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== Compressa de Tecido n&o Tecido

N&o Estéril

=
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I Breve Descri¢tio

o] Compressa tecido néo tecido composta por viscose e poliéster, disponivel numa verséo

0 néo esterilizada.

E DM Classe | segundo o Regulamento (UE) 2017/745 do Parlamento Europeu e do Conselho.

O
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.g e ® Sem latex viscose L) \qjigo por 5 anos

1) it : Poliéster |

o —
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Finalidade Prevista (i) Instrugdes de Uso
Uso ndo cirGrgico para compressdo ou absorgdo de exsudados em O publico-alvo deste dispositivo & constituido por profissionais de
ferimentos e queimaduras ligeiras, feridas crénicas ou outro tipo de satde ou pessoas com conhecimentos relevantes na drea, pelo que,
ferimentos com a pele lesada. tendo em conta a utilizagdo prevista do dispositivo, este pode ser

utilizado com seguranga sem as instrugdes e folheto de instrugées de
utilizagdo junto do dispositivo.

Biocompatibilidade

Compatibilidade
Sensibilizagéo Ndo provoca sensibilizagdo da pele
S - R Agentes anti-bacterianos Estudo de compatibilidade com outros
Iritagéio NGo causa irritagdo na pele
) ) ENISO 10993 o o lodopovidona agentes utilizados no  tratamento  de
Citotoxidade Ndio existe citotoxicidade X ) feridas e procedimentos cirtrgicos e ndo
. o . Agentes anti-sépticos B
Toxicidade aguda N&o existe toxicidade cirdrgicos.
P P P
Carateristicas Fisico - Quimicas
Caracteristicas Método Requesito
Composigéo Poliéster [ Viscose
Massa (g/m?) 1SO 90731 30 (+10%) 40 (:10%) 50 (10%)
Tensdio de rutura (N) EISORO0LE MP e MP cp MP e
(EN 1644-1) >18 >4 >30 >4 >50 >9
Tensdo de rutura himida (N) EN1644-2 >15 >3 >25 >3 > 40 >5
Alongamento de rutura (%) EN1644-2 >15 >20 >20 >25 >20 > 25
Alongamento de rutura hdmida (%) EN1644-2 >15 >20 >15 >20 >20 > 25
Capacidade de absorgdio (%) EN1644-1 >900 >900 >800
Tempo de absorgdo (seg,) EN1644-1 <0
pH EN1644-1 7020
Fluorescéncial EN1644-1 Negativo
Substéncias soltveis em dgua (%) EN1644-1 <05
Substancias soltveis em éter (%) EN1644-1 <05

Substdncias tensioativas
- Aniénico
- Catiénico EN 1644-1 Negativo
- Ndo I6nico

Caracteristicas Microbiolégicas Avisos

- Utilizar na sua dobra final.

Bactérias Aerébias

EN1SO 1737-1 <I00UFC/g - Ndo cortar o dispositivo.
Fungos e Leveduras

Etiquetagem (0s simbolos apresentados nas embalagens estéo em conformidade com a norma 1SO 15223-1)

Primeiro nivel de embalagem: Saco Segundo nivel de embalagem: Caixa de cartdo
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o N Brief Description
-
-Ia —— : Nonwoven swab composed by viscose and polyester , available in a non-sterile version.
P . . ) .
a Eg'__ MD Class | according to Regulation (EU) 2017/745 of the European Parliament and Council.
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ﬁ 2 ; ® Latex Free Phtalates Free Viscose . - yqjid for 5 years
o ) - Polyester
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Intended Purpose @ Instructions for Use
Non-invasive device, as mechanical barrier, for compression or for The target audience of this device is health professionals or people with
absorption of exudates in daily curative procedures of chronic wounds, relevant knowledge in the area, so given the intended use of the device,
minor burns or other injuries with skin damage. it can be used safely without the instructions for use, and instructions for
use leaflets are not available together with the device.
Biocompatibilty Compatibility
Sensitization Does not cause skin sensitization Antibacterial agents Compatibility studly with other agents
Irritation EN1SO 10993 Does not cause skin irritation Povidone lodine used in the treatment of wounds and
Cytotoxicity No cytotoxicity present Antiseptic agents surgical and non-surgical procedures.
Acute toxicity No toxicity present

Physical - Chemical Characteristics

Characteristic Method Requirement
Composition Polyester [ Viscose
Weight (g/m?) 1SO 90731 30 (+10%) 40 (+10%) 50 (+10%)
Tensile Strength (N) EN(S%&ESYS3 :“:g ?z :DO ?Z :1‘; >ch
Tensile Strength Wet (N) EN1644-2 >15 >3 > 25 >3 > 40 >5
Extension at break (%) EN1644-2 >15 >20 >20 >25 >20 >25
Extension at break wet (%) EN1644-2 >15 >20 >15 >20 >20 > 25
Absorption capacity (%) EN1644-1 >900 >900 >800
Sink time (seg.) EN 16441 <10
pH EN1644-1 7020
Fluorescence EN1644-1 Negative
Water soluble substance (%) EN1644-1 <05
Ether soluble substance (%) EN1644-1 <05
Surface-active Substances
- Anionic
- Cationic EN 1644-1 Negative
- No lonic
Microbiological Characteristics Warnings
) ) - Use in its final fold.
Bacterias Acrobias EN ISO T1737-1 <I00UFC/g - Do not cut the device.

Fungos e Leveduras

Labeling (The symbols shown on the packages are in accordance with the 1SO 15223-1 standaird)

First level of packaging: Bag Second level of packaging: Cardboard box
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Fabricante/Manufacturer

Certificado/Certificate

GROUP

Ml Albino Dias De Andrade, S.A.
Rotunda do Complexo Desportivo, 15

4595 - 069 Seroa, Pacos de Ferreira

Porto - Portugal | Website: www.ada.pt

| CERTIFIED

| 150 14001

E

Outras quacteristicqs/Other characteristics (Todas as determinagdes mencionadas tém uma toleréincia de +/- 10 %) / (All the determinations mentioned have a tolerance of +/- 10%)

Referéncia H Composicéio

[Reference

< Medida Aberta

Medida Fechada
ICOmposu:lon ¢y IOpen Measure b3 [closed Measure

= Camadas Un/Pacote
[Plies Jun/Pack

Extras

Pégina 3de 3/ Page 30f 3

00300010100496 30 g/m2 20x20cm 10x10cm 4 100 Vdcuo [ Vacuum
00300010100497 30 g/m2 20x20cm 10x10cm 4 100 /ngg'e%%%g’&'gi‘gges

Pléstico 200 unidades
00300005050498 30 g/m2 10X10cm Bx6cm 4 100 T Platie 200 units
00300010100498 30 g/m2 20x20cm 10x100m 4 100 ;"ﬁgtt‘igoﬁgoumisdwes

Pldistico 100 uni
00300005050499 30 g/m2 10x106m 5x50m 4 100 o S nidades

Pldistico 100 unidad
00300075750499 30 g/m2 15x150m 75x750cm 4 100 T Flotic100 units ¢
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