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TECHNICAL FILE

Dual valve for thoracic drainage
668.00

Dated : 03-01-2022

Administrative information relating to the company

1.1 | Name : Vygon
1.2 | Address: Fax : + 33 (0)1 3429 19 34
5 rue Adeline - 95440 Ecouen, France E-mail : questions@vygon.com
Website : www.vygon.com
1.3 | Medical Device vigilance Representative : Tel : +33 (0)1 39 92 65 69
Laurent GUILLARDEAU Fax : +33 (0)1 39 92 64 82
E-mail : quality@vygon.com
Information about the device or equipment
2.1
2.2 | Commercial name : Dual valve for thoracic drainage
2.4 | Medical Device Class : |

Applicable regulation : 93/42/CEE

in accordance with Appendix n°: V
Notified body N°: 0459

Medical Device Manufacturer : Vygon

2.5

Description of the device :
Double-chamber valve for thoracic drainage.

Valve body in flexible and transparent polyurethane with flat natural rubber sleeve acting as a non-return valve.
Note: This flat rubber sleeve never comes in direct or indirect contact with the patient or the user. Any allergic risk due
to the presence of rubber can be excluded.

This device is connected directly onto the patient's pleural or thoracic drain (adult, paediatric), or indirectly, using
connector code 800.01 and an extension tube for neonates and infants.

This product allows thoracic drainage to continue without risk to the patient even when transported, as the non-return
valve means that the drain does not have to be clamped.

Code 668.00: this two chamber device differs from the single valve code 669.10 in that it is possible to apply suction by
manual compression of the compartment marked with an arrow (vacuum approximately 150 mbar).
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2.6 | Packaging / Containers

Single unit packaging Multi unit packaging Minimum delivery

quantity

668.00 1 (Supple blister) 20 (Carton box) 20 (Carton box) 120 (Case box)

Single unit packaging

& 660,00 [vicow)
Dusal suction and discharge valve for thoracic drainage Value Life
Walve double aspiranie et fouante powr drainage thoracique e
Walvula anfi-reflujo aspirante e impefente para drenage fordcics adassa
Doppelkammer-Absaug und Drainage-Vertil fir die Thorax-Drainage H"'—I‘__A - XJ(J(X K!( XJ( KJ(XJ( XJ(

Walvola doppia aspirante e pramenie per drenaggio foracico
Dutbbele afzuigklep voor thoracale drainage

Walvula dupla de aspiragdo e descarga para drenagem fordcica

Thorax dranage mad dubbla ventiler fr sug ach ulledning
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Box

E 668 00

Dl suction and discharge valve for thoracic drainage
‘Walwe double aspirante ei foulante pour drainage thoraogue
‘Vakwula ank-reflujo aspirante e impelente para drenage tordcco
Doppalkammer-Absausg und Drainage-Ventil fir die Thorax-Drainage
‘Valvola doppia aspirante e premente per drenaggio foracico
Dubbete afzuigklep voor thoracale drainags

‘akula dupla de aspiragéo e descarga para drenagem bordoca
Thorax dranage med dubbla ventiler fir sug och uiledning
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2.7

Composition of the device and Accessories :

COMPONENTS MARKER MATERIALS

Body of the valve 1 PU-PVC

Proximal end adaptor 3 PVC

Valve 4 DNR
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For components which are likely to come into contact with the patient and/or administered products,
additional points :

Contains latex

DEHP-free

Does not contain any products of animal or biological origin

2.8

Indications :
Non-return double chamber valve for thoracic drainage

> ©

Accessories

Sterilization process

Sterile Medical Device : YES
Sterilization made for the device : Ethylene oxide

Conditions of conservation and storage

5.1 | Normal conservation and storage conditions :

Storage environment temperature: between 5 and 40°C. Store protected from moisture and sunlight.
5.2
5.3 | Duration of product validity : 60 months

3/4



 VYCON_

(\
(\

Value Life

Security of use

Instructions for use

741

7.2 | Indications :
Non-return double chamber valve for thoracic drainage

7.3 | Precautions:
Re-use of this device may change its mechanical or biological features and may cause device failure, allergic reaction or
bacterial infections.

7.4

Additional information relating to the product
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