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    EU RAT Device ID # 1929

LoD value 200 TCID50/ml
BfArM Test-ID: AT563/21

Hoyotek COVID-19 Antigen Rapid Test Cassette Nasopharyngeal Swab

1. Product description (page 1)

2. Pictures (page 2)

3. Certificates (page 3)

4. EU-Declaration of Conformity (page 4)

5. Instructions for use in German & English (pages 5-9)

6. Clinical study (pages 10-20)

1.       Product description

Brand: Hoyotek

Scope: 30x tubes, 30x swabs, 30x test cassettes, 30x Reagenzien.

Bfarm-ID # AT563/21

CE-Standard: EN ISO 13485:2016

Size: 22cm*15cm*8cm

Durability: 12 months

Packaging: 30 tests

Characteristics:

- BfArM listed / EU RAT listed

- clinical sensitivity 96%

- clinical specifity 99%

- fast and reliable test results in 15 minutes

- 5 languages IFU (English, German, Spanish, French, Italian).

Carton box 60x47x42cm, 20kg per box, 40 packs or 1200 tests per box.
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3. Certificates
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4. EU-Declaration of Conformity
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5. Instructions for use in German + English
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6. Clinical evaluation report
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