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Box

IFU

Nasal swab

Test device

Collection bag

Antigen Extraction Tube 

Your kit contains the following materials



 

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 WƵųĂǁƐŬĂ�Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl 

 

 
EC Certificate No. 1434-IVDD-445/2021 

EC Design-examination 
Directive 98/79/EC concerning 

in vitro diagnostic medical devices 

Polish Centre for Testing and Certification certifies  
that manufactured by: 

Anhui Deepblue Medical Technology Co., Ltd. 
4th Floor,D-1#Zone, Pearl Industrial Park, 106 

Innovation Avenue, High-Tech Development Zone, 
230088 Hefei, Anhui, China 

in vitro diagnostic medical devices 
for self-testing 

COVID-19 (SARS-COV-2) Antigen Test Kit (Colloidal Gold) 
SL030101NST-1,SL030101NST-2, SL030101NST-3, SL030101NST-5, SL030101NST-6, SL030101NST-7, SL030101NST-8, 
SL030101NST-9, SL030101NST-10, SL030101NST-11, SL030101NST-12, SL030101NST-15, SL030101NST-16, SL030101NST-
17, SL030101NST-18, SL030101NST-19, SL030101NST-20, SL030101NST-25 

in terms of design documentation, comply with requirements 
of Annex III (Section 6) to Directive 98/79/EC (as amended) 

implemented into Polish law, 
as evidenced by the audit conducted by the PCBC 

Validity of the Certificate:  from 30.07.2021  to  27.05.2024 

The date of issue of the Certificate: 30.07.2021 

The date of the first issue of the Certificate: 22.07.2021 
  

 
 
Issued under the Contract No. MD-96/2021      
Application No: 183a/2021 
Certificate bears the qualified signature. 
Warsaw, 30.07.2021 
Module A1 
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$OOJHPHLQH�$Q]HLJHSIOLFKW�QDFK�������XQG����$EV����03*
*HQHUDO�2EOLJDWLRQ�WR�1RWLI\�SXUVXDQW�WR�������DQG��������0HGLFDO�'HYLFHV�$FW��03*

�
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$Q]HLJH���1RWLILFDWLRQ

5HJLVWULHUGDWXP�EHL�GHU�]XVWlQGLJHQ�%HK|UGH
5HJLVWUDWLRQ�GDWH�DW�FRPSHWHQW�DXWKRULW\
����������

5HJLVWULHUQXPPHU���5HJLVWUDWLRQ�QXPEHU
'(�&$������,9'�/X[XVOHEHQVZHOW������

5HFKWVJUXQGODJH���OHJDO�EDVLV
6�0HGL]LQSURGXNWH��������(*����*HUPDQ�0HGLFDO�'HYLFH�$FW��������(*�
��9HURUGQXQJ��(8������������,9'5����5HJXODWLRQ��(8������������,9'5�

7\S�GHU�$Q]HLJH���1RWLILFDWLRQ�W\SH
6�(UVWDQ]HLJH���,QLWLDO�QRWLILFDWLRQ
��bQGHUXQJVDQ]HLJH���1RWLILFDWLRQ�RI�FKDQJH
��:LGHUUXIVDQ]HLJH���1RWLILFDWLRQ�RI�ZLWKGUDZDO

)U�KHUH�5HJLVWULHUQXPPHU�EHL�bQGHUXQJV��XQG�:LGHUUXIVDQ]HLJH
3UHYLRXV�UHJLVWUDWLRQ�QXPEHU�LI�QRWLILFDWLRQ�KDV�EHHQ�FKDQJHG�RU�ZLWKGUDZQ

$Q]HLJHQGHU�QDFK������03*���5HSRUWHU�SXUVXDQW�WR������0HGLFDO�'HYLFHV�$FW��03*
��+HUVWHOOHU���0DQXIDFWXUHU
6�%HYROOPlFKWLJWHU���$XWKRULVHG�5HSUHVHQWDWLYH
��(LQI�KUHU���,PSRUWHU
��9HUDQWZRUWOLFKHU�I�U�GDV�=XVDPPHQVHW]HQ�YRQ�6\VWHPHQ�RGHU�%HKDQGOXQJVHLQKHLWHQ�QDFK������$EV����XQG��
03*���$VVHPEOHU�RI�V\VWHPV�RU�SURFHGXUH�SDFNV�SXUVXDQW�WR����������DQG�����0HGLFDO�'HYLFHV�$FW��03*
��%HWULHE�RGHU�(LQULFKWXQJ��DXIEHUHLWHQ��QDFK������$EV����03*�L��9��P������$EV����03%HWUHLE9
�����,QVWLWXWLRQ��SURFHVVLQJ��SXUVXDQW�WR����������0HGLFDO�'HYLFHV�$FW��03*�LQ�FRQQHFWLRQ�ZLWK���������03%HWUHLE9
��%HWULHE�RGHU�(LQULFKWXQJ��VWHULOLVLHUHQ��QDFK������$EV����L��9��P�������$EV����03*
�����,QVWLWXWLRQ��VWHULOL]LQJ��SXUVXDQW�WR����������LQ�FRQQHFWLRQ�ZLWK����������0HGLFDO�'HYLFHV�$FW��03*

$Q]HLJHQGHU���5HSRUWLQJ�RUJDQLVDWLRQ��SHUVRQ�
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'(�����������
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+HUVWHOOHU���0DQXIDFWXUHU

%H]HLFKQXQJ���1DPH
$1+8,�'((3%/8(�0(',&$/�7(&+12/2*<�&2���/7'�

6WDDW���6WDWH
&1

2UW���&LW\
+HIHL

3RVWOHLW]DKO���3RVWDO�FRGH
������

6WUD�H��+DXV�1U����6WUHHW��KRXVH�QR�
�WK�)ORRU��'����=RQH��3HDUO�,QGXVWULDO�3DUN�����,QQRYDWLRQ�$YHQXH��+LJK�7HFK�'HYHORSPHQW�=RQH

7HOHIRQ���3KRQH
�����������������

7HOHID[���)D[
�����������������

(�0DLO���(�PDLO
���������#TT�FRP

6LFKHUKHLWVEHDXIWUDJWHU�I�U�0HGL]LQSURGXNWH�QDFK������$EV����03*���
6DIHW\�RIILFHU�IRU�PHGLFDO�GHYLFHV�SXUVXDQW�WR����������0HGLFDO�'HYLFHV�$FW��03*

%H]HLFKQXQJ���1DPH
/LQ�6XQ

6WDDW���6WDWH
'HXWVFKODQG
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2UW���&LW\
:LOOLFK

3RVWOHLW]DKO���3RVWDO�FRGH
�����

6WUD�H��+DXV�1U����6WUHHW��KRXVH�QR�
.RFKVWU���

7HOHIRQ���3KRQH
���������������

7HOHID[���)D[

(�0DLO���(�PDLO
LQIR�P#OX[XVOZ�GH

9HUWUHWHU���'HSXW\��RSWLRQDO�

%H]HLFKQXQJ���1DPH

7HOHIRQ���3KRQH 7HOHID[���)D[

(�0DLO���(�PDLO

6�(UVWDQ]HLJH���,QLWLDO�QRWLILFDWLRQ
��bQGHUXQJVDQ]HLJH���1RWLILFDWLRQ�RI�FKDQJH
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,Q�YLWUR�'LDJQRVWLNXP���,Q�YLWUR�GLDJQRVWLF�PHGLFDO�GHYLFH

.ODVVLIL]LHUXQJ���&ODVVLILFDWLRQ
��3URGXNW�GHU�/LVWH�$��$QKDQJ�,,���'HYLFH�RI�/LVW�$��$QQH[�,,
��3URGXNW�GHU�/LVWH�%��$QKDQJ�,,���'HYLFH�RI�/LVW�%��$QQH[�,,
6�3URGXNW�]XU�(LJHQDQZHQGXQJ���'HYLFH�IRU�VHOI�WHVWLQJ
��6RQVWLJHV�3URGXNW���2WKHU�GHYLFH��DOO�GHYLFHV�H[FHSW�$QQH[�,,�DQG�VHOI�WHVWLQJ�GHYLFHV�

$SS��6RIWZDUH�DXI�PRELOHQ�(QGJHUlWHQ� ��MD���\HV 6�QHLQ���QR

$Q]HLJH�QDFK������$EV����1XPPHU���03*
1RWLILFDWLRQ�SXUVXDQW�WR����������QXPEHU���0HGLFDO�'HYLFHV�$FW��03*
���1HXHV�,Q�YLWUR�'LDJQRVWLNXP���1HZ�LQ�YLWUR�GLDJQRVWLF�PHGLFDO�GHYLFH�

+DQGHOVQDPH�GHV�3URGXNWHV���7UDGH�QDPH�RI�WKH�GHYLFH
&29,'�����6$56�&R9����$QWLJHQ�7HVW�.LW�&ROORLGDO�*ROG�

3URGXNWEH]HLFKQXQJ���1DPH�RI�GHYLFH
&29,'�����6$56�&R9����$QWLJHQ�7HVW�.LW�&ROORLGDO�*ROG�

$QJDEH�GHU�EHQXW]WHQ�1RPHQNODWXU���1RPHQFODWXUH�XVHG
6�('06�.ODVVLILNDWLRQ���('06�&ODVVLILFDWLRQ
��*0'1

1RPHQNODWXUFRGH���1RPHQFODWXUH�FRGH
��������������

1RPHQNODWXUEH]HLFKQXQJ���1RPHQFODWXUH�WHUP
27+(5�27+(5�9,52/2*<�5$3,'�7(676

.XU]EHVFKUHLEXQJ���6KRUW�GHVFULSWLRQ
,Q�'HXWVFK���,Q�*HUPDQ
'LHVHV�3URGXNW�ZLUG�I�U�GHQ�TXDOLWDWLYHQ�,Q�YLWUR�1DFKZHLV�GHV�6$56�&R9���$QWLJHQV�LQ�PHQVFKOLFKHQ
1DVHQDEVWULFKSUREHQ�YHUZHQGHW��(V�LVW�I�U�GHQ�SHUV|QOLFKHQ�*HEUDXFK�GXUFK�XQJHVFKXOWH�/DLHQ�DOV
6FKQHOOWHVWPHWKRGH�I�U�HLQH�QHXDUWLJH�&RURQDYLUXV�,QIHNWLRQ�EHVWLPPW��%LWWH�WUHIIHQ�6LH�MHGRFK�NHLQH
PHGL]LQLVFKH�(QWVFKHLGXQJ�RKQH�5�FNVSUDFKH�PLW�GHP�$U]W�
(V�LVW�I�U�%HQXW]HU�DE����-DKUHQ�JHHLJQHW��%HQXW]HU�XQWHU����-DKUHQ�VROOWHQ�PLW�+LOIH�YRQ�(UZDFKVHQHQ
JHWHVWHW�ZHUGHQ��6RZRKO�V\PSWRPDWLVFKH�DOV�DXFK�DV\PSWRPDWLVFKH�,QIHNWLRQHQ�N|QQHQ�JHWHVWHW
ZHUGHQ�
,Q�(QJOLVFK���,Q�(QJOLVK
7KLV�SURGXFW�LV�XVHG�IRU�LQ�YLWUR�TXDOLWDWLYH�GHWHFWLRQ�RI�WKH�6$56�&R9���DQWLJHQ�LQ�KXPDQ�QDVDO�VZDE
VSHFLPHQ��,W�LV�LQWHQGHG�IRU�SHUVRQDO�XVH�E\�XQWUDLQHG�OD\PDQ�DV�D�UDSLG�WHVW�PHWKRG�IRU�QRYHO
FRURQDYLUXV�LQIHFWLRQ��+RZHYHU��SOHDVH�GR�QRW�PDNH�D�PHGLFDO�GHFLVLRQ�ZLWKRXW�FRQVXOWLQJ�ZLWK�WKH
GRFWRU�
,W�LV�VXLWDEOH�IRU�XVHUV�RYHU����\HDUV�ROG��8VHUV�XQGHU����\HDUV�RI�DJH�VKRXOG�EH�WHVWHG�ZLWK�DVVLVWDQFH�RI
DGXOWV��%RWK�V\PSWRPDWLF�DQG�DV\PSWRPDWLF�LQIHFWLRQV�FDQ�EH�WHVWHG�
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)RUPXODUQXPPHU���������

- 4 -- 4 -



=XVlW]OLFKH�$QJDEHQ�LP�)DOOH�GHU�,Q�YLWUR�'LDJQRVWLND�JHPl��$QKDQJ�,,�XQG�GHU�,Q�YLWUR�'LDJQRVWLND�]XU
(LJHQDQZHQGXQJ���$GGWLRQDO�LQIRUPDWLRQ�IRU�$QQH[�,,�DQG�VHOI�WHVWLQJ�LQ�YLWUR�GLDJQRVWLF�PHGLFDO�GHYLFHV

1XPPHU�Q��GHU�%HVFKHLQLJXQJ�HQ����&HUWLILFDWH�QXPEHU�V�
����������,9''���������

��,Q��EHUHLQVWLPPXQJ�PLW�GHQ�*HPHLQVDPHQ�7HFKQLVFKHQ�6SH]LILNDWLRQHQ��I�U�3URGXNWH�JHP��$QKDQJ�,,��/LVWH�$�
,Q�FRQIRUPLW\�ZLWK�&RPPRQ�7HFKQLFDO�6SHFLILFDWLRQV��IRU�$QQH[�,,�/LVW�$�GHYLFHV�

(UJHEQLVVH�GHU�/HLVWXQJVEHZHUWXQJ
2XWFRPH�RI�SHUIRUPDQFH�HYDOXDWLRQ
3HUIRUPDQFHHYDOXDWLRQ�SGI

Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
I affirm that the information given above is correct to the best of my knowledge.

Ort
City :LOOLFK

�������������������������������������������������������������������������������������������������������

Datum
Date ����������

�������������������������������������������������������������������������������������������������������

Name
/LQ�6XQ

�������������������������������������������������������������������������������������������������������

Unterschrift
Signature

%HDUEHLWXQJVYHUPHUNH���3URFHVVLQJ�QRWHV
1XU�YRQ�GHU�]XVWlQGLJHQ�%HK|UGH�DXV]XI�OOHQ���7R�EH�ILOOHG�LQ�RQO\�E\�WKH�FRPSHWHQW�DXWKRULW\

%HDUEHLWHU���3HUVRQ�UHVSRQVLEOH
)UDX�1DGLQH�6FKOLQJPHLHU

7HOHIRQ���3KRQH
�������������

$QODJH��
�]X�����$EV����1U����',0',9�
)RUPXODUQXPPHU���������
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