EC-Declaration of Conformity
acc. to annex VI, of the Council Directive 93/42/EEC

We

Raguse Gesellschaft fiir medizinische Produkte mbH
Stidfeld 6
59387 Ascheberg-Herbern
Germany

hereby declare under our sole responsibility
as the manufacturer in accordance with the EC Directive 93/42/EEC, Article 1, cl. 2f,
that the specification of the manufactured medical device

DISPOSABLE SURGICAL ACCESSOIRES TO COMPLETE
THE COVERAGE PROGRAM

including the described variants

as laid down in the technical file TD-119 is in conformity with the applicable
provisions of EC Directive 93/42/EEC.

This EC Declaration of Conformity applies to those products only that have been
released acc. to the requirements of the QM-System acc. to Annex VIl of the
EC Directive 93/42/EEC.

Class of medical device: Is
(acc. to Annex IX of EC Directive 93/42/EEC)

Applied harmonized standards: see technical file, chapter 9
Conformity Assessment Procedure Annex VIl in association with
acc. EC Directive 93/42/EEC: Annex V to EC Directive 93/42/EEC
Notified body: MedCert GmbH, Hamburg
CE: 0482
e
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Ascheberg-Herbern,, 23" March 2018

Place, Date Joachim Raguse, Geschaftsfihrer

The declaration of conformity is valid for all shipments after the date of issue.




Anlage zur Konformitatserkldrung
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140004 MSCE4090PPST | Absorbent OR table sheet - ja ja ja el ja t o) -_— — | = | 93/42/eGw |1324GB4151611] 118 22.05.2013 22.06.2021 DE/CA22/325k- [Sterilas Einmal-OP-Zubehér zur Ergéinzung des
A steril Annex V 21 15 Abdeckprogramms.
102 x 229 cm, air permeable Oisposable surgical accessories to complete the coverage
program.
140005 ULTRSRB6191ST| Ultrasorbs AP® disposable dry ja ja ja ja ja | 1 - — | = | 93/42/eGW [1324GB4151611] 118 22.05.2013 22.06.2021 DE/CA22/325b- |Steriles Einmal-OP-Zubehér zur Erginzung des
A sheet-steril 60 x 91 cm, Annex V 21 15 Abdeckprogramms.
airpermeable Disposable surgical accessories to complete the coverage
program.
140006 ULTRSB4S61ST | Ultrasarbs AP® disposable dry s i j3 i ja I 1 — | = | = | 93/42/eGw |1324GB4151611| 119 22.05.2013 22.06.2021 | DE/CA22/325b- |Steriles Einmal-OP-Zubehér zur Ergénzung des
sheet-steril 45 x 61 em, Annex V 21 15 Abdeckprogramms.
airpermeable Disposable surgical accessories to complete the coverage
Erogram.
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