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

LEPU MEDICAL

(Colloidal Gold Immunochromatography)

For In Vitro Diagnostic Use Only
[Packing Specifications]
1 test/kit, 5 tests/kit, 10 tests/kit, 25 tests/kit, 50 tests/kit

Swab Left NasalCavity Swab Right Nasal Cayit

district, Shenzhen, 518100 Guangdong, China complete the testover 1 hour.
No. Catalogue number Spec.
1 Gesins R (€ 0197 MDD 93/42/EEC K7HVW OHWKRGL
> CG3605 5 tests/Kit Manufacturer 5: Goodwood Medical Care Ltd. 1-2 Floor, 3-919, Yongzheng Street, Jinzhou District,
3 CG3610 10 tests/kit Dalian 116100 Liaoning, China Pleasereal theinstructionfor use competely beforeperforming ary test, anduse the eagetsard specimens
é gggggg gg :Zzzﬁ Spec. _ Test card| Instruction manual |Operation card Sample treatment solution Sw_abs after retuming to room tempeatire. ’
1 test/ kit 1 test L L o1 1 piece 1. Washanddry hands. Then takeout testcard from outer package.
KProduktname. 5 tests / kit 5 tests 1 1 of 5 pieces
10 tests/kit | 10 tests 1 1 o1 10 pieces
SARS-CoV-2 Antigen Rapid Test Kits for Self-testing (Colloidal Gold Immunochromatography) 25 tests / kit 25 tests| 1 1 o1 25 pieces
50 tests / kit 50 tests| 1 1 (o) 50 pieces

sienaediCsEs Test card consists of paper shell, test strip, sample well and adhesive tape. The test strip, sample well
This product is a rapid, lateral flow immunoassay intended for the qualitative detection of SARS-Co¥efhesive tape are attached on the paper shell.

nucleocapsid antigens from anterior nasal swabs that are self-collected by an individual aged 18 yeauseotest strip consists of gold marked pad (coated with gold-marked SARS-CoV-2 N protein mouse 4
older or are collected by an adult from an individual younger than 18 years old. This test is intendedh@ian monoclonal antibody), sample pad, NC membrane (paired SARS-CoV-2 N protein mouse g
use in individuals with symptoms or other epidemiological reasons to suspect a COVID-19 infection. human monoclonal antibody coated on the test line (T) and goat anti-mouse IgG polyclonal antibody coq
This product is intended to be used as an aid in the diagnosis of SARS-CoV-2 infection. on the quality control line (C)) and absorbing paper.

Results are for the identification of the SARS-CoV-2 nucleocapsid protein antigen. The antigerTtie main compositions of sample treatment solution include tris, tritonX-100, sodium caseinate.
generally detectable in anterior nasal swab specimens during the acute phase of infection. Positive rnjllft

indicate the presence of viral antigens, but the clinical correlation with past medical history and oK*HQHUDO GHVFULSWLRQL 1 Test
diagnostic information is necessary to determine infection status. Positive results do not rule out bacigfialsars-cov-2 Antigen Rapid Test Kits for Self-testing (Colloidal Gold Immunochromatography
infection or co-infection with other viruses. The agent detected may not be the definite cause of disegsfiains 3 core elements for operation:

Negative results should be treated as presumptive and confirmation with a molecular assay, if necess@gt card: Test card which is book-shaped hinged test cardboard containing the test strip (for single use)
for patient management, may be performed. Negative results do not rule out SARS-CoV-2 infection ??ﬁmple Treatment Solution: Bottle containing sample treatment solution (for single use)
should not be used as the sole basis for treatment or patient management decisions including infi ClgR 4| Swabs: Sterile swab (for single use)

control decisions. Negative results should be considered in the context of a patient's recent expos Jres,

history and the presence of clinical signs and symptoms consistent with COVID-19.

Individuals who test negative and continue to experience COVID-like symptoms should seek follow
care from their healthcare provider.

2. Race tstcard flat on table,remove over-layer of adhesive.

D o veoca

Kintroduction L

Coronavirus, as the broad family of viruses, is a single strand plus RNA virus with an envelope. The \
is known to cause major diseases such as cold, Middle East Respiratory Syndrome (MERS) and S|:
Acute Respiratory Syndrome (SARS). The core protein of SARS-CoV-2 is N protein (Nucleocaps|:
which is a protein component inside the virus. It is relatively conservative amdhg& U R Q DandLis X v
commonly used as a diagnostic tool for coronavirus. As the key receptor for SARS-CoV-2 to enter ¢
ACE2 is significant for the study of viral infection mechanisms.

Posive  Negaive
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1 Sample Treatment Solution(buffer)

KPrinciple L

The current test kit is based on specific antibody-antigen reaction and immunoassay technique. Th !
strip consists of gold marked pad (coated with gold-marked SARS-CoV-2 N protein mouse anti hui

SARSCo/-2  C&

Anien Rapi Tes Kiss

(Coloidal G4 Immunchvomatogapty)

monoclonal antibody), sample pad, NC membrane (paired SARS-CoV-2 N protein mouse anti hu 1a..

monoclonal antibody coated on the test line (T) and goat anti-mouse 1gG polyclonal antibody coated on

the quality control line (C)) and absorbing paper.

1 Swab

1 Test Card

During the test, the N protein in the specimen binds to the gold-marked SARS-CoV-2 N protein m0§ 3GZKXOGR XKW[OXKJ HEZ TUZ VXU\OJKJ

anti human monoclonal antibody pre-coated on the gold marked pad, and the conjugate moves up
under the capillary effect, and then is trapped)by N protein mouse anti human monoclonal antib

I . .
g&&a’ timer or gopwatch Waste containe

conjugate fixed in the Test Line (T). The higher the N protein content in the specimen, the more conjugg 9 ZUXGMK )UTJOZOUTY GT&<GROJOZ_6KX0OUJ

are trapped, and the darker the color of the Test Line (T). If there is no SARS-CoV-2 in the specimen or . i . X

the virus content is below the detection limit, no color appears in the Test Line (T). A purple-red band il"étestkit shaild besoredin adry and dark placewith tempeature of 4-30 ¥ , valid for 18 morths.
appear in the Control Line (C) regardless of whether there is a virus in the specimen. The purple-red Balitgvalidity period of thetestcard is 1 hour ar openngits innerpadageandit is suygested thatthesirage
that appears in the Control Line (C) is the criteria for determining whether there is enough specimen!§ieRuIre shoud be4 ~30 ¥ andthehumidity shoud not exceed’0%

whether the chromatography process is normal.

KMain Components

The product includes test cards, indruction for use, opeation cad, disposble serile swabs and ample
treatmeat sdution. Ead reagent kt contains 1 novel caronavirus(SARS-CoV-2) artigen testcard and 1bagof
desccant.

Disposale sterile sweb information
Nasal Swab could be provided basedon cugome’s recuirement.

I Name Application

\ Disposable sterile swab information \ Nasal swab

3.The sample teatmett solution should be wsed immeliately after opering.
Seepadkagelabelfor dateof mandacure ardl expiration.

49VKIOSKT 8KW[OXKSKTZY

Thistestkit is stitablefor testing human anteior nasl swabspecimers:

Specimencollection: Duiing the cdlection process relevant pasonnelshould be well protectel to awid direct
contactwith thespecimenIn caseof acciertal contact,timely disinfection stoud becaried outand recessry
measures bould be t&en.

Anterior nagl swabspecimean cdlection: During asmpling thenasal swabheal shouldbeentirely inserted into
the nasal cavity until you feel resisance (abait 2-3cm), ard gently rotated5 times. Wrenit was emoved,
speciman should be takenin the smeway in the other nasal cavity to ersure the ciection of enowgh
specimars

3. Takeout sweb from stick-end, referto gardard arterior nasal swab specimencadl edion tocollect specimen:
Thenasalswab head shouldbeentirely insatedinto thenasakavity until you feelresisance(abou 2-3cm),and
gentlyrotated Stiimes. Whenit wasremovedspecmenshauld betakenin thesameway in arother nasal cavity
to ensue thecollection of erough specimens

*The lengthof arterior nascavity of usersmay bedifferentin differentregons, 2~3om isonly for refeence It
is rrcommendedfor use to insert swab wtil feelresstarce

] 2-3cm 2-3cm
x5 l J’ x5
L
Openswab packaye at
stick end
g Swableft nasal cavity ~ Swab ight nasal cavity

Note Do nat touch the swab
heal.

Note: Sampling in both nas& cavity samge is
requied.



4. Insert theswabheal into well A from the bétom d well B.

Lav cG 01 REVOS

Keg the cad flat on
table

5. Add 6 dopsof the @nple Treatmet Sdutionto well A. Thenrotatetheswab for 2rounds ead direction
inthe buffer.

N (O Keepthecad flat on
table

Note: Falsenegative resuts may occur
if the sampé swabis nat turnedbefore
closng thetest card.

Note: Do notrotate the swab while
dropping thesample

Rotateclockwise and courterclock-
wise wice

6. Fddtheleft Sde over, fit two sdestogether conrpletely, sart timing.

@ Keepthe cad flat on
table

7. Wait for the gppeaarce of purge-red line. Test resuts should be read within 15-20 minutes.

Results reading
windo w

@ Keepthe cad flat on table
Do nat move thetestcard

1520 min

Note: False results can occur if thecard is distirbed/moved
Note: Falseresuts can occu if thetest resuts arereadbefore 15minutes or over 20 minutes

8. After test, put theestcard, swab, and sanple treatmensolution bdtle into outer padage andesalit tightly.
Dispose thebagin medical wage container acording to locallaws ard regulations

K, QWHUSUHWDWLRQ RI 7THVW 5HVXOWVL
- Posgtive (+): A purple-redbard gppeas in the Grntrol Line (C) ard Test Line (T).

Sdid Line Faint Line

Postive
A postive test resilt meansthatyoumayhaveCoronaVirus Disease2019 (COVID-19). It isimportant to inform
your healthcare povider of the redlts. Your healhcare provder will work with you to further confirm the

diagnoss of GOVID-19 and detemine how best to care for youbased on your test resut(s) along with your
medicalhistory, symptons andother related medical &s.

¢ Negatve (-): Only the Cantrol Line (C) stowsapurple-redband No purple-red kard appeasin the Test Line (T).

A negativetest resiit meansthat proteins from SARS-CoV-2 which cases ®VID-19 werenat found inyour
sample

Negatie resilts are prasmptive andcorfirmation with a mdecular assay, if necessry, for patient management
may be paformed Negative resilts should be corsidered in thecontext of an ndvidual's recentexposues,
history ard the prenceof clinical signsard symptoms consigentwith COVID-19.

¢ Invalid: If “no purple-redbandappeasin Control Line (C)"and“a blue bad gppeasin the Control Line (C)”,

12. Postive test reaults donat rule out co-infections with other mthogens

13. Negativetest realltsare na intendedto rule in other n@-SARS viral or bacteial infections

14. Negativeresuts do not le out COVID-19 infectionand it maybe recessary to oktain additi onaltesting with
a mdecula assy, if needel for patientmanagement

15. Postive test reailts dona diff erentiatebetveenSARS-COV andSARS-CoV-2.

} Internal Quality Control ~

Theproducthas arestLine (T) and aControl Line (C) orthe surfaceof thetestcard. Neitherthe TestLine (T)
nor the Cantrol Line (C) isvisible in the resut window before aplying a pecimenThe cortrol line isusedfor
procediral control ard should always appea if the test procedire is peformed propely ard thetest reagent of
thecontrol line ae working.

} Product Performancelndex ~

1.Determination of the Li mit of Detedion

SARS-CoV-2 Antigen Rapid Test Kits limit of detecton (LOD) was etemined by evalating different
concentations of inactivatel new coronavirus culture medium. Negative naural nasal swab specimens were
elutedin 6 dropsof sanple treatmensdution. 20 Swabeluates werecombinel and mixed th@oughly to createa
clinical marix pool to be used asthe diluent. Inactivatednew @ronavirus cuiture medum wasdiluted in this
naural nasal swab matix pool to geneatevirusdilutions for testing.

Thetesting waspeformedacaording to thetest procedue, with thevirusdilutionsaplied directly onto theSwab
to prepae the ontrived nasal swabsamples.

The LOD was e@temined as theowest vius concentration thatwas etectel » 95%of thetime (i.e., concentra-
tion at which at least 19 outof 20 replicates tested postive). TheSARS-CoV-2 Antigen Rapd Test Kits for
Self-testing (Cdloidal Gdd Immunodromabgraghy) LOD in naural nasal swab matix was corfirmed 200
TCID50/mL.

2. Analysis of specficity

2.1 Crossreadion: No craoss-eactivity was e with the following microorganisms when tested at the
concentation preseredin thetablebelow.

Potential Cross-Reactant
Human coronavirus OC43
Human coronavirus 229E
Human coronavirus NL63
Human coronavirus HKU1 recombinant N protein
adenovirus
Human metapneumovirushMPV
MERS coronavirus recombinant N protein
Parainfluenza virus 1
Parainfluenza virus 2
Parainfluenza virus 3
Parainfluenza virus 4
Influenza A
Influenza B
Enterovirus EV68
Respiratory syncytial virus

Test Concentration
10° TCID50/mL
10° TCID50/mL
10° TCID50/mL

J P/
10° TCID50/mL
10° TCID50/mL

J P/
10’ TCID50/mL
10° TCID50/mL
10° TCID50/mL
10’ TCID50/mL
10° TCID50/mL
10° TCID50/mL
10’ TCID50/mL
10° TCID50/mL

it indicates thatthe opeation processis incrrector thetest paper has @endamaged. In thiscase, pl dthe
indruction manualcarefully again and retest with anew test pape If the poblem pesists, please $op using this
batch @ products immediately andcortactyour local sugplier.

Control Line
Test Line

Invalid Invalid Invalid Invalid

K/LPLWDWLRQV RI WKH WHVWLQJ PHWKRGL

1. Thetest resilts of this poduct should becombined with ather clinicalinformationard conprehensvely judged
by physcians,andslould nat be usedasthe only criterion.

2. Thisproductis only usedto detemine henovel caonavirus (SARS-CoV-2) antigenin thespecimen

3. A negative testresut may occu if the levelof antigen in asampleis kelow the detectin limit of thetest.

4. False ngjativeresults mayoccu if aspecimen is impropely collectedor hardled

5. Invalid resilts mayocaur if inadeg npletreatmenbuffer is ued(eg., <6 drops). False negtiveresilts
mayoccu if excessve sanple treatmenbufferis used(eg.,> 6 drops).

6. False ngyativeresults mayoccur if specimerswabsare nat twirled within thetest card.

7. False ngyativeresults mayoccu if swabs are stored in their pape steath ater specimen collection.

8. False neativeresults are norelikely after seven dgs or more o symptoms.

9. Thistestdetecs both viable (live) and nm-viable SARS-CoV-2. Test paformancedep@dsontheamount of
virus @ntigen in the smpleard may or may not correlatewith viral culture resiits peformed on the same
sample

10. Thepeaformanceof theSARS-CoV-2 AntigenRapid Test Kits for Sif-testing (Colloidal God Immunachro-
mabgraphy) was ewaluatedusng the procedures provided in this groductinsertonly. Modificationsto these
procecuresmayalter the peformanceof thetest.

11. The preenceof high concentation mupirocin may interfere with the praluct andmay cause false pogive
reailts.

Rhinovirus 10° TCID50/mL

Measles virus 10° TCID50/mL

Varicella zoster virus 10° TCID50/mL
Haemophilus influenzae 10 CFU/mL
Chlamydia pneumoniae 10° CFU/mL
Legionella pneumophila 10 CFU/mL
Mycobacterium tuberculosis 10 CFU/mL
Streptococcus pneumoniae 10 CFU/mL
[ Streptococcus pyogenes 10" CFU/mL
Bordetella pertussis 10° CFU/mL
Mycoplasma pneumoniae 10° CFU/mL
Candida albicans 10 CFU/mL
Staphylococcus epidermidis 10 CFU/mL
Staphylococcus aureus 10" CFU/mL
Pneumocystis giraldii 10° CFU/mL
Staphylococcus salivarius 10" CFU/mL

Combined human nasal Lotion !

concentration presented in the table below.

Potential Interfering substances Test Concentration

Mucin 0.5%
Human whole blood 4%
HAMA 60 ng/mL
Biotin J P/
Benzocaine 2 mg/mL
Zanamivir J P/
Ribavirin J P/
Lopinavir J/
Ritonavir J P/
Acetylsalicylic acid 2 mg/dL
Ibuprofen 25 mg/dL

2.2 Interfering substances:No interference was seen with the following substances when tested at th



Phenylephrine

15%

} Explanation of Symbols~

Strepsils (flurbiprofen 8.75mg)

5%

5%

DO NOT REUSE

USE-BY DATE

Oxazole (nasal spray) 15%
Fluticasone 5%
Sodium chloride (containing preservatives) 10 mg/mL DO NOT USE IF CONSULT
Beclomethasone J P/ PACKAGE IS DAMAGED INSTRUCTIONS FOR USE
Budesonide 4ng/mL
Mometasone 2ng/mL 2

Throat candy (Mint)

Naso GEL (NeilMed)

5%

3. Clinical performance

The clinical performance study for SARS-CoV-2 Antigen Rapid Test Kit was conducted in Germany. A toj

30°C

al 4°C

—

TEMPERATURE LIMIT

[l
=
l

DATE OF MANUFACTURER

of 222 clinical samples were used to perform the test. The positive and negative samples were all confirneeHsy
PCR. The diagnostic sensitivity and diagnostic specificity of the product was 95.9% (90.8-98.2%) and 100%
(96.3-100.0%) respectively. MANUFACTURER BATCH CODE
Results with correlation to Ct value of the positive samples were shown in the table below.
Ct Value Diagnostic sensitivity 95%ClI \\:// ‘ 4‘("
. 96.2 % 88.3-98.7% N KEEP AWAY FROM SUNLIGHT| KEEP DRY
96.0 % 90.0-98.4% PN
95.5% 90.0-98.1% s
95.9 % 90.8- 98.2%

} Warnings and Precautions~

1. For in vitro diagnostic use only. The product can be used for self-testing.

IN VITRO DIAGNOSTIC
MEDICAL DEVICE

c € CE MARK
0197

2. Do not eat or smoke while handling specimens.
3. The temperature and humidity of the experimental environment should be avoided to be too high,
reaction temperature should be 15-30°C and the humidity should be below 70%.

AUTHORIZED
REPRESENTATIVE
IN THE EUROPEAN
COMMUNITY

CATALOGUE NUMBER

REF

4. The packaging bag contains desiccant, do not eat.
5. It is recommended to test in a well-lit environment.

} Basic Information ~

6. Before testing, please wash hands or wear clean gloves.

7. Please do not use the test card with damaged card bag packaging, unclear marking or beyond the I

expiration date.
8. A test card should be used within 1 hour after it is taken out from the aluminum foil bag.
9. Users shall take samples according to the instruction manual. Inadequate or inappropriate sample

collection may yield error results and retesting with a new test may be required. Particular attenti“

needs to be paid to appropriate sample collection technique.
10. Remove the covering layer of double-sided adhesive to prevent liquid splashing before testing.
11. Do not drop the dilution buffer into the wrong well.

Beijing Lepu Medcal Tectmology Co., Ltd.

Building 7-1,No0.37 Chaogian Roal, Chargping District, 102200 Beijing, China
Tel: +86-10-80123964

Email: lepuservice @lgoumedical.com

Wel: en.lepumedical.com

Lepu Medical (Europe) Cooperatief U.A.
Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, The Netherlands
Tel: +31-515-573399 Fax: +31-515-76002

12. In the process of testing, the test card should be placed on a horizontal table, and it should no.}_Date of Approval and Revision of the Manuak-
moved. Approved on 01th, June, 2021;

13. If the buffer solution makes contact with the skin or eye, wash/ flush with a large volume of water.
If skin irritation, rash or other abnormal reaction occurs, please get medical advice/attention.

14. Avoid splashing or aerosol formation of specimen and buffer.

15.All users have to read the instruction prior to performing a test.

16. Do not mix or interchange different specimens.

17. Do not mix reagent of different lots or those for other products.

18. To avoid contamination, do not touch the head of provided swab when

opening the swab pouch.

19. To avoid cross-contamination, do not reuse the sterilized swabs for specimen collection.

20. Do not dilute the collected swab with any solution except for the provided extraction buffer.

21. Keep foreign substances away from the test during the testing process. Contact with foreign
substances, specifically bleach, may result in an incorrect test result.

22. Nasal swabs are not recommended for anyone who is prone to nosebleeds or has had facial or head
injury/surgery in the last 6 months.

23. Patients with severe allergic rhinitis may have false positive results.

24. For patients with severe dry nasal mucosa, the sample volume may be insufficient due to the serious
shortage of nasal secretions, resulting in inaccurate results.

25. Do not refrigerate or use after the expiration date (see packaging bag for expiration date).

26. Dispose of used specimens, test cards and other waste into waste container in accordance with
relevant local laws and regulations.

27. It is suggested that the test should be performed in the company of people with normal vision for
abnormal color vision users.

Version number: CE-EN-CG36-In-002 A




