PRIMEDIC

Saves Life. Everywhere.
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Konformitatserklarung
Declaration of Conformity

Datum/Date: 27.April.2021

Wir

We Metrax GmbH, Rheinwaldstr. 22, D-78628 Rottweil, Germany

(Herstellername und —adresse / supplier’s name and -address)

erkléren in alleiniger Verantwortung, dass die Produktfamilie inklusive Zubehdr
declare under our sole responsibility that the product family inclusive accessories

PRIMEDIC DefiMonitor XD

den Europiischen Richtlinien 93/42/EWG (MDD) Anhang | (geédndert geman 2007/47/EG) und 2011/65/EU (RoHS2) entsprechen.

corresponds to the European Directives 93/42/EEC (MDD) Annex | (as amended through 2007/47/EC) and 2011/65/EU (RoHS2).

Die Produktfamilie beinhaltet folgende Geratevarianten
The product family includes the following product variants

Variante/Varlant

Serien- oder Losnummer!
Serial or lot number:

Artikelnummer
Article no.

GMDN

Klassifizierung 93/142/EWG
Anhang IX:

Classification 93/42/EEC
Annex IX:

PRIMEDIC DefiMonitor XD Ser.-Nr. 74046 000200- 74046 48048 lib

[ XD1/XD1xe ] (M290) 74046 050000

PRIMEDIC DefiMonitor XD PACER Ser.-Nr.74048 000200- 74048 48048 lib

[ XD10 / XD10xe ] (M290) 74048 050000

PRIMEDIC DefiMonitor XD SPO2 Ser.-Nr.74074 000200- 74047 48048 llb

[ XD3 / XD3xe ] (M290) 74074 050000

PRIMEDIC DefiMonitor XD SPO2, PACER Ser.-Nr.74049 000200- 74049 48048 llb

[ XD30 / XD30xe ] (M290) 74049 050000

PRIMEDIC DefiMonitor XD AED Ser.-Nr.74079 000200- 74079 48048 llb

[ XD100 / XD100xe ] (M290) 74079 050000

PRIMEDIC DefiMonitor XD AED, PACER Ser.-Nr.74081 000200- 74081 48048 llb

[ XD110/ XD110xe ) (M290) 74081 050000

PRIMEDIC DefiMonitor XD AED, SPO2 Ser.-Nr.74080 000200- 74080 48048 lib

[ XD300 / XD300xe ] (M290) 74080 050000

PRIMEDIC DefiMonitor XD AED, SPO2, PACER Ser.-Nr.74082 000200- 74082 48048 lib

[ XD330 / XD330xe ] (M290) 74032 050000

Zubehér, je nach Vari IA les g on the model

PRIMEDIC Paddle Set XD Ser.-Nr.73496 000001- 73496 41062 lib
73496 050000

PRIMEDIC SavePads Connect-Kabel kodiert Lot — Nr. 0313 19793 73725 47487 llb
0524 19793

PRIMEDIC EKG-Patientenkabel 4-polig kodiert IEC Lot— Nr. 0313 20185- 73727 35562 lib
0524 20185

PRIMEDIC Adapterkabel SPO2-Fingersensor / SPO2 Adapter Cable Lot - Nr. 0215 12094 23977 47487 lib

Fingersensor -0524 12094

PRIMEDIC ClipCharger (M250/M290) Ser.-Nr.74133 000100- 74133 17115 |
73774 050000

PRIMEDIC AkuPak LITE XD Ser.-Nr.73910 000200- 73910 36534 llb
73910 300000

PRIMEDIC AkuPak LITE (M250/M290) Ser.-Nr.73828 000200- 73828 36534 llb
73828 300000

Sicherung der Konformitét in der Serienproduktion durch:

Conformity for series production is ensured by:

93/42/EWG Anhang ll, Absatz 3 (gedndert gemaB

2007/47/EC)

93/42/EEC Annex ll, Clause 3 (as amended through

2007/47/EC)

Benannte Stelle: TUV SUD Product Service GmbH Ridlerstr. 65, D-80339 Miinchen, Germany

Notified Body: 0123

This declaration applies to CE marked devices produced after the

date of issuance of this declaration and before it is either
superseded by another declaration or withdrawn.
This declaration is valid until:

25.05.2024

Rottweil, 27.04.2021
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Datum/Date

Digitally signed by Ermicev Alexandr
Date: 2023.04.15 17:55:24 EEST
Reason: MoldSign Signature
Location: Moldova
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Taobias Mohry, Managing Director
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