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浙江东方基因生物制品股份有限公司 

Zhejiang Orient Gene Biotech Co., LTD 

 

 

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

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

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

Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) GDTRO-402a 

Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) GDTRO-402b 

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

 
 
Date Signed: August 11, 2020                                                   

                                               
____________________________________ 

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

CE-DOC-OG038 
Version 2.0 
 
 



浙江东方基因生物制品股份有限公司 

Zhejiang Orient Gene Biotech Co., LTD 

 

 

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

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

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

Strep A Rapid Test Strip (Throat Swab) GCSTR-501a 

Strep A Rapid Test Cassette (Throat Swab) GCSTR-502a 

 
 
Classification:                    Other 
Conformity assessment route: Annex III (EC DECLARATION OF CONFORMITY)  
 
 
We, the Manufacturer, herewith declare with sole responsibility that our product/s 
mentioned above meet/s the provisions of the Directive 98/79/EC of the European 
Parliament and of the Council on In-Vitro Diagnostic Medical Devices. 
 
We hereby explicitly appoint 
 
EC Representative’s Name:  CMC Medical Devices & Drugs S.L 
 
EC Representative’s Address:  C/Horacio Lengo Nº 18, CP 29006, Málaga, Spain 
 
to act as our European Authorized Representative as defined in the aforementioned 
Directive. 
 
 
 
 I, the undersigned, hereby declare that the medical devices specified above conform with the 
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements 

 
 
Date Signed: _May 20, 2022                                                   
                                               

____________________________________ 
                                              Name of authorized signatory:  Joyce Pang 

                                              Position held in the company:  Vice-President 

CE-DOC-OG266 
Version 1.0 
 
 



 Strep A Rapid Test Cassette (Throat Swab)  
 

INTENDED USE 

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

INTRODUCTION 

Streptococcus pyogenes is non-motile gram-positive cocci, which contains the Lancefield group A antigen that 
can cause serious infections such as pharyngitis, respiratory infection, impetigo, endocarditis, meningitis, 
puerperal sepsis, and arthritis.1 Left untreated, these infections can lead to serious complications, including 
rheumatic fever and peritonsillar abscess.2 Traditional identification procedures for Group A Streptococci 
infection involve the isolation and identification of viable organisms using techniques that require 24 to 48 hours 
or longer.3,4 The Strep A Rapid Test Cassette (Throat Swab) is a rapid test to qualitatively detect the presence of 
Strep A antigen in throat swab specimens, providing results within 5 minutes. The test utilizes antibodies specific 
for whole cell Lancefield Group A Streptococcus to selectively detect Strep A antigen in a throat swab specimen. 

PRINCIPLE 

The Strep A Rapid Test Cassette (Throat Swab) is a qualitative, lateral flow immunoassay for the detection of 
Strep A carbohydrate antigen in a throat swab. In this test, antibody specific to Strep A carbohydrate antigen is 
coated on the test line region of the test. During testing, the extracted throat swab specimen reacts with an 
antibody to Strep A that is coated onto particles. The mixture migrates up the membrane to react with the antibody 
to Strep A on the membrane and generate a color line in the test line region. The presence of this color line in the 
test line 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. 

MATERIALS SUPPLIED 

1. 20 Test cassettes 
2. 20 Sterile swabs 
3. 20 Extraction tubes and tips 
4. 1 Workstation and 1 package insert 
5. 1 Reagent B (0.2M acetic acid): 10.0 mL 

6. 1 Reagent A (2M sodium nitrite): 10.0 mL 
 Harmful if swallowed. 

Wash thoroughly after handling. 

 

MATERIAL REQUIRED BUT NOT PROVIDED 

1. Clock or timer 

WARNINGS AND PRECAUTIONS 

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 specimens and kits are handled. 

3. Handle all specimens as if they contain infectious agents. Observe established precautions against 
microbiological hazards throughout the procedure 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 
assayed. 

5. Humidity and temperature can adversely affect results. 
6. Do not use test if pouch is damaged. 
7. Reagent B contains an acidic solution. If the solution contacts the skin or eye, flush with large volumes of 

water. 
8. Do not interchange reagent bottle caps. 
9. Do not interchange external control solution bottle caps. 

STORAGE AND STABILITY 

Store as packaged in the sealed pouch either 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. 

SPECIMEN COLLECTION AND STORAGE 

1. Only use reagents and sterile swabs provided in the kit. 
2. Collect the throat swab specimen with the sterile swab that is provided in the kit. Swab the posterior pharynx, 

tonsils and other inflamed areas. Avoid touching the tongue, cheeks and teeth with the swab.5 

3. Testing should be performed immediately after the specimens have been collected. Swab specimens may be 
stored in a clean, dry plastic tube for up to 8 hours at room temperature or 72 hours at 2-8°C. Transport swabs 
containing modified Stuart’s or Amies medium can also be used with this product. 

4. If a culture is desired, lightly roll the swab tip onto a Group A selective (GAS) blood agar plate before using the 
swab in the Strep A Rapid Test Cassette (Throat Swab). 

TEST PROCEDURE 

Allow the test device, reagents, throat swab specimen, and/or controls to reach 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 test is performed immediately after opening the foil pouch. 
2. Hold the Reagent A bottle vertically and add 4 full drops of Reagent A to an extraction tube. Reagent A 

is red in color. Hold the Reagent B bottle vertically and add 4 full drops to the tube. Reagent B is 
colorless. Mix the solution by gently swirling the extraction tube. The addition of Reagent B to Reagent 
A changes the color of the solution from red to yellow. 

3. Immediately add the throat swab to the extraction tube of yellow solution. Agitate the swab 10 times in 
the tube. Leave the swab in the tube for 1 minute. Then press the swab against the side of the tube and 
squeeze the bottom of the tube as the swab is withdrawn. Discard the swab. 

4. Fit the dropper tip on top of the extraction tube. Place the test device on a clean and level surface. Add 
3 full drops of solution to the specimen well (S) and then start the timer. 

5. Wait for the colored line(s) to appear. Read the result at 5 minutes. Do not read the result after 10 
minutes. 

 

INTERPRETATION OF RESULTS 

 
Positive: Two lines appear. One coloured line should be in the control line region (C) and another apparent 
coloured line should be in the test line region (T). 
Negative: One coloured line appears in the control line region(C). No line appears in the test line region (T). 
Invalid: Control line fails to appear. 
NOTE: Insufficient specimen volume, incorrect operation procedure, or performing expired tests are the most 
likely reasons for control band failure. 

QUALITY CONTROL 

Internal Quality Control 
Internal procedural controls are included in the test. A color line appearing in the control region (C) is an internal 
positive procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correct 
procedural technique. 



LIMITATIONS 

1. The Strep A Rapid Test Cassette (Throat Swab) is for in vitro diagnostic use only. The test should be used for 
the detection of Strep A antigen in throat swab specimens only. Neither the quantitative value nor the rate of 
increase in Strep A antigen concentration can be determined by this qualitative test. 

2. This test will only indicate the presence of Strep A antigen in the specimen from both viable and non-viable 
Group A streptococcus bacteria. 

3. A negative result must be confirmed by culture. A negative result may be obtained if the concentration of the 
Strep A antigen present in the throat swab is not adequate or is below the detectable level of the test. 

4. The sterile swabs provided with this test must be used for specimen collection. Other swabs have not been 
validated with this test. 

5. Excess blood or mucus on the swab specimen may interfere with test performance and may yield a false 
positive result. Avoid touching the tongue, cheeks, and teeth5 and any bleeding areas of the mouth with the 
swab when collecting specimens. As with all diagnostic tests, all results must be interpreted together with 
other clinical information available to the physician. 

PERFORMANCE CHARACTERISTICS 

Clinical Sensitivity and Specificity 
The Strep A Rapid Test Cassette (Throat Swab) was used to evaluate 368 throat swab specimens collected from 
three physician offices patients presenting with pharyngitis. The test result compared to the culture method. The 
below table summarizes the data. 

Clinical Performance: Strep A Rapid Test vs. Culture 

Strep A Rapid Test Cassette 
(Throat Swab) Results 

Reference Culture Results 
Total 

Positive Negative 

Positive 200 1 201 

Negative 6 161 167 

Total 206 162 368 

Sensitivity: 97.1% (200/206); 95%CI = 93.7% - 98.8% 
Specificity: 99.4% (161/162); 95%CI = 96.2% - 100.0% 

Clinical Performance Stratified by Age 

Age Sensitivity Sensitivity(95%CI) Specificity Specificity(95%CI) 

0 ~ 5 97.4% (74/76) 90.4% - 99.8% 98.1% (52/53) 89.1% - 100.0% 

5+ ~ 21 96.7% (119/123) 91.7% - 99.0% 100% (88/88) 95.0% - 100.0% 

21+ 100% (7/7) 59.6% - 100.0% 100% (21/21) 81.8% - 100.0% 

All 97.1% (200/206) 93.7% - 98.8% 99.4% (161/162) 96.2% - 100.0% 

 
Cross-Reactivity 
The following organisms were tested at 1.0 x 107 organisms per test and were all found to be negative when 
tested with the Strep A Rapid Test Cassette (Throat Swab). No mucoid-producing strains were tested. 

Group B Streptococcus Neisseria meningitidis Serratia marcescens 
Group F Streptococcus Neisseria sicca Klebsiella pneumoniae 
Streptococcus pneumoniae Branhamella catarrhalis Bordetella pertussis 
Streptococcus mutans Group C Streptococcus Neisseria gonorrhea 
Staphylococcus aureus Group G Streptococcus Neisseria subflava 
Corynebacterium diphtheria Streptococcus sanguis Hemophilus influenza 
Candida albicans Enterococcus faecalis  
Pseudomonas aeruginosa Staphylococcus epidermidis  

Physician’s Office Laboratory (POL) Studies 
Three physicians’ offices were used to conduct an evaluation of the Strep A Rapid Test Cassette (Throat Swab). 
Personnel with various educational backgrounds performed the testing. Each physician’s office tested a randomly 
coded panel of samples consisting of negative (20), low positive (20), and medium positive (20) for three days. 
The results obtained had a 96% correlation with the expected results. 

REFERENCE 

1. Murray, P.R., et al. Manual of Clinical Microbiology, 6th Edition, ASM Press, Washington D.C. p. 299-307. 
2. Webb, KH. Does Culture Confirmation of High-sensitivity Rapid Streptococcal Tests Make Sense? A Medical 

Decision Analysis. Pediatrics (Feb 1998), 101: 2, 2. 
3. Bisno AL, Gerber MA, Gwaltney JM, Kaplan EL, Schwartz RH. Diagnosis and Management of Group A 

Streptococcal Pharyngitis. Clinical Infectious Diseases (1997), 25: 574-83. 
4. Needham CA, McPherson KA, Webb KH. Streptococcal Pharyngitis: Impact of a High-sensitivity Antigen Test 

on Physician Outcome. Journal of Clinical Microbiology (Dec 1998), 36: 3468-3473. 
5. Shea, Y.R., Specimen Collection and Transport, Clinical Microbiology Procedures Handbook, Isenberg, H.D., 

American Society of Microbiology, Washington D.C., 1.1.1-1.1.30, 1992. 
6. Nussinovitch, M, Finkelstein Y, Amir J, Varsano, I. Group A beta-hemolytic streptococcal pharyngitis in 

preschool children aged 3 months to to 5 years. Clinical Pediatrics (June 1999), 38: 357-360. 
7. Woods WA, Carter CT, Stack M, Connors Jr AF, Schlager TA. Group A Streptococcal Pharyngitis in Adults 30 

to 65 years of age. Southern Medical Journal (May 1999), 491-492. 
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Troponin I 
Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) 

Package Insert 
 

A rapid visual immunoassay for the qualitative presumptive detection of cardiac Troponin I in human whole blood, serum, or plasma specimens. 

For professional in vitro diagnostic use only. 

INTENDED USE 

The Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid visual immunoassay for the qualitative presumptive detection of cardiac 

Troponin I in human whole blood, serum, or plasma specimens. This kit is intended to be used as an aid in the diagnosis of myocardial infarction 

(MI). 

SUMMARY 

Cardiac Troponin I (cTnI) is a protein found in cardiac muscle with a molecular weight of 22.5 kDa.1 Troponin I is part of a three subunit complex 

comprising of Troponin T and Troponin C. Along with tropomyosin, this structural complex forms the main component that regulates the calcium 

sensitive ATPase activity of actomyosin in striated skeletal and cardiac muscle.2 After cardiac injury occurs, Troponin I is released into the blood 

4-6 hours after the onset of pain. The release pattern of cTnI is similar to CK-MB, but while CK-MB levels return to normal after 72 hours, Troponin 

I remains elevated for 6-10 days, thus providing for a longer window of detection for cardiac injury. The high specificity of cTnI measurements for 

the identification of myocardial damage has been demonstrated in conditions such as the perioperative period, after marathon runs, and blunt chest 

trauma.3 cTnI release has also been documented in cardiac conditions other than acute myocardial infarction (AMI) such as unstable angina, 

congestive heart failure, and ischemic damage due to coronary artery bypass surgery.4 Because of its high specificity and sensitivity in the myocardial 

tissue, Troponin I has recently become the most preferred biomarker for myocardial infarction.5 

PRINCIPLE 

The Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been designed to detect cardiac Troponin I through visual interpretation of 

color development in the strip. The membrane was immobilized with anti-cTnI antibodies on the test region. During the test, the specimen is allowed 

to react with colored anti-cTnI antibodies colloidal gold conjugates, which were precoated on the sample pad of the test. The mixture then moves 

on the membrane by a capillary action, and interact with reagents on the membrane. If there were enough cTnI in specimens, a colored band will 

form at the test region of the membrane. 

Presence of this colored band indicates a positive result, while its absence indicates a negative result. Appearance of a colored band at the control 

region serves as a procedural control. This indicates that proper volume of specimen has been added and membrane wicking has occurred. 

PRECAUTIONS 

1. For professional in vitro diagnostic use only. 

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 standard procedure for proper disposal of specimens 

6. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are assay. 

7. Humidity and temperature can adversely affect results. 

STORAGE AND STABILITY 

All reagents are ready to use as supplied. Store unused test cassette unopened at 2°C-30°C. If stored at 2°C-8°C, ensure that the test cassette 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. 

SPECIMEN COLLECTION AND PREPARATION 

⚫ The Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is intended only for use with human whole blood, serum, or plasma specimens. 

⚫ Only clear, non-hemolyzed specimens are recommended for use with this test. 

⚫ Serum or plasma should be separated with soonest possible opportunity to avoid hemolysis. 

⚫ Perform the testing immediately after the specimen collection. Do not leave the specimens at room temperature for prolonged periods. Specimens 

may be stored at 2-8°C for up to 3 days. For long term storage, specimens should be kept below -20°C. 

⚫ Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed and mixed well prior to testing. Avoid 

repeated freezing and thawing of specimens. 

⚫ Pack the specimens in compliance with applicable regulations for transportation of etiological agents, in case they need to be shipped. 

⚫ Icteric, lipemic, hemolysed, heat treated and contaminated sera may cause erroneous results. 

⚫ There is a slight possibility that some whole blood specimens with very high viscosity or which have been stored for more than 2 days may not 

run properly on the test cassette. Repeat the test with a serum or plasma specimen from the same patient using a new test cassette. 

Materials Provided 

1. Test cassettes   2. Droppers   3. Package insert  

Materials Required But Not Provided 

1. Specimen collection containers   2. Centrifuge (for plasma only)  

3. Clock or Timer 

DIRECTIONS FOR USE 

Allow test cassette, specimen, buffer and/or controls to equilibrate to room 

temperature (15-30°C) prior to testing. 

1. Remove the test from its sealed pouch, and place it on a clean, level surface. Label the cassette with patient or control identification. To obtain a 

best result, the assay should be performed within one hour. 

2. Transfer 2-3 drops of serum or plasma to the specimen well(S) of the cassette with a disposable pipette provided in the kit, and then start the 

timer. 

OR 

Transfer 4 drops of whole blood specimen to the specimen well(S) of the cassette with a disposable pipette provided in the kit, and then start the 

timer. 

2. Wait for the colored band(s) to appear. 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) 

POSITIVE: Two colored bands appear on the membrane. One band appears in the control region (C) and another band appears in the test region (T). 

NEGATIVE: Only one colored band appears in the control region (C). No apparent colored band appears in the test region (T). 

INVALID: Control band fails to appear. Results from any test which has not produced a control band at the specified reading time must be discarded. 

Please review the procedure and repeat with a new test. If the problem persists, discontinue using the kit immediately and contact your local 

distributor. 

NOTE: Insufficient specimen volume, incorrect operation procedure, or performing expired tests are the most likely reasons for control band failure. 

QUALITY CONTROL 

Internal procedural controls are included in the test. A colored band appearing in the control region (C) is considered an internal positive procedural 

control. It confirms sufficient specimen volume and correct procedural technique. 

External controls are not supplied with this kit. 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 Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is for professional in vitro diagnostic use, and should be used for the qualitative 

detection of cardiac Troponin I only. There is no meaning attributed to line color intensity or width. 

2. The Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the presence of Troponin I in the specimen and should not 

be used as the sole criteria for the diagnosis. 

3. If the test result is negative and clinical symptoms persist, additional testing using other clinical methods is recommended. The test cannot detect 

less than 0.25 ng/mL of cTnI in specimens. Thus, a negative result does not at any time rule out the existence of Troponin I in blood, because the 

antibodies may be absent or below the minimum detection level of the test. 

4. Like with all diagnostic tests, a confirmed diagnosis should only be made by a physician after all clinical and laboratory findings have been 

evaluated. 

5. Some specimens containing unusually high titers of heterophile antibodies or rheumatoid factor (RF) may affect expected results. Even if the test 

results are positive, further clinical evaluation should be considered with other clinical information available to the physician. 

PERFORMANCE CHARACTERISTICS 

Table: Troponin I Rapid Test vs. EIA 

Method 
Troponin I Rapid Test Cassette Total 

Results Positive Negative 

EIA 
Positive 138 2 140 

Negative 1 315 316 

Total Results 139 317 456 

Relative Sensitivity: 98.6% (94.9%-99.8%)*    Relative Specificity: 99.7% (98.3%-99.9%)* 

Overall Agreement: 99.3% (98.1%-99.9%)*    *95% Confidence Interval 

BIBLIOGRAPHY 
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