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EG-Konformitatserklarung

EC DECLARATION OF CONFORMITY

Annex VII of Directive 93/42/EEC
Anhang VII der Richtlinie 93/42/EWG

Enteral Feeding Tubes Percutaneous - Accessories
(Product name / Produktname)

See attached list / siehe beigefiigte Liste
(Article number / Artikelnummer)

Class / Klasse I
We / Wir

Fresenius Kabi AG
61346 Bad Homburg, Germany

manufacturer of the above products, hereby declare under our sole responsibility for
this Declaration of Conformity that the referenced products comply with all relevant
provisions of Directive 93/42/EEC, as amended by 2007/47/EC, and its transposition
into national laws. The products comply with the essential requirements of Annex I,
further applicable standards and/or other normative documents as listed in the
applicable technical documentation. All supporting documentation is kept under the
premises of the manufacturer.

Hersteller der oben genannten Produkte, erkldren hiermit in unserer alleinigen
Verantwortung fir diese Konformitatserkldrung, dass die oben aufgeflihrten Produkte
mit allen relevanten Anforderungen der Direktive 93/42/EWG, geandert durch
2007/47/EG und deren Umsetzung in nationale Gesetze Ubereinstimmen. Die Produkte
erflllen die Anforderungen des Anhangs I sowie die Anforderungen der weiteren
anwendbaren Standards und normativen Dokumente, wie in der anwendbaren
technischen Dokumentation aufgefiihrt. Alle unterstiitzenden Dokumente werden in den
Raumlichkeiten des Herstellers aufbewahrt.

Bad Hersfeld, 07.08.2018  B. Heyne, Regulatory Affairs | (/- (£ Mo, o
Place and date of issue/ Name (printed letters), position and signature of authorize person/ '
Ort und Datum der Ausstellung Name (Blockschrift), Position und Unterschrift der autorisierten ‘Person

Valid starting with the original date of the document until product change
Gltig ab Ausstellungsdatum bis Produktdnderung
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FRESENIUS
KABI

List of Enteral Feeding Tubes Percutaneous - Accessories

Art. Code

Article Name

Product
Family

Class
(MDD)

7750392

Freka® Repair Set for Freka® PEG FR 9, ENLock

7981312

Freka® Connector for Freka® PEG FR 9, ENLock

7750402

Freka® Repair Set for Freka® PEG FR 15, ENLock

7981370

Freka® Connector for Freka® PEG FR 15, ENLock

7751392

Freka® Repair Set for Freka® PEG FR 20, ENLock

7751402

Freka® Connector for Freka® PEG FR 20, ENLock

7981803

Freka® Repair Set for Freka® FKJ FR 9, ENLock

7751401

Freka® Funnel Connector for Freka® PEG FR 20

7751651

Freka® Positive Luer Lock connector FR20

7981311

Freka® Positive Luer Lock connector FR9

7981392

Freka® Y-Connector for Freka® PEG FR 15

7989941

Freka® Click Adaptor FR 12

7990011

Freka® Y-Connector for Freka® PEG FR 20/12

798137Y

Freka® LuerLock Connector for Freka® PEG FR 15

798138Y

Freka® Click Adaptor FR 9

7750391

Freka® repair set for Freka® PEG FR 9

7750401

Freka® repair set for Freka® PEG FR 15

7751391

Freka® repair set for Freka® PEG FR 20

7751541

Freka® Fixation plate for Freka® PEG FR 20

7903002

Freka® Fixation plate for Freka® PEG FR 9

7904002

Freka® Fixation plate for Freka® PEG FR 15

7751701

Freka® Tube Clamp for Freka® PEG FR 9 and FR 15

7755681

Freka® Universal Funnel Adaptor

7981382

Freka® Repair set for Freka® PEG FR 9, ENFit

7981383

Freka® Repair set for Freka® PEG FR 15, ENFit

7981384

Freka® Repair set for Freka® PEG FR 20, ENFit

7981385

Freka® Connector for Freka® PEG FR 9, ENFit

7981386

Freka® Connector for Freka® PEG FR 15, ENFit

7981387

Freka® Connector for Freka® PEG FR 20, ENFit

7981388

Freka® Repair Set for Freka® FKJ FR 9, ENFit

7981389

Freka® Click Adapter FR 9 for PEG FR 15, ENFit

7981390

Freka® Click Adapter FR 12 for PEG FR 20, ENFit

7981394

Freka® Y-Connector for Freka® PEG FR 15/9, ENFit

7981396

Freka® Y-Connector for Freka® PEG FR 20/12, ENFit
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