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Kataokeuaothig

MY TICARET VE MEDIKAL A.S.

AlelBuvon kataokeuaotn

Omerli mah General Silkrii Koralti Cd no:33, 34555
Arnavutkoy/KwvotavtvoimoAn, Toupkia

Atetvvon unokataotriparog: Goraklar Mah. 5003 Sok. No:18/1
ALOSBI Aliaga / Zp0pvn, Toupkia

Eviaiog aplBuog karaywplong
{SRN)

TR-MF-000018372

Mapko

Mumu

MNeplypadn npoidvrag

ravoa ggetaong amo Aatet ge okovn

MNpoopLopog

Ta yaviio eféraong aoBevwyv eivol  lotpkd PonBripata mou
npoopilovtal ywa watpk xprion koi doplovvial gto ¥EpL 1 oto
Saytudo Tou €fETQOT), TMPOKELWEVOU VO QUTOTPEMETOL N HOAUVON
MeTatU Tou aaBevalg kai Tou efetaot. Ta yavoa séétaonc
TLPOOPLZOVTAL YLa LATPLKEC

SpaotnplotnTeg ekTtdg and ) XELPOU pYLKN ernépfaon.

Baokog kwdikoac UDI-DI

868227994LP5H

MeyeBog

XS, 5 M, L, XL

Kwébikag UDI-DI

08682279949239, 08682279949253, 08682279949277,
08682279949291, 08682279949314

Kwbikog EAN

8683020022980, 8681695367078, 8681695367085,
8681695367092, 8683020021860

Xwpa npoghevong

TaiAdvén

Eupwmnaikr Ovopatodoyia latpikwy
ZUOKEUWV
(EMDN)

T010201 {ravria eétaonc/Oepaneiag, Aaté€)

Maykooula ovopatoloyla
(GMDN)

47173 (lavua eéraonc/Bepanciag ano Aatet, Le moldpa)

KatdAoyoc nmpolovtwv/AptBuog
avadopac

MLPO1-XS, MLP0O2-S, MLPC3-M, MLPO4-L, MLPO5-XL

Avadopd opadag npoloviwy
Aplouog

LX01

Aladikaocia aflohdynong

Napdptnpa |l ko Napdptnpo I ocbpdwvae e Tov kavoviopod (EE)

npoiovrog (PPER)

CUUHOpdWang 2017/745

(MDR):

Tativopnon kat kavovag (MDR) Katnyopla 1, Kavovag 5 yia napobikn xprion ol udwva UE To
Napdptnua VI

Tagwopnon LatpotexvohoyLkol Katnyopia I
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TnA.: +902124382064 Qat: +902124382065
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lototonog: _www.mymedikal.com.tr

MNiotonown ko eéétaong tunou EE
(PPER)

Kowornounuévog dopeag (PPER)

loyUovta npdtuna

2777/10468-05/E05-01
E€£taon tomou EE kal ouvexf cuppopdwon
QO Tov KovoTnoLnpévo opyaviapa SATRA TECHNOLOGY EUROPE LTD
Bracetown Business Park,
Clonee, D15YN2P, Iphavdia [CE 2777]
Ap. Kavoviopac/AptBpag ‘Ovopa KovoviopoU/potinou
Mpotunou
1 MDR (EE) 2017/745 Kavoviopog yLa T LOTPOTEXVOAOYLKE
npoiovia
5 PPE (EE) 2016/425 EfomAlopog tl‘L"Op.LKI]Q' npoctaciag
Kavoviopog
|OTPLKEG CUOKEUES - ZUaTrpata Slaxeipang
oo TN Tag
3 1SO 13485: 2016 - AAUTAGELS Via
KavovLoTIKOUG oKomoUg
a 1S0 9001: 2015 FuoThpota Stoxelplong nowdtntag —
QATOULTHOELS
5 1SO 14971: 2019 |OTPIKEG CUCKEUEC — Epapuayn e
Sioyelplong kS UvWY OTLG LATPLKES
GUOKEUEG
6 EN 455-1: 2020+A2:2024 Anauiosis ke Sokiueg yia my
anoucia onwv
7 EN 455-2: 2024 ARQUTAOCELG KOl SOKLUEG PUOLKWY
1SloTATWY
3 EN 455-3: 2023 ARQITAOELG KAl SOKLUEC YLd TN
Brodoywny afloAdynon
9 EN 455-4: 2009 AnautroeLS K'U.l 5OKI.L‘1£Q yla rov.
nPoocdloplouot Tng Slapkelag {wng
BloAoyikr] aflohdynon LarpLkwy
10 ISO 10993-10: 2021 Bonénudrwy — Mépog 10: Aok yia
epeBlopd kal evatoBnronoinan Tou
Séppartog
11 1SO 20417: 2021 latpikég ovokeveég — MAnpodopieg rau
MPEMEL VO
TOPEXOVIAL QIO TOV KATOOKEUOOTH
X ,
IS0 15393 uuB‘o)\u oL TIPEMEL VA ‘
12 - xpnotponotodvial otlg rAnpodopieg mou
1:2021/Tpononot . ,
NPETEL VA TAPEXEL O
non 1:2025 ;
KUTQOKEUQOTH
Favtia mpootaciag and emkivBuveg
XNHLKES OUGLEG KOL PLKPOOPYAVIOLOUS -
13 EN 150 374- Mépog 1: Opoloyia KalL QaLtroeis
1:2016+A1:2018 T
XNHkolg kw8ivoug
14 EN IS0 374-2:2019 ravta nmpootaoiag anc
enikivbuveS XnULKES ouoieg Kot
piKpO-

AAMAIKHN
AIKHIOF
KOYNTOYPIT!
A.OM. 04475
e-mail: dd




OLA. 4
0% A
Y21-T
1419 -E
'isrnaskin

MY TICARET VE MEDIKAL A.S.

Omerli mah General Sukrii Koralti Cd ap. 33, 34555 Arnavutkoy/KwvotavtivounoAn, Toupkia
Ate0Buvon Yrok/tog: Coraklar Mah. 5003 Sok. No:18/1 ALOSBI Aliaga / Zuipvn, Toupkla

(AoyéTumo) Tnh.: +902124382064 Dag: +902124382065

lototonog _ www. mymedikal.com.tr

AMALKHNIGHL
M AZO 382
(546 25 OEL/NIKH
A.OY. OFEL/NIKRE
dis@gmail.com

T~

opyaviopol - Mépog 2: NMpoabLoplopog
¢ avioxng otn Sieloduon

Mdvr pootaoiag and XNUKES OUGLES KAl
UikpoopyaviapoUs - Mépog 4:

15 EN I1SO 3744:2019 NpoaSLoplopde TNE QVIOXAS TNV

anolko8OUNoNG anG XNUKES OUCLES

ravie mpooTaoiag and emKivAUVES
XNULKEG OUGLEC KAl HKPOOPYAVLOUOUG -
16 EN ISO 374-5: 2016 Mépoc 5: Opoloyia koL amaitioeLg
ETUS GOEWV YL
KWEUVOUG QU HIKPOOPYaVIGHOUG

MpooBloplopdg TNE avioxris TwWV UAKWY
otn Sieigbuon XNy ouaudy - Mépog
EN 16523-1: 2015 1: Misiobuon uypwY XNIULKWY OUCLWIY

17 : %
UTIO GUVBIiKES
ouvexoug enadrng
i EN 21420:2020 MPoOTOTEUTIKA yavTi — [EVIKES

anautoelg ko pEbodor Sorkipwy

Eueic, n My Ticaret ve Medikal A.S., SnAwvoupe pe to mopov du h npoavapepBeica QUOKEULR:

Tuppopduvetal pe T Tevier) Anaitnon AodoAeiag Tou Kavoviopol yuwa ta latpoteyvoloyikd Mpoidvia (MDR) 2017/745. ‘Oha ta
Swkaohoynukd £yypaba GUAGCOOVTOL OTLG EYKATAOTAOEL, TOU KATAGKEUXOTH .

Ta yavila kataokeudfovial aupdwva pe to Ivotnpa Awxeipiong MNowottag EN 1SO 95001:2015 kow EN 1SO 13485:2016.
uppopdwveToal e tv sfétacn tomou g EE ocludwva pe Tig Suatdelg Tou veou Kavovigpol yia ta Méoa ATOULKHS
Npoataciac (EE) 2016/425, Katnyopia |1, ané tov kewomotnuévo opyaviaps aptB. 2777 g SATRA Technology Europe Ltd.
Eivart olpdwvo pe tov twmo PBdoer e Sweodddiong mowdntag g Swbikaaiag mapoywyic UMO TNV EMOMIELR TOU
KOlVOTIOLNUEVOU opyaviclol aplB. 2777, tng SATRA Technology Europe Ltd.

MAnpot v araiton cuvolkdg petavaoteuons oiudwva pe tav Kavoviaus g Empons (EE) api8. 10/2011 — «To mMAQoTkd
Uhikd kal avikeipevae Sev TpEmel va petadEpouv T GUCTATIKG TOUG oTe TpodLus o MOCOTNTEG TOU unepfaivouv ta 10
XxA\LooTOYpaUMa GUVOAKGY aucTtatikwy mou anelevBepuwvovtal ave dm? emupavelag nov EpxetaL ae eradr pe Ta TPOPIpA
{mg/dm?) {6pto ouvolwrg petavdoteuong)», HE efaipeon to 3% 0§k ofl.

H napoltoa AjAwon Iuppépdwaons e EE ouvtaxBnke oipdwva pe 1o Mapdptnua IV tov Kevoviopou {EE) 2017/745 yuax ta
LOTPOTEXVOAOYIKG TIPOLOVT.

Efougiobotnuévoc unoypddwy:

Eykpivwy : MURAT YILDIZ

©¢gaon : Tevikog AteuBuvtng/AeuBivwy ZipBouhog
Yroypadn (cdpayiba)

Hpepopnvia gvkplong 25 Auyolotow 2026

Tomog eykpiong . Kwvotovtivodrohn, Toupkia

| (afpaven CE)
Axpipng ps_rmbpaon Ty EMnvik Tou ownppevou eyypacdoy,
quvretaypevou oy 24Xl 1 Xy ... yhuaae, oupdwve e To
épBpo 36 mop. 26° 1o Kmi o TER} Avopw. (N, 4194/
Ozoouhoviky, ... ﬂﬁ" ﬁ_WﬂWE ,

0 petodpaong Ko EmKkuptv Aknyapo {1 KQYNTOYPITOY 21- T 546 25 OEL/NIKH

/

(mou Booet Tou dpBpou 8 Tou N. 1599/1986 umkuptViac Smhas APM: 044751419 . € 4.0y, OFX/NIKHE
Ot éyw mopki yvwon Tuwy 50 yhwooty) /: / &

e-mail: ddamaskm:’dis@gmaifcsm
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MY TICARET VE MEDIKAL A.S.
{ Omerli mah General Siikrii Koralti Cd no:33, 34555 Arnavutkoy/Istanbul, Turkey
o Branch Address: Coraklar Mah. 5003 Sok. No:18/1 ALOSBI Aliaga / iZMIR, Tirkiye

MY Medikal Tel: 4902124382064 Fax: +902124382065

s

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 Siikr(i Koralti Cd no:33, 34555

Arnavutkoy/Istanbul, Turkey
Branch Address: Coraklar Mah. 5003 Sok. No:18/1
ALOSBI Aliaga / IZMIR, Tiirkiye

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 8682279941 P5H

Size XS, S8 M, L XL

UDI-DI Code 08682279949239, 08682279949253, 08682279949277,
08682279949291, 08682279949314

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

MLPQO1-XS, MLPO2-S, MLPO3-M, MLPO4-L, MLPO5-XL

Product Group Reference
Number

LX01

Conformity Assessment Route
(MDR):

Annex Il and Annex Il according to EU 2017/745

Classification & Rule (MDR)

Class |, Rule 5 transient use according to Annex VIII

Device Classification (PPER)

Category lll




MY Medikal

Tel:

MY TICARET VE MEDIKAL A.S.

Omerli mah General Siikrii Koralti Cd no:33, 34555 Arnavutkoy/Istanbul, Turkey
Branch Address: Coraklar Mah. 5003 Sok. No:18/1 ALOSBI Aliaga / IZMIR, Ttirkiye
+902124382064 Fax:+902124382065

Website: www.mymedikal.com.tr

EU Type-Examination
Certificate (PPER)

Notified Body (PPER)

Applicable Standards

2777/10468-05/E05-01
EU-Type Examination and Ongoing Conformity
by Notified Body SATRA TECHNOLOGY EUROPE LTD
Bracetown Business Park,
Clonee, D15YN2P, Ireland [CE 2777]
No. Regulation/ Standard Regulation/ Standard Name
Number
1 MDR (EU) 2017/745 Medical Device Regulation
- ; .
2 PPE (EU) 2016/425 Personal Protectl\.lfe Equipmen
Regulation
Medical devices - Quality
3 ISO 13485: 2016 angEsIICTY
systems - Requirements for
regulatory purposes
4 SO 9001: 2015 Quality management systems —
requirements
5 ISO 14971: 2019 Medical devices - appll'catson c_)f risk
management to medical devices
6 | EN 455-1: 2020+A2:2024 Requirements and testing for
freedom from holes
; EN 455-2: 2024 Reqwrem_ents and tesftlngfor
physical properties
g EN 455-3: 2023 Reqw.remt?nts and tesfclng for
biological evaluation
9 EN 455-4: 2009 Reqmrerr!ents and tgsnr‘]g for
shelf-1ife determination
Biological evaluation of medical
10 ISO 10993-10: 2021 devices —Part 10: Test for irritation
and skin sensitization
11 SO 20417: 2071 MedlcallDewces— Information to be
supplied by the manufacturer
IS0 15223-1:2021/Amd | . YMools to be used with
12 information to be supplied by the
1:2025
manufacturer
Protective gloves against
» EN ISO 374- tia;ng:;--rous cl;errglfl_? and- mllcro—
1:2016+A1:2018 ganisms - Part 1: grmmo ogy
and performance requirements for
chemical risks
14 ENISO 374-2:2019 Protective glc_)ves agamsjc
dangerous chemicals and micro-
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organisms - Part 2: Determination
of resistance to penetration
Protective gloves against chemicals
and micro-organisms - Part 4:
Determination of resistance to
degradation by chemicals
Protective gloves against
dangerous chemicals and micro-
16 EN ISO 374-5: 2016 organisms - Part 5: Terminology
and performance requirements for
micro-organisms risks
Determination of material
. resistance to permeation by
17 EN 16544-1.2015 chemicals - Part 1: Permeation by
liquid chemical under conditions of
continuous contact
EN 21420:2020 Protective gloves — General
requirements and test methods

15 EN1SO374-4:2019

18

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

Authorized Signatory: AKPIBEZ ANTIIE

Is in compliance with the General Safety Performance Requirement of the Medical Device Regulation (MDR)
2017/745. All supporting documentation is retained under the premises of the manufacturer.

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

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

Is in conformity to type based on guality assurance of the production process under the surveillance of the
notified body number 2777 by SATRA Technology Europe Ltd.

Met the overall migration requirement under Commission Regulation (EU) No. 10/2011- “Plastic materials and
articles shall not transfer their constituents to foodstuffs in quantities exceeding 10 milligrams of total
constituents released per dm? of food contact surface (mg/dm?) {overall migration limit)”, except for 3% acetic
acid.

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

Title

Signature

Approval Date
Place of Approval

ATIO TO NPOQTOTYN

Approver : MURAT YILDIZ noy Moy emni Elﬁ? ﬁE Zﬂzﬁ

OEZ/NIK
O EMKYPON AIKHIOPOZ

f
AAMAIK%}}QDE A. AAMAZKHNIAHE
AIKHTOPOZ AM AZO 3822
KOYNTOYPIQTOY 21- T.K. 546 25 QEL/NIKH
A.DM.:044751419- E° A.Q.Y. OEL/NIKHE
e-mail: ddamaskinidis@gmail.com







