Certificate Of Compliance

Geotek Global Certification Pvt. Ltd.

Applicant : Lumens Medical Private Limited

Office Address : # 2-24-113/3/B/NR, Laxmi Narayan Nagar, IDA, Uppal,
Hyderabad 500039, Telangana, India

CE Mark Directive : 2007/47/EC as amended by Regulation (EU) 2017/745 (MDR)
EMC 2014/30/EU Electromagnetic Compatibility

Certificate No. : 24GGCSIN 400399 Rev. No. :0

Certification Date : 11th April 2024 Valid Till : 10th April 2027

Product Category : Surgical Luminaires, Luminaires for Diagnostics, Hospital Beds

Products Covered : LED OT Lights - with and without Camera - Mobile, Ceiling
Mounted, Wall Mounted, Examination Lamps, Focus Lamps,
LED Cold Light Source, Hospital Beds Electrical and Manual,
Labour Tables

Test Standards : ISO 14971:2019 Medical devices - Application of risk

management to medical devices

BS EN 55015:2013+A1:2015 Limits and methods of
measurement of radio disturbance characteristics of electrical
lighting and similar equipment

BS EN IEC 61547:2023 Equipment for general lighting purposes.
EMC immunity requirements

BS EN 60601-1:2006+A2:2021 Medical electrical equipment -
General requirements for basic safety and essential performance
BS EN 60601-2-41:2021 Medical electrical equipment - Part 2
Particular requirements for basic safety and essential
performance of Surgical Luminaires, Luminaires for Diagnostics
BS EN 60601-2-52:2010+A1:2015 Medical electrical equipment.
Particular requirements for basic safety and essential
performance of medical beds

BS EN IEC 61000-3-2:2019 Electromagnetic compatibility
(EMC). Limits for harmonic current emissions (<16 A per phase)
BS EN 61000-3-3:2013+A2:2021 Electromagnetic compatibility
(EMC). Limitation of voltage changes, voltage fluctuations and
flicker in public low-voltage supply systems, for equipment with
rated current <16 A per phase and not subject to conditional
connection.

9, ]
Chief Executive Officer
Geotek Global Certification Pvt. Ltd. Geotek Global

102, Raj Legacy, Near Bramhand Phase 5, Off. GB Road, Certification Pvt. Ltd.

Thane (West), Pin 400607, Maharashtra, India

Geotek Global Certification Pvt. Ltd. is accredited by International Management Accreditation Board (Singapore)
51, Goldhill Plaza, #07-10/11, Singapore 308900

The CE mark as shown above can be used under the responsibility of the manufacturer after completion of an EC Declaration
Of Conformity and compliance with all relevant EC Directives. Geotek Global Certification Pvt. Ltd. is non-notified body
therefore this certificate falls under non notified certification. The continual validity of the certificate is conditional to
compliance with the terms and the conditions of Geotek Global Certification Pvt. Ltd. Validity of the certificate may be
verified on following websites : www.geotek.co.in and accreditation body’s website : www.imacbh.com
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