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Product Specifications

Brand: Curion® CuriSheath
Product: Silicone External Catheter
Product description

The Curion® CuriSheath is a non-sterile external catheter designed for non-invasive management of penile urinary
incontinence. It comes in three variants: standard, active and pop-on, with five diameter sizes for each type. The
standard CuriSheath has an unrolled sheath (C) length of 80mm with an adhesive region of 40mm. The active
CuriSheath is equivalent to the standard CuriSheath, but with a 75% greater adhesive region, designed to provide

added security for patients. The pop-on CuriSheath has a shorter length sheath, designed for a retracted penis.
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The Curion® CuriSheath is made of soft, transparent silicone and contains an integral medical grade adhesive within
the proximal unrolled sheath (C) for self-adhesion to the penis. The distal end of the catheter consists of a spout (A)
which can be connected to a Curion® CuriBag® for urine drainage and collection. The Curion® CuriSheath also features
a reservoir (B) which maintains a steady flow output and prevents urine inflowing back from the tubing to the penis.

Once affixed, the Curion® CuriSheath can remain in place for up to 24 hours.

Intended use

The Curion® CuriSheath is intended to collect and channel urine from the penis to a urine collection bag.

Classification
Class | under the Medical Devices Regulations (SI 2002 No. 618, as amended) and
Class | under Regulation (EU) 2017/745 Medical Device Regulation (MDR).
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Precautions

The Curion® CuriSheath must not be used if an allergic reaction occurs. It is for single-use only and reuse may create

risk of leakage due to poor adhesion. Always check if skin is irritated between applications and do not use if skin is

irritated. Ensure the correct size is used to prevent restriction of blood flow (too tight) and leakage (too loose).

Product Reference & Description

Product Product Type Sheath Diameter*
Reference Description (Colour Code) (mm)
CSTD25 Curion CuriSheath self—adhesw.e silicone external catheter Standard (Green) 25
standard version 25mm
CSTD29 Curion CuriSheath self-adhesw.e silicone external catheter Standard (Purple) 29
standard version 29mm
CSTD32 Curion CuriSheath self—adhesw.e silicone external catheter Standard (Yellow) 32
standard version 32mm
CSTD36 Curion CuriSheath self—adhesw.e silicone external catheter Standard (Blue) 36
standard version 36mm
CsTD41 Curion CuriSheath self-adhesw.e silicone external catheter Standard (Red) a1
standard version 41mm
CACT25 Curion CuriSheath self—adhe5|.ve silicone external catheter active Active (Green) 25
version 25mm
CACT29 Curion CuriSheath self—adhe5|.ve silicone external catheter active Active (Purple) 29
version 29mm
CACT32 Curion CuriSheath self—adhe5|.ve silicone external catheter active Active (Yellow) 32
version 32mm
CACT36 Curion CuriSheath self—adhe5|.ve silicone external catheter active Active (Blue) 36
version 36mm
CACTA1 Curion CuriSheath self—adhe5|.ve silicone external catheter active Active (Red) a1
version 41mm
CPOP25 Curion CuriSheath seIf—adhesn{e silicone external catheter pop-on Pop-on (Green) 25
version 25mm
CPOP29 Curion CuriSheath seIf-adhesn{e silicone external catheter pop-on Pop-on (Purple) 29
version 29mm
CPOP32 Curion CuriSheath self—adhe5|ye silicone external catheter pop-on Pop-on (Yellow) 32
version 32mm
CPOP36 Curion CuriSheath seIf-adhesn{e silicone external catheter pop-on Pop-on (Blue) 36
version 36mm
CPOPA1 Curion CuriSheath self—adhe5|ye silicone external catheter pop-on Pop-on (Red) M
version 41mm
*Sizes are approximate
Packaging Information
Product Inner Carton Outer Carton EAN EAN EAN
Reference Qty Qty Eaches Inner Carton Outer Carton
CSTD25 30 180 8715343742235 8715343742730 8715343742723
CSTD29 30 180 8715343742228 8715343742716 8715343742709
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CSTD32 30 180 8715343742211 8715343742693 8715343742686
CSTD36 30 180 8715343742204 8715343742679 8715343742662
CSTD41 30 180 8715343742198 8715343742655 8715343742648
CACT25 30 180 8715343742181 8715343742631 8715343742624
CACT29 30 180 8715343742174 8715343742617 8715343742600
CACT32 30 180 8715343742167 8715343742594 8715343742587
CACT36 30 180 8715343742150 8715343742570 8715343742563
CACT41 30 180 8715343742143 8715343742556 8715343742549
CPOP25 30 180 8715343742136 8715343742532 8715343742525
CPOP29 30 180 8715343742129 8715343742518 8715343742501
CPOP32 30 180 8715343742112 8715343742495 8715343742488
CPOP36 30 180 8715343742105 8715343742471 8715343742464
CPOP41 30 180 8715343742099 8715343742457 8715343742440
Specifications

Product Material Sheath Diameter Sheath Length Adhesive Length Spout Length

Reference Composition (mm) (mm) (mm) (mm)

CSTD25 25

CSTD29 Liquid silicone rubber 29

(medical grade), solvent
CSTD32 32 80 40
based acrylic emulsion
CSTD36 adhesive layer (medical 36 30
grade),
CSTD41 41
transparent
CACT25 25
80 70
CACT29 29
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CACT32 32
CACT36 36
CACT41 41
CPOP25 25
CPOP29 29
CPOP32 32 45 40
CPOP36 36
CPOP41 41
Sombrero
holder (Active High Impact Polystyrene
& Pop-on SKUs (HIPS), white
only)

*measurements may vary by * 5%

A
v

80mm Adhesive Region I:I
40mm Images are for illustrative purposes only
45mm
Standard 40mm
80mm
< > «—
70mm Pop-On 30mm
Active
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Absence of specific components

Component Present
Latex No
Phthalates No
Substances of animal origin No
Substances of human origin No
Blood or blood derivates No
Medicinal substances No
Heavy metals No

Sterilization

The Curion® CuriSheath is non-sterile.

Storage conditions

The Curion® CuriSheath should be stored in a cool well-ventilated and dry place away from direct sunlight.

Shelf life
The Curion® CuriSheath has a shelf life of five (5) years from the production date, when stored under specified

conditions.
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R
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