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1. AMAG:
1. PURPOSE:

Bu protokol, TS EN 14683+AC / EYLUL 2019 Tibbi Yiiz Maskeleri- Gereklilikler ve
Deney yontemleri, ISO 22609 / 2004 Tibbi Yiz Maskeleri Test Kargli Direng Yontemi,
Sentetik Kan Yoluyla Penetrasyon, EN ISO 11737-1 / 2018 Saghk bakim Urtnlerin
sterilizasyonu - Mikrobiyolojik yontemler - Bélim 1: Uriinler izerindeki mikroorganizma
popllasyonunun tespiti; glincel standart metotlar kullanilarak maskelerin test edilmesi ve
sinifina ve kullanim amacina gére performansinin dogrulanmasi amaci ile hazirlanmistir.

This protocol, TS EN 14683 + AC / SEPTEMBER 2019 Medical Face Masks - Requirements and
Test methods, ISO 22609/2004 Medical Facial Mask Test Resistance Method, Penetration Through
Synthetic Blood, EN ISO 11737-1 / 2018 Sterilization of health care products - Microbiological
methods - Part 1: Determination of the microorganism population on the products, It has been
prepared to test the masks using current standard methods and to verify their performance
according to their class and intended use.

2.KAPSAM:
2. SCOPE:

Bu protokol, TS EN 14683+AC / EYLUL 2019 Tibbi Yiiz Maskeleri- Gereklilikler ve
Deney yontemleri, ISO 22609 / 2004 Tibbi Ylz Maskeleri Test Karsi Direng Yontemi,
Sentetik Kan Yoluyla Penetrasyon ve EN ISO 11737-1 / 2018 Saglk bakim drinlerin
sterilizasyonu - Mikrobiyolojik yéntemler - Boélim 1: Uriinler lizerindeki mikroorganizma
poptlasyonunun tespiti standartlarinda belirtilen asagidaki test faaliyetlerini kapsar.

This protocol, TS EN 14683 + AC / SEPTEMBER 2019 Medical Facial Masks - Requirements and
Test methods, ISO 22609/2004 Medical Facial Masks Test Resistance Method, Penetration through
Synthetic Blood and sterilization of EN ISO 11737-1 / 2018 Healthcare products - Microbiological
methods - Part 1: Covers the following testing activities specified in the identification of the
microorganism population on products. ‘
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3. TEST EDILECEK MASKENIN TANIMLANMASI
3. DESCRIPTION OF THE MASK TO BE TESTED

®
3.1 Uriiniin Markasi : eXX
3.1 Brand of the Product
3.2.1 Uriiniin Lot Numarasi : 10'lu paket BS05201110 - 50’li paket BS02201110
3.2.1 Lot Number of the Product

3.2.2 Uriiniin Ambalajli Resmi  :
3.2.2 Packaged Picture of the Product

Ce

Cerrahi Yuz Maskesi
Surgical Face Mask
v 3 Katli / 3 Layers

=32 =3 ' Lastikli / Eiastic £ar Loops
Cerrahi Yz Maskesi

li:l];l}:n e Surgical Face Mask

50 ADET
3 KATU
Tekli Poset

SUADET/ SCJUTS

Maske nasil kullanilir?
How to use face mask?

Cerrahi Yz Maskesi
Surgical Face Mask

50 ADET
3 KATLI

TEKLI POSET

W

8 1699009"54077

Omld Firma: BS Basar Saguk Oriinteri Medikal
San ve Tic. Ltd.

Zimriitevter Mah Candan Sk. No:43/11

Maltepe / [stanbut

Tel (0216) 442 64 44

wewbasarsaglik.com.tr

Bir ambalajda 50 adet Griin bulunmaktadir.
There are 50 products in one package.
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Cerrahi Yiiz Maskesi
Surgical Face Mask

=l

\oEEr Cerrahi Yz Maskesi
lﬂ?n UL Surgical Face Mask
L}

Ml e rme S B Sagek Ordoteri Medinat
Soove Tic LML S5
Zimrsteviar Mab. Candan

Bir ambalajda 10 adet trln bulunmaktadir.
There are 10 products in one package.

3.2.2 Uriiniin Tekli Resmi
3.2.2 Single Image of the Product
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4. GEREKSINIMLER
4. REQUIREMENTS

4.1 GENEL
4.1 GENERAL

4.1.1 Malzeme ve Imalati :
4.1.1 Materials and Manufacturing:

Gereklilik :
Requirement:

Tibbi yiiz maskesi, genellikle kumag katmanlari arasina yerlegtirilen, yapigtirilan veya
kaliplanan bir filtre katmanlarindan olusan tibbi bir cihazdir. Tibbi yliz maskeleri, amaglanan
kullanim sirasinda parcalanmamali, ayriimamali veya yirtilmamahdir. Filtre ve tabaka
malzemelerinin segiminde temizlige dikkat edilmelidir. Maskenin pileleri agagi yone bakacak
sekilde katlanmaldir.

The medical face mask is a medical device that consists of filter layers, usually placed
between layers of fabric, glued or molded. Medical face masks should not be torn, separated or torn

during intended use. Care should be taken in choosing the filter and layer materials. The pleats of
the mask should be folded downwards.

Degerlendirme :
Assessment:

Uretimi yapilan tibbi yiiz maskesi agagidaki resimde belirtildigi tzere, tg katmandan
imal edilmis ve katmanlar birbirlerine ultrasonik yapistirma ydntemi kullanilarak
birlestirilmistir. Maskenin pileleri agagi yone bakmaktadir.

The manufactured medical face mask is made of three layers, as indicated in the picture below, and

the layers are joined together using the ultrasonic bonding method. The pleats of the mask are
facing down.
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Sonug :
Result:

Uretilen Giriin (Tip I, Tip II, Tip IIR) Kriterlerine, TS EN 14683+AC ye gore UYGUN
dur.

The product produced is SUITABLE for (Type I, Type II, Type IIR) Criteria according to TS EN
14683 + AC.

4.1.2 Tasarim :
4.1.2 Design :

Gereklilik
Requirement:

Tibbi yliz maskesi giyenin; burun, agiz, genesine yliziiniin yan bélgesine tam olarak
oturmasini saglamalidir.

Tibbi yiiz maskeleri farkh sekillerde ve yapilarda uretilebilinir. Yz maskelerinde;
bugu onleme fonksiyonu olan veya olmayan vyiz siperi (kullaniclyr sigramaya ve
damlaciklara karsi korumak igin) veya burun koprisu (burun hatlarina uyum saglayarak
uyumunu arttirmak igin) cesitli tiplerde olabilir.

Wearing a medical face mask; nose, mouth, chin to fit the side area of the face.

Medical face masks can be produced in different shapes and structures. In face masks; The
face shield with or without anti-fog function (to protect the user against splashes and droplets) or the
bridge of the nose (to improve compliance by adapting to the nose lines).
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Degeriendirme :
Assessment :

OLCUM BOLGESI / MEASUREMENT REGION OLCULEN DEGER (mm) MEASURED VALUE
L1-1 / SAG KULAK LASTIK BOYU RIGHT EAR TIRE LENGTH 168
L1-2 / SAG LASTIK BOYU RIGHT TIRE LENGTH 169
L2 / MASKENIN BOYU THE LENGTH OF THE MASK 170
L3-1 / SOL KULAK LASTIK BOYU LEFT EAR TIRE LENGTH 169
L3-2/ SOL LASTiIK BOYU LEFT TIRE LENGTH 175
L4 / BURUN SIKISTIRMA TELI NOSE COMPRESSION WIRE 100
L5/ MASKENIN ENi THE WIDTH OF THE MASK 95
Olgiimler 10 érnedin ortalamasini ifade eder. Measurements represent the mean of 10 samples.
Maskenin Agirhig1 / Mask Weight 32g
Sonug :
Result:

Uretilen maske yukaridaki &lgiilerde Gretilmis ve 3 farkh denek Uzerinde
degerlendirildiginde; Grlnin ytze tam oturdugu ve kenarlarda bogluk olmadigi gézlenmigtir.

Uretilen Griin (Tip I, Tip II, Tip IIR) Kriterlerine, TS EN 14683+AC ye gore UYGUN
dur.

When the produced mask was produced in the above dimensions and evaluated on 3 different
subjects; It was observed that the product fits well on the face and there is no gap on the edges.

Serif Ali Mah. Edep Sk. No:45 Y.Dudullu - Umraniye / Istanbul - Tiirkiye Tel: +90 216 398 48 08 Pbx Fax: +90 216 328 48 09
www.atakalibrasyon.com www.atakalibrasyon.com.tr info@atakalibrasyon.com



— i A
L/ ATA KALIBRASYON (N '
t i SAN. VE TiC. LTD. STL. |

TESTING LABORATORY
ISO/IEC 17025:2017
NAC-010-TL

EN 14683 “CERRAHI MASKELER” MUAYENE VE TEST RAPORU

EN 14683 " SURGICAL MASKS " INSPECTION AND TEST REPORT
Rapor No /report No @ 151120FUO4
Rapor Tarihi / Report Date : 15.11.2020 REV.:00
Dékiiman No / pocument No : FRM.041

The product produced is SUITABLE for (Type I, Type II, Type IIR) Criteria according to TS EN
14683 + AC.

4.2 PERFORMANS SARTLARI:
4.2 PERFORMANCE CONDITIONS:

4.2.1 Bakteri Filtrasyon Verimliligi (BFE) :
4.2.1 Bacterial Filtration Efficiency (BFE):

Gereklilik :
Requirement:

Deney Akis Hizi / Test Flow Rate : 28,3 L/dk

Toplam Deney Akig Suresi : 2 dakika / 2 minutes
Total Test Flow Time

Numune Olgtileri / Sample Size : 9 x 9 cm

Test Mikroorganizmasi : Staphylococcus aureus ATCC 6538
Test Microorganism

Bakteri Konsantrasyonu : 5 x 10° kob/ml

Bacteria Concentration

Inkiibasyon Stiresi, Sicaklik :37+£2°C,20-52h

Incubation Time, Temperature

Pozitif Kontrol Bakteri Ort.(C) : 2.83x10% kob/ml
Average of Positive Control Bacteria

Test Kondisyon / Test Condition : (21£5)°C, %(85+5) bagil nem, 4 saat
(21+5)°C, (85+5)% relative humidity, 4 hours

Bakteriyel filtrasyon verimliligi igin TS EN 14683+AC EK B'ye gére test edildiginde,
tibbi yliz maskesinin bakteriyel filtrasyon verimliligi (BFE) asadidaki tabloda belirtilen ilgili
tip icin verilen minimum dedgere uygun olmalidir.

For bacterial filtration efficiency, when tested according to TS EN 14683 + AC APPENDIX B,
the bacterial filtration efficiency (BFE) of the medical face mask should comply with the minimum
value given for the relevant type specified in the table below.

TEST TiP1/TYPEI TiPW/TYPE N TiP IR /TYPE IR
BAKTERIYEL FILTRASYON
VERIMLILIGi (BFE) % =05 >98 >98
BACTERIAL FILTRATION EFFICIENCY (BFE)%
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Sonug :
Result:
DENEY NUMUNESi BAKTERI SAYISI BAKTERIYEL FILTRASYON
DENEY NUMUNESI SAYISI (kob) (T) VERIMLILIGi (%BFE)
TEST SAMPLE NUMBER EXPERIMENT SAMPLE NUMBER OF | BACTERIAL FILTRATION EFFICIENCY (BFE%)
BACTERIA (cfu)
1 45 98,4%
2 39 98,6%
3 42 98,5%
4 45 98,4%
5 39 98,6%
Ortalama / Average - 98,5%

BFE = (C-T) / C x 100

Uretimi yapilan tibbi yiiz maskesinde alinan iki numune ortalama filtrasyon verimliligi
(BFE) % 98.5 olarak hesaplanmistir.

Uretilen Griin (Tip I, Tip II, Tip IIR) Kriterlerine, TS EN 14683+AC ye gére UYGUN
dur.

The average filtration efficiency (BFE) of the two samples taken in the manufactured medical
face mask was calculated as 98.5 %.

The product produced is SUITABLE for (Type I, Type II, Type IIR) Criteria according to TS EN
14683 + AC.

4.2.2 Solunabilirlilk :
4.2.2 Respirability :

Gereklilik :
Requirement:

TS EN 14683+AC EK C'ye gére test edilen tibbi yliz maskelerinin fark basinci
asagidaki tabloda belirtilen ilgili tip igin verilen degerlere uygun olmahdir.

The differential pressure of medical face masks tested according to TS EN 14683 + AC ANNEX
C should comply with the values given for the relevant type indicated in the table below.

TEST TiP1/ TYPEI TiPW/7YPEN | TiPUR / TYPEIIR
FARK BASING
DEGERI (Pa/cm2) <40 <40 <60
DIFFERENTIAL PRESSURE VALUE (Pa / cm2)
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Sonug :
Result:
TEST NUMUNESININ TEST BASINC FARK
TEST SAMPLE HAVA AKIS ALANI DEGERI HESARLANRN UYGUNLUK
BEYANI
NUMARASI | BOLGESI DEBISI — DIFFERENTIAL DEGER DECLARATION
NUMBER AREA AIR FLOW PRESSURE VALUE CALCULATED VALUE OF
RATE CONFORMITY
1 8 1/min 5,0 cm? 106 Pa 21.2 Pa/cm?
1 2 8 1/min 5,0 cm? 124 Pa 24.8 Pa/cm? UYGUN
3 8 1/min 5,0 cm? 115 Pa 23.0 Pa/cm? SUITABLE
Ort. Aver. 115 Pa 23.0 Pa/cm?
1 8 1/min 5,0 cm? 106 Pa 21.2 Pa/cm?
5 2 8 1/min 5,0 cm? 106 Pa 21.2 Pa/cm? UYGUN
3 8 1/min 5,0 cm? 93 Pa 18.6 Pa/cm? SUITABLE
Ort. Aver. 102 Pa 20.3 Pa/cm?
1 8 1/min 5,0 cm? 126 Pa 25.2 Pa/cm?
3 2 8 1/min 5,0 cm? 111 Pa 22.2 Pa/cm? UYGUN
3 8 1/min 5,0 cm? 100 Pa 20.0 Pa/cm? SUITABLE
Ort. Aver. 112 Pa 22.5 Pa/cm?
1 8 1/min 5,0 cm? 108 Pa 21.6 Pa/cm?
a 2 8 1/min 5,0 cm? 105 Pa 21.0 Pa/cm? UYGUN
3 8 1/min 5,0 cm? 98 Pa 19.6 Pa/cm? SUITABLE
Ort. Aver. 104 Pa 20.7 Pa/cm?
1 8 1/min 5,0 cm? 102 Pa 20.4 Pa/cm?
5 2 8 1/min 5,0 cm? 120 Pa 24.0 Pa/cm? UYGUN
3 8 1/min 5,0 cm? 96 Pa 19.2 Pa/cm? SUITABLE
Ort. Aver. 106 Pa 21.2 Pa/cm?

Uretilen maskelerden alinan bes numunenin, her birinin Ug farkli bélgesinden alinan
dlctim sonuglar (Tip I, Tip II, Tip IIR) Kriterlerine, TS EN 14683+AC ye gére UYGUN dur.

The measurement results taken from three different regions of each of the five samples taken
from the produced masks are SUITABLE according to the criteria (Type I, Type II, Type IIR) and TS

EN 14683 + AC.

4.2.3 Sigrama Direnci :
4.2.3 Splash Resistance :

Gereklilik :
Requirement:

Serif Ali Mah. Edep Sk. No:45 Y.Dudullu - Umraniye / Istanbul - Turkiye Tel: +90 216 398 48 08 Pbx Fax: +90 216 328 48 09
www.atakalibrasyon.com www.atakalibrasyon.com.tr info@atakalibrasyon.com




\ | | ATA KALIBRASYON
4§ SAN.VETIC.LID.STi.

TESTING LABORATORY
1SO/IEC 17025:2017
NAC-010-TL

EN 14683 “CERRAHI MASKELER” MUAYENE VE TEST RAPORU

EN 14683 " SURGICAL MASKS " INSPECTION AND TEST REPORT

Rapor No /report No  : 151120FUQ04
Rapor Tarihi / Report Date : 15.11.2020 Rev.:00
Dokiiman No / Document No : FRM.041-

TS EN 14683+AC Standartinin (5.2.4) maddesi testi, ISO 22609:2004 standardini
refere etmektedir. Tibbi yiiz maskelerinin sivi sigramasina karsi direnci asagidaki tabloda
belirtilen ilgili tip igin verilen dederlere uygun olmalidir.

TS EN 14683 + AC Standard (5.2.4) clause test refers to ISO 22609: 2004 standard. The
resistance of medical face masks to splashing liquid must comply with the values given for the
relevant type indicated in the table below.

TEST TiP1/ TYPEI TiPU/ TYPEN TIPUR / TYPE IIR
DIRENCI
SICRAMA ENCI GEREKMEZ GEREKMEZ 516.0
kPa NOT NECESSARY NOT NECESSARY =
SPLASH RESISTANCE kPa
Sonug :
Result:

Uretilen maskelerin tizerine 16.0 kPa basingla suni kan sigratiimigtir.
In the artificial blood splashes with 16.0 kPa pressure on the produced masks.

Maskenin i¢ ylizeyine suni kan gegmemistir. Olgiim sonuglar (Tip IIR) Kriterlerine, TS
EN 14683+AC ye gore UYGUN dur.

Artificial blood has not passed into the inner surface of the mask. Measurement results are
SUITABLE for (Type IIR) Criteria according to TS EN 14683 + AC.

11
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4.2.4 Mikrobiyal Temizlik :
4.2.4 Microbial Cleaning:

Gereklilik :
Requirement:

TS EN 14683+AC Standartinin (5.2.5) maddesi testi, EN ISO 11737-1 2018
standardini refere etmektedir. Tibbi yliz maskelerinin mikrobiyal temizlik asagidaki tabloda
belirtilen ilgili tip igin verilen dederlere uygun olmaldir.

TS EN 14683 + AC Standard (5.2.5) clause test refers to EN ISO 11737-1 2018 standard.
Microbial cleansing of medical face masks should comply with the values given for the relevant type
indicated in the table below.

TEST TiP 1 /TYPEI TiP It / TYPEN TiP IR / TYPE IR
MIKROBIYAL TEMIZLiK
(cfu/g) <30 <30 <30
MICROBIAL CLEANING (cfu/g)
Sonug :
Result:

Uretilen maskelerden toplam 5 numune {izerinde mikrobiyal temizlik testi yapilmis ve
asadidaki sonuglar alinmistir.

Microbial cleaning test was performed on a total of 5 samples from the masks produced and
the following results were obtained.

TEST NUMUNESI OKUNAN (cfu/g) DEGERI
TEST SAMPLE READ-OUT (cfu/g)
1 12
2 9
3 13
4 11
5 10
ORTALAMA [ AVERAGE 11

Uretilen maskelerden alinan bes numunenin, ortalama 11 cfu/g hesaplanmigtir. Olgiim
sonuglari (Tip I, Tip II, Tip IIR) Kriterlerine, TS EN 14683+AC ye gére UYGUN dur.

The average of 11 cfu / g of the five samples taken from the masks produced was
calculated. The measurement results are SUITABLE for (Type I, Type II, Type IIR) Criteria
according to TS EN 14683 + AC.
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