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STATEMENT 
 
 

We, ACON Laboratories, Inc., having a registered office at 5850 Oberlin Drive #340, San Diego, CA 
92121 authorize SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisinău, 
MD-2012, Moldova  
 
to register, notify, renew or modify the registration of medical devices on the territory of the Republic 
of Moldova. 
 
 
Date:  January 3, 2023 
 
Signature:  
 
  ___________________ 
  Qiyi Xie, Md, MPH 
  Sr. Officer, Regulatory & Clinical Affairs 
  ACON Laboratories, Inc. 
  Ph: 858-875-8011 
  Email: qxie@aconlabs.com 

 
 

 



EC Certificate
Full Quality Assurance System
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(List A and B and devices for self-testing)

No. V1 104507 0003 Rev. 06

Page 1 of 3
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Product Category(ies): Blood glucose measuring systems for self testing
and self-testing devices for clinical chemistry, 
hematology and pregnancy and ovulation

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device families in accordance with IVDD Annex IV. This 
quality assurance system conforms to the requirements of this Directive and is subject to periodical 
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. All 
applicable requirements of the testing and certification regulation of TÜV SÜD Group have to be 
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:V1 104507 
0003 Rev. 06 

Report no.: SH22743EXT01

Valid from: 2022-05-04
Valid until: 2025-05-26

Date, 2022-05-04

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V1%20104507%200003%20Rev.%2006
http://www.tuvsud.com/ps-cert?q=cert:V1%20104507%200003%20Rev.%2006
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Model(s): On Call Plus Blood Glucose Monitoring System,
On Call Plus Blood Glucose Test Strips,
On Call EZ II Blood Glucose Monitoring System,
On Call Advanced Blood Glucose Monitoring System,
On Call Advanced Blood Glucose Test Strips,
On Call Chosen Blood Glucose Test Strips,
On Call Vivid Blood Glucose Monitoring System (OGM-101),
On Call Vivid Blood Glucose Test Strips (OGS-101),
On Call Sharp Blood Glucose Monitoring System (OGM-
121),
On Call Sharp Blood Glucose Test Strips (OGS-121)
On Call Plus II Blood Glucose Monitoring System (OGM-
171),
On Call Plus II Blood Glucose Test Strips (OGS-171),
On Call Extra Blood Glucose Monitoring System (OGM-191),
On Call Extra Blood Glucose Test Strips (OGS-191),
On Call GK Dual Blood Glucose & Ketone Monitoring 
System (OGM-161),
On Call Blood Ketone Test Strips (OGS-161),
Urinalysis Reagent Strips (Urine),
UTI Urinary Tract Infection Test Strips,
Cholesterol Monitoring System (CCM-111),
CHOL Total Cholesterol Test Devices (CCS-111),
TRIG Triglycerides Test Devices (CCS-112),
HDL High Density Lipoprotein Test Devices (CCS-113),
3-1 Lipid Panel Test Devices (CCS-114),
Cholesterol CTRL Control Devices,
Cholesterol Monitoring System (CCM-101),
CHOL Total Cholesterol Test Strips (CCS-101),
PT/INR Monitoring System (CCM-151),
PT/INR Test Strips (CCS-151),
Hemoglobin Testing System (CCM-141),
Hemoglobin Test Strips (CCS-141),
hCG Pregnancy Rapid Test Cassette (Urine),
Pregnancy Rapid Test Midstream,
On Call Extra Mobile Blood Glucose Monitoring System 
(OGM-281),
On Call Sure Blood Glucose Monitoring System (OGM-211),
On Call Sure Sync Blood Glucose Monitoring System (OGM-
212),
On Call Sure Blood Glucose Test Strips (OGS-211),
GIMA Blood Glucose Monitoring System,
GIMA Bluetooth Blood Glucose Monitoring System,
GIMA Blood Glucose Test Strips,
On Call GU Dual Blood Glucose & Uric Acid Monitoring 
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System (OGM-201),
On Call Blood Uric Acid Test Strips (OGS-201),
LH Ovulation Rapid Test Cassette (Urine),
Ovulation Rapid Test Midstream,
Ovulation & Pregnancy Test Combo Pack,
On Call Extra Voice Blood Glucose Monitoring System 
(OGM-291),
Early Detection Pregnancy Test,
Digital Pregnancy Test,
Go-Keto Blood Glucose & Ketone Monitoring System (OGM-
161),
Go-Keto Blood Ketone Test Strips (OGS-161),
Go-Keto Blood Glucose Test Strips,
On Call Extra GM Blood Glucose Monitoring System(OGM-
191),
On Call Extra GM Blood Glucose Test Strips (OGS-191),
On Call Plus GM Blood Glucose Monitoring System,
On Call Plus GM Blood Glucose Test Strips,
Go-Keto Urinalysis Reagent Strips

Facility(ies): ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644 Tijuana 
B.C. CP, MEXICO

.
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Holder of Certificate: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Certification Mark:

 
Scope of Certificate: Design and Development, Manufacture and distribution 

of In Vitro Diagnostic Test Kits and Reagents for the 
Determination of Infectious Diseases, Clinical 
Chemistry, Drugs of Abuse, Tumor/Cardiac Marker, 
Fertility/Pregnancy and Blood Glucose Monitoring 
System, Lancing Devices and Lancets

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 104507 0001 Rev. 03  

Report No.: SH22743A01

Valid from: 2022-09-15
Valid until: 2025-09-06

Date, 2022-09-15 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20104507%200001%20Rev.%2003%C2%A0
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Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

Address holder for registration only

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Manufacture and distribution of 
In Vitro Diagnostic Test Kits and Reagents for the Determination of 
Infectious Diseases, Clinical Chemistry, Drugs of Abuse, 
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose 
Monitoring System, Lancing Devices and Lancets

ACON Laboratories, Inc.
6865 Flanders Dr., Suite B, San Diego CA 92121, USA

Storage of 
In Vitro Diagnostic Test Kits and Reagents for the Determination of 
Infectious Diseases, Clinical Chemistry, Drugs of Abuse, 
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose 
Monitoring System, Lancing Devices and Lancets

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Design and Development of
In Vitro Diagnostic Test Kits and Reagents for the Determination of 
Infectious Diseases, Clinical Chemistry, Drugs of Abuse, 
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose 
Monitoring System, Lancing Devices and Lancets

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644 
Tijuana B.C. CP, MEXICO

Manufacture of 
blood glucose test strips, antigen rapid test and IgG/IgM antibody 
rapid test for infectious disease.

.



 

 
5850 Oberlin Drive #340·San Diego, CA 92121, USA · Tel: (858) 875-8000 · Fax: (858) 875-8099 

E-mail: info@aconlabs.com 

Declaration of Conformity 

 
ACON Laboratories, Incorporated 

5850 Oberlin Drive #340 
San Diego, CA 92121, USA 

 
We, the manufacturer, declare under our sole responsibility that the 

in vitro diagnostic device: 
 

Mission® Urinalysis Reagent Strips (U031-XX1) 
 

classified as Others in the directive 98/79/EC, 
 

meets all the provisions of the directive 98/79/EC on in vitro diagnostic 
medical devices which apply to it 

 
The self-declaration is according to Annex III  

(excluding Section 6) of the Directive. 
 

 
Authorized Representative: 

Medical Device Safety Service GmbH 
Schiffgraben 41 

30175 Hannover, Germany 

 
 
Signed this 11 day of February, 2020 
in San Diego, CA USA   

 
 
 

Qiyi Xie, MD, MPH 
Senior Staff, Regulatory Affairs & Clinical Affairs 

Acon Laboratories, Inc. 
 

 

 

khe
Stamp
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Holder of Certificate: Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji
313300 Huzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

 
Scope of Certificate: Design and Development, Production and Distribution

of In Vitro Diagnostic Reagent and Instrument for the 
Detection of Drugs of Abuse, Fertility, Infectious 
Diseases, Oncology, Biochemistry, Cardiac Diseases, 
Allergic Disease based on Rapid Test, PCR and Liquid 
Biochip Method.

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 092305 0001 Rev. 01  

Report No.: SH2198802

Valid from: 2022-04-11
Valid until: 2024-03-16

Date, 2022-04-11 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20092305%200001%20Rev.%2001%C2%A0
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Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, 313300 
Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

.



浙江东方基因生物制品股份有限公司 

Zhejiang Orient Gene Biotech Co., LTD 

 

 

EC Declaration of Conformity 
  In accordance with Directive 98/79/EC 

 
Legal Manufacturer:            Zhejiang Orient Gene Biotech Co., Ltd 
 
Legal Manufacturer Address:    3787#, East Yangguang Avenue, Dipu Street, 

                 Anji 313300, Huzhou, Zhejiang, China 
 
Declares, that the products 
Product Name and Model(s) 
 

Fecal Occult Blood Rapid Test Strip (Feces) GEFOB-601b 

Fecal Occult Blood Rapid Test Cassette (Feces) GEFOB-602b 

 
 
Classification:                 Other 
Conformity assessment route: Annex III (EC DECLARATION OF CONFORMITY)  
 
 
We, the Manufacturer, herewith declare with sole responsibility that our product/s 
mentioned above meet/s the provisions of the Directive 98/79/EC of the European 
Parliament and of the Council on In-Vitro Diagnostic Medical Devices. 
 
We hereby explicitly appoint 
 
EC Representative’s Name:  Shanghai International Holding Corp. GmbH (Europe) 
 
EC Representative’s Address:  Eiffestrasse 80, 20537 Hamburg, Germany 
 
to act as our European Authorized Representative as defined in the aforementioned 
Directive. 
 
 
 
 I, the undersigned, hereby declare that the medical devices specified above conform with the 
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements 

 
 
Date Signed: November 28, 2017                                                   

                                               
____________________________________ 

                                              Name of authorized signatory:  Joyce Pang 
                                              Position held in the company:  Vice-President 

CE-DOC-OG060 
Version 1.0 
 
 



Acetaminophen (ACE) Test
Amphetamine (AMP) Test
Barbiturates (BAR) Test
Benzodiazepines (BZO) Test
Buprenorphine (BUP) Test
Caffeine (CAF) Test
Carisoprodol (SOMA) Test
Clonazepam (CLO) Test
Cocaine (COC) Test
Codeine (COD) Test
Cotinine (COT) Test
Ecstasy (MDMA) Test
Ethyl Glucuronide (EtG) Test
Fentanyl (FEN) Test
Norfentanyl (FEN) Test
Gabapentin (GAB) Test
Hydrocodone (HCD) Test
Hydromorphone (HMO) Test
Ketamine (KET) Test
Kratom (KRA) Test
Lysergic acid diethylamide (LSD) Test
Marijuana (THC) Test
Methadone Metabolite (EDDP) Test
Methadone (MTD) Test
Methamphetamine (MET) Test
Methaqualone (MQL) Test
Methcathinone (MTC) Test
3,4-Methylenedioxypyrovalerone (MDPV) Test
Methylphenidate (MPD) Test
6-Monoacetylmorphine (6-MAM) Test
Morphine (MOP) Test
Opiate (OPI) Test
Oxycodone (OXY) Test 
Phencyclidine (PCP) Test
Pinaca Ab (K3) Test
Pregabalin (PGB) Test
Propoxyphene (PPX) Test
Synthetic Marijuana (K2) Test
Tramadol (TRA) Test
Tricyclic Antidepressants (TCA) Test
UR-144 Test
Zolpidem (ZOL) Test
Zopiclone (ZOP) Test
Alcohol (ALC) Test

Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup

5000 ng/mL
2000/1000/500/300/250 ng/mL
2000/600/300/200 ng/mL
600/400/300/200/100 ng/mL
10/5 ng/mL
6000 ng/mL
1000 ng/mL
500/100 ng/mL
600/300/150/100 ng/mL
2000 ng/mL
400/300/200/100/50 ng/mL
2000/1000/500/300/250/150 ng/mL
500/300ng/mL
300/200/100/50 ng/mL
200/50/20/10/5 ng/mL
3750/2000/1000 ng/mL
300/10 ng/mL
300 ng/mL
3000/2000/1000/500/100 ng/mL
250/150/100 ng/mL
20 ng/mL
600/300/200/150/100/50/40/25/20/18/15 ng/mL
300/100 ng/mL
1000/600/300/200/50 ng/mL
2000/1000/500/300/250 ng/mL
300/1000 ng/mL
500/300 ng/mL
1000/500/300 ng/mL
300 ng/mL
20/10 ng/mL
2000/600/300/150/100 ng/mL
2000/300/100 ng/mL
300/100 ng/mL
50/25 ng/mL
10 ng/mL
2000/1000/500 ng/mL
600/300 ng/mL
75/50/25/20/10 ng/mL
200/100 ng/mL
1000/300 ng/mL
50 ng/mL
50 ng/mL
50 ng/mL
0.04%

CE
CE  510(k)
CE  510(k)
CE  510(k)
CE  510(k)
/
CE
CE
CE  510(k)
CE
CE
CE  510(k)
CE
CE
CE
CE
CE
CE
CE
CE
CE
CE  510(k)
CE  510(k)
CE  510(k)
CE  510(k)
CE
CE
CE
CE
CE
CE  510(k)
CE  510(k)
CE  510(k)
CE  510(k)
CE
CE
CE  510(k)
CE
CE
CE  510(k)
CE
 /
/
CE

Toxicology Urine Test

Product Description                                    Format                                                       Cut-off Value                                                                  Qualification

Amphetamine (AMP) Test

Benzodiazepines (BZO) Test

Cocaine (COC) Test

Ecstasy (MDMA) Test

Ketamine (KET) Test

Marijuana (THC) Test

Methamphetamine (MET) Test

Methcathinone (MTC) Test

6-Monoacetylmorphine (6-MAM) Test

Morphine (MOP) Test

Oxycodone (OXY) Test 

Phencyclidine (PCP) Test

Pinaca Ab (K3) Test

Synthetic Marijuana (K2) Test

Tramadol (TRA) Test
UR-144 Test

Cassette

Cassette

Cassette

Cassette

2-Fluorodeschloroketamin (FKE) Test Cassette

Cassette

Cassette

Cassette

Cassette

Cassette

Cassette

Cassette

Cassette

Cassette

Cassette

Cassette
Cassette

0.5/0.2 ng/mg
5 ng/mg
0.2 ng/mg
1 ng/mg
0.5/0.2 ng/mg
5/2 ng/mg
0.2 ng/mg
5 ng/mg
0.2 ng/mg
0.2 ng/mg
2/1/0.5 ng/mg
0.05 ng/mg
2/1.5 ng/mg
0.5/0.2 ng/mg
5/2/1 ng/mg
0.2 ng/mg
0.2 ng/mg
2 ng/mg
0.2 ng/mg
5/2/0.5 ng/mg
0.2 ng/mg
4 ng/mg
0.3 ng/mg
1 ng/mg
0.2 ng/mg
0.5 ng/mg
0.2 ng/mg
1 ng/mg
0.2 ng/mg
0.05 ng/mg

CE
/
/
/
CE
CE
CE
/
/
CE
CE
CE
CE
CE
CE
CE
CE
CE
CE
CE
CE
/
CE
CE
CE
/
CE
/
/
/

Fluorescence
Gold
Fluorescence
Gold
Fluorescence
Gold
Fluorescence
Gold
Fluorescence
Fluorescence
Gold
Fluorescence
Gold
Fluorescence
Gold
Fluorescence
Fluorescence
Gold
Fluorescence
Gold
Fluorescence
Gold
Fluorescence
Gold
Fluorescence
Gold
Fluorescence
Gold
Fluorescence
Fluorescence

Toxicology Hair Test

Product Description                                       Format                          Label                                         Cut-off Value                 Qualification

7-Aminonclnozepam (ACL) Test
Amphetamine (AMP) Test
Barbiturates (BAR) Test
Benzodiazepines (BZO) Test
Buprenorphine (BUP) Test
Carisoprodol (SOMA) Test
Cocaine (COC) Test
Codeine (COD) Test
Cotinine (COT) Test
Diphenhydramine (DIP) Test
Ecstasy (MDMA) Test
Ethyl Glucuronide (EtG) Test
Fentanyl (FEN) Test
Hydrocodone (HCD) Test
Hydromorphone (HMO) Test
Ketamine (KET) Test
Lysergic acid diethylamide (LSD) Test
Marijuana (THC) Test
Methadone Metabolite (EDDP) Test
Mephedrone (MEP) Test
Methadone (MTD) Test

Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device

100 ng/mL
50/40 ng/mL
300/50/30 ng/mL
50/20/10 ng/mL
10/5 ng/mL
300 ng/mL
50/20 ng/mL
10 ng/mL
50/30/10 ng/mL
150/100 ng/mL
60/50 ng/mL
150/100 ng/mL
10 ng/mL
10 ng/mL
300/150 ng/mL
100/50 ng/mL
25/10 ng/mL
50/40/30/25/15/12/10/5/4/3 ng/mL
20 ng/mL
50 ng/mL
75/50/30 ng/mL

 /
CE
CE
CE
CE
/
CE
CE
CE
/
CE
/
CE
/
/
CE
CE
CE
CE
/
CE

Toxicology Saliva Test

Product Description                                    Format                                                       Cut-off Value                                                                  Qualification

Methamphetamine (MET) Test
Methaqualone (MQL) Test
Methcathinone (MTC) Test
3,4-Methylenedioxypyrovalerone (MDPV) Test
Methylphenidate (MPD) Test
6-Monoacetylmorphine (6-MAM) Test
Morphine (MOP) Test
Opiate (OPI) Test
Oxycodone (OXY) Test 
Phencyclidine (PCP) Test
Phenytoin (PHEN) Test
Pinaca Ab (K3) Test
Pregabalin (PGB) Test
Propoxyphene (PPX) Test
Synthetic Marijuana (K2) Test
Tramadol (TRA) Test
Tricyclic Antidepressants (TCA) Test
XLR-11 Test
Zolpidem (ZOL) Test 
Zopiclone (ZOP) Test
Alcohol (ALC) Test

Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device

50 ng/mL
150/100 ng/mL
50 ng/mL
200/100/50 ng/mL
50 ng/mL
25/15/10/5/4 ng/mL
15 ng/mL
50/40 ng/mL
50/40/20 ng/mL
10 ng/mL
150/100 ng/mL
10 ng/mL
100 ng/mL
50/20 ng/mL
25/10/5 ng/mL
100/50 ng/mL
100 ng/mL
100 ng/mL
25 ng/mL
25 ng/mL
0.05/0.02%

CE
CE
/
CE
/
CE
CE
CE
CE
CE
/
/
/
CE
CE
CE
CE
/
/
/
CE

Adenovirus Antigen Test
Adenovirus Test
Brucella Antibody Test
Candida albicans Test

Chagas Antibody Test

Clostridium difficile GDH Test

Clostridium difficile Toxin A/B Test

Clostridium difficile GDH & 
Toxin A/B Combo Test

Chikungunya IgM Test

Chikungunya IgG/IgM Test

Chlamydia Test

CMV IgG Test

CMV IgM Test

CMV IgG/IgM Test

COVID-19 IgM/IgG Test
COVID-19 Neutralizing Antibody Test

COVID-19 Antigen Test

COVID-19 Antigen Self-Test

Digital COVID-19 Antigen Test
COVID-19 Antigen & B.1.1.7 Mutant Strain Combo Test
COVID-19/Flu A&B /RSV Antigen Combo Test
SARS-CoV-2 Delta-series Mutant Strain Antigen Test
SARS-CoV-2 Ag Fluorescence Rapid Test
Dengue IgG/IgM Antibody Test
Dengue NS 1 Antigen Test
Dengue NS1 & IgG/IgM Combo Test

EV71 IgM Test

Giardia lamblia Test
Gonorrhoeae  Test
HAV IgM Test
HAV IgG/IgM Test
HAV AntigenTest

HBcAb Hepatitis B Core Antibody Test

HBeAb  Hepatitis B Envelope Antibody Test

HBeAg Hepatitis B Envelope Antigen Test

HBsAb Hepatitis B Surface Antibody Test

HBsAg Hepatitis B Surface Antigen Rapid Test

HBsAg/HCV Combo Test

HBsAg/HCV/HIV/Syphilis Combo Test

HBV HBcAb/HBeAb/HBeAg/HBsAb
/HBsAg Combo Test

HCV Hepatitis C Virus Test

HCV/HIV Combo Test
HEV Hepatitis E Virus IgM Test

HIV 1/2 Antibody Test

HIV 1/2 Antibody Tri-line Test

HIV 1/2/O Antibody Test

HIV Antigen/Antibody Combo Test 

HSV IgG Test

HSV IgM Test

HSV IgG/IgM Test

H. pylori Antibody Test

 

Swab
Feces
WB/S/P
Vaginal Secretion
S/P
WB/S/P
Feces

Feces

Feces

S/P
WB/S/P

WB/S/P

Swab/Urine
S/P
WB/S/P
S/P
WB/S/P
S/P
WB/S/P
WB/S/P
WB/S/P

Nasopharyngeal Swab

Nasal Swab

NA & NP Swab
Oral Fluid

Nasal Swab

Oral Fluid
Nasal Swab
Nasal Swab
Nasal Swab
Nasal Swab
Nasal Swab
WB/S/P
WB/S/P
WB/S/P
S/P
WB/S/P
Feces
Swab
S/P
WB/S/P
Feces

S/P

WB/S/P

S/P

WB/S/P
S/P
WB/S/P

S/P

WB/S/P

S/P

WB/S/P

WB/S/P
S/P
WB/S/P
S/P
WB/S/P

S/P

WB/S/P

WB/S/P
S/P

S/P

WB/S/P

WB/S/P
S/P
WB/S/P
WB/S/P
S/P
WB/S/P
S/P
WB/S/P
S/P
WB/S/P

S/P

WB/S/P

GCADE-502a√
GCADE-602a√
GCBRU-402a√
GCCA-502a√
GCCHA-302a√
GCCHA-402a√
GCCD(GDH)-602a√

GCCD(Toxin A/B)-602a√

GCCD-625a√

GCCHK(IgM)-302a√
GCCHK(IgM)-402a√

GCCHK(IgG/IgM)-402a

GCCHL-502a√
GCCMV(IgG)-302a
GCCMV(IgG)-402a
GCCMV(IgM)-302a
GCCMV(IgM)-402a
GCCMV(IgG/IgM)-302a
GCCMV(IgG/IgM)-402a
GCCOV-402a√
GCCOV(NAb)-402b√
GCCOV-502a√
GCCOV-502Ca√
GCCOV-501a√
GCCOV-502a-NA√
GCCOV-503a√
GCCOV-502a-NN√
GCCOV-702a√
GCCOV-502a-Hxx√
GCCOV-502a-HxxOGE√
GCCOV-702a-Hxx√
GCCOV-D503a√
GCCOV(B117)-525a√
GCFCR-T525a√
GCCOV(Del)-T502a√
FCCOV-502a√
GCDEN(ab)-402c√
GCDEN(NS)-402c√
GCDEN-425a√
GCEV71(IgM)-302a√
GCEV71(IgM)-402a√
GCGIA-602a√
GCGON-502b
GCHAV(IgM)-302Ba√
GCHAV(IgG/IgM)-402a√
GCHAV-602a√
GCHBcb-302a
GCHBcb-302b
GCHBcb-402a
GCHBeb-302a
GCHBeb-302b
GCHBeb-402a
GCHBeg-302a
GCHBeg-402a
GCHBsb-301a
GCHBsb-302a
GCHBsb-401a
GCHBsb-402a
GCHBsb-402b
GCHBsg-301a
GCHBsg-302a
GCHBsg-401a
GCHBsg-402a
GCHBC-402a
GCHBCISY-345a
GCHBCISY-445a
GCHBV-355a
GCHBV-455a
GCHCV-301a
GCHCV-302a√
GCHCV-401a
GCHCV-402a√
GCHCI-402a
GCHEV-302a√
GCHIV-301a
GCHIV-302a√
GCHIV-401a
GCHIV-402a√
GCHIV-GT402a
GCHIV-T302b
GCHIV-T402a
GCHIV(Ag/Ab)-402a
GCHSV(IgG)-302a√
GCHSV(IgG)-402a√
GCHSV(IgM)-302a√
GCHSV(IgM)-402a√
GCHSV(IgG/IgM)-302a
GCHSV(IgG/IgM)-402a
GCHP-301a√
GCHP-302a√
GCHP-401a√
GCHP-402a√

Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette

Cassette

Cassette

Cassette
Cassette

Cassette

Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Cassette
Device
Cassette
Cassette
Cassette
Cassette
Cassette
Reader
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Cassette
Strip
Cassette
Cassette
Strip
Cassette
Strip
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Cassette
Strip
Cassette
Cassette
Cassette
Strip
Cassette
Strip
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Cassette
Strip
Cassette

/
/
/
105 CFU/mL
/
/
2 ng/mL
Toxin A: 2 ng/mL 
Toxin B: 2 ng/mL

GDH: 2 ng/mL
Toxin A: 2 ng/mL 
Toxin B: 2 ng/mL
/
/

/

4.8×103 IFU/mL
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/

/
/
/
1.0E*7
/
/
/
2 NCU
8 NCU
2 NCU
2 NCU
8 NCU
2 NCU
0.5 NCU
0.5 NCU
30 mIU/mL
30 mIU/mL
30 mIU/mL
30 mIU/mL
20 mIU/mL
1 ng/mL
1 ng/mL
1 ng/mL
1 ng/mL
/
/
/
/
/
/
/
/
/

/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/

20 Tests/Kit
20 Tests/Kit
25 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit

20 Tests/Kit

20 Tests/Kit

25 Tests/Kit
25 Tests/Kit

25 Tests/Kit

20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit

1/2/3/5/7/10/15/20 Test(s)/Kit
1/2/5/10 Tests/Kit
20 Tests/Kit
20 Tests/Kit
1/2/3/5/7/10/15/20 Test(s)/Kit
1/2/3/5/7/8/10/15/20/25 Test(s)/Kit
1/2/3/5/7/10/15/20 Test(s)/Kit
1/2/3/5/7/10/15/20 Test(s)/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit

Infectious Disease

Product Description                                       Specimen                Catalog No.                           Format          Cut-off Value       Kit Size

H. pylori Antigen Test

Influenza A Antigen Test

Influenza A/B Antigen Test

Influenza & COVID-19 Antigen Combo Test

Flu, COVID-19, RSV & Adeno Antigen Combo Test

Leishmania Antibody Test

Malaria Pan Antigen Test
Malaria P.f. Antigen Test
Malaria P.f./Pan Antigen Test 
Malaria P.f./P.v. Antigen Test

Malaria P.f./P.v. Antibody Test

Monkeypox IgG/IgM Antibody Test

Mononucleosis Test

M. pneumonia IgM Test
Respiratory Syncytial Virus  Antigen Test
Rotavirus Test
Rotavirus/Adenovirus Test

Rubella IgG Test

Rubella IgM Test

Rubella IgG/IgM Test

Strep A Test

Syphilis Test

S. typhi Antigen Test

TOXO IgG Test 

TOXO IgM Test 

Toxo IgG/IgM Test

ToRCH Toxo/Rubella/CMV/HSV IgG Combo Test
ToRCH Toxo/Rubella/CMV/HSV IgM Combo Test
Trichomonas vaginalis Test

Tuberculosis IgG/IgM Test

Typhoid IgG/IgM Test

V. cholerae O1 Antigen Test
V. cholerae O1/O139 Antigen Test
ZIKA IgM Test
ZIKA IgG Test
ZIKA NS1 Test

Feces

Nasal/Throat Swabs 

Nasal/Throat Swabs 

Nasopharyngeal Swab
NA & NP Swab

Nasal Swab

Nasopharyngeal Swab
Nasal Swab

S/P

WB/S/P

Whole Blood
Whole Blood
Whole Blood
Whole Blood
S/P
WB/S/P

WB/S/P

S/P

WB/S/P

S/P
Swab
Feces

S/P
WB/S/P
S/P
WB/S/P
S/P

WB/S/P

Throat Swab

S/P

WB/S/P

S/P/Feces
S/P
WB/S/P
S/P
WB/S/P

S/P

WB/S/P
S/P
S/P
Vaginal Swab
S/P
WB/S/P

S/P

Feces
Feces
WB/S/P
WB/S/P
WB/S/P

GCHP-601a√
GCHP-601Ca√
GCHP-602a√
GCHP-602Ca√
GCFLU(A)-501a√
GCFLU(A)-502a√

GCFLU(A/B)-501a√

GCFLU(A/B)-502a√

GCFLU(A/B)-502Ca√

GCFC-525a√
GCFC-525a-NN√
GCFC-525a-NA√
GCFC-T502a√
GCFC-T503a√
GCFCRA-545a√
GCFCRA-T525a√
GCKal-301a
GCKal-302a
GCKal-401a√
GCKal-402a
GCKal-T402a√
GCMAL(pan)-402a√
GCMAL(pf)-402a√
GCMAL(pf/pan)-402a√
GCMAL(pf/pv)-402a√
GCMAL(pf/pv Ab)-302a√
GCMAL(pf/pv Ab)-402a√

GCMKP-402a√

GCMON-325a√
GCMON-402a√
GCMON-425a√
GCMP(IgM)-302a√
GCRSV-502a√
GCROA-602a√
GCROA/ADE-602a√
GCRUB(IgG)-302a
GCRUB(IgG)-402a
GCRUB(IgM)-302a
GCRUB(IgM)-402a
GCRUB(IgG/IgM)-302a
GCRUB(IgG/IgM)-402a
GCRUB(IgG/IgM)-T402a
GCSTR-501a√
GCSTR-501Ca√†
GCSTR-502a√
GCSTR-502Ca√
GCSYP-301a√
GCSYP-302a√
GCSYP-401a√
GCSYP-402a√
GCSAL(ST)-602a√
GCTOX(IgG)-302a√
GCTOX(IgG)-402a
GCTOXO(IgM)-302a√
GCTOXO(IgM)-402a
GCTOX-302b
GCTOX(IgG/IgM)-302a√
GCTOX-402b
GCTOG-345a
GCTOM-345a
GCTV-502a√
GCTB-302a√
GCTB-402a√
GCTYP-301a
GCTYP-302a√
GCVCH(O1)-602a√
GCVCH(O1/O9)-602a√
GCZIK(IgM)-402a
GCZIK(IgG)-402a
GCZIK(NS1)-402a

Strip
Strip
Cassette
Cassette
Strip
Cassette

Strip

Cassette

Cassette

Cassette
Cassette
Cassette
Cassette
Device
Cassette
Cassette

Cassette
Strip

Strip

Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette

Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Strip
Cassette
Cassette
Strip
Cassette
Strip
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette

/
/
/
/
1.5 x 104 TCID

50

1.5 x 104 TCID
50

1.5x 104 TCID
50

/
1.5 x 105 TCID

50

1.5x 104 TCID
50

/
1.5 x 105 TCID

50

1.5x 104 TCID
50

/
1.5 x 105 TCID

50

/
/
/
/
/
/
/
/
/
/
/
/
200 parasites
200 parasites
200 parasites
200 parasites
/
/

/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/
/

25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
20 Tests/Kit
25 Tests/Kit
20 Tests/Kit

25 Tests/Kit

20 Tests/Kit

20 Tests/Kit

20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
1/5/20 Tests/Kit
1/2/5/10 Test(s)/Kit
20 Tests/Kit
20 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit

Cassette / 25 Tests/Kit

Monkeypox Antigen Test WB/S/P or Throat swab GCMKP-502a√ Cassette / 25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
20 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
25 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit

50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit

√CE Marked         †Cleared for US 510(k)                                 In Specimen column:     WB: Whole Blood              S: Serum              P: Plasma

New

New

New

New

New

New New

New

New

New

New

New

New

New

New

New

New

New

New

New

New

New

New

New

New
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Healgen Scientific Limited Liability Company
Add: 3818 Fuqua Street, Houston, TX77047, USA.

Tel: +1 713-733-8088
Toll free: 866 982 3818
Fax: +1 713-733-8848

E-mail: Healgensales@healgen.us (For South America and North America)
Web: http: //www.healgen.com

Zhejiang Orient Gene Biotech Co., Ltd
Add:  3787#, East Yangguang Avenue, Dipu Street, 

Anji , Huzhou, Zhejiang, China.
P.C.: 313300

Tel: +86-572-5303755/5303756
Fax: +86-572-5226222

E-mail: sales@orientgene.com (For rest of world)
Web: http: //www.orientgene.com Rev.08/2022

Zhejiang Orient Gene Biotech Co., Ltd was founded in December 2005 and listed on the SEE STAR 
Market on February 5, 2020 (securities code: 688298).
Orient Gene specializes in R&D, production and sales of in vitro diagnostic products, mainly 
covering infectious diseases (including COVID-19 test series), toxicology, tumor markers, cardiac 
markers and fertility testing, etc. Through 16 years of technology accumulation and continuous 
investment in R&D, the Company has independently developed hundreds of products. The 
company own more than 200 authorized patents, and has obtained more than 500 product 
medical device certifications at home and abroad. The Company’s sales network covers more than 
100 countries, products are mainly sold to Europe, America and other developed countries.

Healgen Scientific LLC, a wholly owned subsidiary of Zhejiang Orient Gene Biotech Co., Ltd 
develops, manufactures and commercializes in vitro diagnostic test systems worldwide. Our 
product portfolio spans multiple testing categories and analytes to meet various clinical and 
laboratory needs. 

Ascorbate√†
Bilirubin√†
Blood√†
Ca√
Creatinine√
Gluose√†
Ketone√†
Leukocytes√†
Micro Albumin√
Nitrite√†
pH√†
Protein√†
Specific Gravity√†
Urobilinogen√†
Urinary Tract Infection Test Strip

Urine
Urine
Urine
Urine
Urine
Urine
Urine
Urine
Urine
Urine
Urine
Urine
Urine
Urine
Urine

Strip
Strip
Strip
Strip
Strip
Strip
Strip
Strip
Strip
Strip
Strip
Strip
Strip
Strip
Strip

0.5-0.6 mmol/L 
8.6-17 μmol/L
5-15 Ery/μL
2.5 mmol/L
50 mg/dL
2.8~5.5 mmol/L
0.5~1.0 mmol/L
5-15 Leuko/μL
0.08~0.15 mg/dL
13~22 μmol/L 
0.5
0.15~0.3 g/L
0.005
3.3-16 μmol/L
LEU: 10-15 Leuko/μL NIT: 13~22 μmol/L 

100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
100 Tests/Canister
3 Tests/Kit

hCG Pregnancy Test

Digital Pregnancy Test

LH Ovulation Test

FSH Menopause Test

IGFBP-1 PROM Test

Male Fertility Test

Urine

Urine/Serum

Urine

Urine

Urine

Cervical Secretion

Semen

GAHCG-101a√†
GAHCG-101b√
GAHCG-101d√
GAHCG-102a√†
GAHCG-102b√
GAHCG-102d√
GAHCG-103a√†
GAHCG-103b√
GAHCG-103d√
GAHCG-105a
GAHCG-201a√
GAHCG-201b√
GAHCG-202a√
GAHCG-202b√
GAHCG-D103a√
GALH-101a√
GALH-101b√
GALH-101d
GALH-102a√
GALH-102b√
GALH-103a√
GALH-103b√
GALH-103d
GAFSH-101a√
GAFSH-102a√
GAIGF1-501a√
GAIGF1-502a√
GASPE-902a√

Strip
Strip
Strip
Cassette
Cassette
Cassette
Midstream
Midstream
Midstream
Panel
Strip
Strip
Cassette
Cassette
Midstream
Strip
Strip
Strip
Cassette
Cassette
Midstream
Midstream
Midstream
Strip
Cassette
Strip
Cassette
Cassette

25 mIU/mL
10 mIU/mL
20 mIU/mL
25 mIU/mL
10 mIU/mL
20 mIU/mL
25 mIU/mL
10 mIU/mL
20 mIU/mL
25 mIU/mL
25 mIU/mL
10 mIU/mL
25 mIU/mL
10 mIU/mL
25 mIU/mL
25 mIU/mL
40 mIU/mL
30 mIU/mL
25 mIU/mL
40 mIU/mL
25 mIU/mL
40 mIU/mL
30 mIU/mL
25 mIU/mL
25 mIU/mL
25 ng/mL
25 ng/mL
15M/mL

100 Tests/Kit
100 Tests/Kit
100 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
1/2 Test(s)/Kit
1/2 Test(s)/Kit
1/2 Test(s)/Kit
25 Tests/Kit
100 Tests/Kit
100 Tests/Kit
25 Tests/Kit
25 Tests/Kit
1/2 Test(s)/Kit
100 Tests/Kit
100 Tests/Kit
100 Tests/Kit
25 Tests/Kit
25 Tests/Kit
1/5 Test(s)/Kit
1/5 Test(s)/Kit
1/5 Test(s)/Kit
100 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
1 Test/Kit

Fertility

Product Description    Specimen       Catalog No.              Format                                 Cut-off Value                       Kit Size

10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit

10 Tests/Kit

10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit
10 Tests/Kit

10 Tests/Kit

10 Tests/Kit
10 Tests/Kit

Gold /
/
10 IU
/
10 IU
10 mg/L
/
10 IU

/

/
/
10 IU
15 ng/mL
/
10 IU
/
/
10 IU
/
10 IU

/

5 mg/L
/

Gold
Fluorescence
Gold
Fluorescence
Fluorescence
Gold
Fluorescence

Gold

Gold
Gold
Fluorescence
Fluorescence
Gold
Fluorescence
Gold
Gold
Fluorescence
Gold
Fluorescence

Gold

Fluorescence
Gold

Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette

Cassette

Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette

Cassette

Cassette
Cassette

GFCAV-502a
GFCCV-602a
FFCCV-602a
GFCCP-T602a
FFCCP-T602a
FFCCR-402a
GFCDV-502a
FFCDV-502a

GFCDIA-532a

GFCIV-502a
GFCPV-602a
FFCPV-602a
FFCPR-402a
GFFCV-502a
FFFCV-502a
GFFCO-602a
GFFHV-502a
FFFHV-502a
GFFPV-602a
FFFPV-602a

GFFPC-622a

FFFSA-402a
GFTOX-402a

Secretions

Feces

Feces

WB/S/P

Secretions

Secretions

Secretions

Feces

WB/S/P

Secretions

Feces

Secretions

Feces

Feces

WB/S/P
WB/S/P

Canine Adenovirus (CAV) Antigen Test

Canine Coronavirus (CCV) Antigen Test

Canine Coronavirus (CCV) & 
Parvovirus (CPV)  Antigen Combo Test

Canine C-Reactive Protein (cCRP) Test

Canine Distemper Virus (CDV) Antigen Test

Canine Distemper Virus (CDV), Influenza Virus 
(CIV) & Adenovirus (CAV) Antigen Combo Test

Canine Influenza Virus (CIV) Antigen Test

Canine Parvovirus (CPV) Antigen Test

Canine Progesterone (cProg) Test

Feline Calicivirus (FCV) Antigen Test

Feline Coronavirus (FCoV) Antigen Test 

Feline Herpes Virus (FHV) Antigen Test

Feline Parvovirus (FPV) Antigen Test 

Feline Parvovirus (FPV) & Coronavirus 
(FCoV) Antigen Combo Test 

Feline Serum Amyloid A (fSAA) Test
Toxoplasma (Toxo) IgG/IgM Test

√CE Marked         †Cleared for US 510(k)                                 In Specimen column:     WB: Whole Blood              S: Serum              P: Plasma

Veterinary

Product Description                                 Specimen        Catalog No. Format               Label Cut-off Value          Kit Size

GEAFP-301a
GEAFP-302a√
GEAFP-401a√
GEAFP-402a√
GECEA-301a
GECEA-302a
GECEA-401a√
GECEA-402a√
GEFOB-601b√†
GEFOB-601Cb√
GEFOB-601c√
GEFOB-601d
GEFOB-602b√†
GEFOB-602Cb√
GEFOB-602c√
GEFOB-602d
GEFOB-602h
GEFOB-602j√
GEFOB/TF-602a√
GENMP22-102a√
GEPSA-301a√
GEPSA-302a√
GEPSA-401a√
GEPSA-402a√
GEPSA-302b
GEPSA-402b
GETF-601a√
GETF-602a√

S/P

WB/S/P

S/P

WB/S/P

Feces

Feces
Urine

S/P

WB/S/P

S/P

WB/S/P

Feces

AFP Alpha Fetal Protein Test

CEA Carcinoembryonic Antigen Test

FOB Fecal Occult Blood Test 

FOB /Transferrin Combo Test 
Nuclear Matrix Protein 22 Test

PSA Prostate Specific Antigen Test

PSA Prostate Specific Antigen 
Semi-QuantitativeTest

Transferrin Test

Strip
Cassette
Strip
Cassette
Strip
Cassette
Strip
Cassette
Strip
Strip
Strip
Strip
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Cassette
Strip
Cassette
Cassette
Cassette
Strip
Cassette

20 ng/mL
20 ng/mL
20 ng/mL
20 ng/mL
5 ng/mL
5 ng/mL
5 ng/mL
5 ng/mL
50 ng/mL
50 ng/mL
100 ng/mL
200 ng/mL
50 ng/mL
50 ng/mL
100 ng/mL
200 ng/mL
150 ng/mL
10 ng/mL
50/10 ng/mL
10 U/mL
4 ng/mL
4 ng/mL
4 ng/mL
4 ng/mL
4 ng/mL, 10 ng/mL
4 ng/mL, 10 ng/mL
10 ng/mL
10 ng/mL

50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit

Product Description                                 Specimen        Catalog No.             Format                    Cut-off Value                          Kit Size

GDCKM-302a√
GDCKM-402a√
GDCRP-402a√
GDCRP-T402b√
GDDDI-402b√
GDMYO-402a√
GDPCT-T402a√
GDTRO-302a√
GDTRO-402a√
GDTRO-402b√
GDCAR-335a√
GDCAR-435a√
GDCAR-W435a√

S/P
WB/S/P

WB/S/P

WB/P
WB/S/P
WB/S/P
S/P

WB/S/P

S/P

WB/S/P

CK-MB Test

CRP C-Reactive Protein Semi
-Quantitative Test

D-dimer Test
Myoglobin Test
Procalcitonin Test

Troponin I Test

Cardiac Myoglobin/CK
- MB/cTnI Combo Test

Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette

5 ng/mL
5 ng/mL
1~3~10 mg/L
10~40~80 mg/L
500 ng/mL
50 ng/mL
0.5~2~10 ng/mL
0.5 ng/mL
0.5 ng/mL
0.5 ng/mL
50/5/0.5 ng/mL
50/5/0.5 ng/mL
50/5/0.5 ng/mL

25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit

Cardiac Marker

Product Description    Specimen       Catalog No.              Format                                 Cut-off Value                       Kit Size

Urinalysis

Product Description              Specimen                   Format                       Cut-off Value                                                                      Kit Size

Urine Analyzer
Urine Analyzer
Colloidal Gold Test Reader
Handheld Oral Fluid Drug Test Reader
Multi-Function Colloidal Gold Test Reader
Fluorescence Immunoassay Analyzer
Handheld Fluorescence Immunoassay Analyzer
Mini Immunofluorescence Analyzer
Veterinary Fluorescence Immunoassay Analyzer

Healgen 500√
Healgen 501√
OG-D180
OG-D200
OG-D600
OG-G200
OG-G300
OG-H100√
OG-V100

Instrument

Product Description                                                   Model

100 Tests/Kit
25 Tests/Kit
100 Tests/Canister

20 μg/mL
20 μg/mL
3.8-4.4

Strip
Cassette
Strip

GIHSA-101a√
GIHSA-102a
VPH-501a

Urine

Vaginal Secretion

Micro-Albumin Test

Vaginal pH Test

Non-Infectious Disease

Product Description                        Specimen        Catalog No.                 Format                     Cut-off Value                 Kit Size

25 Tests/Kit
25 Tests/Kit

Cassette
Cassette

GCRF(IgM)-302a
GCIGE-302a

S/PRheumatoid Factor IgM Test
S/PTotal IgE Test

Autoimmunity

Product Description                        Specimen        Catalog No.                 Format                                     Kit Size

Tumor Marker

New

New



Unscrew and
open the
upper cap

3 Drops of specimen

20 Test cassettes
20 Specimen collection tubes with buffer
1 Package insert

1. Specimen collection containers             2. Clock or timer

Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the qualitative detection of 
human occult blood in feces by professional laboratories or physician's offices. It is useful to detect bleeding caused by a 
number of gastrointestinal disorders, e.g., diverticulitis, colitis, polyps, and colorectal cancer.
Fecal Occult Blood Rapid Test Cassette (Feces) is recommended for use in1) routine physical examinations, 2) hospital 
monitoring for bleeding in patients, and 3) screening for colorectal cancer or gastrointestinal bleeding from any source.

Most of diseases can cause hidden blood in the stool. 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. Traditional 
guaiac-based method lacks sensitivity and specificity, and has diet-restriction prior to the testing.
Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid test to qualitatively detect low levels of fecal occult blood in feces. 
The test uses double antibod- sandwich assay to selectively detect as low as 50 ng/mL of hemoglobin or 6 μg hemoglobin/g 
feces. In addition, unlike the guaiac assays, the accuracy of the test is not affected by the diet of the patients.

Fecal Occult Blood Rapid Test Cassette (Feces) is a lateral flow chromatographic immunoassay based on the principle of 
the double antibody-sandwich technique.  The membrane is pre-coated with anti-hemoglobin antibodies on the test line 
region of the device.  During testing, the specimen reacts with the colloidal gold coated withl anti-hemoglobin antibodies.  
The mixture migrates upward on the membrane chromatographically by capillary action to react with anti-hemoglobin 
antibodies on the membrane and generate a colored line.  The presence of this colored line in the test region indicates a 
positive result, while its absence indicates a negative result.  To serve as a procedural control, a colored line will always 
appear in the control line region indicating that proper volume of specimen has been added and membrane wicking has 
occurred.

All reagents are ready to use as supplied. Store unused test device unopened at 2°C-30°C. If stored at 2°C-8°C, ensure 
that the test device is brought to room temperature before opening. The test is not stable out of the expiration date printed 
on the sealed pouch. Do not freeze the kit or expose the kit over 30°C.

1. For professional in vitro diagnostic use only.
2. This package insert must be read completely before performing the test. Failure to follow the insert gives inaccurate test 
results.
3. Do not use it if the tube/pouch is damaged or broken.
4. Test is for single use only. Do not re-use under any circumstances.
5. Do not use specimen with visible blood for the testing.
6. Handel all specimens as if they contain infectious agents. Observe established standard procedure for proper disposal 
of specimens.
7. Specimen extraction buffer contains Sodium Azide (0.1%). Avoid contact with skin or eyes. Do not ingest.
8. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are assay.
9.  Humidity and temperature can adversely affect results.
10.  Do not perform the test in a room with strong air flow, ie.  electric fan or strong airconditioning.

1. A specimen should not be collected from a patient with following conditions that may interfere with the test results:

● Menstrual bleeding
● Bleeding hemorrhoids
● Constipating bleeding
● Urinary bleeding.
2. Dietary restrictions are not necessary.
3. Alcohol and certain medications such as aspirin, indomethacin, phenylbutazone, reserpine, cortocosteroids, and 
nonsteroidal anti-inflammatory drugs may cause gastrointestinal irritation and subsequent bleeding, thus gives positive 
reactions. On the advice of the physician, such substances should be discontinued at least 48 hours prior to testing.

Consider any materials of human origin as infectious and handle them using standard biosafety procedures.
1.  Collect a random sample of feces in a clean, dry receptacle.
2.  Unscrew the top of the collection tube and remove the applicator stick.
3.  Randomly pierce the fecal specimen in at least five (5) different sites.
4.  Remove excess sample off the shaft and outer grooves.  Be sure sample remains on inside grooves.
5.  Replace the stick in the tube and tighten securely.
6.  Shake the specimen collection bottle so that there is proper homogenisation of feces in buffer solution.
Note: Specimens prepared in the specimen collection tube may be stored at room temperature (15-30°C) for 3 days 
maximum, at 2-8°C for 7 days maximum or at -20°C for 3 months maximum if not tested within 1 hour after preparation.

Allow the test cassette, specimen, and/or controls to reach room temperature (15-30°C) prior to testing.
1. Remove the test cassette from the foil pouch and use it as soon as possible. Best results will be obtained if the assay is 
performed within one hour.
2. Place the test cassette on a clean, flat surface.
3. Shake the specimen collection tube several times.
4. Hold the specimen collection tube upright and then unscrew and open the upper cap.
5. Squeeze 3 drops (~90 μL) of the sample solution in the sample well of the cassette and start the timer.
6. Wait for the colored line(s) to appear. Read results in 5 minutes. Do not interpret the result after 5 minutes.

(Please refer to the illustration above)
Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored line 
should be in the test line region (T).
Negative: One colored line appears in the control line region(C). No line appears in the test line region (T).
Invalid: Control line fails to appear. The test should be repeated using a new cassette. lf the problem persists, discontinue 
using the test kit immediately and contact your local distributor.
NOTE:
1. The intensity of color in the test region (T) may vary depending on the concentration of analytes present in the specimen. 
Therefore, any shade of color in the test region should be considered positive. Note that this is a qualitative test only, and

Fecal Occult Blood Rapid Test Cassette (Feces)



An internal procedural control is included in the test. A colored line appearing in the control line region (C) is an internal 
procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correctl procedural technique.
Control standards are not supplied with this kit; however it is recommended that positive and negative controls be tested as 
a good laboratory practice to confirm the test procedure and to verify proper test performance.

1. Simon J.B. Occult Blood Screening for Colorectal Carcinoma: A Critical Review, Gastroenterology, Vol. 1985;88:820.
2. Blebea J. and Ncpherson RA. False-Positive Guaiac Testing With lodine, Arch Pathol Lab Med, 1985;109:437-40.

1. This test kit is to be used for the qualitative detection of human hemoglobin in fecal samples. A positive result suggests 
the presence of human hemoglobin in fecal samples. In addition to intestinal bleeding the presence of blood in stools may 
have other causes such as hemorrhoids, blood in urine etc.
2. Not all colorectal bleedings are due to precancerous or cancerous polyps. The information obtained by this test should 
be used in conjunction with other clinical findings and testing methods, such as colonoscopy gathered by the physician.
3. Negative results do not exclude bleeding since some polyps and colorectal region cancers can bleed intermittently or not 
at all. Additionally, blood may not be uniformly distributed in fecal samples. Colorectal polyps at an early stage may not 
bleed.
4. Urine and excessive dilution of sample with water from toilet bowl may cause erroneous test results. The use of a 
receptacle is recommended.
5. Feces specimens should not collect during the menstrual period and not three day before or afterwards, at bleeding due 
to constipation, bleeding haemorrhoids,or at taking rectally administered medication. It could cause false positive results.
6. This test may be less sensitive for detecting upper g.i. Bleeding because blood degrades as it passes through the g.i. 
Track.
7. The Fecal Occult Blood Rapid Test Cassette (Feces) is to aid indiagnosis and is not intended to replace other diagnostic 
procedures such as G.I. fibroscope, endoscopy, colonoscopy, or X-ray analysis. Test results should not be deemed 
conclusive with respect to the presence or absence of gastrointestinal bleeding or pathology. A positive result should be 
followed up with additional diagnostic procedures to determine the exact cause and source for the occult blood in the feces.

1. Sensitivity:
Fecal Occult Blood Rapid Test Cassette (Feces) can detect the levels of human occult blood as low as 50 ng/mL hemoglobin 
or 6 μg hemoglobin/g feces.
2. Prozone Effect:
It is observed that this FOB test can detect 2 mg/mL hemoglobin.
3. Specificity:
Fecal Occult Blood Rapid Test Cassette (Feces) is specific to human hemoglobin. Specimen containing the following 
substances at the standard concentration was tested on both positive and negative controls and showed no effects on test 
results at standards concentration.

cannot determine the concentration of analytes in the specimen.
2. Insufficient specimen volume, incorrect operating procedure or expired tests are the most likely reasons for control band 
failure.
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For in vitro diagnostic use only

Store between 2~30°C
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