AN ICROBIAL INCISE DRA

A barrier to
Bacterial Contamination
Transparent
Allows skin to breath
Impermable to water and bacteria
Air Permeable
Hypoallergenic
Proper viscidity and high elasticity
Thin Film
Antimicrobial Technology
Excellent Adhesion
Breathable Film
Kill bacteria that contact adhesive
Provide broad-spectrum
antimicrobial activity

Antimicrobial Drape aims to use for prevents spreading of bacterias and post-op infections in surgical operations.
It is made of cuttable polyurethane and/or polyethylene film.

Results of the most clinical studies show that skin bacteria plays an important role in occuring post-operative infections.

It can be used all Kind of surgical operations which has risk of post-op infections.

Cardiovascular procedures, valve replacements,

knee and hip replacements in orthopedic surgery,

shunt implantations are more prone to Digitally signed by Cojocaru Vera
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HI-TEC drape contains developed iodophor. Iodophor provides high and fast disinfection with application.
Especially it is important in implant surgeries.

Implants act as hideouts for bacterias and increase the risk.

Postoperative infections are major problem for surgeons.

There are some major skin pathogens responsible for postoperative infections on the following:

Staphylococcus aureus

Staphylococcus epidermidis CODE(KOD) / SIZE{EBAT)

Escherichia coli L
Escherichia enterococci

(\/\,‘\r\’ﬂ(—\/—\

X
X
X
B
J
X
X
X

AN A ANANANANN

NN




JMLIC VE DIS. TIC.LTD.STL

EC DECLARATION OF CONFORMITY

KLAS MEDIKAL CIHAZLAR SANAYI MUMESSILLIK i¢ VE DI TiC LTD.STi
FACTORY : RAMAZANOGLU MAHALLESI MAHSUS SOKAK KLAS MEDIKAL
BLOK NO: 1 i KAPI NO: 1 PENDIK 34906 ISTANBUL/TURKEY

Tel: +90 216 576 48 88 Fax: +90 216 577 8297 Email: info@klasmedical.com

Product : SURGICAL INCISE DRAPE
Classification : Classils Rule1

Brand : HITEC

GMDN Code : 47783

Applicable Directive and Standards:
Medical Devices Directive (MDD) 93/42/EEC + 2007/47/EC
Medical Device Regulation EU 2017/745(Article 120)+ Regulation(EU)2023/607

EN ISO 13485:2016+A11:2021 EN ISO 14937:2009 ASTM D3654-2019
EN ISO 11135:2014+A1:2019 EN ISO 14644-1:2015 EN ISO 14644-2:2015
EN ISO 14644-3:2019 EN 1SO 20417:2021 EN ISO 15223-1:2021
EN ISO 14971:2019+A11:2021 EN I1SO 10993-1:2020 EN ISO 10993-5:2009
EN ISO 10993-7:2008+A1:2022 EN ISO 10993-10:2021 EM ISO 11737-1:2018 +A1:2021
EN ISO 11737-2:2020 ASTM F 1980-2021 ASTM F 1929-2015
EN ISO 11607-1:2020+A11:2022 EN ISO 11607-2:2020+A11:2022 EM 17141:2020

EN ISO 22610:2006 EN ISO 22612:2005 TS 3957:2018
ISOITR 20416:2020 EN ISO 20645:2004 MDCG 2020-3 Rev.1
MDCG 2020-7 MDCG 2020-8 MDCG 2019-7

MDCG 2021-1 Revl GHFT-5G2/N54RB:2006

Method of Conformity Assessment: Annex 2 (excluding sectiond )

REF(PE) | REF(PU) [ SIZE(em) | REF(PE) | REF(PU) | SIZE(em) | REF(PE) | REF(PU) | SIZE(em) | REF(PE) | REF(PU) | SIZE(cm)
D1010 | DULOLO 10x10 D3030 | DU3030 30x30 D4540 | DU4540 45x40 Da04s | DUBN4S 60x45
D1012 | DULO12 1012 D3035 | DU303S 3035 D4545 | DU4545 45x45 D605 | DUGOSD 60%S0
DI020 | DUL020 1020 D3040 | DU3040 3040 D4548 | DU4348 45x48 Da0SS | DUBOSS 60%S35




INFUSION SET WITH
NEEDLELESS ADAPTERS

(1) Infusion set with needleless adapters ( for adults):

» Eliminates retrograde fluid up the lv line

Features

* Eliminates retrograde fluld up the IV line

* Desiagned for general 1LY, Therapy, Anesthesia Cardiovascula

& CCU, Recovery & Oncology
¢ Safe for infusicn IV medication Including most high risk antr

plastic, ar aspirating bload without nsk of hemolysis

41.05.20003 One way
41.05.20002 T way
41.05.20001 Trree way

41.05.30001 Y type with fiter

» Designed for general |L.v. Therapy, Anesthesia Cardiovascular, ICU & CCU, Recovery & Oncology

» Safe for infusion lv medication including most high risk anti-neo-plastic, or aspirating blood without risk of hemolysis



		2024-03-13T15:14:19+0200
	Moldova
	MoldSign Signature




