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Intended use

PATHFAST Multi Control is a quality control reagent for use of the following PATHFAST
assay reagents for in vitro diagnostic (IVD) with the VD automated analyser PATHFAST.
PATHFAST Multi Control is used by a laboratory technician, nurse or physician, in
hospital including the emergency room, doctor’s office and clinical laboratory.
PATHFAST Multi Control is a device for near patient testing (NPT).

PATHFAST cTnl
PATHFAST hs-cTnl
PATHFAST Myo
PATHFAST CK-MB
PATHFAST D-Dimer
PATHFAST NTproBNP
PATHFAST hsCRP

Package composition of provided materials

Control 1 (CTL-1) For 1.5 mL x 3 vials (lyophilized)

Control 2 (CTL-2) For 1.5 mL x 3 vials (lyophilized)

Control diluent 1.5mLx 6 bottles (liquid, Na azide < 0.1 %)
CONTROL DATA SHEET 1sheet

Instructions for use 1sheet

Precautions and warnings

1. Azide can react with the copper and lead used in some plumbing systems to
form explosive salts. When disposing of azide-containing materials, they
should be flushed away with large volumes of water.

2. CTL-1 and CTL-2 contain components derived from humans. Although the
used raw materials were negative for HBs antigen, HIV antibody and HCV
antibody, they should be handled as infectious due to a risk of infection.

3. Dispose of all measured reagents and materials according to the standard
disposal method; for example, autoclave at 121 °C for 20 minutes. Follow
general precautions, and handle all components as if they are capable of
transmitting infectious agents.

4, This product should not be used for any other purpose.

If any serious incident occurs in relation to the product, report it to the

manufacturer and to competent authorities in the area in which the user

and/or the patient is located.

v

Preparation before use
Transfer whole volume of one bottle Control diluent totally into one vial control. Stand
closed for 15 minutes to reconstitute. Mix carefully. Avoid foam.

Note
Use the same lot of CTL-1 or CTL-2 and Control diluent when reconstituting a control.
Never mix different lots of CTL-1 or CTL-2 and Control diluent.

Storage and expiration

Storeat2-8°C.

The expiration date is listed on each bottle and package.

Avoid contamination and exposure to direct sunlight.

Avoid water damage during storage.

Do not use reagents and controls beyond the indicated expiration date.
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Stability of the reconstituted control
[ At2-8°C | 14 days |

Quality Control assay (QC assay)

Please refer to the “Preparation and procedure” in instructions for use of PATHFAST
assay reagents.

1 Use a reconstituted CTL-1 or CTL-2 as sample.

2. Place a reagent cartridge in a cartridge rack, and then dispense approximately
100 pL of the control into a sample well and load onto PATHFAST.
3. Carry out sample assay in accordance with PATHFAST operator’s manual.

PATHFAST™ Multi Control

Target values and ranges

The target values and ranges were determined and evaluated by PHC Corporation.
They were obtained using each PATHFAST assay reagent and analyser available at the
time. The target values and ranges are listed on “CONTROL DATA SHEET” packaged in
PATHFAST Multi Control or PATHFAST assay reagents.

The information on the metrological traceability of the assigned values is provided in
the “Metrological traceability” in instructions for use of PATHFAST assay reagents.

* PATHFAST: JP Registered Trademark No.5982733
* PATHFAST: US Registered Trademark No.3074207

Summary of safety and performance is available from:
European Database on Medical Devices (EUDAMED).

Contact for technical assistance
www.pathfast.eu/contact

Symbols

PHC Corporation uses the following symbols and signs in addition to those listed in
EN I1SO 15223-1:2021 (Medical devices — Symbols to be used with information to be
supplied by the manufacturer — Part 1: General requirements).
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[Deutsch]

This symbol means “Device for near patient testing”.
(Symbols for self-testing and near-patient testing under the IVD
Regulation 2017/746/EU. MedTech Europe. Dec. 13,2018)

Erstellungsdatum: 01.06.2024 Revision: Ver. 2

Verwendungszweck

PATHFAST Multi Control ist ein Reagenz zur Qualitatskontrolle bei der Verwendung
der folgenden PATHFAST-Assayreagenzien fuir die In-vitro-Diagnostik (IVD) mit dem
automatischen IVD-Analysesystem PATHFAST. PATHFAST Multi Control ist fir die
Verwendung durch Laboranten, Fachpflegepersonal oder arztlichem Personal im
Krankenhaus und in der Notaufnahme, in der Arztpraxis und im klinischen Labor
bestimmt. PATHFAST Multi Control ist ein Produkt fiir die patientennahe
Labordiagnostik (NPT = near patient testing).

PATHFAST cTnl
PATHFAST hs-cTnl
PATHFAST Myo
PATHFAST CK-MB
PATHFAST D-Dimer
PATHFAST NTproBNP
PATHFAST hsCRP

Inhalt der Packung
Kontrolle 1 (CTL-1) Fur 3 Flaschchen x 1,5 mL (lyophilisiert)
Kontrolle 2 (CTL-2) Fiir 3 Flaschchen x 1,5 mL (lyophilisiert)
Kontrollenverdiinnungsmittel 6 Flaschchen x 1,5 mL (fluissig, Na-Azid < 0,1 %)
CONTROL DATA SHEET 1Blatt

Gebrauchsanleitung 1Blatt

VorsichtsmaBnahmen und Warnhinweise

1 Azid kann mit Kupfer und Blei reagieren, die in einigen Rohrleitungen
verwendet werden, und explosive Salze bilden. Bei der Entsorgung von
azidhaltigem Material stets mit sehr groBen Wassermengen nachspiilen.

2. CTL-1 und CTL-2 enthalten Komponenten humanen Ursprungs. Obwohl die
verwendeten Rohmaterialien negativ fiir HBs-Antigene, HIV-Antikdrper und
HCV-Antikérper getestet wurden, sollten sie aufgrund des Infektionsrisikos als
infektios behandelt werden.

3. Alle fir die Messung verwendeten Reagenzien und Materialien mit der
Ublichen Entsorgungsmethode entsorgen. Zum Beispiel 20 Minuten bei 121 °C
autoklavieren. Allgemeine VorsichtsmalRnahmen sollten befolgt und alle
Komponenten als potenziell infektios behandelt werden.

4. Dieses Produkt sollte nicht fiir andere Zwecke verwendet werden.

5. Bei Auftreten eines schwerwiegenden Vorfalls im Zusammenhang mit dem
Produkt sind der Hersteller und die fir die Einrichtung, in der sich der
Anwender und/oder der Patient befinden, zustandige Behdrde zu informieren.




































