MABE SRL
Via Industria, 18 22070 LUISAGO (CO)
SCHEDA TECNICA MASCHERA FACCIALE FILTRANTE FFP2 NR SENZA VALVOLA

“PARMASK PS 100 NUCALI”

Codice prodotto attribuito dal fabbricante: PS100

Certificazione Regolamento UE 2016/425: 324-22-01 rilasciato da MNA LABURATUVARLARI (NB2841)
Modulo B

Certificazione Regolamento UE 2016/425: 324-22-01-01 rilasciato da MNA LABURATUVARLARI (NB2841)
Modulo C2

Nome commerciale del prodotto offerto: PARMASK PS100

Ditta fabbricante, luogo di produzione e indirizzo del produttore: PARMASK MEDIKAL SANAYI VE DIS
TICARET LIMITED SIRKETI, Yunus Emre Mah. Samir Cad. No:6/2 Sankaktepe — Istanbul - Turkey

CARATTERISTICHE DEL PRODOTTO

Semimaschera facciale FFP2, Dispositivo di Protezione Individuale Categoria Ill Regolamento UE 2016/425

Standard EN 149:2001 + A1:2009

Standard UNI EN 14683:2019

Validita del prodotto: 2 anni

Modalita di smaltimento: differenziato, senza rilascio di residui tossici all’incenerimento

Tipo di confezionamento: busta singola

Numero pezzi per confezione: scatole da 10 o 25 pezzi

Protezione a 5 strati

Latex free

Assenza di ftalati

Materiale Anallergico

Presenza di doppi elastici nucali

Compatibili con uso contemporaneo di occhiali protettivi o correttivi

Presenza di stringinaso

Filtrazione meccanica ed elettrostatica

Colore: bianco

Senza valvola di espirazione




Istruzioni in lingua italiana

Monouso

MABE SRL
DAVIDE TURATI

(FIRMA DIGITALE)
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Notified Body Number: 2841

AB Tip Inceleme Sertifikasi

EU Type-Examination Certificate

Belge No / Certificate No :324-22-01
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi/
Certification Date / Certificate Validity Date : 04.03.2022-04.03.2027

Belge Gegerlilik Tarihi / Document Validity Period :5yil/ 5 years

Firma Unvam ve Adresi/

Company Name and Address : PARMASK MEDIKAL SANAYI VE DIS
TICARET LIMITED SIRKETI
Yunus Emre Mah. Sabir Cad.No:6 Ig Kap1 No:l
Sancaktepe/ISTANBUL

Uriin Ad1 /Modeller / Product Name / Models : PARMASK PS1001, PARMASK PS100
Direktifi / Directive : 2016/425 REGULATION
Modiilii/Kategori / Module / Category : B MODULU/ KATEGORI 11

MODULE B/ CATEGORY HI
Teknik Degerlendirme Rapor No/
Technical Evaluation Report No : MNA 324-22-01

[T

Uriin Tipi / Product Type:
- EN 149:2001+ A1:2009 Solunumla ilgili koruyucu cihazlar - Pargaciklara karsi koruma amagh filtreli
yarim maskeler/ Respiratory protective devices - Filtering hal f'masks to protect against particles

Uriiniin Malzeme Bilgisi / Product Material Information: PARMASK PS1001, PARMASK PS100 model
iiriinleri kumas, elastik kay1s, burun klipsi ve filtre katman kullanilarak imal edilmigtir./ PARMASK PS1001,
PARMASK PS100 model products are manufactured using fabric, elastic strap, nose clip, filter layer.

Volkan AKIN Okan AKEL
04.03.2022 04.03.2022
Karar Verici / Appppver Sirket Miidiirii / General Mangger

MMNA Laboratuvarlari San. Tic.Ltd .Sti
Adres: Kiiiikbakkalkéy Mahallesi Yenidogan Cad.No:21 Atagehir/ istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www.mnalab.com

U-Form-002/Rev.05/08.09.2021
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Nofified Body Number: 2841

ATTACHMENTS (324-22-01)

To certify the PPE product at Category I1I level, C2 or D module is accompanied by applying one of
the conformity assessment methods along with the EU Type Examination (Module B).

Model : PARMASK PS1001, PARMASK PS100

=
PPE SPECIFICATION PERFORMANCE LEVELS _l

o

Classification l FFP2

Reusable / Single Shift Use NR

!

PPE produced as a single unit to fit an individual user, all the necessary instructions for manufacturing
such PPE on the basis of the approved basic model:

I MARKING I

_ " - - - = = - =
MANUFACTURER: PARMASK MEDIKAL SANAYI VE DI§ TICARET LIMITED SIRKETI

PPE TYPE:

- EN 149:2001+ A1:2009 Respiratory protective devices - Filtering half masks to protect
against particles

:J MODEL: PARMASK PS1001, PARMASK PS100 |
PRODUCT SIZE: Standard size
“ PICTOGRAM AND PERFORMANCE LEVELS:

EN 149:2001+ A1:2009 FFP2 NR

*: J‘l‘ ]
Ce [y -~ -

/ ‘G < XX %

/
[ Year l.hnlh yyyy/mm v
il NB 284l d
Or Condition of Storage

S .

MNA LABORATORIES SAN. TIC. LTD. $Ti declares that the above-mentioned product meets the
requirements of the directive according to the EU Directive 2016/425, the safety of the product is
covered by the conditions and use specified in this certificate and in the technical file.

MNA Laboratuvarlari San. Tic.Ltd .Sti
Adres: Kiiciikbakkalkéy Mahallesi Yenidogan Cad.No:21 Atasehir/ istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www.mnalab.com
U-Form-002/Rev.05/08.09.2021
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x4 MNA
Notified Body Number: 2841

ATTACHMENTS (324-22-01)

PRODUCT PICTURES |I

Basic Health Safety Requirements
- Risk Assessment
- Test Reports

Technical Report

H
|
||
p

MNA Laboratuvarlari San. Tic.Ltd .Sti
Adres: Kiiciikbakkalkéy Mahallesi Yenidogan Cad.No:21 Atasehir/ istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www.mnalab.com
U-Form-002/Rev.05/08.09.2021
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QJ MNA LABORATUVARLARI
.mqgogmmmmm, Tic. Lo, $7i. TECHNICAL EVALUATION REPORT (324-22-01)
Report No :324-22-01
Report Date :04.03.2022
Application No 1 324-22-01

1. COMPANY INFORMATION:
PARMASK MEDIKAL SANAYI VE DIS TICARET LiIMITED SIRKETI
Yunus Emre Mah. Sabir Cad.No:6 i¢ Kapi No:1 Sancaktepe/iSTANBUL

2. PPE INFORMATION:
Disposable and non-sterile half mask made of particulate protection fitler material.

3. PPE TYPE IDENTIFICATION
EN 149:2001+A1:2009 Respiratory protective devices — Filtering half masks to protect against particles -
Requirements, testing, marking

4. PPE PICTURES

PARMASK PS1001, PARMASK PS100

5. PPE DIMENSIONS:
PARMASK PS1001, PARMASK PS100 model has been found to be produced using standard size.

6. PPE PRODUCT MATERIAL INFORMATION:
The product is made of elastic strap, nonwoven fabric on the outer and inner layers and fitler material on the
middle layer.

7. ESSENTIAL HEALTH AND SAFETY REQUIREMENTS
e Avisual inspection was made according to EN 149:2001 +A1:2009 for ergonomics.
e Protection levels and degrees are defined by the manufacturer.
e Suitable construction materials were determined by visual inspection according to EN 149:2001
+A1:2009.

U-FRM-056.REV.00.YAYIN TARIHI:20.11.2019
Pagel/5




MNA LABORATUVARLARI
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MNA LABORATUVARLARI SAN. TiC. LTD. 5TI.

TECHNICAL EVALUATION REPORT (324-22-01)

8. ANALYSIS AND EVALUATIONS:
EN 149:2001 +A1:2009

TESTS PARAMETER PERFORMANCE RESULTS PERFORMANCE | EVALUATION
LEVELS LEVELS
- FFP1 | FFP2 | FFP3
Part 7.3 Shall also the marking and the information | Appropriate & R PASS
Visual supplied by the manufacturer
inspection
Banned Azo | <30 mg/kg <5 mg/kg - PASS
Dyes
Part 7.4 Particle filtering half mask shall be offered | Appropriate | - PASS
Packaging for sale packaged in such a way that they
are protected against mechanical damage
and contamination before use.
Part 7.5 When conditioned in accordance 8.3.1 & | Appropriate - PASS
Material 8.3.2 the particle filter half mask shall not
collapse.
Part 7.6 After cleaning and disinfecting the re- | Not - Not applicable
Cleaning and | usable particle filtering half mask shall | applicable
disinfecting satisfy the penetration requirement of the
relevant class.
Part 7.7 No negative comments should be made by | Appropriate - PASS
Practical the test subject regarding any of the criteria
performance | evaluated.
Part7.8 Parts of the device likely to come into | Appropriate - PASS
Finish of parts | contact with the wearer shall have no sharp
edge or burrs.
TESTS PARAMETER PERFORMANCE RESULTS PERFORMANCE | EVALUATION
LEVELS LEVELS
FFP1 | FFP2 | FFP3
Part 7.9.1 At least 46 out of | <25 <11 | <5 See the table | FFP2 PASS
Total inward | the 50 individual below
leakage exercise result
At least 8 out of the | <22 <8 <2 See the table | FFP2 PASS
10 individual wearer below
arithmetic means
Total Inward Leakage (%)
Exercise Exercise Exercise Exercise Exercise | Average
1 2 3 4 LY
Subject 1 (As received) 4,4 6,3 6,1 6,9 5,5 5,8
Subject 2 (As received) 6,2 5,7 6,7 8,7 6,7 6,8
Subject 3 (As received) 5,9 5,4 6,5 9,4 7,4 6,9
Subject 4 (As received) 7,0 7,4 53 8,8 9,0 7,5
Subject 5 (As received) 7,2 4,4 6,5 8,7 6,7 6,7
Subject 6 (After temperature
conditioning) 6,6 7,0 4,2 10,4 8,4 7,3

U-FRM-056.REV,00.YAYIN TARIHI;20.11.2019
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MNA LABORATUVARLARI SAN. TIC. LTD. §TI.

MNA LABORATUVARLARI

TECHNICAL EVALUATION REPORT (324-22-01)

Subject 7 (After temperature
conditioning) 6,8 7,6 6,4 6,6 8,7 7,2
Subject 8 (After temperature
conditioning) 6,1 6,4 7,6 9,4 7,4 7,4
Subject 9 (After temperature
conditioning) - 6,0 6,2 61 6,6 8,0 66
Subject 10 (After temperature
conditioning) 6,8 6,0 58 8,1 6,1 6,6
Subject facial dimensions
Subject Face Length Face Width Face Depth Mouth Width
(mm) (mm) (mm) (mm)
1 120 145 105 61
2 128 155 112 68
3 110 128 105 55
4 123 140 133 57
5 116 128 99 58
6 120 130 91 56
7 138 151 119 65
8 110 130 96 55
9 120 131 85 58
10 135 142 125 83
TESTS PARAMETER PERFORMANCE RESULTS PERFORMANCE EVALUATION
LEVELS LEVELS
FFP1 | FFP2 | FFP3
Part 7.9.2 Sodium chloride, 95| %20 | %6 | %1 See the table | FFP2 PASS
Penetration | L/min below
of filter | %, max
material Paraffin oil, 95 L/min | %20 | %6 | %1 See the table | FFP2 PASS
%, max below
Penetration of filter material Sodium Chloride (%) Paraffin Oil (%)
As received 1,6 1,7
As received 2,1 1,6
As received 1,8 2,0
After the simulated wearing treatment 19 1,9
After the simulated wearing treatment 21 2,2 -
After the simulated wearing treatment 1,6 1,8
Mechanical strength and temperature conditioning (120 mg) 34 3,3
Mechanical strength and temperature conditioning (120 mg) 3,2 3,2
Mechanical strength and temperature conditioning (120 mg) 3,3 3,3
TESTS PARAMETER PERFORMANCE RESULTS PERFORMANCE | EVALUATION
LEVELS LEVELS
FFP1 | FFP2 | FFP3
Part 7.10 Materials shall not be known to be likely to | Appropriate - PASS
Compatibility | cause irritation or any other adverse effect to
with skin health

U-FRM-056.REV,00.YAYIN TARIHI:20.11.2019
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MNA LABORATUVARLARI
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MNA LABORATUVARLARI SAN, TiC. LTD. §TI.

TECHNICAL EVALUATION REPORT (324-22-01)

Part 7.11 Mask shall not burn or not to continue to burn | Flame not | - PASS
Flammibility for more than5s seen
Part 7.12 Shall not exceed an average of % 1 0,63 - PASS
Carbondioxide 0,66
content of the 0,63
inhalation air
Part 7.13 It can be donned and removed easily Appropriate - PASS
Head harness
Part 7.14 The field of vision shall acceptable in practical | Appropriate - PASS
Field of vision | performance test.
Part 7.15 It shall withstand axially a tensile force of 10 | Not applicable | - Not
Exhalation N apply for 10 s. applicable
valve(s) If fitted, shall continue to operate correctly
after a continuous exhalation flow of 300
L/min over a period of 30 s.
TESTS PARAMETER PERFORMANCE RESULTS PERFORMANCE | EVALUATION
LEVELS LEVELS
FFP1 | FFP2 | FFP3
Part 7.16 Inhalation 30L/min | 0,6 0,7 1,0 See the table | FFP2 PASS
Breathing mbar | mbar | mbar below
Resistance Inhalation 95L/min | 2,1 2,4 3,0 See the table | FFP2 PASS
mbar | mbar | mbar below
Exhalation 3,0 3,0 3,0 See the table | FFP2 PASS
160L/min mbar | mbar | mbar below
Breathing Resistance (mbar) Inhalation 30L/min Inhalation 95L/min
As received 0,4 13
As received 0,4 1,3
As received 0,3 1.4
After temperature conditioning 03 1,4
After temperature conditioning 0,4 1,3
After temperature conditioning 0,4 1,3
After the simulated wearing treatment 0,4 1,3
After the simulated wearing treatment 0,4 1,3
After the simulated wearing treatment 0.4 1.4
Breathing Resistance 160L/min (mbar) | Facing Facing Facing Lying on the | Lying on the
directly vertically | vertically left side right side
ahead upwards | downwards
As received 25 28 2.4 2,4 2.4
As received 24 24 2,4 2.4 25
As received 2,5 2,5 2.5 28 25
After temperature conditioning 2,5 2,4 2,5 24 24
After temperature conditioning 24 2,4 24 24 24
After temperature conditioning 2,5 25 2.5 25 24
After the simulated wearing treatment | 2,5 2,4 2,4 2,4 2,5
After the simulated wearing treatment | 2,5 2,5 25 25 25
After the simulated wearing treatment | 2,4 2,4 2,4 2,4 2,4

U-FRM-056.REV,00.YAYIN TARIHI:20.11.2019
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MNA LABORATUVARLARI

yMNA

MNA LABORATUVARLARI 8AN, Tic. LTD: 81 TECHNICAL EVALUATION REPORT (324-22-01)
TESTS PARAMETER PERFORMANCE RESULTS PERFORMANCE EVALUATION
LEVELS LEVELS
FFP1 | FFP2 | FFP3
Part 7.17 After clogging the | 4 5 7 Not applicable | - Not applicable
Clogging inhalation mba | mba | mbar
resistances  shall | r r
not exceed.
(valved)
The exhalation resistance shall not exceed | Not applicable | - Not applicable
3 mbar at 160 L/ min continuous flow.
(valved)
After clogging the | 3 4 5 Not applicable | - Not applicable
inhalation and | mba | mba | mbar
exhalation r r
resistances  shall
not exceed.
(valveless)
Part 7.18 All demountable parts (if fitted) shall be | Not applicable | - Not applicable
Demountable | readily connected and secured were
part possible by hand.

9. DECISION PROPOSAL

Analysis and examinations PARMASK PS1001, PARMASK PS100 model coded personal protective equipment;
Respiratory Protective Devices EN 149:2001 +A1:2009- Filtered Half Masks for Protection Against Particles - Properties,
Experiments and Marking standards are evaluated. It is recommended to be certified at the performance levels
specified as a result of technical evaluations.

10. ATTACHMENTS

e Basic Health Safety Requirements
® Risk Assessment

e Test Report (M-2022-0100)

e User Instruction

CONTROLLER : VOLKAN AKIN
SIGNATURE
DATE :04.03.2022

U-FRIVI-056.REV.00.YAYIN TARIHI;20,11.2019
Page5/5




i MNA

*  (ABORATUVYARIARI

Notified Body Number: 2841

CONFORMITY TO TYPE BASED ON INTERNAL PRODUCTION CONTROL PLUS SUPERVISED
PRODUCT CHECKS AT RANDOM INTERVALS (MODULE C2)

MODUL €2 - URETIMIN DAHILT KONTROLU VE URUNUN RASTGELE
ARALIKLARLA DENETIMLI MUAYENESINE DAYALI TiPE UYGUNLUK

Belge No / Certificate No :324-22-01-01
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /
Certification Date / Certificate Validity Date : 04.03.2022-04.03.2023

Belge Gegerlilik Tarihi / Document Validity Period | yil / I years

Firma Unvani ve Adresi /

Company Name and Address : PARMASK MEDIKAL SANAYI VE DI$
TICARET LIMITED SIRKETI
Yunus Emre Mah. Sabir Cad.No:6 i¢ Kap1 No:l
Sancaktepe/ISTANBUL

Uriin Adi /Modeller / Product Name / Models : PARMASK PS1001, PARMASK PS100
Direktifi / Directive :2016/425 REGULATION
Modiilii/Kategori / Module / Category : C2 MODULU/ KATEGORI 111

MODULE C2 / CATEGORY 111

Teknik Degerlendirme Rapor No/
Technical Evaluation Report No : MINA 324-22-01

Uriin Tipi / Product Type:
- EN149:2001+ A1:2009 Solunumla ilgili koruyucu cihazlar - Pargaciklara karsi koruma amagh filtreli
yarnim maskeler/ Respiratory protective devices - Fil tering half masks to protect against particles

Uriiniin Malzeme Bilgisi / Product Material Information: PARMASK PS1001, PARMASK PS100 model
triinleri kumas, elastik kayis, burun klipsi ve filtre katmani kullanilarak imal edilmistir./ PARMASK PS1001,
PARMASK PS100 model products are manufactured using fabric, elastic strap, nose chip, filter layer.

Volkan AKIN Okan AKEL
04.03.2022 04.03.2022
Karar Verici / Apgrover Sirket Miidiirii / General Manager

MNA Laboratuvarlari San. Tic.Ltd .Sti
Adres: Kiiglikbakkalkély Mahallesi Yenidogan Cad.No:21 Atasehir/ Istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www.mnalab.com

U-Form-002/Rev.05/08,09.2021



EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI
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UYGUNLUK BEYANI

IMALATCI/MANUFACTURER
PARMAKS MEDIKAL SAN ve TIC. LTD. STL.
Yunus Emre Mah. Sabir Cad. No:6/2 Sancaktepe/ISTANBUL/TURKIYE

ILGILI DIREKTIF/Related Directive
2016/425/ AT Kisisel Koruyucu Donamim Yoénetmeligi
2016/425/EU Personal Protective Equipment (PPE)

URUN ADI/Product Name
Koruyucu Maske / Protective Mask (FFP2 NR)

Model No/Models Number

Beyaz/White, Siyah/Black, Mavi/Blue, Gri/Grey, Yesil/Green,
Pink/Pembe, Dijital Baski/Digital Print
PS1001, PS100

MARKA/Trade Mark
PARMASK

ILGILI STANDARTLAR/Standarts Apphed
EN 149, EN IS0 9001

Ortndenmizin uyumiagtnimig standartiara gore retididini ve 2016/425/AT Kigsel Koruyucy Donanim Ydnetmehly hikimierne
uygun oldujunu beyan eden. Desteldeyici tim beigeler fermamizda bulunmaktadr, Bu beyan 2 yi igin gecerlidir,

We dedare that our products are manufactured according to harmonized standards and comply with the provisions of the
2016/425/EU Personal Protective Equipment Directive, Al supporting documents are avalable in our company. This
declaration Is for 2 years

KKD, Tip incelemesini gergekiestiren ve b incoleme sertifikag veren Onaylanmeg kurubugun gozetiminde, dahili Uretim
kontroline ve rastgele arakidarty denetienen Grin kontrollerine (Moddl C2-EXVIT) dayah tipe uyguniuk degeriendirme
sertfikasing sahiptir,

The PPE 15 subject to the conformiy assessment procedure to type based on internal peoduction control plus supervised
product checks at random intervals (Module C2-AnnexVII) under surveiiance of the Notified body which performad the EU

Type- examination and issued EU type-examination certificate.

Nodified Body:MNA Lab. San. Tic. Ltd. .St (NB82841)
PARMASK MEDIMAL SAN VL D43 1)
LD, 3N '

Ca Ban
e —
JRAsIsTIeT

Name, date and place of issue:
Zafer OZBILGE - 19.02.2022, Istanbul-TURKIYE
Sign- Stamp:
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EN 14683 “CERRAHI MASKELER” MUAYENE VE TEST RAPORU

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

EN 14683 " SURGICAL MASKS " INSPECTION AND TEST REPORT

Rapor No /report No  :090222AY01
Rapor Tarihi / Report Date : 09.02.2022 Rev.:00
Dokiman No / Document No : FRM.041

URETici UNVAN VE ADRESI : PARMAKS MEDIKAL SAN.TIC LTD

RAPOR NO
REPORT NUMBER

TEST TARIHI
TEST DATE

iLK YAYIN TARIHI
FIRST PUBLISH DATE

REVIZYON TARiH VE NO
REVISION DATE AND NO

RAPOR TOPLAM SAYFA NO
REPORT TOTAL PAGE NUMBER

Test Tarihi
Test Date

09-16.02.2022

Yunus Emre _Mah. Sabir §0k._ Cadde No:6
Sancaktepe Istanbul / TURKIYE

:090222AY01

:09-16.02.2022

:18.02.2022
:REVO
112
Testi Yapan Laboratuvar Muduri
Tester Laboratory Manager \

Ali YILDIZ Erkal KETENCI

Serif Ali Mah. Edep Sk. No:45 Y.Dudullu - Umraniye / Istanbul - Tiirkiye Tel: +90 216 398 48 08 Pbx Fax: +90 216 398 48 09
www.aiakalibrasyon.com www.atakalibrasyon.com.tr info@atakalibrasyon.com
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TESTING LABORATORY
IS0/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  :090222AY01
Rapor Tarihi / Report pate : 09.02.2022 Rev.:00
Dokiiman No / pocument No : FRM.041

1. AMAG:
1. PURPOSE:

Bu protokol, TS EN 14683+AC / EYLUL 2019 Tibbi Yiiz Maskeleri- Gereklilikler ve
Deney yodntemleri, ISO 22609 / 2004 Tibbi Yiz Maskeleri Test Kargi Direng Yontemi,
Sentetik Kan Yoluyla Penetrasyon, EN ISO 11737-1 / 2018 Saghk bakim Urinlerin
sterilizasyonu - Mikrobiyolojik yéntemler - Bolim 1: Uriinler lizerindeki mikroorganizma
popiilasyonunun tespiti; glincel standart metotlar kullanilarak maskelerin test edilmesi ve
sinifina ve kullanim amacina gére performansinin dogrulanmasi amaci ile hazirlanmigtir.

This protocol, TS EN 14683 + AC / SEPTEMBER 2019 Medical Face Masks - Requirements and
Test methods, I1SO 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 yoéntemleri, ISO 22609 / 2004 Tibbi Yiz Maskeleri Test Kargi Direng Yontemi,
Sentetik Kan Yoluyla Penetrasyon ve EN ISO 11737-1 / 2018 Saghk bakim uriinlerin
sterilizasyonu - Mikrobiyolojik ydéntemler - Bélim 1: Urlinler {izerindeki mikroorganizma
populasyonunun tespiti standartlarinda belirtilen agagidaki 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.

Serif Ali Mah. Edep Sk. No:45 Y.Dudullu - Umraniye / Istanbul - Tiirkiye Tel: +90 216 398 48 08 Pbx Fax: +90 216 398 48 09
www.aiakalibrasyon.com www.atakalibrasyori.com.tr info@atakalibrasyon.com
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TESTING LABORATORY
1S0/YEC 17025:2017
NAC-010-TL

EN 14683 “CERRAHI MASKELER” MUAYENE VE TEST RAPORU

EN 14683 " SURGICAL MASKS " INSPECTION AND TEST REPORT
Rapor No /report o :090222AY01
Rapor Tarihi / rReport Date : 09.02,2022 Rev.:00
Dokiiman No / pocument No : FRM.041

3. TEST EDILECEK MASKENIN TANIMLANMASI
3. DESCRIPTION OF THE MASK TO BE TESTED

3.1 Uriiniin Markasi : PARMASK MEDICAL
3.1 Brand of the Product

3.2.1 Uriiniin Lot Numarasi 10512202255
3.2.1 Lot Number of the Product

3.2.2 Uriiniin Ambalajli Resmi
3.2.2 Packaged Picture of the Product

25 =

PARMASK
MEDICAI

i

£ i

Ot -4

D 80 ===

(€ 2841

Bir ambalajda 25 adet trtin bulunmaktadir.
There are 25 products in one package.

3.2.2 Uriiniin Tekli Resmi

3.2.2 Single Image of the Product

Serif Ali Mah. Edep Sk. No:45 Y.Dudullu - Umraniye / istanbul - Tiirkiye Tel: +90 216 398 48 08 Pbx Fax: +90 216 398 48 09
wwiv.aiakalibrasyon.com www.atakalibrasyori.com.tr info@atakalibrasyon.com
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TESTING LABORATORY
ISO/IEC 17025:2017
MAC-010-TL

EN 14683 “CERRAHI MASKELER” MUAYENE VE TEST RAPORU

EN 14683 " SURGICAL MASKS " INSPECTION AND TEST REPORT

Rapor No /report ne  :090222AY01
Rapor Tarihi / Report Date : 09.02.2022 REV.:00
Dkiiman No / poecument No : FRM.041

4. GEREKSINIMLER
4. REQUIREMENTS

4.1 GENEL
4.1 GENERAL

4.1.1 Malzeme ve Imalat: :
4.1.1 Materials and Manufacturing:

Gereklilik :
Reqguirement:

Tibbi yiiz maskesi, genellikle kumag katmanlari arasina yerlestirilen, yapigtirilan veya
kaliplanan bir filtre katmanlarindan olusan tibbi bir cihazdir. Tibbi yliz maskeleri, amaglanan
kullanim sirasinda parcalanmamali, ayrilmamal veya yiwrtilmamalidir. Filtre ve tabaka
malzemelerinin seciminde temizlige dikkat edilmelidir. Maskenin pileleri asagi yéne bakacak
sekilde katlanmalidir.

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 asagidaki resimde belirtildigi Gzere, ¢ katmandan
imal edilmis ve katmanlar birbirlerine ultrasonik yapistirma yontemi kullanilarak
birlestirilmistir. Maskenin pilesi yoktur.

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 mask has not pleats.
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Dis/Oout  Orta/Middle  Ic/Inner
Sonug :
Result:

Uretici, maskeyi {iretirken kendi tasarimlarina gére Uretmistir.

The manufacturer produced the mask according to their own designs while producing
it.

4.1.2 Tasarim :
4.1.2 Design :

Gereklilik :
Reguirement:

Tibbi yliz maskesi giyenin; burun, agiz, genesine ylziiniin yan bdlgesine tam olarak
oturmasini saglamalidir.

Tibbi yliz maskeleri farkh sekillerde ve yapilarda Uretilebilinir. Yiiz maskelerinde;
bugu onleme fonksiyonu olan veya olmayan yiz siperi (kullaniciyi sigramaya ve
damlaciklara karsi korumak igin) veya burun koprisi (burun hatlarina uyum saglayarak
uyumunu arttirmak igin) gesitli 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 -

L1-2 / SAG LASTIK BOYU RIGHT TIRE LENGTH -

L2 / MASKENIN BOYU THE LENGTH OF THE MASK 213

L3-1 / SOL KULAK LASTiK BOYU LEFT EAR TIRE LENGTH -

L3-2/ SOL LASTIK BOYU LEFT TIRE LENGTH 2

L4 / BURUN SIKISTIRMA TELI NOSE COMPRESSION WIRE 90

L5 / MASKENIN ENi THE WIDTH OF THE MASK 155

Olgiimler 10 érnedin ortalamasini ifade eder. Measurements represent the mean of 10 samples.

Maskenin Agirhgl / Mask Weight 53g

Sonug :
Result:
Uretilen maske yukandaki élglilerde dretilmis ve 3 farkh denek (zerinde
dederlendirildiginde; iriniin yiize tam oturdugu ve kenarlarda bosluk olmadigi gézlenmistir.
Uretilen arin (Tip I, Tip II, Tip IIR) Kriterlerine, TS EN 14683+AC ye gére 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.

The product produced is SUITABLE for (Type I, Type 11, Type IIR) Criteria according to TS EN
14683 + AC.
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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 Akis Siresi : 2 dakika / 2 minutes
Total Test Flow Time

Numune Olguleri / Sample Size : 9 x 9 cm

Test Mikroorganizmasi : Staphylococcus aureus ATCC 6538
Test Microorganism

Bakteri Konsantrasyonu : 5 x 10° kob/ml

Bacteria Concentration

inkiibasyon Siiresi, Sicaklik ~ : 37 £2°C,20-52h

Incubation Time, Temperature

Pozitif Kontrol Bakteri Ort.(C) : 2.60x10° 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 icin TS EN 14683+AC EK B'ye gore test edildiginde,
tibbi yliz maskesinin bakteriyel filtrasyon verimliligi (BFE) asadidaki tabloda belirtilen ilgili
tip icin verilen minimum degere 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 TiPNW/TYPEN TiP IR /TYPE IIR
BAKTERIYEL FILTRASYON
VERIMLILIGI (BFE) % >95 >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 31 % 98.6
2 34 % 98.9
3 39 % 98.9
4 42 % 98.8
5 44 % 98.6
Ortalama / Average - % 98.8

BFE = (C-T) / C x 100

Uretimi yapilan tibbi yliz maskesinde alinan iki numune ortalama filtrasyon verimliligi
(BFE) % 98.8 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 98.8 %.

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

4.2.2 Solunabilirlik :
4.2.2 Respirability :
Gereklilik :
Reguirement:

TS EN 14683+AC EK C'ye gore test edilen tibbi ylz maskelerinin fark basinci
asadidaki 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 TiPN/TYPEN | TIPIR / TYPEIR
FARK BASING
DEGERI (Pa/cm2) <40 <40 <60
DIFFERENTIAL PRESSURE VALUE (Pa / cm2)
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Sonug :
Result:
TEST NUMUNESININ HAVA AKIS TEST BASINC FARK HESAPLANAN UYGUNLUK
NUMARASI | BOLGESI DEBISI ALANI DEGERI DEGER BEYANI
1 81/min | 50cm? 235 Pa 47,0 Pa/cm?
2 H 2 2
g 8 Ifm!n 5,0 cm 227 Pa 45,4 Pa/cm UYGUN
3 8 1/min 5,0 cm? 224 Pa 44,8 Pa/cm?
Ort. 229 Pa 45,7 Pa/em?
1 8 I/min 5,0 cm? 228 Pa 45,6 Pa/cm?
2 * 2 2
2 8 I/m!n 5,0cm 222 Pa 44,4 Pa/cm UYGUN
3 81/min 5,0 cm? 218 Pa 43,6 Pa/cm?
Ort. 223 Pa 44,5 Pafcm?
1 81/min 5,0 cm? 193 Pa 38,6 Pa/cm?
2 H 2 P 2
3 8 I/min 5,0 cm 188 Pa 37,6 Pa/cm UYGUN
3 8 1/min 5,0 cm? 187 Pa 37,4 Pa/cm?
Ort. 189 Pa 37,9 Pa/cm?
1 8 I/min 5,0 cm? 210 Pa 42,0 Pa/cm?
2 H 2 2
a 8 l/m!n 5,0cm 202 Pa 40,4 Pa/cm UYGUN
3 8 1/min 5,0 cm? 202 Pa 40,4 Pa/cm?
Ort. 205 Pa 40,9 Pa/cm?
1 81/min 5,0 cm? 219 Pa 43,8 Pa/cm?
2 H 2 ¥ 3
5 8 I/m!n 5,0 cm 212 Pa 42,4 Pafcm UYGUN
3 8 I/min 5,0 cm? 209 Pa 41,8 Pa/cm?
Ort. 213 Pa 42,7 Pafcm?

Uretilen maskelerden alinan bes numunenin, her birinin tg farkll bélgesinden alinan

dlgiim sonuglari (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.
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4.2.3 Sigrama Direnci :
4.2.3 Splash Resistance :

Gereklilik :
Requirement:

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 degerlere uygun olmahdir.

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 TiPN/ TYPE NI TiPIIR / TYPE IR
FpanmnhReNd GEREKMEZ GEREKMEZ $16.0
kPa NOT NECESSARY | NOT NECESSARY SR
SPLASH RESISTANCE kPa
Sonug :
Result:

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

Maskenin ig ylizeyine suni kan gegmemigtir. Olgim 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.
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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 yiiz maskelerinin mikrobiyal temizlik asagidaki tabloda
belirtilen ilgili tip icin verilen degerlere 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 TiP1 /TYPE I TiP Il / TYPEN TiPIIR / TYPE IR
MIKROBIYAL TEMIZLIK
(cfu/g) <30 <30 <30
MICROBIAL CLEANING (cfu/g)
Sonuc :
Result:

Uretilen maskelerden toplam 5 numune (izerinde mikrobiyal temizlik testi yapilmig ve
asagidaki 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 10
2 9
3 11
4 8
5 12
ORTALAMA / AVERAGE 10

Uretilen maskelerden alinan bes numunenin, ortalama 10 cfu/g hesaplanmigtir. Olgim
sonuglari (Tip I, Tip II, Tip IIR) Kriterlerine, TS EN 14683+AC ye gére UYGUN dur.

The average of 10 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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4.2.5 Mikron Alti Partikiil Filitrasyon Verimliligi (PFE)(%) :
4.2.5 Sub-Micron Particulate Filitration Efficiency (PFE) (%) :

Gereklilik :
Requirement:

Mikron Alti Partikiil Filitrasyon Verimliligi (PFE) (%) igin ASTM 2299-03 gore test
edildiginde, tibbi yliz maskesinin verimliligi (PFE) asadidaki tabloda belirtilen ilgili tip igin
verilen minimum dedere uygun olmalidir.

Required for the use of medical face mask (PFE) when tested according to ASTM 2299-03 for
Submicron Particle Filtration Efficiency (PFE) (%)

TEST LEVEL1 LEVEL 2 LEVEL 3
Mikron Alti Partikiil Filitrasyon Verimliligi (0.3um
PSL)(PFE)(%) > 95 >98 >98
Sub-Micron Particulate Filitration Efficiency (0.3um - -
PSL)(PFE) (%) :
Sonug :
Result:
Number of
Test ltem Concentration Amount Passing Test Results
Particles
Sflb-IV!lcron Particulate 1 663 %99,03
Filtration
Efficiency (%) (0.3um PSL) 2 643 % 99,06
3 6.84x 10° 746 % 98,81
Flow Rate 28 L/min 4 492 % 99,28
1mmH20=9.8 Pa 5 465 % 99,42
PSL= Polymer Microspheres Avarage % 99,12

Uretimi yapilan tibbi yiiz maskesinde alinan bes numune ortalama filtrasyon
verimliligi (PFE) % 99,12 olarak hesaplanmistir.

Uretilen Griin (Seviye 1, Seviye 2, Seviye3 ) Kriterlerine, ASTM F2100-11 e gore
UYGUN dur.

The average filtration efficiency (PFE) of the five samples taken in the manufactured medical
face mask was calculated as 99,12%.

The product produced (Level 1, Level 2, Level 3) is SUITABLE according to the criteria of
ASTM F2100-11.
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Hautfreundlich Nonwoven / Viies Stoff
Skin Friendly Nonwoven Fabric

Teaeaes 99% tessuto non tessute/Viiesstoff
PARMASK P$ 1001 FFPZNR "atameca 9 % 99 Meltblown Nonwoven | Viles Stoff
NURIOOATIO0 Sagegans % 98 Meltblown Nonwoven Fabric

Cotone aria tessuto non tessuto
Naturfaser Viies Stoff

Air Cotton Nonwoven

Fabbricato Meltblown 99% tessuto non tessuto
% 99 Meltblown Nonwoven / Viies Stoff
% 88 Meltblown Nonwoven Fabric

Spunbond tessuto non tessuto
Spinnviles Stofi
Spunbond Nonwaven
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MELTBLOWN PROTECTIVE MASK
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sTUcH MASQUE PROTECTEUR MELTBLOWN

www.parmaskmedical.com
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1.Tenere la maschera in mano
con il nasello in alto.
Se la maschera & piegata,
aprirla con il nasello in alto
mantenendola in mano,
lasciare libere le fasce

2.Posiziona la maschera sotto
il mento coprendo bocca
e naso.

3. Tirare la fascia inferiore sopra il
testa e posizione sotto le orecchie
Tirare la fascia superiore dietro

la testa e sopra le orecchie per
una migliore vestibilita.

4. Premere delicatamente il
nasello sino a conformarsi
comodamente intorno al
naso.

2. Per controllare la vestibilita, copri la maschera con entrambe le mani ed espira
vigorosamente. Se |'aria passa intorno al naso, stringere il nasello.

Se l'aria fuoriesce dal bordo, riposizionare e regolare I'archetto per adattarsi al meglio.
Riprovare e ripetere la procedura fino a quando la maschera non lascia passare

flussi correttamente.
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z %;'é PEOPLE WITH ASTHAM OR BREATHING PROBLEMS CAN USE T1S HASK UNDER MEDICAL SURVEILLANCE.

N me DIE ANWENDUNG DER MASKE, SOLLTE BEI PERSONEN MIT ASTHMA ODER ATEMWEGSPROBLEMEN, NUR AUF ANWEISUN EINES ARITES ERFOLGEN!

G

II T LAS PERSONAS CON ASMA O PROBLEMAS RESPIRATORIOS PUEDEN UTILIZAR ESTA MASCARILLA SIGUIENDO LOS CONSEJOS DE SU MEDICD.
ll I LES PERSONNES SOUFFRANT D°ASTHME OU DE PROBLEMES RESPIRATOIRES DIVERS NE PEUVENT UTILISER L'APRAIL QUE SUR L'AVIS DE LEUR MEDECIN
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Skin Friendly Nonwoven Fabric

99% tessuto non tessuto/Viiesstoff
'@ % 99 Meltblown Nonwoven | Vlies Stoff
% 99 Meltblown Nonwoven Fabric

Cotone aria tessuto non tessuto
Naturfaser Viles Stoff

Air Cotton Nonwoven

| Fabbricato Meltblown 79% tessuto non tessuto
——® % 99 Meltblown Nonwoven | Viies Stoff

PIECES
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% 89 Meltblown Nonwoven Fabric ol
Spunbond tessuto non tessuto
1) spinnviies Stoff
S5punbond Nonwoven

MASCHERA PROTETTIVA MELTBLOWN

MELTBLOWN PROTECTIVE MASK
SCHMELZGEBLASENES SCHUTZMASKE
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PIECE

Lot: 051202255

MASCHERA PROTETTIVA MELTBLOWN
MELTBLOWN PROTECTIVE MASK
SCHMELZGEBLASENES SCH U MASKE
MASCARILLA PROTECTORA MELTBLOWN
MASQUE PROTECTEUR MELTBLOWN

/ single use only /

-

SALUTARE RESPIRAZIONE FILTRAZIONE AD ALTA EFFICIENZA CONFORTEVOLE LAMINAZIONE 5 STRATI DI PROTEZIONE
HEALTHY BREATHING HIGH EFFICIENCY FILTRATION COMFORTABLE LAMINATION 5 LAYER OF PROTECTION

GESUNDES ATMEN HOCHEFFIZIENZ FILTRATION KOMFORTABLE LAMINATION 9 SCHUTZSCHICHTEN
RESPIRACION SALUDABLE FILTRACION DE ALTA EFICIENCIA LAMINACION COMODA 5 CAPAS DE PROTECTION

UNE RESPIRATION SAINE FILTRATION HAUTE EFFICACITE LAMINATION CONFORTABLE 5 COUCHES DE PROTECTION
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AVVERTENZE E LIMITAZIONI DUSO

Questo prodotto non protegge da gas-vapori
Non utilizzare in atmosfere con meno del 19,5 % di Ossigeno
Non utilizzare per la protezione delle vie respiratorie contro contaminanti

atmosferici/concentrazzioni sconesciuti/e 0 immediatamente
pericolosife per la vita e la salute (IDLH)

Non utilizzare con barba baffi o basette che possono limitare laderenza
del respiratore al viso e comprometterne quindi la huona tenuta/efficacia
Sostituire il dispositivo se:

a) La respirazione dovesse risultare difficoltosa

b) Dovessero sopraggiungere vertigini o altri malesseri

c) Se dovesse essere danneggiato

d) Alla fine del turno di lavoro

¢) Scaduto il tempo di utilizzo massimo di 8 ore

Non alterare,modificare o riparare in alcun modo questo dispositivo

Non usare in caso di atmosfere potenzialmente esplosive
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FILTRATION BREATHING PROTECTION

ALTA EAPACITA' FILTRANTE SANA 5 STRATI 2 ANNI

Come indossare:
1.Tenere la maschera in mano
"}, con il nasello in alto.

, Se la maschera é piegata,
aprirla con il nasello in alto
mantenendola in mano,

|’ “ lasciare libere le fasce

2.Posiziona la maschera sotto
il mento coprendo bocca
€ naso.

3.Tirare la fascia inferiore sopra il
testa e posizione sotto le orecchie
Tirare la fascia superiore dietro
la testa e sopra le orecchie per

(17

4.Premere delicatamente il
nasello sino a conformarsi
comodamente intormo al

5. Per controllare la vestibilit3, copri la
maschera can entrambi le mani ed espira
vigorosamente.Se Uaria passa intarna al naso,
stringere il nasello.

Se l'aria fuoriesce dal bordo,riposizionare e
regolare Uarchetto per adattarsi al meglio.
Ripravare e ripetere la procedura fino a
quanda la maschera nan lascia passare
flussi correttamentev
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