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Wr erklären hier für die im Anhang A ( Seite 2 - 23lVO Produkte) spezifizierten Produkte dass sie g6mäß der Richtlinie für ln-
vitro-Diagnostika Medizinprodukte 98/79lEC klassifiziert sind als allgemeine lVD.

Diese Konformitätserklärung wird unter der alleinigen Verantwortung des Herstellers i.V.m. Artikel 110 Abs.3 und Abs.4 der
Verordnung (EU) 20171746 und des § I Abs.'l des Medizinprodukte-Durchführungsgesetzes, in derjeweils geltenden
Fassung, ausgestellt.

lm Falle eigenmächtiger Veränderungen am Produkt oder der nicht bestimmungsgemäßen VeMendung verliert diese
Erklärung ihre Gültigkeit.

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

This declaration of conformity is issued under the sole responsibility ofthe manufäcturer in according to article 110 para.3 and
para.4 of Regulation (EU) 2171746 and section 8 para.1 of the Medical Device Law lmplementing Act.

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

((

Hersteller / Man ufactu rer.

Adresse / Address:

Marktakteur / Actor lD SRN.

Sie entsprechen den anwendbaren Anforderungen der Richtlinie:

Richtlinie 98/7glEG über ln-vitro-Diagnostika
klassifiziert gemäß Artikel 9 als "alle anderen Produkte"

Die Qualitätssicherung entspricht den Anforderungen der
Richtlinie 98/79iEG über ln-vitro-Diagnostika
für diese Art von Produkten.

They meet applicable requirements of:

Di rective 9817 I IEC on in-vitro-diag n ostic med ica I devices
classified according to article 9 as ,,all other products"

The Quality Assurance is in accordance with the requirements
of Directive 98179lEC on in-vitro-diagnostic medical devices
for those kind of products.

The conformity assessment procedure complies with Annex lll
of Directive 9817glEC on in-vitro-diagnostic medical devices
for those kind of products.

Der implementierte QM-Prozess entspricht der EN ISO 13485:2021 The implemented QM Process complies with EN ISO 13485:2021

Die vorstehende Konformitätserklärung ist gültig für alle Chargen The above mentioned declaration of conformity is valid for all lots
dieser Produkte, die nach dem Datum der Untezeichnung in Verkehr of this product, which are distributed after the date of slgnature.
gebracht wurden.

Das Konformitätsbewertungsverfahren entspricht Anhang lll
der Richtlinie 98/79lEG über ln-vitro-Diagnostika
für diese Art von Produkten.

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

@TECO Medical lnstruments Production + Trading GmbH . Dieselstrasse 1 . 84088 Neufahrn i.NB . GERMANY
Fon +49 8773 70780 00 . Fax +49 8773 70780 29 . info@teco-qmbh.com . wr,vw.teco-medical.com1(2)

Neufahrn, 2022-08-31
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KONFORMITATSERKLARUNG - DECLARATION OF CONFORMITY
Directive 98l79lEC Annex A

Übrige Produkte - Reagenzien für In-vitro-Diagnostika
Other products - Reagents for in vitro diagnostic - general IVD

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

@TECO Medical lnstruments Production + Trading GmbH . Dleselstrasse 1 . 84088 Neufuhrn i.NB. GERMANY
2(2) Fon +49 8773 70780 0O,Fax+49 8773 70780 29 . info@teco-ombh.com . www.teco-medical.com

Pos. Article No Tradename Unit Generic Device Term
EMDN / GMDN Code

EUDAMED DI

1 A0230-040 TEClot PT-S (Quick) 10x4mlPT-S Prothrombin time ( quick test )
w0103020101/ 30s39
B-PTS-A0230-040X7

2 A0230-100 TEClot PT-S (Quick) 10x10ml PT-S Prothrombin time ( quick test )
w0103020101/ 30539
B-PTS-AO230-10OWY

3 A0260-050 TEClot PT-B (Owren) 5x10ml PT-B Prothrombin time ( quick test )

w0103020199 / s5986
B-PTB-A0260-050G2

4 A0320-050 TECIot APTT-S l0x5mlAPTT-S Activated partial thromboplastin time
w0103020102 I s5982
B-APTTS-AO320-05OAM

5 A0401-020 TECIot TT 10x2mlTT Thrombin time / reptilase / batroxbin time
w0103020103 / 5s988
B-TT-A0401-0207P

6 A0511-020 TECIot FIB 10x2ml FIB Fibrinogen assays (factor i)
w0103020201 / 55997
B-FrB-A0511-020N2

7 A0511-050 TECIot FIB 10x5ml FIB Fibrinogen assays (factor i)
w010302020L lss997
B-FrB-A0511-050N8

8 c1010-020 TEChrom AT
6x6ml reagent FXa

3x3 mlsubstrate
Antithrombin

w0103020602 / s6156
B-AT-C1010-020H L

9 D2010-012 Red D-Dimer
3x4ml latex

3x7ml reaction buffer
D-Dimer

w0103020s031 47349
B-DD-D2010-0126W

10 D2020-00s Blue D-Dimer LC
l-xSml latex LC

LxTml reaction buffer
D-Dimer

w0103020s03 / 47349
B-DD-D2020-0057E

11 P8001-010 TECaI N 10x1ml Calibration plasma for haemostasis
w010302070t I 4s786
B-CAL-P8001-005X8

12 P8200-005 TECaI DD 5x1ml Calibration plasma for haemostasis
w010302070L I 47348
B-CAL-P8200-005XX

13 P6001-010 TEControl N 10x1ml Control plasma for haemostasis
w0103020702 / 30s90
B-CTRL-P6001-010H7

1.4 P6101-010 TEControl A 10x1ml Control plasma for haemostasis
w01030207021 3os9o
B-CTRL-P610].-O10HQ

15 P6201-010 TEControlA Plus 10x1ml Control plasma for haemostasis
w0103020702 / 30590
B-CTRL-P6201-010J9

16 P5001-0r.0 TEClot Factor ll 10x1ml Coagulation factor ii ( prothrombin )
w0103020202 I 3os42
B-FAC-il-P5001-01_0ML

17 P5 101-010 TECIot Factor V 10x1ml Coagulation factor v
w0103020204 / 30544
B-FAC-V-P5101-0104N

18 P5201-010 TEClot Factor Vll 10x1ml Coagulation factor vii
w0103020205 / 30545
B-FAC-V| I-P5 201-0107 B

19 P5301-010 TEClot Factor Vlll 10x1ml Coagu lation factor viii
w0103020207 130547
B-FAC-VIt t-P530r.-01097

20 P5401-0L0 TEClot Factor lX 10x1ml Coagulation factor ix
w0103020208 / 30s48

B-FAC-rX-P5401-0106C

21. P5501-010 TEClot Factor X 10x1ml Coagulation factor x
w0103020209 / 30s49
B-FAC-X-P5501-010EQ

22 P5601-010 TEClot Factor Xl 10x1ml Coagulation factor xi
w0103020210 / 30ss1
B-FAC-XI-P5 60 1-0r.0A8

23 P5701-010 TEClot Factor Xll 10x1ml Coagulation factor xii
w01030202LL / 30552
B- FAC-X| l-P570 1-010CJ
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WnlWe TECO
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Medical Instruments Production and Trading GmbH

Name des Herstellers lManrfacl.wet's name

Dieselstrasse 1, 84088 Neufahrn, Germany

Anscht\ft I Address

erklären in alleiniger veranh{ortung, dass die Produkte - IVD-Blutgerlnnungsmessgeräte,

declare under our own responsibility, that the prcducts - IVD Caagulation analyzeß

C€

We tere angewandte Normen:

7. l4edizingeräte-Softwäe
- Lebenszyklus-Prozesse:

EN 61010 2 tot:2002

DIN EN tSO 14971 2019
EN I50 18111 3 2011

DlN EN 62304 2016

runher retared stan dards:

7. l4edi.al dei.e softuate

DIN EN l5O 11971:2019

EN lSO t8113-3:2011

Da5 QM Systeh des llerttelers istzedifziert nach:

EN ISO 13445:2016

Konf ormitatsbewertungsverfahrenl

Gemäß Anhanq III der Richtlinie 98/79lEG

rhc Ql4 system al the nanufaduter ß cennEd far:

E ISO ß445:2016

Co n fo m i ty a s se s s ne n t pra ce du te :

According to Annex III af Directive 98/79/EC

Ort und DatLm de. Unterzechnung:

Coatron A4
Bezeichnung, Typ oder f4ode nan l na"te, type ar hbdel

Aleanwendbarcn Anforderung€n derfohenden Richtlnien

1 Rchtlinie9S/79lEGüberIn-vitro Daqiostka
klassfiz ert qemäß tutike 9 'a e anderei Produkte"

2 Richtinle 2014/30/EU über E ektromagnet sche verträglchkeit

3. Ri.ht ne 2011/65/EU RoHs11l

Neliahrn, November 11, 2021

SLahdanls and regulatims applied:

t. Dnectue 98/29/Ec on In itro diagtushc nedical devlces

.lassifrd nüding to arncle 9 ast 'bl other ptuducts"

2, Dr{lte 20t4D0 EU on ele.tlonagnFb. Compabbilty

3, Dirdtive 2011/65/EU RoHS I

,unn* rf[n.nn
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TECO
MEDICAL INSTRUMENTS

PRODUCTION+TRADING GM B H

Diesetstraße 1

D-84088 Neufahrn N.B.

fon:+49-8773/707 80-0
fax: +49 -877 3 /7 07 80-29

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

Distribution Authorisation Letter

This letter confirms that Sanmedico
Mun. Chisinau
Str. Petricani 88/1 of. 1O

Republica MOLDOVA

is the lega!, exclusive and sole representative of TECO Medical Instruments Production + Trading
GmbH, Dieselstr. 1r 84088 Neufahrn NB, Germany, for the territory of MOTDOVA only for all TECö
products listed below. Sanmedico may participate in public and private tenders, providing sal'es to all TECO
customers in the territory. We as manufacturer certify that our warranty is duly passeJ to the purchaser
through Sanmedico for the price, delivery schedules and the specifications of tne published iiterature,
catalogues and fully covering the commodities offered.

Sanmedico will provide the following information to TECO GmbH when so required in relation to its market
surueillance activities:

Reporting of incidents to TECO must take place within 3 working days
serial number of the device, exact location of the device and thä user,

Validity:

Termination:

Products:

. Coatron M1

. Coatron M2

e Coatron X Eco

o Coatron X Pro

o Coatron X Top
r Coatron A4
. Coatron 46
. Coatron A6 plus

January Lt,2023 to December 3Lst,2024

Confirmation ends automatically on Dec. 3lst of 2024
and must be then renewed.

Semi-automated l-chan nel Coagulometer (out of production)
Semi-automated 2-channel Coagulometer (out of production)
Semi-automated l-channel Coagulometer
Semi-automated 2-channel Coagulometer
Semi-automated 4-channel Coagulometer
Fully automated Coagulometer, 4 optic channels
Fully automated Coagulometer, 6 optic channels
Fully automated Coagulometer, 6 optic channels

all instruments with complete accessory, consumables and spare pafts
o Hemostasis Reagents Complete product line

This document is signed in Neufahrn, Germany, on January lgth, 2023

TECO Med ical I nstruments Prod uction +Trad i ng Gm bH
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TECO

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







Bestehendes Zertifikat: 10 November 2022 Erstmalige Zulassung:
Dieses Zertifikat ist gültig bis: 9 November 2025 ISO 13485 - 10 November 2022 
Zertifikat-Nr.: 10479696

Zertifikat

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

Hiermit wird bescheinigt, dass das Managementsystem von:

TECO Medical Instruments, 
Production + Trading GmbH
Dieselstr. 1, 84088 Neufahrn, Deutschland

durch LRQA geprüft und bewertet wurde und den folgenden Normen entspricht:

ISO 13485:2016 
Gültigkeits-Nr.: ISO 13485 – 00038268

Das Managementsystem ist anwendbar für:

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



Coatron® A4
Fully automated Hemostasis Analyzer

Made in Germany

REF: 80 900 00

�� Easy operation

�� Multi languages

�� Highly reliable

�� Four channels

�� Fully optical detection

�� Clotting, chromogenic and 
immunturbidimetric methods

�� Autosense optics to reduce 
interferences of Bilirubin 
and Hemoglobin

�� Approved clotting algorithm 
with biphasic waveform 
analysis

�� Batch and Random Access

�� High throughput

�� Emergency (STAT) mode

�� Laser Barcode reader for
samples and reagents

�� Liquid Level sense 

�� Cap piercing

�� Compact construction

�� Operation as open or closed 
system

Innovation in Coagulation



Coatron® A4
Fully automated Hemostasis Analyzer 

A.	Keyboard
Numerical und function keys for easy 
controlling of the instrument, as well 
quick setup of all individual tests. 

B.	Grafic display
128 x 128 dot matrix 
Blue backlight

C.	Cuvette waste drawer
Removable waste drawer for fast 
removing of used cuvettes

D.	Cuvette tower
For load of 45 cuvettes: enough for 
180 tests, continuous loadable 

E.	Printer (back side)
Thermal printer for quick printout of 
results, system analysis, test setups etc.

F.	Liquid handling
x-y-z robotic system with special Cap 
Piercing probe, Level sense. 
Autoskip function for empty reagent 
vials.
Special clean solution and software 
program to avoid carry over from sam-
ple to sample, sample to reagent and 
reagent to reagent to.
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TECAM PROLIS
For Microsoft WindowsTM XP/Vista 

Software for TECO Coatron® A4 Analyzer

�� New features for Coatron® A4

�� Intuitive and easy one click operation

�� Database up to 1 Mio results

�� Worklist management

�� Bidirectional ASTM interface to LIMS

�� Multi-lingual (Chinese+ Russian included)

�� Reaction curve display

�� Powerful fi lter and patient report engine

�� QC with Levey-Jennings and Westgard rules

TECAM PROLIS is a perfect and user friendly tool to combine 
laboratory data management, quality control and research pur-
pose in one. The Worklist management allows defi ning orders 
much faster and fl exible then on the instrument itself. Power-
ful fi lter functions will help to create any report. Levey-Jennings 
graph and West gard analysis are used for quality control moni-
toring. An ASTM interface is included, which allows to link over 
LAN network with the laboratory information system.

Receive results from instrument including the reaction curve 
which will help to validate before saving them into the database.

Create or receive orders from LIMS and send them to instrument.

Create reports with a click. Powerful fi lter functions will help 
to select just specifi c results. (e.g. day report, report the last 
30 days of patient xyz, report all D-Dimer results of last year 
which are positive)

Results can be displayed in a Levey-Jennings graph and analysed 
with Westgard rules. This tool can be used for QC but also for 
powerful patient monitoring (e.g. last 30 PT of patient)



TECAM PROLIS
For Microsoft WindowsTM XP/Vista 

�� Recommended system requirements:
Microsoft XP, CPU 1.5 GHZ, 1GB RAM, Graphic 1280x1024

�� Support instruments
Coatron® A4 and OEM’s

�� Instrument Interface
Serial RS232, 115000 Baud, 8,1,N 
Bidirectional for results, including reaction curve and orders.

�� ASTM Interface
Protocol: ASTM E1381-94; E1394-97 
Communication: TCP/IP (network, LAN) 
Bidirectional for results, including reaction curve and orders.

�� Intuitive handling
One click principle for data collection, filtering,  
reporting or QC

�� Multi lingual
English, Spanish, Italian, Portuguese, Russian, Greek, Chinese, 
further languages possible.

�� Database
Manage over 1 Mio results and patient information in one 
database. 

�� Data fields for:
Date, patient (Id, name, sex, birth, bed, station), test, results 
(s, %, INR), reaction curve, Flags, error, comment, reagent-
LOT, patient-memo, analyser SN., ranges (QC + normal)

�� Database functions:
Create, Switch, Backup, Compress, Import, Export, Replace 
or fill data 

�� Complete Traceability by one click
Review for Date, PID, Test, and QC by one click

�� Reporting
Make reports by one click. Use multi-filter or presets to  
generate specific reports (e.g. show results of specific  
patient of all PT within the last 30 days)

�� Worklist management
Create, load, save, repeat, receive and send. Positive patient 
identification by barcode validation. USB barcode scanner 
supported. Up to 3 different profiles. Max 8 tests per profile. 
Preset for up to 6 different QC samples.

�� Flexible multi filter
Combine every data field:
PID=1234+ Date=today + Test=FIB + Result< 200mg/gL + 
Reagent LOT = 1234 + etc)

�� Filter Presets:
Today; last 7, 15, 30, 180, 360 days; morning, afternoon; 
only QC etc.

�� Statistical analyse for QC or patients
Filter any data (e.g. Patient XYZ, only PT, last 30days), and 
visualize them with Levey Jenning diagram with one click. 
Analyse data with Westgard Multirules. Define QC or Patient 
ranges.

�� Research
Curve analysis, Tecmoni transmission, Export data, grids, 
charts, curves to PDF, XLS, TXT or HTML file

�� Tecmoni transmission
This tools allows to visualize all optic channels in real-time. 
It is perfect for enhanced curve analysis and used in many 
research laboratories. With Tecmoni the reaction curves can 
also sent back to instrument. Especially for developing new 
test application and instrument firmware, this will save a lot 
of reagent and time.

�� Security
Operator can login as Administrator or user in order to con-
trol and manage the database with different access rights

�� Online update

Innovation in Coagulation



Coatron® A4
Fully automated Hemostasis Analyzer

Special features of the Coatron® A4:

System
�� Ultraviolet light (400 nm). The measurement amplifi cation 
is adapted Photometric measurement principle with high-
resolution 4-channel optics, automatically to the methods 
used. Extraneous and scattered light energy is absorbed.

�� High-precision XYZ pipetting system with liquid level sensor

�� Long living and fl exible Cap Piercing needle for primary 
tubes such as BD Vaccutainer® or Sarstedt Monovette®.

�� Integrated ID-barcode reader

�� Bi-directional Interface for PC-Link to LIS.

�� Optional trolley to enlarge the waste management

�� Integrated graphical thermal printer

�� Heated and cooled positions for reagents

�� Integrated drawers for consumables

Software
�� Approved and highly accurate detection algorithm based 
on optical density. The clotting time is defi ned at the tur-
ning point of reaction.

�� An intuitive TECO familiar graphical user interface with 
„Plug and Go” feeling.

�� Multi language dialogue. (English, German and other)

�� Random access scheduler. Profi les can be performed as 
batch or selective.

�� Positive sample identifi cation (ID and rack position) either 
manual or with barcode scanner

�� Fast and easy processing of STAT samples

�� Free programmable test protocols to change or adapt 
new tests

�� Calculation of activity %, INR, Ratio, g/L, mg/dL and more.

�� Calibration curve can be identifi ed with up to 6 points 
per test. The results can be calculated with regression line 
analysis or linear interpolation. 

�� Single or double determinations 

�� Simple fi rmware update

Special Functions
�� Automatic plasma dilutions up to 1:100

�� Automatic cleaning cycles

�� Automatic test calibration routines

�� Automatic quality control

�� Automatic or manual printout

�� Automatic test skip, if reagent run out.

�� Quality control according to Westgard rules *

�� Result traceability *

�� Patient monitoring for long time periods *

�� Reaction curve monitoring *

Economic
�� Half volume procedures resulting in 50% cost savings.

�� Reagent dead volume is below 300 µL

�� Very economic consumption of rinse and cleaning solution. 

�� Cuvette with no mixing bars, etc.

�� All critical system parameters are monitored and make the 
instrument nearly free of service.

.	Pump/syringe
Maximum volume: 1000 µl
Minimum volume: 3 µL 
Long life syringe
Easy to replace and maintain

.	Rinse container (back side)
Containing 1,25 Liter high quality rinse 
solution for fl ushing the probe after 
each pipette circle. 

.	Reagent block
4 positions heated at 37°C
2 positions at room temp.
6 positions cooled
3 positions for prewarm

.	System block
5 positions heated at 37°C
for Buffers, Clean solution and Flush 
position for the probe, inside and 
outside
Separate STAT position for immediate 
Emergency

.	Sample racks
2 racks with 12 positions each, suitable 
for most common primary tubes.
Every position have individual bar code 
for positive sample identifi cation

.	Barcode
Laser Barcode Scanner for quick and 
accurate identifi cation of all Common 
Barcodes

.	Liquid waste drawer
Contain container for collection liquid 
waste
Volume: 1,25 Liter max.

.	Trolley (Option)
For mobile usage and enlarged waste 
management (big box for used cuvettes 
and large container for liquid waste)
Lift-up plate for sample preparation 
(more work area)
Moveable plate for easy replacement 
of box and container
Additional drawer for accessories and 
spare parts



Coatron® A4
Fully automated Hemostasis Analyzer

Tests on board:

PT
APTT
TT
Fibrinogen Clauss
Fibrinogen derived
Factor II
Factor V
Factor VII
Factor VIII
Factor IX
Factor X
Factor XI
Factor XII
Protein C
Protein S
LA Screen (DRVVT)
LA Confi rm (DRVVT)
Activated Protein C resistance
Heparin
Antithrombin
D-Dimer

Calculated units

%, R, INR, mg/dl, µg/L

Technical specifi cation

Dimension
85 x 60 x 70 cm

Weight
50 kg

Power input
90-240 Vac / 50-60 Hz

Ambient conditions
18°C – 30°C 
20 to 80% RH.
no direct sunlight

Optional available
�� Trolley (for enlarged waste 
management)

�� Complete Cover protection

�� TECAM PRO – Research, QC, and 
Patient management software

�� TECAM PRO LIS - Research, QC and 
Patient management software with 
LIS Module

Delivery package

    1 Coatron® A4
    1 Power cord
100  Cuvettes, 4 pos/ea
  10 Reagent container Ø 22,5
  10 Reagent tubes Ø 13
  10 Plasma tubes Ø 16
    4 Magnetic stirrer
    1 Rinse Solution, 1,25 L
    1 Clean solution, 50 mL
    1 Thermal paper roll
    1 Waste container
    1 Reagent adapter Ø 22,5
    2 Plasma adapter Ø 16
    1 Operation manual
    1 CE Conformity declaration
    1 Service CD
    1 Download cable
    1 Screw driver, small
    1 Flat wrench, size 8

TECO Medical Instruments, 
Production + Trading GmbH

Dieselstr. 1
D-84088 Neufahrn NB.
Germany

Fon: +49-(0)87 73 - 91 00 10
Fax: +49-(0)87 73 - 91 00 11
Email: info@teco-gmbh.com
Web: www.teco-gmbh.com

Innovation in Coagulation
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Coatron A4 

 

Operator's Manual 
 

 
 
 

 

Instrumentation and Reagents for In-Vitro Diagnostic use  
 
Revision 22 
Issue Oct-2015 
 Document No:21 440 01 
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Updates 

Operator's Manual 
Version 

Software 
Version 

Date 

10 1.03.30 05/2006 

11 1.05.00 02/2009 

12 1.05.02 05/2009 

14 1.06.01 10/2010 

15 1.06.02 05/2011 

16 1.06.04 10/2011 

17 1.06.04 SW3 3/2012 

18 1.06.06 2/2013 

19 1.06.08SW2 12/2013 

20 1.07.01SW3 6/2014 

21 1.07.01SW4 12/2014 

22 1.07.02 10/2015 

 
Copyright Copyright © 2015 by Teco GmbH.  Neither the Operator's 

Manual nor any part thereof may be copied, digitally 
processed or otherwise transferred without written 
permission from Teco GmbH.  

 
 The software for Teco GmbH products is the intellectual 

property of Teco GmbH, which company retains all rights to 
usage of the software. The purchaser of a COATRON A4 
acquires rights of use for this software 

 
Trademarks COATRON A4 is a trademark of Teco GmbH.Other product 

names used in this Operator's Manual are trademarks of the 
respective companies. 

 
Manufacturer Instrument is produced by 
 
 TECO GmbH 
 Dieselstrasse. 1 
 D-84088 Neufahrn 
 Germany 
 
 Phone:  +49 (0)8773 70780-0 
 Fax:  +49 (0)8773 70780-29 
 Internet: http://www.teco-gmbh.com 
 
  

http://www.teco-gmbh.com/
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1. Introduction 

This device left the factory in fault-free condition regarding its safety and 
engineering functionality. To maintain this condition and ensure risk-free operation, 
the operator must comply with the safety warnings and information in this 
Operator's Manual. 

 

1.1 Symbols 

 
The following standard symbols are used in this manual: 
 

Symbol Meaning Explanation 

Courier Info Key on keypad. 

CAPS Info Screen message. 

 Read 
Indicates important information and 
tips. 

 Info 
Describes reaction of COATRON A4 to 
operator input. 

 

 
Warning 

Risk of possible health damage or 
considerable damage to equipment if 
warning is not heeded. 

 
Danger 

Potential risk to operating personnel 
or equipment due to electric shock. 

 
Biohazard 

Equipment can be potentially 
infectious due to the samples and 
reagents used . 

 

Laser Radiation Avoid direct eye exposure 
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1.2 Safety information 

1.2.1 Intended use 

The COATRON A4 is designed to carry out coagulometric tests such as PT, 
PTT, TT, fibrinogen, single factor tests, chromogenic and 
immunoturbidimetric tests (for instance Antithrombin, D-dimer etc.).The 
instrument has to be used for the expected purposes and in perfect 
technical conditions, by qualified personnel, in working conditions and 
maintenance operations as described in this manual, according to the 
SAFETY WARNINGS. This manual contains instructions for professional 
qualified operators.  

 

 

 

Do not use plasma with more than 25mg/dL Bilirubin (428µmol/l) 
Do not use plasma with more than 1000mg/L Hemoglobin 
Do not use plasma with more than 25 g/l Triglceride (28.5 mmol/l) 
 

 

 

 

Use only citrated plasma for sample analysis. Mix 9 parts of venous 
blood with 1 part 3.2% (0.105M) sodium citrate and centrifuge the 
mixture at 1500g x 15min. Use plasma within 4 hours. 
 

 

1.2.2 Safety information for operation 

 

 

 

Use only the cleaning and rinsing liquids approved by the manufacturer.  
Failure to do so could result in faulty measurements or malfunctions of 
the COATRON A4.Prevent reagents from leaking into the Analyzer. 
Failure to do so may make expensive maintenance work necessary! 

 

 

 

Never touch moving parts such as the measurement rotor or pipetting 
arm during device operation.Never try to pull a cuvette block out of the 
measurement rotor during test processing operation.Carry out control 
measurement runs at regular intervals to ensure that the Analyzer 
continues to function faultlessly.  

 
 

 

If instrument is used in a manner not specified by the manufacturer, the 
protection impairment could be affected! 
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1.2.3 Safety information for MATERIALS 

 

 

 

Important! 
Use only organic solvents where specified.The cuvettes are intended 
as single-use items only. Repeated use may result in false results due 
to contamination.Follow the instructions in the reagent package 
circulars. Incorrect handling may result in falsified results. 

 

1.2.4 Safety information regarding risk of health 

 

 

Infectious Material 
Avoid direct contact with samples and sample residues in the used 
cuvettes. 
Infectious material such as cuvette waste and liquid waste must be 
disposed in compliance with local regulations governing for infectious 
materials. 
Wear medical infection grade protective gloves for all cleaning and 
maintenance works involving potential contact with infectious liquids 
and use each pair of gloves once only. Use a hand disinfectant 
product, e.g. Sterilium®, to disinfect your hands after completion of 
the work.  
NOTICE 
Analytical instruments for in vitro diagnostic application involve the 
handling of human samples and controls which should be considered 
at least potentially infectious. Therefore every part and accessory of 
the respective 
instrument which may have come into contact with such samples 
must equally be considered as potentiallyinfectious. The 
„BIOHAZARD“ warning label must be affixed to instrument prior to 
first use with biological material! 
 

 

Laser Radiation 
The internal barcode scanner is assigned to  
laserclass 2 – EN60825-1:2007. 
Avoid direct eye exposure 
max. power = 1.7 mW   pulse period = 420 µs   wavelength = 655 nm 
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1.2.5 Safety information for cleaning, maintenance and servicing 

 

 

 

About authorized service ! 
Carry out only the maintenance, repair and replacement measures 
listed in this Operator's Manual. Improper manipulation of the device 
will void the manufacturer's liability obligations and may make 
service calls necessary, payment of which is not covered by 
warranty.Only the authorized Customer Service may carry out 
servicing. Only original replacement parts may be used. Before doing 
any servicing on the instrument it is very important to thoroughly 
disinfect all possibly contaminated parts 

 

 

 

Abount cleaning and decontamination !  
Before the instrument is removed from the laboratory for disposal or 
servicing, it must be decontaminated. The procedure is described in 
chapter “7 Cleaning and maintenance” and should be performed by 
authorised well-trained personnel only, observing all necessary safety 
precautions  

 

 

 

Cleaning certificate required ! 
Instruments to be returned have to be accompanied by a 
decontamination certificate completed by the responsible laboratory 
manager. If a decontamination certificate is not supplied, the 
returning laboratory will be responsible for charges resulting from 
non-acceptance of the instrument by the servicing centre, or from 
authority’s interventions.  

 

 

Regard all surfaces and materials which might be in contact with 

plasma or other biological liquid as potentially contaminated with 

infectious material. 

 
 

 

Avoid any direct contact with decontaminants or disinfections.  
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1.2.6 Electrical safety 

 

 

Precautions: 
 Avoid spilled iquids into system. But in case disconnect system 

from power and clean and dry all contaminated parts. 

 Remove power cord before open the instrument 

 Do not touch any electronic parts during operation. 

 Do not operate system without proper connection to grounding 

 Never intentionally interrupt protective ground contacts. 

 Never remove housing elements, protective covers or secured 

structural elements, since so doing could expose parts carrying 

electric current. 

 Make sure surfaces such as the floor and workbench are not moist 

while work is being done on the device.  

 Check electrical equipement regulary. Defective leads or socket 

must be replaced without delay. 

 

 

Connect to power: 
Instrument is classified to Class-1 ( IEC) and must therefore be reliably 
earthed and professionally installed in accordance with the prevailing 
electrical wiring regulations and the safety standards covered herein. 
 Use only three wire power cord. 

 Make sure the operating voltage setting is correct before 

connecting the device to the power mains. 

 Ensure at least 20cm space to power socket and instrument  

power ON/OFF switch for easy and quick access to power cord 

during operation. 

 

Disconnect from power: 
 Unplug power cord from wall socket/UPS or from instrument 

power–in 
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2. Installation of the COATRON A4 

 

 
Initial startup of the COATRON A4 is carried out by the authorized Customer 
Service of the dealer. A protocol is kept of the first installation which is then sent 
in to the manufacturer as a basis for processing guarantee claims. 

 
Procedures of first installation: 

 Unbox and place instrument in conformity with the laboratory 

requirements (see below) 

 Remove transport retainer 

 Switch on 

 Install Rinse tank + Rinse waste container 

 Install print paper  

 Install cuvette + cuvette waste drawer 

 

2.1 Scope of delivery 

The scope of delivery can be different from customer to customer and must be 
read in the document “List of accessories”, which is separately included to the 

operation manual on the first page. 
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2.2 Laboratory Requirement 

 Power Input:  85 – 264VAC; 45-60Hz ; Class-1 socket ( connected  to earth) 

 Ambient temperature must be 15-30°C  

 Rel. humidity < 70% 

 Altitude  0 - 3000m 

 A stable, flat surface free of vibrations. Recommended workspace 

80x150cm. On rearside a minimum space of 20cm is required. 

 No direct sunlight 

 Avoid ionizing air conditioner or circulating air 

 Surroundings free of moisture and dust 

 

2.3 Unpacking the COATRON A4 

Following receipt of the shipment, please inspect the packaging of the COATRON A4 for 

any visible external damage. If the packaging is damaged, contact the transport 

company so that any damage to the device or accessories can be assessed.Inspect the 

COATRON A4 and accessories for any damage. Report any damage found to the dealer 

without delay.Even if the packaging appears undamaged, check the analyzer and 

accessories for any transport damage, caused for example by impact, dropping, etc. 

during transport. 

 

 Keep the original packaging material for purposes of later transport  

 

2.4 Removal of the transport retainer elements 

1. Remove the tape strips on the printer shaft. 

2. Remove the 3 cable binders on the pipetting arm. 

3. Remove the foam element between the pipetting arm and protective bar 
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2.5 Switching ON and off the COATRON A4 

Switching the COATRON A4 on 
1. Make sure the COATRON A4 is connected to the power mains. 
2. Check for sufficient rinsing and cleaning fluid levels. 
3. Set main switch to on. See rear side, location #18 
4. Set standby switch to on. See right side, location #22 

 

 

Location of power and standyby switchMain screen 

 
 

The following screen appear in this order after the COATRON A4 is switched on.  

 

    

  Coatron A4 

  V6.07.02 

  SN-12345 

  Service: 100000 

  CUVETTES:1 

  RINSE: 0 

  REAGENT: CLOSE 

    

 

 
There is no information about cuvette or Rinse or reagent , if system is 
configurated as “OPEN DEVICE”. Please contact local distributor for more 
information about open or closed system. 

 
  

 
Name of instrument 

Version of firmware 

Serialnumber 

Tests until next service 

Activated cuvettes 

Activated rinse tank 

Reagent system is closed 
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At the end of the initialization phase, the main screen appears: 

 

 1  ANALYSIS

 2  SETUP TEST

 3  SETUP SYSTEM

 4  SERVICE

 5  PIPET STATION

12:00     1055mL    LIS      37.0°C 

Main screen 

Time= 12:00 
Rinse installed = 1055mL 
LIS = online 
Temperature at cuvette= 37°C 

 
After about 15 min. of warm-up time (depending on the ambient temperature), 
the lighting up of the LED (Temp.) on the keypad indicates the system is ready to 
make measurements. 

 
 
Switching the COATRON A4 off: 
 
For normal shutdown at the end of the day and for changing the pipetting 
needle, rinsing solution tank and syringe, switch off the COATRON A4 with the 
standby switch on the right side of the housing. This will shut off all power-
consuming components of the COATRON A4 except the ventilator. 
For longer interruptions in operation such as weekends, holiday periods and 
service activities such as cleaning and maintenance, switch off the mains power 
switch as well. 

 

 
Switching off the device deletes all measurement data. 
Backup the data as required by means of manual printout or 
manual transmission to the host 
 
Never switch off the system while processing a worklist to 
avoid clogging the needle tip with coagulation residues. 
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2.6 Installation of Components 

 

 

1. Remove a strip of cuvettes from the 

package. 

2. Shift the cuvettes as shown from above in 

the guide groove back into the cuvette 

tower. 

3. Remove the tape off the cuvettes. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  

 4. Place a new Rinse tank as shown 

5. Insert the tube completely 

6. Fill a reagent container (15 ml) with 

cleaning solution and place it into position 

CLEAN 

 7. Open the print cover 

8. Feed paper. Device has autofeed function.  

9. Set printer to online by shift on arresting 

lever in the direction of the front of the 

housing. 

 

 

10. Plug download cable into left port (19) 

11. Plug in power cord (18) 

12. Connect download cable with PC computer 

13. Move power switch to ON. (right of 18) 

14. Move standby switch to ON (22). 

15. After Bootup start TECAM software 
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2.7 Installation of TECAM software  

 
TECAM software is a powerful enhancement of the Coatron A4 and allows very 
easy and flexible to generate orders (including sample continous loading). Results 
can be  reported including the reaction curve and administrate in a database. For 
further information read the online manual of TECAM software  

System requirement 
 Operating system: Microsoft Windows  XP or 7  32Bit 

 100 MB free hard-disk space  

 Grafik: 1280x1024 Pixel   

 Interface: RS232   Sub-D9 (if not supported , use USB convertor, 

commport must be set between com1 - com15) 

 Cable:   2x Female Sub D9, crosslink. Pin 2 to 3; Pin 3 to 2 and Pin 5 to 5. All 

other wires should be disconnected. 

 
Install: 

1. Link instrument left RS232 port to  

2. Check PC comport number ( it must be between 1 to 15) 

3. Start "SETUP.EXE" from the CD. The Setup will install Smart ,PRO or 

PROLIS and all required driver for database access. 

4. Enter fingerprint and activation code 

 
Run TECAM: 

 
1. Switch on and bootup instrument 

2. Start TECAM and enter administrator password ( default = blank) or 

enter “Blank” to login as a restricted user 

3. Tecam search automatically for any available system and connects. 

 
TECAM is linked to system “15000” over com port 1. No ASTM is 
active 

 
4. Enter administrator password ( default = blank) or enter “Blank” to 

login as a restricted user 
 

 TECAM license can be installed on any PC, but is locked to the serial number of 
instrument 
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3. Description of the COATRON A4 

 

3.1 Short introduction 

The Coatron A4 is a fully automated, stand alone  “State of Art” analyzer for the 
fast and flexible coagulation diagnostic. It is equipped with four optical channels 
and offers clotting, chromogenic and immunological testing in random acces 
mode as well as fast processing of STAT samples. All sample dilutions and assay 
calibration are performed automatically. ID-barcode scanner is on board. CAP 
Piercing is supported for any primary tube system. The analyzer is also focused 
on a minimum consumption of consumables and reagents, which makes the 
analyzer very cost effective. The nearly zero service requirements will ensure a 
long living device by a minimum of service costs. 
 
Optional the analyser can be linked to powerful LIMS software to give 
exceptional features like unlimited result traceability by an one click report 
engine or a unique quality control system with Levey Jennings chart and 
Westgard rules 
 

 
Use only citrate plasma for sample analysis. Mix 9 parts of venous blood 
with 1 part 3.2% (0.105M) sodium citrate and centrifuge the mixture at 
1500g  x 15min. Use plasma within 4 hours. 

 

 
Do not use plasma with more than 25mg/dL Bilirubin concentration. 
Do not use plasma with more than 1000mg/L Hemoglobin concentration. 
. 

 
Based on the optical measurement principle used by this device (transmitted 
light turbidimetry) with ultraviolet light, a number of coagulation and fibrinolysis 
parameters can be determined, for example 
 

 Prothrombin time (Quick or Owrens) 

 Activated partial thromboplastin time ( APTT) 

 Fibrinogen (FIB) (Clauss) & derived PT (DFIB) 

 Thrombin time (TT) 

 Single factor measurements 

 Protein C (PC) 

 Protein S (PS) 

 Lupus Anticoagulant (LA) 

 Activated protein C resistance (APCR) 

 Heparin (chromogenic) 

 ATIII (chromogenic) 

 D-dimers (immunoturbidimetric) 
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Special features: 
 

System 

 Ultraviolet light (400 nm). The measurement amplification is adapted to photometric 
measurement principle with high-resolution 4-channel optics and automatic amplification to 
any method. Extraneous and scattered light energy is absorbed. 

 High-precision XYZ pipetting system with liquid level sensor 

 Long living and flexible Cap Piercing needle for primary tubes such as BD Vaccutainer® or 
Sarstedt Monovette®. 

 Integrated ID-barcode reader 

 Bi-directional ASTM Interface for PC-Link to LIS.* 

 Optional trolley to enlarge the waste management 

 Integrated graphical thermal printer 

 Heated and cooled positions for reagents 

 Integrated drawers for consumables 
Software 

 Approved and highly accurate detection algorithm based on optical density. The clotting time 
is defined at the turning point of reaction. 

 An intuitive TECO GMBH familiar grafical user interface with “Plug And Go” feeling. 

 Multi language dialogue. ( english , german, spanish, italian  ) 

 Random access scheduler. Profiles can be performed as batch or selective. 

 Positive sample identification ( ID and rack position ) either manual or with barcode scanner 

 Fast and easy processing of STAT samples 

 Free programmable test protocols to change or adapt new tests 

 Calculation of activity %, INR, ratio, g/L , mg/dL , and more. 

 Calibration curve can be identified with up to 6 points per test. The results can be calculated 
with regression line analysis or linear interpolation.  

 Single or double determinations  

 Simple firmware update 

 ASTM interface to link to any LIS * 
Special Functions 

 Automatic plasma dilutions upto 1:100 

 Automatic cleaning cycles 

 Automatic test calibration routines 

 Automatic quality control 

 Automatic or manual printout 

 Automatic test skip, if reagent run out. 

 Automatic reflex testing for “+++2 results 

 Unlimited result management including also reaction curve * 

 Quality control according to Westgard rules * 

 Result traceability * 

 Patient monitoring for long time periods * 
Economic 

 Half volume procedures resulting in 50% cost savings. 

 Reagent dead volume is below 300 µL 

 Very economic consumption of Rinse and cleaning solution.  
( 1L Rinse ~ 1000 det. ; 15mL cleaner  is enough for a day work ) 

 Cuvette with no mixing bars, etc. 

 All critical system parameters are monitored and make the instrument nearly free of service.  
 
* only the TECAM PRO software  
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3.2 Views of the device 

3.2.1 Front view 

 

 

Figure 1: COATRON A4, front view 

 
1 Keyboard 
2 Cuvette waste drawer  
3 Screen 
4 Cuvette rotor 
5 System block 
6 Rinse solution waste drawer  
7 Sample racks 
8 Reagent block 
9 Protective bar 
10 Syringe 
11 Pump unit 
12 Tube to Rinsing solution tank 
13 Tube guide for Pipetting needle tube 
14 Pipetting arm 
15 Cuvette tower 



Description of the COATRON A4 TECO GmbH 

 

Operator's manual Coatron A4   V1.07.02 Ref-22 Page 21 

3.2.2 Rear view 

 

 

Figure 2: COATRON A4, rear view 

 

 16 Rinsing solution tank 
17 Type plate 
18 Mains switch and power input 
19 RS232 service interface for updating and data transmission 

(115K, 8,1,N) 
20 RS232 debug interface for error analysis  

(reserved for manufacturer) 
21 Printer cover 
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3.2.3 Side view 

 

 

Figure 3: Side view 

3.2.4 Sample rack 

 

 

Figure 4: Sample rack 

All commercially available sampling systems with a diameter of 11-13 mm 
can be used as sample tubes (eg. Sarstedt Monovette® or BD Vacutainer® ). 

Sample rack 1: Pos 1-12          sample rack 2: Pos 13-24 
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3.2.5 Working Positions 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Figure 5: Working Positions 

Pos. 1 - 24  Sample positions Room temperature 

Pos. 25 PT Reagent position for PT, magnetic stirring function 37.0 °C 

Pos. 26 CaCl Reagent position for CaCl2 37.0 °C 

Pos. 27 TCT Reagent position for TCT and PC-2 , APC  37.0 °C 

Pos. 28 AT-2 Reagent position for AT-2 ( substrate) 37.0 °C 

Pos. 29 FIB Reagent position for FIB Room temperature 

Pos. 30 PC-1 Reagent position for PC-1 (activator) Room temperature 

Pos. 31 PTT Reagent position for PTT  15.0 °C 

Pos. 32 AT-1 Reagent position for AT-1 (thrombin/factor Xa  reagent) 15.0 °C 

Pos. 33 DP-1 Deficient Plasma 1:  for  FII,FV ,FIIV, FX , 15.0 °C 

Pos. 34 DP-2 Deficient Plasma 2 : for  FVIII, FIX, FXI,FXII,PS,APCR, PK,HMWK 15.0 °C 

Pos. 35 CP-1 Control plasma 1:  for PT, PTT, TCT, FIB, Factors, PC,  AT 15.0 °C 

Pos. 36 CP-2 Control plasma 2 : for DD, HEP, APCR, LA 15.0 °C 

Pos. 37 DD-1 used for DD-1, HEP-1, LA Screen 37.0 °C 

Pos. 38 DD-2 used for DD-2, HEP-2, LA Confirm 37.0 °C 

Pos. 39 Buffer-1 Owren’s Buffer for plasma dilution ( FIB , factors) 37.0 °C 

Pos. 40 Buffer-2 Working Buffer for chromogenic tests ( AT ) 37.0 °C 

Pos. 41 Clean Position for cleaning solution 37.0 °C 

Pos. 42 Wash Wash and waste position 37.0 °C 

Pos. 43 STAT Emergency sample position Room temperature 

Pre-heat Prewarm 3 prewarm positions ~37.0 °C 

 
Reagent adapters are found in the right-hand device drawer for various 
reagent container or vials. 
 

 The above test reagent allocations are only valid for the factory default 
protocols. 
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3.2.6 Keypad 

 

 

Figure 6: Keypad 

0-9 Numeric value input ARROW  Navigation key 

Esc Leave screen ARROW  Navigation key 

LF Line up, printer paper ARROW  Navigation key 

Temp Display of standby to 
measure status 

ARROW  Navigation key 

Enter Input / selection confirmation  
 

Use the arrow keys to change to the screens up, down, right or left. See chap. 5 for an 

accurate description of software operations. 

3.2.7 Screen segments 

 

 

 

 

 

 

  
 
 
  Figure 7: Screen segments 

 
There are 3 screen segments: 

 The current menu item appears 
in the title line. 

 The main segment displays the 
selection lists, information and 
system messages. 

  The bottom line contains the 
current time, volume of Rinse 
solution, status of host 
connection  and the 
temperature in the Optic block. 

 

T i t l e 

 

Selection list 
Setup information 
System messages 

Time   Rinse   Host   Temp    
Temp. 
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3.3 Measurement principle 

 
The COATRON A4 is equipped with highly sensitive 4-channel LED optics at a 
wavelength of 400 nm, making precise and reliable measurements possible even 
with icteric or lipaemic plasmas. 
Once a reaction charge has been prepared, the optimum transillumination 
settings are found using an amplifier that facilitates measurement of both clear 
and cloudy samples. 
Recording of measurement process data is started automatically when the start 
reagent is added. When coagulation begins, transmission is reduced, which 
changes the form of the measurement curve. The time from measurement start 
to this change (turning point) in seconds [s] is the result. The software then 
converts this datum into other units. 

3.3.1 Mathematical principles 

 
The conversion of coagulation time into a specific test unit is one using a linear, 
hyperbolic, semi-logarithmic or double-logarithmic interpolation of the stored 
calibration points. The current mathematical model is printed out in "TEST 
SETUP." Values outside the calibration range are calculated by extrapolation and 
flagged as " * ". 

3.3.2 Units 

 
Unit Decimal places Maximum 

value 

s 1 - 

% 1 180 

U 0 999 

INR 2 12 

Ratio 2 9 

INR+ 2 12 

mg/dl 0 900 

g/l 2 9 

U/ml 2 1 

mg/l 2 5 

µg/ml 1 999 

ng/ml 0 5,000 

µg/l 0 5,000 

 
Ratio = clotting time / normal time 
INR  = Ratio ISI (International Normal Ratio) 

   ISI = International Sensitivity Index (sensitivity of the PT reagent). 
  (The ISI value is listed on the reagent information sheet) 
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INR+ = Like INR, except the ISI value is determined for a specific device. 
This is done using a calibration curve with INR standards. 

 

3.3.3 Clotting method 

 

 

Figure 8: Determination of turning point in clotting method 

The final reaction in the coagulation cascade is the transformation of 
fibrinogen into fibrin catalyzed by thrombin. Fibrin formation results in 
clouding (higher turbidimetric level) in the sample, which is measured by 
the photometer and stored as the extinction. The result in seconds is the 
time from the start of the reaction to the time of greatest extinction 
increase (reaction turning point).  

3.3.4 Derived fibrinogen 

 
The photometric measurement method facilitates measurement of the 
prothrombin time (PT) as well as, at the same time, derivation of the 
relevant fibrinogen concentration. 

 

The optical reaction rise (see figure above) between the start and end of 
the fibrinogen transformation reaction is linearly proportional to the 
fibrinogen concentration. 

 

 
The DFIB method should only be used to select samples. Samples with a 
fibrinogen concentration outside the normal range must be confirmed 
using the FIB Clauss method. 

 

 

 

Begin of reaction 

( Fibrin formation ) 

End of reaction 

Turning point 

of reaction 

Extinction 

Time 

Teststart 

i.e. PT 
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3.3.5 Chromogenic, endpoint and immunoturbidimetric method 

 
 

 

Figure 9: Determination of rise in the kinetic test method 

 
  t1 = deadtime in s 
  t2 = endtime in s 
 
  Delta signal dE =E2 – E1 
  Delta time   dT =t2 – t1 
 
  Result of method „CHROM“ = 60 * ( dE/dT)  * dE/min+ 
 
  Result of method „IMMUN  =  dE/dT 
 
  Result of method „POINT  “ =  dE 
 

End of test 

Time (s) 

Extinction 
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3.4 Test overview  

 
 

Test Name 

PT Prothrombin Time 

DFIB Fibrinogen, derived 

aPTT Activated Partial Clotting Time 

FIB Fibrinogen, Clauss 

AT Antithrombin  

TT Thrombin Time 

DD D-Dimer 

HEP Heparin 

PC Protein-C 

PS Protein-S 

F2 Factor II 

F5 Factor V 

F7 Factor VII 

F8 Factor VIII 

F9 Factor IX 

F10 Factor X 

F11 Factor XI 

F12 Factor XII 

PLG Plasminogen 

-APC Activated PC resistance Step1 

APCR Activated PC resistance Step2 

LA-S Lupus Anticoagulants Screen 

La-C Lupus Anticoagulants Confirm 

PSF free Protein S 

FDP Fibrin Degradation Product 

 
 

 Setup off test protocol is described in 5.2.10  

 
 

 Ask local distributor for more information about specific test protocol 
setup 
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 1  ANALYSIS

 2  SETUP TEST

 3  SETUP SYSTEM

 4  SERVICE

 5  PIPET STATION

12:00     1055mL    LIS      37.0°C

4. Routine measurement ( Typical use case) 

 

 Run 24 patients with PT + aPTT + FIB 

 Scan the barcode of the samples 

 Instrument should carry out all measurements in single 

 Instrument should skip test, if system is out of reagent 

 Instrument should not repeat results automatically 

 Instrument should report first samples as soon as possible 

4.1 Preparation 

 
1. Wait until the COATRON A4 has reached operating temperature. 
2. Make sure sufficient cuvettes, rinsing liquid and cleaning liquid are available 

for the testing procedure. 
3. Supply the reagent positions with the required reagents and buffer solutions. 
4. Re-enter the calibration curve for the planned tests when new reagents with 

new lot numbers are used. 

See chap. 5.2.2 Submenu Data input for input of a calibration curve  

5. Wait about 15 min. after supplying the reagent positions before test 
processing until the reagents have reached the right temperature (37°C in 
positions 25 – 28 and room temperature in positions 29 and 30). 

6. Change to menu  ANALYSIS 
 
 

Select ANALYSIS and confirm with ENTER. 
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4.2 New list input 

 
1. Fill the sample racks with the sample test tubes. 
2. Remove the sample test tube cover 
3. Make sure barcode labels are visible in the barcode window of the sample 

rack. 
4. In the menu ANALYSIS, go to NEW LIST 

 
        

  CONTINUE: YES   
  

  
  

  TEST: PRFL   

  BARCODE: YES   

  RELFEX: NO   

  DOUBLE: NO   

  QC-ACTIVE: NO   

  AUTOSKIP: NO   

  HCT-L: 00 mm   

  CLEAN: MIN   

  SHIELD: YES   

  MODE: CUV   

        

 
 

 

 
 
 
 

 
 
 
 
 
 
 

  

CONTINUE:

     TEST1: PT           TEST5: -   

     TEST2: APTT       TEST6: -   

     TEST3: FIB          TEST7: -   

     TEST4:  -             TEST8: -   

 

YES  

 
Select YES and press ENTER  to continue 
 
 
 
 
Set profile to PT + APTT + FIB 
 

 
Select YES and press ENTER  to continue 
 
 
-Select PRFL. Later define profile as PT+aPTT+FIB 

-The samples identifications  input by barcode 

-No automatic test repeat 

-Single determination 

-No quality control 

-Skip test, if out of reagent 

-Search for plasma until buttom of tube 

-Standard cleaning procedure 

-Activate shield protection 

-Run worklist in cuvette 
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RACK 1 RACK 2

01> 13

02 14

03 15

04 16

05 17

06 18

07 19

08 20

09 21

10 22

11 23

12 24

BARCODE ENTRY

P25     800uL

P26     500uL

P29     500uL

P31     500uL

P39     740uL

CUVETTES     5

PREPARE SYSTEM

CONTINUE >> KEY ENTER

5. Input patient-ID by barcode reader:   
 
  
 

Shift the racks separately at an even and moderate 
speed in front of the barcode scanner. A signal tone is 
heard for each recognized barcode 

 
In case of reading errors, check correct position of 
barcode, shift out rack and repeat scanning..  

 
Press ENTER to continue 

 
 
 
 

 

6. Start measurement 
By select START and press ENTER 

 
 

 
Check, if all required reagents are on board and in 
correct position. 

 

Press ENTER to start measurementStar 
measurement 

 
 
 
 
 
 

7. After completion of the measurement, the results and other information on 
the test are printed out and send to LIS automatically. 
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4.3 Interrupt or exit measurement 

 
Automatic interrupt of worklist: 
Instrument will interrupt worklist sautomatically, if it runs out of reagent or 
cuvette during measurement. 
 
Manual interrupt worklist:  Press key ESC: 
Robotic will finish current command and moves to home and set measurement to 
pause and an alarm will be activated. Following actions can be performed during 
interrupt: 
 

Exit worklist: Press key ESC again: 

Measurement and worklist will be aborted. 
 
Move robotic: Press key LEFT/RIGHT: 

Moves robotic to left or right  home position.  
 
Contine worklist: Press key ENTER: 

Continuous measurement 
 

4.4 Out of liquid or cuvette during measurement 

System will interrupt worklist automatically, if 
 

Out of liquid:  
Replace vial at indicated position within 30sec after 
alarm and press ENTER to continue worklist. After 
30sec system will exit worklist or skip order according 
to setup of autoskip function.  
 
Out of cuvette:  
Reload cuvettes and press ENTER to continue worklist 
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4.5 Continous loading of samples 

 
This feature requires the host software TECAM PRO. The system must be set to 
“HC”, which means host communication is online. 
 
Samples can be loaded during measurement. 
 
 (1)  Samples without patient barcode 

 Define new orders with TECAM software and send to instrument 

 Goto instruments and press ESC and wait until robotic is idle 

 Place patient samples into rack according to TECAM order sequence 
 

(2)  Samples with patient barcode 

 Scan patient barcode. System will display rack position and barcode 
number and interrupt current worklist.  

 Wait until measurement is interrupted. Then place the tube into the 
required rack position.  

 Scan and place further samples 

 press ENTER to continue worklist 

 New PID are now visible at TECAM software. Add methods and send order 
to instrument. 

 
 

 

 
Do not access or move patient racks during operation of robotic. Always 
interrupt measurement before loading reagent, cuvette or samples during 
measurement. Otherwise system can be damaged ! 
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4.6 Measuring the emergency samples  

The emergency sample position (STAT position) makes it possible to interrupt 
regular test processing without losing the worklist settings or the measurement 
results up to that point. All current tests are terminated and the current 
worklist is saved so that the worklist can be continued after the emergency 
measurement. The STAT position is only designed for individual samples. If 
several emergency samples are to be measured, either repeat the following 
steps or start with a new list. 
 

STAT ENTRY

TEST:                 PT

                          INFO

MODE:                MANUAL

CONTINUE:         YES

PID:                            

 
 

1. Interrupt the current worklist with Esc (see chap. 4.4). 
2. Go to the submenu STAT in the main menu ANALYSIS. 
3. Either input the PID manually via the numeric keypad or with the barcode 

scanner as described in chap. 5.1.4. 
4. Place the emergency sample in the STAT position (position 43). 
5. Select the test. 
6. Under INFO you can print out the test SETUP. 
7. Set the mode. If it is set to Manual, the interrupted worklist must be 

continued manually after the emergency sample has been measured. In 
Auto mode this is done automatically. 

8. Leave the screen with Enter. 
9. Check the reagents according to the information in the following screen, 

SYSTEM PREPARATION. 
10. Start the emergency measurement with Enter. 
11. After the measurement is completed, the test results are printed out 

analogously to normal test processing. 
12. With CONTINUE in the main menu ANALYSIS, processing of the interrupted 

worklist recommences. 
 

 The software “TECAM PRO”features STAT orders, which can be run in 
regular patient rack and loaded during during operation. 
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4.7 Quality control measurement 

 
The analyser allows to run one control plasma for each test. The specific control 
range must be entered in the menu “TEST SETUP”. No warning flag “Q” is 
generated, if the control range is defined equal to zero. 
 
There are two internal position for control plasma ( CP-1 , CP-2). But also rack 
positions can be used for control plasma. The internal positions CP1/CP2 for 
each test can be found in the printout of the test setup 
 
The analyser identifies a sample as a control if its position is CP1/CP2 or if its 
PID is equal to one of the two entered lot-numbers A control result is always 
marked with flag “C” and in case that it is out of range also with flag “Q”. All 
further results will be flagged with “Q” until a new control result is successfully 
or the instrument is rebooted. 
 
QC with positions CP-1 and CP-2: 

 Define control range in the menu SETUP TEST 

 Activate QC-ACTIVE within worklist menu 

 Optional: Enter lot-number of control plasma within the worklist menu 

 Place control plasma to position CP-1 or CP-2. The corresponding control 
position is printed with the test setup. 

 
QC with rack position P01 and P02: 

 Define control range in the menu SETUP TEST 

 Set QC-ACTIVE=NO within worklist menu 

 Set  BARCODE=YES within worklist menu 

 Enter the lot-number of control plasma within the worklist menu 

 Place control plasma to position P01 and/or P02 and then all samples 

 Enter the PID of the samples manually or by barcode. It is important that 
the PID number of sample P01 is equal to lot-number.  

 

 
The terminal program “TECAM PRO”features quality control processing 
according to Levey-Jennings graphics and Westgard rules. 
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5. Software description 

 

Following menu is displayed after start of instrument  

 

 

 1  ANALYSIS

 2  SETUP TEST

 3  SETUP SYSTEM

 4  SERVICE

 5  PIPET STATION

12:00     1055mL    LIS      37.0°C 
 

 ANALYSIS 
Menu to define orders and run patient samples 
 

 SETUP TEST 
Menu to calibrate methods 
 

 SETUP SYSTEM 
Menu to change system parameters 
 

 SERVICE 
Menu to service system 
 

 PIPET STATION 
Menu to reconstitute reagent and controls 

 
 
The statusbar shows current information about time, installed RINSE solution, LIS connection and 
onboard temperature. 
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5.1 Main menu Analysis 

 
 
 
 
 
 
 
 
 
 
 
 

 

5.1.1 Submenu New List 

 
Creation and processing of a new list is achieved in 3 consecutive 
screens, each reached from the previous screen by way of Enter on 
CONTINUE: YES. 

ARROW  / ARROW   selects the desired menu item, ARROW  / ARROW 

 pages through the options. 
With ESC one returns to the previous screen. 
Select CONTINUE = YES to come to the next screen. 
 
Screen: worklist settings 
 

        

  CONTINUE: YES   
  

  
  

  TEST: PRFL   

  BARCODE: NO   

  RELFEX: NO   

  DOUBLE: NO   

  QC-ACTIVE: NO   

  AUTOSKIP: NO   

  HCT-L: 00 mm   

  CLEAN: MIN   

  SHIELD: YES   

  MODE: CUV   

        

 

WORKLIST

 1 NEW LIST

 2 CONTINUE

 3 REPEAT

 4 STAT

 5 VIEW

 6 PRINT OPTION

 7 SYSTEM ACTIVATION

 8 REAGENT ACTIVATION

12:00     1055mL   LIS      37.0°C
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Possible settings: 
 
 Test: 

With ARROW  one proceeds to the list of all available tests in 
which one navigates with the arrow keys, Enter selects the test 
from the worklist. With Enter on the field INFO an overview of 
the test settings is printed out (identical with chap. 5.2.5, Test 
printout). 
 

 Barcode YES / NO: 
 Primary tubes are provided with barcode label, which is used to 
input the patient identification number (PID)  
 
 

 Reflex YES / NO: 
Activates reflex testing. The instrument can repeat 
automatically suspected results like +++ (no clot detected). 
 

 Double: YES / NO 
Activates the double test. The mean value is automatically used 
in the results report. If the two individual results differ by 15%, 
the result is labelled Flag "%."  
 

 QC Active:YES / NO 
Carries out control measurements with control plasma before 
each worklist is started; for this purpose, positions P35 (CP-1) or 
P36 (CP-2) must be filled with control plasma. The control 
positions for each test is defined in the Test Setup printout. If 
the control measurement results are outside the QC range (see 
chap. 5.2.4, Submenu QC range), the results printouts for the 
worklist will bear the remark "Q." 
 

 Autoskip  YES / NO:  
The instrument will skip current job or test, if plasma or reagent 
run out and continue with the next order. Skipped jobs are 
printed as “SKP”. Select “CONTINUE” in the analysis menu to re-
run only skipped jobs. 
 

 HCT-L: 0 – 63 mm 
Determines the height of the coagulum (haematocrit level) 
measured from buttom of tube.The needle will search for 
plasma only upto this level. HCT-L must be set to 0 ,if only 
plasma is used 
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 CLEAN: Min - Max 

Defines how to clean needle after pipetting samples 
 MIN: Don’t perform a clean cycle from sample to sample. 

The risk of sample to sample carryover was evaluated with 

extreme high levels of Heparin and concerned low. 

 

 MAX: Always perform a clean cycle from sample to sample. 
It required much more Rinse solution and time to carry out a 
worklis 

 
 SHIELD: Yes - No 

This setting is only display, if a protection shield is installed. 

 YES: System stop immediately operation, if protection 
shield is opened during worklist. 

 No: Deactivate shield detection 
 

 

 
Important: 
Deactivated shield function may lead to injury and infections 
cause by piercing needle. 

 
 Mode: BAT / SEL / CUV / EV1 / QC 

Determines the mode of test processing: 

 Test Batch (BAT): Processes all similar tests in sequence (eg. 
all PT , than all APTT, ..) Well-suited to time-optimized test 
processing in routine operation, but complete patient 
reports are available after end of worklist. 

 Patient selective (SEL): Processes patients in sequence ( eg. 
Patient 1, PT+APTT then next patient). Important:  
Complete patient reports are available during run, but 
worklist need more time and Rinse. 

 Cuvette Batch (CUV): This is a combination of BAT and SEL 
and combines the best of both. ( eg. First cuvette PT, second 
cuvette aPTT,…). 

 Evaluation 1 (EV1): Regardless of how many samples were 
entered, plasma is only taken from sample position 1. Well-
suited for determination of precision, consumption and 
throughput volume.  

 QC  (QC): This mode is used for quality issues during 
production of service. 
 


EV1, QC  are not suitable for routine processing and should used only for 
research issues. 
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Screen: Test Profil, Control plasma and Autoseries input:  
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 

Possible settings: 
 Samples: 

( only visible of barcode is set to no ) 
Manual input of number of samples. 

 1.  ID  
( only visible of barcode is set to no ) 
Manual input of Identification Number for first sample. The 
other samples were automatically incremented by 1 ( 1000, 
1001, 1002,…..) 

 CP-1 , CP-2: 
Input of lot.-numbers for two control plasma manually or by 
barcode. If the analyser identify a PID number as a control lot. , 
the result will flagged with “C” and checked if within control 
range.  

 Test 1 – 8: 
When a profile is to be measured, you can define the individual 
tests here once again. 
 

 
-DFIB requires also PT 
-ACPR requires also –APC and reverse 
-LA requires also LA-C and reverse 

 
 

 
Ensure yourself that all reagents for profile can be placed on board. 
Otherwise the profile will not operate correctly and lead to erratic results. 

 
  

CONTINUE:

     SAMPLES:         24

     1.PID:              1000

     CP-1:     N12345678

     CP-2:     P23456789

     TEST    1:PT     5: AT

                  2:APTT 6: -

                  3:FIB    7: -

                  4:TT     8: -

 

YES  
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RACK 1 RACK 2

01> 13

02 14

03 15

04 16

05 17

06 18

07 19

08 20

09 21

10 22

11 23

12 24

BARCODE ENTRY

SYCHRONIZE TO HOST

PID:  1000

|||||||||||||||||||||

 
Input of PID by barcode or manual entry: 
(set BARCODE=YES , see screen 1 above)  
 
In this screen you can enter the patient ident numbers by 3 ways: 
  
 

 Shift the racks separately at  an even and 
moderate speed in front of the barcode scanner. A 
signal tone is heard for each recognized barcode 

 

 Use cursor keys to mark the current sample 
position and scan the sample. Place the sample into 
current rack position.  

 

 Use cursor keys to mark the current sample 
position and enter manually the ID number and place 
the sample into the rack. 

 

 

 If a barcode was not recognized, check alignment and rescan. Read 
detailed information in chapter “Barcode Guideline” 

 
 

Press ENTER to come into the next screen. 
 
 
 
 

All patient identification numbers will be send to host.  
 
If the instrument is linked to host, it will receive 

corresponding  job orders. 
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In the next screen you can still revise the PID numbers and active 
tests, which are counted upwards from the PID number of the first 
sample 
 

 
 
 

 Select the order record with cursor keys UP/DOWN.  
 

 Select the order items PID or TESTS with cursor keys RIGHT.  
 

 If a PID is highlighted , use numeric keys to change the number and confirm 
with   Enter.  

 

 If a TEST is highlighted , use Enter  to (de)activate. Use dot key “.”  to 
(de)activate the tests in all orders.  

 

 To come to the next screen , use key RIGHT until the current order is 
completely highlighted and press Enter.  
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P25     800uL

P26     500uL

P29     500uL

P31     500uL

P39     740uL

CUVETTES     5

PREPARE SYSTEM

CONTINUE >> KEY ENTER

When worklist input is complete a further input overview appears. 
 

WORKLIST

     TEST:             PRFL

     SAMPLES:       06

     DOUBLE:         NO

     QC-ACTIVE:    NO

     AUTOSKIP:     NO

12:00     1055mL    H0      37.0°C

    <-   START

 
 

 

The COATRON A4 requires the following to process the active worklist: 
 

 

 800µl reagent in position 25=PT 

 500µl reagent in position 26=CACL 

 500µl reagent in position 29=Fibrinogen 

 500µl reagent in position 31=APTT 

 740µl reagent in position 38=FIB buffer 

 5 cuvette trays 
 

Check once again to make sure all reagents and cuvettes on the device 
are filled. The worklist is started with Enter. 

5.1.2 Submenu Continue 

Following a test interruption (e.g. due to a STAT task or discontinuation 
due to a lack of liquid), routine measurement can be continued here.  

5.1.3 Submenu Repeat 

Repeats the last worklist. 

5.1.4 Submenu Stat 

Interrupts the regular processing of the list and selects the emergency 
sample at position 43 in the system block. 
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STAT ENTRY

TEST:                 PT

                          INFO

MODE:                MANUAL

CONTINUE:         YES

PID:                            

 
 

 Input of PID: 
Enter the Patient Identification Number (PID) manually or just scan 
it with the barcode scanner. Enter terminates input of the PID. 
Then place the emergency sample in the STAT position. 

 
 Selection of the test: 

With ARROW  one gets to test selection, ARROW  opens the list 
of available tests; then use the navigation keys to select the test and 
return to STAT INPUT with Enter. 
 

 Information on the test: 
Confirming the INFO field with Enter prints out the test setup just as 
in normal measurement.  

 
 Setting the mode: 

If the mode is set to manual, the interrupted worklist must be 
continued manually after the emergency sample has been 
measured. In the Auto mode this is done automatically. 

 
 Activation of emergency measurement: 

Go to the field CONTINUE and confirm with YES. 
The next screen SYSTEM PREPARATION displays the required 
position in the reagent block, the required amount of reagent and 
the number of cuvettes required. 
After checking the reagent position, the measurement procedure 
can be initiated with Enter. 

 

5.1.5 Submenu Overview 

Displays and prints lists according to given sorting criteria. 
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WORKLIST

P01         1000

     PT                       70,1%

     APTT                36,1s

     FIB                      398 mg/dL

P02         1001

     PT                       100,0%

     APTT                33,5s

     FIB                      250 mg/dL

     OPTIONS   >>  KEY  ENTER  
Enter calls up options, ARROW  / ARROW  pages through the options, 
Enter executes the operation: 
 

WORKLIST

P01         1000

     PT                       70,1%

     APTT                36,1s

     FIB                      398 mg/dL

P02         1001

     PT                       100,0%

     APTT                33,5s

     FIB                      250 mg/dL

     OPTIONS   >>  KEY  ENTER

PRINT REPORT
SEND TO HOST
STAT

1000

 
 
The following options can be selected: 
 Prints report 
 Sends to host. Transmit the results from the processed worklist 

to a  PC for further processing. For this function you require the 
optional software package "TECAM" or similar. 

 Displays either the emergency list or the worklist. 
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ACTIVATE SYSTEM

SYSTEM STOP IN

999 TESTS

READ BARCODE

ABORT >> KEY ESC

12:00     1055mL    H0      37.0°C

5.1.6 Submenu Print Option 

 

WORKLIST

 1 NEUE LISTE

 2 FORTSETZEN

 3 WIEDERHOLEN

 4 STAT

 5 UEBERSICHT

 6 DRUCK OPTION

 

2003/01/01     12:00      37.0°C

TEST SETUP:            YES

INFO:                       YES

PRINT DETAIL:         YES

PRINT REPORT:       YES

 
 

Determines what information is to be printed automatically: 
 Test Setup:   YES / NO 

The Test Setups are printed at the beginning 
 Info:  YES / NO 

Information on worklist is printed at the beginning 
 Print details: YES / NO 

Detailed results are printed during the measurements 
 Print report: YES / NO 

A report is printed after the worklist is processed. 
 

5.1.7 Submenu System Activation 

This menu is only visible, if instrument is configurated as closed system 
 
 
 
 

 
 
 

 
 
 
System will stop operating after 999 determinations. 
 Skip message with key ESC. 
 Scan “Test Activation Key” to activate system. 

 
Barcode will be rejected in case of invalid syntax or if barcode was already 
scanned before. 
 

  

 Contact your local distributor, if you require a valid barcode.  
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5.1.8 Submenu Cuvette Activation 

 
This menu is only shown, if instrument is configarated as “Closed to cuvette”.  
Read the barcode, which is provided with the cuvette package.  
 
 
 
 
 
 
 
 
 
 

 

5.1.9 Submenu Reagent Activation 

A test must be activated by barcode , if the instrument is configured as closed 
to specific reagent. The barcode is normally printed on the label of the vial. The 
activation can be done in this separate menu or short before starting the 
worklist. 

 
 

Activate reagent by scanning the barcodes of certain 
reagents. The activation is valid until next system reboot.  

 
Reagent and test name is displayed as well as the test 
protocol (e.g. control plasma at P35 with 50µL and 
R2=Thromboplastin at P25 with 100µL) 

 
Barcodes will be rejected in case of 
 invalid syntax of barcode 
 date expired 
 barcode differs to data stored in the SETUP test 

 

 A new LOT must be first calibrated before it can be used within the 
Worklist. Refer to chapter 5.2  “TEST SETUP”  

 
 

 Activation barcode can be read only one time and is be checked by serialnumber 
of instrument. 

TEST ACTIVATION

PT:   THROMBOPLASTIN

        POS=25

==================

CP=P35    50µL

R2=P25   100µL

12:00     1055mL    H0      37.0°C

CUVETTE ACTIVATION

500 CUVETTES ENABLED

READ BARCODE

    CONTINUE >> KEY ENTER
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5.1.10 Reflex testing 

This feature is always enabled. After worklist run, then instrument will validate 
results and repeat test under following circumstances: 
 
 For clotting tests like PT,aPTT,Factors: If result is “+++”, then test is repeated 

1x with 60s prolonged maximum reading time. 
 For chromogenic tests like AT: If result is “0.000E, then test is repeated 1x. 
 
Repeated results are flagged with “R” 
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5.1.11 Display during measurement 

 

* 
A PT result for sample ID 1000 has already been found in 
measurement channel 1. On channel 2-4 is a measurement 
ongoing.  

 
Progress in the worklist is displayed in %. 100% means the 
worklist has been completely processed. 

 
“HC” indicates that the analyser is linked to HOST. 

 
 
The above screen appears during measurement. 
 

A rotating bar at the right edge of the screen indicates an incubation (e.g. PTT) in 
the next cuvette. 
 
A rotating bar in front of a number indicates an ongoing measurement. The 
number is the current light absorbance in mOD ( milli optical density). A 
pronounced increase in light absorption indicates a coagulation event! 

 

5.1.12 Result warning messages 

Results may also be displayed with various additional warning symbols: 
 *  Result outside calibrated range 
 A  Result outside normal range 
 T  Temperature outside 36 – 38°C range 
 Q  Quality control outside control range 
 C  Result is identified as a quality control 
 E  Reagent is expired 
 F  Low Fibrinogen level found 
 R  Result repeated ( reflex testing)  
 !  Result not trustful and should be repeated.  
 X  Double values deviate by more than 15% 
 K  Measurement skipped, because out of reagent 
 SKP Job was skipped due to missing reagent or plasma 
 XXX No result was found 
 SSS Signal transmission too low.  
 +++ No coagulation determined within measurement time 
 ??? Result based on strange optical signals (e.g. air bubble, peaks) 

  

WORKLIST IN PROCESS

 ID1 :       1000

     PT                                  70,1%

 ID2 :       1001

     PT                                  x178

 ID3 :       1002

     PT                                 x026

 ID4 :       1003

     PT                                  x003

- HC -

PROGRESS

5%
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TASKLIST   18.04.2003 00:34 
 
TEST: PRFL 
SAMPLES: 06 
BARCODE: NO 
DOUBLE: NO 
QC ACTIVE: NO 
 
 
P01 1000           
    PT    16.1 s      70.1 %         
 
P02 1001           
    PT    16.1 s      70.1 %         
 
P03 1002           
    PT    16.1 s      70.1 %         
 
P04 1003           
    PT    16.1 s      70.1 %         
 
P05 1004           
    PT    16.1 s      70.1 %         
. 
. 
. 
. 
. 
P05 1004           
    FIB   8.1 s       398 mg/dl      
 
P06 1005           
    FIB   8.1 s       398 mg/dl      
 

REPORT OF RESULTS 
 
Worklist-ID: 1000 
TIME: 18.04.2003 00:36 

 
 
P01  1000 

PT 70.1%           16.1s 
PTT 36.1s 
FIB 398 mg/dl      8.1s 
 
P02  1001 

PT 70.1%           16.1s 
PTT 36.1s 
FIB 398 mg/dl      8.1s 
 
P03  1002 

PT 70.1%           16.1s 
PTT 36.1s 
FIB 398 mg/dl      8.1s 
 
P04  1003 

PT 70.1%           16.1s 
PTT 36.1s 
FIB 398 mg/dl      8.1s 
 
P05  1004 

PT 70.1%           16.1s 
PTT 36.1s 
FIB 398 mg/dl      8.1s 
 
P06  1005 

PT 70.1%           16.1s 
PTT 36.1s 
FIB 398 mg/dl      8.1s 

5.1.13 Printout of results 

 
Depending on how the print options are set (see chap. 5.1.6, Submenu 
Print Options), the results are automatically printed out as follows. 
Each report can be identified with a unique worklist-id number. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Individual results    Report 

5.1.14 Host communication  

 
The COATRON A4 has a serial bi-directional interface for data 
transmission.The terminal program "TECAM PRO" allows to define jobs 
on the PC surface and send them to the analyser. Once the program 
has started, all results are automatically sent to the HOST, where they 
can be graphically presented, including the coagulation curves, and 
managed in a database. A demo version of TECAM can be downloaded 
from the distributor’s homepage.An active host connection is 
indicated with “H1” in the screen statusbar and with “HC” in the 
measurement screen 
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SETUP F8

 1 TEST AUSWAHL

 2 DATEN EINGABE

 3 NORMALBEREICH

 4 QC-BEREICH

 5 TEST DRUCKEN
12:00     1055mL    H0      37.0°C

 TEST:         F8

  LOT:         123456789

  EXP.:         01/2004

  UNIT:         %

  INCUB.:      180s

  RUNTIME:   180s

  ENTRY:    MANUAL     

5.2 Main menu Test Setup 

 

WORKLIST

 1 CHANGE TEST

 2 SET DATA

 3 NORMAL RANGE

 4 CONTROL RANGE

 5 PRINT TEST

 6 PRINT OVERVIEW

12:00     1055mL    H0      37.0°C  
 
 

5.2.1 Using of reagent barcode  

 
The internal barcode scanner will be activated by entering the submenu 
SET DATA. After every barcode event, the Coatron A4 will enter the LOT 
number and expiry date of the barcode. 
   
  
 
 
 
 
 
 
 

5.2.2  Test Selection 

All of the available tests are listed in a table. Navigation within the table 

is realized with ARROW  / ARROW  / ARROW  / ARROW . Enter 
selects a test and returns to the main menu Test Setup. The selected 
test is displayed in the headline. The following menu items always refer 
to the current test setting. To carry out several tests on each sample, 
select the last item, PRFL (profile). In this case, the next menu item DATA 
INPUT differs from data input in single tests. 

  

CHANGE TEST 
  

  
  

PT DFIB APTT FIB 

AT TT DD HEP 

PC PS F2 F5 

F7 F8 F9 F10 

F11 F12 PLG -APC 

APCR LA-S LA-C PSF 

1=INFO 
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5.2.3 Submenu “Set Data” 

 
SETUP F8

 1 TEST AUSWAHL

 2 DATEN EINGABE

 3 NORMALBEREICH

 4 QC-BEREICH

 5 TEST DRUCKEN
12:00     1055mL    H0      37.0°C

 TEST:         F8

  LOT:         123456789

  EXP.:         01/2004

  UNIT:         %

  INCUB.:      180s

  RUNTIME:   180s

  ENTRY:    MANUAL     

 
 
Single tests: 
After replacing the reagents, the lot number (LOT) and expiry date (EXP.) 

must be re-entered. With ARROW  / ARROW  one selects the value to 
be changed.  
 New lot number (LOT): 

If the LOT number is inverted, ARROW  is used to get to selection 

of individual digits, numbers and letters and ARROW  / ARROW  
are used to page through them; numbers can also be entered 
directly using the numeric keypad.  

 
 Input of expiry date (EXP.): 

With ARROW  / ARROW  the month can be changed, with 

ARROW  the year is changed analogously to the month. 
 

 
 
Expired dates will not be accepted by the COATRON A4 
 

 
 Selection of unit: 

With ARROW  / ARROW  the units are changed in which the 
results are displayed with the exception of the basic unit (which 
depends on the measurement principle). The available units are %, 
INR, Ratio, INR+ and no further unit (-). Calibration curves can only 
be entered when a unit has been selected. See chapter 3.3.2, Units 
on the significance and calculation of the units. 

 Incubation time setting 
Define the delay time before start reagent (R2) is added. 

With ARROW  / ARROW  the incubation time is changed in 30-
second increments from 60 to 450 seconds. 

 Runtime setting 
Define the maximum reading time. 

 Mode of calibration 
Select between Manual = manual input 

Auto = automatical test calibration 
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SET DATA: PT

% s

100 12,1

50 16,2

25 25,7

12,5 36,9

0 0

0 0

R²=0.962

5.2.4 Test Calibration 

 
The analyser gives the operator the option to calibrate a test manually 
or automatically. 
 

 Manual Calibration: 
The operator must prepare the standards and run them like 
normal samples. He must also enter the results manually 
 

 Auto Calibration with dilutions: 
The operator must place the reference plasma into rack postion 
P01 and addionally empty vials in P02 – P06. The analyser will 
prepare all required plasma dilutions, run the standards and 
transfer the results into the calibration curve automatically. 
 

 Auto Calibration with fix standards: 
The operator can place upto 6 plasma standards into rack. The 
analyser will run the standards and transfer the results into the 
calibration curve automatically. 
 

 Manual calibration 
 
The operator must prepare the standards and run them like normal 
samples. He must also enter the results manually 
 

SETUP PT

 1 TEST AUSWAHL

 2 DATEN EINGABE

 3 NORMALBEREICH

 4 QC-BEREICH

 5 TEST DRUCKEN
12:00     1055mL    H0      37.0°C

 TEST:         PT

  LOT:         123456789

  EXP.:         01/2004

  UNIT:         %

  INCUB.:      0s

  RUNTIME:   120s

  ENTRY:    MANUAL     

 
 
 
Select test and unit, set ENTRY to MANUAL and press ENTER.  
 
The calibration curve can be entered or changed now manually. At 
least 2 value pairs are required upto a maximum of 6 value pairs. 
List navigation is with the arrow keys and the values are confirmed 
with Enter. A value pair can be added, deleted or changed at any 
position. Subsequent data saving automatically sorts the calibration 
data. 
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INR Calibration:  
 
The operator can select the unit between 

 INR = Ratio ISI (International Normal Ratio) 

 INR+= INR calculated from a INR/sec reference curve 
 
For UNIT=INR the operator must enter a normal value and the 
reagent ISI value manually. If a PT % calibration is entered, the 
instrument will calculate and display the 100% value. This value can 
be used as normal value if there is no laboratory inhouse normal 
value.  
 

 

Linearity of calibration: 
 
The curve linearity is indicated with the regression factor R². 
 
R² > 0.998 : the curve is linear.Two points are enough.  
R² < 0.950: the curve is inlinear. Use more than 2 points. 
R² < 0.900: change math. model and use more than 5 points. 
Results outside of calibration are not trustful. 

 
 
 

 

Invalid calibration data 
The calibration data are checked for plausibility when they 
are saved. 
 
The following rules must be complied with: 

 At least 2 value pairs must be entered 

 None of the value pairs may be entered double 

 The values must be  0. 

 The expiry date must be valid 
 
An invalid “TEST SETUP” will be indicated with a long beep 
and rejected. 
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 1 TEST AUSWAHL

 2 DATEN EINGABE

 3 NORMALBEREICH

 4 QC-BEREICH

 5 TEST DRUCKEN

 STANDARD VALUE:

                

  STD1:        100 %

  STD2:        0 %

  STD3:        0 %

  STD4:        0 %

  STD5:        0 %

  STD6:        0 %   

 Auto calibration 
 

The COATRON A4 prepares and measures all of the required 
standard dilutions by itself and enters the mean values in the 
calibration curve.  

 

SETUP PT

 1 TEST AUSWAHL

 2 DATEN EINGABE

 3 NORMALBEREICH

 4 QC-BEREICH

 5 TEST DRUCKEN
12:00     1055mL    H0      37.0°C

 TEST:         PT

  LOT:         123456789

  EXP.:         01/2004

  UNIT:         % + INR

  INCUB.:      0s

  RUNTIME:   120s

  ENTRY:      AUTO     

 
 
Select test and unit, set ENTRY to Auto and press ENTER.  
 

 Autocalibration with serial dilutions 
 
The dilutions are always prepared in following way: 

1 2 3 4 5 6 

1:1 1:2 1:4 1:8 1:16 1:96 

 
1. Enter the calibrator target value in the field "STD1," e.g. 

100% for PT calibration, and confirm with Enter. 
2. Enter the calibrator in position 1 of the sample rack. 

 

ANALYSE CURVE

     TEST:             F8

     SAMPLES:       06

     DOUBLE:         YES

     QC-ACTIVE:    NO

12:00     1055mL    H0      37.0°C

    <-   START

 
 

6 standards are measured for factor VIII calibration. Therefore the calibrator 
must be placed in rack position 1and 5 other empty sample test tubes are 
required in rack positions 2-6, in which the COATRON A4 then prepares the 
necessary dilutions.  

 
 

3. Additional empty sample test tubes are required in rack 
positions 2-6. The number of samples corresponds to the 
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number of sample test tubes and depends on the 
particular test. 

4. Select START, check the reagents and numbers of 
cuvettes required in the screen SYSTEM PREPARATION 
and initiate the measurement procedure with Enter. 

 

 Autocalibration with fixed levels 
 

Enter more than one standard value in the fields STD1 – 
STD6. Enter a reference value. Confirm with ENTER. Select 
next standard field with key DOWN or press ENTER again to 
proceed with calibration.  

 
SETUP PT ANALYSE CURVE

 1 TEST AUSWAHL  1 TEST AUSWAHL

 2 DATEN EINGABE  2 DATEN EINGABE      TEST:             PT

 3 NORMALBEREICH  3 NORMALBEREICH     SAMPLES:       03

 4 QC-BEREICH  4 QC-BEREICH      DOUBLE:         YES

 5 TEST DRUCKEN  5 TEST DRUCKEN      QC-ACTIVE:    NO

12:00     1055mL    H0      37.0°C

12:00     1055mL    H0      37.0°C

 TEST:         PT

  LOT:         123456789

  EXP.:         01/2004

  UNIT:         INR+

  INCUB.:      0s

  RUNTIME:   120s

  ENTRY:      AUTO     

 STANDARD VALUE:

                

  STD1:      1.00 INR

  STD2:      2.50 INR    

  STD3:      4.00 INR     

  STD4:      0.00 INR  

  STD5:      0.00 INR  

  STD6:      0.00 INR

    <-   START

 
 

3 fixed standard levels are measured for PT INR calibration. Place INR calibration 
plasma STD1,2,3  into rack position P01,02 and 03.  

 

5.2.5 Submenu Normal Range 

During a routine, a measurement result is flagged "A" (abnormal) if it is 
outside the normal range. If the normal range is min=max=0, the results 
are not checked.  
  
Selection of the upper and lower limits of the normal range for the 

selected tests is with ARROW  / ARROW . If the value is inverted, use 
the numeric keypad to enter the new limit directly.  
Leave the screen with Esc after all of the parameters to be changed have 
been entered. 

In response to the query SAVE DATA? use ARROW  / ARROW   to 
select either YES or NO and confirm with Enter. 

5.2.6 Submenu QC Range 

Indicates the measurement result range expected in a control 
measurement. The range depends on the particular control plasma and 
test. See the reagent sheet for the control range. If the measurement 
result for a control is outside the QC range it will be flagged "Q." If the 
QC range is min=max=0, the results are not checked.  
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5.2.7 Storing of test data 

Press ESC to return to the main menu “TEST SETUP”. If any data was 
changed, the COATRON A4 will ask for confirmation before storing.   
 

 

The test data are checked for plausibility when they are saved. 
 
The following rules must be complied with: 

 The calibration curve must be valid 

 The LOT-Number must be in conformitity with TECO GMBH 

 The expiry date must be valid 
 

 

5.2.8 Submenu Test Printout 

Prints out the selected parameters for this test 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  

SETUP FIB  
 
LOT:  302501299 
EXP:  1/2004 
LAST CHANGE: 03.04.2003 
 
_______________________________ 
 1:    80 mg/dl -   27.0 s  
 2:   120 mg/dl -   18.0 s  
 3:   240 mg/dl -   12.0 s  
 4:   480 mg/dl -    7.0 s  
_______________________________ 
R² = 0,992 
 
 
 
NORMAL RANGE:     0 -     0 mg/dl 
QC RANGE   :     0 -     0 mg/dl 
 
S-CORR: 0% 
T-CORR: 0%  0s 
START: 4s 
INCUB.: 60s 
RUNTIME: 120s 
METHOD: COAG 
CT-MECH: NO 
SENS:     0 
MIX:        0 
CLEAN:   0 
DIL.: 1:10 
 
PAT: VOL= 10uL 
CP : VOL= 10uL  POS=35 
BUF: VOL= 90uL 
R2 : VOL= 50uL  POS=29 

 

 
 
 
- expiry date 
- date of input 
 
 
 
- calibration values 
 
 
 
- Linearity of the calibration curve 
(1.000 for a straight line) 
( R² should be  0.850 – 1.000) 
 
ranges 
 
 
signal correction 
time correction 
deadtime 
incubation time 
max. runtime 
test method 
clottingtime mechanical 
test sensitivity 
reagent mixing 
high cleaning cycle 
plasma dilution 
 
- Sample volume in µl 
- Control plasma, amount and position 
- Buffer, amount and position 
- Start reagent, amount and position 
(here 10 µl sample + 90 Owren’s buffer + 
50 µl fibrinogen reagent) 
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TEST:                              F8

UNIT:                               3

M ETHOD:                     COAG

M ATH:                            logXY

CT-M ECH:                  NO

START:                         15s

POINTS:                         6

SENS:                              1

M IX:                                  0

CLEAN:                           0

VALIDATE:                   YES

S-CORR:                        0%

T-CORR:                        0%

                                           0s

M ULTI                             NO

PAT:                              10uL

                                          P35

BUF:                              40uL

                                          P38

CLR:                               0uL

DP:                                 50uL

                                          P34

R0:                                   0uL

                                          P00

R1:                                   50uL

                                          P31

R2:                                   50uL

                                          P26

5.2.9 Submenu Test Overview 

Prints out the current protocols of all tests. 
 
TEST    PAT BUF CLR DEF R1 R2 

PT   uL 50 0 0 0 0 100

     POS P35 P38 P00 P00 P00 P25

DFIB uL 50 0 0 0 0 100

     POS P35 P38 P00 P00 P00 P25

APTT uL 50 0 0 0 50 50

     POS P35 P38 P00 P00 P31 P26

… … … … … … …

… … … … … … …  
 
example test protocol APTT: 

 add 50µL sample ( the control plasma position is P35) 
 add 50µL aPTT reagent from P31 
 add 50µL CaCl from P26 

 

5.2.10 Setup of test protocol  

This feature allows you to change or adapt new reagents or tests. 
 
The test protocols are protected. They can be activated or modified by 
trained and authorized personel only.  
 

 

 
Important: 
Improper changing can lead to false results. 
Please contact your local authorized distributor/agent, if 
there is a need to change the parameters. 

 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
Screen 1 : test protocols   Screen 2 : test protocols 
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 NAME  4 Charakters for test 
 UNITS  selectable units, decimal code of every bit. 

 ( i.e. units=11-> s,%,INR 

 Bit 0 = always ( sec or E ) 

 Bit 1 = % 

 Bit 2 = U 

 Bit 3 = INR 

 Bit 4 = RATIO 

 Bit 5 = INR+ 

 Bit 6 = INR+% 

 Bit 7 = - 

 Bit 8 = mg/dL 

 Bit 9 = g/L 

 Bit 10 = IE/mL 

 Bit 11 = mg/L 

 Bit 12 = ug/mL 

 Bit 13 = ng/mL 

 Bit 14 = ug/L 

 Bit 15 = IU/mL 
 METHODE COAG,FIB,CHROM,IMMUN 
 MATH  XY-calibration relationship (lin,1/X,logY,logXY) 
 CT-MECH Clotting Time Mechanical. Define clot point at 50% of endpoint  

 YES: Clot at 50% signal 

 NO: Clot at turnpoint of reaction ( default ) 
 START  Time when measurements start (deadtime) 
 POINTS  data points for auto calibration 
 SENS  sensitivity of clotting test (Max=3 -> very sensitive) 
 MIX  After adding of start reagent the robot will mix in the cuvette 
 CLEAN   needle will be flushed with double Rinse solution 
 VALIDATE reagent must will be validated by barcode (eg. lot, expiry ). 
 S-CORR  signal correction ( eg. Caculate FIB signal 10% higher ) 
 T-CORR % time correction ( eg. Calculate PT 10% shorter ) 
 T-CORR s time correction ( eg. Calculate PT 2s shorter ) 
 Multi  allow sample multi dispensing to increase throughput.  
 Vol Pat  Volume of patient in µL 
 Pos CP  Position of Control plasma 
 Vol Buffer Volume of buffer  
 Pos Buffer Position of buffer 
 Vol Clr  Clear Volume 
 Vol DP  Volume of deficient plasma in µL 
 Pos DP  Position of deficient plasma 
 Vol R0  Volume of reagent 0 
 Pos R0  Position of reagent 0 
 Vol R1  Volume of reagent 1 
 Pos R1  Position of reagent 1 
 Vol R2  Volume of reagent 2 = Start reagent 
 Pos R2  Position of reagent 2 

 
Set volume and position to “0” if not required 
Set volume and position to “0” if not required 
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Regard the impression of dispensor: 
- Below 4µL:      >15% 
- At 5µL:                5% 
- Above 10 µL:    <1% 

 
 

 

Concern the clear volume: 
 

A minimum of 75µL must be left in the cuvette. Example instrument 
pipet 5µL sample and 195µL buffer into cuvette. Then a maximum of 
125 µL plasmadilution can be cleared. 
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5.3 Main menu System Setup 

System Setup is used to for basic device settings that are normally only rarely changed. 

 

General operation: 
ARROW /  left column  Change item 

 

ARROW   change to right column 
 

ARROW /  right column: Change value 
 

Enter to confirm the value.  
 

ESC exit menu 
 
 
 

5.3.1 Language  

Select between:English - Italian - Spanish - German 

5.3.2 Date  

The date format is changed in change mode with ARROW  / ARROW : 
 European date format (DD.MM.YYYY) 
 American date format (YYYY/MM/DD) 

 
Use Enter to get into change mode for day, month and year, use ARROW 

 / ARROW  to change the date elements (day, month, year). 
 

5.3.3 Time 

Use Enter to get into change mode for hours, minutes and seconds, use 

ARROW  / ARROW  to change the time elements (hours, minutes and 
seconds). 

5.3.4 Signal 

Switches the acoustic signal on or off. 
Possible settings: 
 Signal on 
 Signal off 

5.3.5 Contrast 

Changes screen image contrast. 
Continuous settings from 214 to 255; the result can be checked on the 
screen without delay. 

SYSTEM SETUP

LANGUAGE:      ENGLISH

DATE:              2003/01/01

TIME:              14:59:05

SIGNAL:           ON

CONTRAST:     225

MIXER:            200

SIMULATOR:    0

LANGUAGE:
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5.3.6 Mixer 

Changes the magnetic stirrer speed at position 25 in the reagent block. 
Continuous settings from 0 to 255, standard setting 200. 

5.3.7 Simulator 

Facilitates simulation of measurement operation without moving the 
pipetting arm. 
 Simulator = 0:  

Normal operation; simulator is not active 
 Simulator = 1: 

Maintenance operation; commands issued to the XYZ robot are 
not executed. System functions as usual otherwise. This mode is 
very helpful for maintenance work or while familiarizing oneself 
with the system. 

 Simulator = 2: 
Demonstration operation; remove the syringe from the pump. Fill 
all required test and plasma positions with water-filled vessels. 
Cuvettes are not required. Now start a worklist. This mode is 
intended for system demonstration. 
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5.4 Main Menu SERVICE 

 
 

SERVICE

1   PRINT REPORT

2   ADJUST XYZ

3   ADJUST TEMPERATURE

4   CHECK OPTIC

5   CHECK ROBOTICS

6   MOVE CUVETTES

7   CLEAN NEEDLE

8   REPLACE RINSE TANK

9   REPLACE NEEDLE

10 REPLACE SYRINGE

11 ADJUST MOTOR

12 CAP PIERCING  
 
 
 

ARROW /   the desired menu item is selected 
Enter     initiates the operation directly.  
1-9     select item directly 
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5.4.1 System report 

Printout of important system data 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

SYSTEM - REPORT 
 
 
DATE: 2010/25/10  13:59 
 
SYSTEM: COATRON A4  
SERIAL NO.: 1234567 
SOFTWARE: 01.06.01 
 
OPTIC 1:   80 30005 (162) 
OPTIC 2:   62 29984 (169) 
OPTIC 3:   85 29766 (153) 
OPTIC 4:   50 29793 (155) 
 
TEMPERATURE CV:39.2 °C (39.0) 
        34968   (34970) 
 
TEMPERATURE PT:37.1 °C (37.0) 
        34395   (34398 
 
CONTRAST: 225  
MIXER: 200  
 
-----------WASH REAG CUV PAT 
OFFSET X: 1 -2 0 0 
OFFSET Y: 3 1 0 -5 
OFFSET Z: 0 13 0 850 
OFFSET M:  4 
OFFSET P:   0 
 
RINSE INSTALLED: 108 ml 
NEEDLE TIMER: 2300 
SYRINGE TIMER: 32023 
STOP-STOP IN: 905 TESTS 
SERVICE IN 58001 TESTS 
 
PT COUNTER: 10000 
PTT COUNTER: 10000 
FIB COUNTER:5000 
TT COUNTER: 1000 
DD COUNTER: 1000 
ANALYSIS COUNTER: 27000 
 
---- SYSTEM STATUS --- 
SYSTEM = OPEN 
SERVICE = CLOSE 
REAGENT = OPEN 

 

 

 

 

 

 

 

 

 

 

OPTICS :  80   30005  (162) 

   80  = Digital value when LED is off 

   30005 = Digital value when LED is on 

   162 = Amplification factor  

 

Temperature cuvette:current celsisus  (target) 

     Current digits     (target) 

 

Temperature reagent PT:current celsisus  (target) 

          Current digits     (target) 

 

Display contrast 

Reagent mixing speed 

 

Needle Position for Wash , Reagent,Cuvette & Patient 

   X-Offset = left/right 

   Y-Offset = forward/backward 

   Z-Offset = up/down 

Motor Adjustment:  Offset=4 

CAP PIERCING height 

 

Remaining system liquid 

Age of needle: number of performed tests 

Age of syringe: number of up/down cycles 

Remaining determination before system stop operation. 

 

 

Number of carried out tests for counted PT,PTT,FIB or 

all tests 

 

 

 

 

 

 

System do not require a barcode to run tests 

System requires a barcode to reset service interval 

System do not require a barcode before use of reagent 
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5.4.2 Adjust XYZ  

 
Key 4/6 move needle left/right (X-offset) 
Key 2/8  move needle backward/forward (Y-offset) 

ARROW /  move needle up/down ( Z-offset)  
ENTER  goto next position 
ESC   exit adjustment 

 
Ensure yourself, that the needle is straight and correct mounted 115mm in 
length. Place an empty reagent container to position P27, two empty 
cuvettes in the tower,an empty plasma tube  to position P01 and an 
unused Sarstedt Monovette® or BD Vacutainer® in position P02. ( only if 
CAP PIERCING option is required) 

 
Five position must be adjusted 

 Wash postion 

 Reagent position 

 Cuvette position 

 Patient position 

 Cap piercing height 

 
 

1. First the needle will go to wash position. Center the needle exaktly. 
The needle tip must be at same level with top of wash position. Press 
“ENTER” to come to next postion or press “ESC” to quit. 

 
2. Second the needle will go to P27 position. Center the needle.The 

needle tip should be short before touching the vial buttom. Lift vial 
to determine the distance. Press “ENTER” to come to next postionen 
or press “ESC” to quit. 

 
3. Third the needle will go to cuvette position. Center the needle and 

afterwards lower the needle until it is short before touching the 
cuvette. Lift the cuvette to determine the distance. Press “ENTER” to 
come to next postionen or press “ESC” to quit. 

optimum wash optimum reagent optimum patient optimum piercing
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4. Forth the needle will go to P01 position. Center the needle.The 

needle tip should be short before touching the vial buttom. Lift vial 
to determine the distance. Press “ENTER” to come to next postionen 
or press “ESC” to quit. 

 
5. Fifth the needle will go to P02 position. Center the needle.The 

needle tip should be short before touching the cap membrane. Press 
“ENTER” to test cap piercing or press “ESC” to quit. 

 

 skip cap piercing  if not required. The value P-OFFSET must be 0 
to deactivate cap piercing. 

 
 

 

 
Important: 
To avoid needle crash the z-offset is set to default, before the 
needle drives to this  position. So even if you didn’t change 
the offset, the z-position must be re-adjusted anytime 

 

5.4.3 Check Temperature 

 

 
Temperature CV  Temperature around measurement cuvette.  
Temperature PT Temperature at reagent position PT ( P25 ) 
(xx)   Target temperature in degrees Celsius 
xx,x   Current temperature 

 
Setting the temperature: 
 

With ARROW  /  the current temperature is changed in 0.1°C 
increments. Enter selects the temperature ESC returns to the service 
menu. 
 
1. Place an empty cuvette in the measuring cell and fill 300 µl water 

into all of the 4 measurement positions. Place a standard 
commercial fever thermometer in one of the cuvette wells. Make 
sure the cuvette is standing upright. 
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2. Place also an empty reagent container in position "PT" (P25) and fill  
with 6 - 7 ml water. Place a standard commercial digital fever 
thermometer in the water. 

3. On the keyboard the green Temp. LED should light up.  
4. Wait for at least 15 minutes. Now read off the temperature on the 

Thermometer. 
5. In the cuvette position the temperature should be in the range of +-

0.5°C from target value. Temperature can be increased or decrease 

by pressing ARROW  /  .  
6. Adjust temperature so often until the temperature shown on 

display matches the temperature in the cuvette or PT position. 
7. For“PT” also the target temperature can be adjusted. Lower storage 

temperature of reagents will significantly increase stability, while 
results will be nearly unchanged.  

 

 Please ask local distributor about change of  reagent target temperature. 

 

5.4.4  Check Optics 

Remove the cuvette in the measurement optics. 
 

CHECK OPTIK

      OFF     ON          AMP

1=  78      29851      185

2=  105    29624      192

3=  56      29799      171

4=  78      29851      185

T1=34302

T2=34429

CV-STATUS:  0

SHIELD:  0

TEMPERATURE  CV
(39)  39,2°C

TEMPERATURE  PT
(37)  37,0°C

 
 

X=  Measurement channel 1-4 
OFF  Digital value when LED is off. Target range <500 
ON  Digital value when LED is on. Target range 28000 - 32000 
AMP  Signal amplification, Target range 150 - 300 
T1  Digital value temperature CV,  Target range 33000 - 36000 
T2  Digital value temperature PT,  Target range 33500 – 36000 
CV-STAT 0=no cuvette 1=if cuvette is detected. 
Shield 0=closed  1 = open 

 

 Please contact customer service if the values deviated from the target 
values. 
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5.4.5 Check Robot 

To check, if XYZ, pump and level sensor is working. Press ESC to abort 
this test. It is used for service and quality issues. Remove all vials and 
tubes before continue. Print “FALSE LEVEL” indicates that level detector 
stops false in air. In this case the insulation block must be replaced. 

5.4.6 Move Cuvettes 

Turns cuvette rotor for transport of cuvettes until Enter is pressed. It is 
used to empty the cuvette tower. 

5.4.7 Clean Needle 

Carries out an intensive needle cleaning cycle. It is used after needle is 
complete and partial clogged during measurement. 

5.4.8 Replace Rinse tank 

Barcode activation is only shown if instrument is closed to Rinse solution. 
Read the barcode, which is provided with the cuvette package.  

 
 
 
 
 
 
 
 
 
 

The current numbers of remaining Rinse tanks and installed volume 
of Rinse solution is displayed. 
1. Remove the  waste tank r and dispose it according to regulations for 

infectious material 

2. Replace the empty rinsing tank with a full one. Ensure that the tube is 

insert completely into the tank. 

3. Use the empty Rinse tank as new waste tank ! 

4. Run menu “SERVICE\REPLACE RINSE TANK”to reset the Rinse counter 

5. If zero tanks are enabled, scan the barcode of the certificate, which is 

included to each new box of Rinse tanks. 

 

 Make sure a full tank is really installed, since otherwise the COATRON A4 
will calculate the consumption incorrectly. 

 

 

The full liquid waste tank may contain infectious substances and must be 
handled and disposed of as infectious waste. Always wear gloves for 
infection protection when replacing the liquid waste tank! After this 
procedure, disinfect your hands with a hand disinfectant, e.g. Sterilium®. 

 

RINSE TANK ACTIVATION

1 RINSE TANK ENABLED

( VOL = 120mL)

READ BARCODE

    CONTINUE >> KEY ENTER
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5.4.9 Replace Needle 

Resets the operating time counter of the pipetting needle to zero. This 
operation must be carried out when the needle is replaced. 

 
1. Switch off instrument 

2. Drive needle manually into wash position and open the tube fitting 

on valve. 

3. Wait until needle is complete empty from Rinse solution. Clean and 

dry needle outside, to avoid any liquid contamination with the 

insulation block. 

4. Loosen the screw ( see figure below)and remove the needle 

5. Insert new needle until 115mm is visible and tighten the screw 

6. Screw thetube  fittings to the left valve channel  and tighten  only by 

finger 

7. Switch on instrument and  and run menu “SERVICE\REPLACE 

NEEDLE” 

 

 
 

Figure 10: Replace Needle 

 

 Any liquid contamination of the insulation block with the needle may malfunction 
the level sensoring. 

 

 

The used pipetting needle may contain infectious substances and must be 
handled and disposed of as infectious waste. 
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5.4.10 Replace Syringe 

Resets the operating time counter of the syringe to zero. This operation 
must be carried out when the COATRON A4 is when the syringe is 
replaced. 

1. Switch off instrument 

2. Lower the plunger drive manually by pushing down on the carriage 

assembly until it reaches the bottom of travel. 

3. Now open the syringe and remove it.  

4. Insert the new syringe and tighten just with your fingers 

5. Switch on instrument and  and run menu “SERVICE\REPLACE 

SYRINGE” 

 

 

Figure 11: Installation of syringe 

 

5.4.11 Adjust Motor 

Changes the assignment of the cuvette to the measuring position. The 
cuvette must be positioned exactly centered to the optic, to ensure 
accurate results. Fill some water into a container and color the water 
with a green lightning pen. Remove all cuvettes onboard. Add 150µL 
green colored water into every cuvette position and place it into 
position prewarm. Run menu “ADJUST MOTOR”. The system moves now 
cuvette into optics. If the light beams are not centered, change the 
offset value, move cuvette back  and repeat the procedure until correct 
adjustment of the cuvette position. The factory default value is „4“ . An 
increase of the offset will shift the cuvette to the left. 
 

 

 
Important: 

  False adjustment will reduce the measuring precision.  
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optimum piercing

5.4.12 Cap Piercing  

 
 
Fill a Sarstedt Monovette® or BD Vacutainer® or a simular system with 
2mL water. Close the cap and place it into rack position P02. 
Lower the needle until it is just before touching the cap. Then center the 
needle to the cap. 
 
 
 
 

 use keys 4/6 or 2/8 or Up/Down to move needle 
 confirm with Enter  to check cap piercing  
 confirm with ESC  to exit adjustment  

 
 
 
 
 
 
 

 

 
 
Cap piercing function is deactivated , if height P-Offset is set to 0 
 

 
 
Activated cap piercing function allows to operate with open or closed 
tubes. The throuphput gets a little lower. 
 

 
 

 

Warning! 

The system may damaged, if no needle protection is mounted. 
 
Cap piercing requires also a special needle, which is designed for it. Asked 
your local distributor for further information.  
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5.5 Main menu PIPET STATION 

Menu to reconstitute reagent and controls 
 
 
 
 
 
 
 
 
 
 

 
Fill enough diluent into container and place it to position P26. Open reagent vial 
and place it to position P25. Change volume with keys UP/DOWN and press 
ENTER to dispense diluent into reagent vial. Press ENTER again if more diluent is 
required. The total volume will be updated with each pipeting step. Press ESC to 
reset total counter and perss ESC again to exit menu. 

 

PIPET STATION

    IN:                    P26

    OUT:                 P25

    TOTAL:              0 ul

    VOL (uL):           1000

    PIPET >> KEY ENTER

    ABORT >> KEY ESC
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6. Replacement of consumables 

6.1 Disposal  

 
 

 

Warning! 

The full liquid waste tank and used cuvette may contain infectious 
substances and must be handled and disposed of as infectious waste.Always 
wear gloves for infection protection when replacing the liquid waste tank! 
After this procedure, disinfect your hands with a hand disinfectant, e.g. 
Sterilium®. 
 
 
 

6.2 Refill cuvettes 

 

 Cuvette trays are disposable articles, reuse is not permissible for 
reasons related to hygiene and measurement technology! 

 

 

Figure 12: Refill cuvettes 

1. Remove a row of cuvettes from 
the package 
 

2. Hold the row by the tape and 
insert the cuvettes as shown, from 
above and with the guide groove 
to the rear, into the cuvette 
tower. 
 

3. Pull the tape off the cuvettes 
 

 

 

6.3 Replace Rinse tank 

Follow instruction from chapter 5.4.8 
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6.4 Replenishing the printer paper 

 

 

Figure 13: Printer cover 

 

Figure 14: Replenishing the printer paper 

1. Open the printer cover as shown at the back of the housing. 
2. Remove the printer shaft from the mount (3). 
3. Pull the empty printer paper roll off the printer shaft 
4. Insert the printer shaft 2) through the new printing paper roll (1) and place 

the printer shaft on the mounts as shown (3), so that the paper is pulled 
into the rubber roller (5) from below. 

5. Move the arresting lever (6) in the direction of the back wall of the housing 
to release it. 

6. As shown, insert the printer paper under the rubber roller and turn the 
transport wheel (7) to the left until the printer paper sticks out of the gap 
between the rubber roller and the metal cover (6) by about 5 cm. 

7. Secure the arresting lever 6) by moving it towards the front of the housing. 
8. Hold the printer paper towards the front of the housing and close the 

cover. 
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7. Cleaning and maintenance 

Maintenance must be performed on a regular basis in order to maintain accuracy and 
precision. The schedule below outlines the proper intervals to check or replace 
components of the instrument. 
 

7.1 General cleaning information 

 Use detergent and water and 10% diluted bleach or commercial 

decontaminant for daily cleaning 

 Use 30% diluted bleach and commercial disinfectant ( e.g. Bacillol®AF) for 

weekly decontamination  

 Clean with a lint free cotton cloth or stick 

 Never pure any liquid into optic or working area 

 Keep the device free of dust and moisture. 

 If the device is soiled with liquids, remove the soiling with an absorbent cloth. 

 If a liquid has accidentally been spilt or pipetted into a measurement channel, 

remove it immediately with a pipette and clean the measurement channel 

with a lint-free cloth. Check the function of the optics in the menu SERVICE 

 

 

Regard all surfaces and materials which might be in contact with 
plasma or other biological liquid as potentially contaminated with 
infectious material. 

 
 

 
Avoid any direct contact with decontaminants or disinfections.  

 

7.2 Cleaning 

 Use detergent and water and 10% diluted bleach or commercial decontaminant 

 Clean and wipe up all spills around the working area or needle pump system 

with detergent and water. 

 

7.3 Decontamination 

 Use 30% diluted bleach and commercial disinfectant (e.g. Bacillol®AF) 

 Decontaminate working area, needle area, patient racks, keyboard, LCD 

screen, front casings, printer and waste drawers 

 

7.4 Daily activities 

 Clean and wipe up all spills around the working area or needle pump system 
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with a 10% diluted bleach. 

 Inspect level of Rinse and waste container 

 Empty cuvette drawer and fill tower 

 Inspect tube system for any leaks and correct immediately 
 

7.5 Weekly activities 

 Decontaminate system with bleach and ethanol as described above 
 

7.6 Yearly activities 

 Clean and decontaminate equipment 

 A yearly service check according to TECO test specification QMV-07-10 must 
be carried out by the authorized and qualified technician 

  
 

7.7 Regular Replacements 

Every 100.000 tests following parts must be replaced 
1. Replace needle 
2. Replace syringe seal 
3. Replace tubing 
4. Replace insulation block 
5. Replace cleaning position 
6. After 5 year replace battery of the mainboard (Li-Mn CR 2430) 

 

7.8 Reset Service Interval 

 After 100.000 tests the message “SERVICE” will be shown. The reset of the 

service interval  is protected by barcode. Contact local distributor for more 

information. 
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7.9 Error messages  

 
Error message Possible cause Action 

Service Service interval is expired 
after 100.000 tests 

Service instrument and reset 
interval with barcode 
certificate. 

Replace Rinse tank Rinsing solution tank empty Replace rinsing solution tank 
(chap. 6.1) 

Error pump Needle clogged Check needle and tube system 

Error robot 
(system error 2-28) 

No connection to pipetting 
arm 

Consult the customer service of 
your dealer 

Needle crash Reboot the system 

Activate System System interval is expired Scan barcode “Test Activation 
Key” 

Activate Reagent Reagent mut be validated Refill cuvettes (chap. 6.3) 

Adjust XYZ Replacement of needle XYZ adjustment of pipetting 
arm (chap. 5.4.2) 

Adjust Motor Replacement of main-board or 
software update 

adjustment of cuvette (chap. 
5.4.11) 

No liquid No liquid in current position of 
pipetting needle 

Refill liquid at current needle 
position. 

Z-offset false XYZ adjustment of pipetting 
arm (chap. 5.4.2) 

Check printer No printer paper Replenish printer paper (chap. 
6.7) 

Arresting lever in offline 
position 

Change arresting lever position 
(chap. 6.7) 

No printer connected  Consult customer service  

Check temperature Temperature in system block 
too high or too low 

Check temperature and adjust 
(chap. 5.4.2) 

Clean needle Pipetting needle was replaced Carry out needle cleaning cycle 
(chap. 5.4.7) 

Check waste Every 80 cuvette or every new 
Rinse tank the instrument do 
a reminder to check also the 
waste. 

Check cuvette waste drawer 
and also Rinse waste tank.  
 
Then just confirm message. 
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8. Elimination of malfunctions 

 

8.1 Device malfunctions 

 
Malfunction / Error Possible cause Measures 

No print on printout Paper installed in wrong 
position 

Turn paper roll around 
(chap. 6.7) 

Needle does not pipette Tube system leaky Replace the tube system 

Needle clogged Place the needle in 
COATRON A4 Cleaner for 30 
min, then run the wash 
cycle. 

Poor reproducibility 
 

Needle-tube system Replace the needle, tube 
system and syringe. 
 

Motor is not adjusted Check the adjustment of the 
cuvette to the optic 
(chap. 5.4.11)  
 

Cuvette assumes false position Wrong cuvette Use only original COATRON 
A4 cuvettes 

Motor is not adjusted 
 

Check the adjustment of the 
cuvette to the optic 
(chap. 5.4.11)  
 

Defective cuvette motor or 
microswitch for cuvette 
recognition 

Consult customer service of 
your dealer 

Optics not within target value 
range 
 

Cuvette is in measurement 
position during optics check 

Remove the cuvette and 
repeat the optics check 

Soiling or liquid in 
measurement channel 

Optics must be cleaned. 
Consult customer service 

LED does not light up. Customer service will replace 
optics 
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8.2 Measurement malfunctions 

 
Malfunction / Error Possible cause Measures 

Control measurements do not 
supply expected results  

False calibration data Consult customer service of 
your dealer 

Motor is not adjusted 
 

Check the adjustment of the 
cuvette to the optic 
(chap. 5.4.11)  
 

False measurement results Reagent Check TEST SETUP 

Temperature Check temperature (chap. 
5.4.3 ) 

Optics Check optics (chap. 5.4.4.) 

Motor is not adjusted 
 

Check the adjustment of the 
cuvette to the optic 
(chap. 5.4.11)  

Results flagged "*" Result outside calibration 
range 

 

Flagged "A" Result outside normal range  

Flagged "T" Temperature outside 36 – 38°C 
range 

 

Flagged "E" Reagent is expired  

Flagged "Q" Quality control outside control 
range 

 

Flagged "S" Enviremont light too bright ( 
low >750digits) 

 
Avoid direct sunlight or 
other UV sources 

Flagged "F" 
(only test PT) 

Low fibrinogen.   
Run test FIB to confirm. 

Flagged "R" Result repeated. Max. Runtime 
too short or problems with 
level sensor  

 
 

Flagged "!" 
(only test DD) 

Result not trustful.  
Dilute sample and repeat. 

Flagged "X" Double values deviate by more 
than 15% 

 

Flagged "+++" No coagulation seen with 
measurement time 

 

Flagged "???" Coagulation time 
indeterminate; course of 
reaction does not correspond 
to the criteria of the evaluation 
algorithm (e.g. turbidity due to 
air bubbles or coagulation 
begins before dead time) 

 

Flagged "SSS" Low signal. Light transmission 
is not enough. 

 Check optics (chap. 5.4.4 ) 

Flagged "K" Sample, Test is skipped 
because out of reagent. 
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8.3 Packing the COATRON A4 for shipment 

 
If the COATRON A4 is to be shipped, e.g. to the Technical Service, please include 
the following information in an accompanying letter: 

 Complete address of owner. 

 Name of dealer from whom the Analyzer was purchased. 

 Exact designation of the Analyzer and serial number (on type plate). 

 A useful description of the reason why the equipment is being sent in 
(error / malfunction description).  

 
You should use the original packaging material to avoid transport damage. If the 
original packaging is no longer available, contact your dealer. 

 
Preparation of the Analyzer for transport: 

1.   Remove the power cord from the socket and from the Analyzer. 
2. Immobilize all moving parts such as sample racks printer shaft, etc. with 

tape. 
3. Remove the needles place them in the drawer for the waste tank. 

4. Fix the robot in the resting position (seen from the frontright, rear) 
with tape or cable binders to the protective bar. 

5. Push the Analyzer to the edge of the table; then two persons must lift it 
by the short sides. 

6. Life the Analyzer carefully into the packaging. 
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9. Appendix 

9.1 Interface to LIS 

 
The instrument support two serial RS232 ports to connect with  laboratory information 
system (LIS) . 
 

 
 

9.1.1 Bidirectional communication with TECAM software 

 
TECAM software is a perfect and user friendly tool to combine laboratory data 
management, quality control and research purpose in one. The worklist 
management allows defining orders much faster and flexible then on the 
instrument itself. Powerful filter functions will help to create any report. Levey-
Jennings graph and Westgard analysis are used for quality control monitoring. An 
ASTM interface is included, which allows to link with the laboratory information 
system (LIMS) over LAN network or RS232. The TECAM database can be saved 
central on a server and accessed simultanousely. This will allow to unify different 
Coatron analyser into one database. 

 
Interface:  115200 Baud , no parity , 8 bit . 1 stop bit 
 
Instrument port: location “19” – see picture above 
 
Cable: 2x Female Sub D9, crosslink. Pin 2 to 3 ; Pin 3 to 2 and Pin 5 to 5. All 

other wires should be disconnected 
 

 
  

 Contact your local distributor for further information about TECAM 
software. 
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9.1.2 Unidirectional communication 

 
Interface:  115200 Baud , no parity , 8 bit . 1 stop bit 
Instrument port:  location “20” – see page 7 
Cable: 2x Female Sub D9, crosslink. Pin 2 to 3 ; Pin 3 to 2 and Pin 5 to 5. All 

other wires should be disconnected 
Handshake:  No 
Establishing: Not required. The instrument sends results information automatically  
 
Protocol & syntax: TECAM V5.30 

 
STX start of transmission asc(2) ETX end of transmission asc(3) 
TAB vertical  tabulator  asc(9) LF line feed   asc(10) 
CR carriage return  asc(13) 

 
STX+TYPE | RID | STYP| SN | Kanal | Position | PID | LOT | Test-ID | Test-Name | Date | Time | 
status |  result1 | scale1 | flag | result2 | scale2 | result3 | scale3 |progress|worklist-id|ETX 
 
All fields are separated with vertical tabulator. No TAB is placed after STX or ETX !  
 
STX:  Start of Transmission  
Type:  Always “R” = Result Record 
RID:  Record ID. Unique record number 
SID:  Anaylser ID . Here always “1800” 
SN:  Serial number of the analyzer 
Channel: optic channel 1-4. Here always “0”. 
Position : Rack position of the sample tube ( 1 – 24 ). Here always “0”. 
PID:  Patient ID ( max 13 characters ) 
LOT:  Lotnumber of the Reagent 
TEST-ID : ID Number of the Test ( for ex. Test PT = 0 -> look at analyser’s manual) 
TEST-Name: Name of the test, for example  „PT“ 
Date:  Date of result. Always in format “yyyy/mm/dd”. 
Date Time: Timee of result. Always in format “hh:mm:ss“ 
Status:  Status of measuring „T“ = temperature error , „Q“ = Quality Control out of range, 

„%“ = big difference by double-measuring ; „A“ = abnormal ; “C” = Control 
plasma; example: „TAQ%“ is possible 

Result1:  Result of the standard scale ( mostly sec );always in format „12.5“ ; 
Scale1:  Scale of result1 ;ie. „s“ for second 
Flag:  Information about the result2;  

„>“ „<“ Value smaller, bigger than ... 
„*“ result out of calibration 
„+“  no clotting detected 
„-“   clotting before dead time 

Result2: Result in the second scale ; f ex:  in % : „100“ 
Scale2:  Scale of Result2 , ie. „%“ 
Result3: Result in the third scale ; ie. INR : „1.23“ 
Scale3:  Scale of Result3 , ie. „INR“ 
Progress: Progress of worklist. 0% = Start,   100%=End 
Worklist-ID Unique ID-number of current worklist 
ETX:  End of Transmission 
CRLF:  Carriage Return , LineFeed 
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9.2 Technical data 

 
 
Analyzer 
Measurement system 4 independent measurement channels 

wavelength of LED 400 nm 
Measurement timer Max. 600 s, error < 0.1 s 
Cuvette 4 channel cuvette for optical detection 

capacity: 150 – 1000 µl 
Calibration Automatic calibration or manual input 

of up to a max. of 6 calibration curve 
points for each test method 

Positions 4 reagent positions at 36.5 – 37.5 °C 
2 reagent positions at RT (~25°C) 
6 reagent positions at 12.0 – 16.0°C 
3 park positions, preheating ( 33-38°C) 
2x12 sampe primary tubes 
1  emergency STAT positions 

Reaction volumes Minimum total volume is 150 µl 
Approvals CE 

 
XYZ Robotics 
Movement X = 383mm, 1714 steps, v = 894mm/s 

Y = 150mm, 1054 steps, v = 569mm/s 
Z = 167mm, 3400 steps, v = 181mm/s 

Level Sensor Yes , capacity change detection with 
Aldium sensor 

Neddle -Capacity for 4880 µL  
-Inner hydrophob cermamic coating 
-Livetime for 50000 determination 

pump 1000 µl syringe with 1000 step 
resolution 
Lifetime of syringe is 250.000 cycles 

imprecision 15% at 3µL 
5%   at 5µL 
1%   > 10µl 
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Barcode scanner  

 
 

Laserclass 2 – EN60825-1:2007 
 
max. power = 1.7 mW 
pulse period = 420 µs 
wavelength = 655 nm 
 

Accepted codec Code 39, Codabar, Interleaved 2 of 5, 
Code 128 , EAN 128 and Code 93 

 
Power supply 
Power input 85 – 264 VAC , Class-1 socket 

at 45 – 60 Hz 
Power consumption Max. 250 VA 
Approvals EN 60950-1 

UL 60950-1 
IEC 60950-1 
CSA 22.2 No. 60950-1 
 

 
Dimensions 
Size (W x D x H)  650 x 102 x 630 mm 
Weight approx. 55 kg (incl. packaging) 
  
Size (W X D x H) on palette 650 x 1065 x 765 mm  
Weight (with palette) approx. 62 kg  

 
Ambient conditions 
Operating Temperature 15 – 30 °C, no direct sunlight 
Storage and transport temperature -20 to 60 °C 
Humidity Max. <70% rel. humidity, not 

condensing 
Elevation above NN sea level 0 – 3,000 m 
Impact resistance according to IEC/EN 61010-1, 8.2.2 

 
Noise output 
Operating noise  max. 65 dBA 

 
Graphic user interface / software 
Interface RS 232 (serial interface) for commu-

nication with PC for software updates, 
service functions, PC evaluation 

LCD display 128 x 128 items, 70 x 70 mm 
backlit, adjustable contrast 

Language German,English,Italian,Spanish 
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Specimen Collection 
analyte Fresh or frozen human plasma; 

Use within 4 hours 
centrifugation 1500g x 10-15 min  
anticoagulant 
 

Sodium citrate 3.2% (0.105M) 
 
Mix 1 part citrate with 9 part venous 
blood 

max. bilirubin concentration 25 mg/dL 
max. hemoglobin concentration 1000 mg/L 
max. triglyceride concentration 25 g/L 

 
 

Typical performance data at system speed = high 
Test CV. Range Throughput  
PT <3% 0-30INR 108/h 
APTT <3% 15 – 420s  59/h 
FIB <7% 50-999mg/dL  65/h 

 
 

 Contact local distributor or manufacturer for detailed performance data 
(throuput, consumption, precision and accuracy. 
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9.3 Declaration of Conformity 
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9.4 Disposal and recycling 

Please comply with the following points when disposing of the COATRON A4: 

 The housing is made of polystyrene. 

 The mechanical parts are mainly aluminium. 

 Electronic parts must be disposed of in accordance with currently valid 
regulations for their disposal. 

 

 

 

Important! 
You must disinfect the COATRON A4 prior to disposal to prevent cases of 
infection at the disposal company! 
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9.5 Barcode Guideline 

 

 

 
 

 
Specification of label: 

- Label length:  50 – 70 mm 

- Label height:  20 -  30 mm 

- Barcode length:  40 – 60 mm 

- Barcode height:  10 -  20 mm 

- Quiet zone:  >5mm 

- Resolution/module: 8 -20mils ( 0.2 – 0.5mm) 

- Ratio:   min. 1:2,5 to 1:3 (two dimensional codes) 

- Quality   Level A or B according to ANSI X3.192 -1990 

 

 

Accepted codes: 

- Code 128   3 – 13 characters , use checksum without show 

- EAN  128   3 – 13 characters, use checksum without show 

- Code 39   4 – 13 characters, no checksum 

- Code 93   4 – 13 characters, no checksum 

- 2/5 interleaved  8 - 12 characters, no checksum 
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Centrifugation ....................................................................... 86 

Clean ..................................................................................... 40 
Rinse Tank ............................................................................ 69 

CLEANING .......................................................................... 76 
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Clotting ................................................................................. 27 
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Contrast................................................................................. 62 
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CUV...................................................................................... 40 
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Cuvette rotor ......................................................................... 20 
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Date ...................................................................................... 62 
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DFIB ..................................................................................... 27 

E 
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EV1 ....................................................................................... 40 

Expiry date ............................................................................ 53 
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Fibrinogen ............................................................................. 18 
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Flag ‘X’ ...........................................................................50, 80 
Front view ............................................................................ 20 

H 

Haematocrit .......................................................................... 39 
HC 50, 51 

HCT-L .................................................................................. 39 

Hemoglobin ................................................................ 8, 18, 86 
Host ........................................................................... 25, 42, 51 

I 

Immunoturbidimetric............................................................ 28 
Imprecision ........................................................................... 84 

Incubation time ..................................................................... 53 

Infection ................................................................................. 9 
Infectious Material ................................................................. 9 

INR..................................................................................19, 27 

INR+ .................................................................................... 27 
Intended Use .......................................................................... 8 

Interrupt worklist .................................................................. 33 

Interruption ........................................................................... 34 
ISI 27 

K 

Keypad ........................................................................ 7, 15, 24 
Kinetic .................................................................................. 28 

L 

Language .............................................................................. 62 
Laser ....................................................................................... 9 

Laserclass ............................................................................. 85 

Liquid waste tank ................................................................. 74 
Lot No. ................................................................................. 53 

M 

Mains switch ........................................................................ 21 

Maintenance ......................................................................... 76 

Mean .................................................................................... 39 
Measurement principle ......................................................... 26 

measurement screen ............................................................. 50 

Measurement start ................................................................ 44 
Mixer .................................................................................... 63 

mOD ..................................................................................... 50 

N 

Needle .................................................................................. 69 

Normal range ........................................................................ 57 

O 

Optic ................................................................................26, 68 

ORDER ................................................................................ 42 

Out of cuvette ....................................................................... 33 
Out of liquid ......................................................................... 33 
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P 

PID............................................................................ 39, 41, 42 
PIPET STATION .................................................................. 73 

Pipetting arm ..................................................................... 8, 20 

Pipetting needle .................................................................... 70 
P-Offset................................................................................. 72 

Precision ............................................................................... 40 

PRFL .................................................................................... 41 
Print out .............................................................. 51, 58, 59, 65 

Protective bar ........................................................................ 20 

Pump ..................................................................................... 20 

Q 

QC 40 

QC-Active ............................................................................. 36 
Quality control .......................................................... 19, 36, 39 

Quality control range ...................................................... 57, 58 

R 

Ratio ..................................................................................... 19 

Reagent activation................................................................. 48 

Reagent block ....................................................................... 20 
Reagent position ................................................................... 66 

Rear view .............................................................................. 21 

reflex testing ......................................................................... 49 
Reflex Testing ....................................................................... 39 

Report of all tests .................................................................. 59 

Report of result ..................................................................... 51 
Report of system ................................................................... 65 

Report of test ........................................................................ 58 

reproducibility....................................................................... 79 
Robot .................................................................................... 69 

RS232 ................................................................................... 21 

Rubber roll ............................................................................ 75 
Runtime ................................................................................ 53 

S 

Safety information ........................................................ 8, 9, 10 
Sample rack .............................................................. 20, 22, 31 

Sample test tubes .................................................................. 31 

Scope of delivery .................................................................. 12 
Screen ............................................................................. 20, 25 
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Serial-No. .............................................................................. 81 

Setup System ........................................................................ 62 

Shield .................................................................................... 40 
Side view .............................................................................. 22 

Signal ................................................................................... 62 

Simulator .............................................................................. 63 
Single factor measurements .................................................. 18 

SKP ........................................................................... 39, 50, 80 

Software ............................................................................... 26 
Software Update ................................................................... 21 

SSS ....................................................................................... 50 

Standby-switch ..................................................................... 16 
STAT ..............................................................................35, 44 

Switching off ...................................................................14, 15 
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SYNCHRONIZE .................................................................. 42 

Syringe ............................................................................20, 71 

System Activation ................................................................ 47 
System block ........................................................................ 20 

System status ........................................................................ 25 

T 

Tank ..................................................................................... 69 
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Work list ............................................................................... 39 
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X 
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Utilizare 

Acest produs este utilizat pentru determinarea timpului  de protrombină (PT) în plasmă, conform 

Quick1,2. Testul este sensibil la activitatea factorilor de coagulare implicati pe calea “extrinsecă”, 

și anume: II,V,VII,X și fibrinogen și prin urmare este utilizat pentru terapie anticoagulantă orală 

cu inhibitori ai Vitaminei-K precum Warfarin sau Marcumar.  Deasemenea, se utilizează și 

pentru determinarea cantitativă a factorilor de coagulare implicati pe calea “extrinsecă”. PT-ul 

măsoară timpul de coagulare extrinsecă (activarea factorului VII) a plazmei de testare după 

adăugarea reagentului PT. 

Conținut și Determinări 

Product TEClot PT-S TEClot PT-S TEClot PT-S 

Cat.No. A0230-010 A0230-040 A0230-100 

PT-S Reagent* 5x2 mL 10x4 mL 10x10 mL 

 

Determinări 

Coatron M** 200 Det. 800 Det. 2000 Det. 

Coatron A4 100 Det. 400 Det. 1000 Det. 

Coatron A6 200 Det. 800 Det. 2000 Det. 

 

*conține un extract din creier de iepure cu Buffer, stabilizatori și Clorură de Calciu. 

**Metoda micro (75µl în total) 

Preparare 

Reconstituiți cu apă de înaltă puritate cu volumul indicat pe eticheta flaconului 

A0230-010 A0230-040 A0230-100 

2 mL 4 mL 10 mL 

 

Lăsați la temperatura camerei pentru cel puțin 15 minute cu învîrtiri/rotiri ocazionale. Plasați 

reagentul în aparat și lăsați să se incubeze pentru încă 15 minute.  Reactivul sedimentează și 

trebuie învârtit/rotit înainte de fiecare testare. La aparatele Coatron puteți utiliza o bară de 

amestecare pentru asta. 

Păstrare și Stabilitate 

Reagenții nedesfăcuți  și păstrați între  20-80C, sunt stabili pînă la data expirării indicate pe 

ambalaj,. Reagenții deschiși deja, sunt stabili : 

 20-80C 20-250C 370C 

PT reagent 5 zile 36 ore 8 ore 

 



 

 

Măsuri de precauție 

Evitați contactul cu pielea și ochii. Purtați haine de protecție adecvate. Eliminați componentele în 

conformitate cu reglementările locale pentru materialele infecțioase. Toate componentele sunt 

verificate pentru HIV, VHB, VHC. Cu toate acestea, produsele din sângele uman ar trebui 

considerate potențial infecțioase. 

Colectarea și depozitarea probei 4 

1. Obțineți sîngele venos prin puncție curată a venei. 

2. Amestecați imediat 9 părți de sînge cu 1 parte de 3,2% de Citrat de Na (0.105M) și 

amestecați bine. 

3. Centrifugați specimenul la 1500g pentru 10 min (trombocite < 10000/μL). 

4. Separați plazma după centrifugare și depozitați în tuburi de sticlă siliconizată. 

5. Utilizați plazma în timp de 4 ore sau înghețați și dezghețați doar înainte de utilizare. 

Stabilitatea plazmei: 4 ore la 18-26°C, 8 ore la 2-8°, 30 zile la -20°C, 6 luni la -70°C 

Procedura 

A. Metoda automată: Coatron A 

 

B. Metoda manuală:  

1. Incubați reagentul PT la  37°C pentru cel puțin 10 minute 

2. Pipetați 25 μl din specimen în cuveta pentru testare. Incubați la 37°C pentru 1-2 min 

3. Adăugați 50 μl de reagent PT (37°C) și începeți simultan testul. 

4. Înregistrați/măsurați în secunde  timpul de coagulare. 

Rezultate așteptate 

Secunde tipice : 11-18 sec 

Intervalul normal: 70 - 130%  0.85 – 1.15 INR 

Oricum, rezultatele sunt influiențate de aparate, tehnică, calibrare etc. Se recomandă ca fiecare 

laborator să-și stabilească propriul interval, specific aparatelor utilizate. 

 



Standardizare și Calibrare 

Rezultatul PT este exprimat în secunde sau activitate (% Quick) sau INR (International 

Normalised Ratio). 

Rezultatele INR: 

-au fost calculate din timpul normal și valoarea ISI (international sensitivity index/ indicele 

internațional de sensibilitate). Primul este obținut prin testarea plazmei proaspete a unui grup de 

indivizi sănătoși. Valoarea ISI este stabilită în certificatul de analiză specific fiecarui lot. 

 

Rezultatele % activității (Quick): 

-au fost calculate dintr-o curbă de calibrare, care a fost pregătită după plasma de referință (e.g. 

TECAL N) și diluări în soluții saline ca 0.9% de NaCl2 sau TECLOT IBS buffer. Sunt 

recomandate cel puțin 3 sau mai multe pucte de calibrare . Curba de calibrare trebuie confirmată 

cu plasma de control cu interval normal și patologic. 

% din normal 100%* 50% 25% 12,5%** 

diluat în soluție 

salină 

Fără diluție 1+1 1+3 1+7 

*media de la cel puțin 21 de indivizi sănătoși este definită ca 100%5 

**diluția de 12.5% poate cauza rezultate “+++” în unele cazuri, pentru că nivelul de diluție al 

fibrinogenului este prea mare pentru detecție optică. 

Controlul Calității 

TEControl sau altă plasmă de control comercială trebuie utilizată pentru controlul calității 

performanței la o frecvență în conformitate cu practicele bune de laborator (GLP). TEControl 

poate fi înghețat o singură dată după reconstituire. 120-150 μl păstrat închis în tuburi de 

polipropilen la -20°C , este stabil timp de 30 zile. 

Restricții/ Limitări 

O mare grijă și atenție trebuie de avut la factorii care pot părea nesemnificativi. 

A. Colectarea probei. Evitați: 

1. Folosiți doar tuburi de plastic sau sticlă siliconizată. 

2. Amestecarea întîrziată a sîngelui cu anticoagulant. 

3. Contaminarea cu tromboplastină tisulară. 

4. Raportul greșit de sînge cu anticoagulant. 

5. Probele hemolizate, icterice sau lipemice pot interfera sistemele optice. 

B. Tehnici de Laborator: 

1. Efectuați testul la 37°C. 

2. Utilizați doar apă cu puritate înaltă. 

3. pH-ul optim este 7.0-7.5. 

4. Valoarea ISI nu e constantă în primile 30 min după reconstituire. 

5. Reagentul face sedimente , de aceea trebuie de agitat înainte de fiecare testare. 

 



Caracteristici de performanță 

Performanțe tipice pe aparatul Coatron M4: 

Precision: CV% (în timpul testării) CV% (între testări) 

Normal control < 3,0 < 5,0 

Abnormal control < 3,0 < 5,0 

 

Garanție 

Acest produs este garantat doar dacă se utilizează în conformitate cu informațiile de pe eticheta 

proprie și din instrucțiune. TECO nu acordă garanție dacă produsul este utilizat în alt scop și în 

niciun caz TECO nu va fi răspunzător pentru daunele care rezultă din garanția expresă 

menționată mai sus. 

Referințe: 

1. Quick, A.J., The Hemorrhagic Diseases and the Physiology of Hemostasis. Charles C. 

Thomas: Springfield, IL. 1942. 

2. Quick, A.J., Hemorrhagic Diseases. Lea and Febiger: Philadelphia. 1957. 

3. Miale, J.B., Laboratory Medicine-Hematology, 4th Edition. C.V. Mosby: St. Louis. 1972. 

4. National Committee for Clinical Laboratory Standards: Guidelines for the Standardized 

Collection, Transport and Preparation of Blood Specimens for Coagulation Testing and 

Performance of Coagulation Assays. 

5. Besselaar A M H P van den, Lewis SM, Mannucci P n Poller L. 1993. Status of present and 

candidate International Reference Preparations (IRP) of thromboplastin for prothrombin time. 

Thromb Hemostas 69; 85 

6. Besselaar A M H P van den. 1991. The significance of the International Normalized Ratio 

(INR) for oral anticoagulant therapy. H17CC 3; 146153. 

 

 

 

 

 

 

 



 

Utilizare 

TEClot FIB este utilizat pentru determinarea cantitativă a fibrinogenului în plasma umană, 

conform tehnicii dezvoltată de Clauss1. Nivelul de fibrinogen poate crește ca rezultat al 

inflamării, sarcinii sau utilizarea contraceptivelor orale2. Nivelul scăzut de fibrinogen poate fi 

identificat în situații concrete precum boli de ficat sau DIC (Coagulare intravasculară 

diseminată). Deficiențele congenitale includ afibrinogenaemia (nici un fibrinogen detectabil), 

hypofibrinogenaemia (<1 mg/ml) și dysfibrinogenaemia (molecula anormală de fibrinogen).  

Conținut și preparare 

Product TEClot FIB 

Kit-10 

TEClot FIB 

Kit-25 

TEClot FIB TEClot FIB 

Cat.No. A0501-010 A0501-025 A0511-020 A0511-050 

Reactivul de 

trombină 

5x2 mL 5x5 mL 10x2 mL 10x5 mL 

IBS Buffer 1x125 mL 1x125 mL - - 

TECal Normal 1x1 mL 1x1 mL - - 

TEControl A 1x1 mL 1x1 mL - - 

 

Determinări 

Coatron M* 400 Det. 1000 Det. 800 Det. 2000 Det. 

Coatron A4 200 Det. 500 Det. 400 Det. 1000 Det. 

Coatron A6 200 Det. 500 Det. 400 Det. 1000 . 
*Metoda micro (75μL în total) 

1. Reactivul de trombină: 

Conține trombină de bovină (~80NIH) cu stabilizatori. 

REF: A0501-010/A0511-020: reconstituiți cu 2 ml de apă purificată. 

REF: A0501-025/A0511-050: reconstituiți cu 5 ml de apă purificată. 

2. IBS Buffer: Gata de utilizare. Conține soluție salină tamponată Imidazol. 

3. TECal Normal: reconstituiți cu 1 ml de apă purificată. Conține plasma umană citrată. 

4. TEControl A: reconstituiți cu 1 ml de apă purificată. Conține plasma umană citrată. 

 

Rotiți ușor după reconstituire și lăsați timp de 15 minute la temperatura camerei. Amestecați bine 

înainte de utilizare. Nu agitați/ scuturați. 

Păstrare și stabilitate 

Reagenții care nu au fost deschiși sunt stabili pînă la data expirării indicate pe ambalaj, păstrați la 

temperatura de 2°-8°C. Reagenții deschiși deja se păstrează:  



Reactivul de trombină* 2-8 ºC 15-25 ºC 37 ºC 

12 zile 5 zile 24 ore 

TEControl sau Plasma 2-8 ºC 15-25 ºC -20 ºC 

8 ore 4 ore 30 zile 
*Reactivul trebuie de protejat razele ultraviolete și evaporație. 

Măsuri de precauție 

Evitați contactul cu pielea și ochii. Purtați haine de protecție adecvate. Eliminați componentele în 

conformitate cu reglementările locale pentru materialele infecțioase. Toate componentele sunt 

verificate pentru HIV, HBV, HCV. Cu toate acestea, produsele din sângele uman ar trebui 

considerate potențial infecțioase. 

Colectarea și păstrarea probelor 3 

1. Obțineți sînge venos printr-o puncție curată a venei. 

2. Amestecați imediat 9 părți de sînge cu 1 parte de 3.2% sodium citrate (0.105M) și 

amestecați bine. 

3. Centrifugați proba la 1500g timp de 10 minute (trombocite < 10000/μL). 

4. Separați plasma după centrifugare și păstrați în plastic sau tuburi de sticlă siliconată. 

5. Folosiți plazma în timp de 4 ore sau depozitați/păstrați înghețat și dezghețați numai 

înainte de folosire. 

Procedura 

A. Metoda automată Coatron A 

 

B. Metoda manuală Coatron M 

1. Prepararea diluțiilor pentru Standard, Control și Pacient. 

Diluția Standard Plazma IBS Buffer 

1:5 200μL Standard 800μL 

1:10 500μL 1:5 STD 500μL 

1:20 500μL 1:10 STD 500μL 

1:40 500μL 1:20 STD 500μL 

Pacient sau Control 100μL Plasma 900μL 

2. Pipetați 50 μl de standard diluat sau plazma pacientului (1:10) într-o cuvetă pentru 

testare. Preîncălziți la 37°C timp de 1-2 minute. 

3. Adăugați 25  μl de reactiv de trombină și simultan începeți testul. 

Pentru alte aparate , consultați manualul cu instrucțiuni specifice mai detaliate. 



Calibrare 

Ca referință trebuie de utilizat TECal Normal sau altă Plasma standard comercială preparată în 

care fibrinogenul a fost determinat. (200-300mg/dL). Reprezintă grafic timpul de coagulare 

obținut cu fiecare din diluțiile standard ale fibrinogenului pe axa-y , opus concentrației de 

fibrinogen (mg/dL) pe axa-x utilizînd hîrtia grafică log-log. Linia cea mai potrivită trebuie de 

determinat prin analiza regresiei liniare. Fibrinogenul din probele de plasmă poate fi determinat 

prin interpolare din curba de calibrare. 

Rezultate asteptate 

Rezultatele normale tipice sunt 180-450 mg/dL4,5. Oricum , rezultatele sunt influiențate de 

metoda de detecție a coagulării și poate varia de la laborator la laborator. Este recomandat ca 

fiecare laborator să-și stabilească propriul interval normal specific aparatului utilizat. 

Controlul Calității 

Pentru un control de încredere al calității performanței , trebuie utilizată TEControl sau altă 

plasmă de control comercială la o frecvență în conformitate cu practicele bune de laborator 

(GLP). TEControl poate fi înghețat o singură dată după reconstituire. 120-150 μl păstrat închis în 

tuburi de polipropilen la -20°C , este stabil timp de 30 zile.  

Limitări / Restricții 

A. Colectarea probei.EVITAȚI:  

1. Folosiți doar tuburi de plastic sau sticlă siliconizată. 

2. Întîrzierea amestecării sîngelui cu anticoagulant. 

3. Contaminarea cu tromboplastină tisulară. 

4. Raportul greșit dintre sînge și anticoagulant. 

 5. Probele hemolizate, icterice sau lipemice pot interfera sistemele optice. 

B . Tehnici de Laborator: 

1. Efectuați testul la 37°C. 

2. Utilizați doar apă cu puritate înaltă. 

3. pH-ul optim este 7.0-7.5. 

 

Caracteristici de performanță: 

Precizia CV%(în timpul testării) CV%(între testări) 

Normal control < 5.0 < 5.0 

Abnormal control < 5.0 < 10.0 

(Performanțe tipice pentru aparatul Coatron M4) 

Garanție 

Acest produs este garantat doar dacă se utilizează în conformitate cu informațiile de pe eticheta 

proprie și din instrucțiune. TECO nu acordă garanție dacă produsul este utilizat în alt scop și în 

niciun caz TECO nu va fi răspunzător pentru daunele care rezultă din garanția expresă 

menționată mai sus. 
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IVD REF 

 
Intended Use 
The IBS Buffer solution is optimally formulated for use on Coagulation 
Analyzers. Use in accordance with the recommended Operators 
Manuals for installing and replacing Owrens Veronal Buffer (OVB). The 
IBS can be used as the diluent for preparing plasma dilutions in the 
performance of Fibrinogen determinations and Coagulation Factor 
Assays with all manual, mechanical, or photo-optical means of clot 
detection. Follow Reagent manufacturer's recommended procedures 
for preparation of plasma dilutions using Imidazole Buffered Saline. 
 
Contents & Determinations 

Product IBS Buffer 
Cat.No. A0590-125 
IBS Buffer 1x125 mL 

 
Preparation 
IBS: pH 7.3 - 7.4, liquid 
Ready to use. 
 
Storage and Stability 
Unopened reagents are stable until the expiration date shown on the 
label stored at 2-8°C.  
 
Precautions 
Avoid contact with skin and eyes. Wear suitable protective clothing. 
Dispose components in compliance with local regulations for infectious 
material. 
 
Warranty 
This product is warranted to perform in accordance with its labelling 
and literature. TECO disclaims any implied warranty of 
merchantability or fitness for any other purpose, and in no event will 
TECO be liable for any consequential damages arising out of 
aforesaid express warranty. 
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IVD REF 

Verwendungszweck 
Die IBS Pufferlösung (Imidazole Buffered Saline) wird für die 
Verdünnung von Plasma verwendet werden, wie es z.B. bei der 
koagulometrischen Bestimmung von Fibrinogen, Einzelfaktoren oder 
auch Verdünnungsreihen für die Methoden Kalibrierung notwendig 
ist.  
 
Inhalte und Bestimmungen 

Produkt IBS Puffer 
Kat.Nr. A0590-125 
IBS Buffer 1x125 mL 

 
Vorbereitung 
IBS: pH 7.3 - 7.4, flüssig 
Gebrauchsfertig 
 
Lagerung und Stabilität 
Ungeöffnete Reagenzien sind bei Lagerung zwischen 2-8°C bis zum 
auf dem Etikett angegebenen Verfallsdatum haltbar.  
 
Vorsichtsmaßnahmen 
Haut- und Augenkontakt vermeiden. Angemessene Schutzkleidung 
tragen. Bestandteile gemäß lokaler Vorschriften für infektiöse 
Materialien entsorgen.  
 
Garantie 
Es wird garantiert, dass die Wirkungsweise dieses Produktes den 
Angaben auf der Packung und in der Produktliteratur entspricht. 
TECO haftet weder für die Verkäuflichkeit oder Eignung dieses 
Produktes für irgendwelche andere Zwecke noch für irgendwelche 
Folgeschäden, die sich aus der vorstehenden, expliziten Garantie 
ergeben.  
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Information of Use 

This solution is a general laboratory article for a wide range 
of uses in laboratories. It is also suitable for use in in vitro 
diagnostic tests. 
 
The Solution is ready for use. 
It can be applied with fully automated Coagulation analyser 
systems to operate the pump system.  
 
The Solution in unopened tanks should not be applied to 
Coagulation Analysers beyond the expiry date indicated on 
the label. Avoid freezing, optimal storage temperature is (18 
to 25°C). Opened tanks should be consumed within max. 3 
years. 

 

Units / consumption 

Cat.No. 21 500 01 21 500 00 21 500 09 

Content 1 x 1,25 L 3 x 1,25 L 9 x 1,25  L 

 
Precautions and Waste information 
The Solution should be used once only.  
Ingredients: Laboratory water pH 7.0 (± 1,0 at 37 °C ± 1 °C)  
Collected used solution should be disposed as prescribed in local 
regulations. No further precautions. 

 

Warranty 
This product is warranted to perform in accordance with its 
labelling and literature. TECO disclaims any implied 
warranty of merchantability or fitness for any  other purpose, 
and in no event will TECO be liable for any consequential 
damages arising out of aforesaid express warranty.  

 

Packaging Material, Dim. 
Carton (3): (mm) L310 x W250 x H140 
Carton (9): (mm) L310 x W250 x H330  
PP (Tank): (mm) L110 x W300 x H80 
Tank with Screwcap (PP) with inner PE Foil. 
Tank additionally sealed with aluminium Foil.   

  

 

 

 

 

 

 

 

 

 

 

 

 

 

Product picture (exemplary) 
 

  
 
Placement of Label                Label Artwork ( with Hologram ) 
 

     
outer Packaging: 
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Gebrauchsinformation 

Die Lösung als allgemeiner Laborartikel für ein breites 
Spektrum von Anwendungen in Laboratorien eignet sich 
auch für den Einsatz bei in-vitro-diagnostischen Tests. 
 
Die Lösung ist gebrauchsfertig. Sie kann mit voll-
automatischen Gerinnungsanalysesystemen zum Betrieb 
des Pumpensystems verwendet werden. 
 
Spüllösung in ungeöffneten Behältern sollte nach Ablauf des 
auf dem Etikett angegebenen Verfalls-datums nicht mehr in 
Gerinnungsanalysegeräten verwendet werden. Die 
Lagertemperatur sollte  
(~18-25°C) betragen. Geöffnete Tanks sollten innerhalb von 
max. 3 Jahren verwendet werden. 

Verkaufseinheiten 

Kat.No. 21 500 01 21 500 00 21 500 09 

Inhalt 1 x 1,25 L 3 x 1,25 L 9 x 1,25  L 

Vorsichtsmassnahmen und Entsorgungshinweise 
Die Lösung sollte nur einmal verwendet werden.  
Bestandteile: Laborwasser pH 7,0 (± 1,0 bei 37 °C ± 1 °C)  
Aufgefangene gebrauchte Lösung sollte gemäß den 
örtlichen Vorschriften entsorgt werden. Keine weiteren 
Vorsichtsmaßnahmen. 

Gewährleistung 
Für dieses Produkt wird garantiert, dass es in Überein-
stimmung mit den Angaben auf dem Etikett und in der 
Literatur funktioniert. TECO lehnt jede stillschweigende 
Garantie für die Marktgängigkeit oder die Eignung für einen 
anderen Zweck ab, und TECO haftet in keinem Fall für 
Folgeschäden, die sich aus der oben genannten 
ausdrücklichen Garantie ergeben. 

Verpackung 
Karton (3): (mm) L310 x W250 x H140 
Karton (9): (mm) L310 x W250 x H330 
Tank (PP): (mm) L110 x W300 x H80 
Tank mit Schraubdeckel PP Schaumfolie innen PE. 
Tank zusätzlich versiegelt mit Aluminiumfolie  

 

 

 

 

 

 

 

 

Produktbilder (exemplarisch) 

 
     Platzierung                       Label Layout  ( mit Hologramm ) 

 

 
Umverpackung 
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Information of Use 

The Clean Solution (Clean A) is intended as a general 
laboratory article for a wide range of uses in laboratories. It 
is also suitable for use in automatically coagulation 
analysers which are used for in vitro diagnostics tests. 
 
TECO recommend it to remove any residues from needle 
probe on following TECO instruments: Coatron A4, 
Coatron A6, Coatron A6 Plus: Coatron 1800 / 3000 / 5000. 
 
Contents & Composition 

Product Clean Solution (Clean A) 

Cat.No. 21 510 00 

Content 1 x 500 ml 

Ingredients: 99,6% acidic solution (pH 1.1±0.5) with 
detergent (slight foaming); generally no hazardous to water. 
 

Preparation and waste information 

Ready to use. The solution should be used once only. 
 

Storage and  

Avoid freezing, best storage temperature (~18 – 25°C) 
 

Stability 

See individual Expiry date on each box.  
 

Precautions 

General laboratory safety measures for use of chemical 
solutions. Avoid direct contact with eyes and skin.  
 

Warranty 

This product is warranted to perform in accordance with its 
labelling and literature. TECO disclaims any implied 
warranty of merchantability or fitness for any other purpose, 
and in no event will TECO be liable for any consequential 
damages arising out of aforesaid express warranty. 
 

Product picture (example) 
 

   
 

Clean Solution     Clean A 
( both with Hologram) 
 
 
Outer Package 

no specific outer package of single unit 
Shipping within total packaging 
 
 
Safety data sheet:  sds-id.com/100202-6 
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Intended Use 

Use as a normal control for following coagulation tests: 

 

PT, APTT, Thrombintime, Fibrinogen,  

Antithrombin and D-Dimer 

 

Contents 

10 x 1mL freeze dried citrate-anticoagulated human plasma 

 

 

Preparation 

Reconstitute individual vials with 1,0 ml distilled water. Allow 

to stand at room temperature, with occasional swirling, for 15 

min before use. Be certain all particulate matter is well 

dissolved. 

 

PT whole blood (TEClot PT-B): Reconstitute individual vials with 

1,7 ml distilled water. 

 

 

Storage & Stability 

Unopened vials are stable until the expiration date shown on 

the label stored at 2°-8°C.  

 

Dissolved plasma change analytic levels below 10% if stored 

as following: 

-20 °C 2-8 ºC 20-25 ºC 

1 month 8 hours 4 hours 

 

Dissolved plasma can be refrozen only one time in aliquots 

(120-150µL). Stored at -20°C in closed polypropylene tubes, 

the aliquots must be used within 30 days.  

 

Precautions 

This product contains substance from human origin!  

Avoid contact with skin and eyes. Wear suitable protective 

clothing. Dispose components in compliance with local 

regulations for infectious material. All components are checked 

for HIV, HBV and HCV. However products from human blood 

should be considered as potentially infectious. 

 

 

Expected Results 

Refer to “Certificate of Analysis”.  

 
Warranty 

This product is warranted to perform in accordance with its 

labelling and literature. TECO disclaims any implied warranty 

of merchantability or fitness for any other purpose, and in no 

event will TECO be liable for any consequential damages 

arising out of aforesaid express warranty. 
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Verwendungszweck 

Als normale Kontrolle für folgende Gerinnungstests verwenden:  

 

PT, APTT, Thrombinzeit , Fibrinogen, 

Antithrombin und D-Dimer 

 

Inhalt 

10 x 1mL gefriergetrocknetes mit Zitrat versetztes 

gerinnungshemmendes Humanplasma  

 

Vorbereitung 

Die einzelnen Fläschchen mit 1,0ml destilliertem Wasser 

anlösen. Fläschchen bei Raumtemperatur bis zur 

Anwendung unter gelegentlichen Verwirbeln 15 Minuten 

lang stehen lassen. Stellen Sie sicher, dass alle Partikel gut 

aufgelöst sind.  
 

Vollblut PT (TEClot PT-B): einzelne Fläschchen mit 1,7ml 

destilliertem Wasser anlösen.  

 

Lagerung und Stabilität 

Ungeöffnete Fläschchen sind bei Lagerung zwischen 2-8°C 

zum bis auf dem Etikett angegebenen Verfallsdatum haltbar.  

 

Gelöstes Plasma verändern die analytischen Levels unter 10% 

wenn wie folgt gelagert:  

-20 °C 2-8 ºC 20-25 ºC 

1 Monat 8 Stunden 4 Stunden 

 

Gelöstes Plasma kann einmalig wiedereingefroren werden. 

Die Aliquots (120-150µL) sind 30 Tage haltbar, wenn sie in 

polypropylen Gefäßen bei -20°C aufbewahrt werden. 

 

Vorsichtsmaßnahmen 

Dieses Produkt enthält Substanzen humanen Ursprungs!  

Haut- und Augenkontakt vermeiden. Angemessene 

Schutzkleidung tragen. Abfälle laut lokaler Regelungen für 

infektiöse Materialien entsorgen. Alle Bestandteile wurden 

auf HIV, HBV und HCV getestet. Trotzdem müssen Produkte 

aus menschlichem Blut immer als potentiell infektiös 

angesehen werden.  

 

Erwartete Ergebnisse 

Lesen Sie das Analysenzertifikat  

 
Garantie 

Es wird garantiert, dass die Wirkungsweise dieses Produkts 

den Angaben auf der Packung und in der Produktliteratur 

entspricht. TECO haftet weder für die Verkäuflichkeit oder 

Eignung dieses Produktes für irgendwelche andere Zwecke 

noch für irgendwelche Folgeschäden, die sich aus der 

vorstehenden, expliziten Garantie ergeben.  
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Intended Use 

Use as an abnormal control for following coagulation tests: 

 

PT, APTT, Thrombintime, Fibrinogen,  

Antithrombin and D-Dimer 

 

Contents 

10 x 1mL freeze dried citrate-anticoagulated human plasma 

 

 

Preparation 

Reconstitute individual vials with 1,0 ml distilled water. Allow 

to stand at room temperature, with occasional swirling, for 15 

min before use. Be certain all particulate matter is well 

dissolved. 

 

PT whole blood (TEClot PT-B): Reconstitute individual vials with 

1,7 ml distilled water. 

 

 

Storage & Stability 

Unopened vials are stable until the expiration date shown on 

the label stored at 2°-8°C.  

 

Dissolved plasma change analytic levels below 10% if stored 

as following: 

-20 °C 2-8 ºC 20-25 ºC 

1 month 8 hours 4 hours 

 

Dissolved plasma can be refrozen only one time in aliquots 

(120-150µL). Stored at -20°C in closed polypropylene tubes, 

the aliquots must be used within 30 days.  

 

Precautions 

This product contains substance from human origin!  

Avoid contact with skin and eyes. Wear suitable protective 

clothing. Dispose components in compliance with local 

regulations for infectious material. All components are checked 

for HIV, HBV and HCV. However products from human blood 

should be considered as potentially infectious. 

 

 

Expected Results 

Refer to “Certificate of Analysis”.  

 
Warranty 

This product is warranted to perform in accordance with its 

labelling and literature. TECO disclaims any implied warranty 

of merchantability or fitness for any other purpose, and in no 

event will TECO be liable for any consequential damages 

arising out of aforesaid express warranty. 
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Verwendungszweck 

Als abnormale Kontrolle für folgende Gerinnungstests verwenden:  

 

PT, APTT, Thrombinzeit, Fibrinogen,  

Antithrombin und D-Dimer 

 

Inhalt 

10 x 1mL gefriergetrocknetes mit Zitrat versetztes 

gerinnungshemmendes Humanplasma  

 

Vorbereitung 

Die einzelnen Fläschchen mit 1,0ml destilliertem Wasser 

anlösen. Fläschchen bei Raumtemperatur bis zur 

Anwendung unter gelegentlichen Verwirbeln 15 Minuten 

lang stehen lassen. Stellen Sie sicher, dass alle Partikel gut 

aufgelöst sind.  
 

Vollblut PT (TEClot PT-B): einzelne Fläschchen mit 1,7ml 

destilliertem Wasser anlösen.  

 

Lagerung und Stabilität 

Ungeöffnete Fläschchen sind bei Lagerung zwischen 2-8°C 

zum bis auf dem Etikett angegebenen Verfallsdatum haltbar.  

 

Gelöstes Plasma verändern die analytischen Levels unter 10% 

wenn wie folgt gelagert:  

-20 °C 2-8 ºC 20-25 ºC 

1 Monat 8 Stunden 4 Stunden 

 

Gelöstes Plasma kann einmalig wiedereingefroren werden. 

Die Aliquots (120-150µL) sind 30 Tage haltbar, wenn sie in 

polypropylen Gefäßen bei -20°C aufbewahrt werden. 

 

Vorsichtsmaßnahmen 

Dieses Produkt enthält Substanzen humanen Ursprungs!  

Haut- und Augenkontakt vermeiden. Angemessene 

Schutzkleidung tragen. Abfälle laut lokaler Regelungen für 

infektiöse Materialien entsorgen. Alle Bestandteile wurden 

auf HIV, HBV und HCV getestet. Trotzdem müssen Produkte 

aus menschlichem Blut immer als potentiell infektiös 

angesehen werden.  

 

Erwartete Ergebnisse 

Lesen Sie das Analysenzertifikat  

 
Garantie 

Es wird garantiert, dass die Wirkungsweise dieses Produkts 

den Angaben auf der Packung und in der Produktliteratur 

entspricht. TECO haftet weder für die Verkäuflichkeit oder 

Eignung dieses Produktes für irgendwelche andere Zwecke 

noch für irgendwelche Folgeschäden, die sich aus der 

vorstehenden, expliziten Garantie ergeben.  
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