BIOBLOCKED"

PS3455 HOODED COVERALL TYPE 3B/4B

BIOBLOCKED's Personal Protective Equipments providecomfort, reliability and safety
to all health workers.
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* Breathable fabric provides full protection against
fine dust at 1 micron level.

* It is impermeable to water-based liquids and
particles.

« Ergonomic construction enables maximum
movement comfort

* Fully compatible with face masks.

* The wrist and hood have soft rubber band for
added protection

TYPE 3-B TYPE 4-B
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EN 146056 EN 14605 EN 14126:2003+AC:2004
Provides protection Provides protection Protective clothing
against liquid leaks against spray leaks against infective agents
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BIOEBLOCKED"
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One-piece ‘
A Hooded Design Security Tape Elastic Cuff
.l? ey Three dimensionall Thanks to the The cuff uses an
’ i hood design with security tape, any internal elastic
5 - M elastic band around leakage from the band to further
vy the face opening, zipper area is enchance tightness
insures a better fit on prevented. and protection.
the face maximizing
¥ ‘ the protection effect.
| S |
‘ * The front closure is provided with a zipper and
' the zipper fly is fixed to the opposite wing with
N double-sided tape.
&

* Easy to put on and take off.

* Reinforcement strips on the overalls prevent
leakage from the seams.

Sterile: PS 3455-S

Non-Sterile: PS 3455
I



Royal Shield Coverall -Type 3-B/4-B /5-B/6-B

Product Code : PS 3455

Documents :

e TECHNICAL SHEET

e EU TYPE EXAMINATION CERTIFICATE
e EU DECLARATION OF CONFORMITY
e FDA CERTIFICATE

e LAB REPORT
e TECHNICAL EVALUATION REPORT

e TECHNICAL FILE

Standards :

e EN 14126 :2003 / AC: 2004

e ENISO 13688 : 2013

e EN 14605 : 2005 + Al : 2009

e ENISO 13982-1:2004 / A1:2010
e ENISO 13034: 2005 + Al : 2009



Preparation date: 14.06.2020

T.002.01 TECHNICAL SHEET
BRAND BIOBLOCKED

NAME OF THE PRODUCT |Royal Shield Coverall - Type 3-B / 4-B / 5-B / 6-B (NON-STERILE)
PRODUCT CODE PS 3455

Form No: FM.433.1

PRODUCT INFORMATION

It is a disposable protective overall with a hood, front zipper, adhesive

Mo‘de! placket, sleeves, cuffs and hood with rubber, partial rubber in the middle of
Description K . .
the waist, all seams with an external stripe band.
Fabric 57 gr PP+PE
Number 120 white polyester yarn.
Type 5 zipper with white plastic teeth.
Material 25 mm double-sided adhesive yellow tape.

16 mm wide welding tape.

3 mm rubber.

SEWING INSTRUCTIONS, LABEL AND IMPORTANT DETAILS

General Sewing
Instructions

All stitches will be 9 pricks in 2 cm.

A yellow Groz Beckert needle with a ball tip numbered 9 or 10 will be used.
(Gold needle)

All machines to be used in interlace operations will be used with 5 thread
overlock.

Lengths of sleeves, cuffs and hoods and waistbands will be made according
to the size chart.

The waistband position will be 25 cm below the upper joint.

The double-sided tape to be used in the placket should be 1 cm from the edge
of the placket. Double-sided tape should never exceed the placket.

The zipper should be balanced on the upper collar. Collar ends should be even
when the zipper is closed.

In front net fastening, the seams at the junction point of the placket and the
front net should be joined without slipping. (In case of slipping, the front pile
causes the fabric to tear)

There should be absolutely no thread left on the product.

After the sewing process is completed, the products will go through 100%
quality control.

The products whose quality control process is finished are shipped to the
welding machine park for the banding process. The seams are centered over
all inter face seams and the welding strip is welded onto the seams by
means of heat. There should not be additions on tapes and make sure that
they adhere well.

Labels and
Washing
Instructions

A chest label is affixed 7 cm above the chest joint and 6 cm from the placket
joint.

The information that should be included on the label: BIOBLOCKED logo,
disposable, product type, production and expiry date, size, relevant standards,
relevant symbols, read the instructions for use, manufacturer company name,
chart number and production lot number. The label must be in the language
the product will be shipped to or in English.

CAUTION !!!
PACKAGING DETAILS
' Work will be performed in accordance with the folding sample, if the folding
Folding .
sample has not reached you, request it.
Check that it is the same bag used in the folding sample and that the chart is
compatible with the specified product code.
Bag Make sure the bag is closed properly and that there are no tears or holes.
30x40 + 5 cm printed bags will be used.
The pieces inside the box should be the same as the ones specified in the
color chart.
Package There should be one size in a box. Sizes should not be mixed.

Packages should not be broken, collapsed or torn.

Packages should be closed with tape written bioblocked.

Issue: 03.5.2020

Revision:12.07.2020 Rev. No: 3
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EU DECLARATION OF CONFORMITY

MANUFACTURER

YELKENCI HAZIR GiYIM SANAYIi VE TiCARET ANONIM SiRKETI
ES5 Karayoluiizeri 5001 Sokak. No:6 Selimpasa- Silivri - ISTANBUL / TURKEY

A\

PRODUCT DESCRIPTION

Brand Name : BIOBLOCKED, Models :PS 3455 Protective Clothing against infective agents;
Type 3-B  Protection Against Liquid Chemical Substances Liquid Proof
Type 4-B Protection Against Liquid Chemical Substances Spray Proof
Type 5-B - Providing Protection to the Full Body against Airborne Solid Particulates
Type 6-B - Offering Limited Protective Performance against Liquid Chemicals
The Manufacturer declares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Manufacturer, safe and meets all the necessary legal
conditions and requirements. The product isa personal protective equipment that is intended for single
use and solely in accordance with the Manufacturer's instructions.

AN

The Conformity is assessed with the following mechanism:
e Complies with EU 2016/425Personel Protective Equipment Regulation establishing technical
requirements for Category Ili products,
»  Complies with Technical harmonised standards EN 14126:2003/AC:2004, EN 14605 + A1:2010, EN
ISO 13982-1:2004/A1:2010, EN 13034:2005+A1:2009.
EN I1SO 13688: 2013 standard Defines basic health and ergonomic requirements, general size
definition, size change in washing and dry cleaning, markings, harmlessness, design and general
features.
All required tests referred in above standards are conducted,
Complies with other relevant harmonized legislation and community standards
For the assessment of conformity the EU Type Examination certificate is issued, afterall technical
evaluations for conformity to the regulation and harmonised standards conducted, by;

o UNIVERSAL CERTIFICATION, SURVEILLANCE SERVICES and TRADE Co, as Notified

Body number 2163

The product is under surveillance of same Notified Body, NB 2163 according to the Annex III (Module
B ) of the PPE Regulation (EU) 2016/425, for quality assurance (Certificate number:2163 PPE 1255 —
R1)

A\
AN\

N\

N\

MARKING, LABELLING

Marking, labelling and user information are prepared in accordance with EU 2016/425 Personal Protective
Equipment Regulation and EN 14126.. The information is supplied with the product considering EN ISO 15223-
1:2016 and EN 1041:2008+A1:2013.

N

MEASURES TO ENSURE CONFORMITY
The Manufacturer declares that he has taken all necessary measures to ensure the conformity of products placed
on the market with technical documentation and technical requirements for this type of product.
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Report No. : 2013885E

ANALYSIS REPORT

Report Date :08/07/2020

: UNIVERSAL SERTIFIKASYON VE GOZETIM HiZMETLERI TiCARET LTD.STi.

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

Umraniye/istanbul/Turkey

BioBlocked

. Original poly packing
: 4 pieces

: 08/06/2020

: 05/2023

: Yelkenci Hazir Giyim Sanayi ve Ticaret A.S.
: 08/06/2020 16:15:00

: 25/06/2020 10:00:00

: 08/07/2020

: Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu

: Overalls (2XL-3XL) Sample Code: 1972 - Product: PS 5657 - Class: 5-6 -

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

Parameters Unit Finding Method Information

Sentetik Kanin Nifuzuna Karsi Direng
The Average Thickness of the Material Tested mm 0,19 ISO 16603 148
The Average Mass of the Material Tested g 0,337 ISO 16603 148
Sample Test 1: 0 kPa - Succeed ISO 16603 149
Sample Test 1: 1,75 kPa - Succeed ISO 16603 149
Sample Test 1: 3,5 kPa - Succeed ISO 16603 149
Sample Test 1: 7 kPa - Succeed ISO 16603 149
Sample Test 1: 14 kPa - Succeed ISO 16603 149
Sample Test 1: 20 kPa - Succeed ISO 16603 149
Sample Test 2: 0 kPa - Succeed ISO 16603 149
Sample Test 2: 1,75 kPa - Succeed ISO 16603 149

Merve BIRAH Approved by

Assistant Laboratory Responsible of

Microbi

ology Laboratory

1/4

08/07/2020
Omer Yasin BALIK

Laboratory Manager

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



Report No. : 2013885E

ANALYSIS REPORT

Report Date :08/07/2020

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

Parameters Unit Finding Method Information
Sample Test 2: 3,5 kPa - Succeed ISO 16603 149
Sample Test 2: 7 kPa - Succeed ISO 16603 149
Sample Test 2: 14 kPa - Succeed ISO 16603 149
Sample Test 2: 20 kPa - Succeed ISO 16603 149
Sample Test 3: 0 kPa - Succeed ISO 16603 149
Sample Test 3: 1,75 kPa - Succeed ISO 16603 149
Sample Test 3: 3,5 kPa - Succeed ISO 16603 149
Sample Test 3: 7 kPa - Succeed ISO 16603 149
Sample Test 3: 14 kPa - Succeed ISO 16603 149
Sample Test 3: 20 kPa - Succeed ISO 16603 149
The Procedure Selected - D ISO 16603

Microbial Penetration - Dry Bacterium log cfu <1 ISO 22612 150, 151

Pathogen Penetration
The Procedure Selected - D ISO 16604 155
Hydrostatic Pressure kPa 20 ISO 16604 156
Test Spicemen 1 - Succeed ISO 16604 157
Test Spicemen 2 - Succeed ISO 16604 157
Test Spicemen 3 - Succeed ISO 16604 157
Pre-test Bacteriophage Titer pfu/mL 3,2*%108 ISO 16604
Post-test Bacteriophage Titer pfu/mL 3*108 ISO 16604
Negative Control - Succeed ISO 16604
Positive Control - Fail ISO 16604

Microbial Penetration - Wet Bacterium
Test Spicemen 1 - Colony Count cfu <1 ISO 22610 154
Test Spicemen 2 - Colony Count cfu <1 ISO 22610 154
Test Spicemen 3 - Colony Count cfu <1 ISO 22610 154
Test Spicemen 4 - Colony Count cfu <1 ISO 22610 154
Test Spicemen 5 - Colony Count cfu <1 ISO 22610 154
Test Spicemen 1 - Barrier Index - 6 ISO 22610 154

Merve BIRAH

Assistant Laboratory Responsible of
Microbiology Laboratory

Cevre Endustriyel Analiz Laboratuvari Hiz. Tic. A.S. Merkez Mahallesi Tatlipinar Sokak No:13 Mart Plaza Kat:2/A Kagithane / istanbul
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Approved by
08/07/2020
Omer Yasin BALIK

Laboratory Manager



Report No. : 2013885E

ANALYSIS REPORT

Report Date :08/07/2020

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

Parameters Unit Finding Method Information
Test Spicemen 2 - Barrier Index - 6 ISO 22610 154
Test Spicemen 3 - Barrier Index - 6 ISO 22610 154
Test Spicemen 4 - Barrier Index - 6 ISO 22610 154
Test Spicemen 5 - Barrier Index - 6 ISO 22610 154
Test Spicemen 1 - Percentage of Penetration % 0 ISO 22610 154
Test Spicemen 2 - Percentage of Penetration % 0 ISO 22610 154
Test Spicemen 3 - Percentage of Penetration % 0 ISO 22610 154
Test Spicemen 4 - Percentage of Penetration % 0 ISO 22610 154
Test Spicemen 5 - Percentage of Penetration % 0 ISO 22610 154
Average Penetration Percentage % 0 ISO 22610
Bacillus atrophaeus Concentration spores/mL 7*103 ISO 22610

Source of Limit Ranges

El ve Kol Korumasi ve Can Yelegi Dahil Koruyucu Kiyafetler (EN 14126)

A: Acceptable NA: Not Acceptable
MU: Measurement Uncertainty

Method ISO : International Organization for Standardization

Information 148

are the average of the results for these three samples.

149 : The retaining screen has 50% open area
150 : Test Conditions : 65+5 relative humidity and 20+2°C
ATCC 9372 Bacillus subtilis spores were used in the concentration of ethyl alcohol.
Talc concentration 10"8 cfu/g
200 mm x 200 mm 12 test pieces used
The vibrator was operated in an air flow with a vibration frequency of 20800 per minute.
151 : EN 14126 standard provides Class 3 values according to Table 4.
154 : Test Conditions : 65+5 relative humidity and 20+2°C minimum 24 hours
The distance to the distance agar-to-brim is 3.0 mm.
25 cm x 25 cm 5 test pieces were used.
The tests were carried out from the outside of the sample.
ATCC 9372 Bacillus atrophaeus spore suspension was used.
Incubator Control <4 cfu
Test Environment Control <25 cfu
155 : Test Conditions: Minimum 24 hours at 21 + 5 ° C and 60 * 10% relative humidity
Sample size and number: 3 test samples in size 75x75mm
Name of test microorganism: ATCC 13706-B1 Escherichia coli bacteriophage Phi X174
PFU: Plate forming unit
Merve BIRAH Approved by
Assistant Laboratory Responsible of 08/07/2020

Microbiology Laboratory

Omer Yasin BALIK

Laboratory Manager

3/4

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

: Test sample-1 is sampled from the right arm, test sample-2 left leg, test sample-3 body part. The thickness and mass given



ANALYSIS REPORT

Report No. : 2013885E Report Date :08/07/2020
156 : The application pressure was chosen over the values obtained as a result of the procedure applied according to the ISO
16603 method.
157 : Test sample-1 right arm, test sample-2 left leg, test sample-3 were sampled from the body part.
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 08/07/2020
Microbiology Laboratory ..
Omer Yasin BALIK

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








































































DOCUMENT NO TD-02
TECHNICAL F”—E ISSUE DATE 10.07.2020
MANUFACTURING CONTROL GUIDE REV DATE 22.09.2020
Protective Clothing (Royal Shield Coveral)  maae 1o 1(,)118
TABLE OF CONTENTS-ABOUT THE GUIDE
TABLE OF CONTENTS - ABOUT THE GUIDE

0 INTRODUCTION

1 SCOPE

2 References Standards And/Or Documents

3 Product Information

3.1 Product Description

3.2 Brand Name

3.3 Product Model No

3.4 Product Dimension

3.5 Factory Production Confrol

3.6 Materials and Intfermediates Used

3.7 Product Photos

3.8 Marking

3.9 Instructions for Use

3.10 Essential Health and Safety Requirements Fulfilled by the Product

3.11 Stitch Combine Points

3.12 EQUIPMENT USED IN THE PRODUCTION OF TYPE 3-B / 4-B / 5-B / 6-B PPE OVERALLS

4 Requirements

4.1 Manufacturing control

4.2 Quality plan

4.3 Organization

4.4 Document control

5 Conftrol Methods

5.1 Component materials

5.2 Customer supplied product

53 Operations Control

54 Transport, storage and distribution

[ Inspection and experiments

6.1 General

6.2 Input component materials

7 Non-conformity status

7.1 General

7.2 Non-conformity of constituent materials

7.3 Non-conformity of the final, finished product

8 Records

9 Training

Technical File - Manufacturing Control Guide has been prepared in accordance with EN 14126, EN 14605, EN
ISO 13982-1 and EN 13034 Standards in order to infroduce the production facility control system and explain
the basic elements of the system. Conftrol Guide is used not only to guide the establishment of the system and
the preparation of the systemm documentation, and also to infroduce the system to customers and third
parties. Manufacturing Control Guide; is prepared by Production Control Representative, Quality
Management Representative, controlled, approved and published by the Company Manager.

On the pages of the Control Manual, "YELKENCi HAZIR GiYiM SANAYi VE TICARET ANONIM SIRKETI" logo,
"Technical File - Manufacturing Control Guide" phrase, Deparfment Name, Document No (TD-02),
Publication Date, Revision Date, Revision No, Page No. (Title and Signature) Person Conftrolled (Title and
Signature) and Person Approved (Title and Signature) information are found. Page No; is given as showing
“page number/total page number”.

PREPARED BY APPROVED BY

Production Control Representative Quality Control Representative Plant Manager
OKAN OZTELLI GURSEL OZCANLI 0ZGUR OZENIR
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MANUFACTURING CONTROL GUIDE REV DATE 22.09.2020
Protective Clothing (Royal Shield Coverall)  pactnG T

The revision made in the Technical File - Manufacturing Control Guide is made in the whole document, the
guide revision number is increased by 1, the revision date is updated and the revision reason is entered in the
revision reason section on each page and republished.

Other issues regarding the revision and distribution of the manual are applied according to the “PR.0O1
Document Control Procedure”.

0. INTRODUCTION

YELKENCIi HAZIR GiYiM SANAYI VE TICARET ANONIM $IRKETI Technical File - Manufacturing Control Guide; has
been prepared as a part of the system used to evaluate the conformity of the following standards.

e EN 14126/AC:2004 Protective Clothing - Against Pathogenic Organisms

e EN 14605 :2005 + A1 :2009 Protection Against Liquid Chemical Substances Liquid Proof (Type 3-B) And
Protection Against Liquid Chemical Substances Spray Proof (Type 4-B)

e ENISO 13982-1:2004 / A1: 2010 Protective Clothing for Use Against Solid Particles - Part 1: Performance
Rules for Chemical Protective Clothing Providing Whole Body Protection against Airborne Solid
Particles (Type 5 Clothing)

e EN 13034: 2005 + A1: 2009 Protective Clothing Against Liquid Chemical Substances - Performance
Rules for Protective Clothing Providing Limited Protection Against Liquid Chemical Materials (Type 6
and Type pb [6] Equipment)

The Technical File - Manufacturing Control Guide process is designed to apply harmonized European
standards for Protective Clothing, regardless of whether marking is applied pursuant fo legislation or not.

1.SCOPE

Technical File - Manufacturing Control Guide covers the quality and factory manufacturing control
requirements used during the manufacture of Protective Clothing, conformity with the Basic Health and
Safety Requirements Associated with the European Union Directive 2016/425/EU Provisions.

e Company Name: YELKENCI HAZIR GIYiM SANAYI VE TICARET ANONIM SIRKETI
e Production Place Address: E5 Karayolu Uzeri 5001. Sokak No:6 Selimpasa Silivri ISTANBUL

2. REFERENCED STANDARD AND/OR DOCUMENTS
In this manual, reference is made to other standards and / or other documents, with or without a date. These
references are indicated at appropriate places in the text and are listed below.

EN,ISO,IEC etc.NO NAME IN TURKISH
EN ISO 13488 Protective Clothing - General Features
Protective Clothing - Against Pathogenic Organisms - Performance Properties and Test
Protection Against Liquid Chemical Substances Liquid Proof (Type 3-B) And Protection
EN 14605 Against Liquid Chemical Substances Spray Proof (Type 4-B)
Protective Clothing for Use Against Solid Particles - Part 1: Performance Rules for Chemical
EN ISO 13982-1 zrgetcr:.ive)CIo‘rhing Providing Whole Body Protection Against Airborne Solid Particles (Type
othing

Protective Clothing Against Liquid Chemical Substances - Performance Rules for
EN 13034:2005+A] Protective Clothing Providing Limited Protection Against Liquid Chemical Substances
(Type 6 and Type pb [6] equipment)

PREPARED BY APPROVED BY

Production Control Representative Quality Control Representative Plant Manager
OKAN OZTELLI GURSEL OZCANLI 0ZGUR OZENIR




DOCUMENT NO TD-02
TECH NICAL FI L E ISSUE DATE 10.07.2020
MANUFACTURING CONTROL GUIDE REV DATE 22.09.2020
Protective Clothing (Royal Shield Coverall)  pactnG T

ENISO 13485 ‘ Medical devices - Quality management systems - Requirements for regulatory purposes

3. Product Information

3.1 Product Description

Protective Clothing (Overalls) that we produce are reusable and limited use protective clothing that provides
protection against pathogenic organisms, comply with minimum rules for chemical protective clothing
resistant fo the penetration of airborne solid particles, minimum requirements for the limited use and limited
reusability performance of protective clothing against chemicals, protective clothing against chemicals of
limited performance, light sprays where a full liquid permeability barrier (at the molecular level) is not
required, produced in a high quality and hygienic environment with, infended for use in situations where
exposure to liquid aerosols or low pressure, low volume splashes.

3.2 Brand Name: BIOBLOCKED

3.3 Product Model No: PS 3455  ( Royal Shield Coverall - Type 3-B / 4-B / 5-B / 6-B )

3.4 Product Dimension: S - M — L — XL — 2XL — 3XL

3.5 Factory Production Control:

The documentation of the manufacturing control system is designed to ensure that the quality assurance is
widely understood, to ensure that the required product properties are provided and to control the effective
operation of the manufacturing control system.

3.6 Materials and Intermediates Used

MANUFACTURER
NO | MATERIAL USED SPECIFICATION INFORMATION
1| Non Woven Fabric hotruelt foten 57 o / 2 lorinared norwioven | PELSAN TEKSTIL
2 | Zipper Polyester Woven Ribbon Zipper White BIR FERMUAR
3 | Sewing thread COATS 120 white COATS
4 | Adhesive tape DOUBLE SIDED ADHESIVE TAPE YILMAZ OFIS KIRTASIYE
5 | Rubber 3 mm Tire SANCAK ORME
6 | Packaging material PE QUALITY PRINTED BAGS DEKA PLASTIK
7 | PACKAGE KSSK QUALITY MERCAN AMBALAJ
8 Sﬂcker and  Promotion Card | CELLOPHANE COATED PAPER NIRAY MATBAACILIK
Materials
9 | Welding tape 16 mm tape INANC BANT

3.7 Product Photos (Appendix A)
3.8 Marking (Annex B)
3.9 Instructions for Use (Annex C)

3.10 Essential Health and Safety Requirements Fulfilled by the Product (Annex D)

3.11. Stitch Combine Points :

All combining stitches are made with 5 thread overlock stitch. Welding tape is adhered on all seams from the

outer surface.

Zipper stitch and elastic stitches are made with single needle machine .

3.12. EQUIPMENT USED IN THE PRODUCTION OF TYPE 3-B / 4-B / 5-B / 6-B PPE OVERALLS

Flat Machine

Overlock Machine

Tape Welding Machine

Cutting Engine

Marker Table

Modelroom Mold Drawing Machine

PREPARED BY

APPROVED BY

Production Control Representative
OKAN OZTELLI

Quality Control Representative
GURSEL OZCANLI

Plant Manager
OZGUR OZENIR




DOCUMENT NO TD-02
TECH NICAL FI L E ISSUE DATE 10.07.2020
MANUFACTURING CONTROL GUIDE REV DATE 22.09.2020
Protective Clothing (Royal Shield Coverall)  pactnG T

e  Cutter Cutting Machine (for narrow fabrics)

4. REQUIREMENTS

4.1 MANUFACTURING CONTROL

Technical File - Manufacturing Control Guide is the continuous internal control of manufacturing processes.
This system includes the requirements for the conftrols performed to ensure the above-defined Protective
Clothing (Coveralls) with the performance declared in the EU Type Approval Certificate.

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

Our company has established a Manufacturing Conftrol system to guarantee that the product supplied to the
market is in accordance with the specified specifications, has started certification studies and maintains this
system. The Manufacturing Conftrol system includes operations, regular inspections, tests and/or evaluations,
and the use of results for the confrol of raw and other input materials or components, the manufacturing
processes of equipment and the product.

4.2 QUALITY PLAN

Our company has determined and confinues its policy and procedures for Manufacturing Control in the
quality plan. The quality plan includes the identification and specification of specific processes that directly
affect product quality and conformity. The quality plan includes the following features.

-The organizational structure of the manufacturer regarding suitability and quality
Document conftrol

- Control procedures regarding the components and the product supplied
-Process control

- Conditions in the transportation and storage of the product,

- Requirements for inspection and testing of processes and products

-Methods to be applied in case of non-conformity

4.3 ORGANIZATION

4.3.1 Responsibility and Authority

The responsibility, authority and relationship between all personnel who manage, do and approve the works
affecting conformity and quality are defined in the quality plan. While making the definition, the personnel
authorized for the following issues are specified.

- Starting a process to prevent the production of non-conforming products,

-Defining and recording any quality problems in the product.

4.3.2 Management Representative

Our company has determined an authorized representative with appropriate knowledge and experience to
ensure the implementation and maintenance of the Manufacturing Confrol inspection and Quality Plan
requirements. This representative can perform supervision and surveillance work alone.

REFERENCE
Management Representative Appointment Letter

4.3.3 Internal audits

Our company conducts internal audits to verify that the works are in accordance with the planned
regulafions and to determine the effectiveness of Manufacturing Control. The audits are scheduled
according to the importance and condifion of the work performed. Audits and subsequent activities are
carried out according to written documents. The results of the audits are reported and presented to the
attention of the personnel who have responsibility in the field of audit. The personnel responsible for this area
keeps records of the measures taken by taking fimely measures when there is a non-conformity during the
inspections.

PREPARED BY APPROVED BY

Production Control Representative Quality Control Representative Plant Manager
OKAN OZTELLI GURSEL OZCANLI 0ZGUR OZENIR
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REFERENCE

Internal Audit Procedure

Non-conforming Product Control Procedure
Corrective and Preventive Actions Procedure

4.3.4 Management Review

The Manufacturing Conftrol system is reviewed annually by the management to ensure its continuity and
effectiveness, and relevant records are kept.

REFERENCE
MR Meeting Minutes

4.3.5 Subcontractor Services

Our company does not supply any subcontracting services other than its own resources, and in case of such
a situation, a control method will be established and this application will be a part of our company's quality
conftrol procedures.

4.4 Document Control

Our company has determined and continues the written procedures to be implemented in order to control
all documents and data related to the requirements specified in these standards.

REFERENCE
Document Conftrol Procedure

Records Control Procedure
5 CONTROL METHODS
5.1 Component Materials

Sufficient component materials are kept ready to ensure that manufacturing and distribution are carried out
at the planned speeds, so as not to adversely affect the conformity of the product.

In order to ensure compliance of Protective Clothing (Overalls), specifications and folerances have been
created for the necessary component materials used in production and these are notified to the supplier in
writing.

These checks verify that input material suppliers are able to ensure the required quality of materials and
conform to the EU Type Approval Certificate.

Production approval is not given without checking whether the materials supplied from different suppliers
can affect the quality and conformity of the product.

5.2 Customer supplied product

No component material to be used in Protective Clothing supplied by the customer is not used, and in such
a case, the necessary conditions will be provided by our company.

5.3 Operations control

The quality plan includes the following issues.

a) Conformity with all inputs used with the type-approved protype

b) The suitability of the cutting process (coming fogether of the same pieces from the same lof)

c) Stitch control, stitch step density control, stitch type conftrol, sealing tape control used in seams, if any
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d) Size confrol

e) Final product control (seams, sewing thread cleaning, checking the fires used in waist-arm-head and
wrists)

f) Zipper control, fouch and close fastener control and placket band conftrol

g) Label user manual and packaging conftrol

5.4 Transport, Storage and Distribution

It covers the procedures that will ensure the hygiene rules during the fransportatfion and storage of
Protective Clothing (Overalls).

REFERENCE
Transport, Storage, Storage and Shipping instruction

6 INSPECTION AND TESTS
6.1 General
All necessary tools, equipment and personnel are available to carry out the necessary inspections and tests.

All inspections performed by quality control personnel are recorded, and if non-conforming products can be
separated, the shipment of products that are eliminated by reprocessing is approved.

6.2 Input Component Material

Input component materials are inspected and tested using the detailed procedures specified 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 carried out by the supplier can be used.

In order to prevent any deterioration in storage, the necessary inspections of the materials continue.

7 NON-CONFORMITY STATUS

7.1 General

Provided that it is reasonably applicable, our company has documented and ensures its continuity in order
to prevent the use and application of the product that does not comply with the specified requirements.
This control is necessary for idenftification evaluation and segregation (where practical) and elimination of
non-compliant product. All of the procedures to be carried out are documented and a system has been
established to inform the user if the shipment of the inappropriate product cannot be prevented.

Nonconformity may occur in the following stages;

a) In component materials in the warehouse,

b) If the product is processed,

c) In the tfransportation, storage and distribution of the product.

In these cases, when non-conforming materials, products or processes are identified, investigations are
initiated to determine the causes of non-conformity and effective corrective measures are applied
according to the methods specified in the quality plan to prevent recurrence of the non-conformity.
REFERENCE

Non-conforming product control procedure

7.2 Non-conformity of component materials
In case of non-conforming component materials, corrective measures may be the following;
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a) Reprocessing of component materials

b) Adjusting manufacturing control to separate non-conforming components
c) Rejection and elimination of unsuitable material.

REFERENCE

Non-conforming product control procedure

7.3 Non-conformity of the final, finished product (from the result of the examination of the operations
performed)

Non-conforming Protective Clothing (Coveralls) are evaluated and necessary methods are followed to take
corrective measures. Some measures consist of the following:

a) If the non-conforming product is applicable, re-processing and acceptance of its shipment,
b) If reprocessing is not applicable, directing to alternative use,
c) Rejection of the product,

REFERENCE
Non-conforming product control procedure
Quality plan

8 Records

Manufacturing control results are recorded. Along with the details of the constituent materials subjected to
inspection, the place, date and tfime of the sample taken, and other relevant information are recorded.

In cases where the component material or Protective Clothing that is being worked on does not meet the
specification requirements, the corrective measures taken to ensure the product quality of the materials are
recorded.

Records are archived and retained for a period of at least 5 years in a reproducible form or for a longer
period as required by country legislation.

REFERENCE

Sample Label

Analysis Reports

Quality Records Control Procedure
9 Training

Our company has established and implemented methods for the fraining of all personnel involved in the
work that affects the quality. Personnel taking on specific tasks have appropriate quality and expertise
based on appropriate education, fraining or experience as required. Training records are kept.

Note- Although a demonstrable fraining may be needed for the implementation of the quality mark, as per
the legislation, marking is related to the compliance of the product with the performance characteristics
using only written procedures. Therefore, although it may be necessary to use "expert" personnel in marking
as required by the legislation, a training requirement that needs to be proven especially for expertise is not
sought.

REFERENCE

Training records
Training plan

Annex A
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ANNEX B
MARKING
YELKENCI HAZIR GIYIM SANAYI VE TICARET AS
ES5 Karayolu Uzeri 5001 sk. No:6 Selimpasa- Silivri - ISTANBUL / TURKEY
Protection Against Protection Against

Chemicals Pathogenic Organisms
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EN 14126:2003+AC:2004
Protection Against Liquid Chemical Substances Protection Against Liquid Chemical Substances

Liquid Proof Spray Proof
Tip 3-B Tip 4-B

N

EN 14605:2005+A1:2009 EN 14605:2005+A1:2009

ANNEX C

USAGE INSTRUCTIONS

YELKENCIi HAZIR GiYiM SANAYI VE TICARET AS
E5 Karayolu Uzeri 5001 sk. No:6 Selimpasa- Silivri - ISTANBUL / TURKEY
Brief indication of product type, trade name and code:

SAFETY INSTRUCTIONS: All protective clothing should be checked against defects and malfunctions that may cause
adverse effects such as tears, holes, and loose dirt. It should never be worn if it is faulty and dirty.

Caution! Itis dangerous to play with the bag, it can cause suffocation. Please keep away from children and babies.

“In case of long-term use in temperate climates and environments, it may cause overheating*
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“Flammable material. Keep away from fire.”

Disposable PPE, "Do not reuse!”

Production date: 2020 - 07

2020 - 06: Indicates that it was produced in the first 6 months of 2020.
2020 - 12: Indicates that it was produced in the second 6 months of 2020.

INSTRUCTIONS FOR USE: Type 3-B / 4-B / 5-B / 6-B Model Protective overalls, Protection of Workers Against Liquid Chemicals
Liquid Proof (Type 3-B) , Protection Against Liquid Chemicals Spray Proof (Type 4-B) , from hazardous material parficles
(Type 5) and chemical liquid splashes (Type 6).

USE LIMITATIONS: Care should be taken while removing the dirty or liquid exposed overalls and contact with hazardous
materials should be avoided. It is designed for extremely dangerous conditions and foxic chemicals. Coverall seams may
not provide protection against infectious agents. The final decision and responsibility for any application protection of
the type 3-B / 4-B / 5-B / 6-B coverall is with the user. In case the overalls are used with other Personal Protection; cuffs
should be aftached to gloves, ankles to boots and a respirator (mask) to the head beforehand. The suitability of this
combination is at the discretion of the user. The person wearing the overalls must be properly grounded for the static
electricity generated in the body. When grounding, the resistance on the person should be less than 108 ohms. These
conditions can be easily created by wearing suitable shoes. The duration of use of the product and the effect of the
working environment on the comfort of use should be planned in advance.

HOW TO WEAR: While wearing overalls, make sure that the area you are in is clean. Open the package properly without
damaging the product. Open the zipper of the jumpsuit and put it on the overalls, with your feet first. Do not wrinkle the
overalls foo much while doing this. After putting your torso and arms on the overalls, put the hood on your head and
close the zipper. Remove the paper of the adhesive tape in the zipper area and attach it to the overalls, taking care
that it is not folded. In this way, the permeability of the zipper will be prevented.

STORAGE/USE BY: It is recommended fo keep it in a cardboard or cardboard box, away from sunlight at +50 -10 °C. If
stored under appropriate condifions, it should be used within 5 years after the production date.

DISPOSAL AND RECYCLING: Uncontaminated products can be tfreated as general waste or recycled. Contaminated
products, on the other hand, must be freated as hazardous wastes and disposed of in accordance with the rules

N MK 8 = XK

Do not wash Do not dry No dry cleanining Do notiron Do not use
in washing machine bleach

Label and sticker on the nylon bag,

PREPARED BY APPROVED BY

Production Control Representative Quality Control Representative Plant Manager
OKAN OZTELLI GURSEL OZCANLI 0ZGUR OZENIR




DOCUMENT NO TD-02
TECH NICAL FI L E ISSUE DATE 10.07.2020
MANUFACTURING CONTROL GUIDE REV DATE 22.09.2020
Protective Clothing (Royal Shield Coverall)  pactnG i

L

PRODUCT NO: PS 3455
LOTNO 110044
EXP.DATE  : 012026

8| 61)753 IH 510290 “
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PRODUCT PERFORMANCE VALUES

MECHANICAL RESISTANCE CLASSES
Abrasion resistance Class 6
Tear resistance Class 1
Tensile strength Class 1
Puncture resistance Class 2
Seam strength Class 1

Flex cracking resistance Class 5

Repellency to liquids:

. Sodium Hydroxide (NaOH) 10% concentration, Class 3,
. Sulfuric Acid (H2SO4) 30% concentration, Class 3

EN 14126:2003+AC:2004
The biological agents for which the product was tested are "ATCC 9372 Bacillus subtilis spores, ATCC 9372 Bacillus atrophaeus, and ATCC

13706 - B1 Eschericihia coli bacteriophase".
EK D/ ANNEX D

Uriniin Karsiladigi Temel Saglk ve Giivenlik Gerekleri/ Basic Health and Safety Requirements that
the Product Meets.

EN 14126/AC:2004 Standardinin Karsiladigi Temel Saglik ve Givenlik Gerekleri
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1.1. Tasanm Prensipleri / Design principles
1.1.2. Koruma Diizeyleri ve Siniflan / Levels and classes of protection

1.1.2.2. Farklh Risk Dizeyleri icin Uygun Koruma Siniflar

KKD'nin tasariminda, ayni risk faktérintn farkl dizeylerinin ayirt edilebilmesi gibi 6ngérUlebilir kullanim kosullarinin farklilik
gosterdigi durumlarda uygun koruma siniflandirmalar dikkate alinmalidir. / Where differing foreseeable conditions of use are
such that several levels of the same risk can be distinguished, appropriate classes of protection must be taken into account in the
design of the PPE.

1.3 Rahatlik ve Etkinlik / Comfort and efficiency

1.3.2 Hdfiflik ve Dayanikliik / Lightness and design sfrength
KKD, dayaniklilik ve islevselligini azaltmayacak sekilde olabildigince hafif imal edilmelidir. /PPE must be as light as possible
without prejudicing design strength and efficiency.

KKD, bu Ek'in 3. maddesinde belirtilen risklere karsi yeterli korunma saglayabilmek icin yerine getirilmesi sart olan ve belirli
riskler icin ilave gereksinimlerden ayn olarak, &ngérilen kullanm kosullar altindaki orfam  kosullarinin  etkisine
dayanabilmelidir. / Apart from the specific additional requirements which they must satisfy in order to provide adequate protection
against the risks in question (see 3), PPE must be capable of withstanding the effects of ambient phenomena inherent under the
foreseeable conditions of use

1.4. imalatei Tarafindan Verilecek Bilgiler / information supplied by the manufacturer
imalatcl, piyasaya sundugu KKD ile birlikte asadidaki hususlan iceren kullanim kilavuzunu da vermelidir: / The notes that must
be drawn up by the former and supplied when PPE is placed on the market must contain all relevant information on:

a) Imalatcinin veya yetkili temsilcisinin isim ve adresi/ In addition to the name and addressof the manufacturer and/or his
authorized representative established in the Community

b) Depolama, kullanim, temizlik, bakim, onarnm ve dezenfekte etmeye iliskin bilgiler (imalatci tarafindan dnerilen
temizlik, bakim ve enfeksiyondan arindirma maddeleri, kullanm kilavuzunda verilen talimata uygun olarak
kullanildiginda kullanici veya KKD'ye zarar vermemelidir) / storage, use, cleaning, maintenance,servicing and
disinfection. cleaning, maintenance or disinfectant protection recommended by manufacturers must have no adverse effect
on PPE or users when applied in accordance with the relevant instructions;

c) S&z konusu KKD'nin sagladigi korumanin sinifini ya da seviyesini dlcmek icin uygulanan teknik testlerde
kaydedilen performans sonuclari/ performance as recorded during tfechnical tests to check the levels or classes of
protection provided by the PPE in guestion;

d) S&z konusu KKD'ye uygun aksesuarlarin ve yedek parcalarin 6zellikleri /suitable PPE accessories and the characteristics
of appropriate spare parts;

e) Farkl risk seviyeleri icin uygun koruma siniflar ve bunlara karsilik gelen kullanim limitleri/ the classes of protection
appropriate to different levels of risk and the corresponding limits of use;

f) KKD veya belirli parcalarinin kullanma émrd veya son kullanma tarihi / the obsolescence deadiineor period of
obsolescence of PPEor certain of its components;

g) Tasimaya uygun paketleme sekli / the type of packaging suitable for fransport;

h) Isaretlerin anlami (2.12)/ the significance of any markings(see 2.12)

i) Eger varsa, bu Yénetmeligin 6. maddesinin son fikrasinda belirtilen diUzenlemelerin  REFERENCElar/ where
appropriate the references of the Directives applied inaccordance with Article5(6) (b);

j) KKD'lerin tasarmini yapan onaylanmis kurulusun unvani, adresi ve kimlik numarasi / the name , address and
identification number of the notified body involved in the design stage of the PPE

Bu bilgiler, anlasilir, kesin ve Turkce olmall veya diger bir Uye Ulkede piyasaya arz ediliyorsa o Uye Ulkenin resmi dil veya
dillerinde olmalidir. / These notes, which must be precise and comprehensible, must be provided at least in the official language(s) of
the member state of desfination

2. BAZI KKD TIiPLERI VEYA SINIFLARI iCIN ORTAK ILAVE GEREKLILIKLER /ADDITIONAL REQUIREMENTS COMMON TO SEVERAL
CLASSES OR TYPES OF PPE

2.12. Uzerinde Dolayh veya Dogrudan Saglik ve Givenlikle ilgili Bir veya Birden Fazla Tanimlayici isaret Tastyan KKD’ler

/ PPE bearing one or more identification or recognition marks directly or indirectly relating to health and safety

KKD Uzerine yapistinimig, dolayl ya da dogrudan saglik ve gUvenlik ile ilgili tanimlayici isaretler, vermek istedigi mesaja
uygun ikaz isaretleri (pikfogramlar veya ideogramlar) seklinde olmall ve KKD' nin éngoértlen kullanma émri boyunca
anlagilabilir halini tam olarak korumalidir. Ayrica, herhangi bir yanls anlamaya meydan vermeyecek sekilde bu isaretler
anlasilir, kesin ve tam olmalidir. Ozellikle, bu isaretler Uzerinde yazili bir ifade veya kelime bulunuyorsa, bunlarn cihazin
kullanilacagi Ulkenin resmi dil veya dillerinde olmalidir./The identification or recognition marks directly or indirectly relating to

PREPARED BY APPROVED BY

Production Control Representative Quality Control Representative Plant Manager
OKAN OZTELLI GURSEL OZCANLI 0ZGUR OZENIR




DOCUMENT NO TD-02

TECHNICAL FILE ISSUE DATE 10.07.2020

MANUFACTURING CONTROL GUIDE REV DATE 22.09.2020
Protective Clothing (Royal Shield Coverall) | pactno o

health and safety affixed to these types or classes of must preferably take the form of harmonized pictograms or ideograms and must
rem ain perfectly legible throughout the foreseeableuseful life of the PPE. In addition, these marks must be complete, precise and
comprehensible so as to prevent any misinterpretation ; in particular, whwn such marks incorporate words or sentences, the latter must
appear in the official language(s) of the Member State where the equipment is to be used.

KKD veya bir KKD elemani gerekli isaretlerin tamaminin veya bir kisminin konulamayacagi kadar ki¢Ukse, o zaman buna
ait aciklayici bilgi, ambalaj Uzerinde ve kullanim kilavuzunda bulunmalidir. / If PPE (or a PPE component) is too small to allow al
lor part of the necessary marking to be affixed, the relevant information must be mentioned on the packing and in the manufacturer’s
nofes.

3. BELIRLI RiSKLER iCiN iLAVE GEREKSINIMLER /ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.2. Tehlikeli maddeler ve patojen organizmalara karsi koruma / Protection against cutaneous and ocular contact

Vicut yUzeyinin tamamini veya bir bélumUnU tehlikeli maddeler ve kansimlar veya zararl biyolojik ajanlarla temastan
korumak amaciyla Uretilen KKD'lerin koruyucu yUzeyleri 6ngdrilen kullanim sartlarinda, bu tUr maddelerin kullaniciya
gecmesini veya sizmasini dnleyebilecek &zellikte olmalidir. / PPE intended fo prevent the surface contact of all or part of the
body with substances and mixtures which are hazardous fo health or with harmful biological agents must be capable of preventing the
penetration or permeation of such substances and mixtures and agents through the protfective integument under the foreseeable
conditions of use for which the PPE is intended.

Bu amacla, bu sinif KKD'lerin yapildigi malzemeler ve diger elemanlar, gerekifiginde gun boyunca kullanilabilmesi igin,
mUmMkUn oldugu kadar tam bir sizdirmazlik saglayacak sekilde secilmeli veya tasarlanmall ve birlestiriimelidir. Sizdirmazligin
tam olarak saglanamadigi durumlarda giyme sdresi kisitlanmalidir. / To this end, the constituent materials and other
components of those types of PPE must be chosen or designed and incorporated so as to ensure, as far as possible, complete le ak-
tightness, which will allow where necessary prolonged daily use or, failing this, limited leak-tightness necessitating a resfriction of the
period of wear.

Yapilarindan ve 6ngorulen kullanim kosullarindan dolayi, yUksek sizma gicUne sahip belirli fehlikeli maddeler ve kansimlar
veya zararl biyolojik ajanlarin séz konusu oldugu ve bunlarin KKD'lerin sagladigi koruma suresini siniladigr durumlarda,
KKD'ler siniflandirma amaciyla etkinlik esasina dayal standart testlere tabi tutulmalidir. Testlerde belirtilen 6zelliklere uygun
oldugu kabul edilen KKD’'lerde, &zellikle testlerde kullanilan maddelerin isimlerini veya bunun yapillamamasi halinde,
kodlarini ve bunlara karsilik gelen standart koruma strelerini gdsteren bilgiler bulunmalidir. Kullanim kilavuzunda, &zellikle,
kodlarn bir aciklamasi, gerekiyorsa standart testlerin detayl bir fanimlamasi ve éngérilen degisik kullanim kosullarinda
musaade edilen maksimum kullanma suresini belirlemek icin gerekli bGton bilgiler de bulunmalidir. / Where, by virtue of their
nature and the foreseeable conditions of their use, certain substances and mixfures which are hazardous fo health or harmful biological
agents possess high penefrative power which limits the duration of the protection provided by the PPE in question, the latter must be
subjected fo standard tests with a view to their classification on the basis of their performance. PPE which is considered to be in
conformity with the test specifications must bear a marking indicating, in particular, the names or, in the absence of the names, the
codes of the substances used in the tests and the corresponding standard period of protection. The manufacturer's instructions must
also contain, in particular, an explanation of the codes (if necessary), a detailed description of the standard tests and all appropriate
information for the determination of the maximum permissible period of wear under the different foreseeable conditions of use.

EN 14605:2005+A1:2009 Standardinin Karsiladigi Temel Saglik ve Givenlik Gerekleri

1.1. Tasanm Prensipleri /Design principles

1.1.1. Ergonomi /Ergonomics

KKD, tehlike iceren is yapilirken, 6ngorilebilen kosullarda ve amaclanan dogrultuda kullanimi sirasinda kullaniciyi
mUmMkUn olan en yUksek dUzeyde koruyacak sekilde tasarlanarak imal edilmelidir.,/ PPE must be so designed and
manufactured that in the foreseeable conditions of use for which it is intended the user can perform the risk related activity normally
whilst enjoying appropriate protection of the highest prossible level.

1.2. KKD'nin Kendisinin Tehlikeye Yol Agmamasi / Innocuousness of PPE

1.2.1. KKD'nin Yapisindan Kaynaklanan ve Rahatsizlik Veren Faktorlerin ve Diger Risklerin Bulunmamasi /Absence of risks
and other inherent nuisance factors

KKD, éngdrulebilir kosullarda kullanimi sirasinda tehlikelere ve yapisindan kaynaklanabilen rahatsizlik verici diger faktorlere
neden olmayacak sekilde tasarlanarak imal edilmelidir./PPE must be so designed and manufactured as to preclude risks and
other nuisance factors under fore seeable conditions of use.

1.2.1.1. Uygun Malzemeden imali / Suitable constituent materials

KKD malzemesi ve parcalar, bozulma sonucu ortaya cikan maddeler de dahil olmak Uzere, kullanicinin saglik ve hijyenini
olumsuz yénde etkilememelidir./PPE materials and parts, including any of their decomposition products, must not adversely affect
user hygiene or health.
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1.2.1.3. KKD’nin Kullaniciyi Engellememesi / Maximum permessible user impediment

KKD'nin vicudun durus sekline ve hareket etmesine neden oldugu kisitliamalar ile duyu organlarinda yol acabilecedi
hassasiyet kaybr en aza indirimeli ve KKD, kullanici veya diger kisiler icin tehlikeli olabilecek hareketlere neden
olmamalidir. /Any inpediment caused by PPE to movements to be made, postures to be adopted and sensory perception must be
minimized; nor must PPE cause movements which endanger the user or other persons.

1.3 Rahatlik ve Etkinlik/ Comfort and efficiency

1.3.3 Hdfiflik ve Dayanikliik /Lightness and design strength
KKD, dayanikliik ve islevselligini azaltmayacak sekilde olabildigince hafif imal edilmelidir. /PPE must be as light as possible
without prejudicing design strength and efficiency.

KKD, bu Ek'in 3. maddesinde belirtilen risklere karsi yeterli korunma saglayabilmek icin yerine getirilmesi sart olan ve belirli
riskler icin ilave gereksinimlerden ayn olarak, &ngérilen kullanm kosullart altindaki orfam  kosullarinin  etkisine
dayanabilmelidir. /Apart from the specific additional requirements which they must satisfy in order to provide adequate protection
against the risks in question (see 3), PPE must be capable of withstanding the effects of ambient phenomena inherent under the
foreseeable conditions of use.

1.3.3. Ayni Anda Kullaniimak Uzere Tasarlanmis Farkhi KKD Tipleri veya Siniflarinin Uyumu /Compatibility of different classes or
types of PPE designed for simultaneous use

Ayni imalatcl, ayni anda birden fazla risk s6z konusu oldugunda bu risklere karsi viocudun birbirine yakin kisimlarinin es
zamanl korunmasini saglamak icin farkh tip ve siniflarda KKD modellerini piyasaya sunarsa, bunlar birbiriyle uyumlu
olmalidrr./If the same manufacturer markets several PPE models of different classes or types in order to ensure the simultaneous
protection of adjacent parts of the body against combined risks , these must be compatible.

2. BAZI KKD TIiPLERi VEYA SINIFLARI iCIN ORTAK ILAVE GEREKLILIKLER /ADDITIONAL REQUIREMENTS COMMON TO SEVERAL
CLASSES OR TYPES OF PPE

2.3. Yiz, gozler ve solunum yollarinda kullanilacak KKD’ler / PPE fo be used on face, eyes and respiratory tract

YUz, gdzler veya solunum yollarinda kullanilacak KKD, kullanicinin géris alanina veya goérUsune asgari kisitlama
getirmelidir. / PPE to be used on the face, eyes or respiratory tract should bring a minimum restriction to the user's field of view or view.
Bu KKD siniflarinin goérUs sistemlerinin optik ndtrlugu, kullanicinin nispeten 6zenli ve/veya uzun sUreli tipteki faaliyetleriyle
uyumlu olmaldir.

Gerekirse, nem olusumunu 6nlemek icin islem gérmeli veya parcalarla birlikte satimalidir. / The optical neutrality of the vision
systems of these PPE classes should be compatible with the user's relatively careful and / or long-term activities.

GorUsUn duzeltiimesi gereken kullanicilan hedef alan KKD modellerinin gézlUkle veya kontak lensle birlikte kullanimaya
uygun olmasi gerekir. / The PPE models targeted at users who need to be addressed should be suitable for use with glasses or
contact lenses.

2.4. KKD’nin Kullanma &mri /PPE subject to ageing

Yeni bir KKD' nin islevinin zamana bagli olarak dnemli oranda azaldigi biliniyorsa, Uretim tarihi ve mimkUnse son kullanma
tarihi her bir KKD parcasinin ve degisebilen bdlimlerinin Uzerine, hicbir yanls anlamaya meydan vermeyecek sekilde,
acikca belirtimeli ve bu bilgiler ambalaj Uzerine de yazilmalidir./If it is known that the design performances of new PPE may be
significantly affected by ageing , the date of manufacture and/or, if possible, the date of obsolescence, must be indelibly inscribed on
every PPE ite mor interchangeable component placed on the market in such a way as to preclude any misinterpretation; this
information must also be indelibly inscribed on the packaging.

imalatci, KKD’ nin kullanma émrG ile ilgili bir taahhitte bulunamiyorsa, hazirlanan kullanim kilavuzunda, kullanici veya
satin alan kisinin makul bir son kullanma tarihi tespit etmesine yarayacak bakim, onarim, temizlik, uygun saklama kosullari,
modelin kalitesi vb. konularla ilgili tim bilgiler bulunmalidir.  Imalatc tarafindan énerilen temizleme isleminin periyodik
olarak uygulanmasi sonucu, KKD' nin performansinda fark edilir hizl bir azalma olasiigi varsa, kullanma émri boyunca en
fazla ka¢ kez temizlik isleminin uygulanacagli, mUmkinse her bir KKD parcasi Uzerine yapistinlir, bu olmazsa kullanim
kilavuzunda belirtiimelidir./If a manufacturer is unable fo give an undertaking with regard to the useful life of PPE, his notes must
provide all the information necessary to enable the purchaser or user to establish a reasonable obsolescence date, bearing in mind the
quality level of the model and the effective conditions of storage, use, cleaning, servicing and maintenance.Where appreciable and
rapid deterioration in PPE performance is likely to be caused by ageing resulting from the periodic use of a cleaning process
recommended by the manufacturer, the latter must, if possible, affix a mark fo each item of PPE placed on the market indicating the
maximum number of cleaning operations that may be carried out before the equipment needs to be inspected or discarded; failing
that, the manufacturer must give this information in hisd notes.

2.12. Uzerinde Dolayh veya Dogrudan Saglik ve Givenlikle ilgili Bir veya Birden Fazla Tanimlayici isaret Tastyan KKD’ler
/PPE bearing one or more identification or recognition marks directly or indirectly relating to health and safety
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KKD Uzerine yapistinimis, dolayl ya da dogrudan saglik ve gUvenlik ile ilgili tanimlayici isaretler, vermek istedigi mesaja
uygun ikaz isaretleri (piktogramlar veya ideogramiar) seklinde olmali ve KKD’ nin édngértlen kullanma émrb boyunca
anlasilabilir halini tam olarak korumalidir. Ayrica, herhangi bir yanls anlamaya meydan vermeyecek sekilde bu isaretler
anlasilr, kesin ve tam olmalidir. Ozellikle, bu isaretler Uzerinde yazli bir ifade veya kelime bulunuyorsa, bunlann cihazin
kullanilacagi Ulkenin resmi dil veya dillerinde olmalidir./The identification or recognition marks directly or indirectly relating to
health and safety affixed to these types or classes of must preferably take the form of harmonized pictograms or ideograms and must
remain perfectly legible throughout the foreseeableuseful life of the PPE. In addition, these marks must be complete, precise and
comprehensible so as fo prevent any misinterpretation ; in particular, whwn such marks incorporate words or sentences, the latter must
appear in the official language(s) of the Member State where the equipment is to be used.

KKD veya bir KKD elemani gerekli isaretlerin tamaminin veya bir kisminin konulamayacagi kadar kicUkse, o zaman buna
ait aciklayici bilgi, ambalagj Uzerinde ve kullanim kilavuzunda bulunmalidir./if PPE (or a PPE component)] is too small to allow al
lor part of the necessary marking to be affixed, the relevant information must be mentioned on the packing and in the manufacturer’s
nofes.

3. BELIRLI RISKLER iCiN ILAVE GEREKSINIMLER /ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.2. Kiitan6z ve okiler temasa karsi koruma / Protection against cutaneous and ocular skin

Vicudun tamaminin veya bir kisminin tehlikeli maddelerle ve enfeksiydz ajanlarla yizey temasinin dnlenmesine yonelik
KKD'lerin, KKD'nin piyasaya surGldugu ongdrilebilir kullanim kosullarinda séz konusu maddelerin koruyucu dis katmandan
girmesi veya nufuz etmesini dnleyebilmelidir. Bu amacla s&z konusu KKD sinifini olusturan malzemeler ve diger bilesenlerin,
gerekli hallerde uzun sUreli ginluk kullanima olanak taniyan tam sizdirmazligi mUimkin oldugunca saglayacak, bunun
olmadigi hallerde giyme suresiyle sinirlandinimasini gerektirecek sekilde sinirl sizdirmazlik saglayacak sekilde secilmis veya
tasarlanmis ve birlestirilmis olmalidir. / PPE for preventing surface contact with all or some of the body's surface with hazardous
substances and infectious agents should prevent PPE from penetrating or penetrating the protective outer layer in the foreseeable
conditions of use in which the PPE is marketed. For this purpose, it must be selected or designed and assembled so that the materials
and other components making up the PPE class provide limited tightness, where necessary, to ensure full waterproofing, where possible,
for long periods of daily use,

Nitelikleri geredi ve 6ngdrUlebilir kullanim kosullar nedeniyle baz tehlikeli maddelerin veya enfeksiydz ajanlarin, sdz
konusu KKD'nin sagladigi korumanin stresini sinirlandiracak sekilde yuUksek derecede nufuz etme glcUnin oldugu
hallerde, verimlilik tabanl siniflandirmalan géz énunde bulundurularak KKD'nin standart testlerine tabi olmasi gerekir.
Testin teknik ozelliklene uygun oldugu dusunulen KKD'nin &zellikle testlerde kullanilan maddelerin adlarni, adlarnin
bulunmadigi hallerde kodlarini ve karsilik gelen standart koruma sUresini gosteren isaretler tasimasi gerekir. / Where
hazardous substances or infectfious agents are vulnerable due fo their nature and foreseeable conditions of use, they should be
subjected to PPE's standard tests, taking info account productivity-based classifications, where there is the power to peneftrate at a high
level to limit the duration of the protection provided by the PPE. The PPE considered to be suitable for the test specification should bear
the names of the substances used in the tests, the codes where the names are not available and the corresponding standard
protection period.

imalatcl notlannda ayrica, dzelikle kodlann aciklamasi (gerekiyorsa), standart testlerin aynntili bir aciklamasi ve farkli
ongorUlebilir kullanim kosullarinda izin verilen azami yipranma  suresinin - belirlenebilmesi icin  tUm uygun bilgiler
bulunmalidir. / The manufacturer notes should also contain all appropriate information, in particular for the description of the codes (if
necessary), a detailed description of the standard tests and for determining the maximum allowable wear time under different
foreseeable conditions of use.
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