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EUROPEAN COMMISSION 
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY 
 
Public health, country knowledge, crisis management 
Health Security and Vaccination 
   

 EU health preparedness:  
A

 
common list of COVID-19 rapid antigen tests, 

including those whose test results are mutually 
recognised, and a common standardised set of data to 

be included in COVID-19 test result certif icates
 

 

 

 

Agreed by the Health Security Committee 
on 17 February 2021

 

 

 

III. Rapid antigen tests of which the test results are mutually recognised 

As stipulated in point 15 of the Council Recommendation of 21 January 2021, Member States 

will agree on a selection of rapid antigen tests of which they will mutually recognise the test 

results for public health measures, based on the information included in the common list (see 

Annex I).  

The Health Security Committee agrees that, for rapid antigen test results to be mutually 

recognised, at least three Member States should be using a rapid antigen tests in practice. 

Based on this criterion, Member States agree that the results of the following rapid antigen 

tests will be mutually recognised for public health measures:  

x Abbott Rapid Diagnostics, Panbio™ COVID-19 Ag Rapid Test 

x AMEDA Labordiagnostik GmbH, AMP Rapid Test SARS-CoV-2 Ag 

x Becton Dickinson, BD Veritor System for Rapid Deteciton os SARS-CoV-2 

• Beijing Lepu Medical Technology, SARS-CoV-2 Antigen Rapid Test Kit (Colloidal 
Gold immunochromatography) 

x BIOSYNEX SWISS SA, BIOSYNEX COVID-19 Ag BSS 

x CerTest Biotect S.L., CerTest SARS-CoV-2 CARD TEST 

x Hangzhou Clongene Biotech, Clungene COVID-19 Antigen Rapid Test Kit 

x Healgen Scientific Limited, Coronavirus Ag Rapid Test Cassette (Swab) 

x LumiraDX UK LTd, LumiraDx SARS-CoV-2 Ag Test 

x nal von minden GmbH, NADAL COVID -19 Ag Test 

x Quidel Corporation, Sofia 2 SARS Antigen FIA 

x SD BIOSENSOR, Inc., STANDARD F COVID-19 Ag FIA 

x SD BIOSENSOR, Inc., STANDARD Q COVID-19 Ag Test 

x Siemens Healthineers, CLINITEST Rapid COVID-19 Antigen Test 

x Xiamen Boson Biotech Co, Rapid SARS-CoV-2 Antigen Test card 

x Zhejiang Orient Gene Biotech Co.,Ltd, Coronavirus Ag Rapid Test Cassette (Swab)  

EU Common List of COVID-19 Rapid Antigen Tests
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Beijing Lepu Medical Technology Co., Ltd. 

Building 7-1 No.37 Chaoqian Road, Changping District, Beijing, 102200, P.R. China 

 

Manufacture Address: Beijing Lepu Medical Technology Co., Ltd. 
Building 7-1 No.37 Chaoqian Road, Changping District, 
Beijing, 102200, P.R. China 
 

European Representative: Lepu Medical (Europe) Cooperatief U.A. 
Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, The 
Netherlands 
 

Product information: 
 

SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold 
Immunochromatography) 
Model:  
1 test/kit; 5 tests/kit; 10 tests/kit; 25 tests/kit; 50 tests/kit 
 

Classification: Others (not in List A and List B) 
 

Conformity Assessment Route: Section 2 to 5 in annex III of IVDD 98/79/EC 
We herewith declare that the above mentioned products 
meet the provisions of the following EC Council Directives 
and Standards. 
All supporting documentations are retained under the 
premise of the manufacturer. 
 

General Applicable Directive: DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT 
AND OF THE COUNCIL of 27 October 1998 on in vitro 
diagnostic medical devices 
 

Standards Applied: All applicable harmonized standards (published in the 
official journal of the European Communities on 25th March 
2020). 
The applicable standards are listed in Annex 1. 
 

Place, date of issue 
 

Beijing, P.R. China, 3th, Sept., 2020 
 

Signature of Management 
Representative 
 

 

VICIMED



 

Annex 1 
 
EN ISO 13485:2016 Medical devices – quality management systems - requirements 
for regulatory purposes 
EN ISO 14971:2019 Medical devices – application of risk management to medical 
devices 
EN ISO 15223-1:2016 Medical devices – Symbols to be used with medical device 
labels, labelling and information to be supplied – Part 1: General requirements 
EN 1041:2008+A1:2013 Information supplied by the manufacturer of medical devices 
EN ISO 18113-1:2011 In vitro diagnostic medical devices – information supplied by 
the manufacturer (labelling) – Part 1: terms, definitions and general requirements 
EN ISO 18113-2:2011 In vitro diagnostic medical devices – information supplied by 
the manufacturer (labelling) – Part 2: in vitro diagnostic reagents for professional use 
EN ISO 23640:2015 In vitro diagnostic medical devices – evaluation of stability of in 
vitro diagnostic regents 
EN 13612:2002/AC: 2002 Performance evaluation of in vitro diagnostic medical 
devices 
IEC 62366-1:2015 Application of usability engineering to medical devices 



 

Revision history: 

Version Revision history Author Date 

1/0 First procedure Wenna Li 3th, Sept., 2020 

 



DeclaUaWiRn 

7R ZKRP LW PD\ FRQFHUQ: 

:H, BHLMLQJ /HSX 0HGLFDO 7HFKQRORJ\ CR., /WG, ZLWK SULQFLSDO SODFH RI EXVLQHVV 

DW 1R.37 CKDRTLDQ 5G., CKDQJSLQJ DLVWULFW, BHLMLQJ, CKLQD, ZRXOG OLNH WR LQIRUP \RX 

WKDW RXU 6A56-CR9-2 AQWLJHQ 5DSLG 7HVW .LW UHPDLQ VXLWDEOH IRU WKH GHWHFWLRQ RI 

6A56-CR9-2 DQWLJHQ HYHQ LQ WKH HPHUJHQFH RI QHZO\ GLVFRYHUHG YDULDQWV LQFOXGLQJ WKH 

8QLWHG .LQJGRP YDULDQW DQG WKH 6RXWK AIULFDQ YDULDQW. 

,W FDQ EH VHHQ IURP )LJXUH 1 WKDW WKH QHZ FRURQDYLUXV (6A56-CR9-2) KDV IRXU 

PDLQ VWUXFWXUDO SURWHLQV: 6SLNH SURWHLQ (6 SURWHLQ), 1XFOHRFDSVLG SURWHLQ (1 SURWHLQ), 

0HPEUDQH JO\FRSURWHLQ (0 SURWHLQ) , EQYHORSH SURWHLQ (E SURWHLQ)ǄAPRQJ WKHP, WKH 

6 SURWHLQ LV D YHU\ LPSRUWDQW VXUIDFH SURWHLQ RI WKH FRURQDYLUXV, ZKLFK LV FORVHO\ UHODWHG 

WR WKH LQIHFWLRXV DELOLW\ RI WKH YLUXV. ,W LV WKH UHFHSWRU ELQGLQJ VLWH, F\WRO\VLV DQG WKH 

PDLQ DQWLJHQ VLWH˗1 SURWHLQ LV DEXQGDQW LQ FRURQDYLUXVHV DQG LV D KLJKO\ LPPXQRJHQLF 

SURWHLQ WKDW SDUWLFLSDWHV LQ JHQRPH UHSOLFDWLRQ DQG FHOO VLJQDOLQJ SDWKZD\ UHJXODWLRQǄ

6 SURWHLQ DQG 1 SURWHLQ DUH WKH NH\ UDZ PDWHULDOV RI WKH QHZ FRURQDYLUXV LPPXQRDVVD\ 

WHVW NLW, ZKLFK DUH RI JUHDW YDOXH IRU WKH GLDJQRVLV DQG LQYHVWLJDWLRQ RI WKH QHZ 

FRURQDYLUXVǄ 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

)LJXUH1 1HZ FRURQDYLUXV VFKHPDWLF  

7KH JHQRPH RI WKH QHZ FRURQDYLUXV LV FRPSRVHG RI 51A, DQG WKH KLJK 

UHFRPELQDWLRQ UDWH EHWZHHQ 51A FDQ HDVLO\ FDXVH WKH YLUXV WR PXWDWHǄAIWHU 

UHFRPELQDWLRQ, WKH 51A VHTXHQFH FKDQJHV, WKH DPLQR DFLG VHTXHQFH HQFRGHG E\ 

WKH QXFOHLF DFLG FKDQJHV, DQG WKH SURWHLQ FRQVWLWXWHG E\ WKH DPLQR DFLG FKDQJHV 

DFFRUGLQJO\, VR WKDW LWV DQWLJHQLFLW\ FKDQJHVǄ7KH FXUUHQW VHTXHQFLQJ UHVXOWV RI 

WKH BULWLVK PXWDQW VWUDLQ B.1.1.7 VKRZ WKDW WKH PXWDQW VWUDLQ FDUULHV D YDULHW\ RI 

JHQHWLF PXWDWLRQV WKDW PD\ HQKDQFH LWV LQIHFWLYLW\, DQG WZR RI WKH PRVW FRQFHUQHG 

PXWDWLRQV: 2QH LV WKH 1501< PXWDWLRQ LQ WKH UHFHSWRU ELQGLQJ GRPDLQ (5BD) RI 

WKH VSLNH SURWHLQ (6 SURWHLQ), DQG WKH RWKHU PXWDWLRQ LV 3681+, ZKLFK DSSHDUV DW 

WKH IXULQ FOHDYDJH VLWH RI WKH VSLNH SURWHLQ. 7KH 6RXWK AIULFDQ 501.Y2 9DULDQW, 

ZKLFK ZDV VXEVHTXHQWO\ UHSRUWHG, KDV WKH VDPH 1501< PXWDWLRQ DV WKH BULWLVK 

 



 

 

 

 

 

 

VWUDLQ B.1.1.7, EXW LV GLIIHUHQW LQ WKDW LW DOVR FRQWDLQV PXWDWLRQV DW WZR NH\ VLWHV, 

E484. DQG .4171, LQ WKH 6 SURWHLQ UHFHSWRU ELQGLQJ UHJLRQ, ZKLFK KDV D 

SRWHQWLDOO\ LPSRUWDQW HIIHFW RQ YLUDO LQIHFWLRQ DELOLW\Ǆ 

 

)LJXUH2 DLDJUDP RI WKH GLVWULEXWLRQ RI JHQH PXWDWLRQV LQ BULWLVK PXWDQW 

YLUXV VWUDLQV 

,Q VXPPDU\, WKH PXWDWLRQ VLWHV RI ERWK WKH BULWLVK DQG 6RXWK AIULFDQ PXWDQWV DUH 

LQ WKH VSLNH SURWHLQ (6 SURWHLQ), DQG WKH 6A56-CR9-2 DQWLJHQ GHWHFWLRQ NLW 

SURGXFHG E\ RXU FRPSDQ\ LV ODEHOHG DQG FRDWHG ZLWK 1 SURWHLQ PRQRFORQDO 

DQWLERG\, LW UHFRJQL]HV WKH 1 SURWHLQ RQ WKH VXUIDFH RI WKH YLUXV, VR FXUUHQWO\ RXU 

UHDJHQWV DUH QRW DIIHFWHG E\ WKH BULWLVK DQG 6RXWK AIULFDQ YDULDQWV 
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SARS-CoV-2
Antigen Rapid Test Kits 
(Colloidal Gold Immunochromatography)

for Self-testing

3GXQKZOTM&RKV[�SKJOIGR�IUS



4UT�OT\GYO\K 9OSVRK�ZU�[YK 4U�VXKYIXOVZOUT�TKKJKJ

8GVOJ��MKZ�XKY[RZ�OT����SOT[ZKY 9ZGHRK��]OZN�NOMN�GII[XGI_ /TK^VKTYO\K��IUYZ�K灥IOKTI_

3URGXFW�)HDWXUH

9

EXłHU
2SHUDWLRQ�&DUG

6ZDE

:NOY� VXUJ[IZ� OY� G� XGVOJ�� RGZKXGR� 灤U]� OSS[TUGYYG_� OTZKTJKJ� LUX� ZNK� W[GROZGZO\K� JKZKIZOUT� UL�
9'89�)U<���T[IRKUIGVYOJ�GTZOMKTY�LXUS�GTZKXOUX�TGYGR�Y]GHY�ZNGZ�GXK�YKRL�IURRKIZKJ�H_�GT�OTJO\OJ�
[GR�GMKJ����_KGXY�UX�URJKX�UX�GXK�IURRKIZKJ�H_�GT�GJ[RZ�LXUS�GT�OTJO\OJ[GR�_U[TMKX�ZNGT����_KGXY�URJ��
:NOY� ZKYZ� OY� OTZKTJKJ� LUX� [YK� OT� OTJO\OJ[GRY� ]OZN� Y_SVZUSY� UX� UZNKX� KVOJKSOURUMOIGR� XKGYUTY� ZU�
Y[YVKIZ�G�)5</*���� OTLKIZOUT�� :NOY�VXUJ[IZ� OY� OTZKTJKJ� ZU�HK�[YKJ�GY�GT�GOJ� OT� ZNK�JOGMTUYOY�UL�
9'89�)U<���OTLKIZOUT�

X2

Positive Negative

Home Test

PositiveNegativeHome Test

PositiveNegative
Home Test

3 4

1 2

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

Take out swab from stick-end, refer to standard anterior 
nasal swab specimen collection to collect specimen: 

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

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

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

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 according to local 
laws and regulations.

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

2.Place test card flat on table, remove cover-layer 
of adhesive.

7 8

5 6

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

Positive Negative

Home Test

PositiveNegativeHome Test
PositiveNegative

Home Test

Open swab package 
at stick end

Note: Do not touch 
the swab head.

Note: Sampling in both nasal 
cavity sample is required.

OPEN

Swab left 
nasal cavity 

X5

2-3cm 2-3cm

 Swab right 
nasal cavity 

X5

Keep the card 
flat on table

Positive Negative

Home Test

PositiveNegativeHome Test
PositiveNegative

Home Test

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

Keep the card 
flat on table

Keep the card 
flat on table

Positive
Negative

Home Test

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.

15-20 min

Positive Negative

Keep the card 
flat on table， 
Do not move 
the test card

Positive Negative

Positive Negative

0197

01
97

01
97

01
97

0197

X6
drops

Results reading 
window

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

 (Colloidal Gold Immunochromatography)

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

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

SARS-CoV-2

Antigen Rapid Test Kits for Self-testing

 (Colloidal Gold Immunochromatography)

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.
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1 2
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Wash and dry hands. Then take out test card 
from outer package.

Take out swab from stick-end, refer to standard 
anterior nasal swab specimen collection to collect 
specimen: 

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

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.

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

7 8

Positive
Negative

Home Test

Positive Negative

Home Test
Positive Negative

Home Test

Open swab package 
at stick end

Note: Do not touch the swab head.

OPEN

Swab left 
nasal cavity 

X5

2-3cm 2-3cm

 Swab right 
nasal cavity 

X5

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

Keep the card 
!at on table

Positive
Negative

Home Test

Positive Negative

Home Test
Positive Negative

Home Test

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.

15-20 min

Keep the card 
!at on table,
Do not move 
the test card

Positive Negative

Positive Negative

01
97

01
97

01
97

0197

X2

Positive
Negative

Home Test

Positive Negative

Home Test Positive Negative

Home Test

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

5

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

Keep the card 
!at on table

X6
drops

Results reading 
window
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SARS-CoV-2
Antigen Rapid Test Kits for Self-testing

(Colloidal Gold Immunochromatography)

SARS-CoV-2
Antigen Rapid Test Kits 

for Self-testing

(Colloidal Gold Immunochromatography)

SARS-CoV-2
Antigen Rapid Test Kits 

for Self-testing

(Colloidal Gold Immunochromatography)

Positive Negative

C
T

C
T

C

T

Positive
NegativeC

T

C

T

C

T

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

6

Keep the card 
!at on table

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 di"erent in di"erent regions, 2~3cm is only for 
reference. It is recommended for user to insert swab until feel resistance.

Note: Sampling in both nasal cavity sample is required.


