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Module B EU Type-Examination Certificate

For the requirements of PPE Regulation 2016/425
Certificate No.: CE-PC-200902-632-01-9B

Certificate Medisana GmbH
holder: Carl-Schurz-Str.2, 41460 NEUSS, Germany
Product: Particle Filtering Half Mask

Detailed product description listed in the Annex
Model(s): RM100
Standard(s): EN 149:2001+A1:2009

Respiratory protective devices - Filtering half masks to protect against
particles - Requirements, testing, marking

Issue date: 2020-10-07
Revision date: 2021-04-29
Expiry date: 2025-05-19

The product(s) on this certificate and the Technical File have been assessed and found to be in
conformance with the applicable Essential Health and Safety Requirements in Annex Il of the
PPE regulation 2016/425.

Any changes to the design, manufacturing location or manufacture of the PPE product certified
here must be advised to CCQS Certification Services Limited for review.

CE marking shall not be applied until the requirements of all the PPE Regulation 2016/425 and
relevant EN Harmonised standards and/or Technical specifications have been met.

If the certified product is Category Il then this certificate is only valid if used in conjunction with
Conformity Assessment against Module C2 or Module D.

This certificate remains the property of CCQS and maybe withdrawn at any time if it is
considered that the equipment is no longer in conformity with the requirements of the PPE
Regulation 2016/425.

Approved by Ireland IS0 17065
Government
as a Notified Body
for CE Marking No.2834

ACCREDITED
PRODUCT CERTIFICATION

OETAILED IN SCopE REG NO.602Y

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccgs.co.uk E-mail: verify@ccgs.ie Page 1 of 2
If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-017, Rev.2)
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Module B EU Type-Examination Certificate

Annex

For the requirements of PPE Regulation 2016/425

Certificate No.: CE-PC-200902-632-01-9B

Applicable standards and specification:
EN 149:2001+A1:2009 Respiratory protective devices - Filtering half masks to protect
against particles - Requirements, testing, marking

Model reference

Product description

RM100

Folding filtering half mask fitted with ear loop and head harness
retaining clip, no valves, internal metal nose clip

Mask body color: White or Black variant

Classification: FFP2 NR

Certificate Revision Revision date Revision details
A 2020-10-07 Initial issue
B 2021-04-29 Addition of mask body colour Black and

change license holder address plus
Technical file updates for change to
¢ address
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CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland
Tel: +00 353 1 588 6920

Website: www.ccgs.co.uk  E-mail: verify@ccgs.ie Page 2 of 2

If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-017, Rev.2)
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Certificate of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category lll

FPC Certificate No.: CE-PC-200902-632-FPC-B

Certificate Medisana GmbH

holder: Carl-Schurz-Str.2, 41460 NEUSS, Germany
Manufacturing 4th Floor of Building #7, No.228, Jiaosong Road, Taiwanese
location: Investment Zone, Zhangzhou, Fujian, China

The scope of the The manufacture of respiratory protective device
certification for: See annex for articles covered by this certificate

Valid from: 2020-10-05

Revision date: 2021-04-29

To: 2023-05-19

CCQS Certification Services Limited in its role as a Notified Body for PPE Regulation, is monitoring that the
manufacturer is producing PPE in conformity with the type described in the EU type-examination certificate and
associated technical file and which satisfies the Essential Health and Safety Requirements of the Regulation.

The equipment covered by this certificate is listed in the accompanying schedule. This certificate is not complete and
has no validity without the accompanying schedule and revision index.

The manufacturer is hereby authorized to affix our Notified Body number, 2834, to each item of PPE mentioned in the
schedule which accompanies this certificate whilst this certificate remains valid.

This certificate and the accompanying schedule remain the property of CCQS and maybe withdrawn or revised at
any time if CCQS considers that the equipment is no longer in conformity with the requirements of the Regulation.

Approved by Ireland IS0 17065
Government
as a Notified Body Aéﬂﬂ%
for CE Marking No.2834
PRODUCT CERTIFICATION

OETAILED 1y SCOPE REG NO.6028

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,
D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccqgs.co.uk E-mail: verify@ccqgs.ie Page 1 of 2
If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-015, Rev.2)
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Schedule of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category Il

Schedule to CCQS FPC Certificate No.: CE-PC-200902-632-FPC-B

Product reference and description Reference standard
Particle Filtering Half Mask Model: RM100 EN 149:2001+A1:2009
Certificate Revision Revision date Revision details
A 2020-10-05 Initial issue
B 2021-04-29 Extension of certificate’s validity
following Module C2 assessment and
change the address

This schedule has no validity without the accompanying certificate.
This schedule and the accompanying certificate remain the property of CCQS and
maybe withdrawn or revised at any time if CCQS considers A@Shﬁ-@?x ment is no

longer in conformity with the requirements of the Re uIa
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CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1588 6920  Website: www.ccgs.co.uk  E-mail: verify@ccgs.ie Page 2 of 2
If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-015, Rev.2)




EU-KONFORMITATSERKLARUNG

EU DECLARATION OF CONFORMITY
(GemaR/in accordance with EN ISO/IEC 17050-1)

DIESE KONFORMITATSERKLARUNG WIRD UNTER DER ALLEINIGEN VERANTWORTUNG ERSTELLT VON:
THIS DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF:

Name und Anschrift medisana GmbH
des Herstellers: Carl-Schurz-Str.2
Name and address of 41460 Neuss
manufacturer: Deutschland / Germany
. et er L Markenname/ brandname medisana
E’°g“ktt!ge"tt.'ff'k?.t'°_"- Modell. Nr./ model.no. RM 100
roauct iaentiication. Artikel Nr./ art. no 33333 /33334 / 33335 / 33337

Die Konformitatsbewertung nach den wesentlichen Anforderungen wurde gemaf
The conformity assessment according to the essential requirements has been done according to

EU-Rechtsvorschriften der Verordnung liber persdnliche Schutzausriistung (PSA) (EU) 2016/425
Gemeinschaft: Personal Protective Equipment (PPE) Regulation (EU) 2016/425
EU-Community Legislation: Anhang Il Kategorie lll in Verbindung mit

Annex Il Category Il in connection with

Anhang V (Modul B EU-Baumusterpriifungsbescheinigung)
Annex V (Module B EU Type Examination Certification)

CCQS Cert.-Nr.: CE-PC-200902-632-01-9B und

Anhang VII (Modul C2 Produktionsiiberwachung)

Annex VII (Module C2 Production Monitoring)

CCQS Cert-Nr.: CE-PC-200902-632-FPC-B

Harmonisierte Normen: Personliche Schutzausriistung

harmonized standards: EN 149:2001+A1:2009
Personal Protective Equipment
EN 149:2001+A1:2009
Nationales Qualitatsiiberwachungs- und Priifzentrum fir persénliche
Schutzausrustung (Peking) - Test Report Nr: 2021(D)-0074
National Quality Supervision and Testing Center for Personal Protective
Equipment (Beijing) -Test Report No.: 2021(D)-0074

Weitere Spezifikationen: Partikelfiltermaske, Kategorie Ill, FFP2 NR
further specifications: Particle filtering half mask, Category Ill, FFP2 NR
In Zusammenarbeit mit CCQS Certification Service Ltd. (CE 2834)
Benannter Stelle: Block 1 Blanchardstown Corporate Park,

in corporation with: Ballycoolin Road,

Notified Body: Blanchardstown

Dublin 15, D15 AKK1 ~

Diese Erklarung ist giiltig bis zum 19. May 2023
This declaration is valid until May 19th 2023

UNTERZEICHNET FUR UND IM NAMEN VON:

SIGNED FOR AND BEHALF OF:

Ort und Datum der Ausstellung Neuss, 26.05.2021

Place and date of issue: 2021 May, 26th

Unterschrift/ Signature:

Name, Funktion Thomas Hollefeld,

Name and function: Geschiftsfiihrer, [
General Manager

Firmenname/Company name: Medisana GmbH.

Medisana 26.05.2021 Seite 1 von 1
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