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PharmAssure™ 25 mm Hydrophobic Vent Filter

Product Code: HP2002

Description

PharmAssure 25 mm Hydrophobic Vent Filter has a 0.2 ym
hydrophobic acrylic copolymer membrane.

This product is CE marked under the Medical Device
Regulation (EU) 2017/745 and FDA 510k registered.

Configuration

HP2002: PharmAssure 25mm Hydrophobic Vent filter device
with female inlet Luer lock port and male outlet Luer lock
port (50 units per case).

Indications

The PharmAssure 25 mm Hydrophobic Vent Filter is
designed for sterile venting of vial air during the preparation
of injectable drug solutions. A supported 0.2 um hydrophobic
acrylic copolymer membrane protects the user from
exposure to potentially toxic aerosols when attached to a
needle and inserted through the rubber vial septum.

Contraindications

None.

Precautions
FOLLOW INSTRUCTIONS FOR USE CAREFULLY
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Material of Construction

Refer to the Cytiva website (www.cytiva.com) for the
Product Safety Data Information in the PSDI_Syringe filters
w_Versapor RC_Family.

Performance and Specifications

*  Maximum Recommended Working Pressure: 15 psi (1.0 bar
e Maximum Operating Temperature: 55°C

* PoreSize: 0.2 ym

* Filter Housing Colour (Upper/Lower): Clear/clear

* Filter Housing Diameter: 28 mm

 Effective Filtration Area: 2.8 cm?

Sterility

» Sterile and non-pyrogenic

* Sterilization method: Gamma irradiation

* Endotoxin activity: < 0.25 EU/mL using LAL test

ShelfLife

* 3years



Quality Filter Components

All materials in the fluid pathway meet relevant Inlet Housing

sections of ISO 10993 series of standards

* Male and female Luer connectors conform to ISO 80369-7

» Sterilised in accordance with ISO 11137-1,1SO 11137-2
and ISO 11137-3

* Designed and manufactured using quality systems
approved to ISO 9001 and ISO 13485

* Manufacturing Environment: ISO 14644 Class 8
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