L

TLLSHIAL SOFLANN

‘118 a1l oIl

JA "NVS YHI "HLI
JLLSHIL SOILANN

‘116 "all DIL
JA "NVS dHI HAI

JLLSHIL SHILANN -

‘116 al1 DIl

JA "NVS WHI HLT

JILSHAL SHILANN

‘116 *al1 DIL .

3A "NVS dHI "HLI

TLLSHMAL SHALANN

‘116 *al1 "DJIL
JA 'NVS "dHI "HLI
LLSHTL SHILANN

‘116 "al1 "DIL
JA "NVS dHI "HLI

JILSHAL mv_.n:.w_Dz

116 a1 3L
JA 'NVS YHI "HLI

ILSHIL SHILAENN

116 a1l DIL |
AANYS WH HT

eang

eI

epant

epINL

epINL

epINL

eI |

eIN L

eI |

£00L1Sdv

T00LSd1

£001SSO

T1001Sdd

€001SoV

¢001SSD

1001591

T001SS9

£00LSOV

ERX AN E!

IUVIVILX3

QYVANVLS

QdvanNvis

ERXAA

QYVANV1S

ERX A

®3HO0HUd

®3IHOOUd

®3HO0ud

®3HO0Y4

®3HO0Yg

®3HO0Yd

®3HOOUd

®3HO0Yd

®3HOOUd

unu;

TWWOIDANHIHD L3S

31d00SOYVdV1
RIRENES
TV2I9YNYIHD 13S

IVSHIAINN TTH3LS
IVDIOYNYIHD 13S

AV INISYAOIdYEVO
“ry3Ls
TVOIOANYIHD 13S

M FIHVIO0IONY
¥3alLs
TVOIDUNYIHD 13S

YNVIIVZAD TALS
TYOIDUNYIHD 13S

JINOLOCIT "Y3LS
TVOIOYNYIHD 13S

TWSYIAINN “TTH3LS
IYOIDANYIHD L3S

M JFIHVHOOIONY
R43LS
WOIOUNYIHD 135

9¢0£00000Wd

0T0E00000Wd

600£00000Wd

GT0E00000WA

£7T0£00000Wd

T20£00000Wd

8T0£00000Wd

£00€£00000Wd

#T0£00000WA

2021.03.25 12:53:56 EET

4
L__ajtidn Moldova

ally signed by Palii Nina
n: MoldSign Signature:

—OWSMOL KUY 10MaL lnleag

7V 1V1S 3d 1NY1SIOdd

/oAIzodsIp/L 808:8€E L 0EC CE 68

=) 83?58:8
op enesepag

EQpiceTIIC)

J/oAnNiZzodsIp/L808:8€ | 0€2 CE 68

Elg) muB_r.EoEou
op m:@m_uwa 7’1

E) imeaye) "€ il

120Ce0’se



LLSOTL SYFLANN

‘116 *al1 DIL
JA 'NVS "MHI "HLI
ILSHTL SHILINN

‘116 "al1 DIL
IA 'NVS "YHI "HLI
TLLSHTAL SHILANN

‘118 a1 OIL

JA NVS "dHI "HLL

TLLSHAL SHILANN

‘116 "al1 JIL
3A 'NVS "YHI "HLI
TLLSHIL SYILANN

‘116 "l DIL
JA "NVS YHI "HLI
JLLSHAL SHILANN

‘116 "al11 "DIL
A 'NYS "¥HI "HLI

TLLSHAL SHALANN

116 '@l DIL

IA 'NVS HI "HLI

LLSHAL SHILANN

‘116 *all "DIL
IA 'NVS "dHI "HLI
LLSHIL SHILANN

eINL

eIAN ]

eiIN|

eI

eny

eINL

eIn

epIny

epIN

£00LSSD

78015040S

7001Sdd

1001Sd0

T00LSOV

200L1SNH

TOOLNYD

T00LSNH

2001Sdd

JUVIVELX3

Tdv010310D
YONNd N

QUVANVLS

ERXVAREE

QAVANYLS

®3HD0Ud

®3HO0Ud

®3HO0Ud

@®3HO0UE

®@3HO0ug

®3HO0Ud

®3HO0Ud

@3HD0dg

®3Ho0oYg

TWOIDINAYIHD 13S

319070.1004dd
d3LS
IVDIDUNYIHD 13S

JYALSYN THALS
TVOIDUNYIHD L3S

J190T10W V140
‘Y34Ls
TVOIDANYIHD L3S

JIHVYOOIDNY
1431s
IVOIDANYIHD 13S

alios

V1 [1LVd3d0 Id3LsS

IVOIDYMYIHD 135S

JIWOLOINVYD
RIEETS
IVDIDUMYIHD L3S

aios

V1 ILLvd3d0 Id3aLs

IVOIDANEIHD 13S

YV INDSYACLQUYO
rd3Ls
IVDOIDUNYIHD 13S

£20£00000Wd

061500000WA

G£0£00000Wd

7€£0£00000Wd

11T0£00000WA

8¢0£00000Wd

620£00000Wd

£70£00000Wd

910£00000WA

30 9123 WI0Ju0d
ap enelepaq

4SIA TV 1V1S 3a 1NY1SIO3d

JjoAniZodsIp/L 808:8EL 0€C CE 68

Sievomol sUlT el alntesg

/onniZzodsIp/1 808:8E L 0EC CE 68

=) BB_ESEOU ,
op eijesepsq 'l

" Hieoyns) 3D [MEoyaD €'l

1202°€0'5¢



L /OAINZOdSIP/L 808 8E L 0ECCE 68

‘116 'l DIL ;
TYSYIAINN “THALS
: ) £ rI2INn
JA 'NVYS YHI "HLI 124N 7001552 JOUV ®3HDO0Yg NOIOUNNIHD 135 800£00000Wd

TLLSHAL SYILUNN
115 °17 'OLL EwSo%zﬁM_m\m
JA NS "WHI "HLT el T001Sdl ®3HD0Ud i 9£0£00000WA
TILSHEL SHELANN WOIOUNYIHD 135
‘116 *al1 DIL ;
JACNVS WHICHLT  einl Z00.LSN3 I0UV1 @3HD0Yg éuGMﬂwL%Wm 1€0£00000WA
TLLSYTL SHALINN |
‘116 'al1 DIL \
IA "NVS “WHI "HLI epin [00LSSD  QUVANVLS  @3HDOUd é«wﬁwwﬁ%wm 020£00000WA
LLSHAL SYILUNN |
‘116 'Ll DIL . 31d0DSOY LYY
IA NS "WHI "HLI enin T00LSdY  QuVANVLS ®3HO0Ud “T¥3LS bZ0E00000WA
LLSHAL SHILINN WOIDYNUIHD L3S
‘116 'Ll DIL ;
JACNYS WHI HAT ey 1001509 ®3HooNg mﬂww%%w%%wm 6T0£00000WA
LLSHIL SHALUNN |
"ELS a1 DLk | A, o
A "NVS “dHI “HLI epiny 1001Sdd @3HD0Ng m%wwﬂﬂﬁm_wm% LEOE00000IWA
TLLSYAL SHALANN
‘116 'al1 DIL O “I¥ILS
IA NS "MHI "HLI epiny T00ISNI  QUVANYVLIS  @3IHD0ud Bt My 0£0£00000IWA
LLSYAL SYALUNN |
AN > )
‘ m . 37 91e)WI0JU0D I) 91eHULIOJUOD
. : op enetepsg op erjelepaq 7'l
: N D eouie) 3D [MEeduike) €l

“owduoL sUT LMoL ainloag |

4S1Q 1V 1V1S 3d 1NY1SIDdd

/8AINZOdSIP/L808:8E L 0EC CE 68 1202'€0'Sc



EC CERTIFICATE

AT SERTIFIKA

According to Annex |l of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II'ye gbre

Full Quality Assurance System
Tam Kalite Glivencesi

Certificate Number: 2195-MED-1412002

Sertifika Numarasi

Manufacturer: Nurteks Tekstil ve Medikal Sanayi Dig Ticaret Anonim Sirketi

Uretici Head Office Koskli Cesme Mah. Yeni Bagdat Cad. No: 124 Gebze / Kocaeli
Merkez: Tirkiye
Branch Office  Orug Reis Mah. Tekstilkent Cad. Tekstilkent Sitesi B Blok
[Sube: No:12A Kapi No:031 ve 034 Esenler / istanbul Turkiye

Eroduct(s): Sterile Disposable Surgical Drape, Gown and Drape Sets
Urdin(ler) Steril Tek Kullanimiik Cerrahi Ortd, Onliik ve Ortii Setleri

Reference Report No: MMO0403-P005-R01, MM0403-P005-R02
Referans Rapor No

B

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex |l (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concerned with securing and maintaining safe conditions of the respective produci(s) and
conforms to the provisions of this Directive. The approved quality system is subject to surveillance pursuant to Annex |l, Section 5 of
Directive 93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the design andlor construction of the product(s).

2195 kimlik numaral Onaylanmis Kurulug Szutest, yukarida belirtilen treticinin 93/42/AT Tibbi Cihaz Yonetmeligi EK li(madde
4 harig) madde 3'tine gore bir kalite yénetim sistemi uyguladigint, bu yénetim sisterninin yénetmeligin sadece bahsi gegen arindn
tiretiminin giivenlik kogullarini saglama ve devam ettirme ile ilgili gerekliliklerin kargiladigini beyan eder. Onaylanan bu kalite yonetim
sistemi, 93/42/AT Tibbi Cihaz Yénetmeligi EK 11, Madde 5'e gére periyodik olarak gozetime ve habersiz saha denetimlerine tabidir.
{retici, drtinlerinin tasariminda ve yapisinda gerceklestirdigi 6nemii degisiklikleri Szuteste bildirmek zorundadir

This EC certificate is valid till 2024-04-28.
Bu AT Sertifikasi 2024-04-28 tarihine kadar gegerlidir.

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




IMALATCT [MANUFACTURER

ADRES (Uretim-Merkez)
Address (Head Quarter)

TELEFON / Telephone

FAKS / Fax

ADRES /(Sube)
Address/(Branch)

YELEFON / Telephone

FAKS / Fax

SINIFLANDIRMA
Classification

UYGUNLUK DEGERLENDIRME

Conformity Assesment

URUN ADI /Product Name

GMDN KODU / GMDN Code

AT UYGUNLUK BEYANI

EC DECLARATION OF CONFORMITY

. NURTEKS TEKSTIL VE MEDIKAL SAN. DI§ TIC. A.S.

: Koskilicesme Mah. Yeni Bagdat Cad.
No: 124 3
Gehze / KOCAELI / TURKIYE
1 490 262 646 50 65

1 490 262 642 67 02

: Orug Reis Mah. Tekstilkent Cad. Tekstilkent Sitesi
B Blok No:12/A Ig Kapi No: 031 ve 034
Esenler / ISTANBUL / TURKIYE

: +90 212 438 02 42

1 +90 212 438 02 48

: MDD 93/42/EEC Tibbi Cihaz Direktifi- EK IX, Kural 1, SINIF Is, Steril
Medical Device Directive 93/42/EEC-Annex IX, Rule 1, Class Is, Sterile

: MDD 93/42/EEC Tibbi Cihaz Direktifi-
MDD 93/42/ EEC Medical Device Directive
EK II-Tam Kalite Giivence
Annex II-Full Quality Assurance System

. STERIL TEK KULLANIMLIK ORTU VE ORTU SETLERI
STERILE DISPOSABLE DRAPE AND DRAPE SETS

1 47783

URUNLERIN, TALIMATLAR KURULU TIBBI CIHAZLAR KARARNAMESI 93/42/ AT ICIN GEREKLI SARTLARA UYGUN OLDUGUNU

BEYAN EDERIZ. DESTEKLEYICE TUM BELGELER URETICININ TESISLERINDE BULUNMAKTADIR.

WE HEREWITH DECLARE THAT THE PRODUCT LiST MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE 93/42/EEC:FOR MEDICAL

DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER,




AT UYGUNLUK BEYANI

EC DECLARATION OF CONFORMITY

fLGILI STANDARTLAR /Standarts Applied :

EN ISO 13485:2016

. EN ISO 15223-1:2016

EN ISO 10993-1:2009/AC:2010

EN ISO 10993-7:2008

EN ISO 11135:2014

EN ISO 11607-1:2017

ONAYLANMIS KURULUS / Notified Body

ONAYLANMIS KURULUS NO
Notified Body

CE BELGE YAYIN TARIHI
Issue Date

CE BELGE GECERLILIK TARIHI
Valid Time

SERTIFIHA NUMARASI
Certificate Number

SEHIR, DUZENLEME TARIHI

Place, Date of Issue

iMzZA

EN ISO 14971:2012 i b t EN i04l:2008+A1:2013

EN ISO 14698-1:2003 ] EN ISO 14698-2:2003/AC:2006
EN ISO 10993-5:2009 EN ISO 10993-10:2013

‘ EN 62366-1:2015 EN 556-1:2001/AC:2006

 EN 1SO 11737-1:2006/AC:2009 EN ISO 11737-2:2009

EN IS0 11607-2:2017 EN 13795:2001+A1:2013

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tathsu Mahallesi, Akif inan Sk. No:1 34774 Umraniye/Istanbul

www,.szutest.com.tr

12195

: 30.04.2014

1 28.04.2024

: 2195-MED-1412002

. iSTANBUL / 02.05.2018

. Abdurrahman EROGLU

GENEL MUDUR / General Manager

ot L e
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APROBAT

prin Ordinul

Ministrului Finantelor

nr. 145 din 24 noiembrie 2020

DECLARATIE
privind confirmarea identititii beneficiarilor efectivi si neincadrarea acestora in
situatia condamndrii pentru participarea la activitifi ale unei organizatii sau grupari
criminale, pentru coruptie, frauda si/sau spilare de bani.

Subsemnatul, Palii Nina, reprezentant imputernicit al ,,M-INTER—FARMA” SA
in calitate de ofertant/ofertant asociat desemnat cAstigitor in cadrul procedurii de achizitie
publica nr. ocds-b3wdp1-MD-1614337891098 din data 25/03/2021, declar pe propria
raspundere,  sub sanctiunile aplicabile faptei de fals 1in acte publice, ca
beneficiarul/beneficiarii efectivi ai operatorului economic in ultimii 5 ani nu au fost
condamnati prin hotéréare judecatoreasca definitiva pentru participarea la activitati ale unei
organizafii sau grupdri criminale, pentru coruptie, fraudd si/sau spalare de bani.

Numele si prenumele beneficiarului
efectiv
Morozov Maria

y Va4 s

Data completarii:18.03.2021
Semnat: ,,
Nume/prenume: Palii Ning” /
Functia: specialist in achizitii publice it T
Denumirea operatorului economic _M-INTER-FARMA” SA
IDNO al operatorului economic 1003600005263




AN e o D (LA
(@Y 5.4 MINTER-FARMA

IDNO 1003600005263 Cod OKPO 37020536 Cod TVA 0207934
MD 2025, Chisiniu, strada Grenoble 23
Tel 00 373 22/90-40-06, 90-40-07, 90-40-05

Nr. 77 din 25 martie 2021
Catre
[MSP Spitalul Clinic Balti

Grupul de lucru la procedura de achizitie
nr. ocds—b3wdpl—MD-1614337891098

DECLARATIA

Prin prezenta .M-INTER-FARMA” SA, confirma cé va prezenta mostre in termen de 3

zile de la solicitare autoritatil contractante.

Cu respect,
Director “M-INTER-FARMA” SA

Morozov Maria
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