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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016
TSR ZR IS0 13485:2016

This is to certify that: ~ Breas (Shanghai) Medical Technology BEE (B EFREERERIEAT

By Royal Charter

ZEUEH Co., Ltd. 91310115MA1K423N1B
Room 303, Floor 3, Building 6 v ]
No.8, Lane 449 of Nujiangbei Rd. i
Putuo District e o [X
Shanghai BT AL 449558 5
200333, China 6“@3@303_—%

fB4%: 200333

Holds Certificate No:  MD 709074
FEEUET
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:

Design and Development, Manufacturing, Service and Distribution of Respiratory Therapy
Devices including Sleep Apnea devices and all associated accessories. Service and Distribution
of Respiratory Monitoring Systems, and Humidifier Devices.
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For and on behalf of BSI: G"M \\W R

BSIfUFE Graeme Tunbridge, Senior Vice President Global Regulatory & Quality
Original Registration Date 15 ki Hi:  2019-09-18 Effective Date 4: &t H#i: 2025-09-18
Latest Revision Date i & iF HiH:  2025-07-11 Expiry Date A 2UH%: 2028-09-17
& Page: 1 of 3
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..making excellence a habit:
0003
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.
FTENAE P ] L (3 http://www.bsi-global.com/ClientDirectory sk # # i +86 10 8507 3000 7 if
The |nformat|on 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]

organ\zatlon shall be Sub]ect to surve|l|ance audlt perlod\cal\y with acceptable results for maintaining the validity of this certificate.
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Information and Contact BSI, K\temark Court Davy Avenue, Knowlhw\l 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.

{5 2 LB & 530 BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Hiifi: + 44 345 080 9000 BSIf#iFd: AR AR, yEMMSEE, EM-5157805321, Hihk: 389

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 (Ibxo)

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

Je3t


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+709074&ReIssueDate=11%2f07%2f2025&Template=cnen
https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+709074&ReIssueDate=11%2f07%2f2025&Template=cnen
www.cnca.gov.cn

Certificate No. MD 709074
ESEERT

Location b Registered Activities IAIEiE 3]

Breas (Shanghai) Medical Technology Design and Development, Service and Distribution of

Co., Ltd. Respiratory Therapy Devices including Sleep Apnea devices

Room 303, Floor 3, Building 6 zFa{nd all ?ssolc\jlate_(tj a_cces;;orties. Serv;lai—:_| anqu_DtjstriButi_()n of
it H espiratory Monitoring systems, an umidirier bevices.
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Hainan Fosun Breas Medical Technology Design and Development, Manufacturing of Respiratory

Co., Ltd. Therapy Devices and all associated accessories.

1 Floor, Plant B, Cross-border WPIIRTT B8 RITA A R IR R Bt TRk &,

E-commerce Industrial Park, Chengmai County

Haikou Comprehensive Bonded Zone

Haikou Free Trade Zone

Hainan

571923, China
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Original Registration Date 15 /X & iE H#: 2019-09-18 Effective Date A% H . 2025-09-18
Latest Revision Date fw#i & ik Hilf: 2025-07-11 Expiry Date 5 &i1%: 2028-09-17
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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 AUE T BSIH- 52 & R &3 K14
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 389 Chiswick High Road, London W4 4AL, UK.

{5 Bk Kk & 7750 BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Hiifi: + 44 345 080 9000 BSIfilE 4 [F AT fR A ], JEMHhIEE, 305157805321, Hhilk: 389
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.  E.i&# (Jb5) : dbE
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https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+709074&ReIssueDate=11%2f07%2f2025&Template=cnen
https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+709074&ReIssueDate=11%2f07%2f2025&Template=cnen
www.cnca.gov.cn

Certificate No. MD 709074

FFEUE:

Location # 55 Registered Activities \iEiFEZ)

Hainan Fosun Breas Medical Technology Registered address with provision of a business registration
Co., Ltd. address for Chinese legislative purposes.

No.402-1, 404-1, 406-1, 408-1 SRUEA AL Ak o

of International Commerce Center
Cross-border E-commerce Industrial Park, Chengmai County
Haikou Comprehensive Bonded Zone,

Haikou Free Trade Zone

Hainan

571923, China
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Original Registration Date 15 /X & iE H#: 2019-09-18 Effective Date A% H . 2025-09-18
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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, 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.

5 B & &I & 75X BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Hiifi: + 44 345 080 9000 BSIffilF & E A R AR, JEMHbIEE, 3557805321, Huhk: 389
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. # [E.&# (Jb30) : dbatii
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