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that the design dossier for the product(s) described in the
the directive 93/42/EEC. This certificate is based on the |

dossier according to the directive 93/42/EEC Annex I1.4 as d
annex. :

Product: Occlutech Delivery Set

This certificate is valid from 2018-10-01 to 2022-02-14
Registration No.: 51030-23-G3
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Annex to the EC Design Examination
Certificate No. 51030-23-G3

Revision status: 0
Valid from 2018-10-01 to 2022-02-14

Report number: 51030-P7-02, 51030-CN18-02
Product: Occlutech Delivery Set

Intended use: The Occlutech Delivery Set is an accessory for carrying out percutaneous, catheter
based interventions. The Occlutech Delivery Set is intended to implant Occlutech devices into the
heart or vascular defects. With the aid of the Occlutech Delivery Set the occluder device is passed
through the vascular system to the defect and positioned there.

Technical data:

Art. Nr. Size | Length sheath | Length Loader Dilator tip Length Hemo- Distal
[mm] [mm] extension to valve [mm] Angle
sheath
[mm]
51DS007 7F 800 120 25 70 45°
51DS008 8F 800 160 25 70 45°
51DS009 9F 800 160 25 70 45°
51DS010 10F 800 160 25 70 45°
51DS011 11F 800 200 25 70 45°
51DS012 12F 800 200 25 70 45°
51DS014 14F 800 200 25 70 45°
51US006 6F 800 120 25 70 180°
51US007 7F 800 120 25 70 180°
51US008 8F 800 120 25 70 180°
51US009 9F 800 120 25 70 180°
51CH012 12F 800 200 25 70 45° x 45°
51CHO014 14F 800 200 25 70 45° x 45°
51ES006 6F 1100 120 25 70 45°
51ES007 7F 1100 120 25 70 45°
51ES008 8F 1100 160 25 70 45°
51ES009 oF 1100 160 25 70 45°
51ES010 10F 1100 160 25 70 45°
51ES011 11F 1100 200 25 70 45°
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