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Konformitätserklärung 

Beijing Lepu Medical Technology Co., Ltd. 

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

Hersteller : Beijing Lepu Medical Technology Co., Ltd. 

Building 7-1 No.37 Chaoqian Road, Changping District, 

Beijing, 102200, P.R. China 

 

Europäischer Bevollmächtigter : Lepu Medical (Europe) Cooperatief U.A. 

Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, The 

Netherlands 

 

Produktinformationen : 

 

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 

 

Klassifizierung : 

 

GMDN code 

Andere (nicht in Liste A und B) nach Anhang II der Richtlinie 

98/79/EG 

64787 

 

Konformitätsbewertung : Abschnitt 2 bis 5 in Anhang III der Richtlinie 98/79/EG 

Hiermit erklären wir, dass oben genannte Produkte den 

Bestimmungen der folgenden EU-Verordnungen und 

Normen entsprechen. 

Die entsprechende Dokumentation wird vom Hersteller 

aufbewahrt. 

 

Allgemein gültige Verordnung : EU-Verordnung für In-vitro-Diagnostika 98/79/EG  

(IVDD) vom 27. Oktober 1998 

 

Angewandte Normen : Alle anwendbaren harmonisierten Normen 

(veröffentlicht im Amtsblatt der Europäischen 

Union vom 25. März 2020) 

Alle anwendbaren Normen sind im Anhang 1  

aufgelistet.. 

 

Ausstelldatum und – Ort： 

 

Beijing, P.R. China, 9th, Nov., 2020 

 

Unterschrift des 

Managementbeauftragten 

 



 

Anhang 1 
 
EN ISO 13485:2016 Medizinprodukte: Qualitätsmanagementsysteme – 

Anforderungen für regulatorische Zwecke 

EN ISO 14971:2019 Medizinprodukte - Anwendung des Risikomanagements für 

Medizinprodukte 

EN ISO 15223-1:2016 Medizinprodukte - Bei Aufschriften von Medizinprodukten zu 

verwendende Symbole, Kennzeichnung und zu liefernde Informationen - Teil 1: 

Allgemeine Anforderungen 

EN 1041:2008+A1:2013 Bereitstellung von Informationen durch den Hersteller von 

Medizinprodukten 

EN ISO 18113-1:2011 In-vitro-Diagnostika - Bereitstellung von Informationen durch 

den Hersteller - Teil 1: Begriffe und allgemeine Anforderungen 

EN ISO 18113-2:2011 In-vitro-Diagnostika - Bereitstellung von Informationen durch 

den Hersteller - Teil 2: In-vitro-diagnostische Reagenzien für den Gebrauch durch 

Fachpersonal 

EN ISO 23640:2015 In-vitro-Diagnostika - Haltbarkeitsprüfung von Reagenzien für in-

vitro-diagnostische Untersuchungen 

EN 13612:2002/AC: 2002 Leistungsbewertung von In-vitro-Diagnostika 

IEC 62366-1:2015 Medizinprodukte - Teil 1: Anwendung der Gebrauchstauglichkeit 

auf Medizinprodukte 



















CIBG 

Ministry of health, well-being and sport 

> Return address: PO Box 16114, 2500 BC The Hague

Lepu Medical (Europe) Cooperatief U.A. 

Attn: Mr Anthony Zhao 

Abe Lenstraboulevard 36 

8448 JB Heerenveen 

Date: 7 September 2020  

Topic: Registration of in-vitro diagnostics 

Dear Mr Zhao, 

On 3 September 2020 I received your notification according to article 4, 

clause 1 of the Dutch decision on in-vitro diagnostics (BIVD) to market 

the product mentioned below as an in-vitro diagnostic on the European 

market, under the company name Beijing Lepu Medical Technology Co, 

Ltd with the European authorized representative Lepu Medical (Europe) 

Cooperatief U.A. 

The product is registered as an in-vitro diagnosticum under number: 

Farmatec 

Visiting address: 

Hoftoren 

Rijnstraat 50 

2515 XP The Hague 

Tel 070 340 6161 

http://hulpmiddelen.farmate

c.nl

Information: 

M.Schmitz-Konte

Medische_hulpmiddelen@

minvws.nl 

Our reference:  

CIBG 20204312 

Attachments: 

- 

Your request:  

3 September 2020 

All correspondence shall be 

addressed to the return 

address, mentioning the date 

and the reference of this 

letter. 

SARS-CoV-2 Antigen Rapid Test Kit (colloidal gold 

immunochromatography) 

(no brand name) (NL-CA002-2020-53290) 

You fulfilled your obligation based on article 4, BIVD. 

In all further correspondence regarding the aforementioned product, please 

mention this number. No further rights can be obtained from this number; it 

only serves to facilitate the administration of the notification. 

The registration of in-vitro diagnostics as a medical device, based on the 

Classification criteria (attachment II) of Guideline 98/79/EG regarding 

medical devices for in-vitro diagnostics is subject to possible amendments 

http://hulpmiddelen.farmatex.nl/
http://hulpmiddelen.farmatex.nl/
mailto:Medische_hulpmiddelen@minvws.nl
mailto:Medische_hulpmiddelen@minvws.nl


of European regulation regarding classification of medical devices and for 

advancing scientific knowledge (see article 10, clause 1 of Guideline 

98/79/EG). 

 

Notification of in-vitro medical devices implies that the manufacturer, 

Beijing Lepu Medical Technology Co, Ltd, has applied the CE conformity 

mark on this product before it is marketed in a member state of the EU.  

Thus Lepu Medical (Europe) Cooperatief U.A. guarantees that the in-vitro 

diagnosticum conforms to essential requirements as mentioned in 

Attachment I to Guideline 98/79/EG (and in the corresponding part 1 of the 

decision). 

 

For completeness, we mention that an in-vitro diagnosticum shall conform 

to the requirements from the BIVD. The BIVD is based on Guideline for in-

vitro diagnostics, 98/79/EG. In particular we point to the requirement to use 

the Dutch language, as is spoken in the Netherlands, the requirements to 

keep the technical documentation available and the requirement to have a 

Post Marketing Surveillance and Vigilance system. 

 

Finally I note that your notification – the administrative notification as a 

manufacturer – and this letter do not contain a judgment of the status or 

qualification of your product. Notification does not indicate that it is truly 

about an in-vitro diagnosticum in the sense of the valid laws and 

regulations. It is possible that the Inspection Health care and Youth (IGJ), 

which takes care of supervision of compliance with the law, takes a 

standpoint on the status of a product, and in that case the fixed jurisprudence 

decides that the national judge will decide whether the product can fall 

under the definition of an in-vitro diagnosticum. 

 

The Minister of Medical care and Sport 

On behalf 

 

Department chief 

Farmatec 

 
Mr. M.J van de Velde 

 


