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CERTIFICATE

This Certificate has been awarded to:

YILDIRIM LED VE SES TEKNOLOJILERI SAN.TIiC. LTD. STi

FENER MAH. BULENT ECEVIT BLV. NO:48 MURATPASA
ANTALYA - TURKEY

In Recognition of the Organisation’s Management System which complies with:

ISO 13485 :2016

For the Scope of Activities described below:

PRODUCTION, SALES AND EXPORT OF DISPOSABLE 3-LAYER WIRED/WIRELESS MASK, FFP2 MASK

Certificate No 14203 Reissue Date : -
Date of Audit :02.04.2021 Expiry Date :17.05.2022

Date of Registration : 18.05.2021 . . . .
Technical Universal Verification

This document is valid for 3 years provided that the management system is well maintained and surveillance audits are performed regularly.
After performing the surveillance audits certificate will be reissued. The current status of this certificate can be viewed via www.techcert.com.tr web site.
This certificate is a property of Technical Universal Verification Certification and Training Services Co., Ltd.
Thus, this certificate has to be returned if required by property owner. National Accreditation Center (NAC) is an accreditation body whose headquarters
is located in the United States of America, which is a member of Asia Pacific Accreditation Cooperation (APAC).

Technical Universal Verification Belgelendirme Laboratuvar
Egitim ve Saglk San.ve Tic.Hizmetleri Ltd. Sti.
Macun Mahallesi Bati Bulvari ATB Is Merkezi A Blok
No: 1/3 Yenimahalle - ANKARA / TURKIYE
Tel.: 0090 3122318202
+ web: www.techcert.com.tr
- e-mail: info@techcert.com.tr

MANAGEMENT SYSTEM
ISO/IEC 17021-1:2015
NAC-011-MS

FR 32/17.03.2021/REV.05
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CERTIFICATE

OF ATTESTION FORTECHNICAL FILING FOR

Ureticinin Ticari Unvani & Legal Entitty : YILDIRIM LED VE SES TEKNOLOJILERI SAN. TiC. LTD. STi.

Adres & Adresss : FENER MAH. BULENT ECEVIT BLV. NO: 48 MURATPASA - ANTALYA - TURKIYE

Listelenen Urtinlerine ait Gretim yerlerini, kritik tedarikcilerini, yapim 6zelliklerini ve uygulanabilir teknik diizenleme standartlara ait raporlari da iceren teknik
dosyalari incelenmis, Covering production place, critical suppliers, construction specifications and reports regarding applicable technical regulations and
standards of below its listed products has been reviewed and concluded that it fulfills the requirements of;

93/42/EEC Tibbi Cihazlar Yonetmeligi Sinif |, Kural 1 & 93/42/EEC Medical Devices Directive Class |, Rule 1

AT Direktifleri sartlarini karsiladigi kanaatine varilmistir. EU directives it has come to the conclusion that it meets the conditions.

Uriin(ler) & Product(s): Uc Katl Tibbi Yiiz Maskesi (Tek Kullanimlik) - TIP 1, TIP 2, TIP 2R, FFP2 ( Filitresiz)

Three Layer Medical Face Mask (Disposable) - TYPE 1, TYPE 2, TYPE 2R, FFP2 (No Filter)

Technical Documentation Code(s): YLDO1 Rev00/ 05.05.2020

Uygulanabilir Standardlar & Applicable Standards: EN 13485:2016, EN 1041:2008, EN ISO 14971 :2012, EN ISO 15223-1:2016, EN 14683:2019,
EN ISO 10993-1:2018, EN ISO 10993-5:2009, EN ISO 10993-10:2010, EN I1SO 10993-12:2012, EN149+A1:2009

Verilme Tarihi & Date of Issue: 06.05.2021 Gegerlilik Tarihi & Expiry Date: 05.05.2022  Sertifika No & Certificate No: MDD/2021/1222

Revizyon Tarihi & Revision Date: 21.09.2021

Technical Universal Verification

Technical Universal Verification Belgelendirme Laboratuvar
Egitim ve Saglik Hizmetleri San. Tic. Ltd. Sti.
Macun Mahallesi Bati Bulvari ATB is Merkezi A Blok
No: 1/3 Yenimahalle - ANKARA / TURKIYE
Tel.: 0090 312 231 8202
- web: www.techcert.com.tr
- e-mail: info@techcert.com.tr

FR 32/17.03.2021/REV.05



EU DECLARATION OF CONFORMITY
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MANUFACTURER

VILDIRIM LED VE SES TEKNOLOJILERI SAN. TIC. LTD. STI.
Fener Mah. Biilent Ecevit Bulvar No:48 Muratpaga ANTALYA / TURKEY
PRODUCT DESCRIPTION
Layered and molded medical device classified in the Class 1 - Medical Device to be used as protection against
inhalation of viruses, bacteria, other microorganisms, allergens from the environment

Brand Name : MASKY
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conditions of normal use and conditions defined by the Producer / the Manufacturer, safe and meets all
the necessary legal conditions and requirements. The product, a medical device that is intended for
single use and solely in accordance with the Producer's / the Manufacturer's instructions.
The Conformity is assessed especially with the following provisions:
e Government Regulation no. 93/42/EEC Medical devices establishing technical requirements for
medical devices, in effective wording
Technical standard EN 14683:2019+AC:2019 Medical face masks - Requirements and test methods
Other relevant harmonized legislation
Other relevant local, national and community standards
For the assessment of conformity, the following documents were also applied to:
Tests for irritation and delayed-type hypersensitivity
Results of laboratory tests Cevre Endilstriyel Testing Laboratory Bavterial filtration efficiency
Results of laboratory tests Cevre Endiistriyel Testing Laboratory Microbial Cleanliness
Results of laboratory tests Gevre Endiistriyel Testing Laboratory Differential Pressure
Results of laboratory tests Cevre Endilstriyel Testing Laboratory Splash Resistance Pressure

MARKING, LABELLING

Annex |, §13, of the Medical Devices Directive (93/42/EEC) or Annex 1, §23, of the Medical Device Regulation
(EU) 2017/745 specifies the information that should be specified on the packaging in which the medical face
mask is supplied. The following information shall be supplied:

type of mask (as indicated in Table 1). EN 1SO 15223-1:2016 and EN 1041:2008+A1 :2013 should be

considered

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

General Manager
Istanbul 02/09/2020
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CEVRE

-  ENDOSTRIVEL ANALIZ
LABORATUVARI
ANALYSIS REPORT
Report No. : 2021067E-R1 Report Date :31/08/2020
123 : Flow rate during testing . 8 Lidk
124 : Flow rate during testing : 28.3 L/dk ®
Test performed with the inside of the medical face mask in contact with the bacterial chall
126 : The mask analyzed according to the results of Differential Pressure provides EN 14683gkab pe |, Type Il and Type lIR

R1 : This report supersedes 31/08/2020 date 2021087E number of report which is inva

limits.
129 : The mask analyzed according to the results of Bacterial Filtration Efficiency (BFE) provide
and Type |IR limits.
131 : The mask analyzed according to the results of Microbial Limit - Bioburden prg
Type lIR limits.
133 : The mask analyzed according to the results of Differential Pressure provides E
133 : The mask analyzed according to the results of Differential Pressure pr :
142 : The Splash Resistance Pressure is determined based on the value spe
144 : The test was applied from the inner surface on the mask to the o
146 : According to ISO 22609, when 29 or more of the 32 samples te
met for a single sampling plan. Acceptable 4.0% quality limit is
147 : Test Parameters : 50,6 relative humidity and 25,4°C

14683 Table 1. Type |, Type ||
able 1, T Type Il and
s

¥ Table 1. lirmit.

14683 Table IIR.

standard.

ble 4.0% quality limit is
rding to analysis results.

1. When request, the confommit ssment ia camied oul in accordance with the legal reg g or the which are agreed with the customer,
Note Eﬂnmmmmmﬂﬁumixm in the analysis report has been r.w%mﬂhﬁhhhﬂﬂm-
3. Analysis raport covers samples/sampling that comes to the laboratory. \
4, This report and results don't not be copled and printed partially or completely t u s Laboratory for any commercial and
advertising purposes.
5. This report shall not be used official purposes related (o Enviromental Regul
8. The test report without sign is not valid.
‘Eﬂ it
| AKAN by
HANC 4 Approved
s Res ible 31/08/20
Laborato s
Microbiology ry Respon Omer Yasin BALIK
Laboratory Manager
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Report No. : 2021067E-R1

CEVRE

ENDUSTRIVEL ANALZ
LABORATUVAR]

ANALYSIS REPORT

Report Date :31/08/2020

0 to Gevre "
Parameters Unit  Finding Tip | 8
P Tiplt TiplIR LR \umhnd Information
Analyzed Mask Surface - Outside . 5
Point of Analysis - Midpaint . . : c’
Bacterial Filtration Efficiency
BFE -
BFE ; : 99,8 =05 =98 !\ ] ﬁ‘ 3 - Annex B 122, 124, 129
g < ébﬁﬁﬁl Annex B 122, 124, 129
B 4 Q N 14683 - Annex B 122, 124, 129
Ll = EN 14683 - Annex B 122, 124, 129
EN 14683 - Annex B 122, 124, 129
Mean Positive Control Count cfu EN 14683 - Annex B
Negative Contral Count cfu EN 14683 - Annex B
Mean Particle Size (MPS) um EN 14683 - Annex B
Microbial Limit - Bioburden
Bioburden - 1 ctufg IS0 11737-1 120, 131
Bioburden - 2 cfulg IS0 11737-1 120, 131
Bioburden - 3 cfulg ISO 11737-1 120, 131
Bioburden - 4 cfulg IS0 11737-1 120, 131
Bioburden - 5 cfu/g =30 OSG =30 97 IS0 11737-1 120, 131

Source of Limit Ranges 97 Medikal Y\ inin Test MEIE&

A: Acceptable NA: Not Acceptable
MU: Measurement Uncertainty

Method ISO : International Orga

Information 120 :

Kiibra HANCI AKAN

Volume : 3
od : Me @ Filtration
5 Agar for Aerobic Bacteria Count and Sabouraud Dextrose Agar with Chloramphenicol for Mold

Microbiology Laboratory Responsible

m.m%‘:

br Standard

Aef@bic Bacteria ld-Yeast
 : Bacillus a aus

epetitive Rinse Method

2/3

Sodium Chloride

ve Performans Gereksinimleri (EN 14683)

! %t&s are incubatede 3 days at 30-35°C, then enumerated.
ates are incubatede 5-7 days at 20-25°C, then enumerated.

Approved by
31/08/2020
Omer Yasin BALIK

Laboratory Manager

l,‘.ﬂrn&WAMHMMHE.mﬂmmﬂﬂmmﬂ!ﬂhlhﬂmmmMle
Tal: (0212) 321 um[pmr-n (0212) 321 09 75 e-mail: info@cavreanaliz.com www.cevreanaliz.com



CEVRE

= ENDOSTRIYEL ANALIZ

LABORATUVARI
ANALYSIS REPORT
Report No. : 2021067E-R1 Report Date : 31/08/2020
E:t * YILDIRIM LED ve SES TEKNOLOJILERI S8AN.TIC.LTD.STI. @
: Fener Mah. Bllent Ecevit Bulvan no:48 Muratpaga Antalya/Turkey \
Sample : Full Ultrasonic 3 Layer Nose Wire Rubber Mask - Masky (1)

i
|
i Sample Package : Original carton box
II Sample Amount : 50 adet x 2 kutu
| Sampling Point 1=
Sampling Date .
Sample Lot No. : -

Sample Carmying Conditions / Preservation : -
Technique

Production Date :
Packing Date :
Expire Date -
Producer Company
Sample Receiving Time
Analysis Beginning Time
Analysis Completion Time

=
a
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=
U
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LR Source NMethod Information

: o Tip IR

Differential Pressure
iy <60 97  EN 14683 - Annex C EEEE
DP-3 < 60 a7 EN 14683 - Annex C ..11.1215 ‘};;:
DP - 4 < 60 a7 EN 14683 - Annex C } 23;_ E;
DP-5 <60 97 EN 14683 - Annex C 35 344
Splash Resistance P 122, 142,
Splash Resi z16 97 150 22600 146, 147
Number of Masks e 32 . ; ; ' ;
Number of Passed Masks ; e y ; : : -
Analyzed o
Kiibra HANCI AKAN 1 I
Microbiology Laboratory Responsible mﬂ‘ 2020 :
e - Omer Yasin BALIK a
]

13

Gevre Endistriyel Analiz Laboratuvan Hiz. Tic. AS. Merkez Mahallesi Tatlipinar mm:ﬂhﬂmuﬂimlw
z www,cevreanaliz.com
Tel.: (0212) 321 09 00 (pbx) Faks: (0212) 3210975 a-mail: info@cevreanaliz.com
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YILD
TJIREEEBE};!E SES TEKNOLOJILERI SAN.TIC. LTD. STI
: 8409355 Mail- info@masky.com.tr |

Fener ¥
Mah. Biilent Ecevit Buly. No:48 Muratpasamntalya Tarkiye
Www.masky.com.tr |

DISPOSABLE FACE MASK
EN14683:201 9+AC:2019 TYPE IR
MODEL: YLDO1

28 TECHNICAL DATA SHEET
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- Three layer flﬂi:‘f:)éh;f;ri&byieﬁé mask, fﬂlaéé, 3 Ic:ye made of non-woven c:bric does not irritate skin
- Breathable, soft and odorless
- Protection for splashes
- Antibacterial filter layer stops microbes and other particles from entering or exiting mask

- Ultra elastic ear-loops specialy made for our mask with great tension
that doesn’'t cause any strain on ears
- Antibacterial nose clip coated with PVC. Lenght: ~110mm
- Customizable color opftions
- Made by full ultrasonic machines
- Non Sterile
et -Doesnc:d Eén’rain latex cind fiberglass
- Hypoallergenic

- Bacterial Filtration Efficiency: 298%

-Single Use

Mask Size: ~17.5%*9.5cm
Mask Weight: ~ 2.45 gr (+/- %5)
With closed folds: ~95mm - With open folds: ~175mm
| Box:; 50pcs in a bag (customizable)
j Box Size: 19,7*9,7*10cm :
| OUféi"Béi Size: 4 1.'* 50*42 cm(contains 40 inner boxes) ¢
Palette Size: 103*123*266 cm (contains 36 outer boxes) |

Polybag: opfional
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Certificate Number: MDD-2435
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