
TO WHOM IT MAY CONCERN
To any governmental departmenls,
rcgrstration and/or trade oftices
in Moldava

TECO
t1t Dlc A L !{slnu$ t NT5
PR 0 0 U CTI0 N+TnA DI NC CMB

0.84088 tleufahrn l{-9.
tod:,,ls.3lrll707 80.0
l.\t 'a9 8i1!/lt)t 80-29

Distribution / Serv:oe Authorisation lor the vear 2018 / ?019

Th,s letter confims tiat company SANMEDICO SRL
Sv. PetdcaniS8/1, oficrul 10
Chisinau - Rep Moldava MO-2059
IUoLDO\/A
Phone 00373-22-623032
Email: sanmedico otfice@gmail.com

is an authorized represenlativs of TECO Modical Instrlments, Produclion + Trading Gmbl,
Dieselstrasse 1, 84088 Neufahrn i.NB, Germany for lhe tedlory ol Moldava, only for all TECO
products listed below. sanmodlco may pa,tjcipale in plblic and prival tenders. provrdjng sales to all
TECO customers in the territory We as manulaclurer ce ify lhat our waaranty and service is duly
passed to the pu.chaser thfough Sanmgdico tor the price, delivery schedlles, and the specificalions of
the published literalurc. catialogues and tully cov€ring the commodities oflered

Validitv:

Teflnination:

TECO producls:
. Coatron Eco, Pro, Top
. Coatron A4, A6, A6 Plus
. Complete [ne oi lemostasis

January 13r2018 to December 31!r, 2019

Confirmalion ends automalcally on Dec. 31!'o12019
and must be lhen rcnewed

new manual Coagulometeas (1. 2 and 4 channel)
Fully automated rloagulometers (4 and 6 channel)
Reagenls, Consumables and Spareparts

This documenl is signed in Neufahrn. Germany, on January 29b 20'18.

The legal representative of
TECO [4g!lcal Inslruments. Productron + Tradrng GmbH

MEDI(^I lN9INUMTNTS
PnooucTloN+t'n/\DrNG 6rr1$

Christian
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KON FORIVIITATSERKLARUNG

DECI.ARATION OF CON FORMITY
Doc#022/06-2014

TECO Medicat Inst

^,." 
;:iil:i,Tiii:"",",i:f, n r nd rradrne cmbH

oiesetstrasse r,o-e+oe8 ;i;;iail";i Ns

WWcJ#:[r,W;W"X:;#E:T:;XH:;XX:':::;:,::;,:".::
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;,:"#:,; : ;:ilrli']j:;J;;j:lil:5"',1ff:*

:Iil,"il$*""* Anrord€runeen der rorsenden Rrch.nien

[:"$',?tff 'JJ#fJ.^LT: i]yp"?l':tff lll,i n**n.

Meet a// app/icabte rcquienents af:

1.,9,i"x':!3,f E%,:;:!:i,#::ilf#YHHP

Das Qf4-sist€m d€s Hersteltels lst zerbfiziert nachi

Elil Iso 134€512015

fliii;"ililI!;:trl:"f#f il,,ffi :":i#f:"ffi 
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Konromit:jtsb*€dJngsverfahref 
i

GemdR hhaig UI der Richtht€ 98/79lEG

lhe Q/tt-synen of ke nanufactver is cettfred for;

EM'o 8.tai:20r6

H"H,nil#Hy"flfl7#,:i"yffif#a,s,,btd ru an ts6 es 6,1"

A n fomi t / a ssersnten t ptacedue :
Accdd:og to Annex tu of Dtj.ecive gam/Ec

ort Lnd oatum dEiGEAiiin;;
rac€ and ddre of issF: Neurahrn-dattald

N€Lfahrn, t4arch 26, 2Or9



KONFORI"TTTATSERKIJIRUNG. DECLAMTTON OF CONFORF1ITY

Jonge P-ooJkre - Reagenzien.ir In-v.to-Daqnosrit
umef products _ Reagents for in vitro diaqrostic

TECrot APrT.S, K t-54



KONFORMIIATSERKI-ARUNG - DECLAMTION OF CONFORI4ITY

Ubng€ P-ooJKe - Feagenr€1.ir In-vitro-D.aqrosti(d
qner proou.is _ Reagenls for h viho diagnoGtic

R:T38ffSfl,,""'',

qglqent Plqsma u
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Wit / We

a||ei anwEndbaren Anforderungen d€r fotserden Ricndtnten

1. Rkhtlinie 9{V79|EG 0ber In-vttro Diag/rostika
klasslti/ert ge,r6B Arlk€t I atsr 'a e anderen produkbe"

2. Rlchtlanre 201;r0lEU Uber E erdromagn4isdE vertrag tchkeit

3 Rlchlinie 201v65/EU Rolls Il

Das QM-Syste'n des lle6bette6 ist zerflflziot nachi

EN ISO 8445:2016

Diese ErkHrung b€scheinigt dte oberetnstimmung mtt dengenannt€n HarmonisierungsrechtsvoBchffun, beinhattet
jedoch keine Zusiclerung von Eigenschaften,

Konformitatsbewertungsverfahren:

GemaR Anhang III der Richflinie 98/79lEG

TECO Medical Instruments production and Trading GmbH
Name des Herstellers I Manufac':urefs name

Dieselstrasse 1, 84089 Neufahrn, Germany
Anschtift I Address

erklaren In alleiniger Verantwoftung, dass dle produkte - IVD-BIutgerinnungsmessgerate,
oeqare under our own responsibility, that the prcducE _ lVD Coagulation analyzers

neet at aryllcable requhennts of:

L Ai?''ttve 9a/29/EC on lo-vtro d6gnosh. retuat de,,c6
ctasslqed a(o/dn7 to air.te 9 as: lal 

ohaer qoducts"

2. AEtue 2014/30/EU an ebcAooagnetic cornpatibitit,

3. AHnve 201V65/AJ R1HS

nE qv-q/den ot A1e nanubcaret ts @1ni!d tVr:

EII ISO fi.rat:2ot6

fhis declaat/on atEsts the accordance Mh the nentionecl
hafnonzatlon rute but does not lnclude a waftnty ofpropeftler,

Can fo m lty a sl4Jssmeo t po ced u E :

Accordin? to Annex III of Arective qA/A/EC

KON FO RMITATSERKUiRU NG

DECLAMTION OF CONFORMITY

Doc#001/35-2014

Coatron X Eco, Pro, Top
Berelchn ng. Ivp ooer Modetr anei narre, type u, ,,,ooe,

Oi und Datum der Unberz€ichnunq:
PJace and dabe of issuel

Nelfahm, 27.03.2019
-Ne[ttrfiiri, 27,2019
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TECO Medical Instruments production and Tradinq GmbH

Name des Herstellers / lvlanufacturer,s ,a/re
Dieselstrasse l, g4ogg Neufahrn, Germany

Anschtift I Address

e'KAren ln 
-alleintger 

Verantwortung, dasstas produkt _ IVD_BIurgerinnungsmessgerar,qecare under our own responsibility. that the poduct _ M Ciragulah:on aii&",

KON FORM ITATS ERKU{RU N G

DECLAMTION OF CONFORMITY

0oc#006/05-2014

Wu/We

Coatron A4
Be2ekhnung, Typ oder Modeitnafie I nane type or nodet

:i$,'jnli'"00""" Anrord€runsen def rolg€nden Richurni€n nee6 at appticabte rcquhenents ot:

l. Ridrtlln e:r8/79lEc lber h-vitro Diaonosnke
klasslflzlert gem5ts Arlket9 ajs: "arre anOeren proaute

2. Ricnflinte 2014/30/EU Ub€r Etektromagnetisch€ Vefagrichk€tt

3. Rlchtlht€ 201V65/EU RoHS U

Das Qi4-q/stem des Uerstetto"s tst r€rtfiziefr nadt;

EMSO 13485:2016

Djese ErkldrunS besc5ernigt die Ubereinstimmung m.r delg€rannten Farmonkierungsrechtsvorschriftel, beinhaket
leoocn kein€ Zusicherung von Eigenschaften,

Konformfijbbeuertungsverfahren j

GemaB Anhang III der Richtltnje 98/79lEG

L.Arc{bve /79/EC aD !D.vh, daqasttc nedkzt dea@s
4asnted accodin? to afttde 9 as.. 'At/ oker qadu6!

2. Arb.n!/e 20i4/30/EU on ete&onagntet/c Con&tibtt,

3, DtE tqe 20J 1/65/AJ R1HS Jr

llc Wststern of uE nanutacturcr ts cedined for:

EN ISO $4A512015

ytly::idon .attetts rhe accodan.e wth ne neftanednamo zatjton tule but does not inatude a wdnanty ol propeftes,

Con fu rn i ty asse ssm en t procedule :

According ta Annex III of Dilective 98/n/tc

Ort und Datun der lJnterzeichnuno:
Place and dat€ of issue:

Neubhn, 27.03,2019
.Ne!it[h,"M.rch 27, :

,.'-))./'/'__cj:i/A
e,n$a1t6(f/./
e"*424F",.

(.l"dh'tr,,)
L 6
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aner an*endbaren An.o.de,ulen de, totgenden Rc1!,rnre,r
entsprich!

1. R chtlhie 98/9/EG ijber ln-vitro Diagnostika
KassrnzErt gemdll A(iket 9 ats: 'at e anderen produkte ,

2, Rchtlinte 2014/30/EU ijber EeKromagnetische veru6gtichkeit

3, Rtchlinte :2011/65/E! RoHS II

Das Ql4-Systen des Herstelers sr zertiUziert ndchi

EN ISo 84a5:2016

Diese 
-Erkl5runs 

bescheinigt die tjbereinsummung mr deng€nalnten ftarmonhlerungsrechtsvorsclriften, be,nhaltetjeqocn xerne Asicherung von Erqenschaften.

Konf ornlfdtsbewetunCsvefah ren :

GemeBAnhirg III d€r Rich inje 98/79lEG

On und Datl]m .,er UnteEeichnuno:
Place and date of lssue:

TECO Medical lnstruments production and Trading GmbH
Name des Herstellers /Manufacturer.s name 

-
Dieselstrasse 1, 84099 Neufahm, Germany

A^schtift I Address

erklaren ln alleiniger Verantwortung, dass.das produkt _ IVD-Blutgerinnungsmessgerat,
declare under our own responsibilitll that the prcduct _ IVD Coagulan:o-n anaiyLr

Coatron A6
sezekhnurg, Typ oder Mode haae I nane rype or nooer

KON FORMITATSERKLARUNG

DECLAMNON OF CONFORMITY

Doc#00205-2014

neeb an aryllrable rcguirentenE of:

1, Di.echrc 98/r9/EC aD tn-wrc d.aglorttc nedical detc6
daeened ztotding to attide 9 as., hn ohacr rrlrducE"

2. Dtredtve 2At4/mEu on etectonagne c cornpan iry
3. DL{nre 2011/65/tu RoHs II

fte Q4-srsten of the nanufactre. E ceditd tur:

EN I5O E tAS:2Oti

7!ll dech?tton .alens the ac@rdance attth me men oneclnarmonzatlon tule but does not nclutte a warcnty of propettjes.

An fo rmi ty a s sess me n t p r&ed u re :

Accotding to Annex I of Dircctive ge/Zg/EC
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CERTIFICA

lrtrco

DEKRA Certification GmbH her€by c€rtifies that the conlgty. . r r ,. ". -":' ..
TECO Medical lnstrumentg,l ,' ;. , ..;11,:

Production + Trading GmbH

EN ISO 13485:2012 + AC:

Scopo of cotlflcalionl

Ce lfled locrtion:.

DlesolsbaB€ 1,84q88

has eotablish€d enil m6intains a qualily mahdgeryjent ey6bm
standard. The

Thls certFlc€te Is

6a,
("P*ilfu*^*,","

D-zM.1602$06.@
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FN ISO 13485:2016

DEKRA Certifcation GmbH hereby certifes ttlat the

TECO Medical Instrume
Production + Tradin

Design, development,
Diagnostic reagents

Certified localion :

CERTIFICA

TI]ECO

ii

ilr

Dieselslra8e 1,

DEKRA Certifioalion cmbH Stutg;rti 2016-12-04

scopeotcertirication: | ;/Z

DEKRA

OE KRA Ccrttfcarion GmbH , Handrc*stratu 15 . 0-70565 Siuttgaft . ,ww.dek€{edi,iBtion.de



TECO
MEDICAT IN5TRU iI E IS
P R0 D UCTIoN+TRAolNc cMBH

0.84088 tieufahrn l{.1.
lon:+49-8773/707 80.0
laxt +49-8771/707 80.?s

Neufahrn, 26104/2018

TO W}IOM IT MAY CONCERN

We @nfirm that the irctruments Coatron X Eco, Coatron X pro and Coatron X ToD
have a closed cuvette system. Cuvetbes have to be purchased with voucher
ldentrTlcation code from TECO GmbH.
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