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Miisterinin adi:
Adresi:

Aler firma:

Ilgili kigi:

Istek numarast:
Model numarasi:

Numunenin adi ve tarifi:

Numunenin kabul tarihi:

ilave numune ve/veya ilave bilgi gelis
tarihi:

Deneyin yapuldigr tarih:

flave numune vefveya ilave bilgi geliy
tarihi:

Actklamalar:

Numune alim:
Numunenin son kullaninu:
Yikama taliman:

Raporun sayfa sayist:

Tarih
30.11.2020

UNIVERSAL SERTIFIKASYON VE GOZETIM HIZMETLERI TICARET LTD.STI.

NECIP FAZIL BULVARI KEYAP SITESI E2 BLOK NO:44/84 YUKARI
DUDULLU UMRANIYE/ISTANBUL

TOROSDENTAL INSAAT ITHALAT [HRACAT SANAYI VE TICARET ANONIM
SUAT KACMAZ

SECURE PLUS

Beyaz dokusuz viizey maske

20.11.2020

20.11.2020-30.11.2020

Bu raporda verilen sonuglar musteri tarafindan gonderilen numuneye aittir,

Belirtilmedi

5

Tiirk Akreditasyon Kurumu (TURKAK) deney raporlarinin taminmast konusunda Avrupa Akreditasyon Birligi (EA) ve
Uluslararast Laboratuvar Akreditasyon Birligi (ILAC) ile karstltklt tamnma antlagmasin imzalamgtir

Deney laboratuvart olarak faaliyet gosteren EKOTEKS LABORATUVAR
TURKAK 'tan AB-0583-T akreditasyon dosya numarasi ile ISO 17025:2017 standardina gdre akredite edilmigtir. ,

Deney ve/ veya dlgiim sonuglar, genisletilmis lciim belirsizlikleri (olmast halinde) ve deney metodlart bu sertifikanin
tamamlayict kisnu olan takip eden sayfalarda verilmistir.

ve GOZETIM HIZMETLERI A.S.

Laboratuvar Miidiirii
Sevim A. RAZAK
30.11.2020

| plua]

aporlar gecersizdir

yazili izni olmadan kismen kopyalanip ¢ogaltilamaz.
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ISTENEN TESTLER SONUC ACIKLAMA

MIiKROBiYOLOJIK TESTLERI

Bakteri Filtrasyon EtkinlikTesti-BFE P TiP IIR

Mikrobiyal Temizlik (Biyoyiik) P

FiZIKSEL TESTLER

Basing Farki P

Kan Sigrama Direnci P

P:Geger

F:Kalir

R:Alici firmanin teknik kisisine bagvurunuz.

Test sonuglart EN 14683:2019+AC :2019 Tablo 1 limit degerlerine gére degerlendiriimistir.

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

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyalanip ¢ogaltilamaz.
Imzasiz ve miihiirsiiz raporlar gegersizdir.
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TEST SONUCLARI
Tibbi yiiz maskeleri — Gereklilikler ve Deney Ydntemleri
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)
Ornek, aerosol ve mikrobiyal yik érnekleme haznesi arasina sikistirilir. Vakum sistemi yardimiyla bakteri

iceren aerosol, filtreden gegirilir. Ornegin bakteri filtrasyon etkinligi, drnekten gegen koloni olusturan birimlerin
sayisinin bakteri yikl, aerosolde mevcut olan koloni olusturan birimlerin sayisinin yizdesi olarak ifade edilir.

Deney Akig Hizi 28,3 L/dk
Toplam Deney Akis Siiresi 2 dakika
Numune Olgiileri 5 adet maske
Test Alani 4.9 cm? (5 replicas)
Test Kondiisyon (21 £ 5) °C and (85 % 5) % badil nem, 4 saat
Test Mikroorganizmasi Staphylococcus aureus ATCC 6538
Bakteri konsantrasyonu (kob/ ml) 5x10° kob/ ml
Inkiibasyon siiresi, sicaklik 37+£2°C,20-52h
Pozitif Kontrol Numune Bakteri Sayisi 2.4 x10° kob/ ml
Ortalamasi (C)
Ortalama Partikiil Boyutu (MPS) 2.9 ym
SONUCLAR
Deney Numunesi Sayisi Deney Numunesi Bakteri Bakteri Filtrasyon Istenen
Sayisi(kob) Verimliligi (%B) Deger
(T) BFV (%)
1 45 %98.1
2 49 %98.0 Tip 1295
0,
3 40 4383 Tip Il 298
4 36 %98.5
5 30 %98.8

kob: koloni olugturan birim
B=(C-T)/Cx100

%B: Bakteri Filtrasyon Verimliligi
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TEST SONUCLARI
BASING FARKI (NEFES ALABILIRLIK)

Test Metodu: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019)

Test Kondiisyon kosulu ve siresi: (21 + 5) °C ve (85 £ 5) % bagil 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 degeri Pa (Pascal) olarak kayit edilir.

NUMUNE BASINC PARKI SONUC ISTENEN
1 32,5 Palcm’
2 27,6 Palcm2
3 35,2 Palcm2 < 60 Palcm’
4 32,5 Pa/lcm2
Ortalama Sonug 32,8 Pa/lcm2

MiKROBIYAL TEMIZLIK (BiYOYUK)

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

5 numune galisilir. Numune tartilir ve test gozeltisi igerisine atilarak iyice galkalanir (250 rpm de 5 dk) ve
uygun besiyerlerine ekilir. Toplam aerobik bakteriler igin 30+1°C'de 72 saat, kif ve maya igin ise 20-25 °C'de
7 giin inkibasyon sonrasi agarda olusan mikroorganizmalar sayilir ve toplam sonug verilir. Ortalama sonug
verilir.

SONU ISTENEN
Mikrobiyal Temizlik (kob/gr) 20 kob/gr AEORDE

*kob:Koloni olugturan birim
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TEST SONUGLARI
KAN SIGRAMA DIRENCI

Test Metodu: EN 14683:2019+AC :2019 (Madde 5.2.4) tibbi yiiz maskesinin sivi sigramalarina nifuz etmesine karsi
direng ISO 22609 :2004 Giysilerin enfekte edici ajanlara karsi koruma - Tibbi yiiz maskeleri - Sentetik kanin niifuz
etmesine kars! direng icin test yontemi (sabit hacim, yatay olarak yansitiimig)

Test Kondusyon kosulu ve suresi: (21 + 5) °C ve (85 + 5) % bagil nem, 4 saat , 32 farkli deney numunesi alinir.

NUMUNE SICRAMA DIiRENCI SONUC .
BASINCI (kPa) ISTENEN

1 >21.3 kPa GEGCER
2 >21.3 kPa GECER
3 >21.3 kPa GEGER
4 >21.3 kPa GECER
5 >21.3 kPa GECER
6 >21.3 kPa GEGCER
7 >21.3 kPa GEGER
8 >21.3 kPa GECER
9 >21.3 kPa GEGCER
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 GEGER
16 >21.3 kPa GEGER >16 kPa
17 >21.3 kPa GEGCER Tip IIR maske
18 >21.3 kPa GECER
19 >21.3 kPa GEGER
20 >21.3 kPa GECER
21 >21.3 kPa GECER
22 >21.3 kPa GECER
23 >21.3 kPa GECER
24 >21.3 kPa GECER
25 >21.3 kPa GECER
26 >21.3 kPa GEGER
27 >21.3 kPa GEGER
28 >21.3 kPa GECER
29 >21.3 kPa GECER
30 >21.3 kPa GEGER
31 >21.3 kPa GEGER
32 >21.3 kPa GEGER

Ortalama Sonug >21.3 kPa GEGER

SayfaS/5
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TEST REPORT TS EN ISO/IEC 17025
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EKOTEKS 20043818
LABORATUVAR VE GOZETIM HIZMETLERI AS. .lna
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Customer name:
Address:

Buyer name:

UNIVERSAL SERTIFIKASYON VE GOZETIM HIZMETLERI TICARET LTD.STL

NECIP FAZIL BULVARI KEYAP SITESI E2 BLOK NO:44/84 YUKARI
DUDULLU UMRANIYE/ISTANBUL _
TOROSDENTAL INSAAT ITHALAT [HRACAT SANAYI VE TICARET ANONIM

Contact Person: SUAT KACMAZ
Order No: -

Article No: SECURE PLUS
Name and identity of test item: White non woven mask
The date of receipt of test item: 20.11.2020
Re-submitted/re-confirmation -

date:
Date of test:

20.11.2020-30.11.2020
Remarks: -

Sampling: The results given in this report belong to the received sample by vendor.
End-Use: .

Care Label: -

Number of pages of the report: 5

The Turkish Accreditation Agency (TURKAK) is signatory to the nudtilateral 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-T] for
180 17025:2017 as test laboratory.

The test and/o

urement results, the uncertainties (if applicable) with confidence probability and test methods are given on the

Date Customer Repres Head of Testing Laboratory

YESIM

Sevim A. RAZAK
30.11.20
\ V)
NS (_

% reproduced other than in full except with the pegiission of the laboratory.
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REQUIRED TESTS RESULT COMMENTS

MICROBIOLOGICAL TESTS

Bacterial Filtration Efficiency-BFE P TYPE IIR

Microbial Cleanliness(Bioburden) P

PHYSICAL PROPERTIES

Breathability(Differential Pressure) P

Blood Splash Resistance P

P: Pass

F: Fail

R: Refer to retailer technologist

Test results 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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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 14683+AC:2019)

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
Total Test Flow Time 2 minute
Sample Sizes 5 pieces mask
Test Alani 4.9 cm? (5 replicas)
Test Condition (21 £ 5) °C and (85 % 5) % relative humidity, 4 hours
Test Microorganism Staphylococcus aureus ATCC 6538
Bacterial concentration (cfu/ ml) 5x10° cfu/ ml
incubation conditions 24 hour, 35C+2°C
Positive control sample average 2.4 x10° cfu/ ml
of number of Bacteria (C)
Mean particle size (MPS) 2.9 um
RESULTS
Number of Test Sample Test Sample (T) Bacterial Filtration Requirement
Number of Bacteria Efficiency (% B) BFE (%)
(cfu)
1 45 %98.1
T 1295
2 29 %98.0 i
3 40 %98.3 Type Il 298
4 36 %98.5
5 30 %98.8

cfu: Colony-forming unit
B=(C-T)/C x 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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TEST RESULT
BREATHABILITY (Differential Pressure)

Test Metodu: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019)
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 32,5 Pa/cm?
2 27,6 Palcm?2
3 35,2 Palcm?2 <60 Palem’
4 32,5 Palcm?2
Average Result 32,8 Pa/cm2

MICROBIAL CLEANLINESS (Bioburden)

Test Metod: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019)
EN SO 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 (cfu/g) 20 cfulg =30 cfu/g

*cfu= Colony forming unit.
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TEST RESULT

BLOOD SPLASH RESISTANCE

Test Metod: EN 14683:2019+AC :2019 (Clause 5.2.4) the resistance of the medical face mask to penetration

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

32 different sample was taken

Gen.f136-2/03

SPLASH RESISTANCE RESULTS
PRESSURE (kPa) REQUIREMENT

1 >21.3 kPa PASS

2 >21.3 kPa PASS

3 >21.3 kPa PASS

4 >21.3 kPa PASS

5 >21.3kPa PASS

6 >21.3kPa PASS

7 >21.3kPa PASS

8 >21.3 kPa PASS

9 >21.3kPa 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 >21.3kPa PASS

16 >21.3kPa PASS >

17 >21.3 kPa PASS T-;;eGIIkaPa?k

18 >21.3kPa PASS

19 >21.3kPa PASS

20 >21.3kPa PASS

21 >21.3kPa PASS

22 >21.3kPa PASS

23 >21.3kPa PASS

24 >21.3kPa PASS

25 >21.3kPa PASS

26 >21.3kPa PASS

27 >213 kPa PASS

28 >21.3 kPa PASS

29 >21.3kPa PASS

30 >21.3 kPa PASS

31 >21.3 kPa PASS

32 >21.3kPa PASS
Average Result >21.3kPa PASS
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Report No: 2020030976
Applicant: TOROSDENTAL iNS. iTH. iHR. SAN. VE TiC. A.S.

Tahilpazari Mah. 459 Sk. No:20/101 Karaboga Melli ish.Muratpasa /Antalya
Contact Person: Mehmet Ozgelik
Contact Telephone: 0242 247 7616
Contact e-mail: mehmet@torosdental.com
Sample Accepted on: 17.08.2020
Report Date: 03.09.2020
Total number of pages: 9 (Pg)
Sample ID: Surgical Mask / Cerrahi Maske

TEST METHOD Specimen RESULT
PASS

Medical face masks - Requirements and
test methods

EN 14683+AC 2019 Surgical Mask

TYPE IR

i

Seal Customer Representative Laboratory Manager
Hasan KUTLU Hava SARIAYDIN

PR33-F01/08.10.2015/Rev: 17.01.2017-R01
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Laboratory Services EUROLAB LABORATORY SERVICES
TURCERT TEKNIK KONTROL VE BELGELENDIRME AS.

EUROLAB ® (TURCERT TEKNiK KONTROL VE BELGELENDIRME A.S.)

It is prohibited to change any and all versions of this document in any manner whatsoever. In case of a conflict

between the electronic version (e.g. PDF file) and the original paper version provided by EUROLABS®, the latter
will prevail.

TURCERT Teknik Kontrol ve Belgelendirme A.$. disclaim liability for any direct, indirect, consequential or
incidental damages that may result from the use of the information or data, or from the inability to use the
information or data contained in this document.

The contents of this report may only be transmitted to third parties in its entirety and provided with the
copyright notice,prohibition to change, electronic versions’ validity notice and disclaimer.

Environment

The requirements and standards apply to equipment intended for use in

Residential (domestic) environment

Commercial and light-industrial environment

Industrial environment

x| »x| X| X

Medical environment
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Scope

This European Standard specifies construction, design, performance requirements and test methods for medical
face masks intended to limit the transmission of infective agents from staff to patients during surgical
procedures and other medical settings with similar requirements.

Requirements and Test Methods
1. Bacterial Filtration Efficiency

2. Differantial Pressure

3. Splash Resistance Pressure

4. Microbial Cleanliness

All tests shall be carried out on finished products or samples cut from finished products, if applicable in their
sterile state.

1. Method for in-vitro determination of bacterial filtration efficiency (BFE)

Principle

A specimen of the mask material is clamped between a six-stage cascade 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.

Reagents and materials

Describe commercially available solutions of tryptic soy agar, tryptic soy broth and peptone water.

Tryptic soy agar

Formula/liter:

Enzymatic digest of casein 15g

Enzymatic digest of soybean meal 5g

Sodium chloride 5g

Agar 15g

Final pH 7,3+0,2at25°C

i
PR33-| .10, ev 17 el
R33-F01/08.10.2015/R: \;%QJI?EQ%
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Tryptic soy broth

Formula/liter:

Enzymatic digest of casein 17 g

Enzymatic digest of soybean meal 3g

Sodium chloride 5g

Dextrose 25¢g

Final pH 7,3+0,2at25°C

Peptone Water

Formula/liter:

Peptone lg
Sodium chloride 5g
Final pH 7,3+£0,2at25°C

Preparation of bacterial challenge

Staphylococcus aureus shall be inoculated into 30 ml tryptic soy broth in an Erlenmeyer flask and incubated with mild
shaking at a temperature of (37 + 2) °C for (24 + 2) h. The culture shall then be diluted in peptone water to give a
concentration of approximately 5 x 105 cfu/ml.

The bacterial challenge shall be maintained at (2 200 + 500) cfu per test. The bacterial challenge shall be determined on
the basis of experience and previous positive control plates (see B.6.3) and the dilution of the challenge suspension
adjusted accordingly. The mean particle size in the bacterial challenge shall be maintained at (3,0 £0,3) um (see B.6.9).

Procedure
Assemble the apparatus in accordance with the flow chart shown in Figure 1.
Deliver the bacterial challenge to the nebulizer using the peristaltic or syringe pump.

Perform a positive control run without a test specimen. Initiate the bacterial challenge by turning on the vacuum pump
and adjust the flow rate through the cascade impactor to 28,3 |/min. Deliver the bacterial challenge for 1 min. Maintain
the airflow through the impactor for 2 min. Then remove the plates from the impactor. Ensure that each plate is numbered
to indicate its position in the impactor.

Place fresh plates in the impactor, fix a test specimen in place and repeat the above procedure.
Repeat this procedure for each test specimen.
After the last test specimen has been tested, perform a further positive control run.

Perform a negative control run by passing air, without addition of the bacterial challenge, through the cascade impactor
for 2 min.

PR33-F01/08.10.2015/R, &%UEB)GEE

&,
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Incubate all the plates at (37 + 2) °C for (48 + 4) h. For each specimen and control run, count the number of colonies on
each plate and add up the counts to give the total number of cfu collected by the impactor using the “positive hole”
conversion Tablel in accordance with the instructions of the cascade impactor manufacturer. For the two positive control
runs, take the mean of the two totals. From the positive control plates calculate the mean particle size of the bacterial
challenge aerosol using the “positive hole” conversion table in accordance with the instructions of the cascade impactor
manufacturer.

Calculation of bacterial filtration efficiency

For each test specimen calculate the bacterial filtration efficiency B, as a percentage, using the following formula:
B=(C-T)/Cx100

Where;

Cis the mean of the total plate counts for the two positive control runs;

Tis the total plate count for the test specimen.

2. Method For Determination of Breathability (Differential Pressure)

Principle

A device which measures the differential pressure required to draw air through a measured surface area at a constant air
flow rate is used to measure the air exchange pressure of the medical face mask material, as shown in Figure 1. Water-
filled manometers (M1 and M2) are used to measure the differential pressure. A flow meter is used for measurement of
the airflow. An electric vacuum pump draws air through the apparatus and a needle valve is used to adjust the airflow
rate.

Key

1 air inlet 5 manometer M2
2 flow meter 6 valve

3 manometer M1 7 vacuum pump

4 filter material

Figure 1 — Apparatus for measuring air resistance
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Procedure

The test specimen is placed across the 2,5 cm diameter orifice (total area 4,9 cm2) and clamped into place so as to
minimise air leaks and that the tested area of the specimen will be in line and across the flow of air.

The pump is started and the flow of air adjusted to 8 I/min.

The manometers M1 and M2 are read and recorded.

The procedure described in steps 1 through 3 is carried out on 5 (or appropriate number of) different areas of the mask
and the readings averaged.

Calculation of differential pressure

For each test specimen calculate the differential pressure AP as follows:
AP = (Xm1 -Xm2)/4,9
Where;

Xm1 is pressure in Pa, manometer M1, mean of 5 test areas, low pressure side of the material;
Xm2 is pressure in Pa, manometer M2, mean of 5 test areas, high pressure side of the material;
4,9 is the cm2 area of the test material;

AP is the differential pressure per cm2 of test material expressed in Pa.

3. Splash Resistance

When tested in accordance with 1SO 22609 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.

4. Microbial Cleanliness (Bioburden)

When tested according to EN ISO 11737-1 the bioburden of the medical mask shall be <30 cfu/g tested (see Table 1).
To determine the mask’s bioburden according to EN ISO 11737-1, follow the procedure below:
The number of masks that shall be tested is minimum 5 (five), but can be greater if necessary to allow for an AQL of 4 %.

Weigh each mask prior testing. The full mask is aseptically removed from the packaging and placed in a sterile 500 ml
bottle containing 300 ml of extraction liquid (1 g/I Peptone, 5 g/1 NaCl & 2 g/| polysorbate surfactant 20 [e.g. Tween 20,
Alkest TW 201)).

The bottle is laid down on an orbital shaker and shaken for 5 min at 250 rpm. After this extraction step, 100 ml of the
extraction liquid is filtered through a 0,45 p filter and laid down on a TSA plate for the total viable aerobic microbial count.
Another 100 ml aliquot of the same extraction liquid is filtered in the same way and the filter plated on Sabouraud
Dextrose agar (SDA) with chloramphenicol for fungi enumeration. The plates are incubated for 3 days at 30 °C and 7 days
at (20 - 25) °C for TSA and SDA plates respectively.

The total bioburden is expressed by addition of the TSA and SDA counts.
In the report, indicate the total bioburden per mask and based on the mask weigh, the total bioburden per gram tested.
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TEST REQUIREMENTS

Test Type I Type ll Type lIR
Bacterial filtration
> > >
efficiency (BFE), (%) e i =
Differential pressure
(Pa/cm2) <40 <40 <60

Splash rea;’izm):e Rressirg Not required Not required >16,0
a

Microbial cleanliness <30 <30 <30
(cfu/g)

° Type | medical face masks should only be used for patients and other persons to reduce the risk of spread
of infections particularly in epidemic or pandemic situations. Type | masks are not intended for use by
healthcare professionals in an operating room or in other medical settings with similar requirements.
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TEST RESULTS
EN 14683 Inspection

SAMPLE : Surgical Mask

oy UNITED
) ACCREDITATION
w.. FOUNDATION
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Test Type Result Evaluation
98.03
98.03
Bacterial filtration efficiency 1 2 2R
98.06 98.04 PASS
(BFE), (%) >95 >98 >98 . @ :
98.05
98.06
iff ;
Differential pressure <40 £ a0 < 60 29 PASS
(Pa/cm2)
Splash resistance pressure N/A N/A > 16,0 17 Type IIR
(kPa)
Microbial cleanliness (cfu/g) <30 26 PASS
Free Area
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MASK IMAGES UNDER THE TEST

***End of Report***
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