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AHAQZIH ZYMMOP®QSIHS EE

AptBuog Az DOC-MYMEDIKAL-SRT-001
Mwotomontikd EK Aev woxver (AutodnAwpévo)
Kataokevaotng MY TICARET VE MEDIKALA.S.

AevBuvan Kataokevaath

Omerli mah General Siikrii Koralti Cd aptB.:33, 34555
Arnavutkoy/KwvotavtvoUnoln, Toupkia

Eviaioc AptBudc TR-MF-000018372

Kataokevaotr (SRN)

Enwvupia Mumu

Mepypadn Npoidvrog E€etaotikd Mvria Adtet Xwpic Novdpa

MNpoPAenopevoc Zkonodc Ta yavtia eétaonc acBevolg eivat éva tatp oTEXVOAOYLKO TIPOIOV Tou poopileTal
yla LatpLko okomd, kaBuwg GpopléTat oTo XEpL A To SAXTUAO ToU efetaotr yla va
AMOTPEPELTN pOALVON peTatl aoBevoic kal ggetaoth. Ta efetaotikd ydvria
npoopifovraLyla latpiég Spaotnpiétnre ue e€aipeontn XEpoupyLkn eEnépPaan.

Baowkd UDI-DI 868227994LPFX3

Xwpa Npoéleuong TaiAavén

MéyeBoc XS, S, M, L, XL

Kwdwodg UDI-DI

08682279949338, (8682279949352, 08682279949376, 08682279949 390,
08682275949413

Evpwnaikn Ovopatoloyia
latpotexvoAoykwy Mpoidvruwy
(EMDN)

T010201 (Favria E¢étaong/Oepansiag, Adtef)

AleBvng Ovopatotoyia
latpotexvoloyikwy Mpoidvruwv
(GMDN)

47172 (Tavtio E¢étaonc/Oepaneiag and Adtet eBEag, xwpicmoldpa,
OVTUUKpOPLOKA)

ApBuog KataAdyou MLO1-XS, ML02-S, MLO3-M, MLO4-L, MLO5-XL

Avadopa Opddac Mpoidvrog | LOOL

Avadopd MLPFO02

Mopeta AfloAdynoncg Mapaptnue Il kat Napdptnua |1l cOudpwva pe tov EE 2017/745
Zuppopdwaong (MDR):

Katnyoplomoinon & Kavévac
(MDR)

Katnyopia |, Kavovag 1 & Kavévac 5

Katnyoplomoinon Mpoidvtog
(PPER)

Katnyopia Il|

Mwotomolntiko E€€taanc-
Turnou EE (PPER)

2777/10467-05/E15-01

Kowonotnpévog Opyaviopog
(PPER)

Miotonowntiké E§éraong-Tomou EE kat Suvexrc Iuppopdwon

anod tov Kowornownpévo Opyaviopd SATRA TECHNOLOGY EUROPE LTD
Emxelpnpoatikd Ndpro Bracetown,

Clonee, D15YN2P, IpAavbdia [CE 2777]

25 OEL/NIKH

) "B.0.Y OFE/NIKHE
e-mail; ddamaskinidis@gmail.com
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Edappooa Mpotumna

ApLB.

AplBpog
Kovoviopou/Mpotumnou

Ovopaocia Kavoviopou/Mpotunou

MDR (EE) 2017/745

Kavoviopog yla ta latpotexvohoyika
Mpolovta

PPE (EE) 2016/425

Kavoviopog yla ta Méaa ATOLKNG
MNpootaociog

ISO 13485: 2016

laTpotexvoAOyLKd TpolovTa - ZUCTHHATA
Slayeiplong nototnTag -
ATIQLTACELS YLO KAVOVLOTIKOUG OKOTIOUG

ISO 9001: 2015

TuoTApaTa Slaxeiplong molotnTag —
QTMOLTAOELS

ISO 14971: 2019

latpoTeXxvOAOYLKA TipoiovTa -
edbappoyn Tne Slaxeiplong Kwdlivou ot
L TPOTEXVOAOYLKE TipoiovTa

EN 455-1: 2020+A1:2022

ATOLTAOELC KAl SOKLUES AMOUCIAE OTWV

EN 455-2: 2024

AMQUTAOELS KAl SOKLHES
GUCIKWV LBLOTATWY

EN 455-3: 2023

ATOUTHOELG KoL SOKIUEG
Blohoykng aklohoynaong

EN 455-4: 2009

ATOUTACELS KAl SOKLHEG YLOL TOV
TPOGELoPLOKE TNG StapKEeLag Twhg

10

ISO 10993-1: 2018

BloAoytkr aELOAGYN O LATPOTEXVOAOYLIKWY
npoidvtwv — Mépog 1: A§LloAdynon kat
Sokpéc og pia Slepyaoia Slaxeipong

KwdUvou

11

ISO 10993-5: 2009

Blohoyikn ot LoAdYNonN L TPOTEXVOAOY KWV
npoldvTwv — MEpog 5: ADKLUEG yia
KuttapotoflkdTnTa in vitro

12

ISO 10993-10: 2010

Blohoyikr] aELoAOY O LA TPOTEXVOAOY LKWV
npotloviwy — Mépog 10: Aok yia
epeBLOUO KoL SEPUATIKA
gvatoBnromnoinon

13

ASTM F1671: 2013

TuTtkr) HEB0S0G SoKLUNG avTioTaong Twy
UALKWV TIOU XPNOLLOTIoLoUVTaL O
TIPOCTATEUTLKO POUXLOHO EVAVTL

Slelobuonc aluATOYEVWE LETABLEOLEVWV
naBoyoévwy pe xprian Sieioduong

Baktnplodayou phi-x174 wg ouotnua
SOKLUNG

14

ASTM D3578: 2019

Tumikéc podlaypadEg Yo EACLOTIKA
£EETOOTIKA yAVTLO

15

I1SO 20417:2021

latpoTeXVOAOYIKE TipoiovTa -
MAnpodopieg mou mapexovtaL amno Tov
KQTLOKELUQOTH

16

ISO 15223-1: 2021

1SO 15223-1 ZOpBoAa TOU TIPENEL VA
XpnotoroLlotvTaL Ue TAnpodopieg ou
TaLPEYOVTOL aTtd TOV KATAOKEVQLOTH

17

ASTM D7160: 2016

MpoadLOPLoROS NUEPOUNVLWV ARENG yLa




AAMAsY YAVTLWVY oL amoBnkedovtal und TuTikéc
M Aso ggg”z ouvBrKkeg anobrkeuong

Z 546 25 ¢ EX/NIKy 19 EN 1SO 374-1: MpooTaTELTIKE YavVTIa EVavTLETILKIVE UVLY
0. OEE /iy 2016+A1:2018 ' ' by -
fis@gmail o, 9 : XNHKWY OUOLWV KAl LKPOOPY VGV

LATPLKA YavTLa
18 ASTM D7161: 2016 MpoabLoplopsés Twv NpepopnvLwy Ajénc
OE TIPAYHATIKO XPOVO WPLHWY LATPLKWY

Mépog 1: OpoAoyia KaL anaitioslc

enidoong yia xnpikolc ks uvouc

20 EN ISO 374-2: 2019 MpootatevTikd yavtia évavL emkivs uvuy

XNHUKWY OUGLHV KAL UKPOOPYAVIOHDY —

Mepog 2: MpoobLoplopde Tng avtiotaong

oe dlelobuon

21 EN ISO 374-4: 2019 MpootateuTikd yavria évavrL emikivs uvuy

XNHLKWY OUTLWV KAl IKPOOPYOVITHLMY —

Méepog 4: MpoodLopLlopds The avtiotaong
o€ uToBaBLon amnd XnukéG ouoteg

22 EN ISO 374-5: 2016 MpootateuTikd yavTia EvavL entkive vy

XNHIKWV OUCLWOV KL LUKPOOPYAVIOUMV —
Mépog 5: Opoloyia kal anattioelg

EMS00NG YL KWVEUVOUG LIKPOOPY AVLOUGN

23 EN 16523-1: MNpoobloplopdg tng avtiotaong vAkol

2015+A1:2018 otn dlanepatétnta and xnkég ouoiec -

Méepog 1: Alanepatdtnta and enkivéuvn

LYPr XNUKN ouoia UTd ouvBrKeg
OUVEXOUG enadric
24 EN I1SO 21420: 2020 Mpootateutikd yavTia - Mevikéc
analtioeLs kat péBodot SokiuAc

Epeic, n My Ticaret ve Medikal A.S. 81d tou TPOVTOG SNAWVOUHE OTLTO poavadEPOLEVO LOTPOTEXVOAOYLKS TTpOidV:

Bpioketal oe ouppopdwon pe tig Mevikég Anattiioeic Ebdoswy Aodaletag tov Kavoviopot yia ta
latpotexvoAoywkad Mpoidvra (MDR) 2017/745. OAa ta Suwatoloyntikd éyypada Slatnpolvrat oTic EYKATAOTAOELG
TOU KOTAOKEUQOTH.

Ta yavtia kataokeudlovtat oUpdwva pe to EN 1SO 9001:2015 kat EN 1SO 13485:2016 Zootnua Ataxeiplong
Mowtntog

AkolouBei tnv E§étaon TUmou-EE pe ¢ S1aTdfeLc Twv véwy Kavoviouwv yia Méoa Atopikig Npootaoiac (EE)
2016/425 Katnyopia Il Tou kowomotnpévou OpYQVIOHOU We aptBud 2777 and tn SATRA Technology Europe Ltd.
Bploketal oe cuppdpdwon pe Tov Tono BaoeL Tne SlaoddAiong modtntag tng Sladikaciag napaywyrc uné ™mv
ETOTITELQ TOU KOWVOTIOUNHEVOU OPYAVIOHOU HE apBud 2777 and tn SATRA Technology Europe Ltd.

Hnapovoa AfAwon Zuppdpdwong EE éxel cuvtayBei ovpdwva e to Mapdptnua IV tou Kavoviopo! yia ta
latpotexvoloyikd Mpoidvra (EE) 2017/745.

E€ouciobotnuévoc Yroypdd wv:

Eykpivwv : MURATYILDIZ

TitAog : Fevikog AlevBuvtrig/AleuBivwy ZUpBouAog
Yrnioypadr) : (ZOPATIAA KAI YNOTPA®H)

Huepounvia Eykplong : 16 Maptiou 2026

Tomog Eykplong : Kwvotavtivounoln, Toupkia

(SHMANZH CE)
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EU DECLARATION OF CONFORMITY

DOC No. DOC-MYMEDIKAL-SRT-001
EC Certificate Not applicable (Self- declared)
Manufacturer MY TICARET VE MEDIKAL A S.

Manufacturer Address

Omerli mah General Siikrii Koralti Cd no:33, 34555
Arnavutkoy/Istanbul, Turkey

Single Registration Number (SRN)

TR-MF-000018372

Brand

Mumu

Product Description

Powderfree 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 for

surgery.
Basic UDI-DI 868227994LPFX3
Country of Origin Thailand
Size XS,5 M, L, XL
UDI-DI Code 08682279949338, 08682279949352, 08682279949376,

08682279949390, 08682279949413

European Medical Device
Nomenclature (EMDN)

T010201 (Examination/Treatment Gloves, Latex)

Global Medical Device
Nomenclature (GMDN)

47172 (Hevea-latex Examination/treatment glove, non-
powdered, non-antimicrobial)

Catalogue No.

MLO1-XS, ML0O2-5, MLO3-M, MLO4-L, MLOS-XL

Product Group Reference

LOO1

Reference

MLPFO2

Conformity Assessment Route
(MDR):

Annex Il and Annex Ill according to EU 2017/745

Classification & Rule (MDR)

Class |, Rule 1 & Rule 5

Device Classification (PPER)

Category Il

EU Type-Examination Certificate
(PPER)

2777/10467-05/E15-01

Notified Body (PPER)

EU-Type Examination and Ongoing Conformity

by Notified Body SATRA TECHNOLOGY EUROPE LTD
Bracetown Business Park,

Clonee, D15YN2P, Ireland [CE 2777]

Applicable Standards

No. Regulation/ Standard Regulation/ Standard Name
Number
1 MDR (EU) 2017/745 Medical Device Regulation

PPE (EU) 2016/425 Personal Protective Equipment

Regulation
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3 1SO 13485: 2016 Medical devices - Quality
management
systems - Requirements for
regulatory purposes

4 ISO 9001: 2015 Quality management systems —
requirements
5 SO 14971: 2019 Medical devices - application of risk

management to medical devices
6 | EN 455-1: 2020+A1:2022 Requirements and testing for
freedom from holes

7 EN 455-2: 2024 Requirements and testing for
physical properties
8 EN 455-3: 2023 Requirements and testing for
biological evaluation
9 EN 455-4: 2009 Requirements and testing for
shelf-life determination
10 ISO 10993-1: 2018 Biological evaluation of medical

devices —Part 1: Evaluation and
testing within a risk management

process
11 I1SO 10993-5: 2009 Biological evaluation of medical
devices —Part 5: Test for in vitro

cytotoxicity
12 ISO 10993-10: 2010 Biological evaluation of medical

devices —Part 10: Test for irritation
and skin sensitization
13 ASTM F1671: 2013 Standard test method for resistance
of materials used in protective
clothing to penetration by blood-
borne pathogens using phi-x174
bacteriophage penetration as a test

system
14 ASTM D3578: 2019 Standard specification for rubber
examination gloves
15 1SO 20417:2021 Medical devices - Information to be
supplied by the manufacturer
16 ISO 15223-1: 2021 ISO 15223-1 Symbols to be used

with information to be supplied
by the manufacturer

17 ASTM D7160: 2016 Determination of expiration
dating for medical gloves
18 ASTM D7161: 2016 Determination of real time

expiration dating of mature
medical gloves stored under typical
warehouse conditions
19 | EN ISO 374-1: 2016+Al: Protective gloves against
2018 dangerous chemicals and micro-
organisms - Part 1: Terminology

KO
Ad

AZKH
IKHIC
TOYPIN)
M.: 0447
E-mail: d
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Omerli Mahallesi General Siikrii Koralti Caddesi No:33 Armavutkoy —Istanbul Turkey
Tel: +902124382064 Fax: +902124382065
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and perfarmance requirements for
chemical risks

20 ENISO374-2:2019 Protective gloves against
dangerous chemicals and micro-
A, AAM IKHNIAHE organisms - Part 2: Determination
' AM Ao 3822 of resistance to penetration
- TK. 54p 25 OEL/NIKH 21 EN SO 374-4; 2019 Protective gloves against chemicals
-E'A0. OEL/NIKHE and micro-organisms - Part 4:
kinidis@pmail.com Determination of resistance to
degradation by chemicals
22 EN ISO 374-5: 2016 Protective gloves against

dangerous chemicals and micro-
organisms - Part 5: Terminology
and performance requirements for
micro-organisms risks
23 EN 16523-1: 2015+A1: Determination of material
2018 resistance to permeation by
chemicals - Part 1: Permeationby
liquid chemical under conditions of
continuous contact
24 EN ISO 21420: 2020 Protective gloves - General
requirements and test methods

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

e |sincompliance 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 ISO 9001:2015 and EN ISO 13485:2016 Quality
Management System.

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

e |sin 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 IV of Medical Device
Regulation (EU) 2017/745.

Authorized Signatory:

Approver : MURAT YILDIZ
Title
Signature

Approval Date
Place of Approval

AKPIBEZ ANTITPA®O
AMNO TO MPQTOTYMNO

NOY MOY EMIAEIX@HKE

OEZ/NIKH ..o 2.0.-03
O ENIKYPON AIKHFOPOE 0

BAMATKANOL A SAMATK N

HcHFe PO AM AT SOLL
KOYNTOYRHITOY 21 - T4/ 546 25 DEL/NIKH
AD.M..0044751419 - /NIKHZ

e-ail;-ddamaskinidis@gmail.com
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