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

Part 1 -- About VivaChek

Products: BGM & POCT & PCR

Mfg facility location: Hangzhou,
China

Number of employees: ~800
Investors:
Shenzhen Gaotejia

Oriental International Holdings (China
Top 500 company)

Wuchan Zhongda Group (Global Top
500 company)

Part 2- Product Information

Product Information

Product Name Verino® Pro SARS-CoV-2 Ag Rapid Test (Self-Test)
Manufacturer VivaChek Biotech (Hangzhou) Co., Ltd

Catalog VCD16-10-041/VCD16-10-043/VCD16-10-044/VCD16-10-045
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°C

Storage Temperature 2-30C

Shelf Life (Unopened) 24 months

Test Procedure

----Specimen Collection ----Solution Preparation ----Detection
e iﬂ T I;f g @ 15 min
D : 1
i / i T . ‘ o ‘
—-_— —D)|(d= I —- v u i v
%}? 4 0 /ﬁ\ =) 0 1o 5
i Positive Negative Invalid
Anterior nasal swab 1. Prepare the specimen 2. Apply the extracted specimen 3. Read the test result
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Performance
Sensitivity 99.13%
Specificity >99.99%
Accuracy 99.83%

Cross-Reactivity

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

Packing Information

VCD16-10-043

Packing 1 test/box
1 test device, 1 extraction solution (in the sealed tube), 1 tube
Components , . .
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
VCD16-10-045
Packing 3 tests/box
3 test devices, 3 extraction solution (in the sealed tube), 3 tube
Components . . .
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
VCD16-10-044
Packing 5 tests/box
5 test devices, 5 extraction solution (in the sealed tube), 5 tube
Components . . .
tips, 1 tube stand, 5 sterile swabs, 1 package insert
Box Size 115/49/58 mm
Single Box Weight 729
Boxes/Carton 125
Carton Size 595/265/325 mm
GW(/Carton 10.20 kg
NW/Carton 9.00 kg
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Product Picture e
VCD16-10-041
Packing 25 tests/box
25 test devices, 25 extraction solution (in the sealed tube), 25
Components . . .
tube tips, 1 tube stand, 25 sterile swabs, 1 package insert
Box Size 230/140/80 mm
Single Box Weight 342 g
Boxes/Carton 24
Carton Size 480/440/370 mm
GW(/Carton 9.8 kg
NW/Carton 8.21 kg
N fff?‘.?c"f 2
Product Picture R - ; o
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Part 3- Certificates
1) CE 1434-1VDD-478/2021

CERTIFICATE

EC Certificate No. 1434-IVDD-478/2021

EC Design-examination

Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre For Testing and Certification certifies
that manufactured by:

VivaChek Biotech (Hangzhou) Co., Ltd.
Level 2, Block 2, 146 East Chaofeng Rd, Yuhang
Economy Development Zone,

Hangzhou, Zhejiang 311100, China

in vitro diagnostic medical devices
for self-testing

The list of medical devices covered by this certificate is prowided in the annex |

in terms of design documentation, comply with requirements
of Annex lll (Section &) to Directive 98,/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: From 28.10.2021 to 27.05.2024
Thee date of issue of the Certificate: 28.10.2021
Thee date of the first issue of the Certificate: 28.10,2021

C € 1434

Issised under the Contract Mo, MD-51/2021 feuiy el A
Application Ne: 1462021 Matgorzata g wyrohs
Certificate bears the qualified sdgnature. Wyroha :«fﬁ
Warsew, 28/90/2021 Vice-President
Module A1 Mgr. Anna Wireba

POLISH CENTRE FOR TESTING AND CERTIFICATION az-844 Warsyw, 563 Pulzwska Street, ol +48 17 26 45 300, esmailpcbe@pche gov ol
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2) 1SO 13485:2016

bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Rovyal Charter

This isto certify that:  VivaChek Biotech (Hangzhou) Co., Lid. LML 3t A4IR 48]

Level 2, Block 2 i H

146 East Chaofeng Rd. W

Yuhang Economy Development Zone B

Hangzhou PN

Zhejiang ST AT RE
el B 5785 146 S 28— 1
China Hi: 311100

Holds Certificate No:  MD 726764

and operates a Quality Management System which complies with the requirements of 150 13485:2016 & EN IS0
13485:2016 for the following scope:

Design and Development, Manufacture and Distribution of In Vitro Diagnostic Test Kits
(Colloidal Gald).
it TR, AR P i I A

QCUW\ CLR gl

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-07-24 Effective Date: 2020-07-24
Latest Revision Date: 2020-07-24 Expiry Date: 2023-07-23
- ":"\. Page: 1of 1
N
WAl 17 _making excellence a habit”
This certifcate wid Buued dectmonically snd remars the property of BSI and & bound by the concdifons of contrad

n dedmnic etificate can be suthenicaied goline.
Pantad opescan be validsted ot wiva BSi-ghoball comClient Disciory' or beiephane +86 10 8507 3000.

. Fepnagplein 9, 1066 BP fematerdan The Nathedsnds, Tel: +31 80 20 3860 780
e b Ee Metherfands under ruimber TE2GA284, &t John ML Meynespbein 0, 1066 BP Smaterdarm, The heBeclands
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3) CIBG

CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport
Farmatac
> Retouradres Postbus 16114 2500 BC Den Haag
Bezonkadrus:
Haftaren
Rijn=trant 50
Lotus NL B.V. 2515 XP Den Haag
T.a.v. de heer X. Wel = vh ey
Koningin Julianaplein 10
25095 AA ‘s-Gravenhage nio:// hwlpmigddeien farmates. nl
Inlichtingen via:
medische_hulpmiddelen@
minvws.nl
Datum: 16 november 2021
Betreft: aanmelding In-vitro diagnostica Ons kenmerk:
CIBG-20216583

Bljlagen

Geachte heer Wei,
Uw aanvraag

g 2 2
Op 2 november 2021 ontving ik uw notificatie krachtens artikel 4, eerste lid van NEEmAT el

het Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam Erspendi T
VivaChek Biotech (Hangzhou) Co., Ltd. met Europees gemachtigde Lotus NL B.V. n:-,»,,,...,p:;,(,,,e, ,:,‘f,:,,l,.,;m, met

onderstaand product als in-vitro diagnosticum op de Europese markt te brengen.  vermading van de datum en
het kenmork van dose briel.

Het product staat geregistreerd als in-vitro diagnosticum onder nummer:
Verino® Pro SARS-CoV-2 Ag Rapid Test (self-test)

VivaDiagTM Pro SARS-CoV-2 Ag Rapid Test (self-test)
(geen merknaam) (NL-CA002-2021-63096)

Hiermee heeft u valdaan aan uw verplichting op grond van artikel 4, BIVD.

In alle verdere correspondentie betreffende bovenvermeld product verzoek ik u dit
nummer te vermelden. Aan dit nummer kunnen geen verdere rechten ontleend
worden, het dient alleen om de notificatie administratief te vergemakkelijken.

De registratie van in-vitro diagnostica als medisch hulpmiddel op grond van de
Classificatiecriteria (Bijlage 1I) bij Richtlijn 98/79/EG betreffende medische
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese regelgeving inzake de classificatie van medische hulpmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/79/EG).

Pegina 1 van 2
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Notificatie van in-vitro diagnostische medische hulpmiddelen impliceert dat de
fabrikant, VivaChek Biotech (Hangzhou) Co., Ltd. de CE-conformiteitsmarkering
heeft aangebracht op het desbetreffende product alvorens het in een EU-lidstaat in
de handel te brengen. Zodoende garandeert Lotus NL B.V. dat het in-vitro
diagnosticum voldoet aan de essentiéle eisen zoals opgenomen in bijlage 1 blj
Richtlijn 98/79/EG (en in het daarmee corresponderende onderdeel 1 bij het besluit)

Volledigheidshalve wijzen wi] u erop dat een In-vitro diagnosticum moet voldoen
aan de eisen uit het BIVD. Het BIVD is gebaseerd op Richtlijn voor In-vitro
diagnostiek, 98/79/EG. Met name wijzen wij u op de Nederlandse-taaleis zoals deze
In Nederland geldt, de eisen voor het ter beschikking houden van de technische
documentatie en de plicht tot het hebben van een Post Marketing Surveillance- en
vigilantiesysteem.

Tot slot merk ik op dat met uw notificatie - de administratieve notificatie als
fabrikant - en deze brief geen sprake is van een oordeel over de status of kwalificatie
van uvw product: notificering betekent niet dat daadwerkelijk sprake is van een in-
vitro diagnosticum In de zin van de onderhavige wet- en regelgeving. In
voorkomende gevallen kan de Inspectie Gezondheidszorg en Jeugd (1GJ), belast
met het toezicht op de naleving van het bij of krachtens de wet bepaalde, een
standpunt Innemen over de status van een product, waarbij het volgens vaste
jurisprudentie uiteindelifk aan de nationale rechter Is om te bepalen of een product
onder de definitie van in-vitro diagnosticum valt.

Let op:

de notificatie van uw IVD Klasse other product vervalt per 26 mel 2022.

Valt uw IVD product onder een hogere risicoklasse (lijst A, B of zelftesten)? Dan
mag uw product tot en met uiterlijk 25 mei 2025 op de markt blijven als IVD
product,

De Staatssecretaris van Volksgezondheid, Welzijn en Sport,
namens deze,

Afdelingshoofd
Farmatec

Dr. M.J. van de Velde

Pagina 2 van 2
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4) CE-DOC

Declaration of Conformity

VivaChek Biotech (Hangzhou) Co., Ltd.
Level 2, Block 2, 146 East Chaofeng Rd., Yuhang Economy
Development Zone, Hangzhou,Zhejiang,
311100, P.R.China

We declare under our sole responsibility that the in vitro diagnostic
device:

Verino® Pro SARS-CoV-2 Ag Rapid Test

meets all the provisions of the directive 98/79/EC on in vitro diagnostic
medical devices which apply to it

This declaration is according to Conformity Assessment Route: Annex
1l , section 6, and the Classification/Qualification of medical device is for
self-testing

The declaration is base on the approval by the notified body
Polskie Centrum Badan | Certyfikacji S.A.ul. Putawska 469 02-844 Warszawa

(PCBC) ,notified under No.1434 to the EC commission.
The EC certificate No.is 1434-IVDD-478/2021

European Representative:

Lotus NL B.V.
Koningin Julianaplein 10, 1e Verd, 2595AA, theHague, Netherlands.
+31644168999
peter@lotusnl.com
R.A Director
EC Declaration of Conformity
Page 1/1
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Part 4 — Labeling &brochure
1) Box
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3) Sell sheet

* Enhanced
R I sensitivity

"« *

&, Test Procedure . o5”
“*Specimen Collection Verino® Pro SARS-CoV-2 Ag Rapid Test is for the rapid, qualitative detection of the
Anterior nasal swab nucleocapsid protein antigen from SARS-CoV-2 in human anterior nasal
swab specimen. The test is for in vitro diagnosticuse only.
™
&, Specification
--—-Solution Preparation -—Detection
Test Principle Immunochromatography
11 e (T) e )
™ m Sample Type Anterior nasal swab
. o i} [t
—_— = (= iy of |4f aJ SampleVolume 3drops
g s | =
E4] Positive  Negative Irwalid TeStTlmE 15 min
1. Prepare the specimen 2.4 the extracted i
pal P pply the extracted specimen 3. Read the test result g o p—
--—-Result Interpretation
Storage Temperature 2-30°C
Shelf Life (Unopened) 24 months
< < < <
i , 0
o Not Available for Sales in the US
Positive Negative Invalid
FOR SELF-TESTING USE ONLY!
Note: The Verino® Pro SARS-CoV-2 Ag Rapid Test has ONLY been designed to act as a supplementary test for suspected cases of negative
detecti spected Results fror
protein antigen testing should not be used as the sole basis ta diagnose or exclude SARS-CoV-2 (COVID-19) \Meﬂkﬁuorm \rr:nrm infection Vi\fECi‘EK'
status, VhiaChek Biotech (Hangzhou) Co., L.

e
il o et ey

Hangzhou, 311100, China Effective date: 2211105
ww vivahek com 21 VivaChek Biotech (Hangshou) Co., L6l

C €1434 Verlﬁb”
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4) IFU

SARS-CoV-2 Ag Rapid Test

Ver In‘ﬁ‘“ Pro (self-test)
Package Insert

CD16-10-041CD16-10-042VCD16-10-043/VC D16-10-044/VCD16-10-
045/VCD16-10-046/VCD16-10-047/VCD16-10-048/VCD16-10-049/VCD16-10-0

4A/VCD16-10-04BIVCD16-10 10 10-04EVCD1610- Foghsh

04F/VCD16-10-04G/VCD16-10-04H/VCD16-10-04 /W CD16-10-04K

PRINCIPLE AND INTENDED USE

Venng® Pro SARS-Cov-2 Ag Rapx Test 18 for he rapkl, qualitalive detectan of the nucleocapsid protem
aniigen from SARS-CoV-2 in human. The test is for in vitro diagnostic usa only. It is for self-esting. i provides

only an initial screening test resull. More specific allernative diagnosis methods. (molecular diagnostic and / or
CT) should be performed in order to oblain the confirmation of SARS-CaV-2 infection. The decision about the

lic procedure should rest with the physidan. This test is iniended for home use vith self-collected
nasal swab samples in individuals aged 16 -69, sampling and testing from anyone under the age of 16 and
people over 6 years should be under the guidance of an adult. For people who are not able to perform fe
fesi themselves, the fest should be conducted by the legal guardians, sickiisabled (Induding people vath
color vision mpairment) shoukd be assisted in the test
‘The World Health Organisation (WHO) have named the disease caused by SARS-CaV-2 vinus as coranavinus
2019 or COVID-19. The SARS-CoV-2 wirus can cause mid to severe respiratory Miness and has spread
globally. Cases of severe Miness and deaths have been reported. The most common symptoms of COVID-18
are fever, fredness, and dry cough. Some paients may have aches and pains, nasal congestion, headache.
conjunctivitis, sare throat, diarrhea, loss of taste o smell, or @ rash on skin or discoloraton of fingers or ioes.
;he median incubation Sme is esimaied 1o ba 5.1 days with symploms expacted to be present vathin 12 days

iniection

Verino® Pro SARS-CoV-2 Ag Rapid Test is based on immunochromatography lechnology. Each test device
has one line of anti-SARS-CoV-2 anfibody on the detection lne (T Iing) and one lne of anti-mouse 19G
anibody on the quality conirol e (C line). When extracled specimen is added o the specimen well, it will
react with the labeled antibady 10 form a complex, the mixhre then migrates trough the membrane by
capiiary action and interacis with the coated anti-SARS-CoV-2 anfibody on the detection line. If the specimen
contains SARS-CoV-2 antigen, the detection line wil appear rad indicating the SARS-CoV-2 antigen is

positive. Otherwise. the test resull wil be negaiive. The Iest device also cantains a quality control lina C which

should appesr red for all valid tests. If the quakty convol ine C does not ppaar, the test resull vl ba invald
gven if the detadtion ine appears

WARNINGS, PRECAUTIONS AND LIMITATIONS

«  Results from SARS-CoV-2 antigen lesting should not be used as ihe sole basis lo diagnose or exdude
SARS-CoV-2 iniecion or {o inform infedion status.

+  Should not take any decision of medical relevance without irsi consulling vath the physician.

+  Negative results do not rule out SAR S-CoV-2 infection, particularly in those who have been in contact with
e virs. Follow-up lesiing vath 3 molecular ciagnostic and / or CT should be considered 1o rule out
infection in these individuals.

«  Posilive resulls may be due lo present infection vith SAR

details. Follow-up testing with a moleiar ag-m:-\dﬂummmm:nmncmm

fesfing resull.

Negalive resulls may occur if the level of antigen in the sampie is below he delection mil of he kst

« ihacarale resulls may be due io visibly bloody or excessively thick / sticky specimen, insufficent

specimen volume or bubbles during applying.

Do not use swah that is damaged or cannol use.

Individuals vith color-impaired vision may nol be able 10 adequately nlerpre! ks | resulls

For in viro diagnosiic use only, It is for seli-lesiing.

out of reach of children.

Use the test device within 60 minutes afler opening the fol pouch.

Do not perform the test in diredt sunlight.

Do not use ihe fesi device i it has been exposed to household deaning producis (especially bleach).

Keep foreign subsiances away from the tes! device during the fesiing process.

Please lake the necessary safely measures (e.g. face mask, gloves) when testing for ofher people

The lest equipment used and all paris lested need to be disposed of in accordance wih local

requirements , and can be placed in a well-sealed bag for disposal as domes ic wasie.

«  Further molecular ic and/ or CT is recommended 1o ideniify the achual physical stuation

+ Do ot apen the foil pouch of the lest dewce exposing it ko the ambient environment unil the test device is
ready for immediate use.

« Do ot usa any damaged test device or material

+ Do not reuse the test device

* Handle extraction solution wath causion. do not contac! with eyes or skin. |f spiled on eyes or skin, wash

wiith water

Do not usa test kit beyond the expiration date.

Only use anterior nasal swab as specimen. Followthe package insert to obtain acar aie resulls.

Wash hands thoroughly afier handiing and Wash your hands before sampiing and festing

This test does not determine the aetiology of he respiralory infection caused by mico-organsme ofher
than the SARS-CoV-2 vius

The acauracy of the tesi, depends on the quality of he swab sample-false negative resulls may be given
folloving poor sampiing.

Any falure to respect the lest procecure may negatively impact the performance of the test andior.

COMPOSITION
invaldate the test result.
VCO1E-100 | VCD16-100 | VCDI6-10- | VCDIE-10- Since e outbreak of e pandemc, the SARS-CoV-2 variant wilh D614G mutatons in the spike projein
r 45 44 046 047 has replaced the original form in the most regions all over the world. In December 2020, a novel strain of
il VCD16100 | VCD1E100 | VCDI6100 | VCDIB1o | VCDIE 0 the virus, named 'VUI-20201201', was identified in the England vith  set of 17 mutabions. Another
4 ac 40 ME 04F mutant sirain 501Y.V2 of SARS-CoV-2, originally detecied in South Alrica, shares the same key muiation
NSOTY. The N51Y mutaion lacates the raceplor-binding domain (RBD) of the spike protein tat he vius
Companents 1test ET 5 tess L] 1 uses 0 bin o e human ACES recepior. which might be a33oiae vihincreesd Iraramiseiodey
! device 1 3 5 L] L] (N Protein), finking fhe viral envelope o the viral RNA, plays a cental
‘avimclon rﬁﬁvnliepackam signal RNA recognition and subsequent RNA encapsidation. Based on is Wl fale in
scution i the ranscripion and rephcaton of the vaus. the N proken is suggested 10 be more sensiive or the cary
‘saslod hbe) 1 3 5 6 7 detection of infactions. SARS-CoV-2 Ag rapid tests produced by VivaChek employ the interaction with
mlgsﬂsmmNpm(am THl now, |heral:l|oobae\doem:emm that mutations found in Spike
ube 1p 1 3 5 6 7 protein can afiect he ance of N based a
sterie swab 1 [ 5 s x
e : : : > : SPECIMEN COLLECTION AND HANDLING
package insen 1 1 1 1 1 1) Specimen collection
VCD16-100 | VCD16-100 | VCO16-100 VCD16-10- ) Antenior nasal swab specimen
48 49 a2 041 Wash hands. vith s0ap and waler or use hand sanitizer.ll is imporant 1o oblsin as much secrefion as pos sible
REF No. Open sweb package i sick end and take swab oul. Do mol touch the swab head. Insert the sisrle swab inlo
vculgww vculg-m-u vcp:?w-o vc%:i"“ ' ane nostri. Make sure the enfi tip of the swab is in your nosirl (sbout 1.5 am). Roll the swab 5 times along
the mucoss insde e nostrl Lo ensure that both muas and cels ar collecied. Ea;aan this process for the
C 10lesis 15 lesis 20 sl 25 lesis [ i bsicards pr—dasr e
s device 10 18 20 25 7
exiracion
solution (in the '
Abe} 10 15 20 25
uibe ip 10 15 20 25 [
Ster svab 0 15 20 25 ]
lube stand 1 1 1 1 T
package rwen 1 1 1 1 !
The should be lesied as soon as possible after collecion  (we recommend fo kst i within 5

Matenals required buf not provided - mer and plastic beg for wasie
Exiadtion solution composiiion: P ho

STORAGE AND HANDLING

e buffer. Surfactant. BSA

Store fhe lest kit in a dry place between 2-30°C. Keep away from iight. Exposure 1o lemperature and / or
humidity outside the sp edfied conditions may cause inaccurale resulls.
Do not freeze. Use the test kit at temperalres between 15-30°C
Use the lest kit between 10-50% humidty.
Do nol use the test kit beyond the expiration date (prinied on the fol pouch and bax).
Note: All expraon dates are printed in Year-Month-Day format. 2022-06-18 indicaies June 18. 2022

TEST PROCEDURE

Allow the Test Devices and Extraction Solution to equiibrate to 15-30° C prior to testing.
1. Open he extracton solution (in the sealed tube).
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Colledt specimen refer 1o Specimen Collection.

Insert the swab vih collecled specimen inio the exiradtion fube filed vam exiacton sohson. Roll he
swab 5 mes while pressing the head against the bottom and side of the exiradion tube. Remove the swab
while squeezing the sides of the tube 1o exiract the liquid fom the swab. Try to release as much liquid as
possinle

wr

T

[ ] |

Slerile swah =———TT" & Timas rT1
& — o ¢

5. Take out a lest device from sealed fol pouch and put it ona daean and level surface.
6. Apply Jdrops of he extracied specimen into the specimen well. Pleass avoid bubbles during appl ying.

3 Drops
=) | |——— Test device
7. Read the lest resull 3t 15 minutes. Dont read the result afier 20 minuies

O

¥
i

Note:

«  Danot interchange or mx extraction solusion from ciferent lots

= Handle extraction Solution with CBution. do Ot CONTACt With eyes o skin. I spiled on eyes or skn. wash
rhoroughly with waier

INTERPRETATION OF TEST RESULTS

1. Positive Result:

Both the quality conrol ine C and the detedion line T appear. Any shade of color
in fhe test ine region (T) shoukd be considered pasitive

2. Nagamaﬁasull

Only the quality conrol ine C appears, vilh no other line appeaning on the detecton ne.

3. Invalid Result:

Quality control line C fails o appear indicaing the lesl is invalid, no matier if the delection kne appears or not.
Collect 8 new specimen and perform anather kst with a new lest device

— —
| -

{ | c c c
‘}‘ e [
J L J 8

oJ el o) OJ

Positve: Both the quality
contd Bne C and ihe
detection line T appear

Invaiid . Quality control line C
fals 1o appear indicating the test
i invald, no mater if he
detection ine BDpEars or not

Negatve: Only the quality control
Ine C appears, with no other line
appearing on the deteciion ine.

Actions to take depending on test result

1.Positive Result:
There is currenty a suspicion of 3 COVID-10 infection

Have a confirmatory PCR test periormed.
Incase of suspicion, immeciately contsc! your doctorfamly doctor or the local health depariment.
2Negative Result:
+  Contine to follow all appicatie niles regarding contac! with ofhers and proiec- ive measures
+  Aninfecioncanalso be presentif the iest is negative.
+ In case of suspickn,  &s the coronavius cannol be precsely delecied in sl phasss of an infection:
contac your orthe depariment.
3unvaiid Result:

. v
+ Foliow bbcd guidelines for seif-is olation.
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+ Possitly caused by incored esting T Bloorminghon 2 INDEX OF SYMBOLS
«  Repeatthe test pneumopha 82A3105
«_lf e st resuls are S8 invalkd. im: sy contad ya dociarfiamily docior of the local health = ﬂ [Contans sufsaent for
Consu instrucsions for use JUse by e
QUALITY CONTROL Erdman [For in vitro chagnostic use
THETE ik b ot number |Catatog numbsr
lemal procedural controls are induded in the lest. A colored lne appemnm:mmgm(cmm
iniernal procedural conirol. This procedural control line indicaies that sufiicent flow has ocaured, and the SO r‘ Storags emperature Manusciurer oo not reuse
functonal integrity of the test dewce has been mantnsd H37Rv ad it afions
475208 EC ] Aep ] |Auharized Repres entat
PERFORMANCE . 14107 cataimL [El=]] e
1. Limit of Detection Sicicnecone 178fPoland23F-16]
Limit of detecton (LoD) per inactivated Virus Culture : 75.5 TCIDaw/mL s:fja:t:r;‘cl -
a 2905
The LoD for the Verino® Pro SARS-CoV-2 Ag Rapid Test was established using diuions of an inactivaied vins T i'ETY !
uture(heat-nactivated SARS-CoV-2 isolate USA-WA1/2020, NR-52281). The staring material was supplied Byropes =L
at a concentration of 151x10° TCIDgimL sm.au were designed n estmate the LoD of the assay using Wutaniz2
anterior nasal swab spedmens, olume of anterior nasal FH sirain of Eaton Agent
malrix oblained from mumdmm:mmc negalhe for SARS COWZ 1 oblain & senes of difient e
concentrations.
2 Clinical Sensitivity/Clinical Specificity Chiemy - Typ::'-;g i
A(ulduls?ﬁspewnauwmetgﬂed_qthe\lm\n‘PmSARS—CnVZAngdTesl These anterior nasal Caride slicers CMCCF)98001
ab specimens were obtained from symplomaiic subjects. The perfrmance of the Verna® Pro SARS-CoV-2
Agnnm Test was compared 10 a commerciakized moleaar ass ay. Bordeialls purtimsis A 12108 1x10° CRUMML
Table Summary of sensitivity/spe dificity of fhe \Verino® Pro SARS-CoV/-2 Ag Rapid Test compared to PCR —— NCTC 8325
Staphylococcus epdenmds VRSE: RPE2A
VenndF Pro SARS Cav2 PCR Prenmocya ravedt Wy
Aa ot Toam Pontivn Lo i T nasal viasn NiA 4% i
Posmve 114 0 114 2 there was no for potental interienng
Nomtw 1 Lo L] substances isied below. -
Total 15 480 575 -
Senstrty 00_13% (1141115, 05%C]_05 24%~ 00 BE%) Podaniul iniastotng Subuitucs
Speanaly >00.04% (460/460, 95%CI . 09.17% 100%) Zanamive (infusnza) S mgimL
Accun 99, 83% (574 /575, B5%C . 99.02%~ 90 97%) Oseltamiwr (infuenza) 10 mgimi
A sanstiuty of 99% means that out of 100 only 1 1BSE are false negative Aremether. umefantina (\Asiaria) 50 i
A speciicity of 99% means that anly 1 in 100 lests is faise posiive Dorxoydine Malana) 70 ui
Sanabicdy 2 spackichy.logutier ghat the aicurmcy of e ey insiy e raaly poalive; aec:commctly okt i Qunine (Malana) 150 ul
50 99% means 1 out of 100 [esis are faise = e o i
CROSS-REACTIVITY AND INTERFERENCE i) A
Daclaies vir (HCV) 1 mgimL
1. Cross-Reactvity there wes no ooss-eacion wath polenial cuoss-eaclive subsiances excepl Mudn: bovine SUbm, 1ype 1S 100 po/mL
SARS- coronavine. Psapirslory Biood (human), EOTA 5% (viv)
1) Cross-reaction with SARS-coronavins. Biown 100 poimL
[ Vins | Strain C 10% (viv)
Nasal sprays or
| SAR: | Urbani [ 110 PFUIML | drops Afrin Nasal Spray (O 10% (vh)
> ‘Saline Nasal Spray 10% (vIv)
Homeopatruc Alergy Rebel Nasal Gel 5% (vA)
Bacena/Parasiie. Stran G Range allergy reliel Sodum Cromoglycale 20 mgimi_
HINT medicine O 0 mgimL
HaNZ 199 M
Infuenza A Ak
HSN 1 Py sad 3.62mM
HINg Buprofen 2425 mM
[rrP——r A Mupwocn 10 mg/mL
Typet Anspiotic Jokvwrein :|W_5"‘
Type2 %10 1%10° TCIDg/mL. = = m
Type3
uE e Hook Efled: adlred SARS-Co\Vi2 vins vas spied inio specmen. No hook-efiect was
Types mnman;um-mn.imdum SARS-CoV-2 vins
Type?
s REFERENCES
Type A . Coronavwidae Study Group of the Insmational Commities on Taxonomy of Viruses. The species ssvere
synoysal wrus TypeB related coronavins: dassifying 2019-nCoV and naming it SARS-CoV-2 [J]. Nature
T oronavinses post-SARS: updale on repkcation and pathogenesss. Nalure
o 0c43 Reviews Micobiology 7. 439-45D, dot: 10.1038/rmicro2147 (zcm)
NLE3 1x10° PRUSNL 3. McCarron, MM, et al. Detection of P Usage by of Sabva J Anal
HKU1 Tox.1984 Sep-Oct.: 8 (5) pp 197-201
4. B. Korber af al. Tracking Changes in SARS-Co\-2 Spike: Evidence that DB14G Increases Infectivity of
A Cirmmmrien Flonda/USA-2_Saudi IhECO'\lIDW Vinus c=| vd. 182, no. 4, pp. 812-827.218. Aug. 2020, doi: 10.1016/].col. 2020.06.043.
Arabia 2014 el SARS-CoV-2 variant Variani of Concem 202012101, GOV UK m ™
Type! 5 MSARSCDVEVMGOVU
Typez 7.D. C. Dinesh et al. Structural basis of RNA recogniion by the SARS-Co\-2 nucleocapsid d VivaChek Biotech (Hangzhou) Co., Ltd. ["ec [aer] Lotus NLE V.
ype: phosphoprotein. PLoS Pathog, vol. 16, no. 12, p. 1009100, Dec. 2020, doi: 10.137 1joumnal ppat.1009100. Level 2. Block 2. 146 East Chaofeng Rd Kaningin Julanapion 10, 1a Verd 1434
o Typed 8. J Marien et al Evaluating SARS-CoV-2 spike and nudeocapsid proeins as fargels for aniibady Yuhang Econamy Dovelopmant Zone, 2505AA, The Hague. Netherlands
Typed 1210 1%108 TCIDw/mL detection in severe and mikd COVID-19 cases using a Luminex bead-based sssay. Joumal of Virological Hangzhou, 311100, China Tal +31644 168899
Rhinovins A16 NA Methods. vol. 288, p. 114025, Feb. 2021, dok 10,1018/} jviromet 2020, 114025 Email info@vivachek com Email. peler@iotusnl com
Human Metapneumovs A1 (1A10-5003) g Number: 1624006802
Enterowns Type 88 Efleclive dale: 2021-11-29
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Part 5 - COA
DN WI20-1014-RE .
Revision2 \ivaChek Biotach (Hangzhou) Co., Lid. sl Page 1 af2
VivaChek Biotech (Hangzhou) Co., Ltd.
CERTIFICATE OF ANALYSIS

Product Name:

Lot No.:

Expiry Date:

1) The test board: no stains, assembled correctly;
2) The extraction solution: no turbidity, no precipitate for the
solution, no leakage for the sealed bag and the self-sealed b
Appearance o =3
PP is marked: PASE
3) The kit: clean with all companents, and the label Is clearly
marked with cormact information,
The test results compare with the color
Inspection ltam Reference samples grade Ti
Evaluation Evaluation criteria S
criteria of C lina of T line
P1 G3-G4 PASS
P2 G4-G5 PASS
P3 G5-G8 PASS
Paositive reference P4 Ga G8-G7 PASS
z
samples B5 G738 PASS
P& Ge-Go PASS
Pr Go-G10 PASS
P8 2 G110 PASS
59 G5-G6 PASS
Minimum detection 52 G4-G5 PASS
limit reference =08
samples 83 G3-G4 PASS
54 G3 PASE
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DM WE20-1014-RE-83 Effective Date: 2021-08-30
Revision 2 VivaChek Biotach (Hangzhou) Co., Lid. Page 2 of 2
T
55 5G3 I PASS
T
56 G1-G2 | PASS
Repeatability R1 G3-64 PASS
reference sarples R2 e G5-GB PASS
MN1-N20 | PASS
Neagative reference
M21-N40
asiios =GB G1-G2 | Pass
M41-NE0 MR,
Conclusion PASE
QC Supervisor:
Signature:
DCate:
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VivaChek Biotech (Hangzhou) Co., Ltd
Level 2, Block 2, 146 East Chaofeng Rd.,Yuhang Economy Development Zone, Hangzhou,
311100, Zhejiang, China
TFO73014 Rev: 1.0

SAFETY DATA SHEET

1. INDENTIFICATION OF THE SUBSTANCE/PREPARATION AND OF THE COMPANY
UNDERTAKING

Product name Verino® Pro SARS-CoV-2 Ag Rapid Test

Chemical description/Application The Verino® Pro SARS-CoV-2 Ag Rapid Test includes test
strips and extraction solution that determine whether infected
with SARS-Co\V-2 based on whether it appears color. For in
vitro diagnostic use only.

Supplier VivaChek Biotech (Hangzhou) Co., Lid., Level 2, Block 2, 146
East Chaofeng Rd.. Yuhang Economy Development Zone,
Hangzhou, 311100, Zhejiang, PRC.
Phone: 86-571-8918-2700
Fax: B86-571-8918-2733

Issue date: Mar 3, 2021
Version: 1.0

2. HAZARDS IDENTIFICATION

Hazard class and label elements of the product according to Regulation (EC) No. 12722008
[EU-GHSICLP]:

GHS Hazard class Mon-hazardous substance or mixiure.
GHS label elements Pictogram(s): None
Pictogram(s): Mone
Hazard statements MNot applicable.
Other Hazards Mone.
Hazard description Physical and chemical hazards: Mon-flammable, no special

combustion and explosion characteristics.
Health hazards: None

Environmental hazards: None

3. COMPOSITION /INFORMATION ON INGREDIENTS

The VivaDiag™ Pro SARS-CoV-2 Ag Rapid Test Strip is stored in a sealed aluminum foil bag with
desiccant, and the extraction solution is prefilled in a sealed tube. Each test kit contains the following
chemicals.
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