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KO N FO RM ITATSE RKLARU N G

DECLARATION OF CONFORMITY

Doc#00U12-2020

TECO Medical Instruments Production and Trading GmbH

Name des Herstellers / Manufacturer's name

Dieselstrasse 1, 84088 Neufahrn, Germany

Coatron X Eco, Pro, Top
Bezeichnung, Typ oder Modellname f name, type or model

Weitere angewandte Normen :

4. Sicherheit:

5. Risikomanagement:

6. Informationen:
7. Medizingeräte-Software

- Lebenszyklus-Prozesse:

EN 61010-2-101:2015

DIN EN ISO L4971:2073-04

EN ISO 18113-3:2011

DIN EN 62304:2016

Further related standards :

4. Safety:
5. Risikmanagement:

6. Information:
7. Medical device software

- life-cycle processes:

EN 61010-2-101:2015
DIN EN ISO 14971:2013'04

EN ISO 18113-3:2011

DIN EN 62304:2016

Das QM-System des Herstellers ist zertifiziert nach:

EN ISO 13485:2016

Konform itätsbewertu n g svetfa h ren :

Gemäß Anhang III der Richtlinie 9Bl79lEG

The QM-system of the manufacturer is certified for:

EN ISO 73485:2076

Co n form ity a ssessm e n t p roced u re :

According to Annex III of Directive 98/79/EC
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Alle anwendbaren Anforderungen der folgenden Richtlinien

entsprechen:

1. Richtlinie 9Bl79lEG über In-vitro Diagnostika

klassifiziert gemäß Artikel 9 -"alle anderen Produkte"

Anhang II - Liste A

2. Richtlinie 2014l30lEU über Elektromagnetlsche Verträglichkeit

3. Richtlinie 20tLl65lEU RoHS II

Anschrift I Address

erklären in alleiniger Verantwoftung, dass die Produkte - IVD-BIutgerinnungsmessgeräte,

declare under our own responsibility, that the products - IVD Coagulation analyzers

Sta nda rds a n d regu la ti ons a pplied :

1. Directive 9B/79/EC on In-vitro diagnostic medical devices

classified according to article 9 as: "all other products"

Annex II - list A

2. Directive 20 1 4/31/EU on electromagnetic Compatibility

3. Directive 2011/65/EU RoHS II

Ort und Datum der Unterzeichnung:

Place and date of issue:

Neufahrn, 08,I2.2020
Neufahrn, December B, 2020 ($."r""ua+
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CERTIFICATE 

 

EN ISO 13485:2016 

DEKRA Certification GmbH hereby certifies that the organization 

TECO Medical Instruments,  
Production + Trading GmbH 
 
 
Scope of certification: 

Design, development, manufacturing, storage and sales of coagulation instruments and in-vitro-
Diagnostic reagents used in the hemostaseology and coagulation 
 
Certified location: 

Dieselstraße 1, 84088 Neufahrn, Germany 
 
 
 

has established and maintains a quality management system according to the above mentioned 
standard. The conformity was adduced with audit report no. 50788-Z5-00. 

Certificate registration no.: 50788-14-01 
Validity of previous certificate: 2019-05-30 

Certificate valid from: 2019-05-31 
Certificate valid to: 2022-05-30 

 
 
 
 
 
 
 
Ruth Delbeck-Bayer 

 

DEKRA Certification GmbH, Stuttgart, 2019-05-31 
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MED]CAt INSTRUM ENTS
PR0DUCTI0N+TRADING GMBn
DiesetstraBe 1

D-84088 Neufahrl1 N.B.
fo +49 -8773 /7 01 80-A
fax: +49 -8713 /7 Oi 80-29

CIERTIIFICA'TE

Mr. Vitolie Goreqciifor:

Compony: Sanmedico SRL
Str. petriconi gg/1, oficiul l0
Chisinou - Rep. Moldovo MD_2059
MOLDOVA

hove porticipoted wiih success of the intensive troining session:

Applicolion ond lechnicol troining for following insfrumenls:

. Coofron X series

o lnslollolion
o Applicolion
o Generol use, olso in combinotion wilh TECAM Softwore
o Technicol ond Afler Soles Service

Mr. Chr. Hoeizl ond Mrs. W

Plqce of Troining:

Dote:

TECO - Germony

November l8th, 2019
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