
浙江东方基因生物制品股份有限公司
Zhejiang Orient Gene Biotech Co.,LTD

地址：浙江省湖州市安吉县递铺镇阳光大道东段 3787号
Add: 3787#, East Yangguang Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China
电话 Tel:+86-572-5226111 传真 Fax: +86-572-5226222 邮编 P.C.:313300

STATEMENT

We, Zhejiang Orient Gene Biotech Co., Ltd , having a registered office at 3787#, East Yangguang
Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China assign SRL SANMEDICO having a
registered office at A. Corobceanu street 7A, apt. 9, Chişinău MD-2012, Moldova, as non-exclusive
authorized representative for Orient Gene Brand product in correspondence with the conditions of
directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova.

This Statement letter will be valid from Mar.22th,2024 to Mar.21th, 2025.

Zhejiang Orient Gene Biotech Co., Ltd

General Manager：

Date:2024/3/22



浙江东方基因生物制品有限公司
Zhejiang Orient Gene Biotech Co.,LTD

Relationship between Healgen and OrientGene

Dete：Aug 13th，2020

ToWhom it may concern,

This is to certify that Zhejiang Orient Gene Biotech Co.,Ltd,Located at NO.:3787#

East Yangguang Avenue,Dipu Street,Anji313300,Huzhou,Zhejiang,China,and

Healgen Scientific LLC,Located at 3818 Fuqua Street ,Houston,TX 77047,USA,are

affiliated business divisions under the same management,Zhejiang Orient Gene

Biotech Co.,Ltd is an ISO 13485 certificated medical device manufacturer.

Mr Bryan Fang Mr.Xiaoliang Fang

General Manger General Manager

Healgen Scientific LLC Zhejiang OrientGene Biotech Co.,Ltd



EC Certificate
Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 092378 0004 Rev. 02

Page 1 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Healgen Scientific Limited
Liability Company
3818 Fuqua Street
Houston TX 77047
USA

Product Category(ies): Products for determination of infection markers
Tumor markers and products for self testing

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 092378 
0004 Rev. 02 

Report no.: SH21178302

Valid from: 2022-02-10
Valid until: 2025-05-26

Date, 2022-02-10

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V1%20092378%200004%20Rev.%2002
http://www.tuvsud.com/ps-cert?q=cert:V1%20092378%200004%20Rev.%2002


EC Certificate
Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 092378 0004 Rev. 02
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Model(s): In Vitro Diagnostic Rapid Test for Self-Testing, including
HCG Pregnancy Rapid Test,
LH Ovulation Rapid Test

In Vitro Diagnostic Rapid Test, including
Prostate Specific Antigen (PSA) Rapid Test
HCV Hepatitis C Virus Rapid Test
(Whole blood/Serum/Plasma)
HCV Hepatitis C Virus Rapid Test
(Serum/Plasma)
HIV 1/2 Human Immunodeficiency Virus Rapid Test
(Whole blood/Serum/Plasma)
HIV 1/2 Human Immunodeficiency Virus Rapid Test
(Serum/Plasma)

Facility(ies): Healgen Scientific Limited Liability Company
3818 Fuqua Street, Houston TX 77047, USA

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

.



Certificate
No. Q5 092305 0001 Rev. 02
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

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. 02

Report No.: SH2398804

Valid from: 2024-03-17
Valid until: 2027-03-16

Date, 2024-03-01 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20092305%200001%20Rev.%2002


Certificate
No. Q5 092305 0001 Rev. 02

Page 2 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): ISO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

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

.























HIV 1/2 Ab Rapid Test Cassette
(Whole Blood/Serum/Plasma)

The HIV 1/2 Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic immunoassay with a 
double antigen system for the qualitative detection of antibodies to HIV-1 and/or HIV-2 in whole blood, serum or 
plasma. It is intended to be used as a screening test and as an aid in the diagnosis of infection with HIV. Any reactive 
specimen with the HIV 1/2 Ab Rapid Test Cassette must be confirmed with alternative testing method(s).

HIV is the etiologic agent of Acquired Immune Deficiency Syndrome (AIDS). The virion is surrounded by a lipid 
envelope that is derived from the host cell membrane. Several viral glycoproteins are on the envelope. Each virus 
contains two copies of positive-sense genomic RNAs. HIV-1 has been isolated from patients with AIDS and 
AIDS-related complex,and from healthy people with a high potential risk for developing AIDS.1 HIV-2 has been 
isolated from West African AIDS patients and from seropositive asymptomatic individuals.2 Both HIV-1 and HIV-2 
elicit an immune response.3 Detection of HIV antibodies in serum or plasma is the most efficient and common way 
to determine whether an individual has been exposed to HIV and to screen blood and blood products for HIV.4 

Despite the differences in their biological characters, serological activities and genome sequences, HIV-1 and HIV-2 
show strong antigenic cross-reactivity.5 Most HIV-2 positive sera can be identified by using HIV-1 based serological 
tests. 
The HIV 1/2 Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test to qualitatively detect the presence 
of antibodies to HIV-1 and/or HIV-2 in whole blood, serum or plasma specimens. The test utilizes gold conjugate and 
multiple recombinant HIV proteins to selectively detect antibodies to the HIV 1/2 in whole blood, serum or plasma.

The HIV 1/2 Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) is a lateral flow chromatographic immunoassay 
based on the principle of the double antigen–sandwich technique. The membrane is coated with recombinant HIV 
recombinant antigens on the test line region of the device. When a specimen is applied at one end of the membrane, 
it reacts with HIV recombinant antigen coated gold conjugate in the test. The mixture then migrates 
chromatographically by capillary action and reacts with the recombinant HIV recombinant antigens on the 
membrane in the test line region.
If the specimen contains antibodies to HIV-1 or HIV-2, a colored line will appear in the test line region, showing a 
positive result. The absence of the colored test line indicates that the specimen does not contain the anti-HIV 
antibodies, showing a negative result. A colored line will always appear at the control line region to serve as a 
procedural control. This indicates if the proper volume of specimen has been added and that membrane wicking has 
occurred.

The HIV 1/2 Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) contains HIV recombinant antigen coated 
particles and HIV recombinant antigens coated on the membrane.

The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is stable through the expiration 
date printed on the sealed pouch. The test cassette must remain in the sealed pouch until use. DO NOT FREEZE. 
Do not use beyond the expiration date.

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. Handle all specimens as if they contain infectious agents.Observe established precautions against microbiological 
hazards throughout testing and follow the standard procedures for proper disposal of specimens.
6. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are
assayed.
7. Humidity and temperature can adversely affect results .
8. Do not perform the test in a room with strong air flow, ie. an electric fan or strong airconditioning.

1. For professional in vitro diagnostic use only. Do not use after expiration date.
2. Warning: the reagents in this kit contain sodium azide which may react with lead or copper plumbing to form
potentially explosive metal azides. When disposing of such reagents, always flush with large volumes of water to  
prevent azide build-up.

INTENDED USE

INTRODUCTION

PRINCIPLE

PRODUCT CONTENTS

WARNINGS AND PRECAUTIONS

MATERIALS SUPPLIED
1. Test cassette  2 Pipette dropper  3.Desiccant  4.Buffer  5.Package insert

MATERIAL REQUIRED BUT NOT PROVIDED
Allow test device, specimen, buffer and/or controls to equilibrate to room temperature (15-30°C) prior to 
testing. 
1.Remove the test device 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 device on a clean and level surface. 
For Serum or Plasma Specimens: Hold the dropper vertically and transfer 1 drop of serum or plasma 
(approximately 30 μL)  to the specimen well (S) of the test device, then add 1 drop of buffer (approximately 40 μL) 
and start the timer. See illustration below. 
For Venipuncture Whole Blood Specimens: Hold the dropper vertically and transfer 2 drops of venipuncture whole 
blood (approximately 50μL) to the specimen well (S) of the test device, then add 1 drop of buffer (approximately 40 
μL) and start the timer. See illustration below. 
For Fingerstick Whole Blood Specimens: Allow 2 hanging drops of fingerstick whole blood (approximately 50 μL) 
to fall into the center of the specimen well (S) on the test device, then add 1 drop of buffer  (approximately 40 μL) and 
start the timer. See illustration below. 
3. Wait for the red line(s) to appear. The result should be read in 15 minutes. Do not interpret the result after 15 
minutes.   

1.Specimen collection containers 2.Lancets (for fingerstick whole blood only)
3.Centrifuge (for plasma only) 4.Timer
5.Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only)

STORAGE AND STBILITY

SPECIMEN COLLECTION

TEST PROCEDURE

1.The HIV1/2 Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using whole blood (from
venipuncture or fingerstick), serum or plasma.
2.To collect Fingerstick Whole Blood specimens: 
Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.
Massage the hand without touching the puncture site by rubbing down the hand towards the fingertip of the middle 

or ring finger.
Puncture the skin with a new sterile lancet for each person. Wipe away the first sign of  blood.
Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture site.
Add the Fingerstick Whole Blood specimen to the test device by using a capillary tube:

.  Touch the end of the capillary tube to the blood until filled to approximately 50 μL. Avoid air bubbles.     

.   Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the whole blood into the 
specimen well (S) of the test device.

Add the Fingerstick Whole Blood specimen to the test device by using hanging drops:  
.  Position the patient’s finger so that the drop of blood is just above the specimen well (S) of the test device.
 .  Allow 2 hanging drops of fingerstick whole blood to fall into the center of specimen well (S) on the test device,  or 
move the patient’s finger so that the hanging drop touches the center of the specimen well (S). Avoid touching the 
finger directly to the specimen well (S).
3.Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear, non-hemolyzed
specimens.
4.Testing should be performed immediately after specimen collection. Do not leave the specimens at room
temperature for prolonged periods. Serum and plasma specimens may be stored at 2-8°C for up to 3 days. For long 
term storage, specimens should be kept below -20°C. Whole blood collected by venipuncture should be stored at 
2-8°C if the test  is to be run within 2 days of collection. Do not freeze whole blood specimens. Whole blood collected 
by fingerstick should be tested immediately.   
5.Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed and mixed
well prior to testing. Specimens should not be frozen and thawed repeatedly.
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PERFORMANCE CHARACTERISTICS
Sensitivity: The test has been compared with a leading commercial HIV EIA test using clinical specimens. Results 
showed the HIV 1/2 Ab Rapid Test Cassette is very sensitive to HIV-1 and/or HIV-2 antibodies.
Specificity: The specificity is comparable to a leading commercial HIV EIA test. The test is highly specific for  
anti-HIV-1 and/or HIV-2 when compared to a leading commercial HIV EIA test.
The HIV 1/2 Ab Rapid Test Cassette vs. EIA test

Method EIA

Results

Positive
Negative

Negative

Total Results

Total Results
Positive

210 2 212
1       1050         1051

211         1052           1263

HIV 1/2
Rapid Test

(Please refer to the illustration above)
POSITIVE*: Two distinct red lines appear. One line should be in the control region (C) and another line should be in 
the test region (T).
*NOTE: The intensity of the red color in the test line region (T) will vary depending on the concentration of HIV
antibodies in the specimen. Therefore, any shade of red in the test region (T) should be considered positive.
NEGATIVE: One red line appears in the control region (C). No apparent red or pink line appears in the test region
(T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques are the most 
likely reasons for control line failure. Review the procedure and repeat the test with a new test cassette. If the
problem persists, discontinue using the test kit immediately and contact your local distributor.
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QUALITY  CONTROL
A procedural control is included in the test. A red line appearing in the control region (C) is the internal procedural 
control. It confirms sufficient specimen volume and correct 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. The HIV 1/2 Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use only. This test
should be used for the detection of antibodies to HIV-1 and/or HIV-2 in whole blood, serum or plasma.
2. The HIV 1/2 Ab Rapid Test Cassette is limited to the qualitative detection of antibodies to HIV-1 or HIV-2 in human 
whole blood, serum or plasma. The intensity of the test band does not have linear correlation with the antibody titer 
in the specimen.
3. A negative result for an individual subject indicates absence of detectable HIV-1 or HIV-2 antibodies. However, a 
negative test result does not preclude the possibility of exposure to or infection with HIV-1 or HIV-2.
4. A negative result can occur if the quantity of the HIV-1 or HIV-2 antibodies present in the specimen is below the
detection limits of the assay, or the antibodies that are detected are not present during the stage of disease in which 
a sample is collected.
5. Although a positive result may indicate infection with HIV-1 or HIV-2 virus, a diagnosis of AIDS can only be made 
on clinical grounds, if an individual meets the case definition for AIDS established by the Centers fir Disease Control. 
For samples repeatedly tested as positive, more specific supplemental tests must be performed.

LIMITATIONS

6. Immunochomatographic testing alone cannot be used to diagnose AIDS even if the antibodies against HIV-1
and/or HIV-2 are present in a patient specimen.
7. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the results of a single test, but
should only be made by the physician after all clinical and laboratory findings have been evaluated.
8. Some specimens containing unusually high titer of heterophile antibodies or rheumatoid factor may affect
expected results.

HIV 1/2 Ab Rapid Test Cassette
(Whole Blood/Serum/Plasma)

Consult instructions for use

For in vitro diagnostic use only

Store between 2-30°C

Manufacturer

Tests per kit

Use by

Lot Number

Warning

Authorized Representative

Do not reuse

Catalog #

Zhejiang Orient Gene Biotech Co.,Ltd
Address: 3787#, East Yangguang Avenue, Dipu Street, 
Anji 313300, Huzhou, Zhejiang, China
Tel: +86-572-5226111    Fax: +86-572-5226222 

Website: www.orientgene.com

Cat.No.: GCHIV-402a B22608-01
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