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TO WHOM IT MAY CONCEiN
To any governmenta departments
registration and/of trade oftices
in Moldava

istribution / Service Autho

This lelter confirms thal cornpany

Thas docurnent is s,gned in Neufahm,

SANIV]EDICO SRL
Sk Petdcani8811, ofic ul 10
Chisinau - Rep Moldava M0-2059
MOLDOVA
Phone 00373-22-623032
Email, 5anmedrco oifice@gmarl.com

I 2019

is an authorized tepresentative of
Dleselstrasse 1,84088 Neufahrn i.
products listed below Sanmedico m
TECO cLrslomers in lhe tertory We

TECO Medical Instrurnents, Production + Trading GmbH,
B, Ge.many for tfe ler iro./ of Moldava, onry lor a.t TECO

passed to lhe purcilaser through sa
the published literature, catalogues a

Validitv:

Termination:

TECO producls:
. Coalroa Eco, Pro, Top new
. Coatron A4, 46, A6 Plus Fu ly
. Complele line oJ Hemostasis Rea{

as manufacturef ceniiy that our warranty and servic€ is duly
dico tor lhe prce, delivery scheduies, and the specilications of

fully covenng ihe commod lies offe,ed

1.r20T8 to December 31,r 2019

lir lior ends automatEally on Dec. 313,of 2019
t be lhen tenewed

pa|lrLroale n pLbrrr ano or'var lenders. p.ovtd,ng seles to all

ual CoaguLometers ('1. 2 and 4 channel)

Con
aad

lomated Coagulomelers (4 and 6 chaanei)
, ConsumabLes and Sparepafts

Ahe legal rep,esentalive ot
TECO Medical Instruments, Producti

ermany on Janlary 29Lh 2018

+ Trading GmbH
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wn/we

klassrfztert qemii6 Artke 9ats: ate anderen produkte

2. Rlchu rie 2014/30/EU iiber Et€kromagnerische Ve

6. Richtln e 20rr/65/EU RoHS II

4. Richtlini€ 2014/35/EU Niede6pannungsichuin e

Das QM'System des Herstelerc 9r zedfiziert nach:

EN ISo 13485:20tz+AC:2012

Diese Erkl5rung besdteintqt die tlbereinstimmln
genannten Harmonisierungsrechtsvorschriften,
jedoch keine Zusicherung von Etgenschaften.

Konf ormitiitsbewetun gsveda hren i

GemaBAnhang I[ der Rchttinie 98/79lEc

ort und Datum deruntenechnungi

KO FORMITATSERKLARUNG

DEC RATION OF CONFORMITY

Doc#001/35-2014

Voaetna.n'e / uane, type ot nodel

Rlchtlinien neet alt aryttczble EquirenenE of:

mit den
beinhaltet

14.03.2018

1. Dltedtj/e 98/79/EC a1 rn-n:tro dtagnosdc nedict devL6
dassified a6ardtn9 to aitcte 9 as: 4at/ Mef pmducEr

2, Arectire 2014/30/EU on etecbonagretic conpatibjtib/

3, ,itective 2011/65/EU RoHS u

4. DTective 2014/35/EU Low Votttge

rhc Q4-/yen a, lrc ndnutachner E cedtteo rot:

EN I5O 8445:201 2+ AC20t2

fhis declaraAon attels the accordance wih the neDtioned
hamonDation rule but dEs not tnclude a waffanty ofpropeftles

Co n farn Lty a s se s s n en t p rocedu rc :

Accarding to Annex III of Dirc.tive 98/79/EC

Gij !9 bis 01.04.2019
Valid untIAp ld, 2019

TECO Medical ments Production and Trading GmbH
Name des llers / N4anufacturer's ,a/re

Dieselstra 1/ 84088 Neufahrn, Germany
chtift I Address

erklaren in alleiniger Verantwortu g, dass die Produkte - IVD-BIutgerinnungsmessgerete,
declare under our own i that the praducts - IVD Coagulation ana/yzes

Coatro x Eco, Pro, Top
B€zeichnung,

allen anwendbaren Aniorderungen der lotgenden

1. Rcht rie 98/79lEG nber rn-vitro Dtagnosflka

-r 'j
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CER IFICA

EN rSO 9001:

DEKRA C€rtification GmbH her€by

TECO Medical Instr mentE;
Production + Tradi g

Scope ot ccdMcattonl

Design, development, maDltsqtuddd
and in-vitro-D iagnostic reagdit8,i ,

tt

Cenmed bcatlon:

has establi8hed end mainblns a mEna0i6nent syst€it
standard. The ooinioJrnity g€s w{h atdit roport no.

This ce.tificeto is valid from 20 1 b 2018-09-i4

certlf cate reglstratlon

DEKRA Stuttgarti 1A-05-24

]EC O

DEKRA C€nilication GmbH' Handwe (straBo 5 ' D-70565 SlulEan ' v/wwd€ke-cadilicarion.d€
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CER IFICA

EN rSO 1348 t2012 + AG:

DEKRA Certification GmbH herebv

TEGO Medicallns
Productlon + Tradi

Scope of c6rtification i

Design, devetopment, manufaglirind,
and in-vlto-Diagnoslic reaoents:

Certlfied

DieselsfaBe 1,

has €stebligh€d gno maintaing a

1 to 2019.05-30

OEKRA

DEKRA Cerlindtion GmbH Stuttgart 2016-05-24

trCO

mKRA Cortfic€tlon GmbH ' handuD|ksfaB€ 5'S70565Stdlsart'w1nv.d€kre-c€dtttca{on.d€



we confirm that the instru
have a closed cuvette
ldentlflcatlon code from TECO

TECO
14 E DICA T .IN5T.RU M EII,TS

P R0 0 U CTl0 N+TRADING G BH

Di€setrttalSe 1

0.84088 lieufahrn.N,l.
tont+49-a773/101 80"0
tax. +49'8713/101 A9-29

Neufahrn, 26104/2018

IT MAY CONCERN

Coatron X Eco, Coatron X Pro and Coatron X Top
Cuvettes have to be Durchased with voucher
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