EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO

COMPNY
Certificate No.: Project No.: Valid until:
2156870-2017-CE-IND-NA-PS Rev 0.0 PRJC-556142-2016-MSL-IND 14 March 2022

This is to certify that the quality system of:

Bio-Tech Vision Care Pvt. Ltd.

555-556-557, Near Subham Tex-O-Pack, Khatraj, Dist. Gandhinagar, Gujarat, India

For design, production and final product inspection/testing of:

Intraocular Lens and Devices for Intra-Ocular Surgery

Has been assessed with respect to:

The conformity assessment procedure described in Article 11.3.a
and Annex Il excluding section 4 (Module H) of Council Directive

93/42/EEC on Medical Devices, as amended
and found to comply.

Further details of the product({s) and conditions for certification are given overleaf.
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