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LATEXOVÉ RUKAVICE

Výrobca: Akzenta International SA
Via Giuseppe Motta, 24
CH-6830, Chiasso, Švajčiarsko
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Veľkosť:
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Dodávateľ:
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Lipová 10927/21,03608 Martin, SR
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WWW.AKZENTA.COM
BUSINESS@AKZENTA.COM  

UST. ID NR. DE815221533

   VISIT US AT
WWW.AKZENTA.COM

VAT NO. CHE-337.693.284 IVA

AKZENTA INTERNATIONAL SA 
 VIA GIUSEPPE MOTTA 24 | CH-6830 CHIASSO 

GENERAL MANAGER:   
DR. JOACHIM MISSFELDT

COMPANY NO CHE-337.693.284

EC-DECLARATION OF CONFORMITY

 
Product:  

   non sterile, powder-free

  Class I
  
We declare that the above mentioned product satisfies the requirements laid down in MDD 
93/42/EEC, as amended by the Council directive 2007/47/EC.

Requirements of the EN 455 parts 1, 2, 3, 4:

 • Water tightness test: gloves shall not leak when tested in accordance with clause 5. 
Sample size and allowable number on non-conforming gloves in accordance with ISO 
2859-1, general inspection level I, AQL 1.5

 • Tests werd performed on gloves to ensure an acceptable performance of the products 
(physical and biological tests).

 • The product passed all quality inspection methods in accordance with shelf life 
determination requirements.

The gloves are manufactured according to ISA 13485:2003 and EN ISO 13485:2012 Quality 
Management Systems and are certified by TUV SUD America Inc. 10 Centenial Drive Peabody, 
MA 01960 USA.

Akzenta International SA      Chiasso, 01.01.2018

           Signature and stamp:

        Printed name:  Luciana Piacquadio  
        Position:  Head of office 

akzenta.com















TECHNICKÝ LIST VÝROBKU

Výrobca: MY TICARET VE MEDIKAL
Ömerli, General Şükrü Koraltı Cd.
Istanbul, Turecko

Názov výrobku:
Veľkosť:

s

Dodávateľ:
STATUS S, s.r.o.,
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EC DECLARATION
OF CONFORMITY

Manufacturer̓s NameandAddress : MYTİCARETVEMEDİKALA.Ş.

ÖmerliMah.General ŞükrüKoraltı Cad.No :33
Arnavutköy-İstanbul/TURKEY

NameOfDevice :

TypeandRegistiration/CatalogNo : Powdered LatexExaminationGloves -

Powder Free LatexExaminationGloves -

Powder Free Nitrile ExaminationGloves -

Brand :

Classification : Class I

ConformityAssessmentProcedure : AnnexVII

ConformityRoute : Self Declaration

We herewith declare with our own responsibility that above mentioned product(s) with CE mark is fully
compliancewithEssential Requirementof theECCouncilDirective 93/42/EEC14thJune 1993concernedmedical
devices, amendedbyCouncilDirective 2007/47/EC.

VerificationCertificates : Quality Management SystemEN ISO13485:2016
Certificate No: ISO 028361179

Quality Management SystemEN ISO9001:2015
Certificate No: ISO 01940117



Standards : EN374-2Protectiveglovesagainstdangerouschemicalsand
microorganisms-Part2:Determination of resistance to penetration.

EN 16523-1+A1 Determination of material resistance to
permeation by chemicals-Part 1: Permeation by potentially
hazardousliquid chemicalsunder conditionsof continuouscontact.
(EN 374-3standard hasbeen revised asEN 16523-1+A1)

EN374-4Protectiveglovesagainstdangerouschemicalsand
microorganisms-Part4:Determination of resistance to degradation
bychemicals.

EN374-5Protective glovesagainstdangerouschemicalsand
microorganisms-Part 2: Terms and performance rules for
microorganismrisks.

EN455-1Medicalglovesfor singleusePart 1:Requirements
and testing for freedomfromholes.

EN455-2Medicalglovesfor singleusePart 2:Requirements
and testingforphysical properties.

EN455-3Medicalglovesfor singleusePart 3:Requirements
and testingforbiologicalevaluation.

EN455-4Medicalglovesfor singleusePart 4:Requirements
andtestingfor shelf life determination.

EN ISO 10993-1Biological evaluation of medical devices-
Part-1:Evaluation and testingwithin a riskmanagementprocess.

AuthorisedSignatory

Name-Surname : MURATYILDIZ

Position : CEO

Signed :

Date : 22.03.2020



Návod na použitie a údržbu jednorazových rukavíc

Návod na nasadenie rukavíc Návod na odstránenie rukavíc



17 578,00

2 636,70
10 546,80

4 394,50

3 515,60
20%

21 093,60

3 164,04

12 656,16

5 273,40

527,34
2 109,36
878,90

______

Martine 03.03.2021

STATUS S, s.r.o.
Lipová 10927/21, 036 08 Martin
44015828
Igor Pramuk, konateľ
SK2022560287
FIO BANKA

09
pramukova.status@gmail.com

Igor Pramuk, konateľ



TECHNICKÝLISTVÝROBKU

Značka:
Názov výrobku:
Výrobca:
Veľkosť:
Vyrobené v Malajzii.

Dodávateľ:
STATUS S, s.r.o.,
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