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English 
RAPID SARS-COV-2 ANTIGEN TEST CARD 

INSTRUCTION GUIDE FOR ANTERIOR NASAL SWAB SPECIMENS 
For self-testing 

 

 1N40C5-2 For 1 Test/Box 
 1N40C5-4 For 5 Tests/Box 
 1N40C5-6 For 20 Tests/Box 

Please follow the instruction leaflet carefully. 
INTENDED USE 
Rapid SARS-CoV-2 Antigen Test Card is an immunochromatography based one step in vitro test. It is designed for the rapid qualitative determination of 
SARS-CoV-2 virus antigen in anterior nasal swabs from individuals with or without symptoms or other epidemiological reasons to suspect COVID-19. Rapid 
SARS-CoV-2 Antigen Test Card detects the SARS-CoV-2 nucleocapsid protein (N protein). Rapid SARS-CoV-2 Antigen Test Card shall not be used as 
sole basis to diagnose or exclude SARS-CoV-2 infection. Children under 14 years of age should be assisted by an adult. 
SUMMARY 

-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. 
MATERIALS PROVIDED 

Components For 1 Test/Box For 5 Tests/Box For 20 Tests/Box 
Rapid SARS-CoV-2 Antigen Test Card 
(sealed foil pouch) 1 5 20 

Sterile swab 1 5 20 
Extraction tube 1 5 20 
Sample extraction buffer 1 5 20 
Instructions for use (this leaflet) 1 1 1 
Tube stand 1 (packaging) 1 1 

PERFORMANCES (SENSITIVITY AND SPECIFICITY) 
Rapid SARS-CoV-2-Antigen Test Card was compared to the confirmed clinical diagnosis. The Study involved 1063 nasal samples. The test results are 
summarized below: 

Evaluated Reagent Results RT-PCR Results Total Positive (+) Negative (-) 
Positive (+) 425 1 426 
Negative (-) 10 627 637 

Total 435 628 1063 
Sensitivity (PPA) = 425/435×100% = 97.70% (95% CI: 96.29% - 99.11%)                   PPV= 425/426×100% = 99.77% (95% CI: 99.31% - 99.99%) 
Specificity (NPA) = 627/628×100% = 99.84% (95% CI: 99.53% - 99.99%)                   NPV = 627/637×100% = 98.43% (95% CI: 97.46% - 99.40%) 
Accuracy (OPA) = 1052/1063×100% = 98.97% (95% CI: 98.36% - 99.57%) 
A feasibility study demonstrated that: 
- 99,84% of non-professionals carried out the test without requiring assistance 
- 99,82% of the different types of results were interpreted correctly 
INTERFERENCES 
None of the following substances at the tested concentration showed any interference with the test. 

Whole Blood: 1% Alkalol: 10% Mucin: 2% 
Phenylephrine: 15% Tobramycin: 0,0004% Oxymetazoline: 15% 
Menthol: 0,15% Cromolyn: 15% Benzocaine: 0,15% 
Fluticasone Propionate: 5% Mupirocin: 0,25% Zicam Nasal Spray: 5% 
Oseltamivir Phosphate: 0,5% sodium chloride: 5% Human Anti-mouse Antibody (HAMA):  

60 ng/mL Biotin: 1200 ng/mL  
CROSS REACTIVITY 
Cross-reactivity of the Test Device was evaluated by testing viruses and other microorganisms. The final test concentrations of viruses and other 
microorganisms are documented in the Cross-Reactivity-Study. The following viruses and other microorganisms except the Human SARS-coronavirus 
have no effect on the test results of the Test Device: Human coronavirus 229E, Human coronavirus OC43, Human coronavirus NL63, Human coronavirus 
HKU1, MERS coronavirus, Parainfluenza Virus 1-4, Enterovirus EV71, Respiratory syncytial virus, Rhinovirus, Influenza A virus (H1N1 and H3N2), 
Influenza B virus (Yamagata and Victoria), Adeno virus 71, Human Metapneumovirus (hMPV), Stphaylococcus epidermidis, Chlamydia pneumoniae, 
Streptococcus pneumoniae, Streptococcus pyogenes, Bordetella pertussis, Mycobacterium tuberculosis, Legionella pneumophila, Mycoplasma 
pneumoniae, Haemophilus influenzae, Candida albicans, Staphylococcus aureus, Pseudomonas aeruginosa, Escherichia coli, Pneumocystis jirovecii (PJP) 
and Pooled human nasal wash. 
IMPORTANT INFORMATION BEFORE THE EXECUTION 
1. Read this instruction guide carefully. 
2. Do not use the product beyond the expiration date. 
3. Do not use the product if the pouch is damaged or the seal is broken. 
4. Store the test device at 4 to 30°C in the original sealed pouch. Do Not Freeze. 
5. The product should be used at room temperature (15°C to 30°C). If the product has been stored in a cool area (less than 15°C), leave it at normal room 

temperature for 30 minutes before using. 
6. Handle all specimens as potentially infectious. 
7. Inadequate or inappropriate specimen collection, storage, and transport may yield inaccurate test results. 
8. Use the swabs included in the test kit to ensure optimal performance of the test. 
9. Correct specimen collection is the most important step in the procedure. Make sure to collect enough specimen material (nasal secretion) with the 

swab, especially for anterior nasal sampling. 
10. Blow the nose several times before collecting specimen. 
11. The specimens should be tested as soon as possible after collection. 
12. Apply the drops of test specimen only to the specimen well (S). 
13. Too many or too few drops of extraction solution can lead to an invalid or incorrect test result. 
14. When used as intended, there should not be any contact with the extraction buffer. In case of contact with skin, eyes, mouth or other parts, rinse with 

clear water. If an irritation persists, consult a medical professional. 
15. Children under 14 years of age should be assisted by an adult. 
LIMITATIONS 
1. The test is to be used exclusively for the qualitative detection of SARS-CoV-2 viral antigen in anterior nasal swab specimens. The exact concentration 

of SARS-CoV-2 viral antigen cannot be determined as part of this test.  
2. Proper specimen collection is critical. Failure to follow the procedure may result in inaccurate test results. Improper collection, storage, or even freezing 

and thawing of the specimen can lead to inaccurate test results. 
3. If the viral load of the specimen is below the detection limit of the test, the test may produce a negative result.  
4. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the result of a single test, but should be made by the physician after 

evaluation of all clinical and laboratory results. 
5. A negative result does not exclude viral infection except for SARS-CoV-2 and should be confirmed by molecular diagnostic methods if COVID-19 is 

suspected.  
6. A positive result does not exclude coinfection with other pathogens.  
7. The SARS-CoV-2 rapid antigen test can detect both viable and non-viable SARS-CoV-2 material. The performance of the SARS-CoV-2 rapid test is 

dependent on viral load and may not correlate with other diagnostic methods performed on the same specimen. 
8. Users should test specimens as soon as possible after specimen collection and within two hours of specimen collection. 
9. Sensitivity for nasal or oropharyngeal swabs may be lower than nasopharyngeal swabs. It is recommended to use the nasopharyngeal swab 

specimens by healthcare professionals. 
10. Monoclonal antibodies may fail to detect, or detect with less sensitivity, SARS-CoV-2 viruses that have undergone minor amino acid changes in the 

target epitope region. 
11. The amount of antigen in a sample may decrease as the duration of illness increases. Specimens collected after day 5-7 of illness are more likely to be 

tested negative compared to a RT-PCR assay. 
12. The kit was validated with the assorted swabs. Use of alternative swabs may result in false negative results. 
13. The validity of Rapid SARS-CoV-2 Antigen Test Card has not been proven for identification/confirmation of tissue culture isolates and should not be 

used in this capacity. 
14. Positive test results do not rule out co-infections with other pathogens. Positive results may occur in cases of infection with SARS-CoV. 
PREPARATION 

 Clear, clean and dry a flat surface.  
 Check the test kit contents. Make sure that nothing is damaged or broken. 
 Timer at hand. 
 Blow your nose several times before collecting specimen. 
 Wash hands. 

DISPOSAL 
The test kit may be disposed of with normal household waste in accordance with the applicable local regulations. 
PROCEDURE 
This test is suitable for people of all ages. The recommended operators are aging from 14 to 90. Children under 14 years of age should be tested by an 
adult. Do not continue the test if the child feels any pain. 

1 

 

Rotate the lid of sample extraction buffer bottle. 
Caution: Open it away from your face and be careful not to spill any of the liquid. 

2 

 

Squeeze all extraction buffer out of the bottle into the extraction tube. 
Caution: Avoid touching the bottle against the tube. 

3 

 

Find the swab in the sealed wrapper in front of you. Identify the soft, fabric tip of the swab. 

4  
Peel open the swab packaging and gently take out the swab. 
Caution: Never touch the soft, fabric tip of the swab with your hands. 

5  
Carefully insert swab into one nostril. The swab tip should be inserted no less than 2.5 cm (1 
inch) from the edge of the nostril. Roll swab 3-4 times along the mucosa inside the nostril. 
Leave swab in the nostril for several seconds. Using the same swab, repeat this process for the 
other nostril. Withdraw swab from the nasal cavity. 
Caution: This may feel uncomfortable. Do not insert the swab any deeper if you feel 
strong resistance or pain. 
 

6 

 

Place swab into extraction tube. Roll swab three to five (3-5) times. Leave swab in extraction 
buffer for 1 minute.  

7 

 

Pinch extraction tube with fingers and remove the solution from swab as much as possible. 

8 

 

Install the nozzle cap onto the sample extraction tube tightly. 

9 

 

Bring the kit components to room temperature before testing. Open the pouch and remove the 
card. Place the card on a flat and level surface. 
Caution: Once opened, the test card must be used immediately. 
 

10 

 

well (S) by gently squeezing the extraction tube. 
Caution: The formation of air bubbles in the specimen well (S) must be avoided. 
 

11 

 

Read the results at 15-20 minutes. 
Caution: Results after 20 minutes may not be accurate. 
The used device may be disposed of with normal household waste in accordance with 
the applicable local regulations. 

 
INTERPRETATION OF RESULTS 

 

Positive: 
If two colored bands appear with one colored band in the Control Zone (C) and another in the Test Zone (T) within 
15-20 minutes, the test result is positive.  
Caution: No matter how faint the colored band is in the Test Zone (T), the result should be considered as 
positive. 

 

Negative: 
If one colored band appears in the Control Zone (C) and no colored band appears in the Test Zone (T) within 
15-20 minutes, the test result is negative. 
 

 

Invalid: 
If no color line appears in the control area (C) within 15-20 minutes, the test is invalid. Repeat the test with a new 
test card. 

QUALITY CONTROL 
The control line is an integrated reagent and is used to control the procedure. The control line appears when the test has been performed correctly and the 
reagents are reactive. 
FREQUENTLY ASKED QUESTIONS (FAQ) 
1. How does the detection work? 
The N protein of the SARS-CoV-2 virus reacts with the stripe-like coating of the test line and, if present, results in a color change, i.e. a red line appears. 
Therefore, if the sample does not contain any viral proteins or antigens, there will be no red test line (T). 
2. When should/can I test myself? 
You can test yourself whether you have symptoms or not. Studies show that earlier testing within the first 4 days of illness typically means a higher viral load, 
which is easier to detect. Since the test result is a snapshot valid for that point in time, testing should be repeated as recommended by local authorities. 
3. What can affect my test result? What should I pay attention to? 
Be sure to blow your nose multiple times before collecting the specimen. 
Be sure to visibly collect sample material (nasal secretions). 
Perform the test immediately after taking the sample. 
Follow the instructions for use carefully. 
Apply the drops of extraction solution only to the sample well (S). 
Too many or too few drops of extraction solution can lead to an invalid or incorrect test result. 
4. The test strip is clearly discolored or smudged? What is the reason for this? 
Please note that the test card should not be used with more than 3 drops of sample, as the liquid absorption of the test strip is naturally limited. If the control 
line does not appear or the test strip is badly smudged or discolored, making it unreadable, please repeat the test according to the instructions. 
5. I have taken the test, but I don’t see a control line (C). What should I do? 
Your test result is invalid. Observe the answer to question 4 and repeat the test according to the instructions for use. 
6. I am unsure about reading the result. What should I do? 
For the result to be positive, 2 straight horizontal lines must be clearly visible with the full width of the cassette. If you are still unsure about the results, 
contact the nearest health facility according to the recommendations of your local authorities. 
7. My result is positive. What should I do? 
If your result is positive and the test kit thus clearly indicates the control line as well as the test line, you should contact the nearest medical facility as 
recommended by your local authorities. Your test result may be double-checked and the authority or facility will explain the appropriate next steps. 
8. My result is negative. What should I do? 
If the test kit only clearly shows the control line, this may mean that you are negative or that the viral load is too low to be detected. If you experience 
symptoms (headache, fever, migraine, loss of sense of smell or taste, etc.), please consult your primary care physician, or the nearest health care facility as 
recommended by your local authorities. 
If you are not sure, you can repeat the test. 
9. How can I dispose of the product? 
The test kit may be disposed of with normal household waste in accordance with the applicable local regulations. 
 

ACCESSORIES: 
Accessory Manufacturer EC-Representative CE-Mark 

Swab A 
Jiangsu Changfeng Medical Industry Co., Ltd. 
Touqiao Town, Guangling District Yangzhou 225109 
Jiangsu P.R. China 

Llins Service & Consulting GmbH 
Obere Seegasse 34/2,69124 
Heidelberg Germany 

 

acc. 93/42/EEC 

Swab B 
Goodwood Medical Care Ltd. 
1-2 Floor, 3-919 Yongzheng Street Jinzhou District Dalian 
116100 Liaoning China 

CMC Medical Devices & Drugs S.L. 
C/ Horacio Lengo No18, CP 29006, 
Màlaga, Spain  

 

acc. 93/42/EEC 

Swab C 
Zhejiang Gongdong Medical Technology Co., Ltd. 
No. 10 Beiyuan Ave., Huangyan 
318020 Taizhou, Zhejiang, P.R.China 

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

 

acc. 93/42/EEC 

Swab D 
Jiangsu Hanheng Medical Technology Co.,Ltd. 
16-B4,#1 North Qingyang Road, Tianning District, 213017, 
Changzhou, Jiangsu, China 

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

acc. 93/42/EEC  
EXPLANATION FOR SYMBOLS 

 

In Vitro Diagnostics Use 
 

See Instructions for 
Use 

 

Expiry Date 

 

Tests per Kit 

 

Keep dry 
 

Batch Number 

 

Authorized Representative 

 

Keep away from 
sunlight 

 

Manufacturer 
 

Do not reuse 

 

Do not use if 
package is damaged 

 

Store between 4- 
30 °C 

 CE Mark  Catalogue Number 
 

Warning, please refer 
to the instruction 

 
Sterilized using ethylene 

oxide     
 

Manufacturer:  

 

Xiamen Boson Biotech Co., Ltd.  
90-94 Tianfeng Road, Jimei North Industrial 
Park, Xiamen, Fujian, 361021, P.R.China. 

Authorized 
Representative: 

Lotus NL B.V. 
Koningin Julianaplein 10, 1e Verd, 2595AA,  
The Hague, Netherlands. 

Version 6.0 Date: August 15, 2021 
 

 

Hrvatski / Croatian 
UPUTE ZA KORIŠTENJE BRZOG SARS-COV-2 ANTIGEN TESTA 

ZA UZORKE BRISA IZ PREDNJEG NOSA 
Za samotestiranje 

 1N40C5-2 Za 1 test/kutija 
 1N40C5-4 Za 5 testova/kutija 
 1N40C5-6 Za 20 testova/kutija 

   
 

NAMJENA 
Brzi SARS-CoV-  SARS-CoV-2 u 
prednjim brisovima nosa od osoba sa ili bez simptoma ili drugih epidemioloških razloga za sumnju na COVID-19. Brzi test za ispitivanje antigena 
SARS-CoV-2 otkriva nukleokapsidni protein SARS-CoV-2 (protein N). Brza SARS-CoV-2 antigen testna kartica ne smije se koristiti kao jedina osnova za 
dijagnosticiranje ili i -CoV-  

 
- m 

bez simptoma og 

 
MATERIJALI U KUTIJI 

komponente Za 1 test/kutija Za 5 Test/kutija Za 20 Test/kutija 

Brza SARS-CoV-2 antigen testna kartica (pakirana u 
folija  1 5 20 

Sterilni bris 1 5 20 
Tuba za ekstrakciju 1 5 20 
Otopina za ekstrakciju uzoraka 1 5 20 
Upute za uporabu (ovaj letak) 1 1 1 
Stalak za tubu 1 (pakiranje) 1 1 

IZVEDBE (OSJETLJIVOS  
Brza antigen SARS-CoV-  
nastavku: 

Procijenjeni rezultati reagensa RT-PCR Rezultati Ukupno Pozitivno (+) Negativno (-) 
Pozitivno (+) 425 1 426 
Negativno (-) 10 627 637 

Ukupno 435 628 1063 
Senzitivnost (PPA) = 425/435×100% = 97.70% (95% CI: 96.29% - 99.11%)                 PPV= 425/426×100% = 99.77% (95% CI: 99.31% - 99.99%) 

627/628×100% = 99.84% (95% CI: 99.53% - 99.99%)                 NPV = 627/637×100% = 98.43% (95% CI: 97.46% - 99.40%) 
1052/1063×100% = 98.97% (95% CI: 98.36% - 99.57%) 

 
- 99,84% ne-profes  
- 99,82  
SMETNJE 

 
Krv: 1% Alkalol: 10% Mucin: 2% 
Phenylefrin: 15% Tobramycin: 0,0004% Oxymetazoline: 15% 
Menthol: 0,15% Cromolyn: 15% Benzocaine: 0,15% 
Fluticasone propionate: 5% Mupirocin: 0,25% Zicam sprej za nos: 5% 
Oseltamivir fosfat: 0,5% Natrijev klorid: 5% Human Anti-mouse Antibody (HAMA):  

60 ng/mL Biotin: 1200 ng/mL  
 

-koronavirusa nemaju utjecaja na rezultate 
ispitiva navirus MERS, 
virus parainfluence 1-4, enterovirus EV71, respiratorni sincicijski virus, rinovirus, virus influence A (H1N1 i H3N2), virus influence B (Yamagata i Victoria), 
adeno virus 71, humani metapneumovirus (hMPV), Staphaylococcus epidermidis, Chlamydia pneumoniae, Streptococcus pneumoniae , Streptococcus 
pyogenes, Bordetella pertussis, Mycobacterium tuberculosis, Legionella pneumophila, Mycoplasma pneumoniae, Haemophilus influenzae, Candida 
albicans, Staphylococcus aureus, Pseudomonas aeruginosa, Escherichia coli, Pneumocystis jirovecii (PJP) i skupljeni nosni ispirak. 

IJE TESTIRANJA 
1.  
2. Nemojte koristiti proizvod nakon isteka roka trajanja. 
3.  
4.  
5.  ostavite ga na 

normalnoj sobnoj temperaturi 30 minuta prije upotrebe. 
6. Rukovanje svim uzorcima kao potencijalno zaraznima. 
7.  
8.  
9. Ispravno uzimanje uzo   (nosne sekrecije) s brisom, osobito za 

prednje uzorkovanje nosa. 
10. Ispušite nos nekoliko puta prije uzimanja uzorka.  
11. a brisa. 
12. Kapi testnog uzorka nanesite    (S). 
13.  
14. 

. 
15.  

 
1. ivno otkrivanje SARS-CoV-

SARS-CoV-  
2. ezultatima ispitivanja. Nepravilno uzorkovanje, skladištenje ili 

 
3.  
4. 

 
5.  infekciju SARS-CoV- -19.  
6.  
7. Brzi antigenski test SARS-CoV- -CoV-2 materijal. Performanse brzog testa SARS-CoV-2 ovise o virusnom 

 
8. od prikupljanja uzoraka. 
9. lnog brisa od strane  

zdravstvenih djelatnika. 
10. Monoklonska protutijela mogu uzrokovati grešku otkrivanja ili otkriti s manje osjetljivosti SARS-CoV-2 viruse koji su prošli manje promjene 

aminokiselina u. 
11. -7 dana bolesti imaju vjerojatnost da 

 negativni  u usporedbi s RT-PCR testom. 
12.  
13. Valjanost Brzog SARS-CoV-2 Antigen testa nije dokazana za identifikaciju/potvrdu izolacija kulture tkiva i ne smije se koristiti u tom svojstvu. 
14. nfekcije virusom SARS-CoV. 
PRIPREMA 

 O  
 Provjerite  
  
 Ispušite nos nekoliko puta prije uzimanja uzorka. 
 Operite ruke. 

Raspolaganje 
okalnim propisima. 

POSTUPAK 
 od  14 do 90 godina.  godine treba testirati odrasla 

 

1 

 

 
 

2 

 

 
 

3 

 

Prona
tkaninom. 

4 
 

 
Oprez: Rukama nikada ne dirajte mekani vrh tkanine brisa. 

5  
osnicu. Vrh brisa treba umetnuti ne manje od 2,5 cm od ruba 

nosnice. Rotirajte bris 3-
 

ili bol. 

6 

 

Stavite bris u tubu za ekstrakciju. Rotirajte bris tri do pet (3-5) puta. Ostavite bris u tubi sa 
ekstrakcijskom otopinom 1 minutu. 

7 

 

Prstima stisnite  

8 

 

 

9 

 

uklonite karticu. Stavite  karticu  na ravnu  površinu. 
Oprez: Nakon otvaranja, testna kartica mora se odmah koristiti. 

10 

 

stiskanjem ekstrakcijske tube. 
Oprez: Potrebno je izbjeg  

11 

 

-20 minuta. 
 

lokalnim propisima. 

 REZULTATA 

 

 

Pozitivan: 
Ako se dvije obojene trake pojave: jedna obojena traka u Kontrolnoj zoni (C), a druga u Testnoj zoni (T) u roku od 15-20 minuta, 
rezultat testa je pozitivan.  
Oprez: Bez obzira na to koliko je obojena traka u testnoj zoni (T), rezultat treba smatrati pozitivnim. 
 

 

 

Negativan: 
Ako se jedna obojena traka pojavi u Kontrolnoj zoni (C), a u testnoj zoni (T) u roku od 15-20 minuta ne pojavi obojena traka, 
rezultat testa je negativan. 
 

 

: 
-  

KONTROLA KVALITETE 
Kontrolna linija je integrirani reagens i koristi se za kontrolu postupka. Kontrolna linija pojavljuje se kada je test ispravno izveden i reagensi su reaktivni. 

 
1. Kako funkcionira detekcija? 
N protein SARS-CoV-2 virusa reagira s prugastim premazom testne linije i, ako je prisutan, rezultira promjenom boje, odnosno pojavljuje se crvena linija. 

 
2. Kada bih se trebao/mogu testirati? 

 
3.  pozornost? 
Svakako ispušite nos više puta prije uzimanja uzorka. 
Prikup  
Obavite kompletan test odmah nakon uzimanja uzorka. 

 
Nakapajte kapi ekstrahirane otopine samo na otvor (S) na testu. 

 
4.  
Imajte u vidu da se test ne smije provoditi s više od 3 kapi uzo

 
5. Uzeo sam test, ali ne vidim kontrolnu liniju (C). Što da radim? 

 
6.  
Da bi rezultat bio pozitivan, 2 ravne vodoravne linije moraju biti jasno vidljive u 
zdravstvenoj ustanovi prema preporukama svojih lokalnih vlasti. 
7. Moj rezultat je pozitivan. Što da radim? 

 
8. Moj rezultat je negativan. Što da radim? 

sko da bi se otkrilo. Ako osjetite 

zdravstvenom ustanovom prema preporuci lokalnih vlasti. 
 

9. Kako mogu raspolagati proizvodom? 
 

PRIBOR: 
Pribor  EC-Zastupnik CE-Oznaka 

Bris A 

Jiangsu Changfeng Medicinska industrija 
Co., Ltd. 
Grad Touqiao,  okrug Guangling  
Yangzhou 225109 Jiangsu P.R. Kina 

Llins Service & Consulting  
GmbH 
Obere Seegasse 34/2,69124 

 

 
acc. 93/42/EEZ 

Bris B 
Goodwood Medicinska skrb d.o.o. 
1-2 Kat, 3-919 Yongzheng Street Jinzhou 
District Dalian 116100 Liaoning Kina 

CMC Medical Devices & Drugs S.L. 
C/ Horacio Lengo  No18, CP 29006,  
Màlaga,Španjolska 

 
acc. 93/42/EEZ 

Bris C 

Zhejiang Gongdong Medical Technology Co., 
Ltd. 
No. 10 Beiyuan Ave., Huangyan 
318020 Taizhou, Zhejiang, P.R.China 

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

 
acc. 93/42/EEZ 

Bris D 

Jiangsu Hanheng Medical Technology 
Co.,Ltd. 
16-B4,#1 North Qingyang Road, Tianning 
District, 213017, Changzhou, Jiangsu, China 

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

acc. 93/42/EEZ 
OBJAŠNJENJE SIMBOLA 

 

Korištenje in vitro 
dijagnostike 

 

Pogledajte upute za 
uporabu 

 

Datum isteka 

 

Boj testova po kompletu 

 

mjestu 
 

Broj serije 

 

Ovlašteni predstavnik 
 

 
 

 
 

Nemojte ponovno koristiti 

 

Ne koristite ako je 
paket  

 

- 
30 °C 

 CE oznaka  Kataloški Broj  
 

Upozorenje, molimo 
pogledajte uputu 

 
Sterilizirano etilen oksidom     

 
  

 

Xiamen Boson Biotech Co., Ltd. 
90-94 Tianfeng Road, Jimei North Industrial 
Park, Xiamen, Fujian, 361021, P.R.China. 

Ovlašteni predstavnik: Lotus NL B.V. 
Koningin Julianaplein 10, 1e Verd, 2595AA,  
The Hague, Netherlands. 

Verzija 6.0 Datum: 15. kolovoza 2021  
Lietuvis / Lithuanian 

GREITOS DIAGNOSTIKOS SARS-COV-2 ANTIGENO TESTAS 
Naudojimo instrukcija te  

Skirtas savikontrolei 
 1N40C5-2  
 1N40C5-4  
 1N40C5-6  

   
 

PASKIRTIS 
Greitos diagnostikos SARS-CoV- s yra imunochromatografinis, atliekamas vienu etapu in vitro tyrimas. Testas skirtas greitai ir kokybiškai 
nustatyti SARS-CoV-
epidemi -19. „Rapid SARS-CoV-2 Antigen Test Card“ nustato SARS-CoV-
SARS-CoV- -CoV-

 
SANTRAUKA 

-

praiškos yra 
as. 

 

Komponentai    

Greitos diagnostikos SARS-CoV-
 1 5 20 

Sterilus tamponas 1 5 20 
 1 5 20 

 1 5 20 
Naudojimo instrukcija 1 1 1 

 1 ( ) 1 1 
CHARAKTERISTIKA (Jautrumas ir specifiškumas) 
Greito SARS-CoV- rezultatai 

 

 RT-PGR rezultatai Iš viso Teigiamas (+) Neigiamas (-) 
Teigiamas (+) 425 1 426 
Neigiamas (-) 10 627 637 

Iš viso 435 628 1063 
Jautrumas (PPA) = 425/435×100% = 97.70% (95% CI: 96.29% - 99.11%)                  PPV= 425/426×100% = 99.77% (95% CI: 99.31% - 99.99%) 
Specifiškumas (NPA) = 627/628×100% = 99.84% (95% CI: 99.53% - 99.99%)              NPV = 627/637×100% = 98.43% (95% CI: 97.46% - 99.40%) 
Tikslumas (OPA) = 1052/1063×100% = 98.97% (95% CI: 98.36% - 99.57%) 

 
- 99,84  
- 99,82  

 
 

Kraujas: 1% Alkalolis: 10% Mucinas: 2% 
Fenylefrinas: 15% Tobramycinas: 0,0004% Oksimetazolinas: 15% 
Mentolis 0,15% Kromolinas: 15% Benzokainas: 0,15% 
Flutikazono propionatas: 5% Mupirocinas: 0,25% Zicam Nosies purškalas: 5% 
Oseltamiviro Fosfatas: 0,5% Sodos chloridas: 5% -  

60 ng/mL Biotinas: 1200 ng/mL  
 

 

virusas 1- ir Viktorija), Adeno 
aus metapneumovirusas (hMPV), Stphaylococcus epidermidis, Chlamydia pneumoniae, Streptococcus pneumoniae, Streptococcus 

pneumophila, Mycoplasma pneumoniae, Haemophilus influenzae, Candida albicans, Staphylococcus aureus, Pseudomonas aeruginosa, Escherichia coli, 
 

 
1.  
2. Nenaudokite gaminio pasibaigus jo galiojimo laikui. 
3.   
4. –  
5. i 15°C), prieš 

 
6.  
7.  
8.  
9. 

 
10.  
11.  
12.  
13.  
14. as dalis, nuplaukite 

 
15.  
APRIBOJIMAI 
1. -CoV-

tyrimo metu negalima nustatyti tikslios viruso antigeno SARS-CoV-2 koncentracijos. 
2. Tinkam rinkimas, 

 
3.  
4. 

us ir laboratorinius rezultatus. 
5. -

metodais,. 
6. Teigiamas rezultatas neatmeta koinfekcijos su kitais patogenais. 
7. SARS-CoV- -CoV- -2 tyrimo atlikimas 

 
8.  
9. 

 
10. -CoV-

 
11. igos trukmei. Po 5– -PGR 

tyrimu. 
12.  klaidingai neigiami. 
13. Greitos diagnostikos SARS-CoV-

naudoti negalima. 
14. ARS-CoV esant infekcijai. 
PARUOŠIMAS 

  
  
  
  
 Nusiplaukite rankas. 

NAIKINIMAS 
 

 

 

1 

 

 
ite 

 

2 

 

 
 

3 

 

 
 

4 
 

 
 

5  -

 

 

6 

 

-  penkis (3-5) 
kartus. Palikite tampon  

4°C

30°C

4°C

30°C
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11 

 

Vertinkite rezultatus 15-  
 

 

 

 

Teigiamas: 
Jei per 15- – - rezultato zonoje (T), 
tyrimo rezultatas yra teigiamas. 

teigiamu. 
 

 

Neigiamas: 
–20 

 
 

 

Netinkamas: 
Jei per 15-
testo kasete. 
 

 
singai ir reagentai yra 

 
 

1. Kaip veikia nustatymas? 
SARS-CoV-2 viruso N baltymas reaguoja s

). 
2.   

s. 
 

3.  
 

 
 

 
 

Per daug ar per ma  
4.  

instrukcijas. 
5.  

 
6.  

 
7. ryti? 

 
8.  

. Jei 
 

 institucijos. 
 

9.  
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In Vitro Diagnostikai 
 

 
 

Galiojimo laikas 

 

 

 

Laikykite sausai 
 

Partijos numeris 

 

 

 

 
 

Gamintojas 
 

Nenaudoti pakartotinai 

 

nenaudokite 

 

Laikyti ribose 4- 
30 °C 

   Katalogo numeris 
  

 
Sterilizuotas naudojant 
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TEST RAPID ANTIGEN SARS-COV-2 

GHID DE UTILIZARE PENTRU PROBELE DIN TAMPOANE NAZOFARINGIENE 
Pentru auto-testare 

 1N40C5-2 1 Test/ cutie 
 1N40C5-4 5 Teste/cutie 
 1N40C5-6 20 Teste/cutie 

   
Va rugam urmariti instructiunile de utilizare atent, inainte de folosire. 
Utilizare prevazuta 

-CoV-
a antigenului virusului SARS-CoV- ve epidemiologice pentru a suspecta COVID-19. 

-CoV- -CoV-
SARS-CoV- -CoV-

 
SUMAR 

-

 
MATERIALE FURNIZATE 

Componente Pentru 1 Test/ cutie Pentru 5 Teste/ cutie Pentru 20 Teste/ cutie 

Card de test rapid Antigen SARS-CoV-2 1 5 20 
Tampon steril 1 5 20 
Tub de extractie 1 5 20 
Tampon de extractie a probei 1 5 20 
Instructiuni de utilizare 1 1 1 
Suport tub 1 (cutie) 1 1 

PERFORMANTE (SENSIBILITATE SI SPECIFICITATE) 
-CoV-2  a fost comparat cu diagnosticul clinic confirmat. Studiul a implicat 1063 probe nazale. Rezultatele 

testului sunt rezumate mai jos: 

Rezultatele reactivilor evaluati Rezultate RT-PCR Total Pozitiv (+) Negativ (-) 
Pozitiv (+) 425 1 426 
Negativ (-) 10 627 637 

Total 435 628 1063 
Sensibilitate (PPA) = 425/435×100% = 97.70% (95% CI: 96.29% - 99.11%) 
Specificitate (NPA) = 627/628×100% = 99.84% (95% CI: 99.53% - 99.99%) 
Acuratete (OPA) = 1052/1063×100% = 98.97% (95% CI: 98.36% - 99.57%) 
PPV= 425/426×100% = 99.77% (95% CI: 99.31% - 99.99%) 
NPV = 627/637×100% = 98.43% (95% CI: 97.46% - 99.40%) 

 
- 99,84  
- 99,82% din diferitele tipuri de rezultate au fost interpretate corect 
INTERFERENTE 

 
Sange integral: 1% Alkalol: 10% Mucin: 2% 
Fenilefrina: 15% Tobramicina: 0,0004% Oximetazolina: 15% 
Mentol: 0,15% Cromolina: 15% Benzocaina: 0,15% 

: 5% Mupirocin: 0,25% Spray nasal Zicam: 5% 
Fosfat de oseltamivir: 0,5% Clorura de sodiu: 5% Anticorpi umani anti-soarece (HAMA):  

60 ng/mL Biotin: 1200 ng/mL  
REACTIVITATE INCRUCISATA 

uman, nu au niciun efect asupra rezultatelor testului dispozitivului de testare: coronavirus uman 229E, coronavirus uman OC43, coronavirus uman NL63, 
coronavirus uman HKU1, coronavirus MERS, virus parainfluenza 1-

Stphaylococcus epidermidis, Chlamydia pneumoniae, 
Streptococcus pneumoniae, Streptococcus pneumoniae, Streptococcus pneumoniae , Mycobacterium tuberculosis, Legionella pneumophila, Mycoplasma 
pneumoniae, Haemophilus influenzae, Candida albicans, Staphylococcus aureus, Pseudomonas aeruginosa, Escherichia coli, Pneumocystis jirovecii (PJP) 

 
INFORMATII IMPORTANTE INAINTE DE PROCEDURA DE TESTARE 
1.  
2.  
3. N  
4. -  
5. depozitat într-

-l la temperatura normala a camerei timp de 30 de minute înainte de utilizare. 
6.  
7. belor pot produce rezultate inexacte ale testelor. 
8.  
9. -  

tamponul. 
10.  
11.  
12.  
13. Prea multe sau prea p  
14. Daca este utilizat corespunzator nu ar trebui sa intrati in contact cu solutia tampon. In caz de contact cu pielea, ochii, gura sau alte parti clatiti cu 

apa curata. Daca iritatia persita consultati un cadru medical. 
15.  
LIMITARI 
1. -CoV-

antigenului viral SARS-CoV-  
2. rea, depozitarea sau 

 
3.  
4. La fel ca în cazul tuturor testelor de diagnostic, un diagnostic clin

 
5. -CoV- t prin metode de diagnostic molecular în cazul în care 

-19. 
6.  
7. Testul rapid al antigenului SARS-CoV-2 poate detecta atât materialul SARS-CoV-

SARS-CoV-  
8.  
9. Sensibilitatea pentru ta

 
10. -CoV-

 

11. Cantitatea de antigen dintr- - mai susceptibile 
-PCR. 

12.  
13. Validitatea cardului de testare a antigenului Rapid SARS-CoV-

 
14. -CoV. 
PREGATIREA INAINTE DE PROBA 

  
 -  
  
 inte de a colecta specimenul. 
 -  

ELIMINAREA TESTULUI 
e. 

PROCEDURA 
Acest test este potrivit pentru oameni de toate 

 

1 

 

 
-  

2 

 

 
 

3 

 

 

4 
 

 
 

5  
-

-4 ori de-

 

 

6 

 

-5) ori. 
ie timp de 1 minut. 

7 

 

Strangeti usor  

8 

 

 

9 

 

 
 

10 

 

, 
 

 

11 

 

Cititi rezultatele in 15-20 minute. 
 

Dispozitivul folosit poate fi aruncat împ
 

INTERPRETAREA REZULTATELOR 

 

Pozitiv: 
-20 de 

minute, rezultatul testului este pozitiv. 
 

 

 

Negativ: 
 zona de test (T) în decurs de 15-20 de 

minute, rezultatul testului este negativ. 
 

 

Invalid: 
-

un nou card de test. 
 

CONTROLUL DE CALITATE 

reactivii sunt reactanti. 
INTREBARI FRECVENTE 
1.  
Proteina N a virusului SARS-CoV-  

virale sau antigene, nu va exista  
2.  

 
3.  

- ai multe ori înainte de a colecta specimenul. 
-  

 
 

. 
 

4.  

 
5.  

 de utilizare. 
6.  

 
contact  
7.  

 
8. Rezultatul meu este ne  

 
 

9. Cum pot arunca produsul? 
Tr  
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EXPLICAREA SIMBOLURILOR 

 

Utilizare in vitro 
diagnostic 

 

Instructiuni de utilizare 
 

Data de expirare 

 

Teste pe kit 

 

A se pastra uscat 
 

Numarul lotului 

 

Reprezentant autorizat 

 

A se feri de razele soarelui 
 

Producator 
 

A nu se reutiliza 

 

A nu se utiliza daca 
ambalajul este deteriorat 

 

A se pastra intre 4- 
30 °C 

 Marcaj CE   Numar de catalog 
 

Avertizari, 
consultati 

instructiunile de 
 

 
Sterilizat folosind oxid de 

etilena     
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SARS-COV-2 ANTIGÉN GYORSTESZT 
 

 
 1N40C5-2 1 Teszt/csomag 
 1N40C5-4 5 Teszt/csomag 
 1N40C5-6 20 Teszt/csomag 

   
 

A TESZT CÉLJA 
A teszt a SARS-Cov2 antigén kimutatására szolgál, in-vitro immunokromatográfiás alapon, egy lépésben. A teszt a SARS-Cov2 antigén kvaltitatív 
kimutatására szolgál tünetes, vagy tönetmentes, egyéb epidemiológiai okokból Covid-
SARS-CoV-2 antigén gyorsteszt a SARS-Cov-2 vírus nucleocapsid fehérjéjét (N fehérje) mutatja ki. A SARS-CoV-2 antigén teszt nem szolgálhat egyedüli 

 
ÖSSZEFOGLALÁS 

-
szerint utatási eredmények 

- -  köhögés, orrfolyás, torokfájás, izomfájdalom, 
hasmenés lehetnek. 

 

 1 Teszt/csomag 5 Teszt/csomag 20 Teszt/csomag 

SARS-CoV-2 Antigén tesztkazetta 
(fóliacsomagolásban) 1 5 20 

 1 5 20 
 1 5 20 

Minta puffer 1 5 20 
Használati útmutató 1 1 1 

 1 (csomagolás) 1 1 
TELJESÍTMÉNY (SZENZITIVITÁS ÉS SPECIFICITÁS) 
SARS-CoV-2-antigén teszt teljesítményének értkelés klinikailag igazolt esetekkel való összehasonlítás alapján történt. A vizsgálat 1063 személy, 

 

Értékelt teszteredmény RT-PCR eredmények Összesen Pozitív (+) Negatív (-) 
Pozitív (+) 425 1 426 
Negatív (-) 10 627 637 
Összesen 435 628 1063 

Szenzitivitás (PPA) = 425/435×100% = 97.70% (95% CI: 96.29% - 99.11%)                PPV= 425/426×100% = 99.77% (95% CI: 99.31% - 99.99%) 
Specificitás (NPA) = 627/628×100% = 99.84% (95% CI: 99.53% - 99.99%)                 NPV = 627/637×100% = 98.43% (95% CI: 97.46% - 99.40%) 
Pontosság (OPA) = 1052/1063×100% = 98.97% (95% CI: 98.36% - 99.57%) 

 
- A laikus felhasználók 99,84%-a hiba nélkül végrehajtotta a tesztelési eljárást 
- 99,82 százalékuk hiba nélkül érte  

INTERFERENCIA 
Az alábbi ágensek egyike sem mutatott interferenciát a megadott koncentrációban. 

Fehérvérsejt: 1% Alkalol: 10 % Mucin: 2 % 
Fenilephrin: 15 % Tobramycin: 0,0004 % Oxymetazolin: 15 % 
Mentol: 0,15 % Cromolyn: 15 % Benzocain: 0,15 % 
Fluticason Propionát: 5 % Mupirocin: 0,25 % Zicam Nasal Spray: 5 % 
Oseltamivir foszfát: 0,5 % Nátrium Klorid: 5 % Human Anti-egér Antitest (HAMA): 

60 ng/ml Biotin: 1200 ng/ml  
KERESZTREAKTIVITÁS 
A teszt keresztreaktivitás
koncentrációit a keresztreaktivitás-tanulmány dokumentálja. Az alábbi vírusok és egyéb mikroorganizmusok, kivéve a humán SARS-CoV vírust, nincsenek 
hatással a teszt eredményére: Humán Koronavírus 229E, Humán Koronavírus OC43, Humán koronavírus NL63, Humán koronavírus HKU1, MERS 
koronavírus, Parainfluenza Vírus 1-4, Enterovírus EV71, Respiratory syncytial virus, Rhinovírus, Influenza A vírus (H1N1 and H3N2), Influenza B vírus 
(Yamagata and Victoria), Adeno vírus 71, Humán Metapneumovírus (hMPV), Stphaylococcus epidermidis, Chlamydia pneumoniae, Streptococcus 
pneumoniae, Streptococcus pyogenes, Bordetella pertussis, Mycobacterium tuberculosis, Legionella pneumophila, Mycoplasma pneumoniae, 
Haemophilus influenzae, Candida albicans, Staphylococcus aureus, Pseudomonas aeruginosa, Escherichia coli, Pneumocystis jirovecii (PJP) és kevert 
human orrkenet. 
KÉRJÜK,  
1. Gondosan olvassa el a használati utasítást.  
2. Ne használja a tesztet a lejárati dátum után.  
3. Ne használja a tesztet, ha a fóliacsomagolás sérült, vagy fel van nyitva. 
4. Tárolja az eszközt 4 és 30°C között, bontatlan csomagolásban. Ne fagyassza le. 
5. A tesztet s kleten 

30 percig. 
6.  
7. Helytelen mintavétel, tárolás, vagy szállítás pontatlan eredményhez vezethet. 
8.  
9. 

 
10.  
11. A levett mintával a tesztelési eljárást mihamarabb végezze el.  
12. A minta-  
13. Túl sok vagy túl kevés minta-puffer keverék helytelen vagy érvénytelen eredményhez vezethet. 
14. y más testrészekkel 

való érintkezése esetén öblítse le az adott felületet tiszta vízzel. Ha irritáció áll fenn, forduljon orvosához. 
15.  
KORLÁTOK 
1. A teszt kizárólag SARS-CoV- -CoV-2 vírus antigén 

koncentráció nem határozható meg a teszttel.  
2. olás, fagyasztás és 

kiolvasztás szintén pontatlan eredményhez vezethet.  
3. Ha a víruskoncentráció a kimutatási határérték alatt van, a teszt tévesen negatív eredményt jelezhet. 
4. ell a klinikai tüneteket 

és más laboratóriumi eredményeket. 
5. -CoV-

-19 gyanúja áll fent. 
6.  
7. edménye nem 

feltétlenül korrelál más diagnosztikai eszközökkel végzett eljárások eredményével. 
8. A levett mintával a tesztelési eljárást mihamarabb végezze el, semmiképp ne várjon két óránál hosszabb ideig. 
9. szségügyi 

személyzet végezze.  
10. A monoklonális antitestek nem vagy csak kisebb érzékenységgel képesek kimutatni azokat a SARS-CoV-2 vírus variánsokat, amelyek a célzott 

epitóp régióban kisebb aminosav változásokon mentek keresztül. 
11. tigén mennyisége a mintában. A betegség 5-7. napja után levett minták nagyobb 

-PCR vizsgálat esetleges valós pozitív eredményéhez viszonyítva. 
12.  
13. A SARS-CoV-

használható.  
14. A pozitív vizsgálati eredmény nem zárja ki az egyéb kórokozók -CoV 

 
TESZTELÉSI ELJÁRÁS 

 Tiszta száraz és sík felületet használjon. 
   
 . 
 Fújja ki alap  
 Mosson kezet. 

HULLADÉKKEZELÉS 
 

ELJÁRÁS 

végezzék el. Ne folytassa a tesztet, ha a gyermek fájdalmat érez. 

1 

 

Forgassa el a pufferoldat tároló kupakját. 
 

2 

 

 
 

3 

 

puha, tamponált végét. 

4 

 

 

5  legalább 2,5 cm- -4 alkalommal 
forgassa meg az orr nyálkahártyáján (orr falán). Hagyja a pálcát néhány másodpercig az 
orrlyukban. Ugyanazzal a pálcával ismételje meg ezt a folyamatot a másik orrlyuknál is. 

 

 

6 

 

be. 3-5 alkalommal forgassa 
meg a pálcát a pufferoldatban.  

7  amennyire lehetséges. 

8 

 

Szorosan illessze rá a cse  

9 

 

és vegye ki a tesztet. Helyezze a tesztet vízszintes felületre.  
 

10 

 

Fordítsa meg az extrakciós csövet, és a csövet óvatosan összenyomva, cseppentsen 3 csepp 
 

 

11 

 

Olvassa le az eredményeket 15-20 percen belül.  

 
 
EREDMÉNYEK ÉRTELMEZÉSE 

 

 
Ha 15-20 percen belül két színes sáv jelenik meg, egy színes sáv a kontrollzónában (C) és egy másik a tesztzónában 
(T), a teszteredmény pozitív.  

nak kell 
tekinteni. 
 

 

 
Ha a kontrollzónában (C) egy színes sáv jelenik meg és a tesztzónában (T) 15-20 percen belül nem jelenik meg színes 
sáv, a teszteredmény negatív. 
 

 

É  
Ha 15-20 percen belül nem jelenik meg színes vonal a kontrollterületen (C), a teszt érvénytelen. Ismételje meg az 
eljárást egy új teszttel. 
 

 
elyesen végezték el, és a 

reagensek aktívak. 
GYAKRAN ISMÉTELT KÉRDÉSEK 
1.  
A SARS-CoV- azaz egy piros 
vonal jelenik meg. Ezért, ha a minta nem tartalmaz vírusfehérje antigéneket, akkor nem jelenik meg piros vonal a tesztzónában (T).  
2.  
Ön is tesztelheti magát, függetlenül attól, hogy vannak- 4 napján belüli tesztelés 

pontra érvényes állapotot 
  

3.  
t a mintavétel után azonnal 

végezze el. Figyelmesen kövesse a használati utasítást. A minta- -puffer 
oldat érvénytelen vagy hibás teszteredményhez vezethet.  
4.  
Kérjük, vegye figyelembe, hogy a tesztet nem szabad 3 cseppnél több mintával használni, mivel a tesztcsík folyadékfelvételi képessége korlátozott. Ha a 

smételje meg a tesztet az utasításoknak 
.  

5.  
A teszt eredménye érvénytelen. Nézze meg a 4. kérdésre adott választ, és ismételje meg a tesztet a használati utasítás szerint. 
6.  

szakembert. 
7.  
Ha az Ön eredménye egészségügyi 

 
8.  

túl alacsony ahhoz, hogy 
kimutatható legyen. Ha tüneteket tapasztal (fejfájás, láz, szaglás- vagy ízérzékelés elvesztése, stb.), forduljon háziorvosához vagy a hatóságok által 
ajánlottegészségügyi intézményhez. Ha nem biztos az eredményben, megismételheti a vizsgálatot.  
9.  
A tesztkészlet a normál háztartási hu  

: 
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Goodwood Medical Care Ltd. 
1-2 Floor, 3-919 Yongzheng Street Jinzhou District 
Dalian 116100 Liaoning China 

CMC Medical Devices & Drugs S.L. 
C/ Horacio Lengo No18, CP 29006, 
Màlaga, Spain  

 
acc. 93/42/EEC 

 C 
Zhejiang Gongdong Medical Technology Co., Ltd. 
No. 10 Beiyuan Ave., Huangyan 
318020 Taizhou, Zhejiang, P.R.China 

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

 
acc. 93/42/EEC 

 
Jiangsu Hanheng Medical Technology Co.,Ltd. 
16-B4,#1 North Qingyang Road, Tianning District, 
213017, Changzhou, Jiangsu, China 

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

acc. 93/42/EEC 
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In Vitro Diagnosztikai 
eszköz 

 

Használati útmutató 
 

Szavatossági  
 

 

Teszt csomagonként 

 

Tartsa szárazon 
 

Gyártási szám 

 

 
 

 
tárolandó 

 

Gyártó 
 

Egyszer használatos 
eszköz 

 

Ne használja , ha a   
csomagolás sérült 

 

Tartsa 4-30 °C között 

 CE jelölés  Katalógus szám 
 

Figyelmeztetések, 
lásd használati 

útmutató 

 Etilén-oxiddal sterilizálva     
 

 

 

Xiamen Boson Biotech Co., Ltd. 
90-94 Tianfeng Road, Jimei North Industrial Park, 
Xiamen, Fujian, 361021, P.R.China. 
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