MaiMed

Kundeninformation zu Konformitatserklarungen

Name und Adresse der Firma: MaiMed® GmbH
Robert-Koch-StraBe 1-7
29643 Neuenkirchen
Germany

Produkt: Medizinprodukte der Klasse Is

Die MaiMed GmbH verfugt Uber ein MDR-Zertifikat fUr sterile Produkte und sterile
Behandlungseinheiten der Klasse Is, mit dem MDA/MDN-Code 1204 und dem MDS-Code
1011.

Unsere benannte Stelle DNV/MedCert (Zerlifikatsnummer 0482) hat die planmd&Bige
Stichprobenprufung des Sterilisationsverfahrens erfolgreich  durchgefGhrt und positiv
bewertet. Das bestatigt, dass wir berechtigt sind, alle sterilen Produkte dieser Klasse
rechtmdaBig in Verkehr zu bringen.

Wichtiger Hinweis zu Ubergangsregelungen:

Da noch nicht alle Produkte der Klasse Is vollstdndig gemd&B der Medical Device Regulation
(MDR) umgesetzt sind, fallen einige Artikel weiterhin unter die Ubergangsregelungen des
Artikels 120 MDR. Diese Produkte werden als Legacy Devices bezeichnet.

Das bedeutet, dass diese Artikel noch keine Konformitétserkldrung gemdaB MDR besitzen.
Stattdessen  verfugen sie Uber eine Konformitatserkldrung, die nach der
Medizinprodukterichtlinie 93/42/EWG ausgestellt wurde und weiterhin gUltig ist — auch wenn
das ursprungliche Ablaufdatum bereits Gberschritten ist.

Was bedeutet das fir Sie?
e Diese Produkte k&dnnen weiterhin rechtmdaBig in Verkehr gebracht werden, solange
die Ubergangsregelungen gelten.
e Sie erfUllen die Anforderungen der alten Richtlinie und sind somit weiterhin sicher und
zugelassen.
o Wir arbeiten daran, alle Produkte vollstindig MDR-konform zu machen und werden
Sie entsprechend informieren, sobald die Umstellung abgeschlossen ist.

Bei Fragen oder wenn Sie weitere Informationen bendtigen, stehen wir Innen jederzeit gern
zur Verfigung.

Neuenkirchen, 2025-06-23

: 4 Germany
W. JanB ﬁ @
Verantwortliche Person MDR-Artikel 15: NS0 13485%

HEANS PROTECTION  GARE  HEGENE Kundeninformation Konformitétserklérung Is_2025-06-23 ¥

0 o o o ! Es gelten unsere Allgemeinen Geschdaftsbedingungen.
oo bemuse We m"e Diese k&nnen Sie auf unserer Website www.maimed.de einsehen und herunterladen.
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To whom it may concern DNV MEDCERT GmbH
Pilatuspool 2
20355 Hamburg
Germany

Tel: +49 40 2263325-0
E-mail: Medcert-Info@dnv.com

Date: Our reference:
2024-03-27 QS-1339

Notified Body Confirmation Letter
Certification No: 1339GB454240327

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in the
framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the
transitional provisions for certain medical devices and in vitro diagnostic medical devices

To whom it may concern,

This letter confirms that DNV Medcert GmbH, a Notified Body (NB), designated against Regulation (EU) 2017/745 (MDR)
and identified by the number 0482 on Nando', has received a formal application in accordance with Section 4.3, first
subparagraph of Annex VII of MDR and has signed a written agreement in accordance with Section 4.3, second
subparagraph of Annex VII of MDR with the following manufacturer.

MaiMed GmbH
Robert-Koch-StralRe 1-7
29643 Neuenkirchen
Germany

SRN2: DE-MF-000005912

The devices covered by the formal application and the written agreement mentioned above are identified in the tables (in
the appendix of this letter). Table 1 identifies the devices for which an MDR application has been received, a written
agreement concluded and for which the NB is also responsible for appropriate surveillance of the corresponding devices
under the applicable Directive. Table 2 identifies the devices for which an MDR application has been received and a
written agreement concluded, but the NB has not yet taken the responsibility for appropriate surveillance of the
corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42/EEC (MDD)
that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this letter also confirms that
the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate expiry; or provided
evidence that a competent authority of a Member State had granted a derogation or exemption from the applicable
conformity assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by 20
March 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s continued compliance
to the other conditions specified in Article 120.3c of MDR (as amended by EU 2023/607), are shown below:

" Nando (New Approach Notified and Designated Organisations) Information System, https://ec.europa.eu/growth/tools-databases/nando/.
2 Single registration number (SRN) according to Article 31 (2) of MDR.

DNV MEDCERT GmbH, Hamburg, HRB 55912, Tax ID: 48/715/05387, VAT ID: DE164312394

Managing Directors: Klaus-Dieter Ziel, Jan Drogemidiller. The place of jurisdicton and fulfiiment is Hamburg.

The terms and conditions of DNV MEDCERT GmbH apply in their latest up to date version. The German law

applies.

820118 EN Rev 2 2023.08.14 001A7454



DNV

Page 2 of 3

e 26 May 2026 for Class lll custom-made implantable devices

e 31 December 2027 for Class lll devices and Class llb implantable devices excluding well established technologies
(WET - sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips, and
connectors)

e 31 December 2028 for other Class IIb devices, Class lla devices, Class | devices placed on the market in sterile
condition or have a measuring function

¢ 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it under MDR
(e.g., class | devices that qualify as re-usable surgical instruments)

For DNV MEDCERT GmbH

[ —

Monika Hamann
Customer Service Manager

Appendix (see following pages):
e Table 1 and Table 2
e Revision history

001A7454
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Appendix

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate surveillance of
the corresponding devices under the applicable Directive:

Device name or Basic
UDI-DI (under MDR
application)

Non-active non-
implantable devices for
wound and skin care

General non-active
non-implantable
devices used in health
care and other non-
active non implantable
devices

Cotton gauzes

Non-adhesive
absorbent dressings

Ethanol for the
disinfection of medical
devices

Ammonium salts for
the disinfection of
medical devices

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

Class | devices placed on
the market in sterile
condition

Class | devices placed on

the market in sterile

condition

Class lla

Class lla

Class lla

Class lla

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

N/A

N/A

N/A

N/A

N/A

N/A

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification
Certificate
1339DE415190701;

NB 0482
1339GB415190701

NB 0482

Certificate
1339DE415190701;

NB 0482
1339GB415190701

NB 0482

Certificate
1339DE414200407
NB 0482
1339GB414200407
NB 0482
Certificate
1339DE414200407
NB 0482
1339GB414200407
NB 0482
Certificate
1339DE414200407
NB 0482
1339GB414200407
NB 0482
Certificate
1339DE414200407
NB 0482
1339GB414200407
NB 0482

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate surveillance of
the corresponding devices under the applicable Directive:

Device name or Basic
UDI-DI (under MDR
application)

None

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

None

Confirmation Letter Revision History:

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

None

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

None

Date NB internal reference Action
traceable to each
version of the letter

2024-03-27 1339GB454240327 Initial issue
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MaiMed GmbH

Craved )

Konformitétserklarung / Declaration of Conformity

Name und Adresse der Firma / MaiMed GmbH

name and address of the company: Robert-Koch-Strae 1-7
D-29643 Neuenkirchen
Germany

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that...

das Medizinprodukt / MaiMed - Copolymer, steril

the medical devise: MaiMed - Copolymer, sterile

Verwendungszweck / Zur aulReren Anwendung

Purpose: For external application

mit entsprechenden Losnummern / It. Chargennachweisdokumentation / Lieferschein
with corresponding lot numbers: acc. to Charge proof documentation / deliverynote
der Klasse: / Is

of class:

allen Anforderungen der Medizinprodukte-Richtlinie 93/42/EWG entspricht und die Anderungen der
Richtlinie 2007/47/EWG gultig ab 21.03.2010 berlcksichtigt, die auf dieses Medizinprodukt anwendbar
sind. / meets all the provisions of the Directive 93/42/EEC and considers also the changes of Directive
2007/47/EEC, valid from 2010-03-21, which apply to it.

Diese Konformitatserklarung ist gultig bis die Ausstellung einer revidierten Konformitatserklarung nach
Anderung des Produktes erfolgt, oder zum Ablaufdatum der von der Benannten Stelle ausgesteliten
Bescheinigung. Das Ablaufdatum ist der 26. Mai 2024. / This declaration of conformity is valid until a
revised declaration of conformity is issued due to changes to the product, or until the expiration date of
the certificate(s) issued by the notified body. The expiration date is May 26, 2024.

Konformitatsbewertungsverfahren / Anhang V und Anhang VIi
conformity assessment procedere: Annex V and Annex VI
Beteiligte benannte Stelle (aul3er bei Klasse 1) / MEDCERT GmbH (Kennnummer 0482)
involved notified body (except class I) Pilatuspool 2
D-20355 Hamburg
Germany

Neuenkirchen, den 01.07.2019

W. JanB / Sicherheitsbeauftragter / m
|

safety representative:
( Unters\?ﬁfifﬁ signature)
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