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DECLARATION OF CONFORMITY
TO AMCOR Flexibles DEUTSCHLAND

Address : Milter Strale 2
48336 Sassenberg
Fuchtorf

Germany

This is to testify that the following products, considered as Class | Medical
Devices for the intended final single use, to which this declaration relates are
manufactured by STERIMED s.r.o. , CTPark Modrice - Evropska 866 - 664 42
Modrice - Czech republic, and therefore are in compliance with the Directive
93/42/EEC of the Council of 14 June 1993 concerning medical devices, amended
by the Directive 2007/47/EEC of the European Parliament and of the Council of 5
September 2007.

Final application
Code Product Designation Sterilisation
wrapping material
0B36000 Sterisheet 357 NW Blue X
0C20000 Sterisheet 357 NW Green X
0681000 Sterisheet 360 NW Blue X
0153000 Sterisheet 366 NW Green X
0129000 Sterisheet 378 NW Blue X
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Michal CENTNER
Monday, 23 July 2018 Site Manager
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) STERIMED s.r.o.
se sidlem Modfice, Evropska 866, PSC: Bb4 42 |C: 274 35 474, zapsana v obchodnim rejstiiku vedeném
Krajskym soudem v Bme, oddil C., vloZka 53147

with its registered seat at Modrice, Evropska 866, ZIF Code: G664 42, [D; 274 35 474, registered with the
commercial register maintained by the District court in Bmo, section C., entry 53147

Fo 26d M. Centner
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This German translation is for information only. In case of any litigation,
only the attached original wording in English of this Technical Information
Notice will be used as master reference.

KONFORMITATSERKLARUNG
fur AMCOR Flexibles DEUTSCHLAND

Anschrift : Milter StralRe 2
48336 Sassenberg
Flchtorf

Deutschland

Das nachfolgende als Einweg-Medizinprodukt der Klasse | angesehene Produkt
wird von dem Unternehmen STERIMED s.r.o., CTPark Modrice - Evropska
866 - 664 42 Modrice — Tschechische Republik, hergestellt und entspricht der
Richtlinie 93/42/EWG des Rates vom 14, Juni 1993 Uber Medizinprodukte,
geéandert durch die Richtlinie 2007/47/EG des Européischen Parlaments und des
Rates vom 5, September 2007.

Anwendung

Code Produktbezeichnung —

- Sterilisierverpackung
0B36000 Sterisheet 357 NW Blue X
0C20000 Sterisheet 357 NW Green X
0681000 Sterisheet 360 NW Blue X
0153000 Sterisheet 366 NW Green X
0129000 Sterisheet 378 NW Blue X

Montag, den 23 Juli 2018

Michal Centner
Standortleiter
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