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VOLUNTARY ANNOUNCEMENT
MEDICAL DEVICE REGULATION CERTIFICATIONS

AWARDED TO ALMA

This announcement is made by Sisram Medical Ltd (the ‘‘Company’’) on a voluntary basis.

The Company is pleased to announce that Alma Lasers Ltd. (‘‘Alma’’), the principal operating

subsidiary of the Company, has received certifications required under the European Union

Medical Device Regulation (EU) 2017/745 (‘‘MDR’’) for its quality management system and

two of its medical products for dermatological applications, namely Alma Harmony™ and

Alma Hybrid™, during the second half of 2024. The MDR certifications were granted to Alma

by GMED SAS (‘‘GMED’’), a notified body and accredited certification organization

wholly-owned by The French National Metrology and Testing Laboratory (LNE).

Alma Harmony™ is a cutting-edge, multimodal platform tailored to address a myriad of skin

conditions across diverse demographics, while Alma Hybrid™ is the most prestigious platform

by Alma which is designed for top-notch practitioners in the field of medical aesthetics. As at

the date of this announcement, Alma Harmony™ and Alma Hybrid™ are the first medical

device products without medical purposes (as defined under Annex XVI of the MDR) to be

granted MDR certification by GMED. The MDR specifies stringent requirements for the

design, manufacture and marketing of medical devices in the European Union and aims to

ensure the highest level of safety and performances of medical devices in the European Union

market. In view of the above, the Company considers that the award of the MDR

certifications for Alma Harmony™ and Alma Hybrid™ is a testament to Alma’s ability to

overcome demanding regulatory challenges and to adapt to the dynamic landscape. This

achievement will allow Alma to seize opportunities to launch certified products in Europe and

other CE related countries such as Korea, the United Kingdom and Australia in the future.

The Company believes that the MDR certifications of its quality management systems, Alma

Harmony™ and Alma Hybrid™ will further strengthen the Company’s product portfolio and

product competitiveness and solidify the Company’s position as a leader in the global aesthetic

market.
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Shareholders and investors are advised to exercise caution when dealing in the securities of the

Company.

On behalf of the Board

Sisram Medical Ltd

復銳醫療科技有限公司*

Yi LIU

Chairman

Hong Kong, December 4, 2024

As at the date of this announcement, the Board of Directors of the Company comprises Mr. Yi

LIU and Mr. Lior Moshe DAYAN as Executive Directors; Mr. Yifang WU and Ms. Rongli

FENG as Non-Executive Directors; Mr. Heung Sang Addy FONG, Mr. Chi Fung Leo CHAN,

Ms. Jenny CHEN and Mr. Kai Yu Kenneth LIU as Independent Non-executive Directors.
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