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CERTIFICATE OF REGISTRATION

This certifies that:

TESAKON TEKSTIL SANAYILTD. STI
Tekstilkent Mahallesi Demokrasi Bulvari No 101
Gaziantep , TR 27100

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 Owner/Operator Number: 10074136

Device Classification Name: SUIT, SURGICAL

Product Code: FXO

Regulation Number: 878.4040

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 not 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 constitutes 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 Copged a S.
Food and Drug Administration.

Registrar C:oﬂ:i Jf

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

info@registrarcorp.com ® www.registrarcorp.com Dated: C{(,J{ Al NP0

D2005-2020 Registrar Corp



UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1192

TESAKON TEKSTIL SANAYI VE TICARET LIMITED SIRKETI
Tekstilkent Mah. Demokrasi Blv. N0:97/1 Sehitkamil/GAZIANTEP / TURKEY

It is certified that the manufacturer’s technical file (Dated 30.07.2020) and the PPE product, detailed
below, have been assessed and found to meet the applicable Essential Health and Safety Requirements
in Annex II of Regulation (EU) 2016/425 based on the evaluation on technical documentation and

relevant test reports.
Identification of the Personal Protective Equipment
Brand Name Model: ESBAY 600 1.2ts
ith
1.1ts

1.3ts;1.4ts

The following harmonised standards have been applied:

EN ISO 13688:2013, (General requirements for protective clothing)
' 2ts EN ISO 13982-1:2004/A1:2010, (Chemical protective clothing providing protection to the full body

Wulates) Type 5, limited wear life clothing,
] , (Chemical protective clothing offering limited protective performance
against liquid chemicals) Type 6, limited wear life clothing,

EN 14126:2003/AC:2004, (Protective clothing against infective agents) for Type 5-B, 6-B, limited
life, full body protection

Here by the manufacturer is allowed to use notified body number (2163) and can fix C-, 3ts
as shown below, on the Category 111 product models given above, with the below requirements;

- Issuing an appropriate EU Declaration of Conformity according to Personal Protective Equipment
Regulation (EU) 2016/425 Annex 9.

- Ongoing successful performance in fulfilment of the requirements set out in Personal Protective
Equipment Regulation (EU) 2016/425 and harmonised standards, ensured by assessments based on
Annex 7 (Module C2) or Annex 8 (Module D) of the regulation

This certificate is initially issued on 30/07/2020 and will be valid for 5 years from the issue date.

C€

2163

Director

7
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TECHNICAL EVALUATION REPORT
REPORT DATE / NO: 30.07.2020 / 2163-KKD-1192

Manufacturer: TESAKON TEKSTIL SANAYI VE TICARET LIMITED SIRKETI
Address: Tekstilkent Mah. Demokrasi Blv. No:97/1 Sehitkamil/GAZIANTEP / TURKEY

Introduction

This report is prepared based on the evaluations on the technical file of the manufacturer dated 02.01.2020 version 0, and
the test reports obtained from the laboratories for the analysis referenced by the applied harmonised standards for the
personal protective equipment identified below. A list to the test reports is given below which are referenced within this
report. The samples for evaluation are provided by the manufacturer for type examination and samples are delivered to

the laboratories under UNIVERSAL supervision. The test results and all evaluations within this report belongs to the
samples provided.

This report is prepared for the PPE with the guidance of the harmonised standards which are claimed to be applied by the
manufacturer and the evaluation is conducted for the verification of fulfilment of Essential Health and Safety
Requirements of PPE regulation, those applies for the product.

This report is an integral part of the EU Type Examination Certificate No. 2163-PPE-1192 issued for the manufacturer.

PPE Identification: Protective coverall (overall) manufactured from white laminated polypropylene non-woven fabric
with hood, inside overlock seams, elastic cuff, ankle and waist, zipper and zipper flap. The coverall is available in 6
nominal sizes.

The PPE fabric is 55 gsm, PE film (18gsm) + 2 gsm glue + breathable nonwoven (35gsm) white PP.

Zipper is Type 10 zipper.

Coverall Type: Type 5-B / Type 6-B

Brand Name: TESAKON

Model: ESBAY 600

Sizes Available: S - M — L — XL — XXL - XXXL

Applied Harmonised Standards

EN ISO 13688:2013, (General requirements for protective clothing)

EN ISO 13982-1:2004/A1:2010, (Chemical protective clothing providing protection to the full body against airbone solid
particulates) Type 5, limited wear life clothing,

EN 13034:2005+A1:2009, (Chemical protective clothing offering limited protective performance against liquid
chemicals) Type 6, limited wear life clothing,

EN 14126:2003/AC:2004, (Protective clothing against infective agents) for Type 5-B, 6-B

EN 1149-5:2018 (Electrostatic properties - Part 5: Material performance and design requirements)

This report is prepared on the basis of applicable Essential Health and Safety Requirements with the references annexed
to each applied harmonised standard given above.

TEST REPORT INFORMATION

Report# | Laboratory Name Report Date and Number Competency Reference

Ekoteks Laboratuar ve Gdzetim Holds TURKAK Accreditation with No:
9) - 0 i
1 Mizmetler] 4.5, Dated 24.07.2020 Number: 20023768-Ing AB-0583-T

GCNTR - Global Technology Holds TURKAK Accreditation with No:

2 T, aboratory Dated 27.07.2020 # GTL-TLM-0026A/20 AB-1252-T

3 GCNTR - Global Technology Dated 22.07.2020 # GTL-TLM-0026/20 Holds ”l_“URKAK Accreditation with No:
Laboratory AB-1252-T
Cevre Endiistriyel Analiz ) Holds TURKAK Accreditat

4 Laboratuart Dated 27.07.2020 Number: 2015405E AB-0363-T

The laboratories are contracted bodies with UNIVERSAL and the technical competence of the laboratg
assessment of UNIVERSAL based on the provisions of EN ISO/IEC 17065 Requirements for bodies
services standard.

g
PPage 120
UNIVERSAL UYGUNLUK DEGERLENDIRME HiZM. ve TIC. A.§. Tathsu Mh. Arif Ay Sk. No: 15/3 Umraniye / ISTANBUL T:4+90 216 455 80 80 F:+90216 455 80 08 info@universalcert.com



UNIVERSAL

ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING to Annex ZA of EN ISO 13688:2013 STANDARD

1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE

1.2. Innocuousness of PPE
1.2.1. Absence of inherent risks and other nuisance factors

PPE must be designed and manufactured so as not to create risks or other nuisance factors under foreseeable conditions of
use.

1.2.1.1. Suitable constituent materials

The materials of which the PPE is made, including any of their possible decomposition products, must not adversely
affect the health or safety of users

1.2.1.2. Satisfactory surface condition of all PPE parts in contact with the user

Any part of the PPE that is in contact or is liable to come into contact with the user when the PPE is worn must be free of
rough surfaces, sharp edges, sharp points and the like which could cause excessive irritation or injuries.

1.4. Manufacturer's instructions and information

In addition to the name and address of the manufacturer, the instructions that must be supplied with the PPE must contain
all relevant information on:

a) instructions for storage, use, cleaning, maintenance, servicing and disinfection. Cleaning, maintenance or
disinfectant products recommended by manufacturers must have no adverse effect on the PPE or the user when
applied in accordance with the relevant instructions;

b) performance as recorded during relevant technical tests to check the levels or classes of protection provided by
the PPE;

c) where applicable, accessories that may be used with the PPE and the characteristics of appropriate spare parts;

d) where applicable, the classes of protection appropriate to different levels of risk and the corresponding limits of
use;

e) where applicable, the month and year or period of obsolescence of the PPE or of certain of its components;

f) where applicable, the type of packaging suitable for transport;

g) the significance of any markings (see point 2.12);

h) the risk against which the PPE is designed to protect;

i) the reference to this Regulation and, where applicable, the references to other Union harmonisation legislation;

j) the name, address and identification number of the notified body or bodies involved in the conformity
assessment of the PPE;

k) references to the relevant harmonised standard(s) used, including the date of the standard(s), or references to the
other technical specifications used;

) the internet address where the EU declaration of conformity can be accessed.

The information referred to in points (i), (j), (k) and (1) need not be contained in the instructions supplied by the
manufacturer if the EU declaration of conformity accompanies the PPE.

2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL TYPES OF PPE

2.12. PPE bearing one or more identification markings or indicators directly or indirectly relating to health and
safety

Where PPE bears one or more identification markings or indicators directly or indirectly relating to health and safety,
those identification markings or indicators must, if possible, take the form of harmonised pictograms or ideograms. They
must be perfectly visible and legible and remain so throughout the foreseeable useful life of the PPE. In addition, those
markings must be complete, precise and comprehensible so as to prevent any misinterpretation. In partic where such
markings include words or sentences, the latter must be written in a language easily unde Zpd other
end-users, as determined by the Member State where the PPE is made available on the
Where PPE is too small to allow all or part of the necessary marking to be affixed,
mentioned on the packaging and in the manufacturer's instructions.

be
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UNIVERSAL

CERTIFICATION

Technical Assessment of EN ISO 13688: 2013 Standard and other Standards it refers to, Clauses Corresponding to the
Essential Health and Safety Requirements given above

Article 4.2

Article 4.4

Article 5.3

Article 6

| EHSR Ref 1.2.1.1;

EN ISO 13688 Standard Requirements Evaluation

The manufacturer declares in his technical file that the materials used in the manufacturing process of
this specific PPE do not adversely affect the health or hygiene of the user. The manufacturer claims
that the materials do not, in the foreseeable conditions of normal use, release substances generally
known to be toxic, carcinogenic, mutagenic, allergenic, toxic to reproduction or otherwise harmful.
These declarations are supported with Material Safety Data Sheets belonging to the materials used in
the manufacturing of the PPE. These datasheets claims that the materials are not toxic and do not have
risks under normal conditions.

The claim of the manufacturer includes non existence of heavy metals including Chromium VI,
nonexistence of carcinogenic amines and the pH value of the material is between the allowed range by
the standard (3,5 to 8,5).

Ref: Technical File Material Identification section.

EHSR Ref 1.2.1.2;

The comfort of the PPE was subject to visual inspection by our experts for rough, sharp or hard
surfaces that irritate or injure the user and found to be appropriate for use. In addition such properties
of the PPE was subject to evaluation during the practical exercise testing as defined in the EN ISO
17491-4 testing standard and the PPE is reported as to be comfortable enough to allow the wearer to
complete the excercises.

Ref: Test Reports.

EHSR Ref 1.2.1; Its

The samples received from the manufacturer @re claimed to be single useANo further evaluation is
conducted on the dimensional change due to cleaning

Ref: Technical File Material Identification section.

EHSR Ref2.12;

The coverall is available in 6 nominal sizes. The nominal sizes are defined in the technical file of the
manufacturer. The given dimensions in chest or bust girth and height are found in the limits defined in
Annex D of the standard.

S HEIGHT CHEST
E 189 cm 92 cm
m 194 cm 96 cm
199 cm 100 cm
(XL | 204 cm 104 cm
209 cm 108 cm
L 214cm 112cm

Ref: Technical File Sizes section.

}Dage 3120
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CERTIFICATION

EN ISO 13688 Standard Requirements Evaluation

Article 7
[ ]

(=)
Article 8 °
[ ]
L ]

EHSR Ref 2.12;
Each piece of coverall have marking with the following information;

Name / trademark of the manufacturer, type of product

Size of the coverall

Applied product standards (Type defining product standards)
Applied protection pictograms with standard references

The markings on the coverall / label are found to be easily visible and enough big to read. The
marking rules are explained in the marking section of the technical file. For further clarifications for
the marking requirements of applied product standards are available in the relevant standard section of
this report.

EHSR Ref 1.4;

The information supplied by the manufacturer is defined in the relevant section of the technical file. -
This information includes explanation required by all applied product standard requirements. The
defined user information text in the technical file includes the following data;

Name / trademark of the manufacturer, its address,

Applied standards and relevant classification, marking, size information

Pictograms and explanations

Coverall constituent materials used

Instructions for use, controls before use, how to wear / unwear, limitations, instructuions for
storage conditions, complemantary PPEs, re-usability, instructions for disposal

The above user information text is available in Turkish

11
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UNIVERSAL

ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING to Annex ZA of EN ISO 13982-1:2004 + A1:2010 STANDARD

1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE
1.1. Design principles
1.1.1. Ergonomics

PPE must be designed and manufactured so 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 level possible.

1.1.2 Levels and classes of protection
1.1.2.1 Optimum level of protection

The optimum level of protection to be taken into account in the design is that beyond which the constraints imposed by
the wearing of the PPE would prevent its effective use during the period of exposure to the risk or the normal
performance of the activity.

1.2. Innocuousness of PPE
1.2.1. Absence of inherent risks and other nuisance factors

PPE must be designed and manufactured so as not to create risks or other nuisance factors under foreseeable conditions of
use.

1.2.1.1. Suitable constituent materials _

The materials of which the PPE is made, including any of their possible decomposition products, must not adversely
affect the health or safety of users

1.2.1.2. Satisfactory surface condition of all PPE parts in contact with the user

Any part of the PPE that is in contact or is liable to come into contact with the user when the PPE is worn must be free of
rough surfaces, sharp edges, sharp points and the like which could cause excessive irritation or injuries.

1.2.1.3. Maximum permissible user impediment

Any impediment caused by PPE to the actions to be carried out, the postures to be adopted and sensory perceptions shall
be minimised. Furthermore, use of the PPE must not engender actions which might endanger the user.

1.3. Comfort and effectiveness

1.3.1. Adaptation of PPE to user morphology

PPE must be designed and manufactured in such a way as to facilitate its correct positioning on the user and to remain in
place for the foreseeable period of use, bearing in mind ambient factors, the actions to be carried out and the postures to
be adopted. For this purpose, it must be possible to adapt the PPE to fit the morphology of the user by all appropriate
means, such as adequate adjustment and attachment systems or the provision of an adequate range of sizes.

1.3.2. Lightness and strength

PPE must be as light as possible without prejudicing its strength and effectiveness. PPE must satisfy the specific
additional requirements in order to provide adequate protection against the risks for which it is intended and PPE must be
capable of withstanding environmental factors in the foreseeable conditions of use.

1.3.3. Compatibility of different types of PPE intended for simultaneous use

If the same manufacturer places on the market several PPE models of different types in order to ensure the simultaneous
protection of adjacent parts of the body, they must be compatible.

1.4. Manufacturer's instructions and information

In addition to the name and address of the manufacturer, the instructions that must be supplied wit}w‘must contain
all relevant information on: N CER\T’%

a) instructions for storage, use, cleaning, maintenance, servicing and disinfecti
disinfectant products recommended by manufacturers must have no adverse eff
applied in accordance with the relevant instructions;

b) performance as recorded during relevant technical tests to check the levels or ¢
the PPE;

e
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c) where applicable, accessories that may be used with the PPE and the characteristics of appropriate spare parts;
d) where applicable, the classes of protection appropriate to different levels of risk and the corresponding limits of
use;
e) where applicable, the month and year or period of obsolescence of the PPE or of certain of its components;
f) where applicable, the type of packaging suitable for transport;
g) the significance of any markings (see point 2.12);
h) the risk against which the PPE is designed to protect;
i) the reference to this Regulation and, where applicable, the references to other Union harmonisation legislation;
j) the name, address and identification number of the notified body or bodies involved in the conformity
assessment of the PPE;
k) references to the relevant harmonised standard(s) used, including the date of the standard(s), or references to the
other technical specifications used;
1) the internet address where the EU declaration of conformity can be accessed.

The information referred to in points (i), (j), (k) and (I) need not be contained in the instructions supplied by the
manufacturer if the EU declaration of conformity accompanies the PPE.

2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL TYPES OF PPE

2.12. PPE bearing one or more identification markings or indicators directly or indirectly relating to health and
safety

Where PPE bears one or more identification markings or indicators directly or indirectly relating to health and safety,
those identification markings or indicators must, if possible, take the form of harmonised pictograms or ideograms. They
must be perfectly visible and legible and remain so throughout the foreseeable useful life of the PPE. In addition, those
markings must be complete, precise and comprehensible so as to prevent any misinterpretation. In particular, where such
markings include words or sentences, the latter must be written in a language easily understood by consumers and other
end-users, as determined by the Member State where the PPE is made available on the market.

Where PPE is too small to allow all or part of the necessary marking to be affixed, the relevant information must be
mentioned on the packaging and in the manufacturer's instructions.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10. Protection against substances and mixtures which are hazardous to health and against harmful biological
agents

3.10.2. Protection against cutaneous and ocular contact

PPE intended to prevent the surface contact of all or part of the body with substances and mixtures which are hazardous
to health or with harmful biological agents must be capable of preventing the penetration or permeation of such
substances and mixtures and agents through the protective integument under the foreseeable conditions of use for which
the PPE is intended.

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 leak-tightness, which will allow where necessary prolonged
daily use or, failing this, limited leak-tightness necessitating a restriction of the period of wear.

Where, by virtue of their nature and the foreseeable conditions of their use, certain substances and mixtures which are
hazardous to health or harmful biological agents possess high penetrative power which limits the duration of the
protection provided by the PPE in question, the latter must be subjected to 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.
< CERT},
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UNIVERSAL

CERTIFICATION

Technical Assessment of EN ISO 13982-1:2004 + A1:2010 Standard and other Standards it refers to, Clauses

Article 4.1

Article 4.2

Article 4.3

3ts

Corresponding to the Essential Health and Safety Requirements given above
EN ISO 13982-1:2004 + A1:2010 Standard Requirements Evaluation
EHSR Ref 1.2.1, 1.3.2;

The coverall material performance are tested according to EN 14325:2018 standard for the following
properties, since the coverall is claimed to be for single use no cleaning cycle is applied;

Property of Material EN Result Requirement of EN Evaluati
14325:2018 Classification ISO 13982-1 .
: : No Abrasi 2000

4.4 Abrasion Resistance " 1:1:613:1 @ Class 6 Class 1 or above Success
4.5 Flex cracking resistance > 40,000 Cycles Class 5 Class 1 or above Success
4.7 Trapezoidal tear Width 17.5 N Class 1 Class 1 b S
O — = Length 33.9 N ass ass 1 or above uccess
4.10 Puncture Resistance 6.7N Class 1 Class 1 or above Success

The above results are derived from the test report, in the reference below. In the evaluation of the test
report it was stated that all the tests are conducted with the completion of conditioning requirements as
(20 = 2) C° and (65 £ 5) % relative humidity for 24 hours.

The manufacturer do not claim a performance for the resistance to ignition or flammability of the
product, in the user information sheet it is explained that the coveralls must be kept away of fire.

Other requirements refered for skin compatibility, no irritation or adverse effects are evaluated in EN
ISO 13688 section of this report. ‘

Ref: Laboratory Test Report 1, Technical File
EHSR Ref 1.3.2, 3.10.2;

The affects of seams to the performance of the coverall in penetration of solid particles through stitch
holes are evaluated in the whole suit test and evaluated in Article 4.3 of this section.

The seam strength is evaluated based on the test report as shown below;
Property of Material EN Result Requirement of EN
14325:2018 Classification ISO 13982-1

Refer to the strength

values for seams at
different parts of

coverall. The lowest

Class is given among
all kinds of seams

Evaluation

5.5 Seam Strength Class 1 Class 1 or above Success

Ref: Laboratory Test Report 1

EHSR Ref 1.1.1, 1.1:2.1, 12.1.2, 1.2.1.3, 1.3:1,. 1.3:3; 3:10:2;

The requirements of the coverall with respect to health and safety, ageing and sizing are evaluated in
EN ISO 13688 section of this report.

The coverall under evaluation is a one piece full body clothing, without a visor and foot protection.
The necessary additional PPEs must be worn by the wearer for the intended use. The freedom of

appropriate.
According to the test results reported;

e The subjects were able to complete the excercises described comfoytal
the tested samples states that there was no damage, tears or rip\ i
connection points to the additionaly worn PPEs like gloves, boots etc.

UNIVERSAL UYGUNLUK DEGERLENDIRME HiZM. ve TIC. A.S. Tathsu Mh. Arif Ay Sk. No: 15/3 Umraniye / ISTANBUL T:4+90 216 455 80 80 F:+90 216 455 80 08 info@
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Article 5

Article 6

EN ISO 13982-1:2004 + A1:2010 Standard Requirements Evaluation

e The results of percentages of inward lekage values reported claims that all 90 measurements
are smaller and equal to 30. Which means 90 of the total lekage measurement among all
excercises for all positions and all samples are smaller than 30%.

e All 10 of the average total inward lekage per tested suit are smaller or equal to 15%.

The above results indicates that the tested coveralls complies with the total inward leakage of aeroslols
of solid particles requirement of this standard. Which is based on a test report conducted according to
EN ISO 13982-2:2005

Ref: Laboratory Test Report 2

EHSR Ref2.12;
Each piece of coverall have marking with the following information on the single PPE package / PPE
itself;

e Name /trademark of the manufacturer, type and model of PPE

e  Size of the coverall

e  Applied product standards (EN ISO 13982-1+A1:2010)

e Pictograms for protection against chemicals, invitation to read manufacturer’s instructions

e  Shelf life and date of manufacturing

The above mentioned marking requirements are stated in the technical file of the manufacturer. The
evaluated samples did not have all these marking and information on the PPE. The manufacturer shall
follow the instructions in the technical file in case of serial manufacturing of the PPE and verify
before putting the PPE on the market. The PPE coverall is for single use, the markings for re-use
cleaning or disinfection is discarded.

Ref: Technical File PPE Marking section.
EHSR Ref 1.4;
The information supplied by the manufacturer is defined in the relevant section of the technical file.
This information includes explanation required by all applied product standard requirements. The
defined user information text in the technical file includes the following data;
e Name / trademark of the manufacturer, its address, or the authorised representative for EU
community
e Type of protection against chemicals (Type-5). The information also includes a reminder for
wearing necessary additional PPE in order to achieve a full body protection (i.e boots, gloves,
mask and visor / face shield).
e  Size of the coverall '
e The statement that the coverall provides a total inward lekage Lijmn.s2/90 <30 % and Ls g0 < 15
%
e  Material test performance classifications (Based on EN 14325:2018 classification)
e Pictogram and information that the PPE is non-reusable also the shelf life is mentioned
o Instructions for use, controls before use, how to wear / unwear, limitations, instructuions for
storage conditions, complemantary, instructions for disposal
The above user information text is available in Turkish
Ref Technical File, User Information Sheet
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING to Annex ZA of EN ISO 13034:2005 + A1:2009 STANDARD

1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE
1.1. Design principles
1.1.1. Ergonomics

PPE must be designed and manufactured so 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 level possible.

1.2. Innocuousness of PPE
1.2.1. Absence of inherent risks and other nuisance factors

PPE must be designed and manufactured so as not to create risks or other nuisance factors under foreseeable conditions of
use.

1.2.1.1. Suitable constituent materials

The materials of which the PPE is made, including any of their possible decomposition products, must not adversely
affect the health or safety of users

1.2.1.3. Maximum permissible user impediment

Any impediment caused by PPE to the actions to be carried out, the postures to be adopted and sensory perceptions shall
be minimised. Furthermore, use of the PPE must not engender actions which might endanger the user.

1.3. Comfort and effectiveness

1.3.2. Lightness and strength

PPE must be as light as possible without prejudicing its strength and effectiveness. PPE must satisfy the specific
additional requirements in order to provide adequate protection against the risks for which it is intended and PPE must be
capable of withstanding environmental factors in the foreseeable conditions of use.

1.3.3. Compatibility of different types of PPE intended for simultaneous use

If the same manufacturer places on the market several PPE models of different types in order to ensure the simultaneous
protection of adjacent parts of the body, they must be compatible.

1.4. Manufacturer's instructions and information

In addition to the name and address of the manufacturer, the instructions that must be supplied with the PPE must contain
all relevant information on:

a) instructions for storage, use, cleaning, maintenance, servicing and disinfection. Cleaning, maintenance or
disinfectant products recommended by manufacturers must have no adverse effect on the PPE or the user when
applied in accordance with the relevant instructions;

b) performance as recorded during relevant technical tests to check the levels or classes of protection provided by
the PPE;

c) where applicable, accessories that may be used with the PPE and the characteristics of appropriate spare parts;

d) where applicable, the classes of protection appropriate to different levels of risk and the corresponding limits of
use; '

e) where applicable, the month and year or period of obsolescence of the PPE or of certain of its components;

f) where applicable, the type of packaging suitable for transport;

g) the significance of any markings (see point 2.12);

h) the risk against which the PPE is designed to protect;

i) the reference to this Regulation and, where applicable, the references to other Union harmonisation legislation;

j) the name, address and identification number of the notified body or bodies involved 1
assessment of the PPE;

k) references to the relevant harmonised standard(s) used, including the date of the
other technical specifications used;

1) the internet address where the EU declaration of conformity can be accessed.
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The information referred to in points (i), (j), (k) and (I) need not be contained in the instructions supplied by the
manufacturer if the EU declaration of conformity accompanies the PPE.

2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL TYPES OF PPE
2.4. PPE subject to ageing

If it is known that the design performance of new PPE may be significantly affected by ageing, the month and year of
manufacture and/or, if possible, the month and year of obsolescence must be indelibly and unambiguously marked on
each item of PPE placed on the market and on its packaging.

If the manufacturer is unable to give an undertaking with regard to the useful life of the PPE, his instructions must
provide all the information necessary to enable the purchaser or user to establish a reasonable obsolescence month and
year, taking into account 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 marking to 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. Where such a marking is not affixed, the manufacturer must give that
information in his instructions. ‘
2.12. PPE bearing one or more identification markings or indicators directly or indirectly relating to health and
safety

Where PPE bears one or more identification markings or indicators directly or indirectly relating to health and safety,
those identification markings or indicators must, if possible, take the form of harmonised pictograms or ideograms. They
must be perfectly visible and legible and remain so throughout the foreseeable useful life of the PPE. In addition, those
markings must be complete, precise and comprehensible so as to prevent any misinterpretation. In particular, where such
markings include words or sentences, the latter must be written in a language easily understood by consumers and other
end-users, as determined by the Member State where the PPE is made available on the market.

Where PPE is too small to allow all or part of the necessary marking to be affixed, the relevant information must be
mentioned on the packaging and in the manufacturer's instructions.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10. Protection against substances and mixtures which are hazardous to health and against harmful biological
agents

3.10.2. Protection against cutaneous and ocular contact

PPE intended to prevent the surface contact of all or part of the body with substances and mixtures which are hazardous
to health or with harmful biological agents must be capable of preventing the penetration or permeation of such
substances and mixtures and agents through the protective integument under the foreseeable conditions of use for which
the PPE is intended.

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 leak-tightness, which will allow where necessary prolonged
daily use or, failing this, limited leak-tightness necessitating a restriction of the period of wear.

Where, by virtue of their nature and the foreseeable conditions of their use, certain substances and mixtures which are
hazardous to health or harmful biological agents possess high penetrative power which limits the duration of the
protection provided by the PPE in question, the latter must be subjected to 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.
c
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Technical Assessment of EN ISO 13034:2005 + A1:2009 Standard and other Standards it refers to, Clauses
Corresponding to the Essential Health and Safety Requirements given above

Article 4.1

Article 4.2

EN ISO 13034:2005 + Al

EHSR Ref1.2.1, 1.2.1.1,

The coverall material performance are tested according to EN 14325:2018 standard for the following

1.3.2; 3.10:23

009 Standard Requirements Evaluation

properties, since the coverall is claimed to be for single use no cleaning cycle is applied;

Property of Material EN Result Requirement of Evaliiati
14325:2018 Classification EN ISO 13034 vatuation
4.4 Abrasion Resistance No Abrasion @2000 revs Class 6 Class 1 or above Success
4.7 Trapezoidal tear Width 17.5 N
. pezol . 1 MD Class 1 Class 1 or above Success
resistance Length 33.9N
; W 56.6 N
4.9 Tensile Strength _6 Class 1 Class 1 or above Success
L9555 N
4.10 Puncture Resistance 6.7N Class 1 Class 1 or above Success
Sulfuric Acid (H2SO4 %30
concentration) Class 3
Sudium Hydroxide (NaOH
L. udium Fydroxt c.( it Class 3 at least for
4.12 Liquid repellency %10 concentration) . Success
1 chemical
Ir > 90 %
o0-Xylene (Undiluted) Class 2
Ir >80 %
Sulfuric Acid (H2SO4 %30
concentration)
4.10 Resistance to Sudium Hydroxide (NaOH Class 2 at least for
. - . Class 3 g Success
penetration by liquids %10 concentration) 1 chemical
o-Xylene (Undiluted)
Ip<1%

The above results are derived from the test report in the reference below. In the evaluation of the test
report it was stated that all the tests are conducted with the completion of conditioning requirements as
(20 £ 2) C° and (65 * 5) % relative humidity for 24 hours. _
The manufacturer do not claim a performance for the resistance to ignition or flammability of the
product, in the user information sheet it is explained that the coveralls must be kept away of fire.

Other requirements refered for skin compatibility, no irritation or adverse effects are evaluated in EN .
ISO 13688 section of this report. ‘

Ref: Laboratory Test Report 1, Technical File
EHSR Ref 1.3.2, 3.10.2;

The affects of seams to the performance of the coverall in penetration of liquid through stitch holes or
through other components of a seam are evaluated in the whole suit mist test and evaluated in Article
5.2 of this section.

The seam strength is evaluated based on the test report as shown below;

Requirement of
EN ISO 1303¢ CE|

Property of Material Result
EN 14325:2018

Classification

Refer to the strength values for
seams at different parts of
coverall. The lowest Class is
given among all kinds of seams

5.5 Seam Strength

Ref: Laboratory Test Report 1
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EN ISO 13034:2005 + A1:2009 Standard Requirements Evaluation
EHSR Ref 1.2.1.3, 2.4, 3.10.2;

The requirements of the coverall with respect to health and safety, ageing and sizing are evaluated in
EN ISO 13688 section of this report.

The coverall under evaluation is a one piece full body clothing, without a visor and foot protection:
The necessary additional PPEs must be worn by the wearer for the intended use. The freedom of
movements of the wearer is tested as a part of the light spray (mist) test (Seven Movements) and
found to be appropriate.

The test report claims the light spray test that it is conducted according to Method A of EN ISO
17491-4 which corresponds the test setup defined in Clause 5.2 of this standard.

According to the test results reported;

e  The subjects were able to complete the excercises (seven movements) described comfortably. |-

The inspection on the tested samples states that there was no damage, tears or rips in fabrics,
seams and connection points to the additionaly worn PPEs like gloves, boots etc.

e The calibrated stain area is calculated for the undergarment is 4.56 cm? The laboratory
reports that for the 3 samples tested the total stain are of undergarments are smaller then three =
times the calibrated stain area, values are (12.3 ¢m?, 10.0 cm?,.10.5 ¢cm?). For more details |
please refer to the test report.

The above results indicates that the tested coveralls complies with the resistance to penetration by
liquids in the form of a light spray (mist) test requirement of this standard. Which is based on a test
report conducted according to EN ISO 17491-4:2008+A1:2016.

~ Ref: Laboratory Test Report 3

EHSR Ref 2.12;
Each piece of coverall have marking with the following information on the single PPE package / PPE
itself;
e Name / trademark of the manufacturer, type and model of PPE
e Size of the coverall
e Applied product standards (EN ISO 13034:2005+A1:2009)
o Pictograms for protection against chemicals, invitation to read manufacturer’s instructions
e Shelflife and date of manufacturing
The above mentioned marking requirements are stated in the technical file of the manufacturer. The
evaluated samples did not have all these marking and information on the PPE. The manufacturer shall
follow the instructions in the technical file in case of serial manufacturing of the PPE and verify .
before putting the PPE on the market. The PPE coverall is for single use, the markings for re-use
cleaning or disinfection is discarded. '
Ref: Technical File PPE Marking section.
EHSR Ref 1.3.3,2.4, 2.12; _
The information supplied by the manufacturer is defined in the relevant section of the technical file.
This information includes explanation required by all applied product standard requirements. The
defined user information text in the technical file includes the following data;
e Name / trademark of the manufacturer, its address, or the authorised representative for EU
community
e  Type of protection against chemicals (Type-6). The information also includes a reminder for
wearing necessary additional PPE in order to achieve a full body protection (i.e boots, gloves,
mask and visor / face shield).
e Size of the coverall and model name
e The standard code / name with the published year

e The statement that the coverall is tested against the che
performance levels for mechanical strengths including
penetration of liquids (Based on EN 14325:2018 classificatio

e Pictogram and information that the PPE is non-reusable also th!
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EN ISO 13034:2005 + A1:2009 Standard Requirements Evaluation

e Instructions for use, controls before use, how to wear / unwear, limitations, instructuiohs for |
storage conditions, complemantary, instructions for disposal 4
e The statement on the light spray test results
e Statement for warning the user on flammability, to keep away of fire
The above user information text is available in Turkish
Ref Technical File, User Information Sheet
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CERTIFICATION

ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING to Annex ZA of EN ISO 14126:2003 + AC:2004 STANDARD

1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE
1.1. Design principles
1.1.2.2. Classes of protection appropriate to different levels of risk

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. Comfort and effectiveness

1.3.1. Adaptation of PPE to user morphology ,

PPE must be designed and manufactured in such a way as to facilitate its correct positioning on the user and to remain.in

place for the foreseeable period of use, bearing in mind ambient factors, the actions to be carried out and the postures to™. | -

be adopted. For this purpose, it must be possible to adapt the PPE to fit the morphology of the user by all approprlate
means, such as adequate adjustment and attachment systems or the provision of an adequate range of sizes. "

1.3.2. Lightness and strength

PPE must be as light as possible without prejudicing its strength and effectiveness. -
PPE must satisfy the specific additional requirements in order to provide adequate protection against the risks for Wthh it
is intended and PPE must be capable of withstanding environmental factors in the foreseeable conditions of use.
1.4. Manufacturer's instructions and information N
In addition to the name and address of the manufacturer, the instructions that must be supplied with the PPE must contain
all relevant information on: 7
a) instructions for storage, use, cleaning, maintenance, servicing and disinfection. Cleaning, maintenance or
disinfectant products recommended by manufacturers must have no adverse effect on the PPE or the user when
applied in accordance with the relevant instructions;
b) performance as recorded during relevant technical tests to check the levels or classes of protection provided by -
the PPE;
c) where applicable, accessories that may be used with the PPE and the characteristics of appropriate spare parts;
d) where applicable, the classes of protection appropriate to different levels of risk and the corresponding limits of -
use;
e) where applicable, the month and year or period of obsolescence of the PPE or of certain of its components; .
f) where applicable, the type of packaging suitable for transport;
g) the significance of any markings (see point 2.12);
h) the risk against which the PPE is designed to protect;
i) the reference to this Regulation and, where applicable, the references to other Union harmonisation le01slat10n
j) the name, address and identification number of the notified body or bodies involved in the conforrmty :
assessment of the PPE; _
k) references to the relevant harmonised standard(s) used, including the date of the standard(s), or references to the - -
other technical specifications used; "
) the internet address where the EU declaration of conformity can be accessed.
The information referred to in points (i), (j), (k) and (I) need not be contained in the instructions supplied by the
manufacturer if the EU declaration of conformity accompanies the PPE.

2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL TYPES OF PPE
2.4. PPE subject to ageing

If it is known that the design performance of new PPE may be significantly affected by ageing, the month and year of
manufacture and/or, if possible, the month and year of obsolescence must be indelibly and una;g@iﬁy;garkéd on
Q e
J

each item of PPE placed on the market and on its packaging.
If the manufacturer is unable to give an undertaking with regard to the useful life of the P
provide all the information necessary to enable the purchaser or user to establish a reasonabl
year, taking into account the quality level of the model and the effective conditions of storag
and maintenance.
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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 marking to 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. Where such a marking is not affixed, the manufacturer must give that .
information in his instructions.

2.12. PPE bearing one or more identification markings or indicators directly or indirectly relating to health and
safety .
Where PPE bears one or more identification markings or indicators directly or indirectly relating to health and safety,
those identification markings or indicators must, if possible, take the form of harmonised pictograms or ideograms. They
must be perfectly visible and legible and remain so throughout the foreseeable useful life of the PPE. In addition, those
markings must be complete, precise and comprehensible so as to prevent any misinterpretation. In particular, where such
markings include words or sentences, the latter must be written in a language easily understood by consumers and other -
end-users, as determined by the Member State where the PPE is made available on the market. ‘
Where PPE is too small to allow all or part of the necessary marking to be affixed, the relevant information must be
mentioned on the packaging and in the manufacturer's instructions.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10. Protection against substances and mixtures which are hazardous to health and against harmful bloloulcal "
agents

3.10.2. Protection against cutaneous and ocular contact

PPE intended to prevent the surface contact of all or part of the body with substances and mixtures which are hazardous
to health or with harmful biological agents must be capable of preventing the penetration or permeation of such -
substances and mixtures and agents through the protective integument under the foreseeable conditions of use for which
the PPE is intended.

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 leak-tightness, which will allow where necessary prolonged
daily use or, failing this, limited leak-tightness necessitating a restriction of the period of wear.

Where, by virtue of their nature and the foreseeable conditions of their use, certain substances and mixtures which are
hazardous to health or harmful biological agents possess high penetrative power which limits the duration of the
protection provided by the PPE in question, the latter must be subjected to 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.

UNIV
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Technical Assessment of EN 14126:2003 + AC:2004 Standard and other Standards it refers to, Clauses Correspondmv to

Article 4.1.2

Article 4.1.4

the Essential Health and Safety Requirements given above
EN 14126:2003 + AC:2004 Standard Requirements Evaluation

' EHSR Ref 1.3.2;

The coverall material performance are tested according to EN 14325:2018 standard for the relevant .
properties required by the Type defining standards for protective clothing. The coverall -under |

evaluation claims compliance with Type 5 and Type 6. The required mechanical and flammability |

performance levels are evaluated in the corresponding clauses of EN ISO 13982-1 and EN ISO 13034
standards within this report. No further evaluation is necessary for this standard. .

EHSR Ref 1.1.2.2, 3.10.2;

| Evaluation of the performance requirements against penetration by infactive agents;

The coverall is subjected to the tests according to 1SO 16603 and ISO 16604 standards “for rts' |2 i
resistance to penetration by contaminated liquids under hydrostatic. pressure. Accordm<y to the"

obtained results of the corresponding test report;

e The coverall material withstands and do not allow any penetratlon of bacteria under 20kPa i

hydrostatic pressure and is classified as Class 6 according to Table 1 given in 4.1.4.1 Clause
of this standard,

1

e The coverall material was also subjected to evaluation of the bacteriophage test and passes

the test according to ISO 16604 at 20kPa, and is classified as Class 6 according to Table 1 -

given in 4.1.4.1 Clause of this standard,

The coverall is tested for its resistance to penetration by infective agents due to mechamcal contact
with substances containing contaminated liquids according to ISO 22610:2018 testing standard. The
laboratory environmental conditions and the test setup parameters were inline with the standard
requirements. The laboratory results indicates that the tested specimens allows penetration in 1 turns
for 15 minutes and classified as Class 1 according to Table 2 of Clause 4.1.4.2 of EN 14126 standard
Classification of resistance to penetration by infective agents due to mechanical contact with
substances containing contaminated liquids.

The coverall is tested for its resistance to penetration by contaminated solid particles according to ISO
22612:2005 testing standard. The laboratory environmental conditions and the test setup parameters

were inline with the standard requirements. The laboratory results indicates that the tested 10
specimens the arithmetic mean of penetration results are smaller than 2 log cfu. The tested sample is,
classified as Class 2 according to Table 4 of Clause 4.1.4.4 of EN 14126 standard Classiﬁcation»of -

resistance to penetration by contaminated solid particles.
The results of evaluation for clause 4.1.4 is summarised below;

s " . Result Requirement -
esistance to Penetration Propery Classification of EN 14126
Successful '
= i rati Hydrostatic L
ISO.16604 - Rf:smance to penetra}ton by ydr Cliss§ | Tobe Classified
contaminated liquids under hydrostatic pressure pressure
> 20 kPa
EN ISO 22610 - Resistance to penetration by Breal\'.through o
infective agents due to mechanical contact with time | Class1 | To be Classified
substances containing contaminated liquids. t< 15 min :
- Resist i Penetration ' g
EN ISO 22612 .Res1stange to p_enetratlon by Cluss 3 To be Classified
contaminated solid particles 1 <logcfu<?2 S

Ref: Laboratory Test Report 4
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EN 14126:2003 + AC:2004 Standard Requirements Evaluation

EHSR Ref 1.3.2;
The seam strength is evaluated and classified based on the test report as shown below;
Property of Material EN Result Requirement of EN
14325:2018 Classification ) EN 14126
Refer to the strength
Article 4.2 values for seams at
5.5 Seam Strength il e Class 1 To be Classified
coverall. The lowest
Class is given among
all kinds of seams
Ref: Laboratory Test Report 1
EHSR Ref 1.3.1, 3.10.2; I
Article 4.3 The PPE under evaluation conforms the relevant requirements-of EN ISO 13688 standard Theff :
requirements of the coverall with respect to health and safety, ageing and sizing are evaluated in EN -
ISO 13688 section of this report.
EHSR Ref2.12;
The marking requiremnts for protective clothing against chemicals are evaluated in-the relevant |
section of this report. Aditionally;
Each piece of coverall have marking with the following information on the single PPE package / PPE
itself;
e Applied product standards (EN 14126:2003+AC:2004)
Article 5 e  Type marking of the PPE as Type 5-B and / or Type 6-B
e the pictogram “protection against biological hazard” '
The above mentioned marking requirements are stated in the technical file of the manufacturer. The |
evaluated samples did not have all these marking and information on the PPE. The manufacturer shall ;-
follow the instructions in the technical file in case of serial manufacturing of the PPE and venfyA
before putting the PPE on the market. :
Ref: Technical File PPE Marking section.
EHSR Ref 1.4;
The information supplied by the manufacturer is defined in the relevant section of the technical fi ||
This information includes explanation required by all applied product standard requirements. The
defined user information text in the technical file includes the following data;
e Name / trademark of the manufacturer, its address, or the authorised representative for EU
community
e Type of protection against chemicals (Type-6). The information also includes a reminder for
wearing necessary additional PPE in order to achieve a full body protection (i.e boots, gloves,
Article 6 mask and visor / face shield).
e  The standard number (EN 14126)
o  The performance levels identified with the tests against infactive agents
e Pictogram and information that the PPE is non-reusable also the shelf life is mentloned
e Instructions for use, controls before use, how to wear / unwear, limitations.-instructuions for
pLCE
storage conditions, complemantary, instructions for disposal (8,9 N,
\\SL.\
The above user information text is available in Turkish ‘§
Ref Technical File, User Information Sheet // =
R4 e 17120
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425 -
CORRESPONDING to Annex ZA of EN ISO 1149-5:2018 STANDARD

1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE

1.4. Manufacturer's instructions and information

In addition to the name and address of the manufacturer, the instructions that must be supplied with the PPE must contain - |~

all relevant information on: g
a) instructions for storage, use, cleaning, maintenance, servicing and disinfection. Cleaning, maintenarice or

disinfectant products recommended by manufacturers must have no adverse effect on the PPE or the user when
applied in accordance with the relevant instructions; '

b) performance as recorded during relevant technical tests to check the levels or classes. of protectlon prov1ded by

the PPE;
c) where applicable, accessories that may be used with the PPE and the characteristics of approprlate spare parts

d) where applicable, the classes of protection appropriate to different levels of risk and the correqundmo limits of- ¥

use;
e) where applicable, the month and year or period of obsolescence of the PPE or of certain of its components
f) where applicable, the type of packaging suitable for transport;
g) the significance of any markings (see point 2.12);
h) the risk against which the PPE is designed to protect;
1) the reference to this Regulation and, where applicable, the references to other Union harmonisation legislation;
j) the name, address and identification number of the notified body or bodies involved ‘in-the conformity
assessment of the PPE;
k) references to the relevant harmonised standard(s) used, including the date of the standard(s), or references to the
other technical specifications used;
1) the internet address where the EU declaration of conformity can be accessed.
The information referred to in points (i), (j), (k) and (1) need not be contained in the instructions supplled by the
manufacturer if the EU declaration of conformity accompanies the PPE.

2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL TYPES OF PPE
2.6. PPE for use in potentially explosive atmospheres
PPE intended for use in potentially explosive atmospheres must be designed and manufactured in such a way that it

cannot be the source of an electric, electrostatic or impact-induced arc or spark likely to cause an explosive mixture-to ,:’

ignite.

2.12. PPE bearing one or more identification markings or indicators directly or indirectly relating to 'h_ealth 'apd: .

safety

Where PPE bears one or more identification markings or indicators directly or indirectly relating to health and safety, -
those identification markings or indicators must, if possible, take the form of harmonised pictograms or ideograms. They

must be perfectly visible and legible and remain so throughout the foreseeable useful life of the PPE. In addition, those

markings must be complete, precise and comprehensible so as to prevent any misinterpretation. In particular, where such. .-

markings include words or sentences, the latter must be written in a language easily understood by consumers and other
end-users, as determined by the Member State where the PPE is made available on the market.

Where PPE is too small to allow all or part of the necessary marking to be affixed, the relevant 1nformat10n must be‘ 1

mentioned on the packaging and in the manufacturer's instructions.




"UNIVERSAL e

CERTIFICATION

Technical Assessment of EN 1149-5:2018 Standard and other Standards it refers to, Clauses correspondmcy to thev e

Essential Health and Safety Requirements given above

EN 1149-5:2018 Standard Requirements Evaluation

Article 4.1

Article 4.2

Article 5

Article 6

EHSR Ref 1.4;

The coverall compliance to the relevant requirements of EN ISO 13688 is evaluated in the relevant = | -
section of this report. The coverall is indicated to be single use, thus no cleaning or dlS mfectlon |
process applies. et ST

EHSR Ref 2.6; ’ =
The coverall under evaluation is a laminated one, covered with PE. The electrostatlc pr operty of the
garment is evaluated with measurement of surface resistance. : - ol
The coverall is subjected to the tests according to EN 1149-1 standard and the followm0 results is [
obtained; ol

o  The required geometric mean of surface resistance to be less than or equal 10 2;5 X 109 Q 15.
measured as 45,144 x 10" Q. According to the obtamed result the materlal fails to comply
with the requirement.

The technical file prepared for the coverall does not include explanations on how the earthing is. |
provided. The coverall did not include any attachment or accessory which is requires additional .
evaluation for the electrostatic property. Garment is made  of same materials and is a one piece |
coverall. The coverall have no conductive part, even the zipper which is covered with a ﬂap made of -
same material with the coverall. :

Ref: Laboratory Test Report 1
EHSR Ref2.12;

The technical file includes the marking for protection against static electricity, but according to the
test and evaluation results, above, the manufacturer should not claim this protection property.

Ref: Technical File PPE Marking section.
EHSR Ref 1.4; L
The defined user information text in the technical file fails to meet the required mformatlon by thls
standard;

e No information about the earthing requirement of the wearer,

e No warnings for in which zones / areas it should be used or not used

Ref Technical File, User Information Sheet

1nif\'/\

reaeee

Asif Ay Sk. No: 15/3 Umraniye / ISTANBUL ~ T:+90 216 455 80 80 F:+90 216 455 80 08 | info@unifers salcert.com’

UNIVERSAL UYGUNLUK DEGERLENDIRME HIZM. ve TIC. A.§. Tathsu Mh. Arif

% o



Sample Photos:

UNIVERSAL

CERTIFICATION

-
T— ""
o e SRR
> i e
. !
.
.

N D
'\'\nl!!fiud 6/

Approval
Suat KACMAZ

UNIVERSAL CERTIFICATION — Director 7




	1psl.4 psl.33psl.,34psl.,35psl.(EN)
	Coveralls FDA
	Type 5_6 Coverall (Kombinezonai) CE and Test Report (EN)

