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¢+ NECESSITY CERTIFICATION

B

ce
Medical Devices Risk Management System Certificate
Certificate No.: XXXXXXXXXXXX

Holder of Certificate: XXXXXXXXXXXX

Uniform Social Credit Code:  XXXXXXXXXXXX

Domicile: KAXXKXXXXKXXX

Address of Manufacturing QOO0

Site:

Applied Standard: GB/T 42062—2022/1S0O 14971:2019

Medical devices — Application of risk management to
medical devices

Scope of Certificate: The entire lifecycle of products such as XXXXXXXXXXXX

The Certification Body of NCE certifies that the company mentioned above has established and is

maintaining a risk management system, which meets the requirements of the listed standard.

Audit report No.: 2413-R Necessity Certification (Beijing) Co., Ltd.

Effective Date of initial certificate: January 13th,2022
Effective Date of this certificate: January 13th,2025 General Manager: Fm
This Certificate is valid until: January 12th,2028
[ ]
ISO 14971:2019

Note1: The certified organization shall be subject to regular supervision audit and pass the
audit, the certificate shall continue to be valid. The Certificate validity is subject to the QR
Code for Certificates Query . Meanwhile the information of this certificate can be found on
the official website of CNCA (www.cnca.gov.cn) or NCE (www.ince-edu.com).

Note2: Please follow the official Account of Necessity Certification (Beijing) Co., Ltd.
(Abbreviation for NCE) for timely information on the medical devices industry.

Certificates Query  NCE Official Account  Address: 1007, 10th floor, building 12, courtyard 5, Tianhua street, Daxing District, Beijing.

Postal code: 102600 Tel : 18612788618
2025/6/20 BITEER: 2025/11/24 STHEEER: 2025/11/24
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