood

HIV

» 01»:8:8:9:0:0
D, Positive Negative Invalid
+

b
&' Negative
BRG G

Ordering information v CEMarked C€

HIV Tri Line Rapid Test WBISIP Device 1HI-T402H | 10(Single use)
HIV Tri Line Rapid Test WBIS/IP Device | IHI-T402/ l 40

HIV 1/2 Rapid Test WBIS/P Strip | 1HI-401 50

HIV 1/2 Rapid Test WBIS/P Device | IHI-402 40
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Hepatitis B Virus Antibody Tests

Chronic hepatitis B is a serious, debilitating illness that can cause
cirrhosis of the liver, liver cancer and death. Chronic hepatitis B is
the main cause of liver cancer and the tenth leading cause of
death worldwide, with 400,000,000 people infected with the virus.
Every year, one million people worldwide are expected to die from
this infection.

General Information

ABON™ Hepatitis B Virus Rapid Tests are intended for professional
use as an aid in the diagnosis of hepatitis B.

* High sensitive and specific rapid tests for HBsAg, HBsAb, HBcAb,
HBeAb, HBeAg

* No need additional equipment

“ Room temperature storage

“ Specimen: Serum/Plasma/Whole Blood

Serum,
Plasma

Serum, Plasma Serum, Serum, Serum,
or whole blood| Plasma | Plasma | Plasma

"Sensitivity | >99.0% | >99.0% | 98.2% | 945% | 96.3% |
Speciﬁcﬂyl >99.0% 98.7% l 98.2% 1 97.3% l 96.8%

Specimen

Materials Provided

* ABON™ Hepatitis B Virus Rapid Test Device/
Strip/Combo Device

* Droppers

* Buffer

© Test Card (for strip only)
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Test Procedure and Interpretation

Strip Test

Device Test

HBY Combo Test

Positive

Negative

» (B 0 4

3 Drops (75ul) of Serum

or plasma to each
specimen well

15 min.

» By

15 min.

Positive

Negative

HBsAg, HBsAb, HBeAg

EEERN

]

Positive

Positive

Negative

HBeAb,HBcAb

o

Negative

Invalid

c |
T T|

Invalid

He(J

Invalid

HiJ

Invalid

Ordering Information V. CEMarked C€

Hepatitis B Surface Antigen sSiP Strip IHBsg-301 1 ng/mL 50 |
Hepatitis B Surface Antigen siP Device IHBsg-302 1 ngimL | 40
Hepatitis B Surface Antigen S/P Strip IHBsg-U301 0.5 ngimL 50
Hepatitis B Surface Antigen SIP Device IHBsg-U302 0.5 ng/mL I 40
Hepatitis B Surface Antigen S/P Strip IHBsg-U311 0.5 ng/mL 25
Hepatits B Surface Antigen WBISIP Strip IHBsg-401 1 ngimL. | 50
Hepatitis B Surface Antigen WBIS/P Device IHBsg-402+ 1 ngimL 40
Hepatitis B Surface Antibody sIP Strip IHBsb-301 womum. 50
Hepatitis B Surface Antibody SiP Device IHBsh-302 10 miU/mL 40
Hepatitis B Envelope Antigen SIP Device IHBeg-302 See Insert | 40
Hepatitis B Envelope Antibody siP Device IHBeb-302 See Insert 40
Hepatitis B Core Antibody SiP Device IHBch-302 See Insert I 40
Hepatitis B Virus Combo Test S/P Device IHB-355 See Insert 25
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Hepatitis C Virus Antibody Tests

The Hepatitis C Virus (HCV) is now known to be the major cause
of parenterally transmitted non-A, non-B hepatitis. Antibody to
HCV is found in over 80% of patients with well-documented non-
A, non-B hepatitis.

General Information

ABON™ Hepatitis C Virus Rapid Test is a rapid chromatographic

immunoassay for the qualitative detection of antibody to Hepatitis
C Virus.

Materials Provided

ABON™ Hepatitis C Virus Rapid Test Device/Strip
Droppers

Buffer

Test Card (for strip only)

Recombinant HCV core, NS3, NS4, NS5 Ag used as
capture materials

No need additional equipment

Room temperature storage

* Specimen: Serum/Plasma/\Whole Blood

Test Procedure and Interpretation

IHC-302 IHC-401 IHC-402
A8l of
mdw
2 drops (88l) of buffer 2 drops {80y} of butfer A
ump-mduh
N ©ie) (eig) (eig ]
|i.m|1il-|lmﬂllml ’;‘Tdmm
e u_.m.djnfuﬁr zim.u{.plpulm

[@s ] [5 )

Ordering information v CEMarked C€

Hepatitis C Virus Test Strip Strip IHC-301
Hepatitis C Virus Test Device | Device | siP 1HC-302+ 40
Hepatitis C Virus Rapid Test Strip Strip WB/S/P IHC-401 50
| Hepatitis C Virus Rapid Test Device | Device [ WBISIP IHC-402 40
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Syphilis Antibody Ultra Tests

Syphilis is a sexually transmitted infection caused by Treponema
pallidum (TP). The primary route of transmission is through sexual
contact however it may also be transmitted from mother to fetus
during pregnancy or at birth resulting in congenital syphilis.

General Information
ABON™ Ultra Syphilis Test is a rapid chromatographic immunoassay Mate rials Provided

for the qualitative detection of antibodies to Treponema Pallidum
(TP) to aid in the diagnosis of Syphilis. * ABON™ Syphilis Ultra Rapid Test Device/ Strip

3

avomd e

* Droppers
¢ Buffer (for whole blood only)
» Test Card (for strip only)

* One Step qualitative immunoassay
* No need additional equipment
* Room temperature storage

Performance Characteristics

ISY-U302 Spoccny 9 7% (ve TriA)  ISY-U401/U402/U411 ety 59, (s TPHA
ABON™ Result Positive Negative ABON™ Result Positive MNegative
Syphilis Ultra Paositive 200 1 201 Syphilis Positive 384 2 386
Test Device Negative 0 330 330 Ulra Test | egative 1 493 494
Total Results | Total Results
Test Procedure and Interpretatlon
ISY-U302 ISY-U401/U411 ISY-U402
mmmar g immee— () oo e
@ 1 drop (40) of butter
3 drops (75)) of Serum or Plasma [@' ié ] [@' ié ]
| Wholetioss  Wnacsiocs 800 of Fimgeraick 2 drops (50w of Fngerstck
i _L".."Si'_'f__‘ W&W'ﬂ“_ 1 deap i) of baur 1 arap (40ul) of butier
i | T N
—»U»a@ i e A '
Negative Invalid i{ T ©- ‘;D [@. iD
b g < ie E 5@ ‘E?
] = e @ Positive Negative Tavalid

Order information V' CEMarked C€

Syphilis Ultra Rapid Test WB/S/IP 1SY-U401+

Syphilis Ultra Rapid Test | Sirlp 18Y-U411 25 (Canister) |
Syphilis Ultra Rapid Test | WB/S/P Device 1SY-U402+ 40

Syphilis Ultra Rapid Test | SIP Device ISY-U302v 40 |

Malaria Ag Tests C€E

Malaria is an infective disease caused by protozoan parasites that
are transmitted through the bite of an infected Anopheles
mosquito; marked by paroxysms of chills and fever. It is
widespread in tropical and subtropical regions, including much of
Sub-Saharan Africa, Asia and the Americas. Compared to P.vivax,
P. falciparum is less widespread, but more likely to result in severe
complications and be fatal.

General Information

ABON™ Malaria Pf. Rapid Test (Whole Blood) is a rapid
chromatographic immunoassay for the qualitative detection of
circulating plasmodium falciparum (HRP-II, Histidine-rich protein II)
in whole blood.

» Suitable test for prevalence of P.falciparum
* Sensitivity: >99.0%  Specificity: >99.0%

ABON™ Plus Malaria P.f/Pan Rapid Test Device (Whole Blood) is
a rapid chromatographic immunoassay for the qualitative

detection of circulating antigens of P. falciparum (P.f.), P. vivax . .
(P.v.), P. ovale (P.0.), and P. malariae (P.m.) in whole blood in vitro. Materials Provided

¢ Differential diagnosis between Plasmodium falciparum and the » ABON™ Malaria Rapid Test
other plasmodium species (P.vivax, P.ovale, P.malariae) » Droppers
» Sensitivity: >99.9%  Specificity: >99.0% * Buffer
Test Procedure and Interpretation
IMA-401 IMA-402 IMA-T402

10yl of Whole Blood

3 drops {1204l)
of buffer

Fat e || B2/3 drops (120u1)
of buffer

Ordering information v CEMarked C€

ABON™ Malaria P.f. Rapid Test Whole Blood IMA-401
ABON™Malaria P.f. Rapid Test Whole Blood | Device IMA-402+ 40
ABON™Plus Malaria P f/Pan Rapid Test Whole Blood Device IMA-T402 25
ABON™ Plus Malaria pfipan Single Use Rapid Test Whole Blood | Device IMA-T402H 10
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TB Antibody Rapid Tests C€E

Tuberculosis (TB) is spread primarily via airborne transmission of
aerosolized droplets developed by coughing, sneezing and
talking. Areas of poor ventilation pose the greatest risk of
exposure to infection. TB is a major cause of morbidity and mortality A @ N
worldwide, resulting in the greatest number of deaths due to a single
infectious agent. The World Health Organization reports that more

than 8 milion new cases of active tuberculosis are diagnosed
annually. Almost 3 million deaths are attributed to TB as well. Timely p
diagnosis is crucial to TB control, as it provides early initiation of 'y @
therapy and limits further spread of infection. '

ARGy
S

Ty W

General Information

ABON™ TB Tuberculosis Rapid Test (Whole Blood/ Serum/

Plasma) is a rapid chromatographic immunoassay for the qualitative
aterials Provide

detection of anti-TB antibodies (Isotypes IgG, IgM and IgA) in whole als d d

blood, serum or plasma specimens. * ABON™ TB Rapid Test Device

* No need additional equipment * Buffer
“ Specimen: Whole Blood/Serum/Plasma ¢ Droppers

Test Procedure and Interpretation

3 drops (75ul) of 3 drops (75pl) of 3 drops (75ul) of
Serum/Plasma Venipuncture Fingerstick
Whole Blood Whole Blood

? $$ Positive
A /A

//@ ’ @ o e

1 drop (40pl) of Buffer E@’ g ¢ @ Invalid

Order information v CEMarked C€

TB Tuberculosis Rapid
Test Device WBIs/P Device ITB-402+/ 40
TB Tuberculosis Rapid
! Test Devi WBIS/P Device I ITB-402 25
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H.pylori Rapid Tests

H. pylori is a small, spiral-shaped bacterium that lives in the
surface of the stomach and duodenum. It is implicated in the
etiology of a variety of gastrointestinal diseases, including
duodenal and gastric ulcer, non-ulcer dyspepsia and active and
chronic gastritis.

General Information

ABON™ H.pylori Rapid Test is a rapid chromatographic
immunoassay for the qualitative detection of H. pylori antibodies in
serum, plasma or whole blood or H.pylori antigens in human feces
specimens to aid in the diagnosis of H. pylori infection.

* Non-invasive for H.pylori antigen test : No puncturing, no insertion
of tubes inside the body
® Test time: 10 minutes

Materials Provided

® ABON™ H. pylori Rapid Test
» Specimen collection tubes (for antigen test only)
« Droppers

¢ Buffer (for whole blood only)
* Test Card (for strip only)

Test Procedure and Interpretation

IHP-302 V IHP-602
o B i, *O»0880 00 4
= 1amin. Negative  Invalid 2 minstes — Umscrem amd
| e = Unpercar
IHP-401 Chleran
g skt +(® » = . e
Negative  Invalid
il 2 Dirwp (R} of Spuciuicn.
IHP-402 ‘b
:Mw'::m"mdbl_ﬁﬂfwlndl ani Fgg] Jald : f
Sl + ™« 38 4 80 5 00
7 "\". Vi RLLE Positive  Negative  invalid Poshive n...n:. |mu'
TI=38 :?Ell
Ordel'i I"Ig information tUSFDACleared V CEMarked (€
H. pylori Antigen Test Feces Device IHP-602 25
| H. pylori Antibody Test sP Device IHP-302 [ 40
H. pylori Antibody Test WBJ/S/P Strip 1HP-401 J 1 50
| H. pylori Antibody Test WB/SIP Device IHP-402 ¥ 1 [ 40
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Strep A Rapid Tests

Streptococcus pyogenes is non-motile gram-positive cocci, which contains
the Lancefield Group A antigen that can cause serious infections such as
pharyngitis, respiratory infection, impetigo, endocarditis, meningitis,
puerperal sepsis, and arthritis. Left untreated, these infections can lead to
serious complications, including rheumatic fever and peritonsillar abscess.
Traditional identification procedures for Group A Streptococci infection
involve the isolation and identification of viable organisms using techniques
that require 24 to 48 hours or longer.

General Information

ABON™ Strep A Rapid Test (Throat Swab) is a rapid chromatographic
immunoassay for the gualitative detection of Strep A antigen from throat
swab specimens to aid in the diagnosis of Group A Streptococcal infection.

#® No need additional equipment

#» Optional packaging formats available
# Specimen: Throat swab

» High sensitivity and specificity

Materials Provided

®» ABON™ Strep A Rapid Test Strip/Device/Twist
® Tubes

# Megative/Positive control

® Strep A Reagent A/B

Test Procedure and Interpretation

Strip Test

= Add 4 drops (240pl) Reagent A, then 4 drops (160pl)
Reagent B

®  Rotate swab 10 times, wait 1 minutes, then
remove swab while squeezing tube to remove liquid

m  Immerse strip in specimen

®  Read results at 5 minutes

Device Test

w  Add 4 drops (240pl) Reagent A, then 4 drops (160pl)
Reagent B

= Rotate swab 10 times, wait 1 minutes, then remove
swab while squeezing tube to remove liquid

= Add dropper tip to top of tube

= Add 3 drops (100pl)of specimen

®  Read results at 5 minutes

Twist Device Test

= Add 5 drops (300pl) Reagent A, then 5 drops (200ul)
Reagent B to the extraction chamber

®  Add swab to chamber, agitate vigorously 10 times,
then wait 1 minute

= Remove swab by pressing against ribs inside chamber
and rotating

= QOpen valve by twisting clockwise until it stops

®  Read results at 5 minutes

E=a{w)

i
H

E==(E)

Ordering information

Positive Negative
@ B8 B B0
T T T T T
S min. Positive Negative Invalid

BE 0 B0

Positive Megative Invalid

tUS FDACleared % - Components included in package + CE Marked

lisT-501v/1| Stip | I8 | 5min |Seeinsert| 25 | . . " . .
Strep A |1ST-502v/ T Device | Throat | g leo insert 20 . * * = % X A

|1ST-5028 v/ Swab 25

ISTS02T V| oo | aro? | 5min |Seeinsert| 25 . . « .

Influenza A&B

Influenza A&B Tests

Influenza (commonly known as ‘flu’) is a highly contagious, acute
viral infection of the respiratory tract. It is a communicable disease
easily transmitted through the coughing and sneezing of
aerosolized droplets containing live virus. Influenza outbreaks
occur each year during the fall and winter months. Type A viruses
are typically more prevalent than type B viruses and are
associated with most serious influenza epidemics, while type B
infections are usually milder.

General Information

ABON™ Influenza A&B Rapid Test Strip (Swab) is a rapid
chromatographic immunoassay for the qualitative detection of
influenza A and B antigens in nasal swab specimens. It is
intended to aid in the rapid differential diagnosis of influenza A and
B viral infections.

» Differential detection of Influenza virus type A& B
¢ Specimen: Swab
* Accuracy
Influenza A — Sensitivity: >98% Specificity: >99%
Influenza B — Sensitivity: >99% Specificity: 98.6%

Materials Provided

ABON™ Influenza A&B Rapid Test Strip
* Swabs

® Extraction Reagent

o Tubes

* Workstation

Test Procedure and Interpretation

ADD 6 drops (190p1)

@6 @ nae @ B Invalid
€ & & 3 = € =3
B & & 3 B & B
A & & A &
—Max— —MAR— —wax —mAx- = —NAx-

Ordering information v CEMarked C€

Influenza A&E Rapid Test Strip Swab

Strip IFL-501+ 20




-m_ Rota & Adeno -:El Mononucleosis

Rotavirus and Adenovirus Rapid Tests (3 Mononucleosis Rapid Test C€ FDA

Rotavirus is the most common agent responsible for acute gastroenteritis, Infectious Mononucleosis (IM) is caused by the Epstein-Barr virus,
mainly in young children. Untreated rotavirus infection may result in severe which is a member of the herpesvirus family. Symptoms of IM are
illness with dehydration and disturbances of the body's normal electrolyte fever, sore throat and swollen lymph glands. In very rare cases

balance, especially in babies and preschool children.
— ; : - ’ heart or central nervous system problems may occur.
Adenovirus has been implicated in a wide range of clinical diseases

affecting mainly the respiratory, ocular and the gastrointestinal systems of
the human. Research has shown that enteric adenoviruses are a leading
cause of diarrhea in many of these children.

General Information

ABON™ Adenovirus Test Device (Feces) is a rapid chromatographic
immunoassay for the qualitative detection of Adenovirus in human feces

e ¥ ) i

ABON™ Mononucleosis Rapid Test Device (Whole

specimens to aid in the diagnosis of adenovirus infection. Blood/Serum/Plasma) is a rapid chromatographic immunoassay

ABON™ One Step Rotavirus Test Device (Feces) is a rapid chromatographic for the qualitative detection of Infectious Mononucleosis . .
immunoassay for the gualitative detection of rotavirus in human feces heterophile antibodies in whole blood, serum or plasma as an aid Materials Provided
specimens to aid in the diagnosis of rotavirus infection. in the diagnosis of Infectious Mononucleosis.

™ . . =
ABON™ One Step Rotavirus and Adenovirus Combo Test Device (Feces) is il

: o B . » No need additional equipment ¢ Buffer
a rapid chromatographic immunoassay for the qualitative detection of Materials PrOVi de d S - ecimac: Whols Bibod SeraniFlasmi * Drobosre
rotavirus and adenovirus in human feces specimens to aid in the diagnosis of Tptti 5 inutes (up to 10 minutes) N pr:_ /Positi trol
5 oo ; * Test time: 5 minutes (up to 10 minutes @ ative/Positive contro
rotavirus or adenovirus infection. * ABON™ Adenovirus /Rotavirus / Rota&Adeno 3 =
* No need additional equipment Rapid Test Device
© Specimen: Feces ® Specimen collection tubes
® Test time: 10 minutes * Droppers

Test Procedure and Interpretation Test Procedure and Interpretation

IAD-602 IRO-602 IRA-625
1 Drop (25pl) of 2 Drops (S0pl) of S0pl of Fingerstick
Serum or Plasma Venipuncture ‘Whole Blood
v Whaole Blood

o Unserew and
Dpen ek
o Beres smand Upper Cap
Tighien the Cop.
Spevimes
Calletion.
Taba

2 Drops (80pl) of

o Unseren and
Abpen the

Spesimen o Berem an said Uppee Cap
Cotlecilen Tighien the Cap
E=

Specimen

Culestiva

Tube

[
Extracted Specimen

B0: »68 6 00

T slid Padive  Negie Gl

¢ 1bop 55 of g 1 Drop (sSpi) of 1 Drop (Ssp) of ?D Blc . ok
atter ' ‘ ’ m:no » TT T TT@

.
Positive Negative Invalid

"

(016 ) (610 | (616 ) |©

J CE Marked C€

I T Ordering information 10 FoAciemes 1 Cenanas CE

Adenovirus Rapid Test Feces Device |AD-602+ 25
Rotavirus Rapid Test Feces | Device IRO-602+ 25 |
Rotavirus and Adenovirus Combo Test Feces Device IRA-625+ 25 Mononucleosis Rapid Test Device WBIS/IP Device IMO-402+T 20




ABON™ Drugs of Abuse Rapid Test

_jm Single-drug (Strip or Device)

DOA Single-drug (Strip or

DRU G S o o Device) Tests

.. ..

® o Drug of abuse is also known as substance abuse, involves
O F A B l l S E e o the repeated and excessive use of chemical substances to

achieve a certain effect. These substances may be “street”
or ‘illicit" drugs, illegal due to their high potential for
addiction and abuse.

SINGLE-DRUG (STRIP OR DEVICE) «
MULTI-DRUG (PANEL/HOME TEST/DEVICE/CUP) «
ORAL FLUID «

General Information

The One Step Drug Screen Test Strip & Device are lateral

flow chromatographic immunoassays for the qualitative [\VIEET(=laFzl S mdg0)'Al0[=10!

h detection of drugs and drug metabolites in human urine at a
cut-off concentration Test strips or Test devices
i . Droppers (only for devices)
e Accurate Results Package insert
e Fast Turnaround Time Specimen collection container (Materials Required But
e Convenient Usage Not Provided)
« Wide Range Timer (Materials Required But Not Provided)
Test Procedure and Interpretation

Strip Test

= |Immerse the strip into urine
* Read results at 5 minutes

Device Test Fositive

* Add 3 full drops (100pl)of urine
» Read results at 5 minutes

5]

g B0

=

%
i



Multi-drug (Panel/Home Test/Device/Cup)

-m Single-drug (Strip or Device)

Ordering Information

' CE Marked T US FDA Cleared

Description Specimen Format Catalog No. Sensitivity Tests Per kit
DAM-101v 1000 ng/mL P—
T 0 C€ FDA
j . DAM-A101F 300 ng/mL
AMP Amphetaming Urine g ) 0 [
. DAM-102vT 1000 ng/mL
Device 40
DAM-A102+1 300 ng/mL
Stri DBA-101+ 50
BAR Barbiturates Urine .p L | 300 ng/mL
Device DBA-102Vt | 40
Stri 101
BUP Buprenorphine Urine np- DBU-101 ?-T 10 ng/imL .
Device DBU-102+f 40
Strip DBZ-101+f 50
BZO Benzodi ines Urine 300 ng/mL
e Device DBZ-102+t " 40
DCO-101+ 300 ng/mL
Strip i = 50
DCO-U101+t 150 ng/mL
COC Cocaine Urine
) DCO-102v+ 300 ng/mL
Device 40
DCO-U102+t 150 ng/mL
COT Cotinine Urine Device DCT-A1024 | 100 ng/mL | 40
EDDP 2-Ethylidene-1,5-dimethyl-3, g Strip DED-A101+ 50
3-diphenylpyrrolidine (EDDP) Urine S =TT 100 ng/rmi 20
Stri FT-101+
FTY Fentanyl Urine ' o o 20 ngfmil =
Device DFT-1024 40
’ DKE-101+ 1000 ng/mL
Strip 50
KET Ketami Uri DKE-A101Y 100 ng/mL
etamine Ting DKE-102v 1000 ng/mL
Device 40
DKE-A1024 100 ng/mL
Strip DMD-101+4 50
MDMA Ecstasy Urine > 500 ng/mL » -
Device DMD-102:¢ 40 DOA Multi-Drug Panel/Home Test/Device/Cup
Strip DME-101++ 1000 ng/mL s
: DME-A101/ 300 ng/mL » Multi-Drug One Step Drug S Test Panel -
MET Methamphetamine liis 5 bbbl ulti-Drug One Step Drug Screen Test Pane G | | f
DME-102+ 1000 ng/mL i i ) eneral Information
Device S U10;T1 TS nij 40 » Multi-Drug One Step Multi-Line Drug Screen Test Device
= N
Strip DMO-101+ = » Multi-Drug One Step Multi-Line Screen Test Panel with The Multi-Drug Screen Tests are lateral flow
MOP Morphine 300 Urine 1 300 ng/mL
Device DMO-102Vf | 40 Integrated E-Z Split Key™ Cup (Urine) chromatographic immunoassays for the qualitative
i - Strip DMC-AT01Y 50 detection of multiple drugs and drug metabolites in human
MOP Morphing;100 Hring Beie FEeFERreT] 109 ng/m 0 ' Urine based screen tests for multiple drugs of abuse range i ) i ) o g .
- ) ) . urine at their respective cut-off concentration.
MGL Methaqualone i Strip DMQ-101Y 300 ng/mL. 50 from simple immunoassay tests to complex analytical
Device DMQ-102: 40 procedures. The speed and sensitivity of immunoassays o of Uie MEDI O S Sreen. Tl
Stri DMT-101+ : Confi
MTD Methadone Urine "_p \IT 300 ng/mL - have made them the most widely accepted method to i i L .
Device DMT-102++ 40 ine itiole d fab Panel (Urine) come with any combination of the available
OPI Opiate 2000 Urine i 0o i1 2000 ng/imL = screen urine for multiple drugs of abuse. e e
Device DOP-102+ 40
OXY Oxycodone Urine DStrfp Eg:':gz\: 100 ng/mL jg Including Specimen Validity Tests (S.V.T.) for
evice - ) . . : S
o PG @ Materials Provided Oxidants/Pyridinium Chlorochromate (OX/PCC),
PCP Phencyclidine Urine 25 ng/mL T f A
" e caall i - s Test panels or Test devices or Cups with multi-drug panels Bt BoR ) e B N,
T - stip DPP-101Vf 6 rin 50 E , B i Glutaraldehyde (GLUT) and Creatinine (CRE).
poxyp! rine e ST g B Droppers (only for devices)
Strip DTC-1014¢ 50 Security seal labels (only for cups) ® Accurate Results
TCA Tricyclic Antidepressants Urine - 1000 ng/mL ~ * Quick Results
Device DTC-102v 40 Keys (only for cups)
THC Marjuana i Ds"jp Em:ﬁ; 50 nglmL jg SVT/Adulterant color chart (if applicable) * Wide Choice of Test Combinations
evice o A ) e
Str;p DTR-101+ 50 g bl tme
i 100 ng/mL - : . : :
Rl e Device DTR-1024 s 0 Specimen collection container (materials required but not
Urine Adulteration Strips & _ provided)
(Creatinine/Nitrite/ Glutaraldehyde/ Urine parameter strip DUC-111 See Insert 25 3 : 3
pHiSpecific Gravity/Oxidant) Timer (materials required but not provided)




-m Multi-drug (Panel/Home Test/Device/Cup)

Test Procedure and Interpretation

Ordering Information

Multi-Drug Device/
Panel Test

Multi-Drug Panel
with Integrated/Non-
Integrated Cup I

- .
T b Negative
=
@ . Positive
5 min. T [
Cc
Invalid
T D

Temp Labal

(@ +BE 0 Hl

5 min. Negative Positive Invalid

tUS FDACleared v CEMarked CE€

Integrated E-Z Split Key™ Cup Il

* **D"means with adulteration strip A+B, strip A means with OX/PCC, 5.G. pH tests, strip B means with NIT, GLUT CRE tests, multi-drug panel/ cup with strip A or strip B are also available.

Description

Multi-Drug One Step Drug
Screen Test Panel

Multi-Drug One Step Multi-Line
Drug Screen Test Device

Multi-Drug Panel with

Home Drug Test

Specimen

Urine

Urine

Urine

Urine

Format

2-12 Drugs

2-10 Drugs
with S.V.T.

2-12 Drugs

2-12 Drugs

2-10 Drugs
with S.V.T.

6 drugs

Catalog No. Sensitivity Tests Per kit

DOA-124 to
DOA-1124+ t

DUD-124 to
DUD-1104+ t

See Insert 25

DOA-125 to
DOA-11254t

DBO-127 to
DBO-1127vV1

DBD"-127 to
DBD-1107V+t
DOA-164H

(COC/AMP300/THC See Insert 1
/MDMA/MOP/BZO)

See Insert 25

See Insert 25

q3

DOA Oral Fluid Tests

» Multi-Drug One Step Multi-Line Screen Test Device (Oral Fluid)
» Multi-Drug Multi-Line Twist Screen Test Device (Oral Fluid)

The rapid, screening tests for the simultaneous, qualitative
detection of multiple drugs and metabolites in human oral
fluid.

Materials Provided

Test devices

Collectors

Security seals (only for DSD-7x5)

Collection tubes (only for DSD-7x5)

Caps (only for DSF-7x5)

Tamper evident tape (only for DSF-7x5)
Package insert

Timer (Materials Required But Not Provided)

General Information

The Multi-Drug Screen Tests (Oral Fluid) are
immunoassays based on the principle of competitive
binding. Drugs that may be present in the oral fluid
specimen compete against their respective drug
conjugates for binding sites on their specific antibody.

® |deal for on-the-spot testing

# Eliminates fear of specimen adulteration
* User-friendly

* Multi-drug detection available




ABON™ Cardiac Markers Rapid Test

Oral Fluid

Test Procedure and Interpretation ..
o o
Device Test CA R D I OVAS C U LAR o. o.
= Collect oral fluid with sponge = Add 3 drops (100ul) of oral fluid specimen
and extract into collection tube and read results at 10 miutﬁ

:@ a Negative

5 o TROPONIN 1 <
: MYOGLOBIN/CK-MB «
L[ e MYOGLOBIN/CK-MB/TROPONIN I COMBO <

Twist Device Test CRP «
= Collect oral fluid with sponge = Rotate collection chamber counterclockwise
" Insert collector into device, rotate collector = Read test result at 9 minutes

clockwise and wait 1 minute

Ordering Information v CEMarked C€
Description Specimen Format Catalog No. Sensitivity Tests Per Kit Components
AMP Amphetamine 50 ng/mL
COC Cocaine 20 ng/mL
MET Methamphetamine 50 ng/mL
Test Device
30 L
One Step Multi- SRS ng/m Collectors
Line Screen Test DSD-Tx5+ OPI Opiates 40 ng/mL Collection Tubes
Device I Security Seals
OXY Oxycodone 20 ng/mL Package insert
PCP Phencyclidine 10 ng/mL
COT Cotinine 30 ng/mL
THC Marijuana 12 ng/mL
Oral Fluid 2-6 drugs AMP Amphetamine _ 50 ng/mL 25
BZ0 Benzodiazepines 20 ng/mL
COC Cocaine 20 ng/mL
MET Methamphetamine . 50 ng/mL Tl v
Multi-Line Twist DSF-Tx5¢ MTD Methadone 30 ng/mL Collectors
Screen Test Device : | Security Seals
OPI Opiates 40 ng/mL Package insert
OXY Oxycodone 20 ng/mL
PCP Phencyclidine 10 ng/mL
THC Marijuana 100 ng/mL
(Parent compound) -
J




(¢4, Troponin |

Troponin | Test Device CE

Troponin | is released into the blood 4-6 hours after the
Myocardial infarction. It remains elevated for 6-10 days after
cardiac injury occurs. It is the most preferred biomarker for
myocardial infarction.

General Information

ABON™ One Step Troponin | Test Device is a rapid
chromatographic immunoassay for the qualitative detection of
human cardiac Troponin | in whole blood, serum or plasma as an Lo

CT a7y g

aid in the diagnosis of myocardial infarction (MI).

® Specimen: Serum, plasma or whole blood
¢ Test Result: In 10 minutes
e Cutoff: 0.5 ng/mL

Test Procedure and Interpretation

2 Drops (50pl) of Serum or Plasma 3 Drops (75ul) of Venipuncture 3 Drops (75pl) of Fingerstick
Whole Biood Whole Blood

A A
¢ ¢
] 1 Drop (40l) of Buffer Q [ 1 Drop (40ul) of Buffer
4 T
© ®)
- 0 - O
w w

c
{

L2
uLs

cTnl

* c » c C Cc c
il T T T T T

@ s Positive Negative Invalid

(]

Ordering Information V CE Marked C€

Description Specimen Catalog No. Tests Per Kit

cTnl Troponin | Whole Blood/Serum/Plasma Device CTI-402v 20

Myoglobin/CK-MB

Myoglobin/CK-MB Test Device C€

Myoglobin and CK-MB are cardiac markers released from heart
muscle as a result of myocardial infarction.

General Information

ABON'™ Myoglobin/CK-MB Test Device is a rapid
chromatographic immunoassay for the qualitative detection of
human Myoglobin and CK-MB in whole blood, serum or plasma as
an aid in the diagnosis of myocardial infarction (MI).

ARSI MN

® Specimen: Serum, plasma or whole blood —

e Test Result: In 10 minutes . M
® Cutoff: Myoglobin 50ng/mL , CK-MB 5ng/mL

Test Procedure and Interpretation

2 Drops (50pl) of Serum or Plasma 3 Drops (75ul) of Venipuncture 3 Drops (75ul) of Fingerstick
Whole Blood Whale Blood

;7 ; 7
g 1 Drop {(40ul) of Buffer 1 Drop (40ul) of Buffer

Burry,

0= P=i] [@F=]
CI=N CI=} 0=

o (000 » BB 0 Bl

@ 3 @ 5 Pasitive Negative Irvvalid

Ordering Information J CEMarked C€
Description Specimen Format Catalog No. Tests Per Kit
CK-MB Whole Blood/Serum/Plasma . Device . CCK-402v 20
Myoglobin Whole Blood/Serum/Plasma Device CMY-402+ 20




CM

Myoglobin/CK-MB/Troponin |
Combo Test Device

Myoglobin, CK-MB and Troponin | are cardiac markers released
from heart muscle as a result of myocardial infarction.

General Information

ABON™ One Step Myoglobin/CK-MB/Troponin | Test Device is a rapid
chromatographic immunoassay for the qualitative detection of human
myoglobin, CK-MB and cardiac Troponin | in whole blood, serum or
plasma as an aid in the diagnosis of myocardial infarction (MI).

® Specimen: Serum, plasma or whole blood
e Test Result: In 10 minutes
® Cutoff: Myoglobin 50ng/mL , CK-MB Sng/mL, Troponin | 0.5 ng/mL

CK-MB/Myoglobin/Troponin | Combo Test

C€

Test Procedure and Interpretation

2 Drops (50ul) of Serum or Plasma | 3 Drops (75ul) of Venipunciure 3 Drops (75pl) of Fingerstick
Whole Blood ‘Whole Blood
Ty s
.':?‘ .?
2 | 1 Drap (40ul) of Buffer @ 1 Drop (40ul) of Buffer
"
e, i = A
on A o8 e o8 /
— W ] o) 1 o
@ SR i = e ) =2 i
— EFE A = EFE A = AL
Cardiac e
Combo ) |
c c c c c
Mle Mya Mya Myo Myo Myo
::"3 CH-MB CK-MB CH-MB CK-ME CH-ME
T Tl <Tnl Tl cTnl | <Tnl
: i el
o
(E!) 5 Positive Negative Invalid

Ordering Information

Description Specimen Format
Myoglobin/CK-MB/ ‘Whole Blood/ Devi
¢Tnl Troponin | Combo Serum/Plasma eviee

v CE Marked C€

Catalog No. Sensitivity Tests Per Kit

CMA-435+ See Insert 20

C-Reactive Protein Semi-
Quantitative Rapid Test Device

C-Reactive Protein (CRP) is a marker of acute phase response to
inflammatory disorder. CRP is a predictor of future coronary
events in apparently healthy subjects and of prognostic value in
patients with acute coronary syndromes. CRP concentrations
below 1 mg/L signify low risk, concentrations of 1-3 mg/L signify
moderate risk and concentrations greater than 3 mg/L signify high
risk for CVD. CRP level above 10mg/L does not signify cardiac
risk, it can be indicative of inflammation.

General Information

ABON™ CRP C-Reactive Protein Semi-Quantitative Rapid Test
Device is a rapid chromatographic immunoassay for semi-
quantitative detection of C-Reactive Protein in whole blood, serum
or plasma as an aid in evaluating risks of cardiovascular disease.

® Specimen: Serum, plasma or whole blood
e Test Result: In 10 minutes
® Minimum detection level: 1Tmg/L

Ce

Test Procedure and Interpretation

] 1 Drop (40ul) of Serum or Plasma 2 Drops (80pl) of Venipunciure
Whaole Blood

3 Drops (80yl) of Fingerstick

Ordering Information

Description Specimen Format

Whole Blood
&
£
n? 1 Drop {40ul) of Buffer
(2]
) = %
-a= el
= 22
) R [fe| &1 m
T [l T T [T Positive
' == L
[EET=—y S00-10 gl -1 dmel
Ll
e Negative
“10mel
R-m R‘Dm
Ryl IRz ref| |IR2 Invalid
7|7 T

Catalog No.

v CEMarked CE

Tests Per Kit

CRP Whole Blood/Serum/Plasma Device

CCR-402v

20




ABON™ Women's Health Rapid Test

WH/ veaim”

HCG «

LH «

FSH «

* CHLAMYDIA «
*GONORRHEA «
TORCH <«

% GONORRHEA AND CHLAMYDIA COMBO TESTS AVAILABLE

-5 minutes
A \ g

Test time:

Human chorionic gonadotropin (hCG) is a glycoprotein .
hormone produced by the developing placenta shortly General Informat|0n
after fertilization, In normal prednancy, hCG can be  The hCG One Step Pregnancy Test Strip (Urine) is a
detected in both urine and serum as early as 7 to 10 rapid chromatographic immunoassay for the qualitative
days after conception. detection of human chorionic gonadotropin in urine to
aid in the early detection of pregnancy.
® Detection level: 25 mlU/ml and 10 miU/ml
e Specimen: Urine, Urine/Serum
® Test time: Urine 3 minutes / Serum 5 minutes




____ WH B LH

Ovulation is the release of an egg from the ovary. The egg then
passes into the fallopian tube where it is ready to be fertilized.
Immediately prior to ovulation, the body produces a large amount

Test Procedure and Interpretation

FHC-101/U101/1111/U N 11101 2010201211021 PR T . . ”
of luteinizing hormone (LH) which triggers the release of a ripened

egg from the ovary.

General Information

Strip Test

= |mmerse the strip into urine
or serum
= Read results at 3-5 minutes

3-5 min.

Positive Negative
The LH One Step Ovulation Test Strip (Urine) is a rapid
FHC-102U102/102H/2021U202 chromatographic immunoassay for the qualitative detection of 4
Device Test ﬁ@ a: Q:O: luteinizing hormone (LH) in urine to aid in the detection of - -
= Add 3-5 drops (100ul) of urine FHC-P102 S ovulation
® or serum 2 e '
E:r:': :;"ﬁ::;:;':ti: ® Detection level: 40 mlU/ml and 30 miU/ml 4 h
3-5min. Nogstivs e Specimen: Urine 3-'5'[.11.'”“?[?5
Test time:
Midstream Test "éF ‘“"”“”""” Test Procedure and Interpretation
= Pass the urine on the Absorbent = Sy L
Tip or dip it into urine FHC-P103
= Read results at 3 minutes
i Positive Negative Invalid Strip TQSt

Ordering Information

TUSFDACleared + CEMarked (€

= |mmerse the strip into urine
= Read results at 5 minutes

Negative
Device Test
Description Specimen Format Catalog No. Sensitivi Tests Per kit
P P g ty » Add 3 drops (100pl) of urine = = & =
FHC-101.t 25miU/mL 50 Tests/25 Tests = Read results at 5 minutes T T T T
FHC-U101+ 10mIU/mL 50 Tests
Strip FHC-111.1 25miU/mL : g 5 min. Positive Negative
FHC-U111- 10mI/mL 25 Tests/Canister”
FHC-101H .t 25miU/mL 1 Test
FHC-102 .t 25miU/mL
40 Tests/25 Test s
Urine el FHG-U102 - 10mIU/mL estslen fests Midstream Test
EHE=102H ZamiLlemi 1 Test = Pass the urine on the absorbent e" e t e" c & e
FHC-P102 25miu/mL 25 Tests : ' :
. : tip or dip it into urine ET L5 ET iE 12 1
P FHC-103. 25miU/mL ¢ el
P FHC-U103 10mIU/mL » Read results at 3-5 minutes : Positi Negati Invalid
FHC-P103-t 25miU/mL 1 Test 3-5 min. BOnING Bgaiyve BNail
FHC-104 25miU/mL 20 Tests
Cup FHC-107H- 25miU/mL 1 Test
FHC-201 .1 25miufmL
50 Test
— FHC-U201/ 10mIU/mL el
’ FHC-211+ 25miU/mL )
Urine/Serum FHC-UZ11 10mIU/mL 25 Tests/Canister** z 2 =
Bt s Ordering information tUSFDACleared v CEMarked (€
Device FHC-U202 « 10mIU/mL #0 Jeste

**Also available in canisters of 20 or 30 Description Specimen Format Catalog No. Sensitivity Tests Per kit
LH Ovulation Urine Strip FLH-101 vt 40 mIU/mL 50
FLH-102 vt 40 miU/mL 40
LH Ovulati Uri Devi
st o b FLH-102H 4 40 miU/mL 5
LH Ovulation Urine Midstream FLH-103 vt 40 mIU/mL 5




____ WH R

The onset of perimenopause is caused by changes in the levels of
hormones in the female body that regulate the menstrual cycle. As
the body produces less and less estrogen, it increases its
production of FSH, which normally regulates the development of a
female's eggs. Therefore, testing for FSH can help determine
whether a woman is in the perimenopause stage.

General Information

The FSH One Step Menopause Test Device (Urine) is a rapid
lateral flow chromatographic immunoassay for the qualitative
detection of Follicle-Stimulating Hormone (FSH) level in urine to
evaluate the onset of menopause in women.

Detection level: 25 miU/ml

Specimen: Urine

e il

ATEIN
—Erwi

T 0 A —

3-5 minutes
: .

Test time:

Test Procedure and Interpretation

Device Test ?

= Add 3 drops (100pl} of urine
® Read results at 5 minutes

5 min. Positive

Midstream Test

= Pass the urine on the absorbent
tip or dip it into urine

= Read results at 3-5 minutes .

3-5min Positive

Ordering Information

c c c [+ c [+
n 5 T T T T |
X m
fof e 18-}
» e

Negative

ec c c c
ET T T T

Negative

TUS FDA Cleared

Invalid

c ¢
T 4

Invalid

¥ CEMarked €

BTN chiamydia

Chlamydia trachomatis is the most common cause of sexually
transmitted venereal infection in the world. Chlamydia trachomatis
has both a high prevalence and asymptomatic carriage rate, with
frequent serious complications in both women and neonates.
Complications of Chlamydia infection in women include cervicitis,
urethritis, endometritis, pelvic inflammatory disease (PID) and
increased incidence of ectopic pregnancy and infertility.

General Information

The ABON™ Chlamydia Rapid Test Device (Swab/Urine) is a rapid
chromatographic immunoassay for the qualitative detection of Chlamydia
trachomatis in female cervical swab, male urethral swab and male urine
specimens to aid in the diagnosis of Chlamydia infection.

Specimen: Female Cervical Swab, Male Urine and Male Urethral Swab

10 minutes
. N 4

Test time:

Specimen Type Sensitivity Specificity
Female Cervical Swab 88.5% 96.7%
Male Urethral Swab 78.4% | 92.9%

Test Procedure and Interpretation

3 Drops (100pl) of Solution

10 min.

Ordering information

Catalog Read| Tests

Description | SP€%" | Format
men

Positive

+ (® 809 B

Negative Invalid

% - Components included in package v CE Marked (€

Components

Description Specimen Format Catalog No. Sensitivity Tests Per kit No. Time | Per kit Reagent| Contr- Female Worksta- | Test Dropper | Quantitative |Package
P P d : Test | 'A&B | ols Cenvical Swab | tion Tube Tip Pipette Insert
) FFS-102v 40 ICH-502+ 20 > * * * * * * *
FSH Menopause Urine Device 25 miU/mL Swab/ 10
FFS-102H 2 Chlamydia Urine Device ICH-5025+/ i 25 * * * * * * *
FSH Menopause Urine Midstream FFS-103vt 25 miW/mL 2 ICH-502C 20 * * * * * * * *




RN conorrhea

Gonorrhea is a sexually transmitted disease caused by the
bacterium Neisseria gonorrhoeae. Gonorrhea is one of the most
common infectious bacterial diseases and is most frequently
transmitted during sexual intercourse, including vaginal, oral and
anal sex. In women, Gonorrhea is a common cause of pelvic
inflammatory disease (PID). PID can lead to internal abscesses and
long-lasting, chronic pelvic pain. PID can damage the fallopian tubes
enough to cause infertility or increase the risk of ectopic pregnancy.

Toxo/Rubella/CMV/HSV 1/2 IgM Ab

ToRCH is an acronym for a group of infectious diseases that,
while infecting the pregnant women, may cause birth defects in
their newborns. ToRCH stands for 4 different infections that can
adversely affect the pregnant women and the fetus, newborn
children including birth defects and often leading to abortion. The
four infections are Toxomplasma gondii (A spirochete), Rubella
(Virus), CMV - Cytomegalovirus (Virus), HSV 1/2 - Herpes
Simplex Virus 1 and/or 2 (Virus). The infections usually cause few,

if any, symptoms in the pregnant woman, but pose greater risks of
serious birth defects for neonates.

General Informa tion

The ABON™ ToRCH IgM Antibodies Combo Rapid Test Device
(Serum/Plasma) is a rapid chromatographic immunoassay for the

General Information

The ABON™ Gonorrhea Rapid Test Device (Swab) is a rapid
chromatographic immunoassay for the qualitative detection of

Neisseria gonorrhoeae in female cervical swab and male urethral
swab specimens to aid in the diagnosis of Gonorrhea infection. :

10 mintes qualitative detection of IgM antibodies to Toxoplasma gondii
Specimen: Female Cervical Swab and Male Urethral Swab s (Toxo), Rubella virus (Rubella), Cytomegalovirus (CMV), and
festiime: Herpes simplex virus 1/2 (HSV 1/2) in serum or plasma to aid in Rubella CMV HSV1/2

__ the diagnosis of ToRCH. Sensitivity 94.7% a95.0% 94. 7% 85.7%
Specimen Type Sensitivity Specificity e T e =
- Specimen: Serum or Plasma Specificity | 98.6% 99.3% 98.9% 99.7%

Female Cervical Swab 91.5% | 96.1%
| [ Test Procedure and Interpretation
Test Procedure and Interpretation -

Add 1 Drop (10pl) of Specimen
@

and 2 Drops (80u1) of Buffer to Positive

each specimen well

=)

o [l 2= =
) & [: ) Toxa * i ; ’ -@,_' 2 Negative

', vdop » ®+ 88 4 B ER="

: < 5

2 minutes. 1Qmin. Positive  Negative Invalid S7 ¢ () = 15 min. o

: ) ¢ (T )w &

}\I . @us\rm @ Invalid

Add 6 full drops (300pl) of  Add 4 full drops (200ul) of
Reagent A and rotate the Reagent B and rotate the
swab 15 times. swab 15 times.

¥ CEMarked CE€

O ering |nf0 rmation v CEMarked (€ Description Specimen Catalog Number Tests Per kit

o : ABON™ToRCH IgM Antibodies Combo Rapid Test Device Serum/Plasma Device ITOM-345 25 Tests/Kit

ompaonents . : : e : : S |

SO Speci- || Catalog Read| Tests — ABON™ Toxo IgM Antibodies Rapid Test Device rum/Plasma Device ITM-302 40 Tests/Kit |

Destuplon nen | FOMALL T Time Per kit Test |Reagent| Contr- Female Worksta- | Test Dropper | Quantitative |Package | o s — R‘Pﬁ ——— — - — : — ] |
esl | A8 B | ols Cervical Swab = tion Tube Tip Pipette Insert ABON™ Rubella IgM Antibodies Rapid Test Device Serum/Plasma Device IRM-302 40 Tests/Kit

Gonorhea | Swab | Device 1GO-502v 0 | 20 | # * * ¥ X * . | ATy SN TN ueibariee P o Pier il Dovee s | dTessikt
min. ABON™ HSV 1/2 IgM Antibodies Rapid Test Device Serum/Plasma Device | I1SM-302 40 Tests/Kit




ABON™ Tumor Markers Rapid Test

T M/ oncoroey

AFP/CEA <
FOB <
PSA «

IR\l AFP/CEA

AFP: In general, an elevated level of Alpha-Fetoprotein in serum
which is higher than 10 ng/mL occurs in several malignant
diseases including hepatocellular carcinoma, testicular
nonseminomatous origin, and occasionally of other entodermal
origin.

CEA: Carcinoembryonic Antigen is a tumor-associated antigen
which is expressed in a variety of malignancies, particularly
pulmonary or gastrointestinal tumors. Therefore, elevated levels of
CEA can be of significant value in the diagnosis of primary
carcinomas.

General Information

The AFP, CEA Rapid Tests are using rapid chromatographic
immunoassay for the qualitative detection of AFP and CEA in
whole blood, serum or plasma.

Description Specimen Detection Cut-off
AFP ‘Whole Blood/Serum/Plasma Alpha-Fetoprotein 10 ng/mL
CEA Whole Blood/Serum/Plasma Carcinoembryonic antigen 5 ng/mL

Test Procedure and Interpretation

1 drop (25ul) of 2 drops (50ul) of 2 drops (50pl) of
Serum or Plasma  Venipuncture Fingerstick
Whole Blood Whole Blood

CEAWhole Blood Strip Test

» Add specimen and buffer
+ Read results in minutes

AFP
CEA

+ Add specimen and buffer
« Read results in minutes

Whole Blood Device Test

Iy
E8) &)

1 drop (40ul) 1 drop (40u1) 1 drop (40pl)
of buffer of buffer of buffer

Ordering Information

Description Specimen Format Catalog No. Read Time
AFP Alpha-Fetoprotein | Whole Blood/Serum/Plasma Device TAF-402v 10 min.
CEA Carcincembryonic ; ] 2
Antigen Whole Blood/Serum/Plasma Device TCE-402 5 min.

™ B [ H

e

Sensitivity Specificity
99.0% 98.7%
98.7% 99.2%

c
T

Positive Negative  Invalid

v CE Marked c€

Sensitivity Tests Per kit
10 ng/mL 40
Sng/mL 40




IN\'/H FOB

Fecal Occult Blood (FOB) is the hidden blood in the feces which
can be found in many gastrointestinal diseases. In the early
stages, gastrointestinal problems such as colon cancer, ulcers,
polyps, colitis, diverticulitis, and fissures may not show any visible
symptoms, only occult blood.

General Information

The FOB One Step Fecal Occult Blood Test Strip (Feces) is a
rapid chromatographic immunoassay for the qualitative detection
of Human Occult Blood in feces.

1IN/l PSA

Prostate specific antigen (PSA) is produced by prostate glandular
and endothelial cells. It can be elevated in malignant conditions
such as prostate cancer, and in benign condition such as benign
prostatic hyperplasia and prostatitis.

General Information

The PSA Rapid Test Device (Whole Blood/Serum/Plasma) is a
rapid chromatographic immunoassay for semi-quantitative and
qualitative detection of Prostate Specific Antigen in whole blood,
serum or plasma.

Description Specimen Detection Cut-off ﬁ:j‘;”"‘e Sensitivity | Sensitivity
® Detection level: 50 ng/mL, 6 ug/ ) ) . 4 ng/mL
SRS ng L S e PSA semi-quantitative Whole Blood/Serum/Plasma Prostate Specific Antigen 10 ng/mL 98.7% 98.5%
i 3 ng/mL
e Specimen: Feces = T o
PSA qualitative Whale Blood/Serum/Plasma Prostate Specific Antigen 10 ng/mL NIA 98.7% 98.5%

® Test time: 5 minutes

Test Procedure and Interpretation Test Procedure and Interpretation

1 drop (40ul) of 2 drops (80pl) of

2 drops (80pl) of

601: 8-10 drops (500l) of Extraction Buffer 602: 2 full drops (90ul) of Specimen Serum or Plasma  Venipuncture Fingerstick
Whole Blood ‘Whole Blood
+ 4 +
1 drop (40pul) 1 drop (40ul) 1 drop (40ul)
of buffer of buffer of buffer

Specimen o Serew on anid
Colleetinn Tighten the Cap
Stick
Spesimen
Callsction
Tubs

g

Unserew and 10 Drogs
of Extracted
Spreimen

3 ‘Spacimnen h_g"munm
Soraw on and
I g::mm — ‘:‘m Uppar Cap.
- Specimen
Cotuctian
Tuba

:

PSA Whole Blood Semi-

A 8 c
Cc c c c
R R R "lR
T T i § IT

PS40 Betwsen 4 10nghil. Apprex. 10nghel Above 10nghil  Bskow A ngied
TPS-U402: Betwsen 3 - 10 nginil. Appra. 10nginl.  Abcve 10ngivl.  Below 3 ngil.

FOB Strip/Device Test Strip/Device Test Quantitative Positive Negative
« Collect specimen with collection stick : g g F|:l g E F.:l
« Agitate vigorously to mix specimen ! g et St Py * Add specimen and buffer T L i i i i

and buffer * Read results at 5 minutes
+ Immerse or add extracted specimen to Invalid

the device and read results at 5 minutes

Ordering Information

Description Specimen Format

"_ ’ . F‘.IFBc : : o
" to = 2% 0*E8 & OO

Positive  Megative  Invwalid
0

*

v CEMarked C€

Catalog No. Sensitivity Tests Per kit

Qualitativ

Ordering Information

Description Specimen

Format Catalog No.

mhml K

Positive Negative  Invalid

v CE Marked C€

Sensitivity Tests Per kit

i . f P o : TPS-402 4 ng/mL{R=10 ng/mL)
FOB Fecal Occult Blood Feces Strip TFO-601 + 50 ng/mL 6 pgig 25 Zﬁ::féi?:;;?&ec'ﬂc Antigen Whole Blood/Serum/Plasma Device rer————— 40/25
FOB Fecal Oceult Blood Feces Strip TFO-601S+ 50 ng/mL 6 pglg 40 TPS-U402 + IREIE AR 2000}
PSA Prostate Specific Antigen 5
FOB Fecal Occult Blood Feces Device TFO-602 50 ng/mL 6 pglg 25 Chinliatve P 9 Whole Blood/Serum/Plasma Device TPS-UB402 3 ng/mL 40
37 38
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