This is to certify the Quality Management System of:

ALPHAGEMBIO, INC.
4201 Business Center Drive
Fremont, CA 94538

has been assessed and found to be in compliance with the requirements of

ISO 13485:2016

for the following scope:

Designing and Manufacturing Plastic Injection Mold Products that can be used in Medical Fields

Medical Device Code: Parts & Service

Certificate Number: SARA-2023-CA-0291-02-A

Originally Registered:
February 20, 2024

Latest Issue:
February 20, 2024

Certification Cycle:
February 20, 2024 — February 19, 2027

Expiration Date:
February 19, 2027

Standards
. American

Registrations
Authority

IAS

ACCREDITED

Management Systems
Certification Body

MSCB-194

President, SARA Registrar

This registration is subject to the company maintaining its system to the required standard which will be monitored annually by SARA Registrar. This certificate remains the property of Standards
American Registrations Authority (SARA Registrar) and shall be returned immediately upon request. SARA Registrar Headquarter Mailing: 1807 Santa Rita Road, #175, Pleasanton, CA 94566
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