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QUALITY MANAGEMENT SYSTEM - ISO 13485:2016
RS TIKZ IS0 13485:2016
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This is to certify that: ~ Sanbor Medical Xiamen, Inc. FAET RS (BT BRAHA
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Suiwa High Technology Elec. Industry Park
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Holds Certificate No: MD 764383
A

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the

following scope:
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Design, development and manufacture of active medical devices used for clinical analysis of in
vitro fertilization cultivation and monitoring, organ delivery systems, non-sterile surgical
instruments, printed circuit board assemblies, and related electronic components and plastic
molding components.
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For and on behalf of BSI: QM \\-\-V\)S\'\éﬁ/‘

BSIfUFE Graeme Tunbridge, Senior Vice President Global Regulatory & Quality
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. IHiiEF5 ) B 45 AU T-BSIF 52 & [F] 4 ik I £0 7R
An electronic certificate can be authenticated online. W LA ZEZE i i FiE FIfAT 2k
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.
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The information of this certificate can also be found on the official website of the National Certification and Accreditation Administration (www.cnca. gov.cn)
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The certified organization shall be subject to surveillance audit periodically with acceptable results for maintaining the validity of this certificate.
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
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Chiswick High Road, London W4 4AL, UK.
China Headquarters (Beijing): 2008 East Ocean Centre, 24A Jianguomenwai, Beijing, 10004, China, Tel: +86 10 85073000, A Member of the BSI Group of Company. 1 [E &3 (bxr) : Jbat
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https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+764383&ReIssueDate=17%2f06%2f2025&Template=cnen
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