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TURK STANDARDLARI ENSTITUSU

BELGELENDIRME MERKEZi BASKANLIGI
MDD Kapsamindaki Belgeler i¢in Siire Uzatma Basvuru ve Degerlendirme Formu

Bu boliim TSE tarafindan doldurulacaktir. / This section will be filled by TSE.

Degerlendirme

Assessment

imalatg1 tarafindan hazirlanan Uzatma Kosullarmin Saglandigina Dair Beyan ve varsa MDR Kapsaminda Yetkili
Onaylanmig Kurulug Tarafindan Diizenlenmis Teyit Mektubu incelenmistir.

The Declaration by the manufacturer that the extension conditions are satisfied and the Confirmation Letter issued by the
Notified Body designated within the scope of the MDR, if any, have been examined.

1783-MDD-068, 1783-MDD-069, 1783-MDD-100, 1783-MDD-101, 1783-MDD-102, 1783-MDD-103, 1783-MDD-163,
1783-MDD-166, 1783-MDD-249, 1783-MDD-250, 1783-MDD-251 numarali belge(ler) kapsamindaki asagida bilgileri
verilen cihazlar igin gézetim faaliyetleri 26.09.2024 tarihine kadar devam edecektir. Asagida bilgileri verilmeyen isbu
belge(ler) kapsamindaki cihazlar igin herhangi bir gdzetim faaliyeti gergeklestirilmeyecektir.

For the devices with the following information within the scope of the certificate(s) numbered 1783-MDD-068, 1783-MDD-
069, 1783-MDD-100, 1783-MDD-101, 1783-MDD-102, 1783-MDD-103, 1783-MDD-165, 1783-MDD-166, 1783-MDD-
249, 1783-MDD-250, 1783-MDD-251, the surveillance activities will continue until 26.09.2024. No surveillance activities
will be carried out for the devices covered by certificate(s), the information of which is not given below.

Gozetim Faaliyetlerine Devam Edilecek Cihaz Bilgileri
Device Information for which Surveillance Activities will Continue

Cihaz Adr Cihaz Simifi
Device Name Device Classification

GRANUL(CRUNCH) SENTETIK
KEMIiK GREFTI (STERIL),
PUTTY SENTETIK KEMIiK

GREFTI (STERIL), DENTAL
PUTTY SENTETIK KEMIiK
GREFTI (STERIiL), CRUNCH Sinif 11
SILIKAT KATKILI SENTETIK
KEMIiK GREFTI (STERIL),
PUTTY SIiLIKAT KATKILI
SENTETIK KEMiK GREFTI
(STERIL)

GRANULE (CRUNCH)
SYNTHETIC BONE GRAFT
(STERILE), PUTTY SYNTHETIC
BONE GRAFT (STERILE),
DENTAL PUTTY SYNTHETIC
BONE GRAFT (STERILE),
CRUNCH SILICATE ADDITIVE | Class 111
SYNTHETIC BONE GRAFT
(STERILE), PUTTY SILICATE
ADDITIVE SYNTHETIC BONE
GRAFT (STERILE)
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BARIYER MEMBRAN (YAMA) | Sinf III
(STERIL)

BARRIER MEMBRANE (PATCH)
(STERILE) Class ITI

SENTETIK SILIKAT KATKILI | Sumf III
FLEKSIBLE SERIT KEMIK
GREFTI (STERIL)

SYNTHETIC SILICATE ADDITIVE | Class Il
FLEXIBLE
BONEGRAFT(STERILE)

HYALURONIK ASIT BAZLI Simif 111
KIKIRDAK ONARIM MATRIKSI
(STERIL)

HYALURONIC ACID BASED Class 11
CARTILAGE MATRIX (STERILE)

KEMIK CIMENTOSU Smif Ila
APLIKATOR KIiTi (STERIL)
BONE CEMENT APPLICATOR
KIT (STERILE) Class Ila
BIYOEMILEBILIR

iNTERFERANS ViDASI (STERIL)
BiYOEMILEBILiR ORTAPEDiK | Smf I
VIDA, PiN, PLAK (STERIL)
BiYOEMILEBILIR
KRANiYOMAKSILOFASIiYAL
PLAK, VIDA (STERIL)

BIOABSORBABLE
INTERFERENCE SCREW Class II1
(STERILE), BIOABSORBABLE
ORTHOPEDIC SCREW, PIN,

PLATE (STERILE),
BIOABSORBABLE

CRANIOMAXILOFACIAL PLATE,
SCREW (STERILE)
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Degerlendiren Uzman
Assessor Expert
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