(/QPERMED

EC DECLARATION OF CONFORMITY

DoC No

Manufacturer

Address

Conformity Assessment Route

EC Certificate No & Expiration Date

Notified Body

Classification

Device Name & Models

GMDN Code

DDO03.06

Permed Saghk Uriinleri Gida Tekstil Hayvancilik San.
Ve Tic. Ltd. Sti.

Bogazkent Mah. Yavuz Sk. No:11/A
Canakkale/Turkiye

93/42/EEC Medical Devices Directive Annex I,
Including Section 4

M.2021.106.14653 & 27.05.2024

UDEM Uluslararasi Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S. (NB 2292)

MUTLUKENT MAH. 2073 SK. NO:10 UMITKOY
ANKARA, TURKEY

Class lIb

VersaFix Meniscal Repair System (Standard, Left,
Right Curved), VersaFix Suture Passer and Cutter

45061

I, the undersigned, hereby declare that the Medical Device(s) specified above and provided
with CE marking, conform with the Essential Requirements of the EC Directive 93/42/EEC
Medical Device Directive. This declaration is supported by the EC Quality System Certificate

according to the provisions of relevant Annex of above Directive. This declaration applies to

all devices specified above distributed from the signature date forward

25.06.2024



