SERTIFIKA

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

Firma Adi : Tabib Farma llag Tibbi Cihazlar Medikal Ortopedi Gida Tarim Bitkisel
Yaglar Uretimi ins. Ve Ins. Malz. San. Tic. Ltd. Sti.

Firma Adresi : Sanayi Mahallesi 3327 Sokak GUlpetek Sanayi Sitesi S Ada
3. Blok No:3 ISPARTA- TURKIYE

ilgili Yénetmelikler ve Ekler : 93/42/AT Tibbi Cihazlar Yonetmelidi - Ek 11
{(Madde 4 Harig)

UrOnler

Digitally signed by Cobzari-Turcan lI
Date: 2024.02.09 13:41:20 EET T
Reason: MoldSign Signature

ocation: Moldova ARLCASIS 2V Steril Vertoplasti Kemik Cimentosu — Sinif llo
' -Toz Bilesen 20g
-Sivi Bilesen 10 ml

GMDN 135217

Sertifika Numarasi :M.2019.106.12496
Rapor Numarasi : MD.3595.1B

Ik Belgelendirme Denetimi :02.07.2019

Tescil Tarihi : 28.08.2019
Revizyon Tarihi/No 1 29.08.2019/01
Gegerlilik Tarini 1 27.05.2024

UDEM, Listeli Grinlerin 93/42/AT direkiifi Ek Il, modde 4 haric gerekiiikierinin karsladigin beyon eder. Yukanda adi geqen
Uretici Kalite GGvence Sistemi urgulad(gml ve Ek  madde 5'e gdre periyodik gézetim denetimleri ile sUrekliligini
soglcycca(;lnl beyan eder. Sinif lil olarak piyasaya arz edilecek Griinler icin Ek Il madde 4'e gdre AT Tasanm Inceleme
sertifikasi gereklidir. Belge kapsaminda yer alan sini | Grinler fle iigili UDEM'in sorumlulugu Grin steril ise, steril sartlann
glvence allina alinmast ve strdlrlimesi ile iigili imalat konular; SleUm fonksivonlu ise, Urinlerin metrolojik gereklere
uygunluguyla ilgili imalat konulan dle sinricr. Bu belgenin milkiyet hakki UDEM Uluslararast Belgelendirme Denefim Egitim
San. Ve Tic. A.3. 'ye aitfir ve istenildiginde iade ediimelidir. Yukanda ads gegen firma ve UDEM bu belgenin bir kopyasini
Tescil tarihinden ifioaren 5 yil sre le muhafaza etmelidir. CE Markalamanin kullanimi Gretici beyanyile firma sorumiulugundadr,
Adi gecen firma onaylanmis Grin ile iigili btin degisikiikleri UDEM'e bildimek zorundadir. UDEM bu belgenin geceriiiigini
yenilemezse ad gegen firma séz konusu Urin0n piyasaya arzini durduracaktir. Belgenin gegerliligini www.udem.com.ir
intemet sayfasindan kontrol edebilirsiniz

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




CERTIFICATE

Full Quality Assurance System

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

Company Name : Tabib Farma llag Tibbi Cihazlar Medikal Ortopedi Gida Tarm
Bitkisel Yaglar Uretimi ins. Ve ins. Malz. San. Tic. Ltd. Sti.

Company Address : Sanayi Mahallesi 3327 Sokak GUlpetek Sanayi Sitesi S Ada
3. Blok No:3 ISPARTA- TURKIYE

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex ||
(Excluding Section 4

Product : ALCASIS Sterile Surgical Bone Cement - Class lib

-Dust Component 40g
-Liquid Component 20 ml

ALCASIS 7V Sterile Surgical Vertebroplasty Bone Cement — Class lib

-Dust Component 20g
-Liguid Component 10 ml

GMDN $35217

Certificate Number 1 M.2019.106.12496

Report Number : MD.3595.1B

Initial Assessment Date :02.07.2019

Registration Date :28.08.2019

Revision Date /No :29.08.2019/01

Expiry Date : 27.05.2024

UDEM hereby declares that the requirements of Annex ll, excluding section 4 of the 93/42/EEC Directive have been met

for the listed products. The above named manufacturer has established and applied a qudity assurance system, whichiis
subject to periodic surveilance cudits, defined by Amnex il section 5 of the forementioned directive. According to Annex

for class | devices covered by the EC ceriificate i limited fo manufactuing issues related to safeguarding and mdintaining
f
Centre Industry and Trade Inc. Co. to whom it must be refumned upon request. The dbove named company and UDEM

T
JI, section 4 an EC design- examination certificate is required for placing the Class il devices onihe market. UDEM's responsiolity t&
sterie conditiors, if the device s sterile; and manufactuing ssues relafed to product’s conformity with metrological requirements,
if it has measurement function. This certificate remains as the property of UDEM intemationd Cerification Audifing Training
must keep a copy of this certificate for 5 years from the registration of the cerfificate. Usage of the CE mark is under the U D E M
responsibiity of the manufacturer with the completion of EC Declaration of Conformity. The above menfioned company

must nofify all changes related with the approved product to UDEM. If UDEM will not renew the validity of this certificate
in question, the mentioned company should stop placing the product on the market. The validity of the
certificate can be checked through www.udem.com.r.

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY

Phone: +90 0312 443 03 90 Fax: +900312 4430376
E-mail: info@udemitd.com.tr www.udem.com.ir
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