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Polish Centre for Testing and Certification

BM.433.0147.2021.1152.21.IC Warsaw, 02.08.2021

Mingang Liu

Genrui Biotech Inc.
4-10F, Building 3,
Geya Technology Park,
Guangming Discrict,
518106 Shenzhen,
China

Polish Centre for Testing and Certification PCBC informs about issuing
Certificate No. 1434-1VDD-448/2021. The certificate is valid until May 27, 2024.

Yours Sincerely,

Director
Medical Device Certification Department

Polish Centre For Testing and Certification Branch PCBC in Gdansk Branch PCBC in Pila
469 Putawska Street, 02-844 Warsaw 18A Jakuba Wejhera Street, 80-346 Gdarnisk 11 Sniadeckich Street, 64-920 Pita
Tel 46 4 , Fax: +48 22 46 45 251 { 63 130693 Tel.: +48 67 21

pchbc@pc ,.gov[ialr

NIP: 951-20-63-356 REGON: 015276609 KRS: 0000144813 INITIAL CAPITAL: 16.000.000 PLN (FULLY PAID)

Bank account: Bank Pekao SA, o/Warszawa, No 90 1240 6003 1111 0000 4946 7594
The company registered in the District Court for the Capital City of Warsaw, Xilith Commercial Division
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= Declaration of Conformity —— 3
::‘éﬁ Hersteller: i%
§§§ Genrui Biotech Inc. "i.:f
§:’::5 4-10F, Building 3, Geya Technology Park, Guangming District, 518106, Shenzhen, China. ,
= Tel: +86 755 26835560 Fax: +86 755 26678789 ';3:;;:
228 5
== Europiiischn Vertreter: N
== =2
5 Lotus NL B.V. %%
E;*} Koningin Julianaplein 10, 1. Etg., 2595 AA, Den Haag, Niederlande. :é’:
= Produkt Name:
E{:‘,:‘: SARS-CoV-2 Antigen Test Kit (Colloidal Gold)
Jeas®
5,33 Spezifikation:  1'T/kit, 5 T/kit, 25 T/kit
'_‘!oég REF: 52104097, 52112086, 52026094
;':‘: Klassifizieren:
& Selbsttest
Konformititshewertungsweg:
IVDD 98/79/EG Anhang III (Teil 6)
S Wir erkldren hiermit ausdriicklich, dass die oben genannten Produkte den Bestimmungen der
A8 Richtlinie 98/79/EG des Rates (iber In-vitro-Diagnostika entsprechen.
o3
=
% Geltenden Richtlinien:
B2 Richtlinie 98/79/EG des Europiischen Parlaments und des Rates vom 27. Oktober 1998 (iber
=
= In-vitro-Diagnostika. 5‘
o< i1, A
=4 Die Konformitdt der benannten Produkte mit der Richtlinie 98/79/EG wurde von einer :
»’?‘: benannten Stelle bewertet und bescheinigt. f:‘::
==t POLISH CENTRE FOR TESTING AND CERTIFICATION a%
o 1S
b 469 Pulawska Street, 02-844 Warsaw, Poland :§
e Ls
222t Zertifikatsnummer: 1434-1VDD-448/2021 L2
%3 Gultigkeit des Zertifikats: von 02.08.2021 bis 27.05.2024 Foa)
"-o‘.'. -
=X Anwendungsstandard: =
g:' EN ISO 13485:2016  EN ISO 23640:2015 EN ISO 14971:2012 EN ISO 18113-1:2011 :):::5
::i‘ EN ISO 15223-1:2016 EN 13612:2002 EN 62366-1:2015 ENISO 18113-4:2011 %
EN ISO 17511:2003 EN 13641:2002 EN 13532:2002 f.:»:
) .‘ N "+ -E'?:
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CERTIFICATE

EC Certificate No. 1434-1VDD-448/2021
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Genrui Biotech Inc.
4-10F, Building 3, Geya Technology Park,
Guangming District, 518106, Shenzhen, China

in vitro diagnostic medical devices
for self-testing

SARS-CoV-2 Antigen Test Kit (Colloidal Gold)
52104097, 52112086, 52026094
in terms of design documentation, comply with requirements
of Annex Ill (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 02.08.2021 to 27.05.2024
The date of issue of the Certificate: 02.08.2021
The date of the first issue of the Certificate: 02.08.2021

1434

Issued under the Contract No. MD-75/2021

Application No: 147/2021

Certificate bears the qualified signature.

Warsaw, 02.08.2021 .
President

Module A1

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl



Area tematica Dispositivi medici | Archivio banche dati
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Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante:

Codice fiscale fabbricante:

Partita IVA / VAT number fabbricante:

Codice nazione fabbricante:

Denominazione mandatario:

Codice fiscale mandatario:

Partita IVA / VAT number mandatario:

Codice nazione mandatario:

Tipologia dispositivo:

Identificativo di registrazione attribuito dal sistema BD/RDM: 2146353
Codice attribuito dal fabbricante:

Nome commerciale e modello:

Classificazione CND:

Descrizione CND:

Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD):

Elenco dispositivi individuati

Dati aggiornati al:06/11/2021

DISPOSITIVO MEDICO/ASSEMBLATO FABBRICANTE/ASSEMBLATORE
TIPOLOGIA DISPOSITIVO  IDENTIFICATIVO DI REGISTRAZIONE BD/RDM ISCRITTO AL REPERTORIO  CODICE ATTRIBUITO DAL FABBRICANTE/ASSEMBLATORE NOME COMMERCIALE E MODELLO CND CLASSE CE DATA PRIMA PUBBLICAZIONE  DATA FINE IMMISSIONE IN COMMERCIO RUOLOAZIENDA  DENOMINAZIONE  CODICE FISCALE  PARTITA IVA/VAT NUMBER | NAZIONE
FABBRICANTE GENRUI Y]
Dispositivo 2146353 s 52104097, 52112086, 52026094 SARS-COV-2 ANTIGEN TEST KIT (COLLOIDAL GOLD) W0105099099 - VIROLOGIA - TEST RAPIDI E "POINT OF CARE" - ALTRI ST - Test autodiagnostici (non inclusi nellall. 1) 14/08/2021
MANDATARIO LOTUS NLB.V. 859069345801 NL

<< < Pagina:1 > >> Num. Pagine:1 Num. Dispositivi:1






