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DECLARATION OF CONFORMITY
AUROLAB
No. 1, SIVAGANGAI MAIN ROAD, VEERAPANJAN
MADURAI-625 020, TAMILNADU, INDIA
TEL: +91-9489212354 / +91-7339571000
Customer Care No: 18001037321
E-MAIL- info@aurolab.com / WEB: www.aurolab.com

We declare that under our sole responsibility that

Product : Glaucoma Shunt
Brand Name : aadi

UMDNS Code: For Shunts- 13585

GMDN Code: For Glaucoma shunt — 61127 gigitaélgzssigned by Pereteatco Alina
. ate: .09.29 20:01:25 EEST

MD Code: 0203 Reason: MoldSign Signature

Location: Moldova

Model: aadi-350

Lot No. from ...coivmmasssmsmmmsmasms o S

Batch No: ...oiiiiiiiiii

For all lot numbers / serial numbers which are manufactured according to the specification of the Technical
Documentation Issue 04 since 27/05/2020 and are documented in the general batch survey of class II b according to

Annex IX of Rule No. 8 in MDD 93/42/EEC meets all the provisions of the directive 93/42/EEC which apply 1o it.

Applied Standards: Refer list of standards & guidelines in technical file TF-SN-01-GS, Issue 04 dated on 27/05/2020.
Applied conformity assessment procedure: Annex II without requirement of Annex I1.4 of MDD 93/42/EEC

Notified Body: European representative:
TUV Rheinland LGA Products GmbH mdi Europa GmbH
Tillystrasse 2 Langenhagener Straf3e 71
90431 Nuemnberg D-30855 Langenhagen,
Germany Germany

Notified body number: 0197 Issue date:  2021-05-25
Reg No: HD 2067790-1 Expiry date: 2024-05-26

Place: Madurai ’
Date: Quality Assurance Manager

Form approval: { /
Issued By: / Approved By:
(Sr. Quality Assurance Engineer) (Sr. Regulatory Affairs Manager)

Date 2(_ng[ 2] Date T 25.05.2|

Form-QA-S-04H QAP-8-07 Issue — 13 Issue date: 25.05.2021 Effective date: 08.06.2021
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