SERTIFIKA

Tam Kalite GUvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek Il

Firma Adi : Genject Saglik Urinleri ve Kimya San. ve Tic. A.$

Firma Adresi : Saray Mah. Fatih Sultan Mehmet Bulvarn No: 407/B Kazan
ANKARA/ TURKIYE

lgili Yénetmelikler ve Ekler : MDD 93/42/AT Tibbi Cihazlar Yonetmelidi - Ek I
(Madde 4 Harig)

Uronler : Tek Kullanimlik Sinif lla Steril Uronler

- Kan Gazi $inngas! - igneli

- Hipodermik Sinnga - igneli - Contali / Contasiz
(2 mk-2,5 mi-5ml-10 ml-20 mI-50 ml)

- Beslenme Enjektdr - ignesiz (50 mi)

Sertifika Numarasi : M.20i5.106.5477
Rapor Numarasi : MD.3003.1B

ilk Belgelendirme Denetimi :18.09.2015 : ,
Tescil Tarihi 126.10.2015 | %
Yeniden Belgelendirme Tarihi/No ;o aragrg-elcelendirme

i ; Denet\mj Egitim Merkezi
Gegerlilik Tarihi :25.10.2020 San. ve TiewLtd-Sti.

saglayacadini beyan eder.Sinif 1l olarak piyasaya arz edilecek Srunler rgm Ek 1| madde 4'e gore AT Tasarm

Inceleme sertifikasi gereklidir. Bu belgenin mulkiyet hakki UDEM Uluslararasi Belgelendirme Denetim Egitim San. ve
Tic.Ltd.$ti.'ye aittir ve istenildiginde iade edilmelidir. Yukanda adi gegen firma ve UDEM bu belgenin bir kopyasini
Tescil tarihinden itibaren 5 yil sUre ile muhafaza etmelidir. CE Markalamanin kullanimi Oretici beyani ile firma
sorumlulu% undadir.Adi ge en firma onaylanmis 0rin ile ilgili bGtun degisiklikleri UDEM’e bildirmek zorundadir.
UDEM bu belgenin geQerl iligini yenilemezse adi ge?en firma séz konusu Urinun piyasaya arzint durduracaktir, 2292

UDEM, Listeli GrOnlerin 93/42/AT direktifi Ek Il, madde 4 hari¢ gerekliliklerinin karsiladigini beyan eder. Yukanda adi
gecen Uretici Kalite GOvence Sistemi uygulodlglnl ve Ek Ilmadde 5'e gére periyodik gozetim denetimieri ile sOrekliligini

Belgenin gegeiligini www.udemitd.com.tr internet sayfasindan kontrol edebilirsiniz.

Adres Mutlukent Mahallesi 2073 Sgkak (Eski 93 Sokak) No:10 Cankaya — Ankara - TURKIYE

mitd.com.ir




CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex Il

Company Name : Genject Saglik Urlnleri ve Kimya San. ve Tic. A.S

Company Address : Saray Mah. Fatih Sultan Mehmet Bulvar No: 407/B Kazan
ANKARA / TURKEY

Related Directives and Annex : MDD 93/42/EEC Medical Devices Directive - Annex ||
(Excluding Section 4)

Product : Disposable Class lla Sterile Products

- Blood Gas Syringe With Needle

- Hypodermic Syringe With Needle — Sealed /Nonsealed
(2 ml-2,5 mI-5ml-10 mI-20 mI-50 m)

- Nutrition Injector Without Needle ( 50 mi)

Certificate Number 1 M.2015.106.5477
Report Number : MD.3003.1B
Initial Assessment Date 1 18.09.2015
Registration Date :26.10.2015

Reissue Date/No - and Tro'c{e Co Ltd
Expiry Date : 25.10.2020 T

-~
UDEM hereby declares that the requirements of Annex I, excluding section 4 of the directive 93/42/EEC w
have been met for the listed products. The above named manufacturer has established and applies a r-

dlity assurance system, which is subject to periodic surveillance audits, defined by Annex Il, section 5
of the forementioned directive. According to Annex I, section 4 an EC design- examination certificate is
required for placing the Class lll devices on the market. This certificate remains s the property of UDEM
Intemational Certification Auditing Training Centre Industry and Trade Co. Ltd. to whom it must be retumed

upon request. The above named company and UDEM must keep a copy of this certificate for 5 years from 2 29 2
the registration of the certificate. Usog?e of the CE mark is under the responsibility of the manufacturer with the
onf

complefion of EC Declaration of Conforrity. The above mentioned company must notify all changes related
with the approved product to UDEM. If UDEM will not renew the expiry date of this cerhﬁccte in question, the
mentioned company should stop placing the product on the market. The curency of the certificate can
be checked through www.udemitd.com. ir.

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
E-mail: info@udemitd.com.tr www.udemlitd.com.tr
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