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Hoofdstuk 1: Algemene productbeschrijving

Il. Principe

* Card-like format, detects the nucleocapsid (N) protein of the virus.

* Gold-labelled SARS-CoV-2 N protein monoclonal antibodies immobilized on the test

area, with corresponding antibodies in the quality control area.

* Monster/specimen: Anterior Swabbed specimens from the nasopharynx (2-3 cm inside

nose)

* result in 15 minutes.

ct to change according to EU legisiation and manufacturer's desi

~~2019-nCoVAntigen Rapid Test Kit
(Colloidal Gold Immunochromatography)

2019-nCoV Antigen Rapid Test Kit

(Colloidal Gold Immunochromatography)

CIEE» Home Test

Operating Steps Interpretation of Test Results

a
Heian

Tins iow
BlFS SON BE

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

Solid Line Faint Line

Fil C Control Line
=

OR
The bottom line can

T TestLing ™™
[m—teeee. be very faint Any

” —
pink/purple line visible

Positive Positive here is positive.

34 Take out swab from stick-end, refer to standard nasal [4 Insert the swab head into well A from the bottom of

well Bswab specimen collection to collect speciman.

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

I i

f
= lang2E | og] |B the Test Line (T).

7
2 Shey "Nipue : €

[{
MX

® ) Cc Control Line

TY os (=

Lo | Test Line

Nota: Do nat touch Note: Sampling in bath nasal
© Keep

the cant

the swab head cavity Sample 1s 18quired, (

flat on table = ) N egative
Add 6 drops of the 2019-nCaV antigen test sample Fold the left side over, fit two sides togather
treatment solution to wall A, then rotate 2 rounds, each completely, start timing
direction in the buffer. :

“
. :

”" u,
PrR) RYDE.

© Oecd ® Invalid: If “no purple-red band appears in Control Line (C)" and “a blue band appears in the
flat on table rr a, 1

Control Line (C)", it indicates that the operation process is incorrect or the test paper has been

Nate; Fake negative gl } damaged. In this case, please read the instruction manual carefully again and retest with a new
results may occur ff @ Keep the card : + p 5 :

esunmzvio no:
| fiat on table test paper. If the problem persists, please stop using this batch of products immediately and

+

the test card. contact your local supplier.

Ratala clockwiseand Note: Da net rotate the |

|

counterclockivise twice A § y
Jb wieey

J
|

C Control Line

Walt for the appearance of purple-red lina. Test After test, put the test card, swab, and dilution bottlz into
|

results should be read within 15-20 minutes. outer package and seal it tightly. Dispose the bag in T Test Line
Results reading 3

waste container according to local laws and regulations.

windo —] " " y ""

(®
}

Invalid Invalid Invalid Invalid
D Keep the card

flat 01 table,

a 1520 mn

Nate: False results can occur if the card is disturbed/moved
Nate: False results can occur if the test results are read before

‘5minutes or over 20 mi
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Bedoeld gebruik van de test

Use a swab to collect anterior nasal specimen (2-3cm in nose)

Add 6 drops of buffer to well A rotate the shaft, two rounds each

Fold the left side over, and wait for 15 minutes to see the result

Step 1:

Step 2: Peel off adhesive.

Step 3: Insert swab from well B to well A.

Step 4:

direction.

Step 5:

appear on the front of the card.

lll. Doelgroep

* Laymen (leek)

Iv.

Schoolgaande jeugd (3-18)

Deze antigeen-test kan behalve als zelftest vanzelfsprekend blijvend worden toegepast

voor professioneel gebruik.

Afbeeldingen

. Benodigdheden/componenten per test

SARS-CoV-2
In Rapid Test KitAntiges

alluidal Got oochromstigraphy

5 Tos

gm
Foto 1

Dit heb je nodig per test:

1. TFU in NL-FR-EN-DE (zie verder)

2. Testkaart (geleverd in individueel

hermetisch afgesloten folie verpakking)
met pictogrammen voor step by step

uitvoering (zie design)

3. Steriele neusswap (CE0197)

4. Buffer vloeistof (voor de individuele zelf

test kit 1 pack is de buffer flacon kleiner)

HERLANDS Foto 24



2, Inhoud per verpakkingsoptie: 1PCS/5PCS/10PCS/25PCS

%
SARS-CoV-2 ce

Antigen Rapid Test Kit
RUrtf tstabh hai]

SARS-CoV-2
Antigen Rapid Test Kit

ICattitad Gold immwrscmatorapty)

1 Test

SARS CoVv-2
\ligen Rapid Test Kit

SARS-CoV-2
Antigen Rapid Test Kit

[Cutkoia Gold bmw mechagp
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3. Design verpakking en etikettering

A. Overzicht verschillen met de bestaande test voor professioneel gebruik

-Aanvullend op de verpakking per 25 test kits voor professioneel gebruik, is de SARS-

COV-2 VI-PASS antigeen rapid zelftest ook verkrijgbaar in volgende verpakkings-

eenheden: individueel verpakt, 5 pack, 10 pack en 25 pack

-Voor de zelftest werd op de buitenverpakking de naam van het product in het

Nederlands-Frans en Duits toegevoegd aan de Engelstalige benaming (foto 5)

-Voor de zelftest is de gebruiksaanwijzing herwerkt rekeninghoudend met de vereisten

van Het ministerie van Gezondheid, welzijn en Sport en de EN-IEC62366-1

-Voor de individueel verpakte zelftest wordt een kleiner buffer flacon toegevoegd ipv het

standaard bufferflesje (foto 2)

-Op de test kaart is de mogelijkheid aangebracht om naam van de testpersoon en datum

van het afnemen van de test in te vullen om mogelijke registratie van het testresultaat te

bespoedigen (foto 4)

-Elke testkaart bevat een unieke QR code om mogelijke registratie van het testresultaat te

bespoedigen door deze te linken aan een digitaal platform (foto 4)

B. Test card design

FART :98mm xX 140mm

ME ERE
*for reference only-subject to manufacturer's design restrictions and EU legislation

| 96.5mm | 98mm | 98mm | 96.5mm |

Homm

Posive Negative

Full name"

Test Date “®
SARS-CoV-2

ANTIGEN

RAPID TEST CARD
ce(Colloidal Gold)
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C. Design hermetische folieverpakking test card

RF: 185mm=135mm

Ff: PET12/AL7/PE106

HF: KOs ARES, REHS A5mm, SLE

20MM

oo

Product Name:

SARS-CoV-2 ANTIGEN RAPID TEST KIT

(Colloidal Gold graphy)

SARS CoV 2 al BEUING LEPU MEDICAL TECHNOLOGYCO. LTD.- -

Bulging7-1 Ne 37 Chacian oad, Changping Destict, Bere, 102203, PR China A

Antigen Rapid Test Kit >
(Colloidal Gold Immunochromatography)

a RorrenSamanta iy
i ®

CE 8

el

=

rl

“for reference only-subject to manufacturer's design and EU legislation

D. Outer packaging design

+

Etikettering: naam product standaard in EN-NL-DE-FR op elke

buitenverpakking (print of etiket: afhankelijk van de MOQ of

aanpassingen vereist door EU regelgeving)

\I-PASS
SARS-CoV-2 ANTIGEN RAPID TEST KIT
(COLLOIDAL GOLD)

ANTERIOR NASAL SWAB - EASY TO USE

SARS-CoV-2 ANTIGEEN SNELTEST KIT (COLLOIDAL GOLD)
ondiepe neus swab - eenvoudig gebruik
SARS-CoV-2 ANTIGEN RAPID TEST KIT (COLLOIDAL GOLD)
vorderer Nasenabstich - einfache Handhabung
SARS-CoV-2 TEST KIT ANTIGENIQUE RAPIDE (COLLOIDAL GOLD)
écouvillon nasale antérieure - usage facile

Foto 5
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+  Ontwerp verpakking 1 pack
RF :190mm X 140mm X15mm

BR: 350g HF, EMER

WE
eee

ISTIC IAG) ow sy mora ~
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aa
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eiDosyD)LEON iL Busing ¢ ool
wormnaan ownze

BIT 02 ABOU FED BUTPIUCE BUT JAINDENUEN

DIITINE AON £210 ™ ‘a1 "os

(

wy peo 2)
LIM 1S31 QldVY NIOLINY Z-A0D-SHVS ‘8WeN jonpold

"4 LEPU MEDICAL

\I-PASS
SARS-CoV-2 ANTIGEN RAPID TEST KIT
(COLLOIDAL GOLD)

ANTERIOR NASAL SWAB- EASY TO USE

SARS-CoV-2 ANTIGEEN SNELTEST KIT (COLLOIDAL GOLD)
ondiepe neus swab - eenvoudig gebruik
SARS-CoV-2 ANTIGEN RAPID TEST KIT (COLLOIDAL GOLD)
vorderer Nasenabstich - einfache Handhabung

SaRs-
CoV-2 TEST KIT ANTIGENIQUE RAPIDE (COLLOIDAL GOLD)

ouvillon nasale antérieure - usage facile

cc

*for reference only-subject to manufacturer's design restrictions and EU legislation

Foto 6
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+ Ontwerp verpakking 5 pack

FF: 190mm X 140mm X 39mm

MB :350ga+, BIER

ff; WEEE C82 M44 V:37 KO

EEN C61 M17 Y:28 KO

EE C40 M14 V:22 KO

EE C42 M1 Y:20 KO

] 5 - a

2

Eras ona) yma [~

ns Pama 3 [107]
a ee ob ThE §

=

GR00RS SAEs

SOOLLSSIEIC ToL

fume Bou LC602 00 SOIT SpURpSaENSL

w=y) VTpogesmdons(edo) owen nde G5]

8 0020) Bog am udu preyumtone)On \-4 BuPIR 's 1014Pomc Ulery GZDBLE Poy psn Bam CYHA ZA But TB]BB PRON
DUT Aboyagoa, [FAD lio Dutkez neu Vb08)450 I~ BuPIRG 004

™ on

Pio
)

A 1531 QidVY NIDILNY Z°A0D-SHVS ‘WEN jonpoid

"4 LEPU MEDICAL

\I-PASS
SARS-CoV-2 ANTIGEN RAPID TEST KIT

(COLLOIDAL GOLD)

ANTERIOR NASAL SWAB - EASY TO USE

SARS-CoV-2 ANTIGEEN SNELTEST KIT (COLLOIDAL GOLD)
ndiepe neus swab - eenvoudig gebruik
SARS-CoV-2 ANTIGEN RAPID TEST KIT (COLLOIDAL GOLD)
orderer N stich - einfache Handhvo cinfache Handhabung

KIT ANTIGENIQUE RAPIDE (COLLOIDAL GOLD)
antérieure - usage facile

*for reference only-subject to manufacturer's design restrictions and EU legislation Foto 7
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+

Ontwerp verpakking 10 pack
-zelfde print als 1 pack/5 pack

-verschillen: content op achterzijde en aantal tests op voorzijde

-afmetingen: 190mm x 140mm x78mm

R:190mm X 140mm X15mm

FR :350g2 +, BEAR

+ Ontwerp verpakking 25 pack
zelfde print als 1 pack/5 pack

verschillen: content op achterzijde en aantal tests op voorzijde

SIZE:190*140*140

#E:350gE +f, ERIE
3) $1531 ¢

Bid ff; WE C82 M88 TET RO

EE C61MIT V:28 KO

WE C49 M1822KO
EE C22 ML Y-20KO

3S TE

aware
11% 1531 Q1dVY NIDILNY 2-A0D-SHVS

3

ASY3 - BYIAS
N OLASV3 - BVM

SARS-CoV-2 ANTIGEN RAPID TEST KIT

(COLLOMAL GOLD)
ANTERIOR

I

JR NASAL SWAB - EASY TO Ut

Foto 8
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4. Gebruiksaanwijzing in het Nederlands (appendix I)

Instructies voor Lepu-medical Vi-pass Zelftest
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Hoofdstuk 2: Checklist essentiéle eisen

(appendix II)

NJ

e
001/08

mdc Checklist Essential Requirements IVDD

2020

ID: 5082

Customer Number

5082

Company

BEING LEPU MEDICAL TECHNOLOGY Co, Ltd

Products/Product groups

SARS-CoV-2 Antigen Rapid Test kit for self use - VI PASS

Conformity assessment procedure

section 2 to 5 in annex Ill of VDD 88/79/EC

Categorization

IVD others

ER Applicable standards, Documented evidence

other documents (test reports, records, others)
NA fulfilled

|. General requirements

1 The devices must he designed and manufactured in such a way that, when used under the conditions and for the

purpeses intended, they will not compromise, directly or indirectly, the clinical condition or the safety of the

patients, the safety or health of users or, where applicable, other persons, or the safety of property. Any riskg

which may be associated with their use must he acceptable when weighed against the benefits to the patient and
be compatible with 2 high level of protection of health and safety.

o ®

The solutions adopted by the manufacturer for the design and construction of the devices must conform to safety
principles, taking account of the generally acknowledged state of the art.

In selecting the most
approp!

lui

the mar srer must apply the following principles in the following
order.
— eliminate or reduce risks as tar as possible (inherently safe design and construction),
— where appropriate take adequate protection measures in relation to risks that cannot be eliminated,
— inform usersof the residual risks due to any shortcomings of the protection measures adopted.

The devices must be designed and manufactured in such a way that they are suitable for the purpases referred tg

in Article 1(2)(k), as specified by the manufacturer, taking account of the generally acknowledged state of the arl.

They must achieve the performances, in particular, where
approp , In terms of A

tivity,
i

ificity,
di i ificity,

accuracy,
ility,

repre including control of

known relevant interference, and limits of detection, stated by the manufacturer

The traceability of values assigned to calibratcrs and/or control materials must be assured through available

reference measurement procedures and/or available reference materials of a higher order.

m=

@

The characteristics and performances referred to in sections 11 and 3 must not be adversely affected to such &

degree that the health or the safety of the patient or the user anc, where applicable, of other persons, are

compromised during the lifetime of the device as indicated by the manufacturer, when the device is subjected to

the stresses which can occur during normal conditions of use. When no lifetime is stated, the same apelies for the

lifetime reasonably to be expected of a device of that kind, having regard to the intended purpose and the

anticipated use of the device

The devices must be designed, manufactured and packed in such a way that their characteristics and

performances during their intended use will not be adversely affected under storage and transport conditions

(temperature, humidity, etc) taking accountof the instructionsand information provided by the manufacturer.

*

net applicable

|=

a=

5882 efc3dOfc- 77ec-445a-ac07-deace11fc29f docx Page 10f 9
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Hoofdstuk 3: Analytische en klinische validatie

Overzicht van methode en resultaten mbt sensitiviteit en specificiteit

Clinical performance

A total of 508 clinical specimens based on nucleic acid assay (PCR) were collected, including 243 positive specimens

and 265 negative specimens. After comparing this product with nucleic acid assay (PCR) through the collected clinical

samples, the results are summarized as follows:

NT [To Toi 6 l= otor=)TA (| 2d © 24)
SARS-COV2 Antigen

Rapid Test Kit
Positive Negative

Positive 231 1

Negative 12 264

Analysis of sensitivity 95.06% ( 95%Cl1:91.57%~97.15% ) /

Analysis of specificity / 99.62% ( 95%CI:97.89%~99.93% )

Performance against the Comparator Method-by Cycle Threshold Counts.

N[VTe[ET oR= Toile I= or:VA(ad@1 29)
SARS-COV2 Antigen

Rapid Test Kit
Positive(Ct<32) Positive(Ct=25)

Positive 227 202

Negative 8 3

sensitivity 96.60% ( 95%C1:9343%~98.27% ) | 98.54% ( 95%CI:95.79%~99.50% )

Foto 10

Validatiestudies

1. nalysi ificity Investigation R ndix lI

by Beijing Lepu Medical Technology Co., LTD

Dit rapport presenteert de cross-reaction onderzoeksresultaten van deze

SARS-CoV-2 Antigen Rapid Test Kit. Aangezien het ontwerp van de zelftest

behalve de gebruiksaanwijzing identiek is aan deze voor professioneel
gebruik, kan dit rapport voor de aanvraag als zelftest gelden.

Contents

1 Overview 2

2 Information about the kit used in this 2

3
gation

method 3

3.1 Content of 3

3.2 Viidation information. oo

3.3 Validation informati 3

4
jonal

results. a

4.1 Test resultsof nasal
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2, PEI report: Paul-Ehrlich-Institut Sensitivity evaluation (appendix IV)

by Paul Ehrlich Institut

- Dit vergelijkend rapport van een groot aantal SARS-CoV-2 rapid antigen
tests POCT met verscheidene ontwerpen en fabrikanten met eenzelfde

monster-set toont een overzicht van de “current state of the art” test

resultaten mbt sensitiviteit.

- De Lepu Medical SARS-CoV-2 Antigen Rapid Test Kit is opgenomen in de

lijst van goedgekeurde testen door PEI sinds november 2020.

3. hner Institut report extract laymen valuation ndixV
- In het testprotocol van het Johner report zijn 27 acceptatiecriteria voor

correct en veilig gebruik als zelftest van het product gespecificeerd. Daarbij
werd rekening gehouden met de eisen uit EN-IEC62366-1.

-

Op basis van deze testresultaten werden toevoegingen aan de

gebruiksaanwijzing van de zelftest aangebracht om het gemak van deze

zelftest te verhogen en fout gebruik uit te sluiten.

Hoofdstuk 3: Documentatie risk management

1. Stability study report (appendix VI)

by Beijing Lepu Medical Technology Co., LTD

Dit rapport omvat een onderzoek naar de voornaamste risicofactoren die het

resultaat van deze zelftest kunnen beinvloeden:

- onderzoek opslag risicofactoren: investigate and determine storage life

- onderzoek transport risicofactoren: investigate and determine stability

during transportation
- onderzoek en vastleggen van de risicofactoren in het gebruiksproces

ga Ondertekende verklaring van fabrikant mbt post-market surveillance

appendix VII

by Beijing Lepu Medical Technology Co., LTD
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Iv.

VI.

Hoofdstuk 4: Certificaties en registraties
E larationof conformityvoor pr ioneel ruik van nti n

sneltest :Document number CE-DOC-CG27 (appendix VIII)

- Directive: 98/79/EC of the European Parliament

Section 2 to 5 in Annex III of IVDD 98/79/EC

Annex |

= EN ISO 13485:2016

- EN 1SO 14971:2019

- EN ISO 15223-1:2016 general requirements (symbols)
- EN ISO 18113-1:2011 part 1

- EN ISO 18113-2:2011 part 2

- EN ISO 23640:2015

- EN 1SO 13612:2002/AC
- IEC62366-1:2015

EN ISO 13485:2016 certificate by TUV Rheinland (appendix IX)

BfArM registratie op de lijst van Covid19 Antigeen Rapid test for self use

(appendix X)
, registratienummer: 5640-5-253/21
-

Duitstalige naam van deze test: NASOCHECK

- link: hitps:/ / www.bfarm.de/DE/Medizinprodukte/ Antigentests/
node. html;jsessionid=10DCICD54BF4DAD2DDD67976A8638C6E.2_cid329

BfArM registratie op de lijst van Covid19 Antigeen Rapid test for

professional use (appendix XI)
- 4 AT052/20 en

ines)
20

E mmonlist registratie SARS-CoV-2Anti n Rapid test for prof ional

use (appendix XII)
= link: https:

/

/oc.curopa.en/health/ sites health / filespreparedness response/does {covid 19_rat_ common list en.pdf

- momenteel loopt de certificatieprocedure voor zelftest bij NB0197

TUV Rheinland voor het verkrijgen van CE0197 voor dit product.
- datum verwachte uitgave: Eind April 2021
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