
CERTIFICATE INFO AMENDMENT
SERTIFIKA BILGI  DEG.IsiKLIGi

According to Article 120(3) of the Regulation (EU) 2017745 on Medical Devices

(AB) 2017n45 Tlbbi Cihazlar Y6netmeligi Madde 120(3)'ye gore

Effected Certificate Number(s):
Etkilenen Sertifilka Numarasl(Iari):

Manufacturer:
uretici

Product(s):
urtin(Ier)

Model(s):
Medel(Ier)

Reference Report No:
Referans Rapor No

Definition of the Change:
De8i§ikligin Tanlml

2195-NED-381507201

SENPA Plastik Sam. Tic. A.S.
Ye§ilce Mah.  Celik Cad,  No:61  K.2 4,Levent Ka9ithane
lstanbulITURKIYE

No change.
De©i§iklik yok.

No change.
De©i§iklik yok.

MM0497-P019-R01

Company title change. Company title has been changed to SENPA
Plastik Sam. Tic. A.S.
unvan de©i§ikli©i. Firma tinvanl SENPA Plastik San. Tic. A.S. olarak
de9i§tirilmi§tir.

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.

2!9_5 EiT_Ii_k pumarall Onaylanml§ Kurulu§ SZuTEST, yukarlda belirlilen i}reticinin (AB) 2017n45 Regijlasyonu Madde 120(3)'e
ve   nyDCG   2020-3   rehber   dokomanlna   gore   6n®mli   olmayan   bir   de©i§iklik   yori}ttu©l}nu   ve   bu   sebeple   etkilenen   93142iAT
sertifika(Iar)Indaki bilgilerin yukaridaki gibi degi§tigini beyan eder.

Bu doktiman yetkili otoriteler icin bir onay niteli0inde olup farkll bir am±9Ia kullanllamaz.

Issue Date/yaytn ran.ht...                  2024-09-23

Genel Mtidtir Yardlmclsl


