AT SERTIFIKA

Uretim Kalite Givence Sistemi

93/42/AT Tibbi Cihazlar Direktifi Ek V

Firma Adi : Akmeda Medikal Danismanlik Gayrimenkul Turizm San. ve Tic. Ltd. $ti.

Firma Adresi : Ostim Osb Mah. 1212. Cadde No:2 Yenimahalle ANKARA / TURKIYE
igili Ydnetmelikler ve Ekler : MDD 93/42/AT Tibbi Cihazlar Yénetmelidi - Ek V

UrOnler : Steril Tek Kullanimlik Cerrahi Ortt ve OrtU Setleri - Sinif Is
Steril Tek Kullanimiik Cerrahi OnlUkler - Sinif Is
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Location: Moldova

: 47783, 35778

Sertifika Numarasi : M.2018.106.9500
Rapor Numarasi : MD.3576.1B

ilk Belgelendirme Denetimi :20.03.2018

Tescil Tarihi :04.04.2018
Revizyon Tarihi/No D -

Gecgerlilik Tarihi :03.04.2023

UDEM, Listeli OrOnlerin 93/42/AT direktifi Ek V, gerekliliklerinin karsiladigini beyan eder. Yukarnda adi
gegen Uretici Kalite GUvence Sistemi uyguladigini ve Ek V madde 4'e gére periyodik gézaetim denetimleri ile sUrekliigini

saglayacagini beyan eder. Sinif il olarak pircsayo arz edilecek UrUnler icin Ek Il madde 4'e goére AT Tasanm
inceleme sertifikasi gereklidir. Bu belgenin mulkiyet hakki UDEM Ulusiararasi Belgelendirme Denetim Egifim San. ve
Tic. A‘i.'ye aittir ve istenildiginde iade edilmelidir. Yukarnida adi gegen firma ve UDEM bu belgenin bir kopyasini
Tescil tarihinden itibaren 5 yil sUre ile muhafaza etmelidir. CE Markalamanin kullanimi Uretici beyani ile firma
sorumiulugundadir. Adi gegen firma onaylanmis 0r0n ile ilgili bUtun degisiklikleri UDEM'e bildirmek zorundadir.
UDEM bu belgenin gegetliligini yenilemezse adi gegen firma séz konusu UrOnin piyasaya arzini durduracaktir,
Belgenin gegerliligini www.udem.com.tr internet sayfasndan konirol edebilitsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKIYE
Tel: 490 312 443 03 90 Faks: +90 31244303 76
E-posta: info@udemitd.com.fr www.udem.com.ir




ECCERTIFICATE

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

Company Name : Akmeda Medikal Danismanlik Gayrimenkul Turizm San. ve Tic. Lid. Sti.

Company Address : Ostim Osb Mah. 1212. Cadde No:2 Yenimahalle ANKARA / TURKEY

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

Product : Sterile Disposible Surgical Drapes and Drape sets - Class Is
Sterile Disposible Surgical Gowns - Class Is

: 47783, 35778

Certificate Number : M.2018.106.9500
Report Number : MD.3576.1B

Initial Assessment Date : 20.03.2018
Registration Date :04.04.2018
Revision Date /No t-

Expiry Date :03.04.2023

UDEM hereby declares that the requirements of Annex V, of the directive 93/42/EEC
have been met for the listed products. The above named manufaciurer has established and applies a
quality assurance system, which is subject fo periodic surveiiance audits, defined by Annex V, secfion 4
of the forementioned directive. According to Annex I, section 4 an EC design- examination certificate is
required for placing the Class il devices on the market. This certificate remains as the property of UDEM
Intemational Certification Audﬁn? Training Centre Industry ond Trade Inc. Co. fo whom it must be retumed
uUpon request. The above n company and UDEM must keep a copy of this certificate for 5 years from
the regstration of the certificate. U of the CE mark is under the responsibility of the manufacturer with the
completion of EC Declaration of Conformity. The doove mentioned company must nofify all changes related
with the approved product to UDEM. if UDEM will not renew the expiry date of this cerfificate in question, the
mentioned company should stop placing the product on the market. The cuency of the certificate can
be checked through www.udem.com. fr.
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