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UYGUNLUK BEYAN! / DECLARATION of CONFORMITY
IMALATCI / MANUFACTURER :
GENJECT SAGLIK URUNLERI VE KIMYA SAN. VE TIC. A.S.
IMALATCI ADREST / MIANUFACTURER ADRESS:
SARAY MAH. FATIH SULTAN MEHMET BULVARI NO: 407/B KAZAN/ANKARA — TURKIYE
ILETiSiM BILGILERI : TEL : +90 312 815 44 84 FAX : +90 312 815 44 94 www.genject.com
URUN ADI ve KODU / PRODUCT NAME and CODE :
KANGAZI SIRINGAS! IGNEL] {LITYUM HEPARIN ICERMEKTEDIR) /BLOOD GAS SYRINGE WITH NEEDLE
URETIM ve SON KULLANMA TARIHI / MANUFACTURING and EXPIRY DATE
Label
PARTI NO/ LOT NUMBER :
Label
UYGULANAN STANDARTLAR / APPLIED STANDARTS
EN IS0 13485:2012, TS EN ISO 10993-1/AC:2010, TS EN 1041+A1:2014, TS EN ISO 10993-10:2011, TS EN 1O
10993-11:2010, TS EN ISO 10993-5:2010, TS EN ISO 10993-4:2010, TS EN ISO 10993-1:2010, EN iSO
14971:2012, EN 556-1:2001, TS EN ISO 7886-1:1998, TS 3521-2 EN 1707:2001, TS £N 150 15223-1:2012, EN ISO
11137-2:2012, EN ISO 14155:2012, TS EN ISO 11607-1:2010, TS EN 1SO 11607-2:2010, EN ISO 11737-1:2006,
TSEN ISO 11737-1/AC,TS EN ISO 14644-8:2013,TS EN ISO 7886-2:2006,TS EN ISO 14644-1:2001, TS EN 1SO
14644-2:2006, TS EN 1SO 14644-3:2006,EN 1SO 62366:2008,TS 11605 EN [SO14644-1
UYGULANAN DIREKTIFLER / APPLIED DIRECTIVES
MEDICAL DEVICES DIRECTIVE 93/42/ EEC, CLASS HIA Kural 6 EK i
WE HERE WITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE PROVISIONS OF THE COUNCIL
DIRECTIVE 93/42/EEC FOR MEDICAL DEVICES. ALL
SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER,
FIRMA SORUMLUSU / RESPONCE OF COMPANY
BULENT BATTAL YER-TARIH / PLACE-DATE : ANKARA 26.10.2015
EC Certificate No/ CE Sertifika No : M.2015.106.5477
UDEM Uluslararas: Belgelendirme Denetim Egitim Merkezi San. ve Tic.Ltd. Sti. e
GMDN CODES: 58095 ﬂ wﬂﬂv
NOTIFIED BODY : 2292
ADRES
Mutlukent Mah. 2073 Sokak No: 10 Cankaya-ANKARA
CANKAYA/ ANKARA/TURIIYE
YETKILI IMZA / LEGALLY BINDING SIGNATURE -
BULENT BATTAL
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v ¥ Suray stah, £atth Sultan ¥
aym Tarihi: 11,11, Ro: 40718 Kuzan-|
vin Tarihi: 11.11.2011 Tal: 0 {312} 815 44 64 - Fax:
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Digitally signed by Marinescu Traian Alin 4

Date: 2020.03.25 15:45:23 EET
Reason: MoldSign Signature

Location: Moldova

Rev. Tarihi : 26.10.2015 Rev No: 03

Genject Saghk Uriinleri ve Kimya San. Ve Tic. AS.

Saray Mah. Fatih Sultan Mehmet Bulvan No: 407/B Kazan-Ankara
Tel: 0312 81544 84 + Faks: 0312 81544 94
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