




EU DECLARATION OF CONFORMITY

Mediroc Disposable Medical Face Mask

Name and address of manufacturer : STL TEKNOLOJİ LTD. ŞTİ.

   Alemdağ, Çatalçeşme Mah. Reşadiye Cad. 186. Sok. No:18

   Çekmeköy/İstanbul/Turkey

Product Name  : Disposable Medical Face Mask

Brand Name  : 

Product Types  : Type II R, Non-Sterile

Authorized Representative  :  Mediroc Tech Ltd.

This declaration confirms that the product meets the essential requirements of following directive(s) and 

standart(s). The conformity was based on;

Applied Directive(s)  :  Medical Devices Directive 93/42/EEC as amended according to

   the Directive 2007/47/EC

Applied Standard(s)  : EN 14683:2019 Medical Face Masks - Requiremenst and test methods

International Standards   :  ISO 13485:2016 / ISO 9001:2015(QMS)

The declaration has been carried out in accordance with individual rules and conditions. Evaluation has been 

carried out in accordance with:

Test Report(s) No  : 20011194E-R1

Test Conducted by  : Cevre Industrial Analysis Laboratory

Test Lab. Adress  : Merkez Mahallesi Tatlıponar Sokak No: 13 Mart Plaza Kat: 2/A

   Kağıthane/İstanbul

Issue Date  : 02/06/2020

Revision Date/No  : -

* The undersinged herewith declarer that the above-mentioned product(s) meet the provisions of the following EC Council Directives and 
harmonized standards,  All supporting documentations are retained under the premises of the manufacturer.

İstanbul/Turkey      General Manager

05.06.2020







 -

:
:

Sampling Date

:2011194E-R1 Report Date

Sample Receiving Time
:

Carton box

02/06/2020

100 adet

:

:Sample Package

Address

Report No.

Applicant

ANALYSIS REPORT

Sample

Sample Amount

Dısposable Medical Face Mask

Alemdağ, Çatalmeşe Mah. Reşadiye Cad, 186. Sk. No:18

:

Producer Company

:

STL Teknoloji Ltd. Şti.

:

Sampling Point

:

-

: 21/05/2020 10:30:00

Analysis Completion Time 29/05/2020:
Analysis Beginning Time : 21/05/2020 10:45:00

Sample Lot No.  -:

Production Date : 05/2020
Packing Date  -:
Expire Date 2023:

Sample Carrying Conditions / Preservation
Technique

:  -

Following analysis results were obtained from the specimen which was delivered by cargo to Çevre Laboratory;

Parameters Unit Finding LR Source InformationMethodTip I Tip II Tip IIR

Differential Pressure

DP - 1

DP - 2

DP - 3

DP - 4

DP - 5

Bacterial Filtration Efficiency

BFE - 1

BFE - 2

BFE - 3

BFE - 4
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Assistant Laboratory Responsible of
Microbiology Laboratory

Approved by
02/06/2020

Ömer Yasin BALIK
Laboratory Manager



Report No. : 2011194E-R1 02/06/2020Report Date :

ANALYSIS REPORT

Following analysis results were obtained from the specimen which was delivered by cargo to Çevre Laboratory;

Parameters Unit Finding LR Source InformationMethodTip I Tip II Tip IIR

BFE - 5

Mean Positive Control Count

Negative Control Count

Mean Particle Size (MPS)

Microbial Limit - Bioburden

Bioburden - 1

Bioburden - 2

Bioburden - 3

Bioburden - 4

Bioburden - 5

97  Medikal Yüz Maskelerinin Test Metodları ve Performans Gereksinimleri (EN 14683)Source of Limit Ranges :

A: Acceptable  NA: Not Acceptable
MU: Measurement Uncertainty
Method EN : European Standard

ISO : International Organization for Standardization
Information 120 Bioburden : Aerobic Bacteria and Mold-Yeast

Pozitive Controls : Bacillus atrophaeus
Extract Fluid : Peptone, Tween with Sodium Chloride
Extract Fluid Volume : 300 mL
Plating Method : Membrane Filtration
Agar Medium : Tryptic Soy Agar for Aerobic Bacteria Count and Sabouraud Dextrose Agar with Chloramphenicol for Mold
and Yeast Count
Recovery Efficiency : Repetitive Rinse Method
Aerobic Bacteria : Plates are incubatede 3 days at 30-35°C, then enumerated.
Yeast - Mould : Plates are incubatede 5-7 days at 20-25°C, then enumerated.

:

122 Conditioning Parameters : 85± 5 relative humidity and 21± 5 °C de minimum 4 hours:
123 Flow rate during testing : 8 L/dk:
124 Flow rate during testing : 28.3 L/dk:
126 The mask analyzed according to the results of Differential Pressure provides EN 14683 Table 1. Type I, Type II and Type IIR

limits.
:

129 The mask analyzed according to the results of Bacterial Filtration Efficiency (BFE) provides EN 14683 Table 1. Type I,Type II
and Type IIR limits.

:

131 The mask analyzed according to the results of Microbial Limit - Bioburden provides the EN 14683 Table 1. Type I, Type II and
Type IIR limits.

:

R1 : This report supersedes 29/05/2020 date 2011194E number of report which is invalid.
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Assistant Laboratory Responsible of
Microbiology Laboratory

Approved by
02/06/2020

Ömer Yasin BALIK
Laboratory Manager



Report No. : 2011194E-R1 02/06/2020Report Date :

ANALYSIS REPORT

Note 1. When request, the conformit assessment is carried out in accordance with the legal regulations and standards or the decision rules which are agreed with the customer.
2. Descriptive information about the samples / sampling in the analysis report has been declared by the customer. Our laboratory is not responsible for the legal losses.
3. Analysis report covers samples/sampling that comes to the laboratory.
4. This report and results donʼt not be copied and printed partially or completely without permission of Cevre Industrial Analysis Laboratory for any commercial and
advertising purposes.
5. This report shall not be used official purposes related to Enviromental Regulations.
6. The test report without sign is not valid.

End of Report
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Assistant Laboratory Responsible of
Microbiology Laboratory

Approved by
02/06/2020

Ömer Yasin BALIK
Laboratory Manager





Report No. : 2019969E 28/08/2020Report Date :

ANALYSIS REPORT

147 Test Parameters : %60 relative humidity and 26 °C�:

Note 1. When request, the conformit assessment is carried out in accordance with the legal regulations and standards or the decision rules which are agreed with the customer.
2. Descriptive information about the samples / sampling in the analysis report has been declared by the customer. Our laboratory is not responsible for the legal losses.
3. Analysis report covers samples/sampling that comes to the laboratory.
4. This report and results donʼt not be copied and printed partially or completely without permission of Cevre Industrial Analysis Laboratory for any commercial and
advertising purposes.
5. This report shall not be used official purposes related to Enviromental Regulations.
6. The test report without sign is not valid.

End of Report

22/

Çevre Endüstriyel Analiz Laboratuvarı Hiz. Tic. A.Ş. Merkez Mahallesi Tatlıpınar Sokak No:13 Mart Plaza Kat:2/A Kağıthane / �stanbul
Tel.: (0212) 321 09 00 (pbx) Faks: (0212) 321 09 75  e-mail: info@cevreanaliz.com www.cevreanaliz.com

Okan PEL�T
Laboratory Responsible

Approved by
28/08/2020

Ömer Yasin BALIK
Laboratory Manager


