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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016
REE TR R IS0 13485:2016
This is to certify that: ~ Biobase Biodustry(Shandong) Co., Ltd. I ZRERVED B R A

By Royal Charter

2%3IF B Mingshui Economic Development Zone 9137018179889855X7
Zhanggiu District, Jinan City(Biobase v ]
Industrial Park in a ZEA
intersection of East Jingshi Road and ET
Mingbu Road) B T X KA R X
Shandong G- AR B 5 W B R ST L AR R
250200, China ME%: 250200

Holds Certificate No: MD 767775
FHIEH

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

following scope:
HIZATHRFE IS0 13485:2016 ERMHEE AR, WIEJEHELIT:

The design, development, manufacture and distribution of IVD kits, calibrators and controls for
Clinical Chemistry and Immunochemistry, reagents for Hematology Analyzer. The design,
development, manufacture, distribution and provision of maintenance services of Biological
Safety Cabinet, Automatic ELISA Processor, Automatic Chemistry Analyzer, Nucleic Acid
Extraction System, Automatic Nucleic Acid Extraction System, Electrolyte Analyzer, Auto
Hematology Analyzer, Medical Centrifuge, Elisa Microplate Reader, Semi-auto Chemistry
Analyzer, Auto ESR Analyzer and Microplate Washer.
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For and on behalf of BSI: QM \\-\-V\)S\'\-éﬁ/‘

BSIfRZ : Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

Original Registration Date 7 /& iE H #1:  2022-07-14 Effective Date £ 1.  2025-07-14

Latest Revision Date f#i&ilE H#fl:  2025-04-22 Expiry Date 5 &#14: 2028-07-13
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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. JHiiE 15 (1 i 5 AUE T BSIH: 52 45 [7] 25k [ 20 31
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 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 (Ibxo)
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https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+767775&ReIssueDate=22%2f04%2f2025&Template=cnen
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Certificate No. MD 767775

FFAUET:

Location Hh 15

Registered Activities I\ EVE )

Biobase Biodustry(Shandong) Co., Ltd.

Mingshui Economic Development Zone

Zhanggqiu District, Jinan City(Biobase Industrial Park in a
intersection of East Jingshi Road and

Mingbu Road)

Shandong

250200, China
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The design, development, manufacture of IVD kits,
calibrators and controls for Clinical Chemistry and
Immunochemistry, reagents for hematology analyzer.
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Biobase Biodustry(Shandong) Co., Ltd.
Floor 1, 2 and 5, Building 6, BIOBASE
International Life Science Innovation
Center, North 100 meters from

the intersection of Chunhui Road and
North Gongye Road on the east
Guodian, Licheng, Jinan City
Shandong

250101, China
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Original Registration Date ¥ /& iFE H#H:  2022-07-14
Latest Revision Date #:#7 & iF H#l:  2025-04-22

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. JilE15 K1 AT A AU T
An electronic certificate can be authenticated online. RJLL ZEZE 5 ifi - IE 130 A Ak

The design, development, manufacture, distribution and
provision of maintenance services of Automatic ELISA
Processor, Automatic Chemistry Analyzer, Nucleic Acid
Extraction System, Automatic Nucleic Acid Extraction System,
Electrolyte Analyzer, Auto Hematology Analyzer, Medical
Centrifuge, Elisa Microplate Reader, Semi-auto Chemistry
Analyzer, Auto ESR Analyzer and Microplate Washer. The
design, development, distribution and provision of
maintenance services of Biological Safety Cabinet.
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Effective Date 4% H 3.
Expiry Date 13 & % :
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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 ceruﬁcate 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 orgamzahon shall be sub]ect to surveﬂlance aud|t penod\cal\y 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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Certificate No. MD 767775
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Location # 55 Registered Activities \iEiFEZ)

Biobase Biodustry(Shandong) Co., Ltd. The manufacture of Biological Safety Cabinet.
North side of plant 1 and east side of VR

2nd floor in plant 2
Bionew Industrial Park, BIOBASE Road
Ancheng, Pingyin County
Jinan
Shandong
250400, China
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. IilE45 T4 U T-BSII: 22 4 7] 46 ik 240 3
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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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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