






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


 

 

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

Tel: 86-25-68568508    Email: overseas@geteincom.cn    Web: www.bio-GP.com.cn 

 

                 Document No.: GP-GMSQ-2022-110 

                 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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OPTIMIZED POINT-OF-CARE SOLUTION

MAKING TEST EASY

Immunofluorescence Quantitative Analyzer
Getein 1100

Stock Code: 603387



Sample Transfer Test Card Insert Click “Start” Icon

Sample Transfer Timing the Reaction Manually Click “Start” Icon

OPERATION MODES

HIGHLY EFFICIENT & ACCURATE

Advanced fluorescence immunoassay 

Multiple quality control

REAL-TIME AND RAPID TEST

One-step test 

3-15 min/test

5 sec/test for multiple tests

Immunofluorescence Quantitative AnalyzerGetein 1100

outside ModeS/P

Getein 1100

Inside ModeS/P
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outside ModeS/P

Inside ModeS/P
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Advanced fluorescence immunoassay 
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OPERATION MODES

HIGHLY EFFICIENT & ACCURATE

Advanced fluorescence immunoassay 

Multiple quality control

REAL-TIME AND RAPID TEST

One-step test 

3-15 min/test

5 sec/test for multiple tests
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Result Show and Print

Result Show and Print

REAL-TIME AND RAPID TEST CONVENIENT OPERATION 

RFID card calibration

Keyboard and mouse connectivity through USB port

Handwriting input available

Continuous test for 3 hours with optional lithium battery

USER-FRIENDLY INTERFACE

7-inch touch screen

Android system

7-inch Touch Screen1 Test Card Slot3

SD Card Recognition Zone2 SD Card Slot4

USB Slot5

Built-in Thermal Printer6
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Handwriting input available

Continuous test for 3 hours with optional lithium battery
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7-inch Touch Screen1 Test Card Slot3
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TECHNICAL PARAMETERS

Result

Sample Type

Storage Capacity

Language

Methodology

CONVENIENT OPERATION 

RFID card calibration

Keyboard and mouse connectivity through USB port

Handwriting input available

Continuous test for 3 hours with optional lithium battery

USER-FRIENDLY INTERFACE

7-inch touch screen

Android system

PORTABLE DESIGN

Small in size: 261 ×241 ×115 mm

Light in weight: 2.0 kg

7-inch Touch Screen Test Card Slot3

SD Card Recognition Zone SD Card Slot4

USB Slot5

Built-in Thermal Printer6

1
6

2
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TECHNICAL PARAMETERS
Immunofluorescence

Result Quantitative

Sample Type WB, Plasma, Serum, Urine, Stool, 
Nasal swab, Saliva, Capillary blood

Storage Capacity 10000 data

Language English/Chinese/Spanish/Portuguese

Screen 7-inch touch screen

Power Supply 100-240 V~50 Hz/60 Hz, 60 VA

Working Environment
Temperature: 10-35℃
Relative humidity ≤70%
Air pressure 70.0~106.0 kpa

Dimensions 261 mm×241 mm×115 mm (D×W×H)

Weight 2.0 kg

Methodology

PORTABLE DESIGN

Small in size: 261 ×241 ×115 mm

Light in weight: 2.0 kg

LARGE MEMORY

Up to 10,000 results storage capacity

TECHNICAL PARAMETERS
Immunofluorescence

Quantitative

WB, Plasma, Serum, Urine, Stool, 
Nasal swab, Saliva, Capillary blood

10000 data
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Screen 7-inch touch screen

Power Supply 100-240 V~50 Hz/60 Hz, 60 VA

Working Environment
Temperature: 10-35℃
Relative humidity ≤70%
Air pressure 70.0~106.0 kpa

Dimensions 261 mm×241 mm×115 mm (D×W×H)

Weight 2.0 kg

PORTABLE DESIGN

Small in size: 261 ×241 ×115 mm

Light in weight: 2.0 kg

LARGE MEMORY

Up to 10,000 results storage capacity

TECHNICAL PARAMETERS

WB, Plasma, Serum, Urine, Stool, 
Nasal swab, Saliva, Capillary blood

English/Chinese/Spanish/Portuguese

Screen 7-inch touch screen

Power Supply 100-240 V~50 Hz/60 Hz, 60 VA

Working Environment
Temperature: 10-35℃
Relative humidity ≤70%
Air pressure 70.0~106.0 kpa

Dimensions 261 mm×241 mm×115 mm (D×W×H)

Weight 2.0 kg

LARGE MEMORY

Up to 10,000 results storage capacity



TEST ITEMS

Cardiac Markers

Coagulation Marker

Inflammation

Renal Function

Metabolic Marker

Thyroid Function

Cat. # TEST ITEMS DISEASES MEASURING 
RANGE

SAMPLE
TYPES

SAMPLE
VOLUME

REACTION 
TIME QUALIFICATION

100 μL 10 minIF1005 CK-MB/cTnI/Myo Myocardial damage
/infarction S/P/WB

2.50-80.00 ng/mL
0.10-50.00 ng/mL
30.0-600.0 ng/mL

CUT-OFF
VALUE

CK-MB: 5.00 ng/mL
cTnI: 0.10 ng/mL
Myo: 70.0 ng/mL

100 μL 10 minIF1001 cTnI Myocardial infarction S/P/WB 0.10-50.00 ng/mL0.10 ng/mL NMPA

100 μL 15 minIF1098 TnT Myocardial infarction S/P/WB 10.0-10000.0 pg/mL14.0 pg/mL NMPA

100 μL 10 minIF1089 BNP Heart failure P/WB 5.0-5000.0 pg/mL100.0 pg/mL NMPA

100 μL 3 minIF1014 H-FABP Myocardial damage S/P/WB 1.00-120.00 ng/mL6.36 ng/mL NMPA

100 μL 15 minIF1007 PCT Sepsis, bacterial infection S/P/WB 0.05-50.00 ng/mL0.10 ng/mL NMPA

40 μL 15 minIF1031 25-OH-VD Osteomalacia, osteoporosis S/P 8.00-70.00 ng/mL30.00-50.00 ng/mL

100 μL 10 minIF1006 D-Dimer Venous thromboembolism P/WB 0.10-10.00 mg/L0.50 mg/L NMPA

NMPA

100 μL 10 minIF1018 CK-MB Myocardial injury S/P/WB 2.50-80.00 ng/mL5.00 ng/mL

100 μL 10 minIF1002 NT-proBNP Heart failure S/P/WB 100-35000 pg/mL300 pg/mL NMPA

100 μL 15 minIF1024 TSH Thyroid malfunction S/P 0.10-50.00 μIU/mL0.27-4.20 μlU/mL NMPA

NMPA

NMPA

NMPA

NMPA

100 μL 10 minIF1016 CK-MB/cTnI/H-FABP Myocardial damage
/infarction S/P/WB

2.50-80.00 ng/mL
0.10-50.00 ng/mL

2.00-100.00 ng/mL

CK-MB: 5.00 ng/mL
cTnI: 0.10 ng/mL
H-FABP: 6.36 ng/mL

NMPA

100 μL 10 minIF1012 CK-MB/cTnI Myocardial damage
/infarction S/P/WB 2.50-80.00 ng/mL

0.10-50.00 ng/mL
CK-MB: 5.00 ng/mL
cTnI: 0.10 ng/mL

10 μL 3 minIF1003 hs-CRP+CRP Cardiovascular inflammation
/normal inflammation

S/P/WB/
Fingertip blood 0.5-200.0 mg/L3.0 mg/L

10.0 mg/L

NMPA10 μL 3 minIF1008 CysC Acute and chronic
renal diseases S/P/WB 0.50-10.00 mg/L0.51-1.09 mg/L

NMPA

NMPA

10 μL 5 minIF1090 SAA/CRP Neonatal sepsis, 
Bacterial/virus infection

S/P/WB/
Peripheral blood

5.0-200.0 mg/L
 0.5-200.0 mg/L

SAA: 10.0 mg/L
CRP: 10.0 mg/L

NMPA100 μL 15 minIF1015 PCT/CRP Sepsis, bacterial infection S/P/WB 0.10-50.00 ng/mL
0.5-200.0 mg/L

PCT: 0.10 ng/mL
CRP: 3.0 mg/L

NMPA10 μL 5 minIF1044 SAA Bacterial/Virus infection S/P/WB/
Fingertip blood 5.0-200.0 mg/L10.0 mg/L

100 μL 15 minIF1088 IL-6 Acute inflammation S/P/WB/
Peripheral blood 1.5-4000.0 pg/mL7.0 pg/mL

NMPA100 μL 3 minIF1009 mAlb Diabetic nephropathy,
hypertensive nephropathy Urine 10.0-200.0 mg/L20.0 mg/L

40 μL 15 minIF1022 T3 Hyperthyroidism, 
hypothyroidism S/P 0.30-10.00 nmol/L1.30-3.10 nmol/L

100 μL 15 minfT3 Hyperthyroidism, 
hypothyroidism S/P/WB 0.60-50.00 pmol/L3.10-6.80 pmol/L

NMPA10 μL 3 minIF1011 β2-MG Acute and chronic 
kidney diseases/tumours S/P/WB 0.50-20.00 mg/L0.80-3.00 mg/L

NMPA10 μL 10 minIF1010 NGAL Acute kidney injury S/Urine 50.0-5000.0 ng/mLSerum: 200.0 ng/mL
Urine: 100.0 ng/mL

100 μL 15 minIF1023 T4 Hyperthyroidism, 
hypothyroidism S/P 5.40-320.00 nmol/L59.00-154.00 nmol/L

100 μL 15 minfT4

IF1067

IF1068 Hyperthyroidism, 
hypothyroidism S/P/WB 0.30-100.00 pmol/L12.00-22.00 pmol/L

Diabetes Mellitus
NGSP
IFCC

NMPA
10 μL 5 minIF1017 HbA1c Diabetes mellitus WB 2.00%-14.00%3.80%-5.80%

NEW



Coming Soon: FOB, Folate�
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Reproduction/Fertility

Tumor Markers

Infectious Disease

Cat. # TEST ITEMS DISEASES MEASURING 
RANGE

SAMPLE
TYPES

SAMPLE
VOLUME

REACTION 
TIME QUALIFICATIONCUT-OFF

VALUE

100 μL 15 minIF1053 tPSA Prostate cancer S/P 0.50-100.00 ng/mL4.00 ng/mL

100 μL 15 minIF1057 Anti-HCV Hepatitis C S/P 1.00-20.00 S/CO1.00 S/CO

100 μL 15 minIF1050 AFP Liver cancer, cancer of 
ovaries or testicles, etc. S/P 2.0-500.0 ng/mL7.0 ng/mL

10 μL 10 minIF1076 ASO
Rheumatic fever, acute 
glomerulonephritis, group 
A streptococcal infection

S/P/WB 60.0-1370.0 IU/mL408.0 IU/mL

40 μL 15 minIF1095
SARS-CoV-2

Neutralizing Antibody COVID-19
S/P/WB/

Fingertip bloodRefer to User Manual

100 μL 10 minIF1072 fPSA Prostate cancer S/P 0.05-30.00 ng/mL1.00 ng/mL

100 μL 15 minIF1051 CEA Cancer marker: 
colon cancer etc. S/P 2.0-500.0 ng/mL4.7 ng/mL

100 μL 15 minIF1058 Anti-TP Syphilis S/P 1.00-50.00 S/CO1.00 S/CO

100 μL 15 minIF1059 Anti-HIV AIDS S/P 1.00-1000.00 S/CO1.00 S/CO

100 μL 15 minIF1064 HBsAg Hepatitis B S/P 1.00-100.00 IU/mL1.00 IU/mL

100 μL 15 minIF1063 Anti-HBs Hepatitis B S/P/WB 10.00-1000.00 mIU/mL10.00 mIU/mL

100 μL 10 minIF1084 2019-nCoV IgM/IgG COVID-19 S/P/WB1.00 COI

100 μL 15 minIF1091 SARS-CoV-2 Antigen COVID-19 Nasal swab/Saliva1.00 COI

Others

100 μL 15 minIF1069 Total IgE Allergic disorders S/P/WB 1.00-2000.00 IU/mLRefer to User Manual

10 μL 15 minIF1077 Ferritin Anemia/tumors S/P 0.50-1000.00 ng/mLMale: 30.00-400.00 ng/mL
Female: 13.00-150.00 ng/mL

100 μL 15 minIF1052 PG I/PG II Atrophic gastritis, 
stomach cancer S/P PG I: 1.0-200.0 ng/mL

PG II: 1.0-100.0 ng/mL
PG I<70.0 ng/mL
PG I/PG II<3.0 ng/mL

3 drops 
(about 100 µL) 10 minIF1047 H. pylori H. pylori infection Stool 1.0-200.0 ng/mL5.0 ng/mL

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

FSC NMPA NGSP IFCC

Specific Protein and Rheumatism
10 μL 10 minIF1075 RF Rheumatoid arthritis S/P/WB 10.0-640.0 IU/mL15.9 IU/mL

100 μL 15 minIF1086 Influenza A/B Respiratory viral infection Nasal swab1.00 S/CO

100 μL 15 minIF1136 Dengue NS1 Ag Dengue virus infection S/P/WB 0.50-50.00 S/CO1.00 S/CO

10 μL 15 minIF1029 Anti-CCP Rheumatoid arthritis S/P/WB 10.0-400.0 U/mL25.0 U/mL

Add.: No.9 Bofu Road, Luhe District, Nanjing, 211505, China 
Tel.: +86-25-68568508/68568594
Fax: +86-25-68568500
E-mail: sales@getein.com.cn; overseas@getein.com.cn
Web.: www.getein.com

100 μL 10 minIF1013 HCG+β Fertility S/P 5.0-100000.0 mIU/mL5.1 mIU/mL NMPA

NMPA

NMPA

NMPA

NMPA

NMPA

100 μL 15 minIF1048 PRL Infertility, gonadal disorders S/P 0.50-200.00 ng/mLRefer to User Manual

100 μL 15 minIF1055 LH PCOS, infertility evaluation S/P 0.20-150.00 mIU/mLRefer to User Manual

100 μL 15 minIF1056 FSH PCOS, infertility evaluation 
and pituitary disorders S/P 0.20-150.00 mIU/mLRefer to User Manual

200 μL 15 minIF1066 AMH Fertility, PCOS, gonadal function, 
precocious/late puberty S/P 0.10-20.00 ng/mLRefer to User Manual

100 μL 15 minIF1073 Testosterone Female polycystic ovary syndrome, 
male testosterone insufficiency S/P 0.10-16.00 ng/mLMale: 1.75-7.81 ng/mL

Female: 0.10-0.75 ng/mL

100 μL 15 minIF1071 Prog Infertility, evaluation of ovulation S/P 0.10-40.00 ng/mLRefer to User Manual

100 μL 15 minIF1074 E2 Ovarian function S/P 40.0-4800.0 pg/mLRefer to User Manual



浙江东方基因生物制品股份有限公司 

Zhejiang Orient Gene Biotech Co., LTD 

 

 

EC Declaration of Conformity 
  In accordance with Directive 98/79/EC 

 
Legal Manufacturer:            Zhejiang Orient Gene Biotech Co., Ltd 
 
Legal Manufacturer Address:    3787#, East Yangguang Avenue, Dipu Street, 

                 Anji 313300, Huzhou, Zhejiang, China 
 
Declares, that the products 
Product Name and Model(s) 
 

Fecal Occult Blood Rapid Test Strip (Feces) GEFOB-601b 

Fecal Occult Blood Rapid Test Cassette (Feces) GEFOB-602b 

 
 
Classification:                 Other 
Conformity assessment route: Annex III (EC DECLARATION OF CONFORMITY)  
 
 
We, the Manufacturer, herewith declare with sole responsibility that our product/s 
mentioned above meet/s the provisions of the Directive 98/79/EC of the European 
Parliament and of the Council on In-Vitro Diagnostic Medical Devices. 
 
We hereby explicitly appoint 
 
EC Representative’s Name:  Shanghai International Holding Corp. GmbH (Europe) 
 
EC Representative’s Address:  Eiffestrasse 80, 20537 Hamburg, Germany 
 
to act as our European Authorized Representative as defined in the aforementioned 
Directive. 
 
 
 
 I, the undersigned, hereby declare that the medical devices specified above conform with the 
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements 

 
 
Date Signed: November 28, 2017                                                   

                                               
____________________________________ 

                                              Name of authorized signatory:  Joyce Pang 
                                              Position held in the company:  Vice-President 

CE-DOC-OG060 
Version 1.0 
 
 



Certificate
No. Q5 092305 0001 Rev. 01

Page 1 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji
313300 Huzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

 
Scope of Certificate: Design and Development, Production and Distribution

of In Vitro Diagnostic Reagent and Instrument for the 
Detection of Drugs of Abuse, Fertility, Infectious 
Diseases, Oncology, Biochemistry, Cardiac Diseases, 
Allergic Disease based on Rapid Test, PCR and Liquid 
Biochip Method.

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 092305 0001 Rev. 01  

Report No.: SH2198802

Valid from: 2022-04-11
Valid until: 2024-03-16

Date, 2022-04-11 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20092305%200001%20Rev.%2001%C2%A0


Certificate
No. Q5 092305 0001 Rev. 01

Page 2 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, 313300 
Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

.
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   Cert. N.7111/1    Cert. N.6574/1  

SYNTESYS S.a.s. di Rinaldo R.  & c. 

   SYNTESYS 
 

Via G. Galilei, 10/3 
35037 Z.I. SELVE DI TEOLO (PD) 

Tel. +39 049 9903866 r.a. Fax +39 049 9903867 
COD.FISCALE P.IVA N.Reg.Imp. Padova 03573950288 

e-mail info@syntesys.it – web www.syntesys.it 
 

             PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO – DISPOSABLE LABWARE 

 
DICHIARAZIONE DI CONFORMITA’ 

Conformity declaration 

 
Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:  

The undersigned, Rinaldo Ruggero legal representative of the company: 

 

produttore/manufacturer 

 

SYNTESYS S.a.s. di Rinaldo R. & C. 

indirizzo/address 

 

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY 

 

O rappresentante il mandatario autorizzato entro la Unione Europea  

or representing the authorized mandatary within the European Community  

 

Mandatario autorizzato/authorized mandatary 

 

 

indirizzo/address 

 

 

 

Dichiara sotto la propria responsabilità che il prodotto/declares under his own responsability that the product: 
 

Denominazione/Description 
K3 EDTA x 2,5 ml di sangue in pr. 12x56 mm t/verde scuro / K3 

EDTA green stopper 12x56 mm vol. 2,5 ml flat bottom test tube 

Lotto/Lot  

  

………..        Data di scadenza/Expire date     ……… 
 

Codice/Code 318540 

Materiale/Material Polipropilene + Polietilene / Polypropylene + Polyethylene  

Confezione/Pack 1000 pezzi/ 1000 pcs.  
 
È conforme alle disposizioni della direttiva 98/79/CE e smi, concernente i dispositivi medici diagnostici in vitro e recepito in 

Italia con D.L. del 08/09/2000 n° 332 allegato 1 (requisiti essenziali) ed è fabbricato in accordo ai requisiti di cui all’Allegato 

III della sopra citata direttiva./ It meets the CE Directive 98/79 CE about in vitro diagnotic device specifications established by 

the Italian law n. 332, dated 8
th

 September 2000. The device is made according to the specifications of the III attached of the 

above-mentioned directive.   

 

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformità è conservata presso gli 

uffici dell’azienda e sarà posta alla disposizione di chi la richiede/ declares that all technical documents attached to this 

conformity statment are filed in our company and can be consulted by any authorized body on demand.  

  

Data  13.12.2017 

                    

mailto:info@syntesys.it
http://www.syntesys.it/






 

 

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO – DISPOSABLE LABWARE 

DICHIARAZIONE DI CONFORMITA’ UE 
EU Declaration of conformity  

 

 
Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:  

The undersigned, Rinaldo Ruggero legal representative of the company: 
 

produttore/manufacturer 

SYNTESYS S.r.l. – numero SRN /SRN Number: IT-MF-000027856 

indirizzo/address 

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY 

 
Dichiara sotto la propria responsabilità che i prodotti/Declares under his own responsability that the products: 
Contenitori di feci /Faeces Container UDI di Base /Basic UDI: 805414149CONTFECIXB 
 

Codice/Reference Denominazione/Description UDI 

313114 
Contenitore feci 30 ml 27x80 mm in polipropilene con tappo a vite 
bianco separato /Transparent polypropylene faeces container 30 ml 
with separated white screw cap 

08054141490468 

313115 
Contenitore feci 30 ml 27x80 mm in polipropilene con tappo a vite 
rosso separato /Transparent polypropylene faeces container 30 ml 
with separated red screw cap 

08054141490475 

313117 
Contenitore feci 30 ml 27x80 mm in polipropilene graduato con 
tappo a vite rosso e superficie di scrittura /Transparent polypropylene 
faeces container 30 ml with red screw cap 

08054141490499 

313119 
Contenitore feci 30 ml 27x80 mm in polipropilene con tappo a vite 
rosso ed etichetta gialla /Transparent polypropylene faeces container 
30 ml with red screw cap and yellow label 

08054141490208 

313122 
Contenitore feci 30 ml 27x80 mm in polipropilene con tappo a vite 
bianco inserito /Transparent polypropylene faeces container 30 ml 
white screw cap 

08054141490482 

318114 
Contenitore feci 60 ml 35x70 mm in polipropilene con tappo a vite 
separato bianco /Transparent polypropylene faeces container 60 ml 
with separated white screw cap 

08054141490246 

318115 
Contenitore feci 60 ml 35x70 mm in polipropilene graduato con 
tappo a vite rosso inserito /Transparent polypropylene faeces 
container 60 ml with red screw cap 

08054141490253 

318121E 

Contenitore feci 60 ml 35x70 mm in polipropilene graduato con 
tappo a vite confezione singola ed etichetta in astuccio BIO-TAINER 
/Polypropylene faeces container 60 ml graduated with screw cap 
individually wrapped, single box, "BIO-TAINER" 

08054141492394 

318122 
Contenitore feci 60 ml 35x70 mm in polipropilene graduato con 
tappo a vite rosso confezione singola con scrittura /Polypropylene 
faeces container 60 ml red screw cap individually wrapped 

08054141490277 

318315 

Contenitore feci 60 ml 35x70 mm in polipropilene graduato con 
tappo a vite rosso inserito ed etichetta /Polypropylene faeces 
container 60 ml 35x70 mm graduated with inserted red screw cap 
labelled 

08054141492714 



 

 

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO – DISPOSABLE LABWARE 

318316 

Contenitore feci 60 ml 35x70 mm in polipropilene graduato con 
tappo a vite rosso ed etichetta in confezione singola /Polypropylene 
faeces container 60 ml red screw cap yellow label individually 
wrapped 

08054141492714 

 
 
Sono conformi secondo il Regolamento (UE) 2017/746 concernente i Dispositivi Medico-Diagnostici in vitro e soddisfano tutti 

i requisiti specificati. I dispositivi sono stati classificati appartenenti alla Classe A secondo la Regola 5 dell’Allegato VIII /  

The products comply with the Regulation (EU) 2017/746 concerning In Vitro Diagnostic Medical Devices and meet all the 

specified requirements. The devices have been classified as belonging to Class A according to Rule 5 of Annex VIII.  

 

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformità è conservata presso gli  

uffici dell’azienda e sarà messa a disposizione delle autorità competenti secondo quanto prescritto dall’Art. 10 punto 7 del  

Regolamento. / It also declares that the technical documentation supporting this declaration of conformity is kept at the  

company offices and will be made available to the competent authorities in accordance with the provisions of Art. 10 point 7  

of the Regulations. 

 
Data/ Date 23.11.2023 
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CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization: 
 

SYNTESYS S.R.L. 
Head Office and Operative Unit 

Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Operative Units 

Via G. Galilei, 16/1 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Via San Benedetto, 48/A - Zona Industriale - I-35037 Selve di Teolo (PD) 
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

 

has implemented and maintains a/an  
 

Quality Management System 
 

 for the following scope: 
 

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and 
sanitary products. Design and production management of sterile swabs for the collection and the 

preservation of biological samples, also for surgical application, with or without transport medium. 
 

which fulfils the requirements of the following standard: 
 

ISO 9001:2015 
 

Issued on:      2022-06-05 
First issued on:    2013-06-05 
Expires on:  2025-06-04 

 

This attestation is directly linked to the IQNet Partner’s original 
certificate and shall not be used as a stand-alone document. 

 

Registration Number:  IT-83562
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6574/3 
___________________ 

CERTIFICATO N. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

SYNTESYS S.R.L. 
 

Sede e Unità Operativa 
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia 

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio 
e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la 
conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto. 

Unità Operative 
Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 

Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 

* Magazzino.  
 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI EN ISO 9001:2015 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

EA: 29 - 14 
 

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio 
e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la 
conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto. 

 

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and 
sanitary products. Design and production management of sterile swabs for the collection and the 
preservation of biological samples, also for surgical application, with or without transport medium. 

 
Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 

Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 
 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 
DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 

FIRST ISSUE CURRENT ISSUE EXPIRING DATE 
 05/06/2013  05/06/2022 04/06/2025 

 
 
 

____________________________________________ 
Vincenzo Delacqua 

Rappresentante Direzione / Management Representative 
ICIM S.p.A. 

Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
www.icim.it 
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CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization: 
 

SYNTESYS S.R.L. 
Head Office and Operative Unit 

Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Operative Units 

Via G. Galilei, 16/1 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Via San Benedetto, 48/A - Zona Industriale - I-35037 Selve di Teolo (PD) 
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

 

has implemented and maintains a/an  
 

Quality Management System 
 

 for the following scope: 
 

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and 
sanitary products. Design and production management of sterile swabs for the collection and the 

preservation of biological samples, also for surgical application, with or without transport medium. 
 

which fulfils the requirements of the following standard: 
 

ISO 13485:2016 
 

Issued on:      2022-06-05 
First issued on:    2014-06-21 
Expires on:  2025-06-04 

 

This attestation is directly linked to the IQNet Partner’s original 
certificate and shall not be used as a stand-alone document. 

 

Registration Number:  IT-93779
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___________________ 

 

CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

SYNTESYS S.R.L. 
 

Sede e Unità Operativa 
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia 

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio e articoli 
sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la conservazione di campioni 

biologici, anche in ambito chirurgico, con o senza terreno di trasporto. 
Unità Operative 

Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 

Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 
* Magazzino.  

 
È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 

 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di 
laboratorio e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta 
e la conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto. 

 

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and 
sanitary products. Design and production management of sterile swabs for the collection and the 
preservation of biological samples, also for surgical application, with or without transport medium. 

 
Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 

Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 
 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 21/06/2014  05/06/2022 04/06/2025 
 

 
 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it
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