Product Data Sheet C onv aTe c

Tracheostomy Tubes
Standard

Intended use:

This product is intended to be placed into a surgical opening (stoma) of
the trachea to facilitate ventilation of the lungs. The cuff, when inflated, is L
intended to establish a seal between the tracheal wall and the tracheo- J ;
stomy tube in order to prevent patient’s aspiration of substances (such as \ ‘\"‘%.
blood or vomit) and provide a means for positive pressure ventilation of the X
patient. This tube is attached to an external mechanical ventilator by means
of a connector. The product is intended for single use only.

List of product range:

Tracheostomy Tube, Standard with and without cuff

Size Length Bending angle | CRD**, mm
Size I.D., mm 0.D., mm CLL*, mm A, mm B, mm C, mm
3.0 3.0 4.1 42.0 15.0 0 27.0 95° -
3.5 3.5 4.8 47.0 17.0 0 30.0 95° -
4.0 4.0 5.4 54.0 18.0 0 36.0 95° -
4.5 9.0 6.1 54.0 19.0 0 35.0 95° -
5.0 5.0 6.7 57.0 20.0 0 37.0 95° -
6.0 6.0 8.0 64.0 25.5 0 38.5 95° 18
7.0 7.0 9.3 70.0 29.2 0 40.8 95° 23
8.0 8.0 10.7 81.0 35.5 0 45.5 95° 26
9.0 9.0 12.0 87.0 39.9 0 471 95° 29
10.0 10.0 13.3 95.5 48.4 0 471 95° 29

*CLL: Center line length (from flange to tip)
**CRD: Cuff resting diameter

Material specifications:

Containslatex? ......... ... ... ... ... .. ... ... No
ContainsDEHP? . .......... ... . ... ... .. . .. Yes
Tubeshaft........................... Polyvinyl chloride
Neckflange ......................... Polyvinyl chloride
Cuff... .. Polyvinyl chloride
Inflationline......................... Polyvinyl chloride
Connector ................... ... ..., Polypropylene
Valve............. Polyvinyl chloride, Nitrile, Stainless steel
Radiopaqueline.................. Barium sulphate steel
CE-marking? .......................... Yes (CE 0123) Sterile? . . ... ... Yes
Product classification.................... Class 1IB (EV) Sterilizedby . ............ .. ... ... ... .. Ethylene oxide
Quality system certifiedto ... ............... ISO 13485 Shelflife ............. ... .. ... .. .. ... .. .... 5 years

Global Medical Device Nomenclature (GMDN). . . . .. 35404



Tracheostomy Tubes

Standard

Packaging:

REF* Shelf box Shipping carton MOQ, pcs.
Qty., pcs. Dimensions, mm Qty., pcs. Dimensions, mm | Gross Wt., kg

MMB2525XXX** 5 282 x50 x 113 50 610 x 330 x 310 3.6 300

MMB2545XXX** 5 282 x50 x 113 50 610 x 330 x 310 3.6 300

* Products may not be available in all countries. Please contact your regional ConvaTec sales representative for further information.
= XXX = size, .9 060 = 6,0

MMB2525XXX**
MMB2545XXX**
XXX = size, e.g 060 = 6.0

Storage and handling:
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Tracheostomy Tube with HVLP cuff, obturator and neckstrap

Tracheostomy Tube Plain without cuff, with obturator and neckstrap

With reservations for misprints and alterations in
product specifications. Printed version not controlled.
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