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EC DECLARATİON OF çONFORMİTY

. We APEX Teknik Tekstil ve Sağlık Ürünleri San. Tic" Ltd. Şti.

Herewith declare that the fcliowing described product meeis the provisions of the foilowing directives. Ail
supporting cjocumentation is retained uncjer the permises of the manufactureı,.

PRöüUcT§

55A LAMİNATED REİNF1RCED süRGlCAt GOWN

STANDARD§

$/4aEcc MEDıçAL DEVıcEs REGULAT|oN {clAss lANEXVıı}
2016İ 425 PERSoNAL PROTEGT|VE EQU ıPMENT REGU LATıoN

EN 13795"1 Surgicai Clothing and Drapes - Requirements and Methods - Part 1: Surgical ürapes and
Gowns
EN 15223-1 Medical Devices - Symbols to be used with Medicai Device Labels, Labelling and lnformation

to be supplied - Part '1: General Requirements

EN lSO 14791 Medicai Devices - Application of Risk Management to Medical üevices
EN lSO 10993-1 Biologicai Evaluation of Medical Devices - Paıt 1: Evaluation and Testing
EN lSO 9001:2000 Quaiity Management System - Requirements

EN lSO 13485:201S Medical devices - Quality management systems - Requirernents for regulaiory
pu|,pOse§

TS EN 14126lAC Protective ciothing - Performance requirements and test meihods for protective clothing
against infective agent§.

TS EN 13688 Proteciive ciothing - General requirements

TS EN 13034+41 Protective cloihing against iiquid chemicals * Performance requirements for çhemical
protective ciothing offering iimited protective performance against |iquid chemicats {type 6 and type PB (6)

equipment ).

TSENlSO13982-1/41 Protective clothing for use against solid particulates - part 1: performance

requirements for chemical proiective clothing providing protection to the fuii body against airbcrne so|id
particulates(type 5 clothing)

AONTACT ıNrQRMATıOuş

APEX Teknik Tekstil ve Sağlık Ürünleri San. Tic, Ltd, Şti.
Hacı Sabancı Organize Sanayi Bölgesi Ordu Caddesi No: 23 Yüreğir / Adana
+90 322 391 44 70 {Pbx)
+90 322 394 4473
info@anıet.com.tr



   

MD : Machine Direction             

CD  : Cross Direction 

 

Date Quality Control Officer Quality Control Manager 

 
 

 
 

 

      
 

 

 
CERTIFICATE OF QUALITY 

ÜRÜN ANALİZ SERTİFİKASI 
 
 

Product                                                 :  Lamination 

 

Customer / Müşteri Adı                         :    

 

Order Productioın Date/ Üretim Tarihi :   

       

Product Type / Ürün Tipi             :  SPUNBOND BLUE NONWOVEN FABRIC ROLL 

 

Product Description / Ürün Tanımı      :   Spunbond, Polyethylene Film 

 

Material / Materyal                         :   35 gr/m2 Blue SB, 18 gr/m2 Blue PE FILM, 2 gr/m2 ADHESIVE 
 

Application on Fabric / Aplikasyon      :  Normal 

 

Fabric Colour / Renk                             :  Blue / Mavi 

 

Weight / Gramaj                         :   55 gr 

 

Width / Kumaş Eni                         :   160   

     

Packing / Paketleme                              :   PE Bag with label, core diameter :  

 
  

 

PROPERTIES 

 

 

TEST 

METHOD 

 

 

UNIT 

 

TOLERANS 

FOR 

AVARAGE 

RESULTS 

( +/-  ) 

 

 

TEST VALUE 

  

WEIGHT / GRAMAJ 

 

ISO 9073-1 

 

g/sq.m 

 

%10 

 

55 

TENSILE STRENGTH /                MD 

KOPMA  MUKAVEMETİ            CD 
ISO 9073-3 

 

N / 5 

cm 
%10 

64,0 

34,0 

ELONGATION /                            MD 

KOPMA UZAMASI                      CD 

 

ISO9073-3 
% %10 

67,0 

65,0 

















This is to Certify that the

Medical Devices – Quality Management System

of

APEX TEKNİK TEKSTİL VE SAĞLIK
ÜRÜNLERİ SAN. TİC. LTD. ŞTİ.

ISO 13485:2016

has been independently assessed and is compliant

with the requirements of

This Certificate is applicable to the following product or service ranges:

:: Certificate No :: TR51529H

PRODUCTION AND SALES OF SINGLE USE MEDICAL CONSUMABLES
(MASK, CAPS, SHOE COVER, SLEEVE COVER, COVERALL, GOWN,

SHEET, DRAPE AND SURGICAL SETS)

TEK KULLANIMLIK SAĞLIK ÜRÜNLERİ (MASKE, BONE, KEP, GALOŞ, KOLLUK,
TULUM, ÖNLÜK, ÖRTÜ VE AMELİYAT SETLERİ) ÜRETİMİ VE SATIŞI

Director

MERKEZ ADRE : ACIDERE OSB MAH. ORDU CD. NO:23
SARIÇAM / ADANA

Sİ
/ TÜRKİYE

ŞUBE ADRESİ ORUC REİS MAH. BARBAROS CAD. GİYİMKENT SİTESİ 16.
SOK. İSTANBUL TÜRKİYE

:
NO:102-104 ESENLER / /

Date of initial registration 07 February 2020

Date of this Certificate 07 February 2020

Recertification Due / Certificate expiry
This Certificate is property of Staunchly Management & System Services Ltd. and remains valid

subject to satisfactory surveillance audits.

06 February 2023

Surveillance audit on or before 06 February 2021
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EU TYPE-EXAMINATION CERTIFICATE 
 

 No CE 1284200831 - 00 - 00  
 
 
 

 
According to “Regulation (EU) 2016/425 of the European Parliament and of the Council” 

of 9th March 2016 on Personal Protective Equipment and repealing Council Directive 

89/686/EEC 
 

Centro Tessile Cotoniero e Abbigliamento S.p.A. 
P.zza Sant’Anna, 2 - 21052   Busto Arsizio (VA) - Italia 

 
EEC Notified Body N° 0624 

 

- in view of the firm’s application submitted on:  26th November 2020; 

- in view of the positive results of the Technical File verification submitted by the 

manufacturer together with the above mentioned request; 

- in view of the manufacturer’s declaration stated in the Technical File attached to the 

above mentioned request 

- having verified that technical specification of design and manufacture is in 

compliance with basic requirements specified in annex II of Regulation (EU) 
2016/425 and that technical manufacturing documentation is in compliance with 

above mentioned specifications; 

- in view of the positive test results carried out on the basic model representative of 

production according to paragraph 4 of annex V of Regulation (EU) 2016/425; 
 

 
Issues to: 

 
APEX TEKNIK TEXSTIL VE SAGLIK URUNLERI SAN.VE 

TIC.LTD.STI 
ACIDERE OSB MAH. ORDU CAD. No. 102 ESENLER ISTAMBUL 

TURKEY  

CONFEZIONI ANDREA ITALIA S.r.l. 

 
the EU Type-Examination Certificate concerning the following PPE model: 

 
Protective GOWN against infective agents 

code 7040 
Category:  III  (third)   

 

 
The model of Personal Protective Equipment is subject to conformity to type assessment according to  

Section 19 c) of Regulation (EU) 2016/425 (Module C2 or D) 
  



 
 
 

 EU Type Examination Certificate n. CE1284200831-00-00 Apex 
 

Pag. 2 di 3 

 

 

 

Basic type description 
 

Art. 7040 
 

Gown with long sleeve, knitted cuff, simple seam, back fastening 
system by laces. 
Fabric three-layer: 100% polypropylene, + polyethylene film, 52 g/m2, 
color medical green. 
Knitted cuffs: 100% polyester 

 

 

  
 

Variations description 
 

 No variations 
 

Sizes 
 

 From S to XXXL 
 

Standards 
 

 EN ISO 13688:2013 Protective clothing -  general 
requirements 

 

 EN 14126:2003 
+AC:2004  
 

Protective clothing - Performance 
requirements and tests methods for 
protective clothing against infective 
agents 

 

Performance levels 
 

EN 14126 Type PB 6-B Limited protective performance against 
light spray, liquid aerosol or low 
pressure, low volume splashes  - Partial 
body protection 

 

 Class 6 Resistance to penetration by 
contaminated liquids under hydrostatic 
pressure. 

 

 Class 6 Resistance to penetration by infective 
agents due to mechanical contact with 
substances containing contaminated 
liquids. 

 

 Class 3 Resistance to penetration by 
contaminated liquid aerosols. 

 

 Class 3 Resistance to penetration by 
contaminated solid particles 

 

Use 
 

 Clothing to be worn to protect against infective agents. Other uses 
than those listed above are excluded. 



 
 
 

 EU Type Examination Certificate n. CE1284200831-00-00 Apex 
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Tests 
 

 The test results are included in the report: 20RA13283, 20RA13292, 
20RA13295, 20RA13390 

 

Marking 
 

 The following information are listed on the label inside the garment: 

 § CE marking 
§ Company name 
§ Article code 
§ Standards  

§ Standardized pictograms  
§ Maintenance symbols 
§ Fabric composition 
§ PPE category  

 

Validity 
 

 § This certificate has 5-year validity from issue date. On expiration 
date the Manufacturer will be responsible to require the renewal. 
 

§ Any change on model and materials object of this Certificate 
shall be notified and then approved by Centrocot. 

 
This certificate must be filed by the manufacturer and must be shown, if requested, to the Body that performs controls or to the surveillance authority 

 
 

 
Busto Arsizio,   General Manager 

Dr. Grazia Cerini 
Issue date: 
03rd December 2020 

  
 

Expiry date: 
03rd December 2025 

  
 

 




