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AXEREGISTER

CERTIFICATE

CB Ref. No.: N. CN23 - 13355H
CFAPCIS Ref. No.: F06726MD00097R115

This is to certify that the Quality Management System of Medical Devices of

Eastech(Huizhou)Co., Ltd.
Unified social credit code: 914413037417461092

Registered Address

Building 6 (Unit 1 of 1/F and all units of 2/F to 8/F), Meilonghu Intelligent
Manufacturing Industrial Park (Phase II) between Dongfong Village’s junction
with Chanjing Village of Xinxu, No.1, Xinglong Road, Xinxu, Huiyang,
Huizhou City, Guangdong, China

Office & Production Address

Building 6 (Unit 1 of 1/F and all units of 2/F, 6/F and 7/F), Meilonghu Intelligent
Manufacturing Industrial Park (Phase II) between Dongfong Village’s junction
with Chanjing Village of Xinxu, No.1, Xinglong Road, Xinxu, Huiyang,
Huizhou City, Guangdong, China

Has been independently assessed and found in conformance with the standard

GB/T 42061-2022 / ISO 13485:2016

Medical Devices - Quality Management Systems — Requirements
for Regulatory Purposes

For the following scope of activities:
Production of Hearing Aid Components

Category: A.1.7

For further and updated information regarding any changes in the status of this certification please contact via
phone under +355696037861 /+39 0296368458 or via email to info@axe-register.com or verify directly on the
website www.axe-register.com by using the organization name or the certificate number.

This certificate is valid for use within the scope of various administrative and qualification licenses stipulated
by the state and within its validity period.

The validity of this certificate is subject to periodic yearly surveillance audit and triennial review of the entire

management system of the certified organization. E.n- -‘,—uE
Date of first registration 15/06/2023 .
Date of this certificate 05/06/2026 ]
Date of expiry 04/06/2029 Ol iy O
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Signatory of EA/MLA, Mutual Recognition Agreements

During validity period of the certificate a surveillance audit should be (1) @
carried out once within each 12 months. The label should be pasted on Surveillance Surveillance
specified position of right side of the certificate then it is valid. The Audit Mark Audit Mark
certificate can be checked out at the certification body website
(www.acmcert.com.cn) and CNCA website (www.cnca.gov.cn).
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