
This Certi�cate has been awarded to:

YILDIRIM LED VE SES TEKNOLOJİLERİ SAN. TİC. LTD. ŞTİ

FENER MAH. BÜLENT ECEVİT BLV. NO:48 MURATPAŞA 

ANTALYA - TURKEY

 

In Recognition of the Organisation’s Management System which complies with:

For the Scope of Activities described below:

PRODUCTION, SALES AND EXPORT OF DISPOSABLE 3-LAYER WIRED/WIRELESS MASK, FFP2 MASK

Certi�cate No   : 4203   

Date of Audit   : 02.04.2021 

Date of Registration : 18.05.2021

Reissue Date : - 

Expiry Date : 17.05.2022  

ISO 13485 : 2016

This document is valid for 3 years provided that the management system is well maintained and surveillance audits are performed regularly.
After performing the surveillance audits certi�cate will be reissued. The current status of this certi�cate can be viewed via www.techcert.com.tr web site.

This certi�cate is a property of Technical Universal Veri�cation Certi�cation and Training Services Co., Ltd.
Thus, this certi�cate has to be returned if required by property owner.   National Accreditation Center (NAC) is an accreditation body whose headquarters

is located in the United States of America, which is a member of Asia Paci�c Accreditation Cooperation (APAC). 

Technical Universal Veri�cation Belgelendirme Laboratuvar 
Eğitim ve Sağlık San.ve Tic.Hizmetleri Ltd. Şti.

Macun Mahallesi Batı Bulvarı ATB İş Merkezi A Blok
No: 1/3 Yenimahalle - ANKARA / TÜRKİYE

Tel.: 00 90 312 231 82 02
• web: www.techcert.com.tr

• e-mail: info@techcert.com.tr

Technical Universal Veri�cation

MANAGEMENT SYSTEM 
ISO/IEC 17021-1:2015

NAC-011-MS

FR 32/17.03.2021/REV.05
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OF ATTESTION FOR TECHNICAL FILING FOR
Üreticinin Ticari Ünvanı & Legal Entitty : YILDIRIM LED VE SES TEKNOLOJİLERİ SAN. TİC. LTD. ŞTİ.

Adres & Adresss : FENER MAH. BÜLENT ECEVİT BLV. NO: 48 MURATPAŞA - ANTALYA - TÜRKİYE

                                                                   Listelenen ürünlerine ait üretim yerlerini, kritik tedarikçilerini, yapım özelliklerini ve uygulanabilir teknik düzenleme standartlara ait raporları da içeren teknik

                                                         dosyaları incelenmiş, Covering production place, critical suppliers, construction speci�cations and  reports regarding applicable technical regulations and 

                                                         standards of below its listed products has been reviewed and concluded that it ful�lls the requirements of;                     

                                                           93/42/EEC Tıbbi Cihazlar Yönetmeligi Sınıf I, Kural 1 & 93/42/EEC Medical Devices Directive Class I, Rule 1

                                                    AT Direkti�eri şartlarını karşıladığı kanaatine varılmıştır. EU directives it has come to the conclusion that it meets the conditions.

Ürün(ler) & Product(s): Üç Katlı Tıbbi Yüz Maskesi (Tek Kullanımlık) - TIP 1, TIP 2, TIP 2R, FFP2 ( Filitresiz )                    

Three Layer Medical Face Mask (Disposable) - TYPE 1, TYPE 2, TYPE 2R, FFP2 (No Filter)

Technical Documentation Code(s): YLD01 Rev00/ 05.05.2020

Uygulanabilir Standardlar & Applicable Standards: EN 13485:2016, EN 1041:2008, EN ISO 14971 :2012, EN ISO 15223-1:2016, EN 14683:2019,

EN ISO 10993-1:2018, EN ISO  10993-5:2009, EN ISO 10993-10:2010, EN ISO 10993-12:2012, EN149+A1:2009 

Verilme Tarihi & Date of Issue: 06.05.2021          Geçerlilik Tarihi & Expiry Date: 05.05.2022       Serti�ka No & Certi�cate No: MDD/2021/1222

Revizyon Tarihi & Revision Date: 21.09.2021

Technical Universal Veri�cation

Technical Universal Verification Belgelendirme Laboratuvar
Eğitim ve Sağlık Hizmetleri San. Tic. Ltd. Şti.

Macun Mahallesi Batı Bulvarı ATB İş Merkezi A Blok
No: 1/3 Yenimahalle - ANKARA / TÜRKIYE

Tel.: 00 90 312 231 82 02
• web: www.techcert.com.tr

• e-mail: info@techcert.com.tr

FR 32/17.03.2021/REV.05



EUDECLARATIONoFCONFORMITY
MANUFACTURER

YTLDIRIM LED VE SES TEKNOLO.lilnni sar'1. ric. l'tu.$ri.
FenerMah.Bii|entEcevitBulvartNo:4SMur.atpaEaANTALYA/TURKEY

PRODUCT DESCRIPTION

Layered ancl molded nredical device classified in the class | - Medical Device to be used as protection against

inhalatio' oiuirurrr, bacteria, other microorganisms, allergens from the environment

Brand Name: MASKY
Model: YLD0I

Type llR

The hoducer / the Manufacturer declares on his sole rcsponsibility that the^product above is, under

conditions of nonnal use and conditions oefrlrea by the Producer / tlie Manuhcturer, safe and meets all

the necessa'iegal condirion, ana rcquir.rn"nt.. Th" product, a medical device that is intended for

single use and solely in accordance with the Proiucet's / the Manufacturer's instructions'

The Confsnnity is assessed especially with the following provisions:

r Government Regulation no.-93l42lEEC Medical devices establishing teclrnical requirements for

rnedical devices, in effective wording

r Technical standard EN 14683:20l9rAC:2019 Medical face masks - Requirements and test nrethods

e Other relevant harmonizod legislation

. Otlrcr televant local' national and community standards

o For the assessmJ of conformity, the following documents were also applied to:

r Tesls for initation and clelayed-type hypcrscnsitiviry

o Resulrs of laboratory tests i"vre induitriyel Testing Laboratory Bavterial filtration efliciency

r Results of laborffi tests fevrt EndtlstrielTesting Laboratory Micrnbial Cleanliness

e Results of laboratory tott i"nt" Endgstriyel Testing Laboratory Differential Pressure

r Results of laboratoi tests f,evre End0striyel Testing Laboratory Splash Resistance Pressure

MARKING, LABELLiNG
Annex l, $13, of the Medical Devices Directive (g3l4zllqc\or Annex l, $23, of the Medical Device Regulation

(EUr2Al7t74S specifies the information that should be specified on the packaging in which the medical face

;;i, it supplied. The following infonnligl-slall be supplied:

typeofmask(asinOicaiedinfabb l). EN ISO 15223-i2016andEN lMl:2008+Al:20l3shouldbe

considered

MEASURES TO ENSURE CONFORMITY
The producer / the Manufachrer declares that he has taken all necessary measures to ensure the conformity of

products placed on trr" i"uii"t with technical documentation and basic requirements for tlris type of product'

Celreral Manager
lstanbuf 0A09P,020
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