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TO WHOM IT MAY CONCERN
fo any govefnmental departmenls,
reglstralron and/or lrade offices
in l\loldova

Distl.ibution / Servlce Authorisation for the vears 2019 - 2023

This letler confirms that company SANMEDICO SRL
Sif. Pelricani BB/l oaiciLrl 10
Chisinau - Rep. lvloldava MD,2059
fuIOLDOVA
Phone:00373-22€23032
Email sanmedico.office@gmail.com

is the authorized, exclus:ve and sole fepresentative of T€CO lvedical Instruments, production +
Trading GmbH, Oieselstralso 1, 84088 Neufahrn i.NB, Oermany, fof the terriiory of Moldova, onLy tor
allTECO prodlcts listed below Sanmodlco may panicipate in public and prtvat tenders, providirjg sates
io all TECO customers in the tefiltory. We as manufacturer certify thal our warranty and service is duly
passed lo the purchaser through Sanmedico lof ihe price, delivery schedules, and the specifications of
the publrshed ilerature, catalogues and fu ly covering the comfirodtties offereci.

Validilv:

Termlnation:

TECO oroduclg
. Coairon X (Eco, P.o Top)
. Coalron A4, A6, A6 Plus
. Complete line of Hemostasis

August 20h,2019 to Decomb€r 31sr,2023

Confirmation ends automalically on Dec. 31,rot 2023
end must be then renewed.

new manlaLCoagulorneiers (1, 2 and 4 channel)
Fuliy a!larrated CoagulometeE (4 and 6 channel)
Reagenls, Cons!mables and Spareparls

Thls document is signed tn Neufahrn, Germany on August 2Ob 20i9.

TECO Medii str!ments Proo!clion + Trading GmbH
MIOtCAL INSlRUMEI]Ti

Ch.istian
Generel



C(
KON FORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Doc#022/06-2014

]'ECO Medical Instruments production and Trading 6mbH
Name des Herste ters / Nlanfactureis ,a/re

Dieselstrasse 1. D-84099 Neufahrn NB
Ariftift | adtuess

ein iiren in alleinigerVerdntwo.lufg, dass unsere im beig€fugten Anhafq (2 se ten) speziaz erten PrcdLlkte we fotgt qembB der Richuinie fur
ln-vito'Dhgnoslika l,4edL nplodukie 98/79lEc ktasstfrz etr snol
dechre uMet ou o'|n Esponsitli/ity/ ahat ou ptaducts t[Ec/fied in the endoed addendun (2 pages) ctassined as fot/ofts accodtns to the
dnectke on in vitro diagnostic nedicat devices 98/79/ec:

iibrlge Produkte - Reogenzien fijr In.vilro. Dlqgnos ko
Olher Producls - Reogenlr for in vitro diognosllc

ALlen anwendbaren Anforderrng€n der fotgenden Richtinien

Rrchtlinie 98/79lEG itber In-Vitro Dialnosiika
klassifzi€rt gemA8 Artkel9 als'l le and€ren Produkte,

l4eet all applEable reqnirenenE of:

aiectlve 96/ 79/EC on in- vitto-diagnastic nedtcat devtces
cbssified dc&.dlng to anicle 9 as ,,att other qoducts.

oas Qr,,l Syst€m d6 H€rste tels I ;t zertinziert nach:

EN I5O 13485!2016

Die voEteheide Xonrofmitatserkarufg ist Etjttig ftir ate Charge.
dieser Prodlkte/ die nach dem Datum der Unteizeichnung tn Verk€hr

xontorniEitsbewe/rungsvedahren :

GemrR Anh3ng rl derRichdinl€ 98/79lEG

lhe Qrt-systen al ke nanufactuer is cedined tu :

Ew rso t3.t85t20t6

lhe abote nprtianed dectaratian of confontty ts wtid tur aI tats ol this
oftdu.t \hEh a.e dbabued aftel the ddte ot sgnaanE

Con fo m I ty a ssessnan t p nr ce d ure :

Accading to Annex III ol Directtve 98/29/EC

Orl und Datum der UnterzechnuE: 26.03.2019
March 26, 2019

(



KONFORI,IIIATSE .]<UiRUNG - DECLAMT1ON OF CONFOR!]MT

Ubrlge Produkte - Reagenzien flr h-vitro-oiagnostlka
other products - R€agents for in viirc diagnostic

PT
A0230.010 TEclot PT.s 5x2m1

A0230'040 TECIOT PI-S 10x4ml

A02J0-100 TEclot PT-s 10x10ml

40260-020 TECLOT PT.B Kit.2O Kit

A0260-050 TEclot PT-B Kit 50 Kil

PTT
A0300-025 TECIOT APTI.S, Kt.25 Ktt

A0300-050 TEClot APTI-s, Kit-50 Kt
40320-050 TECLOT APTT.S

40320-100 TECIot APTT'S 10x10ml

A0350-050 1045m1

40350-100 CaCl2, 0.025M l0x10ml

A0501-010 TEcLot Fls Kit'10 5x2ml

A050r 025 TEClot FIB Kit-25 5x5ml

A0511 020 TECIotFIB 10x2ml

A0511050 TECIOT FIB 10x5ml

A0590 125 IB5 guffer 1xl25ml

TT
4040!-020 TECIoI TT 10x2ml

TEC ot PS ( t Kit

40700.020 10x2ml

A0800 010 TEClot LA Connrm

A0900-004 TEclot PcA Ratio Klt Kit

c1000 010 TEChrcm AT fanti.Yc) Kt l0 Krt

cl010-020 'fdchrcm AT (anti-)O) llouid Ktt

c110G012 TEChrom rc Kit Kit

S€miou!ntitative D-Dh€r
02050-000 D-Dimer Asq utination Kt KI



KONFORITITTATSERKI.ARUNG - DECLAMTION OF CONFORMIIY

Ubrlge Produl(e - Reagenzien fiir h-vitro-Diagnosuka
other producls - Reagents for in vitro dlagnGtic

Oulntltltivo D.Oimq
02000-002 Dimex D.Dlmer KiL50 Ktt

02000.005 Dimex D.Dlnrer Kt-100 Krt

02010.012 Red D-Dlmer Klt Ktr

D2020-005 Blue D-Dlmer LC Klt-e(5 'K't
D2020.010 Blue D-Olmer LCKlt.l30

Control Plasma

P6001.010 1oxhl
p5101-010 10x1ml

P6201-010 10x1ml

P7100-005 TE@nvd LA oositive 5x1ml

P8001.010 TECAI N l0x1ml
P8200-005 TECat 00 5xlml

P5001'010 Deflc ent Plasmd II lOxlrnl
p5101-010 loxlml
P5201'010 10xh
P5301-010 oeficient Phsma vlll __. 10x1ml

P5401{10
P5501-010
P5601.010 10x1ml

P5701-010 xtt 10xlml



wtlwe

allen anwendbaren Anforderunqei der folgenden Ridrtinlen

1 Richtlinie 98/79lEG Uber ln.vitro D agnostika
klassifiziert gema6 artik€l 9 alsr "aL e anderea Produkte

2 Richtlhie 2014/30/Eu ober Elektromagnetische vertagllchkelt

3. Rlchtline 20rV65/LJ RoHS II

DasQM-System des tleE@llers ist zertiflziert nach;

EN rSO $4a5r20r6

Diese Erklirung bescheinigt die l-iberelnstimmung m[ den
qenannten Harnonisierungsrechtworschriften, beinhaltet

ledoch keine Z!sicherung von Eigenschaften.

Konfomritatsbeweriungsverfahren:

GemiiR Anhang lMer Richtlni€ 98//9/EG

neet al arylicaAe rcquhffients of:

1. Dhs:tive 98/29/EC on lr-vitro diagnosnc ned6t devtces
dassined accofitng b anicle 9 as: 'bll oker wdu.E'

2 oireclve 2At4fia/Eu on elffioragnetJc Conpa Atty

3. Dircctive 201 1/65/EU R'HS U

'llE QMtwtem ol w nanulacatrer ls cedlled for:

Ell ISo ti485t2o76

This declantion aftels the accbrdance with the nentioned
harnonizatioh rule but does not include a twmnty of propedes

a,a n fo rn i ty a s sessn ent p rcce du rc :

According to Annex II of Dire.tive 98/79/EC

C(
KON FORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Doc#001/35-2014

TECO Medical Instruments Production and Trading GmbH
Name des Herstellers / l'lanufadurer's ,arte

Dieselstrasse 1, 84088 Neufahrn' Germany
AnschtlfL l Address

erkEren in alleiniger Veranhvortung, dass die Produkte - IVD-BIutgerinnungsmessgerete,
decla,e under our own rcsponsibility, that the products - IVD Coagulation analyzers

Coatron X Eco, Pro, ToP
Beze chnun!, Typ oder Modelnane I namg type or nodel

Ne!fahm, 27.03.2019od und Dat'im der Unleneichnung:

Srnsttu,



C( KONFORMITATSERKL/IRUNG

DECLAMTION OF CONFORMITY

Doc#006/05-2014

WilWe

Bezeichnung, Typ od€r Mode tn an'e I nane. t/pe ot nDdel

alen anwerdb4sr Anfo-derurger d€r totgenoe- qrh rcr neeY ar aW ca\c tqutrcmenE of:

1. Ridrtllnle 98/79lEG itber h-vitro Diagnostika
kassnled qemaB !(tket9 illsi ,ate anderen produkte

2. Ridftrrnie 2014/3qE! iib* E €Kromagnetjsch€ ve(rEgtichkeir

3. Rrdttltnte 2011/6:tElJ RoHs n

Das Qlvr-System des Herste ters isr zertirziert nach:

EN ISO U4a5:2016

Diese Erklitrung beschetnigt die Ubereinstimmung nrr oen
genannten Harnonlsierungsrechtsvorschriften, belnhattet
jedoch keine Zushherung von Eigenschaften,

Konformiliitsbe\,./ertungsverfahren I

GemeR Anhano Ill der Rtch inie 98/79lEG

TECO Medical Instruments production and Trading cmbH
Name des Herstellers / l"lanufacturer's ,a/re

Dieselstrasse t, 84088 Neufahrn. Germany
Anschtift I Address

e'klaren in alleinlger Verantwortung, dass das produkt - IVD-BIutqerinnunosmessoF.ir
de:tare underbur own retponsiiitity, that the praduct - rvb iiiqiitni ii;i;;i"

Coatron 44

L DiEct ,e 98/79/€C oD In-viho diagnastic Dedcatdevj.e
dassned according to anicte 9 as: 'bI athet pnducE,,

2. Diective 20J4/30/EU on etectonagnedc Conwtibitity

3. Dhecnve 201 1/65/EU R1HS r!

np QM-systen or the nanufxturer ts ceiined br:

Ell I5O $4a5i2016

fhis declardtian attests Ue accordance Mth the menboned
hamo zaflAn rule but d1es not include a wananty of properh:ei,

Con fo rm i ty as ses s n e n t p roced u re :

According to Annex Il of Dhedive 9B/29/EC

Od und Datlm der tJntepechnungl Neutahn,27.03.2019

(ud''.ui 
rntt, -



C(
Wit I We

allen anwendbarel Anforderuns€n der fotgender Rchtnien

1. R chtlinie 98/79lrc iiber h vitro Diagnostika
k assifizie( gemiio A'tikel 9 atsr ,,atte anderen produkte"

2. Rchihle 2014/30/EU obar EteKromagnetsche verrdcr chkeit

3. Rchtlinle 2011/6lt/EU RoHS II

Das Ql4-Sysbem des Berstetteu $t zertiRziert nachi

EN ISO 134a5:2016

Diese ErkErung bescheinigt die Ubereinstimmufig mr oen
genannten flarmonlsterungsrechtworschriften, belnhaltet
jedoch keine Zusi,:herun! von Eigenschaften.

Konform tetsbew€rtungsverfahref I

GemeB Anhang III def Richflinie 98/79lEG

Ort und Datum der Untetreichnung:

TECO Medical lnstruments production and Trading GmbH
Name des Herstellers / Manufacturer's ,a/re

Dieselstrasse 11 84088 Neufahrn, Germany
Anschrifr. I Address

erkleren in alleiniger Verantwortung, dass das produkt - IVD-BIutgerinnungsmessger5t,
de.lare under our own responsibjlity, that the product - IVD Coagu/ation analyzer

neets all appticaAe requircnenE of:

1. Aiective 98/79/EC an In-vito diaqnostic nedicat devc6
dassned accardiDg b anide 9 as: ,att ottlet prorlucts,

2. Dtiecttve 2014/30/EU on etecrwnagt)elc conpatibitity

3. Drec ve 2A1U6S/EU RaHS II

Tje QM systen of tlE nanutacture, is ceniied /br:

EN r50 fi445:2016

This declaration aftests the accordance wlth the nenhined
hamonizalon tule but does not include a warcnty of propetties,

Con fo rm lty asse ssn e n t proed u rc :

Accotding to Annex II! of Dnective 98/79/EC

KoNFoRMrrArsenrlAnune

DECLAMTION OF CONFORMITY

Doc#007/05-2014

Bezel.hlrng, T/p odp. yod"t r an | 1ane, type ot nwl

Neurahm, 27.03,2019

_ryeufahm,-l4arch 27, 2019

Coatron A6

i.&\lnttt"t%;

Tlt'g .. c
(_(;;r///,

cnn+oy$$t{ /
Genq)Mrare'
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EN ISO 13485:2012 + Ag.
DEKRA Certification cmbH hereby c€rtifies that the compEfty

Production + TradingtG.HiEll'

Scope of certlflcatlon:

Design, d6velopment, manufac{uino,
and in-vltro-Diagnostic reaoehts

Co llled locrti,oni.

h€s €€t8blish€d And maintaing a qualrty managemsnt svgtrsm accol.|lno [c
standard. The cod'ormity wBs adduc€d with audit repon no. SOZSS-24--OO

Thls certitic€te E 96ttd from 20tGo$.3' to 201e-05_30

Cedificatg registratron'?noi: 507S6.1:i-00'

CERTIFICA

lItrCO

TECO Medical Instrume

Die6elstraBe 1,

,,.: a:

o€KRA Csnficllon GmlH . Hsdrrraftst.aSs 15 ' D70565 stuttgarr , wv,.deklsdiflcation.ds



CERTIFICA

1I ]BC O
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Diagnostic reagents

Certilied location :

DieselsbaBe 1,

Registration No.: 50788-i4-00

v

('onr<r<s
':i- alkredtdetunglstele

o-zM 16029@-00

I(RA

0EKRA certitcalion Gn$H . Handu€d(6lEB. 15 . D_70566 siuttgad . www.deka{editicatjon.de



TECO
I.4 E DICA t IN5TR.U M,Et{iS
PNO DU CTION+IRADJ,NG GiiI B H

Di€selstraB€ 1

D-14088 lleufahfn N.B.
lo +49-A773lr07 80"0
faxt +49-8773h0r 80-?9

Neufahm, 26104/2018

TO WHOM IT MAY CONCERN

We confirm that the instruments Coakon X
ha\€ a closed cuvefte system. CuveEes
identlflcation code from TECO GmbH.

fto, Coatron X Pro and
have to be purchased

@atron X Top
with voudter
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