AT UYGUNLUK BEYANI
EC DECLARATION OF CONFORMITY

URETICI FIRMA ADI:

Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Uriinler Sanayi ve Ticaret A S.

ICOMPANY NAME: ;
\ADRES: Akcaburgaz Mh. Muhsin Yazicioglu Cd. No:45/5 ESENYURT ISTANBUL-TURKIYE
IADDRESS: o e L
TELEFON;
e +902124286848
FAKS:
R +902124286853
E-MAIL: info@turkuazsaglik.com.ir
ARKA:
"A(??ADE MARK: O
URUN ADI/ VERSIYON/MODEL | REFERANS/KATALOG NUMARASI:
PRODUCT NAME VERSION/MODEL | REFERENCE/CATALOGUE NUMBER:
URUNLER LIDO C & ML STERIL KATETER JEL Y0000.107.0005 SCG-0001
PRODUCTS: LIDO C 11 ML STERIL KATETER JEL | Y0000.107.0024 SCG-0011
LIDO C 12 ML STERIL KATETER JEL | Y0000.107.0007 SCG-0002
LIDO C 12,5 GR STERIL KATETER JEL | Y0000.107.0015 SCG-0003
IGMDN KODU:
IGMDN CODE: e
ISINIFLANDIRMA: IAnnex IX of The MDD 93/42 EEC, Class Ill, Rule 13
ICLASSIFIC ATION:

UYGUNLUK DEGERLENDIRME YOLU:
ICONFORMITY ASSESSMENT ROUTE:

MDD 93/42/EEC ANNEX Il {Including Section 4)

UYGULANARBILIR STANDARTLAR:
\APPLIC ABLE STANDARDS:

EN ISO13485:2016; EN ISO 14971:2019; ISO/TR 24971:2020; EN ISO 62346:2015; EN ISO
20417:2021; EN ISO 14644-1:2015; EN ISO 10993-1:2020; EN ISO 10993-5:2009; EN ISO
10993-10:2023; EN [SO 15223-1:2021; EN 17141:2020; 1SO 16142-1:2016 ; ISO/TR
20416:2020 ; TS/ISO 285%-1/Amd1:2015; ENISO 11607-1:2020; EN ISO 11407-2:2020;
EN ISO 11737-1:2018; EN ISO 11737-2:2020.

SPESIFIKASYONLAR:
IAPPLICABLE GUIDANCE AND
ICOMMON SPECIFICATIONS:

UYGULANABILIR KILAVUZLAR VE ORTAK

MDCG 2021-24; MDCG 2023-3; MDCG 2022-21; MDCG 2020-7 ; MDCG 2020-8;
MDCG 2020-13; MDCG 2020-6; MDCG 2020-5; MDCG 2019-9; MDCG 2021-1; MDCG
2019-4 ; MDCG 2019-5; MDCG 2022-7; MDCG 2021-12 ; MDCG 2018-1; MDCG 2018-4.

TEKNIK DOSYA/TECHNICAL FILE:

SAKLAMA ADRESI/ RETAIN ADDRESS:
SORUMLU Ki§i/ RESPONSIBLE PERSON:

TD No/TF No: TD-08
Yukandaki adreste tutuimaktadir /Retained at te above address.
Resp. Person: Hanifi Karahan Bozkurt

ONAYLANMIS KURULUS ADI VE

ICERTIFICATE NUMBER:

EXPIRATION DATE:

NUMARASI/NOTIFIED BODY NAME &ID:

CE BELGESI SERTIFIKA NUMARASI/CE

ICE BELGESI BIiTi$ TARIHi/CE CERTIFICATE

UDEM - 2292

IM.2020.106.13505
IM.2020.106.13505-1

27/05/2024

Turkuaz Saglk Hizmetleri Medikal Temizlik Kimyasal Uriinler Sanayi ve Ticaret A.S'nj

The Devices listed in this declaration of conformity are fulfiling 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 Urinler Sanayi ve Ticaret A S.

Ifindadir.

Bu deklarasyonda fistelenen tum cihazlar MDD 93/42/EC degistirilen 07/47 /EC nin;rlomdkmdrr ve famamen
orumlulug

Yer, Place: stanbul
Tarih, Date: 18.08.2023

Signed by/imzalayan

Hanifi Karahan BOZKURT :
IAR&GE ve Kalite Direktéri Rl
R&D and Quality Director

TD-08/1.2 _Rev.08_18.08.2023




