EU-Declaration of

Conformity
EU-Konformitédtserkldrung

We,
Wir,

MK medical GmbH
JahnstralRe 14

78576 Emmingen-Liptingen
Deutschland

Single Registration Number DE-MF-000011010
(SRN):

herewith declare under our sole responsibility that the medical devices:
erklaren hiermit in alleiniger Verantwortung, dass die Medizinprodukte:

Container, Accessories*
Container, Zubehér*

* The complete device list is enclosed in Annex A
* Die vollstandige Produktliste ist in Anhang A aufgefilhrt

Basic UDI-DI
Basis UDI-DI
Basic UDI-DI Intended Purpose
Basis UDI-D! Zweckbestimmung
e The sterilsation containers are intended for loading with medical devices that
are sterilised. Sterilisation and storage of the enclosed products is made
possible and ensured until they are used.
42514627BDB00000xxB4 e Die Sterilgutcontainer sind fur die Beladung mit Medizinprodukten gedacht,
die sterilisiert werden. Eine Sterilisation und Lagerung der eingeschlossenen
Produkte wird erméglicht und sichergestellt, bis diese zur Anwendung
kommen.

» have been manufactured under consideration of European Regulation (EU) 2017/745
» have been assessed acc. to Regulation (EU) 2017/745, Annex |V — EU Declaration of

Conformity

» have been classified acc. to Regulation (EU) 2017/745, Annex VIII - Classification Rules
» are conform to all applicable general safety and performance requirements of the Regulation

(EU) 2017/745

» hergestellt wurden gemé&f Verordnung (EU) 2017/745

» bewertet wurden gemdll Verordnung (EU) 2017/745, Anhang IV — EU-Konfermitatserklarung
»  Kassifiziert wurden gemald Verordnung (EU) 2017/745, Anhang VIl — Klassifizierungsregein

b konform sind mit allen anwendbaren Grundiegenden Sicherheits- und Leistungsanforderungen der Verordnung

(EU) 2017/745
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Ausgabedatum: Revision:
Issue Date: 13.02.2025 Revision: 01
and may therefore be placed into the market, labelled
with:
und somit auf den Markt gebracht werden dtirfen, gekennzeichnet C €
mit:
This Declaration of Conformity is valid from 13.02.2025 to 13.02.2030
Diese Konformitatserkldrung ist guitig von 13.02.2025 his 13.02.2030
Relevant harmonized standards and common specifications:
Relevante harmonisierte Normen und gemeinsame Spezifikationen:
DIN EN I1SO 10993-10 :2023
DIN EN ISO 10993-18 :2024
DIN EN ISO 10993-23 :2021
DIN EN ISO 11737-1:2021
DIN EN ISO 11737-2 :2020
DIN EN ISO 13485 :2021
DIN EN ISO 14971 :2022
DIN EN ISC 15223-1:2022
DIN EN ISO 17664-1 :2021
DIN EN ISO 17664-2 :2024
Medical devices classification(s) and nomenclature(s) summary:
Klassifizierung der Medizinprodukie und Nomenkiatur(en):
EMDN-Code Description Rule Class
EMDN-Code Beschreibung Regel Klasse
TRAYS, BASKETS, TUBS FOR STERILISATION AND THEIR
R COMPONENTS !
Emmingen-Liptingen 13.02.2025 3
Place / Ort Issue Date / Datum JaKo 9”2?& PRRC
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Annex A / Anhang A / Annexe A / Bilag A / A pielikums / Priloga A

Article N° Class Rule EMDN zg::g: :g '!t’, :::;:_Egtg"
Artikelnummer | Klasse Regel EMDN
MK-1750 | 1 S010401 0425148270632 1U002-01 42514627BDB00000XXB4
MK-1900 I 1 S010401 0425142270626 1U002-01 42514627BDB00000xxB4
MK-1910 | 1 S010401 | 04251 42270627 1U002-01 42514627BDB00000xxB4
MK-1911 I 1 5010401 | 04251 42273147 1U002-01 42514627BDB00000xxB4
MK-1912 I 1 S010401 0425142270769 1U002-01 42514627BDB00000xxB4
MK-1913 I 1 5010401 0425142273148 1U002-01 42514827BDB00000xxB4
MK-1814 | 1 5010401 0425148273149 1U002-01 42514827BDB00000xxB4
MK-1915 I 1 S010401 04251422731 50 1U002-01 42514627BDB00000xxB4
MK-1916 I 1 S010401 0425142270628 1U002-01 42514627BDB00000xxB4
MK-1917 [ 1 S010401 04251422731 51 1UQ02-01 42514627BDB00000xxB4
MK-1918 l 1 S010401 | 04251 48270770 1UQ02-01 42514627BDB00000xxB4
MK-1918 I 1 S010401 0425142273152 1U002-01 42514627BDB00000xxB4
MK-1820 I 1 5010401 0425142270771 1U002-01 42514627BDB00000xxB4
MK-1921 [ 1 5010401 042514?2?3153 1U002-01 42514627BDB00000xxB4
MK-1922 I 1 5010401 04251422731 54 1U002-01 42514627BDB00000xxB4
MK-1923 I 1 S010401 0425143270629 1U002-01 42514627BDB00000xxB4
MK-1924 | 1 S010401 042514?2731 55 IU002-01 42514627BDB00000xxB4
MK-1925 I 1 8010401 | 04251 42270772 1U002-01 42514627BDB00000xxB4
MK-1926 I 1 S010401 04251422731 56 1U002-01 42514627BDB00000xxB4
MK-1927 I 1 5010401 04251422731 57 1U002-01 42514627BDB00000xxB4
MK-1928 | 1 S010401 04251422731 58 IU002-01 42514627BDB00000xxB4
MK-1929 | 1 S010401 04251482731 59 1U002-01 42514627BDB00000xxB4
MK-1930 I | S010401 0425142273‘1 60 1U002-01 42514627BDB00000xxB4
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Article N° Class Rule EMDN 32:,13; E :g 2::;;_32;:3"
Artikelnummer | Klasse Regel EMDN
MK-1931 | 1 S010401 0425142270630 1U002-01 42514627BDB00000xxB4
MK-1932 I 1 S010401 0425148272302 1U002-01 42514627BDB00000xxB4
MK-1933 I 1 S010401 04251422?31 61 1U002-01 42514627BDB00000xxB4
MK-1934 | 1 S010401 | 04251 48273162 IU002-01 42514627BDB00000xxB4
MK-1935 [ 1 S010401 | 04251 42273163 1U002-01 42514627BDB00000xxB4
MK-1936 | 1 5010401 0425142273164 IU002-01 42514627BDB00000xxB4
MK-1937 I 1 S010401 0425143273'1 65 IU002-01 42514827BDB00000xxB4
MK-1938 I 1 5010401 04251432?31 66 1U002-01 42514627BDB00000xxB4
MK-1939 I 1 S010401 04251422731 67 |U002-01 42514627BDB00000xxB4
MK-1840 | 1 5010401 042514?2731 68 1U002-01 42514627BDB00000xxB4
MK-1941 | 1 S010401 04251422731 69 1U002-01 42514627BDB00000xxB4
MK-1942 I 1 S010401 O4251422?3‘1 70 |U002-01 42514627BDB00000xxB4
MK-1943 I 1 S010401 042514?27317’1 [U002-01 42514627BDB00000xxB4
MK-1944 | 1 S010401 | 04251 42270831 1U002-01 42514627BDB00000xxB4
MK-1945 I 1 S010401 0425142273772 [U002-01 42514627BDB00000xxB4
MK-1946 | 1 S010401 04251422731 3 1U002-01 42514627BDB00000xxB4
MK-1947 I 1 5010401 04251422731 74 IU002-01 42514627BDB00000xxB4
MK-1948 I 1 5010401 | 04251 48271 060 IU002-01 42514627BDB00000xxB4
MK-1949 I 1 S010401 04251482731 75 (U002-01 42514627BDB00000xxB4
MK-1950 I 1 5010401 04251422731 76 1U002-01 42514627BDB00000xxB4
MK-1951 | 1 S010401 04251422?31 77 1U002-01 42514627BDB00000xxB4
MK-1952 I 1 S010401 04251432?31 78 1U002-01 42514627BDB0000CxxB4
MK-1953 I 1 S010401 04251422731 79 1U002-01 42514627BDB00000xxB4
MK-1954 I il S010401 04251422731 80 1U00C2-01 42514627BDB00000xxB4
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Article N° Class Rule EMDN ELD)'[:B: :g :,E gzz:: tﬂg
Artikelnummer | Klasse Regel EMDN
MK-1955 I 1 S010401 | 0425148271514 1U002-01 42514627BDB00000xxB4
8
MK-2000 I 1 S010401 | 0425146273181 1U002-01 42514627BDB00000xxB4
0
MK-2008 | 1 S010401 | 0425148273182 1U002-01 42514627BDB00000xx B4
7
MK-2010 | 1 S010401 | 0425146273183 1U002-01 42514627BDB00000xxB4
4
MK-2015 I 1 S010401 | 0425146273184 1U002-01 42514627BDB00000xxB4
1
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