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Quality Management System Certificate
Certificate No.: XXXXXXXXXXXXXX

Holder of Certificate: XXXXXKIOKXXKX XXX XXX XXXXXKX

Uniform Social Credit Code:  XXXXXOOOMXMXXXXXXXX
Domicile: XOCOOOOOOAOCOOOOOOCXXOAXX XXX XX XXX

Address of Manufacturing XXXOOOAOOOOOXUAKIOOOOOIOOKAXX XXX
Site:

Applied Standard: GB /T 19001—2016 /ISO 9001: 2015

Quality management systems — Requirements

Design and Development,Production and Service of:
JOOOOOOOCOOOOOOXNKX

Scope of Certificate:

The Certification Body of NCE certifies that the company mentioned above has established and is

maintaining a quality management system, which meets the requirements of the listed standard.

Audit report No.: R2ZXXXX Necessity Certification (Beijing) Co., Ltd.

Effective Date of initial certificate : XXX XXX,202X
General Manager: m

Effective Date of this certificate:: XXX XXX,202X
This Certificate is valid until : XXX XXX, 202X

L
nNJce
GB/T19001-2016
E.l r

Notel: Please follow the official Account of Necessity Certification (Beijing) Co., Ltd.
(Abbreviation for NCE) for timely information on the medical devices industry.

Note2:This certificate is valid only after the certification body of NCE has passed the annual
supervision audit. The Certificate validity is subject to the QR Code for Certificates Query .
Meanwhile the information of this certificate can be found on the official website of CNCA
% (www.cnca.gov.cn) or NCE (www.ncebj.cn).

NCE Official Account  Certificates Query  Address : 513, 5th floor, building 12, courtyard 5, Tianhua street, Daxing District, Beijing.
Postal code: 102600 Tel : 400 892 8618
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Medical Devices Quality Management System Certificate
Certificate No.: XXXXXXXXXXXXXX

Holder of Certificate : XXXXKKIKKXXKXXXKXX XXX

Uniform Social Credit Code:  XXXXXOOOOMXXXXXXX
Domilcile: XXXHXKKXK XXX KKK XKXHXKXKKKKXKXKXKKX KX KX KKK

Address of Manufacturing XXXOOOOOOOXXUAIKIOOOORHKXXX XXX
Site:

Appli ST GB/T42061-2022/1S0 13485:2016:
Medical devices — Quality management systems —
Requirements for regulatory purposes

Design and Development,Production and Service of:
PO OO 00.99000.0.0.9.0.900 0

Scope of Certificate:

The Certification Body of NCE certifies that the company mentioned above has established and is

maintaining a quality management system, which meets the requirements of the listed standard.

Audit report No.: 2XXX-R Necessity Certification (Beijing) Co., Ltd.
Effective Date of initial certificate : XXX XXX,202X
Effective Date of this certificate:: XXX XXX,202X General Manager: m
This Certificate is valid until : XXX XXX,202X

o
nNJce
1SO 13485:2016

Notel: Please follow the official Account of Necessity Certification (Beijing) Co., Ltd.
(Abbreviation for NCE) for timely information on the medical devices industry.

Note2:This certificate is valid only after the certification body of NCE has passed the annual
supervision audit. The Certificate validity is subject to the QR Code for Certificates Query
Meanwhile the information of this certificate can be found on the official website of CNCA
% (www.cnca.gov.cn) or NCE (www.ncebj.cn).

NCE Official Account  Certificates Query  Address : 513, 5th floor, building 12, courtyard 5, Tianhua street, Daxing District, Beijing.
Postal code: 102600 Tel : 400 892 8618
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Medical Devices Risk Management System Certificate
Certificate No.: XXXXXXXXXXXXXX

Holder of Certificate: XXXXXXXKXXXXXXXXHXXXXKXXXXXXXX

Uniform Social Credit Code:  XXXXXXXXXXXXXXXXXX

Domicile: XXX XXIHHKKKXXXHIKKKKXXXKRXKXKXXKKKKKKK
Address of Manufacturing XXXKXXXXXXKKKERX XK XKAKKRXXXXXKRKKXRXX XX KXKK XXX KRARKXXX
Site:

ApplicEEET GB/T 42062-2022/ISO 14971:2019
Medical devices — Application of risk management to
medical devices

Scope of Certificate: Throughout the life cycle of:
1,9:9,9,0.9.0.9.0.9.0.0.0.0.0.0.0.0,0.0¢

The Certification Body of NCE certifies that the company mentioned above has established and is

maintaining a risk management system, which meets the requirements of the listed standard.

Audit report No.: RZXXXX Necessity Certification (Beijing) Co., Ltd.
Effective Date of initial certificate : XXX XXX,202X
Effective Date of this certificatez: XXX XXX,2022 General Manager: m
This Certificate is valid until: XXX XXX,202X
[

1ISO 14971:2019
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Notel: Please follow the official Account of Necessity Certification (Beijing) Co., Ltd.
(Abbreviation for NCE) for timely information on the medical devices industry.

Note2:This certificate is valid only after the certification body of NCE has passed the annual
supervision audit. The Certificate validity is subject to the QR Code for Certificates Query .
¢ Meanwhile the information of this certificate can be found on the official website of CNCA

- Err e (www.cnca.gov.cn) or NCE (Www.ncebj.cn).
NCE Official Account  Certificates Query  Address: 813, 8th floor, building 12, courtyard 5, Tianhua street, Daxing District, Beijing.
Postal code: 102600 Tel : 400 892 8618
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