DNV

MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
248856-2017-AQ-IND-NA-PS 13 January 2017 26 October 2021 — 25 October 2024

This is to certify that the management system of

Biotech Europe Meditech Inc Limited
AF2, IDA Business & Technology Park,
Roscommon,

Ireland

has been found to conform to the Quality Management System standard:

ISO 13485:2016/ EN ISO 13485:2016

This certificate is valid for the following scope:

Design, Manufacturing, Sales & Distribution of Sterile Intra Ocular Lenses,
Cartridges & Injectors (Lens delivery System) and Solutions for Ophthalmic,
Osteoarthritis and Dermal use.

Place and date: For the issuing office:
Hovik, 08 October 2021 DNV Product Assurance AS
Veritasveien 3, 1363 Hovik, Norway

{O‘ (ewle Guelisen (o0
Cecilie Gudesen Torp

NORWEGIAN Management Representative
ACCREDITATION

MSYS 018

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV Product Assurance AS, Veritasveien 3, 1363 Havik, Norway, Tel +47 67 57 88 00, www.dnv.com





