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EU Declaration of Conformity
Manufacturer: whose single Authorized Representative:

Shanghai MediWorks Precision Instruments Co., CMC Medical Devices & Drugs SL
Ltd. C/ Horacio Lengo

No.7, MingPu Phase Il, No.3279 SanLu Road, N18, Malaga, 29006, Spain

MinHang District, 201100, Shanghai, China

SRN number:CN-MF-000004251 SRN number: ES-AR-000000293

We,the manufacturer,herewith declare under our sole responsibility that above-mentioned
products meet the provisions of the Regulation (EU) 2017/745 on medical (MDR).All
supporting documentations are retained under the premises of the manufacturer.

Slit Lamp Microscopes
(Model/Type:S260,5260S,5280C,S5260C,S290,S350C,S360,S360S,S390L,S390H)

meet the provisions of EU-REGULATION 2017/745 which apply to them.

Intended Use: Slit Lamp Microscopes are intended to observe the disease of the anterior
structures and tissue damage of eyes.
The Basic UDI-D| of products are as follows:

069450875SlitLamp2P
Conformity Assessment Route:CHAPTER V SECTION 2 Art.52 (7) Regulation (EU)2017/745
on medical devices
The medical device has been assigned to RULE 10(Device class:class |) according to Annex
VIII of the EU-REGULATION 2017/745. It bears the mark

q

following the procedure relating to the EC Declaration of Conformity set out in Annex Il of
EU-REGULATION 2017/745.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

Company: Shanghai MediWorks Precision Instru
Address:No.7, MingPu Phase II, No.3279 SanLu Road, MinH
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D DEKRA

CERTIFICATE

Number: 6124989

The management system of:

Shanghai MediWorks Precision Instruments
Co., Ltd.

No.7, MingPu Phase Il, No.3279 SanLu Road, MinHang District
201100, Shanghai
China

including the implementation meets the requirements of the standard;

1ISO 13485:2016 _
EN ISO 13485:2016

Scope: /) Y i
/e)tér,s Corneal

Design, Development, Manufacture, Distributioty, and Serwcmgo_ / pplan?ﬁo/m,Tdhﬁm
Topographers, Vision Screeners, Three,dimensional Analysis Sys’téms for the /Aﬁte/rfor Eye Segment,
un er held Fundus
Cameras, Retina Lens Slit Lamp’Microscopes; Portable St Lamps X on Charts

ophthalmic monitoring or diagnosis, Surgical Microscapes ity the’area of medlcal exammatlon
Certificate expiry date; 1/ March 2029

Certificate effective date; / 1/March 2026
Certified since: 28 March/2023

DEKRA Certification B.V.

e

B.T.M. Holtus J.M. McKenzie
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra.nl Company registration 09085396
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