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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, S, 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, MLP02-S, MLP0O3-M, MLP04-L, MLPO5-XL

Product Group Reference
Number

LX01

Conformity Assessment Route
(MDR):

Annex Il and Annex Ill according to EU 2017/745

Classification & Rule (MDR)

Class I, Rule 5 transient use according to Annex VIII

Device Classification (PPER)

Category lli

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
P | Protective Equi t
5 PPE (EU) 2016/425 ersonal Protec |\{e quipmen
Regulation
Medical devices - Quality
3 ISO 13485: 2016 management
systems - Requirements for
regulatory purposes
4 SO 9001: 2015 Quality management systems —
requirements
5 IS0 14971: 2019 Medlcaldewces—appll_catlon (?f risk
management to medical devices
6 EN 455-1: 2020 Requirements and testing for
freedom from holes
7 EN 455-2: 2015 Requwemgnts and tes'tlngfor
physical properties
8 EN 455-3: 2015 Reqw'remgnts and tes.tlngfor
biological evaluation
9 EN 455-4: 2009 Requnremgnts and t(.estlr?g for
shelf-life determination
Biological evaluation of medical
10 ISO 10993-10: 2010 devices —Part 10: Test for irritation
and skin sensitization
1 IS0 20417: 2021 MedlcaI~DeV|ces- Information to be
supplied by the manufacturer
ISO 15223-1 Symbols to be used
12 ISO 15223-1: 2021 with information to be supplied
by the manufacturer
Protective gloves against
EN 1SO 374-1: 2016 dangerous chemicals anq micro-
13 organisms - Part 1: Terminology
and performance requirements for
chemical risks
Protective gloves against
14 ENISO 374-2:2014 danggrous chemicals and tnlcr.o—
organisms - Part 2: Determination
of resistance to penetration
Protective gloves against chemicals
15 EN SO 374-4:2013 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
EN 16523-1: 2015 resistance to permeatior.1 by
17 chemicals - Part 1: Permeation by
liquid chemical under conditions of
continuous contact

( MY TICARET VE MEDIKAL A.S.

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

e Isin 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 ISO 13485:2016 Quality
Management System.

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

e Is 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:

Approver : MURAT YILDIZ

Title : Gengra ger/CEO
. MEDIK ’ =+ VE

Signature Omen Mand i 2TIM SIRKE T

TS Ukris Koraits Cad
KOy/ISTANB UL

Approval Date : 23 5ep/ 20
Place of Approval : Istanul, Turkey
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DEKLARACJA ZGODNOSCI UE

Nr Dokumentu

DOC-MYMEDIKAL-SRT-002

Certyfikat EC

Nie dotyczy (o$wiadczenie wtasne)

Producent

MY TICARET VE MEDIKAL A.S.

Ars Producenta

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

Jednolity numer rejestracyjny
(SRN)

TR-MF-000018372

Marka

Mumu

Opis produktu

Rekawice lateksowe medyczne, pudrowane

Przeznaczenie

Rekawica do badan pacjenta to wyréb medyczny
przeznaczony do celéw medycznych, ktéry jest noszony na
dtoni lub palcach osoby przeprowadzajacej badanie, aby
zapobiec zanieczyszczeniu miedzy pacjentem a osobg

przeprowadzajgcq badanie. Rekawica do badan jest
przeznaczona do czynnosci medycznych, z wyjatkiem
operacji

Podstawowy kod UDI-DI 868227994LP5H

Kraj pochodzenia

XS, 5, M, L, XL

Rozmiary 8683020022980, 8681695367078, 8681695367085,
8681695367092, 8683020021860
KOD EAN Thailand

Europejska Nomenklatura
Wyrobdéw Medycznych
(EMDN)

T010201 (Rekawiczki do badan/leczenia, lateksowe)

Globalna nomenklatura
wyrobéw medycznych
(GMDN)

47173 (Lateksowa rekawica do badarn/zabiegéw,
pudrowana)

Katalog produktéw/Numer
referencyjny

MLPO1-XS, MLP02-S, MLP0O3-M, MLP04-L, MLPO5-XL

Jednolity numer rejestracyjny
(SRN)

LX01

Srodowisko oceny zgodnosci
(MDR):

Aneks Il i aneks Il zgodnie z rozporzgdzeniem UE 2017/745

Klasyfikacja i zasady (MDR)

Klasa I, Regutfa 1 i Reguta 5 uzytkowanie przejsciowe zgodnie
z zatacznikiem VIII

Klasyfikacja urzagdzen (PPER)

Kategoria lll

EU Type-Examination
Certificate (PPER)

2777/10468-05/E05-01
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Certyfikat badania UE (PPER)

Obowigzujgce normy

Badanie typu UE i ciggta zgodnos¢
przez jednostke notyfikowanga SATRA TECHNOLOGY EUROPE LTD
Bracetown Business Park,
Clonee, D15YN2P, Ireland [CE 2777]
No. Numer Nazwa rozporzadzenia/normy
rozporzqdzenia/normy
1 MDR (EU) 2017/745 Rozporza}dzenle W sprawie
wyrobéw medycznych
2 PPE (EU) 2016/425 BOZpo,rzadzeme W sprawie
Srodkdw ochrony osobistej
Wyroby medyczne — Systemy
3 ISO 13485: 2016 Zarzadzam? Jakosc'a, -
Wymagania dla celéow
regulacyjnych
4 SO 9001: 2015 Systemy zarzadzanla? jakoscig —
wymagania
Wyroby medyczne —
5 ISO 14971: 2019 zastosowanie zarzadzania
ryzykiem
: EN 455-1: 2020 Wymagania i badar.na dotyczace
braku dziur
7 EN 455-2: 2015 Wymaga’m.a i b’af:l::Tma dotyczace
wtasciwosci fizycznych
g EN 455-3: 2015 Wymagania i b.adan.|a dotcyczqce
oceny biologicznej
Wymagania i badania w celu
9 EN 455-4: 2009 okreslenia okresu przydatnosci
do spozycia
Ocena biologiczna wyrobéw
10 IS0 10993-10: 2010 medycz'nych'— Cze'sc' 10: Bafjanle
dziatania draznigcego i
uczulajgcego na skore
1 SO 20417: 2021 Wyroby medyczne — Informacje
dostarczane przez producenta
ISO 15223-1 Symbole, ktére
1 SO 15223-1: 2021 . nalezy.sto'sowac wraz z .
informacjami dostarczanymi
przez producenta
Rekawice ochronne przed
13 EN ISO 374-1: 2016 niebezpiecznymi chemikaliami i
mikroorganizmami - Czesc¢ 1:
Terminologia i wymagania
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( MY TICARET VE MEDIKAL A.S.

dotyczace skutecznosci w
odniesieniu do zagrozen
chemicznych
Rekawice ochronne przed
niebezpiecznymi chemikaliami i

14 ENISO374-2:2014 mikroorganizmami - Czes¢ 2:
Okreélanie odpornosci na
przenikanie
Rekawice ochronne przed
chemikaliami i
15 ENISO374-4:2013 mikroorganizmami - Czesc 4:
Okreslanie odpornosci na
degradacje przez chemikalia
Rekawice ochronne przed
niebezpiecznymi chemikaliami i
mikroorganizmami - Czesc¢ 5:
16 EN 1SO 374-5: 2016 Terminologia i wymagania
dotyczace skutecznosci w
odniesieniu do zagrozen
mikroorganizmami
Oznaczanie odpornosci materiatow
na przenikanie substancji
EN 16523-1: 2015 chemicznych - Cze$¢ 1: Przenikanie
substancji chemicznych w stanie
ciektym w warunkach ciggtego
kontaktu

17

My, My Ticaret ve Medikal A.S. niniejszym oswiadczamy, ze wyzej wymienione produkt:

e Jest zgodny z ogélnym wymogiem bezpieczeristwa w zakresie wydajnosci rozporzgdzenia w
sprawie wyrobow medycznych (MDR) 2017/745. Wszelka dokumentacja pomocnicza jest
przechowywana w siedzibie producenta.

* Rekawice sg produkowane zgodnie z normami EN ISO 9001:2015 i EN 1SO 13485:2016 System
zarzadzania jakoscia.

* Przeszedt badanie typu UE zgodnie z przepisami nowych przepiséw dotyczgcych srodkéw
ochrony osobistej (UE) 2016/425 kategorii lll jednostki notyfikowanej nr 2777 przez SATRA
Technology Europe Ltd.

e Jest zgodny z typem w oparciu o zapewnienie jakosci procesu produkcji pod nadzorem
jednostki notyfikowanej nr 2777 przez SATRA Technology Europe Ltd.
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e Niniejsza Deklaracja zgodnosci UE zostata sporzgdzona zgodnie z Zatgcznikiem IV do
rozporzadzenia w sprawie wyrobéw medycznych (UE) 2017/745

Podpisujacy upowazniony:

Zatwierdzajacy : MURAT YILDIZ

Tytut : Geneys \nager/CEO

, ”.‘,i'?,':.‘,h L iiM SIRKE T
Podpis T No: 13 e A Pikeu Korait Cad
8 OLJ A .Dy”STANBU[
fou u pCe V.0 626 040 4605
wHa S170 64 Fax:0212 438 20 65
. . Ny o ’
Data zatwierdzenia : 24%Wrzesnia’ (ipYig

\

Miejsce zatwierdzenia : Istanbul, Turcja
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MY TICARET VE MEDIKAL A.S.

Omerli Mahallesi General Siikrii Koralti Caddesi No:33 Amavutkoy —Istanbul Tovpkia
TnA: +902124382064 dog: +902124382065
lototonog: www.mvmedikal.com.tr.

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

QA

Koynro

ADM.
: 04y
""’&- ﬁdsnrrf,

anm

AKHr

PinToy
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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.
Eykpitrg : MURAT YILDIZ
Tithog 4 i ; ;
: Tevikog AevBuvrnic/AcuBivwy Z0uPouiog
Yroypadn

Hiue peric Ewpone 129 NoeuPpiov 2023

Aniad Témog Eykplong : Kwvotavtolokn, Toupkia
) ht‘ u],,‘.u“‘_

54825 gif
Aoy BE'IAAUN!KH

/)
lis@gmg l‘c':#,m[

{Aoydtuno)

AkpEiG perbyeacn ainy EXANYKA TaU DUYRpLEYOU EYYROGOU,

ouvreroyptvou oy A, ;}f...‘:f.fﬂ.:;........‘Y?\ﬁ:acu‘ olypuyva PETC
00 36 nap. 20" rou Kebdisa nepl Aunybpu. (N. 4194/2013)

BenTohovian, .ovveenen.
0 peraqpéoug Kot en o
{nou Bitcet Tou pBpou 8 1ou N, 1599/1986 uneuBivug Bnhd
Ot e encpri yion Ywv Blo yhaoody)
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MY TICARET VE MEDIKAL A.S.
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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
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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
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MY TICARET VE MEDIKAL A.S.
Omerli Mahallesi General Siikrii Koralt1 Caddesi No:33 Arnavutkoy —Istanbul Turkey

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

MY Medikal

EU DECLARATION OF CONFORMITY
DOC No. DOC-MYMEDIKAL-SRT-004
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

B-good

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 for surgery.

Basic UDI-DI

868227994LP5H

Size

XS, S, 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/Reference
Number

BGLO1-XS, BGLO2-S, BGLO3-M, BGLO4-L, BGLO5-XL

Product Group Reference
Number

LX01

Conformity Assessment Route
(MDR):

Annex Il and Annex Il according to EU 2017/745

Classification & Rule (MDR)

Class I, Rule 5 transient use according to Annex VI

Device Classification (PPER)

Category lli

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]

Applicable Standards

No. Regulation/ Standard Regulation/ Standard Name

Number

1 MDR (EU) 2017/745 Medical Device Regulation



http://www.mymedikal.com.tr/

o/

MY Medikal

MY TICARET VE MEDIKAL A.S.
Omerli Mahallesi General Siikrii Koralt1 Caddesi No:33 Arnavutkoy —Istanbul Turkey
Tel: +902124382064 Fax: +902124382065

Website: www.mymedikal.com.tr.

PPE (EU) 2016/425

Personal Protective Equipment
Regulation

ISO 13485: 2016

Medical devices - Quality
management
systems - Requirements for
regulatory purposes

SO 9001: 2015

Quality management systems —
requirements

ISO 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 10993-10: 2010

Biological evaluation of medical
devices —Part 10: Test for irritation
and skin sensitization

11

ISO 20417:2021

Medical devices - Information to be
supplied by the manufacturer

12

ISO 15223-1: 2021

ISO 15223-1 Symbols to be used
with information to be supplied
by the manufacturer

13

EN 1SO 374-1: 2016

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

and performance requirements for
chemical risks

14

ENISO374-2:2014

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

15

ENISO 374-4:2013

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

degradation by chemicals

16

EN ISO 374-5: 2016

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

and performance requirements for
micro-organisms risks

17

EN 16523-1: 2015

Determination of material
resistance to permeation by
chemicals - Part 1: Permeation by
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MY Medikal

liquid chemical under conditions of
continuous contact

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

e Isin 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 ISO 13485:2016 Quality
Management System.

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

e Is 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:

Approver : MURAT YILDIZ
Title : Gener3lyanager/CEO
M’E?"::”l N 5"ikM SIRKET|
. FeRpar: Ukru Koreits Cac
Signature : ol NG sTANG UL ©*
“01:031 J/ARM0 64 o ie, 040 4605
20 64 Fax:0212 438 20 65
mymedikal com
Approval Date : 15 Fep 2024

Place of Approval . Istanbul, Turkey
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Omerli Mahallesi General Siikrii Koralt1 Caddesi No:33 Arnavutkoy —Istanbul Turkey
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MY Medikal

EU DECLARATION OF CONFORMITY
DOC No. DOC-MYMEDIKAL-SRT-007
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 Basic

Product Description

Latex Powdered Disposable Gloves

Intended Purpose

A disposable glove is intended for general use to provide
safety for the user. This is used for minimal risk only.

Basic UDI-DI

868227994LP5H

Size

XS, S, 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/Reference
Number

MBLPPSTO1-XS, MBLPPSTO02-S, MBLPPSTO03-M,
MBLPPSTO4-L, MBLPPSTO5-XL

Product Group Reference
Number

LX01

Conformity Assessment Route

Annex Il and Annex Il

Classification & Rule

Class |, Rule 5

Device Classification

Category I- For Minimal Risk only

Applicable Standards

No. Regulation/ Standard Regulation/ Standard Name
Number
Personal Protective Equipment
2 PPE (EU) 2016/425 Regulation (Category I- For Minimal
Risk only)
Medical devices - Quality
3 ISO 13485: 2016 management
systems - Requirements for
regulatory purposes
4 ISO 9001: 2015 Quality management systems —
requirements
11 IS0 20417: 2021 MedlcaI.Dewces- Information to be
supplied by the manufacturer
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12 ISO 15223-1: 2021

ISO 15223-1 Symbols to be used
with information to be supplied
by the manufacturer

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

e The gloves are manufactured according to EN ISO 9001:2015 and EN ISO 13485:2016 Quality

Management System.

e Is following the EU-Type Examination with the provisions of the PPE Regulations (EU)

2016/425 Category I-For Minimal Risk only.

Authorized Signatory:

Approver
Title
Signature
Approval Date

Place of Approval

: MURAT YILDIZ

v-/nuuomu»os
“5‘/ ax:0212 438 20 65
nym umm om

: Istanbul, Turkey
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Omerli Mahallesi General Siikrii Koralt1 Caddesi No:33 Arnavutkoy —Istanbul Turkey

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

MY Medikal

EU DECLARATION OF CONFORMITY
DOC No. DOC-MYMEDIKAL-TG-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 Gloves

Intended Purpose

A glove is a personal protective equipment that is designed
to be worn for minimum risk only.

Size XS, S, M, L, XL
Product Catalogue Number MLPO2
Conformity Assessment Annex VII

Procedure (MDD)

Classification (MDD)

Class I, Non-sterile

Device Classification (PPER)

Category | with minimum risk only

Applicable Standards

No. Regulation/ Standard Regulation/ Standard Name
Number
PPE (EU) 2016/425 Personal Protective Equipment
1 Regulation- Category | with
minimum risk only
2 MDD 93/42/EEC Medical Device Directive
Medical devices - Quality
3 ISO 13485: 2016 management systems -
Requirements for regulatory
purposes
4 SO 9001: 2015 Quality management systems —
requirements
5 ISO 14971: 2019 MedlcaldeV|ces—appI|Fat|on <?f risk
management to medical devices
6 EN 455-1: 2020 Requirements and testing for
freedom from holes
7 EN 455-2: 2015 Reqwremgnts and tes'tlng for
physical properties
8 EN 455-3: 2015 Reqw.reme.nts and tesjclng for
biological evaluation
9 EN 455-4: 2009 Requwem.ents and t(.estlr)g for
shelf-life determination
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MY Medikal

Biological evaluation of medical
10 ISO 10993-10: 2010 devices —Part 10: Test for irritation
and skin sensitization
Medical devices - Information to be
supplied by the manufacturer
ISO 15223-1 Symbols to be used
12 ISO 15223-1: 2021 with information to be supplied

by the manufacturer

11 ISO 20417:2021

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

e The gloves are manufactured according to EN ISO 9001:2015 and EN I1SO 13485:2016 Quality
Management System.

e |Is following the EU-Type Examination and conforming with the provisions of new PPE
Regulations (EU) 2016/425 Category | with minimum risk only.

e |s fully compliance with the Essential Requirement of the EC Council Directive 93/42/EEC
14th June 1993 concerning medical devices, amended by Council Directive 2007/47/EC.

Authorized Signatory:

Approver : MURAT YILDIZ
Title : GeneralManager/CEO
M .
. )mi[«)p‘:,.,,' ineTalS ok SIRKET|
Signature o No:33 2 §Y$'£¥AKN08'U{' Cad
Q"O“?hm ffmbeeV.D.626 040 4605
A o b%:0212 438 20 65
Approval Date : 20202341 om

Place of Approval : Istahbul, Turkey
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Omerli Mahallesi General Siikrii Koralt1 Caddesi No:33 Arnavutkoy —Istanbul Turkey

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

MY Medikal

EU DECLARATION OF CONFORMITY
DOC No. DOC-MYMEDIKAL-TG-004
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

Sente

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 for surgery.

Basic UDI-DI

868302002LPVJ

Size

S, 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

SELPPO1-S, SELPP02-M, SELPPO3-L, SELPPO4-XL

Conformity Assessment Route
(MDR):

Annex | and Annex Il and Annex IV

Classification & Rule (MDR)

Class I, Rule 5 transient use

Applicable Standards

No. Regulation/ Standard Regulation/ Standard Name
Number
Medical gloves for single use. Part
1 EN 455-1:2020 1: Requirement and testing for
freedom from holes.
Medical gloves for single use. Part
2 EN 455-2:2015 2: Requirement and testing for
physical properties.
Medical gloves for single use. Part
3 EN 455-3:2015 3: Requirement and testing for
biological evaluation.
Medical gloves for single use. Part
4 EN 455-4:2009 4: Requirements and testing for
shelf life determination.
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MY TICARET VE MEDIKAL A.S.
Omerli Mahallesi General Siikrii Koralt1 Caddesi No:33 Arnavutkoy —Istanbul Turkey
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Website: www.mymedikal.com.tr.

5 EN ISO 14971:2019 Medical device - Appllcfatlon of risk
management to medical device.
Sampling procedures for inspection
by attributes — Part 1: Sampling
schemes indexed by acceptance
ISO 2859-1:2011
6 50 2859-1:20 quality limit (AQL) for lot-by-lot
inspection
Biological evaluation for medical
device —
7 ISO 10993-1:2018 Part 1: Evaluation and testing
within a risk management process
Biological evaluation of medical
8 ISO 10993-5:2009 devices — Part 5: Tests for in vitro
cytotoxicity
Biological evaluation of medical
9 EN ISO 10993-10:2013 devices- Tests for irritation
and skin sensitization.
10 EN 1SO 10993-11:2018 Blgloglcal evaluation of.medlf:a?l
devices. Tests for systemic toxicity
Biological evaluation for medical
11 ISO 10993-12:2021 devices- Sample preparation and
reference materials
. Biological evaluation of medical
12 150 10993-23:2021 devices - Part 23: Tests for irritation
Medical devices - Symbols to be
used with medical device labels,
13 EN ISO 15223-1:2021 labelling and information to be
supplied General requirements.
MDR 2017/745 . . .
R R D
14 (Annex I: Chapter 2) equirements Regarding Design
and Manufacture
MDR 2017/745 _
15 (Chapter I Article 2) Scope and Definitions
16 MDR 2016{;;15 (Annex Classification rules
17 MDR 2017ﬁ;45 (Annex Technical Documentation
MDR 2017/745 .. .
18 cl | Evaluat
(Annex XIV: Part A) nical Evaiuation
19 MEDDEV 2.7/1 2.7/1 Clinical Evaluation
20 MEDDEV 2.12-1rev 8 Medical Device Vigilance System
2.12/1 Medical Device Vigilance
21 MEDDEV 2.12/1 System
MDR 2017/745
(Chapter VII: Section 2: -
22 Article 87-92) Vigilance
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MY Medikal
)3 MDR 2017/745 Post Market Clinical Follow-up
(Annex XIV: Part B) Studies
24 MEDDEV 2.12/2 2.12/2 Post Market Fllnlcal Follow-
up Studies
MDR 2017/745
25 (Chapter VIl: Section 1: Post Marketing Surveillance (PMS)

Article 83-86) Annex lll

2.12 Post - Marketing Surveillance
(PMS) post market / production
Medical devices - Information to be

26 MEDDEV 2.12/Rec 1

27 150 20417:2021 supplied by the manufacturer
Medical Devices-Part 1: Application
28 EN 62366-1:2015 of usability engineering to medical
devices
29 MDR 2017/745 Medical Device Regulation
Medical devices - Quality
30 ISO 13485: 2016 management systems -
Requirements for regulatory
purposes
Quality management systems —
31 ISO 9001: 2015

requirements

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

e Isin 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.

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

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

Authorized Signatory:

Approver : MURAT YILDIZ
Title ;-SSQ" 'Iclkﬂnan%%er/CEO
. Omeril :,.' g 5,,":" SIRKETI
Signature } 3 ke Korwi Cad
oy aRmbée..626 040 4605
e haxi0212 438 20 65
Approval Date :0 c2023

Place of Approval : Istanbul, Turkey
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MY TICARET VE MEDIKAL A.S.
Omerli Mahallesi General Siikrii Koralt1 Caddesi No:33 Arnavutkoy —Istanbul Turkey

Tel: +902124382064 Fax: +902124382065
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EU DECLARATION OF CONFORMITY

We, MY TICARET VE MEDIKAL A.S. herewith declare under our sole responsibility that below
mentioned product{s) with CE mark is fully compliance with Essential Requirement of the EC
Council Directive 93/42/EEC 14th June 1993 concerning medical devices, amended by Council

Directive 2007/47/EC.

DOC No. DOC-MYMEDIKAL-TG-005
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

Safe Gloves

Product Description

Disposable Latex Gloves Powdered

Intended Purpose

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

Size

XS,S, 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

SGLPPO1-S; SGLPP01-M; SGLPPO1-L; SGLPPO1-XL

Conformity Assessment Route

Annex VII

Classification & Rule

Class I, Rule 5

Applicable Standards

No. Regulation/ Standard Regulation/ Standard Name
Number
1 MDD 93/42/EEC Medical Device Directive
Medical devices - Quality
2 ISO 13485: 2016 management systems -
Requirements for regulatory
purposes
3 SO 9001: 2015 Quality management systems —
requirements
4 ISO 14971: 2019 Medical devices - application of risk
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management to medical devices
Requirements and testing for
freedom from holes
Requirements and testing for
physical properties
Requirements and testing for
biological evaluation
Requirements and testing for
shelf-life determination
Biological evaluation of medical
devices —Part 10: Test for irritation
and skin sensitization
Medical Devices- Information to be
supplied by the Manufacturer
ISO 15223-1 Symbols to be used
with information to be supplied
by the manufacturer

5 EN 455-1: 2020

6 EN 455-2: 2015

7 EN 455-3: 2015

8 EN 455-4: 2009

9 SO 10993-10: 2010

10 ISO 20417

11 ISO 15223-1: 2021

The gloves are manufactured according to EN ISO 9001:2015 and EN ISO 13485:2016 Quality

Management System:

Authorized Signatory:

Approver

Title

Signature
Approval Date

Place of Approval

ME 3

OrGonon 4ANLETA SIRKE T/
No:33 ‘ S Ukru Koraiti Cad

ol:07 >ee V.D),.626 040 4605

064 Fax:0212 438 2¢
-3'nymedmnl com e
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USER INFORMATION

c € 2 7 7 7 Comply with PPE Regulation 2016/425 Cat Il

These products are classed as Category Il Personal Protective Equipment (PPE) by the European PPE
REGULATION 2016/425 and have been shown to comply with this Regulation through the Harmonised
European Standard(s): EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN I1SO 374-5:2016

Product references:
Mumu Latex Powdered Gloves, Non-sterile
MLPQO1-XS, MLP0O2-S, MLP0O3-M, MLPO4-L, MLPO5-XL

B-good Latex Powdered Gloves, Non-sterile
BGLO1-XS, BGLO2-S, BGLO3-M, BGLO4-L, BGLO5-XL

Sizes available: XS, S, M, L, XL
Colour: Natural/ Pale Yellow, the color may vary due to storage time and conditions

Intended Use:
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.

Performance and limitation of use —This product has been tested and achieved the following performance
levels:
Classification:

EN I1SO 374-1:2016+A1:2018
Level EN ISO 374-4:2019 Degradation% EN ISO 374-1:2016+A1:2018 /Type C

/Type C
0,
96% Sulphuric Acid (L) 1 22;;’ EE
65% Nitric Acid (M) =
30% Hydrogen Peroxide (P) 1 -92.5%

EN ISO 374-5:2016

EN ISO 374-5:2016

Protection against Bacteria and ' [Iﬂ
- Pass

Fungi

Protection against Viruses
Pass Virus

My Ticaret ve Medikal A.S. =P =]
Omerli Mah. General Siikri Koralti Cad. T. +90 212 438 20 64 of
No: 33 Arnavutkéy/Istanbul F. +90212 438 20 65 [=]
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EN ISO 374-1:2016+A1:2018 Permeation levels are based on breakthrough times as follows:

Permeation performance level 1 2 3 4 5 6
Measured breakthrough time (min) >10 >30 >60 >120 >240 >480
EN 1SO 374-4:2019 Degradation results indicate the change in puncture resistance of the gloves after
exposure to the challenge chemical.
EN ISO 374-5:2016 The penetration resistance has been assessed under laboratory conditions and relates
only to the tested specimen.
This information does not reflect the actual duration of protection in the workplace and the
differentiation between mixtures and pure chemicals.
“The chemical resistance has been assessed under laboratory conditions from samples taken from the
palm only (except in cases where the glove is equal to or over 400 mm - where the cuff is tested also)
and relates only to the chemical tested. It can be different if the chemical is used in a mixture.”
“It is recommended to check that the gloves are suitable for the intended use because the conditions
at the workplace may differ from the type test depending on temperature, abrasion and degradation.”
“When used, protective gloves may provide less resistance to the dangerous chemical due to
changes in physical properties. Movements, snagging, rubbing, degradation caused by the chemical
contact etc. may reduce the actual use time significantly. For corrosive chemicals, degradation can be
the most important factor to consider in selection of chemical resistant gloves”
“Before usage, inspect the gloves for any defect or imperfections.”
Storage and transport: When not in use, store the product in a well-ventilated area away from extremes
of temperature,
The glove performance quoted is based on laboratory data and may not reflect the actual duration of
protection in the workplace due to other factors influencing the performance such as temperature,
abrasion, degradation etc.)
This product contains natural rubber latex rubber that may lead to allergic reactions for some users.
The Gloves have no mechanical protection offered.
For single use only, do not littering.
Check for damage before use, do not use damaged gloves
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Donning:

1. Remove all hand and wrist jewelry, and wash the hands before donning.

2. Place the gloves on the prepared work surface.

3. The user puts a glove on his/her dominant hand by grabbing it with the other hand,
remembering to only touch the inside of the gloves, and slipping it over the dominant hand
until it reaches the final level.

4. The wearer uses the gloved dominant hand to slip the other glove onto the non-dominant
hand.

5. Once both gloves are on, the users can touch the outside of the gloves to ensure a proper fit

Doffing:

1. Using the dominant hand, users start by grabbing the outside of the glove on the non-
dominant hand on the palm side near the cuff.

2. Pull the glove off the non-dominant hand and place it in the gloved hand, balling it up.

3. Slip two fingers under the cuff of the other hand glove and carefully peel it off the hand
without touching the wrist, turning the remaining glove inside put as it is removed and in turn
encasing the first glove.

4. The gloves can be disposed.

The DOC (declaration of conformity) will be shown on website: www.mymedikal.com.tr/documents

Notified Body responsible for certification and ongoing conformity:

SATRA Technology Europe Ltd

Bracetown Business Park

Clonee, Dublin

D15 YN2P, Ireland (NB2777)

Product manufactured by: MY TICARET VE MEDIKAL A.S.
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These products also comply with Medical

Device

c € Regulation (EU) 2017/745 under the Class | category.

CAUTIONS AND RESTRICTION

2.
3.

Keep in dry conditions and avoid sunlight or other ozone sources.
For single-use only.
For latex gloves: This product contains natural latex which may cause allergic reactions.

DISPOSAL METHOD

Throw it away in the special rubbish can after using it.

INSTRUCTIONS FOR USE

1. Always wash hands before putting on gloves and each time you change to a new pair.

2. Take the gloves out from their original box.

3. Select a glove appropriate for the task and in your size. Inform yourself prior to the application.

4.  Touch only a restricted surface of the glove corresponding to the wrist (at the top edge of the
cuff)

5. Don the first glove by inserting your hand into the opening and pulling it over by applying a soft
pull with the second hand.

6. Take the second glove with a bare hand and touch only a restricted surface of the glove
corresponding to the wrist.

7. To avoid touching the skin of the forearm with the gloved hand, turn the external surface of
the glove to be donned on the folded fingers of the gloved hand so there is a good hold on it.
Thus, permitting to glove the second hand by pulling softly with the first gloved hand.

8. Once gloved, hands should not touch anything else that is not defined by indications and
conditions for glove use.

9. Change gloves before beginning a different task to avoid cross-contamination.

10. Pinch one glove at the wrist level to remove it, without touching the skin of the forearm, and
peel it away from the hand, thus, allowing the glove to turn inside out.

11. Hold the removed glove in the gloved hand and slide the fingers of the ungloved hand inside
between the glove and the wrist of the gloved hand. Remove the second glove by rolling it
down the hand and fold the first glove into the outside palm area of the second glove. If done
correctly, the user holds a pack of the outer glove turned inside and out and the contaminated
surface of both gloves is within the package.

12. Discharge the removed gloves and wash hands thoroughly according to the respective hygiene
standards. Be aware to remove any powder residuals from the hands before touching any
surfaces, as the powder can carry natural rubber latex proteins.
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13. Not intended to be used as a chemical barrier. The shelf life is normally advised to be
five years. Check the original dispenser instructions for details.

Other Common Graphical Symbols:

SYMBOLS TITLE

Manufacturer

Use-by date/ Expiration Date

Batch Code/ Lot Number

&I Date of Manufacture
LOT

= |
I\ Keep away from sunlight

Keep dry

@ Do not re-use

Non-sterile
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As of 09 Aug 2024

(14

USER INFORMATION

Comply with PPE Regulation 2016/425 Category |- For
Minimal Risk Only

The product complies with PPE Regulation 2016/425 Category |- For Minimal Risk Only which intends
to protect users against minimal risks and doesn't provide protection against severe hazards. Due to
that, the conformity assessment procedure doesn't include Notified body testing and evaluation.
Thus, the manufacturers can self-declare compliance with the respective legislation.

Mumu Basic Latex Powdered Disposable Gloves

Product references:
MBLPPSTO1-XS, MBLPPSTO02-S, MBLPPST03-M, MBLPPSTO4-L, MBLPPSTO5-XL

Product Group Reference: LX01
Sizes available: XS, S, M, L, XL
Intended Use:

A disposable glove is intended for general use to provide safety for the user. This is used for minimal
risk only.

The DOC (Declaration of Conformity) will be shown on website: www.mymedikal.com.tr

Product manufactured by: MY TICARET VE MEDIKAL A.S.
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CAUTIONS AND RESTRICTION

Keep in dry conditions and avoid sunlight or other ozone sources.
For single-use only.
For latex gloves: This product contains natural latex which may cause allergic reactions.

DISPOSAL METHOD

Throw it away in the special rubbish can after using it.

INSTRUCTIONS FOR USE

1.  Always wash hands before putting on gloves and each time you change to a new pair.

2. Take the gloves out from their original box.

3. Select a glove appropriate for the task and in your size. Inform yourself prior to the application.

4.  Touch only a restricted surface of the glove corresponding to the wrist (at the top edge of the
cuff)

5. Donthe first glove by inserting your hand into the opening and pulling it over by applying a soft
pull with the second hand.

6. Take the second glove with a bare hand and touch only a restricted surface of the glove
corresponding to the wrist.

7. To avoid touching the skin of the forearm with the gloved hand, turn the external surface of
the glove to be donned on the folded fingers of the gloved hand so there is a good hold on it.
Thus, permitting to glove the second hand by pulling softly with the first gloved hand.

8. Once gloved, hands should not touch anything else that is not defined by indications and
conditions for glove use.

9. Change gloves before beginning a different task to avoid cross-contamination.

10. Pinch one glove at the wrist level to remove it, without touching the skin of the forearm, and
peel it away from the hand, thus, allowing the glove to turn inside out.

11. Hold the removed glove in the gloved hand and slide the fingers of the ungloved hand inside
between the glove and the wrist of the gloved hand. Remove the second glove by rolling it
down the hand and fold the first glove into the outside palm area of the second glove. If done
correctly, the user holds a pack of the outer glove turned inside and out and the contaminated
surface of both gloves is within the package.

12. Discharge the removed gloves and wash hands thoroughly according to the respective hygiene
standards. Be aware to remove any powder residuals from the hands before touching any
surfaces, as the powder can carry natural rubber latex proteins.

13. Not intended to be used as a chemical barrier. Check the original dispenser instructions
for details.
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Other Common Graphical Symbols:

SYMBOLS

TITLE

Manufacturer

Date of Manufacture

Use-by date/ Expiration Date

T Batch Code/ Lot Number
-
N — .
’:_L\ Keep away from sunlight
d “"'

Keep dry

Do not re-use

Non-sterile
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