AT SERTIFIKA |

Uretim Kalite Giivence
93/42/AT Tibbi Cihaz Direktifi Ek V

Firma Adl : Promarket Tasanm ve Teknolaji A.S.
Firma Adresi - Ihlamurkuyu Mahallesi Canakkale Caddesi No:5 Kat:4 Umraniye
ISTANBUL / TURKIYE

ligih Yénetmelikler ve Ekler : 93/42/AT Tibbi Cihaziar Ynetmeligi - Ek V

Urnler : Non-Steril, Gegici Regine - Sinif lla
MNon-Steril, Damak Regine - Sinif lla

GMDN - | : 31783, 34811

|
Sertifika Numarasi : M.2021.106.14537
Rapor Numarast : MD.4106.1B
Ik Belgelendirme Denefimi : 14.01.2021 e g0
Tescil Tarihi £ 10.05.2021 UDEM UIG\Gi5rasiBslgelendirme
Revizyon Tarihi/No - Denetim" tim et
Gecerlilik Tarihi : 97.05.2024 San. ve Tic™.&

Glvence Sistarn uyguladidn) we B v modde 4'e gtire peryodi ginstim denetimisd e strekiigint safioyocofn beyon

UDEM, Lishal Griinkedn 93/42/AT direkiifi k V, gerekiiklednin korgioddim beyan eder, Yukando o gecen dresd Xalle
ader, Beige kopsammda yer alon srf | Grinier i iglf UDEWIN sorurmbsiufu Onn shed] e, stedl jarionn givence athng /%h

ohmemas ve sirdrdirmesi e gl imalat konukar Skg0m fonksiyenlu se, Orlnlein meiokik gerekdera uygunkeuylo iglk
imakat kenulen de snrhdr, Bu belgerin mdlkyet hakla UDEM Uksioraresi Belgelendirme Denatim BSitim Son. Ve Tic, A5
"y gitfirva Bhanildifinde face edimeld. Yukanda oo gecen firna ve UDEM By belgenin birkopyosn Tescl fordhinden
iforan § yil sdre B muhalaes etmeddn, CE sMorkalamann kulanm fneticl beyan lle firma scrumiuugundoder. Ad o
gecen frma enayianmes fnin Be Igil b00n degiiikerd UDEMe bildimek mndadr, UDEM bu balgenin gegeriigini
ok gecen fima st konuse Driinbn piyasaya crom dudwecskly, 3eiganin gecedblin www.udem.comlr U D E M
A

Yerigmezse 1
infernet saylaundan konitrol edablirsniz.
Adres: Mutiukent Mahaollesi 2073 Sokak (Eski 93 Sokak] No:10 Cankaya - Ankara - TURKIYE -
Tel: +90 312 44303 90 Faks: +70 3124430374

E-posta: infoBudemitd.comur  www.udem.com.ir
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Production Quality Assurance
Medical Devices Directive 93/42/EEC Annex V

Company Name

Company Address

: Promarket Tasanm ve Teknoloji A.S.

: Ihlamurkuyu Mahallesi Canakkale Caddesi Noi5 Kat:4 Umraniye

ISTANBUL / TURKEY

Related _D1rec’rives and Annex  : 93/42/EEC Medical Devices Directive - Annex V

=
IJ

Product : Non-Sterile, Temp Resin - Class lla
Non-Sterle, Denture Resin - Class lla

GMDN _ - 31783, 34811

i
Certificite Number - M.2021.106.14537
Report Number : MD.4104.18
Initial Assessmeni Date 1 14.01.2021
Reqisfration Date : 10.05.2021
Revision Date /No D -
Expiry Date 1 27.05.2024

UDEM hersby declres that the requiremants of Annex ¥ of fre drecive $3/42/EEC have boen met [or e lsfed products.
The above named manufocturer has estoblshed ond appbes & qually ciwronce system, which is subject 1o perodic
survailonce qudits, defined by Annsx ¥, seciion 4 of the aforamenticned dreclive, UDEM's responsibiity for clos 1 dervices
covared by fhe EC serfifeate it imited fo manufoofuing suss rmicted to safeguarding and maintaining sterile conditions,
IF the dev.ce is sterfe: end manufociunng sues related to produc!'s confarmity with metrologicol requiremants., i it hos
measrement funclion, This cedificale remains s the property of UDEM Intemational Cerfification. Audifing Training Centre
Indusiny and Trade inc, Co, to whom It must be returned upon request. Tne above nomed company ond UDEM must keep
& eogy of this carfificats For 5 yeors from the regisiralion of the cerfificate. Usoge of the CE mark & under the responsibiity
o the rnamufachirer with the complafion of EC Decioration of Confarmity. The above menfioned company mist notify ol
ehanges related with the approved product ta UDEM, If UDEM wil not ranew 1he exginy dae of this certificate in guesfian,
the mentioned compomy shoukd stog plocing the product on the market. The woidity of the cerfificate can be checked
through wessudem.com, i,

Address: Mutlukent Mahaliest 2073 Sokak [Eski 93 Sokak] No:10 Cankaya - Ankara — TURKEY
Phone: +70 0312 44303 90 Fonc +900312 4430374
E-mail: infoBudemiid.com.dr  www.udem.com.ir
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