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RS TIKZ IS0 13485:2016

3 Y

By Royal Charter

This is to certify that: ~ Sunny Medical Device RN 1R IT W& T KA FRA A
2%3IF B (Shenzhen) Co., Ltd. 914403007488755871

1/F and 401 i

Zhongtianxin Building B I

Longgang District W

Shenzhen W X

Guangdong HRAEB) X FE1Mk. 401

518172 MR4w: 518172

China

Holds Certificate No: FM 659381
A

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

following scope:
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Please see scope page.

For and on behalf of BSI: QﬂM \\-\-V\)S\'\ég/‘

BSIfRZ : Graeme Tunbridge, Senior Vice President Global Regulatory & Quality
Original Registration Date 15 /X & iE H#: 2016-09-19 Effective Date 4% H#]: 2024-10-19
Latest Revision Date fu#i kil Hili:  2024-08-21 Expiry Date 5 &i1%: 2027-10-18
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Akl ..making excellence a habit’
This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. JHAiE4 1 AT BUR T BSIH:-32 & R 43k 4 3K
An electronic certificate can be authenticated online. /LA ZE£E #6if 1l 5104 2t
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 Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.
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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=FM+659381&ReIssueDate=21%2f08%2f2024&Template=cnen
https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+659381&ReIssueDate=21%2f08%2f2024&Template=cnen
www.cnca.gov.cn

Certificate No. FM 659381
AU

Registered Scope:

The manufacture and sterilization of control syringes, manifold and stopcocks, guide wires, haemostatic
valves, pressure lines, disposable balloon inflation devices, disposable needles, disposable inflation device
kits, disposable manifold kits, disposable TR- Closure Band/Radiseals, disposable angio-closure pads,
disposable heparin caps, disposable towel/sheet clips and banded bag with elastic opening.

Design and development, manufacture and sterilization of disposable invasive blood pressure transducer.
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. i1 K1 AT A AR T BSIH- 52 & R & 3K I 2K
An electronic certificate can be authenticated online. RJLL ZEZE 5 ifi - IE 130 A Ak

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 Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780

BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.
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