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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016
RS TIKZ IS0 13485:2016

By Royal Charter

This is to certify that: ~ Shanghai Promega Biological I A LW P A PR A
253 B Products Ltd. 91310000607216836N

Building 12B H

No. 88 Xinjun Ring Road g

Minhang HATIX

Shanghai HH IR 88 2

201114, China 12BIE

ME%m: 201114

Holds Certificate No: MD 603096
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 in vitro diagnostic reagents for nucleic acid testing
of infectious diseases and tumors.
FH T4 B R0 e R A% R ASH I P 4 A2 Bk R ) s vk 5 i

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

BSIfUFE Graeme Tunbridge, Senior Vice President Global Regulatory & Quality
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Latest Revision Date i & iiF H#:  2025-09-24 Expiry Date &0 %. 2028-11-24
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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.
FTENAE P ] L (3 http://www.bsi-global.com/ClientDirectory sk # # i +86 10 8507 3000 7 if
The information of this certificate can also be found on the official website of the National Certification and Accreditation Administration (www.cnca. gov.cn)
A5 S5 7R AT 76 [ S UE D T B 25 A 23 5 7 0 (www. enca. gov. en) ¥ ifi).

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 Seventh and Eighth Floors, The Acre, 90 Long Acre, London, WC2E 9RA, UK.

{5 B A LB R 30 BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Hiifi: + 44 345 080 9000 BSIf#iFd: AR AR, yEMMIEE, EM-5157805321, Hikk:
Seventh and Eighth Floors, The Acre, 90 Long Acre, London, WC2E 9RA, 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

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+603096&ReIssueDate=24%2f09%2f2025&Template=cnen
https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+603096&ReIssueDate=24%2f09%2f2025&Template=cnen
www.cnca.gov.cn

Certificate No. MD 603096
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Location b Registered Activities iAiEi55)

Shanghai Promega Biological Manufacture of in vitro diagnostic reagents for nucleic acid
Products Ltd. testing of infectious diseases and tumors.
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No. 88 Xinjun Ring Road

Minhang
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201114, China
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Shanghai Promega Biological Design and development, Inspection of in vitro diagnostic

Products Ltd. reagents for nucleic acid testing of infectious diseases and

Room 101, Building 3, No.138 Xinjun Ring Road tumors.

Minhang FERRT . IR RSN SR AR TR . KBk

Shanghai

201114, China

R M AP A TR A F
91310000607216836N

i

g

X417 X

R 1385

3ME101 =

i : 201114

Original Registration Date 15 X & iE H#: 2013-11-25 Effective Date 4= & H#H: 2025-11-25
Latest Revision Date fo#i&ilE Hiffj:  2025-09-24 Expiry Date &1 4: 2028-11-24

Page: 2 of 2
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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, 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 Seventh and Eighth Floors, The Acre, 90 Long Acre, London, WC2E 9RA, UK.
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