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SERTIFIKA

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

M.2016.106.6981-1 Tasanm inceleme Sertifikasi Bu Belgede Tanimii Olan Sinif It Urnler icin Hozianmigtir

Firma Adl : VENAPORTA Tibbi Malzemeler imalat ithalat ihracat Sanayi ve
Ticaret Limited Sirketi

: vogsan Oz Anadolu Sanayi Sitesi 1453. Sok. No:3/2 Yenimahalle
ANKARA / TURKIYE

Firma Adresi

iigill Yénetmelikler ve Ekler 1 93/42/AT Tibbi Cihaziar Yonetmelidi - Ek Il (Madde 4 Harig)

: Cerrahi Mesh - Sinif i - Steril
- Polipropilen Mesh
- Poliester Mesh
- PTFE Mesh
- Kompozit [Ciff Y0zIG/Bllesik) Mesh
Cerrahi Kege - Sinif il - Sterdl
- PTFE Kece, Plejif, Seril, TeyplAski
- Poliester Kece, Pleiil, Serit, Teyp(Asky)
- Kompozit {Cift YUzIG/Bilesik] Kece, Pleijit, Serif, Teyp{Aski)
- SCturlu Kege
Cerrahi Yama - Sinif Il - Steril
- ePTFE Kardiyovaskiler Yama

Uronler

GMDN

: 60300, 44756, 31744, 36082, 13906

Sertifika Numarasi

Rapor Numarast

ik Belgelendirme Denetimi

Tescil Tarihi

Yeniden Belgelendirme Denetimi
Yeniden Belgelendirme Tarihi/No

1 M.2016.106.6981
: MD.3107.YB

1 15.08.2016
121.09.2016

: 27.09.2019

: 25.03.2020/01

Denetim E&R

Revizyon Tarihi/No o San. ve Tic. A.S.
Gegerlilik Tarihi 1 27.05.2024

UDEM, Listeli Grinlerin 93/42/AT direkiifi £k i, madde 4 hasic gerekliliklernin kargladigin beyon eder. Yukanda ad en
oretici Kalite GUvence Sistemi uyguladiging ve Ek Il madde 5'e gére periyodik gbzetim denetimleri fie sGreklfigini
scg]cycccglm beyan eder. Sinif ill olarak piyasaya arz edilecek Griinler icin Ek Il madde 4'e gdre AT Tasanm Inceleme
sertifikast gereklidir. Belge kapsaminda yer alan sinif | GrGnler ile iigili UDEM'In sorumlulugu Orin sterl ise, steril sarlann
gUvence alfina alinmasi ve strdOrGimesi ile ilgili imalat konulan; SlcOm fonksiyonlu ise, Grnlerin metrolojik gereklere
uygunluguyla ilgilil imalat konular ile siniidir. Bubelgenin mUlkiyet hakki UDEM Uluslararas Belgelendime Denefim EGitim
San. Ve Tic. A$, 've dittir ve istenildiginde iade ediimelidir. Yukanda adi gecen fima ve UDEM bu belgenin bir kopyasini
Tesciltarhinden itibaren 5 yil stre e muhafcza etmelidhr. CE Markdlamanin kullanm Oretici beyant e firma sorumivlugundads.
Adh _?egen firma onaylanmis Orin fle ilgill bTI0n degisiklikler UDEM'e bildimek zorundadir. UDEM bu belgenin c%ege(ﬁﬁéini
yenilemezse adi gegen fima séz konusu Grintn plyasaya armni durduracakds. Belgenin gecediigini www.udem.com.r
intemet sayfasindan konirol edebfirsiniz.

&

Adres: Mutlukent Mahallesi 2073 Sokak {Eski 93 Sokak} No:10 Cankaya — Ankara — TURKIYE
Tel: +90 312 44303 90 Faks: +90 31244303746
E-posta: info@udemiid.com.ir www.udem.com.ir




CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex |i
(Excluding Section 4)

M.2016.106.6981-1 Desingn Examination Certificate Was Prepared for Class il Products Defined in This Certificate.
Company Name : VENAPORTA Tibbi Malzemeler imalat ithalat Ihracat Sanayi ve
Ticaret Limited Sirketi

Company Address : ivogsan Oz Anadolu Sanayi Sitesi 1453. Sok. No:3/2 Yenimahalle
ANKARA / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il {Excluding Section 4) '

Product : Surgical Mesh - Class b - Sterile
- Polypropylene Mesh
- Polyester Mesh
- PTFE Mesh
- Composite (Dual} Mesh
Surgical Felt - Class il - Sterile
- PTFE Felt, Pledget, Strip, Tape
- Polyester Felt, Pledget, Strip, Tape
- Composite {Dual) Felf, Pledget, Strip, Tape
- Pledget with Suture
Surgical Patch - Class 1l - Sterile
- ePTFE Cardiovascular Patch

GMDN : 60300, 44756, 31744, 36082, 13906

Certificate Number : M.2016.106.6981
Report Number : MD.3107.YB
Initial Assessment Date 1 15.08.2016
Registration Date 1 21.09.2016
Receriification Assessment Date 1 27.09.2019
Reissue Date / No : 25.03.2020/01
Revision Date /No :

Expiry Date 1 27.05.2024
UDEM hereby deciares that the requirements of Annex i, excluding section 4 of the 93/42/EEC Direclive have beenmet 4
for the listed products. The above named manufachuaer has established and applied a qually assirance systemn, whichis
subject to periodic survelfance audifs, defined by Arnex Ji, secfion 5 of the forementioned direclive. According fo Arnex

I, section 4 on EC design- exarination cetiicate i required for placing the Class I devices onthe market. UDEM's responsiolity r
for class | devices covered by the EC cerificate s imited to maonufactuiing issues related to safeguarding and maintaining ‘

and Trade Inc. Co.

sterie conditions, if the device ks sterfle; and manufactuing issues related to product’s conformity with metrological requirements,
if it has measurement function. This cerfificate remains as the property of UDEM Intemational Certificafion Audifing Training
Cenfre Industry and Trade Inc. Co. to whom it must be retumed upon request. The above named company and UDEM
must keep a copy of this cerficate for 5 years from the registration of the certificate. Usage of the CE mark s under the
responsibiity of fhe manufacturer with the completion of EC Declaration of Confomify. The above menfioned company
must nofify ol changes related with the approved product fo UDEM. If UDEM will not renew the validity of this cerfificate
in question, the menticned company should step placing the product on the market. The validity of the
certificate can be checked through www.udem.com.ir.

Addrres: Mutlukent Mahallesi 2073 Sokak {Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +900312 4430376
E-mail: inffo@udemitd.com.tr www.udem.com.ir
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