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Customer name:

Address:

Buyer name:
Contact Person:
Order No:
Article No:

Name and identity of test item:
The date of receipt of test item:

Re-submitted/re-confirmation
date:
Date of test:

Remarks:
Sampling:

End-Use:
Care Label:

Number of pages of the report:

HONNES SAGLIK VE ENDUSTRIYEL URN. A.S.

CUMHURIYET MAH. KARAYEL SOK. NO:14 CAYIROVA/KOCAELI

SECIL AKYIL
LOT NO:21081001

SURGICAL MASK-BLACK COLOUR

Black non-woven mask.(Claimed to be; Black)
12.08.2021

12.08.2021-19.08.2021

The results given in this report belong to the received sample by vendor.

Not Specified

The Turkish Accreditation Agency (TURKAK) is signatory o 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.Deney laboratuvar: olarak faaliyet gbsteren EKOTEKS LABORATUVAR
ve GOZETIM HIZMETLERI A.S. TURKAK'tan AB-0583-T akreditasyon dosya numarast ile ISO
17025:2017 standardmna gore akredite edilmigtir.

The t nd/or measurement results, the uncertaintie.

(if applicable) with confidence probability and test

fods are'given on the following pages which are paft of this report.

",

Date
19.08.2021

Cu ner,
Zaki

Representative Head of Testing Laboratory
N Sevim A.
19108. 30441
I

This fépgtéslmllﬂmt be reproduced other than\n full exce with the permission of the laboratoé'./
Testing reports without signature and seal arexot valid.
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0583-T
21024482-
ING
08-21
REQUIRED TESTS RESULT COMMENTS
PHYSICAL PROPERTIES TESTS
Breathability (Differential Pressure) P
Blood Splash Resistance P
MICROBIOLOGICAL TEST
Bacterial Filtration Efficiency (BFE) P Type IIR
Microbial Cleanliness (Bioburden) P
P: Pass
F: Fail
R: Refer to retailer technologist.
Test results were evaluated according to EN 14683:2019+AC:2019 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 %.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.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

21024482-
ING

08-21

TEST RESULT

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
1 23,2 Pa/cm?
2 22,7 Palecm?
3 22,6 Pa/cm?
< 60 Palcm?
4 23,5 Pa/cm?
5 25,9 Palcm?
Average Result 23,5 Pa/lcm?
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T
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TEST RESULT

Medical face masks - Requirements and test methods
EN 14683:2019+AC:2019 (TS EN 14683+AC:2019)

BACTERIAL FILTRATION EFFICIENCY (BFE)
Test Method: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019) Annex-B

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.
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Test Flow Rate 28,3 L/min
Total Test Flow Time 2 minute
Sample Sizes 20x20 cm?
Test Condition (21 £ 5) °C and (85 £ 5) % relative humidity, 4 hours
Test Microorganism Staphylococcus aureus ATCC 6538
Bacterial concentration (cfu/ ml) 5x105 cfu/ ml
incubation conditions 24 hour, 35°C £ 2°C
Positive control sample average 3x103 cfu/ ml
of number of Bacteria (C)
Mean particle size (MPS) 3,0 pm
RESULTS
Number of Test Sample Test Sample (T) Bacterial Filtration Requirement
Number of Bacteria Efficiency (% B) BFE (%)
(cfu)
1 58 %98.1
2 55 %98.2 Type 1296
3 54 %98.2 Type 11 298
4 52 %98.3
5 59 %98.0

cfu: Colony-forming unit

B=(C-T)/Cx 100

%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
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

21024482-
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TEST RESULT

MICROBIAL CLEANLINESS (Bioburden)

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

5 sample were taken. The sample is weighted and put in extraction liquid after shaking well (250 rpm,5 min),
inoculated on the suitable agar.

The plates are incubated for 3 days at 30 + 1 ° C for 72 hours, and 7 days at (20 to 25) °C for TSA and SDA
plates respectively. Total microoragnisms counts are calculated.

RESULTS REQUIREMENT

Microbial cleanliness (cfulg) 7 cfulg <30 cfulg

*cfu= Colony forming unit.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.
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TEST RESULTS

SPLASH RESISTANCE

Test Method: 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 IR 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 hrs32 different samples were taken
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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
5 >21.3 kPa PASS
6 >21.3 kPa PASS
7 >21.3 kPa PASS
8 >21.3 kPa PASS
9 >21.3 kPa PASS
10 >21.3 kPa PASS
11 >21.3 kPa PASS
12 >21.3 kPa PASS
13 >21.3 kPa PASS
14 >21.3 kPa PASS
15 >21.3 kPa PASS >16 kPa
16 >21.3 kPa PASS Type IIR Mask
17 >21.3 kPa PASS
18 >21.3 kPa PASS
19 >21.3 kPa PASS
20 >21.3 kPa PASS
21 >21.3 kPa PASS
22 >21.3 kPa PASS
23 >21.3 kPa PASS
24 >21.3 kPa PASS
25 >21.3 kPa PASS
26 >21.3 kPa PASS
27 >21.3 kPa PASS
28 >21.3 kPa PASS
29 >21.3 kPa PASS
30 >21.3 kPa PASS
31 >21.3 kPa PASS
32 >21.3 kPa PASS
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EKOTEKS

LABORATUVAR VE GOZETIM HIZMETLERI AS.

AB-0583-T

21024482

S HONNES SAGLIK VE ENDUSTRIYEL URN. A.S.
Miigterinin adr:

Adresi: CUMHURIYET MAH. KARAYEL SOK. NO:14 CAYIROVAIKOCAELi
Alet firma: -

Tigiti kisi: ‘ SECIL AKYIL

Istek numarast: LOT NO:21081001

Model numarast: , CERRAHI MASKE-SIYAH RENK

Numunenin adi ve tarifi: Siyah dokusuz yiizey maske. (Misteri tarafindan belirtilmistir; Siyah )
Numunenin kabul tarihi: 12.08.2021

Ilave numune ve/veya ilave .

bilgi gelis tarihi:

Deneyin yapildig1 tarih: 12.08.2021-19.08.2021

Actklamalar: -

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

Numunenin son kullanimi: -
Yikama talimati: Belirtilmedi.
Raporun sayfa sayist: 6

Tiirk Akreditasyon Kurumu (TURKAK) deney raporlarimin taninmast konusunda Avrupa Akreditasyon
Birligi (EA) ve Uluslararast Laboratuvar Akreditasyon Birligi (ILAC) ile karsilikli taninma antlagmasini
imzalanustir.

Deney laboratuvart olarak faaliyet gisteren EKOTEKS LABORATUVAR ve GOZETIM HiZMETLERI
A.S. TURKAK'tan AB-0583-T akreditasyon dosya numarast ile ISO 17025:2017 standardmna gore akredite
edilmigtir.

Deney ve/ veya olciim sonuglari, genisletilmis dlciim pelirsizlikleri (olmast halinde) ve deney metodlart bu
/{@‘ﬁrmg@ug tamamlayiet kisnu olan takip eden sayfalarda verilmistir

:"\ e J:‘ ]
?_:""‘7-‘Mgvar Tarih 'i;fe{

emsilcfsi Laboratuvar Miidiirii

RN 19.08.2021 Zahide/TAP, Sevim A.
N/ | 19{08.
Vv [ -
Bu rapor, laboratuvarm yazil izni olmadan kismen kopyaMynip goZaltilamaz. \-/ L -

Imzasiz ve miihiirsiiz raporlar gegersizdir.
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0583-T
21024482
08-21
ISTENEN TESTLER SONUC ACIKLAMA
FiZIKSEL TESTLER
Basing Farki P
Kan Sigrama Penetrasyon Testi P
MIKROBiYOLOJI TESTLERI
Bakteri Filtrasyon Testi (BFE) P Tip IIR
Biyoyiik Tayini P
P: Geger
F: Kalir
R: Alici firmann teknik kisisine bagvurunuz
Test sonuglari EN 14683:2019+AC :2019 limit dederlerine gére degerlendirilmistir.

Not: Aksi belirtilmedigi taktirde testler ile ilgili kayitlar 5 yil, orjinal numuneler 3 ay saklanir. Miisteri tarafindan talep
edildiginde testlere ait 6lglim belirsizligi raporlanir fakat “Geger/Kalir” degerlendirmesinde odlgiim belirsizligi degeri
dikkate alinmaz. Raporlanan belirsizlik, genisletilmis belirsizlik olup standart belirsizlik kapsam faktorii k=2
kullanilarak elde edilmistir. Giivenilirlik diizeyi % 95°tir. Uygunluk beyan: Basit Kabul Karar Kuralina gére verilmistir.
Bu raporda (*) isaretli deneyler akreditasyon kapsamina dahil degildir.

Bu rapor, laboratuvarin yazil izni olmadan kismen kopyalanip gogaltilamaz.
Imzasiz ve miihiirsiiz raporlar gegersizdir.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

21024482

08-21

TEST SONUGLARI
BASING FARKI (NEFES ALABILIRLIK)

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

Test Kondisyon kosulu ve suresi: (21 £ 5) °C ve (85 % 5) % bagil nem, 4 saat
2,5 cm gapli 5 farkli deney numunesi alinir.
8 I/dk hava akigl uygulanir.

Fark Basing Manometresi Uzerinden okunan basing farki degeri Pa (Pascal) olarak kayit edilir.
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NUMUNE BASING FARKI SONUC ISTENEN
1 23,2 Pa/cm?
2 22,7 Palcm?
3 22,6 Palcm? < 60 Pa/cm?
4 23,5 Palcm?
5 25,9 Palcm?
Ortalama Sonug 23,5 Pa/lcm?
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

21024482

08-21

TEST SONUCLARI

Tibbi yiiz maskeleri — Gereklilikler ve Deney Yontemleri

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 yuk érnekleme haznesi arasina sikistirilir. Vakum sistemi yardimiyla bakteri

iceren aerosol, filtreden gegirilir. Ornegin bakteri filtrasyon etkinligi, drnekten gegen koloni olusturan birimlerin
sayisinin bakteri yukll, aerosolde mevcut olan koloni olusturan birimlerin sayisinin ylizdesi olarak ifade edilir.
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Deney Akig Hizi 28,3 L/idk
Toplam Deney Akig Siiresi 2 dakika
Numune Olgiileri 20x20 cm?
Test Kondiisyon (21 £ 5) °C and (85 £ 5) % badil nem, 4 saat
Test Mikroorganizmasi Staphylococcus aureus ATCC 6538
Bakteri konsantrasyonu (kob/ ml ) 5x10% koh/ ml
Inkiibasyon siiresi, sicaklik 37+£2°C,20-52h
Pozitif Kontrol Numune Bakteri Sayisi 3x10° kob/ ml
Ortalamasi (C)
Ortalama Partikiil Boyutu (MPS) 3,0 ym
SONUGLAR
Deney Numunesi Sayisi Deney Numunesi Bakteri Bakteri Filtrasyon Istenen
Sayisi(kob) Verimliligi (%B) Deger
(T) BFV (%)
1 58 %98.1
2 55 %98.2 Tiplads
3 54 %98.2 Tip 11298
4 52 %98.3
5 59 %98.0

kob: koloni olugturan birim

B=(C-T)/Cx100

%B: Bakteri Filtrasyon Verimliligi

C: Kontrol numunede Ureyen bakteri sayisinin ortalamasi
T: Deney numunesinde treyen bakteri sayisi
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

21024482

08-21

TEST SONUCLARI
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 calisilir. Numune tartilir ve test gozeltisi igerisine atilarak iyice calkalanir (250 rpm de 5 dk) ve
uygun besiyerlerine ekilir. Toplam aerobik bakteriler igin 30+1°C'de 72 saat, kuf ve maya icin ise 20-25 °C'de
7 gun inkiibasyon sonrasi agarda olugan mikroorganizmalar sayilir ve toplam sonug verilir.Ortalama sonug
verilir.

SONUC ISTENEN
Mikrobiyal Temizlik (kob/g) 7 koblg <30 koblg

*kob:Koloni olugturan birim
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HIiZMETLERI A.S.
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21024482
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TEST SONUCLARI

KAN SICRAMA DIRENCI

Test Metodu: EN 14683:2019+AC :2019 (Madde 5.2.4) tibbi yiiz maskesinin sivi sigramalarina nufuz etmesine
kars! direng

ISO 22609 :2004 Giysilerin enfekte edici ajanlara kargl koruma - Tibbi yuz maskeleri - Sentetik kanin nifuz

etmesine karsi direng igin test yéntemi (sabit hacim, yatay olarak yansitiimis) Test Kondusyon kosulu ve
siresi: (21 £ 5) °C ve (85 + 5) % bagil nem, 4 saat
32 farkli deney numunesi alinir.
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NUMUNE SICRAMA DIRENCI SONU A
BASINCI (kPa) ISTENEN

1 >21.3 kPa GECER
2 >21.3 kPa GEGER
3 >21.3 kPa GECER =z
4 >21.3 kPa GEGER
5 >21.3 kPa GEGER
6 >21.3 kPa GECER
7 >21.3 kPa GEGER
8 >21.3 kPa GEGER
9 >21.3 kPa GECER
10 >21.3 kPa GECER
1 >21.3 kPa GEGER
12 >21.3 kPa GEGER
13 >21.3 kPa GEGER
14 >21.3 kPa GEGER
15 >21.3 kPa GECER
16 >21.3 kPa GEGER
17 >21.3 kPa GEGER Eows
18 >21.3 kPa GEGER
19 >21.3 kPa GEGER
20 >21.3 kPa GEGER
21 >21.3 kPa GEGER
22 >21.3 kPa GEGER
23 >21.3 kPa GEGER
24 >21.3 kPa GEGER
25 >21.3 kPa GEGER
26 >21.3 kPa GECER
27 >21.3 kPa GECER
28 >21.3 kPa GECER
29 >21.3 kPa GEGER
30 >21.3kPa GEGER
31 >21.3 kPa GEGER
32 >21.3 kPa GEGER

Ortalama Sonug >21.3 kPa GEGCER
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