SERTIFIKA

Tam Kalite Guvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek || (Madde 4 Harig)

Firma Adi : BA Dental - Ozhan Ozkan

Firma Adresi : Ikitelli Osb Mah. Heskoop G Blok Sok. Heskoop Sit. G Blok Apt. No:9
Basaksehir ISTANBUL / TURKIYE

ligili Yénetmelikler ve Ekler "1 93/42/AT Tibbi Cihazlar Yonetmeligi - Ek 1| (Madde 4 Harig)

Urtinler : - Dental Implantiar - Sinif lIb - Steril
- Kapama Bashgi - Sinif llb - Steril
- Abutmentler - Sinif llb - Steril Olmayan
- Gingiva Former - Sinif lib - Steril Olmayan
- Hex Baglant Vidasi - Sinif lla - Steril Olmayan
- Kapama Bashgi - Sinif lib - Steril Olmayan
- Membran Pin - Sinif llb - Steril Olmayan
- Ball Atagsman - Sinif llb - Steril Olmayan
- Locater - Sinif lib - Steril Olmayan
- Dental Cerrahi Set - Sinif lla - Steril Olmayan

GMDN : 55848, 42354, 44879, 44880, 61647, 46552, 46621, 31823, 44015,
45319, 44901, 44883, 35095

Urbin Cesitleri Ek'tedir.

Sertifika Numarasi 1 M.2016.106.6993

Rapor Numarasi :MD.3094.YB

ik Belgelendirme Denetimi :14.06.2016

Tescil Tarihi :03.10.2016 -
Yeniden Belgelendirme Denetimi  : 17.01.2020 UDEM UMelgrarsefBelgelendirme
Yeniden Belgelendirme Tarihi/No  : 23.07.2020/01 Denetim Egitim M2Tkezi

Revizyon Tarihi/No o San. ve Tic. A.$.

Gecerlilik Tarihi :27.05.2024

g g
UDEM, Listeli Grinlerin 93/42/AT direkfifi Ek Il madde 4 hari¢ gerekiiliklerinin kargladigini beyan eder. Yukanda adi gegen
GUretici Kalite GUvence Sistemi uyguladigini ve Ek Il madde 5'e gore periyodik gozetim denefimleri ile sUrekiiligini
saglayacagdini beyan eder. Sinif Iil olarak piyasaya arz edilecek Grunler icin Ek Il madde 4'e gore AT Tasanm I_nceleme r
serfifikasi gereklidir. Belge kapsaminda yer alan sinif | Orinler ile ligii UDEM'in scrumiulugu 0Orin steril ise. steril sartiann
glvence altina alinmasi ve sirdOriimesi ile ilgili imalat konulan; Slgim fonksiyonlu ise, Urinlerin metrolojik ﬁereklere
uyguniuguyia ilgilimalat konulan ile sinididr. By Eenin mikyet hakkn UDEM Ulusiararas Belgelendirme Denefim Egitim
San. Ve Tic. A.3. 'ye aitfir ve istenildiginde iade edi idir. Yukanda adi gegen firma ve UDEM bu belgenin bir kapyasini oy
Tescil tarihinden itibaren 5 yil stre lle muhafaza etmeldir. CE Markalomanin kullanimi Oretici i fle fima sorumiulugundad.
Adi gegen firma onaylanmis Oriin ile iigii biton degisikikier UDEM'e bildirmek zorundadr. UDEM bu belgenin gegertiigini

enilemezse adi gecen fima sbz konusu Urinin plyasaya arzini durduracaktr. Belgenin gegerdligini www.udem.com.ir U D E M
internet saytasndan konfrol edebilirsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya - Ankara - TURKIYE A\ P
Tel: +90 312 44303 90 Faks: +90 312 44303 76

E-posta: info@udemitd.com.ir www.udem.com.ir




UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. 2292 Kimlik Numarasi
ile 93/42/EEC Tibbi Cihazlar Yonetmeligi’'nde Onaylanmis Kurulus olarak faaliyet gostermekte
olup, Bu sekiz sayfalik dokiiman “BA Dental - Ozhan Ozkan” firmasina diizenlenmis olan

M.2016.106.6993 Numarali 03.10.2016 Tescil Tarihli ve 23.07.2020 Yeniden Belgelendirme

U D E M Sertifikasinin Eki'dir.

STERIL DENTAL IMPLANTLAR
Oriin Adi Gap Boy Gmdn
SILINDIRIK DENTAL IMPLANT BOY 8 3,4 8 55848
SILINDIRIK DENTAL IMPLANT BOY 10 34 10 55848
SILINDIRIK DENTAL IMPLANT BOY 12 3,4 12 55848
SILINDIRIK DENTAL IMPLANT BOY 14 3,4 14 55848
SILINDIRIK DENTAL IMPLANT BOY 8 3,8 8 55848
SILINDIRIK DENTAL IMPLANT BOY 10 38 10 55848
SILINDIRIK DENTAL IMPLANT BOY 12 38 12 55848
SiLINDIRIK DENTAL IMPLANT BOY 14 38 14 55848
SILINDIRIK DENTAL IMPLANT BOY 8 4,2 8 55848
SILINDIRIK DENTAL iIMPLANT BOY 10 4,2 10 55848
SILINDIRIK DENTAL IMPLANT BOY 12 4,2 12 55848
SILINDIRIK DENTAL iIMPLANT BOY 14 4,2 14 55848
SILINDIRIK DENTAL IMPLANT BOY 8 48 8 55848
SILINDIRIK DENTAL IMPLANT BOY 10 48 10 55848
SILINDIRIK DENTAL IMPLANT BOY 12 48 12 55848
SILINDIRIK DENTAL IMPLANT BOY 14 48 14 55848
3,5 SILINDIRIK DENTAL IMPLANT BOY 7 35 7 55848
3,5 SILINDIRIK DENTAL IMPLANT BOY 8,5 35 85 55848
3,5 SILINDIRIK DENTAL IMPLANT BOY 10 3,5 10 55848
@3,5 SILINDIRIK DENTAL IMPLANT BOY 11,5 35 11,5 55848
#3,5 SILINDIRIK DENTAL IMPLANT BOY 13 35 13 55848
@3,5 SILINDIRIK DENTAL IMPLANT BOY 14 35 14 55848
3,5 SILINDIRIK DENTAL IMPLANT BOY 15 3,5 15 55848
4,0 SILINDIRIK DENTAL IMPLANT BOY 7 4 7 55848
4,0 SILINDIRIK DENTAL IMPLANT BOY 8,5 4 8,5 55848
34,0 SILINDIRIK DENTAL IMPLANT BOY 10 4 10 55848
@40 SILINDIRIK DENTAL IMPLANT BOY 11,5 4 11,5 55848
4,0 SILINDIRIK DENTAL IMPLANT BOY 13 4 13 55848
4,0 SILINDIRIK DENTAL IMPLANT BOY 15 4 15 55848
@4,5 SILINDIRIK DENTAL IMPLANT BOY 7 45 7 55848
@4,5 SILINDIRIK DENTAL IMPLANT BOY 8,5 4,5 8,5 55848
@4,5 SILINDIRIK DENTAL IMPLANT BOY 10 4,5 10 55848
4,5 SILINDIRIK DENTAL IMPLANT BOY 11,5 4,5 11,5 55848
4,5 SILINDIRIK DENTAL IMPLANT BOY 13 45 13 55848
4,5 SILINDIRIK DENTAL IMPLANT BOY 15 4,5 15 55848
@5 SILINDIRIK DENTAL IMPLANT BOY 7 5 7 55848
@5 SILINDIRIK DENTAL IMPLANT BOY 8,5 5 8,5 55848
@5 SILINDIRIK DENTAL IMPLANT BOY 10 5 10 55848
@5 SILINDIRIK DENTAL IMPLANT BOY 11,5 5 11 55848
@5 SILINDIRIK DENTAL IMPLANT BOY 13 5 13 55848
IMPLANT 2020 BOY 6 3,5 6 55848
IMPLANT 2020 BOY 8 3,5 8 55848
IMPLANT 2020 BOY 10 35 10 55848
IMPLANT 2020 BOY 12 35 12 55848
IMPLANT 2020 BOY 5 4 5 55848
IMPLANT 2020 BOY 6 4 6 55848
IMPLANT 2020 BOY 8 4 8 55848
IMPLANT 2020 BOY 10 4 10 55848
IMPLANT 2020 BOY 12 4 12 55848
IMPLANT 2020 BOY 5 4,5 5 55848
IMPLANT 2020 BOY 6 4,5 6 55848
IMPLANT 2020 BOY 8 4,5 8 55848
IMPLANT 2020 BOY 10 4,5 10 55848
IMPLANT 2020 BOY 12 45 12 55848
IMPLANT 2020 BOY 5 5,5 5 55848
IMPLANT 2020 BOY 6 5,5 6 55848
IMPLANT 2020 BOY 8 5,5 8 55848
IMPLANT 2020 BOY 10 5,5 10 55848
IMPLANT 2020 BOY 12 5,5 12 55848
GRADUAL IMPLANT BOY 8 4,2 8 55848
GRADUAL IMPLANT BOY 9 4,2 9 55848
GRADUAL IMPLANT BOY 10 4,2 10 55848
GRADUAL IMPLANT BOY 8 4,8 8 55848
GRADUAL IMPLANT BOY 9 4,8 9 55848
GRADUAL IMPLANT BOY 10 4,8 10 55848
GRADUAL IMPLANT BOY 8 5,5 8 55848
GRADUAL IMPLANT BOY 9 5,5 9 55848
GRADUAL IMPLANT BOY 10 5,5 10 55848
GRADUAL IMPLANT BOY 8 6 8 55848 Lo ¢
GRADUAL IMPLANT BOY 9 6 9 55848
GRADUAL IMPLANT BOY 10 |s 10 55848 wj O
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-
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STERIL KAPAMA BASLIGI

Oriin Adi Cap Boy Gmdn
IYILESTIRME BASLIGI GH1 3,4 6,9 42354
IYILESTIRME BASLIGI GH2 34 7,9 42354
IYILESTIRME BASLIGI GH3 34 8,9 42354
IYILESTIRME BASLIGI GH4 34 10,9 42354
IYILESTIRME BASLIGI GH5 34 11,9 42354
IYILESTIRME BASLIGI GH7 3,4 13,9 42354
IYILESTIRME BASLIGI GH1 38 6,9 42354
iYILESTIRME BASLIGI GH2 3,8 79 42354
IYILESTIRME BASLIGI GH3 3,8 8,9 42354
IYILESTIRME BASLIGI GH4 3,8 10,9 42354
IYILESTIRME BASLIGI GHS 38 11,9 42354
IYILESTIRME BASLIGI GH7 38 139 42354
IYILESTIRME BASLIGI GH1 4,2 6,9 42354
IYILESTIRME BASLIGI GH2 4,2 79 42354
IYILESTIRME BASLIGI GH3 4,2 8,9 42354
IYILESTIRME BASLIGI GH4 4,2 10,9 42354
IYILESTIRME BASLIGI GHS 4,2 11,9 42354
IYILESTIRME BASLIGI GH7 4,2 13,9 42354
IYILESTIRME BASLIGI GH1 4,8 6,9 42354
IYILESTIRME BASLIGI GH2 4,8 7.9 42354
iYILESTIRME BASLIGI GH3 4,8 8,9 42354
IYILESTIRME BASLIGI GH4 48 10,9 42354
IYILESTIRME BASLIGI GHS 48 11,9 42354
iYILESTIRME BASLIGI GH7 48 13,9 42354
IYILESTIRME BASLIGI (2) GH1 6,97 42354
IYILESTIRME BASLIGI (2) GH2 7,97 42354
IYILESTIRME BASLIGI (2) GH3 8,97 42354
IYILESTIRME BASLIGI (2) GHS 10,91 42354
IYILESTIRME BASLIGI (2) GH7 13 42354

ALL ON FOUR IYILESME BASLIGI GH4 42354

ALL ON FOUR IYILESME BASLIGI GH5 42354

ALL ON FOUR IYILESME BASLIGI GH7 42354
KAPAMA VIDASI 3,4 5,32 42354
KAPAMA VIDASI 3,4 5,5 42354
KAPAMA VIDASI 38 5,5 42354
KAPAMA VIDASI 4,2 5,5 42354
KAPAMA VIDASI 4,8 5,5 42354
KAPAMA VIDASI 32 6,91 42354
KAPAMA VIDASI 32 6,91 42354
KAPAMA VIDASI 3,0 6,91 42354

STERIL OLMAYAN DENTAL ABUTMENTLER

DUZ ABUTMENT GHO 3,4 10,9 44879, 44880
DUZ ABUTMENT GH1 3,4 11,36 44879, 44880
DUZ ABUTMENT GH2 3,4 12,36 44879, 44880
DUZ ABUTMENT GH3 34 13,36 44879, 44880
DUZ ABUTMENT GH4 3,4 14,36 44879, 44880
DUZ ABUTMENT GHS 3,4 15,36 44879, 44880
DUZ ABUTMENT GHO 3,8 11,42 44879, 44880
DUZ ABUTMENT GH1 38 11,45 44879, 44880
DUZ ABUTMENT GH2 38 12,45 44879, 44880
DUZ ABUTMENT GH3 38 13,45 44879, 44880
DUZ ABUTMENT GH4 3,8 14,45 44879, 44880
DUZ ABUTMENT GHS 38 15,45 44879, 44880
DUZ ABUTMENT GHO 4,2 11,42 44879, 44880
DUZ ABUTMENT GH1 4,2 11,42 44879, 44880
DUZ ABUTMENT GH2 4,2 12,42 44879, 44880
DUZ ABUTMENT GH3 4,2 13,42 44879, 44880
DUZ ABUTMENT GH4 4,2 14,42 44879, 44880
DUZ ABUTMENT GHS 4,2 15,42 44879, 44880
DUZ ABUTMENT GHO 48 11,42 44879, 44880
DUZ ABUTMENT GH1 48 11,42 44879, 44880
DUZ ABUTMENT GH2 48 12,42 44879, 44880
DUZ ABUTMENT GH3 48 13,42 44879, 44880
DUZ ABUTMENT GH4 48 14,42 44879, 44880
DUZ ABUTMENT GHS 48 15,42 44879, 44880
DUZ ABUTMENT (4,5 GH1 4,5 10,15 44879, 44880
DUZ ABUTMENT (4,5 GH2 4,5 11,15 44879, 44880
DUZ ABUTMENT (4,5 GH3 4,5 12,15 44879, 44880
DUZ ABUTMENT @4,5 GHS 4,5 14,15 44879, 44880
DUZ ABUTMENT (3) 44879, 44880
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fb ile 93/42/EEC Tibbi Cihazlar Yonetmeligi’nde Onaylanmis Kurulus olarak faaliyet gostermekte
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UDEM Sertifikasinin Eki’dir.

DUZ ABUTMENT @4,5 44879, 44880
FREZE ABUTMENT KISA 11,52 44879, 44880
FREZE ABUTMENT UZUN 17,7 44879, 44880
SIMANTE ABUTMENT GH1 4,2 9,22 44879, 44880
SIMANTE ABUTMENT GH2,5 4,2 10,22 44879, 44880
SIMANTE ABUTMENT (2) GH1 7,86 44879, 44880
SIMANTE ABUTMENT (2) GH2 8,86 44879, 44880
ACILI ABUTMENT 15 * GHO 3,4 11,42 44879, 44880
ACILI ABUTMENT 15 ° GH1 3,4 11,12 44879, 44880
ACILI ABUTMENT 15 ° GH2 3,4 12,12 44879, 44880
ACILI ABUTMENT 15 * GH3 3,4 13,12 44879, 44880
ACILI ABUTMENT 15 ° GH4 34 14,12 44879, 44880
ACILI ABUTMENT 15 * GH5 3,4 15,12 44879, 44880
ACILI ABUTMENT 15 ° GHO 3,8 11,42 44879, 44880
ACILI ABUTMENT 15 * GH1 3,8 11,12 44879, 44880
ACILI ABUTMENT 15 * GH2 38 12,12 44879, 44880
ACILI ABUTMENT 15 * GH3 38 13,12 44879, 44880
ACILI ABUTMENT 15 * GH4 38 14,12 44879, 44880
ACILI ABUTMENT 15 ° GHS 38 15,12 44879, 44880
ACILI ABUTMENT 15 * GHO 4,2 11,42 44879, 44880
ACILI ABUTMENT 15 * GH1 42 11,12 44879, 44880
ACILI ABUTMENT 15 * GH2 4,2 12,12 44879, 44880
ACILI ABUTMENT 15 * GH3 4,2 13,12 44879, 44880
ACILI ABUTMENT 15 * GH4 4,2 14,12 44879, 44880
ACILI ABUTMENT 15 * GHS 4,2 15,12 44879, 44880
ACILI ABUTMENT 15 * GHO 4,8 11,42 44879, 44880
ACILI ABUTMENT 15 ° GH1 48 11,12 44879, 44880
ACILI ABUTMENT 15 ° GH2 48 12,12 44879, 44880
ACILI ABUTMENT 15 * GH3 48 13,12 44879, 44880
ACILI ABUTMENT 15 ° GH4 48 14,12 44879, 44880
ACILI ABUTMENT 15 ° GH5 4,8 15,12 44879, 44880
ACILI ABUTMENT 15 * @#4,5 GH1 4,5 10,76 44879, 44880
ACILI ABUTMENT 15 * #4,5 GH2 4,5 11,76 44879, 44880
ACILI ABUTMENT 15 * (34,5 GH3 4,5 12,76 44879, 44880
ACILI ABUTMENT 15 * #4,5 GHS 45 14,76 44879, 44880
ACILI ABUTMENT 15° @35 (3) 3,5 44879, 44880
ACILI ABUTMENT 25° (83,5 (3) 3,5 44879, 44880
ACILI ABUTMENT 15° $34,5 (3) 4,5 44879, 44880
ACILI ABUTMENT 25° 34,5 (3) 4,5 44879, 44880
ACILI ABUTMENT 25 * GHO 34 11,42 44879, 44880
ACILI ABUTMENT 25 * GH1 3,4 10,92 44879, 44880
AGILI ABUTMENT 25 * GH2 3,4 11,92 44879, 44880
ACILI ABUTMENT 25 * GH3 3,4 12,92 44879, 44880
ACILI ABUTMENT 25 * GH4 3,4 13,92 44879, 44880
ACILI ABUTMENT 25 ° GH5 3,4 14,92 44879, 44880
ACILI ABUTMENT 25 ° GHO 38 11,42 44879, 44880
ACILI ABUTMENT 25 ° GH1 3,8 10,92 44879, 44880
ACILI ABUTMENT 25 * GH2 3,8 11,92 44879, 44880
ACILI ABUTMENT 25 ° GH3 3,8 12,92 44879, 44880
ACILI ABUTMENT 25 * GH4 3,8 13,92 44879, 44880
ACILI ABUTMENT 25 * GHS 3,8 14,92 44879, 44880
ACILI ABUTMENT 25 * GHO 4,2 11,42 44879, 44880
ACILI ABUTMENT 25 ° GH1 4,2 10,92 44879, 44880
ACILI ABUTMENT 25 ° GH2 4,2 11,92 44879, 44880
ACILI ABUTMENT 25 ° GH3 4,2 12,92 44879, 44880
ACILI ABUTMENT 25 ° GH4 42 13,92 44879, 44880
ACILI ABUTMENT 25 ° GH5 4,2 14,92 44879, 44880
ACILI ABUTMENT 25 * GHO 4,8 11,42 44879, 44880
AGILI ABUTMENT 25 * GH1 4,8 10,92 44879, 44880
ACILI ABUTMENT 25 * GH2 48 11,92 44879, 44880
ACILI ABUTMENT 25 * GH3 4,8 12,92 44879, 44880
ACILI ABUTMENT 25 ° GH4 4,8 13,92 44879, 44880
ACILI ABUTMENT 25 ° GH5 4,8 14,92 44879, 44880
ACILI ABUTMENT 25 * (34,5 GH1 4,5 10,76 44879, 44880
ACILI ABUTMENT 25 ° (34,5 GH2 4,5 11,76 44879, 44880
ACILI ABUTMENT 25 * (34,5 GH3 4,5 12,76 44879, 44880
ACILI ABUTMENT 25 * 84,5 GHS 4,5 14,76 44879, 44880
ESTETIK DUZ ABUTMENT GH1 3,4 11,32 44879, 44880
ESTETIK DUZ ABUTMENT GH2 3,4 12,32 44879, 44880
ESTETIK DUZ ABUTMENT GH3 3,4 13,32 44879, 44880
ESTETIK DUZ ABUTMENT GH4 3,4 14,32 44879, 44880
ESTETIK DUZ ABUTMENT GHS 3,4 15,32 44879, 44880
ESTETIK DUZ ABUTMENT GH1 38 11,32 44879, 44880
ESTETiK DUZ ABUTMENT GH2 3,8 12,32 44879, 44880
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Sertifikasinin Eki’dir.
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ESTETIK DUZ ABUTMENT GH3 38 13,32 44879, 44880
ESTETIK DUZ ABUTMENT GH4 3,8 14,32 44879, 44880
ESTETIK DUZ ABUTMENT GHS 3,8 15,32 44879, 44880
ESTETIK DUZ ABUTMENT GH1 4,2 11,32 44879, 44880
ESTETIK DUZ ABUTMENT GH2 4,2 12,32 44879, 44880
ESTETiK DUZ ABUTMENT GH3 4,2 13,32 44879, 44880
ESTETIK DUZ ABUTMENT GH4 4,2 14,32 44879, 44880
ESTETIK DUZ ABUTMENT GHS 4,2 15,32 44879, 44880
ESTETIK DUZ ABUTMENT GH1 4,8 11,32 44879, 44880
ESTETIK DUZ ABUTMENT GH2 4,8 12,32 44879, 44880
ESTETIK DUZ ABUTMENT GH3 4,8 13,32 44879, 44880
ESTETIK DUZ ABUTMENT GH4 4,8 14,32 44879, 44880
ESTETIK DUZ ABUTMENT GHS 4,8 15,32 44879, 44880
ESTETiK DUZ ABUTMENT @4,5 GH1 4,5 10,27 44879, 44880
ESTETIK DUZ ABUTMENT @4,5 GH2 4,5 11,27 44879, 44880
ESTETIK DUZ ABUTMENT (4,5 GH3 4,5 12,27 44879, 44880
ESTETIK ACILI ABUTMENT 15 ° GH1 3,4 11,32 44879, 44880
ESTETIK AGILI ABUTMENT 15 ° GH2 3,4 12,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GH3 3,4 13,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GH4 3,4 14,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GHS 34 15,32 44879, 44880
ESTETIK AGILI ABUTMENT 15 * GH1 38 11,32 44879, 44880
ESTETIK AGILI ABUTMENT 15 * GH2 38 12,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GH3 38 13,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GH4 3,8 14,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 ° GH5 38 15,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GH1 4,2 11,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GH2 4,2 12,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GH3 4,2 13,32 44879, 44880
ESTETIK AGILI ABUTMENT 15 * GH4 4,2 14,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GHS 4,2 15,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GH1 4,8 11,32 44879, 44880
ESTETIK AGILI ABUTMENT 15 * GH2 4,8 12,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GH3 48 13,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 ° GH4 4,8 14,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 * GHS 48 15,32 44879, 44880
ESTETIK ACILI ABUTMENT 15 °* (4,5 GH1 45 10,28 44879, 44880
ESTETIK AGILI ABUTMENT 15 * (4,5 GH2 4,5 11,28 44879, 44880
ESTETIK AGILI ABUTMENT 15 * #4,5 GH3 4,5 12,28 44879, 44880
ESTETIK ACILI ABUTMENT 25 * GH1 3,4 11,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 * GH2 3,4 12,32 44879, 44880
ESTETIK AGILI ABUTMENT 25 * GH3 3,4 13,32 44879, 44880
ESTETIK AGILI ABUTMENT 25 * GH4 3,4 14,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 * GHS 3,4 15,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 * GH1 38 11,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 * GH2 38 12,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 * GH3 38 13,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 ° GH4 3,8 14,32 44879, 44880
ESTETIK AGILI ABUTMENT 25 * GHS 38 15,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 ° GH1 4,2 11,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 * GH2 4,2 12,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 * GH3 4,2 13,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 ° GH4 4,2 14,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 ° GHS 4,2 15,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 ° GH1 48 11,32 44879, 44880
ESTETIK AGILI ABUTMENT 25 ° GH2 48 12,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 ° GH3 4,8 13,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 * GH4 4,8 14,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 ° GHS 48 15,32 44879, 44880
ESTETIK ACILI ABUTMENT 25 * 34,5 GH1 4,5 10,3 44879, 44880
ESTETIK ACILI ABUTMENT 25 * (34,5 GH2 45 11,3 44879, 44880
ESTETIK ACILI ABUTMENT 25 ° @#4,5 GH3 4,5 12,3 44879, 44880
FREZE EDILEBILIR (MEZO) ABUTMENT 6 17,4 44879, 44880
AXOCAD ABUTMENT 8,74 44879, 44880
AXOCAD NON-HEX ABUTMENT 7,2 44879, 44880
STANDART BILYELI KURESEL ATASMAN GH1 9,6 44879, 44880
STANDART BILYELI KURESEL ATASMAN GH2 10,6 44879, 44880
STANDART BILYELI KURESEL ATASMAN GH3 11,6 44879, 44880
STANDART BILYELI KURESEL ATASMAN GH4 12,6 44879, 44880
STANDART BILYELI KURESEL ATASMAN GH5 13,6 44879, 44880
ACILI STANDART BILYELI KURESEL ATASMAN 5,6 44879, 44880
STANDART BILYELI KURESEL ATASMAN (2) GH1 10,36 44879, 44880
STANDART BILYELI KURESEL ATASMAN (2) GH2 11,36 44879, 44830
STANDART BILYELI KURESEL ATASMAN (2) GH3 12,36 44879, 44880
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UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. 2292 Kimlik Numarasi
(‘ ile 93/42/EEC Tibbi Cihazlar Yonetmeligi’'nde Onaylanmis Kurulus olarak faaliyet gostermekte
‘ olup, Bu sekiz sayfalik dokiiman “BA Dental - Ozhan Ozkan” firmasina diizenlenmis olan
[

M.2016.106.6993 Numaral 03.10.2016 Tescil Tarihli ve 23.07.2020 Yeniden Belgelendirme

U D E M Sertifikasinin Eki'dir.

STANDART BILYELI KURESEL ATASMAN (2) GHS 14,36 44879, 44880
STANDART BILYELI KURESEL ATASMAN (2) GH7 16,36 44879, 44880
@4,5 STANDART BILYELI KURESEL ATASMAN (3) 7,85 44879, 44880
@3,5 STANDART BILYELI KURESEL ATASMAN (3) 7,85 44879, 44880
STERIL OLMAYAN KAPAMA BASLIGI VE KAPAMA VIDASI
Uriin Ach Cap Boy Gmdn
IYILESTIRME BASLIGI GH1 3,4 6,9 42354
IYILESTIRME BASLIGI GH2 3.4 7,9 42354
IYILESTIRME BASLIGI GH3 3.4 8,9 42354
IYILESTIRME BASLIGI GH4 34 10,9 42354
IYILESTIRME BASLIGI GHS 34 11,9 42354
IYILESTIRME BASLIGI GH7 3,4 13,9 42354
IYILESTIRME BASLIGI GH1 3,8 6,9 42354
IYILESTIRME BASLIGI GH2 3,8 7,9 42354
IYILESTIRME BASLIGI GH3 38 89 42354
IYILESTIRME BASLIGI GH4 3,8 10,9 42354
IYILESTIRME BASLIGI GHS 3,8 11,9 42354
IYILESTIRME BASLIGI GH7 38 13,9 42354
IYILESTIRME BASLIGI GH1 4,2 6,9 42354
IYILESTIRME BASLIGI GH2 4,2 7.9 42354
IYILESTIRME BASLIGI GH3 4,2 8,9 42354
IYILESTIRME BASLIGI GH4 4,2 10,9 42354
IYILESTIRME BASLIGI GHS 4,2 11,9 42354
IYILESTIRME BASLIGI GH7 4,2 13,9 42354
IYILESTIRME BASLIGI GH1 48 6,9 42354
IYILESTIRME BASLIGI GH2 4,8 7,9 42354
IYILESTIRME BASLIGI GH3 4,8 8,9 42354
IYILESTIRME BASLIGI GH4 4,8 10,9 42354
IYILESTIRME BASLIGI GH5 4,8 11,9 42354
IYILESTIRME BASLIGI GH7 4,8 13,9 42354
IYILESTIRME BASLIGI (2) GH1 6,97 42354
IYILESTIRME BASLIGI (2) GH2 7,97 42354
IYILESTIRME BASLIGI (2) GH3 8,97 42354
IYILESTIRME BASLIGI {2) GHS 10,91 42354
IYILESTIRME BASLIGI (2) GH7 13 42354
ALL ON FOUR IYILESME BASLIGI GH4 42354
ALL ON FOUR iYILESME BASLIGI GH5 42354
ALL ON FOUR IYILESME BASLIGI GH7 42354
KAPAMA VIDASI 3,4 5,32 42354
KAPAMA VIDASI 3,4 5,5 42354
KAPAMA VIDASI 38 5,5 42354
KAPAMA VIDASI 4,2 5,5 42354
KAPAMA VIDASI 4,8 5,5 42354
KAPAMA VIDASI 3,2 6,91 42354
KAPAMA VIDASI 3,2 6,91 42354
KAPAMA VIDASI 3,0 6,91 42354
ALL ON FOUR DUZ GH1,5 10,3 44879, 44880
ALL ON FOUR DUZ GH3 11,8 44879, 44880
ALL ON FOUR DUZ GH4,5 12,3 44879, 44880
ALL ON FOUR 17 * GH1,5 9,01 44879, 44880
ALL ON FOUR 17 * GH3 10,51 44879, 44880
ALL ON FOUR 17 * GH4,5 12,01 44879, 44880
ALL ON FOUR 17° (2) GH1 8 44879, 44880
ALL ON FOUR 17° (2) GH3 10 44879, 44880
ALL ON FOUR 17° (2) GH5 11,5 44879, 44880
ALL ON FOUR 30 * GH1,5 9,57 44879, 44880
ALL ON FOUR 30 * GH3 11,07 44879, 44880
ALL ON FOUR 30 * GH4,5 12,57 44879, 44880
ALL ON FOUR 30° (2) GH1 78 44879, 44880
ALL ON FOUR 30° (2) GH3 9,8 44879, 44880
ALL ON FOUR 30° (2) GHS 11,3 44879, 44880
ALL ON FOUR AGIK KASIK OLCU POSTU VIDASI 15,5 44879, 44880
ALL ON FOUR ANALOG 13,03 44879, 44880
ALL ON FOUR HEMEN YUKLEME 12,05 44879, 44880
ALL ON FOUR i ViDA 1,6 44879, 44880
ALL ON FOUR BAR(TEPE) VIDA 5,05 44879, 44880
ALL ON FOUR LOCATOR GH4 6,62 44879, 44880
ALL ON FOUR LOCATOR GH5 7,62 44879, 44880
ALL ON FOUR LOCATOR GH7 9,62 44879, 44880
ALL ON FOUR STANDART BILYELI KORESEL ATASMAN GH4 7,28
ALL ON FOUR STANDART BILYELI KURESEL ATASMAN GH5 8,28
ALL ON FOUR_STANDART BILYELI KURESEL ATASMAN GH7 10,28
ALL ON FOUR ANALOG STANDART BILYEL| KURESEL ATASMAN 11,3
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r‘e ile 93/42/EEC Tibbi Cihazlar Yonetmeligi'nde Onaylanmis Kurulus olarak faaliyet gostermekte
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ALL ON FOUR CENE APEREY GOVDE 16,76 44879, 44880

ALL ON FOUR KOPRU (PLASTIK KAPLAMA KOPRULERI ICIN) 5 44879, 44880

ALL ON FOUR KOPRU TIRNAKLI {SERAMIK KAPLAMA KOPRULERI iCiN) 5 44879, 44880

ALL ON FOUR TEK UYE (2) GH1 5,9 44879, 44880

ALL ON FOUR TEK UYE (2) GH3 79 44879, 44880

ALL ON FOUR TEK UYE (2) GH5 9,9 44879, 44880
LOCATOR GH1 38 8,27 44879, 44880
LOCATOR GH2 3,8 9,27 44879, 44880
LOCATOR GH3 38 10,27 44879, 44880
LOCATOR GH4 38 11,27 44879, 44880
LOCATOR GHS 38 12,27 44879, 44880
LOCATOR GH6 38 13,27 44879, 44880
LOCATOR GH7 3,8 14,27 44879, 44880
LOCATOR GH8 38 15,27 44879, 44880
LOCATOR ANALOG 10,41 44879, 44880
LOCATOR (2) GH1 7,55 44879, 44880
LOCATOR (2) GH2 8,55 44879, 44880
LOCATOR (2) GH3 9,55 44879, 44880
LOCATOR (2) GHS 11,55 44879, 44880
LOCATOR (2) GH7 13,55 44879, 44880
LOCATOR (3) 44879, 44880

3,5 LOCATOR (3) 3,5 44879, 44880
ANALOG 3,4 9,66 44879, 44880, 61646
ANALOG (2) 44879, 44880, 61646
$3,1 ANALOG (3) 44879, 44880, 61646
@4,1 ANALOG (3) 44879, 44880, 61646
GECICI DENTAL IMPLANT STANDART BILYELI KURESEL ATASMAN BOY 8 2,5 15,6 44880

GECICi DENTAL IMPLANT STANDART BILYELI KURESEL ATASMAN BOY 10 2,5 17,6 44880

GECICi DENTAL IMPLANT STANDART BILYELI KURESEL ATASMAN BOY 12 2,5 19,6 44880

GECICI DENTAL IMPLANT ABUTMENT BOY 8 2,5 19,3 44880

GECICI DENTAL IMPLANT ABUTMENT BOY 10 2,5 21,3 44880

GECICI DENTAL IMPLANT ABUTMENT BOY 12 25 23,3 44880

GECICi DENTAL IMPLANT LOCATOR BOY 8 2,5 12,82 44880

GECICi DENTAL IMPLANT LOCATOR BOY 10 2,5 14,82 44880

GECICI DENTAL IMPLANT LOCATOR BOY 12 2,5 16,82 44880

ABUTMENT VIDASI 7,45 61647

ABUTMENT VIDASI (2) 1,25 61647

ABUTMENT VIDASI (3) 8,45 61647
' STERIL OLMAYAN DENTAL CERRAHI SET

DENTAL CERRAHI SET 44883

PIN 3MM 2,63 3,45 46552

PIN 5MM 2,63 5,45 46552

PIN GONDERME ADAPTORU (HANDDLE) 163,62 46552

CEKIC 177,94 46552

PIN BOX 40 13 46552

viDA 8 1,6 8,82 46552

viDA 10 1,6 10,82 46552

ViDA 12 1,6 12,82 46552

ViDA BOX 105,35 46552
ANGULDURUVA UYUMLU PiN ANAHTARI 2,8 238 46552

CENE APEREY BAGLANTI VIDASI 4,5 44015

CENE APEREY SIKMA VIDASI 3,2 44015

CENE APEREY UCU 10 44015

PILOT FREZ 2,7 34,38 44015

LINDEMAN 36,2 44015

KIRIK VIDA FREZI 37,7 44015

ISARETLEME FREZ 2 35,15 44015

ROUND FREZ 35,45 44015

FREZ UZATMA 30,2 44015

DENTAL IMPLANT BOYUN ACICI FREZ 3,4 25,15 44015, 31823, 46621
DENTAL IMPLANT BOYUN AGICI FREZ 3,8 25,15 44015, 31823, 46621
DENTAL IMPLANT BOYUN ACIC! FREZ 4,2 25,15 44015, 31823, 46621
DENTAL IMPLANT BOYUN ACICI FREZ 48 25,15 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 8 3,4 27 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 10 3,4 29 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 12 3,4 31 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 14 34 33 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 8 38 27 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 10 38 29 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 12 38 31 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 14 38 33 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 8 4,2 27 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 10 4,2 29 44015, 31823, 46621
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UDEM Sertifikasinin Eki'dir.

DENTAL IMPLANT FREZ BOY 12 4,2 31 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 14 4,2 33 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 8 4,8 27 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 10 48 29 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 12 48 31 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 14 48 a3 44015, 31823, 46621
GECICI DENTAL IMPLANT FREZ BOY 8 22 27 44015, 31823, 46621
GECICI DENTAL IMPLANT FREZ BOY 10 22 29 44015, 31823, 46621
GECICI DENTAL IMPLANT FREZ BOY 12 2,2 31 44015, 31823, 46621
ANGULDURUVA SERT TAPING 3,4 29,2 44015, 31823, 46621
ANGULDURUVA SERT TAPING 38 29,2 44015, 31823, 46621
ANGULDURUVA SERT TAPING 4,2 29,2 44015, 31823, 46621
ANGULDURUVA SERT TAPING 48 29,2 44015, 31823, 46621
KRON BELIRLEME FREZI 4 23 44015, 31823, 46621
KRON BELIRLEME FREZI 5 23 44015, 31823, 46621
KRON BELIRLEME FREZI 6 23 44015, 31823, 46621
KRON BELIRLEME FREZI T 23 44015, 31823, 46621
KRON BELIRLEME FREZI 8 23 44015, 31823, 46621
KRON BELIRLEME FREZI 9 23 44015, 31823, 46621
KRON BELIRLEME FREZI 10 23 44015, 31823, 46621
VIDA KIRIK FREZ MERKEZLEME 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 6 35 25,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 8 3,5 27,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 10 3,5 29,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 12 3,5 31,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 5 4 25,45 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 6 4 25,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 8 4 27,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 10 4 29,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 12 4 31,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 5 4,5 25,45 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 6 45 25,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 8 4,5 27,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 10 4,5 29,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 12 4,5 31,95 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 5 5,5 25,34 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 6 5,5 25,84 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 8 5,5 27,84 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 10 5,5 29,84 44015, 31823, 46621
DENTAL IMPLANT 2020 FREZ BOY 12 5,5 31,84 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 7 3 25,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 8,5 3 27 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 10 3 28,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 11,5 3 30 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 13 3 31,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 7 3,3 25,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 8,5 3,3 27 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 10 3,3 28,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 11,5 3,3 30 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 13 33 31,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 7 3,8 25,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 8,5 3,8 27 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 10 38 28,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 11,5 38 30 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 13 38 31,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 7 43 25,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 8,5 4,3 27 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 10 43 28,5 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 11,5 4,3 30 44015, 31823, 46621
DENTAL IMPLANT FREZ BOY 13 43 31,5 44015, 31823, 46621
SERT DOKU PANC 2 28,16 44015, 31823, 46621
SERT DOKU PANC 3 28,16 44015, 31823, 46621
SERT DOKU PANC 4 28,16 44015, 31823, 46621
SERT DOKU PANC S 28,16 44015, 31823, 46621
YUMUSAK DOKU PANC 2 23,05 44015, 31823, 46621
YUMUSAK DOKU PANC 3 23,05 44015, 31823, 46621
YUMUSAK DOKU PANC 4 23,05 44015, 31823, 46621
YUMUSAK DOKU PANC 5 23,05 44015, 31823, 46621
PARALEL PIN 2,4 36,25 46552

PARALEL PIN 3,4 36 46552

PARALEL PIN 38 | 36 46552 @
PARALEL PIN 4,2 36 46552 >
PARALEL PIN 48 36 46552

RASET 84,44 44901
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TORK AYARLI RASET 96,19 44901
HEX ANAHTAR UZUN 1,25 17,89 44901
HEX ANAHTAR ORTA 1,25 23,89 44901
HEX ANAHTAR KISA 1,25 29,89 44901
ANAHTAR ANGULDURUVA UZUN 1,25 30,5 44901
ANAHTAR ANGULDURUVA KISA 1,25 24,16 44901
IMPLANT TASIMA ANAHTARI ANGULDURUVA UZUN 28,15 44901
IMPLANT TASIMA ANAHTARI ANGULDURUVA KISA 20,15 44901
IMPLANT GONDERME ANAHTARI ANGULDURUVA UZUN 29,4 44901
IMPLANT GONDERME ANAHTARI ANGULDURUVA KISA 19,4 44901
IMPLANT GONDERME ANAHTARI RASET UZUN 19,09 44901
IMPLANT GONDERME ANAHTARI RASET KISA 43,09 44901
ANGULDURUVA RASET ADAPTORU 8,5 44901
TORKLU RASET AYAR CIVATASI 14 44901
I¢ DIL 8,5 44901
KISA PIM 6,1 44901
GOVDE YAY 25,2 44901
TORKLU RASET AYAR MiLI 40,15 44901
TORKLU RASET IC AYAR MiLi 52,75 44901
TORKLU RASET ORTA BAGLANTI 30 44901
TORKLU RASET KAFASI 22,5 44901
UZUN PiM 1,15 10,1 44901
VIDA GONDERME ADAPTORU (HANDDLE) 44901
DERINLIK OLCER 181,72 44901
GAYD (3,5-@2,2 45319
GAYD @3,5-@3,2 45319
GAYD @4,5-p2,2 45319
GAYD @4,5-p3,3 45319
GAYD (4,5-@4,3 45319
GAYD @#5,5-@2,2 45319
GAYD @5,5-33,3 45319
GAYD @5,5-94,3 45319
GAYD (35,5-@5,2 45319
TASIYICI PARCA-1 (3) 45319
TASIYICI PARCA SAPI (3) 45319
TASIYICI PARGA VIDA (3) 45319
DUZ OSTEQOTOM DIS BUKEY 3,4 146,39 45319
DUZ OSTEOTOM DIS BUKEY 38 146,39 45319
DUZ OSTEOTOM DIS BUKEY 4,2 146,39 45319
DUZ OSTEQOTOM DIS BUKEY 48 146,39 45319
EGIMLI OSTEOTOM DIS BUKEY 34 180,61 45319
EGIMLI OSTEOTOM DIS BUKEY 3,8 180,61 45319
EGIMLI OSTEOTOM DIS BUKEY 4,2 180,61 45319
EGIMLI OSTEOTOM DIS BOKEY 4,8 180,61 45319
DUZ OSTEOTOM ¢ BUKEY 3,4 148,71 45319
DUZ OSTEQTOM I¢ BUKEY 3,8 148,71 45319
DUZ OSTEOTOM I BUKEY 4,2 148,71 45319
DUZ OSTEOTOM ¢ BUKEY 4,8 148,71 45319
EGIMLI OSTEOTOM iC BUKEY 3,4 180,11 45319
EGIMLI OSTEOTOM iC BUKEY 38 180,11 45319
EGIMLI OSTEOTOM i¢ BUKEY 4,2 180,11 45319
EGIMLI OSTEOTOM I¢ BUKEY 48 180,11 45319

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.$

Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkdy — Cankaya — ANKARA

T:03124430390 F:03124430376 info@udemltd.com.tr www.udem.com.tr
Sayfa8/8

Denetim Egitim M¥kezi
San veTic AS




TIBBI CIHAZ DEGISIKLIK
ONAY FORMU

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

Firma Adi : BA Dental ithalat ihracat Sanayi ve Dis Ticaret Limited Sirketi

Firma Adresi : [kitelli Osb Mah. Heskoop G Blok Sok. Heskoop Sit. G Blok Apt. No:9

Basaksehir ISTANBUL / TURKIYE

ligili Yonetmelik : 93/42/AT Tibbi Cihazlar Yénetmeligi
Degisikligin tanimi : Firma Unvani Degismistir.
ligili Sertifika Numarasi 1 M.2016.106.6993
Rapor Numarasi : MD.3094
DUzenlenme Tarihi :30.09.2022
Revizyon Tarihi i-
Revizyon Numarasi :00 San. ve Tic. A.3.
B2
UDEM, bu Degisiklik Onay Formu ile yukarida gecen degisiklikleri MDR ~
Madde 120(3) ve MDCG 2020-3'e gdre 6nemli olmayan dedisiklik /‘e
olarak onayladigini beyan eder. Bu form istenildigi takdirde otoritelerle veya =~
Ucunci taraflarla paylasiimak Uzere dizenlenmistir. U D E M
\ J

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara - TURKIYE
Tel: +90 312 443 03 90 Faks: +90 312 44303 76
E-posta: info@udem.com.fr www.udem.com.tr




MEDICAL 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 : BA Dental ithalat Ihracat Sanayi ve Dis Ticaret Limited Sirketi

Company Address : [kitelli Osb Mah. Heskoop G Blok Sok. Heskoop Sit. G Blok Apt. No:9
Basaksehir ISTANBUL / TURKEY

Related Directive 1 93/42/EEC Medical Devices Directive

Definition of Change : Company name has been changed.

Number of Related Certificate  : M.2016.106.6993

Report Number : MD.3094
Issue Date : 30.09. : o
N SRR UDEM International Certification

Revision Date 5 r Auditing Training Centre Industry
Revision Number :00 and Trade Inc. Co.

3 3
UDEM declares that the mentioned changes have been confirmed as f'&
non-significant changes according to MDR Article 120 (3) and MDCG 2020-3 with L‘*
this Change Confirmation Form. This form has been prepared to be shared with U D E M
authorities or third parties upon request.

o

_/
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Phone: +90 0312 443 03 90 Fax: +900312 44303 76
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