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DECLARATION OF CONFORMITY

We hereby declare that the distributed CE marked products, specified in the annexedsq»aduc tistinre
covered by the "EC Certificate”, No.: 2018308CEOQ1, first issued on 19/08/ ‘0z, wevised on
12/04/2016 and reissued on 29/09/2017 and the “Design ExaminatiommCer ficate”, No.:
2018308DEOL1., first issued on 11/04/2016 and reissued on 29/09/2017, both Heliv red by DEKRA
Certification B.V. — Meander 1051 - 6825 MJ ARNHEM, THE NETHERLA.:3S, Notified Body
Identification Number 0344, and conform to the required technical & humentation, in accordance
with Annex Il including (4) for the class Ill products of the "EC-D. »ctiv ¥, the Council Directive
93/42/EEC of 14 June 1993 as amended by Directive 2007/47/EG;»ce. iing medical devices.

In addition, we ensure and declare that the distributed CE m¢ “«eG, »aducts, as mentioned and falling
within Class 11, meet the provisions of the EC-Directive, | aichc sly to them.

This declaration based on the application of the Quality .. stem approved for the manufacture and final
inspection of the products concerned (2018308CE01), in accordance with Annex Il excluding (4) of
the EC-Directive. The conformity of the produsior. suaity assurance set out in Annex I, is described
in the said CE Marking of Conformity Cesific 2, issued and delivered by DEKRA Certification
B.V. and the confirmation on extensiop®ot ™ alicity in accordance with Regulation (EU) 2023/607
regarding the transitional provisions fei' \gacy aevices.

This declaration is supportecd Ly tl = Qo lity System certification based on the harmonized standard EN
ISO 13485:2016, Quality S teni Teitificate with registration number SX 1010771-1, issued on
01/09/2023 are delivered b2 TU »Rheinland LGA Product GmbH.

This Declaration ¢/ Cor armi .ty covers sterile eye care products as specified in the product list
belonging to this dec watien, and is only valid in connection with a batch-specific Certificate of
Compliance fos all prov.dcts concerned bearing the CE marking and manufactured at the following
site:

URTARHA. M Arzneimittel GmbH
Inc dtric trase 35

6612¢ "JAARBRUCKEN
GERMANY

The manufacturer herewith confirms that the device fulfils the conditions set out in REGULATION
(EVU) 2023/607 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 15 March 2023

amending Regulations (EU) 2017/745. /
/ '71#;[}?;1( ) g ¢

This DoC is valid until 2027-12-31 Afétte Hornberggr
/Head of Regulatory Affairs

Annex: Product list
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