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MASQUE MEDICAL
ADULTE TYPE IIR
NORME EN14683
CERTIFIE CE
COULEUR BLEU

NORME EN14683 : 2019
CERTIFIE CE
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DESCRIPTIF

Masque médical non tissé (70%) et tissu fondu (30%)
3 couches de protection

Taille 17,5cm x 9,5cm

Fixation par boucles élastiquées

Efficacité de filtration bactérienne >98 %

Couleur BLEU




Conditionnement

Carton de 3 000 masques
60 boites de 50 masques
Poids par carton 10,80 kg

Dimension :

Hauteur :460 mm
Largeur :410mm
Longueur :600 mm

Palette de 16 cartons (48 000 masques)
hauteur 192 cm

Palette de 20 cartons (60 000 masques)
Hauteur 242 cm

Code EAN : 0764460743005

Commande au camion ( 3 a 4 semaines de délais)
33 palettes de 60 000 masques > 1 980 000 masques




Notice d’utilisation dans les
boites

NOTICE ET CONSIGNES D'UTILISATION

MASQUE TYPE IIR
EN14683 : 2019 + AC : 2019
AVERTISSEMENT

POUR PROTEGER VOTRE SANTE ET CELLE DES AUTRES, IL EST IMPORTANT DE RESPECTER CES CONSIGNES D'UTILISATION.

- Portez ce masque quand vous étes en contact avec d’autres personnes et respectez les régles de distanciation
sociale.

- Vérifiez toujours que le masque est bien ajusté et couvre votre bouche et votre nez.

- Ce masque ne remplace pas les gestes barriéres (lavage régulier des mains, distanciation physique, réduction
des contacts avec d'autres personnes). Il ajoute une barriére physique, a utiliser notamment lorsque vous étes en
contact avec d'autres personnes.

COMMENT METTRE ET UTILISER UN MASQUE CHIRURGICAL ?

1) Lavez-vous soigneusement les mains avant de toucher le masque et ne touchez pas I'intérieur du masque

2) Tirez le masque avec deux mains en positionnant le coté coloré vers I'extérieur.

3) Mettez les élastiques derriére vos oreilles et assurez-vous que le pince nez soit vers le haut.

4) Appuyez sur le pince nez pour I'adapter a la forme du nez. Tirez le masque vers le bas pour recouvrir I'ensemble
du nez et de la bouche. Ne pas toucher I'intérieur du masque.

5) Ne pas toucher le masque avec les mains lorsque vous le portez et lavez-vous les mainsapres avoir retiré le
masque

PRECAUTIONS D'USAGE

1) Masques a couches de TYPE IIR, remplacez toutes les 4 heures.

2) Gardez les masques dans un endroit sec et a I'abri de I'numidité.

3) Utilisez avec prudence en cas de probléme cardiopulmonaire et d'allergie aux tissus non-tissés.

4) Jeter le masque dans une poubelle fermée aprés usage. Si vous étes malade, jetez le masque dans un sac
fermé et conservez-le 48h avant élimination.

5) Changer de masque s'il est mouillé

MISE EN GARDE

1) Masque a usage unique pour une durée de 4h maximum.

En cas de réutilisation, le masque n‘apporte plus de protection.

2) Mettre le masque usagé dans une poubelle pourvue a cet effet ou a défaut dans un sac fermé contenant
uniquement le masque en question.

3) En cas d'incident grave survenu en lien avec le dispositif, ce dernier doit faire I'objet d'une notification au
fabricant et a I'autorité compétente de I'Etat membre dans lequel I'utilisateur est établi.

4) En cas d'allergies ou effets secondaires tel que acné, toux, rougeurs, prenez rendez-vous avec votre médecin
traitant.

CARACTERISTIQUES PERFORMANCES

Efficacité de filtration bactérienne (EFB) > 98%
Respirabilité (pression différentielle) < 60Pa/cm?
Résistance aux projections = 16,0 kPa

FABRICANT DISTRIBUTEUR EH TRADING

KUZEY SKY TEKSTIL MED TUR ITH IHR SAN VE TIC.TTD STL
MERIC MAH 5746/8 SOKAK NO :6 BORNOVA / IZMIR EH TRADING
14 rue Charles V

Le masque répond a la nouvelle réglementation du 26 avril 2021
Destination et description des indications et contre-indications 75004 PARIS

n°2017/745) serviceclient@planetemasques.fr
kP Made in Europe
Al
@ C€ | /ﬂ/ Notice du 24/11/2021 version 1.0
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Certificat de conformité

NVA

TIFCATON

Attestation of Conformity

This Cartificate of Compliance states the beiow mentionad MANUFACTURER'S
Bu Uyumiuluk Sertifikass agagieda adi gegen URETICI nin

Kuzey Sky Tekstil Medikal Turizm ithalat ihracat Sanayi ve

Ticaret Limited Sirketi
Adress: MERIC MAH, 5746/8 SK. NO:6 iC KAPI NO: 81 BORNOVA/IZMIR/TURKEY
listed producte’s / listell Urunlen igin

Medical Face Masks
Brand Name: SKY
Model: N/A
Type lIR

are tested according to the following Initial type tests by the manufacturer / dretic tarafinden agagdaks
ilk tip testlerine gére test edilir,

EN 14683:2019+AC:2019

are in conformance with following regulations i defined / agsagrdaki mevazuatls uyumlulugu
tanimianmugtsr,

MEDICAL DEVICES DIRECTIVE 93/42/EEC / T188] CIHAZLAR DIREXTIFI 93/42/EEC

Ha: evaluated production, desgn. ntended uze, risk evalustion scconfing 10 safety purpese, oroduct Itself ang add-on
componentsfil exfsty) and product technical drawing of the medical face misks manufactured and cesgred for e dunng the
medical aperations or simar medical situstions with same requirements which require tion of Infecticus materialy %o be
spread o patants. / Tkt operasyoniar veys berzen ik Aarumise wrannda kullarndmak Uzere Gretllen ve lasarisowen tbbs yils
mackelerinin Gretiminl, tasareminy kullsnim amaors, givenik amaona gbre risk defaderdrmesial SGnln Wendisial ve (Wrsa) ek
bilesenierini ve Grin teknik resimisrini deferlandiemptir. Hastalars yayrimal Grere bulsps migemolonn kntlanmaso gecektiven
ayrs gereddiviler

With this cartificate, 1t Is approved that the producs fulflls all essential reqirements and yje relgiec nies of S3/42/eec Media
2 m'tagu’lg for the abe Inted progducts covers the necessary

of the Madical Device Reguiation {EV)
icated in Tadle ] and other relevant
infotrnation given in £ 5223-1:2016 and EN 1045:2008+A12013, cansidered to sultsbie 1o attach & CF mark, as seen
beiow, on your product ordanze wilh the information given in this cen‘ge‘e with publishing an EU Declaration of Conformity.
/ 8u sertitika lle Urtinan tUm temel garektinimian arjlac onzylanmakta ve 53/42
kurzllarmm uygulanmaw sedanmattadir. Yukanca listefenen urUnler ion d"‘t'm .uwlbv Tibti Cihazler O 93/42/ ) £
13°te weya Tbi Cihar Yoaatmedgl (AR) 2017/73% 1, 22'te belirtllen gerekll bigierl kapsae. . Bu dipler; EN 12651 aandarding,
'de belirtlicidf gibl) ve EN IS 812016 ve EN 1041,2008+A1:2013 te verilen diger figh bilglecs refarans, AS
minnarsk bu sertifiada varie ler dodrultusunds Urlnlers

Devices Directive (MOD] Class | are appliadd. The information on
Information stated m Annex | 13, of the Medicai Dev
20177245, This informats

freitif (9374

ke tipine (Tek
Uyguniuk Beyam
wygun gorlimekteds

re wyapide poriidogs oty CF isareti lligtirimesl

Sertifika Numaras: / Certificote Number : NVA-EN-21122201

ilk Yayin Tarihl / Certificote Issue Dote : 20.12.2021
Sertifika Gegerlilik Tarlhl / Certificate Vaolidity Dote 1 20.12,2022
Sertifika Periyodu / Certificate Perlod s AVil/ 1 Year
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Coruficanon Maroger

NVA denetom gurituimenisde gerebl IUng v yetenik gistemesine radmen Soyla drimmubiede debil wrambiloh Wby stmeyeceiin. Bu defgenn
rraaliapet hakhs NVA 30111 v0 KI0ARIZIN0e ide odimeiics

o conduce of stor 5. AUNIUgH e o ol comprdence, it Ladng grons nepiper e sl 00F 000R0T responsiOWty, Tha docament
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wand wpeay reguas !

VA XALITE TPSY S0CUM HITMETLERT ESITIM VE BELGELENINAME TIC. LFD. 371
By bhrtini D58 A ehalie Cadde HES lrgaal Corver Otfcn Apt. Na: 155 ey M. 10/ ATANBUL S TURNEY
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Certificat 1ISO 9001 : 2015 Usine

NVA

JUNLITY CERTINCATON

SERTIFIKA / CERTIFICATE

KUZEY SKY TEKSTIL MEDIKAL TURIZM ITHALAT iIHRACAT SANAYiI
VE TICARET LIMITED SIRKETI

MERIC MAH. 5746/8 SK. NO:6 iC KAPI NO: B1 BORNOVA / [ZMIR / TURKEY
Denetlenmis ve agagrdak standardin gerekbliklerine uyguniugu gdriimiigtin

Haos been assessed and found te Comply with the Requirements of:

ISO 9001:2015
KALITE YONETIM SISTEMI
Quality Management System

Kurulusunun “Dn-, Giyim Eyyast Imalat, Dokuma, Ormef Trikota]) Ve 1ed I5i (Kroge) Kumagtan Olanisr (Kaban,
Palto, Ceker, Pantolon, Takim Flhise, Daplyes, Anorak, Yagmurluk, Gece Kiyafetlen ) (Terabenn Faaliyetien Hang)
Her Tarld Tibbi Ve Cerrahi Alet Ve Maliemelerini Medical Malremelerini (Kor s, Koruyucu Yoz Maskes! Ve Cerrahi
Maske Koruyucu Tulum, Bone, Bandana, Hasta Yatap, Yastik, Minder, Carsaf, Nevresim, Sedye Orndsi, Uyku

”
Bands, Onlak, Galos) Toptan Ve Perakende Alim Satimi Ve Imatatio Yopmak lthal Ve Ihracat Kapsami Igin
“
FOr scope  Ourerwear Manufactwing, Weowing, Knitting {Kaitting) and Crochet (Crachet] Fabric (Coats, Coots,
Jackets, Pants, Swits, Doubies, Anorok, Rewncoats, Nightweor) (Excluding the Activities of the Taorors) AN Kmds of

Medical ond Surgico! Instruments and Muoteriols, Medical Materiak) {Corset, Protective Foce Mask and Surgicol
Mask, Pratective Jumpsuilt, Bone, Bondona, Bed. Aillow, Cushion, Hed Sheet, Duvet Cover, Stretcher Cover, Sleeping

”n
Bond, Agron, Shoe Covers) import And Expart Of Wholesole And Retow Buying And Sefing

Sertifika Numaras: / Certificate Number : NVA-QMWM-21122201
[k Yayin Tarihi / Certificate Issue Date : 22,12.2021
Sertifika Gegerlilik Tarihi / Certificate Validity Date 1 22.12.2022
Sertifika Periyodu / Certificate Period : 1Y/ 1 Year

s W pirme Miiduri
Certification Manoger

Mok, Bu baigenn
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Certificat ISO 13485 : 2016 Usine

SERTIFIKA / CERTIFICATE

KUZEY SKY TEKSTIL MEDIKAL TURIZM ITHALAT iHRACAT SANAYI
VE TICARET LIMITED SIRKETI
MERIC MAH. 5746/8 SK. NO:6 I KAPI NO: B1 BORNOVA / iZMIR / TURKEY

Denstienmis ve asafidaki standardin gerekliliclerine uygunlugu goriimugtiie:

Has been assessed and found to Comply with the Raquirements of:

ISO 13485:2016
TIBBI CIHAZLAR KALITE YONETIM SiSTEMI
Medical Devices Quality Management System

"
Kurulusunun v Glyim Esyasi imalat, Dokuma, Orme{Trikolaj) Ve Tig I5i (Kroge) Kumagtan Otanlar (Kaban,

Palto, Ceket, Pantolon, Takim tlbie, Dopiyes, Anorak, Yadmurluk, Gece Kiyafetlari) (Terzilerin Faalipetlern Harg)
Mer Tiirld Tibbl Ve Carrahi Alet Ve Malzemelerini Medikal Malzemelenin (Korse, Koruyucu Yz Maskes Ve Cerrahi
Maske Koruyucu Tulum, Bone, Bandana, Hasta Yatady, Yastik, Minder, Cargaf, Nevresim, Sedye Ortdisi, Uyky

"
Bande, Onidk, Galog) Toptan Ve Perakende Alim Satim) Ve Imalatini Yapmak ithat Ve lhracati Kapsami igin

For scope “Uull.‘lwrar Manufactving, Weaving, Knitting (Knitting] and Crochet {Crocher) Fabric (Coats, Coats,
lackets, Pants, Suits, Doubies, Anorok, uincoats, Nightweor) (Excluding the Activities of the Tallars] Al Kinds of
Medical and Surgical (nstruments ond Mateviats, Medical Moteniols) [Corset, Protective Foce task and Surgicol

Mask, Protective Jumpsut, Bone, Bondana, Bed, Piliow, Cushion, Bed Sheet, Duvet Cowey, Stretcher Cavey, Sleeping

= =

”
Bund, Apron, Shoe Covers) import And Export Of Wholesole And Retol Buying And Seilng

Sertifika Numaras: / Certificate Number : NVA-MD-21122201
il Yayin Yarihi / Certificate Issue Date 1 22.12.2021
Sertifika Gegerlilik Tarihi / Certificate Volidity Date 1 22,12.2022
Sertifika Periyodu / Certificate Period :1vit/ 1 Yeor

] -
Cortficotion Monoger

NVA denstim yirittimesode gt Biss vo yetiindih pistommesnc rapwes boyek drimallerde dabel sarumiuiak kabol comeyecestin B heigerin
lifhryvt haekhs NVA wits i htonddPnde lade ofdmelar

NV cpntrad the condart nf MosSerds. Mhovgh oue cave and competance, incuing prouy esiigeate Wil AOT 00000r respantiniry The dncarment
ur pepzoeiony Hghts ownes By NVA gogf muat be refurned unen request

NYAKALITE TEsT SegOm slamerLERl EGITIM VE BELGELENDIAME TIC. LTD. §T0
Borpbbaticu 0SB Muhules 3. Codd0 HGS bgaen Tomer Office Ap, N 8755 Beyibddicl / ISTANSUL / TURKEY
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Gen f136-203

Rapport de Test

EKOTEKS LABORATUVAR ve GOZETINM HIZMETLERI A S,
Eseaywt Faesskdy Babvan N 25 M35 Avolar
Istanbul/ TORKIYE

TEST REFORT
DENEY RAPOR

21018634-ing

12221

KUZEY SKY TERSTIL MED. TURITH. IHR SAN. VE TIC.LTD.STY,
Address: MERIC MAH. 5746/8 SOKAK NO:6 BORNOVA/IZMIR

Buyer name; EM Teading/14 Rue Charles V 75004 PARIS

Contact Person: .
Order No: -

Article No: =
Namse and identity of test item: Blwe.white non woven mask (Claimed 1o be:200 Picces Bluc)

The date of receipt of fest ltem: 20122024

Re-submitted/re-confirmation .

date:

Date of test: 20122021-27.12.2024

Remarks: <

Sampling: Themultsghminﬁlmponbdon‘mdwn«ivdumpkbyvm.

End-Use: a

Care Labei: -

Number of pages of the report: s

The Turkish Accreditation Agency (TURKAK) ix sig oy 10 the mweliiloteral ag ity af the Ewrop co-operation for the
Wmudmrmumamuuo the Mutwal recognition ef test reports.

EKOTEKS LABORATUVAR ve GOZETIM NIZMETLERI AS. accredited by TORKAK wader regixtration nwmber JAB-G583-T] for
150 17025:201 7 a1 test Laboraiory,

The test anbior resules, the Intles (Yf mmmummmmm-m
Sfollowing pages whick are part of s report.

/o Seal Date Head of Testing

4 27022021 VEN Sevim A,

| 7. Q.20

i reportshall not e reproduced other than i fll cxcept with the permission of the faboratory.
Testing repares seirhout signature and seal are not valid.

Page 1 /5




Gen. N36-2/03

EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI AS.

ABOSELT

21038604 ing

12-21

REQUIRED TESTS EVALUATION | COMMENTS

MICROBIOLOGICAL TESTS
Bacterial Filtration Efficiency-BFE
Microbial Cleanliness(Bioburden)
[ PHYSICAL PROPERTIES
Breathability(Differential Pressure)
Blood Splash Resistance

P: Pass
F: Fail
R: Refer to retailer technologist

TYPE IR

ad il o|v

Test results evaluated according 1o EN 14683:2019+AC:2019 limit valoes

REMARK:O:iginﬂmplesmkeplfoeronﬂumdnllmhuiulmmdsmkeptfas)mnlusm
specified.If requested, measurement uncertainty will be reported. But unless otherwise specified, measurement
uncertainty is not considered while stating compliance with specification or limit values The reported uncertainty is
based on a standard uncertainty multiplied by a coverage factor k=2, providing a level of confidence of
approximately 95 %, The declaration of conformity was given in accordance with the Simple Acceptance Decision
Rule. Tests marked (*) in this report are not included in the accreditation schedule.

This report shall not be reproduced other than in full except with the permission of the laboratory.
Testing reports without signature and seal are not valid

Page2/5




Gen.136-203

EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

21038634y

12-1

TEST RESULT
Medical face masks - Requirements and test methods

EN 14683:2019+AC:2019 (TS EN 14683+AC:2019)
BACTERIAL FILTRATION EFFICIENCY (BFE)

Test Metodu: EN 14683:2019+AC 2019 (TS EN 14883+AC:2019)
AWdWMMhWMaWMmMW.MMd

musnmmmmwmlmmwammmhummmu
impactor under vacuum. mmmmmdmmugmwmmmudm
1mummsdmmwhmmu!mmmﬂexmsudnamdmmnt«d
colony forming units present in the challenge aerosol

Test Flow Rate 28,3 L/min
Total Test Flow Time 2 minute
_Sample Sizes 5 pieces mask

Test Alani 4.9 cm” (5 replicas)

Test Condition (212 5) *C and (85  5) % relative humidity, 4 hours

Test Microorganism Staphylococcus aureus ATCC 6538

Bacterial concentration (cfu/ ml) 5x10°cfu/ ml

__IIEI.IW conditions 24 hour, 35°C 2 2C

Positive control sample average 3x10Pcfu/ml

of number of Bacteria (C)

Mean particle size (MPS) 30um

RESULTS
Number of Test Sample Test Sample (T) Bacterial Filtration Requirement
Number of Bacteria | Efficiency (% B) BFE (%)
_[ctu)

1 40 %98.0
2 % %98.1 Typeizeg
3 33 %98.4 Type 1298
4 34 %98.3
5 38 %98.1

cfu; Colony-forming unt

B=(C-T)/Cx 100

%B: Bacterial Filtration Efficiency
C:BMmeenom\enulpWewmhrmmposimmm
T:ismmlpmeeounlbrmwspodm

Total uncertainty: 0.40 %

Page3/$S




Gen {136-213

EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

21038634 -wg

1221

TEST RESULT
BREATHABILITY (Differential Pressure)

Test Metodu; EN 14683:2019+AC 2019 (TS EN 14683+AC:2019)
Test Condition (21 £ 5) °C ve (wzg)%mmmmdny.dm

Test area is 25 mm in diameter , 5 different sample was taken
AﬂuMaIMhsvm.mdMumummeMammm<

SAMPLE DIFFERENTIAL REQUIREMENT
PRESSURE RESULT

15.5 Palcm?

156 Palcm2

12.3 Palem2 < 80 Palem?

154 Palem2

CRE R AR R

16.8 Paicm2

Average Result 15.1 Palcm2

Total uncertainty: £% 4.6

MICROBIAL CLEANLINESS (Bioburden)

Test Metod: EN 14683:2019+AC 2019 (TS EN 14883+AC:2018)
EN 1SO 11737-1:2018 /TS EN ISO 11737-1 :2018

Summwkm.msmswgmdmdmtnmmmmwmmsnﬁl).
inoculated on the suitable agar.
mmmmmaumsdmmsou'cmnmm7mu(2owzs)‘cummsm
mmpedvm.Toummmm”W.

RESULTS REQUIREMENT

Microbial cleanliness (cfulg) 6 clulg 30 chuig

*cfu= Colony forming unit,
Total uncertainty: = 0.36%

Paged /5




Gen f136-2703

EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI AS.

TEST RESULT
BLOOD SPLASH RESISTANCE

213863 4-mg

122

Test Metod: EN 146883:2019+AC 2019 (Clause 5.2.4) the resistance of the medical face mask 10 penetration

mm:mmummwmm-wmm-rumumw

Mwmmmmmn.mw
Test Condition (21 £ 5) “C ve (B85 £ 5) % relative humidity, 4 hrs
32 difforent sample were taken

g

0%Pa

r:t%:l‘?v L O B
X
o

18 >16/

17 >10!

18 >18;

A

§ sﬁﬂs 3EsEEEEEsR5EE

,H. al.-rm% b

SS(EFEEIEE
&

2
wiviviviv

.
waleatiatiali

= '
Average Result

216 kPa
Tyve S mas

Total uncertainty:  %0.9
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