Fiche Technique

MASQUE CHIRURGICAL TYPE IIR COULEUR

WIPN PRO

WIPING AND PAOWILL

Référence : MG501

Masques

0 Chirurgicav®
( Getables

DESCRIPTION
A Masque chirurgical adulte 3 plis
A TypellR
A Conforme alanorme: EN14683:2019
A Certifié CE
A BFE > 98% (filtration des particules)
A Modele : 3 plis a usage unique avec fixation par sangles élastiques sans latex
A Dimensions : 17,5 *9,5cm
A Fabriqué en Turquie
A Non stérile
A Coloris disponibles : NOIR — GRIS — VERT EAU — BLEU — LILAS — ROSE — BEIGE — PECHE — JAUNE - ROUGE
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CONDITIONNEMENT

Boite de 5 sachets de 10 masques
Carton de 40 boites
Présentoirs disponibles (en fonction des quantités commandées)

PRECAUTION D’EMPLOI - STOCKAGE

Stocker entre 10 et 40°C, a I’abri de la lumiére, de I'ozone et de ’humidité

Ne pas réutiliser.

Placer les élastiques auriculaires, ajuster le masque pour s’assurer que la totalité de la bouche et du nez soient
couverts (tirer sur le menton), puis ajuster au niveau du nez afin d’adapter la forme a votre morphologie (un bon
ajustement permettra d’améliorer I'hygiéne, le confort et d’éviter la formation de buée en cas d’utilisation
simultanée avec des lunettes).
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Masques
Chirurgicaux
Jetables m——

Standard Elevé
E de Filtrat - Non-tissé

« Ajustement Parfait
* Respiration Facile

« Filtre Intérieur
Antibactérien

al Fittration Effici

1SO 13485 MediGuardEU.com TypellR EN14683

>
Nous travaillons pour votre sécurité
m”*ano”
Efficacité de Filtration Bactérienne C E
(BFE) > 98+% 5 ]
Bacterial Ftration ffciency : * % g = ;
- el :

disposable 3 > x P * oy 5
face mask E AP »d S 2>

L # x

o :

Masques
Chirurgicaux Fabriqué conformément & la norme EN 14683,
Jetables Produced in compliance with the EN 14683 standard,

La couche externe capture
to

MediGuard

50 PIECES

Nous travaillons pour votre sécurité @

ATTENTION Ces 1

EN 14683 Type Il R

B E R

Wermmme  Vio et

. ent v . -

y . s S te s

[ 1005, vou! . Sala R
e : : n ﬂ n “
" S Mmudeiie bextee i e

i et s e e b e

oy i ey b R do ek dd Sk Sy

e At b WakTh Bt byl e s W g

MediGuard

WIP’N PRO

ZI de I'Inquétrie - Route de la Capelle - BP 923 - 62222 Boulogne sur Mer Cedex - Tél. 03 61 13 80 30 - Fax : 03 61 13 80 32 —
SAS au capital de 30 000€ - Siret : 510 603 970 00011 - TVA : FR 475 106 039 7 - Code APE : 4619B



/T
UNIVERSAL

CERTIFICATION

ATTEST

TION OF CONFORMITY
Certificate Nr: MDD-260 |

In conformance to the Ewopean Economic Commission 9342ERC Medical Devices Directive on ‘
) i of laws, fati of er Stentex on Medical Deviees

and Ewrapean Economic Commission directive 93/68/EEC amending Medical Devices Directive dated 22 July
1993,

and

the peoducts manufactured by

AFG TEKSTIL VE KORUYUCU DONANIMLARI SANAYi TICARET
LIMITED SIRKETI
at the following address
Merkez Mahallesi 709. Sokak No:11/21 Bageibar ISTAN3UL / TURKEY

EN 14683:2019+AC:2019 Medical Face Masks

Brand Name: Mediguard
Model: MG501
Type lIR
are tested according to the following initi
‘Technical standard EN 14683:20191AC:2019 Medical face musks - Fequirements and test methods

I type tests by he manufacturer

For th o y, the following were also applied to:
Results of laboratory tests Ekoteks Laborntuvar Testing Laboratory Bacterial Filtration Efficiency, Microbial
Cleanliness, Differential Pressure and Splash Resistance Pressure tests,

UNIVERSAL CERTIFICATION has evaluated production, design, intended use, risk evaluation according to
safety purpose, product itself and add-on components (if exists) and produc technical drawings of the medical
face masks manufactured and designed for use during the medical operatiors or simikar medical situations with
same requirements which require restriction of infections materials to be spread to patients. With this
certificate, it is approved that the product fulfils all essentinl requirements and the related rules of 9342/EEC
Medical Devices Directive (MDD) Class | are applied. The information or the packaging for the above listed
products covers the necessary information stated in Annex I, §13, of the Medical Devices Directive
(93MUEEC) or Annex 1, §23, of the Medical Device Regulation (EU) 20177745, This information includes:
reference to EN 14683 standard, type of mask (as indicated in Table 1) and other relevant information given in
EN ISO 15223-1:2016 and EN 1041:2008+A 1:2013. 1t is considered to be suitable to attach a CE mark, as
seen below, on your products in accordance with the information given in this centificate with publishing an
EU Declaration of Conformity.

This certificate s issued on 11/09/2020 and valid until 104092021 with the conditions that no change has been
made with the product references and no change in the production process or not suspended or withdeawn for
any reason.

ISTANBUL - 11/09/2020 mm
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EU DECLARATION OF CONFORMITY

MANUFACTURER :
AFG TEKSTIL VE KORUYUCU DONANIMLARE SANAYT TICARET LIMITED SIRKETI
Merkez Mahallesi 709. Sokak No:11/21 Bageilar ISTANBUL / TURKEY

PRODUCT DESCRIPTION

Layered and molded medical device classified in the Class | - Medical Device to be used as protection against
inhalation of viruses, bicterin, other microorganisms, allergens from the envronment
Brand Name: Mediguard
Model: MGS01
Type IIR
The Producer / the Manufacturer declares on his sole responsibility that the product above is, under
conditions of normal use and conditions defined by the Producer / the Manufacturer, safe and meets all
the necessary legal conditions and requivements. The product, a medical device that is intended for
single use und solely in accordance with the Producer's / the Manufacturer's instructions.

The Conformity is assessed especially with the following provisions:
o Government Regulation no. 93M42/EEC Medical devi lishing technical for
medical devices, in effective wording.
o Technical standard EN 14683:2019+AC:2019 Medical face masks - Requiremerts and test methods
e Other relevant harmonized legislation
o Other relevant Jocal, national and community standards
« Forthe of ity, the ing d
o Tests for irritation and delayed-type hypersci ity
.
.
.
.

were also applied to:

Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Bavierial fillration efficiency
Results of laboratory tests Ekotcks Laboratuvar Testing Laboratory Microbial Cleanliness
Results of laboratory tests Ekoteks Laboratuvar Testing Labovatory Differentinl *ressure

Results of Inboratory tests Ekotcks Laboratuvar Testing Laboratory Splash Resisance Pressure

MARKING, LABELLING
Annex 1, §13, of the Me Devices Directive (93/42/EEC) or Annex |, §23. of the Medical Deviee Regulation
(EL) 2017/745 specifies the information that should be specified on the packaging in which the medical face
mask s supplicd. The following information shall be supplied:

type of mask (as indicated in Table 1). EN [SO 15223-1:2016 and EN 1041:2008+A1:2013 should be
considered

MEASURES TO ENSURE CONFORMITY
The Producer { the Manufacturer declares tht he has taken all necessary measures to ensire the conformity of
products placed on the marke with fechnical ion and basic requi for tis type of product.

General Manager
11092020
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TP
UNIVERSAL

CERTIFICATION

TEKNIiK DEGERLENDIRME RAPORU
RAPOR TARIHI / NO: 11.09.2020 / 09-2020-T0370

Uretici: AFG TEKSTIL VE KORUYUCU DONANIMLARI SANAYI TICARET LIMITED
SIRKETI
Adres: Merkez Mahallesi 709. Sokak No:11/21 Bageiar ISTANBUL / TURKEY

Yukanda ismi verilen kurulug tarafindan iiretimi gergeklestirilen iiriiniin ilgili oldugu Avrups Birligi
harmonize frin standards olan EN 14683+AC:2019 sandards Ek ZA tablosu ve 93/42/EEC Tibbi Cihazlar
Yonetmeliginin Sinf | gereklilikleri agismdan gontlli olarak yaptids bagvurusu dzzrine agagidaki incelemeleri
yapilmistir,

Uriin Tammu: Medikal Yz Maskesi
Marka: MEDIGUARD Model: MGS01

G

figlincti taraf i iireticinin sundugu teknik dusynsl incelenmis ve
iirtinlerinin EN 14683/AC:2019 standards ZA Ekmdc il leri b Ek | Ekoteks
Laboratuvar ve Gozetim Hizmetleri A.$. tarafindan dﬁmnkmmw 28/08/2020 20029421 tarih ve numaral
deney raporlart)

Bu rapor ve bu raporun olumlu olmast durumunda dnzenlcnecck belge. direticinin 93/42/EEC Tibbi Cihazlar
ortadan & veya Oretici 93/42/EEC Simif | olan
hu rtinle ilgili tiim sorumluluklann strekli olarak yerine getirmelidir.

incelemeye dair sonuglar asagsda verilmigtir,

UPRSK3 12122018 Revl

(

NIVERSAL SUBTIFKASYON VE GIVETIV N6 T LTEL 11 K T Mok, Mo Pand Bk, 12 ek Mo 3504 . Undi- pne - ESTANKIUL 408110 44580 017440 716 483 0 08 inoiumiramadston:

P
UNIVERSAL

CRETIFICAVION

A- Teknik Dosys Incelemest

Ureticinin 9342EEC Tibbi Cibaelar Y gone bir tekiik

mevest uidn[u. yonetmelikic belistilen temel saghik ve yhnhk gm.\lllmlumln cle alindig ve bu
suhip oldufn

yoenne
Mvmlmlmmu
8- Uriin Deney Soouglan
Oretici Tarafisdan teslim odilen iiviinler TS EN 14683AC:2019 stendards ZA EXi gz dnfine
slinarsk asagwdaki deneylere 1abi ttubmug ve demey sanuglart degerlordiriimistir:
. Biyouywmlwluk
Oriine it teknik dosya incelemesinde, Greticinin firind:  kwllanilan - malzemelerin
tedaniginde bivo uyumlsluk sanlarnm ghzeitigi ve molzeme temininde yan mamil
Becticilerinden ilrinferin biyo uywmluluguna dair gecekli famihiither emin ulmk Auull
Grettigi blyo - Juluk sartlanm it b
slireglerin  ynetimi dihini i yupilaug  olduguns dlw
beyanlann bulandugu glirilimis ve yeterli olank degerdendinil nigtir.

. Bakterd Filtrasyon Verimliligi
Bakteri Filtrasyon Etkimligi: TS EN [4683AC:2019 EX B metodu dogrultusunda suni
olarnk hazirlwemes bakteri mubtevasam belirll bir akig ile ilgili deney metodunda
tannlanimis bic diizenckte en w2 5 maske numunesi baktei igeren hava geyigine 28.3
Udl okiy hm lk 2 dakikn manz hnrﬁlhlsll mum pl‘lkll btyllkﬂl:n ile elde
oo lan amlsn

TS EN H4683AC verilen géee tbbi maske tiplerinin

gastermesi gereken minimum bakier ﬂlms)tm etkinlif agaglnki tabloda verilmigtin;
Test Tip1* Tiplt Tip IR

Bakterd Filtrasyon

Verimliligi (BFE), (%) 295 =% =98

*Tip | lle \ﬁz muktl:n ynlmm hustalar veyn diger lqlkl tarafindan sulganlar

skin ilmesi amaciyla Tip | maskeher, saphk saghk
ulnpuin-m umelivat veya benzer saghik bizmetlerinn veril3igh cramlards kullanm
amagh degildir.

4 deney numunesi faeeinden yopilan incelemede en dislik bakteri filuwsyon deferinin 98
% olarak verildigi gheiimastie. Bu sonuca glire maske pemmmnmm standattn verikn
Tipl, Tp llve Tip (IR saghdiy

Laboratuar sonuglannm givenligi agsandan pozitif ve negstif komtrol verilerinin usach
oldugu izlenmigtir.

Mikrobiyal temizlik (Bioburden)

Mikrobiyal Temizdik (Bivburden): SO 11737-1
koloni  obusturun  birimlerin - sayilmas) ile
performans siniflan sgin 30 birimin altada olmest beklenmektedir.

Incelencn deney somuglanna giiee olvgan gram bagma en yiksek Kolon) olustanan birin
sayiss <30 ofarak fespit edilmistir. Bu deney sonuca agisidan maske nummalm tim

saiflanint sag| nitelikie (Tip 1, Figd Tp
1IR) &
UM LRI Rl .
Q‘.
ot AL AR TIT IR VTS W S8 LTIL 1T Renr T Sbwtri ot P B 315, S e St EELRVEINT o A1) 0 41 A 104 41 MW i

UNIVERSAL
CERTIFICATION
A, Diferansiyel Basig
M»slu: numnnelmml soluk alma ¢ soluk verme disenc ol tespit etmed amaciyla
deneyde difersasiyel basimen Tip | ve Tip Il perfoanans sil
maskeler igin 40Paem®den, Tip IR maskeler igin ise 60 Paem®den fazls olmamas:
beklenmeksedir.
Inceknen deney gtire en mkul di | barsing degerinin 399 Puiem®
eldufu ve ba itibarka maske ssiflanns il nitelikiy
degerendicimigtie (Tip 1. Tip 1 wexd I’up IIR)
5. Sigrama Dayanwn Basnes (kPa)
Stgramn Dayamm Basmer : 1O 226092004 standsrding giwe gerpeklestivilen deneyde
sivilaon ssgramayn gegigine karg direnci Tip HIR siifi igin > 16 kPa’den fazlo obmasi
beklemmuktudie.
15 dhemey inden yapilan i d derin hepsl 16 kPa
tosingta yapdan testlerde Tip NIR perfannans svmﬁm naboahlleuk nitelikie olduge
degedendirilmigtir.
C- Ot Degerlendirme
dirmse Kowisu Gereklilikler Sonug
Bakteri Filtrasyon =05% - Tipl Tipl
Verimliligi (BFE), (%) >98% - Tipll 98% Tipll
=98 % - Tip IR Tip IR
Diferansiyel Basang <40-Tipl Tipl
(Palem2) <40-Tipn 399 Tipll
<60-TpllR Tip IR
Secrama Dayamm Gerekli Degil - Tip |
Basiner (kPa) Clerekll Deil = Tip 11 =16 TiplIR
> 16— Tip IR
Mikrobiyal Tembrik <30~ Typel Tipl
(efwig) <30-Typell <30 Tipl
<30 - Type lIR Tip IR
Nihai P Tip IR
~ Rapor Sons ~
UNIVEESAL CERTIFICATION
Direcior
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