CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex I

(Excluding Section 4)

M.2020.106.13296-1 Design Examination Certificate Was Prepared for Class lil Products Defined in This Certificate.

Company Name

Company Address

Related Directives and Annex

Product

Certificate Number
Report Number

Initial Assessment Date
Registration Date
Revision Date /No
Expiry Date

for closs | devices covered by the EC cerlificate ks Iimited to manufachuing ssues rekated to safeguarding and martaining
sterie condifiors, if the device & stedle; and manufaciuing ssues related to product's conforrnity with metrologcdl requirernents,
if it has measurement function. This certicate remains as the property of UDEM Intemationd Certification Auditing Training
Centre 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 certficate for 5 years from the regisiration of the cerlificate. Usage of the CE mark s under the
resporsibiity of the manufacturer with the completion of EC Dedaration of Conformity. The above mentioned company
must nofify dll changes related with the approved product to UDEM. If UDEM wil not renew the validity of this certificate
in question, ihe mentioned company should stop placing the product on 1hé market. The validity of the

: Burgeon Biyoteknoloji ve San. Tic. A.S.

: Saray Mah. 1500 Cad. No:30C Kahramankazan ANKARA / TURKEY

: 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

: NOVUMA Collagen Stimulating Calcium Hydroxyapatite
Sterile Dermal Filling Material (1,5 cc) - Class i

: 33310

1 M.2020.106.13296
:MD.4010.1B

1 13.12.2019

: 11.02.2020

1 19.02.2020/01
:27.05.2024

UDEM hereby deciares that fhe requirernents of Amnex Il excluding section 4 of the 93/42/EEC Directive have been met
for the Isfed producs. The above named marufacturer has estabished and appied a qualy assrance system, whichs

subject to periodic survellance audits, defined by Arnex |, section 5 of the forementioned drective. According to Annex
Il section 4 an EC design- exarmination certficate i required for placing the Class fil devices onthe market. UDEM's responsbity /(‘é'

Auditing Training
and Trade Inc. Co.

s

certificate can be checked through www.udem.com.tr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya ~ Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76

E-mail: info@udemitd.com.lr www.udem.com.ir




SERTIFIKA

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

M.2020.106.13296-1 Tasanm inceleme Sertifikast Bu Belgede Taniml Olan Sinif Il Urinler igin Hazrlanmistir

Firma Adi : Burgeon Biyoteknoloji ve San. Tic. AS.

Firma Adresi : Saray Mah. 1500 Cad. No:30C Kahramankazan ANKARA / TURKIYE

ligili Yonetmelikler ve Ekler : 93/42/AT Tibbi Cihazlar Yonetmeligi - Ek I (Madde 4 Harig)

Urtnler : NOVUMA Kolajen Arttinci Kalsiyum Hidroksiapatit Steril Dermal
Dolgu Malzemesi (1,5 cc) - Sinif I}

Sertifika Numarasi 1 M.2020.106.13296

Rapor Numarasi : MD.4010.1B

lk Belgelendirme Denetimi :13.12.2019

Tescil Tarihi : 11.02.2020

Revizyon Tarihi/No : 19.02.2020/01 Denetim Egitim MeTkezi
s " . San. ve Tic. A.S.

Gegerlilik Tarihi : 27.05.2024

UDEM, Listeh Orlinlerin 93/42/AT direkifi B |, madde 4 haric gerekliklerinin karglodigru beyon eder. Yukanda adi Ee]y_
g|n|

urelicl Kalite Guvence Sisleri urgu!cd:glnl ve E Il madde 5'e gire perivodik gdzelirn denelimieri fle sgreki
icgk:nyucca{ml eyan eder, Sinif Ill olarok pryasoya oz edilecek Grinler icin Bk llmadde 4'e gbre AT Tasanm inceleme
sertiflcan gereklidr. Belge kopsanwnda yer alan sinil | Grionler lle F UDEM'in sorumiulugu Orin sleril ise, steril sarllann
glivence allina alinmasi ve sirciriimesi ile | 'Ig‘jll imalat kenulan; Sleim fonksiyonlu ise, urunlenn meholopk ?erek!afe
gunlu%wlo Igil imaial kenulan ile smirkdr. Bu belgenin milkiyet hd. 1 UDEM Uluslararasi elael im Editim
Scn Ve lici A ge aittir ve lslmicﬁgmde iade edimelidir. Yukanda o gegen fima ve UDEM bu be’gemn brr kopyasmni
den i cre.nﬁml sCire e muhafeos eimelic. CE Markolamanin kullanim tretial Beygralle frma sanmbulugundaoc,
?Et;en firma enaylanmi Orin ile g boiin dedigkiklen UDEM'e bildimek zorundadir, UDEM bu belgerin eq;ed"ﬁgtm
yen emene od gecen fima s6z korusu Oron0n plyosaya ani durduracakie, aelganln gecerliginl www.udem.com.ir
intemet saylasin konirol edebiisinz

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TORKIYE
Tel: +90 312 4430390 Faks: 4903124430376
E-posta: info@udemitd.comfr www.udem.com.ir




