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Preparation date: 14.06.2020
T.017.01 TECHNICAL SHEET
BRAND BIOBLOCKED
PRODUCT NAME [Medical Mask - Type IIR (NON-STERILE)
PRODUCT CODE (MM 0299
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Issue: 03.5.2020

PRODUCT INFORMATION

Mo.de.l 3-layer 3-pleated medical mask.
Description
Outer Layer : Blue color 30 gr Spunbound.
Fabric Middle Layer : 25 gr Meltblown.
Inner Layer : White color 20 gr Spunbound.
Nose wire.
Material
Mask rubber.
SEWING INSTRUCTIONS, LABEL AND IMPORTANT DETAILS
All stitches will be ultrasonic.
Mask size = Length: 17.5 cm, Width: 9.5 cm.
Nose wire length 10 cm. Tolerance +/- 3 mm.
The nose wire will be in the middle.
Rubbers should not come out.
General
Production Rubber length will be 16 cm. Tolerance +/- 10 mm.

Instructions

Rubber will be equal on the left and right sides.

Rubbers should not shear off.

The mask should be free of stains, dust and dirt.

During start of work, when fabric or rubber is attached to the machine
and when the machine is set, the products are checked randomly
every hour.

CAUTION !!!

PACKAGING DETAILS

Packaging

We will work in accordance with the folding sample, if the folding
sample has not reached you, request it.

Bag

The product code numbers on the bag and box used in the product
must be the same as indicated on the swatch card.

Ensure that the number of pieces in the bag or box are correct.

Ensure the bag is closed properly and that there are no tears or holes.

Package

The pieces inside the package should be the same as the ones
specified in the swatch card.

The packages should not be broken, collapsed or torn.

Revision: 12.07.2020 Rev. No: 3




VERSALCERT.CO

CERTIFICATION

ATTESTATION OF CONFORMITY

Certificate Nr: MDD-168

In conformance io the European Economic Commission 93/M42/EEC Medical Devices Directive on
harmonisation of laws, regulations and administrative documentation of Member States on Medical Devices
and European Economic Commission directive 93/68/EEC amending Medical Devices Directive dated 22 July
1993, !

the products manufactured by

YELKENCI HAZIR GiYiM SANAYI VE TICARET ANONIM SiRKETI

at the following address
Selimpasa Mahallesi 5001 Sokak No:6-A Silivri ISTANBUL / TURKEY

EN 14683:2019+AC:2019 Medical Face Masks

Brand Name : BIOBLOCKED
Model : MM 0299
Type IR
are tested according to the following initial type tests by the manufacturer

Technical standard EN 14683:2019+AC:2019 Medical face masks - Requirements and test methods

For the assessment of conformity, the following documents were also applied to;
Results of laboratory tests Cevre Endilstriyel Testing Laboratory Bacterial Filtration Efficiency. Microbial
Cleanliness, Differential Pressure and Splash Resistance Pressure tests,

UNIVERSAL CERTIFICATION has evaluated production, design. intended use, risk evaluation according to
safety purpose, product itsell and add-on components (if exists) and product technical drawings of the medical
face masks manufactured and designed for use during the medical operations or similar medical situations with
same requirements which require restriction of infectious materials to be spread to patients. With this
certificate, it is approved that the product fulfils all essential requirements and the related rules of 93/42/EEC
Medical Devices Directive (MDD) Class | are applied. The information on the packaging for the above listed
products covers the necessary information stated in Annex 1, §13, of the Medical Devices Directive
(93/42/EEC) or Amnex 1, §23, of the Medical Device Regulation (EUY 2017/745. This information includes;
reference to EN 14683 standard, type of mask (as indicated in Table 1) and other relevant information given in
EN IS0 15223-1:2016 and EN 1041:20084A1:2013, It is considered to be suitable to attach a CE mark, as
seen below, on your products in accordance with the information given in this certificate with publishing an
EU Declaration of Conformity.

This certificate is issued on 30/06/2020 and valid until 29/06/202 1 with the conditions that no change has been
made with the product references and no change in the production process or not suspended or withdrawn for
any reason.

ISTANBUL -30/06/2020
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Verify the validity with the QR Code

This certificate will be in the absence of any changes in standard and legal terms, and with the surveillance andits to be concuted
annually following the surveillance audits, updating the publicationdaste without changing the cerificate number,
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EU DECLARATION OF CONFORMITY

MANUFACTURER
YELKENCI HAZIR GiYiM SANAYi VE TICARET ANONIM SIiRKETI
Selimpasa Mahallesi 5001 Sokak No:6-A Silivri ISTANBUL / TURKEY

PRODUCT DESCRIPTION

Layered and molded medical device classified in the Class | - Medical Device to be used as protection against
inhalation of viruses, bacteria. olher microorganisms, allergens from the environment

Branda Mame: BIOBLOCKED Maodel: MM 0299
Type IR

The Producer / the Manufacturer declares on his sole responsibility that the product above is, under
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:
¢ 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
Resulis of laboratory tests Cevre Endiistrivel Testing Laboratory Bavierial filtration efTiciency
Results of laboratory tests Cevre Endiistrivel Testing Laboratory Microbial Cleanliness
Results of laboratory tests Cevre Endiistriyel Testing Laboratory Differential Pressure
Results of laboratory tests Cevre Endiistrivel Testing Laboratory Splash Resistance Pressure

MARKING, LABELLING

Annex 1, §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 150 15223-1:2016 and EN 104 1:2008+A 1:2013 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.

\\\

Eren YELKENCI
General Manager
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CERTIFICATE OF REGISTRATION

This certifies that:

YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S.
E5 Karayolu Uzeri. 5001 Sk No.6 Selimpasa
Silivri Istanbul, TR 34570

is registered with the U.S. Food and Drug Administration for FY 2020 pursuant to Title 21, 807 et seq. of the
United States Code of Federal Regulations:

Establishment Registration: 3016879381

DUNS No.: 35-497-3328

Device Classification Name: FACE MASK (EXCEPT N95 RESPIRATOR) FOR
GENERAL PUBLIC/HEALTHCARE PERSONNEL PER I1E
GUIDANCE

Product Code: QKR

Official Correspondent Registrar Corp

and U.S. Agent: 144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 « Fax: +1-757-224-0179

Registrar Corp will confirm that such registration remains effective upon request and presentation of this
certificate until the end of the year stated above, unless said registration is terminated after issuance of this
certificate. Registrar Corp makes no other representations or warranties, nor does this certificate make any
representations or warranties to any person or entity other than the named certificate holder, for whose sole
benefit it is issued. This certificate does nol denote endorsement or approval of the certificate-holder's device
or establishment by the U.S. Food and Drug Administration. Registrar Corp assumes no liability to any person
or entity in connection with the foregoing,

Pursuant to 21 CFR 807.39, "Registration of a device establishment or assignment of a registration number
does not in any way denote approval of the establishment or its products. Any representation that creates an
impression of official approval because of registration or possession of a registration number is misleading
and eonstitutes misbranding."

The U.S. Food and Drug Administration does not issue a certificate of registration, nor does the U.S. Food
and Drug Administration recognize a certificate of registration. Registrar Corp is not affiliated with the-{/.S.
Food and Drug Administration.

o

Registrar Coﬁp %

144 Research Drive, Hampton, Virginia, 23666, USA itive Director
Telephone: +1-757-224-0177 © Fax: +1-757-224-0179 Registrar Corp

info@registrarcorp.com ® www.registrarcorp.com Dated: 793’16 22, 2020

©200%-2070 Registrar Corp



CEVRE

EMDUSTRIYEL AMALIZ
LABORATUVARI

ANALYSIS REPORT

Report No. :2012871E Report Date :22/06/2020

Applicant : YELKENCOHAZIR GLYOM SANAYOVE TICARET A.S.

Address : Selimpasa Merkez Mah. 5001.Sk No:6 34570 Silivri Btanbul/Turkey
Sample : Disposable 3 Layer Face Mask BioBlocked

Sample Package : Carton box

Sample Amount : 100 pieces

Sampling Point HE

Sampling Date HE
Sample Lot No. : 052023

Sample Carrying Conditions / Preservation  : -
Technique

Production Date HI
Packing Date I

Expire Date HIE

Producer Company : Yelkenci Hazir Giyim San. Tic. A.S.
Sample Receiving Time : 15/06/2020 12:00:00

Analysis Beginning Time : 15/06/2020 12:15:00

Analysis Completion Time : 22/06/2020

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

Parameters Unit Finding Tip | Tip Il Tip IIR LR Source Method Information

Differential Pressure

DP - 1 Pa/cm? 27,2 <40 <40 <60 97 EN 14683 - Annex C 1122% 11331'
DP-2 Pa/cm? 22,59 <40 <40 <60 97 EN14683-AmexC 3¢ 1o
DP-3 Pajcm? 26,98 <40 <40 <60 97 EN14683-AnnexC 3¢ 1oy
DP-4 Pajcm? 22,42 <40 <40 <60 97 EN 14683 - Annex C 1122% 11331'
DP-5 Pajcm? 23,04 <40 <40 <60 97 EN 14683 - Annex C 112226 12
Bacterial Filtration Efficiency
BFE - 1 % 99,4 =95 =98 =98 97 EN 14683 - Annex B 122, 124, 129
BFE - 2 % 99,7 =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

} 4
Merve BIRAH Approved by
Assistant Laboratory Responsible of 22/06/2020

Microbiology Laboratory 4 Yasin BALIK
mer Yasin

Laboratory Manager
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Cevre Endiistriyel Analiz Laboratuvari Hiz. Tic. A.§. Merkez Mahallesi Tatlipinar Sokak No:13 Mart Plaza Kat:2/A Kagithane / 3tanbul



Report No. :2012871E

CEVRE

ERMDUSTRITEL AMALLL
LABORATUVARI

ANALYSIS REPORT

Report Date :22/06/2020

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

Parameters Unit Finding Tip | Tip ll TiplIR LR Source Method Information
BFE - 4 % 99,2 =95 =98 =98 97 EN 14683 - Annex B 122, 124, 129
BFE -5 % 99,8 =95 =98 =98 97 EN 14683 - Annex B 122, 124, 129
Mean Positive Control Count cfu 1972 - - - - EN 14683 - Annex B
Negative Control Count cfu <1 - - - - EN 14683 - Annex B
Mean Particle Size (MPS) [Vigg] 3,2 - - - - EN 14683 - Annex B

Microbial Limit - Bioburden
Bioburden - 1 cfu/g 20 =30 =30 =30 97 ISO 11737-1 120, 131
Bioburden - 2 cfu/g 11 =30 =30 =30 97 1ISO 11737-1 120, 131
Bioburden - 3 cfu/g 19 =30 =30 =30 97 ISO 11737-1 120, 131
Bioburden - 4 cfu/g 15 =30 =30 =30 97 1ISO 11737-1 120, 131
Bioburden - 5 cfu/g 14 =30 =30 =30 97 ISO 11737-1 120, 131

Source of Limit Ranges

:97 Medikal Ylz 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
Test performed with the inside of the medical face mask in contact with the bacterial challenge.

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 EN 14683 Table 1. Type |, Type Il and
Type IIR limits.

144 : The test was applied from the inner surface on the mask to the outher surface, as required by the standard.

} -

Merve BIRAH Approved by
Assistant Laboratory Responsible of 22/06/2020

Microbiology Laboratory

Omer Yasin BALIK
Laboratory Manager
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Cevre Endiistriyel Analiz Laboratuvari Hiz. Tic. A.$. Merkez Mahallesi Tatlipinar Sokak No:13 Mart Plaza Kat:2/A Kagithane / [Stanbul



CEVRE

EMDUSTRIYEL AMALIZ
LABORATUVARI

ANALYSIS REPORT

Report No. :2012871E Report Date :22/06/2020

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

=

Merve BIRAH Approved by
Assistant Laboratory Responsible of 22/06/2020
Microbiology Laboratory ..
Omer Yasin BALIK

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



CEVRE

EMDUSTRIYEL AMALIZ
LABORATUVARI

ANALYSIS REPORT

Report No. :2013579E Report Date :29/06/2020

Applicant : YELKENCOHAZIR GLYOM SANAYOVE TICARET A.S.

Address : Selimpasa Merkez Mah. 5001.Sk No:6 34570 Silivri  tanbul/Turkey
Sample : Disposable 3 Layer Face Mask BioBlocked

Sample Package : Carton box

Sample Amount : 100 pieces

Sampling Point HE

Sampling Date H
Sample Lot No. : 052023

Sample Carrying Conditions / Preservation  : -
Technique

Production Date H
Packing Date I -

Expire Date HIE

Producer Company : Yelkenci Hazir Giyim San. Tic. A.S.
Sample Receiving Time 1 15/06/2020 12:00:00

Analysis Beginning Time : 23/06/2020 12:15:00

Analysis Completion Time 1 29/06/2020

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

Parameters Unit Finding Tip | Tip 1l Tip IR LR Source Method Information

Splash Resistance Pressure

i 122, 141,
Splash Resistance Pressure kPa =16 - - z16 97 ASTM F1862 142, 147
Number of Masks Analyzed - 29 - - - - -
Number of Passed Masks B 29 ) ) ) i i
Analyzed
Analyzed Mask Surface - Outside - - - - -
Point of Analysis - Midpoint - - - - -
Source of Limit Ranges :97 Medikal YUz Maskelerinin Test Metodlari ve Performans Gereksinimleri (EN 14683)

A: Acceptable NA: Not Acceptable
MU: Measurement Uncertainty

Method ASTM: American Society for Testing and Materials
Information 122 : Conditioning Parameters : 85+ 5 relative humidity and 21+ 5 °C de minimum 4 hours
Okan PELT Approved by
Laboratory Responsible 29/06/2020

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

EMDUSTRIYEL AMALIZ
LABORATUVARI

ANALYSIS REPORT

Report No. :2013579E Report Date :29/06/2020

Note

141 : 29 masks were analyzed. All of the analyzed masks gave "successful" results in tests performed at 16 kPa pressure.
142 : The mask analyzed according to the results of Splash Resistance Pressurelprovides EN 14683 Table 1. Type IIR limit.
147 : Test Parameters : 58,7% relative humidity and 22,4°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 PELT Approved by
Laboratory Responsible 29/06/2020
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
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SEPN
UNIVERSAL

CERTIFICATION

TECHNICAL EVALUATION REPORT
REPORT DATE / NO: 30.06.2020 / 05-2020-T0176

Manufacturer: YELKENCI HAZIR GIYIM SANAYI VE TICARET ANONIM SIRKETI
Address: Selimpasa Mahallesi 5001 Sokak No:6-A Silivri ISTANBUL / TURKEY

The medical masks manufactured by the above manufacturer. are evaluated based on the Annex ZA of
harmonised standard EN 14683/AC:2019 and the essential health and Safety requirements of 93/42/EEC,
Medical Device Directive for Class I products on avoluntary base upon the manufacturer request.

Product Description: Medical Face Mask
Trademark: BIOBLOCKED Model: MM 0299

As a third party evaluation. the technical file provided by the manufacturer is evaluated and the samples
provided by the manufacturer are tested according to Annex ZA of the EN 14683/AC:2019 standard.

See Annex I: Test report provided by Cevre Endiistrivel Analiz Laboratuari 28.05.2020 2011100E,
29.06.2020 2013312E date and with report number.

This report or the issued certificate, in case the report is positive. does not take over orchange the sole
reponsibility of the manufacturer covered under 93/42/EEC Medical Device Directive. The manufacturer shall
fulfil all responsibilities for Class 1 products under 93/42/EEC Medical Device Directive.

The results of the evaluation are as follows;
A- Review of the technical file

The manufacturer owns a technical file based on the requirements of 93/42/EEC Medical Device
Directive in which the essential health and Safety requirements for Class | products are handled
and have documented procedures to fulfil these requirements. The positive result of this repaort or
the possible certificate to be issued based on positive result of this report shall not be used as the
share of the responsibility of manufacturer on the fulfilment of any respessibility to be fulfilled
before putting the product on the EU market.

UFR-383 12122018 Revdl Page I[3
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CERTIFICATION
B- Product Test Results

The tests referenced in Annex ZA are conducted on the samples provided by the manufacturer and
the results are evaluated:

1. Biocompatibility

In the evaluation of the technical file, it was observed that the manufacturer has
established a mechanism for the evaluation of raw materials or semi-finished zoods on
their biocompatibility. The manufacturer claims that the request and evaluation of proofs
for biocompatiblity of the goods is an essential part of the procurement policy and
declares that the produced masks are complies with the biocompatibility requirements and
have authorised responsible staff members for ensuring the success of this policy. It is
considered that the manufacturer have an effective policy for the biocompatibility of the
praduct.

2. Bacteria Filtration Efficiency

At least 5 samples are subjected to a bacteria aerosol with a flow rate of 28.3 L/min for 2
minutes with a test setup defined in the Annex B of EN 14683/AC:2019 standard. With
the results of the incubation of samples taken in different particule sizes are shown in the
annexed test report.

The minimum bacteria filtration efficiency performance required by each performance
classes are shown below:

Test Type I* Type 11 Type IIR
Bacterial Filtrati
SRR > 05 > 08 >98
Efficiency (BFE), (%)

* Type | medical face masks should only be used for patients and other persons to reduce
the risk of spread of infections particularly in epidemic or pandemic situations. Type |
masks are not intended for use by healtheare professionals in an operating room or in
other medical settings with similar requirements.

According to the evaluation of the results of 5 samples tested. the minimum bacteria
filtration efficiency is given as 99,1%. According to this result, the bacteria filtration
efficiency performance of the masks is classifified as Type 1IR.

It was observed that the avarage positive control values and nezative control value is also
reported as a confidence parameter of the test result are meaningful.

3. Microbial Cleanliness (Bioburden)
It is expected to have the number of colony forming units per gram to be lower than 30 for
all performance class of masks according to the test result based on 1SO 11737-1 standard.
In the evaluation of the test result. the maximum count of the colony forming unit is
reported as 28 For this test result the samples complies the requirement for all
performance classes (Type 1. Type Il and Type IIR).

4. Differential Pressure

The test is conducted to measure the breathing resistance as the differantial pressure and
the expected result for Type I and Type 11 classes is not to be higher than 40 Pa/em? and
for Type IIR class not to be higher than 60 Pa/em?.

According to the test results, the highest differantial pressure measured is 52,86 Pa/em?®
and the samples complies the requirement for all performance classes (Type I. Type 11 and
Type HR).

UFR-383 12122018 Rev.0l Page 213
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C- Summary and Conclusion

SEFN

UNIVERSAL

"CERTIFICATION

5. Splash Resistance Pressure

In the test, done according to ISO 22609:2004 the product’s splash resistance is expected
to be equal or higher than 16kpa for the Type 2R class.

All 15 samples tested were able to provide Type IR performances as 16kPa resistance.

Evaluation Requirement Result Classification
Bacterial Filtration >95% —Typel Type |
Efficiency (BFE), (%) =98 % —Type Il 98.1 % Typell

=98 % — Tvpe lIR Type IR
Differential pressure <40-Typel Type |
(Pa/em2) <40 -"Type ll 32.86 Type ll
< 60 - Type [IR Type lIR
Splash resistance Not Required — Type |
pressure (kPa) Mot Required — Type Il > 16 Tvpe [IR
= 16 = Type lIR
Microbial cleanliness <30-Typel Tyvpel
(efu/g) <30-Tvpell 29 Type Il
<30 -Type lIR Type IIR
Overall Performance Classification Type IIR

UFR-343 11122018 Rev.0|
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— End of Report —

Suat KACMAZ

UNIVERSAL CERTIFICATION

Director
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' 'DOCUMENT NO TD-03
Il" TECHNICAL FILE DATE OF [SSUE 01.04.2020
l MANUFACTURING CONTROL MANUAL [REYDATE =
YELKENCI Medical Face Masks PAGE NO 17
GROW®P N .
TABLE OF CONTENTS - ABOUT THE MANUAL
TABLE OF CONTENTS - ABOUT THE MANUAL ——
0 INTRODUCTION
1 SCOPE
2 Reference Standards And/Or Documents
'3 | Preduct Infermation B
3.1 Product description -
3.2 Product Model No.,
3.3 Product Size N
3.4 ) Brand . o
35 Factory Manuiacturing Control —|
3.4 Risk Assessment of PPE for Proteciion N
3.7 Materials and Infermediates Used B
38 Product Photos
3.9  Marking ] -
_3.1¢ Directions for use
n Basic Health and Safety Requiremenits of the Product
4.1 Manufaciuring control -
4.2 Quatity plan
4.3 Organization _
44 Document control - B
5 Control Methods B .
5.1 Component materiais E
5.2 Product supplied by the customer ——
5.3 Conirol of Operations N
54 | Transport, siorage ond distribution - o
4 Inspection and experments
6.1 Generdl
| 8.2 Input component materials N
7 Nonconformily siatus
71 | General e
72 Nenconformity of component materials -
73 Nonconformity status of the final, finished product
] Records B
9 |Training -

Technical File - Manufacturing Control Manual has been prepared in accordance with EN 13795-1; 2019
Standard in order to introduce the production facllity control system and explain the basic elements of the
system, In addition to guiding the establishment of the system and preparation of the system documentation,
the Conirol Manual is used to infroduce the system to the customer and third parties. Manufacturing Control
Manuat is prepared by Production Control Representative, Quality Management Representative, and issued

after checked and approved by

the Company Manager.

On the poges of the Control Manual, "YELKENCI HAZIR GlYIM SANAYI VE TICARET ANONIM SIRKETI" logo,
“Technical File - Production Control Manual” phrase, Department Name, Document No (TD-03), Issue Date,
Revision Date, Revision No, PFage No and the information of the persons who Prepared (Title and Signature}
Conftrolled (Title and Signature) and Approved (Title and Signature) are found, Page No; s given as “page

no/total page no™,

The revision made in the Technical File - Manufacturing Control Manual s applied to the entire document,
the manual revision number is increased by 1, the revision date is updated, the revision reason is recorded in
the revision reason section on each page and reissued,

PREPARED BY

Produclion Control Representative
SABAN KARADENIZ

Quality Management Representative
GURSEL OZCANLI

_APPROVED BY

'Cmnpany Manager
QZGUR OZENIR




DOCUMENTNO |  TD-03

Il” TECHNICAL FILE 'DATE OF ISSUE 01.04.2020
l MANUFACTURING CONTROL MANUAL (REVDATE =
YELKENCI Medical Face Masks PAGE NO 2117

R OUP
Other issues related to revision and distribution of the manual are applied according to the "PR.01 Document

Conirol Procedure”.
0. INTRODUCTION
YELKENCI HAZIR GlYInm SANAYT VE TICARET ANONIM SIRKET!
Technical File - Manufacturing Confrol Manual;
« EN 14483:2019+AC:2019 Medical Face Masks — Requirements and Tesi Methods

It has been prepared as part of the system used 10 evaluate the compliemce with its siandards.

The Technical File - Manufacturing Control Manual process is designed for the implementation of harmonized
European standards for Medical Face Masks, regardless of whether the marking is applied by legislation or
nof.

1. SCOPE

Technical File - Manufacturing Conirol Manual covers the quality and factory manufacturing control
requirements used during the manufacture of Medical Face Masks, and compliance with the Basic Health
and Safety Requirements Associated with the European Union Direciive $3/42/EEC.

Basic Requlrements of Directive 93/42/EEC:

8.1. Medical devices and manufactuing procedures should be deasigned io eliminate or reduce the risk of
infection fo the patient, practitioner and third parties. The design should be easily implemented and minimize
the contamination of the patient from the medical device or the medicai device from the patient during use,

it necessary.

¢ Name of the Company: YELKENCI HAZIR GiYiM SANAY| VE TICARET ANONIM SIRKET]
» Company Address: E5 Karayolu Uzeri 5001. Sokak No:6 Selimpasa Siiivri ISTANBUL

2, REFERENCE STANDARD AND/OR DOCUMENTS
Reference is made in this manual to other standards and/or other documents, with or without specifying the

date. These references are stated in appropriate places in the text and are listed below.

EN,ISOIEC vb.NO NAME
EN 14483:2019+AC:2019 | Medical Face Masks - Requirements and Test Methods
. Biclogical evaluation of medical devices - Part 1: Evaluation and experiment in & risk
ENISO 10993-1:2009 management process B o
. Sterilization of hedlih care products - Microbiological methods - Part 12 Identiilcalion of
ENISO 11737-1:2018 the microorganism population on products = -
150 22609:2004 Clothing for proteciion against infectious agents-Medical face masks-Test method for
” _ |resistance fo penetration of synthetic blood {fixed voiume, horizontally eclipsed)
ENISO 152231 Medical devices - Symbols 10 be used in medical device labels, labeling and Information
— o be presented - Part 1: General requiremenis
EN 1041 + A1 Information Provided by Medical Device Manufacturers
EN1SO 152231 Medical devices - 1o be used in Medical Device Labels, Labeling and Information {o be
~ | Provided Symbols - Part 1; General Requirernents -
93/42/EEC Medical Devices Directive [Annex 1, Art, 23)

3. Product Description

3.1 Product Description
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Medical Face Masks we manufacture are Medical Face Masks that aim to limit the infectious agents from
staff to patients during surgical procedures and in other medical environment with similar requirements and
gowns with a suitable microbial barrier, they may also be effective in reducing the spread of infective agents
by asymptomatic carrier or patient with clinical sympioms, our company produces Medical Face Masks with
these feaiures in a high guality and hygienic environment,

3.2 Product Model No : MM 0297 { Type IR }
3.3 Product Dimension : 17.5cm X 2,5 cm
3.4 Brand Name : BIOBLOCKED

3.5 Factory Manufacturing Control:

Documentation of the manufacturing conirol system is designed o ensure that the qudlity guarantee is
widely understood, to ensure that the required product properiies are provided, and fo confrol the efficient
operation of the manufacturing control system.

3.4 Risk Assessment of PPE for Protection

3.7 Materials and Intermediates Used

NO | MATERIAL USED SPECIFICATION PRODUCER INFORMATION
1 | Spunbound Fabric Exterior 30gr /m2 —lc : 20 gi/m? | Bayteks
2 | Meliblown Filtration Fabric Middle : 25gr/m? Bayteks
3 | Rubber Rubber | Slayt Ome
| 4 | Nose Wire Nose Wire ) Sule Kablo

3.8 Preduct Photos (Annex A)
3.9 Marking {Annex B}
3.10 Meaning of Symbols In Product Packagling (Appendlx C)}

4. REQUIREMENTS

4.1 MANUFACTURING CONTROL

Technicai File - Manufacturing Conirol Manual is the continuous internal control of manufacturing processes.
This system includes the requiremenis for the conirols performed 1o ensure compliance with the performance
declared in the Declaration of Conformity, Medical Face Masks, the characterisiics of which are described
above.

Our company operates the Technical File - Production Control system in accordance with the requiremenis of
these standards.

Our company has established the Manufacturing Control sysiem, started certification studies and continues
this sysitem 1o ensure that the product supplied to the market is in compliance with the specified
specifications. The Manufacturing Conirol system includes processes, regular audits, experiments and/or
evaluations and use of resulis for the conirol of the manufacturing processes of the raw ang other input
materials or components, equipment, and the product.

4.2 QUALITY PLAN

Our company has determined and maintains its policy and procedures for Manufacturing Cordrol in its quality
plan. Quality plan involves the identification and specification of special processes that direcily offect
product guality and conformity. Quality plan includes the following feaiures.

-Organizaiional structure of the manufacturer in terms of compliance and gquality
-Document conirol
-Checking the component materials and the products it supplies B B -
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-Process conirol
-Conditions for the fransportation and storage of the product,
-Requiremenis for inspection and testing of processes and products
-Methods 1o be applied in case of non-compliance

4.3 ORGANIZATION

4.3.1 Responsiblity and Avthorlly

The responsibility, authority and reiationship of all staff which manage, perform and approve the works
affecting compliance and qudiity are defined in the quality plan, While making the definition, the staff that is
auihorized in the following subjecis is specified.

- Starting a process to prevent the production of nonconferming product,

- Ideniification and recording of any quality problem in the product

4,3.2 Management Representative

Our company has determined an authorized represeniative with appropriaie knowledge and experience to
ensure the implemeniation and maintenance of the Manutacturing Conirol aqudit and Quality Plan
requirements. This representaiive may carry out audit and surveillance work glone.,

REFERENCE
Management Represeniative Appointment Letter

4.3.3 Internal audlts

Our company conducis internal audiis to verify that the works comply with the planned regulations and to
determine the effecliveness of the Manufaciuring Conirol. Audits are scheduled according to the
imporiance and status of the work performed. Audits and subsequent aciivities are carnied out according to
wiitten documenis. The results of the audils are reporled and presenied to the attention of the staff
responsible for the audit. Staff responsible for this field, keep @ record of the actions taken with fimely
measures when there is nonconformity in the audis,

REFERENCE

Internal Audit Procedure

Nonconforming Product Control Procedure
Corrective and Preventive Actions Procedure

4.3.4 Management Review

The Production Conirol sysiem Is reviewed by the management once ¢ year and relevant records are kept
to ensure compliance and effectiveness.

REFERENCE
MR Meeting Minutes

4.3.5 Subcontractor Services

Our company does not supply any subconiracting services other than its own resources, In such o case, this
method will be o part of the qudlity control processes of cur company by establishing o conirol method.

4.4 Document Control

Qur company has determined and continues the written procedures 1o be applied to control all documents
and daia relaied fo the requirements specified in these standards.

REFERENCE
Bocument Conirol Procedure

Record Conirol Procedure
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5 CONTROL METHODS

5.1 Component Materlals

Sufficient componeni materials are available to ensure that manufacturing and distribution are carried out
at planned speeds, without adversely affecting the conformity of the product.

In order 1o ensure suitability of Medical Face Masks, specifications and tolerances have been created for the
required component matericls used in production and these are nofified to the supplier in wiiting.

These control procedures confirm that input material suppliers can provide the required quality in the
materials and are appropriate.

Production approvalis not given without checking whether the materials supplied from different suppliers
can affect the gudlity and conformity of the product.

5.2 Product supplied by the customer

No component maierial in Medical Face Masks supplied by the customer is used and in such a situation, the
necessary condifions will be provided by our company,

5.3 Control of Operations

The quality plan includes the following issues.

a} Conformily of all the inputs used with those used in the prototype of type approval

b} Conformity of the cutling process {combining the same parts from the same lot)

¢} Stifch conirol, stitch pitch frequency conirol, stitch type control

d) Dimension conirol

e} Final product check {seams, sewing thread cleaning)

1) Label user manual and packaging conirol

5.4 Transport, Storage and Distribution

It covers the procedures to ensure hygiene rules during transporiation and storage of Medical Face Masks.

REFERENCE
Transpori, Storage, Maintenance and Shipment instruction

& INSPECTION AND TESTS
4.1 General
All necessary fools, equipment and siaff are available to carry out the necessary inspections and tests.

All inspections made by the quality control staff are recorded, and if nonconforming products can be
applied by separating, approval is given for the delivery of the products for which the nonconformity is
correcied.

4.2 Input Component Material
Input component materials are examined and tested using the processes detailed in the input quality plans. If
the quality plan of the supplier is also included in the quality plan of our company, the results of the tests
catried oui by the supplier can be used.
In order to prevent any deterioration in storage, necessary inspections of the materials continue.,
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7 NONCONOFRMITY STATUS

7.1General

Our company has documented and ensures its maintenance to prevent the use and application of the
product that does not comply with the specified requirements, provided that it is reasonably applicabls.
This control is necessary for identification, evaluation and decomposition fwhere practical) and disposal of
the nonconferming product. All the procedures to be performed have been documented and a system has
been formed to inform the user if the shipment of the nonconforming product cannot be prevented.
Nenconformity may occur in the following stages;

d} In the component materials in the warehouse,
b) If the product is processed,
<) In the fransportation, storage and distribution of the product,

In these cases, when nonconforming material, product or process are determined, investigations are started
to determine the causes of nonconformity and effective corrective measures are applied in accordance
with the methods specified In the qudlity plan to pravent reformation of nonconformity.

REFERENCE

Nenconforming product control procedure

7.2 Nenconformity of component materlals
In case the component materials gre nonconforming, corrective measures may be as follows;

a) Reprocessing of component materials
b} Adjusting the manufacturing control to separate nonconferming components
¢} Rejection and elimination of nonconforming material

REFERENCE
Nonconforming product control procedure

7.2 Nonconforming status of the final, finlshed product (from the result of the examination of the processes
carrled out)

Nonconforming Medical Face Masks are evalugted and necessary methods are followed to take coreclive
medasures, Some measures consist of the following:

a} Reprocessing and acceptance of shipment of nonconforming product, if applicable,
b} If it is not feasible to be reprocessed, to be directed o alternative use,
<} Rejection of the product,

REFERENCE
Nonconforming product control procedure
Quality plan

8 Records

Records

Manufacturing conirol results are recorded. Along with the details of the component materials subjected to
the inspection, the location, date and fime of the sample and other relevant inforrmation are recorded.

In case the component material or Medical Face Masks that are being studied do not meet the
specification requirements, the corrective measures faken o ensure the product quality of the materials are
recorded.
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Records are archived and stored in a repeatable manner, for a minimum period of 5 years or longer which
may be required by legislation in the country.

REFERENCE

Sample Label

Andalysis Reports

Quality Records Control Procedure

9 Tralning
Tralning

Our company has established and applied methods for the training of all staff involved In the works affecting
quality. Personnel who undertake special tasks have appropriate quality and expertise based on
appropriate teaching, training or experience. Training records are kept.

Note- Although there may be a need for a proven training for the application of the quality mark, the
marking pertains 1o the compliance of the product with the perfermance characteristics of the product
using only written procedures. For this reason, although the use of “expert” staff may be reguired in marking
as required by the legislation, a training condition that does not require special proof is required for expertise.

REFERENCE

Training records
Training plan

PROBUCT PHOTOS
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Annex B
MARKIN
COMPANY TITLE

Address Information

13.3, informatlon that should be on the label:

a} The manufacturer's name or commercial name and address must be included, for imported medical
devices, the nome or commercial name and address of the authorized represeniative and/or importer
should also be included on the label or on the sales packaging or in the instruction manual,

b) Detailed information that defines the contenis of the package and the medical device, and especially
for the user,

¢} "STERILE" phrase where necessary,

¢) Parly code or serial number with the expression "LOT", where necessary,

d} Expiry dale in months and years, where necessary,

€} The phrase "disposable”, where necessary,

) If the medical device is custom made, the words "cusiom made device”,

g} If the medical device is intended for clinical investigations, the words “exclusively for clinical
investigations”,

g) Special storage and/or conditions of use,

) Special storage and/or conditions of use,

1} Any warnings and/or precautions fo take,

1} Production date o be specified in the batch/lot or serial number for active medical devices, apart from
subparagraph (d},

i} Where applicable, method of sterilisatfion,

k} Where applicable, method of sterilisation,

1} If the medical device contains a human blood derivative, the related phrase is sought.
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Annex C

Meaning of Symbols in Product Packagin

SEMBOLUN ACIKLAMASI

SEMBOL SEMBOLUN BASLIG!

‘ Manufacturer

Specifies the medical
device manufacturer, as
defined in the EU Direclives
Y0/385/EEC, 93/42/EEC
cnd 98/7%/EC.,

: (I':‘)RNEK

- *  Ad Address

=
Manufacture date
£

Indicates the date the
medical device was
manufactured,

- 4 2020 - 04
T 8|

Expiration date

Shows the expiration date
of the medical device.

2021 - 06
]

Non-stetile [Non
Sterile)

JAN

>

Indicates that a medical
device has not been
subjecied to sterllization.

A

Do not use if the
packaging Is
damaged

]
3
®

L
,.
[N
T
T
F
L
=
L

indicates that the medical
device should not be used
if its packaging is
damaged or cpened.

L
t
L i
i -

Keep it dry.

T

Indicates that the medica!
device should be
protected from moisture.

r B
[
Iy
L j 2

T
L
T
-

Indicates the temperaiure
lirits to which the medical
device can be safely
exposed,

r h] r - L
= oo

s 1
L El [ 4 ! a

(LT M Qcba ik

Sicahlib wieii
ARin i

Maisture limitation

=
“"‘
J
3
* Temperature
. limitation
e

Indicates the range of
humidity to which the
medical device can be
sofely exposed,

Indicates that the medical
device isintended for
single use or foruse ona
single patlent during o
single procedure.

r 3
@ Do not reuse
i 4
r T
L .

Indicates that the user v 1
See instructions for should consult the -
use instructions for use. 1
| ]
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BIOSLOCKED

BIOBLOCKED

| 1 ] [ i |

. S-Plr With Elastic Earloop  + 3 Katmanl Lastikll

* Liquid Repellent * Sivi [tic| Ozellige Sahip
+ Easy Bmclth?nlge + Kolay Nefes Alma

* Fits the Face Perfectly + Yilze Mikemmel Uyum

* Fibreglass-free
* Latex-free Elastic
+ Integrated Nose Clamp

* 3 Layws
* Uguid Rapaltent
* Eary Ermathing

Minfochmd gntn

* Fiberglass lgermez
* Lateks lgermez
* Entegre Burun Teli

Blobtocked mask, with is face-compatible 3D design; can be used
without disturbing thanks to its soft and flexibla structure. It allows
alr-pass that makes for eosy breching,

The mosk is antl ollergentc and has a 3 ply structure.

The mask Is for singte use only, Reptace as necessory.

BloBlocked maske, Yiize uyumlu 3 boyutlu tasanmi ile yumugak ve esnek
yapisi sayesinde rahatsiz etmeden kullanifabllir.
Hava geglrir ve kolay nefes almaya imkan verlr. slerjl Yapmaz,
3 katli yapiya sahiptir. Tek kullammbktr. Gerektikge dedistiriniz,

@ @ © @ 0. 6y
2 %t gl Iy

o #

d

—

Tl Tur Homh T

W Fpmoer (e rd ik e i Byt T e
LL W

Stors iy covl dry,dust=ren comdittony.
Swrin,rutubgtale v toTIUT yerds 1nkMpwe.

uct: MM 0299

50615 l”

a82733

TSEN MAMIICIWAC  OHEAR tBOOLIOOT
B0 BT #O IR
BQ 0mas 190 28000~ H000- 2000
B0 13sas20m 155 WOOKIDS

CE Lrm= 4 &

‘ BIORLOCKED

VE TICAMT & & Mah ROM S Ho. 4 v < || I = Torkyw
MASK INSTRUCTIONS FOR USE
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« Hands are washed with soap for at least 20 seconds,

The mask is worn by holding the rubber wiih the folded pari on the outside, the sirip on the top side of the nose
bridge,

The rubber is placed on the eaqr,

It s placed by genily pressing on the strip comresponding to the nose,

The mask is placed io cover the nose, mouth and chin completely.

Always replace your mask if it is moistened, fom or dirty during use,

Take off your mask by holding the rubber,

It is disposable.

. & B 2 8 B

Annex D

Essential Health and Safety Requirements

ESSENTIAL REQUIREMENTS

1. GENERAL REQUIREMENTS

1} Medical devices must be designed and manufactured in such a way that, when used under the conditions and for
the purposes intended, they will not compromise the clinical condition or the safety of patients, or the safety and health
of users or, where applicable, other persons.

Any risks which may be associated with their use constitute acceptable risks when weighed against the benefits to the
patient and are compatible with ¢ high level of protection of health and safety,

In the design of the medical device;

- reducing. as far as possible, the risk of use eror due to the ergonomic features of the medical device and the
gnvironment in which the device is intended to be used {design for patient safety), and

- consideration of the technical knowledge. experience, educotlion and Irgining and where applicable the medical and
physical cenditions of intended users {design for professional, disabled or other users) should ba included

2) The solutions adopted by the manufacturer for the design and construclion of the medical devices must conform fo
safety principles, taking account of the generally acknowledged state of the art, In selecting the most appropriate
solutions, the manufacturer must apply the following pinciples:

- eliminate or reduce risks as far as possible (inherently safe design and construction),

- where appropriate take adequate protection measures including alarms if necessary, in relation to risks that cannot be
eliminaled,

- inform users of the residual risks due o any shortcomings of the protection measures adopted

3) Medical devices must achieve the performances intended by the manufacturer and be designed, manufactured
and packaged in such a way that they are suitable for one or more of the functions referred to in Article 3 (o} of this
Regulation, as specified by the manufacturer.

4) The characteristics and perfoermances referred to in sections 1, 2 and 3 of this Annex must not be adversely affected to
such o degree that the clinical condition and safety of the patients and of other persons are compromised during the
lfetime of the medical device as indicated by the manufaciurer, when the medical device is subjected to the stresses
which can occur during normal conditions of use,

5} Medical devices must be designed, manufactured and packed in such a way that their characteristics and
performances during their intended use will not be adversely affected during fransport and storage taking account of
the instructions and information provided by the manufacturer.

é) Any undesirable side effects of the medical device must constitute an acceptable risk when weighed against the
performances intended.

4.0} Demonsiration of conformity of the medical device with the essential requirements must include a clinical
evoluation in accordance with Annex X.

Il. REGUIREMENTS REGARDING DESIGN AND CONSTRUCTION

7} Chemical, physical and biclogical properties:

7.1, Medical devices must be designed and manufactured in such a way as 1o guarantee the characteristics and
performances referred to in "General requirements™ of this Annex.

- the choice of materials used, particularly as regards toxicity and, where appropriate flammahility,
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- the compatibility between the materials used and biological tissues, cells and body fluids, taking account of the
intended purpose of the medical device,

- where appropriate, the results of biophysical or modelling research whose validity has been demonstrated beforehand.
7.2. Medical devices must be desighed, manufactured and packed in such a way as to minimise the risk posed by
contaminants and residues ta the persons involved in the fransport, sioroge and use of the devices and 1o the patlents,
taking account of the intended purpose of the product. Parlicular alention must be paid 1o the tissues exposed and the
duration and fregquency of the exposure.

7.3. Medical devices must be designed and manufactured in such a way that they can be used safely with the
materials, substances and gases with which they enter into contact during their normal use or during routineg procedures.
If medical devices are intended to administer medicinal products they must be designed and manufactured in such o
way as fo be compatible with the medicinal products concemed according to the provisions and restrictions governing
those products and that their performance Ts maintained in acceordance with the intended use.

7.4. Where a medical device incorporates, as an integral parl, o substance which, if used separately, may be
considered to be a medicinal product as defined in Humen Medical Products Licensing Regutation and which is ligkle to
act upeon the body with action ancillary to that of the device, the sotfety, quality and usefulness of the substance must
be verified, taking account of the intended purpose of the device, by andlogy with the metheds specified in the related
Regulation,

For the substances referred to in the first paragraph, the notified body shall, having verified the usefulness of the
subsiance as part of the medical device and taking account of the intended purpase of the medical device, seek a
scignfific opinlon from one of the competent authorities designated by the Member States or the European Medicines
Agency (EMEA] acting particularly through its committee in accordance with Reguiation {EC} No 726/2004 on the
quality and safety of the substance including the clinical benefli/ilsk profile of tha incerporation of the substance into the
medical device. In this sclentific opinion, data prepared by the notified body regarding the manufacturing process and
the benefit of adding this substance to the medical device are taken into account.

Where a medical device incorporates, as an integral part, o human blood derivative, the notified body shail, having
verified the usefulness of the substance as part of the medical device and faking into account the intended purpose of
the medical device, seek a scientific opinion from the EMEA, acting particularly through its committee, on the quality
and safety of the substance Including the clinical benefit/ risk profile of the incorporation of the human blood detivative
into the medical device. In this scienfific opinion, data prepared by the notitied body regarding the manufacturing
process and the benefit of using this substance in the medical device are taken into account.

Where changes are made to an ancillary substance incorporated in g medical device, in particular related to its
manufacturing process, the notified body shall be informed of the changes. Notified body re-apply 1o the Ministry or
Eurcpean Medical Products Assessment Agency {EMEA) with whom it has previously been consulted in order to confirm
the quality and safety of the ancillary substance are maintained. The competent authority shall take into account the
data related to the usefulness of incorporation of the substance into the medical device as determined by the notified
body, in order to ensure that the changes have no negative impact on the established benefit/risk profile of the addition
of the substance in the medical device,

When the competent autherity has obtained information on the oncillary substance, which could have an impact on
the established benefit/risk profle of the addition of the substance in the medical device, it shall provide the notified
body with advice, whether this information has an impact on the established benefitfrisk profile of the addltion of the
subsiance in the medical device or not. The nofified body shall take the updated scientific opinion inte accountin
reconsidering its assessment of the conformity assessment procedure.

7.5. The medical devices must be designed and manutaciured In such a way os to reduce to a minimum the risks posed
by substances leaking from the device. Special attention shall be given to substances which are corcinegenic,
mutagenic of toxic fo reproduction, in accordance with the Regulation on Classification, Packaging and Labeling of
Hazardous Substances and Preparations published in the Official Gazette dated 26/12/2008 and numbered 27092,

In parls of a medical device or a medical device itself intended to administer and/or remove medicines, body liquids or
other substances to or from the body, or medical devices intended for transport and storage of such body fluids or
substances, contain phihalates which are classified as carcinogenic, mutagenic or toxic to reproduction, of category |
or 2, in accordonce with the Regulation on Clossification, Packaging dnd Labeling of Hozardous Substances and
Preparations, these devices must be labeled on the medical device itself and/or on the packaging for eqch unlt o,
where appropriate, on the sales packaging as o medical device containing phthalates.

If the inlended use of such medical devices includes tregtment of children or treatment of pregnant or nursing women,
the manufacturer must provide a specific justification for the use of these substances with regard to complionce with the
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essential requirements, in particular of this paragraph, within the technical documentation and, within the instructions for
use, information on residual risks for these patient groups and if applicable, on appropriate precautionary measures.

7.6. Medical devices must be designed and manufactured in such a way as to reduce, as much as possible, risks posed
by the unintentional ingress of suibstances into the device taking into account the device and the nature of the
environment in which 1t is intended ta be used.

8} Infection and microbial contamination:

8.1. The medical devices and manufacturing processes must be designed in such away as to eliminate or reduce as far
as possible the risk of infection to the patlent, user and third parties. The design must allow easy handling and, where
necessary, minimise contamination of the device by the paiient or vice versa during use,

8.2. Tissues of animal origin must orlginate from animals that have been subjected to veterinary contrals and surveillance
adapted to the intended use of the tissues.

Notified Bodies shall retain information on the geographical origin of the animals, Processing, preservation, testing and
handling of tissues, cells and substances of animatl origin musi be caried out so as to provide optimal security. In
parficular safety with regard to viruses and other transmissible agents must be addressed by implementation of validated
methods of elimination or viral inactivation in the course of the manufacturing process.

8.3. Sterlle medical devices must be designed, manufactured and packed in a non-reusable pack and/or according to
appropriate procedures to ensure they are sterle when placed on the market and remain sterile, under the storage and
transport conditions laid down, until the protective packaging is damaged or cpened.

8.4, Sterile medical devices must have been manufactured and sterilised by an appropriate, validated methed.

8.5. Medical devices intended to be sterilised must be manufactured in appropriately controlled {e.g. environmental}
conditions,

8.6. Packaging systems for non-sterile devices must keep the product without deterioration at the level of cleanliness
stipulated and, if the medical devices are to be sterilised prior fo use, minimise the risk of microbial contamination.

The packaging system must be suitable taking account of the method of sterilisation indicated by the manufacturer,
8.7. The packaging and/or label of the medical device must distinguish between identical or similar products sold in both
sterile and non-sterile condition,

¢} Construction and environmental properties:

9.1. It the medical device is Intended for use in combination with other devices or equiprment, the whole combination,
including the connection system must be safe and must not impair the specified performance of the devices.
Restrictions on use must be Indicated on the label or in the instruction tor use.

9.2, Medical devices must be designed and manufactured in such a way as to remove or minimise as far as possible:

- the risk of injury, In connection with their physical features, including the volume/pressure ratio, dimensional, and where
approprigte the ergonomic features,

- risks connected with reasonably foreseeable environmental conditions, such as magnetic fields, external electrical
influences, eleclrostatic discharge, pressure, temperature or varations in pressure, and acceleration,

- the risks of reciprocal interferance with other davices normally used in the investigations or for the treatment glven,

- risks arising where maintenance or callbration are not possible jas with Implants), from ageing of the materlals used or
loss of accuracy of any measuring or control mechanism,

9.3, Medical devices must be designed and manufactured in such a way as to minimise the risks of fire or explosion
during normal use and in single foult condition. Particular attention must be paid to devices whose intended use includes
exposure to flurmmable substances which could cause combustion.

10} Medical devices with o measuring function:

10.1. Medical devices with a measuring function must be designed and manufactured in such a way as to provide
sufficient accuracy and stability within appropriate limits of accuracy and taking account of the Intended purpose of
the device. The limits of accuracy must be indicated by the manufacturer,

10.2. The measurement, menitoring and display scale must be designed in line with ergonomic principles, taking account
of the intended purpose of the device,

10.3. The measurements made by medical devices with a measuring function must be expressed in units of
measurement specified in the Regulaticn on the International Units System published in the Official Gazette dated
214642002 and numbered 24792.

11} Protection against radiation:

11.1, General:
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11.1.1. Medical devices shall be designed and manufaciured such that exposure of patients, users and other persons fo
radiation shall be reduced as far os pessible compatible with the intended purpose, whilst not resiricting the application
of appropriaite specified levels for therapeutic and diagnostic purposes,

11.2. Intended radiction:

11.2.1. Where medical devices are designed fo emit hazardous levels of radiation necessary for a speciiic medical
purpose the benefit of which is considered io ouiweigh the risks inherent in the emission, it must be possible for the user to
contrel the emissions. Such medical devices shall be designed and manufactured fo ensure reproducibility and
folerance of relevont variable parameters,

11.2.2. Where medical devices are infended to emil potentially hazardous, visible and/for invisible radiation, they must be
fitted, where practicable, with visual displays and/or audible warnings of such emissions,

11.3. Unintended radiation:

11.3.1. Medical devices shall be designed and manufaciured in such a way that exposure of patients, users and ofher
persons fo the emission of unintended, siray or scattered radiation is be reduced as far as possible.

11.4. User Manuals;

11.4.1, The operating instructions for medical devices emitting radiation must give detailed information as 1o the naiure
of the emitted radiotion, means of protecting the patient and the user and on ways of avoiding misuse and of
efiminating the risks inherent in installation.

11.5. lonising radiation:

11.0.1Medical devices infended o emit ionising radiation must be designed and manufaciured in such a way as fo
ensure thal, where practicable, the quantity, geometry and guality of radialion emitied can be varied and controlled
taking info accouni ihe intended use,

11.5.2. Medical devices emitling ionising radiation intended for diagnostic radiclogy shall be designed and
monufactured in such a way, ¢s fo achieve appropriate image andfor ouiput quality for the intended medical purpose
whilst minlmising radiation exposure of the patient and use.

11.5.3. Medical devices emitling ionlsing radiation Intended for therapeutic radiclogy shall be designed and
manufactured in such a way as fo enable relicble montioring and conirol of the delivered dose, the beam type and
energy and whetre appropriate the qudlity of the radiation,

12) Requirements for medical devices connecied io or equipped with an energy source:

12.1. Medical devices incorporating elecironic programmabile sysiems must be designed 1o ensure the repeaiability,
relicbility ond performance of these systems according o their intended use. In the event of a single faull condition {in
the system) appropriate means should be adopted to eliminate or reduce as for as possible consequent risks.

12.1.0. For medical devices which incorporate soffware or which are medicadl Seftware in themselves, the sofiware must
be validaied according to state of the art foking into account the principles of development lifecyate, risk
management, validation and verificaiion,

12.2. Medical devices where the safely of the patients depends on an infernal power supply must be equipped with a
means of delermining the state of the power supply.

12.3. Medical devices where the safely of the patient depends on an exiernal power supply must include an alarm
systemn ¢ signal any power failure.

12.4. Medical devices intended fo monitor one or more clinical parameters of a patient must be equipped with
appropriate alarm sysiems o alert the user of situations which couid lead to death or severe deterioration of the
patient's state of health.

12.5. Medical devices must be designed and manutaciued in such a way as to minirmise the risks of creating
eleciromogneiic fields which could impair the operalion of other devices or eguipment in the usual environment,

12.4. Protection agdinst electrical risks:

Medical devices must be designed and manufaciured in such a way os to avoid, as far as possible, the risk of
accidental electtic shocks during normal use and in single fault condition, provided that the devices are installed
corracily,

12.7. Protection against mechanica! and thermal risks:

12.7.1. Medical devices musi be desighed and manufacivred in such a way as to protect the patient and user against
mechanical risks connected with, for example, resistance, stability and moving parts,

12.7.2. Medical devices must be designed and manufactured in such o way s to reduce io the lowesi possible level the
risks arising from vibrafion generated by the devices, faking account of technical progress and of the means avallable
for limiting vibrations, particularly af source, unless the vibralions are part of the specified performance,
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12.7.3. Medical devices must be designed and manufactured in such a way as to reduce to the lowest possible level the
risks arising from the noise emitted, taking account of technical progress and of the means available to reduce noise,
parlicularly at source, unless the noise emitted is part of the specified performance.

12.7.4. The terminals and cennectors to the electricity, gas or hydraulic and pneumatic energy supplies which the user
has to handle must be designed and constructed in such a way as fo minimise all possible risks.

12.7.5. Accessible parts of medical devices excluding any paris or areas Intended to supply heat or reach given
temperatures and their surroundings must not attain potentially dangerous temperatures under normal use.

12.8. Protection against the risks posed to the patient by energy supplies or substances:

12.8.1. Medical devices for supplying the patient with energy or substances must be designed and constructed in such a
way ihat the flow rate can be set ond maintained aceurately enough to guarantee the safety of the patient and of the
user,

12.8.2. Medical devices must be filted with the means of preventing and/er indicating any inadequacies in the flow-rate
which could pose o donger,

Medical devices must incorporate suitable means to prevent, as for as possible, the accidental release of dangarous
levels of energy from an energy and/or substance source.

12.9. The function of the controls and indicators must be clearly specified on the medical devices. Where o medical
device bears instructions required for its operation or indicaies operating or adjustment parameters by means of a visual
system, such information must be understandable to the user and, as appropriate, the patlent,

13) Information suppfied by the manufacturer:

13.1. Bach medical device must be accompanied by the information needed to use it safely and properly, taking
account of the training and knowledge of the potential users, and to identify the manutacturer. This Information
comprises the details on the label and the data in the instructions for use. As far as praclicable and appropriate, the
information needed to use the device safely must be set out on the device itself and/or on the packaging for egch unit
or. where appropriate, on the sales packaging. If individual pockaging of each unit is not practicable, the information
must be set out in the leaflet supplied with one or more devices. Instructions for use must be Included in the packaging
for every device. By way of exception, no such instruction leaflet is needed for devices in Class | or Class lla if they can
be used completely safely without any such instructions.

13.2. Where appropriate, this information should take the form of symbols, Any symbol or identification colour used must
conform to the harmonised standards, In areas for which no standards exist, the symbols and colours must be descrined
in the documentation supplied with the medical device.

13.3. The label must bear the following particulars:

@} The manufacturer's name or commercial name and address must be included, for imported medical devices, the
name or commercial name and address of the authorized representative and/or importer should also be included on
the label or on the sales packaging or in the instruction manual,

b) Detailed information that defines the contents of the package and the medical device, and especially for the user,
¢} "STERILE" phrase where negessary,

dj Lot code or serial number with the expression "LOT', where necessary,

e) Expiry date in months ond years, where necessary,

f} The phrase "disposable”, whera necessary,

g) if the device is custom made, the words "custom made device",

h) I the device s intended for clinical investigations, the words "exclusively for clinical Investigations”

i} Special storage and/or conditions of use,

i) Special user manual,

k) Any warnings and/or precautions to take,

) Production date to be specified in the bateh/lot or serial number for active medical devices, apart from subparsgraph
fd),

m) Where applicable, method of sterilisation,

n} With regard to container and medical devices containing radioactive substances, information on permit to be
obtained from Turkey Atomic Energy Agency,

0} If the medical device contains a human blood derivative, the related phrase is sought

13.4. If the Intended purpose of the device is not obvious to the user, the manutacturer must clearly state it on the label
and in the instructions for use.
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13.5. Wherever reasonable and practicable, the medical devices and detachable components must be identlfied,
where appropriate in terms of batches, to allow all appropriate action to detect any potenticl risk posed by the devices
and detachable components,

13.6. Where appropricte, the Instructions for use must contain the following particulars;

a) the details referred to In 13.3, with the exception ot d) and )

b} the performances referred to in section 3 and any undesirable side effects;

<] if the device must be installed with or connected to other medical devices or equipment in order to operate ds
required for its intended purpose, sufficient detalls of its characieristics to identify the comrect devices or equipment to
use in order to obtain a safe combination;

d) all the Information needed fo verify whether the medical device Is properly installed and can operate correctly and
safely, plus details of the nature and frequency of the mainienance and calibration needed to ensure that the medical
devices operate properly and safely at all times:

g} where appropriate, information to avold certain risks in connection with implantation of the medical device;

f} information regarding the risks of reciprocal interference pased by the presence of the medical device during specific
investigations or freatment;

g} the necessary instructions in the event of damage to the sterite packaging and, where appropriate, details of
appropriate methods of re-stedlisation;

h} if the medical device is reusable, information on the appropriate processes 16 allow reuse, including cleaning,
disinfection, packaging and, where appropriate, the method of sterilisation of the medical device to be re-sterilsed, and
any restriction on the number of reuses. Where medical devices are supplied with the intenfion that they may be
sterilised before use, the instructions for cleaning and sterifisation must be such that, if correctly followed, the medical
device will siill comply with the requirements in “General Reguirements" of this Annex. If the medical device bears an
indicaticn that the device is for single use, information on known characteristics and technical factors known 1o the
manufacturer that could pose o risk if the device were to be re-used. If in accordance with Section 13.1 no instructions
for use are needed, the information must be made available jo the user upon reguest;

i} details of any further treatment or handling needed before the medical device can be used (for example, sterilisation,
final assembly, etc.);

il In the case of medical devices emitling radiation for medical purpose, details of the nature, type intensity and
distribution of this radiation.,

The instructions for use must also include detcils, allowing the medical siaff to brief the patient on any contraindications
and any precavutions to be taken, These detalls should cover in particular:

k) precautions to be taken in the event of changes in the parformance of the medical device;

) precautions to be taken as regards exposure, in reasonably foreseeable environmental conditions, to magnetic fields,
external efectrical influences. slectrostatic discharge, pressure or variations in pressure, acceeleration, thermal ignition
sources efc,;

mj} adequate information regarding the medicinal product or products which the medical device Tn question is
designed o administer, including any limitations in the choice of substances to be delivered;

n) precautions to be taken against any special, unusual risks related 1o the disposal of the medical device;

o] medicinal substances, or human blocd derfvatives incorporated into the medical device as an integral part in
accordance with Section 7.4;

p) degree of accuracy claimed for medical devices with o measuring function;

q} date of issue or the latest revision of the Instructions for use,
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