CERTIFICATE

Production Quality Assurance
Medical Devices Directive 93/42/EEC Annex V

Company Name : Nurel Medikal San. ve Tic. A.S.

Company Address : Dosab Karanfil Sok. No:4.B. Osmangazi BURSA / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex V

: Sterile Surgical Gowns, Surgical Drapes and Drape Sets - Class Is

: 47783, 35778, 35092

Certificate Number 1 M.2016.106.7196

Report Number : MD.3336.YB

Initial Assessment Date :15.07.2016

Registration Date :23.11.2016

Recertification Assessment Date : 02.10.2019

Reissue Date / No :04.05.2020/01 Auditing Training C€ntre Industry
Revision Date /No ‘- and Trade Inc. Co.

Expiry Date :27.05.2024

UDEM hereby declares that the requirements of Annex V of the directive 93/42/EEC have been met for the @
sted products. The above named manufacturer has establshed and applies a quality assurance system, which
is subject o periodic survellance audifs, defined by Annex V, section 4 of the aforemenfioned drecfive. UDEM's
%ponsbi‘ry for class | devices covered by the EC serfificate is imited to manufacturing issues related to
and maintaining sterile cono%om‘ , if the dev,ce is sterile; and manufacturing issues related to
t's conformity with me ical requirements, if it has measurement funcfion. This ¢ ate remains as
the property of UDEM In i Certification Audifing Training Cenire Industry and Trade inc. Co. fo whom
it must be refumed upon request. The above named ¢ ond UDEM must keep a copy of this cerfificate
for 5 years from the registration of the cerfificate. Us: of the CE mark is under the res ibility of the UDEM
manufacturer with the completion of EC Declaration of Conformity. The above menti company must
no c;tdalgesrebiﬁgmihe wmmtfoﬂUDwUD?MEMmirmm ry date of this g )
C e in question, the men company should stop i product on the et. The vaidity
of the certificate can be checked through www.udem.com. fr. ek - . . .
Digitally signed by Granaci Boris

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya ~ Ankargatd! 112.18 16:22:58 EET
Phone: +90 0312 443 03 90 Fax: +900312 4430376 Reason: MoldSign Signature
E-mail: info@udemlitd.com.tr  www.udem.com.ir Location: Moldova




TURK STANDARDLARI ENSTITUSU
TURK STANDARDLARINA UYGUNLUK BELGESI

TURKISH STANDARDS INSTITUTION
CERTIFICATE OF CONFORMITY TO TURKISH STANDARDS

Markanin Tanimi Description of the Mark

TSE veya/or @ veya/or = ¢) L

BELGE NUMARASI
REFERENCE NUMBER OF LICENCE

BELGENIN ILK VERILIS TARIHi
DATE OF FIRST ISSUE OF LICENCE

BELGENIN SON GEGERLILIK TARIHi
LICENCE VALID UNTIL

BELGE SAHIBi KURULUSUN ADI
NAME OF THE LICENCE HOLDER

BELGE SAHIBi KURULUSUN ADRESI
ADRESS OF THE LICENCE HOLDER

URETIM YERI ADI
NAME OF THE MANUFACTURING PLACE

URETIM YERI ADRESI
ADRESS OF THE MANUFACTURING PLACE

iPTAL EDILEN BELGE NUMARASI (Varsa)
INDICATION OF SUPERSEDED LICENCE (if any)

TESCILLIi TICARI MARKASI
REGISTERED TRADE MARK

iLGILI TURK STANDARDI
RELATED TURKISH STANDARD

BELGE KAPSAMI
SCOPE OF LICENCE

032856-TSE-01/02

27.04.2007

27.04.2024

NUREL MEDIKAL SANAYIi VE TICARET A.S

DEMIRTAS ORGANIZE SANAYI BOLGESI KARANFIL SOK. NO:4/B
OSMANGAZI BURSA/TURKIYE

NUREL MEDIKAL SANAYI VE TICARET A.S.

DEMIRTAS QRGANiZE SANAYi BOLGESI KARANFIL SOK. NO:4/B
OSMANGAZI BURSA / TURKIYE

032856-TSE-01/01
EUROSET

TS EN 13795-1/30.09.2019

HASTALAR, KLINIK PERSONELI VE DONANIMLAR IGIN TIBBi CIHAZ OLARAK KULLANILAN
CERRAHI ORTU-YUKSEK PERFORMANS, TEK KULLANIMLIK

CERRAHI ORTU-STANDARD PERFORMANS, TEK KULLANIMLIK

CERRAH| ONLUK-YUKSEK PERFORMANS, TEK KULLANIMLIK

CERRAHI ONLUK-STANDARD PERFORMANS, TEK KULLANIMLIK

e-imzali/e-signed
04.05.2023

Belgelendirme Merkezi Bagkani Adina
ASU KORNOSOR

TSE BURSA BELGELENDIRME MUDURU

*Bu belge, belgelendirilen triiniin, tretim yerinin Enstitiimuzin belirledigi sartlar karsiladigini da gosterir.

*Bu belge, hi¢ bir suretle tahrif edilemez, kismen veya okunmasini zorlastiracak sekilde gogaltilamaz, kazinti ve silinti yapilamaz.

*TSE BURSA BELGELENDIRME MUDURLUGU * Adres: Organize Sanayi Bélgesi Kirmizi Cad. No:6 16140 BURSA * Telefon: 02242438000(5H)* Faks: 02242438324

*TSE BELGELENDIRME MERKEZ BASKANLIGI; Adres: Necatibey Cad. No:112 06100 Bakanlikla’ANKARA — Telefon: 0 312 416 64 81 / 416 64 27, Faks:0 312 416 66 17 E-posta

:bmb@stse.org.tr , web : www.tse.org.tr

https://evrakkontrol.tse.or g.tr/BelgeDogr ulama.aspx?p=kglgr Syu adresinden belgenin dogrulugunu ve gegerliligini sorgulayiniz.
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