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                 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. as our official distributor for registering, promoting, selling, distributing, taking part 

in tenders, maintaining & after sale technical services of under-mentioned product in the territory of 

Moldova: 

 

 

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 to, otherwise, the risks and losses arising 

therefrom shall be undertaken by Sanmedico SRL 

 

This authorization starts from Jan 1, 2022 and will be valid to December 31 2023 

 

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. 

Name: Steven Zhou 

Position: Overseas Sales Director  
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Exclusive Distributor Agreement 

 

    This agreement is made and entered into by and between the parties concerned on 1th Jan, 2022 in 

Nanjing, China on the basis of equality and mutual benefit to develop business on terms and conditions 

mutually agreed upon as follows: 

 

1. The Parties Concerned 

 

Party A: Getein Biotech,Inc. 

Add:   No.9 Bofu Road, Luhe District, Nanjing (211505) China. 

Tel:    86-25-68568519 

Fax:    86-25-68568500 

 

Party B: Sanmedico SRL 

    Add:   Republic of Moldova, Chisinau, MD-2059, Petricani street, 88/1, office 10 

Tel:    373 22 62 30 32 

 

2. Appointment 

Party A hereby appoints Party B as its exclusive distributor in the Republic of Moldova for the 

promotion, sales, and after-sale services etc. of products (Refer to Item3) from Party A and Party B accepts 

and assumes such appointment. 

 

3. Products               List A 

 One Step Test for CK-MB/cTnI/Myo (Colloidal Gold)(Quantitative)    

 Cardiac Troponin I Fast Test Kit(Colloidal Gold)(Quantitative)   

 One Step Test for CK-MB (Colloidal Gold)(Quantitative)    

 One Step Test for CK-MB/cTnI (Colloidal Gold)(Quantitative)   

 One Step Test for H-FABP(Colloidal Gold)(Quantitative)  

 One Step Test for NT-proBNP/cTnI(Colloidal Gold)(Quantitative)   

 One Step Test for hs-CRP(Colloidal Gold)(Quantitative)            

 One Step Test for D-Dimer(Colloidal Gold)(Quantitative)          

 One Step Test for NT-proBNP(Colloidal Gold)(Quantitative)  

 One Step Test for HbA1c(Colloidal Gold)(Quantitative)  

 One Step Test for PCT(Colloidal Gold)(Quantitative)  

 One Step Test for HCG(Colloidal Gold)(Quantitative)  

 One Step Test for mAlb(Colloidal Gold)(Quantitative)  

 One Step Test for β2-MG(Colloidal Gold)(Quantitative)  

 One Step Test for CysC(Colloidal Gold)(Quantitative)  

 One Step Test for NAGL(Colloidal Gold)(Quantitative) 

 One Step Test for TSH(Colloidal Gold)(Quantitative) 
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CK-MB/cTnI/Myo Fast Test Kit(Immunofluorescence Assay) 

     Cardiac Troponin I Fast Test Kit(Immunofluorescence Assay) 

     NT-proBNP/cTnI Fast Test Kit(Immunofluorescence Assay) 

     hs-CRP Fast Test Kit(Immunofluorescence Assay) 

     D-Dimer Fast Test Kit(Immunofluorescence Assay) 

     NT-proBNP Fast Test Kit(Immunofluorescence Assay) 

     PCT Fast Test Kit(Immunofluorescence Assay) 

     mAlb Fast Test Kit(Immunofluorescence Assay) 

     B2-MG Fast Test Kit(Immunofluorescence Assay) 

     CysC Fast Test Kit(Immunofluorescence Assay) 

     NAGL Fast Test Kit(Immunofluorescence Assay) 

     HbA1c Fast Test Kit(Immunofluorescence Assay) 

     TSH Fast Test Kit(Immunofluorescence Assay) 

     T3 Fast Test Kit(Immunofluorescence Assay) 

     T4 Fast Test Kit(Immunofluorescence Assay) 

PRL Fast Test Kit(Immunofluorescence Assay) 

LH Fast Test Kit(Immunofluorescence Assay) 

FSH Fast Test Kit(Immunofluorescence Assay) 

AMH Fast Test Kit(Immunofluorescence Assay) 

tPSA Fast Test Kit(Immunofluorescence Assay) 

25-OH-VD Fast Test Kit(Immunofluorescence Assay)     

     Getein 1100 Immunofluorescence Quantitative Analyzer 

Getein 1600 Immunofluorescence Quantitative Analyzer 

 

                           

 

4. Territory: 

In Republic of Moldova only.  

 

   Meanwhile Party B will not distribute for competitive firms identical or similar products, nor will 

associate directly or indirectly with the competitive firms in the field of products covered by this 

agreement; otherwise, party A has the right to decide whether to terminate the contract immediately or 

not. 

 

5. Prices 

Prices are stable for 12 months from the start of this agreement. Party A will not increase the prices 

subjectively, unless the raw material suppliers increase their prices. In case price increases have to be 

announced, Party B has to be informed at least one month (30 days) in advance. 

 

This agreement shall come into force from Jan 1st,2022to Jan 1st,2024,is valid for 24 months. 

 

6.Delivery 
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    Party A shall establish a delivery term for each Party B’s order, which shall not exceed 4 weeks after 

the payment is received. Party A will advise Party B about the day of dispatching, with all requested 

information concerning the dispatched products.  

 

7. FORCE MAJEURE 

  If the performance of any part of this agreement interfered with new laws or governmental 

restrictions, war, civil commotions, riots, strike lockout, acts of God such as flood, fire or any other similar 

causes which are beyond the control of the parties, no party shall be responsible for delay or failure of 

performance of this agreement for such length of time and to the extent performance is made impossible. 

In this case, the parties shall immediately negotiate to what extent deliveries that could not be executed 

can be carried out executed. 

 

8.Payment Term 

 

   Every order Party B shall pay 50% by TT in advance, the rest of 50% will be paid within 30-60 days after 

the goods arrives. Due to financial audition, all the credit payment should be cleared by December 31th, 

2022. 

 

If Party B is unable to pay, Party B will agree to use fixed assets or real estate to offset the loan. Party A has 

the right to bring a lawsuit against Party B in China according to relevant Chinese laws. 

 

9. Sales target 

 

Yearly sales volume is 200,000 USD, which include both analyzers and strips. Party B agrees and accepts 

the sales volume... 

 

10. Governing Law 

The agreement is subject to the International Trade Law. Any dispute concerning this agreement shall 

be settled in accordance with the International Trade Law either through negotiation or through legal 

proceedings if negotiation has failed.  

 

11.Declaration of Conformity. 

Getein Biotech,Inc. declares herein the above mentioned device (Refer to Item3) meets the basic 

requirements of the European Parliament and the Council’s in vitro diagnostic medical devices directive: 

98/79/EC Annex III.  

This declaration of conformity is based on European Parliament and the Council’s 98/79/EC directive 

Annex III. The compiled technical file and quality system document according to 98/79/EC directive Annex 

III are testified and the quality system certificate has issued by TÜ V Rheinland （Shanghai）Co., Ltd.  

 

12. Intellectual Property Agreement 

Party A reserves the right of goods design, drawing, plane graph specification, technology, data and 

information, technological process, the marketing plan of intellectual property rights which included the 
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Party A provide technical services to the Party B in the process of producing intellectual achievements . 

Without the Party A 's written consent, the Party B shall not disassemble the goods and the accompanying 

software, decoding, encoding, or any other reverse engineering by themselves or other third party. 

 

13. Final Provisions 

Attachments are an integral part of this contract, have the same legal effect with this contract; This 

contract was made in English with two originals, each party holds one, it is effective at the same time, and 

have the same legal effect. 

Any change, modification, cancellation of this contract, to be replaced shall be made after agreed by 

both parties in writing. 

 

 

 

 

Party A: Getein Biotech,Inc.                    Party B: Sanmedico SRL 

Date:                                      Date:       

Represented by: Steven Zhou                  Represented by: Vitalie Goreacii 

Regional Sales Manager                                    Director  

 







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:

Design & Development, Manufacture and Distribution of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence
Assay, Dry Chemistry Assay). 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).
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。
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）试剂配套使用的分析仪。

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2020-05-29 Effective Date: 2020-07-26
Latest Revision Date: 2020-07-22 Expiry Date: 2023-07-25

Page: 1 of 1

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=22%2f07%2f2020&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 

 

                                                                                                              





















CERTIFICAT
CERTIFICATE OF REGISTRATION

N° 36655 rev.1

GMED certifie que le système de management de la qualité développé par

GMED certifies that the quality management system developed by

pour les activités
for the activities

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro .

Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices.

réalisées sur le(s) site(s) de
performed on the location(s) of

Voir addendum

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

ISO 13485: 2016

Début de validité
Valable jusqu'au

/ Effective date

/ Expiry date :

October 9th, 2020 (included)
October 8th, 2023 (included)

Etabli le / Issued on : October 8th, 2020

See addendum

 Renouvelle le certificat 36655-0

On behalf of the President
Béatrice LYS

Technical Director

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3

15827 Blankenfelde-Mahlow GERMANY
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8 GMED N° 36655–1
Ce certificat est délivré selon les règles de certification GMED / This certificate is issued according to the  rules of GMED certification

Accréditation n°4-0608
Liste des sites accrédités
et portée disponible sur
www.cofrac.fr





 

 

Addendum au certificat n° 36655 rev. 1 page 1/1 
Addendum of the certificate n° 36655 rev. 1 
Dossier / File N°P601408 

 

 

 
On behalf of the President 

Béatrice LYS 
Technical Director 

 

ADD - 720 DM 0701-32 rev 6 du 01/08/2018 

Ce certificat couvre les activités et les sites suivants :   

This certificate covers the following activities and sites: 

 
French version : 

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro à usage professionnel 

et/ ou d’autodiagnostic, dans les domaines du groupage sanguin, de la microbiologie, de la biochimie, de la toxicologie, 

de l’oncologie, de la cardiologie, de l'histologie, de l’endocrinologie et des maladies infectieuses, dans les techniques 

d’Agglutination/ ELISA/ Tests rapides/ Colorimétrie/ Disques antibiotiques. 

 

English version:  

Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices for professional use and/or for self-

testing,  in the field of Immunohematology, Microbiology, Biochemistry, Toxicology, Oncology, Cardiology, Histology, 

Endocrinology  Biosensors and Infectious diseases, in techniques of Agglutination/ ELISA/ Rapid tests/ Colorimetry/Antibiotic 

disks. 

 

 

 

 

ATLAS MEDICAL GmbH 

Ludwig-Erhard-Ring 3 

15827 Blankenfelde-Mahlow 

GERMANY 

 

 

 

French version: 

Siège social, responsable de la mise sur le marché  

English version:  

Headquarter, legal manufacturer  
 

****************************************** 

Sahab Industrial Zone Area 

 King Abdullah II Industrial City 

 Amman 11512 

JORDAN 

French version: 

Conception, fabrication et contrôle final  

English version:  

Design, manufacture and final control  

 
****************************************** 

William James House 

 Cowley Road, 

 Cambridge, CB OWX 

United Kingdom 

French version: 

Contact réglementaire   

English version:  

Regulatory Administration  

 
************************************** 

3 sites / 3 sites  
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Certificate of Analysis for RPR Kit  

 
 

1- Product Identification:  

 
 
 

 
 

 

2- Physical Inspection: 
 

Inspection level AQL Sample size code letter Inspected quantity Accepted Rejected 

S-1 1.0 B 3 0 1 
 

 
 
 
 
 
 
 
 

Lot No 22111005 
Product Name RPR Syphilis kit  
QC Method No F30D 

Batch Size  70 
EXP. Date  11.2024 

Mfg. Date (if applicable)  N.A 

Applicable test type Inspected item / criteria Inspection results  

 Kit Assembly: 
All components of the kit are present according to the outer 

label 

   Pass    Fail 

 Item Color & Status: 

RPR carbon Ag/reagent: Black – Liquid        Pass    Fail 

Positive control: Colorless /Yellowish – Liquid      Pass    Fail 

Negative control: Colorless /Yellowish – Liquid      Pass    Fail 

 Item Size/ Reagent Size 

is compatible with that 

requested in Item 

Dispense: 

RPR carbon Ag/reagent :10 ml      Pass    Fail 

Positive control : 2 ml     Pass    Fail 

Negative control : 2 ml 
   Pass    Fail 

 Labels: 

Correct label orientation    Pass    Fail 

Correct label position    Pass    Fail 

Clear printing    Pass    Fail 

 Package Insert: 

Clear printing and correct folding           Pass    Fail 

Correct code, version and brand as mentioned in Item Dispense     Pass    Fail 

Address as mentioned on box design            Pass    Fail 

 Closing Cap: No leakage and closed well    Pass    Fail 

 Stirring Sticks: No breaking sticks and clean                            Pass    Fail 

 Paper Card: No scratch in test circles or edges and clean                Pass    Fail 

 Quantity/Kit:  
Compatible with the quantity mentioned in the outer label. 

 Record the QTY/Kit: 5/1 

   Pass    Fail 

 Final Result: 
    Pass    Fail, justify: …………………………………………………. 

Done by (Signature): ……………………        Date:                       Time: 

QC Officer/Supervisor                                            

20.11.2022 11:00
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3- Biochemical Inspection: 

 

 RN No./Lot 

No. 

Agglutination 

time 

Agglutination 

Intensity 

Result  

(Agg./No Agg.) 

Result 

 (Pass / Fail) 

RPR Antigen 

(if requested) 
22111005 8 min +2/-ve Agg./No Agg.    Pass    Fail 

Positive Control 

Check 
22111005 8 min +2 Agg.    Pass    Fail 

Negative Control 

Check 
22111005 8 min -ve No Agg.    Pass    Fail 

 Final Result:     Pass    Fail, justify: …………………………………………………. 

Done by (Signature): ……………………        Date:                       Time: 

QC Officer/Supervisor                                            

 
 

 
 
 
 
 
 
  
 
 
 
 
 

Final Conclusion:     Pass     Fail 

Final QC Manager Approval (Signature):  Date:  

QC Release Stamp: 

 

20.11.2022 11:30

20.11.2022

Warehouse4
qc
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RPR SYPHILIS CARD TEST
A qualitative and Semi- quantitative rapid

card test for the detection of
Non-Treponema (reagin) in serum or plasma

For In-Vitro and professional use only
Store at 2 to 8 C

INTENDED USE
For the qualitative and quantitative detection of Non-
Treponema in serum or plasma.

INTRODUCTION & PRINCIPLE
Besides other antibodies, Treponema Pallidium
produces non-Treponemal antibodies (reagin) in
syphilitic persons. These antibodies can be detected by
RPR antigen. ATLAS RPR card test is a macroscopic
screening test for the qualitative and Semi-
quantitative detection of reagin antibodies in serum or
plasma. The kit contains RPR antigen which is based on
the easy to use VDRL carbon antigens. In the presence
of the reagin, the antigen causes flocculation of the
carbon particles, which appears as black clumps. The
charcoal particles contained in the antigen suspension
enhances the visual appearance of the coagglutination
in positive samples.

MATERIALS
MATERIALS PROVIDED

 RPR carbon antigen reagent.
 Positive and negative controls.
 RPR test cards.
 Plastic sticks.
 Dispensing Dropper.

MATERIALS NEEDED BUT NOT PROVIDED
 Saline 0.9%.

 Rotator (100rpm).
 Accurate pipette to deliver 50 µl and.
 Timer.

PRECAUTIONS
 Always use a fresh pipette tip for every test.

STORAGE AND STABILITY
 The reagents in this kit should be stored in an

upright position and refrigerated between 2 to
8°C . Never Freeze. Test cards need not to be
refrigerated and can be kept at room
temperature.

 Reagents should be brought to room
temperature and mixed well to obtain a
uniform suspension of carbon particles.

PREPARING THE SPECIMEN
 ATLAS RPR kit can be used with either

unheated plasma or heated serum samples.
 Serum samples can stay stable for up to 5 days

if stored at 2 to 8 °C.
 Plasma samples collected with EDTA can stay

stable up to 24 hours if stored at 2 to 8 °C.

PROCEDURES
QUALITATIVE PROCEDURE

1. Bring reagents to room temperature.
2. Dispense 50µl of sample onto a single circle on

the test card.
3. Repeat step 2 for the positive and negative

controls.
4. Spread the sample of each test specimen over

the entire test circle.
5. Mix the carbon antigen suspension well.
6. Dispense one drop (20 µl ) of the carbon

antigen onto each test circle containing
specimen. Do not mix the antigen with the
sample.

7. Using the rotator, rotate the card at 100rpm
for 8 minutes.

8. Read the results in good light immediately
after 8 minutes.

9. Don’t read the results after more than 8
minutes.

READING THE QUALITATIVE RESULTS
POSITIVE

 If large aggregates appear in the centre or the
periphery of the test circle containing the
sample,then the test should be read as
positive (reactive)

 If the aggregates are visible, but weak or
small, then the test should be read as weak
positive (weakly reactive).

 If test is positive, then results should be
confirmed by the quantitative procedure
mentioned below.

NEGATIVE
If no aggregates appear and the specimen has smooth
grey appearance (non-reactive)

SEMI-QUANTITATIVE PROCEDURE
1. Dispense 50µl of 0.9% saline to test circles

numbered 2 to 5. Saline should not be spread.
Dispense 50 µl of specimen onto test circle 1.

2. Dispense 50 µl of specimen onto test circle 2.
Prepare serial two-fold dilutions by drawing
the mixture up and down the pipette 5-6 times
( avoid any bubble formation. Transfer 50 µl
from circle 2 to 3, to 4 and to 5. Dispose 50 µl
from circle 5 after mixing.

3. Starting from circle 5 and onto 4,3,2 and 1, mix
and spread the serum over the entire area of
each test circle.

4. Continue with steps 6-9 of the qualitative
procedure.

READING THE SEMI-QUANTITATIVE RESULTS
The dilution of the circles are as follows:
Circle 1 2 3 4 5
Dilution - 1:2 1:4 1:8 1:16
The titer of the sample is read as follows (P:Positive,
N:Negative)
Positive 1:2 P P N N N



Positive 1:4 P P P N N
Positive 1:8 P P P P N
Positive 1:16 P P P P P
Positive and negative results are read as in the reading
qualitative results procedure.
If the result in circle 5 is positive, then further dilution
to 1:32, 1:64, 1:128 and 1:256 is required. Use steps 3
in semi-quantitative procedure and steps 6-9 in
qualitative procedure to obtain the required dilutions.
**The titer , in the semi- quantitative method , is
defined as the highest dilution showing a positive
results.

LIMITATION
 This test provides a presumptive diagnosis of

syphilis. Physicians should evaluate all clinical
and laboratory findings before making a
definitive diagnosis.

 In positive specimens, it is recommended to
confirm the result by another serological test
such as the TPHA.

REFERENCES
1. Falcone V.H., Stout G.W. and Moore M.B.

Jr., PHR 79: 491-495, 1964.
2. Larsen S.A., et. al., ata on file, Treponemal

Research and Immunology lab, CDC.
3. McGrew B.E., Stout G.W., Falcon V.H., AM.

J. Med. Techs., 34:634, 1969
4. Manual of Tests for Syphilis, PHS

publication No.411, 1969.
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