Obelis

WX UK Ltd.

CERTIFICATE
OF
MHRA Medical Device Registration

Ref. No.: UK BS 0165-2021
Order No.: UK AB 0106-2021N Date: 21/05/2021

This is to certify that, according to Medical Device Regulations 2002 (UK MDR 2002) as amended by Medical Device
regulations (Amendment etc.) (EU Exit) Regulations 2020 (MDRs 2020), WE, here at Obelis UK Ltd. performed all
registration duties and responsibilities as the UK Responsible Person (UK RP) of:

Osstem Implant Co. Ltd.

3 Magokjungang 12-ro,Gangseo-gu, Seoul, South Korea

as stipulated and demanded by the aforementioned statutory instrument.

The Manufacturer declares that the device(s) comply(ies) with the Medical Device Regulations 2002 (UK MDR 2002) as
amended by (EU Exit) MDRs 2020 including all essential requirements.

The Manufacturer has provided Obelis UK Ltd with all the appropriate information as per UK MDR 2002 as amended by
(EU Exit) MDRs 2020 Reg. 17, 30 & 41 requirements, including the Declaration of Conformity in accordance with Reg.
13, 27 & 40 confirming that their device(s), as stipulated here below, is/are fulfilling the applicable requirements of UK
MDR 2002 as amended by (EU Exit) MDRs 2020.

Product Categories: ........cccceeiveeereeiiiiiiieee s see annex A (10 products, 12 pages)

The registration of the following medical device(s) has been completed by Obelis UK Ltd via the MHRA portal application
number 2021051101202691 on the 11/05/2021 in compliance with UK MDR 2002 (Sl 2002 No. 618) as amended by (EU
Exit) MDRs 2020- Regulation 19 requirements.

OBELIS UK Ltd

Sandford Gate, East Point Business Park
OX4 6LB - Oxford

Mr. G. Elkayam
CEO Obelis UK Ltd.

*This certificate will become void automatically if the notification is rejected by the Great Britain Authorities or upon termination of the RP
agreement.

Registered Address : Sandford Gate, East Point Business Park, OX4 6LB - Oxford, UK T:+44.1491.378012 I F: +44.1491.378012 I Email:
info@obelis.co.uk Website: https://www.obelis.co.uk/
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