arcomed'

The Infusion
Technical
Company Data Sheet

Product Name Syramed Extension Line

Product Code 6210003021 (APEP100OM)

Product Description Syramed Extension, Polyethylene, @ 1 x 2,100cm
LINE

PVC
100 cm FREE PVC free line
LINE

PE line 0 Set for pressure equipment

Features VOL | 1mi@o°c) /1 mi@o°c -2 bar)
Q internal @: 1.0 mm / outer @: 2.0 mm

Product Class Disposable medical device — lla Class
Intended Use Extension line for syringe used for physiological (saline) infusion and pharmaceutical solutions
CND Code A03020101
Single Packaging Blister (medical paper + transparent plastic film) UDI-DI  08052747954506
Multiple Packaging (24x39x39) cm Box - Qty: 200.0 pcs UDI-DI  18052747954503
Product Duration 5 years

S
Storage Method ,:\l\
Method of Sterilization Ethylene Oxide — Residual ETO < 10ppm (ref. “Farmacopea Europea Ufficiale”)
Disposal Method The device must be disposed according to local policy for hospital waste management
Standards Compliant to 1ISO 8536-9, ISO 80369-7, ISO 10993-1, ISO 11135, ISO 11737-1, ISO 11607-1, ISO 11607-2
EC Certificate 0425-MDR-030019-00
Manufacturer Phoenix s.r.| | Via Leonardo da Vinci - 41038 San Felice sul Panaro (MO) | mail: info@phoenixbiomed.it
Distributor arcomed ag | Steinackerstrasse 29 | 8302 Kloten, Switzerland | www.arcomed.com
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Nr. Components list: 6210003021

1 Protection Cap

2 Turnable Ring (blue)

3 Protection Cap

4 2 1x 2 Tubing Polyethylene 100 cm - Female-Male Luer Lock Connectors
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Warnings
Indications & Notes

Do not use with light-sensitive infusion @ Do not re-use

solutions

Do not use with Injection Pressure > 30 @ Do not use if package is damaged
psig

Do not resterilize

A Caution is necessary when operating the device
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