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AHAQZIH IYMMOP®OIHE EE
ApiBpéec DOC DOC-MYMEDIKAL-ZBS-001
Motonointko EK Agv 1oyvet (AutodnAwpévo)
Kotaokevootrc MY TICARET VE MEDIKALA.S.

AlevBuvon Kataokeuaotr

Omerli mah General Stikrii Koralti Cd ap8.:33, 34555
Arnavutkoy/KwveotavtwouimoAn, Toupkia

Eviaiog ApBuog Kataokevaotr
(EAK)

TR-MF-000018372

Enwvupia

Mumu Guard

Mepypadn Mpoldvroc

E€etaotikd kat Mpootateutikd Mavtia Nitpiiou Xwplic Noudpa

MNpoPAendpevog Zkonde

Ta yavrtia e€étaong acBevouc sival éva LATPOTEXVOAOYLKS Tipoidy fou
npoopiletatyla LTpkd okono, kabwe bopiétal oto XEpLT o Sdytuho
ToU e€eTaoTh yia va anotpé el th LOALVon HeTafl aoBevolc kal
efetaotr). Ta eeTaotikd yavila nipoopilovral yla wtpikéc
5paoTNPLOTNTEG EKTAHG ATd TN XELPOUPYIKA enepBaon.

Baoiwko UDI-DI

868302002NPVQ

MéyeBoc

X5,5, M, L, XL

Eupwnaikn Ovopatoloyia
latpotexvotoykwy MNpoioviwy
(EOIM)

T01020204 (ravua E¢étaonc/@epansiac, Nitp thiou)

AteBvrig Ovopatotoyia 56286 (ravtia E€étaong/@epaneiog, ywpic motspa, un
latpotexvoAoyikwy Mpoildviwy | anootelpwpéva)
(AOIm)

ApBuocKatahoyou/Avadopdc
Mpoidvtog

MGBSNPFO1-XS, MGBSNPF02-S, MGBSNPF03-M, MGBSNPF04-L,
MGBSNPFO5-XL

ApBuog Avadopdc Opddoc
MNpoiévtwv

BS50102016, BS0102017, BS0102018, BS0102019, BS0102020

Nopeia A§loAdynong
Zuppopdwong (Kavoviopdc yia
Ta latpotexvoloyikd Mpoidvra)

ApBpo 52(7) kat

Napdptnpa VI, 4.1 Kavévag 1, Mn enepfatid, kay/n 5.1
Mpoopiidpevo yia mpoowptv Xpran, Kavovag 5 twy EMEUPATIKWY
TipoLOvVTWY

Katnyoplomoinon kat Kavovoc
(Kavoviopoc yia ta
latpoteyvoloyikd Mpoidvta)

Katnyopla |, Kavévag 1 & Kavévag 5 cupdwva pe to Napaptnua VI

Katnyoplonolnon MNpoidvrog
(Kavoviopoc yia ta Méoa
Atoukng Mpootaociacg)

Katnyopia 11

Muotomolntiké E¢étaanc-Tumou
EE (Kavoviopog yia ta Méoa
Atopukrg Npootaotac)

2777/21024-02/E13-02

Atakowwpgévog Opyaviopoc

Motonowntiks E§étaong-Tomou EE kat Zuvexrig Zuppudpbwon

Am6 tov Atakowwpévo Opyaviopd SATRA TECHNOLOGY EUROPE LTD
Ertixelpnpatiko Mapko Bracetown

Clonee, D1SYN2P, IpAavé&ia [CE 2777]
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MY Medikal

Edapuodoia Mpotuna

ApiB. Ap1Buog Ovopaoia Kavoviopou/Mpotunou
Kavoviopou/Mpotimnou
1 Kavoviopdg ya ta Kavoviopog yio to latpotexvoAoyikd
latpotexvoloyLkd MNpotovta
Mpoiodvta (EE) 2017/745
2 Kavoviopuéc yia ta Méoa | Kavoviopdg yla ta Méoa ATOHLKAS
Atopknc Mpootaoiag Mpootaoiog
(EE) 2016/425
3 ISO 13485: 2016 latpotexvoloyLkd npolovra -
suotripatoe Slaxeiplong nototnTag -
ATIOLLTAGELG Y10 KAVOVLOTIKOUG
OKOTIOUG
4 SO 9001: 2015 SuoThpaTa Slaxelplong mowotnTag -
ATIOUTA OELG
5 ISO 14971: 2019 latpotexvoloyLKkd mpoidvra -
epappoyn tne dlaxeiplong
Slakvblveuong ya
L TPOTEXVOAOY LKA TipolovTal
6 EN 455-1: 2020 ATIQUTHOELS Kol SOKIUEG amousiag
OTIWV
7 EN 455-2: 2015 ATIQLTH OELG KL SOKLUEG
GuatkWV LELOTATWY
8 EN 455-3: 2015 ATALITH OELG KoL OKLPEG
Bloloytkng aglohdynong
9 EN 455-4: 2009 ATIOULTHOELG KOLL BOKLUEG YLt TOV
npocbloplopo tng ddpketag {wng
10 ISO 20417:2021 laTpoTEXVOAOYLKA TIpOTOVTa -
Napexdpeve mAnpodopieg ano
KOTROKELAOTH
11 1SO 15223-1: 2021 laTtpoTEXVOAOY KA TipOiovTa -
TOpBoAa TOU IPETEL VL
XpnotpornoloUvTaL pe TG TAnpodopieg
TIOU TICLPEXOVTAL TIO TOV
KOTOOKEUROTH — MEpoag 1: TeVIKEG
QTIOUTAOELG
12 EN ISO 374-1: MévTia pooTaciag évavtl
2016+A1:2018 ETULKIVEUVWV XN LKWV Kot
HLKPOOPYQVLIOHWY - MEpog 1
Opoloyia Kat amattioels enidoong
Lot XN HLKOUG KB UVoUug
13 EN ISO 374-2: 2019 ravtia mpootaociog évavtl
ETUKIVEUVWV XNUKWY Kal
HIKPOOPYVIOHWY - MEpPOG 2:
MNpoadloplopog TN avTioTaong otn
blelobuon
14 EN ISO 374-4: 2019 évTLa TP OoTOLoLOG EVAVILXN LKWV Kall
HiKpOOpyaVIopWY - Mepog 4:
MpoobLoplopag TNG AVIOXG OF
unoBAaBpLon Ao XnHKd




15

EN ISO 374-5: 2016 Favtia mpootaoioc évavl
ETUKIVOUVWOV ¥NHLKWV Kol
HIKpoOpYaVIoUwY - Mépocg 5:
OpoAoyia kat anaurioelg enidoonc

yia pikpoBlodoyikoug kivduvouc

16

EN 16523-1:
2015+A1:2018

Npoobloplopog g avtiotaong
UALKOU oTn SlamepatdTnTo and
XNHKA - Mépog 1: Alanepatdrnta ond
LYPA XNUIKA ovuoia UTO ouvBrKeg
OUVEXOUG eTa g

17

EN 1SO 21420:2020 révtia npootaociag - Mevikéc

ATAUTHOELS Kal pEBodol Sokiurc

Epeic, n My Ticaret ve Medikal A.S. 814 tou TapoVTog SnAWvouE OTLTo ipoavadepSHEVD LXTPOTEXVOAOYLKO

npolov:

* Bpioketat o€ CUPHOPDWON UE TIG MEVIKES Anattioelg Aodaletoc kot Embooswy Tou Kavoviopou yia ta
latpotexvohoyikd Mpoidvta (MDR) 2017/745. OAa ta bikalohoyntikd Tekpnpiwong Slatnpolvial otic

EYKATAOTAOEL TOU KATAOKEUQOTH.

* Taydvtio kataokeudaioveat cUpdwva pe to EN ISO 9001:2015 kot EN 1SO 13485:2016 Zuotnua

Awaxeiplong Moldtnracg

* AkohouBeitnv E¢étoan TUTOU-EE pe Tig SLatdEeLs Twy vEWY Kavoviopwv yio MAT (EE) 2016/425
Katnyopla Il tou Stakowwpévou opyaviopol pe aplBuo 2777 and tn SATRA Technology Europe Ltd.

* Bpioketal oe cupPOPdWON He ToV TUTTO BAOEL TNC blaoddAiong moldtntag the Sladikaoiag mapoywyng

UTLO TNV EMOTITELQ TOU SL0tKOWWHEVOU OPYAVIGHOU HE aptBuo6 2777 and tn SATRA Technology Europe Ltd.
* Hmnapouoa AfAwon Tuppdpdwong EE éxel mpoetoluaoTel oupudwva pe to Napdptnua IV Tou
KavoviopoU yia o latpoteyvodoyikd Npoidvta (EE) 2017/745.

E€ouolodotnuévog Ynoypddwv:

Eykpivwv
Tithoc
Ynoypadn

Huepounvia Eykplong
Tomog Eykplong

: MURAT YILDIZ
: Tevikog AlevBuvtric/AteuBivwy Z0pBouloc
: (ZOPATIAA KAl YNOTPA®H)

: 24 ZemteBpiov 2024
: KwvotavtwvounoAn, Toupkia

AxpiBA

PLBAG peTdppaon orny EXnvikn m‘u ouinpliEveu eyypapou,
CUVTETOY}iEvou aTny ﬂgu,m-:
GpBpo 36 nap. 28 rou Kebleg nepl Amnydpﬁv. {N. 4194/2013)
Beooadovikn, ... “uLs 2
0 peragpaoac kol ¢ w!mnyt'puc 7 UZ 26&5

{nou Baosi Tou 6pBpau 8 rou N, 1599/10 {
{ Gpl 10U N T599/1984 uneubivae 3nhd
071 Exes emapkh Yvion Twy Bio Yhwogiv) ‘

-YA000, 00pptova HETE

AAMAIKHNOL A. AAMAEKHNIAHI (ZHMANZH CE)
AIKHIOPOY A¥O 3822
KOYNTOYPINT 6 25 QEL/NIKH

ADM.: 044751419 - £ £0.Y. OEX/NIKHE
e-mail: ddamaskinid|s@gmail.com
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MY Medikal
EU DECLARATION OF CONFORMITY
DOC No. DOC-MYMEDIKAL-ZBS-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 TR-MF-000018372

(SRN)

Brand Mumu Guard

Product Description Nitrile Powder Free Examination and Protective Gloves
E A L4 TALKHN|AHyIntended Purpose A patient examination glove is a medical device intended for
,‘ﬁ /I";?"I }EZG 3822 a medical purpose that is worn on the examiner’s hand or
19-E 4 YZBSEGIE/%w? finger to prevent contamination between the patient and
aslinidisqomailcom | examiner. Examination glove is intended for medical

activities except for surgery.

Basic UDI-DI 868302002NPVQ,

Size XS, S, M, L, XL

European Medical Device T01020204 (Examination / Treatment Gloves, Nitrile)

Nomenclature (EMDN)

Global Medical Device 56286 (Nitrile Examination/Treatment glove, non-

Nomenclature (GMDN) powdered, non-sterile)

Product Catalogue/ Reference | MGBSNPFO1-XS, MGBSNPF02-S, MGBSNPF03-M,

Number MGBSNPF0O4-L, MGBSNPFO5-XL

Product Group Reference B50102016, BS0102017, BS0102018, BS0102019,

Number BS0102020

Conformity Assessment Route | Article 52(7) and

(MDR): Annex VIIl, 4.1 Rule 1, Non-invasive, and/or

5.1 Intended for transient use, Rule 5 of invasive device

Classification & Rule (MDR) Class |, Rule 1 & Rule 5 according to Annex VIII

Device Classification (PPER) Category Il

EU Type-Examination 2777/21024-02/E13-02
Certificate (PPER)
Notified Body (PPER) EU-Type Examination and Ongoing Conformity

by Notified Body SATRA TECHNOLOGY EUROPE LTD
Bracetown Business Park,
Clonee, D15YN2P, Ireland [CE 2777]




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.ir.

Applicable Standards

No.

Regulation/ Standard
Number

Regulation/ Standard Name

MDR (EU) 2017/745

Medical Device Regulation

PPE (EU) 2016/425

Personal Protective Equipment
Regulation

ISO 13485: 2016

Medical devices - Quality
management systems -
Requirements for regulatory
purposes

ISO 9001: 2015

Quality management systems —
requirements

I1SO 14971: 2019

Medical devices - application of risk
management to medical devices

EN 455-1: 2020

Requirements and testing for
freedom from holes

EN 455-2: 2015

Requirements and testing for
physical properties

EN 455-3: 2015

Requirements and testing for
biological evaluation

EN 455-4: 2009

Requirements and testing for
shelf-life determination

10

ISO 20417:2021

Medical devices - Information to be
supplied by the manufacturer

11

SO 15223-1: 2021

Medical devices — Symbols to be
used with information to be
supplied by the manufacturer —
Part 1: General requirements

12

EN ISO 374-1: 2016+Al:

2018

Protective gloves against
dangerous chemicals and micro-
organisms - Part 1: Terminology

and performance requirements for
chemical risks

13

ENSO374-2:2019

Protective gloves against
dangerous chemicals and micro-
organisms - Part 2: Determination
of resistance to penetration

14

ENISO 374-4:2019

Protective gloves against chemicals
and micro-organisms - Part 4:
Determination of resistance to
degradation by chemicals

15

EN 1SO 374-5: 2016

Protective gloves against
dangerous chemicals and micro-
organisms - Part 5: Terminology

and performance requirements for
micro-organisms risks
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MY TICARET VE MEDIKAL A.S.

~  Omerli Mahallesi General Sikrii Koraltr Caddesi No:33 Armavutkoy ~Istanbul Turkey
\ / Tel: +902124382064 Fax: +902124382065

i Website: www.nymedikal.com.tr.
MY Medikal * S
16 EN 16523-1: 2015+A1: Determination of material
2018 resistance to permeation by

chemicals - Part 1: Permeation by
liquid chemical under conditions of
continuous contact
17 EN SO 21420:2020 Protective gloves — General

requirements and test methods

We,

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

Is 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.

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

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 : Istanbul, Turkey

AKPIBEZ ANTITPA®O

AMO TO HPQTOTm{%
EMIAEIX®

MOY MOY 02- 205

OEZ/NIKH oo 07 -
0 ENIKYPON AIKHIOPOS

KO ITOY 21-T.K, 546 25 OEL/NIKH
AGEM.: 044751419 - EAA.D.Y. OEL/NIKHE
e-mail: ddamaskfidis@gmail.com
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