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AT UYGUNLUK BEYANI
EC DECLARATION OF CONFORMITY
URETICi FIRMA ADI: A thkHUShJIZ
MANUFACTURER TURKUAZ SAGLIK HiZMETLERI MEDIKAL TEMIZLIK KiIMYASAL URUNLER SANAYi
NAME: VE TICARET ANONIM SIRKETI
ADRES: Akcaburgaz Mah. Muhsin Yazicioglu Cad. No:45/5 Esenyurt / istanbul / Tiirkiye
ADDRESS: cabure : & PO y ¥
TELEFON:
PLONE: +902124286848
E-MAIL: info@turkuazsaglik.com.tr
WEB SITE: www.turkuazsaglik.com.tr

The Information of
SRN Number:

TR-MF-000015402

MARKA:
TRADE MARK:

KLY

URUN ADI:
PRODUCTS:

KLY Sterile Lubricant Gel- 29958

URUNLER:
PRODUCTS:

Brand | Ref No Version No Model | Packaging UDI-DI

KLY SLG-0002 Y1015.105.0003 | 42 g Aluminium foil | 8698712459463

GMDN KODU:
GMDN CODE:

60796

SINIFLANDIRMA:
CLASSIFICATION:

Annex IX of MDD 93/42/EEC Class lla, Rule 5

UYGUNLUK
DEGERLENDIRME
YOLU:

CONFORMITY
ASSESSMENT ROUTE:

MDD 93/42/EEC ANNEX V

UYGULANABILIR

EN 1SO 9001:2015, EN I1SO 13485:2016+A11:2021, EN ISO
14971:2019+A11:2021,ISO/TR 24971:2020, EN ISO 11137-1:2015+A2:2019, EN
SO 11137-2:2015+A1:2023 ,EN I1SO 11137-3:2017, EN 1SO 11737-2:2020, EN ISO
11737-1:2018/A1:2021, TS EN ISO 14644-1:2015, TS EN I1SO 14644-2:2015, TS EN

STANDARTLAR: ISO 14644-3:2019,EN 1SO 10993-1:2020, EN 1SO 10993-5:2009, EN 1SO 10993-

APPLICABLES 10:2023, EN 1SO 10993-11:2018, EN 1SO 10993-18:2020+A1:2023, EN 1SO 10993-

STANDARDS: 17:2023, EN 62366-1:2015/A1:2020, TS ISO 2859-1:1999/AMD 1:2011, EN ISO
15223-1:2021,
EN ISO 11607-1:2020/A1:2023, EN I1SO 11607-2:2020/A1:2023, I1SO
20417:2021,I1SO 11140-1:2014, EN 17141:2020

TEKNIK

DOSYA/TECHNICAL | TD No/TF No: TD-14

FILE:

Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urlinler San. ve Tic. A.S.

Akcaburgaz Mahallesi Muhsin Yazicioglu Caddesi No:45/5 34522 Esenyurt, istanbul - TURKIYE
T +90 212 428 68 48 Pbx www.turkuazsaglik.com.tr | info@turkuazsaglik.com.tr

RELIABLE BRANDS INNOVATIVE SOLUTIONS

KOMIX' | KLY | koniCARE | YiBrar | cyiBseeD MEDISEPTICA | Sk



mailto:info@turkuazsaglik.com.tr
https://bsol.bsigroup.com/Bibliographic/BibliographicInfoData/000000000030426911
https://bsol.bsigroup.com/Bibliographic/BibliographicInfoData/000000000030426911
https://bsol.bsigroup.com/Bibliographic/BibliographicInfoData/000000000030338924
https://www.iso.org/standard/67943.html?browse=ics
https://www.iso.org/standard/67943.html?browse=ics
https://www.iso.org/standard/55080.html?browse=ics
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SAKLAMA
ADRESI/RETAIN
ADDRESS:

SORUMLU
KiSi/RESPONSIBLE
PERSON:

Yukaridaki adreste tutulmaktadir. / Retained at the above address.

Resp. Person: Hanifi Karahan Bozkurt

ONAYLANMIS
KURULUS ADI VE
NUMARASI/NOTIFIED
BODY NAME &ID:

CE BELGESI SERTIFiKA
NUMARASI/CE
CERTIFICATE
NUMBER:

CE BELGESI BITiS
TARIHI/CE
CERTIFICATE

EXPIRATION DATE:

UDEM - 2292

M.2020.106.9536

12/04/2023

The Devices listed in this declaration of conformity are fulfilling the requirement of MDD 93/42/EC
amended by 07/47/EC and are under the sole responsibility of Turkuaz Saglik Hizmetleri Medikal Temizlik
Kimyasal Uriinler Sanayi ve Ticaret A.S.

Bu deklarasyonda listelenen tim cihazlar MDD 93/42/EC degistirilen 07/47/EC nin gerekliliklerini
karsilamaktadir ve tamamen Turkuaz Saglk Hizmetleri Medikal Temizlik Kimyasal Uriinler Sanayi ve
Ticaret AiS.” nin sorumlulugu altindadir.

Yer, Place: Istanbul
Tarih, Date:
14.07.2025

Secil PALA

Kalite Direktdrd
Quality Director

TURKUAZ SAGAIK HIZMETLERI MEDIKAL
TEMIZLIK KiMYASHL DBONLER SAN ve TICAS.
Akcaburgaz Mah, MufisinjYaziciogiu Cad. No:45/5
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