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By Royal Charter

Manufacturer: ELLA-CS, s.r.o.

Address:

Milady Hordkové 504/45
Trebes

Hradec Kralove

500 06

Czech Republic

Single Registration Number: CZ-MF-000013402

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX

Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class 11l and Class IIb implantable devices an Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Motified Body for the above Regulation (MNotified Body Number 2797):

chu/\ C_Xaelc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2021-12-01 Date: 2021-12-01 Expiry Date: 2026-11-30
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Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification
Absorbable stents for benign strictures (tracheal, biliary, Custom-made Class [1I implantable
esophageal, bronchial, pancreatic and colonic)

First Issued: 2021-12-01 Date: 2021-12-01 Expiry Date: 2026-11-30
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Certificate History

Date Reference Number Action
Current 3481207 Issued,
First Issued: 2021-12-01 Date: 2021-12-01 Expiry Date: 2026-11-30
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