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 INTENDED USE                                                                

The LabGunTM COVID-19 Assay is a real time RT-PCR in vitro diagnostic test intended for the 

qualitative detection of SARS-CoV-2 RNA from Sputum, Bronchoalveolar lavage fluid and 

Oropharyngeal, Nasopharyngeal swab specimens from individuals who meet COVID-19 clinical 

and/or epidemiological criteria. 

 

 BACKGROUD INFORMATION                                                   

SARS-CoV-2 is the causative virus of COVID-19 that caused symptoms of pneumonia as a group in 

Wuhan, China's Hubei Province, in December 2019, added to the six coronavirus(HCoV 229E, 

HCoV NL63, HCoV OC43, HCoV HKU1, SARS-CoV, MERS-CoV) of human infection. Analysis of the 

sequence of SARS-CoV-2 released by China, it is found that it has the highest homogeneity with bat 

SARS-like coronavirus isolate bat-SL-CoVZC45. 

COVID-19 is contagious when the nasal droplet of an infected person, such as respiratory infections, 

penetrate into the respiratory or mucous membranes of the eye, nose and mouth. Symptoms include 

fever and coughing, breathing difficulties, chest pain, and pneumonia after an incubation period of 

approximately 14 days (estimated). Due to the rapid propagation power, transmission continues to 

spread from Wuhan, China, where COVID-19 broke out, to other countries around the world. In this 

urgent situation, the rapid diagnosis of COVID-19 can early predict and prevent secondary infections 

as well as the treatment of the infected person. 

The LabGunTM COVID-19 Assay contains a specific ready-to-use system for the detection of the 

SARS-CoV-2 using RT-PCR (Reverase Transcription Polymerase Chain Reaction) in the real-time 

PCR system. The reaction is done in two tube real-time RT-PCR for two target gene(RdRp gene and 

E gene). The first step is a reverse transcription (RT), during which the SARS-CoV-2 RNA is 

transcribed into cDNA. Afterwards, a thermostable DNA polymerase is used to amplify the specific 

gene fragments by PCR. Fluorescence is emitted and measured in real-time by the optical unit of a 

real-time PCR instrument during the PCR step. In addition, the kit contains a system to identify 

possible PCR inhibition by amplifying the internal control in the same reaction. 

 

 PRINCIPLE AND PROCEDURE OVERVIEW                                    
 

z PRINCIPLE  
LabGunTM COVID-19 Assay uses RNA extracted from clinical samples, such as Sputum, 

Bronchoalveolar lavage fluid and Oropharyngeal, Nasopharyngeal swab. Using the RNA extracted, 

LabGunTM COVID-19 Assay performs the RT-PCR reaction by dividing it into two assays for accurate 

detection of SARS-CoV-2, the cause virus of COVID-19. For each assay, amplify the COVID-19 
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specific target, RdRp gene, and E gene. The two assays react in different wells so that they can be 

identified without interference from each other. The results of the two assays can be combined to 

make positive and negative determination. 

First, synthesize cDNA from the virus RNA through the Reverse Transcription phase by real-time PCR 

instrument than proceed with RT-PCR consecutively. RT-PCR with cDNA derived from infected virus 

using a unique set of primers and TaqMan Probe for the selected target, detect amplification signals in 

real time, and determine the result. 

 

z PROCEDURE OVERVIEW 

 

 Note: Recommended Instruments 

- CFX96TM Real-time PCR detection system (Bio-Rad) 

- Applied BiosystemsTM 7500 Real-time PCR Instrument system (Thermo Fisher Scientific) 

 

REAGENTS                                                                   
 

z Kit Component 
Item 

# Reagents Presentation 
25 Sample 

Presentation 
50 Sample 

Presentation 
100 Sample 

1 2 x One-step 
Buffer 

1 vial, 500 µL 1 vial, 1000 µL 
2 vial, 

each 1000 µL 

2 One-step 
Enzyme 

1 vial, 50 µL 1 vial, 100 µL 1 vial, 200 µL 

3 Assay 1 
(RdRp gene) 

1 vial, 100 µL 1 vial, 200 µL 1 vial, 400 µL 

4 Assay 2 (E 
gene) 

1 vial, 100 µL 1 vial, 200 µL 1 vial, 400 µL 

5 Internal 
Control 

1 vial, 50 µL 1 vial, 100 µL 1 vial, 200 µL 
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6 Positive 
Control 

1 vial, 50 µL 1 vial, 100 µL 1 vial, 200 µL 

 

z Kit Description 
The Primer and Probe specific for COVID-19 specific target (RdRp gene, and E gene) and 

labeled by fluorophore and quenched b y a non fluorescent molecule. 

The buffer of kit include ingredient there are Tris(1~10%) and EDTA(1~5%). 

 

 STORAGE AND HANDLING                                                     
 

z All reagents should be stored in dark at below -20℃.  

z The reagents will maintain performance through the expiration date indicated on the label 

when stored under the specified conditions. 

z Repeated thawing and freezing should be avoided, as this may reduce the sensitivity of the 

assay. If you expect to freeze-thaw the reagents more than 3 times, consider aliquoting the 

regents to minimize the number of freeze-thaw cycles. 

z Open and close all sample tubes carefully. 

z Briefly vortex all reagents after thawing and spin down all reagents to collect the solutions at 

the bottom of the vials before opening. 

z Assay setup should be performed at room temperature (approximate range of 18-25℃). 

z Place Real-time PCR reaction solution on ice or in the cooling block during the working steps. 

 

 MATERIAL REQUIRED BUT NOT PROVIDED                                         
 

z Equipments required but not provided 

- Real-time PCR machine 

Must be able to read fluorescence through the Cy5, FAM and HEX(VIC) channels. 

- Vortex mixer 

- Centrifuge capable of spinning 96-well plates 

- Ice maker or cooling block 

- Refrigerator and freezer 

- Micro-centrifuge 

- Calibrated pipette capable of dispensing 2-20 µL 

- Calibrated pipette capable of dispensing 20-200 µL 

- Calibrated pipette capable of dispensing 200-1000 µL 
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z Reagents required but not provided 

- Reagents for viral RNA isolation (RNA extraction Kit) 

RNA quality can impact on the performance of the overall assay system, hence we 
recommend the use of an appropriate commercial available kit. 

- Water, sterilized, deionized, DNase-free, RNase-free 

- 70% ethanol and RNase remover 

 

 

z Consumables required but not provided 

- Pipette tips, disposable, sterile, aerosol-resistant, filtered, capable of dispensing up to 20, 

200, and 1000 µL 

- Tubes, sterile, 1.5 mL 

- PCR tubes, 8-well PCR tubes, or 96-well PCR plates for real-time PCR (optical) 

- PCR tube caps or PCR plate seals for real-time PCR (optical) 

- PCR plate seals(optical) 

- PCR compression pad 

- Gloves, powder-free 

- Tube racks and PCR racks 

- Lint-free tissue 

 

 WARNING AND PRECAUTIONS                                                   
 

z For in vitro diagnostic use only (IVD).  

z Do not use the kit beyond expiry date. 

z Do not pool reagents from different lots or from different tubes of the same lot. 

z Carefully read this instruction before starting the procedure. 

z This assay needs to be carried out by skilled personnel. 

z Clinical samples should be regarded as potentially infectious materials. 

z Do not pipette any material by mouth. 

z Use proper personal protective equipments. Wear appropriate protective eyeglasses, 

protective gloves, and protective clothing when working with these materials. (e.g., pipettes, 

pipettes tips, reaction vials.) 

z Do not eat, drink, smoke, apply cosmetics, or handle contact lenses in areas where reagents 

and human specimens are handled 

z Use always sterile pipette tips with filters. 
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z Be careful not to contaminate the reagents with PCR products or sample through pipetting. 

z Never use the same tips for different samples. 

z Store positive and/or potentially positive material (specimens, controls and amplicons) 

separately from all other reagents of the kit. 

z Discard sample and assay waste according to your local safety regulations. 

 

 

 

 PROTOCOL                                                                   
 

z Sample preparation 

- Extract viral RNA from the specimen using RNA extraction kit according to the manufacture's 

instruction. 

Note: The quality of RNA can impact on the performance of the entire test system. It has to 
be ensured that the system used for RNA extraction is compatible with real-time PCR 
technology. 

- Store RNA samples below -70qC.  

 

z Real-time PCR reaction solution setup and thermal cycling 

- All reagents (except One-step Enzyme) and samples should be thawed completely, 

mixed (by pipetting or vortexing) and centrifuged briefly before use.  

Note: All reagents should be stored on ice at all times. 

- Prepare the Reaction Solution. Depending upon the number of samples the following 

pipetting scheme can be followed. 

Reagents Volume(µL) 

2 x One-step Buffer 10 

One-step Enzyme 1 

Assay 1 or 2 4 

Internal Control 1 

Total volume per reaction 16 

 

Note: Prepare the Reaction solution for a total of n+1 PCR reactions to ensure sufficient 
volume of reaction solution for all reactions, where "n" of the total number of samples and 
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negative and positive controls to be assayed. 
Note: Always run at least one negative control with the samples. To ensure test results, 
positive controls and negative control should be run together. 
 

- Thoroughly vortex master mix prior to aliquoting into PCR plate or strip-tubes. 

- Dispense 16 µL master mix into each well or tube. 

- Add 4 µL of the appropriate RNA sample to each well. 

 Volume per 1 reaction(µL) 

Master mix 16 

Viral RNA 4 

Total 20 
 
Note: Use a new pipette tip for each sample. 
Note: For negative control use 4 µL of RNase free water instead of sample's nucleic acid and 
for positive controls, use 4 µL of the Positive Control included in the kit respectively. 
 

- Spin down briefly in order to collect the mix in the bottom of the reaction tubes. 

- Perform the following protocol in real-time PCR instrument: 

Step Temperature Time Cycles 

cDNA synthesis 50 ℃ 30 min 1 

Pre-denaturation 95 ℃ 15 min 1 

Denaturation 95 ℃ 15 sec 
45 

Annealing & Extension* 60 ℃ 1 min 

             *collect the fluorescence data 

- After the reaction is completed, verify the amplification curve. Please refer to the instruction 

manual for your real time PCR instrument to read about analytical methods and set threshold 

for each real-time PCR machine in its management program following the table below. 

Instrument Threshold 

CFX96TM Auto threshold 

AB7500 
FAM, Cy5 : 3 

HEX : Auto threshold 
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z CFX96 Real-Time PCR instrument set up (Bio-Rad) 

CFX96 Real-time PCR instrument set up 

- The set-up of the CFX96 Real-time PCR System for the detection of COVID-19 and IC can 

be divided into the following steps: Protocol Setup, Plate Setup, and Start run.  

 

Protocol Set up 

- In the main menu, clink “Protocol” to open the File 

 

 
Fig 1. Protocol set up 

 

- Create a new protocol or load an existing protocol for the experiment. 

- In Porotocol Editor, defeine the thermal profile as follows: 

Segment Temperature Time Cycles 

1 50 ℃ 30 min 1 

2 95 ℃ 15 min 1 

3 95 ℃ 15 sec 

45 4* 60 ℃  1 min 

5 GOTO 3, 44 more times 
            *collect the fluorescence data 

 
Note: Plate Read On Segment 4.  
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Fig 2. Protocol Editor 

- Click on Sample Volume to directly edit the “20uL” 

- Click “OK” and Clink “Next” 

Plate Set up 

- In “Experiment Setup plate”, click “Create New” to open the “Plate Editor” to create a new 

plate 

 
Fig 3. Plate Editor “Create a new” plate or load an existing plate for the experiment. 

 

- Click “Select Fluorophores” to indicate the fluorophores (FAM, Cy5 and HEX) that will be 

used in the experiment. 
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Fig 4. “Select Fluorophores” (FAM, Cy5 and HEX) 

 

- Choose the appropriate well and then click the “Sample Type” from drop-down menu. 

Note: Unknown : Clinical Sample, Negative control, Positove control 

- Click the appropriate checkboxes (Assay 1:FAM and HEX, Assay 2: Cy5 and HEX) to 

specific the fluorophores in the selected wells. 

 

Fig 5.1. Plate Setup for Assay 1 
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Fig 5.2. Plate Setup for Assay 2 

 

- Type the “Sample Name” and press enter key 

- In “Setting” of the “Plate Editor” main menu, choose the “Plate Size” and “Plate Type (BR 

White)” 

 
Fig 6. Plate Type 

 

- Click “OK” and save a new plate set up file. 

- Finally, “Experiment set up” window will open 
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Fig 7. Experiment setup Plate 

 

Start Run 

- In “Experiment set up start run”, after the test plate on the device, Click “Close Lid” to close 

the lid and click "Start Run" 

 

Fig 8. Close Lid and Start Run 

- Store the run file either in New fold. Fill in the file name, click the “SAVE”, and machine will 

start. 
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z Applied BiosystemsTM 7500 Real-time PCR Instrument set up (Thermo 
Fisher Scientific) 

Applied BiosystemsTM 7500 Real-time PCR Instrument set up 

- The set-up of the ABI 7500 Real-time PCR Instrument for the detection of COVID-19 and IC 

can be divided into the following steps: Experiment Properties, Plate Setup, and Run Method.  

 

Experiment Properties 

- In the Home screen, clink “Advanced Setup” to open the setup stage. 

 

Fig 9. Advanced Setup 

- Give the “Experiment Name” and Click “Quantitation – Comparative Ct” 
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Fig 10. Experiment Properties 

 

Plate Setup 

- Add New Target for RdRp gene, E gene and IC than specify Reporter, Quencher and Colour. 

- Add New Sample by the number of samples containing the Positive Control and Negative 

Control, then give the sample name. 

 

Fig 11. Set three target and Sample name 

 

- At the Assign Targets and Samples Tap, specify the sample location on the well and target 
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for Assay. 

Note: Assay 1 target : RdRp and IC, Assay 2 target : E and IC 

 

Fig 12. Set the sample location on the well and target 

 

Run Method 

- Add New Target for RdRp gene, E gene and IC than specify Reporter, Quencher and Color. 

- In Graphical View, defeine the thermal profile as follows: 

Segment Temperature Time Cycles 

1 50 ℃ 30 min 1 

2 95 ℃ 15 min 1 

3 95 ℃ 15 sec 
45 

4* 60 ℃  1 min 

            *collect the fluorescence data 

 

- Click on Reaction Volume Per Well to directly edit the “20uL” 
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Fig 13. Protocol Design 

Note: Plate Read On Last Segment. 
 

- Save the Protocol and than Click “Start Run” 

- From the next run, recall the stored protocol and modify sample location and target and 

proceed. 

 
RESULT & DATA INTERPRETATION                                          

 

z Reporter Fluorescence Dyes 

- COVID-19 target gene is RdRp gene and E gene. The RdRp gene target probe is labeled to 

read through FAM channel , E gene target probe is labeled to read through Cy5 channel and 

IC probe is labeled to read through HEX(VIC) channel. 

Type Fluorescence Dye 

RdRp FAM 

E Cy5 

IC HEX(VIC) 

 

z Positive and Negative Controls 

- In the Positive Control, the RdRp gene and E gene specific amplification should be detected 

with less than or equal to 40 Ct value and the IC should be detected with less than or equal 
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to 40 Ct value. In the Negative Control, any specific amplification signal should not be 

detected except IC signal. 

-  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Fig 14. Results of Positive Control and Negative Control 

 

z Data Interpretation 

Case 
Positive 

Control 

Negative 

control 

Ct value ≤ 40 
Interpretation 

FAM(RdRp) Cy5(E) HEX(IC) 

1 + - + + + SARS-CoV-2 

Positive 2 + - + + - 

Assay Sample Result 

Assay 1 

Positive 

Control 

 

Negative 

Control 

 

Assay 2 

Positive 

Control 

 

Negative 

Control 
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3 + - - + + Sarbecovirus 

Positive 4 + - - + - 

5 + - - - + Negative 

6 + - - - - 

Invalid result / 

Retest 

7 + - + - + / - 

8 + + + / - + / - + / - 

9 - + + / - + / - + / - 

10 - - + / - + / - + / - 

 

9 Note 1. IC signal is detected in NC results as this kit puts Internal Control material into the 

RT-PCR reaction. 

9 Note 2. The signal of internal control is not required for positive results of targets. The IC 

signal may not be detected depending on the amplification of target. 

9 Note 3. In case 6, If both signals of IC and the target are not detected, re-extract the nucleic 

acid and analyze it. 

9 Note 4. If NC and PC well do not display all signals including IC, consider that there is an 

error during reagents preparation and proceed again from the process of RT-PCR reaction 

solution preparation. 

 

 

 

z Retest 

- Sample is observed of Ct value >40: Check the concentration and repeat all process from 

RNA extraction. 

- Amplification is observed in the negative control: Repeat the test using new reagents. 

 
 TROUBLE SHOOTING                                                           

 

OBSERVATION PROBABLE CAUSES SOLUTION 

Internal Control or 
any other signals 
are not observed 

The fluorophores for data 
analysis do not comply with 

the protocol 

Select the correct fluorophores for data 
analysis. 

Incorrect RT-PCR cycle or 
machine temperature 

Check the RT-PCR conditions and 
repeat the RT-PCR under the correct 

setting 
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Leaving reagents at room 
temperature 

 for a long time or incorrect 
storage condition 

Check the storage conditions and the 
expiration date (see the kit label) of the 
reagents and use a new kit if necessary 

Incorrect programming Repeat the detection procedure with a 
correct setting. 

Internal Control 
signal is not 

observed at all 
data in same run 

Incorrect PCR mixture 

Check whether all components are 
added or not. (If you use to 

precomposed premix, should be reduce 
sensitivity.) Each reagent used for 

homogenization and spin down reagent 
tube before put the real-time PCR. 

Presence of PCR inhibitor 
Dilute the template nucleic acid in 

RNase free DW and repeat the PCR 
with the diluted sample  

False positive or 
signals observed 
at the Negative 

Control 

Presence of cross 
contamination 

Decontaminate all surfaces and 
instruments with sodium hypochlorite 
and ethanol. Use only filter tips during 
the extraction procedure. Change tips 
among tubes. Repeat the nucleic acid 

extraction with the new set of reagents. 

False negative or 
no signals 

observed at the 
Positive Control 

Error in specimen collection Error in specimen collection 

Error in nucleic acid extraction Re-extract the nucleic acid. 

The fluorophores for data 
analysis do not comply with 

the protocol 

Select the correct fluorophores for data 
analysis. 

Incorrect PCR mixture 

Check whether all components are 
added or not. (If you use to 

precomposed premix, should be reduce 
sensitivity.) Each reagent used for 

homogenization and spin down reagent 
tube before put the real-time PCR. 

Leaving reagents at room 
temperature for a long time or 

incorrect storage condition 

Please check the storage condition and 
the expiration date (see the kit label) of 

the reagents and use a new kit if 
necessary. 
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PERFORMANCE CHARACTERISTICS                                                             

 

z Limit of Detection  
Analytical sensitivity was tested using both the in vitro transcription RNA and internal COVID-19 

positive reference materials, which are cloned plasmids with the synthesized DNA containing target 

region with reference sequence of SARS-CoV-2 genome (GenBank number NC_045512), 

Sabecovirus genome (GenBank number FJ882960). In vitro transcription RNA and the plasmid DNA 

of SARS-CoV-2 and Sabecovirus positive standard reference material were quantified and the test 

materials of various concentrations were prepared by serial dilution to a predetermined range. A total 

of 21 replicates tests were carried out at each concentration point in the range of 1x104, 1x103, 5x102, 

2x102, 1x102 and 1x101 copies/reaction, and the minimum concentration with 95% CI or more 

detection rate was set as the minimum detection limit. The LabGunTM COVID-19 Assay detected 

specific amplification of SARS-CoV-2 and Sabecovirus in all 21 replicates at concentrations greater 

than 1x102 copies per reaction. At the concentration of 1x101 copies/reaction, the amplification signal 

was confirmed in total of 6(Assay 1) and 5(Assay 2) times in the 21 repeated tests with plasmid DNA, 

but it could not be detected at further lower concentration. As a result, the minimum detection limit of 

the LabGunTM COVID-19 Assay was determined to be 1x102 RNA copies per reaction.  

 

 

z Interference with substances 
Since the LabGunTM COVID-19 Assay uses viral RNA extracted from Sputum, Bronchoalveolar lavage 

fluid, Oropharyngeal and Nasopharyngeal swab, Human genomic DNA and Mucin were selected as 

substances that can be contaminated during the sample preparation process. Neisseria Meningitidis 

was selected as substances as well that is respiratory normal flora. The tests were performed using 

reference materials at low concentration near the detection limit. The results were similar to those of 

the control group in the presence of Human gDNA, Mucin or N. Meningitidis. It shows that the 

LabGunTM COVID-19 Assay is not affected by Human gDNA, Mucin or N. Meningitidis at levels that 

can be contaminated during routine sample preparation. 

 

 

z Cross-reactivity with other microorganisms 

Cross-reactivity was tested with 14 cases of respiratory disease-causing viral RNA, 29 cases of 

pathogenic or non-pathogenic bacterial DNA distributed within the body or in the natural environment. 

The test results of reference material with those microorganisms showed no cross-reactivity between 

them when compared with the results of the control tests without the substances. Additional 

evaluation of the analytical specificity of the LabGunTM COVID-19 Assay was performed through in 

silico analysis of each primer and probe sequence against other beta-coronavirus sequences. BLAST 
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analysis queries of the LabGunTM COVID-19 Assay primers and probe were performed against the 

GenBank public domain nucleotide sequences and showed no significant combined homologies with 

other conditions that would predict potential false positive results. 

 

 

z Inclusivity 
In silico analysis of the LabGunTM COVID-19 Assay with primers and probes sequences was 

performed to verify reagent sequence homology with each corresponding virus and target region. A 

total of 99 SARS-CoV-2 virus strains from GISAID and 46 SARS-CoV-2 virus strains from NCBI were 

selected for this study. All primers and probes sequences showed 100% sequence homology with 

their reported sequences. 

 

 

z Reproducibility/Repeatability 
Reproducibility of the LabGunTM COVID-19 Assay was verified by repeated tests between lots, labs, 

and testers. 

To evaluate the lot-to-lot reproducibility of LabGunTM COVID-19 Assay, tests were performed in 

triplicate by one tester using three different lots with 2 runs, giving a total of 18 tests (6 replicates for 

each lot) for two positive controls with different concentration of 5x102 and 2x102 copies/reaction. All 

runs were valid across all samples, reagent lots, and runs. The lot-to-lot reproducibility data showed 

little variation in different lots of the LabGunTM COVID-19 Assay kit. 

To evaluate the inter-labs reproducibility of the LabGunTM COVID-19 Assay, in different locations of 

laboratories, tests were performed in triplicate by one tester using the same reagents with 2 runs, 

giving a total of 12 tests (6 replicates for each location) for two positive controls with different 

concentration of 5x102 and 2x102 copies/reaction. All runs were valid across all samples, reagent lots, 

and runs. The inter-labs reproducibility data of the LabGunTM COVID-19 Assay showed little variation 

between places. 

To evaluate the tester-to-tester reproducibility of the LabGunTM COVID-19 Assay, tests were 

performed in triplicate by three different testers using the same reagents with 2 runs, giving a total of 

18 tests (6 replicate for each tester) for two positive controls with different concentration of 5x102 and 

2x102 copies/reaction. All runs were valid across all samples, reagent lots, and runs. The tester-to-

tester reporducibility data of the LabGunTM COVID-19 Assay showed little variation among testers. 

Repeatability of the LabGunTM COVID-19 Assay was verified by repeated tests of triplicates over 5 

days with 2 runs per day, giving a total of 30 tests for two positive controls with different concentration 

of 5x102 and 2x102 copies/reaction. In particular, all 30 replicates for Positive controls of low 
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concentration near LOD showed positive results with Ct values less than 40. We confirmed that all 

tests showed less than 10% CV values between replicates. 

 

z Clinical evaluation 
A clinical evaluation of the LabGunTM COVID-19 Assay was performed using 123 upper respiratory 

tract specimens (nasopharyngeal swabs) and 123 lower respiratory tract specimens (sputum) 

collected from 123 individuals, that is, two types of each specimen are collected from the same 

person. The evaluation test was performed in a single-blinded manner. LabGunTM COVID-19 Assay 

was compared with the KFDA approved PowerCheckTM 2019-nCoV Real-time PCR Kit 

(KOGENEBIOTECH Co., Ltd.) for its % agreement  

 

Contingency table of the test results between LabGunTM COVID-19 Assay and PowerCheckTM 2019-

nCoV Real-time PCR Kit 

 
PowerCheckTM 2019-nCoV 

Real-time PCR Kit total 

positive negative 

LabGunTM 

COVID-19 Assay 

Positive 18 0 18 

Negative 0 105 105 

total 18 105 123 

 

Positive % Agreement : 100% (95% CI, 82.4 % - 100 %) 

Negative % Agreement : 100% (95% CI, 96.5% - 100%) 

 

SYMBOL                                                                    
 
Explanation of symbols used in labeling  
 

Symbols Explanation 

 

Batch code 
Reference No [2492] 

 

Catalogue number 
Reference No [2493] 
 

 

Use by 
Reference no [2607] 
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Temperature limitation 
Reference No [0632] 
 

 

Keep away from sunlight 
Reference no [0624] 

 

Caution 
Reference no [0434A] 

 

Operator’s Manual; Operating instructions 
Reference No [1641] 

  

Manufacturer 
Reference No [3082] 

 

Date of manufacture 
Reference no [2497] 

 

Authorized representative in the European Community 
 

 

In vitro diagnostic medical device 

 

 


