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AHAQIH IYMMOPOQIHE EE

Miotomotntikd EK Aev oyt el (Autodhiwon)
Katoake U oatg MY TICARET VE MEDIKAL A.S.
AletiBuvon Karaokeuaatr Omerli mah General Siikrii Koralti Cd no:33, 34555

Arnavutkoy/Istanbul, Toupkla

Eviaiog AplOpds Mntptiou TR-MF-000018372

(SRN)

Mapka Mumu

Mepypadn Npoidvrog Faveia e€etaatikd and Aateg pe moudpa

MpoPAemnopevog Zromog To efetactikd yavrt aobevolc slval Eva  LQTPOTEXVONOYIKO Tpolov Tou

NPOOPLIETOL VIO LOTPLKOUE OKOTOUE TloU GOPLETAL OTO XEPL 1] oTo S&YTUAD ToU
efetaotn ywa trv npoAndn pdAuvang petal tou acBevol g kat tou efetaotn. To
efetaotikd  yavit mnpooplleTal ya  @TPKES SPACTNPLOTNTEG EKTOC and
XELPOU PYIK ETIE UPotan.

Boowog UDI-DI 868227994LP5H
MéyeBoc XS, S, M, L, XL
Eupwraikh Ovopatoioyla T010201 (Favrie Eetaotikd/Ospaneiog, Aatéf)

latpotexvohoyikwv Npoidviwv (EMDN)

Maykdapa Ovouatodayia 47173 (Favria Efetaotikd/Oe panelag AatéE, pe mod bpa)
latpotexvoloyikwy Mpoidvtwv (GMDN)
ApLBu6c KataAdyou Mpoidvtwy MLPO1-XS, MLPO2-S, MLPQ3-M, MLPO4-L, MLPO5-XL

Alabpopn AfloAdynong Zuppdpdwong Napdptnue | kot Napdptnua Il adpdwva e Tnv EE 2017/745
(MDR):

Tagwounon kal Kavévag (MDR) Katnyopia |, Kavéovag 5 napodwkt xprion obpdwva pe to napdptnpa VIl

Tagwéunon Tuckeuwv (PPER) Katnyopia Il

ApBpog Avadopag Opadag Npoidviwy LX01

Niotonoutikd EEETaanc 2777/10468-05/E05-01

TUmou EE (PPER)

AplBpéc Koworounuévou Opyaviopol 2777
(PPER)

SATRA Technalogy Europe Limited
Bracetown Business Park, Clonee, D15YN2P, Iphavéia

Mwotonowntikd EEétaong Tunou EE mou
exdldeTaL ano (PPER)

loyxvovra MNpdtuna

Ap. ApLBpég Ovopaoia Kavoviapou/MNpatonou
Kevoviapot/Npotunou

1 MDR (EE) 2017/745 Kavoviopog nepl tatpoTexvoloyikmy npoloviwy

2 PPE (EE) 2016/425 Kavoviapog nept MAN

3 150 13485: 2016 larpotexvoreyikd Npoldvra - Lvatripara

Awayeiplong Moldentag
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- Anauthioelg yra PuButotikolq Zromoic

150 5001:2015

Juotrparta Aaxeiplong NodTnrag —

AnoLtiaelg

180 14971:2019

lerpoteyvoloyiki Npoiovia - Epappoyr
Acaxeiprong Kwvblvou oe latpotexvoroyikd

MNpoidvta

EN 455-1:2020

AMOUTHOELS Kal BOKLIEG yLa TNV anovala any

EN 455-2:2015

ANALTACELG KoL SOKIMES yia GUBLKES 15LETNTES

EN 455-3:2015

Anattrioelg kon Soripéc yia
BroAoyikr abiohdynon

EN 455-4:2009

Anoutiasg kel SoKLES yua Tov
1pecobiloplopd tou xpdvou

omofikevans

10

1SO 10993-10: 2010

BroAoyixr atoAdynon 1atpoTEXVOROVIKUY
npoiloviwy — Mépog 10: Aokipr yia epeBiapd
kat euaio@nronoinan Tou Sépuarog

11

I1SO 20417:2021

lutpoteyvoloyika Mpoidvia - NAnpodopie nou

TPETIEL Vit TMAPEXOVTAL Qo TOV KaTadkevaath

12

150 15223-1: 2021

150 15223-1 LdpBoda nmov Ba xpnotponoinBoiy ue
mAnpodoples now npénet va napexoval and tov
KOTQROKEUAOTH

13

EN 150 374-1:2016

Mpootateutikd yavia tvavtt emelvEuvay
XMLV OLBLWY Kal Jkpoopyavioputv - Mépog 1:
AnaiTACELS opodoylag kel andSoang yia xnuurkole

kivdlvoug

EN 15O 374-2:2014

Mpootateutikd ydvria dvavit enkivuvy
XNHLKEY ke pkpoopyaviopty - Mépog 2;
Npoabiopiaudg avrayrg otn Stelobuan

15

EN IS0 374-4:2013

MPOOTATEUTIKN YAVTLEA EVAVTL XNULKWY OUOLWY Kat
Hikpoopyaviopwy - Mépog 4: Mpoodloplopde
avroxng otnv anotkabopuncn ané xniikés ovaleg

16

EN ISO 374-5:2016

NpooTateuTikd yavrie évavtt emkivBuvwy
XNHULKWY DUOLWY KOl PLKPpEopYaviepwy - Mépog 5:
ArantioeLs opoloyiag kal andSoone yia
XKW UVOUG HLKPOOPYQVIOHWY

17

EN 16523-1:2015

MNpoabloplopog Tng avtoyng Tou UAlkoy otn
Sielobuon and xnuiké - Mépoes 1: Aanépacn and
LyPo XNULKS UTd cuVBrKeg ouvexels Enadrc
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Euelc, n My Ticaret ve Medikal AS SnAwvoupe Bia tou mapdvtog otL n npoavadepbeion ouokeun:

®  Juupopdwvetal pe tn Fevury Anaitnon Emsdcewy Acdaleiag tou Kavoviopou mepl lutpotexvoloyikwy [1poldviwy
(MDR) 2017/745. OAn n dwaiohoyntikd Tekunpiwon duAdooeTal UTO TG TIPOUTIOBEDELG TOU KAUTUOKEUAOTH.
® Ta ydvia kataoke alovral ol pbwva e to ZUotnpa Aaxelpiong Mowdentag EN ISO 9001:2015 kot EN ISO 13485:2016.
® [apakohouBel Ty eétaan TOmou EE kol cuppopbWVeETaL PE TIG Slatdelg Twy vEwv Kavoviopwy MAN (EE) 2016/425
Katnyopla Il Tou Kowornoupévou Opyavicpol ue aplBuéd 2777 and thv SATRA Technology Europe Ltd.
® Eival cOpdwvo HE Tov TUTO HE Pdaon tn Sachaiion nmétntdq g napaywylkng Swedikaoiag uTd ThV £NLTApRGn Tou
KOWOTIOLNUEVOU CPYaVIOHOU WE aptBud 2777 and tnv SATRA Technology Europe Ltd.
® H napoloo Afjlwon Iupuopdwong EE ouvidooetal oUpdwve pe to Napdptnpa IV tou Kavoviopol mepl
latpoteyvoloyikwy NMpolovtwy (EE) 2017/745.
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MY Medikal

MY TICARET VE MEDIKAL A.S.
Omerli Mahallesi General Siikrii Koralti Caddesi No:33 Arnavutkoy —Istanbul Turkey

Tel: +902124382064 Fax: +902124382065
Website: www.mymedikal.com.tr.

EU DECLARATION OF CONFORMITY
EC Certificate Not applicable (Self- declared)
Manufacturer MY TICARET VE MEDIKAL A.S.
Manufacturer Address Omerli mah General Siikri Koralti Cd no:33, 34555

Arnavutkoy/Istanbul, Turkey

Single Registration Number
(SRN)

TR-MF-000018372

Brand

Mumu

Product Description

Powdered Latex Examination Gloves

Intended Purpose

A patient examination glove is a medical device intended for
a medical purpose that is worn on the examiner’s hand or
finger to prevent contamination between the patient and
examiner. Examination glove is intended for medical
activities except surgery.

Basic UDI-DI

868227994 LP5H

Size

XS, 5, M, L, XL

European Medical Device
Nomenclature (EMDN)

T010201 (Examination/Treatment Gloves, Latex)

Global Medical Device
Nomenclature (GMDN)

47173 (Latex examination/treatment glove, powdered)

Product Catalogue Number

MLPO1-XS, MLP02-S, MLP0O3-M, MLPO4-L, MLPO5-XL

Conformity Assessment Route
(MDR):

Annex |l and Annex Il according to EU 2017/745

Classification & Rule (MDR)

Class |, Rule 5 transient use according to Annex VI

Device Classification (PPER)

Category lll

Product Group Reference
Number

LX01

EU Type-Examination
Certificate (PPER)

2777/10468-05/E05-01

Notified Body Number (PPER)

2777

EU Type- Examination
Certificate Issued by (PPER)

SATRA Technology Europe Limited
Bracetown Business Park, Clonee, D15YN2P, Ireland

Applicable Standards

No. Regulation/ Standard Regulation/ Standard Name
Number

1 MDR (EU) 2017/745 Medical Device Regulation
| : =

5 PPE (EU) 2016/425 Persona Protectn.re Equipment

Regulation

3 SO 13485: 2016 Medical devices - Quality

management
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systems - Requirements for
regulatory purposes
Quality management systems —

4 I1SO 9001: 2015 5
requirements
5 iSO 14971: 2019 Medical devices - appllFatlon c_>f risk
management to medical devices
6 EN 455-1: 2020 Reguirements and testing for
freedom from holes
2 EN 455-2: 2015 Reqmrem_ents and tesltmg for
physical properties
8 EN 455-3: 2015 Reqw.rems?'nts and tesFlng for
biological evaluation
. Requirements and testing for ‘
2 EN:A32-4; 2008 shelf-life determination BAMAK vy,
Biological evaluation of medical KOYN%IYI%F OF
10 | 150 10993-10: 2010 | devices —Part 10: Test for irritation AOM: 0di7sn
and skin sensitization = maik ddamae
11 SO 20417: 2021 Medical Devices- Information to be

supplied by the manufacturer
ISO 15223-1 Symbols to be used
12 I1SO 15223-1: 2021 with information to be supplied

by the manufacturer
Protective gloves against
EN ISO 374-1: 2016 dangerous chemicals anq micro-
13 organisms - Part 1: Terminology
and performance requirements for

chemical risks
Protective gloves against
dangerous chemicals and micro-

14 ENISO374-2:2014 organisms - Part 2: Determination
of resistance to penetration

Protective gloves against chemicals
15 ENISO 374-4:2013 and micro-organisms - Part 4:

Determination of resistance to
degradation by chemicals
Protective gloves against

dangerous chemicals and micro-
16 EN I1SO 374-5: 2016 organisms - Part 5: Terminology
and performance requirements for
micro-organismes risks
Determination of material
. resistance to permeation by
17 BN EESEIL 20 chemicals - Part 1: Permeation by
liquid chemical under conditions of
continuous contact




lividng

22
AAONIKH

\0Y BEYNIKHE

s@amai

com

Omerli Mahallesi General Siikrii Koralti Caddesi No:33 Arnavutkoy —Istanbul Turkey
Tel: 4902124382064 Fax: +902124382065
Website: www.mymedikal.com.tr.

( P‘h‘ ‘ MY TICARET VE MEDIKAL A.S.
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MY Medikal

We, My Ticaret ve Medikal A.S. herewith declare that the above-mentioned device:

e |sin compliance with the General Safety Performance Requirement of the Medical Device
Regulation (MDR) 2017/745. All supporting documentation is retained under the premise of
the manufacturer.

e The gloves are manufactured according to EN 1SO 9001:2015 and EN 1SO 13485:2016 Quality
Management System.

e |Is following the EU-Type Examination and conformity with the provisions of new PPE
Regulations (EU) 2016/425 Category lll of the notified body number 2777 by SATRA
Technology Europe Ltd.

¢ |s in conformity to type based on quality assurance of the production process under the
surveillance of the notified body number 2777 by SATRA Technology Europe Ltd.

e This EU Declaration of Conformity is prepared in accordance with Annex |V of Medical Device
Regulation (EU) 2017/745.

Authorized Signatory:

Approver : MURAT YILDIZ
Title

Signature

Approval Date

Place of Approval : Istanbul, Turkey

AKPIBEX ANTITPADO
AMNO TO I'TPQTOTYFTO
noy Moy ENIAEIXOH
SEE 0 02- 0

O ENIKYPON AIKHFOPOY




-
w“l‘l-‘-—.-——r—-—-— I N P-IIN I D “EEE BN BN D D B S L
-
-

wl_m- N ._-- I BN IS S B EEEEEE B BB B N . e

e A DR L SN RE PV
e R e R O e el T E s o = I
e Ll L R

mohed cale = ng] ey - e

J. I N I . _— 1 L Ll I---_--L I

.-.I' e e = =t b darl = el el e pld g iy

PR AEST pf =N, b T 0 D i s ol da Aseaara d

T T R DT A h T Trres
B FLEr RS, i

Pl Ef=dlt "= = " L afl.s = |"=n a*ro c—uEgy it
I el ot

. lr.ll.-i'.-h- TR e e, SR

e m SREwr, =2ty cpub 8 CRL el 1 Tl Ik 2o L
R B T

L LR |-.'l-l"- p "t iy S e TG
o S | et P g 0 A ) e Tt L) ey, ] o

=m T A @] .l ba hwy samrer). Sankalh s
CAIFE ] o ety

ko bl TN

L I-___-_. B — — ql *I-!
-
-




