


Novel Coronavirus (SARS-Cov-2) Antigen Rapid 
Test Cassette (swab)  

Package Insert 
A RAPID TEST FOR THE QUALITATIVE DETECTION OF NOVEL CORONAVIRUS 
ANTIGENS IN NASOPHARYNGEAL SWAB AND OROPHARYNGEAL SWAB. 
For professional In Vitro Diagnostic Use Only. 

INTENDED USE 
The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an in vitro 
diagnostic test for the qualitative detection of novel coronavirus antigens in Nasopharyngeal 
swab and Oropharyngeal swab, using the rapid immunochromatographic method. The 
identification is based on the monoclonal antibodies specific for the novel coronavirus antigen. It 
will provide information for clinical doctors to prescribe correct medications.  

SUMMARY 
The novel coronaviruses belong to the βgenus.COVID-19 is an acute respiratory infectious 
disease. People are generally susceptible. Currently, the patients infected by the novel 
coronavirus are the main source of infection; asymptomatic infected people can also be an 
infectious source. Based on the current epidemiological investigation, the incubation period is 1 
to 14 days, mostly 3 to 7 days. The main manifestations include fever, fatigue and dry cough. 
Nasal congestion, runny nose, sore throat, myalgia and diarrhea are found in a few cases. 
Severe acute respiratory syndrome - coronavirus- 2 (SARS-CoV-2) is an enveloped, 
non-segmented Positive sense RNA virus. It is the cause of the Coronavirus-0 disease 
(COVID-19) common to humans is contagious. SARS-CoV-2 has several structural proteins, 
including spike (S), envelope (E), membrane (M) and nucleocapsid(N).  
At present, there are many variants of the Novel coronavirus (SARS-CoV-2), and the N501Y 
mutation and its approximate variants have attracted attention because their mutation position is 
located in the spike glycoprotein's receptor-binding domain of the virus, thereby changing the 
virus infected efficiency. In silico analysis demonstrated that the N501Y mutation did not alter the 
primary and tertiary protein structure of the spike protein RBD domain. Therefore, its antigenicity 
remains unchanged. 

PRINCIPLE 
The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Device (swab) is an 
immunochromatographic membrane assay that uses highly sensitive monoclonal antibodies to 
Novel coronavirus. 
The test strip is composed of the following three parts, namely sample pad, reagent pad and 
reaction membrane. The reagent membrane contains the colloidal-gold conjugated with the 
monoclonal antibodies against Novel coronavirus; the reaction membrane contains the 
secondary antibodies for Novel coronavirus, and the polyclonal antibodies against the mouse 
globulin, which are pre-immobilized on the membrane. 
When the sample is received by the test, the conjugated solution from the reagent pad gets 
dissolved and migrates along with the nasal sample. When the Novel coronavirus is present in 
the nasal sample, a complex is formed between the anti-Novel coronavirus conjugate and the 
virus will be caught / detected by the specific anti- Novel coronavirus monoclonal coated on the T 
region. Whether the sample contains the virus or not, the solution continues to migrate to 
encounter another reagent (an anti-mouse IgG antibody) that binds the remaining conjugates, 
thereby producing a red line on the region C.  
Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) can detect both the 
SARS-Cov-2 nucleoprotein as well as the SARS-Cov-2 spike protein. By ELISA, we determined 
that the antibody we use binds to amino acids 511-531 of the SARS Cov-2 spike protein. 
The detectability of genetic SARS-CoV-2 variants was tested by examining the sensitivity toward 
recombinant SARS-Cov-2 spike proteins (319 to 541aa). In these tests, the Novel Coronavirus 
(SARS-Cov-2) antigen-rapid test achieved the same values when detecting the B.1.1.7 (UK) and 
B.1.351 (SA) variants as when detecting the standard variant. 

REAGENTS 
The reagent membrane contains the colloidal-gold conjugated with the monoclonal antibodies 
against Novel coronavirus; the reaction membrane contains the secondary antibodies for Novel 
coronavirus, and the polyclonal antibodies against the mouse globulin, which are 
pre-immobilized on the membrane.  

PRECAUTIONS 
• For in vitro diagnostic use only. 
• Do not use after the expiration date. 
• Ensure foil pouch containing test device is not damaged before opening for use. 
• Perform test at room temperature 15 to 30°C. 
•Wear gloves when taking the samples, avoid touching the reagent membrane and sample 
window. 
• All samples and used accessories should be treated as infectious and discarded according to 
local regulations. 
• Avoid using bloody samples. 

STORAGE AND STABILITY 
Store the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) at room 
temperature or refrigerated (2-30°C). Do not freeze. All reagents are stable until the expiration 
dates marked on their outer packaging and buffer vial. 

SPECIMEN COLLECTION AND PREPARATION 
1. Specimen collection*: 
It is applicable to the diagnosis of the Novel coronavirus from the samples of Nasopharyngeal 
swab. Using freshly collected samples for optimal test performance. Inadequate sample 
collection or improper sample handling may yield a false-negative result. 

For nasopharyngeal swab completely insert the 
sterilized swab supplied in this kit into the nasal basin, 
and swab several times to collect the epidermal cells 
of the mucus. 
For oropharyngeal swab completely insert the 
sterilized swab supplied in this kit into the posterior 
pharynx, tonsils and other inflamed areas. Avoid 
touching the tongue, cheeks and teeth with the swab. 
It is recommended to collect sample from Nasopharyngeal for more accurate results. 
*As there are many UTM and VTM brands and manufacturers in the world, VTM and UTM 
from different manufacturers have varying degrees of impact on the sensitivity and 
specificity of the product. Therefore, please use freshly collected samples to obtain more 
accurate results when using this product. 
2. Specimen preparation: 
1) Take out 1 bottle of Sample Extraction Buffer, remove the bottle cap, add all the extraction 
buffer into the extraction tube. 
2) Nasopharyngeal and oropharyngeal Swabbing 
Insert the swab into the extraction tube which contains Sample Extraction Buffer. Rotate the 
swab inside the tube using a circular motion to roll the side of the extraction tube so that liquid is 
expressed and reabsorbed from the swab, remove the swab. The extracted solution will be used 
as test sample. 

MATERIALS 
Materials provided 

 Test Device 

 Package Insert 

 Sterilized Swab 

 Nozzle  

 Extraction Tube 

 Sample Extraction Buffer 

 Tube Stand* 
*The 25-test package contains the tube stand，the 5-test package use the test box itself as tube 
stand. 

Materials required but not provided 

 Timer  
DIRECTIONS FOR USE 

Allow the test, specimen, extraction buffer 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. Place the 
test device on a clean and level surface. Best results will be obtained if the assay is performed 
immediately after opening the foil pouch. 
2. Unscrew the whole cap of the specimen collection tube. 
3. Take out 1 bottle of Sample Extraction Buffer, remove the bottle cap, add all the extraction 
buffer into the extraction tube. 
4.Place the sterilized swab specimen in the sample extraction buffer. Rotate the swab for 
approximately 10 seconds while pressing the head against the inside of the tube to release the 
antigen in the swab. 
5.Remove the sterilized swab while squeezing the sterilized swab head against the inside of 
Buffer as you remove it to expel as much liquid as possible from the swab. Discard the sterilized 
swab in accordance with your biohazard waste disposal protocol. 
6. Screw on and tighten the cap onto the specimen collection tube, then shake the specimen 
collection tube vigorously to mix the specimen and the sample extraction buffer. See 
illustration 4. 
7.Add 3 drops of the solution (approx.80ul) to the sample well and then start the timer. Read the 
result at 10~20 minutes. Don’t interpret the result after 20 minutes. 

 
INTERPRETATION OF RESULTS 

(Please refer to the illustration above) 
POSITIVE: Two red lines appear. One red line appears in the control region(C), and one red line 
in the test region(T). The shade of color may vary，but it should be considered positive whenever 

there is even a faint line. 
NEGATIVE: Only one red line appears in the control region(C), and no line in the test region(T). 
The negative result indicates that there are no Novel coronavirus particles in the sample or the 
number of viral particles is below the detectable range. 
INVALID: No red line appears in the control region(C). The test is invalid even if there is a line on 
test region(T). Insufficient sample volume or incorrect procedural techniques are the most likely 
reasons for control line failure. Review the test procedure and repeat the test using a new test 
device. If the problem persists, discontinue using the test kit immediately and contact your local 
distributor. 

LIMITATIONS 
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) is an acute-phase 
screening test for qualitative detection. Sample collected may contain antigen concentration 
below the reagent’s sensitivity threshold, so a negative test result does not exclude infection with 
novel coronavirus  
• The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) detects viable and 
non-viable novel coronavirus antigen. Test performance depends on antigen load in the sample 
and may not correlate with cell culture performed on the same sample. A positive test does not 
rule out the possibility that other pathogens may be present, therefore, the results must be 
compared with all other available clinical and laboratory information to make an accurate 
diagnosis. 
• A negative test result may occur if the level of extracted antigen in a specimen is below the 
sensitivity of the test or if poor quality specimen is obtained 
• Performance of the test has not been established for monitoring antiviral treatment of novel 
coronavirus. 
• Positive test results do not rule out co-infections with other pathogens. 
• Negative test results are not intended to rule in other coronavirus infection except the 
SARS-Cov-2. 
• Children tend to shed virus for longer periods of time than adults, which may result in 
differences in sensitivity between adults and children List. 
• A negative result may occur if the concentration of antigen in a specimen is below the detection 
limit of the test or if the specimen was collected or transported improperly, therefore a negative 
test result does not eliminate the possibility of SARS-Cov-2 infection, and should be confirmed 
by viral culture or PCR. 

PERFORMANCE CHARACTERISTICS 
Clinical Evaluation 

Clinical evaluation was performed to compare the results obtained by Novel Coronavirus 
(SARS-Cov-2) Antigen Rapid Test Cassette (swab) and PCR. The results were summarized 
below: 

Table: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab) vs. PCR 

Method 
2019-nCoV Nucleic Acid 
Test Kit (RT-PCR) Total Results 

The Novel Coronavirus 
(SARS-Cov-2) Antigen Rapid 
Test Cassette (Swab) 

Results Positive Negative 
Positive 201 0 201 
Negative 8 450 458 

Total Results 209 450 659 
Clinical sensitivity = 201/209=96.17 % (95%CI* 92.51% to 98.17%) 
Clinical specificity = 450/450＞99.9% (95%CI* 98.98% to 100%) 
Accuracy: (201+450)/ (201+0+8+450) *100%=98.79% (95%CI* 97.58% to 99.43%) 
*Confidence Interval 

Limit of Detection (LoD) 
2019-nCoV Strain Tested Realy Tech product 
Stock 2019-nCoV Concentration 1 X 106 TCID50/mL 
Dilution 1/100 1/200 1/400 1/800 1/1600 
Concentration in Dilution tested (TCID50/ml) 1X104 5X103 2.5X 103 1.25X103 6.25X102 
Call rates of 20 replicates near cut-off 100(20/20) 100(20/20) 100(20/20) 95(19/20) 10(2/20) 
Limit of detection (LoD) per Virus Strain 1.25 X 103 TCID50/mL 

 
Cross Reaction 

The test results are below the corresponding concentration of the substances in the table below, 
which has no effect on the negative and positive test results of this reagent, and there is no 
cross-reaction. 

Virus/Bacteria/Parasite Strain Concentration 
MERS-coronavirus N/A 72μg/mL 

Adenovirus 

Type 1 1.5×105TCID50/ml 

Type 3 7.5×105TCID50/ml 

Type 5 4.5×105TCID50/ml 

Type 7 1.0×105TCID50/ml 

Type 8 1.0×105TCID50/ml 

Type 11 2.5×105TCID50/ml 

Type 18 2.5×105TCID50/ml 

Type 23 6.0×105TCID50/ml 

Type 55 1.5×105TCID50/ml 

Influenza A 

H1N1 Denver 3.0×107TCID50/ml 

H1N1 WS/33 2.0×107TCID50/ml 

H1N1 A/Mal/302/54 1.5×107TCID50/ml 



H1N1 New Caledonia 7.6×107TCID50/ml 

H3N2 A/Hong Kong/8/68 4.6×107TCID50/ml 

Influenza B 

Nevada/03/2011 1.5×107TCID50/ml 

B/Lee/40 8.5×107TCID50/ml 

B/Taiwan/2/62 4.0×107TCID50/ml 

Respiratory syncytial virus N/A 2.5×105TCID50/ml 

Legionella pneumophila 
Bloomington-2 1 X 105 CFU/ml 
Los Angeles-1 1 X 105 CFU/ml 
82A3105 1 X 105 CFU/ml 

Rhinovirus A16 N/A 1 X 105 CFU/ml 

Mycobacterium tuberculosis 

K 1 X 105 CFU/ml 
Erdman 1 X 105 CFU/ml 
HN878 1 X 105 CFU/ml 
CDC1551 1 X 105 CFU/ml 
H37Rv 1 X 105 CFU/ml 

Streptococcus pneumonia 

4752-98 [Maryland (D1)6B-17] 1 X 10
5 CFU/ml 

178 [Poland 23F-16] 1 X 10
5 CFU/ml 

262 [CIP 104340] 1 X 10
5 CFU/ml 

Slovakia 14-10 [29055] 1 X 10
5 CFU/ml 

Streptococcus pyrogens 
Typing strain T1 
[NCIB 11841, SF 130] 1 X 10

5 CFU/ml 

Mycoplasma pneumoniae 

Mutant 22 1 X 10
5 CFU/ml 

FH strain of Eaton Agent 
[NCTC 10119] 1 X 105 CFU/ml 

36M129-B7 1 X 10
5 CFU/ml 

Coronavirus 

229E 1.5×105TCID50/ml 
OC43 1.5×105TCID50/ml 
NL63 1.5×105TCID50/ml 
HKU1 1.5×105TCID50/ml 

Human etapneumovirus 
(hMPV) 3 Type B1 

Peru2-2002 1.5×105TCID50/ml 

Human Metapneumovirus 
(hMPV) 16 Type A1 

IA10-2003 1.5×105TCID50/ml 

Parainfluenza virus 

Type 1 1.5×105TCID50/ml 
Type 2 1.5×105TCID50/ml 
Type 3 1.5×105TCID50/ml 
Type 4A 1.5×105TCID50/ml 

 
Interfering Substances Reaction 

When tested using the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab), 
there was no interference between the device reagents and the Potential interference 
substances listed in below table that would create false positive or negative results for 
SARS-Cov-2 antigen. 
Substance Concentration Substance Concentration 
Mucin 100μg/mL Acetylsalicylic acid 3.0 mM 
Whole Blood  5% (v/v) Ibuprofen 2.5 mM 
Biotin 100μg/mL Mupirocin 10 mg/mL 
Neo-Synephrine (Phenylephrine) 5%(v/v) Tobramycin 10μg/mL 
Afrin Nasal Spray (Oxymetazoline) 5%(v/v) Erythromycin 50uM 
Saline Nasal Spray 5%(v/v) Ciprofloxacin 50uM 
Homeopathic  5%(v/v) Ceftriaxone 110mg/mL 
Sodium Cromoglycate 10 mg/mL Meropenem 3.7μg/mL 
Olopatadine Hydrochloride 10 mg/mL Tobramycin 100μg/mL 
Zanamivir  5 mg/mL Histamine Hydrochloride 100μg/mL 
Oseltamivir  10 mg/mL Peramivir 1mmol/mL 
Artemether-lumefantrine  50uM Flunisolide 100μg/mL 
Doxycycline hyclate  50uM Budesonide 0.64nmol/ L 
Quinine  150uM Fluticasone 0.3ng/mL 
Lamivudine  1 mg/mL Lopinavir 6μg/mL 
Ribavirin 1 mg/mL Ritonavir 8.2mg/mL 
Daclatasvir 1 mg/mL Abidor 417.8ng/mL 
Acetaminophen 150uM Pooled human nasal wash N/A 
 

                               SYMBOLS                                
Symbol Meaning Symbol Meaning 

 
In vitro diagnostic medical 
device  

Storage temperature limit    

 Manufacturer  
Authorized representative 
in the European 
Community 

 
Date of Manufacture 

 
Use by date 

 
Do not reuse  Consult instruction for use 

 
Batch code 

 

Meet the requirements of 
EC Directive 98/79/EC 

 
 
 
 
 
 

Number: 1100000418 
Version:3.7 
Effective Date:2021-04-29 

Luxus Lebenswelt GmbH 
Kochstr.1,47877, Willich, Germany 

 

Hangzhou Realy Tech Co., Ltd. 
#2 Building, No. 763, Yuansha Village, Xinjie Street, 
Xiaoshan District, 311200 Hangzhou City, Zhejiang 
Province, PEOPLE'S REPUBLIC OF CHINA 
Website: www.realytech.com 
 



 
 
 
 

      

 

Covid-19 Antigen Rapid Test Kits(Swab)

25 test kits/Inner box 
500 tests/carton 
Carton size: 46*45*28cm  
Gross weight per carton: 7.5KGS 
Volume weight per carton via air cargo: 9.5 KGS 
Volume weight per carton via express: 12.0 KGS 

 

 

 
 
 

    
   

   
     

        
       

 

 

 

5 test kits/Inner box
500 tests/carton
Carton size: 43*42*41cm
Gross weight per carton: 9.5KGS
Volume weight per carton via air cargo: 12.5KGS 

Volume weight per carton via express: 15.0KGS

1 test kit/Inner box 
250 tests/carton  
Carton size: 43*42*41cm 
Gross weight per carton: 8.56KGS 
Volume weight per carton via air cargo: 12.5KGS 
Volume weight per carton via express: 15.0KGS 

 

 
      

               
   

   
   

Hangzhou Realy Tech Co., Ltd.
Add: # 2  B u i l d i n g ,  N o .  7 6 3 ,  Y u a n s h a  V i l l a g e ,  X i n j i e  S t r e e t , X i a o s h a n  D i s t r i c t ,  3 1 1 2 0 0
     H a n g z h o u  C i t y ,  Z h e j i a n g  P r o v i n c e ,  P E O P L E ' S  R E P U B L I C  O F  C H I N A .
Website: https://www.realytech.com/
Phone/Whatsapp/Skype/Wechat: +86 15757136404
Email: ryhp@realytech.com

https://www.realytech.com/
mailto:ryhp@realytech.com








Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

 
Formblatt für In-vitro-Diagnostika / Form for In Vitro Diagnostic Medical Devices

 

Zuständige Behörde / Competent authority

Code
DE/CA20

Bezeichnung / Name
Bezirksregierung Düsseldorf, Dezernat 24

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Düsseldorf

Postleitzahl / Postal code
40474

Straße, Haus-Nr. / Street, house no.
Cecilienallee 2

Telefon / Phone
+49-211-4750

Telefax / Fax
+49-211-4752671

E-Mail / E-mail
dez24.mpg@brd.nrw.de

Anzeige / Notification

Registrierdatum bei der zuständigen Behörde
Registration date at competent authority
09.09.2020

Registriernummer / Registration number
DE/CA20/01-IVD-Luxuslebenswelt-210/20

Typ der Anzeige / Notification type
S Erstanzeige / Initial notification
£ Änderungsanzeige / Notification of change
£ Widerrufsanzeige / Notification of withdrawal

Frühere Registriernummer bei Änderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG
£ Hersteller / Manufacturer
S Bevollmächtigter / Authorised Representative
£ Einführer / Importer
£ Verantwortlicher für das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
£ Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPG i. V. m. § 4 Abs. 2 MPBetreibV
     Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
£ Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2 i. V. m. § 10 Abs. 3 MPG
     Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG

Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00157558

- 1 -- 1 -



Anzeigender / Reporting organisation (person)

Code
DE/0000047791

Bezeichnung / Name
Luxus Lebenswelt GmbH

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Willich

Postleitzahl / Postal code
47877

Straße, Haus-Nr. / Street, house no.
Kochstr. 1

Telefon / Phone
0049-1715605732

Telefax / Fax

E-Mail / E-mail
info.m@luxuslw.de

Hersteller / Manufacturer

Bezeichnung / Name
Hangzhou Realy Tech Co., Ltd.

Staat / State
CN

Ort / City
Hangzhou

Postleitzahl / Postal code
310018

Straße, Haus-Nr. / Street, house no.
4th Floor, #12 Building, Eastern Medicine Town, Xiasha Economic &Technology Development

Telefon / Phone
0086-571-56050793

Telefax / Fax
0086-571-56050794

E-Mail / E-mail
ryy@realytech.com

Sicherheitsbeauftragter für Medizinprodukte nach § 30 Abs. 2 MPG 9)
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Bezeichnung / Name
Lin Sun

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Willich

Postleitzahl / Postal code
47877

Straße, Haus-Nr. / Street, house no.
Kochstr. 1

Telefon / Phone
0049-1715605732

Telefax / Fax

E-Mail / E-mail
info.m@luxuslw.de

Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00157558

- 2 -- 2 -



Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon / Phone Telefax / Fax

E-Mail / E-mail

S Erstanzeige / Initial notification
£ Änderungsanzeige / Notification of change

In-vitro-Diagnostikum / In vitro diagnostic medical device

Klassifizierung / Classification
£ Produkt der Liste A, Anhang II / Device of List A, Annex II
£ Produkt der Liste B, Anhang II / Device of List B, Annex II
£ Produkt zur Eigenanwendung / Device for self-testing
S Sonstiges Produkt / Other device (all devices except Annex II and self-testing devices)

App (Software auf mobilen Endgeräten) £ ja / yes S nein / no

Anzeige nach § 25 Abs. 3 Nummer 3 MPG
Notification pursuant to § 25 (3) number 3 Medical Devices Act, MPG
£ "Neues In-vitro-Diagnostikum / New in vitro diagnostic medical device"

Handelsname des Produktes / Trade name of the device
Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab)

Produktbezeichnung / Name of device
Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab)

Angabe der benutzten Nomenklatur / Nomenclature used
S EDMS-Klassifikation / EDMS Classification
£ GMDN

Nomenklaturcode / Nomenclature code
15-70-90-90-00

Nomenklaturbezeichnung / Nomenclature term
OTHER OTHER VIROLOGY RAPID TESTS

Kurzbeschreibung / Short description
In Deutsch / In German
Das COVID-19 Ag-Schnelltestgerät ist ein diagnostischer In-vitro-Test zum qualitativen Nachweis
neuartiger Coronavirus-Antigene in Nasentupfer- und Nasenaspiratproben unter Verwendung der
schnellen immunochromatographischen Methode. Die Identifizierung basiert auf den monoklonalen
Antikörpern, die für das neue Coronvirus-Antigen spezifisch sind. Es wird Informationen für klinische
Ärzte bereitstellen, um korrekte Medikamente zu verschreiben.
In Englisch / In English
The COVID-19 Ag Rapid Test Device is an in vitro diagnostic test for the qualitative detection of novel
coronavirus antigens in Nasal Swab and nasal aspirate samples, using the rapid immunochromatographic
method. The identification is based on the monoclonal antibodies specific for the novel coronvirus
antigen. It will provide information for clinical doctors to prescribe correct medications.

Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00157558
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Zusätzliche Angaben im Falle der In-vitro-Diagnostika gemäß Anhang II und der In-vitro-Diagnostika zur
Eigenanwendung / Addtional information for Annex II and self-testing in vitro diagnostic medical devices

Nummer(n) der Bescheinigung(en) / Certificate number(s)

£ In Übereinstimmung mit den Gemeinsamen Technischen Spezifikationen (für Produkte gem. Anhang II, Liste
A) In conformity with Common Technical Specifications (for Annex II List A devices)

Ergebnisse der Leistungsbewertung
Outcome of performance evaluation

Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
I affirm that the information given above is correct to the best of my knowledge.

Ort
City Willich

.......................................................................................................

Datum
Date 2020-08-13

.......................................................................................................

Name
Lin Sun

.......................................................................................................

Unterschrift
Signature

Bearbeitungsvermerke / Processing notes
Nur von der zuständigen Behörde auszufüllen / To be filled in only by the competent authority

Bearbeiter / Person responsible
Frau Nadine Schlingmeier

Telefon / Phone
0211-475-3853

Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00157558
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中华人民共和国
PEOPLE’S REPUBLIC OF CHINA
医疗器械产品出口销售证明

CERTIFICATE FOR EXPORTATION OF MEDICAL 
PRODUCTS

证书编号:  浙杭食药监械出 20200318号
Certificate  NO.： 浙杭食药监械出 20200318号

产品名称: 新型冠状病毒（2019-nCoV）抗体检测试剂盒（胶体金法）等产品，见
附件（共 1 页）
Product(s): 2019-nCOV IgG/IgM Rapid Test Device ，,etc.See Attachment ( 
1 Page )

规格型号：见附件（共 1 页）
Model: See Attachment ( 1 Page )

产品注册或备案凭证号：/
Registration certificate(s): /

生产企业: 杭州睿丽科技有限公司
Manufacturer：Hangzhou Realy Tech Co.,LTD.

生产企业住所：杭州经济技术开发区白杨街道 21号大街 600号 4幢 506室
Address of manufacturer: Room 506,4#Building,600# 21st Baiyang 
Street,Hangzhou Economic&Technological Development 
Area,Hangzhou,Zhejiang 310018,P.R China.

生产许可或备案凭证号：/
Manufacturing License(s): /

兹证明上述产品未在中国注册，尚未进入中国市场。该产品出口不受限制。
This is to certify that the above product(s) are not registered in 
China and not distributed on the Chinese market. The exportation of the 
product(s) is not restricted.

证明有效日期至：2022年 04月 24日
This certification valid until: 2022/04/24

备注：/
Remark：/

Zhejiang Medical Products Administration

(浙江省药品监督管理局)

22002200年年0044月月2255日日

（出具单位盖章）
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  2 

序号 
SN 

产品名称 
Product(s) 

规格型号 
Model 

产品注册或备案凭证号 

Registration 

certificate(s) 

1 

新型冠状病毒（2019-nCoV）抗体检

测试剂盒（胶体金法） 
2019-nCOV IgG/IgM Rapid Test 
Device 

K460216D / 

 

新型冠状病毒（2019-nCoV）IgG 抗

体检测试剂盒（化学发光法） 
2019-nCoV-IgG Assay Reagent Kit 
(CMIA) 

C2KJ011 / 

新型冠状病毒（2019-nCoV）IgG 抗

体检测试剂盒（化学发光法） 
2019-nCoV-IgM Assay Reagent Kit 
(CMIA) 

C2KJ012 / 

5 

全自动化学发光免疫分析仪 
AUTOMATIC 
CHEMILUMINESCENCE 
IMMUNOASSAY ANALYZER 

RL-C2000 / 

空白 
Blank 

空白 
Blank 

空白 
Blank 

空白 
Blank 

 

新型冠状病毒抗原快速检测试剂盒

Novel Coronavirus (SARS-Cov-2) 
Antigen Rapid Test Cassette (swab) 

2

3

4

K511416D /






























































































































































































