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UYGUNLUK DEGERLENDIRME SERTIFIKASI

llgili Direktif: Tibbi Cihaz Yonetmeligi 93/42/EEC (93/42/AT), Kisisel Koruyucu Donanim Yénetmeligi (AB)
2016/425 Cat 111, Type 5-6 Sinif I,Madde 7(Olgme fonksiyonu olmayan ve steril olmayan)

Test ve Belgelendirme Kurulusu: SASTEK Uygunluk Degerlendirme Hiz.San.Tic.A.S.

Firma Ismi ve Adresi: YRT-YUSUF RAGIB TINARLIOGLU ‘ ) .
Dumlupinar Mah. Pelin Sok. B Blok No:51/162 Kadiksy/ISTANBUL-TURKIYE

Uriin : YRT Marka Tek kullanimlik ve genel amagl ve tibbi koruyucu énliik
Model: YRT Steril ve YRT Non-Steril

SASTEK Kapsami:

Teknik dosya incelenmesi: Teknik Cizimler, Malzeme Sertifikalari, EN 14126:2005.EN 14605+A1:2010,
EN 13982 -1:2004 /A1:2010, EN 13034:2005+A1:2009, EN 1149-5:2018 raporlari, Kullanim Kilavuzu.,
Uygunluk Beyani ve Tarih Plakasi CE Igaretinin Uygulanmasi incelenmistir.

Ilgili direktif ve standartlar:
SASTEK Kurallari; 93/42/EEC (93/42/AT) Tibbi Cihaz Yénetmeligine ve Kisisel Koruyucu Donanim
Yonetmeligi (AB) 2016/425 uygun , YRT_T4 sayih teknik dosya SASTEK tarafindan kontrol edilmistir.

Teknik dosya icerigi:
Sézkonusu firmanin YRT_T4 sayili teknik dosyasi onaylanmustir.

CE Markalama:

Aciklamalar: Agagida imzasi bulunan kisi, burada adi gegen firmanin SASTEK Kurallari'nin uygulanabilir
sartlarina uygun olarak denetlendigini belgelemektedir. 93/42/EEC (93/42/AT) Tibbi Cihaz Yénetmeligine .
Kisisel Koruyucu Donanim Yonetmeligi (AB) 2016/425 ve YRT T4 teknik dosyasi SASTEK A. S. tarafindan
onaylanarak isbu sertifika diizenlenmistir.

Referans Test Reporu EKOTEKS
‘ </

isim : Denizhan OZER
General Manager
Veren Kurulus : SASTEK A.S.

Sertifika No: CE.11.20/RG.TD.028
(Sertifikay: web sayfasindan kontrol edebilirsiniz)
Date of [ssuance : 17.11.2020

Location of Inspection: YRT-YUSUF RAGIB TINARLIOGLU
Dumlipinar Mah. Pelin Sok. B Blok No:51/162 Kadiksy/iISTANBUL-TURKIYE

Bu sertifika Onaylanmis Kurulusun yazilt izni olmadan kismen ¢ogaltilamasz. Im=asi= sertifikalar gegersizdir.

Signed by /
Podpisano przez:

Przemystaw
Bogdan Chrupek

Date / Data:
2024-02-20 10:45
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CERTIFICATE OF ATTESTATION

Project/Installation: Technical Consultancy for 93/42/EEC Medical Devices Directive and Regulation (EU)
2016/425 Personal Protective Equipment, Cat I1I, Type 5-6

Class I,CI 7 (Olgme fonksiyonu olmayan ve steril olmayan)

Sub-supplier, if any copies to: SASTEK Co.

Inspection ordered to SASTEK by: YRT-YUSUF RAGIB TINARLIOGLU

. Dumlupinar Mah. Pelin Sok. B Blok No:51/162 Kadikdy/ISTANBUL-TURKIYE

Description of the Supply / Subject of inspection:
Surgical Gowns Brand YRT (Onliik)
Type: YRT Steril and YRT Non-Steril

Scope of the SASTEK :

Technical Consultancy for the Preperation of Technical CE files: Review of Technical Drawings.Review of
Material Certificates, EN 14126:2005.EN 14605+A1:2010,EN 13982 -1:2004 /A1:2010,

EN 13034:2005+A1:2009, EN 1149-5:2018 Test Reports, Review of Operating Instructions, Declaration of
Conformity &Application of CE Marking on Date Plate.

This supply complies with the following applicable document(s):
SASTEK Rules for 93/42/EEC Medical Devices Directive and Regulation (EU) 2016/425 Personal Protective
Equipment for on YRT T4 technical file reviewed.

List of enclosures: Technical CE Files
The technical file of the said firm, which specifies YRT _T4 technical file, has been approved.

Marking and Stamping on the items:CE Marking

Particulars or comments:The undersigned certifies that the here above-mentioned supply was inspected in
conformity with applicable requirements of SASTEK Rules 93/42/EEC Medical Devices Directive and
Regulation (EU) 2016/425 Personal Protective Equipment as stated on YRT _T4 technical file and contractual
requirements governing mission enstrusted to SASTEK without any remarks.

Referans Test Report , EKOTEKS Test Laboratory,

General Manager
[ssued by: SASTEK Co. -

Certificated No: CE.11.20/RG.TD.028
(You can check the certificate on the web page)
Yiirurltliik Tarihi : 17.11.2020
Inceleme Yeri: YRT-YUSUF RAGIB TINARLIOGLU
Dumlipinar Mah. Pelin Sok. B Blok No:51/162 Kadikdy/ISTANBUL-TURKEY

Without written permission of the notified body this approval on quality management system may not be reproduced . Approval
without signature and seal are not valid.
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