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Gebrauchshinweis - SARSTEDT Safety-Multifly® Kanilen/Multifly® Kantlen DE

Verwendungszweck

Die Safety-Multifly® Kantile / Multifly® KanUle ist eine sterile zur einmaligen Verwendung entwickelte Flligelkantile. Die Safety-Multifly® Kantle / Multifly® Kandle bildet mit einer SARSTEDT S-Monovette® ein System zur
vendsen Blutentnahme. Zusétzlich kann die Safety-Multifly® Kanule / Multifly® Kantle fur die Kurzzeitinfusion eingesetzt werden. Der Nadelschutz der Safety-Multifly® Kantile dient unmittelbar nach der Blutentnahme der
letzten S-Monovette® / einer Kurzzeitinfusion zur Abdeckung der benutzten Nadel und in Folge zur Reduktion von mdglichen versehentlichen Nadelstichverletzungen. Die Produkte sind durch geschultes Fachpersonal zu
benutzen.

Produktbeschreibung

Die Safety-Multifly® Kantile / Multifly® KanUle ist ein steriles, pyrogenfreies und einzeln in einem Blister verpacktes Einwegprodukt. Safety-Multifly® Kantlen / Multifly® Kantlen setzen sich aus einer medizinischen 34 Zoll
(19 mm) langen Einwegnadel aus Edelstahl mit einem 3fach Facettenschliff, einem flexiblen Schlauch (80 mm oder 200 mm) und einem integrierten Kantlenhalter (auch Multi-Adapter genannt) zusammen. Eine Variante
der Safety-Multifly® Kantlen / Multifly® Kantilen gibt es ohne integrierten Kantlenhalter (Multi-Adapter) mit einer Schlauchlange von 240 mm. Die Produkte sind in den Kanllendurchmessern 20, 21, 23 und 25 Gauge (G)
erhéltlich. Der Nadelschutz der Safety-Multifly®-Kantlen dient zur Abdeckung der Nadel nach dem Gebrauch. Die Produkte enthalten nur Komponenten, die DEHP-frei und latexfrei sind.

Sicherheits- und Warnhinweise

Produkt nicht verwenden, wenn die Blisterverpackung beschadigt, die Kantile verbogen oder gebrochen ist.

1. Befolgen Sie die Beschreibung zur Handhabung.

2. Tragen Sie Handschuhe und eine allgemeine personliche Schutzausristung, um sich vor Blut und einer méglichen Exposition gegentiber durch Blut Ubertragene Krankheitserreger zu schiitzen.

3. Gewaltsames Ziehen an der Fligelkantle oder einer vorzeitige Betétigung des Sicherheitsmechanismus der Safety-Mulitfly® Kantile (Nadelschutz) ist zu unterlassen, da dies die Funktionsfahigkeit der Safety-Multifly®
Kantle beeintrachtigt.

4. Vor Benutzung jede Einzelverpackung auf Beschédigung Uberprifen und im Fall einer Beschadigung nicht benutzen.

5. Entsorgen Sie gebrauchte, kontaminierte Safety-Multifly® Kantlen / Multifly® Kantlen sofort in geeigneten Kantlen-Abwurfoehaltern und entsorgen Sie Blutentnahmezubehor (z.B. Lanzetten, Adapter) ebenfalls in
Kanulen-Abwurfbehéltern.

6. Nach Aktivierung des Sicherheitsmechanismus der Safety-Multifly® Kantle ist dieser nicht mehr zu 6ffnen. Gewaltsames Manipulieren ist zu unterlassen.

7. Wahrend Gebrauch und Entsorgung Hande immer hinter der Kanle halten.

8. Ein Verbiegen der Nadel ist zu unterlassen.

9. Injektion und subkutane Anwendung sind nicht zugelassen.

10. Behandeln Sie alle biologischen Proben und scharfe/spitze Blutentnahmeutensilien (Kantlen) gemas den Richtlinien und Verfahren lhrer Einrichtung. Suchen Sie im Falle einer Exposition mit biologischen Proben

oder einer Nadelstichverletzung einen Arzt auf, da z.B. HBV, HCV, HIV oder andere Infektionskrankheiten Ubertragen werden kdnnen. Benutzen Sie Kanilen mit eingebautem Nadelschutz. Die Sicherheitsrichtlinien
und -verfahren Ihrer Einrichtung missen immer befolgt werden.

11. Ein Wiederverwenden des Produktes kann Infektionen, Verletzungen oder Tod verursachen.

12. Beim Entfernen oder Entsorgen ist auf ein mogliches Heraustropfen von Blut oder Medikation zu achten. Es wird daher empfohlen, die Safety-Multifly® Kantle / Multifly® Kantile mit der Nadelspitze nach oben mit
aktiviertem Nadelschutz (Safety-Multifly® KanUle) zu entsorgen.

13. Den Sicherheitsmechanismus der Safety-Multifly® Kantile nicht mit Klebeband verdecken.

14. Vor dem Einsatz zur Kurzzeitinfusion ist auf vorherige vollstéandige Entlliftung (primen) zu achten.

Probennahme und Handhabung
LESEN SIE DIESES DOKUMENT VOLLSTANDIG DURCH, BEVOR SIE MIT DER VENENPUNKTION BEGINNEN.
Erforderliche, nicht mitgeliefertes Arbeitsmaterial fir die Blutentnahme:

1. Verwenden Sie Handschuhe, Kittel, Augenschutz oder andere geeignete Schutzkleidung zum Schutz vor durch Blut Ubertragene Pathogene oder potenziell infektidse Materialien.

2. Verwenden Sie Desinfektionsmaterial zur Reinigung der Entnahmestelle. Befolgen Sie die Richtlinien Ihrer Einrichtung fur die sterile Probenentnahme zur Vorbereitung der Entnahmestelle und die Anweisungen zur
Handhabung der S-Monovette®. Verwenden Sie keine Reinigungsmaterialien auf Alkoholbasis, wenn die Proben fir Blutalkoholtests verwendet werden sollen.

Trockene, saubere Einwegtupfer geméaB lhrer Einrichtung.

Eine Venenstaubinde.

Einen Kanulen-Abwurfbehélter flr scharfe/spitze Gegensténde.

a s

Vorbereitung zur Blutentnahme
Stellen Sie sicher, dass die folgenden Materialien vor der Blutentnahme zur Verfligung stehen:

1. Siehe oben: Erforderliches, nicht mitgeliefertes Arbeitsmaterial flr die Blutentnahme.
2. Alle benétigten S-Monovetten.
3. Etiketten zur Patientenidentifikation.

Venenpunktion mit der Safety-Multifly® Kantle / Multifly® Kandle:

1. Venenstaubinde anlegen. Die Punktionsstelle mit einem geeigneten Desinfektionsmittel vorbereiten. Venenpunktionsstelle nach der Desinfektion nicht beriihren. Patienten so lagern, dass ein einfacher Zugang zur
Vene gegeben ist.

2. Blisterverpackung der Safety-Multifly® Kandle / Multifly® KanUle aseptisch mittels der Peel off Technik mit Daumen und Zeigefinger 6ffnen. Die transparente Folie muss nach oben zeigen. Nach Trocknen des
Desinfektionsmittels die Schutzhtille der Kandle entfernen, sicherstellen, dass die angeschliffene Seite der Safety-Multifly®-Kantile / Multifly® Kantle nach oben zeigt. Venenpunktion durch Zusammenfiihren der
farbigen Fltigel nach oben durchflihren (1), dann die S-Monovette® in den Multi-Adpater der Safety-Multifly® Kantile / Multifly® Kanule hineinschieben und durch eine % Drehung im Uhrzeigersinn sichern
(konnektieren) (2). Mit der S-Monovette® Blut entnehmen, in dem die Kolbenstange behutsam bis in den Boden der S-Mononvette® gezogen wird (3). Venenstaubinde wahrend der Blutentnahme der ersten
S-Monovette® [6sen.

3. Nach Beendigung der Blutentnahme die S-Monovette® erst eine % Drehung gegen den Uhrzeigersinn drehen (4) und dann aus der Safety-Multifly® Kantle / Multifly® Kantle ziehen (diskonnektieren).

Die Safety-Multifly® Kantile / Multifly® Kanle verbleibt wahrend der Blutentnahme und Wechsel der Blutentnahmerdhrchen in der Vene. Bei Mehrfachentnahmen werden - wie oben beschrieben - nachfolgende
S-Monovetten mit der Safety-Multifly® Kantile / Multifly® Kantle konnektiert und weitere Proben entnommen. Zur Beendigung der Blutentnahme wird die letzte S-Monovette® von der Safety-Multifly® Kandile / Multifly®
Kantle diskonnektiert und Schritt A oder Schritt B fir die Safety-Multifly® Kantle sowie Schritt C fur Multifly®-KanUle befolgt.

Safety-Multifly® Kanule Multifly® Kandle

#| SARSTEDT




DE

Fiir die Safety-Multifly® Kaniile:
A. Die Safety-Multifly® Kantile wird aus der Vene gezogen (5) und der Nadelschutz wird auBerhalb der Vene aktiviert (6), indem der Nadelschutz mit Daumen und Zeigefinger tUber die Kanule geschoben wird,
wahrend mit den Ubrigen Fingern der Schlauch fixiert wird. Die KanUle muss spUrbar und mit einem horbaren ,Klick" in den Nadelschutz einrasten (6).
B. Der Nadelschutz wird parallel zum Herausziehen der Safety-Multifly® Kantle aus der Vene aktiviert (5). Die Kantile muss spUrbar und mit einem hérbaren ,Klick® in den Nadelschutz einrasten (6).

Die Aktivierung des Sicherheitsmechanismus ist fiir die Einhandtechnik ausgelegt.

Aktivierung des Nadelschutzes — Kaniile in der Vene: Aktivieren Sie den Nadelschutz parallel zum Herausziehen der Safety-Multifly®-Kantle aus der Vene.

Fiir die Multifly® Kaniile:
C. Die Multifly® Kantile wird aus der Vene gezogen (5).

©

4. Entsorgen Sie die Multifly® Kantle (6, Piktogramm Multifly® Kantle) bzw. die sicher verriegelte Safety-Multifly®-KanUle sofort in einem Abwurfoehalter fir scharfe/spitze Gegenstande (7, Piktogramm
Safety-Multifly®-Kantle.

Handhabung zur Blutentnahme: siehe auch Handhabungsvideo zur Safety-Multifly® Kantle: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Kurzzeitinfusion mit der Safety-Multifly® Kandle / Multifly® Kanule

1. Die Punktionsstelle mit einem geeigneten Desinfektionsmittel vorbereiten. Venenpunktionsstelle nach der Desinfektion nicht bertihren. Patienten so lagern, dass ein einfacher Zugang zur Vene gegeben ist.

2. Blisterverpackung der Safety-Multifly® Kantle / Multifly® KanUle aseptisch mittels der Peel off Technik mit Daumen und Zeigefinger 6ffnen. Die transparente Folie muss nach oben zeigen. Den Multi-Adapter am Ende
des Schlauches durch eine drehend-ziehende Bewegung entfernen. Nach Trocknen des Desinfektionsmittels, Luerstopfen des Infusionssystems entfernen und weibliche Luer-Verbindung am Ende des
Safety-Multifly®/ Multifly® Kantlenschlauches mit der mannlichen Luer-Verbindung des Infusionssystems konnektieren.

Infusionssystem gemaB der Richtlinie der Einrichtung entliften (primen) (1,2).

Maximales Entliiftungsvolumen der Safety-Multifly® Kantlen / Multifly® Kantlen mit den Kantlendurchmessern 20G, 21G, 23G, 25G:
240 mm langer Schlauch: 0,450 ml
200 mm langer Schlauch: 0,300 ml
80 mm langer Schlauch: 0,120 ml

3. Die Schutzhtlle der Kantle entfernen, sicherstellen, dass die angeschliffene Seite der Safety-Multifly®-Kantle / Multifly® Kantile nach oben zeigt. Venenpunktion durch Zusammenfiihren der farbigen Flligel nach oben
durchflihren. AnschlieBend kann eine Kurzzeitinfusion (max 24h) durchgeflihrt werden.

4. Zur Beendigung der Kurzzeitinfusion wird das Infusionssystem von der Safety-Multifly® Kantle / Multifly® Kantle diskonnektiert (3) und die Safety-Multifly® Kantle/ Multifly® Kantile anschlieBend aus
der Vene gezogen, indem Schritt A oder Schritt B fur die Safety-Multifly® Kantle sowie Schritt C fur Multifly®-Kanle befolgt wird.

® ®

Infusionssystem geméB hausinterner Richtlinien vorflllen.

5. Entsorgen Sie die Multifly® Kanle (5, Piktogramm Multifly® Kandile) bzw. die sicher verriegelte Safety-Multifly®-Kandle (6, Piktogramm Safety-Multifly® Kanle) sofort in einem Abwurfbehalter fir scharfe/spitze
Gegenstande.
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Lagerung

Die Safety-Multifly® Kanule / Multifly® Kanule bei Raumtemperatur lagern.
HINWEIS: Nicht direktem Sonnenlicht aussetzen. Die Uberschreitung der maximal empfohlenen Lagertemperatur kann die Qualitat der Safety-Multifly® Kantle / Multifly® Kantle beeintrachtigen.

US Standards / ISO Normen in der jeweils giiltigen Fassung

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Normen zu Nadeln/Kandlen:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Normen zu Etiketten:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Normen zu Sterilisation:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Normen zu Verpackung:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Systembezogene Normen:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program gemaB ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: EU-Medizinprodukteverordnung

Symbol- und Kennzeichnungsschlissel:

Artikelnummer
Chargenbezeichnung

c E CE-Zeichen
0124
M Hersteller

Lagern bei Raumtemperatur

Verwendbar bis

[:E.] Gebrauchsanleitung beachten

DU
’TY Vor Sonnenlicht geschuitzt aufoewahren
-

? Trocken lagern

@ Bei beschadigter Verpackung nicht verwendet

STERILE|EO| Steriisation mit Ethylenoxid Gas
rogenfrei
® Bei Wiederverwendung: Kontaminationsgefahr M pyrogenirel

@ Nicht erneut sterilisieren DEHP free | DEHP frei

Technische Anderungen vorbehalten.
Alle in Zusammenhang mit dem Produkt aufgetretenen schwerwiegenden Vorfalle sind dem Hersteller und der zusténdigen nationalen Behdrde zu melden.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Instructions for use — SARSTEDT Safety-Multifly® Needles/Multifly® Needles EN

Intended use

The Safety-Multifly® Needle / Multifly® Needle is a sterile butterfly needle developed for single use. The Safety-Multifly® Needle / Multifly® Needle, together with a SARSTEDT S-Monovette®, is a system for venous blood
collection. Additionally, the Safety-Multifly® Needle / Multifly® Needle can be used for a short infusion. The needle protector of the Safety-Multifly® Needle is used immediately after blood collection of the last S-Mon-
ovette® / short infusion to cover the used needle and thus reduce potential accidental needle prick injuries. The products are to be used by trained personnel.

Product description

The Safety-Multifly® Needle / Multifly® Needle is a sterile, pyrogen-free disposable product packed individually in a blister pack. Safety-Multifly® Needles / Multifly® Needles consist of a medical % inch (19 mm) long
disposable stainless steel needle with a triple bevel, a flexible hose (80 mm or 200 mm) and an integrated needle holder (also called multi-adapter). There is a variant of the Safety-Multifly® Needles / Mulltifly® Needles
without an integrated needle holder (multi-adapter) with a hose length of 240 mm. The products are available with the needle diameters 20, 21, 23, and 25 gauge (G). The needle protector of the Safety-Multifly® Needles
is used to cover the needle after use. The products contain only components that are DEHP and latex free.

Safety instructions and warnings

Do not use the product if the blister packaging is damaged or the needle is bent or broken.

1. Follow the directions for handling.

2. Wear gloves and general personal protective equipment to protect yourself from blood and possible exposure to pathogens transmitted by blood.

3. Do not use force to pull the butterfly needle or prematurely activate the safety mechanism of the Safety-Mulitfly® Needle (needle protector), as this would impair the functioning of the Safety-Multifly® Needle.

4. Before using, check each individual packaging for damage and do not use if it is damaged.

5. Dispose of used, contaminated Safety-Multifly® Needles / Multifly® Needles immediately in suitable sharps disposal containers and dispose of equipment for blood collection (e.g. lancets, adapters) in sharps
disposal containers as well.

6. After activating the safety mechanism of the Safety-Multifly® Needle, do not open it again. Do not use force.

7. During use and disposal, always keep your hands behind the needle.

8. Do not bend the needle.

9. Injections and subcutaneous use are not allowed.

10. Treat all biological specimens and sharp blood collection utensils (needles) according to the guidelines and procedures in your institution. In case of exposure to biological specimens or a needle prick injury, consult

a doctor, as HBV, HCV, or HIV or other infectious diseases can be transmitted. Use needles with an integrated needle protector. The safety guidelines and procedures of your institution must always be followed.
11. Reusing the product can lead to infections, injuries or death.
12. When removing or disposing of the needle, check for possible leakage of blood or medication. It is therefore recommended to dispose of the Safety-Multifly® Needle / Multifly® Needle with the tip of the needle
pointing up with the needle protector activated (Safety-Multifly® Needle).
13. Do not cover the safety mechanism of the Safety-Multifly® Needle with tape.
14. Before using for a short infusion, ensure that all the air is first removed (priming).

Collecting specimens and handling
READ THIS DOCUMENT COMPLETELY BEFORE STARTING A VEIN PUNCTURE.
Material required for blood collection that is not included:

1. Use gloves, gown, goggles or other suitable protective gear to protect against pathogens or potentially infectious materials transmitted by blood.

2. Use disinfectant to clean the blood collection site. Follow your institution's guidelines for sterile sample collection to prepare the blood collection site and the directions for handling the S-Monovette®. Do not use any
cleaning materials containing alcohol if the specimens are to be used for a blood alcohol test.

Clean, dry disposable swabs as used in your institution

A tourniquet.

A sharps disposal container.

s

Preparation for blood collection
Ensure that the following materials are at hand before blood collection:

1. See above: Material required for blood collection that is not included.
2. All necessary S-Monovettes.
3. Labels for patient identification.

Venous puncture with the Safety-Multifly® Needle / Multifly® Needle:

1. Apply tourniquet. Prepare the puncture site with a suitable disinfectant. Do not touch the puncture site after disinfection. Position the patient to allow easy access to the vein.

2. Open the blister packaging of the Safety-Multifly® Needle / Multifly® Needle aseptically using the peel-off technique with thumb and index finger. The transparent film must be facing upwards. After the disinfectant
has dried, remove the protective sleeve from the needle and ensure that the bevelled side of the Safety-Multifly® Needle/Multifly® Needle is facing upwards. Perform venous puncture by pressing the coloured wings
together upwards (1), then sliding the S-Monovette® into the multi-adapter of the Safety-Multifly® Needle / Multifly® Needle and securing it with a % turn clockwise (connect) (2). Draw blood with the S-Monovette®
by carefully withdrawing the plunger up to the bottom of the S-Monovette® (3). Loosen the tourniquet while drawing blood into the first S-Monovette®.

3. After completing blood collection, first twist the S-Monovette® % turn counterclockwise(4) and then pull it out of the Safety-Multifly® Needle / Multifly® Needle (disconnect). The Safety-Multifly® Needle/ Multifly®
Needle remains in the vein while blood is collected and when the blood collection tubes are changed. For multiple specimens — as described above — the subsequent S-Monovettes are connected to the Safety-
Multifly® Needle/ Multifly® Needle and additional specimens are taken. At the end of blood collection, the last S-Monovette® is disconnected from the Safety-Multifly® Needle / Multifly® Needle and step A or step B
are followed for the Safety-Multifly® Needle and step C fo the Multifly® Needle.

Safety-Multifly® Needle Multifly® Needle
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For the Safety-Multifly® Needle:
A.  The Safety-Multifly® Needle is withdrawn from the vein (5) and the needle protector is activated outside the vein (6) by pushing the needle protector over the needle with the thumb and index finger,
while holding the hose in place with the other fingers. The needle must perceptibly engage in the needle protector with an audible "click" (6).
B. The needle protector is activated in parallel with withdrawing the Safety-Multifly® Needle from the vein (5). The needle must perceptibly engage in the needle protector with an audible "click" (6).

Activating the safety mechanism is designed to be done with one hand.

tor.

Activating the needle protector — needle in the vein: Activate the needle protector in parallel with withdrawing the Safety-Multifly® Needle from the vein.

For the Multifly® Needle:
C. The Multifly® Needle is withdrawn from the vein (5).

4. Dispose of the Multifly® Needle (6, pictogram of Multifly® Needle) and the safely locked Safety-Multifly®Needle immediately in a container for sharp objects (7, pictogram of Safety-Multifly®Needle.

Handling for blood collection: see our handling video for the Safety-Multifly® Needle: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Short infusion with the Safety-Multifly® Needle / Multifly® Needle

1. Prepare the puncture site with a suitable disinfectant. Do not touch the puncture site after disinfection. Position the patient to allow easy access to the vein.

2. Open the blister packaging of the Safety-Multifly®Needle / Multifly® Needle aseptically using the peel-off technique with thumb and index finger. The transparent film must be facing upwards. Remove the
multi-adapter at the end of the hose by twisting and pulling it. After the disinfectant has dried, remove the Luer lock of the infusion system and connect the female Luer connection at the end of the
Safety-Multifly®/ Multifly® needle hose with male Luer connection of the infusion system.

The air must be vented from the infusion system according to the guidelines of the institution (priming) (1,2).

Maximum venting volume of the Safety-Multifly® Needles / Multifly® Needles with needle diameters 20G, 21G, 23G, 25G:

240 mm hose: 0.450 ml
200 mm hose: 0.300 ml
80 mm hose: 0.120 ml

3. Remove the protective sleeve from the needle and ensure that the bevelled side of the Safety-Multifly®Needle/ Multifly®Needle is facing upwards. Perform the venous puncture by pressing the coloured wings
together upwards. Then a short infusion (max 24h) can be carried out.

4. To end the short infusion, the infusion system of the Safety-Multifly® Needle / Multifly® Needle is disconnected (3) and the Safety-Muiltifly® Needle / Multifly® Needle is then withdrawn from the
vein by following step A or step B for the Safety-Multifly® Needle and step C for the Multifly® Needle.

® ®

Prefill the infusion system according to the guidelines of
the institution.

5. Dispose of the Multifly® Needle(5, pictogram of Multifly® Needle) and the safely locked Safety-Multifly® Needle (6, pictogram of Safety-Multifly® Needle) immediately in a container for sharp objects.
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Storage

Store the Safety-Multifly® Needle / Multifly® Needle at room temperature.
NOTE: Do not expose to direct sunlight. Exceeding the maximum recommended storage temperature may affect the quality of the Safety-Multifly® Needle / Multifly® Needle.

International / ISO standards

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Standards for needles:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Standards for labels:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Standards for sterilisation:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Standards for packaging:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

System-related standards:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Medical Device Single Audit Program in accordance with ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: EU Medical Device Directive

Key for icons and labels:

Article number
Batch number

c E CE marking
0124
M Manufacturer

Store at room temperature

Use before

[:E.] Follow the instructions for use

e
’TY Store away from sunlight
-
Store in a dry place

Do not use if package is damaged

STERILE E Sterilisation with ethylene oxide gas @
M Pyrogen free

Risk of contamination if reused

Do not resterilise DEHP free | DEHP free

Technical modifications reserved

All serious incidents relating to the product shall be notified to the manufacturer and the competent national authority.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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MHcTpykumm 3a ynotpeba — SARSTEDT Safety-Multifly® Kanionun/Multifly® Kantonn BG

MpunoxeHne

Safety-Multifly® kaHionaTa / Multifly® kaHtonaTa e cTepunHa KaHiona ¢ kpunua 3a efHokparHa ynortpeba. Safety-Multifly® kaHtonara / Multifly® kartonarta B komnnekT ¢ SARSTEDT S-Monovette® npeactasnsisa crvictema
3a B3VMaHe Ha BeHo3Ha KpbB. B fombnHeHne Safety-Multifly® kanionute / Multifly® kaHtonmte morat fa ce 13nonssar 3a kpaTkoTpaiHi BvBKW. [NpeanasutensT Ha nrnata Ha Safety-Multifly® kaHtonata cnyxw 3a
MOKpYIBaHe Ha 13ron3sBaHaTa Urna HermocpeaCcTBEHO Crefl B3EMaHe Ha KpbB ¢ nocnefHarta S-Monovette® / cnep KpaTkoTpaiiHa BivBKa U CbOTBETHO HaManisiBa eBEHTYalHV HapaHsBaHUs ¢ urmarta. [poaykTvTe Tpsisa
Jla ce nonsear camo OT 06y4eHn CreLmanncTu.

OnvcaHrie Ha NpoayKTa

Safety-Multifly® kaHtonaTa / Multifly® kaHtonaTa e cTepuieH NPOayKT 3a eAHOKPATHa ynoTpeda, KOMTO He ChibpXKa NMPOreHN 1 € onakoBaH B efuHu4eH 6nnctep. Safety-Multifly® kantonnTe / Multifly® kaHionvte ce
CBCTOSAT OT TPUKPATHO haceTHO NonmpaHa mrna oT MeauLMHCKa CToMaHa 3a eiHoKpaTHa yrnoTtpeba ¢ AbmkuHa % Lona (19 Mm), reekas Mapky (80 MM 1 200 MM) ¥ MHTErpypaH Abpyxad Ha KaHionaTa (Taka HapeyeH
MynTu-agantep). EAuH ot BapraHTuTe Ha Safety-Multifly® kartonuTe / Multifly® kaHtonnTe ce npepnara 6e3 MHTerpypaH gbpkad Ha kaHtonata (MynTvi-afantep) ¢ AbkuHa Ha Mapkyda 240 MM. MpoaykTuTe ce npea-
narar ¢ aMameTbp Ha mapkyda 20, 21, 23 1 25 rabapur (). MNpeanasutenst Ha urnata Ha Safety-Multifly® kaHtonmTe cnyxxim 3a nokpreaHe Ha urnata cnef ynorpeba. [pofayKTuTe ca CbCTaBeH! CaMO OT KOMIMOHEHTH,
KOUTO He cbabpar DEHP 1 natekc.

YkagaHusi 3a 6e30nacHoCT
He nsnonasaiite MpPOAyKTa, ako onakoBKaTa Ha 6ﬂVICpra € noBpefeHa Nnn KaHonata € orbHata 1 cHyneHa.

1. CnepgaviTe ykasaHusTa 3a ynotpeba.

2. HoceTe pbkaBuLM 1 OBLLM NVHHM NMPEANAa3HN CPEACTBa, 3a Aa Ce NPEeAnasnTe OT KPbB W eBEHTYaIHO U3naraHe Ha naToreHyl, MpeHacsiHN C KpbBTa.

3. He gbpnaiiTe CbC cuna kaHionara ¢ Kpunua 1 He akTuBMpaniTe NpexaeBpeMeHHo MexaHramMa 3a 6e3onacHocT Ha Safety-Multifly® kaHionaTta (Mpegnasuten Ha urnara), 3aLoTo ToBa MOXE [a HapyLUn

hyHKUMOHanHocTTa Ha Safety-Multifly® kaHtonara.

Mpenu ynotpe6a npoBepeTe Aanv eQyHNHHATa ONakoBKa € MOBPeAeHa U ako e Taka, He V3MonasanTe NpoaykTa.

HezabaBHO 13xBbpISiTE yNoTpedaBaHy, KoHTamnHpaHn Safety-Multifly® kanony / Multifly® kaHonm, kakTo 1 apyrv akcecoapn 3a B3emaHe Ha KpbB (Hanp. NaHueTu, agantepy), B onpeaeneHy 3a Tasv Len

KOHTEHepW.

Crep KaTo BeOHbXX aKTVBrpaTe MexaHnaMa 3a 6esonacHocT Ha Safety-Multifly® kaHionarta, Toi Beye He Moxe fa Gbie OTBOPEH. 136sarsaiiTe HacUNCTBEHa MaHUNynaums.

Mo Bpeme Ha yrnoTpeba 1 Npu USXBBPISHE BYHAr APBXTE PbLETE CU 33/ KaHIonaTa.

V3bsarearite orbeaHe Ha vmara.

[a He ce 13non3sa 3a MHXXEKLUN 1 CYBKYTaHHO MPUIIOXEHME.

0. Bewdky 61onorv4Hn npobum 1 OCTPY akcecoapu 3a B3eMaHe Ha KpbB (kaHionm) Tpsbea fa 6baaTt TPeTVpaHn CbfacHo HapeaduTe 1 NpoLiedypuTe Ha CbOTBETHOTO nevebHo 3asefdeHue. B cnyyan e 6baete
VIBNOXKEHN Ha BUONOrMHHN MPOBW MM Ce HapaHUTE C Urna, NOTbPCETE NeKapcKa NOMOLL, 3aLLOTO e Bb3MOXXHO 3apasssaqe ¢ HBVY, HCV, HIV unu gpyru nHekumosHn 3abonssaHus. [on3sante kaHionv ¢ BrpafeH
npeanasuTen Ha vrnata. BuHaru cnaseaiite HapeaouTe 1 npoLeayprTe 3a 6e30MacHOCT Ha CbOTBETHOTO JIeHe6HO 3aBedeH/e.

11. MNosTOpHa ynotpe6a Ha NPoAyKTa MOXe fia A0BEeAE A0 UHDEKLIMM, HapaHSBaHIS 1 AOPW CMBPT.

12. MNpw OTCTpaHsiBaHe 1 M3XBBLPISHE BHYIMABAITe 3a EBEHTYaNIHO MPOKanBaHe Ha KPbB 1K NiekapcTaa. 10 Tadn npuymrHa e npenopbUvTenHo aa naxebpnste Safety-Multifly® kantonute / Multifly® kaHionnTe gbpkeiki

vrnata ¢ OCTPOTO Harope Mpu akTuBMpaH npegnasuten (Safety-Multifly® kaHionu).

13. He nokpwugaiite npeanasHus mexaHn3bM Ha Safety-Multifly® kaHionmTe ¢ neBkonnact.

14. MNpean ynotpeba 3a kpaTKoTpavHa BA1BKa NPOBEPETE NpeasapuTeNHO 3a MbIHO 06e3Bb3AyLLaBaHe.

S

202N

BsemaHe Ha npobu n ynotpeba
MPOYETETE TO3 OOKYMEHT U3LUANO NPEAN OA 3AMOYHETE C BEHO3HATA NMYyHKLMA.
Heob6xoammn paboTHY MaTepuanu 3a B3eMaHe Ha KpbB, KOUTO He ca BKJIIOYeHN B JocTaBKaTa:

1. Vanonssante pbkasuLm, oumna 1 Apyri NOAXOAALLM NpeanasdHn Matepurani, 3a aa ce npeanasute OT NaToreHu, NPEHOCUMI C KPBBTA, AN APYTK MOTEHLIMANTHO MHMEKLIMO3HN MaTepriau.

2. W3nonasaiite AeavHgeKTaHT, 3a Aa NoYncTuTe MSICTOTO Ha B3eMaHe Ha KpbB. CneaganTe HapeaowTe 3a 6e30MacHOCT Ha CbOTBETHOTO NlEHEBHO 3aBEAeHVE NPU B3EMAHE Ha CTEPWUHM NMPOGK 1 MPW NMOArOTOBKA
Ha MSICTOTO Ha B3emaHe Ha npoba, KakTo 1 MHCTPYKLMUTE 3a ynoTpeta Ha S-Monovette®. He ynoTpebssaiite noumMcTBalLy MaTeprani Ha ankoxoHa OCHOBA, ako NMpobuTe ca HEOBGXOAMMM 3a YCTaHOBSIBaHe Ha
aIKOX0N B KpbBTa.

3. Cyxul, YICTV TamrnoHn 3a egHoKpaTHa yrnoTpeda, OTroBapsiLL Ha U3NCKBaHUSTa Ha CbOTBETHOTO Nle4eGHO 3aBefeHMe.

4. TYpHUKET.

5. KoHTelHep 3a 13XBbPASHE Ha KaHIoM 1 OCTPU OTNagbLN.

[NoproToBka 3a B3eMaHe Ha KpbB

YBeperte ce, Ye pasnosarare CbC CleaHNTe MaTepyani npeau B3EMaHETO Ha KPbB:

1. Bwx no-rope: Heobxogymm paboTHM MaTeprianv 3a B3eMaHe Ha KPbB, KOUTO He ca BKIKOYEHM B JoCTaBKaTa:
2. Bcuykn Heobxoammm S-Monovetten.
3. EmukeTtn 3a ngeHtudukaums Ha nateHTa.

BeHosHa nyHkuust cbe Safety-Multifly® kantona / Multifly® kantona:

1. TocTagete TypHyiKeTa. [MouMCTETE MSACTOTO Ha NYHKUMS C MOAXOAALL, AE3UHEKTaHT. He JoKoCcBaliTe MSICTOTO Ha NYHKUMS Cef, fesvHdekumst. MonoxXeTe nauyvieHTa Taka, Ye Aa OCUrypuTe NeceH JoCTbi A0
BeHara.

2. OtBopeTe onakoekara Ha Safety-Multifly® kaHionata / Multifly® kaHionaTa acenTuyHoO ¢ nanew, 1 nokasanew Kato NpUIoxK1Te Metoaa Ha otnensiHe (peel off). MpospayHoTo donvo Tpsiea aa e otrope. Cnep Kato
M3CbXHe [e3nH(eKTaHTa, OTCTpaHeTe NPeAnasHoTO (oMo Ha KaHoNaTa; yBepeTe ce, HYe nonvpaHara ctpaHa Ha Safety-Multifly® kaHtonara / Multifly® kaHtonarta e otrope. CboepeTe LUBETHWTE KpuiLa, XBaHeTe
Vi 1 M3BBbPLLIETE BEHO3HATA NyHKUM (1), cnep ToBa Bkapaiite S-Monovette® B mynTu-agantepa Ha Safety-Multifly® kartonaTa / Multifly® kaHtionata v ro doukcurparite ¢ % 060poT Mo Nocoka Ha YacoBHUKOBaTa
cTpenka (cebp3BaHe) (2). BaemeTe KpbB C nomolLTa Ha S-Monovette® nagbpneariki BHMaTeNHo 6yTanoto Ha S-Monovette® no kpai (3). OcBoGogeTe TypHUKETa No Bpeme Ha B3EMaHETO Ha KPbB C MbpsaTta
S-Monovette®.

3. Crieq KaTo NpuKIoHMTe C B3EMAHETO Ha KPbB, NPbBO 3aBbpTeTe S-Monovette® % 060poT o6paTHO Ha YaCOBHUKOBATa CTpesiKa (4) v s n3sagete ot Safety-Multifly® kaHionara / Multifly® kaxtonara
(ocBo6oxpaaBaHe). [1o Bpeme Ha B3eMaHeTO Ha KPbB 1 Mpu cMsiHaTa Ha TpbOuYKaTa 3a B3emaHe Ha kpbB Safety-Multifly® kaHtonara / Multifly® kaHtonaTa octasa BbB BeHaTa. [Npy MHOXXECTBEHO B3eMaHe Ha
KPBB - KaKTo € OnmncaHo No-rope - CBbpxeTe criegHaTa S-Monovetten cbe Safety-Multifly® kaHionata / Multifly® kartonaTa 1 B3emeTe AOMBAHUTENHM NPO6K. KoraTo MPpUKIoHMTE C B3EMaHETO Ha KPbB, 0CBOGOAETE
nocneaHata S-Monovette® ot Safety-Multifly® kantonata / Multifly® kaHionata n cneggaiite ctonkin A n b 3a Safety-Multifly® kaHtonata n cTbrnka B 3a Multifly® kaHtonara.

Safety-Multifly® kaHtona Multifly® kaHtona
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Mpu Safety-Multifly® kaHtonu:
A.  Safety-Multifly® kaHtonata ce usterns ot BeHata (5) v Npean3anTensaT 3a urnara ce akTUBKpa 13BbH BeHata (6), KaTo NpeanasuTensT ce n3byTea BbpXy kaHionata ¢ nanela 1 nokasaneua,
J0KaTO OCTaHanMTe NPBCTH MKCHpaT Mapkyya. KaHtonata Tpsibea ocesaemo fja ce hukeunpa B NpeansnTens ¢ SCHO A0NoBUMO "LipaksaHe" (6).
B. TpennasvutensT Ha urnata ce akTvBrpa B MOMEHTa Ha 13TernsaHe Ha Safety-Multifly® kaHionata ot BeHata (5). KaHionara Tpsi6ea ocesaemo [ia ce hukcvpa B NpeansnTens ¢ ScHO A0N0BMMO "LpakeaHe" (6).

AKTVIBaLWISlTa Ha npegnasHua mexaHu3bM € npeasuaeHa 3a paGOTa C efiHa pbKa.

AKTUBauus Ha npeanasutens Ha urnata — KaHonaTa e BbB BeHaTa: AKTVBMpaliTe NpeanasuTens Ha urnata B MOMeHTa Ha uaternsHe Ha Safety-Multifly®kaHionarta ot BeHata.

Mpwu Multifly® kantonu:
B. Multifly® kaHionaTa ce naterns ot BeHarta (5).

4. HesabasHo naxsbprete Multifly® kaHionarta (6, nuktorpama Multifly® kaHtona) n/vnm drkcrpararta Safety-Multifly®kaHiona B KoHTeHep 3a ocTpy oTnagbum (7, nrktorpama Safety-Multifly®kaxtona.

MpunoxeHvie Npy B3emaHe Ha KPbB: BYDK BUAEOTO 3a NpunoxeHue Ha Safety-Multifly® kaHionn: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

KpatkoTtpaiiHa Bnmeka cbe Safety-Multifly® kantona / Multifly® kantona

1. ToumncTeTe MACTOTO Ha MyHKLWS C NMOAXOAALL, Ie3NH(EKTaHT. He [JOKOCBalTe MACTOTO Ha MyHKLWS Cref Ae3vHdeKkLys. MonoxeTe naumeHTa Taka, Ye fia OCUrypuTe fieceH AOoCTb A0 BeHaTta.

2. OtBopeTe onakoskara Ha Safety-Multifly® kaHionaTa / Multifly® kaHionaTa acenTuyHO ¢ nanew, 1 nokasanew, Kato NPUNoXNTe MeTofa Ha otnensHe (peel off). MpospaqHoTo honvo Tpsieea aa e oTrope.
M3BapeTe MynTv-aiantepa Ha kpasi Ha Mapkyda ¢ BbpTenvBo AsipkeHre. Crnep KaTto N3cbxHe Ae3nHMeKTaHTLT, oTcTpaHeTe Jlyep 3anyluankarta Ha MH(Y31oHHAaTa CUCTEMa U CBBKETE dKeHeKaTa YacT Ha Jlyep
Bpb3KaTa Ha Kpasi Ha Mapky4a Ha Safety-Multifly®kaHionata / Multifly® kaHionaTa ¢ Mbxkata 4acT Ha Jlyep Bpb3kaTa Ha UHY3voHHaTa cucTema.

O6e3Bb3ayLleTe NHMY3NOHHATa CrCTEMA CbITIaCHO HapeabuTe Ha CbOTBETHOTO NlevebHo 3aseaeHve (1,2).

MakcumaneH o6em Ha o6e3Bb3aywwaBaHe Ha Safety-Multifly® kaHionuTe / Multifly® kaHtonute ¢ avametsp 20G, 21G, 23G, 25G:

MapKy4 C ObmkuHa 240 Mm: 0,450 mn
MapKy4 ¢ gbmkuHa 200 Mm: 0,300 mn
MapKy4 C AbmkuHa 80 MM: 0,120 mn

3. OTcTpaHeTe npeanasHoTo (oNvo Ha KaHonaTa; yeepeTe ce, Ye nonvpaxara ctpaHa Ha Safety-Multifly® kanionata / Multifly® kaHionata e otrope. CbbepeTe LIBeTHUTE KpUNUa, XBaHeTe M1 1 13BbpLLETe BEHO3HaTa
nyHKUs. B nocneacTteve Moxe fa 6bae NpoBefeHa KpaTkoTpaiHa BavBKa (MakcumanHo 24 yaca).

4. 3a [a NpyKioYmUTe KpaTKoTpaHaTa Bi1BKa, 0cBo6oaeTe MHAyaroHHaTa cuctema ot Safety-Multifly® kaHtonata / Multifly® kaHtonara (3) u cnen Tosa nsternete Safety-Multifly® kantonata / Multifly® kaHionata
OT BeHaTta cnedgaiikv cTbnkun A v b 3a Safety-Multifly® kantonaTa u ctbrka B 3a Multifly® kaHtonata.

® ®

HarbnHeTe NpeasapuTenHo nHdyavoHHaTa cuctema
CbITIACHO BLTPELLHWTE Hapeaou.

5. HeszabasHo nsxsbpnete Multifly® kaHtonata (5, nukTorpama Multifly® kaHtona) n/vnn cdmkcrpaHata Safety-Multifly® kaHtona (6, nukTorpama Safety-Multifly® kaHiona) B KOHTEHep 3a ocTpun
oTnagbLUy.
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CbxpaHeHne

CobxpaHsiBaniTte Safety-Multifly® kaHtonute / Multifly® kaHtonvTe npw cTanHa Temnepartypa.

BABEJIEXKKA: He nanaraiiTe a AMpeKTHa cribyeBa CBETIMHA. HecrnasBaHeTo Ha npernopbyaHaTa MakcuMarHa TemnepaTypa 3a CbXpaHeHe MoXe Aa HapyLuv kaqecTBoTo Ha Safety-Multifly® kaHtonuTe / Multifly®

KaHtonmTe.

MexpyHapogHu / ISO ctaHpapTu

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

CTaHgapTy 3a Urmnn / KaHonu:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

CTaH,D,apTI/I 3a eTUKEeTU:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

CTangapTu 3a CTepunn3anms:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

CTaHgapTy 3a ONakoBKU:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

CncteMHn CTaHOapTu:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program cbrnacHo I1SO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: PernameHT Ha EC 3a MeayUMHCKV n3genvist

Kog Ha crmBonmn n ngeHtTndnkauum:
Homep Ha apTukyn

loneH oo
MapTtvaa

[:E.] CnasBaliTe pbKOBOACTBOTO 3a yrnotpeba

c E o124 CE mapkupoBka

M MpowvasopuTen

CbXxpaHsiBaliTe Npu cTariHa Temneparypa

e

ZI  Maserte or cibH4esa ceeTMHA
-

T CbxpaHsBaliTe Ha Cyxo

@ He nanonssaiite, ako e HapyLleHa LelocTTa Ha onakoBKaTa

E CTepunmanpanTe ¢ TUNEHOB OKcup, (ras)

He cbabpyxa nuporeqn
Mpw noBTOpHa ynoTpeba: ONacHOCT OT 3aMbpcsBaHe

@ He cTepunnanparite nOBTOPHO DEHP free | He chepxa DEHP

3anassa ce npaBoTO 3a 13BbPLLUBAHE Ha TEXHNYECKN MPOMEHU
Bewykum CEepnO3HU NHUMAOEHTU, CBbP3aHM C NpoayKTa, ce C'bOGLLlaBaT Ha npoussBoanTens 1 Ha KOMMNEeTeHTHWA HaluoHalleH opraH.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Navod k obsluze - SARSTEDT Jehel Safety-Multifly®/Jehel Multifly® CS

Ugel pouziti

Jehla Safety-Multifly®/jehla Multifly® je sterilni jehla s kridélky vyvinuté pro jednorézové pouziti. Jehla Safety-Multifly®/jehla Multifly® tvoii se SARSTEDT S-Monovette® systém k odbéru krve ze Zily. Navic Ize jehlu
Safety-Multifly®/jehlu Multifly® pouzit pro kratkodobou infuzi. Ochrana jehly Safety-Multifly® slouzi bezprostredné po odbéru krve posledni S-Monovette®/po kratkodobé infuzi k zakryti pouzité jehly a nasledné ke snizeni
rizika neimysiného poranéni pichnutim jehlou. Produkty musi pouzivat vyskoleni kvalifikovani pracovnici.

Popis produktu

Jehla Safety-Multifly®/jehla Multifly® je sterilnf jednorazovy produkt bez pyrogenti zabaleny jednotlivé v blistru. Jehly Safety-Multifly®/jehly Multifly® se skiadaji z Iékafské jednorazove nerezové jehly o délce % palce
(19 mm) s trojnédsobnym fazetovym vybrusem, flexibilni hadi¢ky (80 mm nebo 200 mm) a integrovaného drzéku jehly (také pod nézvem univerzaini adaptér). Jedna varianta jehel Safety-Multifly®/jehel Multifly® je bez
integrovaného drzéku jehly (univerzalni adaptér) s délkou hadi¢ky 240 mm. Produkty se dodavaiji s priméry jehel 20, 21, 23 a 25 gauge (G). Ochrana jehly Safety-Multifly® slouzi k zakryti jehly po pouZiti. Produkty
obsahuji pouze soucasti, které jsou bez DEHP a bez latexu.

Bezpecnostni a vystrazné pokyny

Nepouzivejte produkt, pokud je blistrovy obal poSkozeny, jehla je ohnuta nebo zlomena.

Dodrzujte navod k pouziti.

Noste rukavice a obecné osobni ochranné prostiedky na ochranu pred krvi a moznou expozici pivodctim chorob prenagenych krvi.

Musite zabranit nasilnému vytahovani za jehlu s kfidélky nebo predasnému stisknuti bezpecnostnino mechanismu jehly Safety-Multifly® (ochrana jehly), protoze to mize ovlivnit funkénost jehly Safety-Multifly®.

Pred pouzitim zkontrolujte kazdy obal na poskozeni a v pfipadé, Ze je poskozen, nesmi se vyrobek pouzit.

Pouzité kontaminované jehly Safety-Multifly®/jehly Multifly® ihnned vhodte do kontejnerti na ostry odpad a zlikvidujte pislusenstvi pro odbér krve (napf. lancety, adaptéry) rovnéz v téchto kontejnerech.

Po aktivaci bezpec¢nostniho mechanismu jehly Safety-Multifly® jej jiz nesmite otevirat. Musite zabranit nésilné manipulaci.

P¥i pouziti a likvidaci drzte ruce vzdy za kfidélky.

Musite zabranit ohnuti jehly.

Injekce a podkozni aplikace nejsou povoleny.

0. Zachézejte se vdemi biologickymi vzorky a ostrymi/Spicatymi prostiedky pro odbér krve (jehly) podle smérnic a postupli svého zafizeni. V piipadé expozice biologickym vzorkiim nebo po poranéni vpichem jehly
vyhledejte Iékare, protoze miize dojit k prenosu HBV, HCV, HIV nebo jinych infekénich nemoci. Pouzivejte jehly s instalovanou ochranou jehly. Musite vzdy dodrZovat bezpecnostni smérnice a postupy svého zarizeni.

11. Opakované pouziti produktu mdze zplsobit infekce, poranéni nebo smrt.

12. P¥i odstranovani nebo likvidaci musite davat pozor na mozné odkapavani krve nebo Iékd. Proto doporucujeme likvidovat jehly Safety-Multifly®/jehly Multifly® $pickou jehly nahoru s aktivovanou ochranou jehly (jehla

Safety-Multifly®).
13. Bezpecnostni mechanismus jehly Safety-Multifly® nezakryvejte lepici paskou.
14. Pred pouzitim ke kratkodobé infuzi musite davat pozor na to, aby doslo k Uplinému odvzdusnéni (odstfikem).

20PN~ WD

Odbér vzorku a zachazeni
PRECTETE Sl cely tento navod, ne? zaénete s punkaci Zily.
Potfebny pracovni material pro odbér krve:

1. Pouzivejte rukavice, pracovni plast, ochranu o¢i nebo jiny vhodny ochranny odév na ochranu pred patogeny prenasenymi krvi nebo potencialné infekénimi materialy.

2. Pouzivejte dezinfekéni prostiedky v misté odbéru (punkce). DodrZujte smérnice svého zafizeni pro sterilni odbér vzork( k pfipravé mista punkce a navody k pouZiti s S-Monovette®. NepouZivejte zadné dezinfekeni
prostfedky na bézi alkoholu, pokud se vzorky maji pouzit pro test na alkohol v krvi.

Suché ¢isté jednorazové tampony podle predpisti svého zarizent.

Skrtidlo na Zly.

Odpadova nadoba na jehly pro ostré/Spicaté predméty.

S

Priprava k odbéru krve
Ujistéte se pred odbérem krve, Ze jsou k dispozici tyto materidly:

1. Viz nahote: Potfebny nedodavany pracovni materidl pro odbér krve.
2. V8echny nutné S-Monovette.
3. Etikety k identifikaci vzorkd pacientd.

Punkce Zily pomoci jehly Safety-Multifly®/jehly Multifly®:

1. Piilozte Skrtidlo. Pripravte misto punkce pomoci vhodného dezinfekéniho prostfedku. Nedotykejte se po dezinfekci mista punkce Zily. Zvolte polohu pacienta tak, abyste méli k Zile snadny piistup.

2. Blistrovy obal jehly Safety-Multifly®/jehly Multifly® oteviete asepticky stazenim (zpUsob peel off) pomoci palce a ukazovacku. Prihledna folie musi byt obracena smérem nahoru. Po zaschnuti dezinfekéniho prostredku
odstrante ochranny obal jehly, ujistéte se, Ze zabrousena strana jehly Safety-Multifly®/jehly Multifly® je obracena smérem nahoru. Provedte punkci Zily spojenim barevnych kiidélek nahoru (1), potom zasurite
S-Monovette® do univerzalnino adaptéru jehly Safety-Multifly®/jehly Multifly® a oto€enim o % otacky ve sméru ruéiéek zajistéte (spojte) (2). Pomoci S-Monovette® odeberte krev tak, Ze pist opatrné zatahnete az
na dno S-Monovette® (3). V pribéhu odbéru krve uvolnéte skrtidlo prvni S-Monovette®.

3. Po skonceni odbéru krve S-Monovette® teprve otoéte o % otacky proti sméru ruéiéek (4) a potom ji z jehly Safety-Multifly®/jehly Multifly® vytahnéte (odpojte). Jehla Safety-Multifly®/jehla Multifly® zéstane v Zile v
pribéhu odbéru krve a vymény zkumavky S-Monovette. Pi vicenasobnych odbérech jsou - jak je popsano vyse - dalsi S-Monovette spojovany s jehlou Safety-Multifly®/jehlou Multifly® a odebirany dalsi vzorky. Pro
ukonceni odbéru krve odpojte posledni S-Monovette® od jehly Safety-Multifly®/jehly Multifly® a provedte krok A nebo krok B pro jehlu Safety-Multifly® a krok C pro jehlu Multifly®.

Jehla Safety-Multifly® Jehla Multifly®

#| SARSTEDT
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Pro jehlu Safety-Multifly®:
A.  Jehlu Safety-Multifly® vytahnete z Zily (5) a ochranu jehly aktivujete vné Zily (6) tak, Ze ochranu jehly palcem a ukazovackem presunete pres jehlu,
zatimco ostatnimi prsty drzite hadicku. Jehla musi znatelné a se slysitelnym , kliknutim“ zapadnout do ochrany jehly (6).
B. Ochrana jehly se aktivuje soucasné s vytazenim jehly Safety-Multifly® z Zily (5). Jehla musi znatelné a se slysitelnym ,kliknutim* zapadnout do ochrany jehly (6).

Aktivace bezpecnostniho mechanismu je vytvorena pro ovladani jednou rukou.

Aktivace ochrany jehly — jehla vné zily: Aktivujte ochranu jehly sou¢asné s vytazenim jehly Safety-Multifly® z Zily.

Pro jehlu Multifly®:
C.  Jehlu Multifly® vytahnéte z Zily (5).

4. Zlikvidujte jehlu Multifly® (6, piktogram jehla Multifly®), popfipadé bezpecné zajisténou jehlu Safety-Muiltifly® ihned do kontejneru pro ostré/Spicaté predméty (7, piktogram jehla Safety-Multifly®.

Instrukce pro odbér krve: viz také video o zachézeni s jehlou Safety-Multifly®: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Kratkodobad infuze pomoci jehly Safety-Multifly®/jehly Multifly®:

1. Dezinfikujte misto punkce pomoci vhodného dezinfekéniho prostredku. Nedotykejte se po dezinfekci mista punkce Zily. Zvolte polohu pacienta tak, abyste méli k Zile snadny pfistup.

2. Blistrovy obal jehly Safety-Multifly®/jehly Multifly® oteviete asepticky stazenim (zplisob peel off) pomoci palce a ukazovacku. Priihledna folie musi byt obracend smérem nahoru. Odstrarite univerzaini adaptér na konci
hadicky tazenim a otacivym pohybem. Po zaschnuti dezinfekéniho prostfedku odstrarte zatku Luer infuzniho systému a spojku Luer na konci hadicky jehly
Safety-Multifly®/Multifly® spojte se spojkou Luer infuzniho systému.

Odvzdusnéte infuzni systém podle smérnice zafizenf (odstfikem) (1,2).

Maximalni objem odvzdusnéni jehel Safety-Multifly®/jehel Multifly® o primérech jehel 20G, 21G, 23G, 25G:
Hadicka o délce 240 mm: 0,450 ml
Hadicka o délce 200 mm: 0,300 ml
Hadicka o délce 80 mm: 0,120 ml

3. Odstrante ochranny obal jehly, ujistéte se, Ze zabrousena strana jehly Safety-Multifly®/jehly Multifly® je obracend smérem nahoru. Provedte punkei Zily spojenim barevnych kiidel smérem nahoru.
Potom Ize provést kratkodobou infuzi (max. 24 hodin).

4. Pro ukongenf kratkodobé infuze odpoijte infuzni systém od jehly Safety-Multifly®/jehly Multifly® (3) a jehlu Safety-Multifly®/jehlu Multifly® potom vytahnéte z Zily tak, Zze provedete krok A nebo krok B pro
jehlu Safety-Multifly® a krok C pro jehlu Multifly®.

® ®

Infuzni systém naplrite predem podle internich smémic zafizeni.

5. Vhodte jehlu Multifly® (5, piktogram jehla Multifly®), popfipadé bezpecné zajisténou jehlu Safety-Multifly® (6, piktogram jehla Safety-Multifly®) ihned do kontejneru pro ostré/Spicaté predmeéty.

#| SARSTEDT
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Skladovani

Jehlu Safety-Multifly®/jehlu Multifly® skladuite pfi pokojové teploté.
UPOZORNENI: Nevystavuijte primému slunecnimu svétlu. Pfekroceni maximalni doporucené teploty skladovani mdze ovlivnit kvalitu jehly Safety-Multifly®/jehly Multifly®.

Mezinarodni/ISO normy

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Normy pro jehly/kanyly:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Normy pro etikety:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Normy pro sterilizaci:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Normy pro obal:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Normy vztahujici se k systému:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program podle ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Smérnice EU o zdravotnickych prostfedcich

Kli¢ pro symboly a oznaceni:

Cislo polozky
Oznaceni Sarze

c E Oznaceni CE
0124
M Vyrobce

Skladovat pfi pokojové teploté

g Pouzitelné do
[:E.] Dodrzujte navod k pouzitf
4
ZI  Uschovejte chranéné pred slunecnim svétlem
-
Skladovat v suchu

Nepouzivejte, pokud je obal poskozen.

STERILE E Sterilizace plynem etylenoxid @
M Bez pyrogent

Pri opakovaném pouziti: nebezpedi kontaminace

Nesterilizovat opakovang DEHP free | Bez DEHP

Technické zmény vyhrazeny

V8echny zévazné incidenty tykajici se produktu musi byt ozndmeny vyrobci a pfislusné statni autorite.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com

#| SARSTEDT
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Brugsanvisning - SARSTEDT Safety-Multifly® Kanyler/Multifly® Kanyler

DA

Anvendelse

Safety-Multifly® kanylen / Multifly® kanylen er en steril vingekanyle beregnet til engangsbrug. Safety-Multifly® kanylen / Multifly® kanylen danner med en SARSTEDT S-Monovette® et system til vene blodpreve. Derudover
kan Safety-Multifly® kanylen / Multifly® kanylen bruges til kortvarig infusion. Nalebeskyttelsen til Safety-Muiltifly® kanylen tjener til at deekke den brugte nél umiddelbart efter den sidste S-Monovette® / er taget af en kortva-
rig infusion og for at reducere mulig utilsigtet nélestikskader. Produkterne skal bruges af uddannede specialister.

Produkt beskrivelse

Safety-Multifly® Kanylen / Multifly® Kanylen er et sterilt, pyrogenfrit engangsprodukt, der er pakket individuelt i en blisterpakning. Safety-Multifly® Kanylen / Multifly® Kanylen bestar af en medicinsk 3% tomme (19 mm) lang
engangsnél lavet af rustfrit stal med et 3 dobbelt facetsnit, et fleksibelt rer (80 mm eller 200 mm) og en integreret kanyleholder (ogsé kaldet multi-adapter). En variant af Safety-Multifly® Kanyler / Multifly® kanyler fas uden
en integreret kanyleholder (multi-adapter) med en rerleengde pa 240 mm. Produkterne fas i kanylediametre pé 20, 21, 23 og 25 gauge (G). Nalebeskyttelsen til Safety-Multifly®kanylerne bruges til at deekke kanylen efter
brug. Produkterne indeholder kun komponenter, der er DEHP-fri og latex-fri.

Sikkerheds- og advarselsmeddelelser

Brug ikke produktet, hvis blisteremballagen er beskadiget eller hvis kanylen er bojet eller knaekket.

SR

20N

18.
14.

Folg beskrivelsen for handtering.

Brug handsker og almindeligt personligt beskyttelsesudstyr for at beskytte dig mod blod og mulig eksponering for blodbarne patogener.

Voldsom treekning af den vingede kanyle eller for tidlig aktivering af sikkerhedsmekanismen i Safety-Mulitfly® kanylen (nélebeskyttelse) er ikke tilladt, da dette forringer funktionaliteten i Safety-Multifly® kanylen.
Kontroller inden brug, hver enkelt emballage for skader, og brug den ikke, hvis den er beskadiget.

Bortskaf straks brugte, kontaminerede Safety-Multifly® Kanyler / Multifly® kanyler i egnede beholdere til bortskaffelse af kanyler, og bortskaf ogsa tilbeher til blodopsamling (f.eks. Lancetter, adaptere) i beholdere til
bortskaffelse af kanyler.

Efter aktivereing af Safety-Multifly® kanylen kan kanylen ikke laengere dbnes. Voldsom manipulation er forbudt.

Hold altid heenderne bag kanylen under brug og bortskaffelse.

Boj ikke nalen.

Injektion og subkutan anvendelse er ikke tilladt.

. Handter alle biologiske praver og skarpe blodopsamlingsredskaber (kanyler) i henhold til dit anlaegs politikker og procedurer. | tilfeelde af eksponering for biologiske prover eller skade pa nalepinden skal du sege

leegehjeelp, da for eksempel HBV, HCV, HIV eller andre infektiose sygdomme kan overferes. Brug kanyler med indbygget nélebeskyttelse. Dit anleegs sikkerhedspolitikker og procedurer skal altid felges.

. Genbrug af produktet kan forarsage infektion, kveestelse eller ded.
12.

Nar du fierner eller bortskaffer enheden, skal du vasre opmeerksom p4, at der kan dryppe blod eller medicin ud. Det anbefales derfor at bortskaffe Safety-Multifly® kanylen / Multifly® kanylen med nélespidsen
pegende opad med ndlebeskyttelsen aktiveret (Safety-Multifly® kanylen).

Daek ikke sikkerhedsmekanismen til Safety-Multifly® kanylen til med klasbeband.

Inden kanylen bruges til kortvarig infusion, skal du sikre dig, at den pa forhand er helt udluftet (primet).

Prgveudtagning og handtering
LAS DETTE DOKUMENT FULDT UD, FOR DU BEGYNDER VENEPUNKTUR.
Pakreevet, ikke leveret arbejdsmateriale til blodopsamlingen:

Brug handsker, kitel, ejenbeskyttelse eller andet passende beskyttelsestej til at beskytte mod blodbarne patogener eller potentielt smitsomme materialer.

Brug desinfektionsmateriale til at rengere udsugningspunktet. Felg dit anleegs retningslinjer for indsamling af sterile prever som forberedelse af opsamlingsstedet og instruktioner til handtering af S-Monovette®. Brug
ikke alkoholbaserede rengeringsmidler, hvis prover skal bruges til test af blodalkohol.

Terre, rene, engangsservietter ifelge dit anleeg.

Et tourniquet

En beholder til bortskaffelse af kanyler til skarpe / spidse genstande.

Forberedelse til blodindtagelse
Serg for, at felgende materialer er tilgeengelige inden blodopsamling:

1.
2.
3.

Se ovenfor: Pakraevet, ikke leveret arbejdsmateriale til blodopsamlingen.
Alle S-monovetter krasves.
Patientidentifikationsetiketter.

Venepunktur med Safety-Multifly® kanyle / Multifly® kanyle:

1.
2.

Anvend tourniquet. Forbered punkteringsstedet med et passende desinfektionsmiddel. Rer ikke ved venepunkturstedet efter desinfektion. Placer patienten, sa der er let adgang til venen.

Blisteremballage af Safety-Multifly® kanylen / Multifly® kanylen abnes aseptisk ved hjeelp af aftreekningsteknikken med tommelfingeren og pegefingeren. Den gennemsigtige film skal vende opad. Nar
desinfektionsmidlet er terret, skal du fierne beskyttelsesdaekslet fra kanylen og sikre at den skra side af Safety-Multifly®kanylen / Muiltifly® kanylen vender opad. Udfer venepunktur ved at bringe de farvede vinger
opad (1), og indseet derefter S-Monovette® i multi-adpatereren til Safety-Multifly® kanylen/ Multifly® og skub kanylen ind, og ved en % drejning med uret fastger (tilslut) (2). Brug S-Monovette® til at traekke blod
ved forsigtigt at treskke stempelstangen ind i bunden af S-Monovetten® (3). Lasn tourniquet, mens du tager blodpreven fra den ferste S-Monovette®.

Nér blodindsamlingen er afsluttet, drej S-Monovette® forst en % drejning mod uret (4) og derefter tresk den ud af Safety-Multifly® kanylen / Multifly® kanylen (afbryd forbindelsen). Sikkerhedsmultifly® kanylen /
Multifly® kanylen forbliver i venen, mens blodet treekkes, og blodopsamlingsrerene eendres. | tilfeelde af flere tilbagetreskninger - som beskrevet ovenfor - er felgende S-monovetter forbundet med Safety-Multifly®
kanylen / Multifly® kanylen, og der udtages yderligere prover. For at afslutte blodopsamlingen frakobles den sidste S-Monovette® fra Safety-Multifly® kanylen / Multifly® kanylen og trin A eller trin B til Safety-Multifly®
kanylen felges som trin C til Multifly®-Kanylen.

Safety-Multifly® kanyle Multifly® kanyle

#| SARSTEDT
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For Safety-Multifly® kanylen:
A.  Safety-Multifly® Kanylen traskkes ud af venen (5) og nalebeskyttelsen aktiveres uden for venen (6), ved at skubbe nélebeskyttelsen over kanylen med tommelfingeren og pegefingeren,
mens de andre fingre bruges til at fastgere reret. Kanylen skal gé i indgreb i ndlebeskyttelsen med et meerkbart klik og et herbart "klik" (6).
B. Nalebeskyttelsen aktiveres parallelt med tilbagetreekningen af Safety-Multifly® kanylen fra venen (5). Kanylen skal ga i indgreb i nalebeskyttelsen med et masrkbart klik og et herbart "klik" (6).

Aktivering af sikkerhedsmekanismen er designet til enhands-teknik.

Aktivering af ndlebeskyttelses — kanylen i venen: Aktivér nalebeskyttelsen parallel ved at treekke Safety-Multifly®kanylen ud af venen.

Til Multifly® kanylen:
C.  Multifly® Kanylen traekkes ud af venen (5).

4. Bortskaf straks Multifly® Kanylen (6, Piktogram Muiltifly® kanyle) f.eks.den sikkert forseglede Safety-Multifly®-kanyle i en bortskaffelsesbeholder beregnet til skarpe og spidse genstande(7, Piktogram
Safety-Multifly®-kanylen.

Handtering til blodindtagelse, se ogsé handteringsvideoen til Safety-Multifly® kanylen: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Kortvarig infusion med Safety-Multifly® kanylen / Multifly® kanylen

1. Forbered punkteringsstedet med et passende desinfektionsmiddel. Rer ikke ved venepunkturstedet efter desinfektion. Placer patienten, s& der er let adgang til venen.

2. Abn blisterpakningen pé Safety-Multifly® kanylen / Multifly® kanylen aseptisk ved hjeelp af aftreekningsteknikken med tommelfingeren og pegefingeren. Den gennemsigtige film skal vende opad. Fiern multi-adapteren
i enden af slangen med en vridnings-traskbeveegelse. Nar desinfektionsmidlet er terret, skal du fierne luer-stikket fra infusionssystemet og slutte den kvindelige luer-forbindelse i enden af Safety-Multifly®/
Multifly® kanylerer til den mandlige luer-forbindelse pé infusionssystemet.

Prime (prime) infusionssystemet pr. Facilitetspolitik (1,2).

Maksimal udluftningsvolumen af Safety-Multifly® kanylerne / Multifly® kanylerne med kanyldiameter 20G, 21G, 23G, 25G:

240 mm langt rer: 0,450 ml
200 mm langt rer: 0,300 ml
80 mm langt ror: 0,120 ml

3. Fjern beskyttelsesdaekslet fra kanylen, og serg for, at den skré side af Safety-Multifly®-kanylen / Multifly® kanylen vender opad. Udfer venepunktur ved at bringe de farvede vinger opad.
En kortvarig infusion (maks. 24 timer) kan derefter udfores.

4. For at afslutte den kortvarige infusion frakobles infusionssystemet fra Safety-Multifly® kanylen / Multifly® kanylendiskonnektiert (3) og Safety-Multifly® Kanylr/ Multifly® Kanyle treekkes derefter tilbage fra
i venen, hvorefter trin A eller trin B for Safety-Multifly® Kanylen felges som trin C for Multifly®-kanyle.

® ®

Prim infusionssystemet i henhold til interne retningslinjer.

5. Bortskaf straks Multifly® kanylen (5, Piktogram Multifly® kanyle) f.eks. den sikkert forseglede Safety-Multifly®-kanyle (6, Piktogram Safety-Multifly® kanyle) i en bortskaffelsesbeholder beregnet til skarpe og spidse
genstande.

#| SARSTEDT
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Opbevaring

Opbevar Safety-Multifly® kanylen/ Multifly® kanylen ved stuetemperatur.
BEMARK: Ma ikke udseettes for direkte sollys. Overskridelse af den maksimale anbefalede opbevaringstemperatur kan forringe kvaliteten af Safety-Multifly® kanylen / Multifly® kanylen.

Internationale / ISO-standarder

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Standarder for ndle / kanyler:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Maerkningsstandarder:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Steriliseringsstandarder:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Emballagestandarder:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Systemrelaterede standarder:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program i henhold til ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: EU-regulering af medicinsk udstyr

Symbol og identifikationskode:

Varenummer
Batchnummer

c E CE-maerke
0124
M Producent

Opbevares ved stuetemperatur

Mindst holdbar til

[:E.] Folg brugermanualen

e
’TY Opbevares udenfor sollys
a

T Opbevares tort

@ Maé ikke anvendes, hvis emballagen er beskadiget

STERILE E Sterilisering med ethylenoxidgas

fri for pyrogen
® Ved genanvendelse: Fare for kontamination Hor pyrog

@ M4 ikke steriliseres igen DEHP free |  DEHP-fri

Der tages forbehold for tekniske eendringer
Alle alvorlige heendelser, der er opstaet i forbindelse med dette produkt, skal meddeles producenten og den ansvarlige nationale myndighed.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Odnyieg xprioewg — SARSTEDT Beloveg Safety-Multifly®/BeAdveg Multifly® EL

Mpoopigdpevn xprion

H BeAdva Safety-Multifly® / Berova Multifly® eival pia anootelpwpévn Behdva pe Ireplyla oTrpIENG Tou €xel avartuxBel yia pia xprion. H Behdva Safety-Multifly® / BeAdva Multifly®, oe cuvduaopd pe éva owinvapio
S-Monovette® Tng SARSTEDT, Aettoupyolv wg éva clotnua GAEPIKIG OUANOYNC aiuatoc. Erurmiéov, n BeAdva Safety-Multifly® / Berdva Multifly® propet va xpnooroinBel yia evoodAERIa €yxuon HIkprG Sldpkelac. To
TIPOOTATEVTIKO KAAUppA TNG BeAdvag Safety-Multifly® xpnotuevet yia Tnv kKGAupn TNg xpnotpoTtoinuévng BeAdvag aneuBeiag peTd T cUANOYH QiPATOG OTO TEAEUTAIO owANVAPIO S-Monovette® / peTa anod pia eveodAERIa
£yXUon HIKPNG SIAPKEIAG Kal, CLVETIWG, YIA TN Peiwon Tuxaiwv Tpavpatiopwy pe Beidva. Ta mpoidvTa Ba TPEMEL va XPNOIIOTIOIUVTAL Ao EKTTABEUHEVO TIPOOWTTIKO.

Meplypadn mpoidvtog

H Berdva Safety-Multifly® / BeAdva Multifly® eivat éva pn mupeToydvo, arnooTelpwHEVO TTPOIOV HIag XProng, o aTopikr cuokeuaoia. Ot BeAoveg Safety-Multifly® / BeAdveq Multifly® amoteroUvTal amod pia latpikr Berdva
piag xpriong prikoug 19 mm arnod avogeidwTto xAAuPa Pe TPITAY eMOTPWON, £vav EUKAUMTO owAnvioko (80 mm rj 200 mm) kal £vav EVOWHATWHEVO LMOSoXEA BEAGVAC (YWWOTO Kal WG MOALTIPOCapHoyEa). Mia mapal-
Aayr) Twv Berovv Safety-Multifly® / Beroviv Multifly® SiatiBetar xwpiq evowpatwpévo urodoxéa BeAdvVAC (MOAUTIPOCAPHOYEAS) HE EVKAUTTO CWANVIoKo prjkoug 240 mm. Ta mpoidvra SlatiBevtal pe BEAGVEC SlapETpou
Taxoug 20, 21, 23 kat 25 Gauge (G). To mpoaTaTeuTikd KaAuppa NG Behovag Safety-Multifly® xpnoievet yia Tnv kGAupn e BeAdvag PeTd Tn Xenon. Ta mpolovta mepAapBAvouy AroKAEIOTIKA CUOTATIKA OTOIXEIQ
Xwpic xnukr ovoia DEHP kat AATe€,.

Odnyieq aopaleiag Kat TPOEISOTIONTEIG

Mnv xpnOWHOTOIETE TO TIPOIOV, GV N cuoKeLaoia £xel UTTOOTE PBOPA 1} O BEAGVEG £XOUV AUYIOEL ) OTIACEL.

1. AKOMOUBE(TE TNV MEPIYPAPr) OXETIKA HE TN XPri0N TOL MPOIOVTOG.

2. ®opdte MAVTA yAVTIA KAl YEVIKO ATOPIKO TIPOOTATEUTIKO £EOMAIOHO, yia TNV TIPOCTACA 0ag arnd TO aipa Kat anod Tnv Tiavr| éKBeon oe aiAToyevwS HETASIBOUEVOUG TTABOYOVOUG HIKPOOPYAVIOHOUG.

3. Mnv Tpafdrte pe S0vapn To MTEPUYIO OTAPIENG I} EVEPYOTIOLEITE TIPOWPEA TOV pnxaviopd acdaheiag g BeAdvag Safety-Mulitfly® (mpooTtateuTikéd kAAuppa), KAaBWG PE TIG EVEPYEIEC AUTEG TEPIOPICETal N AetToupyia

NG Berdvag Safety-Mulitfly®.

EAEyxeTe TNV akepaldTNTa KABE ATOHIKNG OLOKELATIAG TPV Ao Tn xprjon. Edv pia cuokevacia €xet unooTel HBOPA, PNV XPNOIUOTIOIOETE TO TIPOIOV.

ATIOPPITTTETE TIQ XPNOIOTIOINKIEVES, HOAUCHEVEC BeAdveq Safety-Multifly® / BeAdveg Multifly®, kaBwg kat Ta eEapTripiaTa oUANOYAG AiHaTOG (TT.X. OKAPPIOTIPEG, TIPOCAPHOVEIC), areubeiag oe eyKekpIUEva Soxeia

anoppupng BeAovwv.

Mnv evepyoroleite €avd Tov pnxaviopd acdaleiag Tne Rerdvag Safety-Multifly® petd tnv evepyoroinar Tou. Mnv Tn xelpiCeote pe Biao Tporo.

Kpatdre mavra ta xepla oag miow anod Tn BeAdva katd Tn Xerjon Kat Tnv andppupr Tng.

Mnv AvyiCeTe T BeAdva.

Mnv xPNOIHOTOLETE YA UTTOSOPIA EYXUON ) EVEDT.

0. XelpiCeoTte OAa Ta PloAOyIKA SelypaTa Kat Ta AiXpNEa QVTIKEEVa OUAAOYNG aipaTog (BEAGVER) oUpBWVA P TIC 0dNYieg Kat TIG SIadIKaoieq Tou IGPUHATOC 0AG. 2TV MEPITTTWON kBeong oe BIOAOYIKA Selypata
ATLXNHATOG HECW BIATENONG AT AIKHNPO AVTIKEIUEVO ETIOKEDTEITE Evav YIATPO, KABWG UMOpPE], yia mapddelyua, va oag petadwoel nratitda B (HBV), nnatitida C (HCV), HIV (AIDS) 1} GAeG AOIpWSEIG VOOOUG.
Xpnotporoleite BEAOVEG HE EVOWHATWHEVO POOTATEVLTIKO KAAUPHA. Ol TIOATIKEG Kat ot Sladikaoieg aopaleiag Tou ISpLATOC 0aG TIPEMEL VA TNPEOLVTAL TTAVTA.

11. H enavaxpnoloroinon Tou TIPoIOVTOG UMOPET va TIPOKAAEDEL ETUKIVOLVEG HOAUVOELG, TPAUUATIOPO ) BAvaTo.

12. Katd tnv efaywyn rj anoppubn e BeAdvag anatteirat mpoooxr yia TNV MEPITTWOon eVOEXOHEVNG SIAPPONC ailaTog 1 dappdkou. ZuvioTdtal n anoppibn Tng Berovag Safety-Multifly® / BeAdvag Multifly® pe o dkpo

OTPAPPEVO TIPOG TA TIAVW KAl PE EVEPYOTIOINUEVO TO TIPOOTATEUTIKO KAAUPUA (BeAdva Safety-Multifly®).
13. O pnxaviopog aodaleiag Tne Berdvag Safety-Multifly® Sev mpénel MOTE va KAAUTTTETAL P KOMNTIKI Tawia.
14. Tpwv amo Tn xprion Tou TPOIOGVTOC yia evOOPAERIa £yxuon HIKENG Slapkelas, BePaiwbeite 0TI Exel adaipebel evTEAWG 0 aEPAG HE TNV EKTEAEDT TTANPWONG (prime).

S

20N

2UAAoyn] SetypdTtwy Kat Sladikaacia xpriong
AIABAZTE NMAHPQX TO MAPON EIMTPA®O, NMPOTOY ZEKINHZETE TH AIAAIKAZIA ®AEBOKENTHZHX.
ArtaitoOpevVog BondnTikog eEOTTIAIOUOG yia TN GUAAOYN aipaTog Ttou Sev TtepAapPaveTal otn cuokevaaoia:

1. XpnoWoToleiTe yavTia, POUMA, TPOCTATEUTIKA YUAAK 1) AAAN KATAAANAN TIPOCTATEUTIKY) EVOLHAGIA, Yia TNV TTPOCTACIA 0ag ard Maboydvous OpyavIoHOUG TTOU HETASIBOVTAl HECW TOUL AUATOG 1) TUXOV
HOAUCHATIKWY UAKWY.

2. XpnoIOTIOIEITE QVTIONTTTIKO YIA TOV KABAPIOHO TOU CNUEIOL CLUANOYNAG AIUATOC. AKONOUBEITE TIC 08NYIES TOU IGPVHATOG CAC OXETIKA e TNV AoNTTTn GUANOYH SElYUATWY, YIa TNV TIPOETOAGIA TOL CNUEOL CUANOYNAG,
KAl TIC 0dNYieq OXETIKA pE TN XPrion Twv cwAnvapiwv S-Monovette®. Mnv XpnolUoToIEITE TTPOIOVTA KABAPIoPOL TTOL EX0LV WG BACN TNV AAKOOAN, €AV TA SElyHATA TTPOKELTAL VA XPNOIOTIOINBOLV YIa EEETATELG
OUYKEVTPWONG GAKOOA OTO aipa.

3. Xpnoworoleite oteyvo, kaBapd BapBAakl piag xpriong, cUMGWVA PE TIG 08NYiES Tou IBPLHATOS oac,.

4.  XpnoloTIoE(TE APOCTATIKO AGTTIXO.

5. XpnOIHOTIOIEITE EYKEKPIUEVO SOXEID amdpPIPNG BEAOVWV yia AiXunNEd AVTIKEUEVA.

MpoeTowacia yla cuAAoyr| aipaTog
Bepawbeite 011 £xeTe dlaBEOa Ta akGAoLBa LAIKA TPV ard Tn GUAAOYH aipaTtog:

1. BA€nete napandvw: AAITOVPEVOS BonBNTIKOG EE0TTAICHIOC Yia TN CLUAAOYH QiaTog TTIou Sev MEPINAPPBAVETAL OTN CUCKELAOIAL.
2. ‘OAa ta avaykaia owAnvapla S-Monovette.
3. Etkéteg avayvwplong aobevoug.

DAeBokevtnon pe TN xpron Belovag Safety-Multifly® / Behovag Multifly®:

1. TomoBetrioTe APOoTATIKO AAOTIXO. MPOETOIUACTE TO ONPEIO PE TO KATAANAC avTionmTiko. Mnv YnAadeite To onueio peTd Tov KaBaplopd. Kpatdte To XEpt Twv acBeviv oe B€on Tou va KaBloTA EVKOAOTEPN TN
PAePokevtnon.

2. Adaipéote Tn cuokeuaoia Tng Berdvag Safety-Multifly® / BeAdvag Multifly® pe donren Texvikr), TPaBWvTag Tnv kABe TIAeUPA TNG HE TOV QVTIXELPA Kat Tov SeikTn oag (texvikr peel off). H Sladpavic mAaoTikr
pepBpdvn Ba MPETeL va ival OTPAPPEVN TIPOG TA EMAVW. APOU GTEYWWOEL TO QVTIONTITIKO, APAPECTE TO TPOOTATEUTIKO KAAUUUA TNG BEAdvag kal BeBaiwbeite OTL N auner TAevpd g BeAdvag Safety-Multifly® /
Berovag Multifly® eivar atpappévn tpog Ta endvw. MNpaypatonooTe TN GAEBOKEVTNON EVIVOVTAG TA XPWHATIOTA TTTEPUYIA TIPOG Ta eMAvw (1) Kal, OTN CUVEXEID, TOTOBETWVTAG TO OwANvAplo S-Monovette® otov
ToAUpooappoyEa TNG Berdvag Safety-Multifly® / Berdvag Multifly® kat aopaiifovtdag To oTpépovTag To Kata % de§iootpoda (a0vdeon) (2). ZUANEETE aia xpNOIOTIOVTAG TO owANVapIo S-Monovette®kat
TPARWVTAG HE TIPOCOXN TO EUBOAO PEXPL TN BN Tou cwAnvapiouv S-Monovette® (3). AGaPETTE TO AUOOTATIKO AATTIXO KATA TN SIAPKEIR TNG CUAOYIAG QiPIATOg OTO TIPWTo owAnvdplo S-Monovette®.

3. Me Tnv ohoKAfpwaon TNG CUAOYNAG QiATOG, OTPEWTE MPWTA TO CwANVApIo S-Monovette® katd % aplotepoctpoda (4) Kal, oTn CLVEXEID, adAPETTE TO TPARWVTAG TO arod Tn BeAdva Safety-Multifly® / Berdova
Multifly® (arroedvdeon). H BeAdva Safety-Multifly® / Berdva Multifly® iapapiével kaBoAn T SIGPKeIA TNG CUANOYAG CiHATOC Kal TNG SladIkaoiag aAaynG Twv CwANVapiwy CUAOYAG QipaTtog otn GAERA. ZTnv
TEPIMTWON TOAAATMAWY CUAOYWV QIPATOG CLUVSEOVTAL - OTIWG TIEPYPAPETAI TIAPATIAVW - TA EMOHEVA owAnvapia S-Monovette pe T Behdva Safety-Multifly® / BeAdva Multifly® kat yivetar cUAoyr Tepaltépw
Setypatwy. Ma TNV 0AoKANPWoN TNG CUAOYAG QipIATog, TO TEAEUTAIO CwWANVAPLo S-Monovette® arnoouvdéeta and tn Bedva Safety-Multifly® / BeAdva Multifly® kat axkohouBeitat To Bripa A 1y To Bripa B yia
Berova Safety-Multifly® kat To Bripa I yia T BeAdva Multifly®.

BeAdva Safety-Multifly® Behdva Multifly®
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INa tn BeAova Safety-Multifly®:
A, H Bedva Safety-Multifly® adaipeitar and tn GAERa (5) Kal TO MPOCTATEUTIKO KAALPUA TNG BEAGVAC TOTIOBETEITAL EKTOC TNG GAERAC (6), WOTE TO TIPOOTATEUTIKO KAAUHHIA VAl KAADPEL TN BEAdva
XPNOIOTIOWVTAG TOV QVTIXELPA KAl TOV OeikTn, aodaiifovtag MapdAANAd TO OCWANVIOKO pe Ta urdAoIa SAXTUAL. ZUPETE TO TIPOOTATEUTIKO KAAUHHA HEXOL VA KOUUTTIWOEL KAl VO AKOUOTE! €va aioBnTo KAIK
Kal va KaAudBei n Berodva (6).
B. To mpootateuTikd KAAUPHA EVEPYOTIOIETAL TIAPAAANAQ pE TNV e€aywyr TNG BeAdvag Safety-Multifly® and tn pAERa (5). ZVPETE TO MPOOTATEUTIKO KAAUHLIA LEXPL VA KOUUMWOEL KAl VO AKOUOTE £va alobnTtd
KAIK Kal va kaAudBei n Berova (6).

O pnxaviopog acpaleiag evepyoTroleiTal PE TO €va XEpL.

EvepyoTtoinon Tou MPOCTATEUTIKOU KOAUUUATOG — BEAGVA VTG TNG PAERAG: EVEPYOTIOINOTE TO MPOOTATEUTIKO KAALPUA TtTapdAAnAa Le Tnv e€aywyr) TG Behovag Safety-Multifly® ard
PAERa.

INa ™ BeAova Multifly®:
I". H BeAdva Multifly® adaipeitar amné tn dAERa (5).

4. Anoppiyte T Berdva Multifly® (6, exovoypapua Beddvag Multifly®) ry/kat tnv aopaiiopévn Behdva Safety-Multifly® areubeiag oe €va eyKeKILIEVO SOXEID ArmdPPIPNG AXUNEWY QVTIKEWEVWVY (7, EIKOVOYPAUHIA
BeAdvag Safety-Multifly®.

Aadikaoia xpriong Katda Tn cuAoyn aipatog: MapakoAoudroTe emiong To Bivteo yia T xprion Tng BeAdvag Safety-Multifly®: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

EvéodAERia €yxuon Hikpng Sidpkelag pe tn xprion Behdvag Safety-Multifly® / BeAovag Multifly®:

1. [MpoeTopdoTe TO ONPEIo Pe TO KATAAANAC avTionmTiko. Mnv YnAadeite To onpeio PeTé Tov KaBaplopd. Kpatdte To xEpL Twv acBeviv o B€on oL va KABIoTA EVKOAGTEPN TN GAEBOKEVTNON.

2. Adaipéote Tn cuokeuaoia Tng Berdvag Safety-Multifly® / BeAdvag Multifly® pe donren Texvikr), TPaBwvTag TNy kABe TIAeUPA TNG HE TOV QVTiXeLPA Kat Tov SeikTn oag (texvikr peel off). H Sladpavric maoTikr
HepBpdvn Ba mPEmel va ival oTpappévn Tpog Ta enavw. APQIPETTE TOV TTOAUTIPOCAPHOYEQ OTNV AKPN TNG EVKAUTTTNG CWANVWONG oTPIBovTag kat Tpapwvtag Tov. Aol OTEYVWOEL TO QVTIONTTIKO, APAPETTE
TO BUoHA Luer Tou CUOTAPIATOG £YXUONG KAl CLUVOEDTE TO BNALKS Buoua Luer otnv dkpn Tou EVKAUTTTOL cwArva TNG BeAdvag Safety-Multifly®/ Multifly® pe To apoeviko Buopa Luer Tou cUOTAPATOG £yXUONG.

AdalpeoTe TARPWC TOV agpa arod To oUOTNHA EyXUONG EKTEAWVTAG TIARPWOoN (prime) oupdwva Pe TIG 0dnyieg Tou 1BPLPATOC oag (1, 2).

MéyioTtog dykog TAfpwong Twv Beroviv Safety-Multifly® / Beovwv Multifly® pe Siapetpo Behovag 20G, 21G, 23G, 25G:

> wAnviokog prikoug 240 mm: 0,450 ml
>wAnviokog prikoug 200 mm: 0,300 ml
> wAnviokog prikoug 80 mm: 0,120 ml

3. AdapETE TO MPOOTATEVTIKO KAANUHHIA TNG BEAGVAC Kal BeBaiwBeiTe OTL N auner TAeupd TnG Behdvag Safety-Multifly® / Berdvag Multifly® eivat otpappévn mpog Ta endvw. MNpaydatoroioTe Tn dpAeBokEVTNON
EVIVOVTAG TA XPWHATIOTA TTepLyIA
TIPOG TA ETIAVW. 2TN CLVEXELQ, PTTOPE! va TIPAyHATOTOINBEL pla evOOPAERIQ £yxuon HIKENG SIdpKelag (rou dev Ba urepRaivel TIG 24 WPEQ).

4. Ta v 0AoKARPWoN TNG eVEOMAERIAG £yXUONG HIKENG SIGPKELAG, TO OUOTNHA £yXUONG ANTOCLVOEETAL amtd Tn BeAdva Safety-Multifly® / Berdva Multifly® (3) kat, otn ouvéxela, n Berdva Safety-Multifly® /
Berova Multifly® adapeitat ané tn eAEBa, mpokelpévou va akoAouBnBei To Bripa A i To Bripa B yia tn Behdva Safety-Multifly® kat o Bripa I yia tn BeAdva Multifly®.

® ®

ExteAéoTe TO oloTNUA £yXUoNG CVUPWVA HE TIC 0dNYiEg
TOU 16PUPATOG OAG.

5. Anoppipte TN Berova Multifly® (5, eiwovoypappa Berdvac Multifly®) ri/kal tnv aopahicpévn Berova Safety-Multifly® (6, eiovoypaupa BeAdvag Safety-Multifly®) arneubeiag oe éva eykekpipévo Soxeio andppung
QAXUNPWY QVTIKEWEVWV.

#| SARSTEDT
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®duhdooete TN Berova Safety-Multifly® / Behdva Multifly® oe Beppokpacia dwuatiou.
HMEIQZH: AnodelyeTe Tnv €kBean otnv Aueon NAIAKN akTvoBoAia. H urépBacn Tng avwTatng cUVIoTWHEVNG Beppokpaciac GUAAENG pMopel va 0dnyroel oe aAloiwaon TG ToldTNTag NG BeAdvag Safety-Multifly® /
BeAdvag Multifly®.

Aebvn mpotuma / Mpoétuma ISO

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

MpoéTuta BeAovwv:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

MpoTuTIa ETIKETWV:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

MpoéTuTa anooteipwong:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

MpoéTuTa cvokevaoiag:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

MpoTuTta Tov adopolv To choTnua:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes

MDSAP: IMpdypaupia eviaiou eAgyxou atpotexvoroyikwy rpoidvtwyv (Medical Device Single Audit Program) cOpdwva pe to TipdTurno ISO 13485
DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Kavoviopog tng EE yia ta latpotexvohoyikd mpoidvta

YTopvnua cupBOAWY Kal XApaKTNPLOHWV:
Kwdikog eidoug

Xprion €wg
ApiBuodG mapTidag

c E o124 20ppoio CE
M Kataokevaotrq

Arnobrikeuon oe Beppokpacia dwyuatiou

[:E.] [MPOooOoXN TWV OdNYIWV XPHOEWG

e
’TY DUNAEN o€ onpEio TIoL BPICKETAL HAKPIA A TNV NAIAK AKTIVOBOAIT
-
®UAaEN o ENPo péPOC

Mnv To xpnoWomMoINoETE GV N CLOKeLADIa Xl LMTOOTEL (NHIA

E Anooteipwon pe aéplo ailbulevoteidio @
M Mn rupeToyovog

® >e Te(MTWOon enavaxenolporoinong: Kivduvog HOALVONG
@ Na pnv anooTeipwVeTAl K VEOU DEHP free | - Xuwpic DEHP

Y16 TNV eTUPUACEN TEXVIKWY TPOTIOTIOICEWY
‘OAa Ta coPapd MEPIOTATIKA TTOL AdOPOLV TO TIPOIOV KOIVOTIOIOVVTAL OTOV KATACKELAOTH Kal OTNV appodia eBVIKY apxr.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Instrucciones de uso - SARSTEDT Agujas de seguridad Multifly®/Agujas Multifly® ES

Uso previsto

La aguja de seguridad Multifly®/aguja Multifly® es una aguija tipo palomilla estéril de un solo uso. En combinacién con una SARSTEDT S-Monovette®, la de seguridad Safety-Multifly®/aguja Multifly® se convierte en un
sistema para la extraccion venosa de sangre. Ademas, la aguja de seguridad Multifly®/aguja Multifly® puede emplearse para la infusién a corto plazo. El protector de la aguja Safety-Multifly® sirve para cubrir la aguja

inmediatamente después de la extraccion de sangre de la Ultima S-Monovette®/de una infusién y, por lo tanto, para reducir el riesgo de una posible herida involuntaria por instrumental punzocortante Los productos
deben emplearse por parte de personal especializado instruido.

Descripcion del producto

La aguja de seguridad Multifly®/aguja Multifly® es un producto de un solo uso estéril, libre de pirégenos y envasado de forma individual en un blister. Las agujas de seguridad Multifly®/agujas Multifly® se componen de
una aguja desechable de uso sanitario de acero inoxidable de 19 mm (3% pulgadas) con un bisel triple, un tubo flexible (80 mm o 200 mm) y un soporte de aguja integrado (también denominado multiadaptador). Existe
una variante de las agujas de seguridad Multifly®/agujas Multifly® sin soporte de aguja integrado (multiadaptador) y con una longitud de tubo de 240 mm. Los productos se encuentran disponibles con un didmetro de
aguja de 20, 21, 23 y 25 G (Gauge). El protector de las agujas de seguridad Multifly® sirve para cubrir la aguja tras el uso. Los productos constan Unicamente de componentes libres de DEHP y Iatex.

Indicaciones de seguridad y advertencias

No utilizar si el envase esta dafiado o si la aguja esta doblada o rota.

Observe la descripcidn sobre la manipulacion de la aguja.

Utilice guantes y un equipo de proteccion individual para protegerse de la sangre y de una posible exposicion a agentes patdgenos de transmision sanguinea.

No tire violentamente de la palomilla ni accione antes de tiempo el mecanismo de seguridad de la aguja de seguridad Mulitfly® (protector), ya que esto afecta al funcionamiento de la misma.

Antes de usar la aguja, compruebe que el envase individual no presenta dafios. Dado el caso, no utilice el producto.

Deseche inmediatamente las agujas de seguridad Multifly®/agujas Multifly® usadas y contaminadas junto con los accesorios para la extraccion de sangre (p. €j. lancetas, adaptadores) en recipientes adecuados para

agujas desechables.

Una vez activado, no vuelva a abrir el mecanismo de seguridad de la aguja de seguridad Multifly®. No manipule el producto de forma violenta.

Mantenga las manos situadas por detras de la aguja durante el uso y la eliminacion.

No doble la aguja.

No utilice la aguja para inyecciones ni para un uso subcutaneo.

0. Manipule las muestras bioldgicas y los utensilios punzocortantes para la extraccion de sangre (agujas) conforme a las directrices y procedimientos de su establecimiento. Acuda a un médico en caso de exposicion
a las muestras bioldgicas o de una herida causada por instrumental médico punzocortante, ya que existe el riesgo de transmision de los virus HBV, HCV y HIV, y de otras enfermedades infecciosas. Utilice las
agujas con el protector incorporado. Observe siempre las directrices y procedimientos de seguridad de su establecimiento.

11. La reutilizacion del producto puede provocar infecciones, lesiones o la muerte.

12. Al retirar y eliminar el producto, es posible que se produzca un goteo de sangre o medicamento. Por lo tanto, se recomienda eliminar la aguja de seguridad Multifly®/aguja Multifly® con la punta hacia arriba y con el

protector activado (aguja de seguridad Multifly®).

13. No cubra el mecanismo de seguridad de la aguja de seguridad Multifly® con cinta adhesiva.

14. Antes de proceder a una infusién a corto plazo, preste atencion a desairear previamente el sistema por completo.
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Extraccion de la muestra y manipulacion
LEA ATENTAMENTE ESTE DOCUMENTO ANTES DE INICIAR LA PUNCION VENOSA.
Material necesario y no incluido para la extraccién de sangre:

1. Utilice guantes, una bata, proteccion ocular u otra prenda de proteccion adecuada para protegerse de los patégenos de transmision sanguinea o de materiales potencialmente infecciosos.

2. Emplee un material de desinfeccion para limpiar la zona de extraccion. Observe ademas las directrices de su establecimiento sobre la extraccion estéril de muestras para preparar la zona de extraccion y las
indicaciones de manipulacion de la S-Monovette®. Silas muestras deben emplearse para medir la tasa de alcoholemia, no utilice materiales de limpieza a base de alcohol.

3. Hisopos desechables secos y limpios conforme a las directrices de su establecimiento.

4. Un torniquete.

5. Un recipiente de eliminacion de agujas para objetos punzocortantes.

Preparacién para la extraccion de sangre
Antes de extraer la sangre, cercidrese de que los siguientes materiales se encuentran disponibles:

1. Véase mas arriba: Material necesario y no incluido para la extraccion de sangre.
2. Todas las S-Monovette® necesarias.
3. Etiquetas para la identificacion del paciente.

Puncién venosa con la aguja de seguridad Multifly®/aguja Multifly®:

1. Coloque el torniquete. Prepare la zona de la puncién con un desinfectante adecuado. Una vez desinfectada, no toque la zona de la puncion venosa. Coloque al paciente de modo que pueda acceder facilmente a
la vena.

2. Abra de forma aséptica el envase de blister de la aguja de seguridad Multifly®/aguja Multifly® mediante la técnica «peel off» con los dedos pulgar e indice. La lamina transparente debe orientarse hacia arriba. Una
vez seco el desinfectante, retire la cubierta protectora de la aguja. Cercidrese de que el lado afilado de la aguja de seguridad Multifly®/aguja Multifly® esté orientado hacia arriba. Realice la puncion venosa hacia
arriba presionando entre s las aletas de color (1). A continuacion, introduzca la S-Monovette® en el multiadaptador de la aguja de seguridad Multifly®/aguja Multifly® y asegurela realizando un % de giro en sentido
horario (conexién) (2). Extraiga la sangre con la S-Monovette® tirando con cuidado del émbolo hasta alcanzar la base de la S-Mononvette® (3). Retire el torniquete durante la extraccion de sangre de la primera
S-Monovette®.

3. Una vez finalizada la extraccion, gire primero la S-Monovette® un % de giro en sentido antihorario (4) y, a continuacion, tire de la aguja de seguridad Multifly®/aguja Multifly® (desconexién). Cambie los tubos
de extraccion de sangre mientras mantiene la aguja de seguridad Multifly®/aguja Multifly® en la vena. En caso de una extraccion muiltiple, conecte las siguientes S-Monovette® a la aguja de seguridad Multifly®/aguja
Multifly® (tal y como se describe mas arriba) y extraiga las siguientes muestras. Para finalizar la extraccion de sangre, desconecte la Ultima S-Monovette® de la aguja de seguridad Multifly®/aguja Multifly® y proceda
con el paso A o B para la aguja de seguridad Multifly® o C para la aguja Multifly®.

Aguja de seguridad Multifly® Aguja Multifly®
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Para la aguja de seguridad Multifly®:
A.  Extraiga la aguja de seguridad Multifly® de la vena (5). Una vez fuera, active el protector (6) presionandolo sobre la aguja con el dedo pulgar e indice
y sujetando el tubo con el resto de dedos. La aguja debe encajar en el protector de forma audible con un «clic» (6).
B. Active el protector al mismo tiempo que extrae la aguja de seguridad Multifly® de la vena (5). La aguja debe encajar en el protector de forma audible con un «clic» (6).

La activacion del mecanismo de seguridad esta disefiada para la técnica de una sola mano.

Activacion del protector — Aguja dentro de la vena: Active el protector al mismo tiempo que extrae la aguja de seguridad Multifly® de la vena.

Para la aguja Multifly®:
C. Extraiga la aguja Multifly® de la vena (5).

©

4. Elimine inmediatamente la aguja Multifly® (6, pictograma aguja Multifly®) o la aguja de seguridad Multifly® bloqueada de forma segura en un recipiente de eliminacion para objetos punzocortantes (7, pictogramas
aguja de seguridad Multifly®.

Manipulacion para la extraccion de sangre: véase el video sobre la manipulacion de la aguja de seguridad Multifly®: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Infusion a corto plazo con la aguja de seguridad Multifly®/aguja Multifly®:

1. Prepare la zona de la puncién con un desinfectante adecuado. Una vez desinfectada, no toque la zona de la puncién venosa. Coloque al paciente de modo que pueda acceder facimente a la vena.

2. Abra de forma aséptica el envase de blister de la aguja de seguridad Multifly®/aguja Multifly® mediante la técnica «peel off> con los dedos pulgar e indice. La lamina transparente debe orientarse hacia arriba.
Retire el multiadaptador en el extremo del tubo realizando movimientos giratorios y de traccién. Una vez seco el desinfectante, retire el tapon Luer del sistema de infusion y acople la conexién Luer hembra en
el extremo del tubo de la aguja de seguridad Multifly®/Multifly® al conector Luer macho del sistema de infusion.

Desairee el sistema de infusién conforme a la normativa de su establecimiento (1,2).

Volumen maximo de desaireacion de las agujas de seguridad Multifly®/agujas Multifly® con diametros 20G, 21G, 23G, 25G:
tubo de 240 mm de largo: 0,450 ml
tubo de 200 mm de largo: 0,300 ml
tubo de 80 mm de largo: 0,120 ml

3. Retire la cubierta protectora de la aguja. Cercidrese de que el lado afilado de la aguja de seguridad Multifly®/aguja Multifly® esté orientado hacia arriba. Realice la puncién venosa hacia arriba presionando entre si las
aletas de color. A continuacion, es posible realizar una infusion a corto plazo (méx. 24 h).

4. Para finalizar la infusion a corto plazo, desconecte el sistema de infusion de la aguja de seguridad Multifly®/aguja Multifly® (3) y extraiga la aguja de seguridad Multifly®/aguja Multifly® de la vena procediendo con el
paso A o B para la aguja de seguridad Multifly® o C para la aguja Multifly®.

® ®

Rellene el sistema de infusion conforme a las directivas
de su establecimiento.

5. Elimine inmediatamente la aguja Multifly® (5, pictograma aguja Multifly®) o la aguja de seguridad Multifly® bloqueada de forma segura (6, pictogramas aguja de seguridad Multifly®) en un recipiente de eliminacién para
objetos punzocortantes.
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Almacenamiento

Almacene la aguja de seguridad Multifly®/aguja Multifly® a temperatura ambiente.
NOTA: Manténgase fuera de la exposicién solar. Si se excede la temperatura méaxima de almacenamiento recomendada, es posible que la calidad de la aguja de seguridad Multifly®/aguja Multifly® se vea afectada.

Normas internacionales/ISO

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Normas para agujas/canulas:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Normas para las etiquetas:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Normas para la esterilizacion:
DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices

DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Normas para el envase:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Normas relacionadas con el sistema:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program conforme a ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Reglamento de la UE sobre productos sanitarios

Cadigos de identificacion y simbolos:
Numero de articulo

Fecha de caducidad
Caodigo de lote

c E Marcado CE
0124
M Fabricante

Almacenar a temperatura ambiente

[:E.] Constiltense las instrucciones de uso

e

ZI  Manténgase fuera de la luz del sol
-

T Conservar en un lugar seco

@ No utilizar si el embalaje esta danado.

E Esterilizado utilizando gas de éxido de etileno
Libre de pirégenos
® En caso de reutilizacion: peligro de contaminacion M pirog

@ No reesterilizar DEHP free | Libre de DEHP

Modificaciones técnicas reservadas
Cualquier incidente grave relacionado con el producto debe ser notificado al fabricante y a la autoridad nacional competente.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Kasutusjuhend - SARSTEDT Safety-Multifly® Kanulid/Multifly® Kanudilid ET

Kasutusotstarve

Safety-Multifly® kantdl / Multifly® kanttl on steriilne Uhekordseks kasutamiseks valjatootatud tibadega kantul. Safety-Multifly® kantdl / Multifly® kantdl moodustab koos slisteemiga SARSTEDT S-Monovette® venoos-
sete vereproovide vétmise stisteemi. Lisaks saab Safety-Multifly® kantitli / Multifly® kanttli kasutada Ithiajalise infusiooni jaocks. Safety-Multifly® kantdli ndelakaitse on vahetult pérast viimast stisteemi S-Monovette®
vereproovi votmist / lthiajalist infusiooni kasutusel tarvitatud ndela kinnikatmiseks ja selle tulemusel voimalike juhuslike nelatorkevigastuste vahendamiseks. Tooteid tuleb kasutada koolitatud erialase personali poolt.

Toote kirjeldus

Safety-Multifly® kanttl / Multifly® kanGdl on steriilne, ptrogeenivaba ja Uksikult blisterisse pakitud Uihekordseks kasutamiseks moeldud toode. Safety-Multifly® kantdlid / Multifly® kantllid koosnevad meditsiinilisest

% tolli (19 mm) pikkusest 3-kordse fassettlihviga roostevabast terasest Uihekordselt kasutatavast noelast, painduvast voolikust (80 mm v6i 200 mm) ja integreeritud kantulihoidikust (nimetatakse ka multiadapteriks).
Safety-Multifly® kanttlidest / Multifly® kanttlidest on olemas iima integreeritud kanudilihoidikuta (multiadapterita) variant vooliku pikkusega 240 mm. Tooted on saadaval kantuli [abim6tudes 20, 21, 23 ja 25 Gauge (G).
Safety-Multifly® kanttlide noelakaitse on kasutusel ndelte kinnikatmiseks parast kasutamist. Tooted sisaldavad ainult komponente, mis on DEHP vabad ja lateksivabad.

Ohutus- ja hoiatusjuhised

Arge kasutage toodet, kui blisterpakend on kahjustatud, kui kantilid on paindunud véi murdunud.

Jargige kasitsemiseks kirjeldust.

Kandke kindaid ja Uldisi isikukaitsevahendeid, selleks et kaitsta ennast vere ja voimaliku kokkupuute eest vere kaudu Ulekantavate haigustekitajatega.

Tibadega kanulist jouga tdmbamisest voi Safety-Mulitfly® kantdili (ndelakaitse) turvamehhanismi enneaegsest rakendamisest tuleb loobuda, kuna see méjustab Safety-Multifly® kantidli toimimisvoimet.

Enne kasutamist kontrollige iga Uksikpakend Ule, kas leidub kahjustusi, ja &rge seda kahjustuste korral kasutage.

Korraldage kasutatud saastunud Safety-Multifly® kanttlide / Multifly® kantdlide jaatmekaitlus koheselt sobivate kantllide draviskamismahutite abil ja korraldage vereproovide vétmise tarvikute (nt lantsettide,

adapterite) jaatmekaitlus samuti kanlulide araviskamismahutite abil.

Parast Safety-Multifly® kantdli turvamehhanismi aktiveerimist ei saa seda enam avada. Jéuga manipuleerimisest tuleb loobuda.

Kasutamise ja jadtmekaitluse ajal tuleb kéasi alati kantuli taga hoida.

Noelte painutamisest tuleb loobuda.

Sust ja subkutaanne kasutamine ei ole lubatud.

0. Kaidelge koiki bioloogilisi proove ning teravaid/teravaotsalisi vereproovide votmise vahendeid (kantdle) vastavalt oma asutuse suunistele ja protseduuridele. Bioloogiliste proovidega kokkupuute voi
noelatorkevigastuse korral pd6rduge arsti poole, kuna nt HBV, HCV, HIV voi teised nakkushaigused véivad Ule kanduda. Kasutage sisseehitatud noelakaitsega kanttle. Teie asutuse turvasuuniseid ja -protseduure
peab alati jargima.

11. Toote taaskasutamine voib pohjustada nakkusi, vigastusi voi surma.

12. Eemaldamisel voi jadtmekaitlusel tuleb jalgida vere voi medikamendi voimalikku véljatilkumist. Seetottu soovitatakse korraldada Safety-Multifly® kantdli / Multifly® kantdli jaatmekaitlus ndela teravikuga tlespoole ja

koos aktiveeritud nelakaitsega (Safety-Multifly® kantdil).

13. Arge katke Safety-Multifly® kan(iili turvamehhanismi kleeplindiga kinni.

14. Enne lUhiajaliseks infusiooniks kasutamist tuleb jélgida eelnevat téielikku 6hu eemaldamist (praimimist).
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Proovide vétmine ja késitsemine
ENNE KUI TE VEENIPUNKTSIOONI ALUSTATE, LUGEGE KAESOLEV DOKUMENT TAIELIKULT LABI.
Vajalik mitte kaasasolev to6materjal vereproovide votmiseks:

1. Kasutage kindaid, kitlit, siimakaitseid voi muud sobivat kaitseriietust kaitseks vere kaudu Ulekantavate patogeenide voi potentsiaalselt nakkusohtlike materjalide eest.

2. Kasutage proovivétukoha puhastuseks desinfitseerimismaterjali. Jargige proovivotukoha ettevalmistamiseks oma asutuse steriilse proovivotmise suuniseid ja juhiseid slisteemi S-Monovette® késitsemise kohta. Arge
kasutage alkoholi baasil valmistatud puhastusmaterjale, kui proove tuleb kasutada vere alkoholitestide tegemiseks.

Kuivad, puhtad Uhekordselt kasutatavad tampoonid vastavalt teie asutuse nduetele.

Veenisulgur.

Kantulide &raviskamismahuti teravate/teravaotsaliste esemete jaoks.

o s

Ettevalmistus vereproovi votmiseks
Tagage, et teie kasutuses oleksid jargmised materjalid vereproovi votmiseks:

1. Vaata Ulaltpoolt: Vajalik mitte kaasasolev tédmaterjal vereproovide votmiseks.
2. Koik vajatavad S-Monovette stisteemid.
3. Etiketid patsiendi identifitseerimiseks.

Veenipunktsioon Safety-Multifly® kantdli / Multifly® kandli abil:

1. Pange veenisulgur peale. Valmistage punktsioonikoht sobiva desinfitseerimisvahendi abil ette. Arge puudutage veeni punktsioonikohta parast desinfitseerimist. Paigutage patsient selliselt, et oleks olemas lihtne
juurdepaas veeni juurde.

2. Avage Safety-Multifly® kantdli / Multifly® kantdli blisterpakend aseptiliselt poidla ja nimetissérme abil mahakoorimise tehnikat kasutades. Labipaistev kile peab olema Ulespoole suunatud. Parast
desinfitseerimisvahendi kuivamist eemaldage kantli kaitsekate ning tagage, et Safety-Multifly® kantidli / Multifly® kantdli lihvitud kiilg oleks Glespoole suunatud. Viige veenipunktsioon 1abi varviliste tibade tlespoole
kokkuviimise teel (1), seejérel likake ststeem S-Monovette® Safety-Multifly® kantdli / Multifly® kanttli multiadapterisse ja kindlustage (iihendage) see, tehes % pooérde kellaosuti suunas (2). Votke ststeemi
S-Monovette® abil vereproov, tommates kolvivarda hoolikalt kuni stisteemi S-Monovette® pohjani (3). Paéstke veenisulgur esimese stisteemi S-Monovette® vereproovi votmise ajal lahti.

3. Pérast vereproovide votmise I6petamist podrake koigepealt stisteemi S-Monovette®, tehes ¥ poorde kellaosuti vastassuunas (4), ning tdmmake see seejarel Safety-Multifly® kantdlist / Multifly® kantdlist valja
(ihendage lahti). Safety-Multifly® kantdl / Multifly® kanGl jaab vereproovi votmise ja verevotu torukeste vahetuse ajaks veeni sisse. Mitmekordsete proovivattude puhul — nagu Ulalpool kirjeldatud — Ghendatakse
jargnevad S-Monovette stisteemid Safety-Multifly® kanttliga / Multifly® kantitliga ning voetakse edasised proovid. Vereproovide votmise I6petamiseks Uhendatakse viimane stisteem S-Monovette® Safety-Multifly®
kanuuli / Multifly® kanGuli kiljest lahti ja jargitakse sammu A voi sammu B Safety-Multifly® kantidli puhul ning sammu C Multifly® kantdli puhul.

Safety-Multifly® kantdl Multifly® kantidl
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Safety-Multifly® kaniiiili puhul:
A.  Safety-Multifly® kanttl tommatakse veenist vélja (5) ja noelakaitse aktiveeritakse valjaspool veeni (6), tommates noelakaitse poidia ja nimetissorme abil kandli peale,
samas kui Ulejaanud sormede abil fikseeritakse voolik. Kantil peab tuntavalt ja kuuldava ,klopsuga“ ndelakaitse sisse fikseeruma (6).
B. Noelakaitse aktiveeritakse paralleelselt Safety-Multifly® kantdli véljatdmbamisega veenist (5). Kantill peab tuntavalt ja kuuldava ,klopsuga“ ndelakaitse sisse fikseeruma (6).

Turvamehhanismi aktiveerimine on kavandatud iihe kée tehnika jaoks.

Noelakaitse aktiveerimine — kaniiiil on veenis: Aktiveerige noelakaitse paralleelselt Safety-Multifly® kantuli véljatdmbamisega veenist.

Multifly® kaniiili puhul:
C.  Multifly® kanttl tdmmatakse veenist vélja (5).

©

4. Korraldage jaatmekaitius Multifly® kantdlile (6, piktogramm: Multifly® kantdl) voi turvaliselt lukustatud Safety-Multifly® kanGulile koheselt draviskamismahutis teravate/teravaotsaliste esemete jaoks (7, piktogramm:
Safety-Multifly® kantdl).

Késitsemine vereproovide votmiseks: vaata ka kasitsemise videot Safety-Multifly® kantdli kohta: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood (diagnostika / venoosne veri)

Luhiajaline infusioon Safety-Multifly® kanGili / Multifly® kanGdli abil

1. Valmistage punktsioonikoht sobiva desinfitseerimisvahendi abil ette. Arge puudutage veeni punktsioonikohta parast desinfitseerimist. Paigutage patsient selliselt, et oleks olemas lihtne juurdepéés veeni juurde.

2. Avage Safety-Multifly® kantdli / Multifly® kantdli blisterpakend aseptiliselt poidia ja nimetissérme abil mahakoorimise tehnikat kasutades. Labipaistev kile peab olema Ulespoole suunatud. Eemaldage vooliku otsas
olev multiadapter podrava-tombava ligutuse abil. Parast desinfitseerimisvahendi kuivamist eemaldage infusioonististeemi Lueri kork ning Uihendage Safety-Multifly® / Multifly® kanttlivooliku otsas olev emane
Lueri ihendus infusioonististeemi isase Lueri ihendusega.

Eemaldage vastavalt asutuse suunisele infusioonististeemist 6hk (praimige) (1, 2).

Maksimaalne 6hueemalduse maht Safety-Multifly® kantdlide / Multifly® kantdlide puhul kantdli labimodtudega 20 G, 21 G, 23 G, 25 G:
240 mm pikkune voolik: 0,450 ml
200 mm pikkune voolik: 0,300 ml
80 mm pikkune voolik: 0,120 ml

3. Eemaldage kanluli kaitsekate ning tagage, et Safety-Multifly® kantdli / Multifly® kantdli lihvitud kilg oleks Ulespoole suunatud. Viige veenipunktsioon labi varviliste tiibade Ulespoole kokkuvimise
teel. Seejérel saab labi viia lUhiajalise infusiooni (maksimaalselt 24 h).

4. Luhiajalise infusiooni I6petamiseks Uhendatakse infusioonististeem Safety-Multifly® kantitli / Multifly® kantdli kiliest lahti (3) ja seejarel tommatakse Safety-Multifly® kantl / Multifly® kantdl
veenist vélja, jargides sammu A voi sammu B Safety-Multifly® kantidli puhul ning sammu C Multifly® kantdli puhul.

® ®

Eeltaitke infusioonisUsteem vastavalt majasisestele suunistele.

5. Korraldage jaatmekaitlus Multifly® kantdlile (5, piktogramm: Multifly® kanttl) voi turvaliselt lukustatud Safety-Multifly® kandilile (6, piktogramm: Safety-Multifly® kantitil) koheselt araviskamismahutis
teravate/teravaotsaliste esemete jaoks.
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Ladustamine

Hoidke Safety-Multifly® kanutile / Multifly® kanttile toatemperatuuril.
JUHIS: Arge jatke otsese paikesevalguse katte. Maksimaalse soovitatud ladustamistemperatuuri tletamine voib Safety-Multifly® kantulide / Multifly® kanttlide kvaliteeti mojustada.

Rahvusvahelised / ISO standardid

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Standardid ndelte / kanudlide kohta:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Standardid etikettide kohta:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Standardid steriliseerimise kohta:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Standardid pakendamise kohta:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Sisteemiga seotud standardid:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program vastavalt standardile ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: ELi maarus meditsiiniseadmete kohta

Slimbolite ja margistuste voti:

Artikli number
Partii number

c E o124 CE-mérgis
M Tootja

Hoidke toatemperatuuril

Kalblik kuni

[:E.] Jargige kasutusjuhendit

e

’TY Hoidke péikesevalguse eest kaitstult
-

T Hoidke kuivas kohas

@ Kahjustatud pakendi korral arge kasutage

STERILE E Steriliseerimine etiileenoksiidgaasiga

Plrogeenivaba
Taaskasutuse korral: saastumisoht M 9

Arge uuesti steriliseerige DEHP free | DEHP vaba

Ette voib tulla tehnilisi muudatusi

Koigist tootega seotud tosistest juntumitest tuleb teavitada tootjat ja padevat riiklikku asutust.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Kayttdohje — SARSTEDT Safety-Multifly®-Kanyylit/Multifly®-Kanyylit FI

Kayttotarkoitus

Safety-Multifly®-kanyyli / Multifly®-kanyyli on steriili, kertakéyttdiseksi suunniteltu siipikanyyli. Safety-Multifly®-kanyyli / Multifly®-kanyyli muodostaa yhdessa SARSTEDT Monovette® -ndyteputken kanssa jarjestelman
valtimoverindytteiden keradmiseen. Lisaksi Safety-Multifly®-kanyylia / Multifly®-kanyylia voi kayttéé lyhytaikaiseen infuusioon. Safety-Multifly®-kanyylin neulasuojusta kaytetéén heti vimeiseen S-Monovette®-ndyteputkeen
otetun verindytteen / lyhytaikaisen infuusion jalkeen kaytetyn neulan peittdmiseen ja siten mahdollisten neulanpistoista johtuvien turhien haavojen véhentamiseen. Tuotteet on tarkoitettu koulutetun ammattinenkildston
kayttoon.

Tuotteen kuvaus

Safety-Multifly®-kanyyli / Multifly®-kanyyli on steriili, pyrogeeniton ja yksitellen lapipainopakkaukseen pakattu kertakayttotuote. Safety-Multifly®-kanyylit / Multifly®-kanyylit koostuvat 19 mm (% tuumaa) pitkésté jaloteraksi-

sesta ladketieteellisesta kertakayttoneulasta, jossa on 3-kertainen fasettihionta, joustavasta letkusta (80 tai 200 mm) ja integroidusta kanyylipidikkeesté (kutsutaan myos multiadapteriksi). Eraéssa Safety-Multifly®-kanyyli-
en / Multifly®-kanyylien versiossa ei ole integroitua kanyylipidiketta (multiadapteria). Sen letkun pituus on 240 mm. Tuotteet ovat saatavilla kanyylin halkaisijoilla 20, 21, 23 ja 25 G. Safety-Multifly®-kanyylien neulansuojusta
kaytetdan neulan suojaamiseen kayton jalkeen. Tuotteet sisdltavat ainoastaan DEHP-vapaita ja lateksittomia osia.

Turvaohijeita ja varoituksia

Al kayta tuotetta, jos lapipainopakkaus on vaurioitunut tai kanyyli vaantynyt tai rikkoutunut.

1. Noudata kasittelyn kuvausta.

2. Suojaudu verelté ja veren mukana kulkeutuville taudinaiheuttajille altistumiselta kayttdmalla suojakéasineita ja yleisia henkildkohtaisia suojavarusteita.

3. Siipikanyylin voimakasta vetamisté tai Safety-Mulitfly®-kanyylin turvamekanismin (neulasuojuksen) ennenaikaista kéyttoa tulee valttaa, koska se vaikuttaa Safety-Multifly®-kanyylin toimintakykyyn.

4. Tarkista ennen kayttda jokainen yksittéispakkaus vaurioiden varalta, &laka kayta vaurioituneessa pakkauksessa olevaa tuotetta.

5. Havita kaytetyt, kontaminoituneet Safety-Multifly®-kanyylit / Multifly®-kanyylit heti heittdmalla ne sopivaan kaytetyille kanyyleille tarkoitettuun sailioon, ja havita myos verindytteenottotarvikkeet (esim. lansetit ja
adapterit) heittdmalla ne kaytetyille kanyyleille tarkoitettuun sailiéon.

6. Kun Safety-Multifly®-kanyylin turvamekanismi on otettu kayttoon, sité ei saa enaé avata. Liiallista voimankayttoa kasittelyssé tulee valttaa.

7. Pida kédet aina kanyylin takana kayton ja havittdmisen aikana.

8. Neulan vaantamista tulee valttaa.

9. Injektio ja subkutaaninen kayttd eivat ole sallittuja.

10. Kasittele kaikkia biologisia naytteita ja teravia verindytteenottovalineita (kanyyleita) niiden valmisteluohjeiden ja -menettelyjen mukaisesti. Jos altistut biologisille néytteille tai saat piston neulankérjesta, kdanny 1aékéarin

puoleen, koska on olemassa HBV-, HCV-, HIV- tai muun tartuntataudin tarttumisriski. Kéyté kanyyleita neulansuojus asennettuna. Valmisteluohjeita ja -menettelyja on aina noudatettava.

11. Tuotteen uudelleenkayttd voi johtaa tulehduksiin, loukkaantumisiin tai kuolemaan.

12. Irrotuksen tai havittdmisen yhteydessé on varottava mahdollisia veri- tai ladkepisaroita. Siksi on suositeltavaa havittéa Safety-Multifly®-kanyyli / Multifly®-kanyyli neulankarki ylospain tai neulansuojus (Safety-Multifly®-
kanyyli) aktiivisena.

13. Ala peita Safety-Multifly®-kanyylin turvamekanismia teipilla.

14. Ennen tuotteen kayttda lyhytaikaiseen infuusioon on suoritettava taydellinen ilmaus (pohjustus).

Naytteenotto ja kasittely
LUE TAMA ASIAKIRJA HUOLELLISESTI ENNEN LASKIMOPUNKTION ALOITTAMISTA.
Verindytteen ottamiseen tarvittavat vélineet, jotka eivét sisélly tuotteen toimitukseen:

1. Kayté suojakasineitd, esilinaa, simiensuojainta tai muuta sopivaa suojavaatetusta suojautuaksesi veren siséltamiltd patogeeneilta tai muilta mahdollisesti tartuntoja aiheuttavilta materiaaleilta.

2. Kayta desinfiointiainetta naytteenottokohdan puhdistamiseen. Noudata laitoksenne ohjeita steriilin verindytteiden ottamiseen ndytteenottokohdan vaimistelussa seka S-Monovette®-nayteputken ksittelyohjeita. Ala
kayta alkoholipohjaisia puhdistusaineita, jos naytteita on tarkoitus kayttaa veren alkoholipitoisuuden testaamiseen.

Kuivia ja puhtaita harsotuppoja laitoksen ohjeen mukaan.

Puristusside.

Teraville esineille tarkoitettu sailié kanyylien havittdmista varten.

a s

Verindytteen ottamiseen valmistautuminen
Varmista ennen verindytteen ottamista, etta kaytettavissa ovat seuraavat materiaalit:

1. Ks. edella: Verindytteen ottamiseen tarvittavat vélineet, jotka eivat sisélly tuotteen toimitukseen.
2. Kaikki tarvittavat S-Monovette-nayteputket.
3. Etiketit potilaan tunnistamista varten.

Laskimopunktio Safety-Multifly®-kanyylilla / Multifly®-kanyylilla:

1. Kiinnita puristusside. Valmistele punktiokohta sopivalla desinficintiaineella. Alé koske laskimopunktiokohtaan desinfioinnin jalkeen. Sijoita potilas niin, etté laskimon luokse paésee helposti.

2. Avaa Safety-Multifly®-kanyylin / Multifly®-kanyylin lapipainopakkaus aseptisesti kuorimistekniikkaa kayttaen peukalolla ja etusormella. Lapinakyvan kalvon on osoitettava yléspain. Kun desinfiointiaine on kuivunut,
poista kanyylin suojus ja varmista, etta Safety-Multifly®-kanyylin / Multifly®-kanyylin hiottu puoli osoittaa yléspain. Suorita laskimopunktio yhdistamalla vériliiset siivet ylospain (1), ja aseta sitten S-Monovette®-
nayteputki Safety-Multifly®-kanyylin / Multifly®-kanyylin multiadapteriin ja varmista sen kiinnitys kiertamalla sita % kierrosta my6téapaivaan (tee liitanta) (2). Ota verindyte S-Monovette®-nayteputken avulla
vetamalla mannan varsi varovasti S-Monovette®-nayteputken pohjaan asti (3). Irrota puristusside ottaessasi verindytetta ensimmaiseen S-Monovette®-néyteputkeen.

3. Kun verindyte on otettu, kierra S-Monovette®-nayteputkea ensin % kierrosta vastapaivaan (4) ja veda se sitten irti Safety-Multifly®-kanyylista / Multifly®-kanyylista (irrota liitanta). Safety-Multifly®-kanyyli / Multifly®-
kanyyli jatetaan verindytteen ottamisen ja verindyteputken vaihtamisen ajaksi laskimoon. Jos otetaan useita verinaytteitd seuraavat S-Monovette-nayteputket liitetaan - edella kuvatulla tavalla Safety-Multifly®-kanyyliin
/ Multifly®-kanyyliin ja otetaan lisaa naytteita. Verinaytteen ottaminen lopetetaan irrottamalla viimeinen S-Monovette®-nayteputki Safety-Multifly®-kanyylista / Multifly®-kanyylisté ja noudattamalla vaiheen A tai vaiheen B
ohjeita Safety-Multifly®-kanyylin osalta ja vaihetta C Multifly®-kanyylin osalta.

Safety-Multifly®-kanyyli Multifly®-kanyyli
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Safety-Multifly®-kanyyli:
A.  Safety-Multifly®-kanyyli vedetaan pois suonesta (5) ja neulansuojus otetaan kéyttéon suonen ulkopuolella (6) tydontamalla se peukalolla ja etusormella kanyylin paalle,
samalla kun letku kiinnitetdan muilla sormilla. Kanyylin tulee lukittua neulansuojukseen tuntuvasti ja kuuluvasti napsahtaen (6).
B. Neulansuojus otetaan kayttoon samaan aikaan, kun Safety-Multifly®-kanyyli vedetéan pois suonesta (5). Kanyylin tulee lukittua neulansuojukseen tuntuvasti ja kuuluvasti napsahtaen (6).

Turvamekanismin aktivointi on suunniteltu tapahtuvaksi yhdella kadella.

Neulansuojuksen kayttoonotto — kanyyli suonessa: Ota neulansuojus kéyttoon samaan aikaan, kun vedat Safety-Multifly®-kanyylin pois suonesta.

Multifly®-kanyyli:
C.  Multifly®-kanyyli vedetaan ulos suonesta (5).

4. Havita Multifly®-kanyyli (6, Multifly®-kanyylin symboli) tai turvallisesti lukittu Safety-Multifly®-kanyyli heti heittamalla se teraville esineille tarkoitettuun sailioon (7,
Safety-Multifly®-kanyylin symboli).

Verindytteen ottaminen: katso myos Safety-Multifly®-kanyylin késittelya kuvaava video: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Lyhytaikainen infuusio Safety-Multifly®-kanyylilla / Multifly®-kanyylilla

1. Valmistele punktiokohta sopivalla desinficintiaineella. Ald koske laskimopunktiokohtaan desinfioinnin jélkeen. Sjoita potilas niin, etté laskimon luokse péésee helposti.

2. Avaa Safety-Multifly®-kanyylin / Multifly®-kanyylin lapipainopakkaus aseptisesti kuorimistekniikkaa kayttaen peukalolla ja etusormella. Lapindkyvan kalvon on osoitettava ylospain. Poista multiadapteri letkun
paasta kiertavalla ja vetavalla likkeelld. Kun desinfiointiaine on kuivunut, irrota infuusiojarjestelman Luer-tulppa ja yhdista Luer-naarasliitin
Safety-Multifly®-/Multifly®-kanyyliletkun paéssa infuusiojarjestelméan Luer-koiraslittimeen.

Poista infuusiojérjestelmésta ilma (pohjusta jéarjestelmé) valmisteluohjeen mukaisesti (1,2).

Maksimi-ilmaustilavuus Safety-Multifly®-kanyylissa / Multifly®-kanyylissa kanyylin halkaisijoilla 20G, 21G, 23G, 25G:

240 mm pitka letku: 0,450 ml
200 mm pitka letku: 0,300 ml
80 mm pitka letku: 0,120 ml

3. Poista kanyylin suojus ja varmista, etté Safety-Multifly®-kanyylin / Multifly®-kanyylin hiottu puoli osoittaa yléspain. Suorita laskimopunktio yhdistamalla vérilliset siivet ylospain.
Lopuksi voidaan suorittaa lyhytaikainen infuusio (enintaén 24 h).

4. Lyhytaikainen infuusio lopetetaan irrottamalla infuusiojérjestelméa Safety-Multifly®-kanyyli / Multifly®-kanyyli (3) ja vetamalla lopuksi Safety-Multifly®-kanyyli / Multifly®-kanyyli
suonesta noudattamalla vaiheen A tai vaiheen B ohjeita Safety-Multifly®-kanyylin osalta ja vaiheen C ohjetta Multifly®-kanyylin osalta.

® ®

Tayta infuusiojarjestelma talon siséisten ohjeiden
mukaisesti.

5. Havita Multifly®-kanyyli (5, Multifly®-kanyylin symboli) tai turvallisesti lukittu Safety-Multifly®-kanyyli (6, Safety-Multifly®-kanyylin symboli) heti heittamalla se teraville esineille tarkoitettuun sailioon.
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Séilytys

Séilyta Safety-Multifly®-kanyylit / Multifly®-kanyylit huoneenldmmaéssa.
OHJE: Al4 altista tuotetta suoralle auringonvalolle. Korkeimman suositeltavan sailytyslampdétilan ylittyminen voi vaikuttaa Safety-Multifly®-kanyylin / Multifly®-kanyylin laatuun.

Kansainvaliset / ISO-standardit

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Neuloja/kanyyleja koskevat standardit:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Etiketteja koskevat standardit:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Sterilointia koskevat standardit:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Pakkausta koskevat standardit:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Jérjestelmad koskevat standardit:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program standardin ISO 13485 mukaan

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: EU:n asetus la&kinnallisisté laitteista

Symbolien ja merkint6jen selitykset:

Tuotenumero
Eran tunniste

c E CE-merkinta
0124
M Valmistaja

Sailytys huoneenlammossa

8 Kaytettava viimeistaan
[:E'] Kéyttdohjetta noudatettava

e

’TY Sailytettava auringonvalolta suojattuna
-

? Sailytettava kuivassa

@ Ala kayta, jos pakkaus on vaurioitunut.

STERILE E Steriloitu etyleenioksidikaasulla

rogeeniton
Kontaminaatioriski uudelleenkaytettyna M pyrog

Ei saa steriloida uudelleen DEHP free | DEHP-vapaa

Varaamme oikeudet teknisiin muutoksiin

Kaikki tuotteeseen liittyvat vakavat poikkeamat, on iimoitettava valmistajalle, seka kayttajagmaan toimivaltaiselle viranomaiselle.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Mode d‘emploi - SARSTEDT Aiguilles Safety-Multifly®/Multifly® FR

Emploi prévu
L'aiguille Safety-Multifly® / Multifly® est une aiguille a ailettes stérile destinée a un usage unique. Utilisée avec la S-Monovette® de SARSTEDT, I'aiguille Safety-Multifly® / Multifly® constitue un systeme de prélévement de

sang veineux. L'aiguille Safety-Multifly® / Multifly® peut en outre étre utilisée pour une perfusion de courte durée. Le protecteur de I'aiguille Safety-Multifly® sert & recouvrir 'aiguille utilisée immédiatement apreés le préléve-
ment sanguin avec la derniére S-Monovette® / une perfusion de courte durée et donc a réduire le risque de blessure par piqglre involontaire. Les produits doivent étre utilisés par un personnel qualifié formé.

Description du produit

L'aiguille Safety-Multifly® / Multifly® est une aiguille a usage unique stérile et apyrogéne emballée individuellement dans un blister. Les aiguilles Safety-Multifly® / Multifly® se composent d'une aiguille médicale triple biseau
a usage unique en acier inoxydable d'une longueur de %" (19 mm), d’une tubulure flexible (de 80 mm ou 200 mm) et d'un adaptateur multiple intégré. Il existe également une variante sans adaptateur multiple des
aiguilles Safety-Multifly® / Multifly® avec une longueur de tubulure de 240 mm. Les produits sont disponibles avec des diamétres d'aiguilles de 20, 21, 23 et 25 gauges (G). Le protecteur de I'aiguille Safety-Multifly® sert a
recouvrir I'aiguille apres I'utilisation. Les produits ne contiennent que des composants sans DEHP et sans latex.

Consignes de sécurité et avertissements
Ne pas utiliser le produit si le blister est endommage et si I'aiguille est pliée ou cassée.

1. Pour la manipulation, veuillez respecter la description.

2. Portez des gants et un équipement de protection individuelle global pour vous protéger du sang et d'une exposition éventuelle a des agents pathogéenes transmissibles par le sang.

3. Evitez de tirer violemment sur I'aiguille & ailettes ou d'actionner prématurément le mécanisme de sécurité de I'aiguille Safety-Multifly® (protecteur d'aiguille), ce qui risquerait d'affecter le bon fonctionnement de

I'aiguille Safety-Multifly®.

Avant I'utilisation, contrdler le parfait état de chacun des emballages individuels. En présence de dommages sur ces derniers, ne pas utiliser les aiguilles.

Eliminez les aiguilles Safety-Multifly® / Multifly® utilisées et contaminées et les accessoires ayant servi au prélévement sanguin (par ex. lancettes, adaptateurs) dans un collecteur d'aiguilles approprié immédiatement

apres utilisation.

Apres |'activation du mécanisme de sécurité de I'aiguille Safety-Multifly®, celui-ci ne peut plus étre ouvert. Eviter toute manipulation violente.

Pendant I'utilisation et I'élimination, gardez toujours vos mains derriere |'aiguille.

Eviter de plier I'aiguille.

Les injections et applications sous-cutanées ne sont pas autorisées.

0. Traitez tous les échantillons biologiques et les matériels de prélevement sanguin tranchants/pointus (aiguilles) conformément aux recommandations et aux procédures en vigueur au sein de votre établissement. En
cas d'exposition a des échantillons biologiques ou de blessure par pigdre, consultez un médecin pour vous assurer de ne pas étre infecté par ex. par le VHB, VHC, VIH ou toute autre maladie infectieuse. Utilisez
des aiguilles avec protecteur d'aiguille intégré. Vous devez systématiquement vous conformer aux directives et procédures de sécurité en vigueur au sein de votre établissement.

11. La réutilisation du produit peut entrainer des infections, des blessures, voire la mort.

12. Lors du retrait ou de I'élimination de I'aiguille, il est possible qu'un peu de sang ou de médicament s'égoutte. C'est pourquoi il est recommandé d'éliminer I'aiguille Safety-Multifly® / Multifly® avec la pointe de

I'aiguille orientée vers le haut et le protecteur d'aiguille activé (aiguille Safety-Multifly®).
13. Ne pas recouvrir le mécanisme de sécurité de I'aiguille Safety-Multifly® de bande adhésive.
14. Avant toute utilisation pour une perfusion de courte durée, veillez a effectuer au préalable la purge d'air complete (amorgage).

S

20N

Prélévement d'échantillon et manipulation
AVANT DE COMMENCER LE PRELEVEMENT, VEUILLEZ LIRE LE PRESENT DOCUMENT DANS SON INTEGRALITE.
Matériel de travail non fourni mais nécessaire pour le prélevement sanguin :

1. Utilisez des gants, une blouse, des lunettes de protection ou tout autre vétement de protection approprié pour vous protéger du sang et des agents pathogénes transmissibles par le sang ou des matieres
potentiellement infectieuses.

2. Utiliser un matériel de désinfection pour nettoyer la zone de prélevement. Respectez les recommandations en vigueur dans votre établissement pour la préparation de la zone de prélevement pour assurer la stérilité
du prélevement de I'échantillon, ainsi que les consignes de manipulation de la S-Monovette®. N'utilisez pas de matériel de nettoyage a base d'alcool si les échantillons sont destinés a étre utilisés pour un test
d'alcoolémie sanguin.

3. Des tampons secs et propres conformément aux prescriptions en vigueur au sein de votre établissement.

4. Un garrot.

5. Un collecteur d'aiguilles pour les objets tranchants/pointus.

Préparation en vue du prélevement sanguin
Avant de procéder au prélévement sanguin, assurez-vous de disposer du matériel suivant :

1. Voir ci-dessus : matériel de travail non fourni mais nécessaire pour le prélevement sanguin.
2. Toutes les S-Monovette nécessaires.
3. Etiquettes pour l'identification du patient.

Ponction veineuse avec des aiguilles Safety-Multifly® / Multifly® :

1. Poser le garrot. Préparer la zone de ponction avec un produit de désinfection approprié. Aprés la désinfection, ne pas toucher la zone de ponction veineuse. Installer le patient de maniere a pouvoir accéder
facilement a la veine.

2. Ouvrir I'emballage blister de I'aiguille Safety-Multifly® / Multifly® en le décollant avec le pouce et I'index. Le film transparent doit étre orienté vers le haut. Une fois le produit de désinfection séché, retirez le capuchon
de protection de I'aiguille et assurez-vous que le coté biseauté de I'aiguille Safety-Multifly® / Multifly® est orienté vers le haut. Pour procéder & la ponction veineuse, pressez les ailettes colorées |'une contre |'autre
vers le haut (1), enfoncez la S-Monovette® a I'intérieur de I'adaptateur multiple de I'aiguille Safety-Multifly® / Multifly®, puis verrouillez en tournant d'un quart de tour dans le sens des aiguilles d'une montre
(connexion) (2). Prélevez le sang avec la S-Monovette® en tirant précautionneusement sur la tige du piston, jusqu'a ce que ce dernier atteigne le fond de la S-Monovette® (3). Pendant le prélévement sanguin avec
la premiére S-Monovette®, desserrez le garrot.

3. Alafin du prélévement sanguin, commencez par tourner la S-Monovette® d'un quart de tour dans le sens inverse des aiguilles d'une montre (4), puis retirez cette derniére de I'aiguille Safety-Multifly® /
Multifly® (déconnexion). Pendant le prélévement sanguin et le changement de tube de prélevement, I'aiguille Safety-Multifly® / Multifly® reste dans la veine. En cas de prélevements multiples comme décrit ci-
dessus, connectez les S-Monovette suivantes a I'aiguille Safety-Multifly® / Multifly® pour prélevez les échantillons suivants. A la fin du prélévement sanguin, déconnectez la derniére S-Monovette® de I'aiguille Safety-
Multifly® / Multifly®, puis suivez les étapes A ou B pour I'aiguille Safety-Multifly® et C pour I'aiguille Multifly®.

Aiguille Safety-Multifly® Aiguille Multifly®
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Pour I'aiguille Safety-Multifly® :
A.  L'aiguille Safety-Multifly® est retirée de la veine (5) et le protecteur d'aiguille est activé une fois I'aiguille en-dehors de la veine (6). Pour cela, poussez le protecteur d'aiguille par-dessus I'aiguille en vous servant
de votre pouce et de votre index, tout en maintenant la tubulure avec les autres doigts. L'aiguille doit s'enclencher dans le protecteur d'aiguille en émettant un « clic » audible et perceptible (6).
B. Le protecteur d'aiguille est activé en méme temps que |'aiguille Safety-Multifly® est retirée de la veine (5). L'aiguille doit s'enclencher dans le protecteur d'aiguille en émettant un « clic » audible et perceptible (6).

Le mécanisme de sécurité est concu de maniére a pouvoir étre actionné d'une seule main.

‘aiguille.

Activation du protecteur d'aiguille — aiguille a I'intérieur de la veine : Activez le protecteur d'aiguille simultanément au retrait de I'aiguille Safety-Multifly® de la veine.

Pour I'aiguille Multifly® :
C. Retirez I'aiguille Multifly®de la veine (5).

©

4. Bliminez I'aiguille Multifly® (6, pictogramme, aiguille Multifly®) ou I'aiguille Safety-Multifly® bloquée en toute sécurité dans un collecteur d'aiguilles destiné aux objets tranchants/pointus (7, pictogramme, aiguille
Safety-Multifly®).

Manipulation du prélevement sanguin : voir également la vidéo relative a la manipulation de I'aiguille Safety-Multifly® : www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Perfusion de courte durée avec des aiguilles Safety-Multifly® / Multifly®

1. Préparer la zone de ponction avec un produit de désinfection approprié. Aprés la désinfection, ne pas toucher la zone de ponction veineuse. Installer le patient de maniére a pouvoir accéder facilement a la veine.
2. Ouvrir I'emballage blister de I'aiguille Safety-Multifly® / Multifly® en le décollant avec le pouce et I'index. Le film transparent doit étre orienté vers le haut. Retirer I'adaptateur multiple a I'extrémité
du tuyau en le tirant tout en effectuant un mouvement de rotation. Une fois le produit de désinfection séché, retirez le capuchon Luer du systeme de perfusion, puis connectez le raccord Luer femelle a I'extrémité
du tuyau de I'aiguille Safety-Multifly®/ Multifly® au raccord Luer méle du systéme de perfusion.
Procédez a la purge d'air (amorgage) du systéme de perfusion, conformément aux prescriptions en vigueur au sein de votre établissement (1,2).

Volume de purge maximal des aiguilles Safety-Multifly® / Multifly® avec des diameétres d'aiguilles de 20G, 21G, 23G, 25G :

tuyau de 240 mm : 0,450 ml
tuyau de 200 mm : 0,300 ml
tuyau de 80 mm : 0,120 ml

3. Retirez le capuchon de protection de I'aiguille et assurez-vous que le coté biseauté de I'aiguille Safety-Multifly® / Multifly® est orienté vers le haut. Pour procéder a la ponction veineuse, pressez les ailettes colorées
I'une contre I'autre vers le haut. Vous pouvez ensuite procéder a une perfusion de courte durée (24 h maxi.).

4. Alafin de la perfusion de courte durée, déconnectez le systéme de perfusion de I'aiguille Safety-Multifly® / Multifly® (3), puis retirez I'aiguille Safety-Multifly® / Multifly® de la
veine. Pour cela, suivez les étapes A ou B pour I'aiguille Safety-Multifly® et C pour I'aiguille Multifly®.

® ®

Pré-remplir le systéme de perfusion conformément aux
prescriptions en vigueur au sein de votre établissement.

5. Eliminez immédiatement I'aiguille Multifly® (5, pictogramme, aiguille Multifly®) ou I'aiguille Safety-Multifly® bloquée en toute sécurité (6, pictogramme, aiguille Safety-Multifly®) dans un collecteur d'aiguilles desting
aux objets tranchants/pointus.
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Stockage

Stockez I'aiguille Safety-Multifly® / Multifly® a température ambiante.
REMARQUE : Tenir a I'abri de la lumiére directe du soleil. Le dépassement de la température de stockage maximale recommandée peut nuire a la qualité de I'aiguille Safety-Multifly® / Multifly®.

Normes internationales / ISO

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Normes relatives aux aiguilles :

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Normes relatives aux étiquettes :

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Normes relatives a la stérilisation :

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Normes relatives a I'emballage :

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Normes relatives au systeme :

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Medical Device Single Audit Program selon la norme ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Ordonnance européenne sur les dispositifs médicaux

Clés de symbole et d'identification :

Référence
Désignation du lot

c E Marque CE
0124
M Fabricant

Stocker a température ambiante

g Utilisable jusqu'au
[:E.] Respecter le mode d'emploi
4
ZIX  Conserver al'abri du soleil
a
Stocker dans un endroit sec

Ne pas utiliser si I'emballage est endommagé

STERILE E Stérilisation au gaz d'oxyde d'éthylene @
M Apyrogene

® En cas de réutilisation : risque de contamination
@ Ne pas restériliser DEHP free | Sans DEHP

Sous réserve de modifications techniques
Tous les incidents sérieux liés au produit doivent étre notifiés au fabricant et a I'autorité nationale compétente.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Uputa za upotrebu — SARSTEDT Igle Safety-Multifly®/Igle Multifly® HR

Namjena

Igla Safety-Multifly® / Igla Multifly® sterilna je igla s leptiricem namijenjena jednokratnoj uporabi. Igla Safety-Muitifly® / Igla Multifly® zajedno sa SARSTEDT epruvetom S-Monovette® Cini sustav za vadenje
venske krvi. Uz to, Igla Safety-Multifly® / Igla Multifly® moze se koristiti za kratkotrajnu infuziju. Stitnik za Iglu Safety-Multifly® sluzi za pokrivanje upotrijebliene igle neposredno nakon prikupljanja uzorka krvi u zadnju
epruvetu S-Monovette® / kratkotrajne infuzije, ¢ime se spriecava slucajno ozliedivanje iglom. Proizvodima smije rukovati samo stru¢no osposobljeno osoblje.

Opis proizvoda

Igla Safety-Multifly® / Igla Multifly® sterilni je proizvod za jednokratnu uporabu bez pirogena, pakiran pojedinacno u blister pakiranju. Igle Safety-Multifly® / Igle Multifly® sastoje se od medicinske jednokratne igle duljine 3%
in¢a (19 mm) od nehrdajuceg Celika s trostruko fasetno brusenim vrhom, fleksibilne cijevi (80 mm il 200 mm) i ugradenog drZaca igle (naziva se | multi-adapter). Dostupna je i izvedba Igle Safety-Mulltifly® / Igle Multifly®
bez ugradenog drzaca igle (multi-adaptera) s duljinom cijevi od 240 mm. Proizvodi su dostupni u unutarnjim promjerima 20, 21, 23 i 25 Gauge (G). Stitnik za Iglu Safety-Multifly® sluzi za pokrivanje igle nakon uporabe.
Proizvodi sadrze samo komponente bez DEHP-a i bez lateksa.

Informacije o sigurnosti i upozorenja
Nemojte upotrebljavati proizvod ako je blister pakiranje oSteceno, igla savijena ili slomljena.

Pridrzavajte se uputa iz opisa rukovanja.

Nosite rukavice i uobicajenu osobnu zastitnu opremu da biste se zastitili od krvi i potencijalne izlozenosti patogenima koji se prenose krvlju.

lzvlaGenie igle s leptiricem na silu ili prijevremeno aktiviranje sigurnosnog mehanizma Igle Safety-Multifly® (Stitnik za iglu) nije dopusteno jer to narusava funkcionalnost Igle Safety-Multifly®.

Prije uporabe provijerite jesu li pojedinacna pakiranja ostecena, i u tom slucaju ih nemojte upotrebljavati.

Iskoristene, kontaminirane Igle Safety-Multifly® / Igle Multifly® odmah odlozite u odgovarajuce spremnike za odlaganje ostrog medicinskog otpada, a pribor za vadenije krvi (npr. lancete, adaptere) jednako tako

odlozite u spremnike za odlaganje ostrog medicinskog otpada.

Nakon aktiviranja sigurnosnog mehanizma Igle Safety-Multifly® ona se vise ne smije otvarati. Nije dopusteno rukovanje na silu.

Tijekom uporabe i odlaganja ruke uvijek drZite iza igle.

Nije dopusteno savijati iglu.

Nije dopusteno ubrizgavanje i primjena pod kozu.

0. Rukujte svim bioloskim uzorcima i ostrim / Siljatim priborom za vadenje krvi (iglama) u skladu sa smjernicama i postupcima vase ustanove. U slu€aju izlozenosti bioloSkim uzorcima ili ozliede iglom potraZzite lijenicku
pomoc¢ jer moze doci do prijenosa virusa HBV, HCV, HIV ili drugih zaraznih bolesti. Upotrebljavajte igle s ugradenim Stitnikom za iglu. Uvijek je obavezno pridrzavati se sigurnosnih smjernica i postupaka vase
ustanove.

11. Ponovna uporaba proizvoda moze uzrokovati infekcije, ozljede ili smrt.

12. Prilikom vadenija ili odlaganja pripazite na moguce kapanje krvi li ljekova. Zbog toga se preporucuie Iglu Safety-Multifly® / Iglu Multifly® odlagati ostricom igle okrenutom prema gore s aktiviranim $titnikom za iglu

(Igla Safety-Multifly®).
13. Ne prekrivajte sigurnosni mehanizam Igle Safety-Multifly® liepljivom vrpcom.
14. Prije primjene za kratkotrajnu infuziju potrebno je obaviti potpuno odzracivanje (ispiranje).

SR

20N

Uzorkovanije i uporaba
PROCITAJTE OVAJ DOKUMENT U CIJELOSTI PRIJE VENEPUNKCIJE.
Potreban, neisporuceni radni pribor za vadenije krvi:

1. Upotrijebite rukavice, ogrtac, zastitu za odi ili drugu prikladnu zastitnu odjecu radi zastite od patogena koji se prenose krvlju ili potencijalnih zaraznih materijala.

2. Upotrijebite dezinfekcijska sredstva za ¢iséenje radnog mjesta na kojem se vadi krv. Prilikom pripreme radnog mjesta za vadenje krvi pridrzavajte se smjernica vase ustanove o steriinom uzorkovanju i uputa o
uporabi epruvete S-Monovette®. Nemojte upotrebljavati sredstva za Ciscenje na alkoholnoj osnovi ako uzorkovanje provodite u svrhu mjerenja razine alkohola u krvi.

Suhi, Cisti, jednokratni jastuciéi u skladu sa smjernicama vase ustanove.

Poveska.

Spremnik za medicinske ostrice za odlaganje igle.

o s

Priprema za vadenije krvi
Osigurajte dostupnost sliedecih materijala prije vadenja krvi:

1. Pogledajte gore: Potreban, neisporuceni radni pribor za vadenje krvi:
2. Sve potrebne epruvete S-Monovette.
3. Naljepnice za identifikaciju pacijenata.

Venepunkcija Iglom Safety-Multifly® / Iglom Multifly®:

1. Postavite povesku. Dezinficirajte mjesto uboda prikladnim dezinficijensom. Ne dodirujte mjesto venepunkcije nakon dezinficiranja. Pacijenta stavite u poloZaj u kojem je vena lako dostupna.

2. Blister pakiranje Igle Safety-Multifly® / Igle Multifly® otvorite asepti¢kim postupkom odvajanjem folije pomocu palca i kaZiprsta. Prozirmna folija mora biti okrenuta prema gore. Nakon $to se dezinficijens osusi, uklonite
zastitu s igle, pazite da je bruSena strana Igle Safety-Multifly® / Igle Multifly® okrenuta prema gore. Izvedite venepunkciju drzanjem krilaca obojenog leptirica prema gore (1), a zatim umetnite epruvetu S-Monovette®
u multi-adapter Igle Safety-Multifly® / Igle Multifly® i u¢vrstite izvodenjem % okreta u smjeru kretanja kazaljke na satu (spojite) (2). Izvadite krv u epruvetu S-Monovette® pazljivim poviac¢enjem Klipa do dna
epruvete S-Monovette® (3). Otpustite povesku kada krv krene tecéi u prvu epruvetu S-Monovette®.

3. Nakon zavrSetka vadenja krvi, prvo okrenite epruvetu S-Monovette® za % okreta u smjeru suprotnom od kretanja kazaljke na satu (4), a zatim je izvucite iz Igle Safety-Multifly® / Igle Multifly® (odspojite). Igla
Safety-Multifly® / Igla Multifly® ostaje u veni za vrijeme vadenja krvi i mijenjanja epruveta za vadenje krvi. U slucaju viSestrukog uzorkovanja - kako je gore opisano - sve sliedece epruvete S-monovette spajaju se
u Iglu Safety-Multifly® / Iglu Multifly® i dalje se prikupljaju uzorci. Za zavr$etak vadenja krvi, zadnja epruveta S-Monovette® odspaja se od Igle Safety-Multifly® / Igle Multifly® i slijedi korak A ili korak B za Iglu Safety-
Multifly® ili korak C za Iglu Multifly®.

Igla Safety-Multifly® Igla Multifly®
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Za Iglu Safety-Multifly®:

A. Igla Safety-Multifly® izvlaci se iz vene (5), a stitnik za iglu aktivira se izvan vene (6) pomicanjem stitnika preko igle palcem i kaziprstom,

dok se preostalim prstima pridrzava cijev. Igla se mora uglaviti u stitnik za iglu uz cujni ,klik” (6).

B. Stitnik za iglu aktivira se paralelno s izviadenjem Igle Safety-Multifly® iz vene (5). Igla se mora uglaviti u étitnik za iglu uz éujni ,Klik* (6).

Aktiviranje sigurnosnog mehanizma izvedeno je za uporabu jednom rukom.

o

Aktiviranje $titnika za iglu — igla u veni: aktivirajte Stitnik za iglu paralelno s izviacenjem Igle Safety-Multifly® iz vene.

Za Iglu Multifly®:
C. Igla Multifly® izviaci se iz vene (5).

©

4. Odmah odloZite Iglu Multifly® (6, piktogram Igla Multifly®) ili u $titnik uglaviienu Iglu Safety-Multifly® u spremnik za medicinske ostrice (7, piktogram Igla Safety-Multifly®).

Uporaba za vadenije krvi: pogledajte i videozapis o uporabi Igle Safety-Multifly®: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Kratkotrajna infuzija Iglom Safety-Multifly® / Iglom Multifly®

1. Dezinficirajte mjesto uboda prikladnim dezinficiiensom. Ne dodirujte mjesto venepunkcije nakon dezinficiranja. Pacijenta stavite u poloZaj u kojem je vena lako dostupna.

2. Blister pakiranje Igle Safety-Multifly® / Igle Multifly® otvorite asepti¢kim postupkom odvajanjem folije pomocu palca i kaZiprsta. Prozirna folija mora biti okrenuta prema gore. Multi-adapter na kraju

cijevi skinite okretanjem uz poviacenje. Nakon §to se dezinficijens osusi, skinite luer zatvara¢ sustava za infuziju i zenski luer prikljucak na kraju

cijevi lgle Safety-Multifly® / cijevi Igle Multifly® spojite s muskim luer prikljuckom sustava za infuziju.
Sustav za infuziju odzracite (isperite) u skladu sa smjernicama vase ustanove (1,2).

Maksimalni kapacitet odzracivanja (ispiranja) Igle Safety-Multifly® / Igle Multifly® veli¢ine 20G, 21G, 23G, 25G:

240 mm duga cijev: 0,450 ml
200 mm duga cijev: 0,300 ml
80 mm duga cijev: 0,120 ml

3. UKlonite zastitu s igle, pazite da je brusena strana Igle Safety-Multifly® / Igle Multifly® okrenuta prema gore. lzvedite venepunkciju drzanjem krilaca leptirica u boji

prema gore. Zatim mozete obaviti kratkotrajnu infuziju (maks. 24 h).

4. ZazavrSetak kratkotrajne infuzije sustav za infuziju odspaja se od Igle Safety-Multifly® / Igle Multifly® (3), zatim se Igla Safety-Multifly® / Igla Multifly® izviaci

iz vene i slijedi korak A ili korak B za Iglu Safety-Multifly® ili korak C za Iglu Multifly®.

[
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Sustav za infuziju isperite u skladu s internim
smjernicama ustanove.

®

\)

5. Odmah odlozite Iglu Multifly® (5, piktogram Igla Multifly®) ili u Stitnik uglavijenu Iglu Safety-Multifly® (6, piktogram Igla Safety-Multifly®) u spremnik za medicinske ostrice.

SARSTEDT
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Skladistenje

Iglu Safety-Multifly® / Iglu Multifly® skladistite na sobnoj temperaturi.
NAPOMENE: Ne izlazite izravnoj suncevoj svjetlosti. Prekoracenje preporu¢ene maksimalne temperature skladistenja moze negativno utjecati na kvalitetu Igle Safety-Multifly® / Igle Multifly®.

Medunarodne / ISO norme

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Norme primjenjive na igle:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Norme primjenjive na naljepnice:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Norme primjenjive na sterilizaciju:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices
Norme primjenjive na pakiranje:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems

DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Norme primjenjive na sustav:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program prema normi ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Uredba (EU) o medicinskim proizvodima

Objasnjenja simbola i oznaka

Broj artikla
Broj serije

c E Oznaka CE
0124
M Proizvoda¢

Cuvati na sobnoj temperaturi

g Upotrijebiti do
[:E.] Pogledajte upute za uporabu

\\:’/ " . o . X X

ZI\  Cuvati zasticeno od sunceve svjetlosti
-

T Cuvati na suhom mjestu

@ Ne upotrebljavati proizvod s oste¢enim pakiranjem

STERILE E Sterilizirano etilen oksidom
bez pirogena
® U slu¢aju ponovne uporabe: opasnost od kontaminacije M pirog

@ Ne ponovno sterilizirati DEHP free | Bez DEHP-a

Pravo na tehnicke izmjene pridrzano
Sve ozbiline incidente s ovim proizvodom treba prijaviti proizvodacu i nadleznoj nacionalnoj ustanovi.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Hasznalati utasitas - SARSTEDT Safety-Multifly® Kanul6k/Multifly® Kanilék HU

A felhasznalas célja

A Safety-Multifly® kantl / Multifly® kantl egy steril, egyszeri hasznélatra kifejlesztett szarmnyas kanul. A Safety-Multifly® kantl / Multifly® kantl a SARSTEDT S-Monovette® egységgel rendszert képez a vénas vérvételhez.
Ezenkivil a Safety-Multifly® kantl / Multifly® kantl révid ideig tarté infuzidhoz alkalmazhatd. A Safety-Multifly® kanul tlivéddje kézvetlendl az utolsé S-Monovette® egységgel tortént vérvétel / rovid ideig tartd infuzié utan a
hasznélt t( lefedésére és az ez utani esetleges véletlen tliszUrasos sérlilések csokkentésére szolgdl. A terméket csak képzett szakszemélyzet haszndlja.

Termékleiras

A Safety-Multifly® kantl / Multifly® kantil egy steril, pirogénmentes és egyedi buborékos félidba csomagolt, egyszer hasznélatos termék. A Safety-Multifly® kantilok / Multifly® kantlok egy orvosi % col (19 mm)
hosszusagu, nemesacél, 3-szor csiszolt €U, egyszer hasznélatos t(ibdl, egy flexibilis csébdl (80 mm vagy 200 mm) és egy beépitett kanliltartdbdl (multi-adapternek is nevezik) alinak. A Safety-Multifly® kanGlok / Multifly®
kanUlok egyik valtozata beépitett kantiltarté (multi-adapter) nélkil, 240 mm-es cséhosszal is kaphatd. A termékek 20, 21, 23 és 25 gauge (G) nagysagu kantlatmérével kaphatok. A Safety-Multifly® kantilok tivédsje
hasznélat utan a t( fedésére szolgal. A termékek csak olyan dsszetevéket tartalmaznak, amelyek DEHP mentesek és latexmentesek.

Biztonsagi és figyelmeztet6 utasitasok

Ne haszndlja a terméket, ha a buborékos csomagolas sértlt, a kanil elhajolt vagy térott.

1. Tartsa be a kezelésre vonatkozo leirast.

2. Viselien véddkesztylit és altalanos egyéni véddfelszerelést, hogy védje magat a vértdl és az ellen, hogy egy esetlegesen vér Utjan terjedd kérokozonak tegye ki magat.

3. A szamyas kanul esetében kertljie az er6szakos meghuzast vagy a Safety-Mulitfly® kandl (tlivédd) biztonsagi szerkezetének idé el6tti mikodtetését, mivel ez hatranyosan befolyasolja a Safety-Mulitfly® kantlok

mUkodoképességeét.

Hasznalat elétt ellendrizzen minden egyedi csomagolast, hogy nem karosodott-e, és karosodas esetén ne haszndlja.

Azonnal dobja a hasznélt, szennyezett Safety-Multifly® kantloket / Multifly® kantloket egy megfelelé hulladékgy(ijté dobozba. A vérvételnez hasznélt eszkozoket (pl. landzsékat, adaptereket) szintén dobja

hulladékgyijté dobozba.

A Safety-Multifly® kanul biztonségi szerkezetének aktivalasa utan azt mar ne nyissa ki tobbet. Ne alkalmazzon erészakot.

A haszndlat és az artalmatlanités kdzben a kezeit mindig a kantl mégétt tartsa.

At elgorbitése tilos.

Injekcio és bér alatti hasznalat nem megengedett.

0. Minden bioldgiai mintat és az éles/hegyes vérvételi eszkdzoket (kanildket) az On intézményében érvényes irdnyelvek és eljarasok szerint kezelje. Forduljon orvoshoz, ha bioldgiai mintakkal érintkezett vagy ha

tliszUrasos sériilése van, mivel pl. HBV, HCV, HIV vagy més fertéz6 betegségeket kaphat el. A kantildket beépitett tlivédével haszndlja. Mindig tartsa be az On intézményében érvényes iranyelveket és eljarasokat.

11. Atermék Ujra felhasznélasa fertézésekhez, sérllésekhez vagy haldlhoz vezethet.

12. Az eltavolitds vagy az artalmatlanitas soran tigyelien arra, hogy esetleg vér vagy gydgyszer csdppenhet ki beléle. Eppen ezért javasoljuk, hogy a Safety-Multifly® kantildket / Multify® kantiloket tiiheggyel felfelg,
aktivalt tivédovel (Safety-Multifly® kandl) dobja ki.

13. A Safety-Multifly® kanUl biztonségi szerkezetét ne ragassza le ragtapasszal.

14. A rovid ideig tartd infuzié haszndlata elétt Ugyelien arra, hogy a termék elézetesen légtelenitve legyen.

S
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Mintavétel és kezelés
OLVASSA EL VEGIG EZT A DOKUMENTUMOT, MIELOTT A VENAS PUNKCIOT ELKEZDI.
A vérvételhez sziikséges anyagok, amelyek nem képezik a csomag részét:

1. Hasznéljon véddkeszty(it, kdpenyt, védészemUveget vagy més védéruhdzatot, hogy megvédje magat a vér dltal terjesztett korokozoktdl vagy esetlegesen fertézé anyagoktdl.

2. Avérvételi hely tisztitdsahoz haszndljon fertétlenitészert. Tartsa be az On intézményében, a steril mintavételre érvényes iranyelveket a mintavételi hely elékészitésére vonatkozdan, valamint az S-Monovette® egységek
kezelésére vonatkozo utasitadsokat. Ne hasznaljon alkohol tartalmu tisztitd anyagokat, ha a mintat véralkohol-teszthez hasznaljak fel.

Széraz, tiszta tamponok az On intézménye szerint.

Egy vénaleszorito.

Egy hulladékgytijté doboz éles/hegyes targyaknak.

o s

A vérvétel el6készitése
Gy6z6djon meg réla, hogy a vérvétel el6tt a kdvetkezd anyagok rendelkezésre dlinak.

1. Lasd fent: A vérvételhez szlikséges anyagok, amelyek nem képezik a csomag részét.
2. Minden szikséges S-Monovette.
3. Cimkék a beteg azonositasahoz.

Vénapunkcio Safety-Multifly® kandllel / Multifly® kanllel:

1. Helyezze fel a vénaleszoritét. A punkcid helyét készitse elé megfeleld fertGtlenitészerrel. A fertétlenités utan ne érintse meg a vénapunkcio helyét. A beteget Ugy fektesse le, hogy konnyen hozzaférien a véndjahoz.

2. A Safety-Multifly® kanul / Multifly® kantl buborékos csomagolasat ,peel off” technika segitségével a hiivelyk- és mutatéujjval nyissa ki a fertézés elkeriilése érdekében. Az étlatszo folianak felfelé kell néznie. A
fert6tlenitészer megszaradasa utan tavolitsa el a kanul védéburkolatat, majd gy6zédjon meg rdla, hogy a Safety-Multifly® kantl / Multifly® kantl lecsiszolt oldala felfelé néz. Végezze el a vénapunkciot a szines
szarnyak felfelé torténd Osszevezetése segitségével (1), dugja az S-Monovette® egységet a Safety-Multifly® kandl / Multifly® kantl multi-adapterébe és egy % fordulattal az 6ramutaté jarasaval megegyezé
iranyba biztositsa (csatlakoztassa) (2). Vegyen az S-Monovette® egységgel vért, amely soran a dugattydrudat dvatosan az S-Monovette® aljdig hizza (3). Lazitsa meg a vénaleszoritét az elsé S-Monovette®
egységgel torténd vérvétel soran.

3. A vérvétel befejezése utan forditsa az S-Monovette® el6szor ¥ fordulattal az 6ramutaté jarasaval ellentétes iranyba (4), majd hiizza ki a Safety-Multifly® kantlbdl / Multifly® kantlbél (lecsatlakoztatas). A
Safety-Multifly® kantl / Multifly® kanUl a vérvétel és a vérvételi ampulla cseréje soran a vénaban marad. Tobbszori vérvétel esetén - a fent leirtak szerint - a kdvetkezé S-Monovette egységet kell a Safety-Multifly®
kanulhoz / Multifly® kantihGz csatlakoztatni és tovabbi mintakat venni. A vérvétel befejezéséhez az utolsé S-Monovette® egységet le kell csatlakoztatnia Safety-Multifly® kantlrél / Multifly® kantirél, majd ezt kdvetéen
Safety-Multifly® kantire vonatkozdan az A vagy a B lépés kovetkezik, a Multifly® kantl esetében pedig a C [épés.

Safety-Multifly® kanl Multifly® kandil
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A Safety-Multifly® kaniil esetében:
A. A Safety-Multifly® kan(lt ki kell hiizni a vénabdl (5) és a tlivedét a vénan kivil aktivalni kell (6), azéltal, hogy a tlivédét a hivelyk- és a mutatdujjal a kantilre toljuk,
mikdzben a tobbi ujjal a csévet rogzitjlik. A kanlinek érezhetéen és egy hallhatd ,kattand” hanggal be kell kattannia a tlivédébe (6).
B. A tivédét aktivalni kell, mikdzben a Safety-Multifly® kandilt kinlizza az ember a vénabal (5). A kanliinek érezhetéen és egy hallhatd ,kattand” hanggal be kell kattannia a tlivédébe (6).

d Ktivalaas 1

A biztonsagi r akti gy tect

tervezték.

®

Tlvédd aktivalasa — kaniil a vénaban: Aktivélja a tlivédét, mikézben a Safety-Multifly® kanlt kintizza a vénabol.

A Multifly® kaniil esetében:
C. Huzza ki a Multifly® kantilt a vénabdl (5).

©

4. Dobja a Multifly® kandlt (6, Multifly® kantl piktogram), ill. a biztonsagosan lezart Safety-Multifly® kanlt azonnal egy éles/hegyes targyak kidobasara szolgald hulladékgy(iité dobozba (7, piktogram
Safety-Multifly® kanl.

Alkalmazas vérvételhez: lasd a Safety-Multifly® kanll kezelésérdl szolo videdt itt: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Rovid ideig tarto infuzié Safety-Multifly® kanullel / Multifly® kandllel:

1. A punkcio helyét készitse el megfeleld fertétlenitészerrel. A fert6tlenités utan ne érintse meg a vénapunkcié helyét. A beteget Ugy fektesse le, hogy kdnnyen hozzaférjen a vénajahoz.

2. A Safety-Multifly® kanul / Multifly® kantl buborékos csomagolasat ,peel off” technika segitségével a hiivelyk- és mutatéujjéval nyissa ki a fertézés elkertilése érdekében. Az atlatszd folianak felfelé kell néznie.
A csé végeén lévé multi-adaptert csavard-hiizé mozdulattal tavolitsa el. A fert6tlenitészer megszéaradasa utan tavolitsa el az infizidrendszer Luer-dugdjat és a Safety-Multifly®/ Multifly® kantlcsé végén 1évé hivelyes
Luer-csatlakozét csatlakozassa az infuzidrendszer csapos Luer-csatlakozdjahoz.

Az infuzidrendszert légtelenitse az intézményében érvényes iranyelv szerint (1,2).

A Safety-Multifly® kantlok / Multifly® kanilok maximalis 1égtelenitési mennyisége 20G, 21G, 23G, 25G kanulatmérék esetén:

240 mm hosszu csé: 0,450 ml
200 mm hosszu csé: 0,300 ml
80 mm hosszu cs6: 0,120 ml

3. Tavolitsa el a kanil véddéburkolatat, majd gy6z6djon meg rdla, hogy a Safety-Multifly® kandl / Multifly® kanl lecsiszolt oldala felfelé néz. Végezze el a vénapunkcidt a felfelé nézé szines szarnyak
Osszevezetésével. Ezt kdvetden el lehet végezni a révid ideig tart infuziét (max. 24 dra).

4. Ardvid ideig tartd infuzié befejezéséhez az infuzidrendszert le kell csatlakoztatni a Safety-Multifly® kantirél / Multifly® kantlrél (3) és ki kell hizni a Safety-Multifly® kanUlt / Multifly® kanUlt a vénabal,
majd ezt kdvetden Safety-Multifly® kanlre vonatkozdan az A vagy a B 1épés kovetkezik, a Multifly® kanUl esetében pedig a C 1épés.

® ®

Az inflziérendszert a hdzon bellli irdnyelvek szerint kell elékésziteni.

5. Dobja a Multifly® kandilt (5, Multifly® kandl piktogram), ill. a biztonsagosan lezart Safety-Multifly® kanilt azonnal egy éles/hegyes targyak kidobéséra szolgdld hulladékgydijté dobozba
(6, piktogram Safety-Multifly® kanil).
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Tarolas
A Safety-Multifly® kantldket / Multifly® kanuloket szobahémérsékleten kell tarolni.
UTASITAS: Ne tegye ki kdzvetlen napsugdrzasnak. A maximalisan ajanlott tarolasi hémérséklet tullépése hatranyosan befolyasolhatja a Safety-Multifly® kandilok / Multifly® kantlok mindségét.

Nemzetkozi / ISO szabvanyok

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Tikre /kanul6kre vonatkozo szabvanyok:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Cimkékre vonatkozé szabvanyok:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Sterilizalasra vonatkozé szabvanyok:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Csomagolasra vonatkozo szabvanyok:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Rendszerrel kapcsolatos szabvanyok:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program az ISO 13485 szerint

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Orvostechnikai eszkézokrél sz6l6 unids rendelet

Szimbdélumok és jeldlések magyarazata:

Cikkszam
Gyartasi tételszam

Lejarat napja:

[:E.] Olvassa el a hasznalati utasitast!

c E o124 Eurépai megfelel6ség

Tarolas szobahémérsékleten

e
ZKS Napfénytd| védve térolandd
a

T Széraz helyen tartandd

@ Ha a csomagolas megseérdlt, ne hasznaljal
STERILE|EO| Steriizalés etiién-oxid gazzal

o " . . . Pirogénmentes
Ujrafelhasznélas esetén: szennyezésveszély

@ Nem Ujra sterilizalandd DEHP free | DEHP mentes

A technikai valtoztatasok jogat fenntartjuk
Minden a termékkel kapcsolatosan bekdvetkezett silyos eseményt az illetékes nemzeti hatésaghoz, hivatalhoz jelenteni kell.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Istruzioni d‘uso — SARSTEDT Aghi Safety-Multifly®/Aghi Multifly® IT

Destinazione d'uso

L'ago Safety-Multifly® / ago Multifly® & un ago a farfalla sterile, monouso. Insieme a una S-Monovette® SARSTEDT, I'ago Safety-Multifly® / ago Multifly® forma un sistema per il prelievo di sangue venoso. Inoltre, I'ago
Safety-Multifly® / ago Multifly® pud essere utilizzato per un'infusione breve. Il copriago Safety-Multifly® deve essere utilizzato immediatamente dopo il prelievo di sangue con I'ultima S-Monovette® / o I'infusione breve per
coprire I'ago usato e pertanto ridurre la possibilita di punture accidentali. | prodotti devono essere utilizzati da personale addestrato.

Descrizione del prodotto

L'ago Safety-Multifly® / ago Multifly® & un prodotto monouso, sterile, apirogeno, confezionato in blister singolo. Gli aghi Safety-Multifly® / aghi Multifly® sono costituiti da un ago monouso medico, lungo 19 mm, in acciaio
inossidabile e con una triplice sfaccettatura, un tubo flessibile (80 mm o 200 mm) e un supporto per I'ago integrato (definito anche Multi-Adapter). Esiste una variante degli aghi Safety-Multifly® / aghi Multifly® senza
supporto per I'ago integrato (Multi-Adapter) e con tubo da 240 mm. | prodotti sono disponibili con aghi di diametro 20, 21, 23 e 25 Gauge (G). Il copriago Safety-Multifly® serve per coprire I'ago immediatamente dopo
I'uso. | prodotti contengono solo componenti senza DEHP e senza lattice.

Istruzioni di sicurezza e avvertenze

Non utilizzare il prodotto se il blister € danneggiato o se I'ago & piegato o rotto.

Attenersi alle istruzioni per la manipolazione.

Indossare guanti e dispositivi di protezione personale generali per proteggersi dal sangue e dalla possibile esposizione a patogeni trasportati dal sangue.

Evitare di tirare con forza I'ago a farfalla o di attivare prematuramente il meccanismo di sicurezza dell'ago Safety-Multifly® (copriago) per evitare di compromette la funzionalita dell'ago Safety-Multifly®.

Prima dell'uso, controllare ogni singola confezione per rilevare eventuali danni e, qualora ve ne fossero, non utilizzare.

Smaltire immediatamente gli aghi Safety Muiltifly® / aghi Multifly® usati e contaminati in appositi contenitori e nello stesso contenitore gettare anche gli accessori per il prelievo del sangue (ad es. lancette, adattatori).

Dopo che il meccanismo di sicurezza dell'ago Safety-Multifly® & stato attivato, questo non dovra piu essere aperto. Evitare una manipolazione brusca.

Durante I'uso e lo smaltimento, tenere sempre le mani dietro all'ago.

Evitare di piegare I'ago.

Non & consentito I'impiego dell'ago a scopo di iniezione e uso sottocutaneo.

0. Trattare tutti i campioni biologici e gli strumenti per il prelievo di sangue affilati/appuntiti (aghi) nel rispetto delle direttive e delle procedure del proprio istituto. In caso di esposizione a campioni biologici o di ferite
causate da punture d'ago, consultare un medico in quanto esiste la possibilita di trasmissione di HBV, HCV, HIV o altre malattie infettive. Utilizzare aghi con copriago incorporato. Attenersi sempre alle direttive e alle
procedure di sicurezza del proprio istituto.

11. Il riutilizzo del prodotto pud causare infezioni, lesioni o anche la morte.

12. Durante la rimozione o lo smaltimento, prestare attenzione al possibile sgocciolamento di sangue o di farmaco. Si raccomanda pertanto di smaltire I'ago Safety-Multifly® / ago Multifly® con la punta rivolta verso I'alto

e con il copriago attivato (ago Safety-Multifly®).
13. Non coprire con nastro adesivo il meccanismo di sicurezza dell'ago Safety Multifly®.
14. Prima dell'uso per un'infusione breve, assicurarsi di disareare completamente I'ago (innesco).

20PN AN

Prelievo e manipolazione del campione
PRIMA DI INIZIARE LA VENIPUNTURA, LEGGERE FINO IN FONDO QUESTO DOCUMENTO.
Materiale di lavoro necessario per il prelievo di sangue, non fornito:

1. Usare guanti, camici, protezioni per gli occhi o altri indumenti protettivi appropriati per proteggersi da agenti patogeni trasmessi con il sangue o materiali potenzialmente infettivi.

2. Utilizzare materiale disinfettante per pulire il punto di prelievo. Attenersi alle direttive del proprio istituto per il prelievo sterile dei campioni relativamente alla preparazione del sito di prelievo e alle istruzioni per la
manipolazione delle S-Monovette®. Non utilizzare materiali di pulizia a base di alcol se i campioni devono essere utilizzati per il test dell'alcolemia.

Tamponi asciutti, puliti e monouso conformemente al proprio istituto.

Un laccio emostatico.

Un contenitore per lo smaltimento degli oggetti taglienti/appuntiti.

a s

Preparazione al prelievo di sangue
Prima del prelievo, assicurarsi che siano disponibili i seguenti materiali:

1. Vedere sopra: Materiale di lavoro necessario per il prelievo di sangue, non fornito:
2. Tutte le S-Monovette necessarie.
3. Etichette per I'identificazione del paziente.

Venipuntura con ago Safety-Multifly® / ago Multifly®:

1. Applicare il laccio emostatico. Preparare il sito di iniezione con un disinfettante adeguato. Evitare di toccare la sede di venipuntura dopo la disinfezione. Posizionare il paziente in modo da avere un facile accesso alla
vena.

2. Aprire la confezione blister dell'ago Safety-Multifly® / ago Multifly® in modo asettico, usando la tecnica peel off, con pollice e indice. La pellicola trasparente deve essere rivolta verso I'alto. Dopo che il disinfettante
si & asciugato, rimuovere I'involucro protettivo dell'ago, assicurarsi che il lato affilato dell'ago Safety-Multifly®/ ago Multifly® sia rivolto verso I'alto. Eseguire la venipuntura avvicinando le alette colorate verso I'alto (1),
quindi far scorrere la S-Monovette® nel Multi-Adapter dell'ago Safety-Multifly® / ago Multifly® e assicurarla con un % di giro in senso orario (connessione) (2). Prelevare il sangue con la S-Monovette® tirando
delicatamente lo stantuffo fino al fondo della S-Monvette® (3). Sciogliere il laccio emostatico durante il prelievo della prima S-Monovette®.

3. Al termine del prelievo di sangue, staccare le S-Monovette® compiendo dapprima una rotazione di % di giro in senso orario (4) e quindi staccandola dall'ago Safety-Mulltifly® / ago Multifly® (disconnessione)
L'ago Safety-Multifly® / ago Multifly® rimane in vena durante il prelievo di sangue e il cambio delle provette. In caso di campionamento multiplo, come sopra descritto, le S-Monovette successive vengono connesse
all'ago Safety-Multifly® / ago Multifly® e vengono quindi prelevati ulteriori campioni. Per completare il prelievo di sangue, disconnettere |'ultima S-Monovette® dall'ago Safety-Multifly® / ago Multifly®, quindi seguire il
passo A o il passo B per I'ago di Safety-Multifly® e il passo C per I'ago Multifly®.

Ago Safety-Multifly® Ago Multifly®
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Per I'ago Safety-Multifly®:
A. L'ago Safety-Multifly® viene estratto dalla vena (5) e il copriago viene attivato fuori dalla vena (6) facendolo scorrere sull'ago con pollice e indice,
mentre con le altre dita si tiene fermo il tubo. L'ago deve innestarsi nel copriago in modo chiaro e con un "clic" udibile (6).
B. Il copriago viene attivato parallelamente all'estrazione dell'ago Safety-Multifly® dalla vena (5). L'ago deve innestarsi nel copriago in modo chiaro e con un "clic" udibile (6).

Il meccanismo di sicurezza é progettato per essere attivato con una sola mano.
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Attivazione del copriago - ago nella vena: Attivare il copriago parallelamente all'estrazione dell'ago Safety Multifly® dalla vena.

Per I'ago Multifly®:
C. L'ago Multifly® viene estratto dalla vena (5).

©

4. Smaltire immediatamente I'ago Multifly® (6, pittogramma dell'ago Multifly®) o I'ago Safety-Multifly® chiuso in modo sicuro, in un contenitore per lo smaltimento degli oggetti taglienti/appuntiti (7, pittogramma
dell'ago Safety-Multifly®.

Manipolazione per il prelievo di sangue: vedere anche il video sulla manipolazione dell'ago Safety-Multifly®: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Infusione breve con ago Safety-Multifly® / ago Multifly®:

1. Preparare il sito di iniezione con un disinfettante adeguato. Evitare di toccare la sede di venipuntura dopo la disinfezione. Posizionare il paziente in modo da godere di un facile accesso alla vena.

2. Aprire la confezione blister dell'ago Safety-Multifly® / ago Multifly® in modo asettico, usando la tecnica peel off, con pollice e indice. La pellicola trasparente deve essere rivolta verso I'alto. Rimuovere il Multi-Adapter
dall'estremita del tubo con un movimento di rotazione-trazione. Dopo che il disinfettante si & asciugato, rimuovere il connettore Luer maschio del sistema di infusione e collegare il connettore Luer femmina posto
sull'estremita del tubo dell'ago Safety-Multifly®/ ago Multifly® al connettore Luer maschio del sistema di infusione.

Eliminare I'aria dal il sistema di infusione in base alla direttiva dell'istituto (innesco) (1,2).

Volume di disaerazione massimo degli aghi Safety-Multifly® / aghi Multifly® con i diametri 20G, 21G, 23G, 25G:

tubo da 240 mm: 0,450 ml
tubo da 200 mm: 0,300 ml
tubo da 80 mm: 0,120 ml

3. Rimuovere l'involucro protettivo dell'ago, assicurarsi che il lato affilato dell'ago Safety-Multifly® / ago Multifly® sia rivolto verso I'alto. Eseguire la venipuntura avvicinando le alette colorate verso I'alto
. Quindi & possibile eseguire un'infusione breve (max 24h).

4. Al termine dell'infusione breve, il sistema di infusione viene disconnesso dall'ago Safety-Multifly® / ago Multifly® (3), quindi I'ago Safety-Multifly® / ago Multifly® viene estratto
dalla vena attenendosi alla fase A o alla fase B per I'ago Safety-Multifly® o alla fase C per I'ago Multifly®.

® ®

Preriempire il sistema di infusione attenendosi alle
direttive dell'istituto.

5. Smaltire immediatamente I'ago Multifly® (5, pittogramma dell'ago Multifly®) o I'ago Safety-Multifly® chiuso in modo sicuro (6, pittogramma dell'ago Safety-Multifly®) in un contenitore per lo smaltimento degli
oggetti taglienti/appuntiti.
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Conservazione

Conservare gli aghi Safety-Multifly® / aghi Multifly® a temperatura ambiente.
NOTA: Non esporre alla luce solare diretta. Il superamento della temperatura di conservazione massima raccomandata pud compromettere la qualita dell'ago Safety-Multifly® / ago Multifly®.

Norme internazionali / ISO

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Norme riguardanti gli aghi:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Normen zu Etiketten:
DIN EN 1041: Information supplied by the manufacturer of medical devices

DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Norme sulla sterilizzazione:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Norme sul confezionamento:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Norme riguardanti il sistema:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program secondo la norma ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Regolamento Dispositivi Medici UE

Legenda dei simboli e dei contrassegni:
Codice articolo

Usare entro
Designazione della partita

c E Marchio CE
0124
M Produttore

Conservare a temperatura ambiente

[:E.] Attenersi alle istruzioni d'uso

e )

ZIX  Conservare al riparo dalla luce del sole
-

T Conservare in un luogo asciutto

@ Non utilizzare se la confezione & danneggiata

E Sterilizzazione con gas ossido di etilene
A . . - apirogeno
In caso di riutilizzo: pericolo di contaminazione

@ Non risterilizzare DEHP free | Senza DEHP

Con riserva di modifiche tecniche
Eventuali incidenti gravi relativi al prodotto devono essere notificati al produttore e all’autorita nazionale competente.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)
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DIN 13097-4: Hypodermic needles — Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels — Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices — Requirements and test methods.

e 374
DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General requirements

Wit it
DIN EN ISO 11135:Sterilization of health—care products — Ethylene oxide —Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices = Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

3 4
DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices — Part 2: Validation requirements for forming, sealing and assembly processes

Alz=g) A kA

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: 1SO 13485 ©ll w2 Medical Device Single Audit Program

DIN EN ISO 14971: Medical devices — Application of risk management to medical devices

MDR 2017/745: EU 9] &7]7] 7+4
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Naudojimo instrukcijos - SARSTEDT ,,Safety-Multifly®“ Kaniulés/,,Multifly®“ Kaniulés LT

Naudojimo paskirtis

,Safety-Multifly® kaniulé / ,Multifly® kaniulé yra sterili vienkartiniam naudojimui skirta sparnuotoji kaniulé. ,Safety-Multifly®* kaniulé / ,Multifly® “ kaniulé kartu su SARSTEDT ,,S-Monovette® sudaro sistema, skirta kraujui
i$ venos paimti. Papildomai ,Safety-Multifly® kaniule / ,Multifly®* kaniule galima naudoti trumpalaikei infuzijai. ,Safety-Multifly®* kaniulés adatos apsaugas skirtas naudotai adatai uzdengti tuojau pat po paskutinio kraujo
éminio paémimo su ,S-Monovette® / trumpalaikes infuzijos ir rizikai véliau netycia jsidurti adata sumazinti. Produktus leidziama naudoti mokytiems specialistams.

Produkto aprasymas

,Safety-Multifly® kaniulé / ,Multifly® kaniulé yra sterilus, be pirogeny ir po viena lizdinéje pakuotéje supakuotas vienkartinis produktas. ,Safety-Multifly®* kaniules / ,Multifly®* kaniules sudaro medicininé % colio (19 mm)
ilgio vienkartiné adata i$ nertdijanciojo plieno su 3-gubu facetiniu $lifu, lanksti zarnelé (80 mm arba 200 mm) ir integruotas kaniulés laikiklis (dar vadinamas multiadapteriu). Taip pat sitlomas ,Safety-Multifly®* kaniuliy /
L,Multifly® kaniuliy variantas be integruoto kaniulés laikiklio (multiadapterio) su 240 mm ilgio Zarnele. Produktus galima jsigyti su 20, 21, 23 ir 25 Gaugo kalibro (G) skersmens kaniulémis. ,Safety-Multifly® kaniuliy adatos
apsaugas naudojamas adatai uzdengti po proceduros. Produkta sudaro tik komponentai be DEHP ir be latekso.

Saugos ir jspéjamosios nuorodos

Nenaudokite produkto, jeigu pazeista lizdiné pakuote, kaniulé sulenkta arba suluzusi.

1. Laikykites aprasyty veiksmuy nurodymy.

2. Kad apsisaugotumete nuo kraujo ir galimo per krauja perduodamy infekcijy poveikio, mavekite pirstines ir naudokite bendrgsias asmeninés apsaugos priemones.

3. Netraukite sparnuotosios kaniulés jéga ir per anksti neaktyvinkite ,Safety-Mulitfly®* kaniulés saugos mechanizmo (adatos apsaugo), nes tai gali pakenkti tinkamam ,Safety-Mulitfly® kaniulés veikimui.

4. Prie§ naudojima visada apzitrékite pakuote, ar ji nepazeista, ir aptike pazeidimy nenaudokite.

5. Naudotas, uzterstas ,Safety-Multifly®* kaniules / ,Multifly®* kaniules tuojau pat iSmeskite j tinkama kaniuliy surinkimo talpykla. Kraujo émimo priedus (pvz., lancetus, adapterius) taip pat iSmeskite j kaniuliy surinkimo
talpykla.

6. Aktyvinus ,Safety-Multifly® kaniulés saugos mechanizma, jis daugiau nebeatsidaro. Bandyti atidaryti jega draudziama.

7. Naudodami ir iSmesdami ranka visada laikykite uz kaniules.

8. Sulenkti adatg draudziama.

9. Injekcijoms ir poodinéms taikmenoms naudoti draudziama.

10. Su visais biologiniais éminiais ir astriais /smailiais kraujo paémimo reikmenimis (kaniulemis) elkites, kaip nurodyta Jusy jstaigos reglamentuose ir procedurose. Jei patyrete kontakta su biologiniais éminiais arba

isidUréte su adata, kreipkites j gydytoja, nes gali buti perduotas HBV, HCV, HIV arba koks nors kitas infekcinis susirgimas. Naudokite kaniules su integruotu adatos apsaugu. Visada butinai laikykites Jusuy jstaigoje
galiojan¢iy saugos direktyvy ir procedury.

11. Pakartotinis produkto naudojimas gali buti infekcijos, suzalojimo arba mirties priezastimi.

12. IStraukiant ir iSmetant reikia atkreipti démesj, kad gali iSlagéti kraujo arba vaisty. Todél rekomenduojama ,Safety-Multifly®* kaniule / ,Multifly® kaniule iSmetant laikyti nukreipus adatg aukstyn ir aktyvinus adatos
apsauga (,Safety-Multifly® kaniulei).

13. Neuzdenkite ,Safety-Multifly® kaniulés saugos mechanizmo lipnia juosta.

14. Prie$ naudojant trumpalaikei infuzijai reikia pasirtpinti, kad pries tai buty pasalintas visas oras (pradinis parengimas).

Eminio émimas ir elgsena
PRIES PRADEDAMI VENOS PUNKCIJA PERSKAITYKITE VISA S| DOKUMENTA.
Kraujo paémimui reikalingos, bet nepridétos medziagos:

1. Apsaugai nuo krauju perneSamy patogeny arba kity galimai infekciniy medziagy naudokite pirtines, chalata, akiy apsauga arba kitus tinkamus apsauginius drabuzius.

2. Paémimo vietai nuvalyti naudokite dezinfekavimo priemones. Laikykités savo jstaigos direktyvy dél paémimo vietos paruosimo steriliam éminiy émimui ir instrukcijy dél elgesio su ,S-Monovette® . Nenaudokite jokiy
valymo priemoniy alkoholio pagrindu, jeigu éminiai skirti alkoholio kiekiui kraujyje nustatyti.

Sausi, SvarUs, Jusy jstaigoje naudojami vienkartiniai tamponai.

Timpa.

Kaniuliy surinkimo talpykla astriems / smailiems daiktams.

o s

Pasiruo$imas kraujui paimti
Isitikinkite, kad prie§ pradedant procedirg yra parengtos tokios medziagos:

1. 7r pirma: kraujo paémimui reikalingos, bet nepridétos medziagos.
2. Visireikalingi ,S-Monovette* mégintuvéliai.
3. Paciento identifikavimo etiketés.

Venos punkcija su ,,Safety-Multifly®“ kaniule / ,,Multifly®* kaniule

1. Uzdékite timpa. Paruoskite punkcijos vieta tinkama dezinfekavimo priemone. Po dezinfekcijos venos punkcijos vietos nebelieskite. Suteikite pacientui tokia padétj, kad galétumete lengvai prieiti prie venos.

2. Naudodami ,Peel off* technika, nyksciu ir rodomuoju pirstu aseptiskai atidarykite ,Safety-Multifly® kaniulés / ,Multifly® kaniulés lizdine pakuote. Permatoma plévelé turi biti viruje. Kai dezinfekavimo priemoné
nudzius, nuimkite nuo kaniulés apsauging jmaute, jsitikinkite, kad nuslifuota ,Safety-Multifly®* kaniulés / ,Multifly® kaniulés pusé baty nukreipta j virSy. Atlikite venos punkcija, spalvotus sparnelius suspausdami
aukstyn (1), tada jstumkite ,S-Monovette® | ,Safety-Multifly® kaniules / ,Multifly®* kaniulés adapter] ir uzfiksuokite (sujunkite), pasukdami ¥ apsukos pagal laikrodzio rodykle (2). Paimkite krauja su
,S-Monovette®, atsargiai iStraukdami stimoklio kota iki ,S-Mononvette® dugno (3). Imdami krauja su pirmuoju ,S-Monovette® atpalaiduokite timpa.

3. Baige imti krauja ,S-Monovette® pirmiausia pasukite % apsukos pries laikrodzio rodykle (4) ir tik tada iStraukite i$ ,Safety-Multifly® kaniulés / ,Multifly®* kaniulés atjunkite). Kol imamas kraujas ir keiciami kraujo
eminiy mégintuvéliai, ,Safety-Multifly®* kaniulé / ,Multifly® kaniulé lieka venoje. Imant daugiau éminiy, ,Safety-Multifly® kaniule / ,Multifly®* kaniule, kaip aprasyta pirmiau, sujungiami kiti ,S-Monovette mégintuvéliai ir
paimami kiti méginiai. Kraujo paémimui uzbaigti paskutinis ,S-Monovette® atjungiamas nuo ,Safety-Multifly® kaniules / ,Multifly®* kaniulés ir atliekamas A veiksmas arba B veiksmas (,Safety-Multifly® kaniulei) bei C
veiksmas (,Multifly®* kaniulei).

,Safety-Multifly® kaniulé ,Multifly®* kaniulé
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LT

»Safety-Multifly®* kaniulei:
A.  IStraukite ,Safety-Multifly®* kaniule i$ venos (5) ir aktyvinkite iStrauktos i$ venos adatos apsauga (6), nyksciu ir rodomuoju pirstu uzstumdami adatos apsauga ant kaniules,
o kitais pirstai tuo metu laikydami Zarnelg. Kaniulé turi juntamai ir su girdimu ,trakst" uZsifiksuoti adatos apsauge (6).
B. Adatos apsaugas aktyvinamas, lygiagreciai su ,Safety-Multifly®* kaniulés iStraukimu i$ venos (5). Kaniulé turi juntamai ir su girdimu ,trakst* uzsifiksuoti adatos apsauge (6).

Saugos mechanizmo aktyvinimas yra pritaikytas naudojimui viena ranka.

e iS venos ir aktyvinkite adatos apsauga.

Adatos apsaugo aktyvinil — kaniulé je: aktyvinkite adatos apsauga lygiagreéiai su ,Safety-Multifly®* kaniulés iStraukimu i§ venos.

»Multifly®* kaniulei:
C. lItraukite ,Multifly®* kaniule i$ venos (5).

4. Tuojau pat iSmeskite ,Multifly®* kaniule (6, piktograma ,Multifly® kaniulé) ar saugiai uzsklesta ,Safety-Multifly® kaniule (7, piktograma ,Safety-Multifly®* kaniulé) j astriy / smailiy daikty surinkimo talpykla.

Elgesys imant krauja: Zr. taip pat ir vaizdo jrasa, kaip elgtis su ,Safety-Multifly® kaniule: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Trumpalaiké infuzija su ,Safety-Multifly® kaniule / ,,Multifly®“ kaniule

1. Paruoskite punkcijos vieta tinkama dezinfekavimo priemone. Po dezinfekcijos venos punkcijos vietos nebelieskite. Suteikite pacientui tokia padétj, kad galétumeéte lengvai prieiti prie venos.

2. Naudodami ,Peel off* technika, nyksciu ir rodomuoju pir§tu aseptiskai atidarykite ,Safety-Multifly®* kaniulés / ,Multifly®* kaniulés lizding pakuote. Permatoma plévelé turi bati virSuje. Sukamuoju-traukiamuoju judesiu
nuimkite ant Zarnelés galo esantj multiadapter. Dezinfekavimo priemonei i§dzitvus, nuimkite nuo infuzinés sistemos ,Luer* tipo kamgtj ir lizdine ,,Luer* tipo sujungimo dalj ,Safety-Multifly®* / ,Multifly® kaniulés
zarnelés gale sujunkite su kiStukine infuzinés sistemos ,Luer* tipo sujungimo dalimi.

Vadovaudamiesi jstaigos direktyvomis pasalinkite i§ infuzinés sistemos org (atlikite pradinj parengima).

Maksimalus oro Salinimo taris ,Safety-Multifly® kaniuléms / ,Multifly®* kaniuléms su 20G, 21G, 23G, 25G skersmens kaniulémis:

240 mm ilgio Zarnele: 0,450 ml
200 mm ilgio Zarnele: 0,300 ml
80 mm ilgio zarnelé: 0,120 ml

3. Nuimkite nuo kaniulés apsaugine jmaute, jsitikinkite, kad nuslifuota ,Safety-Multifly®* kaniulés / ,Multifly®* kaniulés pusé bty nukreipta j virSy. Atlikite venos punkcija, suspausdami aukstyn spalvotus sparnelius.
Po to galima atlikti trumpalaike infuzijg (ne ilgiau kaip 24 val.).

4. Trumpalaikei infuzijai uzbaigti atjunkite infuzine sistema nuo ,Safety-Multifly® kaniulés / ,Multifly®* kaniulés (3) ir tada iStraukite ,Safety-Multifly® kaniule / ,Multifly®* kaniule
i§ venos, atlikdami A veiksma arba B veiksma (,Safety-Multifly®* kaniulei) bei C veiksma (,Multifly®* kaniulei).

® ®

UzZpildyti infuzine sistema pagal jstaigos direktyvas.

5. Tuojau pat iSmeskite ,Multifly®* kaniule (5, piktograma ,Multifly® kaniulé) ar saugiai uzsklesta ,Safety-Multifly® kaniule (6, piktograma ,Safety-Multifly®* kaniulé) j aStriy / smailiy daikty surinkimo talpykla.
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Sandéliavimas

,Safety-Multifly® kaniulés / ,Multifly®* kaniulés laikykite kambario temperattroje.
NUORODA. Saugokite nuo tiesioginés saulés $viesos. Maksimalios rekomenduojamos sandéliavimo temperattros virSijimas gali pakenkti ,Safety-Multifly®* kaniulés / ,Multifly® kaniulés kokybei.

Tarptautiniai ir ISO standartai

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Adaty ir kaniuliy standartai:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Etikeciy standartai:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Sterilizavimo standartai:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Pakuociy standartai:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Su sistema susije standartai:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program pagal ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: ES medicinos produkty reglamentas

Simboliy ir Zenkly paaiskinimas:

Prekes numeris
Partijos pavadinimas

c E CE zenklas
0124
M Gamintojas

Laikyti kambario temperatUroje

g Tinka naudoti iki
[:E.] Laikytis naudojimo instrukcijos

e

’TY Laikyti nuo saulés Sviesos apsaugotoje vietoje
a

T Laikyti sausoje vietoje

@ Nenaudokite, jei pakuote pazeista

STERILE E Sterilizuota etileno oksido dujomis
Be pirogen
® Naudojant pakartotinai: pavojus uztersti M progeny

@ Nesterilizuoti pakartotinai DEHP free | Be DEHP

Techniniy pakeitimy teisés pasiliekamos
Apie visus rimtus su gaminiu susijusius jvykius reikia pranesti gamintojui ir atitinkamai Salies institucijai.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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LietoSanas norades - SARSTEDT Safety-Multifly® Kaniles/Multifly® Kaniles Lv

LietoSanas mérkis

Safety-Multifly® kanile / Multifly® kanile ir sterila, vienreizéjai lietoSanai izstradata taurinkanile. Safety-Multifly® kanile / Multifly® kanile kopa ar SARSTEDT S-Monovette® veido venozo asins paraugu nemsanas sistému.
Safety-Multifly® kanili / Multifly® kanili papildus var izmantot Tslaicigai infuzijai. Safety-Multifly® kaniles adatas aizsargs uzreiz péc asins parauga nonemsanas pédéja S-Monovette® / islaicigas infuzijas ir paredzéts
izmantotas adatas noseg$anai un vélak iespgjamu nejausu adatas ddriena traumu novérsanai. Izstradajumus drikst listot apmactti specialisti.

Izstradajuma apraksts

Safety-Multifly® kanile / Multifly® kanile ir sterils, apirogéns un atseviska blisteriepakojuma iepakots vienreizlietojams izstradajums. Safety-Multifly® kaniles / Multifly® kaniles veido mediciniska % collu (19 mm) gara,
vienreizlietojama nertisgjosa terauda adata ar 3-karsu facetes slipgjumu, elastiga caurulite (80 mm vai 200 mm) un integréts kaniles turétajs (dévets ar par multi-adapteri). Vienam no Safety-Multifly® kanilu / Multifly®
kanilu variantiem nav integréta kaniles turétaja (multi-adapteris), un caurulites garums ir 240 mm. Izstradajumi ir pieejami ar kaniles diametru 20., 21., 23. un 25. izméra (G). Safety-Multifly® kanilu adatas aizsargs ir
paredzéts adatas nosegSanai péec lietoSanas. Izstradajumos ir tikai DEHP un lateksu nesaturosas sastavdalas.

DroSibas un bridinajuma noradijumi

Nelietojiet izstradajumu, ja ir bojats blisteriepakojums, kanile ir saliekta vai saltizusi.

leverojiet ricibas aprakstu.

Lietojiet cimdus un visparigos individualos aizsarglidzek|us, lai pasargatu sevi no asinim un iesp&jamas ar asinim parnésajamu patogénu ekspozicijas.

Nedrikst ar spéeku vilkt taurinkanili vai priekslaicigi aktivizet Safety-Mulitfly® kaniles droSibas mehanismu (adatas aizsargs), jo tas negativi ietekmé Safety-Multifly® kaniles funkcionésanu.

Pirms lietoSanas parbaudiet, vai katram atseviSkajam iepakojumam nav bojajumu, un nelietojiet bojajumu gadijuma.

Lietotas, kontaminétas Safety-Multifly® kaniles / Multifly® kaniles uzreiz izmetiet piemérotos kanilu atkritumu konteineros un art asins paraugu nemsanas piederumus (pieméram, lancetes, adapterus) izmetiet kanilu

atkritumu konteineros.

Pec Safety-Multifly® kaniles drosibas mehanisma aktivizésanas to vairs nedrikst atvert. Aizliegts manipulét ar speku.

LietoSanas un likvidacijas laika vienmer turiet rokas aiz kaniles.

Aizliegts saliekt adatu.

Nav atlauta injekcija un subkutana lietoSana.

0. Ar visiem biologiskajiem paraugiem un asiem/smailiem asins paraugu nemsanas piederumiem (kaniles) rikojieties saskana ar konkrétas iestades vadiinijam un procedaram. Ekspozicijas ar biologiskiem paraugiem vai
adatas ddriena traumas gadijuma vérsieties pie arsta, jo var tik parnests, piemeram, HBV, HCV, HIV vai citas infekcijas slimibas. Nelietojiet kaniles ar iebuvetu adatas aizsargu. Vienmer ir jaievéro konkrétas iestades
droSibas vadiinijas un proceduras.

11. Izstradajuma atkartota lietoSana var izraisit infekcijas, traumas vai navi.

12. Nonemot vai izmetot ir japievers uzmaniba iespgjamiem asins vai zalu pilieniem. Tapéc ieteicams izmest Safety-Multifly® kanili / Multifly® kanili ar adatas galu uz augsu ar aktivizétu adatas aizsargu (Safety-Multifly®

kanile).

13. Nenosedziet ar limlenti Safety-Multifly® kaniles drosibas mehanismu.

14. Pirms lietoSanas Tslaicigai infuzijai pieversiet uzmanibu ieprieksejai pilnigai atgaisosanai (primen).

SR

20N

Paraugu nemsana un riciba
PIRMS VENAS PUNKCIJAS SAKUMA IZLASIET VISU SO DOKUMENTU.
Asins paraugu nemsanai vajadzigie, komplekta nepievienotie darba materiali:

1. Lietojiet cimdus, halatu, acu aizsargu vai citu piemérotu aizsargapgérbu, lai pasargatu sevi no patogéniem, kas tiek parnesti ar asinim, vai no citiem potenciali infekcioziem materialiem.

2. Parauga nemsanas vietas notirisanai izmantojiet dezinfekcijas materialus. levérojiet konkrétas iestades vadiinijas sterilai paraugu nemsanai, kas attiecas uz parauga nemsanas vietas apstradi, un instrukcijas par
S-Monovette® listosanu. Nelietojiet tiriSanas materialus uz spirta bazes, ja paraugi tiks izmantoti testiem, ar ko nosaka alkohola saturu asinis.

Sausi, firi vienreizlietojamie tamponi atbilstosi iestades noteikumiem.

Znaugs.

Kanilu atkritumu konteiners asiem/smailiem priekSmetiem.

s

Sagatavo$anas asins paraugu nemsanai
Parliecinieties, ka pirms asins paraugu nemsanas ir pieejami $adi materiali:

1. Skatit ieprieks: Asins paraugu nemsanai vajadzigie, komplekta nepievienotie darba materiali.
2. Visi nepiecieSamie S-Monovette stobrini.
3. Etiketes pacienta identifikacijai.

Vénas punkcija ar Safety-Multifly® kanili / Multifly® kanili:

1. Uzlieciet Znaugu. Punkcijas vietu apstradajiet ar piemérotu dezinfekcijas lidzekli. Pec dezinfekcijas nepieskarieties vénas punkcijas vietai. Novietojiet pacientu ta, lai varétu vienkarsi piek|dt venai.

2. Aseptiski atveriet Safety-Multifly® kaniles / Multifly® kaniles blisteriepakojumu, izmantojot "peel-off* metodi, ar kski un raditajpirkstu. Caurspidigajai plévei jabat virziena uz augsdu. Péc dezinfekcijas lidzekla noztusanas
nonemiet kaniles aizsargapvalku, parliecinieties, ka Safety-Multifly® kaniles / Multifly® kaniles noslipéta puse atrodas virziena uz augsu. Veiciet vénas punkciju, savirzot kopa uz augsu krasainos sparninus (1), péc tam
iebidiet S-Monovette® Safety-Multifly® kaniles / Multifly® kaniles multi-adapter un nofiksgjiet ar % apgrieziena pulkstenraditaja virziena (savienojiet) (2). Nonemiet asinis ar S-Monovette®, uzmanigi velkot virzuli lidz
S-Mononvette® pamatnei (3). Asins parauga nonemsanas pirmaja S-Monovette® laika atbrivojiet Znaugu.

3. Pec asins paraugu nemsanas beigam S-Monovette® vispirms pagrieziet % apgrieziena pretéji pulkstenraditaja virzienam (4) un pec tam izvelciet no Safety-Multifly® kaniles / Multifly® kaniles (atvienojiet).
Asins paraugu nemsanas un asins parauga stobrina mainas laika Safety-Multifly® kanile / Multifly® kanile paliek véna. Vairaku paraugu nemsanas gadijuma - ka noradits ieprieks - nakamie S-Monovette tiek savienoti
ar Safety-Multifly® kanili / Multifly® kanili, un tiek nonemti nakamie paraugi. Asins paraugu nemsanas pabeig$anai pedéjo S-Monovette® atvieno no Safety-Multifly® kaniles / Multifly® kaniles un veic A vai B soli
attieciba uz Safety-Multifly® kanili, ka arf C soli attieciba uz Multifly® kanili.

Safety-Multifly® kanile Multifly® kanile
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Attieciba uz Safety-Multifly® kanili:
A.  Safety-Multifly® kanili izvelk no vénas (5) un arpus vénas aktivizé adatas aizsargu (6), ar kski un raditajpirkstu bidot adatas aizsargu pari kanilei,
kamer parégjie pirksti fiksé cauruliti. Kanilei jutami un ar dzirdamu klikski janofiksgjas adatas aizsarga (6).
B. Adatas aizsargu aktivizé paraléli izvilkSanai no Safety-Multifly® kaniles no vénas (5). Kanilei jatami un ar dzirdamu Klikski janofikséjas adatas aizsarga (6).

Drosibas mehanisma aktivizéSana ir paredzéta ar vienu roku.

Adatas aizsarga aktivizéSana — kanile ir véna: Aktivizgjiet adatas aizsargu paraléli Safety-Multifly® kaniles izvilk$anai no vénas.

Attieciba uz Multifly® kanili:
C.  Multifly® kanili izvelk no vénas (5).

4. Uzreiz izmetiet Multifly® kanili (6, piktogramma Multifly® kanile) vai drosi nofiksétu Safety-Multifly® kanili asu/smailu priekSmetu atkritumu konteinera (7, piktogramma Safety-Multifly® kanile.

Ricibu asins paraugu nonemsanai skatt arf Safety-Multifly® kaniles listoSanas video: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Islaiciga infizija ar Safety-Multifly® kanili / Multifly® kanili

1. Apstradajiet punkcijas vietu ar piemérotu dezinfekcijas lidzekli. Pec dezinfekcijas nepieskarieties vénas punkcijas vietai. Novietojiet pacientu ta, lai varétu vienkarsi pieklut venai.

2. Aseptiski atveriet Safety-Multifly® kaniles / Multifly® kaniles blisteriepakojumu, izmantojot "peel-off* metodi, ar kski un raditajpirkstu. Caurspidigajai plévei jablt virziena uz augsu. Pagriezot un pavelkot nonemiet
multi-adapteri caurulites gala. Péc dezinfekcijas lidzekla nozlsanas iznemiet inflzijas sistémas Luer aizbazni un sievisko Luer savienojumu Safety-Multifly®/ Multifly® kaniles caurulites gala savienojiet ar infuzijas
sistémas Virisko Luer savienojumu.

Atgaisojiet inflzijas sisttmu saskana ar iestades vadiinijam (primen) (1,2).

Maksimalais atgaisosanas tilpums Safety-Multifly® kanilém / Multifly® kanilem ar kaniles diametru 20G, 21G, 23G, 25G:
240 mm gara caurulite: 0,450 ml
200 mm gara caurulite: 0,300 ml
80 mm gara caurulite: 0,120 ml

3. Nonemiet kaniles aizsargapvalku, parliecinieties, ka Safety-Multifly® kaniles / Multifly® kaniles noslipéta puse atrodas virziena uz augsu. Veiciet vénas punkciju, savirzot kopa uz augsu krasainos sparninus.
Pec tam var veikt Tslaicigu infuziju (maks. 24h).

4. slaicigas infuzijas pabeigganai inflizijas sistému atvieno no Safety-Multifly® kaniles / Multifly® kaniles (3) un p&c tam Safety-Multifly® kanili / Multifly® kanili izvelk no
Vénas, veicot A vai B soli attieciba uz Safety-Multifly® kanili, ka ar C soli atieciba uz Multifly® kanili.

® ®

Uzpildiet infUzijas sistému saskana ar iestades vietéjam vadiinijam.

5. Uzreiz izmetiet Multifly® kanili (5, piktogramma Multifly® kanile) vai drosi nofiksétu Safety-Multifly® kanili (6, piktogramma Safety-Multifly® kanile) asu/smailu priekSmetu atkritumu konteinera.
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Glabasana

Glabajiet Safety-Multifly® kanili / Multifly® kanili istabas temperattra.
PIEZIME: Nepaklauijiet tieSu saules staru iedarbibai. leteicamas maksimalas glabasanas temperattras parsniegsana var negativi ietekmeét Safety-Multifly® kanili / Multifly® kanili.

Starptautiskie/ISO standarti

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Adatu/kanilu standarti:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

EtikeSu standarti:

DIN EN 1041: Information supplied by the manufacturer of medical devices

DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements
SterilizéSanas standarti:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices
lepakojuma standarti:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems

DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Ar sistéemu saistitie standarti:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes

MDSAP: Medical Device Single Audit Program atbilstosi ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices
MDR 2017/745: ES Medicinas iericu regula

Simbolu un apzZimé&jumu skaidrojums:
Artikula numurs

Izlietot idz
Partijas nosaukums

c E CE zime
0124
M RaZotajs

Uzglabat istabas temperattra

[:E.] levérot listoSanas instrukciju

\\:’/ _ X . L
ZIX  Glabat no saules stariem aizsargata vieta
-
Glabat sausa vieta

Neizmantot, ja ir bojats iepakojums

E SterilizéSana ar etilénoksida gazi @
M Apirogéns

® Izmantojot atkartoti: kontaminacijas risks
@ Nesterilizét atkartoti DEHP free | Nesatur DEHP

Saglabajas tiesibas uz tehniskam izmainam
Par visiem nopietniem incidentiem, kas radusies saistiba ar izstradajumu, jazino razotajam un attiecigajai valsts iestadei.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Gebruiksaanwijzing - SARSTEDT Safety-Multifly®-Naalden/Multifly®-Naalden NL

Gebruik

De Safety-Multifly®-naald / Multifly®-naald is een steriele vleugelnaald voor eenmalig gebruik. De Safety-Multifly®-naald / Multifly®-naald vormt samen met een SARSTEDT S-Monovette® een systeem voor veneuze bloed-
afname. De Safety-Multifly®-naald / Multifly®-naald kan bovendien voor kortdurende infusies worden gebruikt. De naaldbeveiliging van de Safety-Multifly®-naald dient geactiveerd te worden ter afdekking van de gebruikte
naald en ter voorkoming van mogelijke ongewilde naaldprikletsels. De producten moeten door gekwalificeerd personeel worden gebruikt.

Productbeschrijving

De Safety-Multifly®-naald / Multifly®-naald is een steriel, pyrogeenvrij product voor eenmalig gebruik, afzonderlijk verpakt in een blisterverpakking. Safety-Multifly®-naalden / Multifly®-naalden bestaan uit een medische
3" (19 mm) lange wegwerpnaald uit roestvrij staal met een geslepen facet, een flexibele slang (80 mm of 200 mm) en een geintegreerde houder (ook multi-adapter genoemd). Er is een variant Safety-Multifly®-naald
/ Multifly®-naald zonder geintegreerde houder (multi-adapter) met een slanglengte van 240 mm. De producten zijn beschikbaar met een naalddiameter van 20, 21, 23 en 25 gauge (G). De naaldbescherming van de
Safety-Multifly®-naalden dient om de naald na gebruik af te dekken. De producten bevatten uitsluitend componenten die DEHP- en latexvrij zijn.

Veiligheidsinstructies

Het product niet gebruiken als de blisterverpakking is beschadigd of de naald is gebogen of gebroken.

1. Volg de beschrijving voor gebruik.

2. Draag handschoenen en algemene persoonlijke beschermingsmiddelen tegen bloed en een mogelijke blootstelling aan door bloed overgedragen pathogenen.

3. Voorkom hard trekken aan de vleugelnaald of een voortijdige activering van het beschermmechanisme van de Safety-Multifly®-naald (naaldbescherming), aangezien dit de werking van de Safety-Multifly®-naald
beinvioedt.

4. Controleer elke blisterverpakking vodr gebruik op beschadigingen en gebruik het product niet in geval van beschadigingen.

5. Gooi gebruikte, gecontamineerde Safety-Multifly®-naalden / Multifly®-naalden onmiddellijk weg in geschikte afvalcontainers voor naalden en gooi accessoires voor bloedafname (bijv. lancetten, adapters) ook in
afvalcontainers voor naalden.

6. Na de activering van het beschermmechanisme van de Safety-Multifly®-naald kan deze niet meer worden geopend. Vermijd hard manipuleren van het product.

7. Houd tijdens het gebruik en het weggooien altijd uw handen achter de naald.

8. Vermijd het buigen van de naald.

9. Injectie en subcutane toepassingen zijn niet toegelaten.

10. Behandel alle biologische monsters en scherpe/spitse accessoires voor bloedafname (naalden) volgens de richtlijinen en de procedures van uw instelling. Bij blootstelling aan biologische monsters of een

naaldprikletsel dient u medisch advies in te winnen, omdat bijv. HBV, HCV, HIV of andere infectieziektes kunnen worden overgedragen. Gebruik naalden met ingebouwde naaldbescherming. De veiligheidsrichtlijnen
en -procedures van uw instelling moeten altijd worden opgevolgd.

11. Hergebruik van het product kan leiden tot infecties, letsels of overlijden.

12. Let bij het verwijderen of weggooien van de naald op mogelijk druppelend bloed of druppelende medicatie. We adviseren om de Safety-Multifly®-naald / Multifly®-naald met de naaldpunt naar boven met
geactiveerde naaldbescherming (Safety-Multifly®-naald) weg te gooien.

13. Bedek het beschermmechanisme van de Safety-Multifly®-naald niet met tape.

14. Voordat u de naald voor kortdurende infusie gebruikt, moet u ervoor zorgen dat deze van tevoren volledig is ontlucht (primen).

Monstername en gebruik
LEES DIT DOCUMENT VOLLEDIG VOORDAT U MET ADERPUNCTIE BEGINT.
Noodzakelijk, niet meegeleverd materiaal voor de bloedafname:

1. Gebruik handschoenen, jassen, oogbescherming of andere geschikte beschermende kleding ter bescherming tegen door bloed overgedragen pathogenen of mogelijk infectieus materiaal.

2. Gebruik desinfectiemiddel om de huid voor de bloedafname te reinigen. Volg de richtlijnen van uw instelling voor steriele monstername voor de voorbereiding van de afnameplaats en de instructies voor gebruik van
de S-Monovette®. Gebruik geen reinigingsmateriaal op alcoholbasis als de monsters voor bloedalcoholtests moeten worden gebruikt.

Droge, schone wegwerpgaasjes volgens richtlijnen van uw instelling.

Een stuwband.

Een naaldenafvalcontainer voor scherpe/spitse voorwerpen.

s

Voorbereiding van de bloedafname
Zorg ervoor dat de volgende materialen beschikbaar zijn voordat u bloed afneemt:

1. Zie hierboven: Noodzakelijk, niet meegeleverd materiaal voor de bloedafname.
2. Alle noodzakelijke S-Monovetten.
3. Labels voor identificatie van de patiént.

Venapunctie met de Safety-Multifly®-naald / Multifly®-naald:

1. Stuwband aanbrengen. De punctieplaats met geschikt desinfectiemiddel voorbereiden. De punctieplaats na de desinfectie niet aanraken. Positioneer de patiént zo dat u gemakkelijk toegang hebt tot de ader.

2. Open de blisterverpakking van de Safety-Multifly®-naald / Multifly®-naald aseptisch door middel van de peel-off-techniek met duim en wijsvinger. De transparante film moet naar boven zijn gericht. Verwijder de
bescherming van de naald nadat het desinfectiemiddel gedroogd is en zorg ervoor dat de afgeschuinde kant van de Safety-Multifly®-naald / Multifly®-naald naar boven is gericht. Een venapunctie uitvoeren door
de gekleurde vleugels naar boven te brengen (1), dan de S-Monovette® in de multi-adapter van de Safety-Multifly®-naald / Multifly®-naald schuiven en met een % slag rechtsom vastzetten (koppelen) (2). Met de
S-Monovette® bloed afnemen door de zuigerstang voorzichtig tot op de bodem van de S-Monovette® te trekken (3). De stuwband tijdens de bloedafname met de eerste S-Monovette® losmaken.

3. Na het voltooien van de bloedafname de S-Monovette® eerst een % slag linksom draaien (4) en daarna uit de Safety-Multifly®-naald / Multifly®-naald trekken (ontkoppelen). De Safety-Multifly®-naald / Multifly®-
naald blijft tijdens de bloedafname en het wisselen van de bloedafnamebuisjes in de ader. Bij bloedafname met meerdere buisjes worden - zoals hierboven beschreven - volgende S-Monovetten met de Safety-
Multifly®-naald / Multifly®-naald gekoppeld en afgenomen. Om de bloedafname te voltooien, wordt de laatste S-Monovette® van de Safety-Multifly®-naald / Multifly®-naald ontkoppeld en stap A of stap B voor de
Safety-Multifly®-naald en stap C voor de Multifly®-naald gevolgd.

Safety-Multifly®-naald Multifly®-naald
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Voor de Safety-Multifly®-naald:
A.  De Safety-Multifly®-naald wordt uit de ader getrokken (5) en de naaldbeveiliging wordt buiten de ader geactiveerd (6), door de naaldbeveiliging met duim en wijsvinger over de naald te schuiven,
terwijl met de andere vingers de slang wordt gefixeerd. De naald moet voelbaar en met een duidelijk hoorbare 'klik' in de naaldbeveiliging vergrendelen (6).
B. De naaldbeveiliging wordt tegelijkertijd geactiveerd met het uittrekken van de Safety-Multifly®-naald uit de ader (5). De naald moet voelbaar en met een duidelijk hoorbare 'klik' in de naaldbeveiliging
vergrendelen (6).

De activering van het beschermmechanisme is ontworpen om met één hand uit te voeren.

Activering van de naaldbeveiliging — naald in de ader: Activeer de naaldbeveiliging tegelijkertijd als u de Safety-Multifly®-naald uit de ader trekt.

Voor de Multifly®-naald:
C. De Multifly®-naald wordt uit de ader getrokken (5).

4. Gooi de Multifly®-naald (6, pictogram Multifly®-naald) of de veilig vergrendelde Safety-Multifly®-naald onmiddellik in een afvalcontainer voor scherpe/spitse voorwerpen (7, pictogram Safety-Multifly®-naald).

Gebruik voor bloedafname: zie ook de video over het gebruik van de Safety-Multifly®-naald: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Kortdurende infusie met de Safety-Multifly®-naald / Multifly®-naald:

1. De plaats van de punctie met geschikt desinfectiemiddel voorbereiden. De punctieplaats na de desinfectie niet aanraken. Positioneer de patiént zo dat u gemakkelijk toegang hebt tot de ader.

2. Open de blisterverpakking van de Safety-Multifly®-naald / Multifly®-naald aseptisch door middel van de peel-off-techniek met duim en wijsvinger. De transparante film moet naar boven zijn gericht.
Verwijder de multi-adapter aan het uiteinde van de slang met een draaiende en trekkende beweging. Na het drogen van het desinfectiemiddel de luer-plug van het infusiesysteem verwijderen en de vrouwelijke
luer-verbinding aan het uiteinde van de Safety-Multifly®/ Multifly®-slang met de mannelijke luer-verbinding van het infusiesysteem verbinden.

Het infusiesysteem volgens de richtlijn van de instelling ontluchten (primen) (1,2).

Maximaal ontluchtingsvolume van de Safety-Multifly®-naalden / Multifly®-naalden met een naalddiameter van 20G, 21G, 23G, 25G:

240 mm lange slang: 0,450 ml
200 mm lange slang: 0,300 ml
80 mm lange slang: 0,120 ml

3. Verwider de bescherming van de naald en zorg ervoor dat de afgeschuinde kant van de Safety-Multifly®-naald / Multifly®-naald naar boven is gericht. Een venapunctie uitvoeren door de gekleurde vieugels naar
boven te brengen. Daarna kan een kortdurende infusie (max. 24h) worden uitgevoerd.

4. Om de kortdurende infusie te voltooien, wordt het infusiesysteem van de Safety-Multifly®-naald / Multifly®-naald ontkoppeld (3) en de Safety-Multifly®-naald/ Multifly®-naald daarna uit
de ader getrokken, door stap A of stap B voor de Safety-Multifly®-naald en stap C voor de Multifly®-naald te volgen.

® ®

WVul het infusiesysteem vooraf volgens interne richtlijnen.

5. Gooi de Multifly®-naald (pictogram 6) of de veilig vergrendelde Safety-Multifly®-naald (pictogram 7) onmiddellik in een afvalcontainer voor scherpe/spitse voorwerpen.
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Bewaren
De Safety-Multifly®-naald / Multifly®-naald bij kamertemperatuur bewaren.

OPMERKING: Niet blootstellen aan direct zonlicht. Overschrijding van de maximaal aanbevolen bewaartemperatuur kan de kwaliteit van de Safety-Multifly®-naald / Multifly®-naald aantasten.

Internationale / ISO-normen

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Normen voor naalden:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Etiketteringsnormen:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Sterilisatienormen:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices

DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Verpakkingsnormen:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Systeemgerelateerde normen:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Medical Device Single Audit Program volgens ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Verordening (EU) betreffende medische hulpmiddelen

Informatie over symbolen en markeringen:

Artikelnummer
Lotnummer

c E CE-markering
0124
M Fabrikant

Opslag bij kamertemperatuur

EXP

[:]g Gebruiksaanwijzing volgen

DU
Z Uit de buurt van zonlicht houden
-

T Droog bewaren

@ Niet gebruiken als de verpakking beschadigd is

STERILE E Sterilisatie met ethyleenoxidegas
rogeenvrij
® Bij gebruik: besmettingsgevaar M pyrog !

@ Niet opnieuw steriliseren DEHP free |  DEHP-vri

Technische wijzigingen onder voorbehoud
Alle ernstige incidenten met betrekking tot het product worden gemeld aan de fabrikant en de bevoegde nationale instantie.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com

SARSTEDT

NL

52



Bruksanvisning - SARSTEDT Safety-Multifly®-Kanyler/Multifly®-Kanyler NO

Bruksformal

Safety-Multifly®-kanylen / Multifly®-kanylen er en steril sommerfuglkanyle utviklet til engangsbruk. Safety-Multifly®-kanylen / Multifly®-kanylen danner, sammen med en SARSTEDT S-Monovette®, et system for venos
blodprevetaking. Dessuten kan Safety-Multifly®-kanylen / Multifly®-kanylen benyttes til korttidsinfusjon. Nalehetten pa Safety-Multifly®-kanylen brukes til & dekke til den brukte nalen umiddelbart etter blodprevetaking
hvilket ferer til en redusert fare for utilsiktede nélestikk. Produktet skal benyttes av oppleert fagpersonell.

Produktbeskrivelse

Safety-Multifly®-kanylen / Multifly®-kanylen er et sterilt, pyrogenfritt engangsprodukt som er pakket enkeltvis i blisterpakning. Safety-Multifly®-kanylen / Multifly®-kanylen bestér av en medisinsk % tommers (19 mm)

lang engangsnél av rustfritt st&l med en 3-dobbelt fasettslipt spiss, en fleksibel slange (80 mm eller 200 mm) og en integrert kanyleholder (ogsa kalt multiadapter). Det finnes ogsé en variant av Safety-Multifly®-

kanylen / Multifly®-kanylen uten integrert kanyleholder (multiadapter) med en slangelengde pé 240 mm. Produktene er tilgiengelige i kanylediametrene 20, 21, 23 og 25 gauge (G). Nélehetten pé Safety-Multifly®-kanylen
brukes til & dekke til nélen etter bruk. Produktene inneholder kun komponenter som er DEHP- og lateksfrie.

Sikkerhetsmerknader og advarsler

Ikke bruk produktene dersom blisterpakningen er skadet, eller kanylen er boyd eller brukket.

Overhold alltid handteringsbeskrivelsene.

Bruk hansker og generelt personlig verneutstyr for & beskytte deg selv mot blod og mulig eksponering overfor sykdommer som kan overferes via blod.

Unngé voldsom trekking i sommerfuglkanylen eller en for tidlig betjening av sikkerhetsmekanismen pé Safety-Mulitfly®-kanylen (nalehette), da dette vil begrense funksjonaliteten til Safety-Multifly®-kanylen.

For bruk skal hver enkeltpakning kontroleres for skader — produktet skal ikke brukes ved eventuelle skader.

Avfallshandter brukte, kontaminerte Safety-Multifly®-kanylen / Multifly®-kanylen umiddelbart i egnet kanyleboks og kasser ogsa tilbeher brukt til blodprevetaking (f.eks. lansetter, adaptere) i denne.

Etter at sikkerhetsmekanismen til Safety-Multifly®-kanylen er aktivert, skal denne ikke apnes igjen. Unngé voldsom manipulering.

Hold alltid hendene bak kanylen under bruk og ved avfallsbehandling.

Unngé at nélen bayes.

Injeksjoner og subkutan bruk er ikke tillatt.

0. Behandle alle bilogiske prover og skarpt/spisst utstyr til blodpervetaking (kanyler) i henhold til gjeldende retningslinjer og prosedyrer ved din helseinstitusjon. | tilfelle eksponering overfor biologiske prover
eller utilsiktet nalestikk, méa du kontakte lege, ettersom smittsomme sykdommer som HBV, HCV, HIV m.m. kan overferes. Bruk kanyler med innebygget nalehette. Sikkerhetsretningslinjene og -prosessene til
helseinstitusjonen din skal alltid overholdes.

11. Gjenbruk av produktene kan fere til infeksjoner, personskader eller ded.

12. Ved fierning eller avfallsbehandling skal det utvises oppmerksomhet for utdrypping av bloddréper eller legemiddel. Vi anbefaler derfor at Safety-Multifly®-kanylen / Multifly®-kanylen kasseres med nélespissen

pekende oppover og med nélehetten pa (Safety-Multifly®-kanyle).

13. Sikkerhetsmekanismen pa Safety-Multifly®-kanylen skal ikke festes med teip.

14. For bruk til korttidsinfusjon skal man pése at fullstendig aspirasjon (priming) utferes.

20PN AN

Prgvetaking og handtering
LES GJENNOM HELE DETTE DOKUMENTET FOR DU STARTER VENEPUNKSJONEN.
Nodvendig utstyr for blodprevetaking som ikke medfolger:

1. Bruk hansker, kittel, oyevern eller andre egnede verneklaer som beskyttelse mot blodoverferbare patogener og potensielt infeksiost materiale.

2. Bruk desinfeksjonsmiddel til rengjering av prevetakingsstedet. Folg retningslinjene for din helseinstitusjon nar det gjelder steril provetaking ved klargjering av provetakingssted og bruksanvisningen for betjeningen av
S-Monovette®. Bruk ikke alkoholbaserte rengjeringsmidler nar proven skal benyttes til test av blodalkoholprosent.

Torre, rene vattdotter til engangsbruk i henhold til din helsesinstitusjon.

Et staseband.

En kanyleboks for skarpe/spisse gjenstander.

s

Klargjering til blodprevetaking

Pase at felgende materialer er tilgiengelige for blodprevetakingen:

1. Se over: Nedvendig utstyr for blodprevetaking som ikke medfelger.
2. Alle nedvendige S-Monovetter.
3. Etiketter til pasientidentifikasjon.

Venepunksjon med Safety-Multifly®-kanylen / Multifly®-kanylen:

1. Sett pa staseband. Klargjer punksjonsstedet med egnet desinfeksjonsmiddel. Ikke berer venepunksjonsstedet etter desinfeksjon. Posisjoner pasienten slik at du far enkel tilgang til en vene.

2. Apne blisterpakningen til Safety-Multifly®-kanylen / Multifly®-kanylen aseptisk med tommel og pekefinger ved hjelp av peel off-teknikken. Den gjennomsiktigen Folien skal peke oppover. Nar desinfeksjonsmiddelet
har terket, fierner du beskyttelseshetten fra kanylen og kontrollerer at den slipte siden av Safety-Multifly®-kanylen / Multifly®-kanylen peker oppover. Venepunksjon utferes ved & fere den fargede vingen oppover (1),
s skyve S-Monovette® inn i multiadapteren til Safety-Multifly®-kanylen / Multifly®-kanylen og sé sikres den med en % omdreining med klokken (tilkobling) (2). Trekk forsiktig ut blod med S-Monovette® frem til
stempelet er trukket helt ned til bunnen av S-Mononvette® (3). Lasne statsbéndet under blodtaking med den ferste S-Monovette®.

3. Nér du er ferdig med & ta blodpreve med S-Monovette®, vrir du den forst en % omdreining mot klokken (4) og trekker den s& ut av Safety-Multifly®-kanylen / Multifly®-kanylen (frakobling). Safety-Multifly®-
kanylen / Multifly®-kanylen forblir i venen under blodtakingen og ved skifte av blodpreverer. Ved uttak av flere blodprever skal etterfelgende S-Monovetter tilkobles Safety-Multifly®-kanylen / Multifly®-kanylen fer
det tas péafelgende prove, dette gjores som beskrevet ovenfor. For & avslutte blodprevetakingen kobles den siste S-Monovette® fra Safety-Multifly®-kanylen / Multifly®-kanylen, og s& utferes trinn A eller trinn B for
Safety-Multifly®-kanylen samt trinn C for Multifly®-kanylen.

Safety-Multifly®-kanyle Multifly®-kanyle
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For Safety-Multifly°-kanylen:
A.  Safety-Multifly®-kanylen trekkes ut av venen (5) og nélehetten aktiveres utenfor venen (6), ved at nélehetten skyves ved hjelp av tommel og pekefinger,
mens de andre fingrene holder slangen fast. Kanylen mé felbart og hertbart klikke pa plass i nélehetten (6).
B.  Aktiver ndlehetten samtidig som du trekker Safety-Multifly®-kanylen ut av venen (5). Kanylen ma felbart og hertbart klikke pa plass i nélehetten (6).

Aktiveringen av sikkerhetsmekanismen er beregnet for enhandsteknikk.

Aktivering av ndlehette — kanyle i vene: Aktiver ndlehetten samtidig som du trekker Safety-Multifly®-kanylen ut av venen.

For Multifly®-kanylen:
C. Multifly®-kanylen trekkes ut av venen (5).

4. Kasser Multifly®-kanylen (6, piktogram Multifly®-kanyle) eller den trygt laste Safety-Multifly®-kanylen i en kanyleboks med en gang (7, piktogram Safety-Multifly®-kanyle).

Handtering ved blodprevetaking: Se ogsé betjeningsvideoen for Safety-Multifly®-kanylen: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Kortidsinfusjon med Safety-Multifly®-kanylen / Multifly®-kanylen:

1. Klargjer punksjonsstedet med egnet desinfeksjonsmiddel. Ikke berer venepunksjonsstedet etter desinfeksjon. Posisjoner pasienten slik at du far enkel tilgang til en vene.

2. Apne blisterpakningen til Safety-Multifly®-kanylen / Multifly®-kanylen aseptisk med tommel og pekefinger ved hjelp av peel off-teknikken. Den gjennomsiktige folien skal peke oppover. Fiern multiadapteren pé enden
av slangen ved & vri mens du trekker i den. Etter at desinfeksjonsmiddelet har terket, fiernes luerhetten fra infussjonssystemet og koblingen pa enden av kanylseslangen til Safety-Muiltifly® / Multifly® kobles til
koblingen til infusjonssystemet.

Aspirer (prim) infusjonssystemet i henhold til helsesinstitusjonens retningslinjer (1, 2).

Maksimalt aspirasjonsvolum for Safety-Multifly® Kantlen / Multifly®-kanylen med kanylediameter pa 20 G, 21 G, 23 G, 25 G:

240 mm lang slange: 0,450 ml
200 mm lang slange: 0,300 ml
80 mm lang slange: 0,120 ml

3. Fjern beskyttelseshetten pa kanylen og pése at den slipte siden av Safety-Multifly®-kanylen / Multifly®-kanylen peker oppover. Venepunksjon utferes ved at de fargede vingene feres sammen oppover.
Deretter kan det utferes en korttidsinfusjon (maks. 24 t).

4. For & avslutte korttidsinfusjonen kobles infusjonssystemet fra Safety-Multifly®-kanylen / Multifly®-kanylen (3), Safety-Multifly®-kanylen / Multifly®-kanylen trekkes s& ut av venen mens trinn A eller trinn B for
Safety-Multifly®-kanylen samt trinn C for Multifly®-kanylen utferes.

® ®

Forhandsfyll infusjonssystemet i henhold til
helseinstitusjonens retningslinjer.

5. Kasser Multifly®-kanylen (5, piktogram Multifly®-kanyle) eller den trygt laste Safety-Multifly®-kanylen (6, piktogram Safety-Multifly®-kanyle) i en kanyleboks med en gang.
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Oppbevaring

Safety-Multifly®-kanylen / Multifly®-kanylen skal oppbevares ved romtemperatur.
MERKNAD: Skal ikke utsettes for direkte sollys. Overskridelsen av maksimal anbefalt oppbevaringstemperatur kan redusere kvaliteten av Safety-Multifly®-kanylen / Multifly®-kanylen.

Internasjonale/ISO-standarder

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Standarder for ndler/kanyler:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Standarder for etiketter:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Standarder for sterilisering:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Standarder for emballasje:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Systemavhengige standarder:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Medical Device Single Audit Program i henhold til NS-EN ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: EUs forskrift om medisinsk utstyr

Forklaring av symbol og kjennetegn:

Artikkelnummer
Produksjonsnummer

c E CE-merke
0124
M Produsent

Oppbevares i romtemperatur

Brukes for

[:]g Overhold bruksanvisningen

e
’TY Oppbevares beskyttet mot sollys
-

T Lagres tort

@ Maé ikke brukes dersom emballasjen er skadet

STERILE E Sterilisert med etylenoksidgass
. - Pyrogenfri
Ved gjentatt bruk: Fare for kontaminasjon

@ Skal ikke steriliseres pa nytt DEHP free |  DEHP-fri

Med forbehold om tekniske endringer
Alle alvorlige hendelser knyttet til produktet skal varsles til produsenten og til nasjonale myndigheter.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Instrukcja obstugi — SARSTEDT Igty Safety-Multifly®/Igty Multifly® PL

Przeznaczenie

Igta Safety-Multifly® / igta Multifly® to jatowa igta motylkowa do jednorazowego uzycia. Igta Safety-Multifly® / igta Multifly® tworzy wraz urzadzeniem SARSTEDT S-Monovette® system do pobierania krwi zylnej.
Dodatkowo igty Safety-Multifly® / igty Multifly® sa stosowane do infuzji krétkotrwatej. Nasadka ochronna igly Safety-Multifly® stuzy do zakrycia uzytej igty bezposrednio po pobraniu krwi z ostatniego S-Monovette® / infuzji
krotkotrwatej, aby zmniejszy¢ ryzyko przypadkowego skaleczenia. Te produkty musza byé uzywane przez przeszkolony personel specjalistyczny.

Opis produktu

Igta Safety-Multifly® / igta Multifly® to jatowy, wolny od pirogendw produkt jednorazowego uzytku, dostarczany w opakowaniu pojedynczym. Igly Safety-Multifly® / igly Multifly® sktadaja sie z medycznej ighy jednorazowego
uzytku o diugosci % cala (19 mm) ze stali nierdzewnej z 3-krotnym szlifem fasetkowym, wezykiem elastycznym (80 mm lub 200 mm) i zintegrowanym uchwytem igly (zwanym takze multi-adapterem). Wariant igiet Safety-
Multifly® / igiet Multifly® jest dostepny bez zintegrowanego uchwytu igly (multi-adaptera) z wezykiem o diugosci 240 mm. Te produkty sa dostepne w Srednicach igty 20, 21, 23 i 25 Gauge (G). Nasadka ochronna igty
Safety-Multifly® stuzy do zakrycia igty po uzyciu. Te produkty sktadaja sie wytacznie z komponentéw niezawierajacych DEHP i lateksu.

Wskazowki bezpieczenstwa i ostrzezenia

Nie uzywac produktu, jesli opakowanie blistrowe jest uszkodzone albo igta wygieta badz ztamana.

Przestrzegac instrukcji uzytkowania.

Nosi¢ rekawice i ogdlne srodki ochrony indywidualnej, aby zabezpieczy¢ sig przed krwia i potencjalnym narazeniem na czynniki chorobotwdrcze przenoszone przez krew.

Nie nalezy gwattownie pociagac za igle motylkowa ani przedwczesnie dotyka¢ mechanizmu zabezpieczajgcego igty Safety-Mulitfly® (nasadka ochronna igty), poniewaz mogtoby to spowodowaé nieprawidtowe

dziatanie igly Safety-Multifly®.

Przed uzyciem sprawdzi¢ kazde opakowanie jednostkowe pod katem uszkodzen, a w przypadku uszkodzenia nie uzywac.

Natychmiast zutylizowac zuzyte, zanieczyszczone igly Safety-Multifly® igty / Multifly® w odpowiednim pojemniku na odpady ostre, podobnie jak akcesoria do pobierania krwi (np. skalpele czy adapter).

Po aktywowaniu mechanizmu zabezpieczajacego igly Safety-Multifly® nie wolno go ponownie otwieraé. Unika¢ gwattownego manipulowania.

W trakcie uzywania i utylizacji zawsze trzymac dtonie za igta.

Unika¢ wyginania igty.

Wstrzykiwanie i stosowanie podskérme jest niedozwolone.

0. Obchodzi¢ sie ze wszystkimi probkami biologicznymi i ostrymi/ostro zakoriczonymi przyborami do pobierania krwi (igtami) zgodnie z wytycznymi i procedurami swojej placowki. W przypadku kontaktu z probkami
biologicznymi lub zranienia igta zwrdcic sie 0 pomoc lekarska, poniewaz istnieje ryzyko przeniesienia HBV, HCV, HIV i innych choréb zakaznych. Uzywac igiet ze zintegrowanag nasadka ochronna. Nalezy zawsze
przestrzega¢ zalecen i procedur bezpieczeristwa swojej instytucii.

11. Ponowne uzycie produktu moze by¢ przyczyng zakazenia, urazéw lub zgonu.

12. Podczas usuwania lub utylizacji nalezy zwrdci¢ uwage na mozliwy wyptyw krwi lub leku. Z tego wzgledu zaleca sig utylizacje igty Safety-Multifly® / igty Multifly® skierowana do gory i z aktywowana nasadka ochronna

(igta Safety-Multifly®).
13. Mechanizmu zabezpieczajacego igly Safety-Multifly® nie wolno zaklejac.
14. Przed zastosowaniem do infuzji krétkotrwatej nalezy pamigtac o wczesniejszym catkowitym odpowietrzeniu (wstepnym napetnieniu).
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Pobieranie probek i obchodzenie sig z nimi
NALEZY PRZECZYTAC TEN DOKUMENT W CALOSCI PRZED WYKONANIEM WKEUCIA DO ZYLY.
Pozostate materiaty niezbedne do pobierania krwi:

1. Uzywad rekawic, fartucha, ochrony oczu lub innej odpowiedniej odziezy ochronnej do zabezpieczenia przed patogenami przenoszonymi przez krew lub potencjalnie zakaZznymi materiatami.

2. Stosowaé materiat dezynfekcyjny do oczyszczenia miejsca pobierania. Przestrzegac wytycznych swojej instytucji w zakresie sterylnego pobierania prébek do przygotowania miejsca pobrania oraz wskazéwek
obchodzenia sig z S-Monovette®. Nie uzywaé zadnych materiatéw czyszczacych na bazie alkoholu, kiedy konieczne jest uzycie probek do testéw alkoholowych.

Suche i sterylne waciki zgodne z wytycznymi swojej instytucii.

Staza zaciskowa.

Pojemnik na odpady ostre do wyrzucania igiet.

s

Przygotowanie do pobrania krwi
Przed pobraniem krwi przygotowaé nastepujace materiaty:

1. Zobacz wyzej: Pozostate materiaty niezbgdne do pobierania krwi:
2. Wszystkie potrzebne S-Monovette®.
3. Etykiety do identyfikacji pacjenta.

Whktuwanie sie do zyty za pomoca igly Safety-Multifly® / igty Multifly®:

1. Nalozy¢ staze. Przygotowac miejsce wkiucia za pomoca odpowiedniego srodka dezynfekcyjnego. Nie dotykac miejsca wkiucia igty po dezynfekcji. Utozy¢ pacjenta w sposéb utatwiajacy dostep do zyty.

2. Aseptycznie otworzy¢ opakowanie blistrowe igty Safety-Multifly® / igly Multifly® technika peel off przy uzyciu kciuka i palca wskazujacego. Przezroczysta folia musi by¢é skierowana do gory. Po wyschnigciu Srodka
dezynfekeyjnego zdjac¢ nasadke ochronng z igly i upewnic sie, ze zeszlifowana strona igty Safety-Multifly® / igty Multifly® jest skierowana do gdry. Wykonac wkiucie do zyly przez ztozenie kolorowych skrzydetek
do gory (1), a nastgpnie wsunaé S-Monovett® do multi-adaptera igty Safety-Multifly® / igly Multifly® i zabezpieczyc przez wykonanie % obrotu w prawo (potaczy¢) (2). Pobra¢ krew za pomoca S-Monovette® (3).
Poluzowaé staze w trakcie pobierania krwi pierwsza S-Monovette®.

3. Po zakonczeniu pobierania krwi nalezy najpierw przekreci¢ S-Monovette® o % obrotu w lewo (4), a nastepnie wyciagnac z igty Safety-Multifly® / igty Multifly® (odtaczyé). Igta Safety-Multifly® / igta Multifly® pozostaje
w zyle w trakcie pobierania krwi i wymiany probéwek do pobierania krwi. Podczas wielokrotnego pobierania — zgodnie z powyzszym opisem — kolejne S-Monovette® sa potaczone z igta Safety-Multifly® / igta Multifly®
i dochodzi do pobrania kolejnych prébek. Na zakoriczenie pobierania krwi ostatnia S-Monovette® zostaje odtaczona od igty Safety-Multifly® / igty Multifly® i jest wykonywany krok A lub krok B w odniesieniu do igty
Safety-Multifly® oraz krok C w odniesieniu do igty Multifly®.

Igta Safety-Multifly® Igta Multifly®
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W odniesieniu do igly Safety-Multifly®:
A.  Igla Safety-Multifly® jest wyciagana z zyly (5), a nasadka ochronna jest aktywowana poza zytg (6), przy czym nasadka ochronna jest nasuwana na igte przy uzyciu kciuka i palca wskazujacego,
podczas gdy wezyk jest unieruchomiony pozostatymi palcami. Igta musi zostaé wyczuwalnie i ze styszalnym ,kliknieciem” osadzona w nasadce ochronnej (6).
B. Nasadka ochronna igly jest aktywowana réwnolegle z wyciaganiem igty Safety-Multifly® z zyly (5). Igta musi zosta¢ wyczuwalnie i ze styszalnym ,kliknieciem” osadzona w nasadce ochronngj (6).

Aktywowanie mechanizmu zabezpieczajgcego jest zaprojektowane do techniki jednorecznej.

i aktywowac nasadke ochronng.

Aktywowanie nasadki ochronnej igly — igta w zyle: Aktywowaé nasadke ochronna igly réwnolegle z wyciaganiem igly Safety-Multifly® z zyty.

W przypadku igly Multifly®:
C. Igta Multifly® jest wyciagnieta z zyly (5).

4. Zutylizowaé igte Multifly® (6, piktogram z igta Multifly®) lub pewnie zablokowana igte Safety-Multifly® natychmiast w pojemniku na ostre/szpiczaste przedmioty (7, piktogram z igta Safety-Multifly®).

Postepowanie przy pobieraniu krwi: zobacz tez wideo dotyczace igly Safety-Multifly®: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Infuzja krétkotrwata za pomoca igty Safety-Multifly® / igty Multifly®:

1. Przygotowaé miejsce wkiucia za pomoca odpowiedniego srodka dezynfekcyjnego. Nie dotyka¢ miejsca wkiucia igty po dezynfekcji. Utozy¢ pacjenta w sposdb utatwiajacy dostep do zyty.

2. Aseptycznie otworzy¢ opakowanie blistrowe igly Safety-Multifly® / igly Multifly® technika peel off przy uzyciu kciuka i palca wskazujacego. Przezroczysta folia musi by¢ skierowana do goéry. Usuna¢ multi-adapter na
koricu wezyka ruchem skretno-ciagngcym. Po wyschnigciu $rodka dezynfekeyjnego wyjac zatyczke Luer-lock systemu infuzyjnego i podiaczy¢ ziacze zeriskie Luer-lock na koricu wezyka igly Safety-Multifly®/
Multifly® z ztaczem meskim Luer-lock.

Odpowietrzy¢ (wstgpnie napetnic) system infuzyjny zgodnie z wytyczna instytucii (1, 2).

Maksymalna objetosé odpowietrzania igiet Safety-Multifly® / igiet Multifly® o $rednicach 20G, 21G, 23G, 25G:
Wezyk o diugosci 240 mm: 0,450 ml
Wezyk o diugosci 200 mm: 0,300 ml
Wezyk o dlugosci 80 mm: 0,120 ml

3. Zdja¢ nasadke ochronna z igly i upewnic sig, ze zeszlifowana strona igly Safety-Multifly® / igty Multifly® jest skierowana do goéry. Wykonaé wkiucie do igty przez ziozenie kolorowych skrzydetek do gory.
Nastepnie mozna wykonac infuzje krétkotrwata (maks. 24 godz.).

4. Na zakonczenie infuzji krétkotrwatej system infuzyjny zostanie odtaczony od igty Safety-Multifly® / igty Multifly® (3), a nastepnie igta Safety-Multifly® / igta Multifly® wyciagnieta z
z zyly, przy czym zostanie wykonany krok A lub krok B w odniesieniu do iglty Safety-Multifly® oraz krok C w odniesieniu do igty Multifly®.

® ®

Wstepnie napetni¢ system infuzyjny zgodnie z wytycznymi.

5. Natychmiast zutylizowac igte Multifly® (5, piktogram z igta Multifly®) lub pewnie zablokowang igle Safety-Multifly® (6, piktogram z igta Safety-Multifly®) w pojemniku na ostre/szpiczaste przedmioty.
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Przechowywanie

Przechowywac igle Safety-Multifly® / igte Multifly® w temperaturze pokojowej.
WSKAZOWKE: Nie wystawia¢ na bezposrednie dziatanie promieni stonecznych. Przekroczenie zalecanej maksymalnej temperatury przechowywania moze spowodowac obnizenie jakosci igty
Safety-Multifly® / igly Multifly®.

Normy miedzynarodowe / ISO

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Normy dotyczace igiet:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Normy dotyczace etykiet:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Normy dotyczace sterylizaciji:
DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices

DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Normy dotyczace opakowania:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Normy odnoszace sie do systemu:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program wg ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Rozporzadzenie UE w sprawie wyrobéw medycznych

Objasnienie symboli i oznaczen:

Numer artykutu
Oznaczenie partii

c E Znak CE
0124
M Wytwdrca

Przechowywac w temperaturze pokojowej

g Zuzyé do
[:]g Przestrzegac instrukcji uzycia
4
“Z |Y Przechowywac z dala od $wiatta stonecznego
a
Przechowywac¢ w stanie suchym

Nie uzywac¢ w przypadku uszkodzonego opakowania

STERILE E Sterylizacja gazowym tlenkiem etylenu

M wolny od pirogenéw

® W przypadku ponownego uzycia: ryzyko skazenia
@ Nie sterylizowa¢ ponownie DEHP free | Bez DEHP

Zmiany techniczne zastrzezone
Wszelkie powazne incydenty zwiazane z produktem nalezy zgtasza¢ producentowi i wtasciwemu organowi krajowemu.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Instrucées de utilizacao - SARSTEDT Agulhas Safety-Multifly®/Agulhas Multifly® PT

Aplicagdes
A agulha Safety-Multifly®/agulha Multifly® é uma agulha com aleta esterilizada para uso Unico. A agulha Safety-Multifly®/agulha Multifly® forma com um SARSTEDT S-Monovette um sistema de colheita de sangue

venoso. Além disso, a agulha Safety-Multifly®/agulha Multifly® pode ser usada para infuséo de curto periodo. A protecdo da agulha Safety-Multifly® serve para cobrir a agulha imediatamente apds a colheita de sangue
do ultimo S-Monovette®/uma infusdo de curto periodo e, em seguida, para a reducéo de picadas acidentais com a agulha. Os produtos devem ser utilizados por especialistas treinados.

Descrigéo do produto

A agulha Safety-Multifly®/agulha Multifly® é um produto descartavel, apirégeno e embalado individualmente numa embalagem bolha. Agulhas Safety-Multifly®/Agulhas Multifly® sdo compostas por uma agulha médica
descartavel de ago inoxidavel com % polegada (19 mm), com corte triplo facetado, mangueira flexivel (80 mm ou 200 mm) e um suporte integrado de agulhas (também chamado de multiadaptador). H& uma das
variantes das agulhas Safety-Multifly®/agulhas Multifly® sem suporte integrado de agulhas (multiadaptador) com um mangueira com 240 mm de comprimento. Os produtos podem ser adquiridos com diametros de
agulha de 20, 21, 23 e 25 Gauge (G). A protegéo das agulha Safety-Multifly® serve para cobrir a agulha apds o uso. Os produtos compreendem somente componentes isentos de DEHP e de latex.

Observacdes de seguranca e aviso

N&o utilizar o produto quando a embalagem bolha estiver danificada ou com a agulha encurvada ou quebrada.

1. Siga a descrigdo para manuseamento.

2. Utilize luvas e um equipamento de protegao individual geral para se proteger de sangue e de uma possivel exposigao a um patdgeno transmissivel por sangue.

3. Evite puxar a agulha com aleta com forca excessiva ou acionar o mecanismo de seguranca da agulha Safety-Multifly® precocemente (protecao da agulha), uma vez que isso pode prejudicar o funcionamento da
agulha Safety-Multifly®.

4. Verificar danos em cada embalagem individual antes do uso e, em caso de existirem danos, néo utilize o produto.

5. Descarte as agulhas Safety-Multifly®/Multifly® utilizadas e contaminadas imediatamente em recipientes de despejo de agulhas apropriados e descarte acessorios de colheita de sangue (por ex., lanceta, adaptador)
também em recipientes de despejo de agulha.

6. Apds o acionamento do mecanismo de seguranca da agulha Safety-Multifly®, este ndo pode mais ser aberto. Evite manipular o produto com forga excessiva.

7. Durante o uso e descarte, manter as maos sempre atras da agulha.

8. Evite encurvar a agulha.

9. Injec@o e aplicagdo subcutanea nao sao permitidas.

10. Trate todas as amostras bioldgicas e utensilios de colheita de sangue (agulhas) de acordo com a diretrizes e procedimentos de sua instituigao. Em caso de exposi¢ao a uma amostra bioldgica ou um ferimento

com a agulha, procure um médico, uma vez que, por ex., hepatite B, hepatite C, HIV e outras doengas infecciosas podem ser transmitidas. Utilize agulhas com protegao de agulha embutida. As diretrizes e
procedimentos de seguranca de sua instituigao devem ser sempre seguidos.

11. Uma reutilizagao do produto pode causar infecgoes, ferimentos ou morte.

12. Preste atencdo em um possivel gotejamento de sangue ou medicamento ao remover ou descartar a agulha. Por isso, recomenda-se descartar a agulha Safety-Multifly®/agulha Multifly® com a ponta da agulha
voltada para cima ou com a protecao de agulha (agulha Safety-Multifly®) acionada.

13. Nao cubra o mecanismo de seguranca da agulha Safety-Multifly® com fita adesiva.

14. Antes da aplicagao para uma infus@o de curto periodo, € necessario prestar atengao na purga (primen) anterior completa.

Amostragem e manuseamento
LEIA ESTE DOCUMENTO POR COMPLETO ANTES DE REALIZAR UMA PUNCAO DE VEIA
Material de trabalho para colheita de sangue necessario, ndo entregue junto com o produto:

1. Utilize luvas, avental, protecéo ocular ou outras vestimentas de protecéo para proteger-se de patdgenos transmissiveis por sangue ou materiais potencialmente infecciosos.

2. Utilize material de desinfeccao para a limpeza do local de colheita. Siga as diretrizes de sua instituicao para amostragem estéril para a preparacao do local de colheita e as instrugdes de manuseamento do
S-Monovette®. Nao utilize nenhum material de limpeza alcodlico quando a amostra deve ser utilizada para teste de dlcool no sangue.

Cotonetes descartaveis, secos e limpos de acordo com os requerimentos a sua instituicdo.

Um garrote.

Um recipiente de despejo de agulhas para objetos afiados/pontudos.

s

Preparacao para colheita de sangue
Assegure-se de que os seguintes materiais estejam disponiveis antes da colheita de sangue:

1. Ver acima: Material de trabalho para colheita de sangue necessdrio, nao entregue junto com o produto.
2. Todos os S-Monovettes necessarios.
3. Etiquetas para identificagao de pacientes.

Puncao de veias com agulha Safety-Multifly®/agulha Multifly®

1. Aplique o garrote. Prepare o local de pungdo com um agente de desinfecgao adequado. N&ao toque o local de pungao da veia apds a desinfecgéo. Posicione os pacientes de modo que haja um facil acesso a veia.

2. Abra a embalagem bolha da agulha Safety-Multifly®/agulha Multifly® de maneira asséptica por meio da técnica peel off com dedos polegar e indicador. A pelicula transparente deve estar direcionada para cima.
Remova a capa de protecao da agulha apos a secagem do agente de desinfecgéo, assegure que o lado da agulha Safety-Multifly®/Multifly® com o corte esta virado para cima. Realize a pungao venal juntando as
aletas coloridas em cima (1), entao empurre o S-Monovette® para dentro do multiadaptador da agulha Safety-Multifly®/agulha Multifly® e trave (conecte) com % de volta no sentido horario (2). Retire o sangue
com o S-Monovette® a puxando a haste do émbolo cuidadosamente até a base (3). Soltar o garrote durante a colheita de sangue do primeiro S-Monovette®.

3. Apds o término da colheita de sangue, gire % de volta no sentido anti-horario o S-Monovette® (4) e puxe-o (desconecte-o) da agulha Safety-Multifly®/agulha Multifly®. A agulha Safety-Multifly®/agulha Multifly®
permanece na veia durante a retirada de sangue e troca de tubos de colheita de sangue. Em colheitas muiltiplas, os S-Monovettes subsequentes séo - como descrito acima - conectados a agulha Safety-Multifly®/
agulha Multifly® e demais amostras s&o colhidas. Para finalizar a coleta de sangue, o Ultimo S-Monovette® é desconectado da agulha Safety-Multifly®/agulha Multifly® e etapa A ou B segue para a agulha Safety-
Multifly® assim como a etapa C para a agulha Multifly®.

Agulha Safety-Multifly® Agulha Multifly®
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Para a agulha Safety-Multifly®:
A.  Aagulha Safety-Multifly® é retirada da veia (5) e a protegéo da agulha é acionada fora da veia (6), empurrando a protegao da agulha com o polegar e o indicador por cima da agulha,
enquanto a mangueira € fixada com os dedos restantes. A agulha deve ser travada dentro da protecdo da agulha até que se sinta e ouga um “clique” (6).
B. A protegao da agulha é acionada paralelamente a retirada da agulha Safety-Multifly® da veia (5). A agulha deve ser travada dentro da protecéo da agulha até que se sinta e ouga um “clique” (6).

O acionamento do mecanismo de seguranca € projetado para a técnica com uma mao.

Acionamento da protecao da agulha - agulha dentro da veia: Acione a protecao da agulha paralelamente a retirada da agulha Safety-Multifly® da veia.

Para a agulha Multifly®:
C. A agulha Multifly® é retirada da veia (5).

©

4. Descarte a agulha Multifly® (6, pictograma da agulha Multifly ®) ou a agulha Safety-Multifly® travada de maneira segura imediatamente em um recipiente de despejo para objetos afiados/pontudos (7, pictograma
da agulha Safety-Multifly®).

Manuseamento para colheita de sangue: ver também video sobre manuseamento da agulha Safety-Multifly®: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Infusdo de curto periodo com agulha Safety-Multifly®/agulha Multifly®

1. Prepare o local de pungao com um agente de desinfecgéo adequado. Nao toque o local de pungao da veia apds a desinfecgao. Posicione os pacientes de modo que haja um facil acesso a veia.

2. Abra a embalagem bolha da agulha Safety-Multifly®/agulha Multifly® de maneira asséptica por meio da técnica peel off com dedos polegar e indicador. A pelicula transparente deve estar direcionada para cima.
Remova o multiadaptador na extremidade da mangueira puxando com um movimento giratério. Remover a tampa Luer do sistema de infusdo apds a secagem do agente de desinfecgéo e conecte a conexao
Luer fémea na extremidade da mangueira da agulha Safety-Multifly®/Multifly® com a conexao Luer macho do sistema de infusao.

Purgue (primen) o sistema de infusdo conforme as diretrizes de sua instituigao (1,2).

Volume maximo de purga da agulha Safety-Multifly®/agulha Multifly® com didmetros de agulha de 20G, 21G, 23G, 25G:
mangueira de 240 mm de comprimento: 0,450 mL
mangueira de 200 mm de comprimento: 0,300 mL
mangueira de 80 mm de comprimento: 0,120 mL

3. Remova a capa de protecéo da agulha apos a secagem do agente de desinfecgéo, assegure que o lado da agulha Safety-Multifly®/Multifly® com o corte esté virado para cima. Realize a pungao das veias juntando
as aletas coloridas em cima. Em seguida, uma infusao de curto periodo (24h) pode ser realizada.

4. Parafinalizar a infusao de curto periodo, o sistema de infuséo é desconectado da agulha Safety-Multifly®/agulha Multifly® (3) e a agulha Safety-Multifly®/agulha Multifly® é, em seguida, retirada
da veia, seguindo a etapa A ou B segue para a agulha Safety-Multifly® assim como a etapa C para a agulha Multifly®.

® ®

Preencher o sistema de infuséo previamente conforme
as diretrizes internas da empresa.

5. Descarte a agulha Multifly® (5, pictograma da agulha Multifly®) ou a agulha Safety-Multifly® travada de maneira segura imediatamente em um recipiente de despejo para objetos afiados/pontudos (6, pictograma
da agulha Safety-Multifly®).
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Armazenamento

Armazenar a agulha Safety-Multifly®/agulha Multifly® & temperatura ambiente.
OBSERVACAO: Néo expor a luz do sol direta. Caso a temperatura méaxima de armazenamento seja excedida, a qualidade da agulha Safety-Multifly®/agulha Multifly® pode ser prejudicada.

Normas internacionais/ISO

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Normas para agulhas:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Normas para etiquetas:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Normas para esterilizagéo:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Normas para embalagem:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Normas relevantes ao sistema:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Medical Device Single Audit Program conforme ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Regulamento sobre dispositivos médicos da UE

Lista de simbolos e sinais

Numero do artigo
Prazo de validade

Numero do lote

[:E.] Observar as instrugdes de utilizagao

c E Marcagao CE
0124
M Fabricante

Armazenar a temperatura ambiente

4 .
“Z |Y Armazenar protegido da luz do sol
a
Armazenar em local seco

Nao utlilizar se a embalagem se encontrar danificada

E Esterilizacdo com gas de 6xido de etileno @
M apirégeno

® No caso de reutilizagéo: risco de contaminagao
@ Nao esterilizar novamente DEHP free | Isento de DEHP

Modificagbes técnicas reservadas
Quaisquer incidentes graves relacionados com o produto deverao ser comunicados ao fabricante e a autoridade competente nacional do pais.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Instructiuni de utilizare - Canule SARSTEDT Safety-Multifly®/Canule SARSTEDT Multifly® RO

Scopul utilizarii

Canula Safety-Multifly® / Canula Multifly® este o canula cu aripioare sterila, conceputa pentru unic folosinta. Canula Safety-Multifly® / canula Multifly® formeaza impreuna cu piesa Monovette® S de la SARSTEDT

un sistem pentru prelevarea de sénge din vene. In plus, canula Safety-Multifly® / canula Multifly® poate fi utilizata pentru infuzare pe termen scurt. Protectia pentru acul canulei Safety-Multifly® serveste imediat dupa
prelevarea de sénge cu ultima pieséd Monovette® S/ dupa o infuzare pe termen scurt la acoperirea acului folosit si ca urmare la reducerea posibilelor leziuni prin impungere accidentala cu acul. Produsele vor fi utilizate
numai de céatre personal calificat instruit in acest scop.

Descrierea produsului

Canula Safety-Multifly® / Canula Multifly® este un produs steril, liber de agenti pirogeni, conceput pentru unica folosinta si ambalat individual intr-un blister. Canulele Safety-Multifly® / Canulele Multifly® se compun dintr-un
ac medicinal lung de 3/4 toli (19 mm) din otel inox, cu slefuire cu fatete triple, un furtun flexibil (de 80 mm sau de 200 mm) si un suport pentru canule integrat (denumit si multiadaptor). Exista de asemenea o varianta a
canulelor Safety-Multifly® / canulelor Multifly® fara suport pentru canule integrat (multiadaptor), cu o lungime a furtunului de 240 mm. Produsele sunt disponibile cu diametre ale canulelor de 20, 21, 23 si 25 gauge (G).
Protectia pentru ac a canulelor Safety-Multifly® serveste la acoperirea acului dupa folosire. Produsele contin numai componente fara DEHP si fara latex.

Indicatii privind siguranta si avertismente

Nu folositi produsul daca blisterul de ambalare este deteriorat sau canula este indoita sau rupta.

1. Respectati descrierea modului de manipulare a produsului.

2. Purtati manusi si echipament general de protectie personal pentru a va proteja de sange si de o potentiala expunere la agenti patogeni transmisibili prin sange.

3. Tragerea violenta de canula cu aripioare sau actionarea prematura a mecanismului de siguranta al canulei Safety-Multifly® (protectie pentru ac) nu este recomandata, deoarece acest lucru afecteaza functionalitatea
canulei Safety-Multifly®.

4. nainte de utilizare, verificati fiecare ambalaj individual pentru a detecta prezenta oricaror deteriorari, iar daca acestea exista, nu folositi produsul.

5. Eliminati ca deseu canulele Safety-Multifly® / canulele Multifly® folosite si contaminate aruncandu-le imediat in recipiente de evacuare adecvate pentru canule si eliminati accesoriile pentru prelevarea de sange (de ex.
lansete, adaptoare) de asemenea in recipiente de evacuare pentru canule.

6. Dupa activarea mecanismului de siguranta al canulei Safety-Multifly®, acesta nu mai poate fi deschis. Se va evita manipularea violenta a produsului.

7. Pe durata utilizarii si eliminarii ca deseu, mentineti méinile mereu in spatele canulei.

8. Se va evita indoirea acului.

9. Nu sunt permise injectarea si aplicarea subcutanata.

10. Tratati toate mostrele si probele biologice si ustensilele de prelevare a sangelui cu muchii/ varfuri ascutite (canulele) conform directivelor si procedurilor institutiei sau unitatii Dvs. In cazul unei expuneri la mostre

sau probe biologice sau al unei leziuni din impungere cu acul, apelati la un medic, deoarece de ex. HBV, HCV, HIV sau alte boli infectioase sunt transmisibile. Folositi canule cu protectie integrata pentru ac. Este
obligatoriu sa respectati mereu directivele si procedurile privind siguranta valabile in institutia/ unitatea Dvs.

11. Reutilizarea produsului poate cauza infectii ori leziuni sau poate duce la deces.

12. Laindepartare sau eliminarea ca deseu, aveti grija la o potentiala picurare de sange sau de produse medicamentoase. De aceea se recomanda eliminarea canulei Safety-Multifly® / a canulei Multifly® ca deseu cu
varful acului orientat in sus, cu protectia pentru ac activata (canula Safety-Multifly®).

13. Nu acoperiti cu banda adeziva mecanismul de siguranta al canulei Safety-Multifly®.

14. Tnainte de utilizarea pentru o infuzare pe termen scurt, se va avea griji ca in prealabil aerul sa fie complet eliminat (priming).

Prelevarea si manipularea mostrelor si probelor
CITITI INTEGRAL ACEST DOCUMENT INAINTE DE A INCEPE CU PUNCTIA VENEI.
Materiale de lucru necesare pentru prelevarea de sange, neincluse in aceasta livrare:

1. Utilizati manusi, halat, ochelari de protectie sau alt tip de imbracaminte de protectie adecvata pentru a va proteja de agentii patogeni transmisi prin sénge sau de materiale potential infectioase.

2. Folositi material dezinfectant pentru curatarea portiunii din care veti preleva sange. Respectati directivele unitatii Dvs. pentru prelevarea de probe sterile cu privire la pregatirea portiunii de prelevare precum si
instructiunile de manipulare a Monovette® S. Nu folositi materiale de curétare pe baza de alcool daca probele urmeaza sa fie utilizate pentru testarea alcoolemiei.

3. Tampoane uscate si curate, de unica folosinta, conform regulilor din unitatea Dvs.

4. Un garou pentru blocarea fluxului sangvin din vena.

5. Un recipient de aliminare a canulelor pentru obiecte cu muchii/ varfuri ascutite.

Pregatirea pentru prelevarea de sange
Asigurati-va ca aveti la indemana materialele urmatoare inainte de prelevarea sangelui:

1. Vezi mai sus: Materiale de lucru necesare pentru prelevarea de sange, neincluse in aceasta livrare.
2. Toate piesele Monovette S necesare.
3. Etichete pentru identificarea pacientului.

Punctia venei cu canula Safety-Multifly® / canula Multifly®

1. Aplicati garoul pentru strangularea venei. Pregatiti portiunea de impungere cu un agent dezinfectant adecvat. Nu atingeti portiunea de impungere a venei dupa dezinfectare. Asezati pacientul astfel incat sa aveti
acces usor la vena acestuia.

2. Deschideti ambalajul tip blister al canulei Safety-Multifly® / canulei Multifly® intr-un mod aseptic, cu ajutorul tehnicii peel-off, cu degetul mare si cu degetul aratator. Folia transparenta trebuie sa fie orientata in sus.
Dupa uscarea agentului dezinfectant, scoateti invelisul de protectie al canulei si asigurati-va ca latura slefuita a canulei Safety-Multifly® / a canulei Multifly® este orientata in sus. Efectuati impungerea venei prin
apropierea in sus a aripioarelor colorate (1), apoi introduceti piesa Monovette® S in multiadaptorul canulei Safety-Multifly® / canulei Multifly® si asigurati (conectati) canula efectuand % rotatie in sensul acelor de
ceasornic (2). Prelevati séngele cu ajutorul piesei Monovette® S tragand cu grija de bara pistonului pana la fundul piesei Monovette® S (3). Desfaceti garoul de pe vena in timpul prelevarii de sange in prima piesa
Monovette® S.

3. Dupa terminarea prelevarii sangelui, rotiti mai intai piesa Monovette® S cu % rotatie in contra sensului acelor de ceasornic (4) si scoateti-o (deconectati-o) apoi din canula Safety-Multifly® / canula Multifly®.
Canula Safety-Multifly® / canula Multifly® ramane in vena pe durata prelevarii sngelui si a schimbarii micilor tuburi de prelevare a sangelui. La prelevari multiple se conecteaza - asa cum este descris mai sus - piesele
Monovette S urmatoare cu canula Safety-Multifly® / canula Multifly® si se preleveaza probele urmétoare. La finalizarea prelevarii de sange, ultima piesa Monovette® S este deconectata de la canula Safety-Multifly® /
canula Multifly® si se urmeaza pasul A ori pasul B pentru canula Safety-Multifly® precum si pasul C pentru canula Multifly®.

Canula Safety-Multifly® Canula Multifly®
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Pentru canula Safety-Multifly®:
A.  Scoateti canula Safety-Multifly® din vena (5) si activati protectia pentru ac in afara venei (6), impingand protectia pentru ac peste canula cu degetul mare si cu cel aratator,
n timp ce fixati furtunul cu celelalte degete. Canula trebuie sa se blocheze in pozitie in protectia pentru ac, facand un clic audibil si care se simte la atingere (6).
B. Protectia pentru ac este activata in paralel cu scoaterea canulei Safety-Multifly® din vena (5). Canula trebuie sa se blocheze in pozitie in protectia pentru ac, facand un clic audibil si care se simte la atingere (6).

Activarea mecanismului de siguranta este gandit pentru folosirea acestuia cu o singura mana.
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Activarea protectiei pentru ac — Canula se afla in vena: Activati protectia pentru ac concomitent cu scoaterea din vena a canulei Safety-Multifly®.

Pentru canula Multifly®:
C. Canula Multifly® este scoasé din vena (5).

4. Eliminati imediat ca deseu canula Multifly® (6, pictograma canulei Multifly®) resp. canula Safety-Muiltifly® blocata in conditii de siguranta, aruncand-o intr-un recipient de evacuare pentru obiecte cu muchii/
varfuri ascutite (7, pictograma canulei Safety-Multifly®).

Manipulare pentru prelevarea de sénge: consultati de asemenea materialul video privind manipularea canulei Safety-Multifly®: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Infuzare pe termen scurt cu canula Safety-Multifly® / canula Multifly®

1. Pregatiti portiunea de impungere cu un agent dezinfectant adecvat. Nu atingeti portiunea de impungere a venei dupa dezinfectare. Asezati pacientul astfel incat sa aveti acces usor la vena acestuia.

2. Deschideti ambalajul tip blister al canulei Safety-Multifly® / canulei Multifly® intr-un mod aseptic, cu ajutorul tehnicii peel-off, cu degetul mare si cu degetul aratator. Folia transparenta trebuie sa fie orientata in sus.
Scoateti multiadaptorul de la capatul furtunului printr-o miscare concomitenta de rasucire si tragere. Dupa uscarea agentului dezinfectant, scoateti dopul Luer al sistemului de infuzie si conectati imbinarea Luer
feminina de la capatul furtunului canulei Safety-Multifly®/ Multifly® cu imbinarea Luer masculina a sistemului de infuzie.

Eliminati aerul din sistemul de infuzie (priming) conform directivelor unitatii Dvs. (1,2).

Volumul maxim de vidare al canulelor Safety-Multifly®/ canulelor Multifly® cu diametrele de 20G, 21G, 23G, 25G:
furtun de 240 mm lungime: 0,450 ml
furtun de 200 mm lungime: 0,300 ml
furtun de 80 mm lungime: 0,120 ml

3. Scoateti invelisul de protectie al canulei si asigurati-va ca latura slefuitd a canulei Safety-Multifly®/ a canulei Multifly® este orientata in sus. Efectuati impungerea venei prin apropierea in sus a aripioarelor colorate
. Apoi se poate efectua o infuzare pe termen scurt (max. 24 h).

4. Lafinalizarea infuzérii pe termen scurt, sistemul de infuzie este deconectat de la canula Safety-Multifly®/ canula Multifly® (3) si apoi se scoate din vena canula Safety-Multifly®/ canula Multifly®, urmandu-se pasul
A ori pasul B pentru canula Safety-Multifly® precum si pasul C pentru canula Multifly®.

® ®

Umpleti in prealabil sistemul de infuzie conform directivelor
interne ale unitatii Dvs.

5. Eliminati imediat ca deseu canula Multifly® (5, pictograma canulei Multifly®) resp. canula Safety-Multifly® blocata in conditii de siguranta (6, pictograma canulei Safety-Multifly®), aruncand-o intr-un recipient de
evacuare pentru obiecte cu muchii/ varfuri ascutite.

#| SARSTEDT

63



RO

Depozitare

Depozitati canulele Safety-Multifly® / canulele Multifly® la temperatura normala a incaperii.
INDICATIE: A nu se expune produsul la lumina directa a soarelui. Depéasirea temperaturii de depozitare maxime recomandate poate afecta calitatea canulelor Safety-Multifly® / canulelor Multifly®.

Standarde internationale / ISO

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Standarde privind acele/ canulele:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Standarde privind etichetele:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Standarde privind sterilizarea:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Standarde privind ambalarea:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Standarde referitoare la sisteme:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Medical Device Single Audit Program conform ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Regulamentul UE privind produsele medicale

Legenda simbolurilor si a marcajelor:
Numér articol

Valabil pana la
Denumire lot

c E Marcaj CE
0124
M Producéator

Se péstreaza la temperatura camerei

[:E.] Respectati instructiunile de utilizare

4
ZI A se pastra ferit de lumina soarelui
-
A se depozita la loc uscat

Nu utilizati produsul daca ambalajul este deteriorat

E Sterilizare cu gaz cu oxid etilen @
M fara agenti pirogeni

® La urmatoarea utilizare: pericol de contaminare
@ A nu se resteriliza DEHP free | nu contine DEHP

Sub rezerva modificarilor tehnice
Toate incidentele grave legate de produs trebuie sa fie anuntate atat producatorului, cat si autoritatii nationale competente.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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WHcTpykuus no npumeHeHuto - SARSTEDT BesonacHble urnbl-6a6o4ku Safety-Multifly®/ urnbi-6a6ouku Multifly® RU

HasHayeHune

BesonacHas nrna-6aboyka Safety-Multifly® / nrna-6abouka Multifly® sensetcs ctepunbHon nrnoi-6a6o4Koi, NpeaHasHaueHHo Ans 0AHOPa3oBoro NpuMeHeHus. BesonacHas nrna-6a6oyka Safety-Multifly® / vrna-
6abouka Multifly® o6pasyet B codeTaHum ¢ npobupkort S-Monovette® nponssoactea SARSTEDT cuctemy ans B3sTUS BEHO3HOM kpoBu. Kpome Toro, 6e3onacHas nrna-6abouka Safety-Multifly® / nrna-6a6oqka Multifly®
MOXET UCMONb30BaTLCS 1St KPAaTKOBPEMEHHOW UHAY3WW. 3allUTHbIA MexaHam 6esonacHon bl Safety-Multifly® cny>xut ans 3aKpbITVs MCNONb30BaHHOW UMbl CPasy Nocne B3ATUS KPOBU 113 NOCNeHel Npobupkm
S-Monovette® / npoBefeHVst KpaTKOBPEMEHHOW UHEDY3WW 1 MOMOraeT CHU3WUTb PUCK Cly4aliHOrO TPaBMMPOBaHUSA OT yKona Urmol. daHHble NpoayKTbl LOMKHbI MCMONb30BATHCS CnelyanbHO 06yHYeHHbIM NEPCOHaTOM.

OnucaHve npogykTa

BesonacHas nrna-6abo4ka Safety-Multifly® / nrna-6abouxa Multifly® sensetcs cTepunbHbIM, anvporeHHbIM NPOAYKTOM OAHOPA30BOrO MPYMEHEHNIS!, YNakoBaHHbIM B OTAESbHYIO BIIMCTEPHYIO YNakoBky. Ml Safety-
Multifly® / urnsl Multifly® cocTosT 13 ofHOpPasoBoi MEAVLMHCKOM UMbl A/MHON % AtoriMa (19 MM) 13 BbICOKOKAYECTBEHHOM CTanM C TPOWHOM 3aTOHKOM, MBKOM TPYGKM (80 MM 1 200 MM) 1 BCTPOEHHOTO Urogep-
KaTens (Takke HasbiBAEMOro MymsTUafanTepom). VimeeTcst BapraHT nenonHeHns nmbl Safety-Multifly® / vrnsl Multifly® 6e3 BcTpoeHHoro vrnogepyxatenst (Mynstuagantepa) ¢ AnvHon Tpyoku 240 mm. [LocTynHb! Uibl
pasnuyHbIx AviameTpos: 20, 21, 23 1 25 kanm6pos (G). 3almTHLIN MexaHnam Ge3onacHon Urmsl-6aoyky Safety-Multifly® npeaHasHaydeH A 3akpbITUS MMbl MOCHE MCNONb30BaHUs. B COCTaB NPOLYKTOB BXOISAT TOMLKO
KOMIMOHEHTBI, He cofepxxaline DEHP (auatunrekcundranara) u natexca.

Mepbl NpegocTopoXKHOCTN

He MCI'IOﬂbSyl;ITe nagenve, ecnu 6J'IVICTepHaﬂ ynakoBKa rnospexxaeHa Unm nrna rnoryyta nnmn cnomMaHa.

1. CnepynTte NHCTPYKUMAM NO 0BpaLLeHnio ¢ NPOAYKTOM.

2. Vicnons3yiite nepyaTku 1 06LLMe CPEACTBA VHAVBUAYAbHON 3aLLUTbI, YTOGbI MPEAOTBPATHTE BO3MOXHbIV KOHTAKT C KPOBBIO U NEPEAAOLLIMICS C KPOBbIO BO3BYANTENSIMM 3a60eBaHNIA.

3. He npviknagbiBarite Ype3MepHbIX YCUNWIA A U3BNEHEHVSt UMTbI-6a6G04KN 1 He aKTUBUPYITE NPEXAEBPEMEHHO NPEOOXPaHNTESNbHbIA MEXaH3M Urbl-6a6oykn Safety-Mulitfly® (MrnonpoTekTop), Tak Kak 3To MOXeT

HapyLLMTb paGoTy mmbl-6a6oukn Safety-Multifly®.

4. Tepen 1CMonb30BaHMEM MPOBEPLTE KXKAYIO OTAENBHYIO YNAKOBKY Ha Haime MOoBPEAEHUI; MPU HaMHMM MOBPEXAEHNIA MPOLYKT UCMONB30BATh HEMb3S.

Vicnonb3oBaHHble, 3arpsidHeHHble 6e3onacHble nMbl-6abouku Safety-Multifly® / nrnsi-6a6o4ku Multifly® cpasy »e yTunmMsnpyiTe B COOTBETCTBYIOLLIME KOHTEAHEPB! AN YTUIM3aLN OCTPbIX MPEaMETOB, a

NPUHALNEXHOCTN ANst B3ATYS KPOBW (HANPUMEP, NTaHLIETbI, afanTepbl) TaKKe NOMECTUTE B KOHTEHEPbI Aff YTUAM3aLMM OCTPbIX MPEesMeTOB.

Mocne akTvBaLyy 3aLWLMTHOrO MexaHrama nrbl Safety-Multifly® ero y>xke Henb3s OTKpbITb. VI36eraiTe NpYMEHEHNs CUMbl NPV BbIMOSHEH MaHUMYNALWA.

Bo Bpewms 1Cronb3oBaHus 1 yTUnm3aLv NpoayKTa BCeraa yaepK1BanTe 1y ¢ ee 06paTHON CTOPOHI.

He ponyckarite crubaHus vmbl.

MponyKT He AOMyCKaeTCs NCMONb30BaTh A1 MHBEKLNIA 1 MOAKOXHOrO BBELAEHUS.

0. O6palLanTech CO BCeMU GMONOrMHeCKUMM MPoGamit U OCTPbIMY UHCTPYMEHTaMM [151 B3ATVISt KDOBU (Mr1amMi) B COOTBETCTBIV C MPaBiiiamMm v MpoLieAypamm, NpUHATLIMK B Balliem yupexxaeHii. B cnydvae koHTakTa
¢ B1ONOrNHECKMM MPOBaMV UM MOMYYEHUS TPABMbI OT YKOIa 1MoV HEOBXOAMMO 0BPaTUTLCS 3a MOMOLLBIO K Bpady, T. K. My 3TOM BO3MOXHA Nepeaqa Takx MHPEKLIMOHHBIX 3a60mneBaHuii, kak renatut B,
renatut C, BVY n ap. Vicnonb3yiTe vrbl CO BCTPOEHHBIM 3aLLUUTHBIM MEXaHU3MOM. PyKOBOLACTBYTECH NPELMMCaHNSMN, AEACTBYIOLLMMI Ana Ballero y4perkagHus.

11. ToBTOPHOE VCMOMNBb30BaHME MPOAYKTa MOXET MPUBECTU K MH(MMLIMPOBAHMIO, TPABMPOBAHMIO WM CMEPTU NaLmeHTa.

12. ToMHWTe, YTO MPU M3BAEYEHUN MM YTUNM3ALWIM NPOAYKTA 3 HEro MOTyT BbITEKAaTb OCTATKV KPOBYW UM IEKaPCTBEHHOrO npenaparta. [oatomy nepeq ytunmsawyen peKOMeHAyeTCs akTVBMPOBaTh 3aLLWTHbIN

MexaHV3M Ans hukcawn urbl B npotekTope (Mrna Safety-Multifly®) v yaepxveaTsb nrny HaKOHEYHUKOM BBEPX.
13. He 3akneviBaiite 3awuTHbI MexaHyam urmbl Safety-Multifly® ckotyem.
14. TMNepen npoBefeHNeM KpaTKOBPEMEHHOM MHDY3M HEOBXOAMMO 3apaHee yaanmTb U3 UMbl BECb BO3yX (MyTEM NEPBUYHOrO 3arnosHEHNS).

o
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B3atne npob
MOJSIHOCTBIO MPOYUTANTE HACTOSALLIMIA LOKYMEHT NEPEL HAYAIOM BEHEMYHKLIMN.
PekomeHayemble maTepuanbl, HeOOXoANMbIe AN B3ATUSA NPO6 (He BXOAAT B KOMMNEKT):

1. Vcnonbayiite ogHOPa30Bble NepyaTki, MEAVLIIHCKWIA XanaT, 3aLlUTHbIe 04KV GO ApYrie NOAXOAsLLve CPEACTBa VHAVBIAYaNbHON 3aLuTbl, YTOGLI MPEAOTBPATUTEL KOHTAKT C MaToreHamut Uiv NMoTeHLyansHO
MHEKLIMOHHBIMN MaTepuanami, MEPEHOCHMbIMY C KPOBbIO.

2. Vicnonbayiite AesvHpMLVpYtoLLEe CPeacTBo Anis 06paboTki MecTa NMyHKLM BeHbl. CobniofaiTe CaHUTapHO-TUrVieHYecKre Npasua 1 PEKOMEHALWM MO MOArOTOBKE MeCTa MyHKUMM A1 B3STUS 06pasLoB
KpOBW, NPUHSATbIE B Ballem yHpexxaeHnn, a Takxke HCTPYKUMM Mo obpaltieHnio ¢ S-Monovette®. He ncnonbayiite aesuHduumpytoLLme CpeacTsa, CoagpyKallivie CrmpT, ecnn o6pasipl NpeaHasHayveHb! Ans aHanmsa
Ha coaep>KaH1e ankoronsi B KPOBW.

3. VcnonbaynTe cTepuneHble candeTku.

4.  BeHO3HbIN XryT.

5. KoHTeiHep Ans yTuamaauumn U 1 oCTPbIX MPEAMETOB.

nO,ElFOTOBKa K B3ATUIO KPOBU

!'Iepe,q B34T1EM KpOBN yﬁeﬂ,VITer, 4T1O B Balem pacnopsxeHnn NMeKoTCA Criefytoue Matepmanbl:

1. CM. Bblle: pekoMeHayemble MaTtepyiasbl, HEOOXOAVMbIE AN B3STUA NPO6 (HE BXOAAT B KOMIIEKT).
2. Bce HeobxoavmMble Npo6rpky S-Monovette®.
3. OTukeTku Ana naeHTuuUKaumm naumeHTa.

MpoBeneHne BeHenyHKLMM ¢ noMoLLsto urmbl Safety-Multifly® / urnbl Multifly®:

1. Hanoxwute BeHO3HbI »ryT. O6paboTaiTe MeCTO MyHKLMN NOAXOAALLMM Ae3UHMULMPYIOLLIMM CPeCcTBOM. [ocne aeavHdekLmmn 6onblue He NprKacaiTech K MECTY MyHKUWW. PacnonoxuTe nauveHTa Tak, YTobbl
obecneynTb yao6HbIA LOCTYN K BEHE.

2. BckpoliTte 6nMcTepHyto ynakoBky urbl Safety-Multifly® / urnbt Multifly® GonbLunm 1 ykasaTtenbHbiM nasibLamu, MCronb3ayst TEXHUKY oTcnansaHust. MNpospadHas nieHka fomkHa GbiTb obpallieHa Beepx. Mocne
BbICbIXaHVst A4e3NHMULIMPYIOLLEro CPEeACTBa CNeayeT CHATb 3aLLUMTHBIM YEXON C UMbl 1 YEeamTbes, HTO CKOLeHHas ctopoHa bl Safety-Multifly® / nrnet Multifly® o6patieHa BBepx. BbiNonH1UTe BEHENYHKLHO,
NpWKMMas LBETHbIE KPblibst bl-6a6o4KI KBepxy (1), nocne Yero nogcoeavHuTe Npobupky S-Monovette® B mynstrapantep umsi Safety-Multifly® / urnsr Multifly® v sacbukcrpyiite ee, noBepHyB Ha %4 o6opoTta
o 4acoBoW cTpenke (coeguHeHue) (2). 3anonHuTe NPo6UPKK S-Monovette® KPoBbLIO, OCTOPOXXHO OTTAMMBas NMopLLEHbL K ocHosaHMio S-Monovette® (3). OcnabbTe XXryT BO BpeMst B3ATUS KDOBY B NEPBYO
S-Monovette®.

3. o OKOHYaHUM NPOLIeaypPbI B3STVISE KPOBM CHaYasa noBepHUTe Npobrpky S-Monovette® Ha % o6opoTa NpoTUB 4acoBoiA cTpenku (4), a 3ateM otcoeanHuTe ee oT umbl Safety-Multifly® / urnbr Multifly®
(oTcoeauHeHue). Bo Bpems B3STYS KPOBW 1 MPpU CMeHe Npo6upok urma Safety-Multifly® / nrna Multifly® octaetcs B BeHe. [Mpu B3ATUM HECKONBKIX 06PA3L0B - Kak ONmcaHo BbILLE - NOCEyOLLME MPOBUPKI
S-Monovette® coeauHsitotca ¢ urnoi Safety-Multifly® / urnoin Multifly®, n 6epyTcst gononHuTensHele o6pasupl. [ns 3aBepLUeHyst NPoLedypbl B3ATUS KPOBY CiefyeT OTCOeAMHUTL NOCNEAHIO MPOGUPKY
S-Monovette® ot urmnbl Safety-Multifly® / vrnsl Multifly® 1 seinonHuTs war A nnéo war B ans 6esonacHoi nrmbl-6a6oukin Safety-Multifly®, n war C ans urnsl-6a6o4ku Multifly®.

Wrna Safety-Multifly® Virna Multifly®

#| SARSTEDT

65



RU

Yka3saHus gns urnbi Safety-Multifly®:
A, Vrna Safety-Multifly® nasnexaetcs ua BeHbl (5), 1 3aLLMTHbIN MEXaH3M aKTUBMPYETCS BHE BeHbI (6). MPOTEKTOP Mribl (hUKCHPYETCS GOMbLLVM 1 yKa3aTenbHbIM NanbLami v CABUraeTcs Briepes, Ha vy,
3aKpbiBasi ee, a TPyoKka yAeP>KMBAETCS Ha MeCTe OCTallbHbIMM NasbLiamu. Virma fAomkHa 3advKCpOoBaTLCS B MPOTEKTOPE C OLLYTVIMbBIM 1 CIIbILLIMMBIM «LLENYKOM> (6).
B.  3awuTHbI MEXaHN3M aKTUBMPYETCA OIHOBPEMEHHO C M3BneveHemM urmbl Safety-Multifly® 13 BeHbl (5). Virna fomkHa 3athKCpoBaTbCs B NPOTEKTOPE C OLLYTVMBIM U CTIbILLUMBIM «LLENYKOM> (B).

AKTVIBaLWISl npeaoxpaHuTesibHOro MexaHn3ma paccyntaHa Ha ynpassieHue OAHOﬁ pyKOﬁ.

AKTMBaLMs 3aLLVITHOrO MexaH13Ma UMbl BHYTPY BeHbl: aKTUBVPYATE 3aLLMTHBIA MEXaHN3M OAHOBPEMEHHO C u3BreveHviemM nmbl Safety-Multifly® 13 BeHbl.

YkasaHusa gns urnol Multifly®:
C.  Wrna Multifly® nasnexaetcsi u3 BeHbl (5).

4. TomecTute vrny Multifly® (6, nukTtorpamma urmsl Multifly®) nu6o HapexHo 3admkenposaHHyto iy Safety-Multifly® 8 KOHTeNHep AN yTunmsaummn oCTpbixX NpeameTos (7, nukTorpamma urmbl Safety-Multifly®).

PyKkoBOACTBO NO B3ATUIO KPOBU: CM. TaKxXe Halle BUAEO No obpatleHnio ¢ urnamu Safety-Multifly®: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

[MpoBeneHne KpaTkoBpPeMEHHON NHAY3KK ¢ noMoLbto urmbl Safety-Multifly® / urnel Multifly®:

1. O6paboTante MECTO MyHKLMN NOAXOAALLMM AE3MHMDULIMPYIOLLIMM CPeacTBOM. Nocne Ae3nHgeKLMM 6onblue He NpukacanTecb K MECTY MyHKLMK. PacrnonoxuTte naumeHTa Tak, 4tobbl 06ecrneynTb yoo6HbIA LOCTYN
K BEHeE.

2. BckpoliTte 6nMcTepHyto ynakoBky urbl Safety-Multifly® / urnbr Multifly® Gonblunm 1 ykasaTtenbHbIM nasibLamit, MCronb3ayst TEXHUKY oTcnansaHust. [pospadHas nieHka fomkHa ObiTb obpallieHa BeepX. CHIMWTE
MynsTUaaanTep C KOHLa TPYOKV BpaLLaTeNlbHO-BbITArMBAIOLLMM ABMKEHVEM. [1ocne BbiChIXaHUs AE3MHAULIMPYIOLLEro CPeacTBa CHUMUTE 3aMOoK Jlyep MHAY3VOHHOM CrCTeMbI 1 NofacoeavHmTe Jlyep-pa3bem Ha
KoHLie Tpy6ku Safety-Multifly® / Multifly® k Jlyep-pasbemy MHGY3MOHHOM CUCTEMBI.

Ynanute Bo3ayx 13 HMY3MOHHOW CUCTEMbI B COOTBETCTBUM C NPpasviamy 1 NpoLiefypamit, MPUHATLIMK B Baluem yupexxaernn (1, 2).

M i o6bem yaa yxa ans urn Safety-Multifly® / urn Multifly® ¢ guametpom vrn 20G, 21G, 23G, 25G:
npv anvHe Tpyoku 240 Mm: 0,450 mn
npvt gnvHe Tpyoku 200 Mm: 0,300 mn
npvi gnvHe Tpyoku 80 Mm: 0,120 mn

3. CH/MWTE 3aLLUTHbIN YEXON C UMbl 1 YEEeAUTECh, YTO CKOLLIEHHast CTopoHa urmbl Safety-Multifly® / urnbr Multifly® o6palLieHa BBepX. BbIMonHWTe BEHEMYHKLVIO, MPYXKIMas LIBETHbIE KPbITbst UMbl-6a604Ku
kBepxy. [ocne aToro MOXKHO NMPOBECTY KPATKOBPEMEHHYIO MHMDY3MIO (MaKC. 24 4).

4. [Ans 3aBepLueHVs nNpoLenypbl KPaTKOBPEMEHHOM UHMY3WV CREAyeT OTCOEAMHUTL UHADY3VOHHYIO crcTemy OT urbl Safety-Multifly® / vrnbi Multifly® (3), a 3atem nasnevb vrny Safety-Multifly® / urny Multifly® ns
BEHbI, BbIMOSHMB Luar A nm war B ans 6e3onacHoit urmbl-6a6oyky Safety-Multifly®, v war C anst urmbl-6a6o4ky Multifly®.

® ®

MpeasapuTensHO 3aroNHNTE MHAY3NOHHYIO CCTEMY
COrMacHo BHYTPEHHUM Mpasunam Ballero yqpexaeHus.

5. Momectute nrny Multifly® (5, nuktorpamma vrnsl Multifly®) nméo HagexxHo 3acukcunpoBaHHyto nry Safety-Multifly® (6, nukTorpamma vrnel Safety-Multifly®) 8 KOHTERHEP ANa yTUAM3aumm OCTPbIX MPEAMETOB.
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XpaHeHne

Wbl Safety-Multifly® / virnel Multifly® cnemyet xpaHuTb Npy KOMHATHOW Temneparype.
MNMPUMEYAHWE: He noagepraTe BO3AEUCTBIO MPSIMbIX COMHEYHbIX Nyyelt. [PeBbILLEHNE MaKCUMaTbHON PEKOMEHAYEMO TEMMEPATYPbI XPaHEHUS MOXET MOBNUSTL Ha kadecTBo urn Safety-Multifly® / urn Multifly®.

MexpyHapopHbie ctaHgapTbl / HopmaTtusbl ISO

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

CTaHpgapTbl 45 nm:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

CTaH,D,aprI ONA 3TUKETOK!

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

CTaHﬂaprl no cTepunnnsaugnn:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

CTaH,qaprl Nno ynakoBKe:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

CTaH,D,aprI Ona pasnin4yHblX CUCTEM:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Medical Device Single Audit Program cornacHo ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: EU Medical Device Directive

Paclundposka cMMBONOB 1 0603HAYEHWIA:

APTUKYNbHBI HOMEP
O603HayeHve NapTm

c E 3Hak CE
0124
M MpowussoavTens

XpaHnTb NpY KOMHATHOW TemnepaTtype

loneH oo

CobntoaaTte MHCTPYKLMWIO MO NPUMEHEHIIO

EDCI

A/
~Ne&

TAY [NpepoxpaHsATb OT BO3AENCTBIA CONMHEYHbIX TyHer
a

XpaH1Tb B CyxoM MecTe

=%

He vcroneayiiTe, ecnn ynakoska nospex/eHa.

E CTepunn3aLysi STUNEHOKCHAHBIM ra3oM @
M He COAEPXXIT MMporeHa

® PUCK KOHTaMVHaLMM NPy MOBTOPHOM MCMONb30BaHUN
@ He MomBepraTh NOBTOPHON CTEPMIMAALNA DEHP free | He conepxwut DEHP (auatunrekcundranara)

COXDaHﬂDTCﬂ npasa Ha TeXHN4YeCKne N3MeHeHnsA

O Bcex Cepbe3HbIX NHUMOEeHTaX, CBA3aHHbIX C MPOAYKTOM MNpu ero npuMeHeHnn, cnegyet yBeOOMNATb Npou3BoanTens wunm YNONHOMO4YEHHOr 0 NpeacTasnTens
npoussognTensd n COOTBeTCTBy}OLLI'I/IIZ \/V'\OJ'IHOMO‘—IeHHbIVI opraH.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Niimbrecht
www.sarstedt.com
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Navod na Pouzitie - SARSTEDT Safety-Multifly® Ihly/Multifly® Ihly SK

Ugel pouzitia

Safety-Multifly® Ihla/Multifly® Ihla je sterilné kridlova ihla na jedno pouzitie. Safety-Multifly® Ihla/Multifly® Ihla tvori spolu so SARSTEDT S-Monovette® systém na odber vendznej krvi. Okrem toho je mozné pouzit
SARSTEDT Safety-Multifly® Ihiu/Multifly® Ihlu na kratkodobu infuziu. Ochranny kryt ihly pre Safety-Multifly® Ihlu sltzi na uzavretie pouzitej inly bezprostredne po poslednom odbere krvi pomocou S-Monovette®/
kratkodobej infuzii, aby sa tak znizilo riziko néhodného poranenia ihlou. Viyrobky musi pouzivat vyskoleny odborny persondl.

Opis vyrobku

S@fety—MuItifIy® Ihla/Multifly® ihla je sterilny vyrobok bez obsahu pyrogénov na jedno pouzitie, jednotlivo zabaleny v blistrovom baleni. Safety-Multifly® Ihly/Multifly® Ihly pozostavaju zo zdravotnickej jednorazovej ihly s
dizkou % palca (19 mm) z uslachtilej ocele s trojitym fazetovym skosenim, ohybnej hadicky (80 mm alebo 200 mm) a integrovaného drziaka ihly (tiez nazyvaného multi-adaptér). K dispozicii je variant Safety-Multifly® Ihiel/
Multifly® Ihiel bez integrovaného drziaka ihly (multi-adaptéra) s dizkou hadi¢ky 240 mm. Viyrobky st dostupné s priemerom ihly 20, 21, 23 a 25 gauge (G). Ochranny kryt ihly pre Safety-Multifly® Ihly slizi na uzavretie inly
PO pouZiti.

Komponenty vyrobkov neobsahuju DEHP ani latex.

Bezpec€nostné a ddlezité upozornenia

Nepouzivajte vyrobok, ak je blistrovy obal poskodeny, ihla je ohnuta alebo zlomena.

Postupuijte podia pokynov na manipulaciu.

Pouzivajte rukavice a vSeobecné osobné ochranné prostriedky, aby ste sa chranili pred krvou a pred moznym vystavenim krvou prenaSanym patogénom.

Nie je povolené nasilne tahat za kridelkovu ihlu alebo predcasne aktivovat bezpeénostny mechanizmus Safety-Mulitfly® Ihly (ochranny kryt ihly), pretoze by to zhorsilo funkénost Safety-Multifly® Ihly.

Pred pouzitim skontrolujte kazdé jednotlivé balenie, i nie je poskodené. Ak je balenie poskodené, nepouzivajte ho.

Pouzité, kontaminované Safety-Multifly® Ihly/Multifly® Ihly okamzite zneskodnite vo vhodnych nadobéch na likvidaciu ihiel rovnako ako prislusenstvo na odber krvi (napr. lancety, adaptér).

Po aktivacii bezpe¢nostného mechanizmu Safety-Multifly® Ihly uz mechanizmus nie je mozné otvorit. Nasilnd manipulécia nie je povolena.

Pocas pouzivania a zneskodnovania vzdy drzte ruky za ihlou.

Ihlu neohybajte.

Injekcia a subkutéanne pouzitie nie su povolené.

0. So vSetkymi biologickymi vzorkami a ostrymi/Spicatymi poméckami na odber krvi (ihlami) zaobchadzajte v stlade so zadsadami a podla postupov stanovenych vaSou instituciou. V pripade vystavenia biologickym
vzorkam alebo poranenia ihlou vyhladajte lekarsku pomoc, pretoze méze dojst k prenosu HBV, HCV, HIV alebo inych infekénych chordb. Pouzivajte ihly so zabudovanym ochrannym krytom ihly. Vzdy dodrziavajte
bezpecnostné zasady a postupy stanovené vasou instituciou.

11. Opéatovné pouzitie vyrobku mdze spdsobit infekciu, zranenie alebo smrt.

12. Pri vyberani alebo zneskodriovani dévajte pozor na mozné odkvapnutie krvi alebo liekov. Preto sa odportca zneskodnit Safety-Multifly® Ihiu/Multifly® Ihlu tak, aby hrot ihly smeroval nahor s aktivovanym ochrannym

krytom ihly (Safety-Multifly® Ihla).

13. Nezakryvajte bezpecnostny mechanizmus Safety-Multifly® Ihly lepiacou péaskou.

14. Pred pouzitim na kratkodobu infuziu dbajte vopred na Uplné odvzdusnenie (odstrekom).

20PN AN

Odber vzoriek a manipulacia
PRED VPICHOM DO ZILY SI DOKLADNE PRECITAJTE CELY TENTO DOKUMENT.
Material potrebny na odber krvi, ktory nie je su€astou balenia:

1. Na ochranu pred patogénmi prenaSanymi krvou alebo potenciélne infekénymi materidlmi pouZzivajte rukavice, plast, ochranu o¢i alebo iny vhodny ochranny odev.

2. Miesto odberu vycistite dezinfekénym pripravkom. Pri priprave miesta odberu postupuijte podla pokynov vasej institlicie pre sterilny odber vzoriek a ndvodom na pouZitie systému S-Monovette®. Ak sa maju vzorky
pouzit na testovanie alkoholu v krvi, nepouZivajte Cistiace prostriedky na baze alkoholu.

Suché, Cisté jednorazové tampdny podla predpisov vasej institlcie.

Skrtidlo.

Nédoba na likvidaciu ihiel a ostrych/Spicatych predmetov.

o s

Priprava na odber krvi
Pred odberom krvi sa uistite, Ze mate k dispozicii nasledujice materidly:

1. Pozri vyssSie: Materidl potrebny na odber krvi, ktory nie je stcastou balenia.
2, yéetky potrebné S-Monovette.
3. Stitky na identifikaciu pacienta.

Vpich do Zily so Safety-Multifly® Ihlou/Multifly® Ihlou:

1. Nasadte skrtidlo. OSetrite miesto vpichu vhodnym dezinfekénym prostriedkom. Po dezinfekcii sa miesta vpichu viac nedotykajte. Umiestnite pacienta tak, aby bol zabezpeceny lahky pristup do Zily.

2. Blistrové balenie Safety-Multifly® Inly/Multifly® Ihly sa asepticky otvéra technikou odlepenia palcom a ukazovakom. Priehladna félia musi smerovat nahor. Po zaschnuti dezinfekéného prostriedku odstrarite ochranny
kryt z ihly a uistite sa, Ze skosena strana Safety-Multifly® Ihly/Multifly® Ihly smeruje nahor. Viykonajte vpich do Zily spojenim farebnych kridelok inly smerom nahor (1) a potom viozte S-Monovette® do multi-adaptéra
Safety-Multifly® Ihly/Multifly® Ihly a zaistite ho otoéenim o % v smere hodinovych ruéi€iek (pripojit) (2). Odoberte krv pomocou S-Monovette® opatrnym potiahnutim tiahla piestu az na dno S-Monovette® (3).
Pocas odberu krvi s prvou S-Monovette® uvolnite Skrtidlo.

3. Po dokonceni odberu krvi najskor otocte S-Monovette® o % proti smeru hodinovych ruéiciek (4) a potom ju vytiahnite zo Safety-Multifly® Ihly/Multifly® Ihly (odpojit). Safety-Multifly® Ihla/Multifly® Ihla zostava
pocas odberu krvi a vymeny skiimavky na odber krvi v Zile. V pripade viacnasobného odberu, ako je opisané vyssie, sa nasledujiice S-Monovette pripoja k Safety-Multifly® Ihle/Multifly® Ihle a odoberu sa dalsie
vzorky. Na dokoncenie odberu krvi sa posledna S-Monovette® odpoji od Safety-Multifly® Ihly/Multifly® Ihly a nasleduje krok A alebo krok B pre Safety-Multi® Ihlu a krok C pre Multifly® Ihiu.

Safety-Multifly® Ihla Multifly® Ihla
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Pre Safety-Multifly® lhlu:
A.  Safety-Multifly® Ihla sa vytiahne zo Zily (5) a ochranny kryt ihly sa aktivuje mimo Zily (6) nasunutim ochranného krytu inly palcom a ukazovakom na ihlu,
pricom ostatnymi prstami sa fixuje hadic¢ka. Ihla musf citelne a s pocutelnym ,zacvaknutim* zapadnut do ochranného krytu ihly (6).
B.  Ochranny kryt ihly sa aktivuje sii¢asne s vytiahnutim Safety-Multifly® Ihly zo Zily (5). Ihla musi citelne a s pocutelnym ,zacvaknutim“ zapadnut do ochranného krytu ihly (6).

Bezpecnostny mechanizmus je navrhnuty tak, aby sa dal aktivovat jednou rukou.

Aktivacia ochranného krytu ihly — ihla v Zile: Aktivujte ochranny kryt ihly stiiéasne s vytiahnutim Safety-Multifly® Ihly zo Zily.

Pre Multifly® Ihlu:
C.  Multifly® Ihla sa vytiahne zo Zily (5).

4. Multifly® Ihlu (6, piktogram Multifly® Ihla), resp. bezpecne uzatvorenu Safety-Multifly® Ihlu okamzite zneskodnite v nadobe na likvidéciu ostrych/$picatych predmetov (7, piktogram Safety-Multifly® Ihla).

Navod na odber krvi: pozrite si video o manipulécii so Safety-Multifly® Ihlou: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Kratkodobd infuzia so Safety-Multifly® Ihlou/Multifly® Ihlou

1. Miesto vpichu oSetrite vhodnym dezinfekénym prostriedkom. Po dezinfekcii sa miesta vpichu viac nedotykajte. Umiestnite pacienta tak, aby bol zabezpeceny lahky pristup do Zzily.

2. Blistrové balenie Safety-Multifly® Ihly/Multifly © Inly sa asepticky otvara technikou odlepenia palcom a ukazovakom. Priehladna félia musi smerovat nahor. Odstrante multi-adaptér na konci hadicky oto¢enim a
potiahnutim. Po zaschnuti dezinfekéného prostriedku vyberte Luer lock koncovku z infuzneho systému a Luer konektor Safety Multifly® Ihly/ Multifly® Ihly pripojte k Luer konektoru infizneho systému.

Odvzdusnite infuzny systém podla pokynov vasej instittcie (1,2).

Maximalny odvzdusiiovaci objem Safety-Multifly® Ihiel/Multifly® Ihiel s priemermi ihly 20G, 21G, 23G, 25G:
240 mm diha hadicka: 0,450 ml
200 mm diha hadicka: 0,300 ml
80 mm dlha hadicka: 0,120 ml

3. Odstrante ochranny kryt z ihly a uistite sa, Ze skosena strana Safety-Multifly® Ihly/Multifly® Ihly smeruje nahor. Viykonajte vpich do Zily spojenim farebnych kridelok ihly smerom
nahor. Potom je mozné vykonat kratkodobu infuziu (max. 24 hodin).

4. Na dokoncenie kratkodobej infuzie sa inflzny systém odpoji od Safety-Multifly® Ihly/Multifly® Ihly (3) a Safety-Multifly® Ihla/Multifly® Ihla sa vytiahne zo
Zily podia kroku A alebo kroku B pre Safety-Multi® Ihiu a kroku C pre Multifly® Ihlu.

® ®

Naplniite infuzny systém podla internych pokynov.

5. Multifly® Ihiu (5, piktogram Multifly® Ihla), resp. bezpecne uzatvorent Safety-Multifly® Ihiu (6, piktogram Safety-Multifly® Ihla) okamZite zneskodnite vyhodenim do nadoby na likvidaciu ostrych/Spicatych
predmetov.
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Skladovanie

Safety-Multifly® Ihiu/Multifly® Ihlu skladuite pri izbovej teplote.
POZNAMKA: Nevystavujte priamemu sineénému ziareniu. Prekrocenie maximéalnej odporucanej teploty na skladovanie méze zhorsit kvalitu Safety-Multifly® Ihly/Multifly® Ihly.

Medzinarodné/ISO normy

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Normy tykajuce sa ihiel/kanyl:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Normy tykajuce sa Stitkov:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Normy tykajuce sa sterilizacie:
DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices

DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Normy tykajuce sa obalu:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Normy tykajuce sa systému:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Mediical Device Single Audit Program podia ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Nariadenie EU o zdravotnickych poméckach

Legenda symbolov a oznaceni:

Cislo vyrobku
Oznacenie Sarze

c E Znacka CE
0124
M Vyrobca

Skladujte pri izbovej teplote

g Pouzitelné do
[:E.] Postupujte podla ndvodu na pouzitie
4
ZI  Skladujte mimo sine¢ného Ziarenia
a

Skladujte na suchom mieste

NepouZzivajte, ak je obal poskodeny

STERILE E Sterilizécia plynnym etylénoxidom @
M Neobsahuje pyrogény

Pri opatovnom pouzitf: riziko kontaminacie

Nesmie sa opétovne sterilizovat DEHP free | Neobsahuje DEHP

Technické zmeny vyhradené.

V8etky zavazné udalosti tykajlce sa vyrobku musia byt oznamené vyrobcovi a prislusnému Statnemu organu.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Navodila za uporabo - SARSTEDT Kanila Safety-Multifly®/Kanila Multifly® SL

Namen uporabe

Kanila Safety-Multifly®/Kanila Multifly® je sterilna kanila s krilcema za enkratno uporabo. Kanila Safety-Multifly®/Kanila Multifly® skupaj z epruveto SARSTEDT S-Monovette® predstavlja sistem za odvzem krvi iz vene.
Poleg tega se lahko kanila Safety-Multifly®/kanila Multifly® uporabi za kratkotrajno infuzijo. Z zas¢itnim pokrovékom kanile Safety-Multifly® neposredno po odvzemu krvi zadnje epruvete S-Monovette®/po kratkotrajni infuziji
pokrijemo uporablieno iglo, da v nadaljevanju prepre¢imo moznost poskodb zaradi nenamernega vboda z iglo. Izdelke smejo uporabljati samo strokovni zdravstveni delavci.

Opis izdelka

Kanila Safety-Multifly®/Kanila Multifly® je sterilna, apirogena kanila, za enkratno uporabo, pakirana posamezno v pretisnem omotu. Kanile Safety-Multifly®/Kanile Multifly® sestavljajo jeklena medicinska igla za enkratno
uporabo dolZine 19 mm (3% cole) s fasetno bruseno konico, gibka cevka (80 mm ali 200 mm) in integrirani nastavek kanile (tudi multi-adapter). Na voljo je tudi razli¢ica kanil Safety-Multifly®/kanil Multifly® brez integriranega
nastavka kanile (multi-adapterja) z 240 mm dolgo cevko. Izdelki so na voljo s premerom kanile 20, 21, 23 in 25 gauge (G). Z zas¢itnim pokrovékom kanile Safety-Multifly®pokrijemo iglo po uporabi. Izdelki vsebujejo samo
komponente, ki so brez DEHP in brez lateksa.

Varnostna navodila in opozorila
lzdelka ne uporabljajte, e je pretisni omot poskodovan ali Ce je kanila ukrivljena ali zZlomljena.

Upostevajte opis za rokovanje z izdelkom.

Nosite rokavice in splosno varovalno opremo, da se zascitite pred krvjo in pred morebitno izpostavljenostjo patogenim organizmom, ki se prenasajo s krvjo.

Ne vlecite kanile s krilcema na silo in ne aktivirajte prezgodaj varnostnega mehanizma kanile Safety-Mulitfly® (zascita igle), ker to vpliva na delovanje kanile Safety-Multifly®.

Pred uporabo preglejte vsako posamezno pakiranje in se prepri¢ajte, da ni podkodovano. Ce embalaZa ni brezhibna, izdelka ne uporabljajte.

Rabliene in kontaminirane kanile Safety-Multifly®/kanile Multifly® takoj odvrzite v posodo za odpadne kanile, ravno tako tudi pribor za odvzem krvi (npr. iglice, adapter) odvrzite v posodo za odpadne kanile.

Po aktiviranju varnostnega mehanizma kanile Safety-Multifly®, kanile ni ve¢ mogoce odpreti. Rokovanje na silo ni dovolieno.

Med uporabo in odlaganjem med odpadke imejte roke vedno za kanilo.

Igle ni dovolieno upogibati.

Injeciranje in subkutana aplikacija nista dovoliena.

0. Z vsemi bioloSkimi vzorci in ostrim/koni¢astim priborom za odvzem krvi (kanile) ravnajte v skladu s smernicami in postopki, ki so v veljavi v vasi ustanovi. Pri izpostavljenosti bioloskim vzorcem ali v primeru poskodbe
zaradi vboda z iglo poiscite zdravnisko pomoc, ker se na ta nacin lahko prenasajo npr. HBV, HCV, HIV ali druge infekcijske bolezni. Kanile uporabljajte samo, e je namescena zascita igle. Vedno morate upostevati
varnostne smernice in postopke, ki veljajo v vasi ustanovi.

11. Ponovna uporaba izdelka lahko povzroci okuzbe, poskodbe ali smrt.

12. Med odstranjevanjem in odlaganjem med odpadke ne pozabite na morebitno iztekanje krvi ali zdravil. Zato priporocamo, da kanilo Safety-Multifly®/kanilo Multifly® odlozite med odpadke s konico igle navzgor in z

aktiviranim varnostnim mehanizmom (Kanila Safety-Multifly® ).

13. Varnostnega mehanizma kanile Safety-Multifly® ne prekrijte z lepilnim trakom.

14. Pred uporabo za kratkotrajno infuzijo je treba poskrbeti za predhodno popolno odzracenje (odstranitev zraka).

20PN AN

Odvzem vzroca in rokovanje
PRED VBODOM VENE V CELOTI PREBERITE TA DOKUMENT.
Potreben delovni material za odvzem krvi, ki ni prilozen:

1. Nosite rokavice, haljo, zas¢ito za oci ali druga ustrezna zascitna oblacila za zas¢ito pred patogeni, ki se prenasajo s krvjo ali pred potencialno kuznim materialom.

2. ZacisCenje mesta odvzema uporabite material za razkuzevanje. Upostevajte smernice, ki veljajo v vasi ustanovi za sterilni odvzem vzorcev za pripravo mesta odvzema in navodila za rokovnje z epruveto
S-Monovette®. Ne uporabljajte Cistil na osnovi alkohola, ¢e bodo vzorci vzeti za test alkohola v krvi.

Suhe, Ciste palcke za odvzem brisa za enkratno uporabo v skladu z vaso ustanovo.

Venska preveza.

Posoda za odpadne kanile za ostre/koniCaste predmete.

s

Priprava na odvzem krvi
Poskrbite, da bo pred odvzemom krvi na voljo naslednji material:

1. Glej zgoraj: Potreben delovni material za odvzem krvi, ki ni prilozen:
2. Vse potrebne epruvete S-Monovetten.
3. Nalepke za identifikacijo pacienta.

Vbod vene s kanilo Safety-Multifly®/kanilo Multifly®:

1. Namestite vensko prevezo. Mesto vboda pripravite s primernim sredstvom za razkuzevanje. Mesta vboda vene se po razkuzevanju ne dotikajte. Bolnik naj se namesti tako, da je mogo¢ neoviran dostop do vene.

2. Pretisni omot kanile Safety-Multifly®/kanile Multifly® odprite asepti¢no s tehniko "peel off* s palcem in kazalcem. Prozorna folija mora gledati navzgor. Ko se razkuzilo osusi, odstranite zas¢itni ovoj kanile, prepricajte
se, da obrusena stran kanile Safety-Multifly®/kanile Multifly® gleda navzgor. Vbod vene sproZite tako, da obarvani krilci obrnete skupaj navzgor (1), potem epruveto S-Monovette® potisnete v multi-adpater kanile
Safety-Multifly®/kanile Multifly® in ga fiksirate z ¥a-obratom v smeri urnega kazalca (povezete) (2). Z epruveto S-Monovette® vzamete kri, tako da bat previdno povleCete do konca epruvete S-Mononvette® (3).
Vensko prevezo odvezite med odvzemom krvi prve epruvete S-Monovette®.

3. Po kon¢anem odvzemu krvi najprej epruveto S-Monovette® obrnite za % v smeri urnega kazalca (4) in jo nato povlecite s kanile Safety-Multifly®/kanile Multifly® (izkljuéite). Kanila Safety-Multifly®/Kanila Multifly®
med odvzemom krvi in menjavo cevk za odvzem krvi ostane v veni. Pri veckratnih odvzemih - kot je opisano zgoraj - povezite naslednje epruvete S-Monovetten s kanilo Safety-Multifly®/kanilo Multifly® in odvzemite
nadaljnje vzorce. Za konec odvzema krvi vzamete zadnjo epruveto S-Monovette® s kanile Safety-Multifly®/kanile Multifly® in upostevajte korak A ali korak B za kanilo Safety-Multifly® kot tudi korak C za kanilo
Multifly®.

Kanila Safety-Multifly® Kanila Multifly®
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Za kanilo Safety-Multifly®:
A.  Kanilo Safety-Multifly® poviecete iz vene (5) in zas¢ita za iglo se aktivira zunaj vene (6), ko zas¢ito za iglo potisnete ¢ez kanilo s palcem in kazalcem,
z drugimi prsti pa fiksirate cev. Kanila mora vidno zaskociti v zas¢ito igle s slisnim ,klikom* (6).
B. Zascita za iglo se aktivira socasno z izviekom kanile Safety-Multifly® iz vene (5). Kanila mora vidno zaskoditi v zascito igle s slisnim ,klikom* (6).

Aktiviranje varnostnega mehanizma za tehniko izvajanja z eno roko.

Aktiviranje zasGite za iglo — Kanila v veni: Aktivirajte zas¢ito za iglo soéasno s potegom kanile Safety-Multifly®-iz vene.

Za kanilo Multifly®:
C. Kanilo Multifly® povlecite iz vene (5).

4. Kanilo Multifly® (6, piktogram kanile Multifly®) oz. varno blokirano kanilo Safety-Multifly®nemudoma odvrzite v posodo za odpadke za ostre/koniCaste predmete (7, piktogram kanile Safety-Multifly®.

Rokovanje za odvzem krvi: glej tudi video o rokovanju s kanilo Safety-Multifly®: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Kratkotrajna infuzija s kanilo Safety-Multifly®/kanilo Multifly®

1. Mesto vboda pripravite z ustreznim razkuzilom. Mesta vboda vene se po razkuzevanju ne dotikajte. Bolnik naj se namesti tako, da je mogo¢ neoviran dostop do vene.

2. Pretisni omot kanile Safety-Multifly®/kanile Multifly® odprite asepti¢no s tehniko "peel off" s palcem in kazalcem. Prozorna folija mora gledati navzgor. Multi-adapter na koncu cevke odstranite s soGasnim obratom
in potegom. Ko se razkuzila osusijo, odstranite nastavek luer sistema infuzije in Zenski prikljuek luer na koncu cevke kanile Safety-Multifly®/kanile Multifly® povezite z moskim prikljuckom sistema infuzije.

Sistem za infuzijo odzracite v skladu s smernico svoje ustanove (odstranite zrak) (1,2).

Najveéja prostornina odzraéevanja kanile Safety-Multifly®/Kanile Multifly® s premeri kanil 20G, 21G, 23G, 25G:

240 mm dolga cevka: 0,450 ml
200 mm dolga cevka: 0,300 ml
80 mm dolga cevka: 0,120 ml

3. Odstranite zascitni ovoj kanile, prepricajte se, da je obrusena stran kanile Safety-Multifly®/kanile Multifly® obrnjena navzgor. Vbod vene sprozite z obratom obeh obarvanih krilc
navzgor. Zatem lahko izvedete kratkotrajno infuzijo (maks. 24 h).

4. Zazakljucek kratkotrajne infuzije izkljudite sistem infuzije s kanile Safety-Multifly®/kanile Multifly® (3) in kanile Safety-Multifly®/kanile Multifly® in ga na koncu poviecite iz
vene, tako da upostevate korak A ali korak B za kanilo Safety-Multifly® kot tudi korak C za kanilo Multifly®.

® ®

Sistem infuzile napolnite v skladu z internimi smernicami.

5. Kanilo Multifly® (5, piktogram kanile Multifly®) oz. varno blokirano kanilo Safety-Multifly® (6, piktogram kanile Safety-Multifly®) nemudoma odvrzite v posodo za odpadke za ostre/konicaste predmete.
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Skladis¢enje
Kanile Safety-Multifly®/Kanile Multifly® skladiscite pri sobni temperaturi.
POZOR: Ne izpostavljajte neposredni soncni svetlobi. Prekoracena najvisja priporocena temperatura skladi$cenja lahko vpliva na kakovost kanil Safety-Multifly®/kanil Multifly®.

Mednarodni standardi/Standardi ISO

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Standardi igel/kanil:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Standardi nalepk:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Standardi steriliziranja:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Standardi embalaze:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Standardi, ki se nanasajo na sistem:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Medical Device Single Audit Program skladno z ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: Uredba o medicinskih pripomockih ES

Simboli in oznacevanje:

Stevilka artikla
Oznaka Sarze

c E Znak CE
0124
M Proizvajalec

Hraniti pri sobni temperaturi

Uporabno do

[:E.] Upostevajte navodila za uporabo

DU

’TY Hranite za¢iteno pred sonénimi zarki
-

T Hraniti na suhem mestu

@ Ne uporabljajte v primeru poskodovane embalaze

STERILE E Steriliziranje s plinom etilenoksidom
apirogeno
® Ob ponovni uporabi: nevarnost kontaminacije M pirog

@ Ne sterilizirajte ponovno DEHP free | brez DEHP

Pridrzujemo si pravico do tehni¢nih sprememb.
O vseh resnih dogodkih v zvezi s proizvodom je treba obvestiti proizvajalca in pristojni nacionalni organ.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Bruksanvisning - SARSTEDT Safety-Multifly®-Kanyler/Multifly®-Kanyler SV

Avsedd anvandning

Safety-Multifly®-kanyl/Multifly®-kanyl &r en steril vingkanyl, som utvecklats for engangsbruk. Safety-Multifly®-kanyl/Multifly®-kanyl utgér tillsammans med en SARSTEDT S-Monovette® ett system for provtagning av ven-
blod. Dessutom kan Safety-Multifly®-kanylen/Multifly®-kanylen anvandas for korttidsinfusion. Nalskyddet pa Safety-Multifly®-kanylen fungerar direkt efter blodprovstagningen med den sista S-Monovette®/en
korttidsinfusion som tackande skydd pa den anvanda ndlen och minskar sedan risken for tankbara nélsticksskador. Produkten ska anvéndas av utbildad fackpersonal.

Produktbeskrivning

Safety-Multifly®-kanylen/Multifly®-kanylen &r en steril, pyrogenfri och i blister separatférpackad engéngsprodukt. Safety-Multifly®-kanyler/Multifly®-kanyler bestér av en medicinsk % tum (19 mm) lang engéngsnél av
adelsél med en trefacettslipning, en flexibel slang (80 mm eller 200 mm) och en integrerad kanylhallare (&ven kallad multiadapter). Det finns en variant av Safety-Multifly®-kanyler/Multifly®-kanyler utan integrerad
kanylhallare (multiadapter) med en slangléngd av 240 mm. Produkterna finns med kanyldiameter 20, 21, 23 och 25 Gauge (G). Nélskyddet pa Safety-Multifly®-kanyler fungerar som téckande skydd pé nélen efter dess
anvandning. Produkterna innehéller enbart komponenter som &r fria fran DEHP och latex.

Sakerhets- och varningsrad

Anvand inte produkten, om blisterférpackningen &r skadad eller om kanylen &r bojd eller avbruten.

Folj beskrivningen av hur produkten hanteras.

Anvand handskar och vanlig personlig skyddsutrustning for skydd mot blod och méjlig exponering for med blod éverférda patogener.

Kraftig dragning i vingkanylen eller for tidig anvandning av Safety-Mulitfly®-kanylens sdkerhetsanordning (nélskydd) ska undvikas, da det negativt paverkar Safety-Multifly®-kanylens funktionsduglighet.

Kontrollera fére anvandning att varje separatférpackning &r oskadad och anvand inte skadade sédana.

Placera genast anvanda, kontaminerade Safety-Multifly®-kanyler/Multifly®-kanyler i [ampliga kanylbehallare och placera pa samma sétt tilloehor fran blodprovstagningen (t.ex. lansetter, adapter) i sédana behallare.

Efter aktivering av Safety-Multifly®-kanylens sékerhetsanordning kan denna inte langre ¢ppnas. Undvik kraftig manipulering.

Hall alltid handerna bakom kanylen vid anvéndning och avfallshantering.

Undvik att kroka nélen.

Injektion och subkutan anvandning &r e tillaten.

0. Behandla alla biologiska prover och vassa/spetsiga tillbehér till blodprovstagning (kanyler) enligt klinikens riktlinjer och forfaranden. Sok 1akare vid exposition for biologiska prover eller nalsticksskada, eftersom t.ex.
HBV, HCV, HIV eller andra infektionssjukdomar kan éverféras. Anvand kanyler med inbyggt nalskydd. Klinikens sakerhetsriktlinjer och -forfaranden méste alltid foljas.

11. Ateranvéndning av produkten kan orsaka infektioner, skador eller dddsfall.

12. Nar ndlen avldgsnas eller kasseras ska du se upp med eventuella droppar av blod eller Iakemedel. Det rekommenderas dérfor att Safety-Multifly®-kanylen/Multifly®-kanylen avfallshanteras med nélspetsen uppat med

aktiverat nalskydd (Safety-Multifly®-kanylen).
13. Safety-Multifly®-kanylens sékerhetsanordning far ej tackas med hafttejp.
14. Fore anvandning for korttidsinfusion &r det viktigt att forst helt témma ut all luft ("prima”).
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Provtagning och hantering
LAS GENOM HELA DETTA DOKUMENT, INNAN DU BORJAR MED VENPUNKTION.
For blodprovstagning nédvandigt men ej medfdljande arbetsmaterial:

1. Anvand handskar, skyddsrock, 6gonskydd eller andra lampliga skyddsklader for skydd mot med blod éverférda patogener eller potentiellt infektidsa material.

2. Anvand desinfektionsmedel for rengéring av provtagningsstallet. FOlj din kliniks riktlinjer for steril provtagning vid forberedelse av provtagningsstallet och anvisningarna for hantering av S-Monovette®. Anvand inte
nagra alkoholbaserade rengdringsmedel, nar proverna ska anvandas for blodalkoholtest.

Torra, rena engangssuddar enligt klinikens rutiner.

Stasbinda.

Kanylbehallare for vassa/spetsiga foremal.

a s

Forberedelse fér blodprovstagning
Kontrollera att féljande material finns till hands infér blodprovstagningen:

1. Se ovan: Fér blodprovstagning nddvandigt men ej medfdliande arbetsmaterial.
2. Alla nédvéndiga S-Monovetter.
3. Etiketter for patientidentifiering.

Venpunktion Safety-Multifly®-kanylen/Multifly®-kanylen:

1. Anlagg stasbindan. Forbered venpunktionsstallet med lampligt desinfektionsmedel. Vidrér inte venpunktionsstéllet efter desinficeringen. Placera patienten sa att venen blir Iattatkomlig.

2. Oppna aspetiskt blisterférpackningen innehéllande Safety-Multifly®-kanylen/Multifly®-kanylen med peel off-teknik med tumme och pekfinger. Den transparenta folien méste vetta uppét. Nar desinfektionsmedlet
torkat, aviagsnar du kanylens skyddshylsa och kontrollerar att den slipade sidan av Safety-Multifly®-kanylen/Multifly®-kanylen vetter uppat. Punktera venen genom att féra samman de fargade vingarna uppat (1), for
sedan in S-Monovette® i Safety-Multifly®-kanylens/Multifly®-kanylens multiadapter och sékra den genom att vrida den ett % varv medurs (koppla in) (2). Tag blodprovet med S-Monovette® genom att varsamt dra
ut S-Mononvettens® kolvstang maximalt (3). Lossa stasbindan under blodprovtagningen med den forsta S-Monovetten®.

3. Efter avslutad blodprovstagning vrids S-Monovetten® forst ett % varv moturs (4) och dras sedan ut ur Safety-Multifly®-kanylen/Multifly®-kanylen (koppla ur). Safety-Multifly®-kanylen/Multifly®-kanylen ligger kvar i
venen under blodprovstagningen och bytet av uppsamlingsror. Vid tagning av flera prover ansluts — som ovan beskrivits — foljande S-Monovetter till Safety-Multifly®-kanylen/Multifly®-kanylen och ytterligare prover tas:
For avslutande av blodprovstagningen tas den sista S-Monovetten® bort fran Safety-Multifly®-kanylen/Multifly®-kanylen och steg A eller steg B for Safety-Multifly®-kanylen och steg C for Multifly®-kanylen genomfors.

Safety-Multifly®-kany! Multifly®-kanyl
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For Safety-Multifly®-kanylen:
A.  Safety-Multifly®-kanylen dras ut ur venen (5) och nélskyddet aktiveras utanfér venen (6) genom att nélskyddet med tummen och pekfingret skjuts ver kanylen,
medan slangen fixeras med de 6vriga fingrarna. Kanylen maste kénnbart och med ett hérbart "klick" snéppa in i nalskyddet (6).
B. Nalskyddet aktiveras samtidigt som Safety-Multifly®-kanylen dras ut ur venen (5). Kanylen méste kannbart och med ett horbart "klick" sndppa in i nélskyddet (6).

Aktiveringen av sakerhetsanordningen ar gjord for enhandsmandvrering.

Aktivering av ndlskyddet — kanyl i venen: Aktivera ndlskyddet samtidigt som Safety-Multifly®-kanylen dras ut ur venen.

For Multifly®-kanylen:
C. Multifly®-kanylen dras ut ur venen (5).

4. Placera genast Multifly®-kanylen (6, piktogram Multifly®-kanyl) resp. den sékert lasta Safety-Multifly®-kanylen i en behallare for vassa/spetsiga foremal (7, piktogram Safety-Multifly®-kanyl.

Hantering infor blodprovstagning: se &ven hanteringsvideo for Safety-Multifly®-kanyl: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Venpunktion Safety-Multifly®-kanylen/Multifly®-kanylen

1. Forbered venpunktionsstallet med lampligt desinfektionsmedel. Vidrér inte venpunktionsstéllet efter desinficeringen. Placera patienten sé att venen blir lattatkomlig.

2. Oppna aspetiskt blisterférpackningen innehallande Safety-Multifly®-kanylen/Multifly®-kanylen med peel off-teknik med tumme och pekfinger. Den transparenta folien méste vetta uppét. Avlagsna multiadaptern i slutet
av slangen med en vridande-dragande rérelse. Nar desinfektionsmedlet torkat, tas Luer-proppen i infusionssystemet bort och Luer-honkopplingen i &nden av Safety-Multifly-®/Multifly®-kanylslangen kopplas till
infusionssystemets Luer-hankoppling.

Infusionssystemet téms pa luft ("primas") enligt Klinikens riktlinjer (1,2).

Maximal luftningsvolym for Safety-Multifly®-kanyler/Multifly®-kanyler med kanyldiameter 20G, 21G, 23G, 25G:

240 mm lang slang: 0,450 ml
200 mm lang slang: 0,300 ml
80 mm lang slang: 0,120 ml

3. Tag bort kanylens skydd och kontrollera att den slipade sidan av Safety-Multifly®-kanylen/Multifly®-kanylen vetter uppéat. Punktera venen genom att sammanfora de fargade vingarna uppét.
Darefter kan en korttidsinfusion (max. 24 h) genomforas.

4. For att avsluta korttidsinfusionen kopplar du bort infusionssystemet fran Safety-Multifly®-kanylen/Multifly®-kanylen (3) och Safety-Multifly®-kanylen/Multifly®-kanylen dras sedan ut ur
venen, genom att steg A eller steg B for Safety-Multifly®-kanylen och steg C for Multifly®-kanylen genomfors.

® ®

Forfyll infusionssystemet enligt klinikens riktlinjer.

5. Placera genast Multifly®-kanylen (5, piktogram Multifly®-kanyl) resp. den sékert lasta Safety-Multifly®-kanylen (6, piktogram Safety-Multifly®-kanyl) i en behallare for vassa/spetsiga foremal.
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Férvaring

Forvara Safety-Multifly®-kanylen/Multifly®-kanylen vid rumstemperatur.
RAD: Utsdtt inte for direkt solljus. Overskridande av den maximala rekommenderade forvaringstemperaturen kan negativt paverka Safety-Multifly®-kanylens/Multifly®-kanylens kvalitet.

Internationella/ISO-normer

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

Normerna for nalar/kanyler

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Normer for etiketter:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Normer for sterilisering:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Normer fér forpackning:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Normer for system:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: Medical Device Single Audit Program enligt ISO 13485

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: EU-férordning om medicintekniska produkter

Nyckel till symboler och mérkning:

Artikelnummer
Satsbeteckning

c E CE-mérkning
0124
M Tillverkare

Forvaras i rumstemperatur.

Anvéndbar till

[:]g Las bruksanvisningen

e
’TY Forvaras i skydd for solljus
-

TA & Forvaras torrt

@ Anvand inte produkten om férpackningen ar skadad

STERILE E Sterilisering med etenoxidgas
i
® Vid ateranvandning: kontamineringsrisk M pyrogentr

@ Fér ej omsteriliseras DEHP free | DEHP-fri

Med reservation for tekniska forandringar
Alla allvarliga handelser som rér produkten ska meddelas tillverkaren och berérd nationell myndighet.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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Kullanim igin talimatlar - SARSTEDT Safety-Multifly® igneler/Multifly® igneler TR

Kullanim amaci

Safety-Multifly® igne / Multifly® igne tek kullanimiik olarak gelistirilmis olan steril bir kelebek ignedir. Safety-Multifly® Igne / Multifly® igne bir SARSTEDT S-Monovette® ile damardan kan alinmasina yonelik bir sistem
olusturur. Ayni zamanda Safety-Multifly® igne / Multifly® igne kisa stireli inflizyon igin de kullanilabilir. Safety-Multifly® ignenin sahip oldugu igne korumasi son S-Monovette® kan alimindan / kisa stireli bir inflizyondan
hemen sonra kullanimis olan ignenin kapatimasi ve bunun sonucunda da yanliglikla meydana gelebilecek igne batmasi yaralanmalarinin azaltimasi amacina hizmet eder. Urtinlerin egitimli uzman personel tarafindan
kullaniimasi gerekmektedir.

Uriin aciklamasi

Safety-Multifly® igne / Multifly® igne steril, pirojensiz ve bir blister iginde tek tek paketlenmis olan tek kullanimliik bir Griindir. Safety-Multifly® igneler / Multifly® igneler Kandlen tibbi bir % ing (19 mm) uzunlugunda ve
celikten Uretilmis olup 3-katl bir faset bilemesi olan tek kullanimlik igne, esnek bir hortum (80 mm veya 200 mm) ve entegre bir igne tutucudan (Multi adaptér de denir) olugur. Safety-Multifly® ignelerin / Multifly® ignelerin
bir versiyonu entegre igne tutucu (Multi adaptér) olmadan ve 240 mm hortum uzunluguna sahip olarak da mevcuttur. Bu Uriinler 20, 21, 23 ve 25 Gauge (G) igne ¢aplarnda temin edilebilmektedir. Safety-Multifly®
ignelerinin igne korumalar kullanim sonrasinda ignelerin kapatiimasi amacina hizmet eder. Uriinler sadece DEHP ve lateks icermeyen bilesenlere sahiptir.

Guvenlik ve uyarn bilgileri

Blister ambalaj hasarli, igne bikilmus veya kinlmis ise Grind kullanmayin.

1. Kullanim ile ilgili talimatlar uygulayn.

2. Kan ve kan yoluyla aktarilan hastalik mikroplarina olasi bir maruz kalma durumuna karsi korunmak igin eldiven ve genel olarak kisisel koruyucu donanim kullanmayi ihmal etmeyin.

3. Kelebek ignenin siddetli bi sekilde gekilmesi veya Safety-Mulitfly® ignenin emniyet mekanizmasinin (igne korumasi) erkenden tetiklenmesi yasaktir, aksi taktirde Safety-Multifly® ignenin fonksiyonelligi olumsuz olarak
etkilenir.

4. Kullanimdan 6nce her bir tekli ambalaji hasarlar ile ilgili olarak kontrol edin ve bir hasar olmasi durumunda kullanmayin.

5. Kullanimis, kontamine olmus Safety-Multifly® igneleri / Multifly® igneleri derhal uygun nitelikteki igne atik kaplarina atarak imha edin ve kan alma aksesuarlarini (6. lansetler, adaptorler) da igne atik kaplarina atin.

6. Safety-Multifly® ignenin emniyet mekanizmasinin aktif edilmesinden sonra bunun artik agiimamasi gerekir Siddet uygulanarak maniptile edilmesi yasaktr.

7. Kullanim ve imha sirasinda ellerinizi her zaman ignenin arkasinda tutun.

8. ignenin bikiimesi yasaktrr.

9. Enjeksiyon ve cilt alti uygulamalar yapilmasi yasaktir.

10. Tum biyolojik numuneleri ve keskin/sivri kan alma gereglerini (igneleri) direktiflere ve diizenleme islemlerine uygun olarak kullanin. Bir biyolojik numunelere maruz kalma veya bir igne batmasi yaralanmasi durumunda

bir doktora bagvurun, glinki érnegin HBV, HCV, HIV veya dider enfeksiyon hastaliklarinin aktarimasi ihtimali s6z konusu olabilir. Monte edilmis igne korumalari olan igneleri kullanin. Emniyet direktiflerini ve kurulum
islemleri her zaman dikkate alinmalidir.

11. Urliniin yeniden kullanimas enfeksiyonlara, yaralanmalara veya 6liime neden olabilir.

12. Cikarma veya imha sirasinda kan veya ilaglarin disariya sizma intimaline karsi dikkat edilmesi gerekir. Bu nedenle Safety-Multifly® ignenin / Multifly® ignenin, igne ucu yukarya dogru bakacak sekilde ve igne korumasi
(Safety-Multifly® igne) aktif edilmis sekilde imha edilmelidir.

13. Safety-Multifly® ignenin emniyet mekanizmasini yapistiric bant ile kapatmayin.

14. Kisa sureli inflzyon igin kullanim éncesinde havanin tam olarak bosaltimasina (primerleme) dikkat edilmelidir.

Numune alma ve kullanim
KAN ALMA ISLEMINE BASLAMADAN ONCE BU DOKUMANIN TAMAMINI OKUYUN.
Kan alma iglemi igin gerekli olan ancak birlikte génderilmeyen malzemeler:

1. Kan ile bulasan patojenlere veya potansiyel enfekte edici maddelere karsi korunmak igin eldiven, énliik, koruyucu gozlik veya diger uygun koruyucu giysileri kullanin.

2. Kan alacaginiz noktay temizlemek igin dezenfekte edici madde kullanin. Steril kan alma ve kan alma noktasinin hazirlanmasi ile ilgili direktifleri ve S-Monovette® kullanimi ile ilgili talimatlar uygulayin. Numuneler kandan
yapilan alkol testleri igin kullanilacaksa alkol bazli temizlik maddeleri kullanmayin.

Tasarm amacina uygun kuru, temiz, tek kullanimlik tampon.

Bir damar turnikesi.

Keskin/sivri nesnelere uygun bir igne atik kabi.

a s

Kan alma hazirhg
Asagidaki malzemelerin kan alma isleminden énce hazir bulundugundan emin olun:

1. Bakiniz yukanda: Kan alma iglemi igin gerekli olan ancak birlikte génderiimeyen malzemeler.
2. Gerekli olan tim S-Monovet’ler.
3. Hasta tanimlamasi igin etiketler.

Safety-Multifly® igne / Multifly® igne ile kan alma:

1. Damar turnikesini baglayin. Kanin alinacagi noktayi uygun nitelikte bir dezenfektan madde ile hazirlayin. Kanin alinacagi noktaya dezenfekte edildikten sonra dokunmayin. Hastayi, damara kolay ulasilabilecek sekilde
konumlandirin.

2. Safety-Multifly® ignenin / Multifly® ignenin blister ambalajini aseptik olarak soyma teknigi ile bag parmag@iniz ve isaret parmaginizla agin. Seffaf folyo yukariya dogru gstermelidir. Dezenfektan maddenin kurumasindan
sonra ignenin koruma kilifini gikartin, Safety-Multifly® ignenin / Multifly® ignenin keskin tarafinin yukarya dogru gosterdiginden emin olun. Renkli kanatlar yukariya dogru bir araya getirerek damara girisi gergeklestirin
(1), sonra S-Monovette® Safety-Multifly® ignenin / Multifly® ignenin Multi adaptériiniin icine itin ve bir % tur saat yéniinde déndiirerek emniyete alin (baglayin) (2). S-Monovette® ile, piston gubugu yavasga
S-Monovette® tabanina gekilene kadar, kan alma islemini gerceklestirin (3). Turnikeyi ilk S-Monovette® kan alma iglemi sirasinda ¢ézin.

3. Kan alma islemi bittikten sonra S-Monovette® ilk olarak bir % tur saat yoniiniin tersi yénde déndiiriin (4) ve sonra Safety-Multifly® ignenin / Multifly® ignenin icinden gekin (baglantiyr ayirin).
Safety-Multifly® igne / Multifly® igne kan alma islemi ve kan alma tiplerinin degistirilmesi sirasinda damar iginde kalir. Goklu kan alimlarinda - yukarida tanimlandigi gibi - asagidaki S-Monovette’ler
Safety-Multifly® igne / Multifly® igne ile birbirlerine baglanir ve diger numuneler alinir. Kan alma igleminin sonlandirimast igin son S-Monovette®, Safety-Multifly® igneden / Multifly® igneden ayrilir ve Safety-Multifly® igne
igin adim A veya adim B ve Multifly® igne igin adim C uygulanir.

Safety-Multifly® igne Multifly® igne
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Safety-Multifly® igne igin:
A.  Safety-Multifly® igne damar iginden gekilerek gikartilir (5) ve igne korumasi damarin disinda aktif edilir (6), bunun icin igne korumasi bas parmak ve isaret parmagi ile ignenin tizerine itilir,
bu sirada diger parmaklar ile hortum sabitlenir. igne hissedilebilir bir sekilde ve duyulabilir bir “tk” sesiyle igne korumasi igine oturmalidir (6).
B. igne korumasi Safety-Multifly® ignesinin damar iginden cekilerek gikartiimasina paralel olarak aktif edilir (5). igne hissedilebilir bir sekilde ve duyulabilir bir “tik” sesiyle igne korumasi igine oturmalidir (6).

Emniyet mekanizmasinin aktif edilmesi tek el teknigine uygun olarak tasarlanmigtir.

igne korumasinin aktif edilmesi - igne damarin iginde: igne korumasini Safety-Multifly® ignesinin damar iginden cekilerek gikartiimasina paralel olarak aktif edin.

Multifly® igne icin:
C.  Multifly® Igne damardan disarya gekilir (5).

4. Multifly® igneyi (6, Piktogram Multifly® igne) veya glivenli sekilde kilitlenmis olan Safety-Multifly® igneyi derhal keskin/sivri nesnelere uygun bir atik kabina atarak imha edin (7, Piktogram Safety-Multifly® igne.

Kan alma igin kullanim: ayrica bakiniz Safety-Multifly® igne ile ilgili kullanim videosu: www.sarstedt.com/en/download/videos/ Diagnostics / Venous blood

Safety-Multifly® igne / Multifly® igne ile kisa siireli infiizyon

1. Kanin alinacagi noktay! uygun nitelikte bir dezenfektan madde ile hazirlayin. Kanin alinacagi noktaya dezenfekte edildikten sonra dokunmayin. Hastayi, damara kolay ulasilabilecek sekilde konumlandirin.

2. Safety-Multifly® ignenin / Multifly® ignenin blister ambalajini aseptik olarak soyma teknigi ile bag parmag@iniz ve isaret parmaginizla agin. Seffaf folyo yukariya dogru géstermelidir. Hortumun sonundaki Multi adaptérii
bir dondurerek gekme hareketi ile gikartin. Dezenfektan maddenin kurumasindan sonra inflizyon sisteminin tipasini gikartin ve Safety-Multifly®/ Multifly® igne hortumunun sonundaki disi baglantiy! infizyon sisteminin
erkek baglantisi ile birbirine baglayin.

inflizyon sisteminin havasini kurulum direktifine uygun olarak alin (primerleyin) (1,2).

20G, 21G, 23G, 25G igne caplarina sahip Safety-Multifly® ignelerinin / Multifly® ignelerinin maksimum hava alma hacmi:

240 mm uzunlugundaki hortum: 0,450 ml
200 mm uzunlugundaki hortum: 0,300 ml
80 mm uzunlugundaki hortum: 0,120 ml

3. ignenin koruma kilifini gikartin, Safety-Multifly® ignenin / Multifly® ignenin keskin tarafinin yukariya dogru gésterdiginden emin olun. Damara girisi renkli kanatlan yukariya dogru birlestirerek
gergeklestirin. Sonrasinda kisa streli bir inflizyon (maks. 24 saat) gerceklestirilebilir.

4. Kisa stireli inflizyonun sonlandinimasi icin inflizyon sistemi Safety-Multifly® igneden / Multifly® igneden ayrilir (3) ve akabinde Safety-Multifly® igne/ Multifly® igne
damar iginden gekilerek gikartilir, burada Safety-Multifly® igne igin adim A veya adim B ve Multifly® igne igin adim C uygulanir.

® ®

inflizyon sistemini dahili direktiflere uygun olarak
onceden doldurun.

5. Multifly® igneyi (5, Piktogram Multifly® igne) ve gtivenli sekilde kilitlenmis olan Safety-Multifly® igneyi (6, Piktogram Safety-Multifly® igne) derhal keskin/sivri nesnelere uygun bir atik kabina atarak imha edin.
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Depolama

Safety-Multifly® igne / Multifly® igne oda sicakliginda depolanir. ‘ )
BILGI: Dogrudan glines isigina maruz birakmayin. |zin verilen maksimum depolama sicakliginin asiimasi Safety-Multifly® Ignenin / Multifly® Ignenin kalitesini olumsuz etkileyebilir.

Uluslararasi normlar / ISO Normlari

CLSI* GP41 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture.
*CLSI (Clinical and Laboratory Standards Institute)

ignelerle ilgili normlar:

DIN 13097-4: Hypodermic needles - Part 4: Point geometry, requirements and testing.

DIN EN ISO 6009: Hypodermic needles for single use - Colour coding for identification.

DIN EN 10088-1: Stainless steels - Part 1: List of stainless steels.

DIN EN ISO 9626: Stainless steel needle tubing for the manufacture of medical devices - Requirements and test methods.

Etiketlerle ilgili normlar:

DIN EN 1041: Information supplied by the manufacturer of medical devices
DIN EN ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied - Part 1: General requirements

Sterilizasyonla ilgili normlar:

DIN EN ISO 11135:Sterilization of health-care products - Ethylene oxide -Requirements for the development, validation and routine control of a sterilization process for medical devices
DIN EN 556-1: Sterilization of medical devices - Requirements for medical devices to be designated ,STERILE" - Part 1: Requirements for terminally sterilized medical devices

Ambalajla ilgili normlar:

DIN EN ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems
DIN EN ISO 11607-2: Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

Sistemle ilgili normlar:

DIN EN ISO 13485: Medical devices - Quality management systems — Requirements for regulatory purposes
MDSAP: ISO 13485 uyarinca Medical Device Single Audit Program

DIN EN ISO 14971: Medical devices - Application of risk management to medical devices

MDR 2017/745: AB tibbi Urtin yonetmeligi

Sembol ve isaretleme dizini:

Urtin numarasi
Parti tanimlamasi

c E o124 CE isareti
M Uretici

Oda sicakliginda muhavaza ediniz

Son kullanma tarihi

[:]g Kullanim talimatini dikkate alin

e

’TY Gunes i1sigindan korunmus olarak muhafaza edin
-

T Kuru yerde depolayin

@ Ambalaj hasarllysa kullanmayin.

STERILE E Sterilizasyon etilen oksit gaz ile
Pirojen icerme:
Tekrar kullanildiginda: Kontaminasyon tehlikesi M rojen ig ’

Yeniden sterilize etmeyin DEHP free| DEHP igermez

Teknik degisiklik hakki saklidir

Urtinle ilgili ttm ciddi olaylar, imalatgiya ve yetkili ulusal otoriteye bildirilecektir.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

D-51588 Numbrecht
www.sarstedt.com
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