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Declaratmn of Conformity
&U%ET

(Uygunluk Beyani)
| urer / DESU MEDIKAL URUNLERI VE 'ITBBI CTHAZLAR SANAYT VE TIC, A.S.
Uretici HACETTEPE UNIVERSITESI TEKNOKENT SAFR BLOKILAR E BLOK NO:Z.- 02/03
. BEYTEPE KAMPUSU CANKAYA- ANKAR_A TURKIYE

Prodﬁuct. / Urdin Ammal based clenvatwe collagen implants used for cranial and spmal repair (Sterile, Single Use)
o Hq)r)fm ogymk /éo@eri ba{!; mplanf/ar, kranga/ v Jpzmz/ Kl 3 lﬂﬂ (5' teril, Tek Kullanmbl)
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R
) . ! Product Name and DECOLL DCL COT_LAGEN BASED PDURAL GRAFT
Reference Code / Uriin ; - :

Adi ve Referans Kodu : |

Classification / Class 111, MDD 93/42/EEC Annex IX, Rule 8 and Rule 17)
Seneflandima Sen f 0T, (MDD 93/42/EEC BR IX, Kural 8 ve Kural 17),
GMDN Code 45829

(GMDN Kodu) 45829 _
Conformity Assesment 1 :
Route / Uygunluk MDD 93/42/EEC Ek I1. (Article 4 included)
Degerleni' & Yolu MDD 93/42/EECE/%: IL (Ek 4 dahil)

We here with declare that the above mentioned products meet the provisions of the Counc:l Dn-ecuve 93/42/EEC for Medical
Devices. All supporting decumentation is retained under our prémises.

? Yukarsdaki firinlerin Tebbi Ctba{!m ifin konsgy dzm/%tgﬁ 93/42/BEC'in bitkiimlerini kargrladigs beyan ederiz, Tim destekleyici dokiinsaniar diretim
tesisimizde saklanmafeiads, Z '

Standards Applied

(Uygulanan standartlar) CONZM]SSION REGULATION EU) No 722/2012

All hpplicable Harmonized Standards (Published in EU Official Publications)
Titm wygulanabilen Harmonige Standarilar (Avrupa Birkgi'nin Reswi Yaymlarnda yaymiana)

EN IS0 109931, EN ISO 10993-3, EN.ISO 10993-4, EN ISO 10993-5, EN 18O 10993-6, EN ISO
10993-7, EN ISQ 10993-7 +AC, EN ISO 10993-10, EN ISO 10993-11, EN ISO 10993-12, EN ISO
10993-18, EN 18O 13485, EN ISO 14644-1, EN ISO 14644-2, EN ISO 14644-4, EN ISO 14644-5, EN
ISO 14644-10, 93/42/EEC, EN ISO 11737-1, EN 150 11737-2, EN TSO 14698-1, EN ISO 14698-2,
EN'1041+A1, EN ISO 556-1, EN ISO 11607-1, EN ISO 11607-1/ Al, EN ISO 14630, EN ISO 15223-
1, EN IS0 15225, EN 180 14971, EN IS0 14971/D1 MEDDEV 2.2/3, MEDDEYV 2.4/1, MED DEV
25/1, MED DEV 2.5/2 MED DEV 2.7/1, MEDDEV 2.7/2, MEDDEYV 2.7/3, MEDDEV 2.7/4,
MEDDEV 2.12/1, MEDDEYV 2.12/2, EN ISQ 9626, EN ISQ 7153, EN ISC 7197, EN ISO 11135, EN
1SO 1618, EN ISO 17050-1, 17050-2, 10993-6, SO EN 22442-1, 1SO EN 22442 2 ISO EN 22442-3,
Europe Pharmacopy Editon 10.0, The Blue Guide on the mplemmtauon of BU product rules, CE
Declaration of Conformity, OECD 471, OECD 473, OECD. 476, R.G. 27957 Medical Device Directive,
NBOG Best Practice Guide-1, FDA Duidance _

Ronidsyon Regilagyons (EU) No 722/ 2012 ' ?

Tiim zggﬂ!aﬂabz/m Harmonize Standartlar (Avmpa Birligi'nin Resmi Y ayeniaranda yayrnianan)

Notified Body
N . Polish Centre for Testing & Certification
(Yetkili Bc;lgelendlrme B” Omegm’ ibfa.z Edilen betgedek

K usu} |
- THRYCE lisminin aynist Qistoiy
b’*{ge kismindan ,
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EC Certificate(s
) . © CE 1434
(CE Belge(leri) )
Start of CE Matking
. 71,2020
(CE Igareti Baglangici) )
Dig ﬂ y signed by Grabazei Alexandru
DHT Fatelh BVa 'Y Ba 1o NN 20-04 LET.
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rSZawa, 99 0'7 2020

\
Place, Date of Issue WA‘
(Yer ve Yayin Tarihi) 3

No., Date of Revision 5
(Revizyon No., Tarihi) '

27} 65 2024 |
Expiry Date - /|
(Gegerhhk tarihi) ‘
* Medicinal Products Directive: Colhncﬂ Dnecuve concerning medicinal products 2001/83/EC 6 Novenber 2001. We declate that the
products:do not contain human blor:-d dmvauves phthalate and do not emit radiation.

*Trbbi Ursin Dirokifi: Tabbi ivitnier ile | ;.{gzl: Komgy Dzre/éty’ 2007/83/EC 6 Kasins 2001,
Uriinlerin insan kan tiresi, fitalat ve /amé: zpemedzgzm o radyasyon yaymadiin beyan ederiz,
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Name (fsim) Mehmer Sorar | 1 P
Title (Unvarn)  Company Man#ger / J :f,%ethfdum

DESU WMEDIKAL (RONI Ri v
TIBBI ClHAZLAR SAH N
o . Universitelgr Mah 1506,
Signature (fmza) E Bok Oty
Femin Kat Kapi No t; #
Tel.0 112 209 24

Ak onhayainnKARA
312 209 2563
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APOSTILLE

L

Sta Tl"JRK _E - LA TURQUIE

3. Imzalayanin sifati BagKatip'dir./Acting in the capacity of/Agissant en qualité de/Titel des '
Unterzeichneten. -

4. ANKARA 6 NOTERLIGI ‘'nin mahar/damgasini tasimaktadir-bears the seal/stamp of-fest revétu
" |du sceauttimbre de-tragt Siegel/Stempel von

TASDIK ! CERTIFIED / ATTESTE / BEGLAUBIGUNG:

5. Altindag Kaymakamh§' da/at/a/in
8. 9.11.2020 ganu/thelle/Am
7. V.H.KI LD Sefi Ahmet GUNGOR tarafindaniby/par/durch den/die

8. No : 7984 ile tasdik edilmistir./No:/sous No:/unter Nr.

9. Muhir - Damga/Seal-stamp/Sceau- 10. imza/Signature/Signature/Unterschrift:
timbre/Siegel-Stempel
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