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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016
RS TIKZ IS0 13485:2016
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By Royal Charter

This is to certify that: ~ Shanghai Eco Polymer Sci.&Tech. E R R E IR A R A T
2% Co., Ltd. 91310000MA1H32XY4N
Room 301, No. 5, Lane 70, Haiji 6th Road h[H
Lin-gang Special Area (ki) AHHAZAEX
(Shanghai) Pilot Free Trade Zone I 3 X
201306, China TR NI T0F:52301 %

HE%m: 201306

Holds Certificate No:  MD 827619

FEEUET

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

HIBITFRFE IS0 13485:2016 R EEFHIAR, WIETERE MR

Design, manufacture and distribution of polymer material catheters for diagnostic equipment,
reagent instruments, and interventional medical devices.
WAGERH L EFRER . SR S TR R E W RE . A .

For and on behalf of BSI: QM \\-\-V\)S\'\éﬁ/‘

BSIfRZ : Graeme Tunbridge, Senior Vice President Global Regulatory & Quality
Original Registration Date ¥ /& iE H#:  2025-10-24 Effective Date ZE2(H . 2025-10-24
Latest Revision Date fu#i & ilE Hiffj:  2025-10-24 Expiry Date &1 4: 2028-10-23
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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. 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.
FTERMUE T mT U@ L 3% http://www.bsi-global.com/ClientDirectory s34 £ i +86 10 8507 3000 #rif]
The information of this certificate can also be found on the official website of the National Certification and Accreditation Administration (www.cnca. gov.cn)

ATEFAE BN AT 7E [ UG TT W B P25 53 23 1 7 3k (www. enca. gov. cn) b #¥if]

The certified organization shall be subject to surveillance audit periodically with acceptable results for maintaining the validity of this certificate.
FRAEZH S5 205 W1 52 M B o RS O 28 e A 5 A GE 15 7 4k 4 R

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.

{5 B A M3 20530 BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Hii%: + 31 20 3460 780 BSI#E B w2 A R A F), TEMHA 22, M-S
1533264284 | BSIHE 192 I A7 R 2 ] 1l 71
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

7 4 [ 11 2 KA 7 2475 7R3 h 0020085 1% : 100004 Hi%: +86 10 85073000 BSIAE [ 24 i jik it


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+827619&ReIssueDate=24%2f10%2f2025&Template=cnen
https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+827619&ReIssueDate=24%2f10%2f2025&Template=cnen
www.cnca.gov.cn

Certificate No. MD 827619

FEEUETS:

Location b Registered Activities iAiEi55)

Shanghai Eco Polymer Sci.&Tech. Design of polymer material catheters for diagnostic

Co., Ltd. equ_ipment, reagent instruments, and interventional medical
Room 301, No. 5, Lane 70, Haiji 6th Road devices. ‘ "
Lin-gang Spec|a| Area 1/2\%)?{)(%%%\ ﬁﬁﬁﬂﬂ')(%&ﬁﬁ\ fl\)\%%ﬂiﬁﬁ \?“*j*’l' SE E’]ﬁ
(Shanghai) Pilot Free Trade Zone it

201306, China
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Shanghai Eco Polymer Sci.&Tech. Manufacture and distribution of polymer material catheters
Co., Ltd. for interventional medical devices.
Floor 1 and Floor 2 Unit Yi I NBMA R TR E I A A

Building 24, No.528 Ruigin Road
Pudong New District

Shanghai

201201, China
EHIHRER SR AT BR A A
91310000MA1H32XY4N
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Original Registration Date ¥ /& iF H#:  2025-10-24 Effective Date ZE2(H . 2025-10-24

Latest Revision Date f#i & ik H#:  2025-10-24 Expiry Date &3 %: 2028-10-23
Page: 2 of 3

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. i1 i T 45 BUE T-BSIH- 52 & [ 4 ik I 2

An electronic certificate can be authenticated online. JLL ZEZK #rif tfFUE TSI A 2tk

Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.
FTEVHAE 5] L@ MEE http://www.bsi-global.com/ClientDirectory sk # £ # +86 10 8507 3000 #rifi.
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 sub]ect 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 (Beumg) 2008 East Ocean Centre, 24A Jianguomenwai, Beijing, 10004, China, Tel: +86 10 85073000, A Member of the BSI Group of Company. [ & (b)) : dbaiii
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https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+827619&ReIssueDate=24%2f10%2f2025&Template=cnen
https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+827619&ReIssueDate=24%2f10%2f2025&Template=cnen
www.cnca.gov.cn

Certificate No. MD 827619

FEAETS:

Location # 55 Registered Activities \iEiFEZ)

Xianju Eco New Material Sci.&Tech. Manufacture of polymer material catheters for diagnostic
Co., Ltd. equ_ipment, reagent instruments, and interventional medical
Building 1 & Building 3 devices. o -

Baita Industrial Cluster, Xianju Economic Development Zone  °
Baita Town, Xianju County
Taizhou City

Zhejiang

317317, China
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Original Registration Date ¥ /& iE H#:  2025-10-24 Effective Date 2% H#H: 2025-10-24
Latest Revision Date fw#i&ilE Hiffj:  2025-10-24 Expiry Date 5 ##1%: 2028-10-23
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. Iill13 T4 AU T-BSIH: 22 4 7] 26 ik 240 3

An electronic certificate can be authenticated online. LA ZEZE #rifi o Tl 134 2tk

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. # [E.&# (Jb30) : dbatii
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