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TECO

MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH

DieselstralRe 1

D-84088 Neufahrn N.B.

fon:+49-8773/707 80-0

fax:+49—8773/?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. 10
Republica MOLDOVA

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

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

Reporting of incidents to TECO must take place within 3 working days

Serial number of the device, exact location of the device and the user.

Validity: January 1%, 2023 to December 31%, 2024
Termination: Confirmation ends automatically on Dec. 315 of 2024
and must be then renewed.
Products:
e Coatron M1 Semi-automated 1-channel Coagulometer (out of production)
e Coatron M2 Semi-automated 2-channel Coagulometer (out of production)
e Coatron X Eco Semi-automated 1-channel Coagulometer
e Coatron X Pro Semi-automated 2-channel Coagulometer
e Coatron X Top Semi-automated 4-channel Coagulometer
e Coatron A4 Fully automated Coagulometer, 4 optic channels
e Coatron A6 Fully automated Coagulometer, 6 optic channels
e Coatron A6 plus Fully automated Coagulometer, 6 optic channels
all instruments with complete accessory, consumables and spare parts
¢ Hemostasis Reagents Complete product line

This document is signed in Neufahrn, Germany, on January 18%, 2023

TECO Medical Instruments Production+Trading GmbH

Digitally signed by Dolgopol Iulian
Date: 2024.02.08 09:58:31 EET
Reason: MoldSign Signature
Location: Moldova




Current issue date: 10 November 2022 Original approval(s):
Expiry date: 9 November 2025 1SO 13485 - 10 November 2022
@,’ Certificate identity number: 10479697

Certificate of Approval

This is to certify that the Management System of:

TECO Medical Instruments,
Production + Trading GmbH

Dieselstr. 1, 84088 Neufahrn, Germany

has been approved by LRQA to the following standards:
ISO 13485:2016

Approval number(s): ISO 13485 — 00038268

The scope of this approval is applicable to:

Design, development, manufacturing, storage and sales of coagulation instruments and in-vitro-diagnostic reagents used in the

hemostaseology and coagulation.
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Paul Graaf

Area Operations Manager, Europe

Issued by: LRQA Limited
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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
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TECO

KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY
Doc#001-01/06-2022

Hersteller / Manufacturer: TECO Medical Instruments
Production and Trading GmbH
Adresse / Address: Dieselstrasse 1, 84088 Neufahrn, Germany

Marktakteur / Actor ID SRN: DE-MF-000022642 https://ec.europa.eu

Die hier benannten Produkte der generischen Produktgruppe erfillen die Anforderungen der aufgefihrten
Verordnungen, Richtlinien und Normen. Im Falle eigenméchtiger Veranderungen am Produkt oder der nicht
bestimmungsgemaélen Verwendung verliert diese Erklarung ihre Giltigkeit.

Diese Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers ausgestelit.
BASIS UDI-DI 426018278CMX81152

IVD - halb-automatische Blutgerinnungsmessgerate - Handelsbezeichnung, Typ, Kat.-Nr,
IVD - semi-automated Coagulation Systems - trade name, type, model, Cat.-No.

Coatron X Eco / Coatron X Pro / Coatron X Top
8110110 81101 20 81101 40

The products of the generic product group named here fulfil the requirements of listed regulations, directives and
standards. In the case of unauthorised modifications to the product or use not in accordance with the intended
purpose, this declaration becomes invalid.

This declaration of conformity is issued under the sole responsibility of the manufacturer.

Verordnung (EU) 2017/746 Regulation (EU) 2017/746
fur in-vitro Diagnostika-IVDR for In-vitro diagnostic medical devices
und dem harmonisierten Standard am 2022-05-12: and it's harmonized standard at 2022-05-12:

Risikoklassifizierung gemaB Artikel 47-Anhang VIII Risk classified according to article 47 annex VIII

Regel 5 b — ,Klasse A" Rule 5 b—"Class A"
Konformitatsbewertungsverfahren gemaB: Conformity assessment procedure in accordance with:
(EU) 2017/746 Artikel 17 (Anhang II+I1I) (EU) 2017/746 Article 17 (annex II+III)
Angewandte Normen zur Sicherstellung der Standards applied to ensure the essential requirements
grundlegenden Anforderungen an Leistung und for performance and safety:
Sicherheit:
: EN ISO 18113-3:2011
EN ISO 18113-3:2011
DIN EN 62304:2018 SN EM. 622000
DIN EN 62366-1 DIN EN 62366-1
DIN EN 62366-1:2017 DIN EN 62366-1:2017
DIN EN 61326-1:2013 DI EN 61526-1:2013
DIN EN 55011:2009 + A1:2010 DIN EN 55011:2009 + A1:2010
IEC 61010-1:2010, AMD1:2016 IEC 61010-1:2010, AMD1:2016
IEC 61010-2-101:2015 i 82010-2-30155015
IEC 61010-1:2010 IEC.61010-1:2010
Richtlinie 2011/65/EU RoHS III Directive 2011/65/EU RoHS 111
(iI'IC|. (EU) 2015}‘863) - DIN EN IEC 63000 (IHCL (EU} 2015/863 - DIN EN IEC 63000
QM-System gemaB (EU) 2017/746 Art.10(8) QM-Systems in accordance with (EU) 2017/746 art.10(8)
angewandter Standard: EN ISO 13485:2021 Applied standard procedure: EN ISO 13485:2021

Ort und Datum der Unterzeichnung:  naufahrn 2022-06-21
Place and date of issue: <




TECO

KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY

Doc#200/08-2022

Hersteller / Manufacturer:

TECO Medical Instruments

Production + Trading GmbH

Adresse / Address:
Marktakteur / Actor ID SRN:

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

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

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

Fassung, ausgestellt.

Im Falle eigenmé&chtiger Veranderungen am Produkt oder der nicht bestimmungsgeméRen Verwendung verliert diese

Erklarung ihre Giiltigkeit.

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

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

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

Sie entsprechen den anwendbaren Anforderungen der Richtlinie:

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

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

Der implementierte QM-Prozess entspricht der EN I1SO 13485:2021

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

Das Konformitatsbewertungsverfahren entspricht Anhang 11l
der Richtlinie 98/79/EG Uber In-vitro-Diagnostika
fir diese Art von Produkten.

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

Neufahrn, 2022-08-31

They meet applicable requirements of:

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

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

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

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

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

©TECO Medical Instruments Production + Trading GmbH - Dieselstrasse 1 « 84088 Neufahrn i.NB « GERMANY

1(2)

Fon +49 8773 70780 00 - Fax +48 8773 70780 29 « info@teco-gmbh.com « www.teco-medical.com




TECO

Doc#200/08-2022

KONFORMITATSERKLARUNG — DECLARATION OF CONFORMITY
) Directive 98/79/EC Annex A
Ubrige Produkte — Reagenzien fiir In-vitro-Diagnostika
Other products — Reagents for in vitro diagnostic — general IVD

Pos. | Article No Tradename Unit Generic Device Term Er:;‘h:g\g?" Code
1 AD230-040 TEClat PT-S (Quick) 10x4ml PT-S Prothrombin time ( quick test ) gg:g_?f{f;al(?_ 16;{03)??539
2 A0230-100 | TEClot PT-S (Quick) 10x10ml PT-5 Prothrombin time ( quick test ) ;\fg;gi:}ozzoaﬁié;&iag
3 | A0260-050 | TEClot PT-B (Owren) 5x10ml PT-B Prothrombin time { quick test ) gg:g?fggsli %;;.giss
4 AD320-050 TEClot APTT-S 10x5ml APTT-S Activated partial thromboplastin time gﬁﬁg?:;g;;;;; ‘::ﬁ
5 | A0401-020 | TEClotTT 10¢2ml 7T Thrombin time / reptilase / batroxbin time gﬁ?j{?jﬁ %16!?5:988
6 A0511-020 | TEClotFIB 10x2mi FIB Fibrinogen assays (factor i) \évgiigiﬁogzgzigg?
7 | AD511-050 | TEClot FIB 10x5ml FIB Fibrinogen assays (factor i) g?;ﬁgﬁiﬁsﬁi{?g?
8 | 1010020 | TEChrom AT g:grxlr::]f;’:ga Antithrombin :fi}fgfgfggéjf 156
9 D2010-012 Red D-Dimer ::::: :_-t:;ion buffer D-Dimer :g};?zgﬁgag;z:ﬁ“
10 | D2020-005 | Blue D-Dimer LC e D-Dimer ggt?ggﬁgg?gogim
11 P8001-010 TECal N 10x1ml Calibration plasma for haemostasis 23?3:82(?0?;} Eé;f; ge
12 P8200-005 TECal DD 5x1lml Calibration plasma for haemostasis ;vgi(i?:];;}?; ;ésg? L
13 P6001-010 TEControl N 10x1ml Control plasma for haemostasis gggﬁiﬁ%ﬁ;ﬁf&sfo
14 P6101-010 TEControl A 10x1ml Control plasma for haemostasis :fg;gffsolzoiél?:gc
15 P6201-010 TEControl A Plus 10x1ml Control plasma for haemostasis ;‘fg%giﬁf;?iéfoiggo
16 P5001-010 TEClot Factor 1l 10x1ml Coagulation factor ii ( prothrombin ) ?Eigi?ig%%i‘(oi%ﬁf
17 | P5101-010 TEClot Factor V 10x1ml Coagulation factor v ;vg;gg\?zp%i%ggi%?:
18 | P5201-010 TEClot Factor VII 10xIml Coagulation factor vii E:igi?ﬁizsozsoi_%iﬁi
19 P5301-010 TEClot Factor VIl 10x1ml Coagulation factor wiii gg;gi?ﬁ E PZ;J;ﬂffgfg;?
20 P5401-010 TEClot Factor IX 10x1ml Coagulation factor ix o,
B-FAC-IX-P5401-0106C
21 | P5501-010 TEClot Factor X 10x1ml Coagulation factor x g?;gi? ngzs%ifoi%igg
22 P5601-010 TECIot Factor XI 10x1ml Coagulation factor xi :{2;2_3)322: ;gl{gfosi;
23 P5701-010 TEClot Factor Xl 10x1ml Coagulation factor xii gg;giﬁ.(;zsj#} i_iiig

(Recital 23 of Directive 88/79/EC on In Vitro Diagnostics Medical Devices) - Annex A - general VD

2(2)

©TECO Medical Instruments Production + Trading GmbH . Dieselstrasse 1 + 84088 Neufahrn i.NB + GERMANY

Fon +49 8773 70780 00 « Fax +49 8773 70780 29 . info@teco-gmbh.com » www.teco-medical.com




KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Doc#100/07-2021

Wir /| We

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

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

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

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

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

gemaR Artikel 1. according to artivel 1.

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

Das QM-System des Herstellers ist zertifiziert nach: The QM-system of the manufacturer is certified for:
EN ISO 13485:2016 EN IS0 13485:2016
Konformitatsbewertungsverfahren gemag: Conformity assessment procedure according to:
Geman Anhang III der Richtlinie 98/79/EG According to Annex III of Directive 98/79/EC

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




TECO

MEDICAL TNSTRUMENTS
PRODUCTION+TRADING GMEBH

DieselstralBe 1

D-84088 Neufahrn N.B.

fon:+49-8773/707 80-0

fax: +49-8773/707 80-29

Neufahrn, 26/04/2018

TO WHOM IT MAY CONCERN

We confirm that the instruments Coatron X Eco, Coatron X Pro and Coatron X Top
have a closed cuvette system. Cuvettes have to be purchased with voucher
identification code from TECO GmbH.
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MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH
DieselstraRe 1

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

fax: +49-8773/707 80-29

CERTIFICATE

for:

Mr. Vitalie Goreacii

Company:

Sanmedico SRL
Str. Petricani 88/1, oficiul 10

Chisinau - Rep. Moldava MD-2059
MOLDOVA

have participated with success at the intensive fraining session:

Application and technical training for following instruments:

o Coatron X series

O 0 0 O

Supervisors:

Installation

Application

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

Mr. Chr. Hoetzl and Mrs. Wendy Guo

Place of Training: TECO - Germany

Date:

T )
2y
)

Christian |
General |

November 18th, 2019




Clotting
Chromogenic
Immunturbidimetric

Coatron ¥

Semi-automated
Coagulation Analyzer Series

With 1, 2 or 4 optical channels

Innovation in Coagulation




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

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

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

Easy in operation — self instructing user dialogue - reliable

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

Complete optical analysis

No further parts required, like balls, stirrers etc.

Adaptation of the light level

Automatic light level adjustment of the optic channels to each sample

Exclusion of disturbance

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

www.teco-medical.com



“Complete range of Coagu \\\N |
Analysis with the highest stands

and reliability. The new genera
of Coagulation instruments with
optical detection¥are here.”

Coatron X - product family

s
.‘\
o

With 1, 2 or 4 optical channels.

www.teco-medical.com




TECO|
MADE IN
GERMANY

Coatron ¥

Prepared for the daily routine
and the upcoming requirements

One instrument — many possibilities

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

are easy and effective. The possibility to connect

the instrument to the TECO Cloud offers new

perspective of instrument, reagent and

consumables verification and handling.

The precise and correct patient result is

what we want to secure.

Quality is our basic demand

TECO develop and produce with qualified

and specialized companies, located in Germany.

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

laboratories, with satisfied users.

TECO®

CLOUD

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

All instrument versions of the Coatron X family

are connectable via Bluetooth to Smart-devices,

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

or direct access to the TECO Cloud Services.




Coatron Eco Pro Top
General

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

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

Power values

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

Interfaces

RS232 (2x) Printer, Barcode reader

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

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

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

Latex based tests D-Dimer

Whole blood tests

PT-B -



Coatron ¥

The details make
the difference

24.19. 15:13

Coatron X

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

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

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

operation.

Software and connection possibilities

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

perfectly optimized.

Operation details

Coatron Eco Pro Top
Operation

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

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

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

www.teco-medical.com



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

* Quick touch response

For small and mediate laboratory requirements
Concept is suitable for daily routine work in
Coagulation laboratories and hospitals
* Three different versions available, depending
on number of samples per day

* In maximum up to 4 optic channels available

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

SERVICE PRINTER BARCODE

Integrated barcode scan |
for reagents. R aveauarieais




TECO

L OUD

TECO Cloud Services

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

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

access to the TECO Cloud Services.

isit our web-page

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

C€

REP

TECO

Manual de operare

Seria X Coatron
Eco/Pro/ Top

Doar pentru diagnosticul in-vitro

Dispozitive si reagenti pentru coagulare si hemostaza
Copyright © 2018, TECO GMBH

OPM Revizuirea 1

Program V01.00.39

Document No: 26 900 01

Reprezentant autorizat in Republica Moldova:
SANMEDICO SRL

mun. Chisindu, str. Petricani 88/1, of.10

tel: (022) 623 032; 060 155 788



TECO GmbH

Actualizari

VERSIUNEA
INSTRUCTIUNII
UTILIZATORULUI

1

Drepturi de autor

Marcile comerciale

Producatorul

Garantie

VERSIUNEA PROGRAMULUI

1.00.39 (prima editie)

Copyright © 2018 de TECO GmbH. Nici manualul de utilizare si nici
o parte a acestuia nu pot fi copiate, prelucrate digital sau
transferate altfel fara permisiunea scrisa a TECO GmbH. Software-
ul pentru produsele TECO GmbH este proprietatea intelectuala a
TECO GmbH, care isi pastreaza toate drepturile de utilizare a
software-ului. Cumparatorul unui Coatron X dobandeste drepturi
de utilizare pentru acest software

Coatron este marca comerciald a TECO GmbH. Alte denumiri de
produse utilizate in acest manual al operatorului sunt marci
comerciale ale companiilor respective.

Dispozitivul este produs de
TECO GmbH

Dieselstrasse. 1

D-84088 Neufahrn, Germania

Telefon: +49 (0) 8773 70780-0
Fax: +49 (0) 8773 70780-29
Internet: http://www.teco-gmbh.com

Coatron X are o garantie de un an dupa livrare sau dupa prima
instalare. Garantia acoperda orice defecte de material,
functionalitate sau manopera (a se vedea, de asemenea, , Termenii
si conditiile generale”). Prima instalare trebuie finregistratd in
»Registrul de instalare”.

Garantia expira in caz de defectiuni cauzate de:

¢ Accident, neglijenta in intretinere si inselaciune, abuz sau utilizarea

necorespunzétoare.

¢ Folosirea de reactivi, materiale consumabile sau piese de schimb

neautorizate.
Deservirea neautorizata. Orice reparatie sau deservire trebuie
efectuata de persoane autorizate.

Manualul operatorului Coatron X Rev-1 Pagina 2
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TECO GmbH
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1. INTRODUCERE

Acest dispozitiv a fost fabricat in conditii de maxima eficienta in ceea ce priveste
siguranta si functionalitatea sa de inginerie. Pentru a mentine aceasta conditie si a
asigura o operare fara riscuri, operatorul trebuie sa respecte avertismentele si
informatiile de siguranta din acest manual de utilizare.

de utilizare. In caz contrar, producdtorul exclude rdspunderea pentru

o Folositi Coatron X numai in conformitate cu instructiunile din acest manual
daunele aduse dispozitivului Coatron X, pacientilor sau operatorilor.

1.1 SIMBOLURI

Urmatoarele simboluri standard sunt utilizate Tn acest manual:

SIMBOL Semnificatia Explicatia
Courier Informatie Buton pe tastatura
CAPS Informatie Mesaj pe ecran
Citire Indicad informatie importanta si sfaturi
. Descrie reactia Coatron X la intrarea
Informatie . .
facuta de operator.
Risc de posibile daune de sanatate sau
Atentie daune considerabile echipamentului daca
nu se tine cont de avertisment.
Risc potential pentru personalul care
Pericol opereaza cu echipament sau pentru

dispozitiv din cauza socului electric.

Pericol biologic

Echipamentul poate fi potential infectios
datorita probelor si reactivilor folositi.

P> @

Radiatie laser

Evitati expunerea directa a ochilor

Manualul operatorului Coatron X
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1.2 IMAGINI CU DISPOZITIVUL

Ecranul principal
Ecran tactil color
Zona completatd este preincdlzitd pdnd la 37°C

1 x pozitia reagentului @24mm

1 x pozitia reagentului @22mm
1 x pozitia reagentului @22mm, amestecat

2 x pozitiile reagentului @13mm

20 x pozitiile de incubare ale cuvetelor

4 x pozitiile de mdsurare a cuvetelor

(depinde de versiunea ECO/PRO/TOP)

Imaginea 1: Vedere de sus

5V: Cablul de energie

PC: LIS sau PC

DESERVIRE: Actualizarea programului

IMPRIMANTA: Impriant3 in serie

CODUL DE BARE: Scaner de mina a codurilor de bare

Imaginea 2: Vedere din spate

5V: Cablul de energie

PC: LIS sau PC

DESERVIRE: Actualizarea programului

IMPRIMANTA: Imprianta in serie

CODUL DE BARE: Scaner de mina a codurilor de bare

Imaginea 3 : Vederea laterala cu slotul pentru codul

de bare
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1.3

UTILIZAREA PROPUSA

IVD

Familia COATRON-X este proiectatd pentru a efectua teste coagulometrice, cum
ar fi PT, PTT, TT, fibrinogen, teste cu un singur factor, teste cromogene si
imunoturbidimetrice (de exemplu, antitrombina, D-dimer etc.) pe plasma citrata
umana. Aparatul trebuie utilizat Tn scopurile preconizate si inh conditii tehnice
perfecte, de catre personal calificat, in conditii de munca si operatiuni de
intretinere, asa cum este descris n acest document. Este conceput pentru mediu
de laborator sau clinic si pentru a fi operat de un utilizator instruit. Nu este
destinat uzului casnic.

1.3.1

COMPARATIA DISPOZITIVELOR COATRON X

Coatron-X este disponibil in trei versiuni diferite numite Eco, Pro sau Top.

620nm 405nm 405nm

Singular, 75pL Singular, 75pL Singular, 75pL
PT+aPTT+Fib+TT
- Toti factorii Toti factorii
- AT, PC AT, PC
D-Dimer
Da (PT INR+%) Nu Nu

TFT 4.3", 480x272, 18bit color, multi-touch
Forma X 225x150x90mm (LxIxl) cu imprimeu tampon
Preincalzit la 37°C
10x 20x 20x
1x

2X
2X

nu 1x 1x
Da

Da
optional

Da
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Da
Urmeaza

Da

Da

Nu Da Da

Da

Da

Da

Nu Da Da

Nu Da Da

1x 2X 4x

Da

Da

Da

Da

Da

Da

Da
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1.3.2 METODE DE TESTARE
Urmatoarele teste sunt furnizate pentru a detecta afectiunile sistemului de
coagulare uman, care pot fi sangerare sau trombozd si monitorizarea
medicamentelor anti-coagulare precum Heparin sau Marcumar.
Top
- Timpul de protrombina  Singe Nu
- Timpul de protrombind  Plasma Da Da Da
Timpul protrombinic Plasma Da Da Da
partial activat
- Fibrinogenul Plasma Da Da Da
- Timpul trombinei Plasma Da Da Da
- Antitrombina Plasma Nu Da Da
- D-Dimer Plasma Da Da Da
- Proteina C Plasma Nu Da Da
Factorii Plasma Nu Da Da
I, V, VI, VI, IX, X, XI, XII
1.3.3 COLECTAREA MOSTRELOR
Tipul: Plasma citratd umana
Colectarea: punctia venei, 1:10 citrat de sodiu mixt 3.2% (0.105M)
Centrifugarea: 10 min la 1500g
Pastrarea: Max 4h dupa colectare, la temperatura camerei
Bilirubina: < 50mg/dI
Hemoglobina: < 2000mg/I
Trigliceridele: < 50g/I
Specimen destinat pentru PTB (Coatron X Eco)
Tipul: sange capilar din punctia degetului, singe integru citrat

n cazul in care exista diferente fatd de elementele de siguranta ale
reactivului, urmati intotdeauna instructiunea din cutie.
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1.3.4 PRINCIPIUL DE MASURARE

Detectarea coagularii plasmatice se bazeaza pe principiul fotometric. Nu sunt necesare
accesorii mecanice precum bilele de amestecare. Plasma de sange este turnata intr-o cuva.
Se adauga reactivi speciali, care initiaza coagularea sangelui. Cuva este expusa prin lumina
ultravioleta in timpul procesului de coagulare. Cand proba incepe sa coaguleze, se masoara
o schimbare a absorbtiei luminii. Timpul de la inceperea masurarii pana la schimbarea
luminii (punct de cotitura) se numeste timp de coagulare si se exprima in secunde [s].
Conversia timpului de coagulare intr-o unitate de test specifica este una folosind o
interpolare liniara, hiperbolica, semi-logaritmica sau dublu-logaritmica a punctelor de
calibrare stocate. Modelul matematic actual este tiparit in ,,SETUP TEST”. Valorile in afara
domeniului de calibrare sunt calculate prin extrapolare si marcate ca " * ".

Unitate Informatie Locurile Valoare
decimale maxima
s secunde 1 -
% activitate 1 180.0
u unitati 0 999
INR Raport int. 2 30.00
R raport 2 30.00
NR raport 0 180
polonez
mg/dl 0 900
g/l 2 10.00
IE/ml Unitati int. 2 10.00
mg/| 2 10.00
ug/ml 3 7.000
ng/ml 0 7500
pg/l 0 7500
IU/mL Unitati int. 2 10.00
R = timpul de coagulare / timpul normal
NR =100 *(timpul normal / timpul de coagulare)
INR  =Ratio ™ (Raport normal international)

IU/mL = IE/mL = Unitati internationale (1.00 IU/mL = 100 % activitate)
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1.3.5

METODA DE COAGULARE (PT, APTT,..)

optical density
A
T 0.120 E - —— i end of reaction

/
f
/
OO SR L .1 |

[ ¢ 50% of signal

J

J

turnpoint |
max. reacﬁon;‘
f

— i P ¢ ime

Beqin of reaction

IMAGINEA 4: DETERMINAREA PUNCTULUI DE INTOARCERE IN METODA DE COAGULARE

Reactia finalad in cascada de coagulare este transformarea fibrinogenului in
fibrina catalizata de trombina. Formarea fibrinei are ca rezultat oglindirea (nivel
turbidimetric mai mare) in probd, care este masurata de fotometru si stocata ca
disparitie. Rezultatul in cateva secunde este timpul de la inceputul reactiei pana
la momentul vitezei maxime de schimbare (punctul de cotitura al reactiei).
Dispozitivul poate fi comutat si pentru a defini coagularea la jumatatea punctului
de reactie.

1.3.6

METODA CROMOGENA (ANTITROMBINA):

Schimbarea semnalului optic nu este cauzata de reactia de cheag, ci de eliberarea
de particule de culoare (pNA), care provoaca o culoare galbena. Schimbarea culorii
este masurata la 405 nm si exprimatda ca ,dE/60sec” si proportionald cu
concentratia sau activitatea analitului.

1.3.7

METODA IMUNOTURBIDIMETRICA (D-DIMER):

Schimbarea luminii este cauzata de reactiile Antigen - anticorp, care au dispersat
lumina. Anticorpii se leaga de particulele de latex la amplitudinea reactiei optice.
Schimbarea luminii este proportionala cu concentratia de antigen precum D-
Dimer si exprimata ca dE/120 sec.
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1.4 INFORMATIA CU PRIVIRE LA SIGURANTA

14.1 INFORMATII DE SIGURANTA PENTRU FUNCTIONARE

Folositi numai lichidele de curatare si clatire aprobate de producator.
Nerespectarea acestui lucru poate duce la masurari defectuoase sau
defectiuni ale reactivilor Coatron X. Preveniti scurgerile in analizator. Tn caz
contrar, este necesar ca lucrarile de intretinere costisitoare sa fie necesare!

Efectuati masurari de control la intervale regulate pentru a va asigura ca
analizorul continua sa functioneze impecabil .

Daca dispozitivul este utilizat intr-o maniera, care nu este specificata de
producator, garantia ar putea fi afectata!

Va rugam sa cititi manualul de utilizare in intregime inainte de operare. Pentru
a asigura un nivel ridicat de performanta si pentru a evita erorile utilizatorului.

> B P> B

1.4.2 INFORMATII DE SIGURANTA PENTRU MATERIALE

Folositi numai materiale aprobate si etichetate TECO, cum ar fi cuvete, piese
de schimb sau reactivi pentru care dispozitivul este destinat si validat.

Consumabile precum cuvete sau varfuri galbene sunt destinate obiectelor
de unica folosinta. Utilizarea repetata poate duce la rezultate false din
cauza contaminarii. Urmati instructiunile din circularele pachetului de
reactivi. Utilizarea incorectd poate duce la rezultate false.

Nu folositi materialele dupa data de expirare. Reactivii IVD in special
expirati pot provoca rezultate false.

Controlati functia corecta a pipetei manuale in fiecare an pentru a asigura
rezultate precise.

> B b b
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1.4.3

INFORMATII DE SIGURANTA PRIVIND RISCUL PENTRU SANATATE

Sangerare sau tromboza

Diagnosticul si medicatia sistemului de coagulare uman bazat pe rezultate
false poate duce la sangerare critica sau tromboza. Pentru reducerea
riscurilor, este esential sa urmariti indicatiile de mai jos.

Provocata din cauza starii de eroare a dispozitivului, a reactivului sau a
datelor de calibrare:

Efectuati un control al calitatii inainte de a rula o serie de probe de pacient
sau dupa reconstituirea unui flacon sau dupa calibrarea testului pentru a
exclude erorile de date ale dispozitivului, reactivului sau calibrarii.

Provocatd de o pipeta imprecisa:
Validati pipeta in fiecare an si etichetati ultima data de validare.

Provocat de alocarea falsa a valorilor tinta
Executati standardele interoperationale de control al calitatii.

Provocat de apa purificata
Folositi doar apa purificata pentru a reconstitui controale sau reactivi.
Verificati vizual ca apa sa nu contina impuritati.

Provocat de reactivul expirat
Nu folositi reagentul in vitro sau materialele dupa data lor de expirare.

Material contaminant

Aveti in vedere toate suprafetele si materialele, care ar putea intra in
contact cu plasma sau cu alt lichid biologic, deoarece ar putea fi
contaminate cu materiale infectioase.

Evitati contactul

Purtati manusi de protectie contra infectiilor medicale pentru toate lucrarile,
care implica un contact potential cu materiale infectioase si utilizati fiecare
pereche de manusi o singura data. Folositi un produs dezinfectant pentru
maini, de ex. Sterilium®, pentru a dezinfecta mainile dupa finalizarea
lucrarilor.

Aruncati
Materialele infectioase, cum ar fi deseurile de cuva si deseurile lichide, in
conformitate cu legile locale, care reglementeaza materialele infectioase.

Conditiile de igiena

Valideaza sistemul de management igienic in conformitate cu biroul federal
german GLP pentru bune practici de laborator sau standarde de calitate
similare. Orice deseuri trebuie considerate potential infectioase. Trebuie
evitat contactul direct. Sunt necesare manusi de protectie Tn timpul
functionarii, deservirii sau curatarii.
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Radiatie cu lumina LED

Evitati expunerea directa a ochilor.

Scanerul intern de coduri de bare CCD este atribuit
EN 55022:2010 clasa B, EN 62471:2008

1.4.4 INFORMATII DE SIGURANTA PENTRU CURATARE, INTRETINERE Sl
DESERVIRE

Despre deservirea autorizata!

Efectuati numai masurile de intretinere, reparatie si inlocuire enumerate in
acest manual de utilizare. O manipulare necorespunzatoare a dispozitivului
va anula obligatiile de raspundere ale producatorului si poate face necesara
efectuarea apelurilor de servicii, a caror plata nu este acoperita de garantie.
Numai Serviciul Clienti autorizat poate efectua reparatiile. Se pot folosi
numai piese de schimb originale. inainte de a efectua orice reparatie pe
dispozitiv, este foarte important sa dezinfectati complet toate piesele
posibil contaminate.

Despre curatire si decontaminare!

nainte ca dispozitivul s3 fie scos din laborator pentru eliminare sau
intretinere, acesta trebuie decontaminat. Procedura este descrisa in
capitolul ,Curatare si intretinere” si trebuie efectuata doar de personal
autorizat bine instruit, respectand toate masurile de siguranta necesare.

Certificatul de decontaminare este necesar!

Dispozitivele, care trebuie returnate trebuie sa fie insotite de un certificat
de decontaminare completat de responsabilul de laborator. Daca nu este
furnizat un certificat de decontaminare, laboratorul de returnare va fi
responsabil pentru taxele rezultate din neacceptarea dispozitivului de catre
centrul de deservire.

Aveti in vedere toate suprafetele si materialele care ar putea fi in contact cu
plasma sau cu alt lichid biologic, deoarece ar putea fi contaminate cu
materiale infectioase.

Evitati orice contact direct cu decontaminanti sau dezinfectanti.

> B B B P
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1.4.5 SIGURANTA ELECTRICA

Precautii:

= Evitati lichidele varsate in sistem. Dar in cazul in care acest lucru se
intampla, deconectati dispozitivul de la sursa de energie si curatati si
uscati toate partile contaminate.

= Scoateti cablul de alimentare Thainte de a deschide dispozitivul.

= Nu atingeti piesele electronice in timpul functionarii.

= Nu folositi sistemul fara o conexiune adecvata la impamantare.

= Nuintrerupeti niciodata intentionat contactele de protectie la sol.

= Nu indepartati niciodata elementele carcasei, capacele de protectie sau
elementele structurale securizate, deoarece acest lucru ar putea expune
piese, care transporta curent electric.

=  Asigurati-va ca suprafetele precum podeaua si masa de lucru nu sunt
umede Tn timp ce se lucreaza pe dispozitiv.

= Verificati regulamentul echipamentelor electrice. Conductele sau

v v

soclurile defecte trebuie Tnlocuite fara intarziere.

Conectati la energie:

= Dispozitivul este clasificat in clasa 1 (IEC) si, prin urmare, trebuie sa fie
legat in mod fiabil si instalat profesional, in conformitate cu
reglementarile in vigoare privind cablurile electrice si cu standardele de
siguranta prevazute aici.

= Asigurati-va cd setarea tensiunii de functionare este corecta inainte de a
conecta dispozitivul la reteaua de alimentare. Cititi capitolul , Instalare”
despre conditiile electrice.

Deconectati de la energie:
= Deconectati cablul de alimentare de la priza de perete sau de la sursa de
alimentare a dispozitivului.
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1.4.6

DECLARATIA EMC

>

Coatron X respecta cerintele privind emisiile si protectia, n conformitate cu
GB/T 18268.1 (IEC 61326-1: 2012) si GB/T 18268.26 (IEC61326-2-6: 2012).

>

Coatron X a fost proiectat, testat si gasit in conformitate cu dispozitivul Clasa A,
in conformitate cu GB 4824 (IEC 61000-4). in mediul intern, acest dispozitiv
poate provoca interferente radio, caz in care utilizatorul este obligat sa ia
masuri adecvate.

Detectarea mediului electromagnetic este recomandata Thainte de a utiliza
acest dispozitiv.

Evitati sa actionati acest dispozitiv in apropierea unei surse de radiatie
puternica (de exemplu, o sursa RF ne-ecranatad), care poate interfera cu
functionarea corecta a dispozitivului.

Lungimea maxima a cablurilor catre dispozitivele externe precum imprimanta,
codul de bare sau LIS trebuie sa fie mai mica de 3 m pentru a pastra
conformitatea cu EMC. (IEC 61326-1:2012)

> B B P

Nu instalati pe masa metalica de 3m.

1.4.7

RECICLAREA DISPOZITIVULUI

Sistemul trebuie decontaminat de deseurile electrice inainte de
transportare catre un dispozitiv autorizat.

> B>

Dispozitivul trebuie reciclat, asa cum este indicat de DEEE (2002/96/EG).
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2. INSTALAREA DISPOZITIVULUI COATRON X

2.1 OBIECTUL LIVRARII

Pachet de livrare standard

e 1buc. Coatron X

e 1buc. Sursa de energie

e 25buc. Cuvete de unica folosinta
e 5buc. Tuburi pentru reagenti

e 1buc Manualul utilizatorului

Imaginea 5: Setul standard la livrare
Optional sunt disponibile:

e Imprimanta termica

e Cablul imprimantei

e Rulouri de hirtie pentru imprimanta (5/ea)
e Pipetd cu volum variabil 10 -100 pl, simpla
e Programul TECAM Smart

Manualul operatorului Coatron X Rev-1
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2.2 CONDITII DE LUCRU
Conditiile de mediu:
Temperatura de operare 15-30°C
Umiditatea <70%
Ridicarea deasupra nivelului < 3.000m
marii
Protectie de praf Gradul 2
Rezistenta la impact in conformitate cu IEC/EN 61010-1, 8.2.2
Nu este permis Vibratii, lumina directa a soarelui; expunerea

directa la conditiile de aer.

Conditiile electrice:
100-240 VAC, 47 - 63Hz, Clasa-1 (61010)

Conditiile de pastrare:
0°C to +40°C, maxim 12 luni in ambalajul original

Conditiile de transportare:
0°C - +40°C, < 70% umiditate relativa
Nu este definit special. Regulamentul general pentru transport poate fi
utilizat.

Conditiile de igiena:
Validat conform sistemului de management igienic in conformitate cu
biroul federal german GLP pentru bune practici de laborator sau standarde
de calitate similare. Orice deseuri trebuie considerate potential infectioase.
Trebuie evitat contactul direct. Sunt necesare manusi de protectie in timpul
functionarii, deservirii sau curatarii.
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2.3

DESPACHETAREA DISPOZITIVULUI COATRON X

Verificati ambalajul Coatron X si al accesoriilor pentru eventuale deteriorari vizibile. Daca
ambalajul este deteriorat, contactati compania de transport pentru a putea fi evaluata
orice deteriorare a dispozitivului sau a accesoriilor.

Procedurile la prima instalare:

1.

o v s wWwN

Despachetati si asezati dispozitivul in conformitate cu conditiile de functionare (a se
vedea cu un capitol inainte).

Conectati la sursa de energie.

Porniti si asteptati pana la regimul verde.

Atingeti Green Status si selectati ,,print”.

Atasati raportul de sistem in ,Inregistrare protocol de instalare” sau caseta.
Confirmati functia corecta a sistemului printr-o masurare de control al calitatii cu PT
si plasma de control.

Instalarea programului TECAM Smart

1.

Deconectati dispozitivul de la calculator.

2. Rulati TECAM setup.exe.
3.
4. Conectati dispozitivul la calculator. PC-ul ar trebui sa mesajeze, ca a fost gasit un

Confirmati, atunci cand vi se cere sa instalati driver-ul Coatron X.

dispozitiv nou.
Reporniti TECAM.

Informatii suplimentare pot fi citite in capitolul ,,7” sau ajutorul online TECAM.

o Pdstrati materialul de ambalare original pentru transportul ulterior.
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2.4

PORNIREA SI OPRIREA

Pornirea
Conectati la sursa de energie.

Dispozitivul necesita aproximativ 15 min pentru incalzirea blocului optic la 37 ° C. Dupa
aceea este gata pentru masurare, care este indicat cu un LED verde pe afisaj.

Oprire
Aparatul nu accepta intrerupator de alimentare. Trebuie sa se deconecteze de la
energie.

Regim de asteptare

Comutarea sistemului in standby dupd 2 min de functionare inactiva. in standby,
luminozitatea afisajului este redusa pentru a economisi durata de viata a afisajului si
pentru a reduce consumul de energie.

Regimul "somn”
Deschideti meniul si atingeti butonul ,,Sleep”.

Meniul este afisat in partea de sus a ecranului si este disponibil numai daca nu exista nici
masurare. Consumul de energie in timpul somnului este de 0,2W.

"Trezirea”
Ecranul tactil.

Nu existd niciun risc de deteriorare a sistemului sau de pierdere de date. Sistemul poate fi
(de) conectat in orice situatii de operare.

2.5

TNREGISTRAREA

2.6

Producatorul trebuie informat despre data primei instalari. Pentru aceasta, navigati pe site-
ul web TECO GmbH www.teco-gmbh.com si conectati-va cu datele contului dispozitivului,
care sunt afisate in timpul pornirii sau a ecranului cu informatii despre sistem sau pe placa
de dispozitive.

User= S/N Numarul de serie, de exemplu 0104000005

Pass= PIN Numarul de identificare al produsului, de exemplu 1234 5678 90

GARANTIA

Termenul de garantie va incepe din data livrarii sau Tnregistrarii (prima instalare).
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3. OPERAREA CU DISPOZITIVUL COATRON X

Coatron X este controlat in totalitate prin ecran tactil.

e Atingere scurta: Functia este executata la atingere
e Atingerea lunga: Functia este repetata de 10 ori
e Textul butonului gri: Functia este oprita

n timpul m&surarii active, unele functii din meniu nu sunt vizibile sau afisate cu text
gri. Opriti mdsurarea pe toate canalele pentru a reactiva butoanele.

3.1 GHIDUL RAPID

Cum se executa o masurare PT:

1.
2.

W N AW

Porniti dispozitivul si asteptati starea verde (~ 15min pana la 37 ° C).

Puneti flaconul PT in blocul de reactiv si lasati sa se incubeze timp de cel putin
5 min.

Schimbati testul canalului 1in ,,PT”.

Plasati cuva Tn optica.

Introduceti 25 ul de proba in cuva.

Apasati pe ,,00:00” si asteptati 30 sec.

Apasati ,,OPTIC-1" si introduceti un PID sau scanati un cod de bare de proba.
Adaugati 50 ul reactiv PT, cand , Activ” clipeste. Masurarea va fi inceputa.
Asteptati sa se rupa rezultatul sau atingeti butonul optic.

Activarea multipla (cu exceptia Coatron ECO)

1.

2.
3.
4

Deschideti meniul si setati Auto PID = Pornit.

Puneti cuve goale in fiecare canal si pipetati 25 ul de proba pe fiecare cuva.
Apasati butonul mutlistart.

Adaugati 50 ui PT la fiecare cuva.

Cum se introduce o calibrare PT:

1.
2.
3.

v

Porniti dispozitivul si treceti la ecranul de pornire.

Atingeti orice buton de testare.

Schimbati testul in ,,PT” si atingeti ,,Configurare” sau scanati codul de bare al
flaconului PT.

Introduceti LOT, data de expirare si selectati Unitati in ,% + INR”.

Apasati din nou butonul ,,Configurare”.

Selectati campul de date si schimbati cu butoanele incrementale (- / +).
Utilizati functia de atingere lunga pentru o introducere usoara.

Confirmati cu ,0K”.
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3.2 MASURAREA

Primul ecran dupd pornire

(M @ (3) 4 ()

12/31 23:59

PT

OPTIC-1 § OPTIC-2 | OPTIC-3 §| OPTIC-4

@ (8)

IMAGINEA 6: ECRANUL DE BAZA COATRON X TOP

Butonul Titlul Utilizarea functiei
(1) Data si timpul Redactarea datei
Testarea
(2) curenta Modificarea testului
(3) Taimer Start/Resetarea taimerului sau alarmei
Meniu sau
(4) Acasa Deschideti meniul sau reveniti la principal
(5) Verde sau Rosu Deschideti informatiile despre sistem
(6) Multistart Activati toate canalele
Channel-1 este inactiv. Atingeti pentru a introduce un
(7) Optic-1 nou PID si activati
Canalul este activ. Atingeti sau adaugati reactiv pentru
(7) Activ aincepe
Portocaliu
(7) intermitent Masurarea continud. Atingeti pentru a opri masurarea
Rezultatul
(7) curent Atingeti pentru a introduce un nou PID
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Altele
esantion cod de
bare Cititi ID-ul pacientului si urmariti activarea gratuita
[LIS] Vizibil, daca este conectat cu LIS
LED Verde Sistemul este gata pentru masurare
LED Rosu Indica problemele sistemului. Nu este posibild nicio masurare.
37.0°C Temperatura pe blocul de reactiv.
Butoane gri Functia de utilizare nu este posibild in timpul masurarii.
Contrast
intunecat Modul de salvare. Atingeti pentru a reactiva.

10:30 15.12.20

PT 00:00

PID: 12345678

f 125 s

*115 %
0.91 INR

IMAGINEA 7: ECRANUL IN TIMPUL MASURARII

Butonul (7) in timpul masurarii

Numarul de identificare al pacientului (maxim 16
PID cifre)

Rezultat PT=12.5s,115% 0,91 INR

+++ nici o reactie de cheag nu a fost detectata in

timp de executie

Indicator f = fibrinogen foarte scazut (cheag slab)

F = fibrinogen foarte mare (cheag puternic)

* = Rezultatul nu corespunde cu calibrarea

X = valoarea dubla deviaza mai mult decat 15%
Err T = temperatura nu este la 36 - 38°C

E = reagent expirat

S = intensitatea luminii este prea joasa

absorbtie optica curenta. O schimbare a

mOD S . N
valoare> 50mOD indica o reactie de cheag in curs.

Taimer Ora curenta de masurare
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3.3 INTRODUCEREA INFORMATIEI DESPRE PACIENT

IMAGINEA 8: INTRODUCEREA NUMARULUI DE IDENTIFICARE AL PACIENTULUI

Buton
Taste numerice
Incrementa

Hi-Sense

Apasarea lunga

Codul de bare
mostra

Titlu
0-9,C, X
-1/+1

Hi-Sense

Functia utilizata

Modificati sau stergeti NIP

Mariti NIP. Utilizati posibilitatea de atingere lunga
pentru modificarea usoara.

Porneste sensibilitatea foarte inalta de detectie.
Util pentru mostre sau rezultate "+++".

Apasati butonul > 2 sec

Setati numarul de identificare la codul de bare
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3.4 ALEGEREA TESTULUI

@

< OK | All

(1) 100%=12.5s
(2) 100% = 20.0s
(3) 25% = 35.0s
(4) 0% =0.0s

(5) 0% = 0.0s
invalid

Print | Settings>

IMAGINEA 9: ALEGEREA TESTULUI LA COATRON X PRO/TOP

Butonul Titlul
Butoanele de PT-F12
testare
On / Off On / Off
LOT 1/2 LOT 1/2
OK OK
Toate Toate
Setarile Setarile
Print Print

Codul de bare al
reagentului

SETAREA PT -

Utilizarea functiei
Alegeti testul

Activati doua LOT-uri pe test (nu sunt disponibile)
pentru Coatron X Eco)
Tncarcati datele LOT 1 sau 2 de la EEPROM

Confirmati testul pentru canalul curent
Confirmati testul pentru toate canalele
Schimbati calibrarea testului

Tipariti setarea testului curent

Selectati testul curent si lotul.

Un semnal sonor lung indica codul de bare sau LOT-
ul nevalide.

Date de calibrare a lotului si testului curent.

Valorile rosii indica date nevalide.
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3.5 SETARILE DE SISTEM

Auto PID

Double determination
Countdown €«

Results >

< OK O Setup >

IMAGINEA 10: MENIUL RAPID COATRON X PRO/TOP
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‘Date < 31.12.2016 >\

Time < 12:00 >
Language < DE >
Mixer < Normal >

< 37.0° >

IMAGINEA 11: SETARILE DE SISTEM COATRON X PRO/TOP

Auto PID « Countdown @

Date < 31.12.2016 >
Time < 12:00 >
Language < DE >
Temp. < 37.0° >

0

IMAGINEA 12: SETARILE DE SISTEM COATRON X ECO
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3.6 SETARILE TESTULUI

<< Setup PT

LOT: 12345678
12-2015

UNITS: ) % + INR +
INCUBATION (s):
STOP (s):

|1 2 3 14)5|6)]7]8])°59 0 CJ

ADMIN Settings >

IMAGINEA 13: SETARILE TESTULUI 1

<< Setup PT

%] sl Normal ():

8 100.0_ si:
R 50.0 |
¥ 00 |
SR—00 | 00
00 | 00
R?=0.985 Y=1/X - Eals

IMAGINEA 2: SETARILE TESTULUI 2
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3.7 ANALIZAREA REZULTATELOR

12/31 12:00

#001
PID: 12345678  2016/12/31 12:00

PT 125 s
>100 %
1.00 INR

IMAGINEA 15: ANALIZAREA REZULTATELOR COATRON X PRO/TOP

3.8 INFORMATIA CU PRIVIRE LA SISTEM

12C=0K

SN-123456 Sf‘l =0K
FW-1.01.01a Display = OK

RS232=0K
RAM = OK
EEPROM = OK
KTY = OK

BATTERIE = OK
OPTIC= 0K

IMAGINEA 16: INFORMATIA DESPRE SISTEM
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3.9 INFORMATIA PRIVIND INTRODUCEREA TICHETELOR

Service Code

IMAGINEA 17: INFORMATIA PRIVIND INTRODUCEREA TICHETULUI
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4. TESTE DE COAGULARE DE BAZA

4.1 DETERMINAREA PT DIN PLASMA

Cum se executa o masurare PT:

1. Porniti dispozitivul si asteptati aprinderea starii verzi (~ 15 min pana la 37 ° C).

2. Reconstituiti reactivul PT si asteptati 30-60 min inainte de pasul urmator.

3. Introduceti flaconul PT in blocul de reactiv + bara de agitare si lasati sa incubeze timp de cel
putin 5 min.

4. Schimbati testul canalului 1 in ,,PT” apasand pe testul curent.

5. Puneti cuva goala in optica.

6. Introduceti 25 ul de proba in cuva.

7. Apasati ,00:00” pentru a porni cronometrul si asteptati 30 de secunde.

8. Apasati ,,OPTIC-1”" si introduceti un numarul de identificare al pacientului sau scanati un cod de
bare de proba.

9. Addugati 50 ul reactiv PT, cand ,Active” clipeste. Masurarea va incepe automat la adaugarea
reactivului.

10. Asteptati rezultatul sau atingeti butonul optic pentru a anula.

Activarea multipla (cu exceptia dispozitivului Coatron ECO)

1. Deschideti meniul si setati Auto NIP = Pornit.

2. Puneti cuve goale in fiecare canal si pipetati 25 ul de proba pe fiecare cuva.
3. Apasati butonul multistart.

4. Adaugati 50 ul PT in fiecare cuva de la stanga la dreapta.

Cum se calibreaza:
1. Reconstituiti calibratorul si asteaptati 15-30 min Tnhainte de a continua cu pasul urmator
2. Calibratoare.

Valoarea tinta a calibratorului este starea la certificat. imi asum 100% ca exemplu
Solutia IBS, Owrens sau NaCl2 pot fi utilizate ca diluant pentru proba

a. 100%: Pipetati calibrul 100 pl in tubul gol

b. 50%: Pipetati 100 uL 100% calibrator + 100 ul diluant in tubul gol
c. 25%: Pipetati 100 uL 50% calibrator + 100 ul diluant in tubul gol
d. 12,5%: Pipetati 100 uL 25% calibrator + 100 ul diluant in tubul gol

3. Rulati toate cele 4 calibrate ca pacientii si notati timpul de coagulare
(se recomanda efectuarea determinarii duble)

4. Introduceti setdrile PT si introduceti

a. LOT corect, Exp (cititi codul de bare al etichetei flaconului)

b. setati UNITATE la ,,INR +%"

c. Timp normal de intrare (= 100% rezultat) + ISI (a se vedea flaconul)
d. % Calibrare de intrare
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4.2 DETERMINAREA PT DIN STINGE CAPILAR

Cum se executa o masurare PT-B din sangele capilar:

1. Porniti dispozitivul si asteptati starea verde (~ 15 min pana la 37 ° C).

2. Schimbati testul in,,PTB” apasand pe testul curent.

3. Reconstituiti PT-B cu componenta-1 (diluant) si asteptati 30-60 min Tnainte de pasul urmator.
4. Adaugati componenta-2 (CaCl2) in PT-B si asteptati din nou timp de 30-60 min nainte de pasul
urmator.

5. Puneti cuva goala in optica sau in pre-incubare.

6. Introduceti 150 ul de PT-B in cuva. Cuva trebuie folosita in urmatorii 10 minute.

7. Inchideti flaconul PT-B si pastrati-l in frigider pand la urmatoarea utilizare. Reactivul este stabil
timp de 30 de zile.

8. Apasati ,,OPTIC-1" si introduceti un NIP (numar de identificare al pacientului) sau scanati un cod
de bare de proba.

9. Cand ,activ” clipeste, strapungeti degetul si pipetati 15uL de sadnge capilar in cuva.

10. Masurarea ar trebui sa Tnceapa. Este important sa amestecati in cuva. Pentru aceasta coborati
pipeta Tn cuva si pompati 10-15x in sus si in jos. Terminati amestecarea celei mai recente probe
atunci cand numaratoarea inversa ajunge la zero.

Cum se calibreaza PTB
1. Reconstituie calibratorul cu 1,7mL si asteapta 15-30min

2. Calibratoare.
Valoarea tint3 a calibratorului este starea la certificat. imi asum 100% ca exemplu
Solutia IBS, Owrens sau NaCl2 pot fi utilizate ca diluant pentru proba

a. 100%: Pipetati calibrul 100 pl in tubul gol

b. 25%: pipetati 100ul 100% calibrator + diluant 500 ul in tubul gol

3. Rulati toate cele 4 calibrate ca pacientii si notati timpul de coagulare
4. Introduceti setdrile PTB si introduceti

a. LOT corect, Exp (cititi codul de bare al etichetei flaconului)

b. setati UNITATE la,,INR +%"

c. Timp normal de intrare (= 100% rezultat) + IS (a se vedea flaconul)
d. % Calibrare de intrare

4.3 DETERMINAREA APTT

Cum sa executati o masurare aPTT:

. Porniti dispozitivul si asteptati starea verde (~ 15 min pana la 37 ° C).

. Schimbati testul in ,,APTT” apasand pe testul curent.

. Puneti CaCl in dispozitiv, |asati sa se incubeze timp de cel putin 5 min.

. Puneti cuva goala in optica sau in pre-incubare.

. Introduceti 25 ul de proba in cuva.

. Introduceti 25 ul de reactiv aPTT rece in cuva.

. Apasati ,,00:00” pentru a porni cronometrul si asteptati 180 de secunde.

. Cu putin Thainte de sfarsitul incubarii, apasati ,,OPTIC-1" si introduceti un NIP sau scanati un cod
de bare.

9. Addugati 25 ul de CaCl, cand , Active” clipeste. Masurarea va incepe automat.
10. Asteptati rezultatul sau atingeti butonul optic pentru a anula.

oONOOULL A WN B
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4.4 DETERMINAREA FIB

Cum sa executati o mpsurare FIB:
Metoda nr.1
. Porniti dispozitivul si asteptati starea verde (~ 15 min pana la 37 °C).
. Schimbati testul in ,,FIB” apasand pe testul curent.
. Reconstituiti reactivul FIB si asteptati 30-60 min Thainte de pasul urmator.
. Puneti flaconul FIB nu in blocul de reactiv. Temperatura camerei este potrivita.
. Puneti cuva goala in optica.
. Introduceti 10 uL de proba in cuva.
. Introduceti 90 uL de tampon IBS in cuva.
. Apasati ,,00:00” pentru a porni cronometrul si asteptati 30 de secunde.
. Apasati ,OPTIC-1” si introduceti un NIP sau scanati un cod de bare de proba.
10. Adaugati 50 uL de reactiv FIB, cand , Active” clipeste. Masurarea va incepe automat la
adaugarea reactivului.
11. Asteptati rezultatul sau atingeti butonul optic pentru a anula.

O o0 NOOULL B WN

Metoda nr.2
. Porniti dispozitivul si asteptati starea verde (~ 15 min pana la 37 °C).
. Schimbati testul in ,,FIB” apasand pe testul curent.
. Reconstituiti reactivul FIB si asteptati 30-60 min Tnainte de pasul urmator.
. Puneti flaconul FIB nu in blocul de reactiv. Temperatura camerei este potrivita.
. Pipetati 50 uL de proba prediluata 1: 10 in cuva (prediluarea se face cu sol. IBS).
. Apasati, 00:00” pentru a porni cronometrul si asteptati 30 de secunde.
. Apasati ,OPTIC-1" si introduceti un NIP sau scanati un cod de bare de proba.
. Adaugati 25 pl de reactiv FIB, cand ,Active” clipeste. Masurarea va incepe automat la
adaugarea reactivului.
9. Asteptati rezultatul sau atingeti butonul optic pentru a anula.

oONOOULL B WN B

Cum sa calibrezi FIB

1. Reconstituiti calibratorul si asteapta 15-30min Thainte de a continua cu pasul urmator
2. Calibratoare.

Valoarea tinta a calibratorului este starea la certificat. Se presupune ca exemplu 300mg / dL

a. 600 mg / dL: Pipetati 50 pi calibrator + 200 uL tampon IBS in tubul gol

b. 300 mg / dL: Pipetati 50 pi calibrator + 4500 pL tampon IBS in tubul gol

c. 150 mg / dL: Pipetati 50 pi calibrator + 950 uL tampon IBS in tubul gol

d. 75 mg / dL: Pipetati 50 pi calibrator + 1950 uL tampon IBS in tubul gol

3. Rulati totti 4 calibratori

a. Adaugati 50 ulL de calibrator in cuva

b. Addugati 25 uL de reactiv FIB pentru a incepe masurarea. Scrieti timpii de coagulare pe hartie
sau imprimati

4. Introduceti setarile FIB si introduceti

a. LOT corect, Exp

b. setati unitatile la “mg/dL”

c. Introduceti calibrarea mg/dl
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5. FUNCTIILE DE DESERVIRE

5.1 VERIFICAREA OPTICA

.... o

I=10mA 1=10mA 1=10mA I=10mA

TEMP =36.2 51160 51200) $N=1001-1601-1234
FW=1.01.15

< OK T

5.2 RAPORTUL DE SISTEM

SYSTEM REPORT

22.08.2017 Data raportului
denumirea sistemului
System: Coatron X 3 i
S V1.01.42 versiunea programului
SIN : 01040 01234 numdrul de identificare al sistemului
PIN: 12345 67890 numdrul de identificare al produsului
- - temperatunz opticii si valoarea digitald al senzorului
50981 (target=50992) temperaturii
Valorile optice
fp““ . Ao Lo= LED stins
(o] 1 m C . .
Hi= LED pornit
1:2698 28822 5 6 0K mA= energia LED
i ! K OK= nu existd eroare
4:2698 29822 6 0 oK - -
/1= conditie de eroare
PT= 26
aPTT= 8
FIB= 17 .
DD= 0 Numdrarea testelor efectuate
AT= 0
TOTAL 101
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5.3 AJUSTAREA TEMPERATURII

1. Porniti dispozitivul si asteptati aprox. 15min pana cand sistemul afiseaza 37 ° C pe ecran.
2. Umpleti un tub / flacon de reactiv cu 2 ml de apa si asezati-| intr-o pozitie de reactiv. Plasati un
termometru digital in tubul de reactiv si |asati sa se incalzeasca timp de aproximativ 10 minute.

3. Apasati meniul

Schimbati temperatura sistemului curent la valoarea termometrului. Asteptati 10 min si repetati

procedura.
Problemele tipice:
Defectiunea/Eroarea

Incélzirea sistemului nu a ajuns

la37°C

Sistemul arata 0.00°C

Cauza posibila

Calibrarea senzorului este

dincolo de spectrul stabilit

Senzoru

| aiesit din diapazon

Masurari

Resetati la implicit din fabrica ca
descris in capitolul ,,Functie
ascunsa"

Temperatura mediului trebuie sa

fie de 0 — 45°C.

Placa cu senzor sau cu LED optic  Tnlocuti placa LED
este defecta
5.4 PREZENTAREA GENERALA AL PLACII PRICIPALE
Barcode Printer Update LIS Input 5V
JAL OOJAT T —y

L
\1J

intern 5V hees

Heating | waer

JTAG

%

Status LED

[ ]

display

Testpin TP1

Statutul dupa becul LED:

Optic |

verde permanent
rosu, permanent
verde, intermitent
rosu, intermitent

= totul este bine
= EEPROM eroare
= eroarea bateriei

= sensor de temperatura/optica nu

este conectata

et | Mixer

> Batterie
/1] CR2023
fartl
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6. FUNCTIILE ASCUNSE

6.1 RESETAREA LA STAREA DIN FABRICA

Coatron X duo
SN-123456 Factory Default

FW-1.01.01a

www.teco-medical.de

A

IMAGINEA 19: ECRANUL DE START IMAGINEA 20: SETARILE IMPLICITE

Apasati
spinerul timp
de 3 sec

Cum se reseteaza calibrarea PT la setdrile implicite de fabrica:
1. Porniti dispozitivul si treceti la ecranul de pornire
2. Atingeti orice buton de testare
3. Schimbati testul in ,PT” si atingeti ,,Configurare” sau scanati codul de bare al
flaconului PT
4. Introduceti LOT, data expirarii si selectati Unitatiin ,% + INR”
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6.2 LOGAREA TN CALITATE DE ADMINISTRATOR

Factory Default

RRkkkk

IMAGINEA21 : LOGAREA TN CALITATE DE ADMINISTRATOR

1. Ecran deintampinare: Apasati lung pe pictograma filetului
2. Alternativa tactila: zonal, 2,1,2,1,2

Ca admin functiile urmatoare sunt activate:

e Schimba protocolul de testare (vezi urmatorul capitol)

6.3 MODIFICAREA PROTOCOLULUI DE TESTARE

<< Setup PT

METHOD:
LIMIT:
START (s):

TRIGGER:
I-LED:
S-CORR:
T-CORR:
MATH:

IMAGINEA 22: PROTOCOLUL DE TESTARE

Manualul operatorului Coatron X Rev-1
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7. CURATIREA S| MENTENANTA

7.1 INFORMATIA GENERALA CU PRIVIRE LA CURATIRE

e Curatati cu o carpa sau un stick de bumbac fara scame.

e Nu purificati niciodata lichidul Tn zona optica sau de lucru.

e Pastrati dispozitivul fara praf si umezeala.

e Daca dispozitivul este murdar cu lichide, indepartati murdaria cu o carpa absorbanta.

e Daca un lichid a fost varsat sau pipetat accidental intr-un canal de masurare,
deconectati imediat de la sursa de alimentare si curatati canalul de masurare cu
pipeta si o carpa fara scame. Verificati functia opticii din meniul DESERVIRE.

plasma sau cu alt lichid biologic, deoarece ar putea fi contaminate cu

2 Aveti in vedere toate suprafetele si materialele, care ar putea fi in contact cu
materiale infectioase.

A Evitati orice contact direct cu decontaminanti sau dezinfectanti.

7.1 CURATIREA

o Folositi detergent, apa si inalbitor diluat 10% sau decontaminant
comercial.

e Curatati si stergeti toate deversarile din jurul zonei de lucru sau ale
sistemului de pompare cu ac cu detergent si apa.

7.2 DECONTAMINAREA

o Utilizati indlbitor diluat cu 30% si dezinfectant comercial (de exemplu,
Bacillol®AF)

e Decontaminati zona de lucru, zona acului, rafturile pentru pacienti,
tastatura, ecranul LCD, carcasele fata, imprimanta si sertarele pentru
deseuri

7.3 MENTENANTA REGULATA

¢ Curatati dispozitivul dupa fiecare utilizare

e Decontaminati dispozitivul in fiecare saptaméana sau inainte de expediere pentru reparare /
aruncare

e Dupa 5 ani inlocuiti bateria placii de baza (CR2032)
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8. ELIMINAREA ERORILOR

8.1

ERORILE DE MASURARE

Eroarea

Cauza posibila

Masurarea

Rezultatele marcate "*"

Rezultate ce trec peste
limita de calibrare

Marcat "T" Temperatura dincolo de 36
—-38°C
Marcat "E" Reagentul este expirat
Marcat "S" Semnalul optic este foarte | Verificati optica

scazut, din cauza turbiditatii
extreme.

Evitati interferentele
optice probe lipemice.

Marcat “f’sau "F"
(doar testul PT)

Fibrinogen ridicat sau scazut

Executati testul FIB pentru
confirmare

Marcat "X" Valorile duble deviaza cu
mai mult de 15%
Marcat "+++" Nu a fost observata nici o

coagulare cu timpul de
masurare

- Problema cu pornirea automata ! (Pipetati spre centru, reduceti sau mariti declansarea

autostartului ).
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9. ANEXA

9.1

GHIDUL CODULUI DE BARE

20mm Center of Symbol
M123458
# ' i
e NN
¥ ! |

Center of Placement Zone

Specificatia etichetei:

- Lungimea:

- Latimea:

- Lungimea codului de bare:
- Latimea codului de bare:

- Zona goala:

- Rezolutia/modul:

- Diapazon:

- Calitate

Coduri acceptate:
- Code 128

- EAN 128

- Code 39

- Code 93

- 2/5 intercalat

Symbol Placement Zane

4

v

50-70 mm
20- 30 mm
40-60 mm
10- 20 mm
>5mm
5 -20mils (0.2 — 0.5mm)

14mm

minim 1:2,5 to 1:3 (coduri bidimensionale)
Nivelul A sau B in cpnformitate cu ANSI X3.192 -1990

3 — 16 caractere
3 —13 caractere
4 — 13 caractere
4 — 13 caractere
8 - 12 caractere
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Campul de detectie:

Cea mai buna distanta de eticheta si scaner este de 80 - 120mm

70 T T T |
60 -E CR50 ,/ \\
50 | E| Z
o
2 A YA —
30 / T% A | | E
b o [
4 ;= a 1
20 B Code 128, Grade A =
10 2 = Static Code Reading =
=
0 L, 2
2 | 1 = === m=0.127 mm ‘%}
x 2 5 mil
-10 i | (5 mil) 8
-20 - ] - m=0.165mm 2
\ 4 | - (6.5 mil) ]
-30 'a 5 l 2
- " - I s e M=0.2 MM =
-40 A 7 (8 mil) =
-50 N — — o m=0.25 mm
N y, (10 mil)
-60 N
TN V4 — m=0.5 MM
-70 (20 mil)
0 a0 60 a0 120 150 180 210 240

Typische Lesedistanz [mm]
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9.2

SPECIFICATIILE TEHNICE

Analizator
Ecran
Sistemul de masurare

Cuvete
Pozitii (pre-incalzite)

Volumele de reactie
Aprobari

Scanerul codului de bare
Scaner CCD

Clasa B EN 55022:2010,
EN 62471:2008

Codec-ul acceptat

Sursa de energie

Voltajul nominal de intrare
Curentul maxim de intrare
Energia de iesire

Bateria (placa de bazd)
Consumul de energie
Dimensiuni

Dimensiuni (W x D x H)
Greutatea

Conditiile de mediu
Temperatura de operare
Umiditatea

Ridicarea deasupra nivelului marii
Liber de praf

Rezistenta la impact

Nu sunt permise

Conditiile de pastrare
Conditiile de transport

Zgomot
Zgomotul de operare

Ecran tactil TFT 4.3 480x272

1-4 canale de masurare independente
lungimea de unda a LED-ului 405 nm

Cuva cu un singur canal pentru detectarea
optica

5 pozitii ale reagentului la 36.5-37.5 °C

20 pozitii ale cuvetelor la 36.5 — 37.5°C
Volumul minim total 75 pl

Analizatorul corespunde cu 98/79/EC (IVDD)

Energie maxima = 120mA

Perioada de pulsatie = 330/s
Lungimea de unda = 617 nm

Cea mai buna distanta = 80 -120mm

EAN (8,13, 128), Codul (39,93,128),
Codabar, Intercalat 2 din 5

100 — 240VAC, 47-63Hz

0.7A rms

5Vdc, 3.3A

Lithium CR2032 3V

max. = 14W asteptare <0.5W

225 x 150 x 90 mm
1.04 kg (fara sursa de energie)

15-30°C

< 70% umiditate relativa

< 3.000m

Gradul 2

in conformitate cu IEC/EN 61010-1, 8.2.2
Vibratiile, expunerea la razele directe ale
soarelui sau conditiile de aer.

0°C - +40°C

maxim 12 luni in ambalajul original

0°C - +40°C

Maxim 50 dBA
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Interfete
RS232 (Codul de bare)

RS232 (Printer)

USB (Service,Firmware Update)
USB (LIS)

Date tipice de performanta

Testul CV.

PT <3%
APTT <3%
FIB <7%

Sub-D9, feminin; 9600 Baud/8/1/N; Pin-9
alimentat cu 5V DC. Pentru scanere externe
de coduri de bare portabile, imprimante in
serie

Sub-D9 feminin; 9600 Baud/8/1/N; pentru
imprimante n serie

Tip-B, feminin, 115200 Baud/8/1/N

Tip-B, feminin, 115200 Baud/8/1/N; Pentru
comunicarea LIS

Spectrul

0-30 INR
15-420s
50-999 mg/dL
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A0230-010, A0230-040, A0230-100,

Utilizare

Acest produs este utilizat pentru determinarea timpului de protrombind (PT) in plasma, conform
Quick!?, Testul este sensibil la activitatea factorilor de coagulare implicati pe calea “extrinseca”,
st anume: II,V,VILX si fibrinogen si prin urmare este utilizat pentru terapie anticoagulanta orald
cu inhibitori ai Vitaminei-K precum Warfarin sau Marcumar. Deasemenea, se utilizeaza si
pentru determinarea cantitativa a factorilor de coagulare implicati pe calea “extrinseca”. PT-ul
masoara timpul de coagulare extrinseca (activarea factorului VII) a plazmei de testare dupa
adaugarea reagentului PT.

Continut si Determinari

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
Determinari
Coatron M** 200 Det. 800 Det. 2000 Det.
Coatron A4 100 Det. 400 Det. 1000 Det.
Coatron A6 200 Det. 800 Det. 2000 Det.
*contine un extract din creier de iepure cu Buffer, stabilizatori si Clorura de Calciu.
**Metoda micro (75ul in total)
Preparare
Reconstituiti cu apa de 1naltad puritate cu volumul indicat pe eticheta flaconului
A0230-010 A0230-040 A0230-100
2 mL 4 mL 10 mL

Lasati la temperatura camerei pentru cel putin 15 minute cu invirtiri/rotiri ocazionale. Plasati
reagentul in aparat si lasati sa se incubeze pentru inca 15 minute. Reactivul sedimenteaza si
trebuie invartit/rotit inainte de fiecare testare. La aparatele Coatron puteti utiliza o bara de
amestecare pentru asta.

Pastrare si Stabilitate

Reagentii nedesfacuti si pastrati intre 2°-8°C, sunt stabili pina la data expirarii indicate pe
ambalaj,. Reagentii deschisi deja, sunt stabili :

20-8°C
5zile

20-25°C 37°C
36 ore 8 ore

PT reagent




Masuri de precautie

Evitati contactul cu pielea si ochii. Purtati haine de protectie adecvate. Eliminati componentele in
conformitate cu reglementarile locale pentru materialele infectioase. Toate componentele sunt
verificate pentru HIV, VHB, VHC. Cu toate acestea, produsele din sdngele uman ar trebui
considerate potential infectioase.

Colectarea si depozitarea probei *

1. Obtineti singele venos prin punctie curata a veneli.

2. Amestecati imediat 9 parti de singe cu 1 parte de 3,2% de Citrat de Na (0.105M) si
amestecati bine.

3. Centrifugati specimenul la 1500g pentru 10 min (trombocite < 10000/uL).

4. Separati plazma dupa centrifugare si depozitati in tuburi de sticla siliconizata.

5. Utilizati plazma in timp de 4 ore sau inghetati si dezghetati doar inainte 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 automata: Coatron A

Prothrombin A4 A6 A1 | A6 A4 | A6
Time
PAT | Patient | 50pl | CP1 | 25pl | CP1 Incubation Os SENS 2
IBS
BUF opl P33 | ol | P73 Maxtime 120s POINTS 4
Buffer 3 !
CLR - opl - opl - Unit 251 MIX No
DF - opl POO | Opl | POO Method Coag Clean 0 0
RO - opl POO | Opl | POO Math log XY Multi 1 3
R1 - opl POO | Opl | POO CT-Mech Mo S-Carr 0%
PT
R2 100pl | P25 | SOpl | P4B Deadtime 7s T-Corr | 30% -4s
Reagent

B. Metoda manuala:
1. Incubati reagentul PT la 37°C pentru cel putin 10 minute
2. Pipetati 25 pl din specimen in cuveta pentru testare. Incubati la 37°C pentru 1-2 min
3. Adaugati 50 pl de reagent PT (37°C) si incepeti simultan testul.
4. Inregistrati/masurati in secunde timpul de coagulare.

Rezultate asteptate

Secunde tipice : 11-18 sec
Intervalul normal: 70 - 130% 0.85—-1.15 INR

Oricum, rezultatele sunt influientate de aparate, tehnica, calibrare etc. Se recomanda ca fiecare
laborator sa-si stabileasca propriul interval, specific aparatelor utilizate.



Standardizare si Calibrare

Rezultatul PT este exprimat in secunde sau activitate (% Quick) sau INR (International
Normalised Ratio).

Rezultatele INR:

-au fost calculate din timpul normal si valoarea ISI (international sensitivity index/ indicele
international de sensibilitate). Primul este obtinut prin testarea plazmei proaspete a unui grup de
indivizi sdndtosi. Valoarea ISI este stabilita in certificatul de analiza specific fiecarui lot.

Patient PT )’5’

INR = ( O —
Normal PT

Rezultatele % activitatii (Quick):

-au fost calculate dintr-o curba de calibrare, care a fost pregatita dupa plasma de referinta (e.g.
TECAL N) si diluari in solutii saline ca 0.9% de NaCl2 sau TECLOT IBS buffer. Sunt
recomandate cel putin 3 sau mai multe pucte de calibrare . Curba de calibrare trebuie confirmata
Ccu plasma de control cu interval normal si patologic.

% din normal 100%* 50% 25% 12,5%**
diluat in solutie Fara dilutie 1+1 1+3 1+7
salina

*media de la cel putin 21 de indivizi sandtosi este definita ca 100%°

Py

**dilutia de 12.5% poate cauza rezultate “+++” in unele cazuri, pentru ca nivelul de dilutie al
fibrinogenului este prea mare pentru detectie optica.

Controlul Calitatii

TEControl sau alta plasma de control comerciala trebuie utilizata pentru controlul calitatii
performantei la 0 frecventa in conformitate cu practicele bune de laborator (GLP). TEControl
poate fi inghetat o singura data dupa reconstituire. 120-150 pl pastrat inchis in tuburi de
polipropilen la -20°C , este stabil timp de 30 zile.

Restrictii/ Limitdri

O mare grija si atentie trebuie de avut la factorii care pot parea nesemnificativi.

A. Colectarea probei. Evitati:
1. Folositi doar tuburi de plastic sau sticld siliconizata.
2. Amestecarea intirziata a singelui cu anticoagulant.
3. Contaminarea cu tromboplastina tisulara.
4. Raportul gresit de singe cu anticoagulant.
5. Probele hemolizate, icterice sau lipemice pot interfera sistemele optice.
B. Tehnici de Laborator:
Efectuati testul la 37°C.
Utilizati doar apa cu puritate inalta.
pH-ul optim este 7.0-7.5.
Valoarea ISI nu e constanta in primile 30 min dupa reconstituire.
Reagentul face sedimente , de aceea trebuie de agitat inainte de fiecare testare.

s E



Caracteristici de performantd

Performante tipice pe aparatul Coatron M4:

Precision: CV% (in timpul testarii) CV% (intre testari)
Normal control <3,0 <5,0
Abnormal control <3,0 <5,0

Garantie

Acest produs este garantat doar daca se utilizeaza in conformitate cu informatiile de pe eticheta
proprie si din instructiune. TECO nu acorda garantie daca produsul este utilizat in alt scop si in
niciun caz TECO nu va fi rdspunzator pentru daunele care rezultd din garantia expresa
mentionata mai sus.

Referinte:

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.

ev. 8 4/2014 ‘ IES GmbH, Dieselstr. 1, B4088 Neulahm NB Germany



TEClot APTT-§
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A0300-025, A0300-050, A0320-050, A0320-100

Utilizare

Acest produs are scopul de a determina Timpului de Tromboplastind Partial Activat (APTT)
folosind silicat in calitate de activator. Determinarea de APTT se foloseste pentru o evaluare
“globala” a “caii intrinsece” si pentru detectarea deficientelor de coagulare intrinseca a factorilor
VI, IX, X1, XII si Fletcher Factor, precum si pentru monitorizarae terapiei cu anticoagulant
heparini sau alte metode de coagulare unde este necesar reagent APTT2, Reagentul APTT din
kit contine fosfolipide si silicat pentru a asigura o consistent si stabilitate inaltd a produsului®.
Reagentul APTT este insensibil la anticoagulant Lupus. Reagentii insensibili la anticoagulant
Lupus dau un randament mai de incredere a rezultatelor testarii factorilor, decit reagentii
sensibili la inhibitori Lupus® Timpii prelungiti de coagulare pot fi observati in urmitoarele
situatii: deficientd a factorilor de coagulare intrinsecd, prezenta heparinei, in boli de ficat,
deficienta de vitamina K sau alti anticoagulanti care afecteaza calea intrinsecd de coagulare.

Continut si Determindri

Produs TEClot APTT-S TEClot APTT-S TEClot APTT-S TEClot APTT-S
Kit-25 Kit-50
Cat.No. A0300-025 A0300-050 A0320-050 A0320-100
APTT-S Reagent™ 5x5 mL 5x10 mL 10x5 mL 10x10 mL
CaCl2 0.025M** 5x5 mL 5x10 mL - -
Determinari
Coatron M*** 1000 Det. 2000 Det. 2000 Det. 4000 Det.
Coatron A4 500 Det. 1000 Det. 1000 Det. 2000 Det.
Coatron A6 1000 Det. 2000 Det. 2000 Det. 4000 Det.

* Reagentul APTT-S contine silicat coloidal cu fosfolipide, buffer si conservanti.

** CaCl2 contine azida de sodiu.

***Metoda Micro (75uL 1n total)

Preparare

Componentele kitului sunt gata de utilizare. Permite la CaClz sa se preincalzeasca timp de 15

minute la temperatura de 37 °C si amesteca atent reagentul inainte de utilizare.

Pastrare si Stabilitate

Reagentii care nu au fost deschisi sunt stabili pina la data expirarii indicate pe ambalaj, pastrati la
temperatura de 2°-8°C. Reagentii deschisi deja se pastreaza:

2-8 °C

20-25 °C

37°C

APTT-S Reagent

30 zile

8 zile

8 ore




Masuri de precautie

Evitati contactul cu pielea si ochii. Purtati haine de protectie adecvate. Eliminati componentele in
conformitate cu reglementarile locale pentru materialele infectioase. Toate componentele sunt
verificate pentru HIV, HBV, HCV. Cu toate acestea, produsele din sadngele uman ar trebui
considerate potential infectioase.

Colectarea si pastrarea probelor °

1. Obtineti singe venos printr-o punctie curata a veneli.

2. Amestecati imediat 9 parti de singe cu 1 parte de 3.2% sodium citrate (0.105M) si
amestecati bine.

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

Separati plasma dupa centrifugare si pastrati in plastic sau tuburi de sticla siliconata.

5. Folositi plazma in timp de 4 ore sau depozitati/pastrati inghetat si dezghetati numai
inainte de folosire.

&

Stabilitatea plazmei: 4 ore la 18-26°C, 8 ore la 2-8°, 14 zile la -20°C, 6 luni la -70°C

Procedura
A. Automated Method: Coatron A
APTT-S A4 A6 A4 | A6 Ad | A6

PAT | Patient | 50ul | CP1 | 25ul | CP1 Incubation 180s SENS 1
BUF - Oul | POO | Oul | POO Maxtime 180s POINTS 0
CLR - Opl - opl - Unit 17 MIX No
DP - Oul | POO | Oul | POO Method Coag Clean 0 0
RO - Oul | POO | Oul | POO Math - Multi 1 3
R1 | APTT-S | 50ul | P31 | 25ul | P60 CT-Mech No S-Corr 0%
R2 ZE;CF:A 50ul | P26 | 25ul | P47 Deadtime 17s T-Corr | 15% - 65

B. Metoda manuala: Coatron M
1. Preincalziti CaCl2 (0.025M) la 37°C pentru cel putin 10 minute.

2. Pipetati 25 pl de proba/specimen intr-o cuveta pentru testare. Preincalziti la 37°C pentru 1-2
minute.

3. Adaugati 25 pul de reagent APTT-S si incubati pentru exact 3 minute la temperatura de 37°C.
4. Adaugati 25 pl de CaCl2 (0.025M) si simultan incepeti testul.
5. Masurati timpul de coagulare in secunde.

Rezultate asteptate

Rezultatele tipice normale sunt de 23-47 sec. Oricum, rezultatele sunt influientate de metoda de
detectie a coagularii si poate varia de la laborator la laborator.Este recomandat ca fiecare
laborator sa-si stabileasca propriul interval normal specific pe aparatul utilizat.



Controlul Calitatii

TEControl sau alta plasma de control comerciala trebuie utilizata pentru controlul calitatii
performantei la o frecventa in conformitate cu practicele bune de laborator (GLP). TEControl

poate fi inghetat o singura data dupa reconstituire. 120-150 pl pastrat inchis in tuburi de
polipropilen la -20°C , este stabil timp de 30 zile.

Limitari | Restrictii

A. Colectarea probei. EVITATI:

1. Folositi doar tuburi de plastic sau sticla siliconizata.

2. Intirzierea amestecirii singelui cu anticoagulant.

3. Contaminarea cu tromboplastina tisulara.

4. Raportul gresit dintre singe si anticoagulant.

5. Probele hemolizate, icterice sau lipemice pot interfera sistemele optice.
B . Tehnici de Laborator:

1. Efectuati testul la 37°C.
2. Utilizati doar apa cu puritate Tnalta.
3. pH-ul optim este 7.0-7.5.

Caracteristici de performanta.

Performante tipice pe aparatul Coatron M4:

Precizia CV%(in timpul CV%(intre testari)
testarii)
QC control <30 <5,0

Sensibilitatea Factorilor si Heparinei:

APTT timp de coagulare ( s)
Factor (%) F VIl FIX FXI
< 1% 100 80 103
10% 53 52 58
40% 40 39 41
100% 35 35 358
Heparin (U/mL) 0 U/mL 0,2 U/mL 0,4 U/mL
APTT timp de 35 70 180
coagulare ()

Garantie

Acest produs este garantat doar daca se utilizeaza In conformitate cu informatiile de pe eticheta
proprie si din instructiune. TECO nu acorda garantie dacd produsul este utilizat in alt scop si in

niciun caz TECO nu va fi rdspunzator pentru daunele care rezultd din garantia expresa
mentionata mai sus.



Referinte

1. Proctor RR, Rapaport SI. The partial thromboplastin time with kaolin. A simple screening test
for first stage plasma clotting factor deficiencies. Am J Clin Pathol 36, 212-219 (1961).

2. Triplett DA, Harms CS, Koepke JA. The effect of heparin on the activated partial
thromboplastin time. Am J Clin Pathol 70, 556-569 (1978).

3. Stevenson KJ, Easton AC, Thomson JM, Poller L. The reliability of activated partial
thromboplastin time methods and the relationship to lipid composition and ultrastructure.
Thromb Haemost 55, 250-258 (1986).

4. Denis-Magdelaine A, Flahault A, Verdy E. Sensitivity of sixteen APTT reagents for the
presence of lupus anticoagulants. Haemostasis 25, 98-105 (1995).

5. NCCLS: Guidelines for the Standardized Collection, Transport and Preparation of Blood
Specimens for Coagulation Testing and Performance of Coagulation Assays

Rev,. & 11/2013 ‘ TECO GmbH, Dieselstr, 1, 84088 Neufahm NB Germany



TEClof FIB
C€ [wo] [rer

TECO

A0501-010, A0501-025, A0511-020, A0511-050

Utilizare

TECIot FIB este utilizat pentru determinarea cantitativa a fibrinogenului in plasma umana,
conform tehnicii dezvoltati de Clauss®. Nivelul de fibrinogen poate creste ca rezultat al
inflamirii, sarcinii sau utilizarea contraceptivelor orale?. Nivelul scizut de fibrinogen poate fi
identificat 1n situatii concrete precum boli de ficat sau DIC (Coagulare intravasculara
diseminata). Deficientele congenitale includ afibrinogenaemia (nici un fibrinogen detectabil),
hypofibrinogenaemia (<1 mg/ml) si dysfibrinogenaemia (molecula anormala de fibrinogen).

Continut si preparare

Product TECIot FIB TECIot FIB TECIot FIB TECIot FIB
Kit-10 Kit-25
Cat.No. A0501-010 A0501-025 A0511-020 A0511-050
Reactivul de 5x2 mL 5x5 mL 10x2 mL 10x5 mL
trombina
IBS Buffer 1x125 mL 1x125 mL - -
TECal Normal 1x1 mL 1x1 mL - -
TEControl A 1x1 mL 1x1 mL - -
Determinari
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 (75uL 1n total)

1. Reactivul de trombina:
Contine trombina de bovina (~80NIH) cu stabilizatori.
REF: A0501-010/A0511-020: reconstituiti cu 2 ml de apa purificata.
REF: A0501-025/A0511-050: reconstituiti cu 5 ml de apa purificata.
2. IBS Buffer: Gata de utilizare. Contine solutie salina tamponata Imidazol.
3. TECal Normal: reconstituiti cu 1 ml de apa purificata. Contine plasma umana citrata.
4. TEControl A: reconstituiti cu 1 ml de apa purificatd. Contine plasma umana citrata.

&

Rotiti usor dupa reconstituire si lasati timp de 15 minute la temperatura camerei. Amestecati bine
inainte de utilizare. Nu agitati/ scuturati.

Pastrare si stabilitate

Reagentii care nu au fost deschisi sunt stabili pind la data expirarii indicate pe ambalaj, pastrati la
temperatura de 2°-8°C. Reagentii deschisi deja se pastreaza:



Reactivul de trombina* 2-8 °C 15-25°C 37°C
12 zile 5 zile 24 ore
TEControl sau Plasma 2-8 °C 15-25°C -20°C
8 ore 4 ore 30 zile

*Reactivul trebuie de protejat razele ultraviolete si evaporatie.

Masuri de precautie

Evitati contactul cu pielea si ochii. Purtati haine de protectie adecvate. Eliminati componentele in
conformitate cu reglementarile locale pentru materialele infectioase. Toate componentele sunt
verificate pentru HIV, HBV, HCV. Cu toate acestea, produsele din sangele uman ar trebui
considerate potential infectioase.

Colectarea si pastrarea probelor °

1. Obtineti singe venos printr-o punctie curata a venei.

2. Amestecati imediat 9 parti de singe cu 1 parte de 3.2% sodium citrate (0.105M) si
amestecati bine.

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

Separati plasma dupa centrifugare si pastrati in plastic sau tuburi de sticld siliconata.

5. Folositi plazma in timp de 4 ore sau depozitati/pastrati inghetat si dezghetati numai
inainte de folosire.

&

Procedura

A. Metoda automata Coatron A

Fibrinogen A4 A6 A4 | A6 A4 | A6
PAT Patient 10ul | CP1 | 10pul | CP1 Incubation Os SENS 0
BUF | IBS Buffer | sOpl | P39 | 90ul | P79 Maxtime 120s POINTS 4
CLR - opl - oul - Unit 769 MIX No

DP - Oul | POO | Oul | POO Method Coag Clean 1 3
RO - opl | Poo | oul | POO Math log XY Multi 1|1
R1 - Oul | POO | Oul | POO CT-Mech Yes S-Corr 0%
R2 | Fibrinogen | 50ul | P29 | 50ul | P49 Deadtime 3s T-Corr 0%

B. Metoda manuala Coatron M
1. Prepararea dilutiilor pentru Standard, Control si Pacient.

Dilutia Standard Plazma IBS Buffer
1:5 200uL Standard 800uL
1:10 500uL 1:5 STD 500uL
1:20 500uL 1:10 STD 500uL
1:40 500ul 1:20 STD 500uL
Pacient sau Control 100uL Plasma 900uL

2. Pipetati 50 pl de standard diluat sau plazma pacientului (1:10) intr-0 cuveta pentru
testare. Preincalziti la 37°C timp de 1-2 minute.

3. Adaugati 25 pl de reactiv de trombina si simultan incepeti testul.
Pentru alte aparate , consultati manualul cu instructiuni specifice mai detaliate.




Calibrare

Ca referinta trebuie de utilizat TECal Normal sau alta Plasma standard comerciala preparata in
care fibrinogenul a fost determinat. (200-300mg/dL). Reprezinta grafic timpul de coagulare
obtinut cu fiecare din dilutiile standard ale fibrinogenului pe axa-y , opus concentratiei de
fibrinogen (mg/dL) pe axa-x utilizind hirtia grafica log-log. Linia cea mai potrivita trebuie de
determinat prin analiza regresiei liniare. Fibrinogenul din probele de plasma poate fi determinat
prin interpolare din curba de calibrare.

Rezultate asteptate

Rezultatele normale tipice sunt 180-450 mg/dL*®°. Oricum , rezultatele sunt influientate de
metoda de detectie a coagularii si poate varia de la laborator la laborator. Este recomandat ca
fiecare laborator sa-si stabileasca propriul interval normal specific aparatului utilizat.

Controlul Calitatii

Pentru un control de incredere al calitatii performantei , trebuie utilizata TEControl sau alta
plasma de control comerciala la o frecventa in conformitate cu practicele bune de laborator
(GLP). TEControl poate fi inghetat o singura data dupa reconstituire. 120-150 pl pastrat inchis in
tuburi de polipropilen la -20°C , este stabil timp de 30 zile.

Limitari / Restrictii

A. Colectarea probei. EVITATI:

1. Folositi doar tuburi de plastic sau sticla siliconizata.

2. Intirzierea amestecirii singelui cu anticoagulant.

3. Contaminarea cu tromboplastina tisulara.

4. Raportul gresit dintre singe si anticoagulant.

5. Probele hemolizate, icterice sau lipemice pot interfera sistemele optice.
B . Tehnici de Laborator:

1. Efectuati testul la 37°C.
2. Utilizati doar apa cu puritate Tnalta.
3. pH-ul optim este 7.0-7.5.

Caracteristici de performanta.

Precizia CV%(in timpul testarii) CV%(intre testari)
Normal control <50 <50
Abnormal control <50 <10.0

(Performante tipice pentru aparatul Coatron M4)
Garantie

Acest produs este garantat doar daca se utilizeaza In conformitate cu informatiile de pe eticheta
proprie si din instructiune. TECO nu acorda garantie dacd produsul este utilizat in alt scop si in
niciun caz TECO nu va fi rdspunzator pentru daunele care rezultd din garantia expresa
mentionata mai sus.
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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.

Symbols key:
) In Vitro ’ ’ - Catalogue Consult accompanying
E Expiry date I IVD I Diagnostica (.@3 Biological hazard m Number [:IE documents
,I’ Store at 2-8°C ( € EU conformity H Manufacturer I LOT I Lot. Number e | Rer Authorized Representative
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Verwendungszweck

Die IBS Pufferldsung (Imidazole Buffered Saline) wird fur die
Verdunnung von Plasma verwendet werden, wie es z.B. bei der
koagulometrischen Bestimmung von Fibrinogen, Einzelfaktoren oder
auch Verdunnungsreihen fur 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, flussig
Gebrauchsfertig

Lagerung und Stabilitat
Ungeoffnete Reagenzien sind bei Lagerung zwischen 2-8°C bis zum
auf dem Etikett angegebenen Verfallsdatum haltbar.

VorsichtsmalRnahmen
Haut- und Augenkontakt vermeiden. Angemessene Schutzkleidung
tragen. Bestandteile gemaR lokaler Vorschriften fir infektiose
Materialien entsorgen.

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produktes den
Angaben auf der Packung und in der Produktliteratur entspricht.
TECO haftet weder fur die Verkauflichkeit oder Eignung dieses
Produktes fur irgendwelche andere Zwecke noch fir irgendwelche
Folgeschaden, die sich aus der vorstehenden, expliziten Garantie
ergeben.

Erklarung der Symbole:

Diagnostik Gefahr

E Verfallsdatum Ilvnl In-Vitro & Biologische

Katalog-
Nummer

[:IE Begleitpapiere beachten

,r Bei 2-8°C lagern ( € EU Konformitat d Hersteller

[LoT]|

Lot. - Nummer

Bevollimé&chtigter
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Intended Use

Clotting test for quantitative determination of the Activated Partial Thromboplastin Time
(APTT) in citrated human plasma using siicate as contact activator for factor Xl. Intended
fo be used by professional laboratory personnel using coagulation analysers. The
determination of the APTT is used for the global evaluation of the intrinsic pathway and
detecting deficiencies of the intrinsic coagulation factors VIII, IX, XI, Xll, and Fletcher Factor
or other coagulation methods where an APTT reagent is required’-2.

The APTT reagent in the kit contains phospholipids and siica fo ensure a highly consistent
and stable product3. The APTT reagent is lupus anticoagulant insensitive. Lupus
anticoagulant insensitive reagents yield more reliable factor assay results than reagents,
which are sensitive to lupus inhibitors4.

Prolonged clotting times maybe observed in the following situations: deficiency of
infrinsic coagulation factors, presence of heparin or other anticoagulants, which
affect the infrinsic pathway and in liver diseases.

Contents
Product TEClot aPTT-S
REF A0320-050
aPTT-S reagent 10x5 mL
Determinations* 2000

*Micro method (75uL in total)
APTT-S reagent contains colloidal siicate with phospholipids, buffer and preservatives.

Recommended additional material (not included in package)
Auxilary reagents A0350-050 Calcium Chloride 0.025M, 10 x 5mL
Cdlibration not required
Quality Control P6001-010 TEControl N, 10 x TmL

P4101-010 TEControl A, 10 x TmL

Preparation
Ready to use. Swirl APTT reagent gently prior usage

Storage & Stability
Unopened reagents are stable until the expiration date shown on the label stored
at 2°-8°C. Opened reagent:

2-8°C 20-25°C 37°C

APTT-S Reagent 30 days 8 days 8 hours

Precautions

The reagent contains sodium azide (less than 0.1%) to prevent microbial growth. Avoid
contact with skin and eyes. Wear suitable protective clothing. Dispose components
in compliance with local regulations for infectious material.

Specimen collection and storage’

1. Obtain venous blood by clean vein puncture.

2. Immediately mix 9 parts blood with 1 part 3.2% sodium citrate (0.105M) and mix well
3. Centrifuge the specimen at 1500g for 10 min. (platelet < 10000/uL)

4. Separate plasma after centrifugation and store in plastic or siliconised glass tube.

5. Use plasma within 4 hours, otherwise store frozen and thaw just prior to use.

Stability of plasma: 4h at 18-26°C ~ 8hat2-8° 14d at-20°C  ém at-70°C
Procedure
A. Automated Method: Coatron A

See application book of device

B. Manual Method: Coatron X
Prewarm CaClz (0.025M) at 37°C for at least 10 min

Expected Results

Typical normal results are 27-42 sec. However results are influenced by the method of
clot detfection and can vary from laboratory to laboratory. Each laboratory is
recommended fo establish its own nomal range on the specific instrument used.

Quality Control

TEControl or other commercial control plasma should be used for reliable quality
control of performance at a frequency in accordance with good laboratory
practice (GLP). TEControl can be frozen one fime after reconstitution. 120-150 pl
stored in closed polypropylen tubes at -20°C is stable for 30 days

Limitations
A. Specimen Collection. AVOID:
1. Use only plastic tubes or siliconised glass.
2. Delayed mixing of blood with anticoagulant.
3. Contamination with tissue thromboplastin.
4. Improper ratio of anticoagulant with blood.
5. Hemolyzed, icteric or lipemic samples may interfere optical systems
B. Laboratory Techniques
1. Perform tests at 37°C.
2. Use only high purity water.
3. Optimum pH is 7.0-7.5.
C. Interfering substances
1. Bilirubin 40mg/dL
2. Haemoglobin 1000 mg/dL

Performance Characteristics
Typical performance on instrument Coatron X
Precision:

CV% (within run) CV% (inter-runs)

QC control <30 <50

Factor & Heparin sensitivity:

APTT Clofting time (s)
Factor (%) F VIl FIX FXI
<1% 100 80 103
10% 53 52 58
40% 40 39 41
100% 35 35 358
Heparin (U/mL) ouU/mL 0,2U/mL 0,4U/mL
APTT clotting time (s) 35 70 180

These values should be used as guidelines only. Each laboratory should establish factor or
heparin sensitivity using its own instruments and techniques.

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.

References

1. Proctor RR, Rapaport SI. The partial thromboplastin time with kaolin. A simple
screening test for first stage plasma clotting factor deficiencies. Am J Clin
Pathol 36, 212-219 (1961).

2. Triplett DA, Harms CS, Koepke JA. The effect of heparin on the activated
partial thromboplastin time. Am J Clin Pathol 70, 556-569 (1978).

3. Stevenson KJ, Easton AC, Thomson JM, Poller L. The reliability of activated

2 Pipette 25 pl of sample into a test cuvette. Prewarm at 37°C for 1-2 minutes. partial  thromboplastin  time methods and the relationship to lipid
3. Add 25 pl APTT-S reagent and incubate exactly for 3 min at 37°C. composition and ultrastructure. Thromb Haemost 55, 250-258 (1986).
4. Add 25 pl of Ca(._‘,lz (O_.OQS_M) and simultaneously start test. 4. Denis-Magdelaine A, Flahault A, Verdy E. Sensitivity of sixteen APTT reagents
5 Record the clotting time in seconds. for the presence of lupus anticoagulants. Haemostasis 25, 98-105 (1995).
5. NCCLS: Guidelines for the Standardized Collection, Transport and
Preparation of Blood Specimens for Coagulation Testing and Performance
of Coagulation Assays
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Verwendungszweck

Dieses Produkt ist bestimmt fUr die quantitative Bestimmung der aktivierten
partiellen Thromboplastinzeit (APTT) in humanen Citratplasma mit Hilfe von Silikat
als Kontaktaktivator fir Faktor XIl. Die Anwendung ist bestimmt fir medizinisches
Fachpersonal und bendétigt einen Gerinnungsanalyser.

Die Bestimmung der APTT dient der globalen Auswertung des intrinsischen
Gerinnungssystems, sowohl zum Nachweis von Mdngeln bei den intrinsischen
Koagulationsfaktoren VIII, IX, XI, Xl und Fletcher Fakfor oder anderer
Koagulationsmethoden, bei denen ein APTT - Reagenz bendfigt wird.!2

Das APTT Reagenz in diesem Kit enthdlt Phospholipide und Silizium, um ein sehr
widerstandsfdhiges und stabiles Produkt zu gewdhrleistens. Das Reagenz reagiert
nicht auf Lupus Antikoagulanz und liefert daher verl@sslichere Ergebnisse bei
Faktorbestimmungen4. Verldngerte Gerinnungszeiten kdnnen bei den folgenden
Situationen beobachtet werden: Mangel an intrinsischen Koagulationsfaktoren,
Vorhandensein von Heparin oder andere Antikoagulantien, die das intrinsische
System beeinflussen und bei Lebererkrankungen.

Inhalt
Produkt TEClot aPTT-S
REF A0320-050
aPTT-S Reagenz 10x5 mL
Bestimmungen* 2000

*Micro Methode (75uL insgesamt)

Das APTT-S Reagenz enthdlt kolloidales Silikat mit Phospholipiden, Puffer und
Konservierungsstoffe.

Zusatzlich notwendige Reagenzien (nicht in der Packung vorhanden)
Hilfsreagenzien A0350-050 Calcium Chloride 0.025M, 10 x 5mL
Kalibration Nicht notwendig

Qualitétskontrolle P6001-010 TEControl N, 10 x TmL

P6101-010 TEControl A, 10 x TmL

Vorbereitung

Das Reagenz ist gebrauchsfertig und muss vor dem Gebrauch leicht aufgemischt
werden.

Lagerung und Stabilitat

Ungedffnete Reagenzien sind bei Lagerung zwischen 2-8°C bis zum auf dem Etikett
angegebenen Verfallsdatum stabil. Gedffnetes Reagenz:

[ 2-8°C [ 20-25°C [ 37°C |
| 30 Tage | 8 Tage | 8 Stunden |

| APTT-S Reagenz

VorsichtsmaBnahmen
Das Reagenz beinhaltet Natriumazid ( < 0.1%). Augen und Hautkontakt vermeiden.
Geeignete Schutzkleidung fragen. Abfall gemaB lokaler Bestimmungen fUr infektiose
Materialien entsorgen.

Probenentnahme und Lagerung *

1. Venoses Blut mittels Venenpunktur unter sauberen Bedingungen entnehmen.

2. Sofort 9 Teile Blut mit einem Teil 3,2% Natriumzitrat (0,105M) gut mischen.

3. Probe bei 1500g 10Minuten lang zentrifugieren (Thrombozyten <10000pl)

4. Plasma nach der Zentrifugierung entfernen und in einem Rdhrchen aus Plastik oder
siikonisierten Glas aufbewahren.

5. Plasma innerhalb von 4 Stunden verwenden, andemfalls gefroren lagem und kurz vor
Gebrauch auftauen.

Stabilitdt von Plasma: 4h bei 18-26°C  8h bei2-8° 14d bei-20°C  ém bei-70°C

Verfahren
A. Automatenmethode: Coatron A
Siehe Applikationsbuch des Gerates

B. Manuelle Methode: Coatron X

1. Kalciumchlorid (0,025M) mind. 10 Minuten lang bei 37°C erwé&rmen.
2. 25yl Probe in eine KUvette pipettieren. Bei 37°C fUr 1-2 min vorwdrmen.

3. 25ul APTT-S Reagenz hinzufigen und fur genau 3 min bei 37°C inkubieren
4. 25pl CaCl; (0,025M) hinzufUgen und gleichzeitig Test starten.

5. Gerinnungszeit in Sekunden notieren.

ErklGrung der Symbole:

Erwartete Ergebnisse

Typische normale Ergebnisse liegen bei 27-42 Sekunden. Jedoch sind die Ergebnisse von
der verwendeten Methode der Gerinnungsbestimmung abhéngig und kénnen in
verschiedenen Labors unterschiedlich ausfallen. Jedem Labor wird empfohlen, eine
eigene Ergebnisreihe und den Normalbereich mit dem verwendeten Gerdt zu erstellen.

Qualitdtskontrolle

TEControl oder anderes kommerzielles Kontrollplasma sollte in regelmdaBigen
Absténden entsprechend Laborrichtlinien gemessen werden. TEControl kann
einmalig wieder eingefroren werden. Hierfir 120-150uL in einem verschlieBbaren
polypropylen GeféB bei -20°C aufbewahren und innerhalb der néchsten 30 Tage
verwenden.

Vorschriften

A. Probenvorbereitung. Achten Sie auf:
1. nur Plastikréhrchen oder silikonisiertes Glas verwenden
2. verzdgertes Mischen von Blut mit Antikoagulanz vermeiden
3. Kontaminierung mit Gewebethromboplastin vermeiden
4. falsches Verhdlnis von Antikoagulanz und Blut vermeiden
5. Hodmolytische lip&mische oder ikterische Proben kdnnen optische Systeme stéren

B. Labortechniken
1. Tests bei 37°C durchfUhren
2. nur hochreines Wasser verwenden
3. der optimale pH Wert ist 7,0-7,5
C. Inferferenzen
1. Bilirubin: kein Effekt unter 40mg/dL
2. H&moglobin:  kein Effekt unter 1000mg/dL

Leistungsdaten
Typische Leistungsdaten beim Gerét Coatron X
Prazision: VK% (Einzellauf) CV% (Mehrfachlauf)

QC control <30 <50

Faktor & Heparin Empfindlichkeit:

APTT Gerinnungszeit (s)

Faktor (%) F Vil FIX F X
<1% 100 80 103
10% 53 52 58
40% 40 39 41
100% 35 35 358

Heparin (U/mL) ou/mL 02U/mL| 0,4U/mL
APTT Gerinnungszeit 35 70 180

Diese Werte sollen nur als Richtlinien verwendet werden. Jedes Labor sollte mit eigenen
Instrumenten und Techniken Sensitivitatswerte erstellen.

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produktes den Angaben auf der
Packung und in der Produktliteratur entspricht. TECO haftet weder fir die
Verkauflichkeit oder Eignung dieses Produktes fUr irgendwelche andere Zwecke
noch fUr irgendwelche Folgeschdden, die sich aus der vorstehenden, expliziten
Garantie ergeben.

Referenzen

1. Proctor RR, Rapaport SI. The partial thromboplastin time with kaolin. A simple
screening test for first stage plasma clotting factor deficiencies. Am J Clin Pathol
36, 212-219 (1961).

2. Triplett DA, Harms CS, Koepke JA. The effect of heparin on the activated partial
thromboplastin time. Am J Clin Pathol 70, 556-569 (1978).

3. Stevenson KJ, Easton AC, Thomson JM, Poller L. The reliability of activated partial
thromboplastin time methods and the relationship to lipid composition and
ultrastructure. Thromb Haemost 55, 250-258 (1986).

4. Denis-Magdelaine A, Flahault A, Verdy E. Sensitivity of sixteen APTT reagents for
the presence of lupus anticoagulants. Haemostasis 25, 98-105 (1995).

5. NCCLS: Guidelines for the Standardized Collection, Transport and Preparation of
Blood Specimens for Coagulation Testing and Performance of Coagulation
Assays
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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 TmL 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°C 20-25°C
1 month 8 hours 4 hours

Dissolved plasma can be refrozen only one time in aliquots
(120-150pL). 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. Al 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.

Symbols key:
. In Vitro . ) - Catalogue Consult accompanying
E Expiry date I IvD I Diagnostica & Biological hazard E Number DII documents
,_,{("’smre at 2-8°C C € EU conformity H Manufacturer I LOT | Lot. Number Authorized Representative

Rev.2 07/2022 H TECO Medical Instruents Production + Trading GmbH, Dieselstr. 1, 84088 Neufahrn i.NB Germany



TEControl N

TECO

q

IVD REF [ P6001-010

Verwendungszweck
Als normale Kontrolle fUr folgende Gerinnungstests verwenden:

PT, APTT, Thrombinzeit, Fibrinogen,
Antithrombin und D-Dimer

Inhalt
10 x ImL gefriergetrocknetes mit
gerinnungshemmendes Humanplasma

Zitrat  versetztes

Vorbereitung
Die einzelnen FHd&schchen mit 1,0ml destiliertem Wasser
anlésen.  Fldschchen bei Raumtemperatur bis  zur
Anwendung unfer gelegentlichen Verwirbeln 15 Minuten
lang stehen lassen. Stellen Sie sicher, dass alle Partikel gut
aufgeldst sind.

Vollblut PT (TEClot PT-B): einzelne Fldschchen mit 1,7ml
destilliertem Wasser anldsen.

Lagerung und Stabilitat
Ungedffnete FiGdschchen sind bei Lagerung zwischen 2-8°C
zum bis auf dem Efikett angegebenen Verfallsdatum haltbar.

Gelostes Plasma verédndern die analytischen Levels unter 10%
wenn wie folgt gelagert:
-20°C 2-8°C

1 Monat 8 Stunden

20-25°C
4 Stunden

Gelbstes Plasma kann einmalig wiedereingefroren werden.
Die Aliquots (120-150uL) sind 30 Tage haltbar, wenn sie in
polypropylen Gef@Ben bei -20°C aufbewahrt werden.

VorsichtsmaBnahmen

Dieses Produkt enthdlt Substanzen humanen Ursprungs!

Haut- und Augenkontakt vermeiden. Angemessene
Schutzkleidung tragen. Abfdlle laut lokaler Regelungen fUr
infektidse Materialien entsorgen. Alle Bestandteile wurden
auf HIV, HBV und HCV getestet. Trotzdem mussen Produkte
aus menschlichem Blut immer als pofentiell infektids
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 Produkiliteratur
entspricht. TECO haftet weder fur die Verkauflichkeit oder
Eignung dieses Produktes fUr irgendwelche andere Zwecke
noch fUr irgendwelche Folgesch&den, die sich aus der
vorstehenden, expliziten Garantie ergeben.

Erkl&rung der Symbole:

In-Vitro Biologische - . .
E Verfallsdatum I IVD I Diagnostik & Gefar E Katalog-Nummer l:[i] Begleitpapiere beachten
_,l" Bei 2-8°C lagemn C € EU Konformitéit H Hersteller I LOT | Lot. - Nummer Bevollmdachtigter

Rev.2

07/2022

ul
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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-anficoagulated 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 °C 20-25°C
1 month 8 hours 4 hours

Dissolved plasma can be refrozen only one fime in aliquots
(120-150pL). 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 contfact with skin and eyes. Wear suitable protective
clothing. Dispose components in compliance with local
regulations for infectious material. Al 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.

Symbols key:
. In Vitro . . - Catalogue Consult accompanying
E Expiry date I IVD I Diagnostica (ﬁb Biological hazard E Number DII documents
,_stmre at 2-8°C c € EU conformity H Manufacturer I LOT | Lot. Number Authorized Representative
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Verwendungszweck
Als abnormale Kontrolle fur folgende Gerinnungstests verwenden:

PT, APTT, Thrombinzeit, Fibrinogen,
Antithrombin und D-Dimer

Inhalt
10 x ImL gefriergefrocknetes mit Zitrat versetztes
gerinnungshemmendes Humanplasma

Vorbereitung
Die einzelnen Fdaschchen mit 1,0ml destiliertem Wasser
anlésen.  Fldschchen bei  Raumtemperatur  bis  zur
Anwendung unter gelegentlichen Verwirbeln 15 Minuten
lang stehen lassen. Stellen Sie sicher, dass alle Partikel gut
aufgeldst sind.

Vollblut PT (TEClot PT-B): einzelne Fl&dschchen mit 1,7ml
destilliertem Wasser anldsen.

Lagerung und Stabilitat
Ungedffnete Fldschchen sind bei Lagerung zwischen 2-8°C
zum bis auf dem Etikett angegebenen Verfallsdatum haltbar.

Gelbostes Plasma verdndern die analytischen Levels unter 10%
wenn wie folgt gelagert:

-20 °C 2-8 °C 20-25°C

1 Monat 8 Stunden 4 Stunden

Gelbstes Plasma kann einmalig wiedereingefroren werden.
Die Aliquots (120-150uL) sind 30 Tage haltbar, wenn sie in
polypropylen GefdBen bei -20°C aufbewahrt werden.

VorsichtsmaBnahmen

Dieses Produkt enthdlt Substanzen humanen Ursprungs!

Haut- und Augenkontakt vermeiden. Angemessene
Schutzkleidung tragen. Abfdélle laut lokaler Regelungen fir
infektidse Materialien entsorgen. Alle Bestandteile wurden
auf HIV, HBV und HCV getestet. Trofzdem missen Produkte
aus menschlichem Blut immer als potentiell infekfids
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 Produkiliteratur
entspricht. TECO haftet weder fur die Verkauflichkeit oder
Eignung dieses Produktes fUr irgendwelche andere Zwecke
noch fUr irgendwelche Folgeschdden, die sich aus der
vorstehenden, expliziten Garantie ergeben.

ErklGrung der Symbole:
In-Vitro Biologische Katalog- Begleitpapiere
E Verfallsdatum Diagnostik (ﬁb Gefahr Nummer EE beachten

A Bei 2-8°C ( € EU Konformitét H Hersteller LOT Lot. = Nummer Bevollmé&chtigter

lagern
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Intended Use
Use as a cdlibrator or normal control for following coagulation fests:
PT, APTT, Thrombintime, Fibrinogen,
Factors: 11, V, VI, VIII, IX, X, XI, XII,
Antithrombin, Protein-C, free Protein-§,
D-Dimer

Contents
5 x ImL freeze dried citrate-anticoagulated human plasma

Preparation

Reconstitute individual vials with 1,0 ml distilled water. Allow fo
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 CAT=A0260 xxx): Reconsfitute
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 °C 20-25 °C 37°C
30 days 24h 8h 2 hours

Dissolved plasma can be refrozen only one fime in aliquots
(120-150pL). Stored at -20°C in closed polypropylene tubes,
the aliquots must be used within 30 days.

Precautions: Potential Biohazardous material

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. Al components are checked for HIV, HBV and
HCV. However products from human blood should be considered
as potentially infectious.

Performance Characteristics:
Refer to “Certificate of Analysis”.

Limitations:

The control plasma is subject to the limitations of the assay
system (reagent + instrument). Results out of expected range
may indicate deterioration, false test calibration or problems
with one or more components of the test system

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.

Symbols key:
. In Vitro & . . - Catalogue Consult accompanying
g Expiry date I IVD I Diagnostica Biological hazard m Numbor DI] documents
. _,ﬂ' Store at 2-8°C ( € EU conformity H Manufacturer I LOT I Lot. Number E Authorized Representative

Rev. 3 06/2022 u TECO Medical Instruments Production + Trading GmbH, Dieselstr. 1 - 84088 Neufahrn i.NB - Germany



TECal N

TECO

C € [ wo | | rer | P8oo1-005
Verwendungszweck
Als Kalibrator oder Normalkontrolle fUr folgende Gerinnungstests
verwenden:
PT, APTT, Thrombinzeit, Fibrinogen,
Faktoren: II, V, VII, VIII, IX, X, XI, XII,
Anfithrombin, Protein-C, freies Protein-S,
D-Dimer
Inhalt
5 x 1ImL gefriergetrocknetes mit Zitrat versetztes

gerinnungshemmendes Humanplasma

Vorbereitung

Die einzelnen FHd&schchen mit 1,0ml destiliertem Wasser
anlésen. Fidschchen bei Raumtemperatur bis zur Anwendung
unter gelegentlichen Verwirbeln 15 Minuten lang stehen
lassen. Stellen Sie sicher, dass alle Partikel gut aufgeldst sind.

Vollblut PT (TEClot PT-B CAT=A0260 xxx): einzelne Fidschchen
mit 1,7ml desfilliertem Wasser anlésen.

Lagerung und Stabilitat
Ungedffnete FiGdschchen sind bei Lagerung zwischen 2-8°C
zum bis auf dem Efikett angegebenen Verfallsdatum haltbar.

Geldstes Plasma verédndern die analytischen Levels unter 10%
wenn wie folgt gelagert:
-20°C 2-8°C
30 Tage 24 Stunden

20-25°C
8 Stunden

37°C
2 Stunden

Gelbstes Plasma kann einmalig wiedereingefroren werden.
Die Aliquots (120-150uL) sind 30 Tage haltbar, wenn sie in
polypropylen Gef@Ben bei -20°C aufbewahrt werden.

VorsichtsmaBnahmen: Potentiell infektioses Material

Dieses Produkt enthdlt Substanzen humanen Ursprungs!

Haut- und Augenkontakt vermeiden. Angemessene
Schutzkleidung tragen. Abfdlle laut lokaler Regelungen fur
infektidse Materialien entsorgen. Alle Bestandteile wurden auf
HIV, HBV und HCV getestet. Trotzdem muUssen Produkte aus
menschlichem Blut immer als potentiell infektids angesehen
werden.

Erwartete Ergebnisse
Lesen Sie das Analysenzertifikat

Einschrdnkungen:

Das Konfrollplasma unterliegt den EinschrGnkungen der
verwendeten Reagenzien und Gerdte. Ergebnisse auBerhalb
des Sollbereichs kénnen verursacht werden  durch
abgelaufene Materiale, ungUltige Methodenkalibration oder
Problemen an Reagenz, Gerdt oder Zubehor.

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produkts den
Angaben auf der Packung und in der Produkiliteratur
entspricht. TECO haftet weder fUr die Verkduflichkeit oder
Eignung dieses Produktes fUr irgendwelche andere Zwecke
noch fUr irgendwelche Folgeschdden, die sich aus der
vorstehenden, expliziten Garantie ergeben.

ErklGrung der Symbole:

E Verfallsdatum

{vo |

In-Vitro
Diagnostik

Biologische

&‘ Gefahr

Katalog-Nummer

Begleitpapiere beachten

. ,ﬂ’ Bei 2-8°C lagem

(€

EU Konformit&t

H Hersteller

|LoT]

Lot. — Nummer

[ cc | ver]

Bevollm&chtigter
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STATEMENT

We, ACON Laboratories, Inc., having a registered office at 5850 Oberlin Drive #340, San Diego, CA
92121 authorize SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisindu,
MD-2012, Moldova

to register, notify, renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

Date: January 3, 2023

Signature: e
k(a? -

Qiyi Xie, Md, MPH

Sr. Officer, Regulatory & Clinical Affairs
ACON Laboratories, Inc.

Ph: 858-875-8011

Email: gxie@aconlabs.com

ACON LABORATORIES, INC. | 5850 OBERLIN DRIVE #340 | SAN DIEGO, CA 92121 | T 858.875.8000 | F 858.875.8098 | aconlabs.com
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 03

Product Service

Holder of Certificate: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Certification Mark:

. ENiSO 1345 0

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Manufacture and distribution
of In Vitro Diagnostic Test Kits and Reagents for the
Determination of Infectious Diseases, Clinical
Chemistry, Drugs of Abuse, Tumor/Cardiac Marker,
Fertility/Pregnancy and Blood Glucose Monitoring
System, Lancing Devices and Lancets

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 104507 0001 Rev. 03

Report No.: SH22743A01
Valid from: 2022-09-15
Valid until: 2025-09-06

c@s'(—\/

Date, 2022-09-15 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 03

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

Address holder for registration only

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Manufacture and distribution of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

ACON Laboratories, Inc.
6865 Flanders Dr., Suite B, San Diego CA 92121, USA

Storage of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Design and Development of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644
Tijuana B.C. CP, MEXICO

Manufacture of
blood glucose test strips, antigen rapid test and IgG/IgM antibody
rapid test for infectious disease.

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

** *** Benannt durch/Designated b

~<

Zentralstelle der Lander

* |4 | fir Gesundheitsschutz
* ) * bei Arzneimitteln und
* * Medizinprodukten

Ko *** ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 104507 0003 Rev. 06

Manufacturer: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Product Category(ies): Blood glucose measuring systems for self testing

and self-testing devices for clinical chemistry,
hematology and pregnancy and ovulation

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex IV. This
quality assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. All
applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert:V1 104507
0003 Rev. 06

Report no.: SH22743EXTO01
Valid from: 2022-05-04
Valid until: 2025-05-26

Date, 2022-05-04 c
@l(‘v

Christoph Dicks
Head of Certification/Notified Body

Page 1 0of 3
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

*i‘( ‘)A\?j’}* Benannt durch/Designated by

7’\\7 Zentralstelle der Lander
* fir Gesundheitsschutz
bei Arzneimitteln und

* Medizinprodukten

Ko *** ZLG-BS-245.10.07

www.zlg.de

&

Product Service

EC Certificate

Full Quality Assurance System

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 104507 0003 Rev. 06

Model(s):

Page 2 of 3

On Call Plus Blood Glucose Monitoring System,

On Call Plus Blood Glucose Test Strips,

On Call EZ Il Blood Glucose Monitoring System,

On Call Advanced Blood Glucose Monitoring System,
On Call Advanced Blood Glucose Test Strips,

On Call Chosen Blood Glucose Test Strips,

On Call Vivid Blood Glucose Monitoring System (OGM-101),
On Call Vivid Blood Glucose Test Strips (OGS-101),

On Call Sharp Blood Glucose Monitoring System (OGM-
121),

On Call Sharp Blood Glucose Test Strips (0GS-121)

On Call Plus Il Blood Glucose Monitoring System (OGM-
171),

On Call Plus Il Blood Glucose Test Strips (OGS-171),
On Call Extra Blood Glucose Monitoring System (OGM-191),
On Call Extra Blood Glucose Test Strips (OGS-191),

On Call GK Dual Blood Glucose & Ketone Monitoring
System (OGM-161),

On Call Blood Ketone Test Strips (0GS-161),

Urinalysis Reagent Strips (Urine),

UTI Urinary Tract Infection Test Strips,

Cholesterol Monitoring System (CCM-111),

CHOL Total Cholesterol Test Devices (CCS-111),

TRIG Triglycerides Test Devices (CCS-112),

HDL High Density Lipoprotein Test Devices (CCS-113),
3-1 Lipid Panel Test Devices (CCS-114),

Cholesterol CTRL Control Devices,

Cholesterol Monitoring System (CCM-101),

CHOL Total Cholesterol Test Strips (CCS-101),

PT/INR Monitoring System (CCM-151),

PT/INR Test Strips (CCS-151),

Hemoglobin Testing System (CCM-141),

Hemoglobin Test Strips (CCS-141),

hCG Pregnancy Rapid Test Cassette (Urine),
Pregnancy Rapid Test Midstream,

On Call Extra Mobile Blood Glucose Monitoring System
(OGM-281),

On Call Sure Blood Glucose Monitoring System (OGM-211),
On Call Sure Sync Blood Glucose Monitoring System (OGM-
212),

On Call Sure Blood Glucose Test Strips (0GS-211),
GIMA Blood Glucose Monitoring System,

GIMA Bluetooth Blood Glucose Monitoring System,
GIMA Blood Glucose Test Strips,

On Call GU Dual Blood Glucose & Uric Acid Monitoring

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

** *** Benannt durch/Designated by

Zentralstelle der Lander

i!Lé * fir Gesundheitsschutz

bei Arzneimitteln und
* * Medizinprodukten

www.zlg.de

Ko *** ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System

&

Product Service

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 104507 0003 Rev. 06
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System (OGM-201),

On Call Blood Uric Acid Test Strips (OGS-201),

LH Ovulation Rapid Test Cassette (Urine),

Ovulation Rapid Test Midstream,

Ovulation & Pregnancy Test Combo Pack,

On Call Extra Voice Blood Glucose Monitoring System
(OGM-291),

Early Detection Pregnancy Test,

Digital Pregnancy Test,

Go-Keto Blood Glucose & Ketone Monitoring System (OGM-
161),

Go-Keto Blood Ketone Test Strips (OGS-161),

Go-Keto Blood Glucose Test Strips,

On Call Extra GM Blood Glucose Monitoring System(OGM-
191),

On Call Extra GM Blood Glucose Test Strips (0GS-191),
On Call Plus GM Blood Glucose Monitoring System,

On Call Plus GM Blood Glucose Test Strips,

Go-Keto Urinalysis Reagent Strips

ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644 Tijuana
B.C. CP, MEXICO

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



Declaration of Conformity

ACON Laboratories, Incorporated
5850 Oberlin Drive #340
San Diego, CA 92121, USA

We, the manufacturer, declare under our sole responsibility that the
In vitro diagnostic device:

Mission® Urinalysis Reagent Strips (U031-XX1)
classified as Others in the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro diagnostic
medical devices which apply to it

The self-declaration is according to Annex llI
(excluding Section 6) of the Directive.

Authorized Representative:
Medical Device Safety Service GmbH
Schiffgraben 41
30175 Hannover, Germany

Signed this 11 day of February, 2020

in San Diego, CA USA

Qiyi Xie, MD, MPH
Senior Staff, Regulatory Affairs & Clinical Affairs
Acon Laboratories, Inc.

: (858) 875-8000 - Fax: (858) 875-8099

5850 Oberlin Drive #340-San Diego, CA 92121, USA - Tel
E-mail: info@aconlabs.com
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ACON Laboratories, Inc.

10125 Mesa Rim Road. - San Diego, CA 92121 - USA
Tel: (858) 875-8000 - Fax: (858) 875-8099 - E-mail: info@aconlabs.com

November 11% 2016

CERTIFICATION LETTER

This letter is to certify that, Vitalie Goreacii, employed by Sanmedico SRL located at: Republic of
Moldova, city Chisinau, str. Petricani 88/1 of. 10, MD-2059, have received all required training and
is enabled and authorized to provide services with installation, commissioning, and maintenance to
the products listed below:

Mission® U120 Urine Analyzer

Mission® U120 Ultra Urine Analyzer

Mission® U500 Urine Analyzer

Mission® PT/INR Coagulation Monitoring System
Mission® Cholesterol Monitoring System
Mission® Ultra Cholesterol Monitoring System
Mission® HB Hemoglobin Testing System
Mission® Plus HB Hemoglobin Testing System
OnCall® Glucose Meter

For further questions or inquiries regarding this matter, please refer to the contact information
below.

Jasgy Alvarenga’
International Account Mana
ACON Laboratories;Ifcs . a.
jalvarenga@aconlabs.com
+1 858 875 8085




Mission® Urinalysis Reagent Strips
and Urine Analyzers

Obtain reliable and
cost-effective results
with Mission®
Urinalysis Reagent
Strips and Urine
Analyzers!

- Accurate
- Reliable

- Convenient

Global Diagnostics for Local Markets™



Urinalysis Reagent Strips

Simple and Accurate
= Analytical sensitivity better than or comparable to market leaders
+ High quality color chart ensures accurate visual reading
Flexible
= Compatible for visual and analyzer reading
+ Over 35 different combinations available
Multiple Packaging Options and Long Shelf Life
= Canister Packaging
= Available in 25, 50 and 100 strips per canister
+ 2 year shelf life for unopened canisters which 150 strips per kit without MA/JCRE Combo offers cost savings and
convenience for high volume testing
= 3 month shelf life for strips in opened canisters
+ Pouch Packaging
= Individually packaged strips available in kit of 3 or 6 strips for visual reading only (includes 1 color chart)
= Unique packaging maintains 2 year shelf life for all strips in the kit compared to 3 months for remaining strips in an
opened canister
Step 1: Immerse strip into urine Step 2: Remove excess urine Step 3: Obtain results by analyzer or visual reading
= Raading Baading 0 0 00 B BLO O 0
1 U031-141 14 14C+ Yes |Yes | Yes |Yes | ® | % |% | * |®x | * || % | * | % [ * *
2 U031-131 13 13CEY Yes | Yes | Yes |Yes | *# | % |#* | ®# | % | % | % | * * | * | % | * *
3 Uo31-111 1 1At Yes | Yes | Yes |[Yes | % | % | | & |[% [ % [% | % * | % | %
4 U031-101 10 10Ux Yes | Yes | Yes | Yes | x |k [ K]k | *]| * * | * | *
5 U031-191 9 9UVx Yes | Yes | Yes | Yes * |* | * (k] & [*]| * * | %
6 8Uvx Yes | Yes | Yes | Yes * | % | * * | k| * * | *
7 8N+x Yes | Yes | Yes | Yes * * |k | k[ k| * * | *
U031-081 8 :
8 85x Yes | Yes | No | Yes * * |k | *¥] * * | * [ *
9 8Kx Yes | Yes | No | Yes L e * | * * | x| *
10 | UD31-071 7 TN+x Yes | Yes | Yes | Yes * * * | k| % * | *
11 U031-061 5 EN»“IK BNEX Yes | Yes | No Yes * * | k| * * | *
12 6U-x 6UEVxX Yes | Yes | No | Yes * % | % * * | *
13 5B+/x 5BEVx Yes | Yes | No No * LI
14 S5NAx SNEvxX Yes | Yes | Yes | No * * * * | *
15 | U031-051 5 554x 5SEVxX Yes | Yes | No No * * | * | % | *
16 S5UNX SUEX Yes | Yes | No No * * | e
17 4Px 4PEvx Yes | Yes | Yes | Yes * * *
18 484x 45EVx Yes | Yes | Yes | Yes * * * | *
19 4Byx 4BEVX Yes | Yes | No No * * | k| *
i 4 .
20 K104 4KAx 4KEX Yes | Yes | Yes | Yes * * *| *
21 4Gx 4GE VX Yes | Yes | No No * * * *
22 ANx 4NE+x Yes | Yes | No | Yes * * * | *
23 3Pvx 3PEVx Yes | Yes | Yes | Yes * *| *
24 3KVx 3KEVx Yes | Yes | Yes | Yes * * *
U031-031 3
25 3GVx 3GEVx Yes | Yes | No | Yes * * *
26 3N+x 3NEvx Yes | Yes | No | Yes * * |k
27 2G+x 2GEvx Yes | Yes | Yes | Yes * *
28 2K+x 2KEvx Yes | Yes | Yes | Yes * *
29 2N+'x 2NE+x Yes | Yes | Yes | Yes * |k
30 u031-021 2 2Bvx 2BE+/x Yes | Yes | No Yes * *
31 2UWx 2UEVx | Yes | Yes | No | Yes * *
32 28x 2SEVx | Yes | Yes | No | Yes * *
33 2C+ 2CE+ Yes | Yes | Yes | Yes * | *
34 1Bvx 1BEVx Yes | Yes | No No *
35 1Px 1PE+x Yes | Yes | No No *
36 | U031-011 1 1GVx 1GE+x Yes | Yes | Yes | No *
37 1KAx 1KEVx Yes | Yes | No No *
38 1R+/X 1RE~x Yes | Yes | No No *
*Type of Strip:
Visual Strip Size: 1-6 Parameters: 80 mm x 5 mm; 7-14 Parameters: 108 mm x 5 mm {Esrg;zte:) EL::LZ'“ theEdrapean Community
U120/U500 Strip Size: 1-14 Parameters: 108 mm x 5 mm X FDA510(k) Cleared and CLIA Waived
"E" means extended strip length for 1-6 Parameters and exclusive strip length for 13 Parameter
Default Type of Strip (U120/US00): 11A, 10U, 9U and 8N
Standard Black Canisters : Available for 25, 50 and 100 strips; 150 strips per kit without MA/CRE Combo
Pouch: Single-strip pouch available in kit of 3 or & for visual reading only
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U120 Urine Analyzer

Accurate
= Up to 120 tests/hour in Continuous Test Option

« Test categories include Routine, STAT and QC
+ Automatic calibration for accurate results and easy operation

Reliable

+ Can read strips with up to 14 parameters, including Microalbumin/Creatinine/Calcium
+ Minimal training required

-

-

Analyzer Type

Convenient Operation
« Saves and recalls the last 2,000 results automatically
+ Audible beep signals operator to dip strips in urine
« Can print up to 3 copies per test for convenient reviewing and easy record keeping
+ Option to print results on sticker paper for quick and simple record management

Easy Data Management
* Includes RS232C and USB ports for easy data transfer to an external computer or LIS
= Record Operator/Patient ID by Manual Entry and Barcode Reader

Specifications

Features Specifications

Manual

Methodology

Reflectance Photometry

Detection

Photosensitive Diode

Throughput

Single Test Option: 60 tests/hour
Continuous Test Option: 120 tests/hour

Test Categories

Routine, STAT and QC

Memory

Last 2,000 results

Strip Incubation Time

1 Minute

Wavelength of Monochromatic LED

525 nmand 635 nm

Default Strips

8,9, 10, 11 Parameters (108 mm x 5 mm)

Strips Available

1-14 parameters (108 mm x 5 mm}; see URS Parameters

Total Combinations Per Analyzer

4 Combinations

Analyzer Ports

RS232C Port for Barcode Reader or Data Transfer
USBE Port for Data Transfer
25 Pin Parallel Port for External Printer

Data Entry Capabilities

Operator/Patient 1D - Manual Entry and Barcode Reader (Up to 20 characters)

Connection Capabilities

RS232C Barcode Reader (optional)
USB or R5232C Data Transfer Cable (optional)

Internal Thermal Printer (included)
Optional External Printer (not included)

Major Readable Barcodes

Code 128, Code 39, Codabar (NW-7), EAN 8, EAN 13, Interleave 25 , UPCA, UPCE

Calibration

Automatic

Available Languages on the Screen

English and additional language(s)

Operating Conditions

0-40°C (32-104°F);=85% RH

Storage Conditions

-5-50"C (23-122°F); s80% RH

Power Source

100-240 VAC, 50-60 Hz

Dimensions (Lx W x H)

27.2cmx26.9cmx 14.6cm (10.7"x10.68"x 5.7")

Display Dimensions (L x W)

10.8cm x 5.7 cm (4.2" x 2.2")

Weight

2.6 kg (5.7 Ibs) without batteries or power supply

Ordering Information

Kit Box Dimensions Carton Dimensions Number of
Eroduct Nama Cataiog No: Components (L x W x H) & Weight (L x W x H) & Weight Kits/Carton

1 Urine Analyzer 2 Fuses (2.0A) 42.0cmx41.5cmx31cm: 5.0 kg
U120 Urine Analyzer Ui11-101+* 1 Strip Holder : SOWirSCordG i 1

2 Printer Paper Rolls Ik Start Suide. 16.4"x 16.2" x12.1"; 176.4 02

' UHneAnalyzer ?E“*‘esfcz-oj} 44.5¢m x 44.5cm x 40.0cm; 5.5 kg
U120 Urine Analyzer | 1 Strip hold ower Cor

: v uTt1-111% TR e 1 Serial Splitter Cable (RS232C) 1
with Barcode Reader 2 Printer Paper Rolls ; ;
1 Quick Start Guide 175" x17.5"%x15.7"; 194 0z
1 Barcode Reader (RS232C) 1 Instruction Manual
N 3 : " 23 6cmx108cmx7.8em; 0.482 kg 63.0 cm x 37.0 cm x 30.0 cm; 12.0 kg |
Barcode Reader uzz1-11 1 Barcode Reader (RS232C) 1 Serial Splitter Cable (RS232C) 5 xd 3 a3 17 oz SAF X 146 X118 4233 02 22
. B § 12.0cm x 6.5 cm: 0.36kg| 63.0 cm x 37.0 cm x 30.0 cm; 19.4 kg |
Thermal Paper (0.06 m x 20 m): 200 1 12.0cm12.00m <8, s ol
Printer Paper Rolls u121-101 HFTitan e Ralle b : TE s b L kg | 63 T ka 50
i " . . T . 10, | i A 5 y
Sticker Paper (0.06 m x 9 m): 100 resultsiroll AT 5d T %06 1 10z 246 % 14,6 % TLB", r
4 o 16.0cmx13.0cmx3.5cm; 0.147 kg| 250 cmx21.0cmx 15.0 cm; 1.36

U120 Data Transfer Kit u221-131Y% 1 Data Transfer Cable (RS232C) 1 Package Insert 6.3 x5.1"x 1.4" 5.2 0z 08 xB3 x50 48.00z 8

¥ CE Marked for sale in the European Community c €
X FDA 510(k) Cleared and CLIA Waived



U120 Ultra Urine Analyzer

~

Easy to Operate

+ Large color touchscreen LCD for simple menu navigation

* Work List and Help Menu available for specimen review and troubleshooting
* Powered bgAC adaptor or 6 AA batteries for easy portability

« Up to 2,000 patient memory and 800 Operator |D storage

= Ability to select Time Logout between 1-99 with minutes or hours option

Accurate and Efficient

» Advanced CMOS Image Sensor ensures accurate readings

« Canread strips with up to 14 parameters, including Microalbumin, Creatinine and Calcium
= Option to edit test number sequence, or skip then return to specific test numbers

+ Ability to edit abnormal results

Simple Data Transfer
« Immediate transmission of LIS data using Bluetooth, LAN or WLAN
« Ability to update software with SD card or USB flash drive

Unique Lockout Functions
+ Strip Lockout
*Pre-set option to prevent using strips of another brand, with a barcode reader or by manual entry
* User Lockout
*Option to eliminate unapproved users with up to 800 operators
+QC Lockout
+ Prevents testing without passing QC
+ If QC tests fail, analyzer will switch to STAT mode and list “E” at the end of each test number

Specifications
Feature Specifications

Analyzer Type Manual

Methodology Reflectance Photometry

Detection CMOS Image Sensor
) Throughput Sir!g!e Test Option: 55 tesWhour:_Ccnll_nucus Test Option: 120 tests/hour
Test Modes Quick Test Mode, Full Test Mode and Customized Test Mode

Test Category Routine, STAT and QC

Lockout Functions Strip Lockout: Available Upon Request; User/QC Lockout: Included with option to turn ON/OFF
Memory Last 2,000 Records

Strip Incubation Time 1 Minute

Wavelength 390 nm - 770 nm

Strips Available 1-14 parameters (108 mm x 5 mm); see URS Parameters

Parameter Order Can select the order of parameters for display and print out

Total Combinations Per Analyzer

QOver 15 Combinations

Analyzer Ports

RS232C Port for Barcode Reader or Data Transfer and External Printer
USB Ports for Keyboard or Data Transfer

Data Entry Capabilities

Operator ID, Patient ID/Name - Manual Entry and Barcode Reader (Up to 20 characters)
Urine Color and Clarity, Strip Lot Number, and Expiration Date - Manual Entry

Connection Capabilities

Internal Thermal Printer (included)

Bluetooth (included)

Bluetooth Adaptor (optional)

RS232C Barcode Reader (optional)

USB or RS232C Data Transfer Cable (optional)

SD Card or USE flash drive for Software Update {optional)
Ethernet via USB to RJ45 Adapter (optional)

Keyboard (not included)

Optional External Printer (not included)

Major Readable Barcodes

Code 39 EAN 8 French Pharmacode Matrix 25 RSS
Code 93 EAN 13 Industrial 25 MSI Telepen
Code 128 EAN 128 Interleave 25 Plessey UPCA
Codabar (NW-7) Italy Pharmacode UPCE

Screen Type Large color touch screen LCD (12 cm x 9 cm)

LIS Interface Formatted and compatible with HL-7 compliant, ACON standard interface, S interface,
D interface, U interface and R interface for downloading of LIS data

Calibration Automatic

Available Languages on the Screen

Mare than 10 languages available, including English

Analyzer Operating Conditions

0-40°C (32-104°F); 5%-85% RH

System Operating Conditions

15-30°C (58-86°F); 20%-80% RH

Storage Conditions

-5-50°C {23-122°F); =80% RH

Power Source

100- 240 VAC, 45-65 Hz; 6 AA Alkaline Batteries

Line Leakage Current

0.5 mA

Dimensions (L x W x H)

26cmx15cmx 18 cm (10" x 6" x 7")

Display Dimensions (L x W)

12cmx9cm (5" x4")

Weight

1.7 kg (3.7 Ib) without batteries or powar supply

Product Name Catalog No.

Ordering Information

Kit Box Dimensions Carton Dimensions

Components

Number of

(L X W x H) & Weight (L x W x H) & Weight

U120 Ultra Urine Analyzer

u114-101"

1 Urine Analyzer

2 Test Tables

2 Test Table Inserts
2 Printer Paper Rolls

1 Power Cord and Supply Adapter
1 Brush

1 Quick Start Guide

1 Instruction Manual

40 cm = 39 cm = 3G cm; 4 kg

16"x 15" x 14"; 141 0z

Kits/Carton

U120 Ultra Urine Analyzer
with Barcode Reader

ut14-111 Y

1 Urine Analyzer

2 Test Tables

2 Test Table Inserts

2 Printer Paper Rolls

1 Barcode Reader (RS232C)

1 Power Cord and Supply Adapter
1 Brush

1 Quick Start Guide

1 Instruction Manual

40cm = 39cm = 36 cm; 4 kg

16" x 15" x 14"; 141 0z

23.6cmx10.8cmx7.8cm; 0,36 kg

U124-1117
Barcode Reader 1 Barcode Reader (RS232C) 93 x43 x3.1"17.00z 22
; 12.0cmx12.0emx6.5cm;0.36 kg | 63.0cm x 37.0 cm x 30.0 cm; 19.4 kg
. Thermal Paper (0.06 m x 20 m): 200 resultsiroll AT XA T X326 1270z 248 x 146" x 1165 684 3 0z
Printer Paper Rolls U121-101 | 4 Printer Paper Rolls - ; T - : R 50
Sticker Paper (0.06 m x 8 m}: 100 results/roll 12.0cm x12.0 cm x 6.5 cm; 0.4 kg 63.0 cm x 37.0 cm x 30.0 cm; 21.4 kg
oL ) 4.7 x4.7"x2.6% 1410z 24.8" % 14.6" x 11.8"; 684.3 oz, 754.9 0z
: 16.0cmx13.0cmx 3.5cm; 0147 k 250 cm x 21.0 em x 15.0 cm; 1,36
U120 Ultra Data Transfer Kit| U124-1317 | 1 Data Transfer Cable (RS232C) 1 Package Insert & PNELDE g L 8

6.3"x5.1"x14" 520z

98" x 8.3 x50"4B.0 0z

‘/CE Marked for sale in the European Community c €




US00 Urine Analyzer

Accurate and Efficient
+ Up to 500 tests/hour for medium/large volume sample testing
= Professional accuracy equivalent to market leader
= Automatic strip detection and alignment for better efficiency
+ Test categories include Routine, STAT and QC

Easy to Operate
+ Large touch screen LCD offers simple menu navigation
* Uniquely designed strip platformiwaste tray unit for easy one-step cleaning

Convenient
fissiionca + Automatic calibration and waste disposal reduce hands-on time
= Can read strips with up to 14 parameters, including Microalbumin/Creatinine/Calcium
= Strip selection of up to 4 combinations for analyzer reading
+ Stores up to 2,000 records and automatically flags abnormal results
= Capable of printing results on sticker paper for quick and easy record management

Data Management Capability
* Includes RS232C port for easy data transfer to an external computer or LIS
* Record Operator/Patient ID by Manual Entry and Barcode Reader

Unique Lockout Functions
+ Strip Lockout
= Pre-set option to prevent using strips of another brand, with a barcode reader or by manual entry

= User Lockout
= Option to eliminate unapproved users with up to 10 operators
* QC Lockout
+ Prevents testing without passing QC
= If QC tests fail, analyzer will switch to STAT mode and list “E" at the end of each test number

Specifications

Feature Specifications
Analyzer Type Semi-Automatic
Methodology Reflectance Photometry
Detection Photosensitive Diode
Throughput 500 tests/hour (Measuring cycle: 7 seconds/test)
Test Categories Routine, STAT and QC
Lockout Functions Strip Lockout: Available Upon Request; User/QC Lockout: Included with option to turn ON/OFF
Memory Last 2,000 Records
Strip Incubation Time 1 Minute
Wavelength 525 and 635 nm
Default Sirips 8.9, 10, 11 Parameters (108 mm x 5 mm)
Strips Available 1-14 parameters (108 mm x 5 mm); see URS Parameters
Parameter Order Can select the order of parameters for display and print out
Total Combinations Per Analyzer 4 Combinations
Waste Disposal Capacity Up to 150 Strips

RS232C Port for Barcode Reader or Data Transfer

Analyzer.Porta 25 Pin Parallel Port for External Printer

Data Entry Capabilities Operator/Patient ID - Manual Entry and Barcode Reader (Up to 25 characters)
Connection Capabilities Gptional Extemal Printer (not mcluded) R82326 Deta Transter Gable (optional)
Major Readable Barcodes Code 128, Code 39, Codabar (NW-7), EAN 8, EAN 13, Interleave 25, UPCA, UPCE
Calibration Automatic

Available Languages on the Screen English and additional language(s)

Operating Conditions 0-40°C (32-104°F); =85% RH

Storage Conditions -5-50°C (23-122°F); =90% RH

Power Source 100-240VAC, 50-60 Hz

Dimensions (L x W x H) 36.6cmx28.3cmx 19.5cm (14.4"x 111" x 7.7")

Display Dimensions (L x W) 11.5cmx9.0cm (4.5" x3.5")

Weight 4.0 kg (8.8 Ibs) without batteries or power supply

Ordering Information

Kit Box Dimensions Carton Dimensions Number of
Catalog No. Components (L x W x H) & Weight (L x W x H) & Weight Kits/Carton
1 Urine Analyzer 2 Fuses (2.0A) 51.0emx42.0 em x 38.5em: 7 ki
I y 3 5cm; 7kg
. 1 Strip Platform/Vaste Tray 1 Power Cord
U500 Urine Anal RTIR :
rnganlyer v211-101" 2 Printer Paper Rolls 1 Instruction Manual 20.1" X 16.5" x 15.2"; 246.90z 1
1 Urine Analyzer 2 Fuses (2.0A) 55.0 cm x 55.0 cm x 55.0cm; 9.2 kg
U_500 Urine Analyzer uzi1-111+t 1 Strip Platform/Waste Tray 1 Power Cord 1
with Barcode Reader 2 Printer Paper Rolls 1 Serial Splitter Cable (RS232C)

1 Barcode Reader (RS232C) 1 Instruction Manual ALTT AL TR 2T 245 02

_qq4t : ; 23.6ecmx10.8cmx 7. 8em; 0, 482 kg] 63.0 cm x 37.0 em x 30.0 cm; 12 kg
Barcode Reader U221-111 1 Barcode Reader (RS232C) 1 Serial Splitter Cable (RS232C) 9.3 %43 x3 1" 1700z I 248 % 146 x 1187 4233 0z 22
12.0cmx12.0cm x 6.5 cm: 0.360 kg] 63.0 cm x 37.0 cm x 30.0 cm: 19.4 kg
Thermal Paper (0.06 m x 20 m): 200 results/roll = g o = W ..
Frinter Paper Rolls u121-101 4 Printer Paper Rolls i ) 47" %47 %26 1270z 248" x 146" x 11,87 6843 0z 50
Sticker Paper (0.06 m x 9 m): 100 Its/rall 120cmx12.0cm x6.5cm; 0.40 kg | 63.0 cmx 37.0 cm x 30.0 cm; 21.4 kg
47" x4 7" x26% 14 10z 24 8" x 146" x 11,8"; 684, T i
i REIRU 18.0cmx13.0cmx3.5cm; 0. 147kg| 25.0cmx 21.0 cm x 15.0 crm; 1,36 k
U500 Data Transfer Kit U221-131 1 Data Transfer Cable (RS232C) 1 Package Insert 3 nE 1 X1 4 5202 S r BT XS0 A0z 8

‘/CE Marked for sale in the European Community c €
t FDA 510(k) Cleared




Urine Controls

Reliable
« Use with Mission” and Mission® Expert Urinalysis Reagent Strips and Urine Analyzers for optimum quality control
+ Validate urinalysis results and prevent procedure errors

Quick and Convenient Testing

* Ensures accurate results for all parameters
+ Obtain quick resuits in any sefting

= Competitively priced

Two Types of Urine Controls Available

Liquid Urine Control

Ready to use without dissolving in distilled water

24 months shelf life for unopened controls at 2-8°C

Two Packaging Options

+ Dropper Tip Bottles
+ Dropper tip bottles provide efficient use of the control solution
+ Easily drop the control solution onto each reagent pad using the dropper tip bottie
» Controls can be used up to 40 times within 30 days at room temperature

+ Diptubes
» Diptube packaging allows for quick testing similar to using a urine specimen
+ Simply dip the strip into the control solution and read results
« Controls can be used up to 20 times within 30 days at room temperature

Dry Strip Urine Control
Portable for use anywhere with no refrigeration required
Dissolve the dry strip urine control in distilled water, dip urine strip in the control solution, then compare to color chart

Each control solution can be used for up to 12 tests at 2-30°C within 8 hours for all parameters
24 months shelf life at 2-30°C for unopened controls

Specifications
Features Specifications
Product Name Liguid Urne Control Liguid Diptube Urine Control Dry Strip Urine Control

LEU, NIT, URO, PRO, pH, BLO, 3G, KET, BIL, GLU, ASC, ALB, CRE, CA(13)
Negative: LEU, NIT, URO, PRO, pH, ELO, SG, KET, BIL, GLU, ASC, ALB, CRE, CA
Posithve: LEL, NIT, URD, PRO, pH, BLO, SG, KET, BIL, GLU, ALB CRE, CA and Negative ASC

Mission® Urinalysis Reagent Strips, Mission® Expert Urinalysis Reagent Strips

Tast Parameters

Solution Detection | Level 1
Levels Level 2

Compatible Urine Strips

Reading Time/Stability Refer fo insert Refer to insert Refer to insert
Storage Temperature 2-8°C 2-8'C 230°C
Unopened Contral Shelf Life 24 months 24 months 24 months

30 days at 15-30°C or
until the expiration date at 2-8°C

20 tests/diptube

30 days at 15-30°C or
until the expiration date at 2-8°C

20 or 40 tests/bottle

Opened Control Stability 2-30°C: 3 months for Dry Strip; 8 hours for Control Solution for all parameters

12 tests/control solution of 1 dry strip

Maximum Tests per Unit

Ordering Information

Carton Dimensions

Kit Box Dimensions # Kits/Carton

Product Name Catalog No. Components (LxWxH) & Weight (LxWxH) & Weight
Level 1: 3x 10 mL /bottle; Level 20 3 x 10 mUbottle 85 mm x 55 mm x 60 mm; 107 g 400 mm x 270 mm x 345 mm; 5.2 kg 168
Level 1: 3 x 5 mLibottle; Level 2: 3 x 5 mL/bottle 85 mm x 55 mm x 60 mm; 75 g 400 mm x 270 mm x 345 mm; 4.2 kg 198
Liquid Urine Control ¥ L Level 1: 1 x 10 mUbottle; Level 2: 1 x 10 mLibottle 55 mm x 28 mm x 60 mm; 41 g 400 mm x 270 mm x 345 mm; 6.6 kg 228
Level 1: 1 x 5§ mUbottle; Level 2: 1 x 5 mL/bottle 55 mm x 28 mm x 60 mm; 31 g 400 mm x 270 mm x 345 mm; 5.5 kg 228
Liguid Diptube Level 1: 2 x 12 mL/diptube; Level 2: 2 x 12 mL/diptube 130 mm x 55 mm x 55 mm; 101 g 385 mm x 255 mm x 320 mm; 4.7 kg 30
Urine Control VX HEE Level 1: 1 x 12 mLidiptube; Level 2: 1 x 12 mL/diptube 130 mm x 55 mm x 55 mm; 62 g 385 mm x 255 mm x 320 mm; 3.5 kg 30
Oyste s . e e 100 mm x 51 mm x 110 mm; 126 | 280 mm x 280 mm x 260 mm; 3.6 kg 24
Kirivies Eaingrol 'EE“E' 121 % 10 stripsicanister; 100 mm x 51 mm x 110 mm; 106 g | 280 mm x 280 mm x 260 mm; 3.1 kg 24
evel 2: 1 x 10 strips/canister

Blood Glucose Monitoring Systems, Clinical Chemistry including Urinalysis, Immunoassay EIA/ELISA and more.

X FDA 510(k) Cleared and CLIA Waived

~'CE Marked for sale in the European Community c €

We also offer other rapid diagnostic and medical products for:

Contact us for worldwide distribution and custom manufacturing (OEM) opportunities
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M - o @ Urinalysis Reagent Strips
'SS'O" (Urine)
< Package Insert

REF U031-011  REF U031-051 _ REF U031-091

REF U031-021 REF U031-061
REF U031-031 REF U031-071
REF U031-041 REF U031-081
For rapid detection of multiple analytes in human urine.
For in vitro diagnostic use only.

REF U031-101

REF U031-111 English

INTENDED USE

The Urinalysis Reagent Strips (Urine) are firm plastic strips onto which several separate
reagent areas are affixed. The test is for the qualitative and semi-quantitative detection of
one or more of the following analytes in urine: Ascorbic acid, Glucose, Bilirubin,
Ketone (Acetoacetic acid), Specific Gravity, Blood, pH, Protein, Urobilinogen, Nitrite
and Leukocytes.

Urine undergoes many changes during states of disease or body dysfunction before
blood composition is altered to a significant extent. Urinalysis is a useful procedure as
an indicator of health or disease, and as such, is a part of routine health screening. The
Urinalysis Reagent Strips (Urine) can be used in general evaluation of health, and aids in
the diagnosis and monitoring of metabolic or systemic diseases that affect kidney
function, endocrine disorders and diseases or disorders of the urinary tract.'”

PRINCIPLE AND

Ascorbic acid: This test involves decolorization of Tillmann’s reagent. The presence of
ascorbic acid causes the color of the test field to change from blue-green to orange.
Patients with adequate diet may excrete 2-10 mg/dL daily. After ingesting large
amounts of ascorbic acid, levels can be around 200 mg/dL.

Glucose: This test is based on the enzymatic reaction that occurs between glucose
oxidase, peroxidase and chromogen. Glucose is first oxidized to produce gluconic acid
and hydrogen peroxide in the presence of glucose oxidase. The hydrogen peroxide reacts
with potassium iodide chromogen in the presence of peroxidase. The extent to which the
chromogen is oxidized determines the color which is produced, ranging from green to
brown. Glucose should not be detected in normal urine. Small amounts of glucose may
be excreted by the kidney.” Glucose concentrations as low as 100 mg/dL may be
considered abnormal if results are consistent.

Bilirubin: This test is based on azo-coupling reaction of bilirubin with diazotized
dichloroaniline in a strongly acidic medium. Varying bilirubin levels will produce a
pinkish-tan color proportional to its concentration in urine. In normal urine, no bilirubin is
detectable by even the most sensitive methods. Even trace amounts of bilirubin require
further investigation. Atypical results (colors different from the negative or positive color
blocks shown on the color chart) may indicate that bilirubin-derived bile pigments are
present in the urine specimen, and are possibly masking the bilirubin reaction.

Ketone: This test is based on ketones reacting with nitroprusside and acetoacetic acid to
produce a color change ranging from light pink for negative results to a darker pink or
purple color for positive results. Ketones are normally not present in urine. Detectable
ketone levels may occur in urine during physiological stress conditions such as fasting,
pregnancy and frequent strenuous exercise. ~ In starvation diets, or in other abnormal
carbohydrate metabolism situations, ketones appear in the urine in excessively high
concentration before serum ketones are elevated.

Specific Gravity: This test is based on the apparent pKa change of certain pretreated
polyelectrolytes in relation to ionic concentration. In the presence of an indicator, colors
range from deep blue-green in urine of low ionic concentration to green and yellow-green in
urine of increasing ionic concentranon Randomly collected urine may vary in specific
gravity from 1.003-1.035.° Twenty-four hour urine from healthy adults with normal diets
and fluid intake will have a specific gravity of 1.016-1.022.° In cases of severe renal damage,
the specific gravity is fixed at 1.010, the value of the glomerular filtrate.

Blood: This test is based on the peroxidase-like activity of hemoglobin which catalyzes
the reaction of diisopropylbenzene dihydroperoxide and 3,3',5,5'-tetramethylbenzidine.
The resulting color ranges from orange to green to dark blue. Any green spots or green
color development on the reagent area within 60 seconds is significant and the urine
specimen should be examined further. Blood is often, but not invariably, found in the
urine of menstruating females. The significance of a trace reading varies among
patients and clinical judgment is required in these specimens.

pH: This test is based on a double indicator system which gives a broad range of colors
covering the entire urinary pH range. Colors range from orange to yellow and green to blue.
The expected range for normal urine specimens from newborns is pH 5- 7.° The expected
range for other normal urine specimens is pH 4.5-8, with an average result of pH 6.°
Protein: This reaction is based on the phenomenon known as the "protein error” of pH
indicators where an indicator that is highly buffered will change color in the presence of
proteins (anions) as the indicator releases hydrogen ions to the protein. At a constant pH,
the development of any green color is due to the presence of protein. Colors range from
yellow to yellow-green for negative results and green to green-| blue for positive results.
1-14 mg/dL of protein may be excreted by a normal kidney.'"’ A color matching any
block greater than trace indicates significant proteinuria. Clinical judgment is required to
evaluate the significance of trace results.

Urobilinogen: This test is based on a modified Ehrlich reaction between
p-diethylaminobenzaldehyde and urobilinogen in strongly acidic medium to produce a
pink color. Urobilinogen is one of the major compounds produced in heme synthesis and
is a normal substance in urine. The expected range for normal urine with this test is
0.2-1.0 mg/dL (3.5-17 umol/L).* A result of 2.0 mg/dL (35 pmol/L) may be of clinical
significance, and the patient specimen should be further evaluated.

Nitrite: This test depends upon the conversion of nitrate to nitrite by the action of Gram
negative bacteria in the urine. In an acidic medium, nitrite in the urine reacts with
p-arsanilic acid to form a diazonium compound. The diazonium compound in turn
couples with 1 N-(1 naphthyl) ethylenediamine to produce a pink color. Nitrite is not
detectable in normal urine.” The nitrite area will be positive in some cases of infection,
depending on how long the urine specimens were retained in the bladder prior to
collection. Retrieval of positive cases with the nitrite test ranges from as low as 40% in
cases where little bladder incubation occurred, to as high as approximately 80% in cases
where bladder incubation took place for at least 4 hours.

Leukocytes: This test reveals the presence of granulocyte esterases. The esterases cleave
a derivatized pyrazole amino acid ester to liberate derivatized hydroxy pyrazole. This
pyrazole then reacts with a diazonium salt to produce a beige-pink to purple color.
Normal urine specimens generally yield negative results. Trace results may be of
questionable clinical significance. When trace results occur, it is recommended to retest
using a fresh specimen from the same patient. Repeated trace and positive results are of
clinical significance.

REAGENTS AND PERFORMA

E CHARACTERI

Based on the dry weight at the time of impregnation, the concentrations given may vary
within manufacturing tolerances. The following table below indicates read times and

performance characteristics for each parameter.

Reagent %c::: Composition Description
Ascorbic Acid 30 gff—fgirc:égrﬁg&e;?;%gphenol; Detects ascorbic acid as low as
(ASC) seconds ingredients 5-10 mg/dL (0.28-0.56 mmol/L).
glucose oxidase; peroxidase;
Gl | b, [poasm o, | By g ssioves
non-reactive ingredients 2 . i
Bilirubin 30 2, 4-dichloroaniline diazonium | Detects bilirubin as low as
(BIL) seconds salt; buffer and non-reactive 0.4-1.0 mg/dL
ingredients (6.8-17 pmol/L).
Ketone 40 sodium nitroprusside; buffer Detects acetoacetic acid as low as
(KET) seconds P! 2.5-5 mg/dL (0.25-0.5 mmol/L).
bromthymol blue indicator; Determines urine specific
Specific 45 buffer and non-reactive gravity between 1.000 and
Gravity seconds ingredients; poly (methyl vinyl | 1.030. Results correlate with
ether/maleic anhydride); values obtained by refractive
SG) her/maleic anhydrid 1 btained by refracti
sodium hydroxide index method within + 0.005.
3,3”,5,5 -tetramethylbenzidine E:é%%%%gg";f%‘ﬂ’;ﬁ as low
Blood 60 (TMB); diisopropylbenzene = Loumg ey .
(BLO) seconds | dihydroperoxide; buffer and 5-10 Ery/uL in urine specimens
ydroperoxide; bu with ascorbic acid content of
non-reactive ingredients <50 me/dL.
60 methyl red sodium salt; Permits the quantitative
pH seconds bromthymol blue; non-reactive | differentiation of pH values
ingredients within the range of 5-9.
Protein 60 tetrabromophenol blue; buffer | Detects albumin as low as
(PRO) seconds | and non-reactive ingredients 7.5-15 mg/dL (0.075-0.15 g/L).
Urobilinogen 60 E;l(%lfg:’hg/nlgnl;gﬁ?g:ggﬁchydc; Detects urobilinogen as low as
(URO) seconds ingredients 0.2-1.0 mg/dL (3.5-17 umol/L).
p-arsanilic acid; Detects sodium nitrite as low as
Nitrite 60 N-(1-naphthyl) 0.05-0.1 mg/dL in urine with a
(NIT) seconds | ethylenediamine; non-reactive | low specific gravity and less
ingredients than 30 mg/dL ascorbic acid.
. derivatized pyrrole amino acid | Detects leukocytes as low as
Le(u[l‘(é)%y)tes %eéi}?dq ester; diazonium salt; buffer; 9-15 white blood cells Leu/pL in
C " | non-reactive ingredients clinical urine.

The performance characteristics of the Urinalysis Reagent Strips (Urine) have been
determined in both laboratory and clinical tests. Parameters of importance to the user are
sensitivity, specificity, accuracy and precision. Generally, this test has been developed to
be specitic for the parameters to be measured with the exceptions of the interferences
listed. Please refer to the Limitations section in this package insert.

Interpretation of visual results is dependent on several factors: the variability of color
perception, the presence or absence of inhibitory factors, and the lighting conditions when the
strip is read. Each color block on the chart corresponds to a range of analyte concentrations.
For in vitro diagnostic use only. Do not use after the expiration date.

The strip should remain in the closed canister until use.

Do not touch the reagent areas of the strip.

Discard any discolored strips that may have deteriorated.

All specimens should be considered potentially hazardous and handled in the same
manner as an infectious agent.

The used strip should be discarded according to local regulations after testing.

STORAGE AND STABILITY

Store as packaged in the closed canister either at room temperature or refrigerated
(2-30°C). Keep out of direct sunlight. The strip is stable through the expiration date
printed on the canister label. Do not remove the desiccant. Remove only enough strips
for immediate use. Replace cap immediately and tightly. DO NOT FREEZE. Do not
use beyond the expiration date.

Note: Once the canister has been opened, the remaining strips are stable for up
to 3 months. Stability may be reduced in high humidity conditions.

SPECIMEN COLLECTION AND PREPARATION

A urine specimen must be collected in a clean and dry container and tested as soon as
possible. Do not centrifuge. The use of urine preservatives is not recommended. If
testing cannot be done within an hour after voiding, refrigerate the specimen
immediately and let it return to room temperature before testing.

Prolonged storage of unpreserved urine at room temperature may result in microbial
proliferation with resultant changes in pH. A shift to alkaline pH may cause false
positive results with the protein test area. Urine containing glucose may decrease in pH
as organisms metabolize the glucose.

Contamination of the urine specimen with skin cleansers containing chlorhexidine may
affect protein (and to a lesser extent, specific gravity and bilirubin) test results.

MATERIALS
[Materials Provided

o Package insert

Materials Required But Not Provide

e Specimen collection container e Timer

Allow the strip, urine specimen, and/or controls to reach room temperature

(15 30°C) prior to testing.

. Remove the strip from the closed canister and use it as soon as possible. Immediately
close the canister tightly after removing the required number of strip(s). Completely
immerse the reagent areas of the strip in fresh, well-mixed urine and immediately
remove the strip to avoid dissolving the reagents. See illustration 1 below.

. While removing the strip from the urine, run the edge of the strip against the rim of
the urine container to remove excess urine. Hold the strip in a horizontal position
and bring the edge of the strip into contact with an absorbent material (e.g. a paper
towel) to avoid mixing chemicals from adjacent reagent areas and/or soiling hands
with urine. See illustration 2 below.

. Compare the reagent areas to the corresponding color blocks on the canister label at
the specified times. Hold the strip close to the color blocks and match carefully. See
illustration 3 below.

Note: Results may be read up to 2 minutes after the specified times.

e Strips

N

w

INTERPRETATION OF RESULTS

Results are obtained by direct comparison of the color blocks printed on the canister
label. The color blocks represent nominal values; actual values will vary close to the
nominal values. In the event of unexpected or questionable results, the following steps
are recommended: confirm that the strips have been tested within the expiration date
printed on the canister label, compare results with known positive and negative controls
and repeat the test using a new strip. If the problem persists, discontinue using the strip
immediately and contact your local distributor.

QUALITY CONTROL

For best results, performance of reagent strips should be confirmed by testing known
positive and negative specimens/controls whenever a new test is performed, or whenever
a new canister is first opened. Each laboratory should establish its own goals for
adequate standards of performance.

LIMITATIONS

Note: The Urinalysis Reagent Strips (Urine) may be affected by substances that cause
abnormal urine color such as drugs contammg azo dyes (e., & Pyridium”, Azo Gantrisin®,
Azo Gantanol™), nitrofurantoin (Microdantin”, Furadantin®™), and riboflavin.® The color
development on the test pad may be masked or a color reaction may be produced that
could be interpreted as false results.

Ascorbic acid: No interference is known.

Glucose: The reagent area does not react with lactose, galactose, fructose or other
metabolic substances, nor with reducing metabolites of drugs (e.g. salicylates and
nalidixic acid). Sensitivity may be decreased in specimens with high specific gravity
(>1.025) and with ascorbic acid concentrations of > 25 mg/dL. High ketone levels
> 100 mg/dL may cause false negative results for specimens containing a small amount
of glucose (50-100 mg/dL).

Bilirubin: Bilirubin is absent in normal urine, so any positive result, including a trace
positive, indicates an underlying pathological condition and requires further
investigation. Reactions may occur with urine containing large doses of chlorpromazine
or rifampen that might be mistaken for positive bilirubin.” The presence of
bilirubin-derived bile pigments may mask the bilirubin reaction. This phenomenon is
characterized by color development on the test patch that does not correlate with the
colors on the color chart. Large concentrations of ascorbic acid may decrease sensitivity.
Ketone: The test does not react with acetone or B-hydroxybutyrate.® Urine specimens of
high pigment, and other substances containing sulfhydryl groups may occasionally give
reactions up to and including trace (+).

Specific Gravity: Ketoacidosis or protein higher than 300 mg/dL may cause elevated
results. Results are not affected by non-ionic urine components such as glucose. If the
urine has a pH of 7 or greater, add 0.005 to the specific gravity reading indicated on the
color chart.

Blood: A uniform blue color indicates the presence of myoglobin, hemoglobin or
hemolyzed erythrocytes.® Scattered or compacted blue spots indicate intact erythrocytes.
To enhance accuracy, separate color scales are provided for hemoglobin and for
erythrocytes. Positive results with this test are often seen with urine from menstruating
females. It has been reported that urine of high pH reduces sensitivity, while moderate to

high concentration of ascorbic acid may inhibit color formation. Microbial peroxidase,
associated with urinary tract infection, may cause a false positive reaction. The test is
slightly more sensitive to free hemoglobin and myoglobin than to intact erythrocytes.
pH: If the procedure is not followed and excess urine remains on the strip, a
phenomenon known as “runover” may occur, in which the acid buffer from the protein
reagent will run onto the pH area, causing the pH result to appear artificially low. pH
readings are not affected by variations in urinary buffer concentration.

Protein: Any green color indicates the presence of protein in the urine. This test is
highly sensitive for albumin, and less sensitive to hemoglobin, globulin and
mucoprotein.® A negative result does not rule out the presence of these other proteins.
False positive results may be obtained with highly buffered or alkaline urine.
Contamination of urine specimens with quaternary ammonium compounds or skin
cleansers containing chlorhexidine may produce false positive results." The urine
specimens with high specific gravity may give false negative results.

Urobilinogen: All results lower than 1 mg/dL urobilinogen should be interpreted as
normal. A negative result does not at any time preclude the absence of urobilinogen. The
reagent area may react with interfering substances known to react with Ehrlich’s reagent,
such as p-aminosalicylic acid and sulfonamides.” False negative results may be obtained
if formalin is present. The test cannot be used to detect porphobilinogen.

Nitrite: The test is specific for nitrite and will not react with any other substance
normally excreted in urine. Any degree of uniform pink to red color should be
interpreted as a positive result, suggesting the presence of nitrite. Color intensity is not
proportional to the number of bacteria present in the urine specimen. Pink spots or pink
edges should not be interpreted as a positive result. Comparing the reacted reagent area
on a white background may aid in the detection of low nitrite levels, which might
otherwise be missed. Ascorbic acid above 30 mg/dL may cause false negatives in urine
containing less than 0.05 mg/dL nitrite ions. The sensitivity of this test is reduced for
urine specimens with highly buffered alkaline urine or with high specific gravity. A
negative result does not at any time preclude the possibility of bacteruria. Negative
results may occur in urinary tract infections from organisms that do not contain
reductase to convert nitrate to nitrite; when urine has not been retained in the bladder for
a sufficient length of time (at least 4 hours) for reduction of nitrate to nitrite to occur;
when receiving antibiotic therapy or when dietary nitrate is absent.

Leukocytes: The result should be read between 60-120 seconds to allow for complete
color development. The intensity of the color that develops is proportional to the number
of leukocytes present in the urine specimen. High specific gravity or elevated glucose
concentrations (> 2,000 mg/dL) may cause test results to be artificially low. The
presence of cephalexin, cephalothin, or high concentrations of oxalic acid may also
cause test results to be artificially low. Tetracycline may cause decreased reactivity, and
high levels of the drug may cause a false negative reaction. High urinary protein may
diminish the intensity of the reaction color. This test will not react with erythrocytes or
bacteria common in urine.

1. Free AH, Free HM. Urinalysis, Critical Discipline of Clinical Science. CRC Crit.
Rev. Clin. Lab. Sci. 3(4): 481-531, 1972.

2. Yoder J, Adams EC, Free, AH. Slmultaneom Screening for Urinary Occult Blood,
Protein, Glucose, ande ‘Amer. J. Med Tech. 31: 285, 1965.

3. Shchersten B, Fritz H. Subnormal Levels of Glucose in Urine. JAMA 201:129-132,
1967.

4. McGarry JD, Lilly. Lecture, 1978: New Perspectives in the Regulation of
Ketogenesis. Diabetes 28: 517-523 May, 1978.

5. Williamson DH. Physiological Ketoses, or Why Ketone Bodies? Postgrad. Med. J.
(June Suppl.): 372-375, 1971.

6. Paterson P, et al. Maternal and Fetal Ketone Concentrations in Plasma and Urine.
Lancet: 862-865; April 22, 1967.

7. Fraser J, et al. Studies with a Simplified Nitroprusside Test for Ketone Bodies in
Urine, Serum, Plasma and Milk. Clin. Chem. Acta II: 372-378, 1965.
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STATEMENT

We, Zhejiang Orient Gene Biotech Co., Ltd , having a registered office at 37874, East Yangguang
Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China assign SRL SANMEDICO having a
registered office at A. Corobceanu street 7A, apt. 9, Chiginiu MD-2012, Moldova, as non-exclusive
authorized representative for Orient Gene Brand product in correspondence with the conditions of
directive 98/79/EEC.,

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova.

General Manage

Date:2023/2/21

Mhbt. WHIREIMT RS BBEHEPIERERER 3787 &
Add: 3787#, East Yangguang Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China
HE Tel:+86-572-5226111  {% 3 Fax: +86-572-5226222  Hii% P.C.:313300
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

Product Service

Holder of Certificate: Zhejiang Orient Gene Biotech Co., Ltd.

3787#, East Yangguang Avenue, Dipu Street Aniji
313300 Huzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

L. ENISO 13405 A8

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and Distribution
of In Vitro Diagnostic Reagent and Instrument for the
Detection of Drugs of Abuse, Fertility, Infectious
Diseases, Oncology, Biochemistry, Cardiac Diseases,
Allergic Disease based on Rapid Test, PCR and Liquid
Biochip Method.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 092305 0001 Rev. 01

Report No.: SH2198802
Valid from: 2022-04-11
Valid until: 2024-03-16

c@s'(—\/

Date, 2022-04-11 Christoph Dicks
Head of Certification/Notified Body

un s ®
Page 1 of 2 TOV

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

=)

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, 313300
Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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CE-DOC-0OG038
c € Version 2.0

EC Declaration of Conformity

In accordance with Directive 98/79/EC

Legal Manufacturer: Zhejiang Orient Gene Biotech Co., Ltd

Legal Manufacturer Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China

Declares, that the products
Product Name and Model(s)

Troponin | Rapid Test Cassette (Whole Blood/Serum/Plasma) GDTRO-402a

Troponin | Rapid Test Cassette (Whole Blood/Serum/Plasma) GDTRO-402b

Classification: Other
Conformity assessment route:  Annex |l (EC DECLARATION OF CONFORMITY)

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative’s Name: Shanghai International Holding Corp. GmbH (Europe)

EC Representative’s Address: Eiffestrasse 80, 20537 Hamburg, Germany

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Date Signed: August 11, 2020
/77 « [ of

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President
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EC Declaration of Conformity

In accordance with Directive 98/79/EC

Legal Manufacturer: Zhejiang Orient Gene Biotech Co., Ltd

Legal Manufacturer Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China

Declares, that the products
Product Name and Model(s)

Procalcitonin Rapid Test Cassette (Whole Blood/Serum/Plasma) GDPCT-402a

Classification: Other
Conformity assessment route:  Annex Il (EC DECLARATION OF CONFORMITY)

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative’s Name: Shanghai International Holding Corp. GmbH (Europe)

EC Representative’s Address: Eiffestrasse 80, 20537 Hamburg, Germany

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Date Signed: August 7, 2018
/77 « [ of

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President




3818 Fuqua street e
Houston, TX 77047, USA \X

= @
Tel: +2723 733 8088 e HEALGEN
Fax: +1713 733 8848 \ e
Web: www.Healgen.com N
E-mail: sales@healgen.com CE-DOC-H003

Ver.1.7

EC Declaration of Conformity
In accordance with Directive 98/79/EC

Legal Manufacturer: Healgen Scientific Limited Liability Company
Legal Manufacturer Address: 3818 Fuqua Street, Houston, TX 77047, USA.

Declares, that the products
Product Name and Model(s)

Orient Gene HCV Hepatitis C Virus Rapid Test
(Serum/Plasma) (Cassette) GCHCV-302a
Orient Gene HCV Hepatitis C Virus Rapid Test
(Whole blood/Serum/Plasma)(Cassette) GCHCV-402a

EDMA Code: 15 70 02 02

Classification: Annex Il List A
Conformity assessment route:  Annex IV (Full Quality Assurance)

Compliance of the designated product with the Directive 98/79/EC has been assessed and
certified by the Notified Body

Notified Body: TUV SUD Product Service GmbH

Notified Body Address: Munich Branch Ridlerstral3e 65 80339 Miinchen Germany

EC Certificate No.: V1 092378 0004 Rev. 02 Valid until: 2025-05-26

EC Design-Examination Certificate No.: V7 092378 0009 Rev. 00 Valid until: 2025-05-26

It bears the mark

CE 0123

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative Name: QARAD b.v.b.a.

EC Representative Address: Cipalstraat 3, B-2440 Geel, Belgium

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the directive
98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Signature; J 7
Name of authorized signatory: Joyce Pang

Position held in the company: Vice-President
Date: 2022.4.22
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Toxicology Urine Test

Product Description
Acetaminophen (ACE) Test
Amphetamine (AMP) Test
Barbiturates (BAR) Test
Benzodiazepines (BZO) Test
Buprenorphine (BUP) Test

Caffeine (CAF) Test

Carisoprodol (SOMA) Test
Clonazepam (CLO) Test

Cocaine (COC) Test

Codeine (COD) Test

Cotinine (COT) Test

Ecstasy (MDMA) Test

Ethyl Glucuronide (EtG) Test
Fentanyl (FEN) Test

Norfentanyl (FEN) Test

Gabapentin (GAB) Test
Hydrocodone (HCD) Test
Hydromorphone (HMO) Test
Ketamine (KET) Test

Kratom (KRA) Test

Lysergic acid diethylamide (LSD) Test
Marijuana (THC) Test

Methadone Metabolite (EDDP) Test
Methadone (MTD) Test
Methamphetamine (MET) Test
Methaqualone (MQL) Test
Methcathinone (MTC) Test
3,4-Methylenedioxypyrovalerone (MDPV) Test
Methylphenidate (MPD) Test
6-Monoacetylmorphine (6-MAM) Test
Morphine (MOP) Test

Opiate (OPI) Test

Oxycodone (OXY) Test
Phencyclidine (PCP) Test

Pinaca Ab (K3) Test

Pregabalin (PGB) Test
Propoxyphene (PPX) Test
Synthetic Marijuana (K2) Test
Tramadol (TRA) Test

Tricyclic Antidepressants (TCA) Test
UR-144 Test

Zolpidem (ZOL) Test M

Zopiclone (ZOP) Test V"

Alcohol (ALC) Test

Format

Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup

Cut-off Value

5000 ng/mL
2000/1000/500/300/250 ng/mL
2000/600/300/200 ng/mL
600/400/300/200/100 ng/mL.
10/5 ng/mL

6000 ng/mL

1000 ng/mL

500/100 ng/mL
600/300/150/100 ng/mL

2000 ng/mL
400/300/200/100/50 ng/mL
2000/1000/500/300/250/150 ng/mL
500/300ng/mL

300/200/100/50 ng/mL
200/50/20/10/5 ng/mL
3750/2000/1000 ng/mL

300/10 ng/mL

300 ng/mL
3000/2000/1000/500/100 ng/mL
250/150/100 ng/mL

20 ng/mL

600/300/200/150/100/50/40/25/20/18/15 ng/mL

300/100 ng/mL
1000/600/300/200/50 ng/mL
2000/1000/500/300/250 ng/mL
300/1000 ng/mL

500/300 ng/mL
1000/500/300 ng/mL

300 ng/mL

20/10 ng/mL
2000/600/300/150/100 ng/mL
2000/300/100 ng/mL
300/100 ng/mL

50/25 ng/mL

10 ng/mL

2000/1000/500 ng/mL
600/300 ng/mL
75/50/25/20/10 ng/mL
200/100 ng/mL

1000/300 ng/mL

50 ng/mL

50 ng/mL

50 ng/mL

0.04%

CE 510(k)

CE
CE
CE
CE
CE
CE
CE
CE

CE 510(k)

Methamphetamine (MET) Test
Methaqualone (MQL) Test
Methcathinone (MTC) Test
3,4-Methylenedioxypyrovalerone (MDPV) Test
Methylphenidate (MPD) Test
6-Monoacetylmorphine (6-MAM) Test
Morphine (MOP) Test

Opiate (OPI) Test

Oxycodone (OXY) Test
Phencyclidine (PCP) Test

Phenytoin (PHEN) Test"*"

Pinaca Ab (K3) Test "

Pregabalin (PGB) Test "
Propoxyphene (PPX) Test

Synthetic Marijuana (K2) Test
Tramadol (TRA) Test

Tricyclic Antidepressants (TCA) Test
XLR-11 Test "**

Zolpidem (ZOL) Test "

Zopiclone (ZOP) Test"e"

Alcohol (ALC) Test

Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device

50 ng/mL
150/100 ng/mL
50 ng/mL
200/100/50 ng/mL
50 ng/mL
25/15/10/5/4 ng/mL
15 ng/mL

50/40 ng/mL
50/40/20 ng/mL
10 ng/mL
150/100 ng/mL
10 ng/mL

100 ng/mL
50/20 ng/mL
25/10/56 ng/mL
100/50 ng/mL
100 ng/mL

100 ng/mL

25 ng/mL

25 ng/mL
0.05/0.02%

CE
CE

CE

CE
CE
CE
CE
CE

CE
CE
CE
CE

CE

Toxicology Saliva Test

Product Description
7-Aminonclnozepam (ACL) Test New
Amphetamine (AMP) Test
Barbiturates (BAR) Test
Benzodiazepines (BZO) Test
Buprenorphine (BUP) Test
Carisoprodol (SOMA) Test

Cocaine (COC) Test

Codeine (COD) Test

Cotinine (COT) Test
Diphenhydramine (DIP) Test New
Ecstasy (MDMA) Test

Ethyl Glucuronide (EtG) Test V"
Fentanyl (FEN) Test

Hydrocodone (HCD) Test "**
Hydromorphone (HMO) Test"*"
Ketamine (KET) Test

Lysergic acid diethylamide (LSD) Test
Marijuana (THC) Test

Methadone Metabolite (EDDP) Test
Mephedrone (MEP) Test "¢
Methadone (MTD) Test

Format
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device

\
M=
=

Cut-off Value
100 ng/mL
50/40 ng/mL
300/50/30 ng/mL
50/20/10 ng/mL
10/6 ng/mL

300 ng/mL
50/20 ng/mL

10 ng/mL
50/30/10 ng/mL
150/100 ng/mL
60/50 ng/mL
150/100 ng/mL
10 ng/mL

10 ng/mL
300/150 ng/mL
100/50 ng/mL
25/10 ng/mL
50/40/30/25/15/12/10/5/4/3 ng/mL
20 ng/mL

50 ng/mL
75/50/30 ng/mL

Qualification

CE
CE
CE
CE

CE
CE
CE
CE
CE
CE
CE
CE
CE

CE

Toxicology Hair Test

Product Description

Amphetamine (AMP) Test
Benzodiazepines (BZO) Test
Cocaine (COC) Test

Ecstasy (MDMA) Test
2-Fluorodeschloroketamin (FKE) Test

Ketamine (KET) Test
Marijuana (THC) Test

Methamphetamine (MET) Test
Methcathinone (MTC) Test

6-Monoacetylmorphine (6-MAM) Test
Morphine (MOP) Test

Oxycodone (OXY) Test

Phencyclidine (PCP) Test

Pinaca Ab (K3) Test

Synthetic Marijuana (K2) Test

Tramadol (TRA) Test
UR-144 Test

Cassette

Cassette

Cassette

Cassette
Cassette

Cassette

Cassette

Cassette
Cassette

Cassette

Cassette

Cassette

Cassette

Cassette

Cassette

Cassette
Cassette

Cut-off Value

Fluorescence 0.5/0.2 ng/mg CE
Gold 5ng/mg /
Fluorescence 0.2 ng/mg /
Gold 1 ng/mg /
Fluorescence 0.5/0.2 ng/mg CE
Gold 5/2 ng/mg CE
Fluorescence 0.2 ng/mg CE
Gold 5ng/mg /
Fluorescence 0.2 ng/mg /
Fluorescence 0.2 ng/mg CE
Gold 2/1/0.5 ng/mg CE
Fluorescence 0.05 ng/mg CE
Gold 2/1.5ng/mg CE
Fluorescence 0.5/0.2 ng/mg CE
Gold 5/2/1 ng/mg CE
Fluorescence 0.2 ng/mg CE
Fluorescence 0.2 ng/mg CE
Gold 2ng/mg CE
Fluorescence 0.2 ng/mg CE
Gold 5/2/0.5 ng/mg CE
Fluorescence 0.2 ng/mg CE
Gold 4ng/mg /
Fluorescence 0.3 ng/mg CE
Gold 1ng/mg CE
Fluorescence 0.2 ng/mg CE
Gold 0.5 ng/mg /
Fluorescence 0.2 ng/mg CE
Gold 1ng/mg /
Fluorescence 0.2 ng/mg /
Fluorescence 0.05 ng/mg /

Qualification

Infectious Disease

Product Description
Adenovirus Antigen Test
Adenovirus Test

Brucella Antibody Test
Candida albicans Test

Chagas Antibody Test
Clostridium difficile GDH Test

Clostridium difficile Toxin A/B Test

Clostridium difficile GDH &
Toxin A/B Combo Test

Chikungunya IgM Test

Specimen
Swab

Feces

WB/S/P

Vaginal Secretion
S/P

WB/S/P

Feces

Feces
Feces

S/P
WB/S/P

F

E

/

Catalog No. Format
GCADE-502ay/ Cassette
GCADE-602ay/ Cassette
GCBRU-402ay/ Cassette
GCCA-502ay/ Cassette
GCCHA-302ay Cassette
GCCHA-402ay/ Cassette
GCCD(GDH)-602ay Cassette

GCCD(Toxin A/B)-602ay/ Cassette

GCCD-625ay/ Cassette
GCCHK(IgM)-302ay/ Cassette
GCCHK(IgM)-402ay/ Cassette

Cut-of

10° CFU/mL

/

/

2 ng/mL

Toxin A: 2 ng/mL
Toxin B: 2 ng/mL
GDH: 2 ng/mL
Toxin A: 2 ng/mL
Toxin B: 2 ng/mL
/

/

Kit Size

20 Tests/Kit
20 Tests/Kit
25 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit

20 Tests/Kit

20 Tests/Kit

25 Tests/Kit
25 Tests/Kit

Chikungunya IgG/IgM Test
Chlamydia Test

CMV IgG Test
CMV IgM Test

CMV IgG/IgM Test

COVID-19 IgM/IgG Test
COVID-19 Neutralizing Antibody Test

COVID-19 Antigen Test

COVID-19 Antigen Self-Test

Digital COVID-19 Antigen Test

COVID-19 Antigen & B.1.1.7 Mutant Strain Combo Test

COVID-19/Flu A&B /RSV Antigen Combo Test

SARS-CoV-2 Delta-series Mutant Strain Antigen Test

SARS-CoV-2 Ag Fluorescence Rapid Test
Dengue IgG/IgM Antibody Test

Dengue NS 1 Antigen Test

Dengue NS1 & IgG/IgM Combo Test

EV71IgM Test

Giardia lamblia Test
Gonorrhoeae Test
HAV IgM Test

HAV IgG/IgM Test
HAV AntigenTest

HBcAb Hepatitis B Core Antibody Test

HBeAb Hepatitis B Envelope Antibody Test

HBeAg Hepatitis B Envelope Antigen Test

HBsAb Hepatitis B Surface Antibody Test

HBsAg Hepatitis B Surface Antigen Rapid Test

HBsAg/HCV Combo Test
HBsAg/HCV/HIV/Syphilis Combo Test

HBV HBcAb/HBeAb/HBeAg/HBsAb
/HBsAg Combo Test

HCV Hepatitis C Virus Test

HCV/HIV Combo Test
HEV Hepatitis E Virus IgM Test

HIV 1/2 Antibody Test

HIV 1/2 Antibody Tri-line Test

HIV 1/2/0 Antibody Test

HIV Antigen/Antibody Combo Test
HSV IgG Test

HSV IgM Test

HSV IgG/IgM Test

H. pylori Antibody Test

WB/S/P
Swab/Urine
S/P
WB/S/P
S/P

WB/S/P

S/P

WB/S/P
WB/S/P
WB/S/P

Nasopharyngeal Swab

Nasal Swab

NA & NP Swab
Oral Fluid

Nasal Swab

Oral Fluid
Nasal Swab
Nasal Swab
Nasal Swab
Nasal Swab
Nasal Swab
WB/S/P
WB/S/P
WB/S/P

S/P

WB/S/P
Feces
Swab

S/P

WB/S/P
Feces

S/P
WB/S/P
S/P

WB/S/P
S/P
WB/S/P

S/P

WB/S/P

S/P

WB/S/P

WB/S/P
S/P
WB/S/P
S/P
WB/S/P

S/P

WB/S/P

WB/S/P
S/P

S/P

WB/S/P

WB/S/P
S/P
WB/S/P
WB/S/P
S/P
WB/S/P
S/P
WB/S/P
S/P
WB/S/P

S/P

WB/S/P

GCCHK(IgG/IgM)-402a
GCCHL-502ay/
GCCMV(IgG)-302a
GCCMV(IgG)-402a
GCCMV(IgM)-302a
GCCMV(IgM)-402a
GCCMV(IgG/IgM)-302a
GCCMV(IgG/IgM)-402a
GCCOV-402ay/
GCCOV(NADb)-402by/
GCCOV-502ay/
GCCOV-502Cay
GCCOV-501ay/ New
GCCOV-502a-NAY
GCCOV-503ay/ New
GCCOV-502a-NNy
GCCOV-702ay/
GCCOV-502a-Hxxy/
GCCOV-502a-HxxOGEy/
GCCOV-702a-Hxxy/ Ve
GCCOV-D503ay Mev
GCCOV(B117)-525ay
GCFCR-T525ay "*"
GCCOV(Del)-T502ay/
FCCOV-502ay e
GCDEN(ab)-402cy/
GCDEN(NS)-402cy/
GCDEN-425ay/
GCEV71(IgM)-302ay
GCEV71(IgM)-402ay/
GCGIA-602ay/
GCGON-502b
GCHAV(IgM)-302Bay/
GCHAV(IgG/IigM)-402ay/
GCHAV-602ay/
GCHBcb-302a
GCHBcb-302b
GCHBcb-402a
GCHBeb-302a
GCHBeb-302b
GCHBeb-402a
GCHBeg-302a
GCHBeg-402a
GCHBsb-301a
GCHBsb-302a
GCHBsb-401a
GCHBsb-402a
GCHBsb-402b
GCHBsg-301a
GCHBsg-302a
GCHBsg-401a
GCHBsg-402a
GCHBC-402a
GCHBCISY-345a
GCHBCISY-445a
GCHBV-355a
GCHBV-455a
GCHCV-301a
GCHCV-302ay/
GCHCV-401a
GCHCV-402ay
GCHCI-402a
GCHEV-302ay
GCHIV-301a
GCHIV-302ay/
GCHIV-401a
GCHIV-402ay/
GCHIV-GT402a
GCHIV-T302b
GCHIV-T402a
GCHIV(Ag/Ab)-402a
GCHSV(IgG)-302ay/
GCHSV(IgG)-402ay/
GCHSV(IgM)-302ay/
GCHSV(IgM)-402ay/
GCHSV(IgG/IgM)-302a
GCHSV(IgG/IgM)-402a
GCHP-301ay
GCHP-302ay/
GCHP-401ay
GCHP-402ay/

M
M

Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Cassette
Device
Cassette
Cassette
Cassette
Cassette
Cassette
Reader
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Cassette
Strip
Cassette
Cassette
Strip
Cassette
Strip
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Cassette
Strip
Cassette
Cassette
Cassette
Strip
Cassette
Strip
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Cassette
Strip
Cassette
Strip
Cassette

.8x10% IFU/mL

B N T N N N N N N N N N N

.OEx7

- - o~~~

/

2 NCU

8 NCU
2NCU
2NCU

8 NCU
2NCU
0.5NCU
0.5NCU
30 mIU/mL
30 mIU/mL
30 mIU/mL
30 mIU/mL
20 miU/mL
1ng/mL
1ng/mL
1ng/mL

1 ng/mL

/

~ ~ - - - — |~

~ e~~~ ~ i~~~ o~~~ ~ ~

25 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
1/2/3/5/7/10/15/20 Test(s)/Kit
1/2/5/10 Tests/Kit
20 Tests/Kit
20 Tests/Kit
1/2/3/5/7/10/15/20 Test(s)/Kit
1/2/3/5/7/8/10/15/20/25 Test(s)/Kit
1/2/3/5/7/10/15/20 Test(s)/Kit
1/2/3/5/7/10/15/20 Test(s)/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
20 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
20 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit
50 Tests/Kit
25 Tests/Kit

GCHP-601ay Strip / 25 Tests/Kit
. . GCHP-601Cay/ Strip / 25 Tests/Kit
H. pylori Antigen Test Feces GCHP-602ay Cassette / 20 Tests/Kit
GCHP-602Cay/ Cassette / 20 Tests/Kit
‘ GCFLU(A)-501ay/ Strip 1.5x 104 TCID 25 Tests/Kit
Influenza A Antigen Test Nasal/Throat Swabs G or| () 502ay Cassette 15X 104 TCID.. 20 Tests/Kit
. 1.5x 10* TCID_ / 5
GCFLU(A/B)-501ay Strip 15x10° TCIDE:U 25 Tests/Kit
Influenza A/B Antigen Test Nasal/Throat Swabs GCFLU(A/B)-502a+/ Cassette 1.5x10° TCID,/ 2D Ve
15x10° TCID,,
1.5x 10* TCID_ / .
GCFLU(A/B)-502Cay Cassette 15x 105 TCIDE:U 20 Tests/Kit
Nasopharyngeal Swab ~ GCFC-525a+/ Cassette / 20 Tests/Kit
NA & NP Swab GCFC-525a-NNy/ Cassette / 20 Tests/Kit
Influenza & COVID-19 Antigen Combo Test GCFC-525a-NAY Cassette / 20 Tests/Kit
Nasal Swab GCFC-T502ay/ New Cassette / 1/5/20 Tests/Kit

GCFC-T503ay/"" Device / 1/2/5/10 Test(s)/Kit
) Nasopharyngeal Swab GCFCRA-545a/ Cassette / 20 Tests/Kit
Flu, COVID-15, RSV & Adeno Antigen Combo Test Nasal Swab GCFCRA-T525ay " Cassette / 20 Tests/Kit
Sp GCKal-301a Strip / 50 Tests/Kit
GCKal-302a Cassette / 25 Tests/Kit
Leishmania Antibody Test GCKal-401ay/ Strip / 50 Tests/Kit
WB/S/P GCKal-402a Cassette / 25 Tests/Kit
GCKal-T402ay Cassette / 25 Tests/Kit
Malaria Pan Antigen Test Whole Blood GCMAL (pan)-402ay Cassette 200 parasites 25 Tests/Kit
Malaria P.f. Antigen Test Whole Blood GCMAL(pf)-402ay/ Cassette 200 parasites 25 Tests/Kit
Malaria P.f./Pan Antigen Test Whole Blood GCMAL (pf/pan)-402a+/ Cassette 200 parasites 25 Tests/Kit
Malaria P.f./P.v. Antigen Test Whole Blood GCMAL(pf/pv)-402ay/ Cassette 200 parasites 25 Tests/Kit
) ) S/P GCMAL(pf/pv Ab)-302ay Cassette / 25 Tests/Kit
e WB/S/P GCMAL(pf/pv Ab)-402ay  Cassette / 25 Tests/Kit
Monkeypox IgG/lgM Antibody Test WB/S/P GCMKP-402ay " Cassette / 25 Tests/Kit
Monkeypox Antigen Test WB/S/P or Throat swab  GCMKP-502ay "*" Cassette / 25 Tests/Kit
S/P GCMON-325ay/ Cassette / 25 Tests/Kit
Mononucleosis Test WB/S/P GCMON-402ay Cassette / 25 Tests/Kit
GCMON-425ay/ Cassette / 25 Tests/Kit
M. pneumonia IgM Test S/P GCMP(IgM)-302ay/ Cassette / 25 Tests/Kit
Respiratory Syncytial Virus Antigen Test Swab GCRSV-502ay/ Cassette / 20 Tests/Kit
Rotavirus Test Feces GCROA-602a/ Cassette / 25 Tests/Kit
Rotavirus/Adenovirus Test GCROA/ADE-602a/ Cassette / 25 Tests/Kit
Rubella IgG Test S/P GCRUB(IgG)-302a Cassette / 25 Tests/Kit
WB/S/P GCRUB(IgG)-402a Cassette / 25 Tests/Kit
S/P GCRUB(IgM)-302a Cassette / 25 Tests/Kit
Rubella IgM Test WB/S/P GCRUB(IigM)-402a Cassette / 25 Tests/Kit
S/P GCRUB(IgG/IgM)-302a Cassette / 25 Tests/Kit
Rubella IgG/IgM Test WB/S/P GCRUB(IgG/IgM)-402a Cassette / 25 Tests/Kit
GCRUB(IgG/IgM)-T402a Cassette / 25 Tests/Kit
GCSTR-501ay Strip / 25 Tests/Kit
GCSTR-501Cayt Strip / 25 Tests/Kit
Strep A Test Throat Swab GCSTR502ay Cassette 7 20 Tests/Kit
GCSTR-502Cay/ Cassette / 20 Tests/Kit
SF GCSYP-301ay/ Strip / 50 Tests/Kit
Syphilis Test GCSYP-302ay/ Cassette / 25 Tests/Kit
S GCSYP-401ay/ Strip / 50 Tests/Kit
GCSYP-402ay/ Cassette / 25 Tests/Kit
S. typhi Antigen Test S/P/Feces GCSAL(ST)-602ay Cassette / 20 Tests/Kit
S/P GCTOX(IgG)-302ay Cassette / 25 Tests/Kit
TOXO1gG Test WB/S/P GCTOX(IgG)-402a Cassette / 25 Tests/Kit
S/P GCTOXO(IgM)-302ay Cassette / 25 Tests/Kit
TOXO IgM Test WB/S/P GCTOXO(IgM)-402a Cassette 7 25 Tests/Kit
o GCTOX-302b Cassette / 25 Tests/Kit
Toxo IgG/IgM Test GCTOX(IgG/IgM)-302ay Cassette / 20 Tests/Kit
WB/S/P GCTOX-402b Cassette / 25 Tests/Kit
ToRCH Toxo/Rubella/CMV/HSV IgG Combo Test S/P GCTOG-345a Cassette / 20 Tests/Kit
ToRCH Toxo/Rubella/CMV/HSV IgM Combo Test S/P GCTOM-34b5a Cassette / 20 Tests/Kit
Trichomonas vaginalis Test Vaginal Swab GCTV-502ay/ Cassette / 20 Tests/Kit
) S/P GCTB-302ay Cassette / 25 Tests/Kit
Tubereulosis IgG/IgM Test WB/S/P GCTB-402ay Cassette / 25 Tests/Kit
. GCTYP-301a Strip / 50 Tests/Kit
Typhoid IgG/igM Test SiP GCTYP-302ay/ Cassette 7 25 Tests/Kit
V. cholerae O1 Antigen Test Feces GCVCH(01)-602ay/ Cassette / 25 Tests/Kit
V. cholerae 01/0139 Antigen Test Feces GCVCH(01/09)-602a+/ Cassette / 25 Tests/Kit
ZIKA IgM Test WB/S/P GCZIK(IgM)-402a Cassette / 25 Tests/Kit
ZIKA IgG Test WB/S/P GCZIK(IgG)-402a Cassette / 25 Tests/Kit
ZIKA NS1 Test WB/S/P GCZIK(NS1)-402a Cassette / 25 Tests/Kit

JCE Marked  {Cleared for US 510(k) In Specimen column: WB: Whole Blood S: Serum P: Plasma



Autoimmunity

—
Fertility "l o - - - Tumor Marker

PRODUCT

Product Description Specimen Catalog No. Format Cut-off Value Kit Size Product Description Specimen Catalog No. Format Cut-off Value Kit Size Product Description Specimen Catalog No. Format Kit Size
GAHCG-101ayt Strip 25 miU/mL 100 Tests/Kit s/p GEAFP-301a Strip 20 ng/mL 50 Tests/Kit Rheumatoid Factor IgM Test S/P GCRF(IgM)-302a Cassette 25 Tests/Kit
GAHCG-101by Strip 10 mIU/mL 100 Tests/Kit AFP Alpha Fetal Protein Test GEAFP-302ay/ Cassette 20 ng/mL 25 Tests/Kit Total IgE Test S/P GCIGE-302a Cassette 25 Tests/Kit
GAHCG-101dy/ Strip 20 mIu/mL 100 Tests/Kit WB/SP GEAFP-401ay/ Strip 20 ng/mL 50 Tests/Kit
GAHCG-102ayt Cassette 25 mIU/mL 25 Tests/Kit GEAFP-402ay Cassette 20 ng/mL 25 Tests/Kit
Urine GAHCG-102by Cassette 10 miU/mL 25 Tests/Kit s/p GECEA-301a Strip 5ng/mL 50 Tests/Kit
GAHCG-102dy Cassette 20 miu/mL 25 Tests/Kit GEA Carcinoembryonic Antigen Test GECEA-302a Cassette 5 ng/mL 25 Tests/Kit Instrument
hCG Pregnancy Test GAHCG-103ayt Midstream 25 miU/mL 1/2 Test(s)/Kit WB/S/P GECEA-401ay Strip 5 ng/mL 50 Tests/Kit
GAHCG-103by Midstream 10 miU/mL 1/2 Test(s)/Kit GECEA-402ay/ Cassette 5 ng/mL 25 Tests/Kit
GAHCG-103dy Midstream 20 mIU/mL 1/2 Test(s)/Kit GEFOB-601byt Strip 50 ng/mL 25 Tests/Kit —
GAHCG-105a Panel 25 miU/mL 25 Tests/Kit GEFOB-6071Cby Strip 50 ng/mL 25 Tests/Kit Product Description Model
GAHCG-201ay Strip 25 miu/mL 100 Tests/Kit GEFOB-601cy/ Strip 100 ng/mL 25 Tests/Kit Urine Analyzer Healgen 500¢
Urine/Serum GAHCG-201by Strip 10 mIU/mL 100 Tests/Kit GEFOB-601d Strip 200 ng/mL 25 Tests/Kit Wil Azl Healgen 501y
GAHCG-202ay/ Cassette 25 miU/mL 25 Tests/Kit FOB Fecal Occult Blood Test Feces GEFOB-602byt Cassette 50 ng/mL 20 Tests/Kit Colloidal Gold Test Reader 0G-D180
GAHCG-202by/ Cassette 10 miu/mL 25 Tests/Kit GEFOB-602Cby Cassette 50 ng/mL 20 Tests/Kit Handheld Oral Fluid Drug Test Reader 0G-D200
Digital Pregnancy Test Urine GAHCG-D103ay Midstream 25 miU/mL 1/2 Test(s)/Kit GEFOB-602cy/ Cassette 100 ng/mL 20 Tests/Kit Multi-Function Colloidal Gold Test Reader 0G-D600
GALH-101ay/ Strip 25 miU/mL 100 Tests/Kit GEFOB-602d Cassette 200 ng/mL 20 Tests/Kit Fluorescence Immunoassay Analyzer 0G-G200
GALH-101by Strip 40 mIU/mL 100 Tests/Kit GEFOB-602h Cassette 150 ng/mL 20 Tests/Kit Handheld Fluorescence Immunoassay Analyzer 0G-G300
GALH-101d Strip 30 miU/mL 100 Tests/Kit GEFOB-602jy Cassette 10 ng/mL 20 Tests/Kit Mini Immunofluorescence Analyzer 0G-H100y
LH Ovulation Test Urine GALH-102ay Cassette 25 miU/mL 25 Tests/Kit FOB /Transferrin Combo Test Feces GEFOB/TF-602ay/ Cassette 50/10 ng/mL 20 Tests/Kit Veterinary Fluorescence Immunoassay Analyzer 0G-V100
GALH-102by/ Cassette 40 miu/mL 25 Tests/Kit Nuclear Matrix Protein 22 Test Urine GENMP22-102a,/ New Cassette 10 U/mL 25 Tests/Kit JCE Marked  tCleared for US 510(k) In Specimen column: WB: Whole Blood S:Serum P: Plasma
GALH-103ay Midstream 25 mlU/mL 1/6 Test(s)/Kit GEPSA-301ay Strip 4 ng/mL 50 Tests/Kit @
GALH-103by Midstream 40 miU/mL 1/5 Test(s)/Kit D Floaiale Sher e A e 3P GEPSA-302ay/ Cassette 4ng/mL 25 Tests/Kit n a n c ’ n
GALH-103d Midstream 30 miU/mL 1/5 Test(s)/Kit WB/S/P GEPSA-401ay/ Strip 4 ng/mL 50 Tests/Kit
. GAFSH-101ay/ Strip 25 miu/mL 100 Tests/Kit GEPSA-402a/ Cassette 4 ng/mL 25 Tests/Kit
FSH Menopause Test Urine - : ) )
GAFSH-102ay/ Cassette 25 miU/mL 25 Tests/Kit PSA Prostate Specific Antigen S/P GEPSA-302b Cassette 4 ng/mL, 10 ng/mL 25 Tests/Kit
. . GAIGF1-501ay/ Strip 25 ng/mL 25 Tests/Kit Semi-Quantitative Test WB/S/P GEPSA-402b Cassette 4ng/mL, 10 ng/mL 25 Tests/Kit
IGFBP-1 PROM Test Cervical Secretion GAIGF1-502ay Cassette 25 ng/mL 20 Tests/Kit T TS — GETF-601ay Strip 10 ng/mL 25 Tests/Kit G l o b a ’ H e a l t h
Male Fertility Test Semen GASPE-902ay/ Cassette 156M/mL 1 Test/Kit GETF-602ay Cassette 10 ng/mL 20 Tests/Kit

Zhejiang Orient Gene Biotech Co., Ltd was founded in December 2005 and listed on the SEE STAR

Veterinary III Market on February 5, 2020 (securities code: 688298).
Orient Gene specializes in R&D, production and sales of in vitro diagnostic products, mainly

covering infectious diseases (including COVID-19 test series), toxicology, tumor markers, cardiac

Cardiac Marker

Product Description Specimen Catalog No. Cut-off Value Kit Size Product Descripti i it Si
: ption Specimen Catalog No. Format Label Cut-off Value Kit Size T : : :
CK-MB Test S/P GDCKM-302ay Cassette 5ng/mL 25 Tests/Kit Canine Adenovirus (CAV) Antigen Test Secretions GFCAV-502a Cassette Gold / 10 Tests/Kit markers and. fertility testing, etc. Throth 16 years of technology accumulation and continuous
WB/S/P GDCKM-402ay Cassette 5ng/mL 25 Tests/Kit conine s (GOV) Antigen Test . GFCOV-602a Cassotto Gold / 10 Tests/Kit investment in R&D, the Company has independently developed hundreds of products. The
S el WB/SIP GO0 Cosselo 1-3-10mg/L 26 Tests/Kit onine Foronavits rgenes oo FFCCV-602a Cassette Fluorescence 101U 10 Tests/Kit company own more than 200 authorized patents, and has obtained more than 500 product
-Quantitative Test GDCRP-T402by Cassette 10~40~80 mg/L 25 Tests/Kit Canine Coronavirus (CCV) & GFCCP-T602a Cassette Gold / 10 Tests/Kit . . . . ' '
D-dimer Test WB/P GDDDI-402by Cassette 500 ng/mL 25 Tests/Kit Parvovirus (CPV) Antigen Combo Test Feces FFOOP-T602a Cassette Sv— 010 10 Tests/Kit medical device certifications at home and abroad. The Company's sales network covers more than
Myoglobin Test WB/S/P GDMYO-402ay Cassette 50 ng/mL 25 Tests/Kit Canine C-Reactive Protein (CCRP) Test WB/S/P FFCCR-402a Cassette Fluorescence 10 mg/L 10 Tests/Kit 100 countries, products are mainly sold to Europe, America and other developed countries.
Procalcitonin Test WB/S/P GDPCT-T402ay Cassette 0.5~2~10 ng/mL 25 Tests/Kit GFCDV-502a Cassette Gold / 10 Tests/Kit
s/p GDTRO-302a Cassette 0.5 ng/mL 25 Tests/Kit Canine Distemper Virus (CDV) Antigen Test Secretions 3 ; . R L. .. . .
. P g . . A , FFCDV-502a Cassette Fluorescence 101U 10 Tests/Kit Healgen Scientific LLC, a wholly owned subsidiary of Zhejiang Orient Gene Biotech Co., Ltd
Troponin | Test WB/S/P GDTRO-402ay/ Cassette 0.5 ng/mL 25 Tests/Kit Canine Distemper Virus (CDV), Influenza Virus . )
GDTRO-402by Cassette 0.5ng/mL 25 Tests/Kit (CIV) & Adenovirus (CAV) Antigen Combo Test Secretions GFCDIA-632a Cassette Gold / 10 Tests/Kit develops, manufactures and commercializes in vitro diagnostic test systems worldwide. Our
Cardiac Myoglobin/CK S/P GDCAR-335a/ Cassette 50/5/0.5 ng/mL 25 Tests/Kit Canine Influenza Virus (CIV) Antigen Test Secretions GFCIV-502a Cassette Gold / 10 Tests/Kit product portfolio spans multiple testing categories and analytes to meet various clinical and
~MB/cTnl Combo Test WB/S/P GDCAR-435ay/ Cassette 50/5/0.5 ng/mL 25 Tests/Kit GFCPV-602a Cassette Gold / 10 Tests/Kit
g " Canine Parvovirus (CPV) Antigen Test Feces = laboratory needs.
GDCAR-W435ay Cassette 50/5/0.5 ng/mL. 20 Tests/Kit FFCPV-602a Cassette Fluorescence 101U 10 Tests/Kit
Canine Progesterone (cProg) Test WB/S/P FFCPR-402a Cassette Fluorescence 15 ng/mL 10 Tests/Kit
’ o ) ) GFFCV-5602a Cassette Gold / 10 Tests/Kit |
Urinalvsi j-ﬂ | Feline Calicivirus (FCV) Antigen Test Secretions FFFCV-502a Cassette Fluorescence 101U 10 Tests/Kit
Inatysis (« / \ Feline Coronavirus (FCoV) Antigen Test Feces GFFCO-602a Cassette Gold / 10 Tests/Kit Healgen Scientific Limited Liability Company
. | T .
Feline Herpes Virus (FHV) Antigen Test Secretions GFFH\V502a Cassette cold ! 10 TGSIS/K!t Add: 3818 FUqua Street, Houston, TX77047, USA.
FFFHV-502a Cassette Fluorescence 101U 10 Tests/Kit Tel: +1 713-733-8088
Product Description Specimen Format Cut-off Value Kit Size Feline Parvovirus (FPV) Antigen Test Feces ?E::\y’:gzza gassene Sl"ld 4 10 Tests/Kit Toll free: 866 982 3818
Ascorbatey/t Urine Strip 0.5-0.6 mmol/L 100 Tests/Canister 6028 assette uorescence 101U 10 Tests/Kit . _ _
Bilirubiny/t Urine Strip 8.6-17 pmol/L 100 Tests/Canister T e T AR S T Feces GFFPC-622a Cassette Gold / 10 Tests/Kit Fax: +1 7137338848
Blood /1 Urine stip 515 Eryl 100 Tosts/Canistor (FCoV) Antigen Combo Test estsi E-mail: Healgensales@healgen.us (For South America and North America)
Cay e Strip SRSl 100 Testa/Canistar _lli_ellne lSerum(_fr\myl;):d é\/ I(ffvll\_?) Ttest wg;:g gii?;fozs gassege (I;lul(;rescence /5 mg/L 10 Tests/K?t Web: http: //www.healgen.com
Creatininey/ Urine Strip 50 mg/dL 100 Tests/Canister oxoplasma [Toxo) IgG/igM Tes =28 assetie d HORTESTS/IT
Gluosey/t Urine Strip 2.8~5.5 mmol/L 100 Tests/Canister
Eetineht‘ - 3rfne ztrip g.igto n;m/ol(L 183 leSIs;gan{szer N Infecti Di Zhejiang Orient Gene Biotech Co,, Ltd
eukocytes rine rnp F EUKO/i ests/Canister on- n ec Ious Isease . A
Micro Albuminy/ Urine Strip 0.08~0.15 mg/dL 100 Tests/Canister Add: 3787, _I,EaSt Yangguang Avenue,’ Dipu Street,
Nitriteyt Urine Strip 13~22 pmol/L 100 Tests/Canister Anji, Huzhou, Zhejiang, China. o
pHYT Urine Strip 05 100 Tests/Canister P.C.: 313300 9 H E A G E N
Proteiny/t Urine Strip 0.15~0.3 g/L 100 Tests/Canister i Specimen Catalog No. Format Cut-off Value Kit Size Tel: +86-572-5303755/5303756 . L
3pet()>ilﬁc Gravi;y\/-r Urine ztrip 220156 - 188 Iests;ganister Micro-Albumin Test Urine gIH:A-‘Ig;a\/ ztrip ;g pg;mL ;00 Test/s/Kit Fax: +86-572-5226222 v
robilinogeny/t Urine trip .3-16 umol ests/Canister IHSA-102a assette ug/mL 5 Tests/Kit ~ B :
Urinary Tract Infection Test Strip Urine Strip LEU: 10-15 Leuko/pL NIT: 13~22 pmol/L 3 Tests/Kit Vaginal pH Test Vaginal Secretion VPH-501a"*" Strip 3.8-4.4 100 Tests/Canister E-mail: sales@orientgene.com (FOI’ rest of WOI’ld)

Web: http: //www.orientgene.com Rev.08/2022




HCV Ab Rapid Test Cassette
(Whole Blood/Serum/Plasma)

INTENDED USE

The HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) is a sandwich lateral flow chromatographic
immunoassay for the qualitative detection of antibodies (IgG, IgM, and IgA) anti- Hepatitis C virus (HCV) in human
whole blood, serum or plasma. It is intended to be used as a screening test and as an aid in the diagnosis of infection
with HCV. Any reactive specimen with the HCV Ab Rapid Cassette must be confirmed with alternative testing
method(s) and clinical findings.

INTRODUCTION

Hepatitis C Virus (HCV) is a small, enveloped, positive-sense, single-stranded RNA Virus. Antibody to HCV is found
in over 80% of patients with well-documented non-A, non-B hepatitis. Conventional methods fail to isolate the virus
in cell culture or visualize it by electron microscope. Cloning the viral genome has made it possible to develop
serologic assays that use recombinant antigens (" 2. Compared to the first generation HCV EIAs using single
recombinant antigen, multiple antigens using recombinant protein and/or synthetic peptides have been added in
new serologic tests to avoid nonspecific cross-reactivity and to increase the sensitivity of the HCV antibody tests ¢
4).

HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test to qualitatively detect the presence of
antibody to HCV in a whole blood, serum or plasma specimen. The test utilizes a combination of recombinant
antigen to selectively detect elveated levels of HCV antibodies in whole blood, serum or plasma.

PRINCIPLE

The HCV Ab Rapid Test Cassette is a lateral flow chromatographic immunoassay based on the principle of the
double antigen—sandwich technique. The test cassette consists of: 1) a burgundy colored conjugate pad containing
HCV antigens conjugated with colloidal gold (HCV Ag conjugates) and rabbit 1gG-gold conjugates, 2) a
nitrocellulose membrane strip containing a test band (T band) and a control band (C band). The T band is
pre-coated with non-conjugated HCV antigens, and the C band is pre-coated with goat anti-rabbit IgG. When an
adequate volume of test specimen is dispensed into the sample well of the cassette, the specimen migrates by
capillary action across the cassette. The antibodies: either the 1gG, the IgM, or the IgA, to HCV if present in the
specimen will bind to the HCV Ag conjugates. The immunocomplex is then captured on the membrane by the
pre-coated HCV antigens, forming a burgundy colored T band, indicating a HCV Ab positive test result. Absence of
the T band suggests a negative result. The test contains an internal control (C band) which should exhibit a
burgundy colored band of the immunocomplex of goat anti-rabbit IgG/rabbit IgG-gold conjugate regardless the
presence of any antibodies to HCV. Otherwise, the test result is invalid and the specimen must be retested with
another device.

PRODUCT CONTENTS

HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) containing HCV antigen coated particles and HCV
antigen coated on the membrane.

MATERIALS SUPPLIED

1. Test Strip 2. Pipette Dropper 3.Desiccant 4.Buffer 5.Package Insert

MATERIAL REQUIRED BUT NOT PROVIDED

1.Specimen collection containers 2.Lancets (for fingerstick whole blood only)
3.Centrifuge (for plasma only) 4.Timer
5.Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only)

STORAGE AND STABILITY

The kit can be stored at room temperature or refrigerated (2-30°C). The test device is stable through the expiration
date printed on the sealed pouch. The test device must remain in the sealed pouch until use. DO NOT FREEZE. Do
not use beyond the expiration date.

WARNINGS AND PRECAUTIONS

1.For professional In Vitro diagnostic use only. Do not use after expiration date.
2.Warning: the reagents in this kit contain sodium azide which may react with lead or copper plumbing to form
potentially explosive metal azides. When disposing of such reagents, always flush with large volumes of water to

prevent azide build-up.

3. Do not use it if the tube/pouch is damaged or broken.

4.Test is for single use only. Do not re-use under any circumstances.

5.Handle all specimens as if they contain infectious agents.Observe established precautions against microbiological
hazards throughout testing and follow the standard procedures for proper disposal of specimens.

6. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are
assayed.

7. Humidity and temperature can adversely affect results .

SPECIMEN COLLECTION

1.The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using whole blood (from
venipuncture or fingerstick), serum or plasma.
2.To collect Fingerstick Whole Blood specimens:

-Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.

-Massage the hand without touching the puncture site by rubbing down the hand towards the fingertip of the middle
or ring finger.

 Puncture the skin with a new sterile lancet for each person. Wipe away the first sign of blood.

= Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture site.

- Add the Fingerstick Whole Blood specimen to the test device by using a capillary tube:

- Touch the end of the capillary tube to the blood until filled to approximately 50 pL. Avoid air bubbles.

- Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the whole blood into the
specimen well (S) of the test device.

- Add the Fingerstick Whole Blood specimen to the test device by using hanging drops:

- Position the patient’s finger so that the drop of blood is just above the specimen well (S) of the test device.

- Allow 2 hanging drops of fingerstick whole blood to fall into the center of specimen well (S) on the test device or,
move the patient’s finger so that the hanging drop touches the center of the specimen well (S). Avoid touching the
finger directly to the specimen well (S).
3.Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear, non-hemolyzed
specimens.
4.Testing should be performed immediately after specimen collection. Do not leave the specimens at room
temperature for prolonged periods. Serum and plasma specimens may be stored at 2-8°C for up to 3 days. For long
term storage, specimens should be kept below -20°C. Whole blood collected by venipuncture should be stored at
2-8°C if the test is to be run within 2 days of collection. Do not freeze whole blood specimens. Whole blood collected
by fingerstick should be tested immediately.
5.Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed and mixed
well prior to testing. Specimens should not be frozen and thawed repeatedly.
6.If specimens are to be shipped, they should be packed in compliance with local regulations covering the
transportation of etiologic agents.

TEST PROCEDURE

Allow test device, specimen, buffer and/or controls to equilibrate to room temperature (15-30°C) prior to
testing.

1.Remove the test device from the foil pouch and use it as soon as possible. Best results will be obtained if the
assay is performed within one hour.

2. Place the test device on a clean and level surface.

For Serum or Plasma Specimens: Hold the dropper vertically and transfer 1 drop of serum or plasma
(approximately 30 pL) to the specimen well (S) of the test device, then add 1 drop of buffer (approximately 40 pL)
and start the timer. See illustration below.

For Venipuncture Whole Blood Specimens: Hold the dropper vertically and transfer 2 drops of venipuncture
whole blood (approximately 50uL) to the specimen well (S) of the test device, then add 1 drop of buffer
(approximately 40 L) and start the timer. See illustration below.

For Fingerstick Whole Blood Specimens: Allow 2 hanging drops of fingerstick whole blood (approximately 50 p
L) to fall into the center of the specimen well (S) on the test device, then add 1 drop of buffer (approximately 40 p
L) and start the timer. See illustration below.



HCV Ab Rapid Test Cassette
(Whole Blood/Serum/Plasma)

3. Wait for the red line(s) to appear. The result should be read in 15 minutes. Do not interpret the result after 15
minutes.

1 Drop of 2 Drops of Venipuncture 50 pl of Fingerstick 2 Drops of Fingerstick
Serum/Plasma %hoe Blood Whole Blood Whole Blood
l!l 1 Drop of Buffer 2® 1 Drop of Buffer .!1 Drop of Buffer a® 1 Drop of Buffer
== =x == ==
e=23:] eog: eag:i ec &)
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HCV
o c c c c c
» @ » T T T T @T
@ Positive Negative Invalid
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INTERPRETATION OF RESULTS

(please refer to the illustration above)

Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored
line should be in the test line region (T).

Negative: One colored line appears in the control line region(C). No line appears in the test line region (T).
Invalid: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques are the most
likely reasons for control line failure. Review the procedure and repeat the test with a new test device. If the problem
persists, discontinue using the test kit immediately and contact your local distributor.

QUALITY CONTROL

A procedural control is included in the test. A red line appearing in the control region (C) is the internal procedural
control. It confirms sufficient specimen volume and correct procedural technique. Control standards are not supplied
with this test. However, it is recommended that positive and negative controls are sourced from a local competent
authority and tested as a good laboratory practice, to confirm the test procedure and verify the test performance.

LIMITATIONS

1. The HCV Ab Rapid Test Cassette (Whole Blood/ Serum/Plasma) is for in vitro diagnostic use only. This test should be used
for the detection of antibodies to HCV in whole blood, serum or plasma specimen.

2. The HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the presence of antibodies to HCV in the
specimen and should not be used as the sole criteria for the diagnosis of Hepatitis C viral infection.

3. As with all diagnostic tests, all results must be considered with other clinical information available to the physician.

4. If the test result is negative and clinical symptoms persist, additional follow-up testing using other clinical methods is
recommended. A negative r esult at any time does not preclude the possibility of Hepatitis C Virus infection.

5. A negative result can occur if the quantity of the antibodies to HCV present in the specimen is below the detection limits of
the assay, or the antibodies that are detected are not present during the stage of disease in which a sample is collected.

6. Some specimens containing unusually high titer of heterophile antibodies or rheumatoid factor may affect expected results.

PERFORMANCE CHARACTERISTICS

Sensitivity: HCV Ab Rapid Test Cassette (Whole Blood/ Serum/Plasma) has passed a seroconversion panel and
compared with leading commercial HCV EIA test using clinical specimens.

Specificity: The recombinant antigens used for HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) are
encoded by genes for both structural (nucleocapsid) and non-structural proteins. HCV Ab Rapid Test Cassette
(Whole Blood/Serum/Plasma) is highly specific for antibodies to Hepatitis C Virus compared with a leading

commercial HCV EIA test.
The HCV Ab Rapid Test Cassette vs EIA test

Method EIA Total
Resul
Results Positive Negative esults
HCV Ab .
RapidTest | Positive 105 19 124
Negative 2 1760 1762
Total Results 107 1779 1886

Relative sensitivity: 98.1%
Relative specificity: 98.9%
Accuracy: 98.9%

REFERRENCE
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Troponin |

Troponin | Rapid Test Device
(Whole Blood/Serum/Plasma)
Package Insert

A rapid visual immunoassay for the qualitative presumptive detection of cardiac Troponin |
in human whole blood, serum, or plasma specimens.

For professional in vitro diagnostic use only.

INTENDED USE

The Troponin | Rapid Test Device (Whole Blood/Serum/Plasma) is a rapid visual
immunoassay for the qualitative presumptive detection of cardiac Troponin | in human
whole blood, serum, or plasma specimens. This kit is intended to be used as an aid in the
diagnosis of myocardial infarction (MI).

SUMMARY

Cardiac Troponin | (cTnl) is a protein found in cardiac muscle with a molecular weight of
22.5 kDa." Troponin | is part of a three subunit complex comprising of Troponin T and
Troponin C. Along with tropomyosin, this structural complex forms the main component that
regulates the calcmm sensitive ATPase activity of actomyosin in striated skeletal and
cardiac muscle.? After cardiac i injury occurs, Troponin | is released into the blood 4-6 hours
after the onset of pain. The release pattern of cTnl is similar to CK-MB, but while CK-MB
levels return to normal after 72 hours, Troponin | remains elevated for 6-10 days, thus
providing for a longer window of detection for cardiac injury. The high specificity of cTnl
measurements for the identification of myocardial damage has been demonstrated |n
conditions such as the perioperative period, after marathon runs, and blunt chest trauma.®
cTnl release has also been documented in cardiac conditions other than acute myocardial
infarction (AMI) such as unstable angina, congestive heart failure, and ischemic damage
due to coronary artery bypass surgery.* Because of its high specificity and sensitivity in the
myocardial tissue, Troponln | has recently become the most preferred biomarker for
myocardial infarction.®

PRINCIPLE

The Troponin | Rapid Test Device (Whole Blood/Serum/Plasma) has been designed to
detect cardiac Troponin | through visual interpretation of color development in the strip. The
membrane was immobilized with anti-cTnl antibodies on the test region.

During the test, the specimen is allowed to react with colored anti-cTnl antibodies colloidal
gold conjugates, which were precoated on the sample pad of the test. The mixture then

moves on the membrane by a capillary action, and interact with reagents on the membrane.

If there were enough cTnl in specimens, a colored band will form at the test region of the

membrane.

Presence of this colored band indicates a positive result, while its absence indicates a

negative result. Appearance of a colored band at the control region serves as a procedural

control. This indicates that proper volume of specimen has been added and membrane
wicking has occurred.

PRECAUTIONS

1. For professional In Vitro diagnostic use only.

2. Warning: the reagents in this kit contain sodium azide which may react with lead or
copper plumbing to form potentially explosive metal azides. When disposing of such
reagents, always flush with large volumes of water to prevent azide build-up.

3. Do not use it if the tube/pouch is damaged or broken.

4. Testis for single use only. Do not re- use under any circumstances.

5 Handle all specimens as if they contain infectious agents. Observe established
standard procedure for proper disposal of specimens

6. Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are assay.

7.  Humidity and temperature can adversely affect results

STORAGE AND STABILITY

All reagents are ready to use as supplied. Store unused test device unopened at 2°C-30°C.

If stored at 2°C-8°C, ensure that the test device is brought to room temperature before

opening. The test is not stable out off the expiration date printed on the sealed pouch. Do

not freeze the kit or expose the kit over 30°C.

SPECIMEN COLLECTION AND PREPARATION

*  The Troponin | Rapid Test Device (Whole Blood/Serum/Plasma) is intended only for
use with human whole blood, serum, or plasma specimens.

¢ Only clear, non-hemolyzed specimens are recommended for use with this test.

e  Serum or plasma should be separated with soonest possible opportunity to avoid
hemolysis.

¢ Perform the testing immediately after the specimen collection. Do not leave the
specimens at room temperature for prolonged periods. Specimens may be stored at
2-8°C for up to 3 days. For long term storage, specimens should be kept below -20°C.

* Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Avoid repeated freezing and
thawing of specimens.

¢ Pack the specimens in compliance with applicable regulations for transportation of
etiological agents, in case they need to be shipped.

e cteric, lipemic, hemolysed, heat treated and contaminated sera may cause
erroneous results.

* There is a slight possibility that some whole blood specimens with very high viscosity
or which have been stored for more than 2 days may not run properly on the test
device. Repeat the test with a serum or plasma specimen from the same patient using
a new test device.

MATERIALS
Materials Provided
. Test devices * Disposable Droppers
. Buffer ¢ Package insert
Materials Required But Not Provided
. Specimen collection containers *  Clock or Timer

. Centrifuge (for plasma only)

DIRECTIONS FOR USE

Allow test device, specimen, buffer and/or controls to equilibrate to room

temperature (15-30°C) prior to testing.

1. Remove the test from its sealed pouch, and place it on a clean, level surface. Label
the device with patient or control identification. To obtain a best result, the assay
should be performed within one hour.

2. Transfer 2 drops of serum or plasma to the specimen well of the device with a
disposable pipette provided in the kit, and then start the timer.

OR

Transfer 3 drops of whole blood specimen to the specimen well of the device with a
disposable pipette provided in the kit, then add 1 drop of buffer, and start the timer.
OR

Allow 3 hanging drops of fingerstick whole blood specimen to fall into the center of the
specimen well (S) on the device, then add 1 drop of buffer, and start the timer. Avoid
trapping air bubbles in the specimen well (S), and do not drop any solution in
observation window.
As the test begins to work, you will see color move across the membrane.

3. Wait for the colored band(s) to appear. The result should be read at 10 minutes. Do
not interpret the result after 20 minutes.

2 Drops of Serum or Plasma 3 Drops of Whole Blood

1 Drop of Buffer
g

3 Drops of Fingerstick
Whole Blood

' I Drop of Buffer
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INTERPRETATION OF RESULTS

(Please refer to the illustration above)

POSITIVE:Two colored bands appear on the membrane. One band appears in the control

region (C) and another band appears in the test region (T).

NEGATIVE:Only one colored band appears in the control region (C). No apparent colored

band appears in the test region (T).

INVALID:Control band fails to appear. Results from any test which has not produced a

control band at the specified reading time must be discarded.

Please review the procedure and repeat with a new test. If the problem persists,

discontinue using the kit immediately and contact your local distributor.

NOTE:

1. The intensity of the color in test region (T) may vary depending on the concentration
of aimed substances present in the specimen. Therefore, any shade of color in the
test region should be considered positive. Besides, the substances level can not be
determined by this qualitative test.

2. Insufficient specimen volume, incorrect operation procedure, or performing expired
tests are the most likely reasons for control band failure.

QUALITY CONTROL

Internal procedural controls are included in the test. A colored band appearing in the

control region (C) is considered an internal positive procedural control. It confirms sufficient

specimen volume and correct procedural technique.

External controls are not supplied with this kit. It is recommended that positive and negative
controls be tested as a good laboratory practice to confirm the test procedure and to verify
proper test performance.

LIMITATIONS

1. The Troponin | Rapid Test Device (Whole Blood/Serum/Plasma) is for professional in
vitro diagnostic use, and should be used for the qualitative detection of cardiac
Troponin | only. There is no meaning attributed to linen color intensity or width.

2. The Troponin | Rapid Test Device (Whole Blood/Serum/Plasma) will only indicate the
presence of Troponin | in the specimen and should not be used as the sole criteria for
the diagnosis of tuberculosis.

3. If the test result is negative and clinical symptoms persist, additional testing using
other clinical methods is recommended. The test cannot detect less than 0.5 ng/mL of
cTnl in specimens. Thus, a negative result does not at anytime rule out the existence
of Troponin | in blood, because the antibodies may be absent or below the minimum
detection level of the test.

4. Like with all diagnostic tests, a confirmed diagnosis should only be made by a
physician after all clinical and laboratory findings have been evaluated.

5. Some specimens containing unusually high titers of heterophile antibodies or
rheumatoid factor (RF) may affect expected results. Even if the test results are
positive, further clinical evaluation should be considered with other clinical information
available to the physician.

PERFORMANCE CHARACTERISTICS

Table: Troponin | Rapid Test vs. EIA

Troponin |
Msthod Rapid Test Device R-!;thlts
Results Positive Negative
EIA Positive 138 2 140
Negative 1 315 316
Total Results 139 317 456

Relative Sensitivity: 98.6% (94.9%-99.8%)*

Relative Specificity: 99.7% (98.3%-99.9%)*

Overall Agreement: 99.3% (98.1%-99.9%)*

*95% Confidence Interval
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Procalcitonin Semi-Quantitative Rapid Test Cassette
(Whole Blood/Serum/Plasma)

A rapid test for the Semi-Quantitative detection of Procalcitonin in whole blood, serum or plasma specimens.
For professional in vitro diagnostic use only.

Cce

INTENDED USE

The Procalcitonin  Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) is used for semi-quantitative
determination and monitoring of PCT concentrations in whole blood/serum/plasma specimens.

SUMMARY
The Procalcitonin (PCT) is a peptide hormone mainly produced by the C cells of the thyroid and certain endocrine cells of the lung.
Under normal expression conditions, procalcitonin is immediately cleaved into three specific fragments, an N terminal residue,
calcitonin and katacalcin, Levels of unprocessed procalcitonin rise significantly after bacterial infection, trauma or shock.
The Procalcitonin Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test that semi-qualitatively
detects the presence of Procalcitonin in whole blood, plasma or serum specimens at the sensitivity of 0.5ng/mL, 2ng/mL and
10ng/mL. The test utilizes a combination of monoclonal antibodies to selectively detect elevated levels of Procalcitonin in whole
blood, plasma or serum. At the level of claimed sensitivity, the Procalcitonin Semi-Quantitative Rapid Test Cassette (Whole
Blood/Serum/Plasma) shows no cross-reactivity interference from the structurally related CRP or others at high physiological
levels.

PRINCIPLE

The Procalcitonin Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) detects Procalcitonin through visual
interpretation of color development on the internal strip. Anti-PCT antibodies are immobilized on the test region of the membrane.
During testing, the specimen reacts with anti-PCT antibodies conjugated to colored particles and precoated on the sample pad of
the test. The mixture then migrates through the membrane by capillary action, and interacts with reagents on the membrane. If
Test band 3 (T3) appears, it indicates that the PCT level in the specimen is between 0.5-2.0ng/ml. If the Test band 3 and 2 (T3 and
T2) appear, it indicates that the PCT level in the specimen is between 2.0-10.0 ng/ml. If all the Test bands (T1, T2, T3), it indicates
that the PCT level is above 10.0 ng/ml. The appearance of control line serves as a procedural control, indicating that the proper
volume of specimen has been added and membrane wicking has occurred.

REAGENT

The test contains anti- Procalcitonin particles and anti- Procalcitonin coated on the membrane.
MATERIALS PROVIDED

25 Sealed pouches each containing a test cassette, a dropper and a desiccant

1 Buffer, 4.0 mL

1 Package insert

MATERIALS REQUIRED BUT NOT PROVIDED

1. Specimen collection container 2. Timer 3. Centrifuge
e PRECAUTIONS
o For professional in vitro diagnostic use only.

« Do not use after the expiration date indicated on the package. Do not use the test if the foil pouch is damaged. Do not reuse
tests.

This kit contains products of animal origin. Certified knowledge of the origin and/or sanitary state of the animals does not
completely guarantee the absence of transmissible pathogenic agents. It is therefore recommended that these products be
treated as potentially infectious, and handled observing usual safety precautions (e.g., do not ingest or inhale).

Avoid cross-contamination of specimens by using a new specimen collection container for each specimen obtained.

Read the entire procedure carefully prior to any testing.

Do not eat, drink or smoke in the area where the specimens and kits are handled. Handle all specimens as if they contain
infectious agents. Observe established precautions against microbiological hazards throughout the procedure and follow
standard procedures for proper disposal of specimens. Wear protective clothing such as laboratory coats, disposable gloves
and eye protection when specimens are assayed.

e Do not interchange or mix reagents from different lots.

e Humidity and temperature can adversely affect results.

e Used testing materials should be discarded in accordance with local regulations.

e The kit should be stored at 2-30°C until the expiry date printed on the sealed pouch.

e The test must remain in the sealed pouch until use.

Do not freeze.

Care should be taken to protect the components of the kit from contamination. Do not use if there is evidence of microbial
contamination or precipitation. Biological contamination of dispensing equipment, containers or reagents can lead to false results.
e The Procalcitonin Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using whole blood,
serum or plasma.

Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear, non-hemolyzed specimens.
Testing should be performed immediately after specimen collection. Do not leave the specimens at room temperature for

prolonged periods. Serum and plasma specimens may be stored at 2-8°C for up to 3 days. For long-term storage, specimens
should be kept below -20°C. Whole blood collected by venipuncture should be stored at 2-8°C if the test is to be run within 2
days of collection. Do not freeze whole blood specimens.

e Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed and mixed well prior to
testing. Specimens should not be frozen and thawed repeatedly.

e If specimens are to be shipped, they should be packed in compliance with local regulations covering the transportation of
etiologic agents.

DIRECTIONS FOR USE

Bring tests, specimens, buffer, and/or controls to room temperature (15-30°C) before use.

1. Remove the test from its sealed pouch, and place it on a clean, level surface. Label the device with patient or control

identification. For best results, the assay should be performed within one hour.

2. Add 2 drops of specimen above to the specimen well and then add 1 drop of buffer, start the timer.

3. Wait for the colored bands to appear. The result should be read at 10 minutes. Do not interpret the result after 20 minutes.

PCT
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]
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| T3
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2 Drops of Specimen

1 Drop of Buffer

INTERPRETATION OF RES S

Possible Interpretation of Procalcitonin Levels

POSITIVE RESULT:

C

:; A Control band (C) and a test band (T3) appears indicates a PCT level 0.5 mg/L at least.

1

C

T1 A Control band (C) and two test bands (T3 and T2) appear indicates a PCT level 2.0 mg/L at
T least.

TSP

C

T1 A Control band (C) and three test bands (T1, T2 and T3) appears indicates a PCT level 10.0
T2 mg/L at least.

T3

NEGATIVE RESULT:

_:1 Only a Control band (C) appears and no colored band appears in the test region (T) indicates a
i PCT level is lower than 0.5 mg/L.
T3

INVALID RESULT:

C No Control band appears. Results from any test which has not produced Control band at the

T1 specified read time must be discarded. Please review the procedure and repeat with a new
test. If the problem persists, discontinue using the kit immediately and contact your local

T2 distributor.

T3




NOTE:
1. The intensity of the color in the test region (T) may vary depending on the concentration of analytes present in the specimen.
Therefore, any shade of color in the test region should be considered positive. Please note that this is a semi-quantitative test only,
and cannot determine the concentration of analytes in the specimen.
2. Insufficient specimen volume, incorrect operating procedure or expired tests are the most likely reasons for control band failure.
QUALITY CONTROL
e Internal procedural controls are included in the test. Control band appearing in the control regions is considered an internal
positive procedural control, confirming sufficient specimen volume and correct procedural technique.
e External controls are not supplied with this kit. It is recommended that positive and negative controls be tested as a good
laboratory practice to confirm the test procedure and to verify proper test performance.
LIMITATIONS
1. The Procalcitonin Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) is for professional in vitro diagnostic
use, and should only be used for the semi-quantitative detection of Patent Cooperation Treaty.
2. The Procalcitonin Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the semi-quantitative
level of PCT in the specimen and should not be used as the sole criteria for evaluating inflammatory conditions.
3. Like with all diagnostic tests, a confirmed diagnosis should only be made by a physician after all clinical and laboratory findings
have been evaluated.
4. PCT values near the cut-off level Test line 3 (T3: 0.5 ng/ml), Test line 2 (T2: 2.0 ng/ml), and Test line 1 (T1: 10.0 ng/ml) should
be reported with caution as with all quantitative assays there exists some level of variation. Therefore, a T line with slightly higher
intensity than T1 can also represent a value slightly below 10.0 ng/ml. Similar observations may occur with values near 2.0 ng/ml
and 0.5 ng/ml. A repeat test or further quantitative test is recommended in such cases.
EXPECTIED VALUES
The Procalcitonin Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared with a leading
commercial Procalcitonin EIA test, demonstrating an overall accuracy of 98.9%.
PERFORMANCE CHARACTERISTICS

Sensitivity and Specificity

The Procalcitonin Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) has been evaluated with a leading
commercial Procalcitonin EIA test using clinical specimens. The results show that the sensitivity of the Procalcitonin
Semi-Quantitative Rapid Test Cassette (Whole Blood/Serum/Plasma) is 98.8% and the specificity is 99.0% relative to the leading
EIA test.

Procalcitonin Semi-Quantitative Rapid Test Cassette vs. EIA

INDEX OF SYMBOLS

ai_l Consult instructions for use

Tests per kit

Authorized Representative
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For in vitro diagnostic use only Use by @ Do not reuse
30C
/H/ Store between 2~30°C LOT] | Lot Number Catalog#
2°c:

Method EIA Test Total
Results Positive Negative Results
Semi-Quantitative Rapid —
Test Cassette Positive 84 2 86
Negative 1 193 194
Total Results 85 195 280

Relative Sensitivity: 98.8%(93.6%-99.9%)*
Relative Specificity: 99.0%(96.3%-99.9%)*
Accuracy: 98.9%(96.9%-99.8%)* *95% Confidence Interval
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