TIBBI CIHAZ DEGISIKLIK
ONAY FORMU

Degisiklik Onay Forumu’nun gecerliligi ilgili AT Sertifikasinin gegerlilik sUresi bittiginde sona erer.
Degisiklik Onay Forumu'nun tek basina anlami yoktur.

Firma Adl : Onci Dental Tibbi Malzeme Sanayi ve Dig Ticaret AS.
Firmma Adresi : Molla Girani Mahallesi Oguzhan Caddesi No:45 Findikzade
ISTANBUL / TURKIYE
ligili Ybn?tmelik : 93/42/AT Tibbi Cihazlar Yonetmeligi
Degisikligin fcn;m| : Dental Kanal Egesi Uretimi CNC isleme, 1sil islem, sap sikma, ylkama ve

paketleme prosesleri ve Dental Kompozit Uretimi dolum prosesinin
gerceklestirlecedi Akgaburgaz Mahallesi 9 Yapi Sanayi Sitesi 3028. Sokak
No:1/33 Esenyurt / Istanbul adresi eklenmistir.
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ligili Sertifika NUﬁhcrosx : M.2020.106.13708
Rapor Numaras : MD.3694 1
' ;sﬂﬁ‘fé;.'k\ 2
DUzenlenme Tarihi :01.08. F N - o
zemenme far 03.2022 UDEM UlistarafasiBelgelendirme
Revizyon Tarihi B Denetim Egitim Merkezi
Revizyon Numarasi : 00 San. ve Tic. A.S.

UDEM, bu Degisiklik Onay Formu ile yukanda gegen dedgisiklikleri MDR
Madde 120(3) ve MDCG 2020-3'e gdre Snemli olmayan degisiklik
olarak onayladigini beyan eder. Bu form istenildigi takdirde otoritelerle veya
UcUncU taraflarla paylasimak Ozere dUzenlenmistir.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKIYE
Tel: +90 312 44303 90 Failes: +90 312 4430376
E-posta: inffo@udem.com.ir  www.udem.com.ir



EDICAL DEVICES CHANGE
CONFIRMATION FORM

The validity of the Change Confirmation Form expires when the validity period of related EC
Certificate/s expires. The Change Confirmation Form alone has no function.

Company Name : Onc Dental Tibbi Malzeme Sanayi ve Dis Ticaret A.S.

Company Address : Molla GUrani Mahallesi Oguzhan Caddesi No:45 Findikzade
ISTANBUL / TURKEY

Related Directive : 93/42/EEC Medlical Devices Directive

Deﬁnh‘ién of Change : A branch located at the address of Akcaburgaz Mahallesi ¢ Yapi

Sanayi Sitesi 3028. Sokak No:1/33 Esenyurt / istanbul, where production
of Dental Candal file processing of CNC machining, heat freatment,
squeezing, washing and packaging and Dental Composite Filling
Material processing of filling processes will be carried out,

has been added.
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Numbe:,;r of Relot:ed Cerificate  : M.2020.106.13708

Report Number 1 MD.3694 T e #
s iy £ - "
lssue Date :01.03.2022 UDEM Interndfipndl Certification

Auditing Training Centre Industry
and Trade Inc. Co.

Revision Date D
Revision Number 100

UDEM declares that the mentioned changes have been confirmed as
non-significant changes according to MDR Article 120-3 and MDCG 2020-3 with
this Change Confirmation Form. This form has been prepared to be shared with
avuthorities or third parties upon request.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 4430376
E-mail: info@udem.com.ir  www.udem.com.ir



