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This product is a rapid, lateral flow immunoassay intended for the qualitative detection of
SARS-CoV-2 nucleocapsid antigens from anterior nasal swabs that are self-collected by an individ-
ualaged 18 years or older or are collected by an adult from an individual younger than 18 years old.
This test is intended for use in individuals with symptoms or other epidemiological reasons to
suspect a COVID-19 infection. This product is intended to be used as an aid in the diagnosis of
SARS-CoV-2 infection.
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Non-invasive Simple to use No prescription needed

Rapid, get result in 15 minutes Stable, with high accuracy Inexpensive, cost-efficiency




Clinical performance

The clinical performance study for SARS-CoV-2 Antigen Rapid Test Kit was conducted in Germany. A
total of 222 clinical samples were used to perform the test. The positive and negative samples were
all confirmed by PCR. The diagnostic sensitivity and diagnostic specificity of the product was 95.9%
(90.8-98.2%) and 100% (96.3-100.0%) respectively.

Results with correlation to Ct value of the positive samples were shown in the table below

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%




Operating Steps

Wash and dry hands. Then take out test card
from outer package.

SARS-CoV-2
Antigen Rapid Test Kits

(Colloidal Gold Immunochromatography)

1 Test

Take out swab from stick-end, refer to standard
anterior nasal swab specimen collection to collect
—7  specimen:
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g Open swab package
at stickend

Swab left
nasal cavity
Note: Do not touch the swab head. Note: Sampling in both nasal cavity sample is required.

Swab right
nasal cavity

The nasal swab head should be entirely inserted into the nasal cavity until you feel resistance
(about 2-3cm), and gently rotated 5 times. When it was removed, specimen should be taken in
the same way in another nasal cavity to ensure the collection of enough specimens. The
length of anterior nasal cavity of users may be different in different regions, 2~3cm is only for
reference. It is recommended for user to insert swab until feel resistance.

Add 6 drops of the Sample Treatment Solution to
well A. Then rotate the swab for 2 rounds, each
direction in the buffer.

>~ O Keep the card
flat on table

Note: False negative
results may occur if
~~~~~~~~ '\ the sample swab is
not turned before
closing the test card.

Note: Do not rotate
the swab while
dropping the sample

Rotate clockwise and
counterclockwise twice -

Wait for the appearance of purple-red line. Test
results should be read within 15-20 minutes.

Results reading
window

O Keep the card
flat on table,
Do not move

the test card 15-20 min

SARS-CoV-2
P

Note: False results can occur if the card is disturbed/moved.
Note: False results can occur if the test results are read before
15minutes or over 20 minutes.

Place test card flat on table, remove cover-lay-
er of adhesive.

Insert the swab head into well A from the bottom of
well B.

(D Keep the card
flat on table -

Fold the left side over, fit two sides together
completely, start timing.

O Keep the card
flat on table

After test, put the test card, swab, and sample
treatment solution bottle into outer package and seal
it tightly. Dispose the bag in waste container accord-
ing to local laws and regulations. ——
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Interpretation of Test Results

-Positive (+): A purple-red band appears in the Control Line (C) and Test Line (T).

Solid Line Faint Line

C Control Line
The bottom line can be

T Test Line OR very faint Any pink/purple
line visible here is positive.
Positive Positive

‘Negative (-): Only the Control Line (C) shows a purple-red band. No purple-red band appears
in the Test Line (T).

C Control Line

Test Line

Negative

n

‘Invalid: If “no purple-red band appears in Control Line (C)" and “a blue band appears in the
Control Line (C)" , it indicates that the operation process is incorrect or the test paper has been
damaged. In this case, please read the instruction manual carefully again and retest with a new
test paper. If the problem persists, please stop using this batch of products immediately and
contact your local supplier.

C Control Line
T Test Line

Invalid Invalid Invalid Invalid



Product specifications

25 Tests

R

Self-testing Test Site Airport Corporation Mass Screening




9 LEPU MEDICAL

K @

SARS-Co
(Colloidal Gold Immunochromatography)

2 Antigen Rapid Test Kits for Self-tes

ForIn Vitro Diagnostic Use Only
[Packing Specificati
1 tesulit, 5 tests/hit, 10 testsit 25 tests/Ki, 50 tstsit

C€0123 MDD 9342/EEC
Manufacturer 1: Zhejiang Gongdong Medical Technology Co. LidBeicheng Industrial Arca 318020
Huangyan China

€€0197 MDD 9342 EEC

Manufacturer 2: Jiangsu Changfeng Medical Industry Co.,
‘Yangzhou 225109 Jiangsu China

C€0197 MDD 93/42/EEC

Manufucturer 3 Shenzhen KangDaAn Biological Technology Co, Ltd Liuxiandong industsial zone Xili
stret Nanshan distict Shenzhen 518055 Guangdong China.

C€0413 MDD 0342/EEC

Manufacturer 4: Medico Technology Co, Lid Zhangbei Industrial Park, Longehen Street, Longgang
d henzhe . China

Lud. Tougiao Town Guangling District

y

Swab Left Nosal Covity

Swab Right

sal Coviy

Specimen preservtion: Afler the specimen are collected, plase est immediately afler sampling. Do not

complet the test over 1 hour.
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[intended Use]

This product i rapi, el low immncsay innded for SARS-CoV-2

“Test card consists of paper shell, est stip, sample well and adhesive tape. The test sirip, sample well and

from anteior nasal aged I8 years or
o e e s o n il soume o 15 e o T  mended o
oth

“The teststrip consists of gold 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
line (1)

“This produ s intended to be used as an id i the diagnosis of SARS-CaV-2 infection.
Res, e for the et of the SARS-CoV-2 mclnapsid prosinamign: The nign s
Positive resuls

indicate the presence of viral antigens, but the clinical correlation with past medical history and other

infection or viruses,

. if necessary,
2 infection and
iding miosion
recent exposures,

for patient management, may be performed. Negative results do not rule out SARS-
should o be s s e sl bais o eiment o paten maageent decisions
contrl decisions. Negative resuls should in the 3 patient’s

OviD15
Individuals who test negative and continue to experience COVID-Jike symptoms should seck follow up
care from their healthears provider

Uintroduction]

The virus
is koo o vt o s such s ol Midle Bt Respirony Syndoms (MERS) and Sevre
Aot Respitory Syndrome (SARS): The cors prteinof SARS-Co'2 i N prtein (Nilcapeid
which is a inid the vis s

commonly
TS e it of oty i o sy
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[Princinle]

The current tet kit is based on specific anibody-antigen reaction and immunoassay technigue. The test
strip consists of gold marked pad (coated with gold-marked SARS-CoV-2 N profein mouse anti human
monoclonal aniibody), smple pad, NC membrane (paired SARS-CoV-2 N profein mouse ani human
monoctond] by ol o dhe st i (1) and st movse 126 polclonal aniody cotedon
the quality controlline (C) and absorbing paper.

During the tes, the N protein i n i o e g ARS.CoV-2 N prin mocne
i man monocionl anibdy pre-coted on th gk marked pd,and th conugate movs upward
snderte caplary Tt nd hen i ped by N proin mouse an i monclonal snibody

o the quality contrl line (C)) and absorbing paper

LGeneral description]

The SARS-CoV-2 Antigen Rapid Test Kits for Sel testing (Colloidal Gold Immunochromatography)
contains 3 core elements for operaton:
card: Testcard which is book-shaped hinged

Sample (forsingle usc)
Nasal Swabs: Strile swab (for single use)

1| Sample Treatment Solution(buffer)

4. Insert the swab head info well A from the botom of well B,

chdl

5. Add6 drops of he Sample A
i the bufter.

@ Keep the card flat on
able

se: Pl negative resuls may
ifthe sample swab is nottumed before.
4

closing the tet car

Note: Do ot rotte the swab while
dropping the sample

wise twice

Q@ Keep the card fla on
able

e (T
o appe, and e ke b alr o\‘me Tes Line (7). e s 1o SARS-CoV.2 in the peimen o

Test Line (). A purple-red band will
e e ol Line (0 s af shehr e 3 i pcimen T i bnd

that appears i the Control Line (C) s the criteria
hthr e hromatogaphy rocess s nermal

[Main Components]
“The produc includes test cards, instruction for use, operaton card, disposable steile swabs and sample
1 Tbagof

desiccant.

Disposable sterile swab information
Nasal Swab could e provided based on customer's requiremen.

Name T Aeaion
Dipos I Nasal v

interpretation of Test Results]
Positive (4): A purple-red band appears inthe Control Line (C) and Test Line (1)

Solid Line Faint Line
Control Line
The botiom ne can be
Teslie  OR = very fint Any pinkipurple
Tine visible hre is posiive.
Positive Positve

your health care provider of th results. Your healtheare provider will work with you to furher con
s o COVIDID 1 dncmine o b 1.y v o st o () s i oo
medical history,symptoms and other elted medical tests

ol Lin (O Test Line (1),

c Control Line
Test Line
Nagative

A negative test resul means that proteins from SARS-CoV-2 which causes COVID-19 wer not found in your
sample.

efer . puplered . 1520 minues
! . and
10 ensure thecollecionof enough secimens. Results reading
1 Test Card I'swab - [ °
s recommended foruser o insert swab untlfel resistance window
[Material required but not provided]
Clock ortimer r stopuatch, Waste continee K ot e,
[storage Conditi Validity Period] Donotmove the st
1 valid for 15 months.
2 i
clo ks 15:20min
3
Sce package bl for dte f manfcture and cxpiaton.
[5pecimen Requirements] [—
stick end Noe: Fale reslts can oceurfthe ard i distrbedmoved
Swab eft nasal cavity Swab rightnasal cavity Not: Fale el o cecur e et s e before 1St o 20 s
measures should be taken. S Aftertest,potthe st card,swab,
(h el ity o Tl st (st 23y ety oo 3 s When s s semoved, | NI DO 1t foueh th s Note: Sampling in both nasal cavity sample is
specimen should be taken in the same way in the ofher naal cavity to cmure the caleton of cnough " required
specimens
12 Positiv est results do not rule outcoinfections with oer pathogens. Pherylhins [ ]
i
n Fluicmone
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1Determination o th Limitof Detection %4y and 1007
SARS.Co2 A Faid Test Kis i of dstcton (LOD) s emined by st il MANUFACTURER BxTCH conE:
concenmtions of inactvated new coronavirus cultre medium. Negaive naural rasal swab specimens were
clincal matix poo o be used s the diuent. nactivated new coronavinus culure medium was diued in this T Diagmostc semiivity T ]
[oe2n T I KEEP AWAY FROM SUNLIGHT KEEP DRY
T T 1
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Scltising (Clotl Go Imnunoconogrpy) LOD i e sl svsb i vas snfd 200 [Warnings and Precautions] MEDICAL DEVICE
oL 1. Forin vitro diagnostic use ony. The produc can b used fo self-tsting.
peeifcty 2.0 noteat orsmoke while handling specimens. AutoRizED
2.1 Cross-reacton: No crossreactivity was seen wih the following microorganisms when tstd at he [ Aiatoou
oo n b bl o s i o
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6. Before testing, please wash hands o wear clean gloves.
7. Please do not use the test card with damaged card bag packaging, unclear marking or beyond the
expiration date.
sA

within 1 hour afler it s taken out foil b
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[Basic Information]

Befing Lep Mdial Tchology Co, i
Building 7-1, No.37 Chaogian Road, Changping Distrct, 102200 Beijing, China
el ~86.10-80133961

Emil:lepuseryiee@lepumedical.com

9. Users shall ke samples according 1o the instruction manual. Inadequate or inapprop »

collcction may ild ermor results and retesing with a new test may be required. Paricular atention
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may be performed. Negative results should be considered in the context of an individuals recent exposures,
COVID-19.
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121 the procss of estin, the et card sl b plced o  hrizons bl and it shoid ot be
moved.

paper. 131t with the skin or eye, wash/ lush with a large volume of water.
bch of produets immeditelyandcontact your loal spplc e
r ly: ¥ ppl *: ophilus infl If skin irritation, rash er abnormal ree
c Cotrol Line ol formation of
T e 1541 atest
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Sampe — 26. Dispose of used specimens, test cards and other waste into wase contaner n accordane with
. T elevant ocal faws and regultions.
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Lepu Medical (Europe) Cooperatief U.A
Abe Lenstra Boulevard 36, 8448 B, Heerenveen,The Netherlands.
Tel: 431-515-573399. Fax: +31-515-76002

[Date of Approval and Revision of the Manual]
Approved on 01th, June, 2021
Version number: CE-EN-CG36-1n-002 A




