
UDEM

#

S E R T I F I K A
Tam Kalite Guvence Sistemi

93/42/AT Tibbi Cihazlar Direktifi Ek II (Madde 4 Harlg)

: Tabib Farma Hag Tibbi Cihazlar Medikal Or+opedi Gida Tarim Bitkisel
Yaglar Gretimi in§. Ve in?.Malz. San. Tic. Ltd. Sti.

Firma Adi

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

llgili Yonetmelikler ve Ekler :93/42/AT Tibbi Cihazlar Yonetmeligi - Ek II
(Madde 4 Haric)

Urunler ALCASIS Steril cerrahi kemik gimentosu - Simf lib
-Toz Bile§en 40g
-SIVI Bilesen 20 ml

ALCASIS ZV Steril Vertoplasti Kemik Qimentosu - Simf lib
-Toz Bile§en 20g
-SIVI Bilesen 10 ml

GMDN : 35217

Sertifika Numarasi
Rapor Numarasi
ilk Belgelendirme Denetimi
Tescil Tarihi
Revizyon Tarihi/No
Gegerlilik Tarihi

: M.2019.106.12496
:MD.3595.IB
: 02.07.2019
: 28.08.2019
: 29.08.2019/01
: 27.05.2024
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UDEM, Listen OtOnlerin 93/42/AT dir
Gretici Kalite GOvence Sistemi usmi
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ileHiUDEMIn saturnine urOn steril ise, stent 5c

guvence altina alinmasi ve surdurulmesi ile ilgili imalat konulari; dlgGm fonksiyonlu ise, urunlerin metrolojik ger
uygunluQuyla ilgili imalat konulari ile smirlidir.Bu belgeninmulkiyet hakki UDEM Uluslararasi Belgelendirme Denetim
San. Ve Tic. A.§. ' ye aittir ve istenildiginde iade ecfilmelidir. Yukanda adi gegen firma ve UDEM bu belgenin bir kop dOtarm
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UDEMyeniiemezse aai gegen nrma soz xonusi.
internet sayfasinaan kontrol edebilirsiniz.

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



C E R T I F I C A T E
Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex II
(Excluding Section 4)
: Tabib Farma ilag Tibbi Cihazlar Medikal Ortopedi Gida Tarim

Bitkisel Yaglar Uretimi in§. Ve in?.Malz. San. Tic. Ltd. §ti.

:Sanayi Mahallesi 3327 Sokak GOlpetek Sanayi Sitesi S Ada
3. Blok No:3 ISPARTA- T0RKiYE

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

Company Address

Product

35217GMDN

Certificate Number
Report Number
Initial Assessment Date
Registration Date
Revision Date /No
Expiry Date

ation
Train

ALCASIS Sterile Surgical Bone Cement - Class lib
-Dust Component 40g
-Liquid Component 20 ml

ALCASIS ZV Sterile Surgical Vertebroplasty Bone Cement - Class lib
-Dust Component 20g
-Liquid Component 10 mi

M.2019.106.12496
MD.3595.IB
02.07.2019
28.08.2019
29.08.2019/01
27.05.2024

UDEM
Auditing
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ification
e Industry

UDEM hereby declares that the requirements ot Annex II,excludingsection4of the 93/42/EEC Directive have beenmet
for the listedproducts.The abovencmedmanufacturerhas establishedandcpplieda qualityassurance system,which is
subject toperiodc surveillance audits,definedby Armex II,section5of the forementioneddirective.According to Annex
II,section 4cnEC design-examinationcertificate isrequiedforplochgtheClassIIIdevices onthemarket.UDEM'sresponsibify
for dass Idevices coveredby the EC certificate is Irnitedtomanufacturingissues relatedtosafeguardingendmantaining
sterieconditions,if thedeviceis sterie;andmanufacturingissuesrelatedtoproduct'scorforrrilysVthmelrdogcdreqJrements,
if it has measurement function.This certificateremains as thepropertyof UDEMInternational Certification AuditingTraining
Centre Industry andTrade Inc.Co.to whomit must be returned uponrequest.The abovenamedcompany andUDEM
must keep a copy of this certificate for 5 years from the registration of the certificate.Usage ot the CEmark is under the
responsibility of themanufacturerwith the completionof EC Declarationof Conformity.The abovementionedcompany
must notify allchanges relatedwith theapprovedproduct to UDEM.If UDEM willnot renewthe validity of this certificate
In question, the mentioned company should stop placing the product on the market. The validity of the
certificate canbe checked through www.udem.com.tr.
Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Qankaya - Ankara - TURKEY
Phone: +90 0312 443 03 90 Fax:+90 0312 443 03 76
E-mail: info@udemltd.com.tr www.udem.com.tr
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