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) MEDIBERG

SCHEDA TECNICA / TECHNICAL SHEET

COMPRESSA FORTEMENTE ASSORBENTE

HIGHLY ABSORBENT PAD
STERILE

CND: M040201

CARATTERISTICHE GENERALI / GENERAL SPECIFICATION

Descrizione

Compressa in TNT + cellulosa, Fortemente Assorbente

Composizione

Cellulosa + Polipropilene + SMS

Classe di appartenenza

Dispositivo medico di “Classe "

Sterilita Prodotto fornito STERILE - sterilizzato tramite processo a EtO
Lattice Assente
PVC Assente
Bastos Viegas
Produttore P.O. Box 24, 4564-909 — Pendafiel, Portugal

TEL +351255729500 — Fax +351 255729501
E-mal:basvig@mail.telepac.pt http://www.bastosviegas.com

Modalita di conservazione

I prodotto va conservato in luogo fresco, asciutto, lontano da fonti di calore, all
riparo da polveri, all'interno della confezione originale, lontano da fiamme libere
ed al riparo della luce solare diretta. Le caratteristiche del dispositivo sono
garantite a confezione integra.

Vita utile del prodotto

5 anni

IMBALLAGGIO / PACKAGING

IMBALLAGGIO
PACKAGING

ETICHETTATURA
STICKERS

TIPOLOGIA
TYPE

Imballo primario
Primary package

Peel-pack

Busta Carta-Film

Con stampa identificativa del prodotto
With product identification print

Imballo secondario
Secondary package

Box Dispenser
Box Dispenser

Con etichetta identificativa del prodotto
With product identification label

Cartone trasporto
Transport Carton

Cartone trasporto di tipo ondulato
Transport carfon type wavy

Con etichetta identificativa del prodotto
With product identification label

CODICI RIORDINO / [TEM CODES

IMBALLO IMBALLO
PESO SECONDARIO CARTONE
LOTTO e cobICl DIMENSIONI PRIMARIO
PRE
RIFERIMENTO CODICI MEDIBERG PRODUTTORE | [crm x o] COMPRESSA (PEZZI PER (PEZZI PER TRASPORTO
[g/m?] BUSTA) BOX (PEZZI)
DISPENSER)
Lotto 35 - Rif.159 | 16 GRN1010COTS | 485999501 10x 10 52+2 1 60 600
Lotto 35 - Rif.160 | 1T6GRN1020COTS | 485999503 10 x 20 10,2+ 2 1 30 300
Lotto 35 = Rif.161 | 16 GRN2020COTS | 485999507 20 x 20 192+ 2 1 30 180
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Guilhufe - 4560 Penafiel - Portugal

| Brand:
Description: |Absorbent dressing pad y

Technical Specifications

Final dimensions: 10 cm x10 cm [serue [eo] ® LL’;,;X] [Ev‘c

Composition: Cellulose, Polypropylene nonwoven,SMS Sl e
polypropy!ene nonwoven.

Internal dimensions: 12,00 cm x 10,00 cm x 1 ply

Threads sq/cm: Absorbent pads R Abzorbant pod

Latex: Free — S

PVC: Free

Re use: No

Weigth per piece: 52+2 g

Length variation: +10 mm

Width variation: +5 mm

Colour: white/ blue

Sterilized by: Ethylene Oxide

Shelf life: 60 months

CFUlg N.A.

Nr and Revision Date: 18 -- 2013/03/12

CE Class: IEE

CE mark: CEO0120

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

Applicable norms: EN ISO 13485:2012 ; EN ISO 9001:2008 ; EN I1SO 11737-1:2009 ; EN ISO 11737-2:2009 :
EN 556-1:2004 ; EN ISO 13726-2:2002 ; EN ISO 14971:2012 ; EN ISO 10993-1:2010 :
EN ISO 10993-7:2009 ; ISO 11135-1:2007 ; ISO 11135-2:2008 : EN 1422:2009 ;

PACKING

Level Units Type Dimension ] Stamp Labels
1 1|Peel-pack 134x140mm stamped

2 60(Folding box 142x315x150mm labeled
3 600|Carton box 780x285x315mm labeled

Store in a dry place at room temperature and protect from sunlight. The product has a 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 of
Waste instructions medical waste.

|WASTE AND ENVIRONMENT REGULATIONS [Weight (gr) of packing material used in 100 pcs | 544|

ISSUED BY: Quality Management Department, 2014/04/23

CONFIDENTIAL: The information contained herein is confidential and belongs to Bastos Viegas, sa,whom provided it only for specific purposes and in connection
with established agreements. It is not permitted disclosure, reproduction, copying or distribution, in whole or in part, for other purposes or to any third parties.




Bastos Viegas

Guilhufe - 4560 Penafiel - Portugal

LDescription:

Final dimensions:

20 cm x10 cm

25

|Absorbent dressing pad

41 EO

Ref:

485999503

Technical Specifications

| Brand:
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Latex VC
Composition: Cellulose,Polypropylene nonwoven,SMS ‘“.,i" frselte
polypropylene nonwoven.
Internal dimensions: 21,00cmx 10,00 cm x 1 ply
Threads sq/cm: Absorbent pads e Absorbant pad
Latex: Free ——
PVC: Free
Re use: No
Weigth per piece: 102+2 g
Length variation: 10 mm
Width variation: + 5 mm
Colour: white/ blue
Sterilized by: Ethylene Oxide
Shelf life: 60 months
CFU/g N.A.
Nr and Revision Date: 16 -- 2013/03/12
CE Class: IEE
CE mark: CE0120
Directive: MDD 93/42/ EEC amended by 2007/47/EC

Applicable norms:

EN ISO 13485:2012 ;

EN ISO 9001:2008 ;

EN 1SO 11737-1:2009 ;

EN ISO 11737-2:2009 ;

EN 556-1:2004 ;

EN ISO 13726-2:2002 ;

EN ISO 14971:2012 ;

EN ISO 10993-1:2010 ;

EN ISO 10993-7:2009 ;

ISO 11135-1:2007 ;

ISO 11135-2:2008 ; EN 1422:2009 ;

PACKING

Level Units Type Dimension | Stamp Labels
1 1|Peel-pack 134x140mm stamped

2 30|Folding box 142x315x150mm labeled
3 300|Carton box 780x285x315mm labeled

Storage instructions

Store in a dry place at room temperature and protect from sunlight. The product has a good stability and

therefore,normal conditions of medical devices storage shall apply

Waste instructions

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

medical waste.

[WASTE AND ENVIRONMENT REGULATIONS

|Weight (gr) of packing material used in 100 pcs ]

833]

ISSUED BY: Quality Management Department, 2014/04/23

CONFIDENTIAL: The information contained herein is confidential and belongs to Bastos Viegas, sa,whom provided it only for specific purposes and in connection
with established agreements. It is not permitted disclosure, reproduction, copying or distribution, in whole or in part, for other purposes or to any third parties.
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Guilhufe - 4560 Penafiel - Portugal
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Description:

|Absorbent dressing pad

Final dimensions:

20 cm x20 cm

Ref:

485999507

Technical Specifications

| Brand:

by
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Composition:

Cellulose, Polypropylene nonwoven,SMS
polypropylene nonwoven.

Internal dimensions:

21,00 cm x 20,00 cm x 1 ply

Threads sg/cm: Absorbent pads
Latex: Free

PVC: Free

Re use: No

Weigth per piece: 192+2 g
Length variation: +10 mm

Width variation: +5mm

Colour: white/ blue
Sterilized by: Ethylene Oxide
Shelf life: 60 months
CFUl/g N.A.

Nr and Revision Date: 16 -- 2013/03/12
CE Class: IEE

CE mark: CE0120
Directive: MDD 93/42/ EEC amended by 2007/47/EC

oo Absorbant pad

Applicable norms:

EN ISO 13485:2012 ; EN ISO 9001:2008 ; EN ISO 11737-1:2009 ; EN ISO 11737-2:2009 ;

EN 556-1:2004 ; EN ISO 13726-2:2002 ; ENISO 14971:2012 ; EN ISO 10993-1:2010 ;

EN ISO 10993-7:2009 ; I1SO 11135-1:2007 ; I1SO 11135-2:2008 ; EN 1422:2009 ;

PACKING

Level Units Type Dimension | Stamp Labels
1 1|Peel-pack 134x240mm stamped

2 30]Folding box 142x315x250mm labeled
3 180|Carton box 780x285x315mm labeled

Storage instructions

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

Waste instructions

medical waste.

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

[WASTE AND ENVIRONMENT REGULATIONS

|Weight (gr) of packing material used in 100 pcs I

1309]

ISSUED BY: Quality Management Department, 2014/04/23

CONFIDENTIAL: The information contained herein is confidential and belongs to Bastos Viegas, sa,whom provided it only for specific purposes and in connection
with established agreements. It is not permitted disclosure, reproduction, copying or distribution, in whole or in part, for other purposes or to any third parties.




