TECO

KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY

Doc#200/08-2022

Hersteller / Manufacturer:

TECO Medical Instruments

Production + Trading GmbH

Adresse / Address:
Marktakteur / Actor ID SRN:

Dieselstrasse 1, 84088 Neufahrn, Germany
DE-MF-000022642 https://ec.europa.eu

Wir erklaren hier fur die im Anhang A ( Seite 2 — 23 IVD Produkte) spezifizierten Produkte dass sie gemaR der Richtlinie flr In-
vitro-Diagnostika Medizinprodukte 98/79/EC klassifiziert sind als aligemeine IVD.

Diese Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers i.V.m. Artikel 110 Abs.3 und Abs.4 der
Verordnung (EU) 2017/746 und des § 8 Abs.1 des Medizinprodukte-Durchfiihrungsgesetzes, in der jeweils geltenden

Fassung, ausgestellt.

Im Falle eigenméchtiger Veranderungen am Produkt oder der nicht bestimmungsgeméafRen Verwendung verliert diese

Erklarung ihre Gltigkeit.

We declare herewith for the products specified in Annex A ( page 2 - 23 IVD products) that they are classified as general IVD
according to the In Vitro Diagnostic Medical Devices Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of the manufacturer in according to article 110 para.3 and
para.4 of Regulation (EU) 217/746 and section 8 para.1 of the Medical Device Law Implementing Act.

In case of unauthorised modifications to the products or un-intended use, this declaration loses its validity.

Sie entsprechen den anwendbaren Anforderungen der Richtlinie:

Richtlinie 98/79/EG Uber In-vitro-Diagnostika
klassifiziert gemaR Artikel 9 als “alle anderen Produkte”

Die Qualitatssicherung entspricht den Anforderungen der
Richtlinie 98/79/EG Uber In-vitro-Diagnostika
fur diese Art von Produkten.

Der implementierte QM-Prozess entspricht der EN ISO 13485:2021

Die vorstehende Konformitatserklarung ist glltig fur alle Chargen
dieser Produkte, die nach dem Datum der Unterzeichnung in Verkehr
gebracht wurden.

Das Konformitdtsbewertungsverfahren entspricht Anhang Ill
der Richtlinie 98/79/EG Uber In-vitro-Diagnostika
fur diese Art von Produkten.

Ort und Datum der Unterzeichnung:
Place and date of issue:

Digitally signed by Monastirschii Viorica I
Date: 2023.02.06 12:29:37 EET
Reason: MoldSign Signature
Location: Moldova

Neufahrn, 2022-08-31

They meet applicable requirements of:

Directive 98/79/EC on in-vitro-diagnostic medical devices
classified according to article 9 as ,all other products®

The Quality Assurance is in accordance with the requirements
of Directive 98/79/EC on in-vitro-diagnostic medical devices
for those kind of products.

The implemented QM Process complies with EN ISO 13485:2021
The above mentioned declaration of conformity is valid for all lots

of this product, which are distributed after the date of signature.

The conformity assessment procedure complies with Annex Il
of Directive 98/79/EC on in-vitro-diagnostic medical devices
for those kind of products.
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KONFORMITATSERKLARUNG — DECLARATION OF CONFORMITY

Doc#200/08-2022

) Directive 98/79/EC Annex A
Ubrige Produkte — Reagenzien fiir In-vitro-Diagnostika

Other products — Reagents for in vitro diagnostic — general IVD

TECO

Pos. | Article No Tradename Unit Generic Device Term Eh’:;N N{ E(l;)N[lJ[I) N Code
1 | A0230-040 | TECIot PT-5 (Quick) 10x4m! PT-S Prothrombin time ( quick test) ‘é‘fg%g_‘:’:;%%oa o539
2 | A0230-100 | TECIot PT-S (Quick) 10x10m PT-§ Prothrombin time ( quick test ) WO193020%01 ] 30539
3 | A0260-050 | TEClot PT-B (Owren) 5x10ml PT-B Prothrombin time ( quick test ) ‘é‘fg%gfgggg_%é b
4 | AD320-050 | TECot APTT-S 10x5ml APTT-S Activated partial thromboplastin time ‘é‘fg}l)?_?g_zfolgzzo/_ 5’55’095;/'
5 A0401-020 TEClot TT 10x2ml TT Thrombin time / reptilase / batroxbin time \é\{_?_ll_f):gfg)ll%ié;:ggg
6 A0511-020 TEClot FIB 10x2ml FIB Fibrinogen assays (factor i) \é\fglgigéﬁogz/o 252997
7 | A0511-050 | TEClot FIB 10x5ml FIB Fibrinogen assays (factor i) ggﬁf\gﬁﬂsﬁ E5B997
8 | C1010-020 | TEChrom AT gig";:lrfjfsi:;tixa Antithrombin ‘é‘_’i%f’gfgfg%zz (/) :f155
o | 02010012 | Red D-Dimer 3x4m latex o bimer W0103020503 / 47349
3x7ml reaction buffer B-DD-D2010-0126W
10 | D2020-005 | Blue D-Dimer LC zig: 'raetaecxt .t;cn e D-Dimer ‘é‘fggg%gg?go /5 ‘7‘2349
11 | P8001-010 TECal N 10x1ml Calibration plasma for haemostasis ;Ygi?ggjggfto/ 5‘;58786
12 | P8200-005 | TECal DD Sximl Calibration plasma for haemostasis ‘é‘_’gi??;’:fggéé e
13 | P6001-010 | TEControl N 10x1ml Control plasma for haemostasis gy é o
14 P6101-010 TEControl A 10x1ml Control plasma for haemostasis \évg‘%'giopzso17oo1zélso?qsgo
15 P6201-010 TEControl A Plus 10x1ml Control plasma for haemostasis 2/2%230:6270012({130?:90
16 | P5001-010 TEClot Factor Il 10x1ml Coagulation factor ii ( prothrombin ) ;Y?:gi?ig%%zl/oi%ﬁf
17 | P5101-010 | TEClot Factor V 10x1ml Coagulation factor v ‘é‘f}igi‘/’iﬁ%“l _/031%5:’3
18 | P5201-010 | TEClot Factor VII 10x1m| Coagulation factor vii \gf?ig?\(/)ﬁizsozso i _3(’)(;504753
19 | P5301-010 | TEClot Factor Vi 10x1ml Coagulation factor viii ‘é‘_’gigi%f_’gsozo/fgfg;?
20 P5401-010 TEClot Factor IX 10x1ml Coagulation factor ix 0103020208 / 30548
B-FAC-IX-P5401-0106C
21 | P5501-010 | TEClot Factor X 10x1ml Coagulation factor x ‘é‘fgig?f_i‘;z‘s%"l_/o-’i%i‘g’
22 P5601-010 TEClot Factor XI 10x1ml Coagulation factor xi \évgigiz?g:égl/_ gfg:;
23 | P5701-010 | TEClot Factor Xl 10x1ml Coagulation factor xii WILGRD20211 / 20552

B-FAC-XII-P5701-010C)

(Recital 23 of Directive 98/79/EC on In Vitro Diagnostics Medical Devices) - Annex A - general IVD

2(2)
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KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Doc#100/07-2021

Wir / We

TECO Medical Instruments Production and Trading GmbH
Name des Herstellers / Manufacturer's name
Dieselstrasse 1, 84088 Neufahrn, Germany
Anschrift / Address

erklaren in alleiniger Verantwortung, dass die unten gelisteten IVD Zubehor Produkte:
declare under our own responsibility, that the IVD accessories products, listed below:

Doppelkivette / Double cuvette Ref. 19 000 02
Einzelklvette / Single cuvette Ref. 20 000 02, 24 100 00
4-fach Klvette / Cuvette 4 pos/ea Ref. 80 521 10
6-fach Klvette / Cuvette 6 pos/ea Ref. 80 560 00
6-fach Klvette (micro) / Cuvette 6 pos/ea (micro) Ref. 80 570 00

allen anwendbaren Anforderungen folgender Richtlinien meet all applicable requirements of:
entsprechen:

1. Richtlinie 98/79/EG uber In-vitro Diagnostika und ihrem 1. Directive 98/79/FC on In-vitro diagnostic medical devices and
Zubehor, klassifiziert gemaB Artikel 9 als: "alle anderen their accessories, classified according to article 9 as: "all other
Produkte"- im Sinne von Zubeh&r zu In vitro Diagnostika products” — and in term of accessories for in vitro diagnostics

gemaB Artikel 1. according to artivel 1.

2. Richtlinie 2011/65/EU (RoHS III) 2. Directive 2011/65/EU (RoHS III)

Das QM-System des Herstellers ist zertifiziert nach: The QM-system of the manufacturer is certified for:
EN ISO 13485:2016 EN ISO 13485:2016
Konformitdtsbewertungsverfahren gemag: Conformity assessment procedure according to:
GemaB Anhang III der Richtlinie 98/79/EG According to Annex III of Directive 98/79/FC

Ort und Datum der Unterzeichnung: Neufahrn, 27.07.2021
Place and date of issue: Neufahrn, July 27, 2021

—

Matthi eckpfann
General\Mapager




Bestehendes Zertifikat: 10 November 2022 Erstmalige Zulassung:
Dieses Zertifikat ist gultig bis: 9 November 2025 1SO 13485 - 10 November 2022
. Zertifikat-Nr.: 10479696

Zertifikat

Hiermit wird bescheinigt, dass das Managementsystem von:

TECO Medical Instruments,
Production + Trading GmbH

Dieselstr. 1, 84088 Neufahrn, Deutschland

durch LRQA gepriift und bewertet wurde und den folgenden Normen entspricht:
ISO 13485:2016

Giiltigkeits-Nr.: ISO 13485 — 00038268

Das Managementsystem ist anwendbar fiir:

Konstruktion, Entwicklung, Herstellung, Lagerung und Vertrieb von Gerinnungsmessgeratenund in-vitro Diagnostik Reagenzien aus
den Bereichen der Hamostaseologie und Koagulation.

Paul Graaf

Area Operations Manager, Europe

Ausgestellt von: LRQA Limited

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA".
LRQA assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or
howsoever provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or
liability is exclusively on the terms and conditions set out in that contract.

Issued by: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 1



18-0250 » DSK Bayerbach + & 08774/96 03-0

1SO 9001:2008

Quality Management
EN ISO 13485

Quality Management

We are certified

TECO

MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH

DieselstralRe 1

D-84088 Neufahrn N.B.

fon:+49-8773/707 80-0

fax: +49-8773/707 80-29

Voluntary participation in regular
monitoring according fo ISO 9001:2008

TO WHOM IT MAY CONCERN
To any governmental departments,
registration and/or trade offices

in Moldova

Distribution / Service Authorisation for the years 2019 - 2023

This letter confirms that company SANMEDICO SRL
Str. Petricani 88/1, oficiul 10
Chisinau - Rep. Moldava MD-2059
MOLDOVA
Phone: 00373-22-623032
Email: sanmedico.office@gmail.com

is the authorized, exclusive and sole representative of TECO Medical Instruments, Production +
Trading GmbH, Dieselstrasse 1, 84088 Neufahrn i.NB, Germany, for the territory of Moldova, only for
all TECO products listed below. Sanmedico may participate in public and privat tenders, providing sales
to all TECO customers in the territory. We as manufacturer, certify that our warranty and service is duly
passed to the purchaser through Sanmedico for the price, delivery schedules, and the specifications of
the published literature, catalogues and fully covering the commodities offered.

Validity: August 20, 2019 to December 31%t, 2023
Termination: Confirmation ends automatically on Dec. 31t of 2023

and must be then renewed.

TECO products:

e Coatron X (Eco, Pro, Top) new manual Coagulometers (1, 2 and 4 channel)
e Coatron A4, A6, A6 Plus Fully automated Coagulometers (4 and 6 channel)
e Complete line of Hemostasis Reagents, Consumables and Spareparts

This document is signed in Neufahrn, Germany, on August 20", 2019.

TECO- MéHi'EEHqstruments, Production + Trading GmbH
g R : m MEDICAL INSTRUMENTS
: PRODUCTION+TRADING GMBH

# DjeselstraBe 1
P-84088 Neufahrn N.B.
fon: +49-8773/70780-0




TECO

MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH

DieselstralRe 1

D-84088 Neufahrn N.B.

fon:+49-8773/707 80-0

fax: +49-8773/707 80-29

Neufahrn, 26/04/2018

TO WHOM IT MAY CONCERN

We confirm that the instruments Coatron X Eco, Coatron X Pro and Coatron X Top
have a closed cuvette system. Cuvettes have to be purchased with voucher
identification code from TECO GmbH.

S
(ko)

Ckris?fi_fgn Hoetzl C§
GeneralManagers”
TECO Germany._.—




18-0230 - OSK Bayerbach - @ 087 74/9603-0

150 9001:2008

Quality Management

We are certified

TECO,

MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH
Dieselstrale 1

D-84088 Neufahrn N.B.
fon:+49-8773/707 80-0

fax: +49-8773/707 80-29

Voluntary participation in regular
men toring according Io 15O 9001:2008

CERTIFICATE

for: Mr. Vitalie Goreacii

Company: Sanmedico SRL
Str. Petricani 88/1, oficiul 10
Chisinau - Rep. Moldava MD-2059
MOLDOVA

have participated with success at the intensive training session:

Application and technical training for following instruments:

o Coatron X series

o Installation

o Application

o General use, also in combination with TECAM Software
o Technical and After Sales Service

Supervisors: Mr. Chr. Hoetzl and Mrs. Wendy Guo

Place of Training: TECO - Germany

Date: November 18th, 2019

Christian |
General |



Clotting
Chromogenic
Immunturbidimetric

Coatron ¥

Semi-automated
Coagulation Analyzer Series

With 1, 2 or 4 optical channels

Innovation in Coagulation




A new area of manual and
semi-automated Coagulation
Analyser rise up

The Coatron X instrument line is a consequent continuation in the development
of the Coatron product line. Over 25 years in experience and innovation is the
reference for our new Coatron X instrumentation line.

The unique detection principle in combination with the high-level analytical
algorithm calculates exact, precise and reproducible results.

Easy in operation — self instructing user dialogue - reliable

Highest optical resolution, enlarged optic range, smallest sample and reagent volume
0.1 mOD, 0-3800 mOD, just with 75 yL sample and reagent volume

Complete optical analysis

No further parts required, like balls, stirrers etc.

Adaptation of the light level

Automatic light level adjustment of the optic channels to each sample

Exclusion of disturbance

Stray light reduction, exact temperature control, all parameter are preset

www.teco-medical.com



N
“Complete range of Coagulat \\ .
p g gu

Analysis with the highest standa

(
and reliability. The new gener
of Coagulation instruments With

optical detectiontare here.”

Coatron X - product family

With 1, 2 or 4 optical channels.

www.teco-medical.com
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Coatron ¥

Prepared for the daily routine
and the upcoming requirements

One instrument — many possibilities

The Coatron X family is prepared to work with one, two or four chan-
nels. The built-up and functionality is specifically designed to each
instrument version and requirements. The operation with the

intuitive user dialogue and handling of the detection results

are easy and effective. The possibility to connect
the instrument to the TECO Cloud offers new -
perspective of instrument, reagent and -
consumables verification and handling. -

The precise and correct patient result is

(\i
N

what we want to secure.

TECO|
MADE IN
GERMANY

Quality is our basic demand

TECO develop and produce with qualified

and specialized companies, located in Germany.

High reliability, nearly maintenance free instruments
are our benefit. Our reference is 25 years, in worldwide

laboratories, with satisfied users.

TECO®

CLOUD

TECO Cloud Services — A strong data bank and application
service behind

All instrument versions of the Coatron X family

are connectable via Bluetooth to Smart-devices,

like mobile devices, tablets, etc. with a specific APP

or direct access to the TECO Cloud Services.



Coatron Eco Pro Top
General

Dimensions 230 x 148 x 94 mm (I, b, h)
Display Colored touch display 4.3"
Pre-warm temperature 37°C

Pre-warm cuvettes (pcs.) 10 20 20
Pre-warm reagent 24mm (pcs.) 1 1 1
Pre-warm reagent 22mm (pcs.) 2 2 2
Pre-warm reagent 11mm (pcs.) 2 2 2
Reagent mixing position - 1 1

Power values

110-240Vac, 50-60Hz /5Vdc, 3.3A

Interfaces

R$232 (2x) Printer, Barcode reader

USB (2x) Network, Firmware update
Bluetooth TECO Cloud, App
Optic / tests

Optic channels 1 2 4
Wavelength (nm) 620 (red) 405 (UV) 405 (UV)
Global Coag. tests PT, APTT, TT, FIB

Specific Coag. tests - individual factors
Chromogenic Coag. tests = AT, PC

Latex based tests D-Dimer

Whole blood tests

PT-B -



Coatron ¥

The details make
the difference

24.10. 15:13

Coatron X

The remarkable details in every single component is achieved by
selecting of premium suppliers.

The performance of a high level instrument is strongly depending
on the concept in general and the perfect usability to reach the
requirements of a modern laboratory analyser.

Priority No. 1 was to get a daily routine reliability and easy-to-use

operation.

Software and connection possibilities

With the Coatron X product family starts a new time line in analysis
management and service maintenance. Operation via intuitive,
colored touchscreen, as well patient result management are

perfectly optimized.

Operation details

Coatron Eco Pro Top
Operation

Touchscreen 4.3" v v v
Real time clock v v v
Stopwatch v v v
Language selection v v v
Interfaces

USB to LIS v v v
?lTeEt&A/I:l\r/lkstgftLvlvsare required) v v v
Management

Test calibration v v v
v v
(00 Srerpets quied) v v v
Double determination b4 v v
Sample management (ID) b 4 v v
(Fista%ir:jt g;irs)gement (ID) *x v v
Internal result databank b 4 v v
Patient identification with barcode optional

www.teco-medical.com



Intuitive operation and control
Clear and easy to operate user dialogue
with a high quality colored touchscreen
* Direct usable
* Short learning phase
* Logic, intuitive operation
* Reliable touchscreen surface

* Quick touch response

Optic Gl Optic Opic For small and mediate laboratory requirements

— e Concept is suitable for daily routine work in

Coagulation laboratories and hospitals
* Three different versions available, depending
on number of samples per day

* In maximum up to 4 optic channels available

Interfaces
RS232 (2x)
* For external serial printer and external
barcodereader
LIS/USB
Bluetooth

SERVICE PRINTER BARCODE

Integrated barcode scan
for reagents.




TECO

L OUD

TECO Cloud Services

A strong data bank and application service behind
All instrument versions of the Coatron X family are
connectable via Bluetooth to Smart-devices, like

mobile devices, tablets, etc. with a specific APP or direct

access to the TECO Cloud Services.

isit our web-page

uments Production + Trading Gmb
8 Neufahrn, Germany
3 70780-0, Fax +49 (0) 8773 70780-29
bh.com, www.teco-medical.com
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