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              Document No.: GP-GMSQ-2023121301 

                 Letter of Authorization  

To whom it may concern, 

 

We, Getein Biotech, Inc. (No.9 Bofu Road, Luhe District, Nanjing, 211505, China), hereby authorize 

Sanmedico SRL (Address: Republic of Moldova, Chisinau, MD-2059, Petricani street, 88/1, office 10  

) as our official and non-exclusive distributor for registration, promoting, selling, distributing and providing 

after-sale services of under-mentioned product in the territory of Moldova only:  

FIA8000 Quantitative Immunoassay Analyzer and Reagents 

Getein1100 Immunofluorescence Quantitative Analyzer and Reagents 

Getein1160 Immunofluorescence Quantitative Analyzer and Reagents 

Getein 1600 Immunofluorescence Quantitative Analyzer and Reagents 

Sanmedico SRL will comply with the laws and regulations of the countries and regions where they are located 

in and where they are selling mentioned product.  

Sanmedico SRL will carry out marketing efforts to fulfill service and maintenance for above mentioned 

products and will provide with users benefits of having a local stock of above mentioned products and on-

time delivery with every order, supported by a local service in local language.   

 

This authorization starts from 1st Jan, 2024 and will be valid to 31th, December, 2024 . 

 

Getein Biotech, Inc. has the right to terminate the authorization before validity and will inform Sanmedico 

SRL with 10 days in advance. 

  

 

Getein Biotech, Inc. 

Seal & Signature 

 

Authority Person Name: Steven Zhou 

Authority Person Position: Regional Manager 

Date: 2023.12.13 



Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505
China

基蛋生物科技股份有限公司
中国
江苏省
南京市
六合区
沿江工业开发区
博富路9号
邮编：211505

Holds Certificate No: MD 728432
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Please see scope page.

For and on behalf of BSI:
Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2020-05-29 Effective Date: 2023-07-26
Latest Revision Date: 2023-04-26 Expiry Date: 2026-07-25

Page: 1 of 3

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+728432&ReIssueDate=26%2f04%2f2023&Template=cnen


Design & Development, Manufacture and Distribution of Chemiluminescence Immunoassay, Biochemistry
Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), PCR Assay and Colloidal Gold self-testing Assay to detect infectious disease. Design &
Development, Manufacture and Distribution of Analyzers in use of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry
Chemistry Assay), PCR Assay to detect infectious disease, Immunofluorescence self-testing Assay to detect
dyslipidemia disease, Blood Coagulation Assay to detect thrombotic disease.
研发，生产和销售化学发光法试剂，生化试剂，即时诊断（包括胶体金法，免疫荧光法，干式化学法）试
剂，传染病相关PCR分子诊断试剂和胶体金自测试剂。 研发，生产和销售用于化学发光法试剂，生化试剂，
即时诊断（包括胶体金法，免疫荧光法，干式化学法）试剂，传染病相关PCR分子诊断试剂，血脂异常疾病
相关免疫荧光自测试剂，血栓疾病相关血凝试剂配套使用的分析仪。

Certificate No: MD 728432

Registered Scope:

Original Registration Date: 2020-05-29 Effective Date: 2023-07-26
Latest Revision Date: 2023-04-26 Expiry Date: 2026-07-25

Page: 2 of 3
This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+728432&ReIssueDate=26%2f04%2f2023&Template=cnen


Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505
China
基蛋生物科技股份有限公司
中国
江苏省
南京市
六合区
沿江工业开发区
博富路9号
邮编：211505

Design & Development, Manufacture and Distribution of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
and Colloidal Gold self-testing Assay to detect infectious
disease. Design & Development, Manufacture and
Distribution of Analyzers in use of Chemiluminescence
Immunoassay, Biochemistry Assay, Point of Care Assay
(including Colloidal Gold Assay, Immunofluorescence Assay,
Dry Chemistry Assay), PCR Assay to detect infectious disease,
Immunofluorescence self-testing Assay to detect dyslipidemia
disease, Blood Coagulation Assay to detect thrombotic
disease.
研发，生产和销售化学发光法试剂，生化试剂，即时诊断（包
括胶体金法，免疫荧光法，干式化学法）试剂，传染病相关
PCR分子诊断试剂和胶体金自测试剂。 研发，生产和销售用于
化学发光法试剂，生化试剂，即时诊断（包括胶体金法，免疫
荧光法，干式化学法）试剂，传染病相关PCR分子诊断试剂，
血脂异常疾病相关免疫荧光自测试剂，血栓疾病相关血凝试剂
配套使用的分析仪。

Getein Biotech, Inc.
No. 6 KeFeng Road
Jiangbei New District
Nanjing
Jiangsu
211505
China
基蛋生物科技股份有限公司
中国
江苏省
南京
江北新区
科丰路6号
邮编：211505

Manufacture of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal
Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), Colloidal Gold self-testing Assay to detect infectious
disease. Manufacture of Analyzers in use of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
to detect infectious disease, Immunofluorescence self-testing
Assay to detect dyslipidemia disease, Blood Coagulation
Assay to detect thrombotic disease.
生产化学发光法试剂，生化试剂，即时诊断（包括胶体金法，
免疫荧光法，干式化学法）试剂和传染病相关胶体金自测试
剂。 生产用于化学发光法试剂，生化试剂，即时诊断（包括
胶体金法，免疫荧光法，干式化学法）试剂，传染病相关
PCR分子诊断试剂，血脂异常疾病相关免疫荧光自测试剂，血
栓疾病相关血凝试剂配套使用的分析仪。

Certificate No: MD 728432

Location Registered Activities

Original Registration Date: 2020-05-29 Effective Date: 2023-07-26
Latest Revision Date: 2023-04-26 Expiry Date: 2026-07-25

Page: 3 of 3
This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+728432&ReIssueDate=26%2f04%2f2023&Template=cnen












 

 

Reference Code：GP-DT-018-07-19                                                                  Issued by 07/26/2019 

CERTIFICATE 
 

Getein Biotech 
hereby certifies 

 

Mr. Vitalie Goreacii 

from Sanmedico SRL. 
 

Completion of Getein Products Technical and Operational Training 

& Qualification of After-sales Service 
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