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SYNDICATE OF INTERNATIONAL SYSTEM CERTIFICATIONS

C€

CE ATTESTATION OF CONFORMITY

Related Directives :
MEDICAL DEVICES 93/42/EEC--—-----TIBBI CIHAZLAR DIiREKTIFIi 93/42/EEC

Class Sumf: CLASS 1 / SINIF 1, NON STERILE

Description of Product :
MEDI(;AL MASK
TIBBI MASKE

Manufactured by

STL TEKNOLOJI LIMITED SiRKETI
CATALMESE MAH. RESADIYE CAD. 186. SOK. NO:18 CEKMEKOY / ISTANBUL / TURKIYE

Certificate No.: SISTURCE052020705
Issue Date (Original): 06.05.2020
Issue Date(Latest): 26.05.2020

Expiry Date: 05.05.2021

This Certificate is issued under the following conditions:

1.1t applies only to the above referenced models of the medical devices.

2.1t does not imply that the SIS has performed any surveillance or control of their manufacture.
3.The manufacture is obligated to assure conformity of all in medical devices of

the respective model to type assessed by the mean of this certificate.

4.The certificate remains valid until the manufacturing condition, the quality system or relevant
legislation are changed .

5.After fulfilling of the relevant EU legislation requirements, the manufacture shall affix to each
medical device, of the above referenced models, the CE-marketing according to this example:
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Note: This certificate is valid only if produced with the
continuation letter after the surveillance is carried out successfully.

CERTIFICATE OF REGISTRATION

The Organization's documentation and Implementation has been reviewed and found to
comply with the relevant standard rules. This certificate of Registration is based on the
evaluation of the mentioned scope given above. Organization is responsible for maintaining
the responsibilities of the relevant standard rules. Any significant changes in the scope of
the certification or standard referred above render this certificate invalid.

,

Corporate office(S1S):- Plot No. 1539, 2nd Floor, Sector-4,Gurgaon-122001, Haryana, India.
International office(SIS):- URB. Santa Ana Cal. German, Scherieber 276, San Isidro, Lima, Peru 15047,
Email us :-support@siscertifications.com, info@siscertifications.co.in. Call:- +91-9654721646
Web:- http://www.siscertifications.co.in, www.siscertifications.com
The status of this certificate can be verified on “http://www.siscertifications.co.in”.
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SYNDICATE OF INTERNATIONAL SYSTEM CERTIFICATIONS

This Certificate has been awarded to

STL TEKNOLOJI LIMITED SIRKETI

CATALMESE MAH. RESADIYE CAD. 186. SOK. NO:18
CEKMEKOY / iISTANBUL / TURKIYE

In recognition of the organization's Managements System which complies with

EN 14683:2019+AC:2019

The scope of activities covered by this certificate is defined below

MANUFACTURE, SALES AND EXPORTS OF TEXTILE PRODUCTS, MEDICAL PROTECTIVE
CLOTHING, MASK, PROTECTIVE OVERALLS, BONNET, GLOVES, OVERSHOE, APRON,
SURGERY APRON FOR PATIENTS AND DOCTOR, STRETCHER COVER, DEAD BODY BAG,
COLONOSCOPY SHORTS, PATIENT SHORTS, DISINFECTANT LIQUIDS, ANTIBACTERIAL
SOAP AND LIQUIDS, SURFACE AND SKIN CLEANING MATERIALS, FACE PROTECTOR
VISORS, SUITCASE

TEKSTIL URUNLERI, MEDIKAL KORUYUCU KIYAFET, MASKE, KORUYUCU TULUM, BONE,
ELDIiVEN, GALOS, ONLUK, HASTA VE DOKTOR iCiN AMELIiYAT ONLUGU, SEDYE ORTUSU,
CESET TORBASI, KOLONOSKOPI SORTU, HASTA SORTU, DEZENKFEKTAN SIVILAR,
ANTIBAKTERIYAL SABUN VE SIVILAR, YUZEY VE CILT TEMiZLiK MALZEMELERI,
YUZ KORUYUCU SIiPERLIK, VALIZ URETIMI, SATISI VE IHRACATI

Certificate Number: SISTURAC052020104
Date of Issue of Original Certificate: 06.05.2020
Date of Issue of latest certificate: 27.05.2020
Expiry Date: 05.05.2021
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Note: This certificate is valid only if produced with the
continuation letter after the surveillance is carried out successfully.

The Organization's documentation and Implementation has been reviewed and found to
comply with the relevant standard rules. This certificate of Registration is based on the
evaluation of the mentioned scope given above. Organization is responsible for maintaining
the responsibilities of the relevant standard rules. Any significant changes in the scope of
the certification or standard referred above render this certificate invalid.

_.\ CERTIFICATE OF COMPLIANGE

Corporate office(S1S):- Plot No. 1539, 2nd Floor, Sector-4,Gurgaon-122001, Haryana, India.
International office(SIS):- URB. Santa Ana Cal. German, Scherieber 276, San Isidro, Lima, Peru 15047,
Email us :-support@siscertifications.com, info@siscertifications.co.in. Call:- +91-9654721646
Web:- http://www.siscertifications.co.in, www.siscertifications.com
The status of this certificate can be verified on “http://www.siscertifications.co.in”.
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EU DECLARATION OF CONFORMITY

Mediroc Disposable Medical Face Mask

Name and address of manufacturer  : STLTEKNOLOJi LTD. STi.
Alemdag, Catalcesme Mah. Resadiye Cad. 186. Sok. No:18
Cekmekdy/istanbul/Turkey

Product Name : Disposable Medical Face Mask
Brand Name : @ mediroc

Product Types : Type ll 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 : 1SO 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 Tatliponar Sokak No: 13 Mart Plaza Kat: 2/A
Kagithane/istanbul

Issue Date : 02/06/2020

Revision Date/No T -

* 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.

istanbul/Turkey General Manager
05.06.2020

Gatalmese Mah. Resa i
‘Alemdag - Gekmek
Sarigazi V.D.773 03!
Mersisﬁ‘gio_

4 \ i
iyi _ info@benceélyi.com
/http://benceiyi.com i
i TZ(./:0‘2163145521 Fax: 02163145523
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of Registration

This is to Certify that the
Medical Devices — Quality Management System

of
STL TEKNOLOJI LIMITED SIRKETI

CATALMESE MAH. RESADIYE CAD. 186. SOK. NO:18 CEKMEKOY /
ISTANBUL / TURKIYE

has been independently assessed and is compliant
with the requirements of

ISO 13485:2016

This Certificate is applicable to the following product or service ranges:

MANUFACTURE, SALES AND EXPORTS OF MEDICAL PROTECTIVE CLOTHING, MASK,
PROTECTIVE OVERALLS, BONNET, GLOVES, OVERSHOE, APRON, SURGERY APRON FOR
PATIENTS AND DOCTOR, STRETCHER COVER, DEAD BODY BAG, COLONOSCOPY SHORTS,
PATIENT SHORTS, DISINFECTANT LIQUIDS, ANTIBACTERIAL SOAP AND LIQUIDS,
SURFACE AND SKIN CLEANING MATERIALS, FACE SHIELDS

MEDIKAL KORUYUCU KIYAFET, MASKE, KORUYUCU TULUM, BONE, ELDiVEN, GALOS,
ONLUK, HASTA VE DOKTOR iCiN AMELIiYAT ONLUGU, SEDYE ORTUSU, CESET TORBASI,
KOLONOSKOPI SORTU, HASTA SORTU, DEZENKFEKTAN SIVILAR, ANTiBAKTERIYEL
SABUN VE SIVILAR, YUZEY VE CILT TEMIZLiK MALZEMELERI, YUZ KORUYUCU
SIPERLIK URETIMI, SATISI VE IHRACATI

:2 Certificate No :: TR52007H

Date of initial registration 22 April 2020
Date of this Certificate 22 May 2020
Surveillance audit on or before 21 April 2021
Recertification Due / Certificate expiry 21 April 2023

This Certificate is property of Staunchly Management & System Services Ltd. and remains valid
subject to satisfactory surveillance audits.

Ul |

Director
STAUNCHLY MANAGEMENT & SYSTEM SERVICES LTD.
Suite 48, 88-90 Hatton Garden, London, EC1N 8PN.

Phone : +44 345 680 0199

Email : info@staunchlyservices.com Web : www.staunchlyservices.com
For precise and updated information concerning the present certificate mail to info@staunchlyservices.com

ACCREDITED

MSCB125

SMS/F109A/17/REV02

This Certificate is the property of Staunchly Management & System Services Private Limited and shall be returned immediately when demanded
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SYNDICATE OF INTERNATIONAL SYSTEM CERTIFICATIONS

This Certificate has been awarded to

STL TEKNOLOJI LIMITED SIRKETI

CATALMESE MAH. RESADIYE CAD. 186. SOK. NO:18
CEKMEKOY / iISTANBUL / TURKIYE

In recognition ot the organization’s Management System
which complies with

ISO 9001:2015(QMS)

The scope of activities covered by this certificate is defined below

MANUFACTURE, SALES AND EXPORTS OF TEXTILE PRODUCTS, MEDICAL PROTECTIVE
CLOTHING, MASK, PROTECTIVE OVERALLS, BONNET, GLOVES, OVERSHOE, APRON,
SURGERY APRON FOR PATIENTS AND DOCTOR, STRETCHER COVER, DEAD BODY BAG,
COLONOSCOPY SHORTS, PATIENT SHORTS, DISINFECTANT LIQUIDS, ANTIBACTERIAL
SOAP AND LIQUIDS, SURFACE AND SKIN CLEANING MATERIALS, FACE PROTECTOR
VISORS, SUITCASE

TEKSTIL URUNLERI, MEDIKAL KORUYUCU KIYAFET, MASKE, KORUYUCU TULUM, BONE,
ELDIVEN, GALOS, ONLUK, HASTA VE DOKTOR iCiN AMELIiYAT ONLUGU, SEDYE ORTUSU,
CESET TORBASI, KOLONOSKOPI SORTU, HASTA SORTU, DEZENKFEKTAN SIVILAR,
ANTIBAKTERIYAL SABUN VE SIVILAR, YUZEY VE CILT TEMiZLIiK MALZEMELERI,
YUZ KORUYUCU SiPERLIK, VALIZ URETIMI, SATISI VE IHRACATI

Certificate Number: SISTURQ0420202085
Date of Issue of Original Certificate: 22.04.2020
Date of Issue of latest certificate: 27.05.2020
Expiry Date: 22.01.2021

o/
i,
anagin :ﬁz'rector

Note: This certificate is valid only if produced with the
continuation letter after the surveillance is carried out successfully.
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ACCREDITED

Management Systems
Certification Body

The Organization’'s documentation and Implementation has been reviewed and found to
comply with the relevant standard rules. This certificate of Registration is based on the
evaluation of the mentioned scope given above. Organization is responsible for maintaining
the responsibilities of the relevant standard rules. Any significant changes in the scope of
the certification or standard referred above render this certificate invalid.
This is an accredited certificate issued by SIS Certifications Pvt. Ltd. sanctioned for issue by
International Accreditation Services , 3060 Saturn Street Suite 100 Brea, California 92821-1732, USA.

Corporate office(SI1S):- Plot No. 1539, 2nd Floor, Sector-4,Gurgaon-122001, Haryana, India.
International office(SI1S):- URB. Santa Ana Cal. German, Scherieber 276, San Isidro, Lima, Peru 15047,
Email us :-support@siscertifications.com, info@siscertifications.co.in. Call:- +91-9654721646
Web:- http://www.siscertifications.co.in, www.siscertifications.com
The status of this certificate can be verified on “http://www.siscertifications.co.in”.
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Report No. :2011194E-R1

Applicant
Address

Sample

Sample Package
Sample Amount
Sampling Point

Sampling Date
Sample Lot No.

Sample Carrying Conditions / Preservation

Technique

Production Date

Packing Date

Expire Date

Producer Company
Sample Receiving Time
Analysis Beginning Time
Analysis Completion Time

ANALYSIS REPORT

Report Date :02/06/2020

: STL TEKNOLOJILTD. STi.
: Alemdag, Catalmese Mah. Resadiye Cad, 186. Sk. No:18

Cekmekdy/ istanbul/ Turkey

: Disposable Medical Face Mask

: Carton box
: 100 adet

: 05/2020

: 2023

: STL Teknoloji Ltd. $ti.
: 21/05/2020 10:30:00
: 21/05/2020 10:45:00
: 29/05/2020

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

CEVRE

ENDUSTRIYEL ANALIZ
LABORATUVARI

Parameters Unit Finding Tip | Tip 1l Tip IIR LR Source Method Information
Differential Pressure
DP -1 Pa/cm? 16,73 <40 <40 <60 97 EN 14683 - Annex C 122, 123, 126
DP -2 Pa/cm? 19,02 <40 <40 < 60 97 EN 14683 - Annex C 122, 123, 126
DP-3 Pa/cm? 16,52 <40 <40 <60 97 EN 14683 - Annex C 122, 123, 126
DP -4 Pa/cm? 17,1 < 40 <40 < 60 97 EN 14683 - Annex C 122, 123, 126
DP-5 Pa/cm? 15,92 <40 <40 <60 97 EN 14683 - Annex C 122, 123, 126
Bacterial Filtration Efficiency
BFE - 1 % 99,6 =95 =98 =98 97 EN 14683 - Annex B 122, 124, 129
BFE -2 % 99,6 =95 =98 =98 97 EN 14683 - Annex B 122, 124, 129
BFE - 3 % 99,6 =95 =98 =98 97 EN 14683 - Annex B 122, 124, 129
BFE - 4 % 99,9 =95 =98 =98 97 EN 14683 - Annex B 122, 124, 129
~
Merve BiRAH Approved by

Assistant Laboratory Responsible of

Microbiology Laboratory

02/06/2020

Omer Yasin BALIK

Laboratory Manager

1/3

Cevre Endiistriyel Analiz Laboratuvari Hiz. Tic. A.S. Merkez Mahallesi Tatlipinar Sokak No:13 Mart Plaza Kat:2/A Kagithane / Istanbul



CEVRE

ENDUSTRIYEL ANALIZ
LABORATUVARI

ANALYSIS REPORT

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

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

Parameters Unit Finding Tip | Tip Il Tip IIR LR Source Method Information
BFE -5 % 99,6 =95 =98 =98 97 EN 14683 - Annex B 122, 124, 129
Mean Positive Control Count cfu 2395 - - - - EN 14683 - Annex B
Negative Control Count cfu <1 - - - - EN 14683 - Annex B
Mean Particle Size (MPS) pum 2,9 - - - - EN 14683 - Annex B

Microbial Limit - Bioburden

Bioburden - 1 cfu/g 22 =30 =30 =30 97 1ISO 11737-1 120, 131

Bioburden - 2 cfu/g 16 =30 =30 =30 97 ISO 11737-1 120, 131

Bioburden - 3 cfu/g 19 =30 =30 =30 97 1ISO 11737-1 120, 131

Bioburden - 4 cfu/g 16 =30 =30 =30 97 ISO 11737-1 120, 131

Bioburden - 5 cfu/g 22 =30 =30 =30 97 1ISO 11737-1 120, 131
Source of Limit Ranges 197 Medikal Yiiz Maskelerinin Test Metodlari ve Performans Gereksinimleri (EN 14683)

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 |, Type Il 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 Il
and Type IIR limits.

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

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

L
Merve BiRAH Approved by
Assistant Laboratory Responsible of 02/06/2020

Microbiology Laboratory o Yasin BALIK
mer Yasin

Laboratory Manager
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Cevre Endiistriyel Analiz Laboratuvari Hiz. Tic. A.S. Merkez Mahallesi Tatlipinar Sokak No:13 Mart Plaza Kat:2/A Kagithane / Istanbul



CEVRE

ENDUSTRIYEL ANALIZ
LABORATUVARI

ANALYSIS REPORT

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

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 don’t 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

L
Merve BiRAH Approved by
Assistant Laboratory Responsible of 02/06/2020
Microbiology Laboratory ..
Omer Yasin BALIK

Laboratory Manager
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Cevre Endiistriyel Analiz Laboratuvari Hiz. Tic. A.S. Merkez Mahallesi Tatlipinar Sokak No:13 Mart Plaza Kat:2/A Kagithane / Istanbul



CEVRE

ENDUSTRIYEL ANALIZ
LABORATUVARI

ANALYSIS REPORT

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

Applicant : STL TEKNOLOJi LTD. STi.

Address : Alemdag, Catalmese Mah. Resadiye Cad, 186. Sk. No:18
Cekmekdy/istanbul/Turkey

Sample : Disposable Face Mask Wexta / Model: STL3PLY

Sample Package : Carton box

Sample Amount : 50 pieces

Sampling Point HE

Sampling Date HE
Sample Lot No. HE

Sample Carrying Conditions / Preservation  : -

Technique

Production Date : 07/2020

Packing Date HE

Expire Date : 2023

Producer Company : STL Teknoloji Ltd. Sti.
Sample Receiving Time : 21/08/2020 12:30:00
Analysis Beginning Time : 21/08/2020 12:45:00
Analysis Completion Time : 27/08/2020

Following analysis results were obtained from the specimen which was delivered to Cevre Laboratory by hand to hand

Parameters Unit Finding Method Information

Splash Resistance Pressure

Splash Resistance Pressure kPa 16 IS0 22609 122, 141247146'
Number of Masks Analyzed - 32

Number of Passed Masks Analyzed - 30

Analyzed Mask Surface - Outside

Point of Analysis - Midpoint

MU: Measurement Uncertainty
Method ISO : International Organization for Standardization
Information 122 : Conditioning Parameters : 85+ 5 relative humidity and 21+ 5 °C de minimum 4 hours
142 : The Splash Resistance Pressure is determined based on the value specified in EN 14683 Table 1. Type IIR.

146 : According to ISO 22609, when 29 or more of the 32 samples tested show "pass" results, an acceptable 4.0% quality limit is
met for a single sampling plan. Acceptable 4.0% quality limit is met for normal sampling plan according to analysis results.

Okan PELOT Approved by
Laboratory Responsible 28/08/2020
Omer Yasin BALIK
Laboratory Manager
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Cevre Endiistriyel Analiz Laboratuvari Hiz. Tic. A.S. Merkez Mahallesi Tatlipinar Sokak No:13 Mart Plaza Kat:2/A Kagithane / Btanbul
Tel.: (0212) 321 09 00 (pbx) Faks: (0212) 321 09 75 e-mail: info@cevreanaliz.com www.cevreanaliz.com



CEVRE

ENDUSTRIYEL ANALIZ
LABORATUVARI

ANALYSIS REPORT

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

Note

147 : Test Parameters : %60 relative humidity and 26 °CO

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 don’t 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

Okan PELOT Approved by
Laboratory Responsible 28/08/2020
Omer Yasin BALIK
Laboratory Manager
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Cevre Endiistriyel Analiz Laboratuvari Hiz. Tic. A.S. Merkez Mahallesi Tatlipinar Sokak No:13 Mart Plaza Kat:2/A Kagithane / Btanbul
Tel.: (0212) 321 09 00 (pbx) Faks: (0212) 321 09 75 e-mail: info@cevreanaliz.com www.cevreanaliz.com



