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Motonowtikd EK

Aev woyveL (autodniwpévo)

Kataokevaotrig

MY TiCARET VE MEDIKAL AS,

AetBuvon Kataoxkeuaoti

Omerli mah General Siikrii Koralt! Cd ap:33, 34555
Arnavutkoy/Instanbul, Toupxia

Eviaiog ApiBude Evypadiig

TR-MF-000018372

{SRN})

Mapka Mumuy

Meprypadn Npoidvrog E€etaotcd Favtia Aatéf pue Novdpa

MNpoopiopevn Xpron Ta efetaotika yaviia aoBevidy gival Lotpé Tpoidvia/cuckeuEc oy
npoopllovion yiar Latpik xprion ko doprolvian oto XépL § ota
daytuda tou efetaor yiat thv anoduyr empSAUVONg petat tou
aoBevolc kot efetaoty. Ta efetaotikd yaviia eival npoopifoveal
YLOL LATPIKES SPOOTHPLOTNTES EKTOE QNG XELPOUPYIKEG ENEUBATELS.

Baowé UDI-DE 868227994LP5H

Méyeboc XS, S5, M, L, XL

Kw8ikdg EAN 8683020022980, 8681695367078, 8681695367085,

8681695367092, 8683020021860

Xwpa Mpoéieuong

Tolhdvén

Eupwraikr} OvopatoAoyia
latpoteyvoloywwy Npoidvwy
(EMDN)

T010201 {rdvtia E§eTacTikd/Oepareutixrig Xpriong, Atée)

Naykdopia Ovopatoloyia
latporeyvoloytkwv
Mpoldvrwy (GMDN)

47173 {Favuo Adred ESetaotikd/Oepanevtikic Xphong, pe nolGSpa)

Koaxdhoyog Npoidviwy/Ap. Ref

MLPO1-XS, MLPD2-S, MLPO3-M, MLPO4-L, MLPOS-XL

Ap. Avadopdeg Opdbacg Mpoidvtwy

LXC1

Awabikaoio AfloAdynong
Iuppdpdwang (MDR):

Napéptnua Il ke Qapdptnua Il cdpdwva e v EE 2017/745

Tadwopnon & Kavovag (MPR)

Katnyopla I, Kavévag 5 npocwpivig xpriong ochudwva e t
Napéptnua VE

Tagwoépnon Tuokeuric (PPER)

Katnyopia It

Miotornouytikd Effraang Torou EE
(PPER)

2777/10468-05/E05-01

Kowomnoinpévog Opyaviopds (PPER)

EEétaon TOrou EE kol Tuvexric Zupudpdwan

ané tov Kowonownuéve Cpyaviopd SATRA TECHNOLOGY EUROPE LTD
Erexeipniatikd fdpko Bracetown,

Clonee, D15YN2P, IphavSia [CE 2777]
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ioyUovta RpoTUTOL

Ag.

Kawoviopoc/ApLBuog
Npotdnou

Kavovepde/Ovouasia fipotinou

MDR (EE} 2017/745

Kovoviopdg yia Tou | atpoTeXvoRCY K
Npoildvra

MAI (EE) 2016/425

Kovoviapde yuo to Méaa ATopikig
Npogtaglog

150 13485: 2016

torepotexvoloyikd Npoidvta - Zuatipate
Awyeiplong Nowdmtog
- ArouTijoetg yuo
KOWOVLOTLKOGG GKOTTONE

1SO 9001: 2015

ZuotrpoTa Atuxeiptoqé Mowdtntog—
ARALTATELS

IS0 14971: 2019

lotpotexvohoyikd Npoldvia — edoppoyn
e Maxeiplong Kvlovou ota
lozpoteyvohoyikd Npoidvia

EN 455-1: 2020+A2:2024

ATOLTHOELS Kot AOKLLIES it THY
anousia oy

EN 455-2: 2024

Ancatiioslg ko SOKLIES Lot
duakég 151dTrTeg

" EN 455-3: 2023

AROUTHOELS KoL SorLES ot T
Brohoyikr aklodoynon

EN 455-4: 2009

Anatthoels kot Soxigg yua Tov
npooblopeapld TRE SldpELAg
fwiig

10

150 10993-10: 2021

Biohoyikr} aflohdynon locpotexvoloyikmy
Npoidvtiav - Meépog 10: Aok yux
epefiopd xay evatoBnronoinon Tou
Séppatog

11

1S0 20417: 2021

toxpoteyvohoyekd Rpoidvio —
NAnpodopieg Moy npenelL va ROPEXEL O
KOTOGKEVOOTHG

12

IS0 15223-1:2021/Amd
1:2025

IUppola o MpéneL va
XPNOLUOROLOUVTOL e TS A podoples
FIOU RPETEL VOL THUPEXEL O
KOTOOKEUROTH|G

13

EN ISO 374-
1:2016+A1:2018

Tévxua pootaciol; ard ernwivbuveg
XMHKES OUOLES KOL Kpoopyavicuolc -
Mépog 1: QOpohoyia Kol QRQUTOELS
andSoong yie
XnHIKOUE KevBlvaug

14

EN 150 374-2:2019

NPOoTUTELTIKG YEVTIQ KOTd
ETUKIVBUVINY XN LKWV OUOLIV KOl
HepoopyavIoiWyY - Mépog 2:
Npocdoplopds
avtoxig otn Sislcduon

15

EN 150 374-4:2019

MpOSTATEVTIKG YAVELOL KOTE TWV ¥NELKEY
OUGLLV KAl TWY LIKPOOPYOVIGILDY - MEPOG
4: Npoablopiopds e avioys otn
TOKOSOUNONG and ¥NKEG OUOLES

16

EN 150 374-5: 2016

NpoCTUTELTLK YAVELX KOS
EAIKEVEUVIY XRHLKIY QUCHDY Kol
HLIKpOOpYAVIGHGY - Mépog 5 Opoloyla
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koL anout el andboong yu kivsivoug
ano HIKPOOPYAVIGHOUS

17

EN 16523-1: 2015

Npoodloplopdc TNE avtoxng Twv UALKWY
otn SLameEpATOTNTA Ao XMHLKES OUaieg -
Mépog 1: Alanepartothta and vypég
XNHKEG ouoieg umd cuVBIKeg
guvexoUg enadric

18

EN 21420:2020

NpootateuTikd yavtio — Mevikég
amautioelg kat pebBobdor Sokiprg

Epelg, n My Ticaret ve Medikal A.S., SnAwvoupe e To mapdv 6Tt n npoavadbepBév/-sloa npoldv/ouokeur:

° elvar oludwvo/-n pe TG levikég Amautrioel; Aopddetag tou Kovoviopol yia to latpotexvohoyikd
Mpoidvra (MDR) 2017/745. O\a ta Sikatohoyntikd éyypada GUAGCTOVTAL OTIG EYKATAOTHGELS TOU

KOTOOKEVQLOTH.

° Ta ydvriie karaokeudfovtal oOpdwva pe to EN 1SO 9001:2015 kair EN 1SO 13485:2016 Thotnua

Alayeiplong Noldtnrac.

®  AxohouBei tnv E€étaon Tumou EE pe Tig Siatdels tou véou kavoviopou (EE) 2016/425 ya ta. MAIM,
kaenyopia 11, Tou Kowomoinpévou Opyaviopot apiBpol 2777 and v SATRA Technology Europe Ltd.

° Elval oopdwvo pe tov Tomo Bdoel g Siaoddliong moldtnrag e Sladikaociag mapaywyrc umnd ™mv
enornteia Tou kowornoinpévou opyaviopol optd. 2777 and thv SATRA Technology Europe Ltd.

° Hnapovoa Afwon Zuppopdwaong tng EE éxet ouvtaxBel ovpdwva pe to Napdptnpa IV tou Kavoviopol

yua ta latpotexvoloyikd NMpoidvra (EE)

E€oualobotnpévoc Yroypdidwv:

O Eyxplvwv : MURAT YILDIZ

Tirhog : Tevikdg AeuBuvtric/AeuBUvwY JOIBoUAOC
Yroypadn (uroypadr} & adpayisa)

Huepounvia éykplong 122 Yent 2025

Tomnog éykplong : Instanbul, Toupkia

To nepdv amotedel motij kat akptBii petdppaon to
EMIOVVANTOUEVOU OTNV ITAPOUCA EYYPAPOU aIo TQ

2017/745.

U

ApyAikd oo EAAnvikd. AnAdvew 0Tt éxw emapkii pvdon

¢ AyyAikric, ka OTL To mapov Exet mApn toxy évavtt
ortotaobrntote Stkaotikii 1 aAAng apyric ooupwva

UE To ctppo 36 map.2y Tou Kwbika Awnydpwy (N.4194/2013).

Marpa, tnv 03-10-2025
0 petagpdoac Atknydpoc

®OMAT NI

(Aoydtuno)
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MY Medikal

MY TICARET VE MEDIKAL A.S.

Omerli Mahallesi General Siikrii Koralt: Caddesi No:33 Arnavutkoy —Istanbul Turkey

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

EU DECLARATION OF CONFORMITY

DOC No. DOC-MYMEDIKAL-SRT-002

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

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 868227994LP5H

Size XS, 5, M, L, XL

EAN Code 8683020022980, 8681695367078, 8681695367085,
8681695367092, 8683020021860

Country of Origin Thailand

European Medical Device
Nomenclature (EMDN)

T010201 (Examination/Treatment Gloves, Latex)

Global Medical Device
Nomenclature (GMDN)

47173 (Latex examination/treatment glove, powdered)

Product Catalogue/Reference
Number

MLPO1-XS, MLPO2-S, MLP03-M, MLPO4-L, MLPO5-XL

Product Group Reference
Number

LX01

Conformity Assessment Route
(MDR):

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

Classification & Rule (MDR)

Class |, Rule 5 transient use according to Annex VIII

Device Classification (PPER)

Category

EU Type-Examination
Certificate (PPER)

2777/10468-05/E05-01

Notified Body (PPER)

EU-Type Examination and Ongoing Conformity

by Notified Body SATRA TECHNOLOGY EUROPE LTD
Bracetown Business Park,

Clonee, D15YN2P, Ireland [CE 2777]
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Applicable Standards

No. Regulation/ Standard Regulation/ Standard Name
Number
1 MDR {EU) 2017/745 Medical Device Regulation
2 PPE (EU) 2016/425 Personal Protectw"e Equipment
Regulation
Medical devices - Quality
3 SO 13485: 2016 managerment
systems - Requirements for
regulatory purposes
4 1SO 9001: 2015 Quality management systems —
requirements
5 50 14971: 2019 Medical devices - apph'catlon (.)f risk
management to medical devices
6 | EN 455-1: 2020+A2:2024 Requirements and testing for
freedom from holes
7 EN 455-2: 2024 Reqwrem_ents andtes‘:tmgfor
_ physical properties
8 EN 455-3: 2023 Reqm'reme-nts and tesjcmg for
biological evaluation
. Requirements and testing for
9 EN 455-4: 2009 shelf-life determination
Biological evaluation of medical
10 SO 10993-10: 2021 devices —Part 10: Test for irritation
and skin sensitization
11 IS0 20417: 2021 Medical lDewces~ information to be
supplied by the manufacturer
IS0 15223-1:2021/Amd | Symbols to be used with
12 information to be supplied by the
1:2025
manufacturer
Protective gloves against
| mwsows | sl o
1:2016+A1:2018 & e By
and performance requirements for
chemical risks
Protective gloves against
14 ENISO 374-2:2019 danggrous chemicals and rmcr‘o-
organisms - Part 2: Determination
of resistance to penetration
Protective gloves against chemicals
15 | ENISO374-4:2019 and micro-organisms - Part 4
Determination of resistance to
degradation by chemicals
Protective gloves against
16 EN ISO 374-5; 2016 dangerous chemicals and micro-
organisms - Part 5: Terminology
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and performance requirements for
micro-organisms risks
Determination of material

. resistance to permeation by
17 Sttt S01E chemicals - Part 1: Permeation by
liquid chemical under conditions of

continuous contact

EN 21420:2020 Protective gloves — General
requirements and test methods

18

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

e [s in 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 ISO 9001:2015 and EN SO 13485:2016 Quality
Management System.

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

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

Authorized Signatory:

A]’\p j .."‘ ETIIKU P “é\,f) Q‘r”_'rl_:uwo
Approver : MURAT YILDIZ ané 1o MPWTSTUMD / aKpiPéa
A ; aviiypa
Tftle .MGF&:;RE(I %En? %r;/CEO YPGgO
b : ]
Signature -»--w;qug?.f badtosiies Rorais o

5yt|brAHlJul
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Approval Date 1224
Place of Approval : Istan uI, Turkey OLMAY N







