) RESERVE

EU Declaration of Conformity

Manufacturer: PRONAP Czech Republic s.r.o.
Mikuldsska 2324/89a, Pod Bezrucovym vrchem, 794 01 Krnov
Company ID No.: 26849666

SRN: CZ-MF-000019998

Medical Device: see attached list of medical devices
Variants: see attached list of medical devices
Basic UDI-DI: see attached list of medical devices
Risk Class: I, non-sterile, non-measuring

The risk class of the products has been determined in accordance with Annex VIII, Rule 1, of
Regulation (EU) MDR 2017/745, as amended.

Intended Purpose:
Spectacle frames intended for the fitting of prescription lenses by an optometrist / optician.

The manufacturer hereby declares that:

1. The above-mentioned product complies with the General Safety and Performance
Requirements set out in Annex |, and technical documentation has been prepared in
accordance with Annexes Il and Il of Regulation (EU) MDR 2017/745, as amended,

2. the conformity assessment of this product has been carried out in accordance with Article
52(7), and an EU Declaration of Conformity has been issued for the product in accordance
with Regulation (EU) MDR 2017/745, as amended,

3. the product to which this EU Declaration of Conformity relates is fully compliant with
Regulation (EU) MDR 2017/745, as amended, and is further in compliance with:

- Regulation (EC) No 1907/2006 concerning the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH),

- European Standard EN 1SO 12870:2018,

- Technical Standard CSN EN ISO 14971,

4. This EU Declaration of Conformity for the above-mentioned medical device has been drawn up
in accordance with Article 19 and Annex IV of Regulation (EU) MDR 2017/745. It is issued under
the sole responsibility of the manufacturer, who assumes full responsibility for this product.
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EU Declaration of Conformity

List of medical devices — optical frames

Name of MD

Variant of MD

Basic UDI-DI

Reserve plastic frames

Reserve

Reserve Elegance

Reserve Vintage

Reserve Comfort Line

Reserve Clip-On

Reserve Downtown

Reserve Sport

8596557PLASTICFRAMESWK

Reserve metal frames

Reserve

Reserve Elegance

Reserve Vintage

Reserve Titanium

Reserve Comfort Line

Reserve Clip-On

Reserve Reading

8596557METALFRAMESJ4
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PRONAP Czech Republic s.r.o.

Petr Roznovsky, Managing Director
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