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Technical Specifications

4560-164 Guilhufe, Penafiel - Portugal

|Description:

|Abdominal swab

Final dimensions:

Brand:
N Qe @

30 cm x45 cm STERILE | EO

Composition:

®
i ree i ree

Polyamide,Polyester,Viscose/Polyester

Nonwoven.
Construction: Texart C
Latex: Free
PVC: Free
Re use: No
CountingEfficiency approx99,5 % (see note below)
Colour: White
Sterilized by: Ethylene Oxide
Shelf life: 60 months
CFU/g N.A.
Size variation +3cm
Liguid absorbency time |<2s
Water soluble substances [<0,5 %
Fluorescence conform
pH (acidity or alkalinity) |7+1
Ether soluble substances [<0,5 %

Surface-active substances

conform

Extract colouring matter

conform

Dry Linting (>0,5um)

<5000 particles

Weigth/sgm

105+10% g/m*2

Absorption EN 1644-1 1000%

Absorption EN 1644-2 16,5 g/g

Absorption EN 13726-1 18 g/cm”2

Dry Tensile strength MD  |120 N/5cm

Dry Tensile strength TD |30 N/5 cm

Dry bursting strength 250 kPa

Nr and Revision Date:

CE Class: lla

CE mark: CE0120

Directive: MDD 93/42/ EEC amended by 2007/47/EC

Applicable norms:

EN ISO 13485:2012 ; ENISO 9001:2008 ; EN 980:2008 ; 1SO 15223-1:2012 ; EN 1041+A1:2013 ;

EN ISO 11607-1:2009 ; EN ISO 11607-2:2006 ; EN 556-1:2001 ; EN 1644-1:1997 ;

EN 1644-2:2000 ; 1SO 9073-1:1989 ; 1SO 9073-3:1989 ; I1SO 9073-6:2000 ; 1SO 9073-10:2003 ;

EN ISO 17665-1 :2006 ; ISO/TS 17665-2:2009 ; EN ISO 14971:2012 ; EN ISO 10993-1:2009 ;

EN ISO 10993-1/AC:2010 ; EN ISO 10993-5:2009 ; EN ISO 10993-18:2009 ; EN 556-1:2001/AC:2006 ;

Level Type Dimension | Stamp Labels
1 5{Peel-pack 160x235mm labeled
2 5{Peel-pack 200x290mm stamped

3 180(Folding box 375x285x450mm labeled
4 360]|Carton box 590x390x465mm labeled

[Important Notes:

Crepe texture with X-ray contrast thread inside
After sterilization there is a shrinking effect and basis weight is approx. 120+10% g/m"2
Note: Above parameters mean target values

CountingEfficiency approx|

Surgeons and nurses shall never assume that number of surgical sponges, in each pack, is exact at all times.

The usual counting efficiency of Bastos Viegas products in double packing with control TAG or tied 5's is
99.5%.

The tracking of sponges is full responsibility of the healthcare professionals.

In order to avoid retained surgical sponges following surgical operation, (1) follow rigorous manual counting
protocols,




(2) use sponges marked with a radiopaque marker, as well as, (3) careful examination of the abdomen by the
operating surgeon before closure.

Store in a dry place at room temperature and protect from sunlight. The product has good stability and
Storage instructions therefore, normal conditions of medical devices storage shall apply

No special requirements. The waste must be disposed according to local legal regulations for the disposable
Waste instructions of medical waste.

[WASTE AND ENVIRONMENT REGULATIONS |weight (gr) of packing material used in 100 pcs [ 499
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