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DESU MEDIKAL URUNLER VE TIBBi CIHAZLAR SAN. VE TiC. A.S.

located at the address
UNIVERSITELER MAHALLESI 1596. CADDE SAFIR BLOKLARI E BLOK OFIS NO: 02-03 ZEMIN KAT KAPI
NO: 6 BEYTEPE-CANKAYA-ANKARA/TURKEY

for the scope of;

HYDROCEPHALUS SILICONE SHUNT SYSTEMS (LOW/MEDIUM/HIGH PRESSURE, STERILE, SINGLE
USE) (STANDARD/ANTIBIOTIC IMPREGNATED) AND ACCESSORY (ANTISIPHON)
HYDROCEPHALUS POLYSULPHONE SHUNT SYSTEMS (STANDARD/ANTIBIOTIC IMPREGNATED),
HYDROCEPHALUS POLYSULPHONE ADJUSTABLE SHUNT SYSTEMS (STANDARD) (LOW/MEDIUM/HIGH
PRESSURE, STERILE, 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)

HYDROCEPHALUS EXTERNAL NEUROLOGICAL DRAINAGE SYSTEM WITH SILICONE CATHETER
(STANDARD/ANTIBIOTIC IMPREGNATED)

has been examined and certified to the requirements of

93/42/EEC — Medical Device Directive
Full Quality Assurance Module —
Module H (Annex-II Article 4 Excluded)

by considering the related clauses of TS EN ISO 13485:2016

Notified Body Number: 1783

Certificate Issue Date: 13.12.2018

Valid Until: 13.12.2023

GMDN Code: 61796, 45694, 61523, 61159, 61376

EC Design Examination Certificate Number: 1783-MDD-008

Examination Report Number: 527-MDD-008/2018-03

Date / Reason of the Certificate Revision 13.12.2018 / Renewal of certificate, scope extension  Dijgitally signed by

Date: 2021.12.20 1
This certificate remarks that quality system meets requirements of the technical regulations / harmonized Reason: MoldSign

standards and with this certificate the company is authorized to aftfix CE Mark, as shown below, and Notified Location: Moldova
Body Number on the products in the scope of the examined quality system. Notified Bedy-has.the right to carry
out surveillance visits announced or unannounced in accordance with section 5 of’ Arlnex 2 of \M@wal Device
Directive. B !
For CE marking the class III devices covered by this certificate, an EC design- ex' pTTation Gertificatefdccording:
to MDD Annex II (4) is also required. 1L 4 \
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(EC DESIGN EXAMINATION CERTIFICATE)
BELGE NO (CERTIFICATE NO): 1783-MDD-008

Asagida ad1 ve adresi yazili tireticinin tasarimt;

(design of the manufacturer)

DESU MEDIKAL URUNLER VE TIBBi CIHAZLAR SAN. ve TiC. A.S.

UNIVERSITELER MAHALLESI 1596. CADDE SAFIR BLOKLARI E BLOK OFIS NO: 02-03 ZEMIN KAT KAPI NO: 6
BEYTEPE-CANKAYA-ANKARA/TURKEY (Merkez Adres/Head Office)

UNIVERSITELER MAHALLESI 1596. CADDE SAFIR BLOKLARI E BLOK OFIS NO: 02-03 ZEMIN KAT KAPINO: 6
BEYTEPE-CANKAYA-ANKARA/TURKERY (Uretim Yeri/Place of Production)

93/42/AT — Tibbi Cihaz Yonetmeligi (EK-II (Madde 4)) gereklerine gore incelenmis ve belgelendirilmistir.

Has been examined and certified according to 93/42/EEC Medical Device Directive (ANNEX I (Article 4))

HIDROSEFALI SILIKON SANT SISTEMLERI (DUSUK/ORTA/YUKSEK BASINC, STERIL, TEK KULLANIMLIK) (STANDART/ANTIBIYOTIK EMDIRILMIS) ve
AKSESUARI (ANTISIFON) / HYDROCEPHALUS SILICONE SHUNT SYSTEMS (LOW/ MEDIUM/ HIGH PRESSURE, STERILE, SINGLE USE)
(STANDARD/ANTIBIOTIC IMPREGNATED) AND ACCESSORY (ANTISIPHON)

HIDROSEFALI POLISULFON SANT SISTEMLERI (STANDART/ANTIBIYOTIK EMDIRILMIS), HIDROSEFALI POLISULFON AYARLANABILIR SANT
SISTEMLERIi(STANDART) (DUSUK/ORTA/Y UKSEK BASINC, STERIL, TEK KULLANIMLIK) / HY DROCEPHALUS POLYSULPHONE SHUNT SYSTEMS
(STANDARD/ANTIBIOTIC IMPREGNATED), HYDROCEPHALUS POLYSULPHONE ADJUSTABLE SHUNT SYSTEMS (STANDARD) (LOW/MEDIUM/HIGH
PRESSURE, STERILE, SINGLE USE) (STANDARD) AND ACCESSORY (ANTISIPHON)

HIDROSEFAL] SILIKON KATETERLERI (STERIL, TEK KULLANIMLIK) (STANDART/ANTIBiYOTIiK EMDIRILMIi$) ve AKSESUARLARI (STILET, TROKAR,
LUER KONEKTOR, SABITLEME TABI, SAG ACILI KONEKTOR, DUZ KONEKTOR, L TiPi KONEKTOR) / HYDROCEPHALUS SILICONE CATHETERS (STERILE,
SINGLE USE) (STANDARD/ANTIBIOTIC IMPREGNATED) AND ACCESSORIES (STYLET, TROCAR, LUER; RIGHT ANGLE; STRAIGHT; L TYPE CONNECTOR

AND FIXATION TAB) ‘

HIDROSEFALI EKSTERNAL NOROLOJIK DRENAJ SISTEMi SILIKON KATETERLI(STANDART/ANTIBIYOTIK EMDIiRILMiS) HYDROCEPHALUS EXTERNAL
NEUROLOGICAL DRAINAGE SYSTEM WITH SILICONE CATHETER (STANDARD/ANTIBIOTIC IMPREGNATED)

Onaylanmis Kurulus No Notified Body Number: 1783

Belge Verilis Tarihi First Issue: 13.12.2018

Belge Gegerlilik Tarihi / Valid Until: 13.12.2023

Proje Kayit No Project Registration Number: 527-13/278601-278591

GMDN Kodu GMDN Code: 61796, 45694, 61523, 61159, 61376

Tam Kalite Giivence Belgesi No: 1783-MDD-009

Number Certificate Of Full Quality Assurance Module

Tasarim Dosyasi Degerlendirme Rapor No: 527-MDD-008/2018-05

Design Dossier Review Report Number

Belge Degisiklik Tarihi / Nedeni: 13/12/2018 / Belge yenileme, kapsam genisletme
Date / Reason of the Certificate Revision 13/12/2018 / Renewal of certificate, scope extension

Bu belge ekleriyle birlikte gegerlidir. Ekleriyle birlikte 6 saytadir. (This certificate is valid only with attached annex, if any. (6 pages
including this page)

AT Tasarim Inceleme Sertifikasi, Tam Kalite Giivence Modiilii — Modiil H1 (EK-II Madde 4 Dahil) sertifikasinin bir pargasidir. EC Design-
Examination Certificate are part of the original certificate-Full Quality Assurance Module Certificate-Module HI (MDD Annex [1)
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Direktifler Miidiirii
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AT TASARIM INCELEME BELGESI EKI

ANNEX TO THE EC DESIGN EXAMINATION CERTIFICATE
BELGE NO (CERTIFICATE NO): 1783 — MDD - 008

Uriiniin Kullamm Amaci (Intended Use of the Product)

Sant sistemleri hidrosefali tedavisinde beyin omurilik sivisinin (BOS) drene edilmesi gerektiginde kullanilir.
Ventrikiiloperitoneal sant sistemleri hidrosefali hastalig: sirasinda olusan intrakraniyal basing artigini1 ve ventrikiilomegaliyi
tedavi etmek amaciyla kullanilirlar.

Shunt systems are indicated to be used to drain the cerebrospinal fluid (CSF) in treatment of hydrocephalus.
Ventriculoperitoneal shunt systems are used to treat veniriculomegaly and increased intracranial pressure due to
hydrocephalus.

Antisifon, Hidrosefali tedavisinde beyin omurilik sivisinin drene veya sant edilmesi esnasinda, peritoneal kateterin aniden
yatay konumdan dikey konuma ge¢mesi durumunda meydana gelebilecek sifon etkisinin Onlenmesi amaci ile
kullanilmaktadir.

Antisiphon is used to prevent the siphon effect,which is occured because of the change of the position of the peritoneal
catheter suddenly from horizontal to vertical while the cerebrospinal fluid (CSF) is drained or shunted in the treatment of
hydrocephalus.

Silikon kateterler, sant sisteminin tamamlayici bir bileseni olarak hidrosefalinin tedavisinde beyin omurilik sivisinin (BOS)
drene veya sant edilmesi amaciyla kullanilmaktadir.

Silicone Catheters are designed to use as a component of shunt systems indicated to be used to drain or shunt the
cerebrospinal fluid (CSF) in treatment of hydrocephalus.

Stilet, Ventrikiiler/Eksternal Ventrikiiler kateterin hasta beynine kateterizasyonu sirasinda, kateterin ilgili beyin ventrikiiliine
yiiriitilmesi amaciyla kullanilir.

Stylet is used to positionate the catheter into the the brain ventricule during the catheterization of the ventricular/external
ventricular catheter to the brain.

Trokar, Eksternal Ventrikiiler kateterin hasta beynine kateterizasyonu sonrasinda, kateterin ilgili deri altindan yiiriitiilmesi
amactyla kullanilir.

Trocar is used to move the catheter under the skin during the catheterization of the external ventricular catheter to the
brain.

Luer konektor, Eksternal Ventrikiiler/Lomber Kateterin, Eksternal Nérolojik Drenaj Sistemi’ne baglanmasi i¢in kullanilan
bir yardimer aksesuardir.

Luer connector is an assistive accessory, which is used to connect the external ventricular/peritoneal catheter to the
external neurological drain system.

Sag acili konektdr, Ventrikiiler/Peritoneal Katetere, ihtiyac duyuldugunda kivrilmaya ve tikanmaya yol agmadan yon
vermek amactyla kullanilan bir yardimei aksesuardir.

Right-augle connector is an assistive accessory, which is used when needed to divert the ventricular/peritoneal catheter

trikiiler/Peritoneal Katetere, ihtiyag duyuldugunda kivrilmaya ve tikanmaya yol agmadan y6n vermek ve
arcalarint ameliyat sirasinda ihtiyag duyuldugunda birbirine baglamak amaciyla kullanilan bir yardimei
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bending and blocking and when needed in the surgery to connect different catheter parts.

L tipi konektor, Ventrikiiler/Peritoneal Katetere, ihtiyag duyulduunda kivrilmaya ve tikanmaya yol agmadan ydn vermek
ve de farkls kateter pargalarint ameliyat sirasinda ihtiya¢ duyuldugunda birbirine baglamak amaciyla kullanilan bir yardimci
aksesuardir.

L type connector is an assistive accessory, which is used when needed to divert the catheter without bending and blocking
and when needed in the surgery to connect different catheter parts.

Sabitleme tabi, Eksternal Ventrikiller Kateterin kafa derisine, Eksternal Lomber Kateterin de deriye sabitlenmesi igin
kullanilan bir yardimei aksesuardir.

Fixation tab is an assistive accessory, which is used to fix external ventriculer catheter to the scalp and to fix external
lomber catheter to the skin.

Ventrikiler kateterizasyon intrakraniyal basinci artmig hastalarda temel bir takip ve tedavi yoludur. Intrakraniyal basincin
takibine ek olarak, Beyin Omurilik Sivisinin (BOS) drenajina olanak saglayarak tedavi edici rolde iistlenir. Eksternal Drenaj
Sistemi lateral ventrikiillerinden ve lumbar subaraknoid bogluktan gelen BOS sivisinin agir kafa travmalarinda ve cesitli
nedenlerle olusabilecek ikincil hidrosefalinin kontroliinde drenaji ve monitdrizasyonu igin kullanilir.

External ventricular drainage (EVD) is a useful neurosurgical diagnostic and therapeutic tool that provides for continuous
intracranial pressure (ICP) control with monitoring in severe head trauma patients, and also for control of secondary
hydrocephalus of various cases. EVD systems allow the drainage and of the CSF fluid from lateral brain ventricles and
lumber subarachnoids cavity.

Sant sistemleri ve kateterler antibiyotik emdirilmemis (standart) ve antibiyotik emdirilmis olmak {izere iki gesittir.
Antibiyotik (rifampisin-klindamisin) emdirilmis kateter ve sant sistemleri ciltten kazanilan ve operasyon kaynaklh
mikroorganizmalarin eradikasyonunu saglamak amaciyla kullanilmaktadir. Antibiyotigin farmakolojik etkisi cihaz
fonksiyonunu desteklemektedir.

Shunt Systems and Catheters have two different versions: non-impregnated (Standard) and antibiotic impregnated.
Antibiotics (Rifampicin-Clindamycin) impregnated catheters and shunt systems are indented to eradicate the skin related
and operation microorganisms. The pharmacological effect of the antibiotics is assisted the function of the devices.

Uriin Tipi (Product Type) :

e  Hidrosefali Silikon Sant Sistemleri (Diisiik/Orta/Yiiksek Basing, Steril, Tek Kullanimlik) (Standart/Antibiyotik
Emdirilmis) Ve Aksesuari (Antisifon) / Hydrocephalus Silicone Shunt Systems (Low/ Medium/ High Pressure,
Sterile, Single Use) (Standard/Antibiotic Impregnated) and Accessory (Antisiphon)

e  Hidrosefali Polisiilfon Sant Sistemleri (Standart/Antibiyotik Emdirilmis Silikon Goévdeli), Hidrosefali Polisiilfon
Ayarlanabilir Sant Sistemleri (Standart) (Disiik/Orta/Yiiksek Basing, Steril, Tek Kullanimlik) ve Aksesuari
(Antisifon)/ Hydrocephalus Polysulphone Shunt Systems (Standard/ with Antibiotic Impregnated Silicone Body),
Hydrocephalus Polysulphone Adjustable Shunt Systems (Standard) (Low/Medium/High Pressure, Sterile, Single
Use) and Accessory (Antisiphon)

e  Hidrosefali Silikon Kateterleri (Steril, Tek Kullanimlik) (Standart/Antibiyotik Emdirilmis) ve Aksesuarlari (Stilet,
Trokar, Luer Konektor, Sabitleme Tabi, Sag A¢ili Konektor, Diiz Konektor, L Tipi Konektor) / Hydrocephalus
Silicone Catheters (Sterile, Single Use) (Standard/Antibiotic Impregnated) And Accessories (Stylet, Trocar, Luer;
Right Angle; Straight; L Type Connector and Fixation Tab)

e  Hidrosefali Eksternal Noérolojik Drenaj Sistemi Silikon Kateterli (Standart/Antibiyotik Emdirilmis) /
Hydrocephalus External Neurological Drainage System with Silicone Catheter (Standard/Antibiotic Impregnated)

Sistemi / DEPUS" Polysulphone Shunt System

drlanabilir Sant Sistemi / DEPUS" Polysulphone Adjustable Shunt System
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DEFIT® Silikon Sant Sistemi / DEFIT® Silicone Shunt System

DECURVEP Silikon Sant Sistemi / DECURVE® Silicone Shunt System

DEBACT Antibiyotik Emdirilmis Silikon Kateter /| DEBACT Antibiotic Impregnated Silicone Catheter
DESIPHON® Antisifon Cihazi / DESIPHON® Antisiphon Device

ENDS Eksternal Nérolojik Drenaj Sistemi Ventrikiiler Kateterli / ENDS External Neurological Drainage System With
Ventricular Catheter

ENDS Eksternal Nérolojik Drenaj Sistemi Ventrikiiler Katetersiz / ENDS External Neurological Drainage System Without
Ventricular Catheter

ENDS Lomber Kateter Kiti ve ENDS Eksternal Nérolojik Drenaj Sistemi / ENDS External Lomber Catheter Kit and ENDS
External Neurological Drainage System

e  Silikon $ant Sistemi asagidaki pargalardan olusmaktadir: / Silicone shunt system has the following parts:

- Ventrikiler Silikon Kateter  (Standart/antibiyotik emdirilmis) / Ventricular  silicone
catheter(Standard/antibiotic impregnated)

- Silikon sant (standart/ gdvdesine antibiyotik emdirilmis) / Silicone Shunt (Standard/with antibiotic
impregnated body)

- Peritoneal Silikon Kateter (Standart/antibiyotik emdirilmis) / Peritoneal Silicone Catheter
(Standard/antibiotic impregnated)

- Antisifon / Antisiphon

- Lumbo Peritoneal Kateter / Lumbo Peritoneal Catheter

e Polisilfon sant sistemi asagidaki parcalardan olusmaktadir: / Polysulfone Shunt system has the following parts:

- Ventrikiiler Silikon Kateter  (Standart/antibiyotik emdirilmig),  / Ventricular  silicone
catheter(Standard/antibiotic impregnated)

- Polisiilfon sant (standart/ silikon gévdesine antibiyotik emdirilmis) / Polysulphone shunt (Standard/with
antibiotic impregnated silicone body)

- Polisiilfon ayarlanabilir sant (standart) / Polysulphone adjustable shunt (Standard)

- Peritoneal Silikon Kateter (Standart/antibiyotik emdirilmis) / Peritoneal Silicone Catheter
(Standard/antibiotic impregnated)

- Antisifon / Antisiphon

e Bes cesit silikon kateter bulunmaktadir: / There are five versions of silicone catheters:

- Ventrikiiler Silikon Kateter  (Standart/antibiyotik emdirilmis) / Ventricular  silicone
catheter(Standard/antibiotic impregnated)

- Ventrikiiler eksternal drenaj kateteri (Standart/antibiyotik emdirilmis) / Ventricular external drainage
catheter (Standard/antibiotic impregnated)

- Peritoneal Silikon Kateter (Standart/antibiyotik emdirilmis) / Peritoneal Silicone Catheter
(Standard/antibiotic impregnated)

- Eksternal Lomber Kateter (Standart) / External Lomber Catheter (Standard)

- Lumbo Peritoneal Kateter (Standart) / Lumbo Peritoneal Catheter (Standard)

e  Eksternal norolojik drenaj sistemi asagidaki parcalardan olusmaktadir: /External neurological drainage system has
the following parts:
- Bir adet silikon ventrikiiler kateter radyopak cizgili uzunluk &l¢ilii (standart/antibiyotik emdirilmis) /4
silicone catheter with radioopaque stripe and depth markings (Standard/antibiotic impregnated)
- Bir adet disi luer konektér ve luer kapak,kateterin distal ¢ikisina baglanmasi i¢in / A female luer connector
and luer cap to connect the distal end of the catheter
- Bir adet, kilit mekanizmali ¢ift katli kordon / 4 doubled cord with lock mechanism
- Bir adet 6l¢li cubugu, BOS’un mm-Hg Ol¢iisiine gore ayari i¢in/ A measuring base in order to regulate
intracranial pressure in mm-Hg
- Bir adet mikrobiyal atmosferik tutucu fitreli damlama haznesi / 4 drip chamber equipped with a microbial
“==Stentive atmospher ic venl

v yollu dwl uer portlu musluk / 3 three-way vtopcocks with afema/e luer port

ignesiz enjeksiyon/6rnek alma portlu y-konnektérii / [ Y-comnector  with needle-fiee
hject/’(m site

emp / + clamps

y4ollu disi luer portlu musluk / Two four-way stopcocks with female luer ports




- Bir adet steril, hava filtreli, 6l¢iilendirilmis, kapasiteli drenaj torbasi / A sterile, vented, capacity collection
bag, graduated in increments

Uriiniin Tanim ve Islevinin Aqiklamas
(Identification of the Product and description of its functioning)

Cihazlarin bilesenleri yukarida agiklanmistir. DESU sant sistemleri silikon bazli ventrikiiloperitoneal basing kontrollii olarak
caligan sant sistemleridir ve yiiksek, orta ve diisiik olmak iizere ii¢ basing grubu bulunmaktadir. Silikon sant sistemlerinde,
silikon sant valfi akimi1 diizenleyen mekanik bir cihazdir. Akimin diizenlenmesinde, akigkanlarin, akis yolu iizerinde bulunan
ani alan degisimlerinde ve orifis yapilarinda basing kaybina ugramalari prensibi kullanilmaktadir. Akis yolu, proksimal
kateter, sant ve distal kateterden olugmaktadir. Proksimal kateter igerisinden santa ulasan sivi, sant icerisinde, basitce
semsiye sekli olarak tanimlanabilecek silikon membran ile membran yatad: arasinda kalan bogluktan gegmeye zorlanmakta
ve bu sayede istenen basing kaybina karsilik istenen debi elde edilmektedir.

The components of the devices are mentioned above. DESU shunt systems are silicon based ventriculoperitoneal shunt
systems that fall in to the pressure control shunt systems group. These are manufactured as 3 types: low pressure
ventriculoperitoneal shunt systems, medium pressure ventriculoperitoneal shunt systems and high pressure
ventriculoperitoneal shunt systems. Shunt serves as a pressure regulating valve through discharging intended amount of
Sluid in case of a fluid pressure rise. Regulation of flow, thus pressure is attained through the simple fluid dynamics which
requires a pressure drop of fluid while flowing through the obstacles like orifices and change of flow cross sectional area
placed intentionally on the flow passage. Constituents of flow passages in shunt systems are proximal catheter, shunt itself
and distal catheter. Fluid passing through the proximal catheter arrives at the shunt and is forced to flow through the
opening between the silicon membrane, resembling and commonly referred to as an umbrella, and the casing in which the
membrane is placed. Passage of fluid from this opening causes a pressure drop in the fluid and regulates the flow rate

through the shunt.

Polisiilfon sant sistemleri, bir merkezi rotasyonlu ayar mekanizmasi ile tasarlanmistir. Bu mekanizmanin kendi ekseninde
yapacag belli agilardaki déniisler, yayin esneyebilen miktarini uzatip kisaltarak, top tizerine diisen elastik titanyum yay
kuvvetinin ayarlanabilmesini saglamaktadir. Bu sayede, moment kolu kisaldikca akis direnci artmaktadir.

Polysulphone shunt systems are designed to have a central rotating adjustment mechanism. This mechanism is used for
adjusting of pressure level of the polysulphone shunt. The idea behind the adjusting mechanism is changing of the length of
the moment arm related to the titanium spring which exerts a counter force to the ball in the direction opposite to flow. The
shorter the moment arm the higher the flow resistance will be.

Silikon ve Polisiilfon Sant icin Basin¢ Simiflari / Pressure Category for Silicone and Polisulphone Shunts

Kategori / Category

Basing / Pressure (mm-H20)

Yiiksek Basing / High Pressure 110-180
Orta Basing / Medium Pressure 50-110
Diisiik Basing / Low Pressure 10-50

‘_ _

Antisifon aksesuari iki temel bilesenden olusmaktadir. ilk bilesen sert Poliproplen malzemeden iskelet yapisidir. Anti-
sifon etkisi yaratmak lizere 6zel olarak tasarlanan bu gdvde, kendini gevreleyen silikon elastik malzeme ile uyum
icerisinde faaliyet gostererek anlk fazla drenajin 6niine gegilmesinde rol oynamaktadir. Ikinci temel bilesen ise,
Poliproplen govdeyi siki bir sekilde gevreleyen elastik silikon kiliftir. Bu kilifin geometrik 6zellikleri ve malzeme segimi,
hidrodinamik ve hidrostatik hesaplamalar sonucunda elde edilmis ve kilif yiiksek drenaj esnasinda olusan statik basing
diisiimiinde esneyerek govdeye yaklasacak sekilde tasarlanmuistir.

Antisiphon accessory is consisted in two basic components. First component is the skeleton structure, which is made by

Polys e=material. This body,which is specially designed to create anti-siphon effect, has a role to prevent sudden

| hydrostatic calculations. This cover is designed to bulge and to get closer to the body according to
sealic during the high drainage.
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DESU Eksternal Norolojik Drenaj Sistemi (ENDS), kalici bir sant takilmasinin gerekli goriilmedigi/miimkiin olmadig1

durumlarda, beyin i¢i basincin ve beyin omurilik sivisinin (BOS) miktarinin diisiirilmesi amaciyla beyin omurilik
stvisinin(BOS) ve benzer fiziksel 6zelliklerdeki sivilarin drene edilmesinde endikedir.

Use of DESU External Neurological Drainage System (ENDS) is indicated to drain cerebrospinal fluid (CSF) and other
fluids with similar physical characteristics as a means of reducing intracranial pressure and cerebrospinal fluid (CSF)

volume, if the permanent implantation of the shunt system is not necessary/feasible.

AT Tasarim Incelemesine Konu Olan Cihaz Tipi i¢in Temin Edilen Teknik Dokiiman Listesi

(List of the technical documentation provided for the appliance type relating to EC Desing Examination)

Ekli Teknik Dokiiman Listesi
(List of the technical documentation annexed)

Teknik Dokiiman Referansi
(Reference of the technical documentation)

Klinik Degerlendirme Soru Listesi ve Raporu
(Clinical Evaluation Check List and Report)

527-MDD-008/2013-01 & 527-MDD-008/2014-01 &
527-MDD-008/2018-04

Teknik Dosyasinda (In Technical File)

Tasarim Dosyasi Degerlendirme Raporu
Design Dossier Review Report

527-MDD-008/2013-02 & 527-MDD-008/2014-02 &
527-MDD-008/2018-05

Teknik Dosyasinda (In Technical File)

inceleme Raporu
(Inspection Report)

527-MDD-008/2013-04 & 527-MDD-008/2014-04 & 527-MDD-
008/2016-01 & 527-MDD-008/2017-02 & 527-MDD-008/2018-03

Teknik Dosyasinda (In Technical File)
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

TSE has issued an IQNet recognized certificate that the organization:

DESU MEDIKAL URUNLER VE TIBBi CIHAZLAR SAN. VE TiC. A.S.

UNIVERSITELER MAH. 1596. CAD. SAFIR BLOKLARI E BLOK OFIS NO:2-3 ZEMIN KAT KAPI NO'6
BEYTEPE - CANKAYA -
ANKARA / TURKIYE

has implemented and maintains a

which fulfills the requirements of the following standard:

TS EN ISO 13485:2016

Issued on: 13-12-2018
Expires on: 13-12-2021

This attestation is directly linked to the IQNet Partner's original certificate and shall not be used as
a stand-alone document

Registration Number : TR-TY-28/18

Alex Stoichitoiu
President of IQNet

GoYcen Bircan Degerliyurt
ead pf System Certification Group

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazl
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KF(Q) Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE - SIGE México PCBC Poland Quality Austria Austria RR Russia SlI Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Suntzerland SRAC Romarua TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The list of IQNet partners is valid at the ime of issue of this certficate. Updated information is available under www iqnet-certification com
062012201801200001
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