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Technoview Rivaroxaban Calibrators - English
INTENDED USE

TEST PROCEDURE

Technoview Rivaroxaban CAL and Technoview Rivaroxaban CAL H are two sets of 5 calibration plasmas to be used
for calibration Rivaroxaban measurements, optimized using Technochrom anti-Xa assay.

SUMMARY

Rivaroxaban (Xarelto) is an oral anticoagulant drug, which acts as a direct factor Xa inhibitor.
REAGENTS

The 5090170 Technoview Rivaroxaban CAL contains:

Preparation of calibrators

Before starting the test, all the required components are to be brought to room temperature.

When reconstituting plasmas, mixing reagents or buffers avoid foaming.

- Technoview Rivaroxaban CAL 1 - CAL 5: Reconstitute each calibrator vial with 1.0 mL of distilled water. Allow the
reconstituted material to stand at room temperature for 30 minutes followed by swirling of the vial before use.

- Technoview Rivaroxaban CAL 1 H - CAL 5 H: Reconstitute each calibrator vial with 1.0 mL of distilled water. Allow
the reconstituted material to stand at room temperature for 30 minutes followed by swirling of the vial before use.

Performance of the test

The Technoview Rivaroxaban CAL and the Technoview Rivaroxaban CAL H are always used in combination with the
Technoview Rivaroxaban CON L, Technoview CON M and Technoview Rivaroxaban CON H and the Technochrom
anti-Xa kit.

The Rivaroxaban concentration of calibrator 1 - 5 and of calibrator 1 — 5 H may vary from one lot to another but is clearly
indicated in the lot specific batch table provided in the calibration set.

Calibrator 1, calibrator 2, calibrator 3, calibrator 4 and calibrator 5 respective the calibrator 1 - 5 H are used to establish
a calibration curve. Results below the limit of quantification (instrument specific) should be declared as <LoQ. Samples
found with a concentration above calibrator 5 or calibrator high 5 should be re-tested in an appropriate dilution.

Technoclone provides instrument specific application sheets, which contain analyser / assay specific handling and
performance information.

STANDARDISATION

Reagent Description
Technoview Rivaroxaban Calibrator 1, human plasma, lyophilized,

1x1mL .
CAL 1 no Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 2, human plasma, lyophilized,
CAL 2 ~15 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 3, human plasma, lyophilized,
CAL 3 ~60 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 4, human plasma, lyophilized,
CAL 4 ~100 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 5, human plasma, lyophilized,
CAL5 ~150 ng/mL Rivaroxaban

The Technoview Rivaroxaban CAL and the Technoview CAL H are calibrated against liquid-chromatography-tandem
mass spectrometry (HPLC-MS/MS).

LITERATURE

Please consult the lot specific batch table provided with the controls for the exact concentrations in ng/mL of each
calibrator.

The 5090171 Technoview Rivaroxaban CAL H contains:

Please contact Technoclone www.technoclone.com or your local distributor.

EDITORIAL NOTE

This document is available in several languages. The translations have been done using the master document in
English. In the event of doubts or discrepancies, the wording in the master document in English shall take precedence.

Technoview Rivaroxaban Calibrators - Deutsch
ANWENDUNG

Technoview Rivaroxaban CAL und das Technoview CAL H bestehen jeweils aus 5 Kalibrationsplasmen, welche zur
Erstellung einer Eichkurve zur Rivaroxaban Bestimmung verwendet werden. Das Kalibratorset ist fiir die Verwendung
mit Technochrom anti-Xa optimiert.

ZUSAMMENFASSUNG

Reagent Description

1x1mL Technoview Rivaroxaban Calibrator 1 H, human plasma,
CAL1H lyophilized, no Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 2 H, human plasma, lyophilized,
CAL2H ~50 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 3, High human plasma, lyophilized,
CAL3H ~100 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 4 H, human plasma, lyophilized,
CAL4H ~200 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 5 H, human plasma, lyophilized,
CAL5H ~500 ng/mL Rivaroxaban

Please consult the lot specific batch table provided with the controls for the exact concentrations in ng/mL of each
calibrator.

Material required (not supplied with the kit)

- Distilled water

- Precision pipettes (1000 L)

- Laboratory timer
5340250 Technochrom anti-Xa
5090172 Technoview Rivaroxaban CON L
5090173 Technoview Rivaroxaban CON M
5090174 Technoview Rivaroxaban CON H

Warning and precautions

- IVD for in vitro diagnostic use only.

- This kit is intended for use by personnel trained in laboratory procedures and universal precautions for the use
of chemicals and potentially biohazardous substances must be applied.

- All human blood or plasma products as well as test samples must be considered as potentially infectious. They
have to be handled with appropriate care and in strict observance of safety regulations. The rules pertaining to
disposal are the same as applied to disposing hospital waste.

- Calibrators and control plasmas are made from human blood and any individual plasma involved in the procedure
is tested HbsAg, HIV 1/2 Ab and HCV-Ab-negative. However, all human blood products should be handled as
potentially infectious material.

- Get a Material Safety Data Sheet for this product from www.technoclone.com.

Stability and storage
The expiry date printed on the labels is only applicable to storage of the unopened containers at 2...8 °C.
Stability opened/ in use:

5090170 Technoview Rivaroxaban CAL

Rivaroxaban (Xarelto) ist ein orales Antikoagulanz, dass Uber eine direkte Hemmung des Faktor Xa wirkt.

REAGENZIEN

5090170 Technoview Rivaroxaban CAL beinhaltet:

Reagenz Beschreibung

1x1mL Technoview Rivaroxaban Kalibrator 1, humanes Plasma, lyophilisiert,

X CAL 1 ohne Rivaroxaban

1x1mL Technoview Rivaroxaban Kalibrator 2, humanes Plasma, lyophilisiert,
CAL 2 ~15 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Kalibrator 3, humanes Plasma, lyophilisiert,
CAL3 ~60 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Kalibrator 4, humanes Plasma, lyophilisiert,
CAL 4 ~100 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Kalibrator 5, humanes Plasma, lyophilisiert,
CAL5 ~150 ng/mL Rivaroxaban

Bitte beachten sie die beiliegende Wertetabelle mit den genauen Konzentrationen der Kalibratoren in ng/mL.

5090171 Technoview Rivaroxaban CAL H beinhaltet:

Reagenz Beschreibung

1x1mL Technoview Rivaroxaban Kalibrator 1 H, humanes Plasma, lyophilisiert,
CAL1H ohne Rivaroxaban

1x1mL Technoview Rivaroxaban Kalibrator 2 H, humanes Plasma, lyophilisiert,
CAL2H ~50 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Kalibrator 3 H, humanes Plasma, lyophilisiert,
CAL3H ~100 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Kalibrator 4 H, humanes Plasma, lyophilisiert,
CAL4H ~200 ng/mL Rivaroxaban

1x1mL | Technoview Rivaroxaban Kalibrator 5 H, humanes Plasma, lyophilisiert,
CAL5H ~500 ng/mL Rivaroxaban

Reagent 18..25°C 2..8°C
(open vial) (closed vial)

Technoview Rivaroxaban 48 hours 7 days
CAL 1

Technoview Rivaroxaban 48 hours 7 days
CAL 2

Technoview Rivaroxaban 48 hours 7 days
CAL 3

Technoview Rivaroxaban 48 hours 7 days
CAL 4

Technoview Rivaroxaban 48 hours 7 days
CAL5

5090171 Technoview Rivaroxaban CAL H

Reagent 18..25°C 2.8°C
(open vial) (closed vial)

Technoview Rivaroxaban 48 hours 7 days
CAL1H

Technoview Rivaroxaban 48 hours 7 days
CAL2H

Technoview Rivaroxaban 48 hours 7 days
CAL3H

Technoview Rivaroxaban 48 hours 7 days
CAL4H

Technoview Rivaroxaban 48 hours 7 days
CAL5H

Temp. : TF0474.01 Date of printing : 211202

Bitte beachten sie die beiliegende Wertetabelle mit den genauen Konzentrationen der Kalibratoren in ng/mL.

Benotigtes Material (nicht im Kit enthalten)

- Destilliertes Wasser

- Prazisionspipetten (1000 pL)
Labortimer
5340250 Technochrom anti-Xa
5090172 Technoview Rivaroxaban CON L
5090173 Technoview Rivaroxaban CON M
5090174 Technoview Rivaroxaban CON H

Warnhinweise und VorsichtsmaBnahmen

- Nur zur Anwendung als in vitro Diagnostikum.

- Das Testkit ist zur Verwendung durch Laborpersonal bestimmt, welches im Umgang mit der Testmethode sowie
mit allgemeinen SicherheitsmaBnahmen im Umgang mit Chemikalien und potentiellem biologischen Risiko
geschult ist.

- Alle humanen Blut- bzw. Plasmaprodukte und Patientenproben miissen als potentiell infektiés angesehen
werden. Sie sind mit der notwendigen Sorgfalt und entsprechend den Sicherheitsvorschriften zu behandeln und
wie Krankenhausmiill zu entsorgen.

- Obwohl alle Kalibratoren und Kontrollen, hergestellt aus humanem Blut, und alle hierzu verwendete
Einzelplasmen fiir HbsAg, HIV 1/2 Ak und HCV-Ak negativ getestet sind, miissen sie als potentiell infektis
betrachtet werden.

- Ein Sicherheitsdatenblatt kann von www.technoclone.com heruntergeladen werden.

Lagerung und Stabilitat

Die Kalibratoren sind ungeéffnet bei +2...8 °C zu lagern und bis zu dem auf den Etiketten angegebenem Datum
verwendbar.
Stabilitat nach Rekonstitution / nach Offnen:

5090170 Technoview Rivaroxaban CAL

Le coffret 5090171 Technoview Rivaroxaban CAL H contient:
Reagent Description
Technoview Rivaroxaban Calibrator 1 H, Plasma humain calibrateur lyophilisé,

1x1mL X
CAL1H sans Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 2 H, Plasma humain calibrateur lyophilisé,
CAL2H ~50 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 3 H, Plasma humain calibrateur lyophilisé,
CAL3H ~100 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 4 H, Plasma humain calibrateur lyophilisé,
CAL4H ~200 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 5 H, Plasma humain calibrateur lyophilisé,
CAL5H ~500 ng/mL Rivaroxaban

Reagenz 18..25°C 2..8°C
(offen) (geschlossen)
Technoview Rivaroxaban 48 Stunden 7 Tage
CAL 1
Technoview Rivaroxaban 48 Stunden 7 Tage
CAL 2
Technoview Rivaroxaban 48 Stunden 7 Tage
CAL3
Technoview Rivaroxaban 48 Stunden 7 Tage
CAL 4
Technoview Rivaroxaban 48 Stunden 7 Tage
CAL5

5090171 Technoview Rivaroxaban CAL H

Reagenz 18...25°C 2..8°C
(offen) (geschlossen)
Technoview Rivaroxaban 48 Stunden 7 Tage
CAL1H
Technoview Rivaroxaban 48 Stunden 7 Tage
CAL2H
Technoview Rivaroxaban 48 Stunden 7 Tage
CAL3H
Technoview Rivaroxaban 48 Stunden 7 Tage
CAL4H
Technoview Rivaroxaban 48 Stunden 7 Tage
CAL5H
TESTDURCHFUHRUNG

Vorbereitung der Kalibratoren
Vor Testbeginn sind alle benétigten Testkomponenten auf Raumtemperatur zu bringen.

Beim Rekonstituieren von Plasmen, sowie Mischen von Reagenzien oder Pufferldsungen ist Schaumbildung zu
vermeiden.

- Technoview Rivaroxaban CAL 1 — CAL 5: Die Flaschchen der lyophilisierten Kalibratoren werden mit 1,0 mL
destilliertem Wasser geldst. Lassen sie das rekonstituierte Material fiir 30 Minuten bei Raumtemperatur stehen und
schwenken sie dieses vor der Verwendung.

Technoview Rivaroxaban CAL 1 H— CAL 5 H: Die Flaschchen der lyophilisierten Kalibratoren werden mit 1,0 mL
destilliertem Wasser geldst. Lassen sie das rekonstituierte Material fiir 30 Minuten bei Raumtemperatur stehen und
schwenken sie dieses vor der Verwendung.

Testdurchfiihrung

Verwenden Sie das Technoview Rivaroxaban Calibrator Set und das Technoview Rivaroxaban Calibrator Set High stets
in Kombination mit Technoview Rivaroxaban CON L, Technoview CON M und Technoview Rivaroxaban CON H sowie
dem Technochrom anti-Xa Kit.

Die Rivaroxabankonzentration der Kalibratoren 1 - 5 sowie der Kalibratoren 1 — 5 H sind chargenabhangig. Beachten
sie daher die Konzentration, die in der chargenspezifischen Wertetabelle angefiihrt ist.

Es wird eine Eichkurve mit Kalibrator 1, Kalibrator 2, Kalibrator 3, Kalibrator 4 und Kalibrator 5, respektive den
Kalibratoren H 1 - 5 erstellt. Ergebnisse unterhalb der (Gerateabhangigen) Quantifizierungsgrenze, sollen als unterhalb
des Limit of Quantification (<LoQ) ausgegeben werden. Proben die iber dem Messbereich des Kalibrators 5 gemessen
werden, sollten in einer entsprechenden Verdiinnung wiederholt werden.

Technoclone stellt geratespezifische Applikationen zur Verfligung, die spezifische Informationen sowie Leistungsdaten
beinhalten.

STANDARDISIERUNG

Die Kalibration des Technoview Rivaroxaban CAL und des Technoview Rivaroxaban CAL H erfolgt gegen
Flissigchromatographie-Tandem Massenspetrometrie (HPLC-MS/MS).

LITERATUR

Bitte wenden Sie sich an Technoclone www.technoclone.com, oder an lhren zustandigen Handler.

ANMERKUNG

Dieses Dokument ist in mehreren Sprachen verfiigbar. Als Masterdokument fiir die Ubersetzung wurde das englische
Dokument herangezogen. Bei eventuellen Unstimmigkeiten oder Schreibfehlern in der Ubersetzung, ist das Master
Dokument in Englisch vorrangig.

Technoview Rivaroxaban Calibrators - Frangais
UTILISATION PREVUE

Consulter la table spécifique a chaque lot pour obtenir la concentration exacte de chaque calibrateur en ng/mL.

Matérial requis (non fourni avec le coffret)

- Eau distillée

- Pipettes de précision (1000 pL)

- Chronométre
5340250 Technochrom anti-Xa
5090172 Technoview Rivaroxaban CON L
5090173 Technoview Rivaroxaban CON M
5090174 Technoview Rivaroxaban CON H

Avertissements et précautions

- Dispositif médical IVD uniquement pour le diagnostic in vitro.

- Ce coffret est destiné a étre utilisé par du personnel qualifié a suivre les procédures et les précautions
d'usagedans les laboratoires pour I'utilisation de substances chimiques et biologiques potentiellement
contaminantes.

- Tous les produits élaborés a partir de sang humain et de plasma aussi bien que tous les échantillons
doiventétre considérés comme étant potentiellement infectieux. lls doivent étre manipulés avec une
attentionparticuliére, et ceci dans la stricte observation des régles de sécurité. Les régles concernant le
stockage desdéchets sont identiques a celles appliqués a I'hdpital.

- Les calibrateurs et les plasmas de contréle sont fabriqués a partir de sang humain et tout plasma individuel
impliqué dans la procédure et testé HbsAg, HIV 1/2 Ab et HCV-Ab-négatif. Cependant, comme tout plasma
humain, ils doivent étre manipulés comme du matériel potentiellement infectieux.

- La fiche de sécurité peut étre obtenu sur le site www.technoclone.com ou du revendeur frangais
(www.cryopep.fr).

Stabilité et stockage

La date d’expiration des réactifs indiquée sur les flacons concerne uniquement le stockage des flacons non ouverts a
+2..8°C.

Stabilté apres reconstitution:
5090170 Technoview Rivaroxaban CAL

Réactif 18...25°C 2..8°C
(flacon ouvert) (flacon fermé)

Technoview Rivaroxaban 48 heures 7 jours
CAL1

Technoview Rivaroxaban 48 heures 7 jours
CAL 2

Technoview Rivaroxaban 48 heures 7 jours
CAL3

Technoview Rivaroxaban 48 heures 7 jours
CAL 4

Technoview Rivaroxaban 48 heures 7 jours
CAL 5

5090171 Technoview Rivaroxaban CAL H

Réactif 18..25°C 2.8°C
(flacon ouvert) (flacon fermé)

Technoview Rivaroxaban 48 heures 7 jours
CAL1H

Technoview Rivaroxaban 48 heures 7 jours
CAL2H

Technoview Rivaroxaban 48 heures 7 jours
CAL3H

Technoview Rivaroxaban 48 heures 7 jours
CAL4H

Technoview Rivaroxaban 48 heures 7 jours
CAL5H

PROCEDURE DU TEST

Technoview Rivaroxaban CAL et Technoview Rivaroxaban CAL H sont deux coffrets de plasmas calibrateurs, pour la
calibration des dosages de Rivaroxaban, optimisé & partir de Technochrom anti-Xa assay.

RESUME

Rivaroxaban (Xarelto) est un anticoagulant par voie orale qui agit comme un inhibiteur direct du facteur Xa.

REACTIFS

Le coffret 5090170 Technoview Rivaroxaban CAL contient:

Réactif Description
Technoview Rivaroxaban Calibrator 1, Plasma humain calibrateur lyophilisé,

1x1mL X
CAL 1 sans Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 2, Plasma humain calibrateur lyophilisé,
CAL 2 ~15 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 3, Plasma humain calibrateur lyophilisé,
CAL 3 ~60 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 4, Plasma humain calibrateur lyophilisé,
CAL 4 ~100 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 5, Plasma humain calibrateur lyophilisé,
CAL 5 ~150 ng/mL Rivaroxaban

Consulter la table spécifique a chaque lot pour obtenir la concentration exacte de chaque calibrateur en ng/mL.

Preparation des calibrateurs
Avant de commencer les dosages, tous les composants doivent étre placés et stabilisés a température ambiante.
Eviter la formation de mousse lors de la reconstitution des plasmas, des réactifs ou des tampons.

- Technoview Rivaroxaban CAL 1- 5: Reconstituer chaque calibrateur avec 1.0 mL d'eau distillée. Laisser le matériel
reconstitué se stabiliser a température ambiante pendant 30 minutes avant utilisation. Agiter doucement avant
utilisation.

Technoview Rivaroxaban CAL 1 H— 5 H: Reconstituer chaque calibrateur avec 1.0 mL d’eau distillée. Laisser le
matériel reconstitué se stabiliser a température ambiante pendant 30 minutes avant utilisation. Agiter doucement
avant utilisation.

Performance du test

Le Technoview Rivaroxaban Calibrator Set et le Technoview Rivaroxaban Cal Set High doivent toujours étre utilisés en
association avec le Technoview Rivaroxaban CON L, le Technoview Rivaroxaban CON M, le Technoview Rivaroxaban
CON High et le Technochrom anti-Xa kit.

La concentration en Rivaroxaban de chaque calibrateur 1 - 5 ou calibrateur 1 - 5 H peut varier d'un lot a 'autre. Elle est
clairement indiquée sur la table spécifique a chaque lot, fournie dans le coffret.

Les calibrateur 1 ou 1 High, calibrateur 2 ou 2 High, calibrateur 3 ou 3 High, calibrateur 4 ou 4 High et calibrateur 5 ou
5 H, en fonction du coffret, sont utilisés respectivement pour mettre en place la courbe de calibration. Les résultats
inférieurs & la limite de quantification, spécifique a chaque instrument, doivent étre définis comme <LoQ. Les
échantillons dont la concentration est supérieure & celle du calibrateur 5 ou du calibrateur 5 High doivent étre de
nouveau analysés en utilisant une dilution adaptée.

Technoclone fournit les adaptations machines décrivant la manipulation spécifique a chaque automate et les
performances attendues.

STANDARDISATION

Technoview Rivaroxaban CAL Set et Technoview Rivaroxaban CAL Set High sont calibrés par rapport a la
chromatographie liquide-spectrométrie de masse en tandem (HPLC-MS/MS).

LITTERATURE

Merci vous adresser SVP & la société Technoclone ou directement & votre revendeur.

EDITORIAL NOTE

Ce document est disponible en plusieurs langues. Les traductions ont été effectuées a I'aide du document maitre en
anglais. En cas de doute ou de divergence, c'est le libellé du document principal en anglais qui prime.



Technoview Rivaroxaban Calibrators - Italiano
IMPIEGO

PROCEDURA DEL TEST

Technoview Rivaroxaban CAL e Technoview Rivaroxaban CAL H sono due set di 5 plasmi di calibrazione da utilizzare
per la calibrazione di saggi Rivaroxaban, ottimizzati utilizzando il saggio Technochrom anti-Xa.

RIASSUNTO

Rivaroxaban (Xarelto) & un farmaco anticoagulante orale, che agisce come inibitore diretto del fattore Xa.

REAGENTI

5090170 Technoview Rivaroxaban CAL contiene:

Reagenti Descrizione

1x1mL Technoview Rivaroxaban Calibrator 1, plasma umano, liofilizzato,
CAL 1 senza alcun additivo Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 2, plasma umano, liofilizzato,
CAL 2 ~15 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 3, plasma umano, liofilizzato,
CAL 3 ~60 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 4, plasma umano, liofilizzato,
CAL 4 ~100 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 5, plasma umano, liofilizzato,
CAL 5 ~150 ng/mL Rivaroxaban

Si raccomanda di consultare la tabella lotto-specifica fornita con i controlli per le concentrazioni esatte in ng/mL di
ciascun calibratore.

F| 5090171 Technoview Rivaroxaban CAL H contiene:

Preparazione dei calibratori

Prima di iniziare il saggio, portare a temperatura ambiente tutti i componenti richiesti.

Quando si ricostituiscono i plasmi, o si mischiano i reagenti o i tamponi evitare la formazione di schiuma.

- Technoview Rivaroxaban CAL 1 - CAL 5: Ricostituire ogni fiala di controllo con 1.0 mL di acqua distillata. Mantenere
il materiale ricostituito a temperatura ambiente per 30 minuti prima dell'uso. Agitare prima dell'uso.

- Technoview Rivaroxaban CAL 1 H — CAL 5 H: Ricostituire ogni fiala di controllo con 1.0 mL di acqua distillata.
Mantenere il materiale ricostituito a temperatura ambiente per 30 minuti prima dell'uso. Agitare prima dell'uso.

Performance del Test

Technoview Rivaroxaban CAL e the Technoview Rivaroxaban CAL H sono utilizzati sempre in combinazione con
Technoview Rivaroxaban CON L e Technoview Rivaroxaban CON M e Technoview Rivaroxaban CON H e
Technochrom anti-Xa kit.

La concentrazione di Rivaroxaban dei calibratori 1 - 5 e dei calibratori e dei calibratori 1 - 5 H pud variare da un lotto
all'altro ma & indicata con chiarezza nella tabella lotto-specifica fornita con il set di calibratori.

Calibratore 1, calibratore 2, calibratore 3, calibratore 4 e calibratore 5 rispettivamente i calibratori 1 — 5 H sono utilizzati
per la determinazione della curva di calibrazione. Risultati al di sotto del limite di quantificazione (strumento-specifico)
dovrebbero essere dichiarati come <LoQ. Campioni con una concentrazione al di sopra del calibratore 5 dovrebbero
essere ri-testati dopo averli diluiti in modo appropriato.

Technoclone fornisce fogli applicativi specifici dello strumento, che contengono informazioni sulla manipolazione e sulle
prestazioni specifiche dell'analizzatore/dosaggio.

STANDARDIZZAZIONE

| calibratori Technoview Rivaroxaban CAL e Technoview Rivaroxaban CAL H sono calibrati contro la spettrometria di
massa tandem cromatografia liquida (HPLC-MS/MS).

LETTERATURA

Si prega di contattare Technoclone oppure il Vostro distributore.
NOTE EDITORIALI

Reagenti Descrizione

1x1mL Technoview Rivaroxaban Calibrator 1 H, plasma umano, liofilizzato,
CAL1H senza alcun additivo Rivaroxaban
Technoview Rivaroxaban Calibrator 2 H, plasma umano, liofilizzato,

1x1mL "

~50 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 3 H, plasma umano, liofilizzato,
CAL3H ~100 ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 4 H, plasma umano, liofilizzato,
CAL4H ~200ng/mL Rivaroxaban

1x1mL Technoview Rivaroxaban Calibrator 5 H, plasma umano, liofilizzato,
CAL5H ~500 ng/mL Rivaroxaban

Si raccomanda di consultare la tabella lotto-specifica fornita con i controlli per le concentrazioni esatte in ng/mL di
ciascun calibratore.

Materiali necessari ma non forniti con il kit:
- Acqua bidistillata
- Pipette di precisione (1000 pL)
- Timer di laboratorio
340250 Technochrom anti-Xa
5090172 Technoview Rivaroxaban CON L
5090173 Technoview Rivaroxaban CON M
5090174 Technoview Rivaroxaban CON H

Avvertenze e precauzioni

- IVD per uso diagnostico in vitro.

- Questo kit deve essere utilizzato da personale addestrato nelle procedure di laboratorio e per le precauzioni
universali per I'uso di prodotti chimici e di sostanze potenzialmente a rischio biologico.

- Tutti i prodotti derivanti da sangue o plasma cosi come tutti i campioni, devono essere considerati come
potenzialmente infettivi. Devono essere maneggiati con la dovuta attenzione e in stretta osservanza delle norme
di sicurezza. Le regole riguardanti lo smaltimento dei rifiuti sono le stesse applicate allo smaltimento dei rifiuti
ospedalieri.

- | calibratori e i plasmi di controllo sono prodotti a partire da sangue umano testato e risultato negativo per gli
anticorpi contro HIV 1/2, HBs Ag e HVC. Tuttavia, tutti i prodotti derivati da sangue umano devono essere
maneggiati con cura ed essere considerati come materiale potenzialmente infettivo.

- La Scheda di Sicurezza ¢ disponibile su www.technoclone.com.

Stabilita’e conservazione
La data di scadenza riportata sull’etichetta & relativa alla conservazione della fiala non aperta a +2...8 °C.

La stabilita dopo ricostituzione/apertura:

5090170 Technoview Rivaroxaban CAL

Reagente 18..25°C 2..8°C
(fiala aperta) (fiala chiusa)
Technoview Rivaroxaban 48 ore 7 giorni
CAL 1
Technoview Rivaroxaban 48 ore 7 giorni
CAL 2
Technoview Rivaroxaban 48 ore 7 giorni
Technoview Rivaroxaban 48 ore 7 giorni
CAL 4
Technoview Rivaroxaban 48 ore 7 giorni
CAL5

5090171 Technoview Rivaroxaban CAL H

Reagente 18..25°C 2.8°C
(fiala aperta) (fiala chiusa)
Technoview Rivaroxaban 48 ore 7 giorni
CAL1H
Technoview Rivaroxaban 48 ore 7 giorni
CAL2H
Technoview Rivaroxaban 48 ore 7 giorni
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