SOLUTIONS FOR SINGLE USE
MEDICAL DEVICES

D PROMEPLA

Product Information

TRACOE Connection Tube with check valve

Product description:

The TRACOE Connection Tube with check valve is a non-sterile, 1 m long Luer-to-Luer
tube designed to connect a cuff pressure monitor to a tracheostomy or endotracheal tube
cuff system. One end of the TRACOE Connection Tube connects to the pilot balloon valve
(Luer-compatible). The other end connects to a monitor or inflation device (Luer-

compatible).

The device can be used on adults, pediatrics, and neonates for a maximum of 72 hours in

total.
Manufacturer: PROMEPLA S.A.M.
9 Avenue Albert Il
98000 Monaco
Classification: Class I (rule 1)
(EU) 2017/745
Intended Use: The TRACOE Connection Tube with check valve is designed for
the pneumatic connection between the TRACOE Cuff Pressure
Monitor Sensitive/TRACOE Smart Cuff Manager and the valve of the
cuff inflation line/pilot balloon of a tracheostomy tube or an
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CE Mark:
EMDN code:
Sterilization:
Raw material:

Latex information:
Biological origin:

Handling and
storage:

Waste handling and
disposal:

Hazardous
components:
Expiration date:
Packaging:

Length:
Distributed by :

endotracheal tube.

Yes, the device is CE marked.

A03020101 - Low pressure extension lines

Non-sterile

PVC (Polyvinyl Chloride), PBT (Polybutylene Terephthalate), NBR
(Nitrile Butadiene Rubber), Stainless steel, ABS (Acrylonitrile
Butadiene Styrene)

Not manufactured with natural rubber latex.

The device is not manufactured with materials derived from
human or animal source.

Store the product dry and away from sunlight.

Waste handling and disposal should be carried out in agreement
with medical practice and applicable national laws and
legislations.

None

5 years after manufacturing.

10 pcs in a box, each individually packed in a peel pouch
(PET/PP/PAPER)

1 meter

Coloplast A/S

Holtedam 1

3050 Humlebaek

Denmark

Devices under Basic UDI-DI: 037005129ACC06N2

REF Name

UDI-DI

ODG07025C167

TRACOE Connection Tube with check valve

03700512906995

Atos Medical AB Compatible products:

Name Ref No.
TRACOE Cuff Pressure Monitor Sensitive | REF 721
TRACOE Smart Cuff Manager REF 730-5
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