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Operating Steps

Swab

buffer

Operation Card

Questo prodotto € un test immunologico rapido a flusso laterale destinato alla rilevazione
qualitativa di antigeni nucleocapsidici SARS-CoV-2 da tamponi nasali anteriori auto-raccolti
da un individuo di eta pari o superiore a 18 anni o raccolti da un adulto da un individuo di eta
inferiore ai 18 anni. Questo test & destinato all'uso in soggetti con sintomi o altri motivi
epidemiologici ove si sospetta un'infezione da COVID-19. Questo prodotto & destinato ad

essere utilizzato come ausilio nella diagnosi dell'infezione da SARS-CoV-2.
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Non-invasivo Facilita Uso SELF- TEST
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Risultato in 15 minuti Alta attendibilita Economico




Performance Clinica
Lo studio sulle prestazioni cliniche del kit per il test rapido dell'antigene SARS-CoV-2 e stato condotto in

Germania. Per eseguire il test sono stati utilizzati un totale di 222 campioni clinici. | campioni positivi e
negativi sono stati tutti confermati mediante PCR. La sensibilita diagnostica e la specificita diagnostica
del prodotto erano rispettivamente del 95,9% (90,8-98,2%) e del 100% (96,3-100,0%).

| risultati con correlazione al valore Ct dei campioni positivi sono stati mostrati nella tabella sequente

Ct Value Diagnostic sensitivity 95%Cl

<30 96.2 % 88.3-98.7%
<32 96.0 % 90.0-98.4%
<34 95.5% 90.0-98.1%

<36 95.9 % 90.8-98.2%




Istruzioni di Utilizzo

Posizionare la test card in piano sul tavolo,
rimuovere lo strato di copertura dell'adesivo.

Lavare e asciugare le mani. Quindi estrarre
la carta di prova dalla confezione esterna.

SARS-CoV-2
Antigen Rapid Test Kits
iColloidal Gold Immunochromatography)

Estrarre il tampone dall'estremita del bastoncino,

fare riferimento alla raccolta di campioni di
- : Inserire la testina del tampone nel pozzetto A dal

=] fferiment 2-3cm fondo del pozzetto B.
L :
==
, ¥
I Open swab package Swab left Swab right )

|| atstickend nasal cavity nasal cavity
Nota: non toccare la testina del tampone. Nota: é richiesto il campionamento in entrambe le
cavita nasali. @
La testina del tampone nasale deve essere inserita completamente nella cavita nasale fino a
quando non si avverte resistenza (circa 2-3 cm) e ruotata delicatamente 5 volte. Quando & -

stato rimosso, il campione deve essere prelevato allo stesso modo in un‘altra cavita nasale per:
garantire la raccolta di campioni sufficienti. La lunghezza della cavita nasale anteriore degli
utenti puo essere diversa nelle diverse regioni, 2~3 cm é solo per riferimento. Si consiglia

Piegare il lato sinistro, unire completamente

Aggiungere 6 gocce della soluzione per |l
due lati, iniziare a cronometrare.

trattamento del campione nel pozzetto A. Quindi
ruotare il tampone per 2 giri, in ciascuna direzione

~ O

Nota: possono
verificarsi risultati falsi
2 negativi se il tampone
X del campione non viene
girato prima di chiudere
_ la test card.
" Dopo il test, inserire la scheda di prova, il tampone e
Aol e il flacone della soluzione di trattamento del campione
nella confezione esterna e sigillarlo ermeticamente.

porpora. | risultati del
test devono essere
letti entro 15-20 minuti

e — — . e .
- Smaltire il sacco nel contenitore dei rifiuti secondo le
leaai e le normative locali. ~

@

15-20 min

SARS-CoV-2 “*-m




Interpretazione dei risultati

-Positivo (+): appare una banda rosso porpora nella linea di controllo (C) e nella linea di test (T).

Solid Line Faint Line
C Control Line
La linea di fondo puo essere molto
. debole Qualsiasi linea rosa/viola
T Test Line O

visibile qui é positiva.

POS|t|VO Positivo

* Negativo (-): solo la linea di controllo (C) mostra una banda rosso porpora. Non appare alcuna banda rosso porpora

nella linea di prova (T).

C Control Line
Test Line

Negativo

* Non valido: se "non appare alcuna banda rosso porpora nella linea di controllo (C)" e "appare una banda blu nella linea
di controllo (C)", indica che il processo operativo non e corretto o che la carta di prova e stata danneggiata. In questo
caso, leggere di nuovo attentamente il manuale di istruzioni e riprovare con una nuova carta reattiva. Se il problema
persiste, interrompere immediatamente 'utilizzo di questo lotto di prodotti e contatta il tuo fornitore locale.

C Control Line
T Test Line

Invalido Invalido Invalido Invalido
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SARS-CoV-2 Antigen Rapid Test Kits for Self-testing

(Colloidal Gold Immunochromatography)

For In Vo Diagnostic Use Only

[Packing Specifications]
L testkit, 5 test/kit, 10 testsit, 25 testslkit, 0 testsit

€€0123 MDD 93142IEEC

Mintacurr 15 Zllang Gongions Medical Technology Co. L Seihang sl A 518020

Huangy:

(€0197 MDD 93/42IEEC.

Winufacturer 2: iangsu Changfeng Medical Industry Co., Lt Toualao Town,Guangling Distict

‘Vangzhou 225109 Jiangsu China
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e v it Shenshen S18055 Gumeong Chi

3 MDD 93/azIEEC
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A |
‘Swab Righ Nasal Cavity

Swab Left Nasal Cavity

Spcimenpessration; A e spcien s collsc, plese s ettty e samplig. Do
complete the testover 1

. o
. L T 0197 oD SanziEEC T
o o Lu 12 Foor, 015, Snzhou Distrit,
s et Dalian 116100 Lisoning. China
s hasu e eI e
Terrar——Tr T T e T
1 ekt
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SARS-CoV-2 Antigen Rapd Test Kis or Sef-tsting (Collodal Gola i o e
-

Uintended Use]

Test card consits of paper shel, tes sirp, sample well and adhasive tape. The test stip, sample well and

SARS-Cov-2

aged 18 years o
older or are collected by an adult from an individual younger than 18 years . This testis intended for

“This product is intended o be used s an sid in the diagnosi of SARS-CoV-2 infection
Results are for the identification of the SARS-CoV-2 nucleocapsid protein antigen. The antigen is

infection, Posiive resuls
indicats the presenc of viral antigens, but the clnical corrlation with past medical history and other

infection or co-infecton with othr viruses. The agent detected mey ot be the defnite cause of disease
. necessary.

d marked pad (coated with gold-marked SARS-CoV-2 N protein mouse anti
human monoclonal antibody), sample pad, NC membrane (paired SARS-CoV-2 N protein mouse anti
human monoclonal anibody costed on the tes lne (T) and goat anti-mouse IgG polyclonel antinody costed
onthe quality controlline (C))and absorbing paper.

LGeneral description]
The SARS-CoV-2 Antigen Rapid Test Kits for Self-testing (Colloidal Gold Immunochromatography)

contains 3 core efements for operaton:
s card: Test card which is book-shaped hinged tet cardboard containing th tet stip (for single use)
o

Should not b used as the sole. or pat infection
ool deciane. Negave rsus shold e comdived 1 e como of  pins ecnt exponre

care from ther healthcare provider.

Untroduction]
Goronavu, s he ross iy of e, i e st s RNA s wih 0 nvlpe. The s
nto

e ettty S/t (SARE). oo ot prtelof SARG.Cou-3 1 v, (oot

‘1 Sample Treatment Solution(buffer)

SARS-CoV-2
Anigen Rap Tt K or Sltasig
(colost

4. Inset e swab s ino wll A from thebottom of well B.

(@ Keetnecaaon
table

5 Sample
in thebufer

otedosvkse
wise i

. each irection

Keep he cad lat on
table

Not: Falsenegative results may occur

ifthesample swab is not turned

closing

Note: Do not rotate the swab while
aropping the sample.

6. Foldthe et side ove, it tw sids together compleely,sart tming

(@ Keew thecard iaton
table

commonly Cov-2to eter calls
CPrinciple]
SARS-Cov-2 s sickeen, 7. waitor 15:20 minues
que. Thetest  [IRESIASRENS e -3cm), and
strip consists of gold marked pad (coated with gold-marked SARS-CoVV-2 N protein mouse anti human =7 _— gently rotated 5 times, cavity
monoclonal antibody). sample pad, NC membrane (paited SARS.CoV-2 N protin mouse anti human oensure the collection of enough specimens. Results reading
moncclonsl Test Card 15wab -~ 0 ;
e uaty conrl e () and s eper isrecommender for user to insertswal il e resisance. window
During the N protein in the specimen binds to the gold-marked SARS-CoV-2 N protein mouse  [Material ,,,-,mm but not provided]
o onorand oty pecosted o te 9o ke p Wastecontiner Keep the car fat o table.
under the capilay effect, and the is trap votein mouse ant human monaclonal antibody 10}
cmw.ugala ek I Tes Lin (1) The gt the N proten sontnt 1 h specme, e mors mnyug:\zs [Storage Conditions and Validity Period] Do not move the test card
are wspped,and the darke he colo of the Tt Line (1), I threis no SARS-CoV.2 i the specimen or
e i comet € oelow e decion . no sl gpets i e Tek Line (T purple. 100 by vl svalid for 8 months
B 1 15-20 min
aop
- 0%
i e ooty e ot +"The sample resment solutio shoul b uséd mmediaely afr opening
Seepackagelabel or dteof manufacur and exiraton.
Liain]Comononts) [Specimen Requirements] - .
The e et cards, o or s, opaton cd,lsposble sl swabs axd sale Qpen sveb peckage — . ,
s v iccen oe: Fls eslts can ceur fh crd i distrpecimoves.
desiceant 91 Speimen clection: During the collcton procss, relvant prsonl shuld e el protects 0 o direct Swableftnasal cavty  Swab ight nasl cavity Nole: False reults ca occurif th tes reslts ae read bfore 15minutes or over 20 minutes
I case o accidetal contc, e carte ou and necessary
Disposable terle swab information measures should e taken, . Aftor st put the st cand, swab,
o S ook e provided aead on cusomer's et ‘Ao nasalswib spcimen colecton: During sampling, the nassl swa head should be ntirely nsrtad o
Nasal Swab could be provided based o . o s times. When it was removed, Note: Do not touch the swab. Note: Sampling in both nasal cavity sample is
[ T i ] specimen should b taken i the same way in the other nasalcaviy o ensure th collction of enough "% equin
L I ] specimens.
12 pat T T Symbols]
3 Tz >
1 testing it — . —: o
‘amolecutar ssay, if needed for patient management T - () oMU o I ——
N i o -y NE
. o s —
\ Cintenel Qualy Contrl 1 ]
- procuct has a Test Line (T) and a Control Line (C) on the surface of the test card. Neithr the Test Line (T) UL e L
o the ool Lin () v  the st windwbefre gplying a specimen.The controlln s usefor
ifthe et ot
et SR | (]| e
U -2 Anien Repid Tet Germany. A tota
LDetemination of the Limitof Detection PR 100
SARS-CoV-2 Aien Rapld Tt s i o ctstion (LOD) s ﬂzlevmmed w evaluating different (96.3-100.0%) respectively. MANUFACTURER BATCH CODE
[lnterpretation of Test Results] concentrations of inactivated new coronavirus culture medium. Negative natural n:
creaea - -
olidLine e Line clinical matrix pool to be used as th diluent. i this { - } kEac } - —
etral sl i ool o gerte i iionsor esting. ! ] 1 R A FROM SURLIGHT
c Control Line ki T -
“The battom tine can 10 prepare thecontived nasalswib samples, — = l
T Jeine  OR vy ot Aoy ke The LOD was determined as the lowest virus concentraton that was detected = 95% of the time (i.¢., concentra- o oeosTe
tinevisbie e s psi o t which o et posiive) st Kits for vmoDINoSTY cemanx
posiive posiive It oser
TeiDsoim. 1For o
2
2.0 ot eat o smoke while handing specimens. Aumionizeo
. et
media itor, symploms a the et medica sts 1530 and % Eommainy
. retine, B dorotent
s i
glove: [Basic Information]
c ConolLine Belore est s
RO 7. Please do not use the test card with damaged card bag packaging, unclear marking or beyond the Beijing Lepu Medical Technology Co., Ltd.
TestLine expiration dte Building 71, No:37 Chacxian Road, Changping Distic, 102200 Baiing, China
T el +86.10.60123964
Negative T TCTOS0TT 1 Email: Ievuservm@\ewmzmu\ com
9. Usersshal take sampls accorging o th insructon manl. Inadequee or inapproprise sample Wb n epumedical cor
means that ‘Which causes not found in your T TCTeTT collection may yield error results and retesting with a new test may be required. Particular attention
sample. TS Vi o v e red. Leau Medical (Europe) Cooperatief U.A.
Negative esls are preumptive and confirmaton witha el asay, i necessary for paient management
may be performed. Negative results should be considered in the context of an individual's recent exposurcs, T O TCTOSTT x 7" ‘]‘ 515573399 Fax: +31.516-76002
] - vl 1o puplered o o ontol Line O, - — 2.1 the processof tsting, the tst card should b place on & horizotal able, and it snoula ot be | KDatEf Approvaland Revision of the Manual ]
s case,plesse read the T Tr-reroeT oved. Approved onO3th une, 2021
it s crely 4 o e i v g o TS P S s Tr-reros s e
chofproducts mmediately and contactyou oca uppl 2
TCrom i n veacton occurs,
c Control Line T . and bufter.
T Test Line. SR Py OgeTes 16.
BoTTEEE TS Torcrom B ”
Ll e s i Invlia TorCrome i
e Torerom opening the swab poch.
[Linitations of the testing method] il pening
! T T Crom o
by physicians, and should not be used as the only criterion. R 20
2 21, Keep foren substances away from the test curing th testing process. Contact with foreign
a
. may.
4 2.2 Interfering substances: N interference was seen with the folowing substances when tesed ot the ayone o e
5. <6 drops). yone v head
may occur fexcesive sample reatment bufer s use (5.3..> .rops). urylsurg
e 2
o ™ 2
s o a3 shortage of nasal i
B (v the amountof N i = e,
et us T 26. Dispose of used specimens, st carcs and other wast Into waste contine in sccordance with
Antigen Rapid Immunochro- — relevant local
P product insert only. 27. 1tis suggested in the comp: peopl normal vision for
procadures may alter th peformanc of tetest. s ol
11 The presence of high concentration mupirocin may interfere with the product and may cause false positive v
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