


CERTIFICATE

EC Certificate No. 1434-IVDD-492/2021
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Xiamen Wiz Biotech Co., Ltd.
3-4 Floor, NO.16 Building, Bio-medical Workshop,
2030 Wengjiao Xi Road, Haicang District, Xiamen City,
Fujian Province, 361026, P.R. China

in vitro diagnostic medical devices
for self-testing

SARS-CoV-2 Antigen Rapid Test (Colloidal Gold)
51332801, 51332802, 51332803, 51332804

in terms of design documentation, comply with requirements
of Annex Ill (Section 6) 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 22.11.2021 to 27.05.2024

The date of issue of the Certificate: 22.11.2021
The date of the First issue of the Certificate: 22.11.2021

C € 1434

A nna Elektronicznie
podpisany przez Anna
Issugd upder the Contract No. MD-77/2021 Maig orzata Ma'g")rzata V'mea
Application No: 130/2021 Data: 2021.11.22
Certificate bears the qualified signature. Wyroba 13:16:54 +01'00'
Warsaw, 22/11/2021 Vice-President
Module A1

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl
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EC Declaration of Conformity

Manufacturer Xiamen Wiz Biotech Co., Ltd.

3-4 Floor, NO.16 Building, Bio-medical Workshop, 2030
Wengjiao Xi Road, Haicang District, Xiamen City, Fujian
Province, 361026, P.R. China

European Qarad EC-REP BV
Representative Pas 257, 2440 Geel, Belgium

Product SARS-CoV-2 Antigen Rapid Test (Colloidal Gold)
Model 1 test/kit, 2 tests/kit, 5 tests/kit, 10 tests/kit.
Catalogue number 51332801, 51332802, 51332803, 51332804
Classification Self-Test

Conformity assessment route  Annex lll including Section 6

We, the manufacturer, herewith, declares that the product(s) as specified above
meet(s) the applicable provisions of the European Directive 98/79/EC on in vitro
Diagnostic Medical Devices. All supporting technical documentation demonstrating
compliance is kept by the manufacturer and can be made available by the Authorized

Representative in Europe.

General applicable directive:

Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998

on in vitro diagnostic medical devices.

Notified Body: Polish Centre for Testing and Certification
Identification number: CE1434

EC Certificate No.: 1434-1IVDD-043/2022

The first issue of the Certificate: 2021-11-22

Signedon __15 /(Day)___ 03  /(Month) of _%,P@C?Mﬂ&_n
Represented by -
Signature: m W SeaIIStamp’t‘:_k

T : s

Name of authorized signatqry: Xiaozhen Wang

Position held in the company: General Manager
Rev.4
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Xiamen Wiz Biotech Co., Ltd. is a high-tech biomedical company, devoted to
the field of rapid diagnostic reagents and instrument. Wiz is located in
Xiamen, China, established in July 2013, which is a listed enterprises in Na-
tional Equities and Quotations. As a technology-driven company that prides
itself on its scientific excellence, Wiz focused on technological innovation and
roduct innovation with 15 authorized patents, each of our products embod-
ies the creativity of our excellent scientists, who are working hard to continu-
ously bring novel products to the China and world markets. SARS-CoV-2 rapid
detection series of products, including SARS-CoV-2 antigen, antibody and
influenza differential detection, are produced by Wizbiotech, which can easily
and quickly carry out screening of SARS-CoV-2 in a large number of people,
adding strength to epidemic prevention and control.

Xiamen Wiz Biotech Co., Ltd.
COVID-19 Antigen Self-Testing Kit



SARS-CoV-2 Antigen Rapid Test
(Colloidal Gold)

@ Anterior nasal swab specimen, noninvasive

&) Very simple to use

&) Convenient, no instrument required
@) Rapid, results within 15~20 minutes

@) Cost-efficient

http:/ /enmotechmt m
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Video Operation

Reference PCR Results
Test Results

e [ w o [ w

Sensitivity : (95%C.1. 93.86%~99.79% ) Specificity : (95%C.1. 99.19%~100.00% )
Positive Predictive Value: (95%C.1. 96.79%~100.00% ) Negativity Predictive Value: (95%C.l. 98.43%~99.95% )
Overall Percent Agreement: (95%C.l. 98.74~99.96% )

‘ ‘ *15. KING INFORMATION
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CERTIFICATE

EC Certificate No. 1434-1VDD-492/2021
EC Design-examination
Directive 98/79/EC concerning
in vitrodiagnostic medical devices

Polish Centre For Testing and Certification certifies
that manufactured by;

Xiamen Wiz Biotech Co., Ltd.,
3-4 Floor, NO.16 Building, Bio-medical Workshop,
2030 Wengjiao Xi Road, Haicang District, Xiamen City,
Fujian Province, 361026, P.R. China

in vitro diagnostic medical devices
For selF-testing

SARS-CoV-2 Antigen Rapid Test (Colloidal Gold)
51332801, 51332802, 51332803, 57332804

in terms of design documentation, comply with requirements
of Annex |1l (Section &) to Directive 98/79/EC (as amended})
implemented into Polish Law,
asevidenced by the audit conducted by the PCBC
Validity of the Certificate: from 22.11.2021 to 27.05.2024

The date of issue of the Certificate: 22.11.2021
The date of the first issue of the Certificate: 22.11.2021

C €

szwed wnder the Contract Mo, MD-T7/2021

Application Moz 130/2021

Certificate bears the gualified signatuwre.

Warsaw, 221172021 Vice-President
Module Al

POLISH CENTRE FOR TESTING AMD CERTIFICATION 0842 waronw, 459 Putmasias Seeet, tel. +48 2 26 £5 100, e-mailtpebe @pche gov ol
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Xiamen Wiz Biotech Co., Ltd.

34 Floor, NO. 1€ Building, Bo-medical Waahop, 2030 Wenglao Xi Road,
Haicang Destricl, Xiamen City, Fulian Province. 351008, P R. China

Xiamen Wiz Biotech Co., Ltd.

ISO 13485:2016
EN ISO 13485:2016

i et marsed i DTl B Seriy P ATl o

ISO 13485:2016
EN ISO 13485:2016

T3 Pt Vel S
The scope of registration appears on page 2 of this certificate.
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Denign and manifacture of in vitro diagnostic medical devices

This carificats & vald lom 26 August 2020 untll 3 Seplember 2027
and remaies valld subject lo sutisfaciony surveilance audity

Re cortifcation audl dus belore 28 Jaty 2027

sus ¢ Confind since & Seplember 2019
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inghading hormone marker test ki, kidney diserss mares test kit
tumer marker test kY, infectious dinesse maruer test kit
gastroimtesting nflamenation marker lest K, corciss marer tes! kit
Immunochromatography snalyzer

4 Floor, NO. 12 Buliding, Bio-medical Workshop, 2077 Wengiao )0 Road,
Haicang Disirict, Xismen City. Fujien Province, 361006, PR. China
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Our one hundred thousand grade clean and dust-free workshop is operated
strictly under ISO 13485:2016 and GMP guidelines. With the automatic produc-
tion line, efficient production process, strict quality control, we always produce

the products timely to meet customers’ request.
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SARS-CoV-2 Antigen Rapid Test (Colloidal Gold)
Instructions for Use

—Far use at home seif-test or Bon-professional
—Far use with nasal covty {ankerior nasal) seab speimen
—Far in ¥itro Dagnostic Use Only

INTENDED USE

SapE-Cov-l Anbger Hapid Test (Colloidal Gold| & intended for the guaktabyse detsction of
SARS-CoM-2 Antipen (Mudeoopsd protem| which 5 in fasal cawity fantenor nasal] swab
apecien Fam indaddieals with suspedt COVID-19 mlection, The test kit s mecded far sell-nea
OF i 18sT,

SUMMARY

COVIE-13 is an aoete respiratory infectious disease; Peopde are prone to indfection generalky.
Currently, the main cause of COWVID-19 fechon = contact with someone who iz already
mtecied with the SARS-Cod-1. snd asympitomabe infected people may alio fransmit the wirus
Trude=s P sherwn 1R symptoms oF infecticn gensrally appess within 14 dis, with med
SECUrTEng Within 3 19 7 diys after infiechion, The main symptoms ars faver, fatigue, loss of frseld
ar gasta, and a dry cough. In some cases, 3 stuffy noeo, rureny noss, musce pain @nd disthea cn
alua oreur.

PRINCIFLE THE DETECTION

SARS-Col-2 Andigen Rapld Test |[Callaldal Gokl] adopfe mireing Kitaral chromatography
technology, When the test spocimen contains SARS-Co 2, the SARS-Coy-2 Antigen will react
waith the anfti body coated on the test Bre (7] to appear a red band in the test Ine {T) arsa; when
the content of the SORE-CoV-2 in the et specimen is too low or does not exet, the test line [T)
ares does nol. appeht o red band, Regardess of whesthes (he Bedt spedmen comtaing the
SARS-CoV-2, @ red hand will apgear im the area of the qualty comtral ling (S, which & e Dasis
far idging whether tha beit 5 efactive

MAIN KIT COMPONENTS

Catalogue number SLIIZE0L S1AMINTR 5133130 EEEERE]
Spocication 1 Teatfhit 2 Tewgnhii 5 Teakn (it 10 Tesintin
T devion 1 1 3 an
Irtrartoon buba 1 1 : | am
Timpnabie swwn 1 ? 5 an
Rlshaderd Wane Bag 1 1 . ] 1a
Iretructions for Llse 1 1 i b
Blatarialy regiilred But ned prinided; Tinss
PRECAUTIONS

L, Far B iten Diagnonthc Lise Ondy,

2. Far use with nasal cavity [arterior nasal} swab specimen

1. Far the detection of protein fram SARS.Cov'-2 anly, nat for detect ather viruses or pathagens.

4. The person under 1% years of age should be tested with the assistance of the legal guardian or
suthorized per=an

5, Kegp bhe test kit o kit components oul of the reach of children and pets BElpee and afjer use

f. Test card packagng containg desiccant, it is fofmidan to sat

7, Thi samgks ewtractice Schuhion in extraction tubo contains dhemical companents. Direct contact
should b avoided and et prohibited. i the solution contacts the skin or mucosa or eyve, please
flush with copious amaunts of water, #eaze contact your family doctor or professional ar se=k
mechcal adwios if necesssry,

B, Liga of glennas aind ke poclediive Bquipment aie recaimene i whe conducting testeg

0. Tha 1857 kies should ba stored a coording 1o starage condition s requined @ bnrtructian for Uss It s
forbidden bo s the test Kit thar ks not shared =5 requined,

10 Don't use the test kit beyond ity sspirabon dabe.

11. Don't use kit companents that have besn apered ar changed

12, Lesve tesy card sealed in ds Toil pouch until juss belore ume. Don't use iF pouch 14 demaged or
o

13, Disposabk swabs s siaris products. Don't wse f 1he swab packaging (8 damaged or opengd
14. The use of the swab should strictly follow Instruchan for Use: othensise (E may CQuse nesad
cavity bleeding, swab rupfure and retenbon and other risks

15, Don't immerse the sevalb in the extracton salubon or other bquid befare collect samole by
Disposable swabe

16. Dent bauch swah woft tp when handling e swaé sample

17. Proper samqile codlact om and handling are crucial for comact rosdes

18. Den't mi components from different kot lots.

TEST PROCEDURE

It m important 10 read the Indructions for Use cansfylly ard Tollow the steps in the correc grder
It takes aboul 15 minutes 1o prapare betors each test, and the results cam he ofitsirsed after 30

miutEs,
Preparatony Samplo Jamok
T P i A
N EDCTe wirk collesting precesing RITTUE LT
Chapter | 1] 1] IV

1 Preparatory

1. Please use the t=st kit a8 room femperature {157 C30C) IF the Bt it waes previcushy s5ored
In @ et e (Lem peesture bilow 15°C), plemee balarsad ot 15-300C For 30 miaubes balane

hest
2, Prepars & Timer (soch as
swakch. lock], fiszue, hand

aanitios/=aap and warm veater
3. Pleasa ol 1he edpruction Tee Le carefully,

) C
=1
=

4. Wash harads tharoughdy |ak keast 20 seconds| with soap
and waern water [ hand sanitizer. This step ensures 1hat
P iy il nel b comtarmenated, Then dry pour Rands

& Check the companents in the box and verdy that there is not sy damiage or breakage.

Extraiction fube
{flled with
eatraction solution|

Beaharand
Waste Bag

Test device {sealen | Disposable swab
packaga) {rapbed package)

Timer {pregers
by yoesrsatf]

2

& Warning!

Wihe sasled gackaps & damapid, Sor't use L. Pléiase riglace (L with  raw UL
s Bann o ymptams, gel tted in private

1. Take out the sample exiracnon tube; urscrew the tube cape -~ %

of The extractian Liba

1% All kot comsporonts are single use mems. Oon't use with multple specimens. Den't reuse the
u=ed test kit or kit componernts.

20, Before deodmg to implement relevant treatment or menagement decisions, it [s
recamemended to conduct cammunication with Tamdy doctors ar prafessionsls, Don't lake
mredicne privebetly or ary actian that will endangs: youirsell or others,

20 The used bast kit camponents and samples can be put inio plastc bags 1ogeiher with
prdinary hausah old waste. If the test result i pasichee, you should carefully d=pese the raladant
waste components and samples, and thoroughly dean and disinfect the woriing surface to
ensure hygeene. i there are specal requires on waste in local laws and reguiations, you must
stricily obseres ot

22 in view of the plobal epidemic of C0VID-189, all scsior should comply with the current
megiures and regulations 6f your cousdry/region, be mplement prevention and canirol
wrasures scienmifically, and pratedt yoursel and others eflectiely,

23 Do ot gat, drind or smole in 1 anea whars andling specimans or (et kits.

STORAGE CONDITIONS AND SHELF LIFE

Tha test kit should be Stored conditans of 2°C-30°C, dry and oot of direce sumlight {Den't freese
the kit ar i companens|.

The shelf e of the kitis 12 months.

The tesi card shauld be used wilkin 60 minuies after aperng the slummum of bag

For the kit espiration date, pleass relar to the product lel,

FREQUENTLY ASKED QUESTIONS (FAQ)

1. What are the known o potestial benefits of prodict testing?
— Tha mast rasults cam halfy yois Family docter o grafesssonal make accurate of effectve
recommEndatians
Test resutts may hedp limet the spread of CO%I0-E% toyoor farmdy and others in gour community,
2. What are the kmown or potential risks in product tesbag?
=~ [imcomiarts may coow donng g men collection
— Incarnect test results fmay Be ablaned
3. Whan shauld/can | test mysalf?
Yo can test yoursel when you have suspected symptoms of COVID-13, Studies have shown thas
CCWAD-18 infected person hase o high wirus load in the first four days of illness. making it easier to
defeci
A, What's the differenc: Betwesn Antigen and Moleculse test?
Coireaptly, theve ang seweral SARS-Cov-2 best mathods Medecalar fest (also krewn a6 2R Lest]
tetact the genotic material of the wirus, and Antigen tass defort the proteing in thi wris
5. What factor sill affece the test results? What should | pay attention ta*
~ Far amterior nasal swab specmen only,
= The sample must not comtsin bubbles when drpoing
— Do ot pdd tos much ar teafinde samgle.
- Taal immediarely afer samgks collection
— Sirictly fol ko the Instructians far Usa,
6. Mo red Ene band on test card or abnormal floid fow? What s the reason?
It showld be clear that the 1es1 result & invalid. The reasons are as follows:
= The talke an which the besl card = placed s not smoath, alfectrg the Mo of kquid.
— Dirap samgile yolume doss nal meel T reguremeants spacilied in the Instrocnions for L
—The test card is damp,
7.1 have taken the bost, but | don't see the comtral line {C). Wihat should | do?
Your fest result is invald, Please repsat the test strict by according ta the nstractians For Use.
4. Unsure about the test result, what showld | do?
Far wniertam redus can be retested, 1 yoi'se o8l gnsure F the el reiull, please contact the
nearest mechcal irstitutian according 10 the ackics of your keal govsrmeng
5. M rosult is posithve, what should | do?
If wour test result & posthée, you may be infected with COVIO-139. You should tako 1he neoessany
meeasures (such as quaranbne, repoct, reeest, ste) as regured by the local povernment, and
cantact the nesrest medical msttution far nest action
1. # resailt is pegative, what shoukd | de?

RUCTIONS FOR USE

IFehe test kg anly cearly shaws the contnod line Dand, this miy mean that The best resultis
or that the wirus 15 coo low tor be detected,  youw still have COYID-19 symptoms {headache, fewar,
|oss of smedl or taste, etc.), please corsult youwr family doctar or medical institon recommended
b4 lacal government

POSITIVE VALUE

Pozgive valhue/lime of detecton: 1. 7=10° TCI0'mL

Sedect the canfemed mackivited SARS-Col-1 medwm (concentrsbon 3 4=10" TCIDwmL], and
wsi gradient @futon methpd bo Bnd el (e wirus medium which isreach the ¢ritkal value of the
datection, That s repeating the test 1or 20 Ooves ard the Jest resull is pesitive for at Begst 19
times.

2. Plsen the axiracticn tebe on the biedket (sacked 1o the
box] o avoed bguid spalage, %
T
3
S—

3. Tear off the swap's packmng from stck end and
take aul The vasb

A, A sFowin in the pichere, wips Bid nostrils with & deab
1) nsart vaab =0t haad inte mostod less tham 1 inch (Mormally anoug 050075 achi,
121 @enthy rotate the saab against the nasal wall with moderate foroe at least fee dmes.
{3} Use the same swab fo repeat the collection procedure in another nostril

! L
W Ed

3

& Warning!

— [ net insert bog far into the pesisll a8 this may deed 10 Aedal cody bleeding or swab
Fupture s ethar risks.

— False megative results may occur A Anbgen sample sn's propery cobected.

—The persor uyreder 18 years of age should be Ebed with the asstance of the egal
dlasrhian ar actharized pereon,

1. Take put the extracton tube, dip the swab soéft head into the
enliscnan sxdutice gnd immerse 0o the ligued

2, Press thi swalh safy head Dghily againgt the jnnes wall of ihe
extractian tube, ard rotate the swak clockwise or anticlock w10
wize for shout 10 Hmes.

3. “queeze the swah head along the inner wall of the
smpie exbraction tube unsler the Rguid in the lwhe
a5 misch as postibip, takg out the swake

4. Tighten thi tube cap for szandbsy.

= -
}
=

CLINICAL PERFORMANCE | marilon pertunis 1. 80=10* CiLkm Hisgatien |
T 5 : 1
Th cimical perfarmance characteristic of the SARS-CoV-2 Artigen Rapid Test [Colloidal Gold) was Chlirrydupsila enim o LD A0RCFU frd Hrgative
establiched with 571 anterior nasal swab specimens. Speomers were coliected and tested [ Esthericola ron 1 e 1R Hegatise
arcording io the reguirements of the Instructions for Use. The storage, transportation and f TPy — LT ITeRiIL e
detecton of samphes affer collection met the relevant reguiremants of the nstrucions foe Uhe - = 3 e
At ke saire tme, the nasophenpmgss swad specimens of the same demir ware detected by {z Mreichetin B udlag i) i i
nugledc ackl degaction feagent (Vitassay GPCR SARS-Cov-2), WIE'S SARS-CoW-2 Antigen Rapid Tess | Miycoploma P urenise 1. 00~ LR Hagative
[Codleadal Gald] was compared with referente reagent PCR results, |” Esndis Allbicens Bk AP Magatiad
Llinical performance af the WIZ'S SARS-Cak-2 &ntigen Rapid Test {Cofioidsl Gald) | Hebaeds menngormoous 10010 FU ik Hegathm |
Eampani i RT-PCR [ Weusens gonormozas 1O 1P R e, Thrgatien |
e et PR gl | P BI0MorGE & neginos 3. I el Mepattan |
WIE Results - [ Saphylocorcut awrus 1B TR il Megative |
Pasitive Negatre Tiated LECTLTOSE TR TR T P 1 OD=10A R mL Hegatiae |
Pt 113 o 113 [ Sirepincorun mngemes 1 A=A mi Meganie |
Mg arhe 1 55 458 Sre N oo u hvarnie 1LHO=10AF i mL Hepative |
Totsl 115 456 E7) begronedla Fresmoznila 1582 LFCFLYmL Hzgatrie |
Cl 1 i il i
Sensitlyity; 9B.26% |95KCL 9386059, 79%) & Intorference Substancas
Specificity: 100.00% | 95%CL 99, L5%- 100.00% ™ - g - -
: = Mgt Posive
Fositwe Predictive Value: 100% (95%C1 96, 790%™~ 100.00% | fiherferenoe Subxisnces Coicratration
Negativrty Predictive Value: 95.56% (G5%0.1, 90 43500 ot | Imerienonos el | anterfenenoe ey
Crverall Percent Agresment: 99.65% (BS%C.I, 987405 96% | [ wean pes PP P
PERFORMANCE CHARACTERISTICS [ Wihele blood SRV Hegat Pastive
® sing enterprise reference for testing, the results meet the requirements of enterprise ] timaerlensn St e 1L L il Peutive
reference. ; Tonamear SiNingimi Pinparam Fostvm
¥ Crosms reacton | Rmirin BT PlapaTie Posiove
T
Hiime [Picriet genseny CanceErtralinn Tesl rasull ! B g Hegnive i
Parambin GEmgiml Megatel Pesiee
wiflugnaa Bf¥amagat 183510 TC I D Hegative - i = d
Influcnza B/Vicoria 2075 1P TORhalml i ik ri S il on st frpe .
e Riborawit SshmimL M P
influanza & HIML 1.00%10F TCIDegfmL Fagative } - - sl = !
nflumrces & HINE 118 30F T Dyl Pegotive | S o M st .
Ll 5 PBea
T 1 33 10F TCIRfm Hegative } o Foyp/mi B e !
1 | Az oM ASupiml Megathe Poakive 1
Bijtany influenza & (HTHA| 1 B 10 T Bl Higarte | f = :
TARS Coronaviis 2.18=10° TCIDezfmL gt ! il 0B mapml Keyathe L '
- a1 e 1amgiml Hegar Psithes
Adersmarus 1 1.3910° TCIDen/ mb Hugathe | T - = 1
i A TeeL R | Tolriamyein Angiml Rugating Pexii T |
Muderina 2 bl mﬂ-‘ I 1
Ackerviy ha fmi
virus 7 1 &= TCI Dl Megatve | | Frenrephie ) Hugaliew it _
| Cinymeinmine Dimpim Higuitew Pmitise |
Human coronayirus IE9E 00 10F T 3l Bogacve 1 Y o PEEEEPEY P ey 1
- 4 et e g Egaiter L
Hisman coronavieus 0043 2,34:10 TCIDss/mi fiegitive | T S T mef Feat P
Human corcnayirus NLE3 .00 10° TCI Dol Begatve | - - enne
B viries HKUTT 200164 TE1Derfrrd Negative | [ IEn e icliad Fihe
e i = Nc:nlw [ Triamcinsione acesonie 050l Hegative Bithee
= e 1";&1? Tl:l'.'l:."ml T Budssanids 2 7nglml To—— Posithen
L 1 Pdnrdaanne Al mi Mogaites e
Entercoing 71 1550100 TCIDwymL Hegatve | & P pre Peaiti
1 Lt S Ratien i
Human Parsrfuends wirus 1 1 35100 TCIDwf il Regative T Fhciaring fyirockirke Magimi v P
Muman Parsnfiienza wiris 2 & 31 10° TCDwml Megative | - i i = e P
Human Parainlluenza wirus 3 325510 TOMNa il Migarne | bt - e
Fegative 1 = Hieok oo
ez, i
HT A A L] AT D'l m ! WWithin the conzirration of 3.4=100 TCIDkafiel Ao cali culbeta snedium of SARE-Col-2 Antgon, the b
Mage sy BRI TE Dt g Tty Gf B product shiwed no beck affect
BiLamips wirus B 31w 10F T O/ mil HEgatve | & E=peatahiity
Resgiratory syncytal vitus 2,001 0° FCIDne/ L Megatee :I'Mul'bdu':l i Ll et b e VST B el panas, DR i fick Mo ot oligarasd within: s
Rhinmans 1A L. 2E=10* TCIDuwml MNegative i
- - - LITERATURE REFEREMNCES
Marovirus 1 300308 TCID e Megative o
Epat@in Rarm Wins 215 10° TCI Do il Nugative ] L:L;Imdnm I;r:-::f;-rrl-:iﬂ“;-éﬁwws for Coronawrus [COVID-19] Anmgen-antibody Detection Neagen!
Waricols 0star Wirus LOGTE TE Dl Magative [2] ¥ui Chas, Li Ran, Analysis on Thi Risk Managament of in Vine Diadnostic Reagostill]. China Medical Deice
L |

1. Tear off the aluwminum Il bag, take oot the tess carg
antd pacy it harzantally on e 19 ek

& Warning!

Thiz platforrn shauld b in i horgontal and stabe state, and 19 and shake are strictly
prahibitod

2 Unghkig the adding samak hole cower o the r

maraction tube. B £
|
3. Genthy yciesie 1he sxtractan ube, snd drop 2 drogs "
Bguid veemically bdo the sample waellof the teit card,
= ind
S iy

& Warning!

The existence of hubdiles in the extraction tube may lead to the wrang samoke solume ang
inarcurabe jeet regudts, | thers are busbles in the extrachion fube, penthy shake the extrachon
tubia b0 sgaeeie ol part of the liguid 30 a8 o e e The bubbles

&, Stert Hmmp. read the fest cesulis at 85 minutes, [o -
el readl rescl Belgrd 15 miewibes or after 340
minutes.

5, After test m coenpleted, put all test kit materials into
tha ksahagard waste bag and diposs [ scoarding to
the kical Mohazand waste dsposal posicy

8. Rewash hands thoroughiy |at least 20 seconds) with saap and waemn water/hand sanibiees:

INTERPRETATION OF THE RESULTS

Negative:

T quakty contral ine (C ine) snpears ned
omnd, wivde the test lime [T lins| deoesn't
appaaraed band

=0

Positive:

Boah thi quality cortrol line {C line} and the
te=st line | T ling| appear red bands,

& Caution!

Fegardiass of the shades of colod within the specifed dateczion s, the memull
shauld be judged as posities result

Irtpemation. 2030, 36|133:3-10

18] *#tu Antus, Beng L iemunocclisidel Goki Techeclogy sdvencrs asd Applicstmn(i] Chines Agricubural
Eriewd Bullatin. 1013, 35]13): 45451

|41 L Yonpain, Yang Fufu. Sapid testof inerunocood oidat gotd with membrane as sold phase carie| )], Progres
m Mirrebinfopy and Imeunnicgy, 2009, 11{1): 78-m,

irrrslichs =

e the red fine m Ehe contrcl lme (0 bre) i
i dara’t ajje b whach ill Ba taialed o L
as inwalid | II <

& Warming!

Inwalid results may indicate that you did not strictly folow the cperation steps
af ipstruction for yte, Pleste regd the muruction fos use carefully spain and
selart & new KIE Pos tasting again

PROCESSING OF TEST RESULTS

B IF the bt resalt B poditive
— DOWID-19 infection s present ourrently
— Contact your dector or lpcal hesith department immediatsly
Coonply with tha mlf—quaranﬁnn raguirgsment and protection guldslines b your area.
— Carry out PCA test for confirmatsan.
B the test result iy negative:
— Yau need 1o copfines to fake messures refsted to cantact with others dnd self-pra-
tecrion
— Ewen if your test result is negateee, it is alsa possiple that there i an infectan.
— If you st suspect, please repeat the test affer 1-2 days. On account of the coranaw-
g cannal b accuraioly dotscied ar every slages of infection
B the test result is invalid:
= It may b cauted by incorrect operation in the detocton process.
— Please repeat the fest,
— 0T thvie gsf pegult i sl inwalid, pleass cantact your dactes e COVID-10 testing caner,

QUALITY CONTROL

The quality cartrod line s a key paint of test kit and 1s used to cantrol the procedure: The
guality control lire appears, which indicates that the test has been periormied cormecthy
aed The Test ki has faacted

SYMBOLS
G P . P U 1o
Tinby par it i e barr e
erar— e | T e

Wbdae o )

[T [ e
touBai f‘

Bompcd i [TIn | o teies

@h_ﬂ ;:i.....muq-

S

R by

@|[| = |6 =
| ] (x| <

[IT]sn |resiies s

EE iy | ® irrstien i

Niamen Wiz Biotech Co., (td.
d Atidriss: 3-4 Foar, MO, 16 Buikling. Bio-medicsl Warkshop, 2030 Wengitsa 1 Raad,
Hakcang District, Xlamen Oy, Fuflan Prowinge, 3610346, PR, China

Tesl: +BE- 552 GRIATTE Fa: +B6-592-6A0827S
c E 1434

Ogirad EC-REF BY
[Pas 257, D440 Gew, Segum

SUPPLIERS OF DISPOSABLE STERILE SWAB
#hejiang Gongdong Medical Technology Ea.,Led.

( £ (123 ‘Auording t Directive W3MMI/EEC)

Adddress! g, 10 Bespuan Swi., Huangyar, 318020 Taizhou Iha|lang. PEDPLETS REFUBLIC OF
THINA

EC REP Name: Shanghal Internatianal Haldirg Comp,Gambh|Eurcae)

EC REP Addsess) Eilfestrasse B0 D537 Hambing Genmany CE-03.0301- 202110 10Erg




am

H i H LR Tustl i ol & atae ] Mot util i Eanl, M = I I '
SARS-CoV-2 Antigen Rapid Test(Colloidal Gold) 0 TUNT, L Camponunil A N £33 amcall monoums; Nors WHAOR. om IR-CHRIF HOR. PRESTAZIONI CLINICHE Bacius perinan L3600 Gt Rgativo
5 % s La i Tl nrca dal tes o dall'aem) EAAS-Cal-3 Bolahe) & o 3 vy i, L B0 TR
i ioni 1 0. Firivh il dbdens o Bituare dpcissn] tesapetiohe o gasrionali revant, sl receainanda di '"“"I:I D GIMER CITVINATRERIN To 1, T "; aiiaeimene Hite 10r0. CoRsiome] Pl nstieapl it e xtih Hegatia
struzion per uso comuricare con | medicd & famiglia ol professionisti. Man prendere medicine in privata o Fiats 3ol . oo ”-? o t.;mpune B anbennr:..l I W TEC) Escharichia ool L0 TP Ml
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. i H i - n
~Pasr Puses can camgran| o tampane della cavith nasale (navale andariore| LR e et T W SO J- O diei campeomi dopo & raccodta harmo soddisfatto | requisit perbrent delle Istruziond per ['uso. ; EEST
—tiodes per o disgnostion m vitro i i marmmal fIRuE dsteidkl Se B "p P 4 i ; ki R i Al iteksn temed, | cimplanl 8 Tempans daslarages dolla stenss donatore soea el filean Myrmhartenum Einding 11T F Heg
Ingerme. &1 -permad UG aiikl ot EriuliMo - del st € pesiieg, smofirg: con o dal reagerte & rilevamento dellackdo nucleico (Vitesay oPCR SARS-Cow-2], Il test rapido T e —— 1 OO 10 L Megstn
USO PREVISTO component di scaetn @ | campiom pertinenti @ pulbve o disinfeftare accuratamsente la superficie ell'anigane SARS-Cav-2 di WIZ fara el o1 st cnrfRoRENLR 50 1 byt dellh BCR d8) x .
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cavita r-asal: |nasale anteriore]) da individut con sospetta infepone da COYID-19. 1 kit di best & 22 i comiderazione dell'epiderss globale & cuw:-_-:s, tutte b= arani dowrebbern essers Brestazion| cliniche ded test rapida delanbipene SA%E-Cob-2 (or collnidaie) di Wiz Neityena garamhoeas 1 00 107 FLyTm Hegatnm
chetinato Al autotest o # Lt & casa. confoarni afe misurs & &l rogalamant attuall dol propric peess) egiced, por amuars miswe di
L ! ¥ - Crispetto alla RT-PCR Pamerdnm o serapnos LR T BT Hegathan
RIEPILOGO pregenzione & controfio woenbhcamente & probeggere efficacemente se stessi e gl 2%, -
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tosse secca. in alowre casi possono verthcarst anche nase chivso_ nase che cola, dolon muscolard salare diretta {non congelane il ket o/ supl componenti Todale ii% LLTH E1e ]
A L durara dol kit & 8 17 mes &' Tostanzs Sriarfisset]
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e wrsisn, Pt el b df proun (T] fan Spaars una bania rasss, |ndpendensumente dsl LR AR e ““EE"‘“’"I‘I”‘“:F "":"‘:‘d'“f'“; e : Accardn parieriuale complegsivo . 09 65% (D581 08,74799.95% HAcH tiiod L] R il
fatto che || campione di best comtenga | S8RS-CoV-Z, redl'area defa lines di convirolio. defta = | nwaa Irpg.r "":"""::ﬁa'"“m mast ahiigla 0 ¥ produsilonisis @ formilare a-iberderan ST thimssn Rimi Fagattnn ot
i el i | aluitl [r——— raccomandazion| acourate o efficact - :
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altri meta tus comunitd. / 4 s lid) g/l Pt Fauiran
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Wl Bl e . 3 i = Puni mettorti fla prova quanda hai setomi saspett di COVID- 19, Gli studi kanng dmostreto che Ko (icForganisma) Concantraziong Risultato dal tosg vt s L ek TERhS
la persana mfatta da COVED18 ha we alta carco di wiras nel peimd guattne glarni & malattia, R — 183w L0 TCI DL hegativ Uienoi A Mugatvo Pastisn
TaM@one Moo 1 2 ¥ 0] ndenda plii | il r ik T
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prof i 1 2 & B - Coual b la 9N i1 antigens & tess meleca e - o e - F e i
b ; : i Attuaimente, ssniono dyersi metod di best S6ES-Cov-2 1l best molecalare {noto anche come nfluenin & HIR e e hegativa g -,1 ” -
srazion par fuo - * et POR) rilova il materiale genanico del virus @ il 1es anbgenica ileva e prodeing nel wirus Influenza & HIND 1 1%3 05 TC el L Hiegativa Xnrinbopocisad At n it et
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1. Sala per uso dlagnastios inven - N SERIUNGare FORE0 6 IFO0 PooD (3 mgadna AR5 Comnaruy 2. 18x10F TCI Dyl MNegativo
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. . 1, " w("' 5 atl mi
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utilizzare s fa busta & danneggiata o apera. : Se @ ki del test mostra chiaramente solo la banda defla brea o controfio, o patrebbe [T — b.31=10° TOIDsmL Higativa v i o fpltn
13| tampani manoase sonG prodetti stecil, Bon ofilidoore s B cordecione del Lamaang & sigrificare che @ risultsto del beyl o nepstiva a che il wirus @ reppo: baisn per ssasms rlevato, Se " T P TE——— Tiegativa RIFERIMENTI LETTERARI
dencieggiaa o aperta. Fial @ncora b sintami del COVID-19 (mal & texta, fobbes, perdits dellatatio o det i e
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15 HNan immergens d lampors nella soludions o stragione o alire liguide gtima o saccagfiene B Nercing 1300 TCIDwd Ml Megativa wearrmiatin. DR, 26(33) 810
campiong con tzoaponi m"ﬂlﬂ.m'- walore posmhvoylimie d riksamanto; 1.7910° TCIDwdmd. et Bar Vs S TR0 T Rriid | %] W ki, Meng L, Immusacolnidal Gold Tectnmngy: Acvances snd Applicabion| ). Chirese Agneetured
16 Miom tooeare be punda morhicls del tarmpone quards s maneggia § camgione del fampons Selaponnre || merra SARS-Cov-2 inattivato corfermata (roncentracione 14« 10° TOIDmL) & i sl o Seince Bullerin 2019, 35131 146151
17. La coeretta racooita ¢ manipedazione ded mmpeons soro fondamental per risultat coreis. uilizzare || matad o di diluizions del gradients per scoprirg § mezzo virale che raggivege || valors | Wanksslld Bastar wruk Li00ei0* TODw' mL Negativo |41 Li Yongmin, Yang ubfu. Rapd tesloof is I pkd meh an ninlid phais careil]. Frogmis

18 Mee mechiiee omganenth di kit di kit deerd cribco del rilevamserio. Cab significs ripetere || test per 20wolie g il nauiato del test & positivo per o ) ¥y Syioogy ard sy oRpr LT LAY

atmpne 1% vols.

PROCEDURA DI PROVA

£ importante leggere attentaments e istruzioni per l'use e sepuime | passagp nell ordine cometha,

MNon valido :

Una woita cha & linea roess nalla regionn

2. Pozironare 4 tubo di estrazione sulla staffa (Hssato sffa
spateta) per eyl taes Puoriuicis & ligudl El

; ! in i 5 % IR
;:T;nw:.;:? 15 mindti peer préspiraesi prma di pgni Dest g i risul il possong essere olbenuti S sl il ke e xr;;;;:::r:::::: €} non dgpare, ] I
prava & positignarls aniconfalmente 6l barco di > ||
Procedura o Larcera Bpccolta di | Dlsbarsciane del Tast chiel Eﬁg arova ()
prova nrepansiceio camipian campaang campicne =
Capitala [ n I I & Ainsertinontal &
: Avvertimento!

5, Strappare & conferone del tampone dallesbremnits del
1 Lavoro aratorio BEstaneEnd e astrire (| lampoes ia plattaforma deve psseng in und state orlzzontade ¢ stabde ¢ lindinazione &
- Foecillazione sono severaments vietate.

1. UtiReeane H Ki of fest & temperaturg arbiente {15°C7307C), Se T kit o hidg & it predecen-
tomenta cansanvata in un oge fresco (temperatura Infarione 3 15°C), bianciane & 15-30°C

per 30 mirah prims oed tesk,
O, ' 0

2. Prepara un bmer (oome orologio, crologiol,
%, 5 prega di leggere sttentarmente le strumoni per | uso,

Riultati mon waled) possone indicare che rin ol seguite rigoredamente le Fsl
eparatie dedls istruziani per Fusa. 51 prega di leggers o8 Aoy afeniaasants &
istruziani per 'uso e selezianare un nsovo kit per eseguire nsovamente § test

ELABORAZIONE DEI RISULTATI DEL TEST

B Sl risultato def test & positieo :

— Uinfegiane da ©OVID 19 & al]ualmente presente

— A0 mmediatamente A progrio medioo o  dipar ) men 1o sanitaria locale.

— Rispeared mquklmdl atns quarantena ¢ be Bnes guida sulla pratedions nella prooria
zana

— Eseguire il 1e5t POR per ka conferma,

B 5 il risultate del test & negativa;

—E necessaia con [nuane ad adaare misure relaw al contalocon gl i o alfauto
protedane.

—dnche s il dsobato del test & nega lihwa, & anche posdhille che of da un'infedane.

— %o sospeld] ancora, ripel] # test dopa 1.2 gami A causa dol coronasdeus non pua
exsong rillewata con preckdane in ogni fase dellinfedone.

B 5e |l risultato def test non & valido:
—Patrenhe cowene causata da un oporagane orrata nol processa dil iilevamenta.

2. Scobiegare || coperchio del faro per aggiunza del =

campiomne del tubo di estrazione, .
|2} Risatare delicataments || tampene contre [a parete nassbe can farzs moderats

almeno cingue yolte,
5 3. Spremere delcatamente il tubo di estraone e far
13 Uitfiazas Io sassa Tampnis g dpetare B prosatueg di raccalta (n wealtes Aancn S 7 =
el P cackere 2 pocie di lquido vesfitalmente nel pogzetlo
el carnplione defa test card, =

5 & i
!

& Ayvertimento!

L'esistenza di bofe nefla provetsa di sstrasane pud portare 3 un volumes di compeone ermafc

®
|
@ ¥
|
4. Comp mostrata nell'immagine, paline dus narci Con un tarmpon.

111 Inzzrire ia testa morkida ded sampane nella narce a mena di 1 palbce [normalmente
circa 05~ 0,75 palli]

Tazraketiy, domlefamis pere le manfagons o
)L caldz

4. Laarsh accuratamenta 1o manl |almena 20 wecondp
con sapone £ ooopua calda)igericrants per le mand
Criesbo pEssaglin assiours che il il non vengs manLemi-
nato, gundi asciuga ie mani.

ﬁ;\.s A to! LT
—Non irserre trappo In prefands) nella rarlce pakche ob potrebibe causare sanguinaments
della cawita nasale o rottura del tampoes & altn rischi

3 ; i . . A FSLIALT el Best Impracisl, Se o son bole red tuba di estragione, agitare delicataenante il — di ripetens @ test.
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INTACT US

CONTACT US
XIAMEN WIZ BIOTECH CO.,LTD

Tel:
+86-592-6808278

Fax:
+86-592-6808279

E-mail:

sales@wizbiotech.com

Address:

3-4 Floor, NO.16 Building, Bio-medical Workshop, 2030 Wengjiao Xi Road, Haicang
District, Xiamen City, Fujian Province, 361026, P.R. China
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