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HAS GROUP

KomPlas®

SOFT GLOVE

POLYNITRILE
RUKAVICE

« Nova generacija PolyNitrile rukavica;

« Napravljene od termoplasti¢nog
elastomera — TPE;

« Jako elasti¢ne i odlicno prijanjaju
uz Saku;

e Neizazivaju neugodno znojenje;
e ZaviSenamjensku upotrebu;

« Elasticnom strukturom otporne na
deranje;

« Ne sadrze puder i lateks;

+ Bez mirisg;
« Crna, plava, bijela boja;

« Pakovanje 100/1.




.o

2 NNa

Notified Body Number: 2841

AB Tip Inceleme Sertifikasi

EU Type-Examination Certificate

Belge No / Certificate No £ 265-21-01
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /
Certification Date / Certificate Validity Date :02.07.2021-02.07.2026

Belge Gegerlilik Tarihi / Document Validity Period : 5 yil{ 5 years

Firma Unvam ve Adresi /

Company Nanie.and Address : KOMPLAS TEMZILIK AMBALAJ URUNLERI
YAPI SANAYI VE TICARET LIMITED SIRKET#
Atatiirk Mah. Adnan Menderes"Cad. No:15 Ig Kapi Na:.91
ESENYURT=ISTANBUI:

Uriin Ad1 /Modeller / Product Name / Models : KOMPLAS Seft Glove, MEDIKOM Soft Touch
Direktifi / Directive :2016/425 REGULATION
ModiilivKategori / Module / Category : B MODULU/ KATEGORI 111
MODULE B/ CATEGORY 111
Test Rapor No/lar / Test Report No : MNA M-2021-01147

Uriin Tipi / Product Type:

- EN420+A1 Koruyucu Eldivenler / Protective gloves

- EN ISO 374-1 Tehlikeli damyssallara Ve Mikroorganizmalara Kargi Koruyucu Eldivenler (Performans
Seyiyeleri:/Tip €) / Progeclive Gloves“Against Dangerous Chemicals And Micro-Organisms (Performance
Levels Type()

-7 ENISO 374-5 Tehlikeli Kimyasallara Ve Mikroorganizmalara Karsi Koruyucu Eldivenler - Boliim 5;
Mikroorganizmal riskler igin terimler ve performans kurallan - Protective Gloves Against [Jangerous
Chemicals And Micro-Organisms Part 5: Terminology and.perfornituice.requirements for micro-organisms
risks

Uriiniin Malzeme Bilgisi / Product Material Information: KOMPLAS Soft Glove, MEDIKOM Soft Touch model
iiriinleri termoplastik elastomer kullanilarak |ma] edlhmstxrl KOMPLAS Soft Glove, MEDIKOM Sofi Touch ntodel

products are factured using thermoplastic

Volkan AKIN Qkan AKEL
02107.202 1 02.07.2021
Karar Verici-'/ Approver Sirket Miidiirii / General manager

MNA Iabomuvar!an San. Tic.Ltd .Sti
Adres: Kiiciikbakkalkéy'N nidogan Cad.No:21 Atasehir/ istanbul
[N\get=0216574.0% GBFaks 0216 575 13 31 www.mnalab.com
UFForm-002/Rev.04 /12:03.2020,
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T
T £ DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Manufacturer name KOMPLAS TEMiZLiK AMBALAJ UR. YAPI SAN. VE TiC. LTD. $Ti.
Uretici adi

Manufacturer address Atatiirk mah. Adnan Menderes Caddesi No:15/91 Aktim is
Uretici adresi Merkezi Esenyurt / istanbul Turkey

Product description Medical Gloves For Single Use

Uriin tanimi Tek Kullanimlik Tibbi Eldivenler

Trade name KomPlas®

Ticari marka adi omPlas

European directive(s) Medical Devices Directive (93/42/EEC)

ilgili AT direktifleri Tibbi Cihazlar Yénetmeligi (93/42/AT)

European standart(s) EN 455-1:2020

ilgili AT standartlari EN 455-2:2020

EN 455-3:2020

EN 455-4:2020

BS EN 13130-1:2004
EN 1186-1:2002

Classification Class | Other
Siniflandirma Sinif | Diger (Steril ve 6l¢iim 6zelligi olmayan)
Certificate Number EC 032150

Belge Numarasi

Applied annex Annex — 7 (Declaration of Conformity)
Yiiriitiilen ek Ek — 7 (Uygunluk Beyani)

Herewith declare that the product that menitoned in above
is in conformity with the provisions of the following essential requirements of EC Directive and standarts
when installed in accordance with the installation instructions contained in the product documentation

Yukarida tarifi yapilan iriinimiz Avrupa Toplulugu (AT) tarafindan yayinlanmis olan ilgili Avrupa
Toplulugu (AT) direktifinin ve standartlarinin temel saglik ve giivenlilik gerekliliklerini karsiladigin
beyan ederiz

Signed for and on behalf of the KOMPLAS TEMizZLiK AMBALAJ UR. YAPI SAN. VE TiC. LTD. $Ti.
KOMPLAS TEMIZLIK AMBALAJ UR. YAPI SAN. VE TiC. LTD. $Ti. adina

Signature

Imza

Name, Function (isim, Gérevi): Umut Sezigen, General Manager (Genel miidiir)

Place of issue (Yayinlanma yeri): istanbul — Turkey
Date of issue (Yayinlanma tarihi): 25.03.2021
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Pofali¢cka 5, 71000 Sarajevo
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+387(33)500350
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