


























Traducere din limba engleza 

 

 

 

MINISTERUL SANATATII, SERVICIILOR SOCIALE SI EGALITATII 

AGENTIA SPANIOLA PENTRU MEDICAMENTE SI PRODUSE SANITARE 

 

 

 

CERTIFICAT DE PRELUNGIRE UNE-EN ISO 13485 :2013 

Dispozitive medicale – sisteme de gestionare a calitatii – cerinte de reglementare 

 

 

PRELUNGIRE – Data initiala : 16-05-2003 

Prelungiri precedente : 9-06-2004, 17-02-2009, 17-02-2014 

Prezentul certificat expira la data de : 17.02.2019 

Certificat nr. : 2014 02 0041 EN 

 

 

Compania: IBEROHOSPITEX, S.A. 

Denumirea si adresa: Avda. Catalunya, 4; 08185 Llica de Vall (Barcelona) SPANIA 

Obiectul certificatului: Proiectarea si fabricatia dispozitivelor medicale 

Scopul tehnologic: Specificat in Anexa prezentului Certificat. 

 

 

Agentia spaniola pentru medicamente si produse sanitare certifica, prin prezentul, faptul ca 

societatea comerciala mentionata mai sus a stabilit si aplicab un sistem de gestionare a calitatii 

conform standardului UNE-EN ISO 13485:2013 (EN ISO 13485:2012 si ISO 13485:2003). 

 

 

 

Madrid, 17 Februarie 2017 

DIRECTOAREA AGENTIEI SPANIOLE PENTRU MEDICAMENTE SI PRODUSE SANITARE 

Belen Crespo Sanchez-Eznarriaga 

(Semnatura indescifrabila si stampila Agentiei) 
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Anexa la Certificatul nr.: 2014 02 0041 EN 

Data: 17 Februarie 2017 

 

Scop tehnologic: 

DISPOZITIVE MEDICALE INACTIVE: 

DISPOZITIVE MEDICALE GENERALE, INACTIVE, NEIMPLANTABILE: 

- Dispozitive inactive pentru anestezie, respiratie, asistenta de urgenta si terapie intensiva 

- Dispozitive de acces percutanat pentru tratamentul afectiunilor vasculare 

 

IMPLANTURI INACTIVE: 

- Implanturi cardiovasculare inactive 

 

PRODUSE DE INGRIJIRE A LEZIUNILOR: 

- Bandaje si pansamente pentru leziuni 

 

DISPOZITIVE MEDICALE INACTIVE, ALTELE DECAT CELE ENUMERATE ANTERIOR: 

- Echipamente si imbracaminte pentru prevenirea contaminarii pacientilor din unitatile medico-

chirurgicale 

 

DISPOZITIVE MEDICALE ACTIVE, NEIMPLANTABILE: 

DISPOZITIVE MEDICALE ACTIVE, DE UZ GENERAL: 

 

ALTE DISPOZITIVE MEDICALE MEIMPLANTABILE: 

- Dispozitive pentru drenaj si aspiratie 

 

DISPOZITIVE MEDICALE CARE INCORPOREAZA SUBSTANTE SPEIFICE: 

- DISPOZITIVE MEDICALE CARE INCORPOREAZA SUBSTANTE MEDICINALE 
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***************************************************************************** 

Subsemnata  MUSUROIA MIRELA, traducator autorizat de Ministerul Justitiei, certific exactitatea acestei 
traducerii cu textul înscrisului original în limba  engleza, ce a fost vizat de mine. 

Traducător   autorizat 
Nr. 2769/2015 

  











Oper easy IV and Oper easy IV strip are highly 
breathable, hypoallergenic, elastic and adaptable 
transparent polyurethane film surgical 
dressings.

Dressings with split, designed to protect 
peripheral intravenous catheter sites and secure 
tubes or medical devices, which allow visual 
inspection of the puncture site without changing 
the dressing.

Permeable to O2 and impermeable to liquids 
and microorganisms
The polyurethane film is permeable to gases 
and so allows the skin and the wound to breath, 
while acting as a barrier to liquids and 
microorganisms, reducing the risk of infection.

Impermeability to water makes it safer and provides greater protection for the patient.

Oper easy IV strip to ensure
the catheter is firmly secured
The IV strip presentation adds two 
non-woven fabric reinforcement strips 
to increase safety for cannulae. The 
catheter is more firmly secured at the 
puncture site, preventing the risk of 
accidental removal.

Permeable to oxygen and impermeable to liquids

Oper easy IV
Dressing for securing the catheter, providing protection and allowing observation of the puncture site

Oper easy IV strip
Dressing for extra-firmly securing the catheter, providing protection and allowing observation of the puncture site

IV transparent polyurethane film with and without strips

Indicated for securing the catheter and for protection
and observation of the puncture site



Transpirable and impermeable to liquids, acting as a barrier against microorganisms

Manufactured and marketed by

Iberhospitex S.A. Avda. Catalunya, 4 - 08185 Lliçà de Vall, Barcelona, Spain
Tel +34 93 843 60 34 - Fax +34 93 843 61 11 - info@iht.es - www.iht.es

Oper easy IV presentations

Oper easy IV strip presentations

Oper easy IV strip
Dressing for extra-firmly securing the catheter, providing protection and allowing observation of the puncture site

Oper easy IV
Dressing for securing the catheter, providing protection and allowing observation of the puncture site
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Reference Dressing dimensions Units per pack Packs per case Selling units

0037457 7.2 x 5 cm 100 36 3,600

Reference Dressing dimensions Units per pack Packs per case Selling units

0037467 9 x 7 cm 100 32 3,200

Support Polyurethane Permeability (MVTR) 720 (± 10%) g · m-2 · 24 h-1 at 37º C

Support thickness 25 ± 5 microns Adhesive Acrylic

Colour Transparent Adhesion to steel 250 - 850 g / 25 mm

Weight 40 ± 7 g / m2

Technical characteristics

Composition: PE film, PU film, acrylic adhesive, silicone paper.
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