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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




s Self-testing

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
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Sensitivity: (95%C.l. 93.86%~99.79% ) Specificity : (95%C.1. 99.19%~100.00% )
Positive Predictive Value: (95%C.I. 96.79%~100.00% ) Negativity Predictive Value: (95%C.1. 98.43%~99.95%)

Overall Percent Agreement: (95%C.l. 98.74~99.96% )

‘ ‘ ACKING INFORMATION

PAR- 150*65*30mm 675*320*320mm 11kg
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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, 51332804

in terms of design documentation, comply with requirements
of Annex |1l (Section &) to Directive 98/7T9/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

(€

Iezued wnder the Contract Mo, MD-T7/2021
Application Moz 1302021

Certificate bears the gualified signature.
Warsaw, 221172021

Module A1

Vice-President

POLISH CENTRE FOR TESTING AND CERTIFICATION 02842 Warsyw, £69 Pubzasia Street, tel. +48 22 46 45 200, e-maill:pche @ pobe gov. ol

Contficate CN1542110

Tha et e

Xiamen Wiz Biotech Co., Ltd.

34 Flioor, NO. 16 Buillding, Bio-medical Workshop, 2030 ¥ Road,
Haicang Disiricl, Xiamen City, Fusian Province, 361026, PR. China
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ISO 13485:2016
EN ISO 13485:2016

o B ey xS
The scope of regiatration appears on page I of this certificate.

Tres conficate s vale fom 26 August 2020 untll 3 Seplermiber 2027
and remarrs valt subject I satisfaciony survellance audis

Fie corification audl dus belore 26 July 2022

Issue 2. Certfled since 4 Seplember 2019

Thes is & mulb-site carification
Agduonal ste deladn are kied on e subrequent page
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SGS

Corificale CN1942110, confinued

Xiamen Wiz Biotech Co., Ltd.

ISO 13485:2016
EN ISO 13485:2016
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Design and manutacturs of in vitro diagnostic medical devices
inchading hormone markes test kit, kidney disesss maries teat ki,
tumor marker test kit, infectious disesse marier test kit,
gastrointestine inflammation marker testd ki, cardisc marer test kit
immunochromatography snalyzer

4 Fiogr, NO. 812 Building, Bio-medical Workshop, 2072 Wengjeo Xi Roed,
Haicang District, Ximmen City, Fujian Province, 361026, PR, Ching
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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 self-test or Mon-professional
— Far wse with nasal convity {ankerior nasal) swab specdmen
—Far In Vitro Diagnostc Use Only

INTENDED USE

SARE-Cov-I Anbgen Rapid Test (Colloidal Goldl = intended for the gquabtatee detsction of
CARS-Col-2 Antigen (Nudeocapsd proten) which is in nasal cesity {anterar nasal] swab
specenen fram indiidials with suspect COVID-19 inlection, The test kit & mended far sell-1es
or home test,

SUMMARY

COVID-19 s an acute respiratony infectious disease; People are prone to infection generally.
Currently, the main cause of COVID-1% infechon = contact with someone who i= already
mfected with the SARS-Co\-T, and asymplomabe infected peaple may also transmit the virus
St hae shrwn that symplorns of infection generally appess within 14 deys, with most
atcurning within 3 ta 7 days afer infection, The main symgtams ane Taver, fatigue, 1oss of smel
ar taste, and a dry cough. I some cases, a stuffy nose, rurny nose, musche pain and diarhea can
alua acur.

PRINCIFLE THE DETECTION

SARS-CoV-2 Antigen Rapid Test [Colloldal Gold] adopis enmaing kteral chromatography
technology. When the test speomen conalns SARS-Cov-2, the SARS-Cov-2 Antigen will react
wiith the anfi bocy coated on the test Bres (T] t0 appear a red band in the test e (T} area; when
the content of the SRE-CoA-2 in the test spescimen is too low or does not exist, the test line [T)
ared doed nol appebd a red band, Regardess of whethes the tedl spedmen comaing the
SARS-Cov-2, a red hand will appear iv the area of the quality contral line (), which & the Dasis
far judging whether the test is effactive.

MAIN KIT COMPOMNENTS
Catalopus number slI3zE0] S1IRINGD 51331303 51332804
Spacifcation 1 Test/kit 2 Tes/lat 5 Teste /it 10 Testa/kit
Tk device 1 rl 3 an
Istractnn tube 1 1 5 n
Dispozahie vt 1 2 El an
Bishazard Waste Bag 1 1 5 10
Iratructhons for Lse 1 1 1 11

Mlatarialy required But not pravided: Timser

PRECAUTIONS
1. Far b ikra Dagnestic Us

& Oinly,

2. Far use with nasal cavity [anterior nasal) swab specimen
3. Far the detection of protein fram SARS-Co-2 anly, nat for detect other viruses or pathagens.
4. The person under 1% years of age should be tested with the assistance of the legal guardian or

authorized persan,

5, Keep the test kit or kit componerits oul of the resch of children and pets Belere and after use,
6. Test card packaging cantaing desiccant, it is farbiddan to gat

7. The samgle extracticn Solut on In extracticn tube contains chemical companents. hrect contact
shiould be avaided and eat prohibited.  the scluticn contacts the skn or mucosa or epe, please
fluzh with copious amounts of water, Pleass conkact your family docior or professional ar ===k
meclical adwio if necessary,

B, Use of @mss and ailker protective equipsiant ane recameended when (onducting testing

9. This tes1 kits should be stored acoording to storage conditians required in instruction for Use. It is
farbidden to use the test kit that s not stared a5 required.

10 Don't use the best kit beyond its expirabon dabe.

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

12, Lesve test cand sealed im i Toil pouch until just before wse, Don't wse iF pouch is damaged or
o

13, Disposabke swabs are sterike products. Don't wss i the seab packaging s damaged or openad
14, The use of the swab should strictly follow Instruction for Use; othensise it may @use nasal
cavity bleeding, swab rupture and retenton and other risks.

15. Don't immerse the swab n the extraction salution or other Bquid before collect samgle by
Dis prooeaiinles dmvabe,

16, Don'T touch Swah soft G when handling the swal sample

17. Proper sample codlactom and handling are crucial for cormect rasults.

18. Den't mix components from differens ke lots.

TEST PROCEDURE

It & important 1o read the Insdructions foe Use carefully arnd Tollow the steps in the correct grder,
It takes abiowt 15 minutes to prapars betors each test, and the results cam be obitaired after 30

minubes.
Tast Procsding Prepareoyy SHﬂﬂ!ﬂ HWF Sampla testing
wirk collecting processing
Chapter I I m ¥

I Preparatory work

1. Please use the te=st kit 2% room temperature (15°C300C], IF the test kit was previcushy stoeed
in 3 cogl place (tem perature below 1570}, plesse balarged a1 L5730°C for 30 minutes belare

3. Plaase regsd the Irstraction for Use carefully

test
(]
E.Fmpamzﬂmnrl::nch ak ﬂ
waatch, clock], tiszue, hand -]
sanitioer/soap and warm water,
—1

4, Wash hareds thearoughdy |at keast 10 seconds| with saap
and warmn water [ hand sanitizer. This step ensures that
e kit will nal be comarminabed, then dry yor Bands.

& Check the companents in the boe and veridy that there is not any damage or breakage.

Estractian lube
il led with
extraction solution|

Beohacard
Waste Bag

Test device (sealed | Disposable sab
packaga) {seakd package)

Timer [ prégurs
by yowsrsalf]

n B
i =

2

& Warning!

Hihe saaled package b dara pad, o't use it Pliase reglace it with a new KL
Hipots have cough symptoms, get testad in private.

0 Samp
1. Take out the sample exiraction tube; urscrew the tube caps 5 %
of Thee axtraction ik l P
e

1%. All kit comporents are single use fems. Don't use with multiple specimens. Den't reuse the
wsed test kit or kit componerts.

20, Pefore degdmp to implement relevant treatment or management decisions, it s
recammnended to conduct communication with famdy dectors or prafesional, Dan't 1ake
miedicne privately or ary actian that will endanges yoursell or athers,

20 The used test kit components and samples can be put into plastic bags Together with
ordinary hausehold waste. If the tast result i positive, you should carafully dspose the ralovant
waste comgorents and samples, and thoroughly dean and disinfect the working surface to
ensure hygeene. i thene are speoal requires onowaste in local laws ard reguiations, you must
strictly obseres 5.

221 In view of the plobal epidemic of COVID-19, all actiors should comply with the corrent
measures and regulations of your coumtryfregion, te implement preventior and cantrel
measures scientifically, and pratedt youssell and athers eflectiealy,

23. Do nod gat, drink or smoks in thie anea where handling specimens or (95t kits.

STORAGE CONDITIONS AND SHELF LIFE

The test kit should be Stored conditvans of 2°C~30°C, dry and out of direct sunlight {Don't freese
the kit ar = companents].

The shelf e of the kitis 12 months.

The 121 card shauld be used within 60 minuies after apepeng the sluranum loil bag

Fer the kit espiration date, please refer to the prodict Label,

FREQUENTLY ASKED QUESTIONS (FAQ)

1. What are the known ar p tial b Fits af prod besting?

— The tast results cam halp yoir family doctor of prafessional make accurate of effectiva
recommendatians.

= Test results may help limat the spread of COYI0-29 topour family and others in your community.
2. What are the known or potential risks im product testng?

- Discombarts may coour during ipecimen collection

— Incarnect test results may be ablained,

3. Whan should/can | test mysali?

‘ou can test yourself when you have suspected symptoms of COVIO-13, Studies have shown thas
COWID-19 infected persom hase a high wirus load in the first four days of iliness, making it easer to
detect.

4. What's the difference between Antigen and Molecular test?

Currerily, there are seweral SARS-Cov-2 test methods. Melecalar test (also krown a5 PLR Dest]
datact the genatc material of the virus, and Antigen test detect the proteing in the wrus

5. What factors will affect the test results? Whiat shauld | pay attention to?

- Far amterior nasal swab specmen only.

= The sampls must nok comtain bubbles when dripging.

= Dhr e adodl Lo mch ar Wea linle samgle

= Test immediately afer samglke collection

- Stricsly Bollow the Insbructians far Usa.

6. Mo red lne band on test card or abnormal fluid flow? Wikat is the reason?

It should be clear that the test result i insalid. The reasons are as follcws:

= The takrle an which the test card i placed is not smoath, sffectng the Aow of Bquid.

— Drap sargle woleme desss mal meel e reguiserments spacilied in the Instructions for Lse,

— Tha test carnd is damp.

7. I have taken the best, but | don't see the comtral line {C). Wihat should | do?

four test result is invalkd, Please repeat the test strictly according ta the Instructions far Use.

8. Unsure about the test result, what should | do?

Far wuniertain reduls can be retested, i you're sl unsure of the bl reiult, pleaie pontact the
nearast medcal institutian according 10 the ackice of your kel goverrmant,

9. M rasult s positive, what should | do?

If wour test result & postive, you may be infected with COVID-139. You should taie the necessany
mesamures (such as quarambre, repoet, rekest, eto) as regured by the local government, and
cantact the nearest medical msttution far nest action.

A0 resailt is pegative, what shauld | de?

IFthe test kg anly chearly shaws the cantral line band, this may mean that the test resull iz negative
or that the wirus is too low to be detected. If youw sl have 0ONI0-1% symptoms (headacha, fewar,
loss of smedl or taste, etc ), please corsult your family doctar ar medical insttbution recommended
by local povernment.

POSITIVE VALUE

Pozitive valueflimet of detecton: 1. 7=107 TCIDsefmL.

Ledect the confirmed mackivated SARS-Col-1 medaim (concentration 3.4=10* TCI0w mL), and
wie gradient d@utian metFod Do Fnd ol (e virus medum which is reach the critical value of the
datection, That is repeating the test 1or 20 times and the 1est result is pesitive Tor at beast 19
timias.

2. Place the extraction tebe on the bracket (atached 1o the
o] ta avoid bquid spilage. %

3. Tear off the swap's packing from sbck end and
take out the swab.

4. Az down in the pichere, wipe Ewd nostrils with & swab
1) insart swab =0ft head inte nastr less tham 1 inch (Mormally aboug 05075 inchi),
12) Genthy rotate the saab against the nasal wall with moderate foroe at beast free tmes.
{33 Use the same swab bo repeat the collection procedure in another nostril,

& Warning! J'lI xHi%

—Do ned insert tog Far inte the nostril as this may besd 10 nesal codty bleeding or swab
rugiture and other risks.

— Falze negative results may occur f Anbgen sample isn't propery collscted,

—The persor ureder 18 pears of age shauld be tested with the awstance af the legal
guardian ar autharized persan,

\

M Sample pr

1. Take out the extraction tube, dip the swab soft head into the
entistion soluticn s immerse it in the liguid

extraction tube, ard rotate the swak clockwise or anbiclock: w10
wize for shout 10 times z

2, Press the swah saft head tghitly against the innes wall of the i

3, Squeeze the swab head along the inner wall of the
spmphe exbraction tube under the liguid in the twhe
a5 much as possible, tae out the swab.

4. Tighten the tube cap for standbsy.

RUCTIONS FOR USE

CLINICAL PERFORMANCE Bacilun pertumia L5l il Negatren
The chinical performance characteristic of the SARS-CoV-2 Antigen Rapid Test [Colloidal Gold) was Chlamyd ophila prisam o 10w TR ol Megattee
established with 571 anterior nasal swab specimers. Speomens were collected and tested [ Eschericila con 1O IR i Hepittee
according fo the reguirements c_!F the Insirucbons for Lls.e. The storage, transportation and [Ty T— Lo ITorImL Toegatee
detection af samphes afer collecion met the relevant reguiremsnts of the Insfructians for Use, ! — =
AL the same time, the nasophanmgesl swab specimens of the same donor were detected by [z Mycoiechrin adiag LOGTPCHImE it
nucleic acid detection reagent (Vitassay gPCR SARS-CoV-2). WIZ'S SARS-Cov-2 Artigen Rapid Test Mycoplima Praumeniae 1. 00w LU Hegatiae
[Cedleadal Sold] was campared with referencs reagent PCR results. [ Candids Albicans 1. (e ALl Migatin
Clinical perfarmance of the WIZ'S 3ARS-Co'-2 Antigen Bapid Test {Calioidsl Gald) Raimens menngeroos 1. 00E 10 Magatios
ramparad te RT-POR Wetzaria gonorhoeas 10010 il Hegatin
I Megatron
e arvm PR b Pz MO B NUEINE 3. Tl I FLL sl B
WIZ Resules Staphrplococous aoreus 2 200 LFCFU il Megative
i |
Pasitive Hegatoe Tats Sriapl ooaius P onias 1= 10R0F U mL Hegattee
Presitive 113 a 113 BT e r ey c— 1 2R i BRI mL Megative
Fegative 2 456 458 Sireptococoss @ bvarie 1LIHEI0AF I mL HMegative
reelka P phika 15B=IPCFL ML Hegatty
Taal 115 456 571 e e : 3
Sensitlvity: 9B.26% (95KCL 93,86% 99,795, & Interference Substances
specificity: 100.00% | 95KLCL 939, 15%~ 100.00% ) 1
Fositwe Predictive Value: 100% (95K 96, 79~ 100.00% | e Sk e Conceatration Negathe I"““'-'"t
Megativity Predictive Value: 95.56% (95901, 98 43%90.56% ) [ MRETIeTRINE RS Rrtestioreno i
Orwerall Percent Agreement: 95.65% (95%C.1 O8.74~05.963% ) Wucin 5% Heganive Pastive
PERFORMANCE CHARACTERISTICS [ Wihel blood S Ha g Pastive
® szing enterprise reference for testing, the results meet the requirements of enterprise a-reriaren 500t honiand Ly Heaptive Pauitivi
reference. | Tanamear Srgiml Mapaman Paskive
* Cross reachon Ribasirin POl e gative Posiive
Hame [Microergannm] Concertration Test resglt | Dueltamisk Supfmi Megathee Posimve
Perashiv o2mgiml MEgaTia Pasiive
influenza B/Yamagata 1.B3%10°TCI D/l Hegative: = PR e
L Tl il Magat Ll
Influenza B/Vicoria 20751 TOD il Fagan | a sy ki 12
e Ribon SspgimL Hugatva Poaits
Influgnza & HIN1 1.00% 10 TCIDeg/mL Rogative d:'" i
Umifencar agpimi Megate Poafve
Influsrics A HINE 1 15=10F TCI Dl Regative | : S = =
1 ot n L Ry T
Influsnea & H5M1 133005 TCI Dy frwil, Megative . B/ oai)
= = 1 AzEhrompoin A.5ugs'mL Megaties Peog e
Biar Influenza & (H7KA| 1,605 105 T D'l Magatiaa | et = ) R Pt
L1 mgm
EARS Coronavirus 2.14x 107 TCIDeg/mL Nagative o Ll e
= 1 P i o i 72 L Imgiml Hogaree: Pocitheg
Adeniorus 1 1.39= 10" TCI Degd mb Negitive | 3 .
Tobrasytin Angimil Hgiling Pirii Tt
fdeniavirus 3 1 P10 TCI D mil Magativa |
- Phamguphrira Iigggimil Hugatiew Pixid thea
Bderrinarus 7 1 ET=10E TCIDw el Megative |
Claymmeiarni re 0 1mgfml Hegatran Poutres
Human coronavirus Z29E 200 10° TCID il Hegatve |
P Negative 1 Baecinmes hasares LRET Negather Proitras
Husman corgnavines OC43 2.34:a 10" T Dagy'mil. e |
| Dewamethaons T mgfmil Hegattae Pt
Human corcnasinus MLE3 F 00 10 TCI Dyl Megatnme | - _
1 Furisclde DLmgfml Hegative Praithee
Megat | I
T SETECY 3 HEL 20010 7€) Dagfmd SRS [ Tramdinslone acetonide 1oSnpeL Hegather Positive
FMERS-cananairus 100w 10° TODsa il Megative | -
. Hogaive 1 Budaiaimdi FaLETTT Higatini P Tt
b galovins L0210 TCI Dy - | Pdurirtasone A0=giml Megatran Ponrtna
Entercains 71 355 10° TCIDwmil Megatve | I
- e ] Fluticarinrs SEuimL Migthsn Pesitho
Human Parsrfluenga wirus 1 1. 35 10F TCIDwmil N"i - | Fistaming hydrochioride P, E—— it
i ative |
Human Parsinfluenza wirus 2 6 110 TCI D'l R | P —————rey Py — Foce
Human Parainfuenza virus 3 3, 250 10" TCDay' L Hegatio : mk. mﬂ P
= Megative | LB Ll
Badirran Pl a8 33010° TCIDsi'mid m m I Within tha concentration of 3.4x10° TCIDwafrel for call culbara snedium of S&RE-Co-2 Antigen, the b
Maaslos virus £33 110 TCID il i resdts of Ehis product showsd no Hook effec).
PALmips Wirus B 31=10° TODs'mL Hegative : & Bepaatabiity
Respiratory syncytal virus 3 0010 TEIDeafmL Hegatiee | TMﬁl’dd\.lLl itk a Ll e by et IDER A PalarRnse, (e ware Ao SMen nat alisarad within-raa,
1 .
Rhinovine 1A 1. 2E= 10" TCIDes/ il Negative |
Haravirus 1300 30% TEI Dyl Megative | LITERATURE REFERENCES
Epatain Rarr Ving 2 1Z<10° TCIDsmiL Negative | Lin:m-unmwx.:ﬂlﬁz:’;;&wrﬂ for Comonmerus [COVID-18] Anmgen-antibody Detechion Reagent
Varkell 2os%8r wirus 100 10 T IOyl Mogative | 12] %u Chao, Li Ran. Analyss on the Risk Management of in Vitre Dagnostc Reageacs]l]. China Medical Device

Iv Sample testing

1. Tear aff the aluminum foil bag, take out the test card
and place it harpantally e the 1857 desk

& Warning!

Thie platforrn shauld be in a horigontal and stabde state, and B and shake are strictly

prohibited.
£ Unphig the adding samgke hode cower of the o~
extraction tube. B
i D
3. Gunthy squesge the sxtraction tube, snd drop 2 drogn -l
Bigabd vesmically o the sample wall of the test card,
= e

& Warning!

The existence of hubtiles in the estraction tube may lead to the wrang sample wvolume and
inaccurate fest results, |f there are bubbles in the extraction fube, genthy shake the edraction
tube to spueete oul part of the ligusd 5o 85 1o remove the bubdbles,

A, Start iming. read the test results at 15 mirutes, Go
ol read resull Belore 15 mirnibes or after 30
minutes.

1
/| 15-30min

5. After test i coenpleted, put all test kit materials ingo
the bahagard waste bag snd dinposs it sccarding 1e
the kical bohazard waste disposal policy.

B. Rewash hands thoroughly (at least 20 secondsh with saap and waem waterhand sanitizer.

INTERPRETATION OF THE RESULTS
Negative: - |_:

The quakty cantral line (C ine) appears ned =

band, while the test line [T line| doesn't

appaar red band 1+
|

Positives
Both thie quality comtrod line iC line} and the
tesst line [T line| appear red bands.

& Caution!

Regandiess of 1he shaes of color within the spegified detection Time, the result
shauld be judged a5 positive result

Indormaion. 2020, 26|13):3-10

[3] Wiy Snhui, Meng Li mmunccclisidsl Gokd Techrclogy: Advences and Apglication|f]. Chinme Agricubural
Sciiaca Budlitin, 2013, 35[13): 146151

1] Ui Yengain, Yang Ruifu. Rapid test of imsunocol oidal gokd with membrane as solid prase carmer])]. Progress
in Migrebiology and Immunolegy, 2060, 11{1); a7

Inralicy

Orece the red line in the conkrod line {0 bre)
g il apjess whach vill B taated
as imvalid.

& Warning!

Inwalid results may indecate that you did net strictly follow the cperation steps
af instruction for yse, Please repd the metroction For use carefully apain and
select & new kit for testing again

PROCESSING OF TEST RESULTS

W7 thee bt resualt B positive

— COWID-19 infection s present currently

— Contact your doctor or local heslth department immediately,

— Comaly with the salf-quarantine regquiremant and protection guidslinas i your area
— Carry out PCR test for confirmatsan.

B i the test result is negative;

— You need to contines to take measures related to contact with others and self-pra-
tection

— Ewen if your test result is negathee, it is also possible that there is an infectian.

— If you =bll suspect, please repeat the test after 1-2 days. On account of the coronawvi-
rug carnal be accurately detected at every stages of infection,

B the test result is invalid:

= It may bo caused by incorrect operation in the detection process.

— Please repeat the test,

— I the test result is il invalid, please cantact your doctor or COVID-19 testing center,

QUALITY CONTROL

Thie quality cartrod line is a key point of test kit and 15 used to cartrol the procedure. The
quality control lire appears, which indicates that the test has been performed cormecthy
and The Test kit has reactsd

SYMBOLS

Syl e for ks Uied b Sprbel Ued fur

I:E @ Tariz per kit d [FISE—
[ELEE —.

IE' bl E Uhs-bu duin @ Donet mam

5 g PN I = R P— st cade
[r— .
B it L 10 B & b By LR S

EE [urzgen Corrmaniny * o
Bon't o= e peades

@, o e ﬁ\ Bonpd rib [TTwn | oo e

[ETJsn [nesveres nies @1.,. » trwrabie s | [ Jum ::iu..--lmnr

Xiarmen Wiz Biotech Co., Ltd.
d Address: 3-4 Floor, MOU16 Building, Bio-medicsl Warkshop, 2050 Wengjiso 4 Boad,
Hakcang District, Xlaman Oy, Fujlan Prowinge, 3610346, BR, China
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SARS-CoV-2 Antigen Rapid Test(Colloidal Gold)
Istruzioni per l'uso

—Per 'uso a casa autobtest o non professionale

—Par Pusa con camgiani di tTampeane della cavith nasale (nasale amerione]

— Sl per usa diagnostios im vitro

UsO PREVISTOD

Il test rapide delfanbigens SARS-Cov-2 [oro oolloidale] & destinato alla rilevazione quaktativa
chell'artiperse SARS-CoM- (prateing nucheccagside] che & trava rel campiane i targane della
cavith nasale [nasale arteriore] da individie con scapetta infeporses da COMID-19. 1] kit di test &
cestinato alfautatest o al e & casa,

RIEPILOGO

i COWID-19 & i malatha infettiva respratana aosta; Le persone sona generalmente indini alle
inferioni Athualmente, la causa principake dollinfesoes da COVID-19 & il contagts oo quealiars
che & gia stato infettato dal S4R5-Cov-2 & anche |2 persone infetie aentomatiche possoro
wrasmeitens i wings, Gl soudi hanne dimasirata e @ sinbami - dellinferone (organe
generdmente entro 14 giomi, con b maggior parte che si verifi entro 3-7 giorni dopo
I'infagiona, | sieloma princpali woea febbre, afaticamanta, perdts dell'allatta o dal gusta &
tosse secra. In alosre s possono verificarsi anche naso chivso, naso che cola, dolor muscofard
@ diafraa,

PRINCIPIO DEL RILEVAMENTO

11 eest i el antipene SARS-Cov-2 (ora colleadale) adoita la tecrakogia o crematogralia
laterale immunitara. Quando il campione di test conbene SARS-Co%W-2, I'antipere SARS-Cov-2
Feagind o0 I'anmiearpo fvestita dulla inea del 16 [T) per fie gppssing ura banda rossa nel'ans
dela knea ded test {T]; quando i contenuto i SARS-Cov-2 nel mmpicne di prova & froppo basso
anan esnte, Fanga della Fesea di proua (T) oan appare unh Banda rida. Indipendent emente dal
fatto che il campione di tes? condenga | SARS-Cov-Z, redl'area dela linea di comirollo dela
fualth (Ch apparra ung banda rassh, Che @ la base per gludicane s il test é alficace

COMPOMENTI PRINCIPALI DEL KIT

Bumers i catalngn 51332801 5115287 5133303 §13332E04
Spanifichi 1 Tenty kin T Wik bt S Tautsl kit 10 Tassf kiv
Dispasiin di proes 1 2 5 4
Tobo dewslrad ose i 2 5 5]
TAMpone: monoesn 1 2 5 (4]
::‘m::’;:ﬁ""" . 1 z 5 w0
Bbrud iz per P L 1 1 1

Wiateriah necessan ma non forniti: Temer

PRECAUZIONI

1. Salo per uso diagnastioa i vra.

T, D wtilicesre com campioni & tarmpane della canith nasabe (nasale seteriare)

2. 5ola per il kesamento di proteine da SARS-CoV-2, non per ilevare altri wrus o agent patogeni
A, La perigna of @1d inferiore ai 18 anni deve addere softopeila & Dest on asastengs del tutare
legabe o di una persona autorizata

5 Tenere il kit di test ¢ i commpanents del kit fuan dalla portats di bamber @ animali domestic prirm
o diopa Puso.

6. Lo corvlegione dela carta i provs cantiens un essiccante, & vistste mangisee,

7. La soluzione di estrazione del campione nel tubo of estrazione confiene camponent chimid.

B contatta diretta doyrebbe easene etato & mangiane praibite, Se s solugions entrg in contatie
con la pefle, ke mucose o gh cochi, stlacquare con abbondante acqua. Si prega di contattare @
prapnio medioa & Famigha o pralessioniits 6 richieden un tordglio medico se receian g,

& Sl raccomanda I'uso di guanti e akri dspasitid di protezione durante leseouzione del test.
B0k qel et devang essere comservali seconda le condizioni di conservazione rchieste nelle
btruzioni per I'uso. E vietato utilazare i kit di test che non & stato corsenvato come richiesta.

10 Mor wtilerare @ kit ofi test cltre |a dats & scadenza,

11 Mo wrikazare companent del kit ohe soro stat aperd o madificat.

1F Lasgiare B rest cand sigllste nells sus buste di alumees fing o poco prima dell'usa, Non
whilizzare se & busta & danneggiata o aperta.

13 1 tamgani manause sonG prodofti stecil, Non utligeans se b confecione del amgane &
dannegglata o aperta

14 L'use del tamgane deve seguine rigorasaments be sngoees per Pusa; altrimanti pud causane
sarguinamento dela cavitd rasale, robtura & ritendone del tampone ¢ aktri rischi.

15. Hon immergens @ tampocss nella selusione o etragione o altre Tquide prira & raccagliene @
camplone con tamponi monouso.

16 Mor toccsre I purda morbics del tamgane guanda % manegis i camgeoree del lamgane

17. La porretta raccoita ¢ manipolazione ded campone sona fondamental per risultatl comett.

18, Men mmchibre domganenth di latth di kit dper

PROCEDURA DI PROVA

£ importante leggere attentamente ke istruzioni per I'use e seguine | passage nell'ordine comettao,
Ci volionn Gres 15 minuli pie prépacaes prirms di ogni test e i risultall passona essere atbenuli
dape 30 minub,

Pragechira di Laniora - Eacoohta di Ebsbarariane del Tt chl
proua preparsionic carmipien CHMpRnE campdone
Capitala | 1] 1] v

1. Utikeeare il kit 68 test s temperaturs armbiente (15°C~300C), Se d kit oi 164 & stata predaden-
temanta canservata in un loge fresco {temperatura inferione a 15°C), bilarciare a 15-30°C

per 30 mirub primas del test,

2. Prepara un tmer (come orologio, crologiol, = [
Tazraketts, divinlettarite per le manifisgons g ']
acqua calda.

.50 prega di leggere attentaments le isbruoni per |'uso.

‘ ‘

4. Laarsl accuratamenta lo manl [almena 20 secondi)

pon sapone e aogua cakdafigiervozante per le mani.

Cuesta pssapgio assicura che il kit nan venga conLami-
natg, guindi asciuga be mani.

&. Controlare | component redla scatola e verdicare che non o siane danr o rothere,

Tubn di astrasicrs
Kraenpilo con soluisna
i elradone

Disposdtiendl prova | Tampose mosoeso
Irenieziane sigiiata) | dgaocherio Spilrin)

Saccuety ger il | Timer |peeparans
1 richia biologine 2 sl

& Avvertimentol

Sl condezione sigifata & danneggiata, non utilzzarla. 5 prega di sostiuirko con un nuove kit
S bl sintomi o tosse, fal il test in privato,

Raccolta d

M. Estrasra |l tubo di astrazions dal campioes:; seitans il .
cappuccin del tuba di estrazione. oL

|
5

1

18, Tustl i companents del kit sono aticcl manousa, Mon wtilizzare com pill cargiani. Mem
riutlizzare il kit di test 0 | component del kit usati.

20, Prirna di deciders di atuare dacssni terapsutiche o gastionali rikevanti, si raccamanda di
comunicare <on | medicl & famiglia ol professionesti. Mon prendere medcine in privato o
quaalsiasi arione che passa metlere in percole e slessa o g alir,

21. | component @ | camgioni del ke di test wsati possano essere inserith in sacchett di plasbca
insiemse ai ranmak rifiut damestici, Se @ risultate del (est & poditiva, smallire con oea i
component di scarto o | campioni pertinent @ puline o disinfettare accuratamente la superficie
i bavore per garantire Figiene, $& 4 sono requidh speciali sui rifut nelle leggs e el repalement
Ipcall, & necessano ossenark rigarasamenta.

22, I comsiderscione dell'epidersa globale i COWID-1%, futte b= acioni dovrebbaro sssens
conformi alie misure @ al regalamant attuali del propric passe) regions, per atuare misue di
prevenzione e conbrollo sisnbficamente & probeggere eficacemente se steusi = pli 3%,

23. Noo mangiara, bare o fuenane rell'anea in oul &1 maneggiane campioni o Kit di test

CONDIZIONI DI COMSERVAZIONE E DURATA

Il ki dil tast deve Rssera corgerata n condizioni di 2°C-30°C, aciutte @ & ripara dalla hice
zolare diretta {non congelars il ot o i supi comporesTh).

La chirata dial kit & oi 17 mesi.

La test card deve essere uiilizzata entro 60 minut daifapertura delfa busta di aluminio.

Per la data di scadenea del kit, fane rileri meenito all'et chetta del prsdame.

DOMANDE FREQUENTI (FACY

1. Cuab womo | vantaggl nofi o potenziali des test sui prodesh?
= | risaihtati del test possono alutare il medico & faeniglia o @ professionista a farmulane
raccomandsmoni accurate o efficacl
- | riguMati dei et passer alitare a limitare W diffusiane del COVID-19 alls T famighs & ad
altri nedla tua comunitd.
2. Chuah song i sischi nalf o pateniish nei el s prodalti?

Possanc verdicarsi disagl durante la raccotta del camplone.
- Potrebbers essere ofterli risultati di 1esq ercati,
3. Quande dovrel/posso mettermi alla prova ®
P metherti alla proea quando hai svtami saspetti di COVID-19, Gl studi harna dimostrsto che
la persona infotta da OOVED-19 ha wn albo carico di virus nel primd guatino giornl o malattia,
rendendo pit Facile il rleyamento.
4. Qual & |a differanaa tra antigens & Tast mdacaolare?
Attualmente, evetomo dversi medods di best SAE%-Co-2. 1] test molecolere {nodo anche come
test PCR) rilava il matariale genatco dal virus @ il Test antiganica rileva le prodaing nel virus
5. Quak fatbon influenzeranno | risultat del tese? & coss dowrel prestare attenoons?
-- Galo per campadni di Tampans nasake aMTOTion.
- |l campacne non deye contenere bolle durante il gocoiclamento.
- M AERIUNERTE TFOEHa O Ne@po POCH Campians,
== Testare subibo dopo la racoolta del camplione.
- SEguie rigarasaments le Birusiceni per 'use
& Messuna banda rossa sulla test card o Ausso di flulde ancmalka® Qual & il motivo?
Dnrarebbe eiiere thearg che il fisultate del best man & valide, Le ragiani sane le seguents;

Il tavole su cul & posizionata la mrta o prosva non & lisdo, infleenzanda il flussa del lguida.
= Il vabume del campeone di goccia non soddisfa i requisit specificati nelle 1S3rogicom per s,
-« La scheda i prava & umida.
7. Mo presa la migliore, ma non vedo s linea di controlle (£, Cosa dovei Fare?
1l risultate dal test ran & walido, ripatens il te<t rigorasamanta saconds lo Erugsoni per 'uso.
& Mon sono scuro del risulato del test, cosa devo fare?
Se i risfat incarti pessOnG SEEAFR TIREAMINGD, 5o FON 58 ancora skure del risultate del test,
contatta I'istiuto mesdics pld vicing secondo || consigho del tuo goverma kocale,
.50 il Fisultato & positive, cosa devo fara?
Se il risultato del test & posibwo, pobress essere infetto da OOWID-19. Dowrest prenders e
misure necessarie {came quarantens, rappane, ripetitione del test, ece ) Came richiesta dal
governo locale e cortatiare Fistibuto medico pll vidne per Pazione successiva.
A0 Se il risultina & regating, Case diva Tare?
Se i kit del test mostra chiaramente solo la bamda della bnea di conbrolle, ob potrebbe
sipnificane che @ risultsto del Best & negative a che il virus & rappo basso per sdaee rilevato, Se
bl amcora | sintomi del COW0-18 {mal di testa, febbee, perdita dell'oHaito o ded gusta, ecc.),
consdta @ tue medico di Faraglia o Fistituto medice raccomandato dal governa locaks,

VALORE POSITIVO

Walora posithvoy'lienite di rikesamanto: 1. 7% 107 TCIDwdmd.

Leleronare || mezeo SARS-CoV-2 inattivato corfermato (comcentrarione 3.4 = 10° TOIDs/mL) e
ublizzare ilmetod o di diluizices ded gradients per scoprire d meeio virale che raggivegs il valors
critco del ribevamssnto. O significa ripetere il test per 20 wolte & il issato del test & positive per
almenc 19 valie

2. Posssonare d tubo di estrazone sulla staffa (fissats alla
scanla) per evitane Fuoriuscing o liguid

3. Strappare la confenone del tampone dall'=sbremita del
Bastancrg ed estrare | Tampone

=
|
|
4. Comi mostrato nell'immaging, puling due narici con un Ampone.

[1] Inzerire la testa morbada ded tampane nella narkce a mena di 1 palbce [normalmendte
circa 0,5 ~ 0,75 pallil

|2] Rusatare delicatamente || tampone contri |3 parete nasale can forza moderata
almeno cingue wolte,

13] Urilizzane lo slessa Tamgpens per ripatere 1 procedura di raccalta in w'altra narice,

Jp— ) i&

—Mon Insenine troppe in profonda nella narice pokché db potrebbe causare sanguinamento
della cavta nasale o rottura del tampores & altni rischi.

— Pt werilicarsd faman Talsi negativi 5o il campiane di aatigans ron viens fecoalia
coTettamente.

—La persona di etd inferone w18 anni dovrebbe essere testats con Pessistenza del bubare
legale o di una pRrsana autariziata

del campione

1. Estrasra il tibsd i estrazions, immargens |3 testing marbida
del tampone nella sokuzione di estrazione e immergerla nel

liquidia

2. Promere saldamente |a testa morkids del tampere cantra la
parete intarna del tube di estrazione & noatans || amgons in w10
SENS0 arano o antiorario per droa 10 volte. HE

sotto il liquids nella provetta il pid possbie,

3 Spingere la testa del tampane lungo la parets
intarna dalla provetta di estrasone del campions ]
Bstranme il Larmporse ¥

A, Sgerane il tappa del tuba per e sandly,

|

PRESTAZIONI CLINICHE

La prastaziong dinica caratteristica del 1651 rapidoe dell'antigens SARS-Cov-2 |oro colokdals) &
stata stabilia con %71 campion di tampone nasale antericre. | campeoni sono skab raccoln =
testat secondn i regquisit delle ingani per I'usa. La canssrvaziane, il Irasperta @ i rilksamenio
diei campeoni dopo & racoodta karmo soddisSatto | requisit perbred delle Istruziond per 'uso.
Alka sressn leimgd, | campiani & lampane naselaieges della stesis donatare sona SLAT rikewali
dal reagerte di rilevamenta dell'ackdo nucleico (Witassay oPCR SARS-Cov-2). Il test rapido
dell antigene SARS-Cali-2 di WIZ [ara collomdale) & stato cordrantale cor i rsulati dells PCR del
reagente di riferimento.

Prestazioni cliniche del test rapida dell'antipene SARS-Col-2 |oro colloidale) o Wi
Crispetio alla RT-PCR

. . Risulati PCR: di riferimanto
Risultati W12
Posithe Nagativo Totake
Pasgitivg 113 0 113
Megativa ] 456 ATE
Totake 115 a56 51

seraibilita: 98.26% C95%L. 93.86%-99.79% )

Speoficith: 100000 [SRRC L 99 19100000

Wabare pracirtive posithao: 100 | 5% 1 56 7~ 100004, )

Walore predittivo dells reegabrata: 99.506% (95500, 98 43%~99.95% ]
Accorde paroertuale complessiva ;. B0LES% (BSHRC., 98, 74-99.96%

CARATTERISTICHE DI PERFORMANCE

®  Utilizzando il riferimento aoerdsle per i test, | risultsti soddisFara i requisit del riferimerto
aziarake:

® FReznone incrodata

Whome (Microrganisme) Concantraziong Risuhato dal tast
Influenza B Yamagata 1830 LPTCIDw! mL Kigativa
Inflsenaa BAickaria 2,07 & 10° T il Megativo
influenga & HiRNi 1. 001 5 T i Dol Hegativa

| Influenza & HARNZ 1,152 0* TCIDw mL MNegativo
E Influenza & HSM1 1. 32=10F TCI0 mL Hegativo
| fwian Influenza A {HTNS) L. B0 10 TCIDagfmL Kigariva
i SARS Coronavirus 2.18x10° TCIDagimil Megativo
Acdaroninus 1 130106 TCIDggfenl Hegativa
| adencving 3 1,3 TEI sl Hegativa
| Adenowine 7 1.ET=10 TOIDs/mL Wegativa
| Human coroeavirus 198 200108 TOIDw/mL hingativa
| #uman coronasirus £543. 2 3410° TCIDag/mL hegativa
Human caroravirus NLGS 2000F TCIha'mL Negativo
Humnan coronasirus HEUL 20011 TE eyl hegativa
PMERS-Coronavines 1. 00w 10 T Dol Hegativo
Cytomepslovings 10020 TEI Dol Hegativa
Enterowirus 71 2.55x10° TODw/mL Hegativa
Human Farainfluenza vins 1 1. 35 10f TO0w'mL Hegativa
Human Parsnfuenia vins 3 B, 31=10F TCIDh'ml Hegativo
| Human Parainflueroa virus 3 3,25 10" T 1D/l MNegative
| Human Parainfluenza virus 4 3.31%10" TCID0 mL Negatvo
| maasies virus 5.31=10° TCIDso/mL Higativa
| Mumgs virus .31 08 TCIDgy il Wegativa
| Bespratory synoyial wirus 1 00 1EP T | DaaimL Megatun
Rhinarirus 14 1 2610 TCIDa/ml Negative
; it 1. 30 0* TCID ' Ml MNegativo
| Epstein Barr Wirus 2.18=10° TCIDa/mL Migativa
[ET—— LoD T/ Nexatve

1. Strappare la busta di allumires, estrame b scheda di
prava e posigignarls anecontalmente sl banco di Sy
nrova

& Avvertimento!
La plattaforma deve essere in une state arlzzontale e stabide e linchinazicne ¢
Foscillazione sono severaments vietate.

2. 5colkegare || coperchie del fara per laggiunta del e
campione del tubg di estracione.

3. Spremere debcatamente il tube di estrazione e far
caddere 2 pocie di lquido vesticalmente nel pagzetio
il carnplons della test card,

& Avvertimento!

L'esistenzs di bolle nella provetia di estrazane pud portare a un volume di campeone eomafo
a Fisuati del Tost Impracisi. S o sone bole red tubs i estrazione, sgitare delicataments il
tubp di estrazione per spremere parte ded liquido in modo da imuovere be balle.

4, Inigia il eroncrmetraggio, beggi | rsuliagi @l et 15
minut. Mom leggere | risultato prima di 15 minut o
dopo ¥ minut.

15~-30min

5. &l termine del test, inserire tuttl | materiali dal kit di
fest nel sacchetto dei rifut a rischio biclogico &
smaltirle secande la palitics locale di smaltmente dei
rifirti a rischio biolagico.

#. Risclacquare accurataments le mand [almena 20 second] con sapone & aoqua
caldafigienizzante per le man

INTERPRETAZIONE DEI RISULTATI

Megativo:

La linea o controllo della quakta {linea C)
appars in banda rossa, mantre & linea di
test (Bre=a T} nom apoere in banda rossa.

Positivar

Sin fa I i contralla chella quabti (lines C)
che  linea di test [linea T) apnaiono bande
L=t

& Attenzione!

Indipendenternante dalle shumature di colare entra il termpoe di rilevamanto

specificatm, il rsultato deve essere considerato posttive.

Baclius periussk 13007 CRUmL Nugathn
Cola e phila preumoniae 100 APC UL Hegative
Escherrichi s cali L 00 IPC Pl Mg atia
Hasrrraphdhus influs s L 20 1P FUSmL Megstien
Myoobactarnium birding 1 oM FL m Nepathin
Myroplisma Prsumeniss L o= IPEFLYmL Hegatien
Candida Allgai L 00 IPCFLAYL Negatiso
oz 5 5ET I Yo Pé Feg DO CTLE L 04k 1P FU il Nepathe
Kebseria goram hosss 1001 C FUmL Megatio:
Paredomonan. serugnoma & W0 P EI Ul Mepathan
S il SO O A LRSS 2.30=1FCFUSL Megatto
ERrEiOCeoi s pires LM 0o a L= 125CFU ML Megatisn
Fire prOCOOou YO pEREs 1.28=105C U mL Hegatia
SErmpharnaouy salranim L=108CF L mL Magatias
lngionils Fraurmos phila 158w bIRCRLU el Mogathi
® Sostanze imterferent
Mhuitan o :
Eoriranpe inDeifore Conperirzinne intmrforaus AbsufaTi e
rugathes imerkereaza gosirha
Whuein 3% Magativo Furiithes
Wikl bl ced SR R ganisn Fatithad
a-interlenan 50 thoaisnd RifmiL Hesgative Fosthen
Janampar SO0l Rlagabivn Fouires
Biburann gl Mapstiva Paitres
il aimdn Sl P v Puridliag
Pesrarmiv i 0 2mgimil Flegative Fosthen
Leqirurair Rmp'ml Pl gatiemy Foditen
Eitorawir S30ugiml Mapstiva Pauitres
Urreliniesdr A PTG Puasiting
LevoSmesin Mgl HegaTan Fostsn
Antheommesn LT T Mrgaman Pastten
Cullrasme SEmpimi Hugalre Pom i
MErapenem L Lmgimi! Hegathee Posive
Tabramaxin dngimil Hegatha Posigvn
Pyl phrine Ayl Hegrttac Poafva
Clepridailing ST TR Hugalre P i
Beckmethasone 0 Eregfrel Higarha Posivn
Decamethasone # mgfml Hegaiivg Posiv
Flunmolide O.imgfrel Hegatiac Poafeva
Triamonalam astonda 0 EagimL Hugia has =12
Buslesoride 2.75agimL Hegatha Posimvg
Mometasone 10rgfml Megatia Pasitisn
Flaticaiore: Bl Mugatna Peativo
Himaming Hyprpohiprids g, Hegathva Pasitivn
 Semdld w Mgt Peative
= Effetto gancic

Alrkerna delly concentragione di 1 4=10" T0Daiml per terene & mlurs celbdere dellsantigene
RARS-CafL 2, | riacdvan dal tin & quesile prodoiie nan hasne st aleun alfans Hesk

= Rigstibikth
§ prodictio & ststo siabilAn vhbzzendo un nfenmenin infterno, non sono state osserete diferenze tre
wra s o Falbra

RIFERIMENTI LETTERARI

[1] WA The Technical Key Points for Coronawinis |COMID-10] antigen-asthody Detection Resgent
Ragntration Raview (Tral). {2030].

| 2140 Chas, L Ran, Analysis on the Risk P
Iefaimataan. 2050, 261310

|1|| W Antwi, Kleng L, Immurscolodal Geld Tectnoiogy: Acvarces and Applicatien[J]. Chiness Agriceltural
Scienoe Bulbetin 2019, 351%): 146:151

|1 Li Yonpgin, Yang Butlu. Rapid beil of immunocallsidal gebd mith memseans as inid phase cirme (1] Progres
in kYcrobiclogy and mmunology, 31003, 3101 7&-T8

o In Witrn Diag Reagents|Fl China Medical Device

Non valido =

Una wolta cha L lirea rossa nell regione
dilla lewa di cantralka (bnsa £ non spsuare,
werTa cormderata non wakda. \ I'

/i\. Avvertimentol

Rrultati mon walsdi possone indicare che non hai seguite rigoresamente le Fasi
cperatiee delle istruziani per Fusa. 51 praga di leggers di nsovo attentamants k
istruziani per 'uso o selezionare un nuosa kit per eseguire nuavamente # test

ELABORAZIONE DEI RISULTATI DEL TEST

B Se il risultato del test & positivo :

— L'infedane da COVID: 19 & a[]ualmente presente

— Riva immediatamente al progrio medion o a dipae]mento sanitaria locale.

— Aispeldars D requisi [ di aUtasquarantena ¢ be Bnee guida sulla pratedone nolla prooria

20ma.
—Eseguine il test POR por ka conferma.
B 5ol risultato del test & negativa;

— £ necessaria can
pratesane.
—dnche se il dsubiato del test & noga [ilwa, & anche possdhile che of da unInfedane.

— e saspel] ancaora, dpelE] § test dopa 1.2 gami A causa del coronasdnus non pua

exsore rilewata con precisans in ogni fase delfinfedone.

B Se il risultato ded test non & valido:
—Potrehhe eoere causata da un operagiane orata nol processa il iillevamenta.

—5i prega dil dipetere @ test.

—%g il risultata dd test nan & ancora walidao, contaldare @ medica o # coentra di test

COVID 19,

CONTROLLO DI QUALITA

La lines di comtrollo qualits & wn punto chisve del kit di test & viens utilizzats per confrol-
lare la pracediann, Viems visualizzata 1o lnea 4 comtrols della gualitd, che mdica che il

test & stata eseguito correttamente & che M kot del test ha reagito.
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= H H 19, Todos los companentes del ket son artioslos de un solo wso, Mo ko uss con varies muoestras, VALOR POSITIVO Banilis; BETILESS FEE T Megatiio
SARS-CoV-2 Antigen Rapid Test (Colloidal Gold) N restilice o k. de pruska i fas camponentes del kit usados e et T o B S i e N e e
|l‘l$-tI‘UGEIOI1ES dE I.ISIJ 20. Astes da tomar L deciide de enpleenentar el ratamienta o lis decisiones de maneja ‘b;'" Dﬂ: "? mu E.ﬁﬂsuf.n'u:,l "n .ri Mﬁ:n-r:oll' rackdn 3.4 » 10° i Megatra
releyantes, se recomiends comuricerse con ks médicos de familis o los profesicnales, Mo tome : HN’:'OI - ?I:od e dik ﬁ 3 'r : be oI :':"m": ';!l ol i = A L"‘ Excherichia coll L Dduc LEACFLA el Magati
—Para uso e aubopruehs en s o no profeicnal medicamentos de forma privada o oualquier accitn gue o porga en peligro a usted mismao oa utdice el métadn de dilucidn en gradiente para sveriguar & mede del vinz que dlcanz el valar Hammophiba infaesdes 120w LOPCH Lol Hagachn
—Para usar oon rasesiras de hisopado de fa cavidad nasal [nasal antenor) e critico de detecchan. Eso es repebir la proeba 30 weces y el resultado de la prueba es p al
—&dlo para use diagrdstice in wibno : i nes 1 weces Riaderim bndn L1 CFLN Hegativo
. Lans campanentes y las msestre usados o 3@ pumdien poner gn L]
pa 1, L by | 1 dos cel kit de prushe e Batus d 0 Ci e e T
UsSO ESPERADO plistics pevio con |s basura doméstica ordraria. 5i el rasuitsdo de by prusba es posibvo, debe DESEMPEND NICO . ) . Megatmo
La prueba ripida del srtigeno del SARS-Cod-2 [oro coloidal] estd destrada a la deteccion dusachar com cuidado los compornias de desecho y las musstras nelovandos, v limplar y La raracteristics de rendimisnie: dinioe de la prueba ripida de antigeno SAESCoV-2 foro Candida Albicane L0010 TR, Megatmn
cmllhhu:uclanmnmdﬂl SARS-CoV, zmrntniu.unlnruxmmunl qunucn:u.cnw.mun: dusinfectsr minucicisnents 1 superiicie de trabajo phe garsiier |n higiene. 5i awsten oolidal) se establecit con 571 muestras de torundis nasales anteriores. Las muestras se [T T DL CFLyTL ‘Wegatho
(LT ] dnrm:r‘ram La :mdad.n.':iallmnlanmrﬁ]dn wsm.almnwdu dia infecciden por requisitos especiales sobre residuns en las leyes g regulsciones Incales, debe ohservarios rﬁmlm:l::rnu:ﬁ ¥ analizaran o Iuﬁl‘d.ﬁ oo log Faguisitos da ks h'rlll'ul’.lcﬂl'lil di. witn. El [T —— T Hegalirs
COVID-19. E| Kit e prueha esté disefiado pirs sutocomprobeckn o prusts casen S almacenamienta, irermparte v detecodn de maetras despuds de b recolecdén cumplierss can e T =
GEMERALIZAR 22, En vista de la epidemia glebal de COVID-19, todas las acciones deban cumplic con las os requesitos relevantes de las instrucciones de uso. Al misme: bempa, las muestras de frotis = e
COVID-19 e une erfermadad infecrioss respirstora apeds; Las parsones: son propsnsas o L madidas ¥ regulacioess vigentey de su pais | regee, pars implementar medides de prevencian "“M_’”"E":‘ ol m';m: d'::"m :f dubactauniy; maciuTis U maetivg. e dnmﬂrm 3 :Im Fapfe mrew L2 P Hapativo
infecciones en general Arkualmente, la prindpal couss de |3 nfeccion por SOVIG-19 es o y control dent®fcaments, v proteperse a & mismo ya los demds de manena efecta. nucleico {Witesssy qPCR SARS-CoV-2). 5S¢ compard la prueba rigics de antigeno o5 SUFE{N DS S i el dir L3 B IRCFLL Magatio
contactn con alguien que ya estd infoctade con el SARS.CoW-2, v las pesonas Infectadas 23. Mo coma, beba ré fume en ol draa dande $6 Mmanipulan las muestras o los kits da prusba SARS-CaV-X (ara coloidal] con los mesultadas de [a PCR del reactio de referencia. e p— T e patien
asinlomircas tamkbidn puedes transmitie o virug. Lo estudios han demostradoe que s 4 Rendimients dinico de la prueba rdpida de antigeno WIT'S SARS-Cov-2 {oro cololdal] [ ey L 00 S CPCFL L ‘e gatio
snbames de b infeccion generlments sparecen dentro de los 14 dias, § b meyoris oturne CONDICIONES DE ALMACENAMIENTO ¥ VIDA UTIL en comparacidn con RT-PCA i — b L
dentro de bos 3 a 7 dias posteriores o b infeccide. Los sintomas principales son fiebre, fatiga, Elkin de prueba debe almacensess en candiciones die 2 °C~ 3007 €, geeo y Fuera de la lue solar S Ei legionalla Fieumoghils 1581 CFU fmL Mugatin
pirdida del oifato o del Qusto ¥ bok seca. En aljuncs Casos, Tambin puede ooTir congestion directa (no congebe el kit /e sus componentes|. WO Resuhtadas Resultados de E nEferencia
rasal, secrecie nasil, dolar musoudar v dares La vida ueil del kit s de 12 meses. Penitiun Hegativa Tenal @ Sustancias de interfarenca
PRINCIPIO LA DETECCION La carjers de pruala debe usars dentro do ks S0 mislos pedlerionss a la apsrtura de | baks ro— o = i
La prueba ripkda de antigene S4R5-CoV-2 {oro cobddal] adopta a tecrodogla de cromatogratia de papel de aluminia, i P — - Y Positins rimul Lk
lateral inmuna, Cuando i muesira da prugba comtiens SARS-CoV-Z, @l antigens SARS-Cod-2 Fara conocer a fecha de vercimiento del kit, consuite la etiqueta dei producta. r— 3 P 458 Snturan e marfirancis aneer #e imertennda ¢ inoererencla
reaccignard con el ankkcuerpo recubierto en la lines de proehs [T} pera gue sparescs una banda PREGUNTAS FRECUENTES lle
n i W
rog@ en el drea de & lieea de prueba (| T); cuando e contenido de S485-Co-2 en b muestra de Total 11% a5k an vinim o e o thad
pructa es demasiado bag o no exista, el drea de la knea de prusta [T) Ao aparece coma una 1. pCudlas son los banaficios conocidos o potentiales da lis pruabas de productos? ‘Whela binzd s Hgatsn Foitva
bk reja, Indupendiestments e 5 la masstra de prosta contiane el SARS-Call-2, aparecera = Los resultadons de la pruchs peeden ayudar a su médiog de famdia o prafesianal & hacer Semibdidad; 9E.76% {95%C1 93.86% 00T | aeinneferan SO0 Thoasand BmL e Pt
una banda raja en el drea de la linea de control de calidad (€], que e b base pars jurgar 5 la recomendaciones precisas 0 efecthas. Especificdad: 100.00% {95%C.1, 59 1595 100 00% ) [FR— [ — [e— Ponitiva
prucba es efectha, = Las resultados de las prssbas pueden ayudar s lmitar la propagacidn del OOWID-19 3 su femiia Walor predictivo posithvo - 100M |S5%C.1. 96 7O%~100.00% -
COMPONENTES PRINCIPALES DEL KIT W & eLias parsonas de s comunidad, Valor predictive de nagatividad: 99.56% {95%C.1. 98.43%-99.95%) Ribauirin Hegtnl Hegatha Ptk
2. ¢Cudbex son los resgos conocidos o potencisies en b= pruebas de productas? Acuprda porcentusl peneral | 99655 (RSRC L 99, 74700.06%) | i Sl Kegatwa Poitre
Fimero de caaingn BLIEZEND | sinaeemz | S130mos ) 5133504 Pueden producirse mokestias durante la recogida de muestras. PE—— 0 2mgimi. " "
AT Fisitha
Esgaifcacidn L Prucbayhin] - 3 Procbafiin| 5 Pusbakin | 10 Procher — Pueden abtérsrsa resulades de proeia incorrectas, mimsm DE PREE"TMﬁH Lapirasr B reghml hugatrn Pautra
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oYy : : = = Pusde hacerse 13 prosbas usted misma ouando terga woepecha de siviomas de COVID-19. Las La relarinsis emgeagarial, Hionadr Sa0ugfmL Hegati Pastha
astudias kan demostrado que las persenas indectadas con COWVID-19 denan una alta carga de @ PEacoon cruzsds Urnikanirdr gl Pling it s Peaudbres.
Hisopa desechabie 1 1 § 1a wind Bn oy prievecs cuafrg diss de le enfermedad, lo que Tadilite su deteccin, : 1 ; Lescllagasin il Wngatia Pasitis
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Materiales mecesarios pero no proportionados: Temporizador datects las proteinas &n el wrus. = ke - - e Memperen L Lngfmd Negatie Pasidvn
PRECAUCIONES 5. ¢Cué factores afectardn los resuliades de la prueba? (A gueé debe prestar atendén? Influenza & HINL L0 L TEIDsofmL Negativa Tozramer snpimi Magatrez Poatisn
1. Stk pars uso dagndstios in viro —5eha pare Firs cho Broats naceal Bribarior. Influencs A H3M2 1.15x10° TCIDmaeml. Nogative Fherlephring 2ugimi. Megatier Pasitivn
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7. La solucidn de astraccide da muasira «m al tube de exiraccidn canflens componantes quimicos. o ki " ) L 3a10* 101 . Tiegative
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0 Mo us ol kit di gnsaba sespusds de su laha de weneimianta, de la pful:lh.l [- e ] wan L médica mas cercana de suerda ton |68 cansejas Humon Poraiibesnza virs 1 1.35410° T0De/mL Tegatve . SAR S i II:IS“H'.I':IUU!-UEH prucha de este prodecto no mostramn efecio Hocok
11. Mo utilice companentes del kit gue se hayan sbeerto o cambiado, :E;"Er:cm:mf' squi deba hacer? Human Paraisfisanza virus 2 .30 10 T Dl Negative 1l pracuctn we meshlecis madisnts sl oo de ura referancia ireens, no se otesnaren diferencis densm
]ﬁ Eﬁlataﬂ;zﬂﬁi:ﬂme&a:dhﬂd €n 34 bolsa de ahuminin hasta kst ames de usara. o lo use Sial Fesultado de su prueba os positive, os Dosile qua e300 infectads com COVID-19, Doba tomar Hursan Parainfluenda vinus 3 3,254 0* TEIBgfml Nisgalivg e b @i, aitie £ofvid s,
5i la bidsa estd da o abiema. d X s
13 Leg b dotochabes son productes enanles, Na ks e 6 o ampague 36l hisopo esd las medidas necesarias (coma poner &n cuarentena, informar, vobmer g realices la proebs, st Huniais Parsind virus 4 % 3Lw10f TCIDgg'ml Mugatiso REFEREMCIAS DE LITERATURA
daladie s able segln ko requiera el gobiernoe local ¥ comunicarse con la institucidn médica mis cercana para la [T P — b A0=10F TCIDuafmL Hisgativg
14 Bl uso del hisopo debe ssguir estrictamente s instrocciones de wso; de lo contrario, puede i‘:’;ﬁ::x:’“ Ry iy [ B 108 TCIDwd ML Higativa [L] WMP2. The Technical Eey Poiats for Cororaires [CCWID-LS) Antigen-antbody Desection Reagent
cantsar henamragia an la cavidad rasal, ratura y ratencidn del hsope y obos rgsgas. Sl kit de rumzhasdo :luestr:;ar e Ia banda de Ia lines de comtral. estonuede denificr RESpIratOry Tyncyrhl v 200510 TCIDymL Hegatvn Rigistration Risiiw (Trial]. (2003, N N |
15 Mo sumerpa & hisopo en e sslucicn de extreccian u ol liquida antes de eoalectie s musstra . ph o a *’M’E u g fiie u P dﬂi o T R v [2] 3y Chan, Li Aan. Ansbysis on tha Bk of in Vitro Dlgge 1]. China Wadical Devica
et B s dasachables: qu al resultada de | prusha as eIt & gt ol wirus 05 damas ajo para ser detectada. inraing. 1.26x1 1Bared v Indormatinn, F00, 2ELHA-10
o W:”I“unh blarwda el hlsopo cuando manipule [a muestra el hisapn Siaiin tene sintoms de COWVID-19 {dolor de cabega, iebre, pardide del olfate o del guste, 16, Norming 120w 10F TOIDuafml Negative 13] W Brhui, Meng U, Immanceoitoial Goid Tecinology: Advances and Apglicasion()]. Chinese agriculiural
: - i ] consulte a wu médico de cabecera o institucién médica recomendada por el gobierno local. Science Buletn. 1119, 35|13 146151
17. La recakiccide v & manajo adecuados da las muesiras son onaciales para obtener rasuliados po B Egrifem Barr Virus 218210 TCIDagrnil HNegativo [4] Li Vengesin, Yang Ruibs, Rapkd vastef imssunooo kil ol with stasbane a5 selid pha o carmer]l]. Progns
nrecio, Watioalle LoRber viruE L 00 10 TN Dol Megative in Micrehuakgy and mmunelogy, 1003, 311 74-78
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PROCEDIMIENTO DE PRUEBA 2. Coleque e tubo de sxtraccitn en el soporte (adjunto a la ¥ Prueba de mueastra Invalidos PPl )
Es Importante leer atertaments las Instruccones de usa v seguir los pasos en el orden correcta. caja) para evitar derrames de liguido, Ling weg que ne aparecca la linea reja en la | ‘:D:‘I
:-:::Ll: ::u;nlrsnml;mmpmpararm antes de cada prucha v bas resultadas se pusden obtener 1. Cluits I botea di papss] de Shirtio, $8qse 18 tarjets ”ﬂ'“g‘: I:IIn:a;;:nn‘:ml{lkmi ol se . “‘r_ '1,
; de prueha y coléquela horzontalmente en el e CONAGETArS Mo W
Frocadmiente Trabajo de Recobscoidn Processmiento Prusha de estritorio de prseha,
de prusha preparataria e musestras de maiestras Fuesara =i =T
3. Quite &l empasque del hiscpo ded extremo del Advertendial w,enﬁa!

La plataforma debe estar en un estado horizontal ¥ estable, v L inclinaciin y el
masimdento astan estrictaments prohibadas,

palille y sague el hisopa,

Lok resultadas no validos pueden Indicar que no siguid estrictamante los pases
- de pperacidn de las instruccionss de wsa, Lea las Instrucciones de uso can
atencidn nuevamente ¥ seleccione un nueva kit para probar nuevamente.

TRATAMIENTO DE LOS5 RESULTADOS DE LAS PRUEBAS

B 5 gl resultado de |a prueba es positivo:

— La mnfeccidn por OOWID-19 estd presente actuabmente

— Comunéquese can =u medios o con &l departamenio de salud local de inmedeato.

— Cumpla con los requisitos de suto cuarentena v las pautas de proteccidan en su Srea.
— Realice una prusba de PCR para su confirmacidn,

=] = B 5 el resultado de ka precba es negativa:

—Debe continuar tomands medidas relacionadas con @l contacto con los demas y la
autaprotecoion

=Incluse si ol resultady de su prueba o5 negativo, tambien e posible gue haya una
infacclidn.

— 5l aln sospecha, repita ka prusha despuds de 1-2 dias. Debedo al coronavirus, no se
puede detectar can precisién en todas las etapas de la infeccion.

W 5i el resultado de la proebs no e vllido:
— Puede deberse a un funcioramiento incorrecto en él prodeso de deteccidn

— Repita la prueba
=5i el resultado de la priaba aun no es valide, comuniuese con su medica o can al
centra de prughas de COVID-19,

®!

\i i1 2. De=enchude la tapa del onfido de adickidn de meestra
del tubo de extraccicn.

1. Utilce al kit de prucha a temperatura ambsente (157 C = 30 ° C), 5 & kit de prueba se
almacend previaments en wn lugar fresco (temparatura por debajo de 15 7 C), equilibre a 15
“= 30" C durante 30 minutas antes de la prusha.
2. Prepare g lemporigadar oo reles,
redajl, pafivekas desechpbles, desinfectante
para maras [ jabdn y agua tibia,

4. Como se muestra en la mmagen, impie das fosas nasales con un hisapo. -
{1} Irserte la cabeza suave del hisopo enla fosa nasal a menes de 1 pulgsda {normalmente
alrededor de 0,5 ~ 0,75 pulgadas).

(2} Gire suavemsente el hisopo contra la pared nesal con una fueria moderada al menos
CinGo vees,
(3) Wse el mismea hisopo para regetin @ procedimiente de refoleccidn en otra Tosa nasal

& Advertencial % ' éé

H."- & Advertencia!

=M i demaziad la fa t d sdo de ka cavidad
iy ::nm‘-:adzahm:uu:;u:::::;liﬂ TR o R PYRVRCHY, SR B A La sw=stenoa de burbujas en =l tubo de extracoidn peede provocar un volumen de muestra

—Fueden producirse resultados falsos negativos =l muestra de antigeno no se recoge incomecto y resultadas de pruebs inecactos. 5 hay burbugss en el tuba de estrsccin, sgite

|, ) R R sugvemente ¢l ubo de extracidn para exprimir parte del ligisda a in de elimmar las bebujas

—La persona menor de 18 afos debe ser examanada con ks ayuda de um Botor legal o una

3. Les stertamente las instructiorses de usa,
3. Apriete suavernente el tubo de extracodn y deje caer

2 gotas de liguido werticaimente en el pooilo de
muestra de la tarjeta de prosba,

4, Livese bien lad mards (8 mencd B0 segurdod] con
jabim y agup tibia /) desinfectarie para manos Este
pasd asegura gque @l kit no e contaminara, luego
sdguase 13s manas,

5. Reswise los componentes en 2 cag@ y verfigue gue no haya ningdn dafa o ratura, 4 Empiece a cromometran les los resulades de la CONTROL DE CALIDAD
pefucina hiltsitada pruetia afos 15 minutos, No lea el resaltade antes de La limea de control de calidad @5 un punta clave del kit de prueha y se wtiliza para
sl it | - Mo et 'Ii:?‘?nd;::au::;n SIS LA wlf-:rrﬂ:::::d::ﬂ 15 minutes o despuss de 30 mingtag o controdar el procedimienta. Aparece la linea de control de cabdad, gue indica que la
{panuaie selisdn| ipaneete wiadn) [rep—— g rimrge Biologicn mismal prueba se ha realizado correctamente y el kit de preeba ha reaccionada.
1. Sague & tubo de extraccdn, sumerja o caberal suave del ﬂmm

15~30min

Fitsogn e la salucin de entraceitn ¥ sumsdrisl en el liguids

Lhsda pann Unsdz pann Frbolz Lhadc pars
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Irairsccicran fa ma
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= o
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S.Una v finalizada la prusba, cologue todas los
materiakes del kit de prueha en |a bolsa de residuos
de riesge blaldgica v deséchelos de acuerdo con la

Frasba paw i Fatwicants

il
i

<

palitca local de eliminaodn de residuos de riesgo e Uicar par fecka
Y E
bialogica.
i :‘:m‘“., E Hirraro da ceslge Cialiga da bow

sentide horario o antiharario was 10 veces,

Wb el

P f

gt Do wies

Cowmaaiad Baipes

B Wuelva 3 lavarse Bien |as manos (8 mencs 30 segundos) con jabon y agua tibia f desinfectante o2 el oo
Fara manas. e varda o pEpaic

INTERPRETACION DE LOS RESULTADOS —
Megativos

La linea de cantral de calidad {linea C)
aparece coma banda rja, meentnas que la
linga de prusha {linea T| no aparece como
banda roga.

2

]

| 7%
2

[O=n | = ooemtende

e P

] wn | * b et
it e

i Vg0 DaokOga

3, Apriete la cabeza del hisopo a o largo de b pared
irbemar del fwbo de extracodn de musstra debajo
del liguide =n & tubo tanto como sea posible,
saque &l hisopo.

d@) Advertencia!

5| el paguete sefado estd dafiado. ne ko use, Reemplaceks oom un Kt nueve,

Miarmen Wiz Biotech Co., Ltd,
51 mhera siniomas oe bk, hagase la prueha en privado. d Addrais: 3-0 Floar, NOULE Bulding, Bio-medical Workshap, 2030 Wengjiso Xi Rosd,

Haicang District, Xiamsen City, Fugian Province, 351026, P.R. China

Tel: +HE-3AI-RRNHITH Fax: +36-533-6808379
C€is34

Qarad EC-REP BY
EE Pac 257, 2840 Gl Bl ghsim
PROVEEDORES DE HISOPOS ESTERILES DESECHABLES
thejiang Gongdong Medical Technology CoLtd.

CE 0123 ¢ Acpordeng o Directive 934 208EC)

I Recoleccion de muestras

Positivos
Baath the quality combrad line (2 bme| and the
test bre= (T bne| appear red bands,

%
E o Fio
I E g ¥ 2. Presione o cabezal susve del hisopo firmemente contra |a

|
*'! i I pared mterior del tuba de extreccidn y gire el hisope &n ﬁ }510
] X -
§ i

E

1. Sague ol tubo de extraccicn de b muesira; Des=nrosgue bs ‘f
tapa del tubo de estraccian .
,. 4, Apriete ls taps del ubo para el mosdo de éspera,

f :

| |
it Precaucion!
Incdeperdieritemente de los toras de coloc dentra ded Hempo de deteccién Adress: :':l::l':-‘l'lﬂﬂ\'um Ave. Huangyan, 31800 Taizhau Zheyiang, FECPLE'S REFUBLIC OF
EC REP Mame: Shanghai International Halding Corp.Ganb h{Europe)

EC REF Address: Eiffestrasse B0,20537 Hamburg, Germarry

efpeificaca, ol resultade debe considerarse positha,
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SARS-CoV-2 Antigen Rapid Test(Colloidal Gold)
Gebrauchsanweisung

—Fir den Salbsriest 2u Hause odar 1iir Micht-Profs

—Zur Yerwendung mit Abstnchproben sus der Masenbahle fvordere Nase)

=M qur IneitrosDiagnostik

VERWENDUNGSZWECK

Der S&RS-Co-2-Anbgen-Schneltiest kollcales Gold) ist for der qualitatieen Mackseis des
SARS-Cov-Z-Antigens  [Mukleakapsidprobeing Bsstimmi, oass sich in Abstrichproben der
Masenhohle fvorders Nass] von Personen mit Verdacht suf mine OOAD-15-nfekiion befrdes,
Dz Tasthdt st f0r dem Sedbat-Tast oder Helm-Test wargasahan.

ZUSAMMENFASSUNG

COVID-19 &4 eire akute Infektionskrankheit der & pe: Menschen sind im Allpermsinen
anfallg fir Infekborer. Dernedt ist die Hauptursache i sne COYI0- 19 Infektion der Kontakt 2u
ainer bersts mit SARS-Can-2 imlicerten Persan, aich asymplomatische Infigieme kinnen das
‘Wrus Obertragen. Studien haben gezeigt, dass die Symptome siner infektion im All gemsinen
innarhally van 14 Tagen amiftraten, wobai die mestan innedall wom 3 bis 7 Tagen nach der
Infekbony  aufireten.  Dis Hauptsymptomne  =rd  Fieber,  Muodigeeit, Geruchs-  oder
Geschmackswerust und troceener Husten. In ginigen Filen kannen such eire verstopfie Nase,
wine faufende Nase, Muskekchme rpen und Durchisll sottreten

PRINZIP DER ERKENNUNG

Der  SARS-Cov-2-finbgen-Schrelitest  (kolloideles  Gold) werwendet  die  immuoclaberaks
Crromatographie-Techmohogie. Wenn die Testprobe SARS-Co¥-2 anthalt, reagert das
SARS-Cov-F-Antipen il dem sul der Testinie {T] beschichieten Antkinper, um eine mode Linis
Irm Baresch der Testinie {T) mu erscheinen; Wenn der Gehalkt an SARS-Coi-2 im Prifling zu gering

ish eder micht vorhanden 81, erscheing der Bereich der Tesilinie [T) niche als retes Band
Urabbangig daver, ob der Prufling das SARS-Cov-l enthalt, erscheink i Bereich der
Crualitacskastrollinig |C) ein ratar Strailer, dar da Grundlagn Tir die Beurtelung der Wirksam-

keit des Tests hidet.

HAUPTKOMPOMENTEN DES KITS

Eata b et 51331800 E1332E0E S133FE SIEIIRC
Speritlation 1 Test! ki 2 Tasn kit STewnfkik | 10 Tenhy Wit
Tistgaran i 1 ] 1
Erirakticnuwshchen 1 1 5 1
Enmigtuplo 1 1 5 1
Biohsard-Ablabbauted i 7 5 13
Cabrauchursmaung 1 1 1 1

Bendtigte, sber nicht bereitgestellts Materialien; Teituhr
VORSICHTSMASSMNAHMEN
1. Mur zur In-yitro-Diagroosti.
1, Dur Verveersdung mit Abstrichproben aus der Masenhihla |wandern M)
1. Hur zum Machwels von Protein von SARS-CoV-2, richt zum Machweis anderer Viren oder
Krankbs beesraper.
a4, Die Persom wnter 18 Jahren solfe mit Usterstotzung des Croehurgsberechbgten oder siner
Eevalimachtigten Person getestat werden.
5. Bewahren Sie das Testkit oder die Kitkomporeriten wor und rach der Yerwendung auflerhaks der
Fopichase it won Kindern und Haustienen auf.
B, D Verpackaung der Testkarte enthBy Treckenmitel, dag Faies 5l veilbaten
7. Due Probenestraktionsidsung im Extrakbonsrohrchen enthakt chemische Komponenten. Direkier
Kortakt sollte vermdadan und Essan werboten werden. Bal Kontaki der Lisung mit Haut,
Schleimhaut oder Sugen bigte mit reichlich Wasser spller Bitte weniden Se sich bei Bedarf anlhren
Hausarm oder Fachpersonal odar hoken Ske drrtlichan Rat ain.
&, Bai der Durchifhrung der Tests wird die Versendung won Handschighen und anderer Schuteags-
rilstung empdohlen.
&, [ Testkits sallten gemak den in der Gebraucksanwaiung vargeschriehenen Lagerbssdingungen
gelagert werden. Ex ist werboten, das Testkit 2u versenden, das recht bestrmmungsgemall gelagert
wind
10 Verwenden Sie das Testlot nicht nach dblauf des Yerfallsdatums
11, Varsenda Sie keing Kit-Kamponanton, dis gedtnat ader verindan wurdan.
12, Lassen Se die Testharbe bis bz wor der Verwendung im Folenbeugel wersegel. Nicht
wenwenden, wenn der Beutel beschidigt oder peatinet ist.
13, Einmaltupder singd stevibe Produbte, Nicht verwenden, wern die Tuplernerpackong beschidigh
oader geodinet ist.
14, Dig Veranndung des Tuplers salle skt der Gebraucksanwekung tolgen; andornlalk kann s
2 Masenblubungen, Rupturen wund Betenbonen des Tupfers und anderen Risiken kommen.
15, Taucksm Sa den Tuphar richi in die Estrakiti onsldsurg oder eire andena Fllssighait, bevor Sie die
Probe mit Eimeegbugdenn entnehmen,
LE. Berdhren Sk nichs die weiche Spitze des Tuphers, wenn Sie die Tupferprobe handhaben.
17, D richtige Prot fime und -handhabung snd entschaidend Nir Rorrekbe Ergebrisss,

18, Mizchen Sie keine Kompanenten aus werschiedenen B8-Chargen.

TESTPROZEDUR

Ex Ist wichtig. die Gebrauchsanweisung sorgfaltg zu lesen wnd die Schritte In der richaigen
Reihentolge 1u bafalgan. Dia Vorbareiung o jedem Tost daset stwa 15 Minuton, und die

Ergebnisse kénren nach 30 Misuten varfie gen

Testproaadur Wararbeit Praberciammeln |Prabenbisebailung

Prokantest

Kigitil | 1] U] N

19 Alle Komponenten des Ky sind Grsepartikel. Mcht mit mehrersn Praben versencdsn, POSITIVER WERT Bacihs perliish: L 30= 0P CFL L HNegatw
Wiraainden Sl das gebracchte Testkt oder die Kitkemaananten niche wiader.
A0 War der Enmheﬁ:ﬂn rebewante B-ehundlunn!-Dd-ﬁmhmmlerﬂ:chzidungen umzuset- Pwn:hTwer Wzrl."hl-uhw_:nze: L Pl TG Dayfi . . Ehisyaphlls prasumenise b Negaty
&N Sie das bestarige inaktviens SARS-CoV-2-Medium {Konzentration 3.4 = 10° TCIDwayf'ml| Eherati cd T D=LoRCF L

2w, i armprinian, il Haurcwatun oder. Fachisuten tU ko mund-smn. Halmas;zhe beine und yeraencen Sie dis GradientemnverdOonnungsmethods, wn des Viresmediom o ermitieln, das kit - Negat
Bdedikamuente privel oder andire Malnshmen ain, die sich selbst ader snders gefihrden dan krimischen Wart dis Nachwilses erraicht. Das haikt, den Test 20-mal 1o Haemophiles infusnnas L a0 L0 mL Negaty
21 Die werwendeten Testktkamponenten und Praben kinnen zusammen mit dem rormaken wiesdenholen und das Texbergebnis [st suindesteny. 10-rsl pesithy [ r————— T ORIl Hegate
Hausmiillin Plestikiiten verpackt warden. Bei positivem Testergebnic sellten Sie d@e entsprech-
enden Abfallkomponenten vred Proben scegfiltig endscrgen und die Arbeitsfldche griindich KLINISCHE LEISTUNG Miycoplunia hasmmenies LihatnemmL Negaty
reinigen und desinfizieren, um die Hygiene tu gewihrleisten. Wenn in lokalen Gesetnen e Die kimischen Leistungsmerkmale des SARS-Cow-2-AntigenSchnelltests (sclloidales Gold] Einefia M b e S i Negath
Worscheifien besordere Anforderungen an Abfall gestell wenden, mlssen Sk diese strkt wurden mit 571 varderer Masengbstrichpraben ermitelt, Dss Proben wurden peenbl den Mpizery meningnoooou: 1L L0ACFLmL [T
winkalten, anforderungen der Gebraschsanweisung entnommen wnd getestet. Die Lagerung, der Transport Mpiir U pener e 1 (0= LOCTLmL Hugat
23 Anpesichts der welweiten COVID-19-Epidemie sollben alle Maflrabmmen den aktuelksn unad din Detakfiom dar Proben maach der Entnahme entsprachon don sirse hliggen Asdordarungan Freudamnra: sarginges A TOe TR e
MaBnahmen und Yarscheilten Ihres Landes/ihier Region entsprechen, um Priventions. ursd der Gebrauchsarmweisung. Gleichzeiip wurden die Maser-Rachen-A&bstrichproben o It o
Kontrolirainshmen wesenschaftlich umzusetzen und sich und andere wirkssm zu schinzen spendars mit dem Nukkraune-Nachwaisreagens (Vitessay gPCR SARS-Cov-2) nachgewiesan, Si2rA000CCLS 3UNEUS L2sACF fml Negati
23 Im Bereich der Handhabung won Proben oder Testkits nicht assen, trinken oder rauchan. Der SARS-Cay-2-Anbgen-Schnellest (Kolkoidal=s Gald| von W2 wurde mit den POE-Ergsbinissen Streptornoous preumonise 1O AFOU L Hagat

das Reterenzreagandes vanglichen. EIPEpIBoSLLG Sy s 1 2B A0FCFU AL Megatw
LAGERBEDINGUNGEN UND HALTBARKEIT Khnische Leisbung des SAR%-Col-2-Anbgen-Schrelitests. [Kolloidales Gold) des WIE Sire pocotoes sakanis L TR L Hegate
Das Testkit solte bel 2 °C bis 30 C, trocken und chne direste Sannenginssrahlung gelagert fims Mgt zur AT-PER [Ty epp— T ARe T L Tiegates
warden (din K4 gder seing Kompanenten nicht einfrienen], . Faderenz-PCR-Erpebrisse
Dée Haltbarkeit des Kits betrdgt 12 Monate. WhZ-Engabnicea
D Tirs e sl ievrisrbublls win B0 Miewitir reach chism OfFen clis Alufalienbiutit vermerdin Fosith s bk b
AL o i TE Foady i o = Fdagatin-in b feranzer Padthe
Das el  ehees Kits eng Sie bitte dem Produktetiken gt ' 155 58 Forstote Sayuan el [ e
HAUFIG GESTELLTE FRAGEN (FAQ) S = = = — - — —
1. s sind dee Bkannten ader patentielien Vortele van Produkitests? Whals hinzd RN Megaiiv Pkt
- Die Testergebnisse dnnen Ili’:l\em Hausarrt oder Facharzt helfen, genaue oder wirksame Sensituivac: 8.26% (FS%CL 93.86%99.79%) -t e 4000 theunand Ly mL m:.. Beiths
Ernplebiungen ru gebsn Spezifitst: 100.00% (O5%C.. 99, 19%~100.00% ) =
-- Testergebnizse kbnnen dazu beitragen, die Werbreitung von COVID-15 auf Ihre Familie und Posiity vorharpeeagior Wart: 100% [P55CL 96795100004 ) eieiid Sixing/ml L i
arelers in hrer Gemeinds tu bagrenzen, Negativitatsvorhersagevesrt: 99.508 (9580 2847899 95%) Aibawirin PougimiL MegaTy Foesitie
2. 'Waz sind dee bekannten ader potenzielen Bisken bei der Produktpridung? Gasamaprotamiuale Durtimmung: 93,654 (FTNCL. SRTFRA0N) Chpltaminir Supiml Hrpamy Foite
-~ Bd der Prabensminahing kineen Beschaardan auftreten LEISTUNGSMERKMALE Pr— il Frp— Feriiti
-- Ex kiinnen falsche Testergebnisse erhalten werden, ®  Unter Versendung der Urternehmensreferenz zum Testen erfllien die Ergebnisse die Loghavk 3 maimi. [Fp— Fositv
3. Waren solftafkann ich mich tasten? Anfarderungen dir Lirarnahmensrelarens,
Bei verdacht auf COVID-19-S5ymptame kannen Sie sich selbst testen, Shadien haben geosigh, e Frewzreaktion Mk Ipn/ml e samd Fomith
dast @ine mit OOVID-19 infizierte Parson in den erston vier Krankheitstagen eine hohe Viruslast Umifiascrar daip'nl Higatw Fariitiv
afwent, wes die Erkennung edeichiert, dama |Rleraarganten| Kanzentration Tastergahnn Le=saPlaagin Iugimi Wegatw Fosith
4. Was Ist der Unterschied swischen Artigen. urd Molekulartess?
Derzeit gibt o3 mehrers SﬁRS-Env-i-Tt'Elmel.hoden. Der mabskulare Test [auch bekannt als Influenes BiYamagata 13m0 TCID s L Negativ Mm.mnu'n AApgimi p— Faulre
PCR:Test) erkennt das genetische Material des Vinas, und der Anbigen-Test erkennt die Proteine Infiuenza BVictoria 207« 10° TODw/mL Hegativ Colrizision 04 il Nisgarks .
o irus, Influenes & HLN1 1,00 105 TCIDyaf Hepaty Wierppenan 1. 1mgsml Wegath Pasithe
5. wWelche Faktorem beeind) die Testery ? Waorauf sollte ich achten? Influencs & HANZ 1,15=105 TCIDhatml Negatv Tobramryin Argeirml Fngalts Paubis
::;‘: ;::::':::h::n”::mﬂpﬂi"“m i Influenza & HAN1 152=10 TEIDeyml Negaty Fherwephriac gl hugaths Pasiths
- Gaksien Sig AihE 2u vigl Ddar U wenig Prikss hind, : Agian influenza & (HINS) 1, Gl 10 T Dl Higativ Dwyreatarmling 0 1mgimi Wesgaths Pastts
-- Testen S sodort rach der Probenentnahme. SARS Cormnai L1410 Tl Dok Hepatw RATATR— U tmgimt it i
- Blelgen Sig shrikt die Gebeauchianwesung Adencuirus 1 1380108 TCI Doy Hegaty Desarrehasone T mpil Kigart Piysitte
. Keor rofes Linienband aud der Testkarte oder sbnormaler Flussigheitsfuss? Was ist der Grund? s 3 1.24%10° TCIDfmL Hegaty Fluziulide 0. 1mgmi Hesgatiy Pautte
Es solte Kar sein, dass das Testargebnis ungiilig st D Grinde sind wie talg: ol - Cag'ml
- Der Tisch, suf dern die Testkarie gelegt wird, ist micht glatt, was den Fl it s s Adenovirus 7 1.B7=A0" TCIDa/mL Nogatw T e, Ui i ek Fa
begintrachTigt Human coronavirus 229F 24K A0F TCIDet Hegatm Budionide 275naml Fegathi Fasity
- Das Tropfenprobenyolumen entsprichd nicht den in der Gebrauchssmweinang anpegebenen Murman coronsving 0C43 2344 101 TEIDayimil Hegatw Momeimone 10ngmi Hegrik Pasdth
M;“}“'r“"'_ T Human coronavirus HLEY 200=10" TCIDws'mL Negaby Auscasaie SSupinl gt Pty
-- [he Testkarte st feucht
7.kch habe das Beste genammen, aber ich sehe die Kontrollinde (] nicht. Was solite ich twn? Hurman coronavings HEW1 2000 1P T Dol Negath T TN mimm ine il
thr Testargehnis ist ungiltig, Bitte wisderhalen Sie der Tes sreng nach der Gebrauckssmmeis- MAERS-Coromayrus 100 10° T/l Negatw fevel o chferire i Jrurth Foukthy
Ung. Cylomagalovirus 106040 TR ml Higativ = Hook-fffekt
& Wesicher iiber di Testergebnis, was soll ich tun? Entergvirus 71 2_55‘!,};."_-':,;:““ Higativ Innerhalb der Kongmngratinn ven & a=10° TE1Ds/mi filr dee Falloulbarmedium de Q405 Cov-2-Antipany
Bel unsicheren Ergebniszer kann ein emeuter Test durchgefOhrt werden. Wenn Se sich = Tomatis il did Taslargenicis duiis Produkns kanan Hosk-E¥al.
Bezligheh des Testergebnisses Fnmer noch rechi sicher deel, wenden Sie sich bitte gemiR den Human par"'“""""—&".—"""" 1 1.55=10" TCIChe/mL b & ‘Wisderholtarket
Anweisungen lhrer kokalen Regisnang an die nachste medionsche Bnnchbung. Human Farainfluenza virus 3 6.31x10° TE'”E-"“"'- Negabw s Produks wunde unber dung Imemier Bestimend, = wunden kiine Umeschiede
B, Wenn das Ergabinis posigiv ist, was gl ich tun? Hurman Pargnfuenga ving 3 3.2 5 10 T mil, Hagaty awischen den Liufen und swischen den Liufen beotachtet.
Hei =mem positen Testergebnis sind Se magicherareise mit COVID-19 infiziert. Sie sollben die Faians PanaliThoirds virus 4 3 E1 10 TCI el Hegate LITERATUR REFEREMZEM
ertarderichen Maknahman (wia Duaranting, Meldung, Wisderhakingsprilung uww.) geenat [TerE——— B.31=10° TCIDsafmL Hegaty [1] MMPA The Techrical Koy Poists for Coeoeavines (COVID-19] Antiges-astbody Detection Aagens
den Ardorderungen der arflichen Behorden ergreifen und sich for dee pachsten 8aflrabmen an Righkration Beview [Traf {2020,
die rdchste medizinische Einrichtung wendan, Mumps wiruy BB 1105 TOhmL Hegativ [2] ¥ Chao, Li Aan, Aralysis on the Sisk &Y of I Wi Magn Reagenis|lf. Chira Madical Device
10, Werin das [rgebnis negativ =1, wes sall ich tun? Respiraory synoytial vins 200 10 T Dl Megatie :_n:ﬂrl'fﬂﬁm-m 26{13]:E-10. "
‘Wenn das Testkit nur die EantroBlinienbande deutlich eigt, kann dies bedeuten, dass das i HNugaby A/ e Jinkved, Btang U fiokt Technck L I} chinee Agrrukursl
Testerpebnis regatie 51 oder das Virus o niedrig ist, um nachpewiesen tu werden, ‘Wenn Sie ::::ﬂ: L :_;:.‘;‘:uﬂ:'l!flln..rml Nxm EﬁE:ﬁxl:::j:l;ﬁ?:tr:jﬂhm"mu-,u ol with mambrane as sofid phaka carrier|i]. Progress
welterin COYID-19-5ymptome: haben [Kapfachmerzen, Fleber, Geruchs- oder Geschmacksver. = Pl £t iyl s el :
st wsw|, wenden See sich bitte an lhren Hawsera oder eine von der Grilichen Regierung Epstein Bar Wirus 2.18=10° TCIDas'mL Higatw In Misrobioingy wiagy. 1000 ¥l
empfohlene medizinische Einrichiung. Varicsl la Jostes virus 1.00=10" TCIDka'mL Negabw

2.5etren Sw das Extrakbionsrahrchen i die Halterung {am
Karton], um ein Verschitten von Flussigieit o vermeiden.

3_RaiRan Sie die Varpackung des Tuphess vim STiekends
ab und nehmen Se den Tupfer beaus.

1, Rgiflen Sie den Alufalenbewtel B, nehmen Sie die
Testkarte heraus und legen Se ue wasgerecht sof "

dan Testrisch.

A\ wareung:

Do Plattform solle sich in einem wasgerechien urd stabilen Pustand befinden und

Ungiltig :

Soibald die robe Lisa i des Komrollise
[C-Liria| nicha erscheing, wird diese aks
unpaltig Bzhardalt

& Warnung!

Ungdl Ergebnisse konnen darauf hinweisen, dass Sie die Bedienungsschritte

1. Bitte verwandan Sin das Testkit bai Rausniamgsratur [15°C30°C). Wenn das Tewkil suvar an
e kbhlen Ort {Temperstur unter 15°C] gelagert wurde, bifte vor dem Test 30 Minuten

lang bel 15~30°C susbalanceeren.
L1
' 1
I .
3, Birte keden S die Gabirios hisra Bung serglalig

2. Beraiten Sie sne Fedubr, Taachenbuch,
drch f o

Eippen und Schitteln sind strengstens unitersagt.

2. Zighen Sie die Abdeckung des Emfulloffrungsicchs
a5 Etraliionsrshrchins ak

der Gebrauchsareisung nicht Fcﬂnu befalgt haben. Bitte lesen Sk die
r Gebrauchsanwelsung noch einmal sorgfaltg durch und wahlen Sie ermeut ein
neues Kit zum Testen auws,

VERARBEITUNG DER TESTERGEBNISSE

B Wenn das Teste is positiy ist:

— OO 196 bl ) o 5T ceraedit o oken -

=W e She shoh s oloert @ e At oder das Sriliche Gesund el saen 1.

— Halten Ske shoh an dise Solloetguaran tanen Tcht und Schutochtlinken in Brer Wahe.
—7ur Besta[F] gung PCR-Test durchiiiren.

=f{= W Wenn das Testergebnis nogativ it

— Slg missen weiterhin Malbnahmen in Bezug auf den Kontakt mit anderen und den
Salbstschite argraifan.

— Auch bl winemn negatieen Testergebais kann aine infekan warkagen

—Wenn Sie imimer noch eiren Yerdacht haber, wisderholen Sie den Test bitbe nach 1-2
Tagen. Ein Coronasirus kann nicht in jedem Infektionsstadium genau nachgewiesen
vaerchim

%%

Wischen Sie, wie im Mld pereigt, ot dem Tupfer o beiden Masenlbchern,

(1] Fibwen Se den weichen Eopf des Tupfers in ein Masenloch won weniger als 1 Zoli ein -
[rarmalarwseisa abwm 05 - 075 Zall).

(3] [rihin S den Tupfer worsichtig mincestens Wevdmal mit maRiges Kraft gegen die

Nasenward.
Masenhich ju wisderholan, |
3. 48
x
T

-

HandedesinfestonsmitelSeie und warmes
Wassar wor,

3. Drdcken Sk das  Extrakmiansrohrchan vl chTig
gusammen und fropfen G2} Tropfen Flissigksit
senkrecht in die Probensermiefung der Testarte. =

3] Varsanden Sk densalban Tupher, um den Entrahmesorgang in dem anderan
& Warnung! )

|
4. Harede grundlich [méncdestens 20 Sekunden) mit Seife .'I<

und  warmem  Wasser/Handedesinfektonsmittal

wanchen, Disser Schritt svellt sicher, dass das €5 nick e

w5
—Hicht pa weit in dez Masenloch sinfileen, da des 2o Nasenbluben oder Tupferrupbar und & Wanmg1

anderen
Risiknn MCFwan kars

Dag Vorhandensgin van Blasen im Extrakticrisdhedhen kinn tu ere Blchen Profeenaslumen

W Werm das Testerpefinis unll;nl'lt_ I!E:_

= Db lann durch eline: 1l Foat ht ik
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