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Tel: 86-25-68568508    Email: overseas@geteincom.cn    Web: www.bio-GP.com.cn 

 

               Document No.: GP-GMSQ-2024121101 

                 Letter of Authorization  

To whom it may concern, 

 

We, Getein Biotech, Inc. (No.9 BoFu Road, Luhe District, Nanjing, 211505, China), hereby authorize 

Sanmedico SRL (Address: Republic of Moldova, Chisinau, MD-2059, Petricani street, 88/1, office 

10) as our official and non-exclusive distributor for registration, promoting, selling, distributing and 

providing after-sale services of under-mentioned product in the territory of Moldova only: 

 

FIA8000 Quantitative Immunoassay Analyzer and Reagents 

 

Getein1100 Immunofluorescence Quantitative Analyzer and Reagents 

 

Getein1160 Immunofluorescence Quantitative Analyzer and Reagents 

 

Getein 1600 Immunofluorescence Quantitative Analyzer and Reagents 

 

Sanmedico SRL will comply with the laws and regulations of the countries and regions where they 

are located in and where they are selling mentioned product. 

 

Sanmedico SRL will carry out marketing efforts to fulfill service and maintenance for above 

mentioned products and will provide with users benefits of having a local stock of above mentioned 

products and on time delivery with every order, supported by a local service in local language. 

 

This authorization starts from Jan 1, 2025and will be valid to December 31 2025. 

 

Getein Biotech, Inc. has the right to terminate the authorization before validity and will inform 

Sanmedico SRL with 10 days in advance. 

 

Getein Biotech, Inc. 

Name: Steven Zhou 

Position: Overseas Sales Director  

 

 

 



Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505
China

基蛋生物科技股份有限公司
中国
江苏省
南京市
六合区
沿江工业开发区
博富路9号
邮编：211505

Holds Certificate No: MD 728432
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Please see scope page.

For and on behalf of BSI:
Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2020-05-29 Effective Date: 2023-07-26
Latest Revision Date: 2023-04-26 Expiry Date: 2026-07-25

Page: 1 of 3

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+728432&ReIssueDate=26%2f04%2f2023&Template=cnen


Design & Development, Manufacture and Distribution of Chemiluminescence Immunoassay, Biochemistry
Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), PCR Assay and Colloidal Gold self-testing Assay to detect infectious disease. Design &
Development, Manufacture and Distribution of Analyzers in use of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry
Chemistry Assay), PCR Assay to detect infectious disease, Immunofluorescence self-testing Assay to detect
dyslipidemia disease, Blood Coagulation Assay to detect thrombotic disease.
研发，生产和销售化学发光法试剂，生化试剂，即时诊断（包括胶体金法，免疫荧光法，干式化学法）试
剂，传染病相关PCR分子诊断试剂和胶体金自测试剂。 研发，生产和销售用于化学发光法试剂，生化试剂，
即时诊断（包括胶体金法，免疫荧光法，干式化学法）试剂，传染病相关PCR分子诊断试剂，血脂异常疾病
相关免疫荧光自测试剂，血栓疾病相关血凝试剂配套使用的分析仪。

Certificate No: MD 728432

Registered Scope:

Original Registration Date: 2020-05-29 Effective Date: 2023-07-26
Latest Revision Date: 2023-04-26 Expiry Date: 2026-07-25

Page: 2 of 3
This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+728432&ReIssueDate=26%2f04%2f2023&Template=cnen


Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505
China
基蛋生物科技股份有限公司
中国
江苏省
南京市
六合区
沿江工业开发区
博富路9号
邮编：211505

Design & Development, Manufacture and Distribution of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
and Colloidal Gold self-testing Assay to detect infectious
disease. Design & Development, Manufacture and
Distribution of Analyzers in use of Chemiluminescence
Immunoassay, Biochemistry Assay, Point of Care Assay
(including Colloidal Gold Assay, Immunofluorescence Assay,
Dry Chemistry Assay), PCR Assay to detect infectious disease,
Immunofluorescence self-testing Assay to detect dyslipidemia
disease, Blood Coagulation Assay to detect thrombotic
disease.
研发，生产和销售化学发光法试剂，生化试剂，即时诊断（包
括胶体金法，免疫荧光法，干式化学法）试剂，传染病相关
PCR分子诊断试剂和胶体金自测试剂。 研发，生产和销售用于
化学发光法试剂，生化试剂，即时诊断（包括胶体金法，免疫
荧光法，干式化学法）试剂，传染病相关PCR分子诊断试剂，
血脂异常疾病相关免疫荧光自测试剂，血栓疾病相关血凝试剂
配套使用的分析仪。

Getein Biotech, Inc.
No. 6 KeFeng Road
Jiangbei New District
Nanjing
Jiangsu
211505
China
基蛋生物科技股份有限公司
中国
江苏省
南京
江北新区
科丰路6号
邮编：211505

Manufacture of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal
Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), Colloidal Gold self-testing Assay to detect infectious
disease. Manufacture of Analyzers in use of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
to detect infectious disease, Immunofluorescence self-testing
Assay to detect dyslipidemia disease, Blood Coagulation
Assay to detect thrombotic disease.
生产化学发光法试剂，生化试剂，即时诊断（包括胶体金法，
免疫荧光法，干式化学法）试剂和传染病相关胶体金自测试
剂。 生产用于化学发光法试剂，生化试剂，即时诊断（包括
胶体金法，免疫荧光法，干式化学法）试剂，传染病相关
PCR分子诊断试剂，血脂异常疾病相关免疫荧光自测试剂，血
栓疾病相关血凝试剂配套使用的分析仪。

Certificate No: MD 728432
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Certificate
No. Q5 092305 0001 Rev. 02

Page 1 of 2
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

.



EC Certificate
EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

No. V7 092378 0009 Rev. 00

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: Screening test for Hepatitis C marker

The Certification Body of TÜV SÜD Product Service GmbH declares that a design examination has 
been carried out on the respective devices in accordance with IVDD Annex IV (4). The design of the 
devices conforms to the requirements of this Directive. 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:V7 092378 0009 Rev. 00 

Report No.: 713234651

Valid from: 2022-04-22
Valid until: 2025-05-26

Date, 2022-04-22

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V7%20092378%200009%20Rev.%2000


EC Certificate
EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

No. V7 092378 0009 Rev. 00

Page 2 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

Model(s): HCV Hepatitis C Virus Rapid Test

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

Parameters: Model Name: Model No.:
--
HCV Hepatitis C Virus Rapid Test
(Serum / Plasma) (Cassette) GCHCV-302a

HCV Hepatitis C Virus Rapid Test
(Whole Blood /Serum / Plasma) (Cassette) GCHCV-402a



3818 Fuqua street 
Houston, TX  77047, USA 
Tel: +1 713 733 8088 
Fax: +1 713 733 8848 
Web: www.Healgen.com 
E-mail: sales@healgen.com 

                                                                                                                                                                                                                                             

 

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

 
Legal Manufacturer:                  Healgen Scientific Limited Liability Company 
 
Legal Manufacturer Address:    3818 Fuqua Street, Houston, TX 77047, USA.  
 
Declares, that the products 
Product Name and Model(s) 
 

Orient Gene HCV Hepatitis C Virus Rapid Test 
 (Serum/Plasma) (Cassette) 

GCHCV-302a 

Orient Gene HCV Hepatitis C Virus Rapid Test 
(Whole blood/Serum/Plasma)(Cassette) 

GCHCV-402a 

EDMA Code: 15 70 02 02 
 
Classification:                               Annex II List A 
Conformity assessment route: Annex IV (Full Quality Assurance) 
 
Compliance of the designated product with the Directive 98/79/EC has been assessed and   
certified by the Notified Body 

Notified Body: TÜV SÜD Product Service GmbH 

Notified Body Address: Munich Branch Ridlerstraße 65 80339 München Germany 

EC Certificate No.: V1 092378 0004 Rev. 02   Valid until: 2025-05-26 
EC Design-Examination Certificate No.: V7 092378 0009 Rev. 00  Valid until: 2025-05-26 
 
It bears the mark 

CE 0123 

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 Name:       QARAD b.v.b.a. 
EC Representative Address:    Cipalstraat 3, B-2440 Geel, Belgium 
 
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 
                                                                                                                                           
                                                                                          

Signature: 
                                                                                          Name of authorized signatory:  Joyce Pang 
                                                                                          Position held in the company:  Vice-President 
                                                                                                                     Date: 2022.4.22 

CE-DOC-H003 
Ver.1.7 

http://www.healgen.com/


             文件编号/Doc. No. :QC-M0111F-01 

版本号/Version:2.0 

              生效日期/Effective Date:2018 年 10 月 25 日 
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文件复审批准日期 

2020 年 09 月 14 日 

文件复审批准日期 

2022 年 08 月 25 日 

HCV Hepatitis C Virus Rapid Test (whole blood/serum/plasma)(Cassette)（CE） 

Final Products inspection Report (Certificate of Analysis)    

                        

Item HCV Hepatitis C Virus Rapid 

Test(whole blood/serum/plasma) 

(Cassette) 

Catalog No:GCHCV-402a 

Specification 

Cassette 

Lot No. 2407232 

 

Quantity         100000           tests 

Source From  

Workshop  

Inspection 

 Basis 

HCV Hepatitis C Virus Rapid Test(whole 

blood/serum/plasma)(Cassette)Finished 

Product Quality Standards and Inspection 

SOP(CE) 

 

 

 

Validity Date 2026.06 Date of 

Sampling 

2024.07.26 

                   

 

Inspection Item Acceptance Standard Results 

Functional 

Requirement : 

S-1 

(AQL:2.5) 

P1(20-22) T line should be ≥G7 at 15 min. Conformity / Non-Conformity□ 

P2(12-14) T line should be ≥G6 at 15 min. Conformity / Non-Conformity□ 

P3(6-8) T line should be ≥G5 at 15 min. Conformity / Non-Conformity□ 

P4(1-3) 
T line signal should be G4≤T≤G6 at 15 

min. 
Conformity / Non-Conformity□ 

Functional 

Requirement : 

/ 

100  negative 

serum 

T line should be ≤G2 at 15 min. 

C line should be visible ≥G3 within 3 

min,and should be ≥G7 at 15 min. 

Note: when negative Serum/Plasma 

moving over T line, T line should be ＜ 

G5 and fade within 3 min. If doing this, it 

is qualified. If  not, it is unqualified 

Conformity / Non-Conformity□ 

Functional 

Requirement:

S-2 

AQL:1.0 

clinical whole 

blood 

specimens 

Membrane background is clean at 15min, 

not impacting reading results. 

Conformity / Non-Conformity□ 

Pouch Leakage tightness 

S-2（ AQL=0.65） 

Leakage tightness is good Conformity / Non-Conformity□ 

Remarks:N/A 

Conclusion：    Conformity    /     Non-Conformity□ 

Tester/Date：  

2024.07.26 

Reviewer/Date：  

2024.07.26 



1. 25 sealed pouches each containing a test cassette, a pipette dropper and a desiccant
(Test Cassette T band is pre-coated with non-conjugated HCV antigens, and the C band is pre-coated with goat anti-rabbit IgG on the 
nitrocellulose and coupled to colloidal gold on label pad)
2. 1 Package insert

Warning: 0.5% NaN3

Harmful if swallowed; Harmful to aquatic life with long 
lasting effects
Prevention
Wash face, hands and any exposed skin thoroughly after 
handling Wear protective gloves/protective clothing/eye 
protection/face protection
Do not breathe dust/fume/gas/mist/vapors/spray
Do not eat, drink or smoke when using this product
Avoid release to the environment.
Response
IF SWALLOWED: rinse mouth. Do NOT induce vomiting.
Get medical attention/advice if you feel unwell

3. 1 Buffer (4 mL) (Casein-salt: 1%, NaCl: 0.9%, 
Na2HPO4: 0.286%, NaN3: 0.5%)

Warning

HCV Hepatitis C Virus Rapid Test
(Whole blood/Serum/Plasma)(Cassette)

INTENDED USE

INTRODUCTION

The HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) is a sandwich lateral flow chromatographic immunoassay for 
the qualitative detection of antibodies (IgG, IgM, and IgA) to Hepatitis C virus (HCV) in human 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 HCV. Any reactive specimen with the HCV Hepatitis C Virus Rapid 
Test Cassette must be confirmed with alternative testing method(s) and clinical findings.

WARNINGS AND PRECAUTIONS
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.
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.

SPECIMEN COLLECTION
1. The HCV Hepatitis C Virus Rapid Test (Whole Blood/Serum/Plasma) (Cassette) can be performed using whole blood (from venipuncture 
and fingerstick), serum or plasma.
2. For venipuncture whole blood and plasma: K2EDTA, Sodium Heparin, Sodium citrate Sterile, and Lithium heparin should be used as the 
anticoagulant. Other anticoagulants have not been tested and may give incorrect results.
3. To collect Fingerstick Whole Blood specimens:
  • Wash the patient’s hand with soap and warm water or clean with an alcohol wipe . 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 60 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.
  • Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear, nonhemolyzed 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 and may be stored at -20°C for 6 months. 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.
6. If specimens are to be shipped, they should be packed in compliance with usual regulations for transportation of etiological agents.

TEST PROCEDURE
Allow test cassette, specimen, buffer and/or controls to equilibrate to 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 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 Cassette, 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 60 
μL) to the specimen well (S) of the test Cassette, then add 1 drop of buffer (approximately 40 μL) and start the timer. See illustration below.
For Fingerstick Whole Blood specimens: To use a capillary tube: Fill the capillary tube and transfer approximately 60 µL of fingerstick whole 
blood specimen to the specimen well (S) of the test device, then add 1 drops 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 at 15 minutes. Do not interpret the result after 30 minutes.

Hepatitis C Virus (HCV) is a small, enveloped, positive-sense, single-stranded RNA virus. Antibody to HCV is found in over 80% of patients 
with well-documented non-A, non-B hepatitis. Conventional methods fail to isolate the virus in cell culture or visualize it by electron 
microscope. Cloning the viral genome has made it possible to develop serologic assays that use recombinant antigens (1, 2). Compared to the 
first generation HCV EIAs using single recombinant antigen, multiple antigens using recombinant protein and/or synthetic peptides have been 
added in new serologic tests to avoid nonspecific cross-reactivity and to increase the sensitivity of the HCV antibody tests (3, 4). HCV Hepatitis 
C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) is a rapid test to qualitatively detect the presence of antibody to HCV in a whole 
blood, serum or plasma specimen. The test utilizes a combination of recombinant antigen to selectively detect elevated levels of HCV 
antibodies in whole blood, serum or plasma.

PRINCIPLE
The HCV Hepatitis C Virus Rapid Test Cassette is a lateral flow chromatographic immunoassay based on the principle of the double 
antigen–sandwich technique. The test Cassette consists of: 1) a burgundy colored conjugate pad containing HCV antigens conjugated with 
colloidal gold (HCV Ag conjugates) and rabbit IgG-gold conjugates, 2) a nitrocellulose membrane Cassette containing a test band (T band) and 
a control band (C band). The T band is pre-coated with non-conjugated HCV antigens, and the C band is pre-coated with goat anti-rabbit IgG. 
When an adequate volume of test specimen is dispensed into the sample well of the Cassette, the specimen migrates by capillary action across 
the Cassette. The antibodies: either the IgG, the IgM, or the IgA, to HCV if present in the specimen will bind to the HCV Ag conjugates. The 
immunocomplex is then captured on the membrane by the precoated HCV antigens, forming a burgundy colored T band, indicating a HCV Ab 
positive test result. Absence of the T band suggests a negative result. The test contains an internal control (C band) which should exhibit a 
burgundy colored band of the immunocomplex of goat anti-rabbit IgG and rabbit IgG-gold conjugate regardless the presence of any antibodies 
to HCV. Otherwise, the test result is invalid and the specimen must be retested with another Cassette.

PRODUCT CONTENTS
HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) containing HCV antigen (HCV antigen includes core, NS3, NS4 
and NS5 segment) coated particles and HCV antigen (HCV recombinant antigen includes core, NS3, NS4 and NS5 segment) coated on the 
membrane.

MATERIAL REQUIRED BUT NOT PROVIDED
1. Specimen collection containers          2. Sterile 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 STABILITY

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.

MATERIALS SUPPLIED

1

GCHCV-402a



INTERPRETATION OF RESULTS
(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. 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.

A total of HCV 1259 negative specimens were tested using the HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) and 
a commercially available test (Table 2). The relative specificity of the test is ＞99.9% (95% confidence interval: 99.71% – 100%).
Table 2: Specificity of the HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette)

Total 25 clinical negative samples (whole blood, serum, plasma) have been collected from patients in local hospital. The whole blood collected 
and separated into three tubes. One was stored as whole blood. One was collected into tube for plasma, one was collected into tube for serum 
(Table 3). There is a very good correlation of results between whole blood, serum, and plasma with HCV negative samples.
Table 3: A Comparison of HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) Specificity in negative Whole 
Blood and Paired Serum and Plasma Specimens

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 test. However, it is recommended that positive 
and negative controls are sourced from a local competent authority and tested as a good laboratory practice, to confirm the test procedure and 
verify the test performance.

LIMITATIONS
1. The HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) is for in vitro diagnostic use only. This test should be used 
for the detection of antibodies to HCV in whole blood, serum or plasma specimen.
2. The HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) will only indicate the presence of antibodies to HCV in the 
specimen and should not be used as the sole criteria for the diagnosis of Hepatitis C viral infection.
3. As with all diagnostic tests, all results must be considered with other clinical information available to the physician.
4. If the test result is negative and clinical symptoms persist, additional follow-up testing using other clinical methods is recommended. A 
negative result at any time does not preclude the possibility of Hepatitis C Virus infection.
5. A negative result can occur if the quantity of the antibodies to HCV 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.
6. Some specimens containing unusually high titer of heterophile antibodies or rheumatoid factor may affect expected results.
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. Results should not be used to determine the genotype of HCV infections.
9. Due to possible cross reactivity, the appearance of lines in T line does not necessarily indicate co-infection from IgG, IgM or IgA, nor can it 
identify the serotype.
10. The recommended anticoagulants are K2EDTA, Sodium Heparin, Sodium citrate Sterile and Lithium heparin for venous whole blood. Other 
anticoagulants have not been evaluated with this test.

PERFORMANCE CHARACTERISTICS
Relative Sensitivity Relative Specificity

Whole Blood vs. Serum vs. Plasma

A total of 506 HCV positive specimens were tested using the HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) and a 
commercially available test (Table 1). The relative sensitivity of the test is >99.9% (95% confidence interval: 99.27% – 100%).
Table 1: Sensitivity of HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette)

30 Serocoversion panels have been done and details of the 30 seroconversion are in the table below.
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Population

Anti-HCV (any genotype) plasma

Anti-HCV (any genotype) Serum

Anti-HCV ( genotype 1, 2, 3, 4 
(non-subtype A), 4, 5, 6) Serum/Plasma

329 329/329 (100%)

26

151

Total 506

26/26 (100%)

151/151 (100%)

506/506 (100%)

329/329 (100%)

26/26 (100%)

151/151 (100%)

506/506 (100%)

Specimen Type Number of
Specimens Tested

Positive by 
HCV Hepatitis C Virus

Rapid Test

Positive by
Commercially
Available Test

Population

Clinical Negative

Potentially cross-reacting 

Unselected Donors

Inhibition Panel

Serum/plasma

Serum/Plasma

Serum

Serum

202

30

1000

27

1259

202/202 (100%)

30/30 (100%)

1000/1000 (100%)

27/27 (100%)

1259/1259 (100%)

202/202 (100%)

30/30 (100%)

1000/1000 (100%)

27/27 (100%)

1259/1259 (100%)Total

Specimens Tested Number of
Specimens Tested

Negative by 
HCV Hepatitis C Virus 

Rapid Test

Negative by
Commercially 
Available Test

Specimen Type

Serum

Plasma

Whole blood

25

25

25

25/25 (100%)

25/25 (100%)

25/25 (100%)

Number of Specimens Tested Negative by HCV Ab

No.

1

2

3

4

5

6

7

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

28

29

30

PHV907

PHV908

PHV206(M)

PHV911(M)

PHV919

PHV920

HCV9047

HCV9046

HCV6229

HCV10041

HCV9041

HCV9045

HCV6222

HCV6224

HCV6227

HCV6228

HCV10071

HCV6220

HCV10185

HCV10235

HCV6215

HCV9042

HCV9058

HCV9094

HCV9095

HCV9055

HCV9054

HCV9044

HCV10165

HCV6226

7

13

25

5

7

10, No. 2 can’t be got because ofout of stock from the vendor

10

5

8

3

8

8

3

8

7

12

7

6

5

5

4

6

5

5

5

11

10

6

9

12

Positive from 0 days since first bleed

Positive from 3 days since first bleed

/

Positive from 3 days since first bleed

Positive from 28 days since first bleed

Positive from 16 days since first bleed

Positive from 28 days since first bleed

Positive from 69 days since first bleed

Positive from 17 days since first bleed

Positive from 6 days since first bleed

Positive from 62 days since first bleed

Positive from 37 days since first bleed

Positive from 40 days since first bleed

Positive from 19 days since first bleed

Positive from 75 days since first bleed

Positive from 31 days since first bleed

Positive from 84 days since first bleed

Positive from 18 days since first bleed

Positive from 130 days since first bleed

Positive from 96 days since first bleed

Positive from 20 days since first bleed

Positive from 8 days since first bleed

Positive from 10 days since first bleed

Positive from 9 days since first bleed

Positive from 10 days since first bleed

Positive from 65 days since first bleed

Positive from 72 days since first bleed

Positive from 21 days since first bleed

Positive from 19 days since first bleed

Positive from 39 days since first bleed

Panel Specimens No. Results

1

2

3

4

5

6

7

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

28

29

30

PHV907

PHV908

PHV206(M)

PHV911(M)

PHV919

PHV920

HCV9047

HCV9046

HCV6229

HCV10041

HCV9041

HCV9045

HCV6222

HCV6224

HCV6227

HCV6228

HCV10071

HCV6220

HCV10185

HCV10235

HCV6215

HCV9042

HCV9058

HCV9094

HCV9095

HCV9055

HCV9054

HCV9044

HCV10165

HCV6226

7

13

25

5

7

10, No. 2 can’t be got because ofout of stock from the vendor

10

5

8

3

8

8

3

8

7

12

7

6

5

5

4

6

5

5

5

11

10

6

9

12

Positive from 0 days since first bleed

Positive from 3 days since first bleed

/

Positive from 3 days since first bleed

Positive from 28 days since first bleed

Positive from 16 days since first bleed

Positive from 28 days since first bleed

Positive from 69 days since first bleed

Positive from 17 days since first bleed

Positive from 6 days since first bleed

Positive from 62 days since first bleed

Positive from 37 days since first bleed

Positive from 40 days since first bleed

Positive from 19 days since first bleed

Positive from 75 days since first bleed

Positive from 31 days since first bleed

Positive from 84 days since first bleed

Positive from 18 days since first bleed

Positive from 130 days since first bleed

Positive from 96 days since first bleed

Positive from 20 days since first bleed

Positive from 8 days since first bleed

Positive from 10 days since first bleed

Positive from 9 days since first bleed

Positive from 10 days since first bleed

Positive from 65 days since first bleed

Positive from 72 days since first bleed

Positive from 21 days since first bleed

Positive from 19 days since first bleed

Positive from 39 days since first bleed
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Precision

Cross Reactivity

Interfering Substances

3

Specimen Type

Serum

Plasma

Whole blood

25

25

25

25/25 (100%)

25/25 (100%)

25/25 (100%)

Number of Specimens Tested Positive by HCV Ab

A total of 25 positive specimens (whole blood, serum, plasma) were tested using the HCV Hepatitis C Virus Rapid Test (Whole 
blood/Serum/Plasma)(Cassette) (Table 4). There is a very good correlation of results between whole blood and paired plasma with HCV 
positive samples.
Table 4: A Comparison of HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) Specificity in positive Whole 
Blood and Paired Serum and Plasma Specimens.

Intra Assay
Within-run precision has been determined by using 20 replicates of four specimens: a negative, a low positive, medium positive and a high 
positive. The negative, low positive, medium positive and high positive values were correctly identified >99% of the time.

Inter-Assay
Between-run precision has been determined by 5 independent assays on the same four specimens: a negative, a low positive, medium positive 
and a high positive. Three different lots of the HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) have been tested 
using negative, low positive, medium positive and high positive specimens. The specimens were correctly identified >99% of the time.

No interference was observed in samples with high concentrations of Uric acid,Ascorbic Acid, Hemoglobin, Gentistic Acid, Acetaminnophen, 
Oxalic Acid, Albumin, Caffein, Bilirubin, EDTA, Aspirin and Methanol. 

No cross-reactivity was observed when samples positive for other diseases such as HIV, Syphilis, Infectious Mononucleosis, HBV, Rheumatoid 
Factor, HAMA, Hyper IgG, Hyper IgM, anti-HAV, anti-HSV2, anti-HEV, anti- EBV and anti-CMV were tested.

Analytes

Control

Uric acid

Ascorbic Acid

Hemoglobin

Gentistic Acid

Acetaminnophen

Oxalic Acid

0

0.15 mg/mL

0.2 mg/mL

5.0 mg/mL

0.2 mg/mL

1.0 mg/mL

0.2 mg/mL

Control

Albumin

Caffein

Bilirubin

EDTA

Aspirin

Methanol

0

20 mg/mL

0.2 mg/mL

0.3 mg/mL

0.2 mg/mL

0.2 mg/mL

1.0%

Conc Analytes Conc
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Legal Manufacturer:            Zhejiang Orient Gene Biotech Co., Ltd 
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                 Anji 313300, Huzhou, Zhejiang, China 
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Product Name and Model(s) 
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Fecal Occult Blood Rapid Test Cassette (Feces) GEFOB-602b 

 
 
Classification:                 Other 
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Parliament and of the Council on In-Vitro Diagnostic Medical Devices. 
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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 
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____________________________________ 
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CERTIFICATE OF ANALYSIS 

Product Name：FOB Rapid Test (Feces) (Cassette) 

Catalog NO.:   GEFOB-602b 

Purchase NO.： 2025-IEU010# 

Lot NO.：2501183 

Quantity: 15000pcs 

Expiration Date：2026.12 

CONTROLS SPECIFICATION TEST RESULT CONCLUSION 

Negative Specimens Negative Negative 
Pass   

□Fail 

Positive 

Specimens  
50ng/ml Positive Positive 

Pass   

□Fail 

200ng/ml Positive Positive 
Pass   

□Fail 

10ug/ml Positive Positive 
Pass   

□Fail 

2mg/ml Positive Positive 
Pass   

□Fail 

 
Conclusion:     Pass: All results meet QC standard. 

               □Fail 

 

Test by：                       QC Supervisor: 

Date:  2025.01.22                Date: 2025.01.22 



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.

GEFOB-602b

Shanghai International Holding Corp. GmbH (Europe)
Add: Eiffestrasse 80, 20537 Hamburg, Germany

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

Revision Date: 2023-04-18
B21056-04

Consult instructions for use Tests per kit Authorized Representative

Do not reuse

Catalog#

Use by

Lot Number

For in vitro diagnostic use only

Store between 2~30°C

Fecal Occult Blood Rapid Test Cassette (Feces)

99.6%

99.9%



                             

Zhejiang Orient Gene Biotech Co., LTD 

                                                                     

 

CERTIFICATE OF ANALYSIS 

Product Name：HBsAg Rapid Test (Whole blood/Serum/Plasma) (Cassette) 

Catalog NO.:  GCHBsg-402a  

Purchase NO.： 2025-IEU010# 

Lot NO.： 2501182 

Quantity: 3000pcs  

Expiration Date： 2026.12 

CONTROLS SPECIFICATION TEST RESULT CONCLUSION 

Negative Specimens Negative Negative 
Pass   

□Fail 

Positive 

Specimens  

1ng/ml Positive Positive 
Pass   

□Fail 

2ng/ml Positive Positive 
Pass   

□Fail 

3ng/ml Positive Positive 
Pass   

□Fail 

5ng/ml 
Positive Positive 

Pass   

□Fail 

  

Conclusion:     Pass:All results meet QC standard. 

               □Fail 

 

 

Test by:                              QC Supervisor:  

Date: 2025.01.22                       Date: 2025.01.22 



Hepatitis B Surface Antigen Rapid Test Cassette  
(Whole blood/Serum/Plasma) 

 
INTENDED USE 

The Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) is a lateral flow 
chromatographic immunoassay for the qualitative detection of Hepatitis B surface antigen (HBsAg) in 
human 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 Hepatitis B virus (HBV). Any reactive specimen with the HBsAg Rapid Test 
Cassette must be confirmed with alternative testing method(s) and clinical findings.  

INTRODUCTION 

Viral hepatitis is a systemic disease primarily involving the liver. Most cases of acute viral hepatitis are 
caused by Hepatitis A virus, Hepatitis B virus (HBV) or Hepatitis C virus. The complex antigen found on the 
surface of HBV is called HBsAg. The presence of HBsAg in serum or plasma is an indication of an active 
Hepatitis B infection, either acute or chronic. In a typical Hepatitis B infection, HBsAg will be detected 2 to 4 
weeks before the ALT level becomes abnormal and 3 to 5 weeks before symptoms or jaundice develop. 
HBsAg has four principal subtypes: adw, ayw, adr and ayr. Because of antigenic heterogeneity of the 
determinant, there are 10 major serotypes of Hepatitis B virus. The HBsAg Test Cassette (Whole 
Blood/Serum/Plasma) is a rapid test to qualitatively detect the presence of HBsAg in whole blood, serum 
or plasma specimens. The test utilizes a combination of double monoclonal antibodies to selectively detect 
elevated levels of HBsAg in whole blood, serum or plasma. 

PRINCIPLE 

The Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) is a lateral flow 
chromatographic immunoassay based on the principle of the double antibody-sandwich technique. The 
membrane is pre-coated with anti-HBsAg antibodies on the test line region of the test. During testing, 
Hepatitis B Surface Antigen in the whole blood, serum or plasma specimen reacts with the particle coated 
with anti-HBsAg antibody. The mixture migrates upward on the membrane, chromatographically by 
capillary action to react with anti-HBsAg 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 the proper volume of specimen has been added and membrane wicking has occurred. 

PRODUCT CONTENTS 

The Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) containing anti-HBsAg 
antibodies particles and anti-HBsAg antibodies coated on the membrane. 

MATERIALS SUPPLIED 

Test cassette            Dropper            Buffer            Package insert 

MATERIAL REQUIRED BUT NOT PROVIDED 

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 STABILITY 

The kit can be stored at room temperature or refrigerated (2-30°C). The test device 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. 

WARNINGS AND PRECAUTIONS 

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. 

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, i.e. electric fan or strong air-conditioning. 

SPECIMEN COLLECTION AND PREPARATION 

1. Hepatitis B Surface Antigen 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 cassette by using a capillary tube: 

⚫ Touch the end of the capillary tube to the blood until filled to approximately 50μL. 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 cassette.  
⚫ Add the Fingerstick Whole Blood specimen to the test cassette 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 
cassette.  

⚫ Allow 2 hanging drops of fingerstick whole blood to fall into the center of specimen well (S) on the test 
cassette, 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. 

6. lf specimens are to be shipped, they should be packed in compliance with local regulations covering 
the transportation of etiologic agents. 

TEST PROCEDURE 

Allow test cassette, specimen, buffer and/or controls to equilibrate to 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 and level surface. 
For Serum or Plasma Specimens: Hold the dropper vertically and transfer 2-3 drops of serum or plasma 
(approximately 60-90μL) to the specimen well (S) of the test cassette. 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 cassette, 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 cassette, 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 



 
 

INTERPRETATION OF RESULTS 

 
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). 
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 

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. 

LIMITATIONS 

1. Though the Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) is a 
reliable screening assay, it should not be used as a sole criterion for diagnosis of HBV infection. 

2. The HBsAg Rapid Test Cassette is limited to the qualitative detection of HBsAg in human whole blood, 
serum or plasma. The intensity of the test band does not have linear correlation with HBsAg titer in the 
specimen. 

3. A negative test result does not preclude the possibility of exposure to or infection with HBV. Infection 
through recent exposure (seroconversion) to HBV may not be detectable. 

4. A negative result can occur if the quantity of HBsAg present in the specimen is below the detection 
limits of the assay (lower than1 ng/mL), or the HBsAg that are detected are not present during the 
stage of disease in which a sample is collected. 

5. Interference due to heterophile antibodies, Rheumatoid Factors and other nonanalyte substances in 
patient's serum, capable of binding antibodies multivalently and providing erroneous analyte detection 
in immunoassays, has been reported in various studies. Both laboratory professionals and clinicians 
must be vigilant to this possibility of antibody interference. Results that appear to be internally 
inconsistent or incompatible with the clinical presentation should invoke suspicion of the presence of 
an endogenous artifact and lead to appropriate in vitro investigative action. 

6. This kit is intended ONLY for testing of individual samples. Do not use it for testing of cadaver samples, 
saliva, urine or other body fluids, or pooled (mixed) blood.  

7. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the result of a single 
test, but should only be made by the physician after all clinical and laboratory findings have been 
evaluated. 

PERFORMANCE CHARACTERISTICS 

Sensitivity: 

The Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested with a 
sensitivity panel ranging from 0 to 300 ng/mL. All 10 HBsAg subtypes produced positive results on the 
Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma). The test can detect 5ng/mL 
of HBsAg in 10 minutes, and 1 ng/mL of HBsAg in 15 minutes.  

Specificity: 

Antibodies used for the Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) 
were developed against whole Hepatitis B antigen isolated from Hepatitis B virus. Specificity of the Hepatitis 
B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) was also tested with laboratory 
strains of Hepatitis A and Hepatitis C. They all yielded negative results. 

Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) vs. EIA test 

Method EIA 
Total Results 

Hepatitis B Surface Antigen 
Rapid Test Cassette (Whole 

Blood/Serum/Plasma) 

Results Positive Negative 

Positive 345 5 350 

Negative 2 980 982 

Total Results 347 985 1332 

Relative sensitivity: 99.4%  
Relative specificity 99.5%  
Accuracy: 99.5% 

REFERENCE 

1. Blumberg, B. S. The Discovery of Australian Antigen and its relation to viral hepatitis. Vitro. 1971; 7: 
223 

 
 

 
 
 
 
 
 
 

Catalogue No:GCHBsg-402a 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Effective Date: 2023-08-22 
B20137-05 

 



 

 

 

 

STATEMENT 
 

We, Rapid Labs Limited having a registered office at Unit 2 & 2A, Hall Farm 

Business Centre, Church Road, Little Bentley, Colchester, Essex CO7 8SD, 

United Kingdom assign SRL Sanmedico, having a registered office at A. 

Corobceanu street 7A, apt. 9, Chişinău MD-2012, Moldova, as authorized 

representative in Republic of Moldova. 

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. 

Date: March 5th, 2025 

Signature:  



 

If there is any doubt as to the authenticity of this certificate, please do not hesitate to contact the Head Office of the Group on info@urs-certification.com. 

URS is a member of United Registrar of Systems (Holdings) Ltd, United House, 28 Poole Hill, Bournemouth BH2 5PS, UK. Company Registration no. 5298466 
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Certificate of Registration 

This certificate has been awarded to 

Rapid Labs Limited 
 

Unit 2 & 2A Hall Farm, Business Centre, Church Road, Little Bentley, Colchester, 
Essex, CO7 8SD, United Kingdom 

in recognition of the organization's Quality Management System which complies with 

ISO 13485:2016 

The scope of activities covered by this certificate is defined below 

  
Please refer to the Appendix  

Certificate Number   55321/A/0001/UK/En 
A certificate number of 0001, confirms the Client has a single site Certified & the site is their Head Office or Main site in relation to the Certified scope with URS. A certificate number of  0002, or greater (e.g.: xxxx/B/0002/UK/En) refers to a client 

that has more than one site certified with URS, as such, the following statement shall apply - 'The validity of this certificate depends on the validity of the main certificate'.  

Date of Issue of Certification 
Cycle 

Issue 
Number 

Certificate Expiry Date Certification Cycle 

16 October 2024 10 15 October 2027 5 

Revision Date 
Revision 
Number 

Original Certificate Issue Date Scheme Number 

11 July 2024 0 09 November 2012 n/a 

For detailed explanation for the data fields above, refer to http://www.urs-holdings.com/logos-and-regulations 
 

Issued by 

 
Mukesh Singhal  - On behalf of the Schemes Manager 

    
 



 

 

Appendix to Certificate 
  

Certificate Number   55321/A/0001/UK/En 
A certificate number of 0001, confirms the Client has a single site Certified & the site is their Head Office or Main site in relation to the Certified scope with URS. A certificate number of 0002, or greater (e.g.: xxxx/B/0002/UK/En) refers to a client that 

has more than one site certified with URS, as such, the following statement shall apply - 'The validity of this certificate depends on the validity of the main certificate'. 

Date of Issue of Certification Cycle Issue Number Certificate Expiry Date Certification Cycle 

16 October 2024 10 15 October 2027 5 

Revision Date 
Revision 
Number 

Original Certificate Issue Date Scheme Number 

11 July 2024 0 09 November 2012 n/a 

For detailed explanation for the data fields above, refer to http://www.urs-holdings.com/logos-and-regulations 

Issued by 

 

Mukesh Singhal  - On behalf of the Schemes Manager 

 

    

If there is any doubt as to the authenticity of this certificate, please do not hesitate to contact the Head Office of the Group on info@urs-certification.com. 

URS is a member of United Registrar of Systems (Holdings) Ltd, United House, 28 Poole Hill, Bournemouth BH2 5PS, UK. Company Registration no. 5298466 
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Design, Development, Manufacture and Supply of In-Vitro Diagnostic 
Products for the Blood Grouping products, Detection of Hormones, 

Drug of Abuse, Infectious Disease, Tumour Markers and Cardiac 
Markers, and the related POCT Analyzer. Supply of Glass Vials and 

Bottles   
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Certificate of Analysis 

Product Name: HBcAb Rapid Test -Serum/Plasma 

Catalog No.: D-HBCBD20 

Batch No.: HBCB25020002 

Quantity:500PCS 

Expiry Date:2027-01 

Date of Sampling:2025-02-15 

Date of Analysis: 2025-02-15 

Other information:/ 

QC Item QC Criterion QC Result Conclusion 

Physical Appearance Good Good Pass 

Functional 

Performance 

Low Positive Low Positive 100% Positive Pass 

High Positive High Positive 100% Positive Pass 

Negative Sample Negative 100% Negative Pass 

 

Others / 

  

Final QC 

Conclusion： 
This batch of product met the QC Criteria. 

                                                       

QC supervisor:  

Date:2025.02.15 

 

 

 



 

 

 
 
 
 
 

 
 
HBcAb Rapid Test Device  
(Serum/Plasma) 
 
CATALOGUE NUMBER 
D-HBCBD20 
 
A rapid test for the qualitative detection of Hepatitis B Core Antibody (HBcAb) in human serum or 
plasma. 
For professional in vitro diagnostic use only.  
INTENDED USE 
The HBcAb Rapid Test Device (Serum/Plasma) is a rapid chromatographic immunoassay for the 
qualitative detection of Hepatitis B Core Antibody (HBcAb) in serum or plasma. 
SUMMARY 
Viral hepatitis is a systemic disease primarily involving the liver. Most cases of acute viral hepatitis 
are caused by Hepatitis A virus (HAV), Hepatitis B virus (HBV) or Hepatitis C virus (HCV). Hepatitis B 
core antibody is a viral protein secreted by HBV infected cells.1 Its presence indicates high levels of 
virus in the blood, and it is an indicator of the infectiousness of the carrier. If this test is negative, but a 
person is known to be HBcAb positive, then it indicates low levels of virus in the blood or an 
"integrated phase" of HBV in which the virus is integrated into the host’s DNA.2 

The HBcAb Rapid Test Device (Serum/Plasma) is a rapid test to qualitatively detect the presence of 
HBcAb in serum or plasma specimen. The test utilizes a combination of monoclonal antibodies and 
antigen to selectively detect elevated levels of HBcAb in serum or plasma. This one step test is very 
sensitive and only takes about 15-20 minutes. Test results are read visually without any instrument. 
PRINCIPLE 
The HBcAb test is immunoassay based on the principle of competitive binding. During testing, the 
mixture migrates upward on the membrane chromatographically by capillary action. The membrane 
is pre-coated with anti-HBcAg on the test line region of the strip. During testing, if HBcAb presents in 
the specimen, it will compete with particle coated HBcAg antibody for limited amount of recombine 
HBcAg on the membrane. No line will form in the test region. And a visible colored line will form in the 
test region if there is no HBcAb in the specimen because all the antigen coated particles will be 
captured by the anti-HBcAg coated in the test line region. 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. 
REAGENTS 
The test device contains HBcAg particles and anti-HBcAg coated on the membrane. 
PRECAUTIONS 
Please read all the information in this package insert before performing the test. 
1. For professional in vitro diagnostic use only. Do not use after the expiration date. 
2. Do not eat, drink or smoke in the area where the specimen or kits are handled. 
3. Handle all the 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. 

4. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when 
specimens are being tested . 

5. Humidity and temperature can adversely affect results.  
STORAGE AND STABILITY 
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable through the 
expiration date printed on the sealed pouch. The test must remain in the sealed pouch until use. DO 
NOT FREEZE. Do not use beyond the expiration date. 
SPECIMEN COLLECTION AND PREPARATION 
1. The HBcAb Rapid Test Device (Serum/Plasma) can be performed using serum or plasma. 
2. Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear, 

non-hemolyzed specimens.  
3. 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.  

4. 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. 

5. If specimens are to be shipped, they should be packed in compliance with local regulations 
covering the transportation of etiologic agents. 

MATERIALS 
Materials provided 

• Test devices     • Droppers   • Package insert 
Materials required but not provided 

• Specimen collection containers  • Centrifuge   • Timer 
DIRECTIONS FOR USE 
Allow test device, serum or plasma specimen and/or controls to equilibrate to room 
temperature (15-30°C) prior to testing. 
1. Remove the test device from the sealed foil pouch and use it as soon as possible. Best results will 

be obtained if the assay is performed immediately after opening the foil pouch. 
2. Hold the dropper vertically and transfer 3 drops of serum or plasma (approximately 75µL) to 

the specimen well of test device and start the timer. Avoid trapping air bubbles in the specimen 
well. See illustration below. 

3. Wait for the colored line is appeared. The result should be read at 15 minutes. Do not interpret the 
result after 20 minutes. 

 
 
 
 
 
 
 
 
 
 
 
 
 

INTERPRETATION OF RESULTS 
 (Please refer to the illustration above) 

NEGATIVE:* Two colored lines appear. One colored line should be in the control region (C) and 
another colored line should be in the test region (T). 
*NOTE: The shade of red in the test line region (T) may vary, but it should be considered negative 
whenever there is even a faint pink line. 
POSITIVE: One colored line appears in the control region (C). No 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 device. If the problem persists, discontinue using the test kit immediately and 
contact your local distributor. 
QUALITY CONTROL 
Internal procedural controls are included in the test. A colored line appearing in the control region (C) 
is an 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.  
LIMITATIONS 
1. The HBcAb Rapid Test Device (Serum/Plasma) is for in vitro diagnostic use only. This test should 

be used for the detection of HBcAb in serum or plasma specimen. 
2. The HBcAb Rapid Test Device (Serum/Plasma) will only indicate the presence of HBcAb in the 

specimen and should not be used as the sole criteria for the diagnosis of Hepatitis B viral infection. 
3. As with all diagnostic tests, all results must be considered with other clinical information available 

to the physician. 
PERFORMANCE CHARACTERISTICS 

Sensitivity and Specificity 
The HBcAb Rapid Test Device (Serum/Plasma) was compared with a leading commercial ELISA 
HBcAb test, the result show that the HBcAb Rapid Test Device (Serum/Plasma) has a high sensitivity 
and specificity. 

Method ELISA 
Total Results 

HBcAb Rapid Test 
Device 

(Serum/Plasma) 

Results Positive Negative 
Positive 358 4 362 
Negative 8 167 175 

Total Results 366 171 537 
Relative Sensitivity: 97.8% (95%CI*: 95.7%-99.1%)  
Relative Specificity: 97.7% (95%CI*: 94.1%-99.4%) 
Accuracy: 97.8% (95%CI*: 96.1%-98.8%)                         *Confidence Intervals 

Precision 
Intra-Assay 

Within-run precision has been determined by using 15 replicates of three specimens containing 
negative, low positive and high positive. The negative and positive values were correctly identified 99% 
of the time. 

Inter-Assay 
Between-run precision has been determined by using the same three specimens of negative, low 
positive and high positive of HBcAb in 15 independent assays. Three different lots of the HBcAb 
Rapid Test Device (Serum/Plasma) has been tested over a 10 days period using negative, low 
positive and high positive specimens. The specimens were correctly identified 99% of the time. 

Cross-reactivity 
The HBcAb Rapid Test Device (Serum/Plasma) has been tested by HAMA, Rheumatoid factor (RF), 
HAV, Syphilis, HIV, H. pylori, MONO, CMV, Rubella and TOXO positive specimens. The results 
showed no cross-reactivity 

Interfering Substances 
The HBcAb Rapid Test Device (Serum/Plasma) has been tested for possible interference from visibly 
hemolyzed and lipemic specimens. No interference was observed. 
In addition, no interference was observed in specimens containing up to 2,000 mg/dL Hemoglobin, 
1000 mg/dL Bilirubin, and 2000 mg/dL human serum Albumin. 
BIBLIOGRAPHY 
1.Kobayashi E, Deguchi M, Kagita M, et al. Performance evaluation of four dominant anti-hepatitis B 

core antigen (HBcAb) kits in Japan for preventing de novo hepatitis B virus (HBV) infection. Clin 
Lab. 2015; 61 (1-2):77-85. 

2.Li T, Wang SK, Zhou J, et al. Positive HBcAb is associated with higher risk of early recurrence and 
poorer survival after curative resection of HBV-related HCC. Liver Int. 2016;36(2):284-92. 
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