Product datasheet

Open Tip

unoGHuip

Area of application

Suprapubic catheters are used for percutaneous bladder
drainage when the urethra is damaged or blocked, or when an
intermittent catheter is not applicable.

The products are for single use only.

Product range

Balloon Capacity,
ml

Total Length, mm
(x10)

Reference

Packaging

All Silicone Suprapubic Catheter, Open tip

280 5 12 Open 1/10/200 41191205

280 5 14 Open 1/10/200 41191405

280 10 16 Open 1/10/200 41191610
Sterilization

Sterile, Sterilized by ethylene oxide, Shelf life: 3 years

Certifications

CE-marking
Product classification

Quality system certified to

European Medical Device Nomenclature (EMDN)
Global Medical Device Nomenclature (GMDN)

CE0123

Class IIA (EU)

ISO 13485

Medical Device Single Audit Program (MDSAP)

U040102 - KITS WITH DRAINAGE CATHETERS AND INTRODUCERS
34924

Instructions for use

Valve sleeve
Catheter Sleeve

Included? | Yes

Material specifications

Contains latex? No

Contains phthalates? No

Contains PVC? No

Contains bisphenols? No

Contains cotton? No

Contains paper? Packaging only
Catheter shaft and funnel Silicone

X-ray line Silicone
Balloon Silicone

Hard valve Polypropylene, Polyester, Nitrile, Stainless steel

Polypropylene
Ethylene-vinyl acetate
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Packaging information

Primary pack./Single

e Secondary pack./Shelf box Tertiary pack./Shipper Pallet
Reference = . : . . .
Dimensions, Dimensions Dimensions Qty.
. Volume
mm mm mm m? pcs
(LxW) (LxWxD) (LxWxD)
41191205 1 580 x 80 10 585 x 85 x 85 200 605 x 445 x 365 0.098 5.00 6,400
41191405 1 580 x 80 10 585 x 85 x 85 200 605 x 445 x 365 0.098 5.30 6,400
41191610 1 580 x 80 10 585 x 85 x 85 200 605 x 445 x 365 0.098 5.50 6,400
GTIN codes
REF Primary package Secondary package Tertiary package
41191205 06925816626098 16925816626095 26925816626092
41191405 06925816626104 16925816626101 26925816626108
41191610 06925816626111 16925816626118 26925816626115

Packaging material

Sleeve: Ethylene-vinyl acetate
Peel pouch: Coated paper, Film
Secondary package Single-wall corrugated fiberboard

Primary package

Tertiary package Double-wall corrugated fiberboard
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Storage and handling

| | This way up

Py

Keep dry

Fragile, handle with care

e )

Z
N

Keep away from sunlight

A/
2

Do not resterilize

® Do not re-use

Do not use if package is damaged and consult instructions for use
49°C L B o
/ﬂf Temperature limit (-15° to 49°C)

EE Consult instructions for use or consult electronic instructions for use

DISTRIBUTED BY SPONSORED IN AUSTRALIA BY

UNOQUIP GMBH UNOQUIP Pty Ltd “no “'P
Schitzengraben 20 PO Box 1117 I
8200 Schaffhausen Windsor VIC 3181

Switzerland

info@unoquip.com 130055 80 79

WWW.Unhoquip.com info@unoquip.au
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