Declaration of Conformity

(Uygunluk Beyani)

Manufacturer DESU MEDIKAL URUNLERI VE TIBBI CIHAZLAR SANAYI VE TIC. A.S.
(Uretici) UNIVERSITELER MAHALLESI 1596 CADDE SAFIR BLOKLARI E BLOK OFIS NO:02/03 ZEMIN KAT
KAPI NO:6 BEYTEPE-CANKAYA/ANKARA
European Representative -—
(Avrupa Temsilcisi)
i e Hydrocephalus Silicone Shunt Systems (Low/Medium/High Pressure, Sterile, Single Use) (Ultra Small,
Product (Unin) Small, Regular and Peadiatric and Adult sizes) (Standard/ Antibiotic Impregnated) and Accessory
(Antsiphon)
Hidrosefali Silikon $ant Sistemlen (Diisiik/Orta/Yitksek Basing, Steril, Tek Kullanimlik) (Standart /
Antibiyotik Emdirilmis) (Ultra Small, Small, Regular ve Pediatrik ve Yetigkin boyutlannda) ve Aksesuary
(Anusifon)
e Hydrocephalus Polysulphone Shunt Systems (Low/Medium/High Pressure, Sterile, Single Use)
(Standard/ Antibiotic Impregnated) and Accessory (Antisiphon)
Hidrosefali Polisiilfon $ant Sistemleni (Diisiik/Orta/Yiiksek Basing, Steril, Tek Kullanimhik) (Standart /
Antibiyotik Emdinlmig) ve Aksesuan (Antisifon)
Hidrosefali polisiilfon ayarlanabilir sant sistemler: (standart) (diisiik/orta/yiksek basing, steril, tek
kullanimlik) ve aksesuan (antisifon)
Hydrocephalus polysulphone adjustable shunt systems (standard)
(low/medum/high pressure, stenle, single use) and accessory (antisiphon)
° Hydrocephalus Silicone Catheters (Sterile, Single Use) (Standard/Antibiotic Impregnated) and Accessories
(Stylet, Trocar, Luer; Right Angle; Straight; L type Connector and Fixation Tab)
Hidrosefali Silikon Kateterlen (Stenl, Tek Kullanimlik) (Standart /Antibiyotik Emdirilmis) ve Aksesuarlar
(Stilet, Trokar, Luer Konektér, Sabitleme Tab, Sag Ac¢ih Konektor, Diiz Konektsr, L Tip1 Konektor)
° Hydrocephalus External Neurological Drainage System with Silicone Catheter (Sterile, Single Use)
(Standard/ Antibiotic Impregnated)
Hidrosefali Eksternal Nérolojik Drenaj Sistemni Silikon Kateterli (Steril, Tek Kullanimlik) (Standart /

Antibiyotik Emdinlmig)
Classification Class III, MDD 93/42/EEC Annex IX, Rule 8 and Rule 13
(Siiflandirma) Sumf ITI, (MDD 93/42/ EEC Ek IX, Kural 8 ve Kural 13)

Conformity Assesment Route MDD 93/42/EEC Ek I1. (Article 4 included)
(Uygunluk degedendirme yoly) MDD 93/42/EEC ER IL (Ek 4 dibil

We herewith declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC for Medical Devices. All
supporting documentation is retained under our premises.

Yukandaki iiriinlerin Tibbi Cihazlar ig¢in konsey direktifi 93/42/FEFECnin hikiimlerini karsiladign beyan ederiz. Tiim destekleyici
dokiimanlar iiretim tesisimizde saklanmaktadir.

GMDN Codes 61796, 61798, 45694, 61523, 61159, 61376, 61526, 61525

(GMDN Kodlary)

Standards Applied COMMISSION REGULATION (EU) No 722/2012

Faimarapaty And All applicable Harmonized Standards (Published in EU Official
Publications)

KOMIiSYON REGULASYONU (EU) NO 722/2012
Tim uygulanabilen Harmonize Standartlar (Avrupa Birligi’nin

Resmi Yayinlarinda yayinlanan)

TS EN ISO 14630:2013, TS EN ISO 13485:2016, 93/42/EEC:2011, TS EN ISO 10993-1:2011, TS
EN ISO 10993-3:2015, TS EN ISO 10993:4:2017, TS EN ISO 10993-5:2010, TS EN ISO 10993-
6:2017, TS EN ISO 10993-7:2010, TS EN ISO 10993-7+AC:2010, TS EN ISO 10993-10:2014, TS
EN ISO 10993-11:2010, TS EN ISO 10993-12:2013, TS EN ISO 10993-18:2010, TS EN ISO 14644-
1:2016, TS EN ISO 14644-2:2016, TS EN ISO 14644-4:2006, TS EN ISO 14644-5:2006, TS EN
ISO 14644-10:2013, TS EN ISO 11737-1:2018, TS EN ISO 11737-2:2010, TS EN 556-1:2009, TS
EN ISO 11607-1:2017, TS EN ISO 15223-1:2016, TS EN ISO 15225:2017, TS EN ISO 14971:2013,
TS EN 1041+A1:2014, TS EN ISO 99626: 2016, TS EN ISO 7153:2016, TS EN ISO 7197:2010, TS
EN ISO 11135:2014, TS EN ISO 1618: 2010, TS EN ISO 17050-1:2013, TS EN ISO 17050-2:2007,
TS EN ISO 141555:2012, TS EN ISO 2859-1:2012, MEDDEYV 2.2/3: 1998, MEDDEYV 2.4/1:2010,
MEDDEV 2.5/1:1998, MEDDEV 2.5/2:2010, MEDDEV 2.7/1:2016, MEDDEV 2.7/2:2015,
MEDDEYV 2.7/3:2015, MEDDEV 2.7/4:2010, MEDDEV 2.12/1:2013, MEDDEV 2.12/2:2012,
TCESIS MEVZUAT:2016
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Location: Moldova



Notified Body
YVetkili 5 Turkish Standards Institution / Necatibey Cad. No: 112 06100 Bakanliklar, Ankara Turkey / 1783
( ) f2 Tiirk Standartlar: Enstitisit / Necatibey Cad. No: 112 06100 Bakanliklar, Ankara-Turkiye / 1783

(EC) Certificate(s)
(CE Belge(len) )

Start of CE Marking
(CE Isareti Baslangics
Place, Date of Issue
(Yerve Yaymn Tanhi)
No., Date of Revision
(Revizyon No., Tarihi)

* Medicinal Products Directive: Council Directive concerning medicinal products 2001/83/EC 6 November 2001. (For antibiotics impregnated products).
We declare that the products do not contain human blood derivatives, animal ongn tissues, phthalate and do not emit radiation.

¥Tubbi Uriin Direktifi: Trbbi siriinler ile ilgili Konsey Direktif 2001/83/ EC 6 Kasim 2001. (Antibiyotikel; iriinler igin)

Uriinlerin insan kan tiirevi, hayvan kaynaklz dokx, Sfitalat ve lateks igermedigini ve radyasyon yaymadygm beyan ederiz.

1783-MDD-008 and/ze 1783-MDD-009

08.01.2014

ANKARA, 08.01.2014

Rev.04/ 12.12.2018

Name (Zsim) Mehmet Sorar
Tide (Unvanz) Company Manager / Sirket Midiirii
Signature (/mza)

13.12.2018

TD.06 Rev.04 12.12.2018
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