Numarul procedurii de achizitie ocds-b3wdp1-MD-1582)

538808461 din 26.02.2020

Denumirea procedurii de achizitie:
Set chirurgical de cimpuri sterile pentru interventii spinalg

cu nivel sporit de lichide

Unitat Pret il
Cod Denbre Heidior eade | Canti- | unitaf |Pret unitar| Suma firdi | Sumacu | Termenul L;’:Is’:f::;'e
CPV masur | tatea | (fard] | (cuTVA) | TVA TVA | delivrare | /it
i TVA
1 2 3 4 ] 6 7 8 9 10
33600000-6 Bunuri
Set chirurgical de cimpuri sterile il o
naswos | pentru interventii spinale cu nivel | buc | 1000 | 175,00 210,00 | 17500000 | 210000,00 | s s "7 T
sporit de lichide = IS
e TS,
/ /’fOTAL 175000,00 | 210000,00
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EC CER[TIFICATE

AT SERTIFIKA

According to Annex Il of the Direc tive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Gnetmeligi Ek II've gére

Full Quality Assurance System
Tam Kalit¢ Giivencesi

Certificate Number: 21 95-MED-1412002
Sertifika Numarasi

: Manufacturer: Nurteks Tekstil ve Medikal Sanayi Dis Ticaret Anonim Sirketi

: Uretici Head Office Kogklo Cesme Mah. Yeni Bagdat Cad. No:124 Gebze / Kocaeli
: IMerkez: Tirkiye

Branch Office  Orug Rgis Mah. Tekstilkent Cad. Tekstilkent Sitesi B Blok
: ISube; No:12A [Kapi No:031 ve 034 Esenler / Istanbul Turkiye

' Product(s): Sterile Disposable Surgidal Drape, Gown and Drape Sets
! Uriin(ler) Steril Tek Kullanimitk Cerrdhi Ortu, Onlik ve Orto Setleri

Reference Report No: MMO0403-P005-R01, MMO@3~P005-RO2
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforemen ned manufacturer has implemented a quality assurance system
according to Annex Il (excluding section 4), Section 3 of the diredfive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concerned with securingfand maintaining safe conditions of the respective product(s) and

conforms to the provisions of this Directive. The approved quality pystem is subject to surveillance pursuant to Annex Il, Section 5 of
Directive 93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the Hesign and/or construction of the product(s).

2195 kimlik numaraly Onaylanmig Kurulug Szutest, yukaridg belirtilen dreticinin 93/42/AT Tibbi Cibaz Yénetmeligi EK Il{madde
4 harig) madde 3'ine gére bir kalite yonetim sistemi uyguladigin|, bu yonetim sisteminin yénetmelidin sadece bahsi gegen {rdnin
dretiminin giivenlik kogullaring saglama ve devam ettirme ife ilgili gerekliliklerin kargiladigini beyan eder. Onaylanan bu kalite yonetim
sistemni, 93/42/AT Tibbi Cihaz Yénetmeligi EK II, Madde 5'e gdre ppriyodik olarak gézetime ve habersiz saha denetimlerine tabidir.
1 Uretici, drdnlerinin tasariminda ve yapisinda gergeklestirdid§ Gnemii degigiklikleri Szutest'e bildirmek zorundadir.

{ This EC certificate id valid till 2024-04-28,
! Bu AT Sertifikasi 2024-04-18 tarihine kadar gegerlidir,

Issue Date/Yayin Tarihi: 2014-04-30
Revision No./ Revizyon No.: 04 Recertification/Yen
Revision Date/ Revizyon Tarihi: 2019-04-29

Rukiye BALKAN
\D eputy General Manager
Genel Middr Yardimeisi

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif Inan Sk. No:1 Umi aniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr
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IMALATCI /MANUFA CTURER

ADRES (Uretim-Merkez)
Address (Head Quarter)

TELEFON / Telephone

FAKS / Fax

ADRES /(Sube)
Address/(Branch)

TELEFON / Telephone

FAKS / Fax

SINIFLANDIRMA
Classification

UYGUNLUK DEGERLENDIRME
Conformity Assesment

URUN ADI /Product Name

GMDN KODU / GMDN Code

AT UYGUNL

K BEYANI

EC DECLARATION DF CONFORMITY

: NURTEKS TE

: Kosklicesme Mah
No: 124 k
Gebze / KOCAELI

¢ +90 262 646 50 6

: +90 262 642 67 O

: Orug Reis Mah. Te
B Blok No:12/A ig

TiL VE MEDIKAL SAN. DIS TIC. A.S.

Yeni Bagdat Cad.

[ TURKIYE

kstilkent Cad. Tekstilkent Sitesi
Kapi No: 031 ve 034

Esenler / iSTANBI / TURKIYE

1 +90 212 438 02

+ 490 212 438 02 4

+ MDD 93/42/EEC Tihbi Cihaz Direktifi- EK IX, Kural 1, SINIF Is, Steril

Medical Device Dir

: MDD 93/42/EEC
MDD 93/42/ EE
EK II-Tam Kalit
Annex II-Full Qu

fctive 93/42/EEC-Annex IX, Rule 1, Class Is, Sterile

Tibbi Cihaz Direktifi-

C Medical Device Directive
Giivence

lity Assurance System

STERIL TEK KULLj;NlMLlK ORTU VE ORTU SETLERI
STERILE DISPOS,

1 47783

ﬂRﬂNLERtN, TALIMATLAR KURULU TIBBI CIHAZLAR KARARNAME

LE DRAPE AND DRAPE SETS

BEYAN EDERIZ. DESTEKLEYICI TUM BELGELER URETICINEN TESISL
WE HEREWITH DECLARE THAT THE PRODUCT LIST MEET THE PRO
DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER T!

INDE BULUNMAKTADIR.

SIONS OF THE COUNCIL DIRECTIVE 93/42/EEC FOR MEDICAL
E PREMISES OF THE MANUFACTURER.
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