P3 Medical Technical Data Sheet

Product Name
C-Arm Drape CAD 265-152

General Description

The C-Arm drape CAD 265-152 is a very
large shaped low density polythene
(LDPE).

The drape is shaped to fit a variety of C-
Arm fluoroscopes. It is fitted self-
adhesive tape closures along the back
opening and straps to gather in and
secure the drape to the fluoroscope.

Technical details

The drape is telescoped and folded to

permit aseptic handling and application. Materials: LDPE, polyester, acrylic adhesive, paper,

siliconised paper

Intended Use Dimensions:  Length: 2650 mm
This device is intended to provide a Width: 1520 mm

sterile cover over a C-Arm Fluoroscope Film thickness: 50 p

in order to isolate it from the operating
theatre environment. Latex status Latex free

Phthalates Status: Phthalates free

Regulatory compliance

Meets the essential requirements of
directive 93/42/EEC as amended
2007/47/EC for Class | Sterile ,Rule 1
Medical Devices.

GMDN Code: 43970

Packaging Unit pack: Single packed: film front fully peel-able pouch
Shelf pack: Corrugated board carton of 10 pieces

Manufacturing environment
Manufactured in a cleanroom constructed to comply with ISO 14644 Class 8 @ 0.5y manned

Sterilisation Terminally sterilised by EtO
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