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EU DECLARATION OF CONFORMITY

Manufacturer: Elektro-Optika Kft.
Address: Kaktusz utca 22. ]
ZIP Code, City, Country : H-2030, Erd, Hungary

We declare under our own sole responsibility that the products::

Description: colposcopes

Series: G
Model: G-10(Y1), G-15 (Y1.5) G-20(Y2), G10UNI, mounted (+GTOUNI and +G20UNI) and rolling base (+G10RB, +G20RB),
and G-30(Y3), G-40 (Y4) rolling base versions.

are in conformity with the provisions of the following European Directives:

EMC-directive 2014-30-EU (electromagnetic compatibility)

Low voltage directive 2014-35-EU (electrical equipment))
RoHS-directive 11 2011-65-EU (Restriction of Hazardous substances)
RoHS-directive Il 2015/863-EU (Restriction of Hazardous substances)

assessed using following applicable European Harmonised Standards:

EN 61326-1 Electrical equipment for measurement, control and laboratory use - EMC requirements

EN 61010-1 Safety requirements for electrical equipment for measurement, control, and laboratory use (Low Voltage)

IEC 62321-3 Assessment of electrical and electronic products with respect to the restriction of hazardous substances (RoHS-I1 & RoHSI!I)
EN 62471 Photobiological safety of lamps and lamp systems and LEDs

The product herewith complies with the requirements of the European directives and harmonized
standards and carries the CE-marking accordingly

The Elektro-Optika Ltd has joined the European Union Quality Insuring system:
IS0 9001:2015
Registered by Hungarian Health Licensing and Administration Office

Medical Directorate: HU / CAO1 / 2810/05 (Certificate number: 10030188/3)

Executive Director
April 2024, City of Erd

Declaration of Conformity Identifier: E0-G2024 Valid until April 30, 2026




