VERSALCERT,CON

UNIVERSAL

CERTIFICATION

ATTESTATION OF CONFORMITY

Certificate Nr: MDD-267

In conformance to the Ewropean Economic Conunission 93/42/EEC Medical Devices Directive on
harmonisation of laws, regulations and administrative documentation of Member States on Medical Devices
and European Economic Commission directive 93/68/EEC amending Medical Devices Directive dated 22 July
1993,

the products manufactured by

EN ECZA DEPOSU iLAC MEDIKAL OZEL SAGLIK HIZMETLERI
INSAAT TAAHHUT TiCARET A.S.

at the following address !
Karaduvar Mahallesi Serbest Bolge 7.Caddesi No:21 33020 Akdeniz / MERSIN / TURKEY

EN 14683:2019+AC:2019 Medical Face Masks

Brand Name : ENMED
Model : ENM-313
Type lIR
are tested according to the following initial type tests by the manufacturer

Technical standard EN 14683:2019+AC:2019 Medical face masks - Requirements and test methods

FFor the assessment of conformity, the following documents were also applied to:
Results of laboratory tests Ekoteks Laboratuvar 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 product technical drawings of the medical
face masks manufactured and designed for use during the medical operations or similar medical situations with
same requirements which require restriction of infectious materials to be spread to patients. With this
certificate, it is approved that the product fulfils all essential requirements and the related rules of 93/42/EEC
Medical Devices Directive (MDD) Class | are applied. The information on the packaging for the above listed
products covers the necessary information stated in Annex 1, §13, of the Medical Devices Directive
(93/42/EEC) or Annex I, §23, of the Medical Device Regulation (EU) 2017/745. This information includes;
reference to EN 14683 standard, type of mask (as indicated in Table 1) and other relevant information given in
EN 1SO 15223-1:2016 and EN 1041:2008+A1:2013. It is considered to be suitable to attach a CE mark, as
seen below, on your products in accordance with the information given in this certificate with publishing an
EU Declaration of Conformity.

This certificate is issued on 25/09/2020 and valid until 24/09/2021 with the conditions that no change has been
made with the product references and no change in the production process or not suspended or withdrawn for

ISTANBUL -25/09/2020 [ E ; f ) l

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director '

any reason.

Verify the validity with the QR Code

This certificate will be in the absence of any changes in standard and legal terms, and with the surveillance audits to be concuted
annually fellowing the surveillance audits, updating the publicationdate without changing the certificate number.
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EU DECLARATION OF CONFORMITY /
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MANUFACTURER
EN ECZA DEPOSU iLAC MEDIKAL OZEL SAGLIK HIZMETLERI INSAAT TAAHHUT
TICARET A.S.
Karaduvar Mahallesi Serbest Bolge 7.Caddesi No:21 33020 Akdeniz/ MERSIN / TURKEY

PRODUCT DESCRIPTION

Layered and molded medical device classified in the Class | - Medical Device to be used as protection against
inhalation of viruses, bacteria, other microorganisms, allergens from the environment

Brand Name : ENMED
Model : ENM-313

Type IR /
The Producer / the Manufacturer declares on his sole responsibility that the product above is, under i
conditions of normal use and conditions defined by the Producer / the Manufacturer, safe and meets all /

the necessary legal conditions and requirements. The product, a medical device that is intended for
single use and solely in accordance with the Producer’s / the Manufacturer's instructions.

The Conformity is assessed especially with the following provisions:

e Government Regulation no. 93/42/EEC Medical devices establishing technical requirements for
medical devices, in effective wording
Technical standard EN 14683:2019+AC:2019 Medical face mmasks - Requirements and test methods
Other relevant harmonized legislation
Other relevant local, national and community standards
For the assessiment of conformity, the following documents were also applied to:
Tests for irritation and delayed-type hypersensitivity
Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Bavterial filtration efficiency
Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Microbial Cleanliness
Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Differential Pressure
Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Splash Resistance Pressure

MARKING, LABELLING

Annex I, §13, of the Medical Devices Directive (93/42/EEC) or Annex I, §23, of the Medical Device Regulation
(EU) 2017/745 specifies the information that should be specified on the packaging in which the medical face
mask is supplied. The following information shall be supplied:

type of mask (as indicated in Table 1). EN ISO [5223-1:2016 and EN 1041:2008+A 1:2013 should be
considered

MEASURES TO ENSURE CONFORMITY

The Producer / the Manufacturer declares that he has taken all necessary measures to ensure the conformity of /
products placed on the market with technical documentation and basic requirements for this type of product. /

General Manager
25/09/2020
EN ECZA DEPOSU iLAG MEDIKAL

OZEL SAGLIK HiZM. A S.

| O26L SaGLIK HIZMETLER]
RET ANONIM SIRKETI

at Apt No /B MezthWMERSIN
suklal V.D.- 3350707675
0001 TIC. SICILNO 51525

EN ECZA DEPOSU IL
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Technical

ENM-313

Datasheet

ENMED" ENM - 313 3 PLY UTRASONIC SURGICAL MYPEM

The ENMED ENM - 313 3 PLY UTRASONIC SURGICAL MASK (TYPE II-R) is intended to be worn by medical personel, patients
and people to protect from transfer of microorganisms, body fluid and particulate material transfer. Type II-R Face masks include a
splash resistant layer to protect against blood and other bodily fluids. Type IIR face masks are tested in the direction of exhalation
(inside to outside) and take into account the efficiency of bacterial filtration.

KEY FEATURES

+ The products are for single use only.

+ Latex Free

* Hypoallergenic

* Fiberglass free

* Fluid Resistant

+Three Ply construction

+ 3 pleats of folds to allow the user to expand the mask so it covers the area from
the nose to the chin.

+ Mask allows itself to be secured with an ear loop when placed behind the ears.
* Reduces exposure to blood and body fluids.

+ Minimizes Doctor and patient contamination to exhaled microorganisms.

COUNTER INDICATION

None in particular.

PROPERTIES
Bacterial Filtration Efficiency (BFE): >98%
Breathing resistance: <40 Pa/cm2
Splash Resistance of 216 kPa
EN 14683 classification: Type IIR facemasks

INTENDED USE

3 ply mask is intended to be worn by
Medical personel, patients and people to protect from transfer of microorganisms,
body fluid and particulate material transfer.

DONNING INSTRUCTIONS

* The mask should be worn so that it covers the mouth and nose completely and
there is no gap between the face and the mask.

* Touching the mask while wearing should be avoided, and hands should be
washed with soapy water after touching a used mask. In the absence of water,
antibacterial gel should be used.

* When the mask gets wet or moist, it should be replaced with a new dry mask.
Moisture can cause diaper rash and irritation in that area.

* Torn, punctured or damaged masks should not be used.

* The mask is personal and Damp, wet products should never be used.

STORAGE CONDITIONS

+ Unopened package can be used for 5 years from the date of manufacture.
+ Store in a dry and cool place, away from intense sources of heat.

WARNINGS AND LIMITATIONS

* Do not use the product other than its intended use.

* Never use wet and moist products.

+ The products are for single use only.

* Do not use it again when you remove it.

* |t is personal. Never use someone else's mask.

+ Our products have been tested. However, We recommend it not to be used on
sensitive skin and if allergic to any materials used.

TECHNICAL DATA
MATERIAL Multilayer SMS Fabric
COLOR Blue, Green, White
HEADBAND Latex free elastic ear loops, white, 17 cm
SIZES Universal (17cm x 9cm)
PACKAGING Optional packaging of 1/4/10/50/100
Optional Aluminum Nose Clips
TURKEY

Nose Clips
CO0

PRODUCT OVERVIEW

A surgical mask is intended to prevent the release of potential contaminants
from the user into their immediate environment which can also protect the
wearer from large droplets, sprays and splashes of bodily fluids. It is easily
identifiable by the presence of two ear loops to secure the mask to the face for
quick donning.

Procedure masks are used on hospital floors, isolation units, and labor and
delivery units, among other areas of the hospital for generally to prevent
clinicians, patients and visitors from spreading germs by talking, coughing, or
sneezing.

These masks may also be used in the emergency department and the
intensive care unit. However, beware that some specifications are non-sterile
and designed for clean environments which not suitable for use in the
operating room.

Our disposable surgical face masks contain 3 layers:

a mix of non-woven fabric and a middle

melt-blown material that acts as a filter and have a >99% particle filtration
efficiency (PFE). They provide physical barrier that protects both wearers and
others from the transfer of respiratory

secretions, fluids or other debris and avoid the contamination of bacteria or
viruses present in mucus and saliva.

WASHING INSTRUCTIONS

Our products do not have a washing feature.

REGULATORY INFORMATION

Product CE marked as per 93/42/EEC Directive on Medical Devices.
Class of the device: I.
Product compliant with EN14683

MED



Phone Number +90 324 357 56 44

Technical Datasheet www.enmedglobal.com

HOW TO PROPERLY WEAR A FACE MASK

2 £ 2 ik

ENSURE THE PROPER SECURE THE STRINGS PRESS THE NOSE CLIP COVER MOUTH AND
SIDE OF THE MASK BEHIND YOUR HEAD TO FIT THE SHAPE NOSE FULLY MAKING
FACES OUTWARDS OR OVER YOUR EARS OF THE NOSE SURE THERE ARE NO GAPS

g ¢
WEAR MASK DO NOT TOUCH THE REMOVE THE MASK -~ e p J/ P
MASK WHILE USING IT, FROM BEHIND BY e v
IF YOU DO HOLDING THE STRINGS e . .
WASH YOUR HANDS WITH CLEAN HANDS \

ENM - 313 3 PLY UTRASONIC SURGICAL MASK (TYPE lI-R)

Product | 3 PLY UTRASONIC SURGICAL MASK (TYPE II-R)

Outer layer. 20 Gsm Spunbound (175mm)

Material Filter layer: 25 Gsm Meltblown (BFE >%99) (175mm)
Inner layer: 30 Gsm Spunbound (200mm)

Size 17cm x 9 cm

Color Blue, Green, White

Nose Clips| Optional Aluminum Nose Clips

1- BFE >%99

2- PFE >%95

Standard | Polypropylene inner and outer facing assures comfortable on the inside
and protection on the outside;

Certificate) CE, 1SO, FDA

Central Adress
Atatiirk Mah. 31043 Sk. Kubat Apt.
No: 8/B Mezitli / MERSIN/TURKEY Frae Zone Textile Factory

Organized Industrial Zone Adress Karaduvar mahallesi serbest bl
h . . ; ge 18. cadde
Cl|ek Mah. 63150 Sk. No:3 Akdeniz / MERSIN dl§ kapl no:9 ic kapl no Z1 Akdeniz/MERSIN

Free Zone Mask Factory
Karaduvar Mabh. Serbest Bélge 7. Cad. No: 21 33020 Mersin/TURKEY
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S EKOTEKS LABORATUVAR ve GOZETIM
s HiZMETLERI A. S.
E Esenyurt Firuzkdy Bulvarl No:29 34325 Avcilar
w Istanbul/ TURKIYE
[’:] [:1
% TS EN ISTO.'IlEC 17025
& E >
Yoprp TEST REPORT
- DENEY RAPORU
EKOTEKS i ife
LABORATUVAR VE GOZETIM HIZMETLERI AS. 2004 1 685
11-20

Miigterinin adi: EN ECZA DEPOSU A.5.

Atatiirk mah. 31043 Sk. Kubat Apt. No:8/B Mezitli/ MERSIN

Adresi:
Alier firma: =
Ilgili kisi: ENGIN SAHIN

Istek numarasu:

Model numarasi:

Numunenin adi ve tarifi: Mavi dokusuz yiizey medikal maske. (Mister,i tarafindan belirtilmistir; Mavi)

Numunenin kabul tarihi: 06.11.2020

Ilave numune ve/veya ilave -
bilgi gelis tarihi:

Deneyin yapildig: tarih: 06.11.2020-17.11.2020

Actklamalar: =

Numune alimi: Bu raporda verilen sonuglar miisteri tarafindan gonderilen numuneye aittir.

Numunenin son kullanimi: -

Yikama talimati: Belirtilmedi.

Raporun sayfa sayist: ]

Tiirk Akreditasyon Kurumu (TURKAK) deney raporlarinn taninmasi konusunda Avrupa Akreditasyon
Birligi (EA) ve Uluslararast Laboratuvar Akreditasyon Birligi (ILAC) ile karsthkl tanminma antlasmasint
imzalanmigtir.

Deney laboratuvart olarak faaliyet gosteren EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERI
A.S. TURKAK'tan AB-0583-T akreditasyon dosya numarast ile ISO 17025:2017 standardina gore akredite
edilmistir.

Deney ve/ veya olgiim sonuglart, genigletilmis olgiim belirsizlikleri (olmast halinde) ve deney metodlar: bu
sertifikanin tamamlayrct kismu olan takip eden sayfalar\(ﬂa verilmigtir.

-

Tarih Laboratuvar Miidiirii
£ 17.11.2020 Sevim A. RAZAK
L/ 17,142620

iy 4
7

e :
Bu.raporgiad -afuvarin yazili izni olmadan kismen koMp cogaltilamaz.
Imzasizve-miihiirsiiz raporlar gegersizdir.

Sayfa 1/5



Gen.f136-1/03

EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0583-T
20041685
11-20
ISTENEN TESTLER SONUC ACIKLAMA
MIKROBIYOLOJIK TESTLER
Bakteri Filtrasyon EtkinlikTesti-BFE P TIP IIR
Mikrobiyal Temizlik (Biyoyiik) P
Kan Sigrama Direnci P
FiZIKSEL TESTLER
Nefes Alabilirlik(Basing Farki) P
P: Geger
F: Kalir
R: Alici firmanin teknik kisisine bagvurunuz
Test sonuglart EN 14683:2019+AC :2019 EK-B/Tablo 1) limit dederlerine gére degerlendirilmistir.

NOT: Aksi belirtilmedigi taktirde testler ile ilgili kayitlar 5 yil, orjinal numuneler 3 ay saklanir. Musteri tarafindan talep edildiginde, testlere ait
oleim  belirsizligi raporlamir fakat “Geger/Kalir” degerlendirmesinde lgiim belirsizligi degeri dikkate alinmaz.  Raporlanan belirsizlik,
genigletilmis belirsizlik olup standart belirsizlik kapsam faktori k=2 kullamlarak elde edilmistir. Giivenilirlik dizeyi % 95°tir. Bu raporda (*)
isaretli deneyler akreditasyon kapsamina dahil degildir.

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyalanip ¢ogaltilamaz
Imzasiz ve mithiirsiiz raporlar gegersizdir.

Sayfa2/5




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20041685

11-20

TEST SONUCLARI
Tibbi yiiz maskeleri — Gereklilikler ve Deney Yoéntemleri
EN 14683:2019+AC:2019 (TS EN 14683+AC:2019)

BAKTERI FILTRASYON VERIMLILIK TAYiNi TESTI- BFV
Test Metodu: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019) EK-B
Ornek, aerosol ve mikrobiyal yik érnekleme haznesi arasina sikistirilir. Vakum sistemi yardimiyla bakteri

iceren aerosol, filtreden gegirilir. Ornegdin bakteri filtrasyon etkinligi, érnekten gegen koloni olusturan birimlerin
sayisinin bakteri yuklu, aerosolde mevcut olan koloni olusturan birimlerin sayisinin ylzdesi olarak ifade edilir.

Deney Akis Hizi 28,3 L/dk
Toplam Deney Akig Siresi 2 dakika
Numune Olgiileri 20x20 cm?
Test Kondiisyon (21 £ 5) °C and (85 * 5) % bagil nem, 4 saat
Test Mikroorganizmasi Staphylococcus aureus ATCC 6538
Bakteri konsantrasyonu (kob/ ml) 5x10% kob/ ml
Inkiibasyon siiresi, sicaklik 37+2°C,20-52 h
Pozitif Kontrol Numune Bakteri Sayisi 2,3 x10° kob/ ml
Ortalamasi (C)
Ortalama Partikiil Boyutu (MPS) 3 um
SONUCLAR
Deney Numunesi Sayisi Deney Numunesi Bakteri Bakteri Filtrasyon istenen
Sayisi(kob) Verimliligi (%B) Deger
(T) BFV (%)
1 43 98,1%
0,
2 38 98,3% Tip 1295
3 45 98,0%
4 41 98,2% Tip 11 298
5 31 98,7%

kob: koloni olugturan birim

B=(C-T)/Cx100

%B: Bakteri Filtrasyon Verimliligi

C: Kontrol numunede (reyen bakteri sayisinin ortalamasi
T: Deney numunesinde Ureyen bakteri sayisi

Sayfa3 /5



EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20041685

11-20

MIKROBIYAL TEMIZLIK (BiYOYUK)

Test Metodu: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019) EK-D
EN ISO 11737-1:2018 /TS EN ISO 11737-1 :2018

5 numune ¢alisihr. Numune tartilir ve test ¢ozeltisi icerisine atilarak iyice galkalanir (250 rpm de 5 dk) ve
uygun besiyerlerine ekilir. Toplam aerobik bakteriler icin 30+1°C'de 72 saat, kif ve maya igin ise 20-25 °C'de
7 gun inklibasyon sonrasi agarda olugan mikroorganizmalar sayilir ve toplam sonug verilir. Ortalama sonug
verilir.

SONUG [STENEN
Mikrobiyal Temizlik (kob/gr) 18 Koblgr =30 kabigr

*kob:Koloni olusturan birim

SICRAMA DIRENCI

Test Metodu: EN 14683:2019+AC :2019 (Madde 5.2.4) (*) tibbi yiiz maskesinin sivi sigramalarina nifuz
etmesine karsi direnci, Tablo 1'de Tip IIR igin verilen minimum degere uygun olmalidir .

ISO 22609 :2004 (*) Giysilerin enfekte edici ajanlara karsl koruma - Tibbi yiiz maskeleri - Sentetik kanin
nufuz etmesine karsi direng igin test yontemi (sabit hacim, yatay olarak yansitiimis)
Test Kondusyon kosulu ve stresi: (21 £ 5) °C ve (85 + 5) % bagil nem, 4 saat

6 farkli deney numunesi alinir.

NUMUNE SICRAMA DIiRENCI SONUC _
BASINCI (kPa) ISTENEN
1 >21.3 kPa GEGER
2 >21.3 kPa GEGER
3 >21.3 kPa GECER
4 >21.3 kPa GEGER 216 kPa
5 >21.3 kPa GEGER
6 >21.3 kPa GEGER
Ortalama Sonug >21.3 kPa GECER

Sayfad /5




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20041685

11-20

BASING FARKI (NEFES ALABILIRLIK)

Test Metodu: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019) EK-C

Test Kondisyon kosulu ve siresi: (21 £ 5) °C ve (85 + 5) % bagdil nem, 4 saat

2,5 cm ¢apl 5 farkli deney numunesi alinir.

8 I/dk hava akigi uygulanir.

Fark Basing Manometresi (izerinden okunan basing farki dederi Pa (Pascal) olarak kayit edilir.

NUMUNE BASING PARKI SONUC ISTENEN

42,5 Pa/cm?

44,7 Pa/cm?

44,0 Pa/cm?

42,8 Pa/cm? < 60 Pa/cm?

| k@GN =

44,5 Pa/cm?

Ortalama Sonug 43,7 Pa/em?

Sayfa5/5
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(SRMENT ey, EKOTEKS LABORATUVAR ve GOZETIM
& < HIZMETLERI A. S.
oy Esenyurt Firuzkoy Bulvari No:29 34325 Aveilar
5 Istanbul/ TURKIYE
£
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%) ¢/ TEST REPORT gt
%, P DENEY RAPORU preseoy
070 T AB-0583-T
EKOTEKS B
ing
LABORATUVAR VE GOZETIM HIZMETLERI AS.
11-20
EN ECZA DEPOSU A.S.
Customer name:
Address: Atatlirk mah. 31043 Sk. Kubat Apt. No:8/B Mezitli/ MERSIN
Buyer name: -
Contact Person: ENGIN SAHIN
Order No: -
Article No: -
Name and identity of test item:  Blue non-woven medical mask.(Claimed to be; Blue)
The date of receipt of test item: 06.11.2020
Re-submitted/re-confirmation -
date:
Date of test: 06.11.2020-17.11.2020
Remarks: -
Sampling: The results given in this report belong to the received sample by vendor.
End-Use: -
Care Label: Not specified.

Number of pages of the report: 5

The Turkish Accreditation Agency (TURKAK) is signatory to the multilateral agreements of the European
co-operation for the Accreditation (EA) and of the International Laboratory Accreditation (ILAC) for the
Mutual recognition of test reports.
EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERI A.S. accredited by TURKAK under registration
number [AB-0583-Tf for ISO 17025:2017 as test laboratory.
The test and/or measurement results, the uncertainties (if applicable) with confidence probability and test
ds are given on the following pages which are parg of this report.
J T i: &

ea Date Custpmer nigijve Head of Testing Laboratory
{""OTE# 17.11.2020 Ozle Sevim A. RAZ
; )
(L EAY I7.11
ﬂygpgﬂ%:%ot be reproduced other than in full excewlth the pel{msswn of the laborato\‘/ :
Testing.rep ithout signature and seal are not valid.
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EKOTEKS LABORATUVAR ve GOZETIM

HIiZMETLERI A.S.
AB-0583-T
20041685-
ing
11-20

REQUIRED TESTS RESULT COMMENTS

MICROBIOLOGICAL TESTS

Bacterial Filtration Efficiency-BFE P TYPE IIR

Microbial Cleanliness(Bioburden) P

Splash Resistance P

PHYSICAL PROPERTIES

Breathability(Differential Pressure) P

P: Pass

F: Fail

R: Refer to retailer technologist.

Tests results were evaluated according to EN 14683:2019+AC :2019 Tablo 1 limit values.

REMARK: Original samples are kept for 3 months and all technical records are kept for 5 years unless otherwise 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 %. 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.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20041685-
ing

11-20

TEST RESULTS
BACTERIAL FILTRATION EFFICIENCY (BFE)

Test Metod: (Bacterial Filtration Efficiency Testing —BFE /Ref: EN 14683:2019+AC:2019 Medical Face
Masks,Requirements and Test Methods

A specimen of the mask material is clamped between a impactor and an aerosol chamber. An aerosol of
Staphylococcus aureus is introduced into the aerosol chamber and drawn through the mask material and the
impactor under vacuum. The bacterial filtration efficiency of the mask is given by the number of colony
forming units passing through the medical face mask material expressed as a percentage of the number of
colony forming units present in the challenge aerosol.

Test Flow Rate 28,3 L/min

Test Flow Time 2 minute

Sample Sizes 5 pieces mask

Microorganism Staphylococcus aureus ATCC 6538
Bacterial concentration (cfu/ ml) 5x10% cfu/ ml

incubation conditions 24 hour, 35°C £ 2°C

Positive control sample average 2,3 x10° cfu/ ml

of number of Bacteria (C)

RESULTS
Number of Test Sample Test Sample (T) Bacterial Filtration Requirement
Number of Bacteria Efficiency (% B) BFE (%)
(cfu/mli)
1 43 98,1%
2 38 98,3% Type 1 =35
3 45 98,0% Type 11 298
4 41 98,2%
5 31 98,7%

cfu: Colony-forming unit
B=(C-T)/Cx100
%B: Bacterial Filtration Efficiency

C: is the mean of the total plate counts for the two positive control runs
T: is the total plate count for the test specimen

Page3/5




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T
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TEST RESULTS
MICROBIAL CLEANLINESS (Bioburden)

Test Metod: EN ISO 11737-1:2018

The sample is put in extraciton liquid after shaking well, inoculated on the agar.
After incubation at 30 + 1 ° C for 72 hours, growth microorganisms are counted on the agar.

RESULTS REQUIREMENT
Microbial cleanliness (cfu/g) 18 cfu/g s30 cfulg

*cfu= Colony forming unit.

SPLASH RESISTANCE
Test Metod:  EN 14683:2019+AC :2019 (Clause 5.2.4) the resistance of the medical face mask to penetration of
splashes of liquid shall conform to the minimum value given for Type IIR in Table 1

ISO 22609 :2004 Clothing for protection against infectious agents — Medical face masks — Test method for
resistance against penetration by synthetic blood (fixed volume, horizontally projected)

Test Condition (21 + 5) °C ve (85 5) % relative humidity, 4 hrs

6 different samples were taken

SPLASH RESISTANCE RESULTS REQUIREMENT
PRESSURE (kPa)

1 >21.3 kPa PASS

2 >21.3 kPa PASS

3 >21.3 kPa PASS

4 >21.3 kPa PASS 216 kPa

5 >21.3 kPa PASS

6 >21.3 kPa PASS
Average Result >21.3 kPa PASS

Page 4 /5




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20041685-
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TEST SONUCLARI

BREATHABILITY (Differential Pressure)
Test Method: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019) Annex-C
Test Condition (21  5) °C ve (85 + 5) % relative humidity, 4 hrs

Test area is 25 mm in diameter , 5 different sample was taken
Adjusted airflow is 8 I/min.The differential pressure is read directly using a differential pressure manometer .

SAMPLE DIFFERENTIAL REQUIREMENT
PRESSURE RESULT

42,5 Pa/cm?

44,7 Pa/em?

44,0 Pa/cm?

42,8 Pa/cm? < 60 Pa/cm?

gl WIN|=

44,5 Pa/cm?

Average Result 43,7 Pa/em?
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