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VICE HEALTHCARE DISTRIBUTION

KONFORMITÄTSERKLÄRUNG

Nr.: 2021-1803

Hersteller / Importeur:   Vice Vertriebs GmbH
Produzent / Ursprungsland:  Ningbo Evolution Fire Safety Equipment Co., Ltd.
No.91-1,Fengyi Rd. EDA, Yuyao,Zhejiang 315400,China

Produktbezeichnung:   Dust Mask, Model: FFP2 NR (FB01)
Produkttyp:     Filtrierende Halbmaske
Klasse:      FFP2 NR (PSA Kategorie III)
Norm:      EN 149:2001+A1:209 
Verwendung:     Zum Schutz vor Partikeln und
       Aerosolen in der Atemluft.

Wir erklären hiermit, dass die Anforderungen der anzuwendenden harmonisierten
Vorschriften Verordnung (EU) 2016/425 des Europäischen Parlaments und des 
Rates vom 9. März 2016 über persönliche Schutzausrüstungen (PSA) und zur 
Aufhebung der Richtlinie 89/686/EWG des Rates sowie der oben genannten Nor-
men für die angeführten Produkte erfüllt sind. Der Evaluierungsprozess wurde 
mit Hilfe der zugrundeliegenden Laborergebnisse von BSI Group the Netherlands 
B.V. (Bericht Nr.:PPE-MSK-FB01 A0/1 von Oktober 2020) und der Stellungnah-
me mittels eines „Certificate of Compliance“ der Firma BSI Group The Nether-
lands B.V. Amsterdam, Notified Body 2797 (Certificate: CE 738556) vom 26. 
Oktober 2020 als notizifierte Stelle in Niederlande durchgeführt. Die technischen 
Daten und die Gebrauchsanleitung der genannten Produkte werden in einer die-
ser Konformitätserklärung angehängten Informationsbroschüre bereitgestellt.

Die Produkte sind CE gekennzeichnet und zum Verkauf bzw. 
zur Verwendung in der Europäischen Union vorgesehen.

Ausstellungsdatum:
18. März 2021

__________________________
Agissilaos „Lakis“ Kourkoudialos
CEO VICE VERTRIEBS GMBH

VICE Vertriebs GmbH • Sperberweg 14a  •  41468 Neuss
Tel:  0 21 31 / 12567-0  •  Fax:  0 21 31 / 12567-12

HRB 19983 Neuss  -  Geschäftsführer: Agissilaos Kourkoudialos 
Erfüllungsort und Gerichtsstand: Neuss  Ust.-Id-Nr. DE812052172–Steuernr. 122 / 5780 / 5508

VHD



EU Konformitätserklärung 

Diese Konformitätserklärung wird unter alleiniger Verantwortung des Herstellers abgegeben: 

Hersteller und Adress Ningbo Evolution Fire Safety Equipment Co., Ltd./No. 91-1, 

Fengyi Rd., Economic Development Zone, Yuyao, Ningbo, 

Zhejiang, China 

Produktname Filter-Halbmaske 

Modell-/Seriennummer FB01 

Technische Spezifikation BSI’s PSA Technische Spezifikation für medizinisches 

Fachpersonal während der Covid-19 Pandemie 

Anwendbare Regularien PSA Verordnung 2016/425 

Benannte Stelle für 

Baumuster-Prüfbescheinigung 

(Modul B) 

BSI Group - NB 2797 

The Netherlands BV, Say Building, John M Keynesplein 9, 

1066 EP, Amsterdam, Netherlands 

Benannte Stelle für 

Baumuster-Prüfbescheinigung 

(Modul C2) 

BSI Group - NB 2797 

The Netherlands BV, Say Building, John M Keynesplein 9, 

1066 EP, Amsterdam, Netherlands 

Zertifikatsnummer 2Module B: CE738556 

Module C2: CE738557 

Wir erklären hiermit, dass die bereitgestellten Informationen auf diesem Zertifikat und mitgeltenden 

Dokumenten/Aufzeichnungen wahr und richtig sind nach unserem besten Wissen. 

Unterzeichnet für und in Auftrag von: Ningbo Evolution Fire Safety Equipment Co., Ltd. 

Name/Position:Leo.Ho (CEO) 
Signatur:

ben
Leo.HO



 

EU Type Examination Certificate
No. CE 738556

First Issued: 2020-10-26 Effective Date: 2020-10-26
Latest Issue: 2020-10-26 Expiry Date: 2021-10-26

Page: 1 of 3
This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.
To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.

EU Type Examination Certificate

This is to certify that: Ningbo Evolution Fire Safety
Equipment Co.,Ltd.
No.91-1,Fengyi Rd.EDA,
Yuyao,
Zhejiang
315400
China

Holds Certificate Number: CE 738556

In respect of:

Model FB01 Face mask.
To technical specification Annex II (EHSR) of the PPE Regulation (EU) 2016/425.
PPE for use by healthcare professionals as per Commission recommendation 2020/403.
 
on the basis that BSI carried out the relevant Type Examination procedures under the requirements with the
Regulation (EU) 2016/425 of the European Parliament and Council relating to Personal Protective Equipment
Regulation (PPE) Annex V (Module B) and meets the relevant health and safety requirements specified in Annex II

For and on behalf of BSI, a Notified
Body for the above Regulation     
(Notified Body Number 2797): Drs. Dave Hagenaars, Managing Director

First Issued: 2020-10-26 Effective Date: 2020-10-26
Latest Issue: 2020-10-26 Expiry Date: 2021-10-26

Page: 1 of 3

This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.
To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.
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EU Type Examination Certificate
No. CE 738556

First Issued: 2020-10-26 Effective Date: 2020-10-26
Latest Issue: 2020-10-26 Expiry Date: 2021-10-26

Page: 2 of 3
This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.
To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.

Product Specification

Product Name: Particulate Respirator.

Product Type: Particulate filtering half masks for use by Healthcare professionals.

Model: FB01

Classification: FFP2 NR un-valved.

Technical Specification: Technical specification to satisfy Annex II of the PPE Regulation (EU) 2016/425.

Product Description: The respirator is non-reusable, secured to the face of the user by a pair of
elasticated ear straps, and has no exhalation valve. The respirator is FFP2
class, vertical fold flat type.

The respirator listed on this certificate is for use by healthcare workers, first
responders and other personnel involved in the efforts to contain the COVID-19
virus and avoid its further spread.

The product covered by this certificate is not approved for industrial applications and
the certificate is only valid as long as EU Commission recommendation sheet
2020/403 remains applicable.

Product Assessments: BSI’s PPE for Healthcare Professionals 2020/403 – RPE Technical Specification.

ben
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EU Type Examination Certificate
No. CE 738556

First Issued: 2020-10-26 Effective Date: 2020-10-26
Latest Issue: 2020-10-26 Expiry Date: 2021-10-26

Page: 3 of 3
This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.
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BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.

 
Certificate Administration Details

Technical File Reference: PPE-MSK-FB01 A0/1

Certificate Amendment Record:
Issue date Comments BSI Review No.
October 2020 First issue. 2797:20:3316493

Certificate validity

The Certificate holder is responsible for ensuring that the Notified Body is advised of changes to any aspect of the
overall process utilised in the manufacture of the product, failure to do so could invalidate the Certificate in respect of
product manufactured following the introduction of such changes.

The validity of the Certificate for the products is also dependent on the maintenance of the EU Conformity to Type
based on Internal Production Control plus supervised product checks at random intervals, Annex VII (Module C2) as
referenced on BSI issued Certificate CE 738557.

ben
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Conformity to Type based on Internal Production Control plus
supervised product checks at random intervals
No. CE 738557

First Issued: 2020-10-26 Effective Date: 2020-10-26
Latest Issue: 2020-10-26 Expiry Date: 2021-10-26

Page: 1 of 3
This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.
To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.

Conformity to Type based on Internal Production Control
plus supervised product checks at random intervals
This is to certify that: Ningbo Evolution Fire Safety

Equipment Co.,Ltd.
No.91-1,Fengyi Rd.EDA,
Yuyao,
Zhejiang
315400
China

Holds Certificate Number: CE 738557

In respect of:

For the manufacture of particulate respirators to technical specification to satisfy Annex II of the PPE
Regulation (EU) 2016/425.
 
on the basis that BSI carried out the supervised production checks at random intervals under the requirements with
the Regulation (EU) 2016/425 of the European Parliament and Council relating to Personal Protective Equipment
Regulation (PPE) Annex VII (Module C2)

For and on behalf of BSI, a Notified
Body for the above Regulation     
(Notified Body Number 2797): Drs. Dave Hagenaars, Managing Director

First Issued: 2020-10-26 Effective Date: 2020-10-26
Latest Issue: 2020-10-26 Expiry Date: 2021-10-26

Page: 1 of 3

This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.
To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.



 

Conformity to Type based on Internal Production Control plus
supervised product checks at random intervals
No. CE 738557

First Issued: 2020-10-26 Effective Date: 2020-10-26
Latest Issue: 2020-10-26 Expiry Date: 2021-10-26
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BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.

Product manufactured by:

Ningbo Evolution Fire Safety
Equipment Co.,Ltd.
No.91-1,Fengyi Rd.EDA,
Yuyao,
Zhejiang
315400
China

Product details
The respiratory protective device covered by the scope of this Module C2 Certificate and the Technical Specification
to which the product is manufactured are as follows:

Product type: Particulate filtering half masks for use by Healthcare professionals.

Model and classifications: FB01 FFP2

Technical Specification: Technical specification to satisfy Annex II of the PPE Regulation (EU) 2016/425.
BSI’s PPE for Healthcare Professionals 2020/403 – RPE Technical Specification.



 

Conformity to Type based on Internal Production Control plus
supervised product checks at random intervals
No. CE 738557

First Issued: 2020-10-26 Effective Date: 2020-10-26
Latest Issue: 2020-10-26 Expiry Date: 2021-10-26
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A member of BSI Group of Companies.

 

Certificate Administration Details:

Certificate Amendment Record and BSI internal Review relating to this Certificate

Issue date Comments BSI Review No.

October 2020 First issue. 2797:20:3316494

Certificate validity
The Certificate holder is responsible for ensuring that the Notified Body is advised of changes to any aspects of the
overall quality system utilized in the manufacture of the products, failure to do so could invalidate the Certificate in
respect of product manufactured after the introduction of such changes.








