SZUTEST

CERTIFICATE INFO AMENDMENT
SERTIFIKA BILGI DEGISIKLIGI
According to Article 120(3) of the Regulation (EU) 2017/745 on Medical Devices
(AB) 2017/745 Tibbi Cihazlar Yénetmeligi Madde 120(3)’ye gére

Effected Certificate Number(s): 2195-MED-381507201

Etkilenen Sertifika Numarasi(lar):

Manufacturer: SENPA Plastik San. Tic. A.S.
Uretici Yesilce Mah. Celik Cad. No:61 K.2 4.Levent Kagithane
Istanbul/TURKIYE

Product(s): No change.
Urtin(ler) Degisiklik yok.

Model(s): No change.
Model(ler) Degisiklik yok.

Reference Report No: MM0497-P019-R01
Referans Rapor No

Definition of the Change: Company title change. Company title has been changed to SENPA
Degisikligin Tanimi Plastik San. Tic. A.S.
Unvan degisikligi. Firma iinvani SENPA Plastik San. Tic. A.S. olarak
degistinilmisgtir.

SZUTEST, Notified Body 2195, declares and the above mentioned manufacturer has initiated an insignificant change according
to Article 120(3) of (EU) 2017/745 and MDCG 2020-3 guidance and therefore the information on the effected 93/42/EEC certificate(s)
has been changed as described above.

This document is a confirmation for authorities and cannot be used as other purposes.

2195 kimlik numarali Onaylanmig Kurulug SZUTEST, yukarida belirtilen (reticinin (AB) 2017/745 Regiilasyonu Madde 120(3)’e
ve MDCG 2020-3 rehber dokiimanina gére 6nemli olmayan bir degisiklik ydriittigiini ve bu sebeple etkilenen 93/42/AT
sertifika(lar)indaki bilgilerin yukaridaki gibi degistigini beyan eder.

Bu dokiiman yetkili otoriteler igin bir onay niteliginde olup farkli bir ama‘g:la kullanilamaz.

Issue Date/Yayin Tarihi: 2024-09-23
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