EC Declaration of Conformity

according to Annex Il of Directive 93/42/EEC concerning medical devices, as amended by Directive
2007/47/EC

Classification according to Directive 2005/50/EC: Class I

We

Waldemar Link GmbH & Co. KG
Barkhausenweg 10
D-22339 Hamburg

declare under our own responsibility that

NON ACTIVE IMPLANTS FOR JOINT REPLACEMENT:
Vario-Cup - Acetabular Cup System

meet the respective provisions of the Directive 93/42/EEC concerning medical devices, as amended by

Directive 2007/47/EC and we are solely responsible for the preparation of this declaration. The relevant

technical documentation is archived by the QM department.
Digi
Date

Rea:
The product is marked (CE0482) by MEDCERT Zertifizierungs- und Priifgesellschaft fur die Medizin GmbH Lgiz

Pilatuspool 2, D-20355 Hamburg.

N\ WU— ‘/, i B s &
Hamburg, O‘]*O;'Z‘:/ZU IQ‘ﬁLL’AJ Hamburg, 0.0S ‘//b\/,'(')‘ j/"\'—\\(‘—\

Place, date signature Quality Management Place, date signature Management Repreééhtative

Valid from: 05.03.2020
Valid to: 27.05.2024

page 1of 5 Konf-00031



Annex 1

Item number and description

Vario-Cup - Acetabular Cup System

Vario-Cup, I-@ 22 mm

LINK [@

Item Number Description
99-0055/39 0-@ 39 mm
99-0055/40 0-@ 40 mm
99-0055/41 0-@ 41 mm
99-0055/42 0O-@ 42 mm
99-0055/43 0-@ 43 mm
99-0055/44 0-@ 44 mm
99-0055/45 O-@ 45 mm
99-0055/46 O-@J 46 mm
99-0055/47 O-@ 47 mm
99-0055/48 0O-@ 48 mm
99-0055/49 0O-@ 49 mm
99-0055/50 0-@ 50 mm
99-0055/51 0-@ 51 mm
99-0055/52 0-@ 52 mm
99-0055/53 0-@ 53 mm
99-0055/54 O-@ 54 mm
99-0055/55 0O-@ 55 mm
Vario-Cup, I-@ 24 mm
Item Number Description
107-210/39 0-@ 39 mm
107-210/40 0-@ 40 mm
107-210/41 0-@ 41 mm
107-210/42 0-@ 42 mm
107-210/43 0-@ 43 mm
Vario-Cup, I-d 28 mm
Item Number Description
107-220/44 0-@ 44 mm
107-220/45 0O-@ 45 mm
107-220/46 0O-@ 46 mm
107-220/47 0-@ 47 mm
107-220/48 0O-@ 48 mm
107-220/49 O-@ 49 mm
107-220/50 0-@ 50 mm
107-220/51 0O-@ 51 mm
107-220/52 0-@ 52 mm
107-220/53 0-@ 53 mm
107-220/54 0-@ 54 mm
107-220/55 0-@ 55 mm
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LINK [

107-220/56 0-0@ 56 mm
107-220/57 O-@ 57 mm
107-220/58 0-@ 58 mm
107-220/59 0-@ 59 mm
107-220/60 0-@ 60 mm
107-220/61 0-@ 61 mm
107-220/62 0-@ 62 mm
107-220/63 0-@ 63 mm
107-220/64 0-@ 64 mm
107-220/65 O-@ 65 mm
Vario-Cup, I-@ 32 mm

Item Number Description
107-230/49 0-@ 49 mm
107-230/50 0-@ 50 mm
107-230/51 0-@ 51 mm
107-230/52 0-@ 52 mm
107-230/53 0-@ 53 mm
107-230/54 0-@ 54 mm
107-230/55 0-@ 55 mm
107-230/56 0O-@ 56 mm
107-230/57 0-@ 57 mm
107-230/58 0-@ 58 mm
107-230/59 0-@ 59 mm
107-230/60 0-@ 60 mm
107-230/61 0O-@ 61 mm
107-230/62 0O-@ 62 mm
107-230/63 0-@ 63 mm
107-230/64 O-J 64 mm
107-230/65 O-@ 65 mm
Safety ring

Item Number Description
107-200/28 for prosthesis head diameter 28 mm
107-200/32 for prosthesis head diameter 32 mm
107-200/22 for prosthesis head diameter 22 mm
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Vario-Cup, I-@ 22 mm

LINK [M

Item Number Description
99-0056/39 0-@ 39 mm
99-0056/40 0-@ 40 mm
99-0056/41 0-@ 41 mm
99-0056/42 0-@ 42 mm
99-0056/43 0-@ 43 mm
99-0056/44 0-J 44 mm
99-0056/45 0-@ 45 mm
99-0056/46 0-@ 46 mm
99-0056/47 0-@ 47 mm
99-0056/48 0-@ 48 mm
99-0056/49 0-@ 49 mm
99-0056/50 0-@ 50 mm
99-0056/51 0O-@ 51 mm
99-0056/52 0-@ 52 mm
99-0056/53 0-@ 53 mm
99-0056/54 0O-@ 54 mm
99-0056/55 O-& 55 mm
Vario-Cup, I-@ 24 mm
Item Number Description
107-240/39 0O-@ 39 mm
107-240/40 O-@ 40 mm
107-240/41 0-@ 41 mm
107-240/42 0-@ 42 mm
107-240/43 0-@ 43 mm
Vario-Cup, I-@ 28 mm
Item Number Description
107-240/44 O-@ 44 mm
107-240/45 0-@ 45 mm
107-240/46 0-@ 46 mm
107-240/47 0-@ 47 mm
107-240/48 0-@ 48 mm
107-240/49 O-@ 49 mm
107-240/50 O-@ 50 mm
107-240/51 0-@ 51 mm
107-240/52 0-@ 52 mm
107-240/53 0O-@ 53 mm
107-240/54 0-@ 54 mm
107-240/55 O-@ 55 mm
107-240/56 0O-@ 56 mm
107-240/57 0-@ 57 mm
107-240/58 0O-@ 58 mm
107-240/59 0O-3@ 59 mm
107-240/60 0-@ 60 mm
107-240/61 0-@ 61 mm
107-240/62 0-@ 62 mm
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107-240/63 0O-@ 63 mm
107-240/64 0-@ 64 mm
107-240/65 0-@ 65 mm
Vario-Cup, I-@ 32 mm

Item Number Description
107-260/49 O-@ 49 mm
107-260/50 0-@ 50 mm
107-260/51 O-@ 51 mm
107-260/52 0O-@ 52 mm
107-260/53 O-@ 53 mm
107-260/54 O-@ 54 mm
107-260/55 O-@ 55 mm
107-260/56 O-@ 56 mm
107-260/57 O-@ 57 mm
107-260/58 0-@ 58 mm
107-260/59 0-@ 59 mm
107-260/60 0-@ 60 mm
107-260/61 0-@ 61 mm
107-260/62 0-@ 62 mm
107-260/63 O-@ 63 mm
107-260/64 O-@ 64 mm
107-260/65 0O-@ 65 mm
Safety ring

Item Number Description

107-201/28 for prosthesis head diameter 28 mm
107-201/32 for prosthesis head diameter 32 mm
107-201/22 for prosthesis head diameter 22 mm
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