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VivaDiagTM Pro SARS-CoV-2 Ag Rapid Test (Self-Test)
Product Dossier

Part 1--About VivaChek

Part 2- Product Information

Product Information
Product Name VivaDiagTM Pro SARS-CoV-2 Ag Rapid Test (Self-Test)
Manufacturer VivaChek Biotech (Hangzhou) Co., Ltd
Catalog VCD16-10-011/VCD16-10-013/VCD16-10-014/VCD16-10-015
Packing 1 test/box, 3 tests/box, 5 tests/box, 25 tests/box
Test Principle Immunochromatography
Sample Type Anterior nasal swab
Sample Volume 3 drops
Test Time 15 min
Operation Temperature 15-30℃
Storage Temperature 2-30℃
Shelf Life (Unopened) 24 months

Test Procedure

Performance
Sensitivity 99.13%
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Specificity >99.99%
Accuracy 99.83%

Cross-Reactivity
There was no cross-reaction with potential cross-reactive
substances except SARS-coronavirus

Packing Information
VCD16-10-013
Packing 1 test/box

Components
1 test device, 1 extraction solution (in the sealed tube), 1 tube
tip, 1 tube stand, 1 sterile swab, 1 package insert

Box Size 115/23/58 mm
Single Box Weight 24 g
Boxes/Carton 500
Carton Size 595/495/330 mm
GW/Carton 13.00 kg
NW/Carton 12.00 kg

Product Picture

VCD16-10-015
Packing 3 tests/box

Components
3 test devices, 3 extraction solution (in the sealed tube), 3 tube
tips, 1 tube stand, 3 sterile swabs, 1 package insert

Box Size 122/35/68 mm
Single Box Weight 47 g
Boxes/Carton 84
Carton Size 385/265/325 mm
GW/Carton 4.75 kg
NW/Carton 3.95 kg
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Product Picture

VCD16-10-014
Packing 5 tests/box

Components
5 test devices, 5 extraction solution (in the sealed tube), 5 tube
tips, 1 tube stand, 5 sterile swabs, 1 package insert

Box Size 115/49/58 mm
Single Box Weight 72 g
Boxes/Carton 125
Carton Size 595/265/325 mm
GW/Carton 10.20 kg
NW/Carton 9.00 kg

Product Picture

VCD16-10-011
Packing 25 tests/box

Components
25 test devices, 25 extraction solution (in the sealed tube), 25
tube tips, 1 tube stand, 25 sterile swabs, 1 package insert

Box Size 230/140/80 mm
Single Box Weight 342 g
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Boxes/Carton 24
Carton Size 480/440/370 mm
GW/Carton 9.8 kg
NW/Carton 8.21 kg

Product Picture
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Part 3- Certificates
1) CE 1434-IVDD-478/2021
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2) ISO 13485:2016
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3) CIBG
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4) CE-DOC
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Part 4 – Labeling & brochure
1) Box
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Part 5--COA
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Part 6 -


