PBO0O60 -Copriscarpe — lunghi laminati
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Dotati di soletta antiscivolo,
sono forniti di un elastico nella
parte superiore per maggiore
protezione.

Struttura ergonomica.

MATERIALE COLORE PACKAGING

57 gr PP+PE bianco Imbustate singolarmente
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PBO0O60 -Copriscarpe — lunghi laminati

EN 13034:2005+A1:2009

Indumenti protettivi contro prodotti chimici liquidi
EN 14126:2003+AC:2004

Indumenti protettivi contro agenti infettivi

ISO 9001:2015

ISO 14001:2015

1ISO 22716:2007

CARATTERISTICHE DEL PRODOTTO

. Tessuto laminato PP + PE

. Non sterile.

. Suola antiscivolo.

. Fornisce protezione avvolgendo completamentei copriscarpe.
. E realizzato in tessuto leggero e facile da indossare

COME INDOSSARLO?

. | copriscarpe vengono aperti con entrambe le mani per consentire alle scarpe di entrare facilmente nel copriscarpe.
. Lacci arte legati in modo che il piede non si stringa troppo.
. I lacciimpediscono alla scarpa di scivolare verso il basso.

COME RIMUOVERE?

. Dovrebbe essere rimosso sedendosi.

. Nella rimozione, dovrebbe fare attenzione a rimuovere la scarpa capovolta.

. Siapronoi lacci, si allargano le gomme per togliere il lato posteriore della scarpa e poi il lato anteriore.

. Le mani vengono lavate con sapone dopo questa procedura. Il disinfettante deve essere utilizzato quando non ci sono

acqua e sapone.

Conservazione/Uso finale

Si consiglia di conservarlo in cartone o scatola di cartone, al riparo dalla luce solare, a una temperatura compresatra 15 e 25°C. Si
consiglia di utilizzarlo entro 3 anni dalla data di produzione se conservato in condizioni adeguate.

Distruzione/ Riciclaggio

| prodotti non contaminati possono essere trattati come rifiuti generici o possono essere riciclati. E i prodotti contaminati devono
essere trattati come rifiuti pericolosi e devono essere smaltiti in conformita con le norme stabilite dalla legge.

Gli agenti biologici peri qualiil prodotto é stato testato sono "ATCC 9372 Bacillus subtilis spore, ATCC 9372 Bacillus atrophaeus e
ATCC 13706 - B1 Eschericihia coli batteriofase".

CLASSI DI RESISTENZA MECCANICA

Resistenza all'abrasione Classe 6
Forzalacerante Classe1

Resistenza allatrazione Classe 1
Resistenza alla perforazione Classe 2
Forza della cucitura Classe 1

Resistenza alla rottura da flessione

Classe 5

Repellenza ai liquidi

e Concentrazione di idrossido di sodio (NaOH) al 10%,
Classe 3

« Concentrazione di acido solforico (H2504) al 30%,
Classe 3

Fabbricante: YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S. Selimpasa Merkez Mh. SK. V. 6 / A Silivri Istanbul

ISTRUZIONI DI SICUREZZA

Tutti gliindumenti protettivi dovrebbero essere controllati per difetti come tagli, buchi, strappi e contaminazioni.
Non utilizzare se I'indumento é difettoso.

ATTENZIONE:

Questa borsa non € un giocattolo. Puod causare soffocamento. Si prega di tenerlo lontano da bambini e neonati.
INDUMENTO MIONOUSO

Si pregadileggere il manuale utente

Non lavare.

Non lavare a secco

Non stirare

Non usare la candeggina

Non utilizzare due volte. E usa e getta
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PBOO60 -Copriscarpe — lunghi laminati

UNIVERS

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1390

YELKENCI HAZIR GiYiM SANAYI VE TICARET A.S.
E5 Karayolu 0zeri 5001 Sk. No:6 Selimpasa Silivri - ISTANBUL / TURKEY

It is certified that the manufacturer’s technical file (Dated 31.08.2020) and the PPE product, detailed
below. have been assessed and found to meet the applicable Essential Health and Safety Requirements
in Anncx 11 of Regulation (EU) 2016/425 based on the evaluation on téchnical documentation and
relevant test reports.

Identification of the Personal Protective Equipment
Brand Name: BIOBLOCKED, Model: PB 0060
Protective OverShoe, as a protective clothing for the part of body Type PB [6])-B, manufactured from
white laminated polypropylene non-woven fabric, inside over lock seams, with shoclace and anti-slip
layer. The OverShoe is available in | size fit all.

The following harmonised standards have been applied:

EN IS0 13688:2013, (General requirements for protective clothing)

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

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

Here by the manufacturer is allowed 10 use notified body number (2163) and can fix CE mark.
as shown below, on the Category 111 product models given above, with the below requirements:
- lIssuing an appropriatc 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 31/08/2020 and will be valid for 5 years from the issue date.

C€

2163

A

KACM
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR Code

Necip Fazl Bulvar Keyap Sitest B2 Blok No:34/84 Yokan Dudolle Umenive - ISTANBUL TURKEY  Ti490 216 454 80 80

UNIVERSALCERT.COM

BIOBIL OCKED® CARe-commerce
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CERTIFICATION

TECHNICAL EVALUATION REPORT

REPORT DATE / NO: 31.08.2020 / 2163-KKD-1390/R |

This report is re=issued on 10.09.2020 with addition of 2 models (PB 0065 (verShoe Taped und SC 00635 OverSleeve
seamless). The details of the report for PB 0060 and SC 0060 remainy same.

Manufacturer: YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S.
Address: E5 Karayolu iizeri 5001 Sk. No:6 Selimpaga Silivri - ISTANBUL / TURKEY

Introduction

This report is prepared based on the evaluations on the technical file of the manufacturer dated 05.09.2020 version 1. 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 belnw which are referenced within this
report. The manufacturer have different PPE products made of same fabrics (Type 5. 6 Coveralls) and the common fabric
tests arc not npealed for cach PPE or PPE model which are manufactured from the same fabric. which is guaranteed by

the manufacturer in the technical file, the use of same fabric. The fabric mechanical strength tests were conducted for the
BIOBLOCKED PS 5657 coverall model and used as a reference for PB 0060 model OverShoe / Boot Cover and SC 0060
Over Sleeve as well. The fabrics and seam technology are claimed to be identically same by the manufacturer. The seams
on the OverShoe and OverSleeve products re-evaluated by the laboratory for their strength. The manufacturer also have
models PB 0065 OverShoe Taped (same madel of PB 0060 OverShoe where seams are covered with hotmelt tape) and
SC 0065 OverSleeve (same model of SC 0060 OverSleeve where ultrasonic welding is used instead over lock sewing).
The evaluated design and other properties remains same of the OverShoes and OverSleeves. These products considered as
complementary PPEs for use with other clothing PPE products. 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
manutacturer and the evaluation is conducted for the verification of fulfilment of Essential Health and Safety
Requirements of PPE regulation, those applies for the product.

PPE ldentification: Protective OverShoes and OverSleeves. as a protective clothing for the part of body Type PB-[6]-B.
manulactured Irom white laminated polypropylene non-woven fabric, inside over lock seams (OverShoe taped models
have hotmelt tape on seams. and scalmless OverSleeve models have ultrasonic sewing on side instead) and elastic under
knee, wrist. shoulder parts. The The PPEs are available in | size.

The PPE fabric is 37gsm. breathable PE (ilm (35gsm) + 2 gsm glue + SS (20gsm) white PP. Belt is same fabric.
Protective Clothing Type: Type PB [6]-B

Brand Name: BIOBLOCKED

Maodels: OverShoe - PB 0060, OverSleeve - SC 0060, OverShoe Taped - PB 0065, OverSlecve Scamless - SC 0065.
Sizes Available: Available only one size (1o (it all)

Applied Harmonised Standards

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

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

EN 14126:2003/AC:2004, (Protective clothing against infective agents) lor Type PB[6]-B

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,

TF‘?T RH’ORT INI OR’VM ION

Report # | Laboratory Name Report Date and Number | Competency Reference ‘
1 | Ekoteks Laboratuar ve GBzetim | Dated 18.08.2020 Number: 20018044-  Holds TURKAK Accreditation with No:
_ Hizmetleri A.S. | Add-RER AB-0583-T |
Ekoteks Laboratuar ve Gozetim Holds TURKAK Acereditation with No: |
=3 ] Y =
2 | Hizmetleri A.S. Dated 24.08, "*0_ 0 Numbcr: 20028903-Ing | ‘4505 7
' Ekoteks Laboratuar ve Gozctim 2% bR 209 . Holds TURKAK At.crcdllalmn with No:
3 | Hizmetleri A, | Dated 25.08.2020 Number: 20030503 Ing | \p0583-T
Cevre Enddstriyel Analiz i A AA Holds TURKAK Acereditation with No:
4 | Laboratuar Dated 08.07.2020 Number: 2013885E | AB-0363-T

The laboratories are contracted bodics with UNIVERSAL and the technical competence of the laboratories is also under ‘\I.lPLI'\r ision /|
assessment of UNIVERSAL based on the provisions of EN [SO/IEC 17065 Requirements [or bodies certifying products, pmcccw& and

Iqurmu standard.
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UNIVERSAL

CERTIFICATION

ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING to Annex ZA of EN 1SO 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;

¢) 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:

¢) 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:

1) 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 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 indircctly 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 casily 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. @L‘k
a2
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UNIVERSAL

CERTIFICATION

Technical Assessment of EN [SO 13688: 2013 Standard and other Standards it refers to. Clauses Corresponding to the

| drticle 4.2

Article 4.4

Article 5.3

Article 6

lriicle 7

Article 8

Essential Health and Safety Requirements given above

EN ISO 13688 Standard Requiremen

EHSR Ref 1.2.1.1:
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

Evaluation

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.

Rel: 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 1SO
174914 testing standard and the PPE is reported as to be comfortable enough to allow the wearer to
complete the excercises in practical examination,

EHSR Ref1.2.1;

The samples received from the manufacturer are claimed to be single use. No further evaluation is
conducted on the dimensional change due to cleaning

Ref: Technical File Material Identification section.

EHSR Refl 2.12;

The OverShoe (BootCover) is available only one sizes. The given sizes are expected to fit all sizes
depending on the shoec worn by the user. Under normal conditions the product is expected to it on
regular shoes or safety shoes available on the market,

Ref: Technical File Sizes section.

EHSR Ref2,12;
Each piece of OverShoe and OverSleeve have marking with the following information:

e Name/ trademark of the manufacturer. type of product

e Applied product standards (Type defining product standards)

e  Applied protection pictograms with standard references
The markings on the product / label are found to be casily 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 arc 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:

o Name / rademark of the manufacturer, its address,

e Applied standards and relevant classification, marking, size information

e Pictograms and explanations

@  OverShoe constituent materials used

e Instructions for use. controls belore 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,
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UNIVERSAL

CERTIFICATION

ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING to Annex ZA of EN 1SO 13034:2005 + A1:2009 STANDARD

1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE
1.1. Design principles
L.L1, 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;

¢) 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:

2) 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 reférences to 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), (). (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
2.4. 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 direetly 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 casily 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 cutancous 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 foresecable conditions of use.
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Technical Assessment of EN 1SO 13034:2005 + A1:2009 Standard and other Standards it refers to. Clauses
Corresponding to the Essential Health and Safety Requirements given above
EN ISO 13034; + A1:2009 Standard Requirements Evaluation

EHSR Ref 1.2.1. 1.2.1.1, 1.3.2, 3.10.2:

The OverShoe and OverSleeve material performance are tested according to EN 14325:2018 standard
for the following properties. since OverShoe and OverSleeve is claimed to be for single use no
cleaning cyele is applied: L

Property of Material EN Result Requirement of .
e : " Evaluation
14325:2018 Classification EN ISO 13034

4.4 Abrasion Resistance No Abrasion @ 2000 revs Class 6 Class | or above Suecess
4.7 Trapezoidal tear Width 23,0 N . z

. : Class | Class | or above Success
resistance Lenpth 10,6 N

. W77.5N .
4.9 Tensile Strength L 385N Class | Class 1 or above Success
4.10 Puncture Resistance 173N Class 2 Class | or above Success
Sulfurie Acid (H2504 %430 i 3iat Teaiih
- ass 3 at least for
4.12 Liquid repellency coneentration) Class 3 e !'“ > Success
: 2 1 chemical
Article 4.1 In = 90 %
Sulturie Acid (H2504 %430
coneentrition )
4.10 Resistance o Sudium Hydroxide (NaOH : Class 2 at least lor "
s s = ; Class 3 ; Success
penetration by liquids Yal () concentration) I chemical
o-Xvlene (Non diluted)y
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
(204 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 OverShoe and OverSleeve must be kept
away ol fire.

Other requirements refered for skin compatibility, no irritation or adverse effects are evaluated in EN
1SO 13688 scction of this report.

Ref: Laboratory Test Report I, Technical File

EHSR Ref 1.3.2, 3.10.2:

The affects of seams to the performance of the OverShoe and OverSleeve in penetration of liquid
through stitch holes or through other components of a seam are evaluated in the seam strength and
resistance to penetration by chemicals,

The seam strength is evaluated based on the test report as shown below: Hence the seam strength
value is sclected among the smallest strength among constructive seams as stated corresponding
clause of this standard.

Property of Material Result Requirement of - ;
> . " - Evaluation
. = EN 14325:2018 Classification EN ISO 13034
Article 4.2 - :
Reter 1o the strength values lor
seams ut different parts of the Cluss 2
; : : , g5 ass 2 x .
5.5 Seam Strength OverShoe and OverSleeve. The cl ; 3 Class | or above Success
s B
lowest Class 15 given among
constructive kinds of seams
4 Sulfurie Acid (H2504 %330 \
410 Resistance 1o ( ‘ = . . | Class 3 at least for | 2
: LN conecentration) Class 3 s Success
penetration by liquids I | % chemical
] % 7
Ref: Laboratory Test Report 2 and 3
Pape 6|12
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EN ISO 13034:2005 + AI:200‘.? Standard Requirements Evaluation
EHSR Ref 1.2.1.3.2.4,3.10.2;

The requirements for the OverShoe and OverSleeve with respect to health and salety. ageing and
sizing are evaluated in EN 1SO 13688 section of this report.

The OverShoe and OverSleeve under evaluation is a one piece part of body clothing. The necessary
additional PPEs must be worn by the wearer for the intended use. The freedom of movements of the
wearer is tested with subjects and found to be appropriate,

Since the PPE is part of body clothing, the mist test is not conducted according to Clause 5.2.

The results of tested same fabric indicates that the tested OverShoe and OverSleeve. made of same
fabric. complies with the resistance to penetration by liquids.

Ref: Laboratory Test Report |
EHSR Ref2,12:
Each picce of OverShoe and OverSleeve have marking with the following information on the single
PPE package / PPE itself:
e Name / trademark of the manufacturer. tvpe and model of PPE
e Applied product standards (EN [SO 13034:2005+A1:2009)
o Pictograms.for protection against chemicals, invitation to read manufacturer's instructions
s Shelf life and date of manufacturing
The above mentioned marking requirements are stated in the technical file of the manufacturer. The
cvaluated 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, OverShoe and OverSleeve. is for single use. the
markings for re-use cleaning or disinfection is discarded.
Ref: Technical File PPE Marking section.
EHSR Ref1.3.3.2.4, 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:
o Name / trademark of the manufacturer. its address. or the authorised representative for EU
community
o Type of protection against chemicals (Type PB [6]). The information also includes a
reminder for wearing necessary additional PPE in order to achieve a full body protection (i.e
coveralls, boots, gloves, mask and visor / face shield etc.).
e The standard code / name with the published year
e The statement that the OverShoe and OverSleeve is tested against the chemical names (tested
for) and performance levels for mechanical strengths including repellency and resistance to
penctration of liquids (Based on EN 14325:2018 classilication)
s Pictogram and information that the PPE is non-reusable also the shelf life is mentioned
e Instructions for use. controls before use. how to wear / unwear, limitations, instructuions for
storage conditions, complemantary, instructions for disposal
o  Statement for warning the user on flammability. to keep away of fire
The above user information text is available in Turkish and English
Refl Technical File. User Information Sheet

Page 7(12
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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

. 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 foresceable 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 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.

1.4. 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;

¢) where applicable, accessories that may be used with the PPE and the characteristics ol appropriate spare parts:

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

¢) 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 (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
2.4. 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 obsoléscence month and
year, taking into account the quality level of the model and the effective conditions of storage. use. cleaning. servicing
and maintenance.

Page 8]12
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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 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 usc 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.

(s
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Technical Assessment of EN 14126:2003 + AC:2004 Standard and other Standards it refers to. Clauses Corresponding to

Articte 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 OverShoe and OverSleeve material performance are tested according to EN 14325:2018 standard
for the rclevant properties required by the Type defining standards for protective clothing, The
OverShoe and OverSleeve under evaluation claims compliance with Type PB [6]. The required
mechanical and flammability performance levels are cvaluated in the corresponding clauses of EN
IS0 13034 standard 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 OverShoe and OverSleeve is subjected to the tests according to 1SO 16603 and [SO 16604
standards for its resistance to penetration by contaminated liquids under hydrostatic pressure,
According to the obtained results of the corresponding test report:

e The OverShoe and OverSleeve material withstands and do not allow any penetration of
bacteria under 20kPa hydrostatic pressure and is classified as Class 6 according to Table |
given in 4.1.4.1 Clause of this standard,

e The OverShoe and OverSleeve material was also subjected to evaluation of the bacteriophage
test and passes the test according to 1SO 16604 at 20kPa. and is classified as Class 6
according to Table | given in 4.1.4.1 Clause of this standard,

The OverShoe and OverSleeve is tested for its resistance to penctration by infective agents due to
mechanical contact with substances containing contaminated liquids according to 1SO 22610:2018
testing standard. The laboratory environmental conditions and the test setup paramelers were inline
with the standard requirements, The laboratory results indicates that the tested specimens withstands
the 2 turns with no penetration for total 30 minutes and classified as Class 3 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 OverShoe and OverSleeve is tested for ils resistance to penetration by contaminated solid
particles according to 1SO 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 is smaller than | log cfu. The
tested sample is classified as Class 3 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;

- - " Result Requirement
esistance to Penetration Proper . i
Ren Classification of EN 14126
Successlul
. - Resistance setHit y Hydrostatic . A——
lh()_l(sml-i_ R.I.\i-‘l.mu Lo penetrs l‘II(\ll &) P Class 6 T5 be Classites
contaminated liquids under hydrostatic pressure pressure
> 20 kPa

EN 18O 22610 - Resistance to penetration by Breakthrough

infective agents due to mechanical contact with time Class 3 | To be Classified
substances containing contaminated liquids, 1> 30 min
EN 180 22612 - Resistance to penetration by Penetration Clhss 3

To be Classilied

contaminated solid particles log clu =1

Rel: Laboratory Test Report 2

Page 10]12
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EN 14126:
EHSR Ref 1.3.2;

3+ AC:2004 Standard Requirements Evaluation

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 Classifieation EN 14126
Refer to the strength

Artiele 4.2 values for seams al
dillerent parts of
5.5 Seam Strength OyerShoe and Clase 2 To be Classified
s OverSleeve, The Class 3 =
lowest Class is given

among all kKinds of

seams
Ref: Laboratory Test Report 2 and 3
EHSR Ref 1.3.1.3.10.2;
Articte 4.3 The PPE under evaluation conforms the relevant requirements of EN SO 13688 standard. The

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

EHSR Refl2.12;

The marking requiremnts for protective clothing against chemicals are evaluated in the relevant
section of this report. Aditionally:

Each piece of OverShoe and OverSleeve 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 PB [6]-B
¢ 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 [ile in case of serial manufacturing of the PPE and verify
belore 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 [ile,
This information includes explanation required by all applied product standard requirements. The
defined user information text in the technical file includes the following data:

Article 6 e Name / trademark of the manufacturer, its address. or the authorised representative for EU
community
e Type of protection against chemicals (Type PB [6]-B). The information-also includes a
reminder for wearing necessary additional PPE in order to achieve a full body protection (i.c
coveralls. boots, gloves, mask and visor / face shicld).
e The standard number (EN 14126)

Page (12
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EN 14126:2003 + AC:2004 Standard Requirements Evaluation

e The performance levels identified with the tests against infactive agents

o 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 and English
Ret Technical File. User Information Sheet

PPE Experts contributed to this report:

Arzu SEREMETLI
Osman CAMCI

WAL}
&'ﬂu‘f\" ,_%hf .\j\\

| Approval
Suat KACMAZ
UNIVERSAL CERTIFICATION
Director
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TABLE OF CONTENTS-ABOUT THE GUIDE S
TABLE OF CONTENTS - ABOUT THE GUIDE
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(1 | SCOPE .
2 References Standards And/Or Documents B
I | Product Information -
3.1 | Product Description
3.2 Product Model No. |
3.3 Product Dimension
34 Brand N
3.5 Factory Production Control
L 3.6 Risk Assessment of PPE Towards Protection
3.7 Materials and Intermediates Used
38 Product Photos =
|.3.9 Marking -
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4.3 Organization
| 4.4 Document control
| & | Contral Methods =P .
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7 | Non-conformity status o
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73 Non-conformity of the final, finished product B i
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Technical File - Manufacturing Control Guide has been prepared in accordance with EN 14126 and EN 13034
Standards in order to infroduce the production facility control system and explain the basic elements of the
system. Control Guide is used not only fo guide the establishment of the system and the preparation of the
system documentation, and also to introduce the system to customers and third parties. Manufacturing
Control Guide; is prepared by Production Control Representative, Quality Management Representative,
confrolled, approved and published by the Company Manager.

On the pages of the Control Manual, "YELKENCi HAZIR GIYIM SANAYi VE TICARET ANONIM SIiRKETI" logo,
‘Technical File - Manufacturing Control Guide" phrase, Department Name, Document No (TD-04),
Publication Date, Revision Date, Revision No, Page No. (Title and Signature) Person Controlled (Title and
Signature) and Person Approved (Title and Signature) information are found. Page No; is given as showing
"page number/total page number".

APPROVED BY
Company Director
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The revision mc:de 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.0]
Document Control Procedure,

0. INTRODUCTION

YELKENCI HAZIR GIYIM SANAYI VE TICARET ANONIM SIRKETI Technical File - Manufacturing Control Guide; is
prepared as a part of the system used to evaluate the conformity of standards

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

= EN 13034: 2005 + Al: 2009 Protective Clothing Against Liquid Chemical Substances - Performance
Rules for Protective Clothing Providing Limited Protection Against Liquid Chemical Substances (Type PB
[6] - B 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 to legislation or not.
1.SCOPE

Technical File - Manufacturing Control Guide covers the quality and factory manufacturing confrol
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.

Basic Requirements of the European Union Directive 2016/425 / EU:

8.1. Medical devices and manufacturing processes should be designed in such a way that the infection risk of
the patient, practitioner and third parties is eliminated or reduced as much as possible. The design should be

easy fo implement and, it necessary, minimize contamination of the patient from the medical device or from
the patient during use.

e Company Name: YELKENC] HAZIR GIYIM SANAYI VE TICARET ANONIM SIRKET]
e Production Place Address: E5 Karayolu Uzeri 5001. Sokak No:é Selimpasa Silivii 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 cpproprsate places in the text and are listed below.

_EN,ISO, IEC efc. NO N i _NAME
Protective Clothing - General Features

EN ISO 13488

Protective Clothing - Against Pathogenic Organisms - Performance Properfies and Test |
EN 14124 Methods

Protective Clothing Against Liquid Chemical Substances - Performance Rules for Protective
EN 13034:2005+A 1 Clothing Providing Limited Protection Against Liquid Chemical Substances (Type 4 and Type
pb [é] equipment)

EN ISO 13485 Medical devices - Quality management systems - Requirements for regulatory purposes
_ 'PREPAREDBY ) s APPROVEDBY
Production Control Representative | Quality Control Represematwe Company Director
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3. Product Information

3.1 Product Description

Protective Clothing (Overshoes, Oversleeves, Bones) that we manufacture have a suitable microbial barrier,
which aims to limit the transmission of infective agents between personnel and patients during surgical
procedures and in other medical environments with similar requirements. It can be effective in reducing the
spread of infective agents'in asymptomatic carrier or patient with clinical symptoms, our company produces
Protective Clothing with these features in a high quality and hygienic environment.

2 Brand Name: BIOBLOCKED

3.3 Product Model No:

PB 0060 Overshoe Long - Laminated

SC 0060 Protective Oversleeve - Laminated
CP 0045 Bouffant Cap - Laminated

PB 0065 Overshoe Taped - Long

SC 0065 Protective Oversleeve - Seamless

3.4 Product Dimension: Tek Beden

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

| NO | MATERIAL USED SPECIFICATION | MANUFACTURER INFORMATION ]
| 1 | FABRIC | Laminated Fabric 57 gr  Pelsan Tekstil '
| 2 | SEWING THREAD - - ) COATS |
3 | PACKING MATERIAL - BAG Coast 120 Number Yarn | DEKA PLASTIK B
4 | PARCEL MERCAN AMBALAJ
RUBB ED BAG 2
5 s i SANCAK ORME
Wi Slip Falbori ' UALITY
5 | igan Non-Slip Falbric KSSK Q Mahimut Teksfi
; 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 Essential Health and Safety Requirements Fulfilled by the Product (Annex E)
3.12 Machinery and equipment used in the production of the product;

s Flat Machine

e Overlock Machine

e Cutting Engine

Marker Table
[ i PREPARED BY ) o ] APPROVED BY -
Production Control Representative Quality Control Representative Company Director
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Modelroom Mold Drawing Machine

Cutter Cutting Machine (for narrow fabrics)
Tape Welding Machine

Ultrasonic Sewing Machine

3.13 Stitch Joining Section
PB 0060 & SC 0060 & CP 0045 = All stitches are made with 5 thread overlock stitch. A single needle sewing
machine is used for sewing elastics, laces, labels and non-slip tapes.

PB 0065 = All stitches are made with 5 threads overlock stitch. A single needle sewing machine used for
sewing elasfics , laces, labels and non-slip tapes. Welding tape is welded on all seams from the outer surface.

SC 0065 = The whole pieces are performed with ultrasonic sewing. A single needle sewing machine is used for
sewing elastics , laces, labels and non-slip tapes.

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 controls performed to ensure the above-defined Protective
Clothing 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.

Qur company has established a Manufacturing Control 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 Control system includes operations, regular inspections, tests and/or evaluations,
and the use of results for the control 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 continues 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 control

- 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.

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

-Defining and recording any quality problems in the product.

4.3.2 Management Representative
' N PREPARED BY APPROVED BY

| Production Control Representative | Quality Control Representative Company Director
SABAN KARADENIZ GURSEL OZCANLI OZGUR OZENIR
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Our company has determined an authorized representative with appropriate knowledge and experience to
ensure the implementation and maintenance of the Manufacturing Control 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
regulations and to defermine the effectiveness of Manufacturing Centrol. The audits are scheduled
according to the importance and condition of the work performed. Audits and subseguent 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 timely measures when there is a non-conformity during the
inspections.

REFERENCE

Internal Audit Procedure

Non-conforming Product Control Procedure
Corrective and Preventive Actions Procedure

4.3.4 Management Review

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

REFERENCE
MR Meeling 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 Control 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 tolerances have been
created for the necessary component materials used in production and these are notified to the supplier in
writing.
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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 together of the same pieces from the same lot)

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

e) Final product control (seams, sewing thread cleaning)

f) Label user manual and packaging control

5.4 Transport, Storage and Distribution

It includes the procedures that will ensure the hygiene rules during the transportation and storage of Surgical
Garments and Covers.

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 fests.

Allinspections 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
qudlity 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 identification evaluation and segregation (where practical) and elimination of
non-compliant product. All of the procedures fo be carried out are documented and a system has been

i - PREPARED BY ' i | ' APPROVED BY
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WABAN Kﬁj{ADENiZ GURSEL OZCANLI OZGUR OZENIR




_TECHNICAL FILE e | o

f il NO _ ’

‘ "‘!“r | MANUFACTURING CONTROL  [1ssUEbATE | 01052020 \

| GUIDE Protective Clothing (Long ooy DATE % |
Overshoes, Protective Oversleeve, Bouffant Cap, Overshoe ' pPAGE NO 7/29

. ‘ _ Taped - Long, Protective Oversleeve - Seamless_) | |
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 transportation, 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;

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 (Overalls) 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 preduct,

REFERENCE

Non-conforming product control procedure
Quality plan

8 Records

Manutacturing control results are recorded. Along with the details of the constituent materials subjected to
inspection, the place, date and time 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 comrective measures taken to ensure the product qudlity 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
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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, training or experience as required. Training records are kept.
Note- Although a demonstrable training 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
PRODUCT PHOTOS
Disposable Protective Sleeve
Product: SC 0060 Product: CP 0045
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Overshoe Long - Laminated ]

PB 0065 Overshoe Taped - Long
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SC 0065 Protective Oversleeve - Seamless
Labels;

BIOBLOCKED®  BIOBLOCKED" BIOBLOCKED®

Protective Oversleeve - Seamless Overshoe Taped - Long Overshoe - LOﬂg

PRODUCT: SC 0065 PRODUCT: PB 0065 PRODUCT: PB 0060
PRODUCTION DATE: 15.08.2020 PRODUCTION DATE: 15.08.2020 PRODUCTION DATE: 15.08.2020
PRODUCTION NUMBER:58767 PRODUCTION NUMBER:58765 PRODUCTION NUMBER:58764

EXP DATE: 15.08.2023 EXP DATE: 15.08.2023 EXP DATE: 15.08.2023

STD SIZE STD SIZE STD SIZE
Protective Protective Protective
Clothing Clothing Clothing
Category Il Category Il Category Il
TYPEPR(6]-B TYPE PB (6] -8 mnsul 8
EN 130342005+ A1:2000 EN 14126: 2003+ A C:2004 1 (L}
T T T e el 'ﬁmmmﬁ E:.gmmmmm -y
READ THE INSTRUCTION MANUAL! READ THE INSTRUCTION MANUAL! AEAD THE INSTRUCTION MANUAL |

MM RAKQ (I WRIAIAKNR KRB AXD

Keep away from fire and heat!

Keep away from fire and heat! Keep away from fire and heat!
YELKENCI HAZIR GIYIM SANAYI VE TICARET A.§. YELKENCI HAZIR GIYIM SANAYI VE TICARET A§. YELKENCI HAZIR GIYIM SANAYI VE TICARET AS.
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PRODUCT: SC 0060 PRODUCT: CP 0045
PRODUCTION DATE: 15.08.2020 PRODUCTION DATE: 15.08.2020
PRODUCTION NUMBER 58763 PRODUCTION NUMBER:58765
EXP DATE: 15,08.2023 EXP DATE: 15.08,2023
STD SIZE STD SIZE
Protective Protective
Clothing Clothing
Category I Category Il
TYPEPA[S]-B TYrEPB (6] 8
EN‘!OM?DD! A1:2009 EN 14126:2003+AC 2004 EH
i Pl m.‘-'!?ﬂ‘”“rv‘w«h L
READ THE INSTRUCTION MANUALL! READ THE INSTRUCTION MANUAL!
(WM RAXQ (KR [ XD
Keap away from fira and heat! Keep away from fire and heat!
YELKENCI HAZIR GIYIM SANAYI VE TICARET A5 YELKENCI HAZIR GlYIM SANAYI VE TICARET A 5.

PROTECTIVE OVERSLEEVE
URUN KODU:SC 0060

- N OVERSHOE LONG
i URUN KODU:PB 0060

g
| ) )
iI
/
//
 13CM LASTIK OLACAK
8/CM
lf A3
f'F acM \
/ \
/ \
e ‘ KAYMAZ BANT
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BOUFFONT CAP
URUN KODU:CP 0045

DOCUMENT TD-06 |
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REV DATE s

REV NO 00

PAGE NO 12/29

BONE PILEL|
KALIBI

60

50

OLclm NOKTALARI

Tolerans

g

A Bone eni [bitmig )

-f+1lem

B8 Bone boyu (bitmis)

~f+lem

c Lastik{bitmig | 13
PROTECTIVE OVERSLEEVE - SEAMLESS
URUN KODU.SC 0065
25CM  LASTIK OLACAK
ULTRASONIK
DikisLl
DLACAK
LASTIK OLACAK
28 CM
&
‘ 45CM
: 52 CM
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OVERSHOE TAPED-LONG
URUN KODU:PB 0065
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= LN
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=N N 40CM *
\f_@l_ 822209 =
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Annex B
MARKING

YELKENCI HAZIR GiYiM SANAYI VE TICARET AS
E5 Karayolu Uzeri 5001 sk. No:é Selimpasa- Silivri - ISTANBUL / TURKIYE

TYPEPB [6]-B

EN 13034:2008+A1:2009 EN 14126:20034AC 2004

Prolocten duihag

Prateclive dothing
agairs bqud chemicals

against nfactive agen’s
Patajen organizmalara
kargl korurmia

Hatd pllskorllon savlara
sl hOTuma

13.3. Information that should be included on the label:
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a) The name or commercial name and address of the manufacturer, for imported medical devices, as well
as the name or commercial name and address of the authorized representative and / or importer must be

included on the label or in the sales package or in the user manual.
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b) Detailed information that defines the contents of the packaging and the medical device and especially
for the user,

c) When necessary, the phrase "STERILE",

¢) When necessary, batch code or serial number with the expression "LOT",

d) If necessary, the expiry date in month and year,

e) When necessary, the phrase "for single use",

f) If the medical device is made on order, the phrase "It is a custom-made device",

g) The phrase "For Clinical Research” in clinical research devices,

g) Special storage and / or usage conditions,

h) Special user manual,

1) Warnings and / or measures to be taken,

i) For active medical devices, the date of manufacture to be specified in the batch / lot or serial number,
apart from sub-paragraph (d),

J) When required, the method of sterilization,

k) With regard to container and medical devices containing radioactive substances, information on Turkey
Afomic Energy Agency permit to be obtained from,

1) If the medical device contains a human blood derivative, the statement stating this is sought.

Annex C

USAGE INSTRUCTIONS

PB 0060
TYPEPB[6]-B
2163
EN 13034:2005+A1:2009 EN 14126:2003+AC:2004 IsO 9001:2015
Protective clothing Protective clothi o) 14001:2015
against liquid chemicals agair:s??nf\:activ: a;gnls :go 22716:2007
Halit puskirtilen partikillere Patojen organizmalara
karst koruma kargl koruma
BioBlocked.com
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PRODUCT FEATURES URUN OZELLIKLERI

* PP+PE Laminated Fabric

* Non=Sterile.

* Non=slip sole.

* It provides protection by fully wrapping the shoe covers.

* It is made of superior lightwelght and easy~to-wear fabric.

* PP+PE Lamineli Kumas

+ Steril degildir.

+ Kaymaz taban,

* Ayakkablyi tam olarak sararak koruma sadlar.

» Usttin nitelikli hatit ve giyilmesi kolay kumasgtan Gretilmigtir.

R S e B L e e T T B I TS

HOW TO WEAR ?

* The overshoe are opened with both hands to allow the shoes to
enter the overshoe easily.

* Laces arte tied so that the foot does not tighten too much.

= The laces prevent the shoe from slipping down.

HOW TO REMOVE ?

* It should be removed by sitting.

*In removal, should be careful to remove the over shoe by inverting.

* Laces are opened, the rubbers are widened to remove the back side
of the shoe and then the front side,

* Hands are washed with soap after this process. Disinfectant should be

used at times when there is no water and soap,

Storage / Final Use

Itis recommended o keep il in cardboard or cardboard box, away from
sunlight, between 15 » 25 °C. If stored under suitable conditions, it is
recommended to use it within 3 years after the production dale,

Destruction / Recycling

The uncontaminated products can be treated as general waste or can be
recycled, Contaminated products should be treated as hazardous
wastes and should be disposed of in accordance with the rules laid down
by law.

The biological agents for which the product was tasted are "ATGC 9372 Bacilus subtiks
spares, ATCC 3372 Bacillus atrophaeus, and ATCC 13708 - B1 Eschericihia coli
bacioriophasa”,

NASIL GiYiLir ?

* Lastigi iki elle aglarak ayakkabinin rahat bir gekilde
Urantn igine girmesi saglanilr.

* Ayadl gok sikmayacak sekilde bagciklar baglanilir,

- Bagciklar galosun asadiya dogru kaymasing engeller.

NASIL GIKARTILIR ?

* Oturularak gtkanimakdr.

* Gikarma isleminde galogun ters gevrilerek gikardmasina dikkat
edilmelidir.

* Bageiklar agilr, lastikler genigletilerek ayakkabinin énce arka taraf
sonra &n tarafinin gikarlmas saglandhr,

* Eller bu islemden sonra sabun ile yikanir. Su ve sabun olmadig
ramanlarda dezenfektan kullandmakldir.

Saklama / Son Kullanim

Karton veya mukavva kutu igerisinde, giines 1sinlarindan uzak

16 = 25°C arasinda muhafaza edilmesi Tavsiye edilir, Uygun kosullarda
depolandigi taxdirde Uretim tarihinden sonra 3 yil igerisinde kullaniimasi
tavsiya edilir.

imha / Geri Dbniigiim

Bulagma olmamig Grunler genel ¢op olarak iglem gérebilir veya geri
dénustirilebilir, Bulasma olmus riinler ise zararl atiklar olarak islem
gormesi ve yasanin belirttigi kurallar uyarinca atiimasi gerekir,

Uriinun test edildigi biyolojix ajanlar " ATGC 9372 Bacilus subtilis spores | ATCC 9372
Bacllus atrophaeus ve ATCC 13706 - B1 Escharicihia coll bacleriophase " dir,

MECHAMICAL BESISTANGE U ASSES ME AN TAYANIRN SIHIFLARY

Abrnaion rasistances Chase & :’hl r|mr-|r-;; {Im-l.'.l;m:ﬂ Class G Appnmin deremal St B :.—.;:mr: g«llum..;.;'.-,:,_. Sk b

— e bopiflency 1o Jausds: e =y Sivllara Margg e

Basing strergll Chasn 1 “Sodium Hydrowda (NaOH] 10% eancantration, FI7ibma hrenc Sl “Sodyum Hidrokst (NaDH™ 10 konsanirasyon,
Tenale sirenglh Clpen 1 Chsa 3 ity kv e Sml 1 Sir 3

Puniture resslance Chss 2 *Sulhiric Acid (H2504) 30% concenlraton Sulnrma airanel Sinl 2 <Sulfurk A5t |HPS04) %30 kansantasyon
Saarm sirangth Chans 1 Clise 2 Vxig mkrvemnk Sinif 1 St 2
Manu‘actarer: YELKEMC] HAZIR GIYIM SANAYI VE TICARET A, Schmnaga Modos M 5001 5. to 68 Ayt sariud Uratic) YELKENCI HAZIR GIYIM SANAYI VE TICARET A.§. 5l vaaga Marear Mn S50 55 Ko /& B Frsanoud
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SAFETY INSTRUCTION GUVENLIK TALIMATI INSTRUCTION DE SECURITE SICHERUNGSANWEISUNG
All pratective clothes should be checked for Hitin koruyues glysiler, kullanmadan dnoe, Taus les vdtlaments de protochon dolvent gt Alle Schulzkleidung sollle vor dem Gebrauch
detects liko culs, holos, rips and contamination,  yiitik, debk, sdkik, kir gibl olumsuziuk de'o ve viriios avant utiksation contre les géfauts ot aul Detokice und Fenbor Gbeiprih werden, die
Don't use if garmant is delocted, arzalara karst kontrol sdimelidin. Defoki ve las imperiectons pouvant causer une Risse, Loche, Zenissen. Schmutz usw,

«il ise kesinlikle giylmemelidir, détaillarce a | utlisalion commea un trow. une varursachen sonnan, Wern es lahlernalt und
dichirure ou salate, S e vitement es! schmutzlg Ist, sclbe os nichl gelragen worden,
difectuoux ou sabe, | ne dot pas ¢ire ponéd en
létat.

ATTENTION! : DIKKAT! ATTENTION! ACHTUNG!

This ag s not a lay. B may cause sulfacation, Pogot le oyramak tehlikekdir, bogulimaya Lo vatomant ast amballé aans ue sac, Jousr Das Spialen mit dem Bautel ist getandich und

Please keap It away fram children and infants, sobop olabilir, Ltfen gocux ve bebeklerdan Avac un sac asl dangereux el peul provoquer kann zum Erslicker fhren, Bille halten Sia sa
uzak tulunuz, un dtoutloment, Gardezale & Jocart doy won Kindern und Babys lem,

onfarts el des nourrissans,

DISPOSABLE GARMENT TEK KULLANIMLIK GiYSi VETEMENT JETABLE EINWEGBARE BEKLEIDUNG

TR X = XK Q@

Do Nt e Twica

Plmate raocd unar maru)| Dz Mot Wasn, [ ral dry chosn [ mad irse Oo rot Dipach 12 cinposath
By ral e akigunia, Fikawraz Kurs lmdama Nifprmaz GaTanr s, her wulfordmar
vapliae bl (DR PR EE B )

T BIOBLOCKED

[

682753 510308
SC 0060
TYPEPB [6]-B
2163
EN 13034:20050A5:2009 BN 14126:2003+AC 2004 Iso 9001:2015
g T oumgaky _ Protectiva clihing ISO 140012015
agains lguid chemigals aganst infoctive agracs Iso 22716:2007
Falit pliskortolon spabva Patojer nrganlzmalara
kargl karuma karga karumn
BioBlocked.com
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Production Controﬁ{epresemative

PRODUCT FEATURES

* PP+PE Laminated Fabric
* Non=5Sterile.
* It can be used in all environments that require hygiene.

HOW TO WEAR ?

* The disposable protective oversleeve cuff is wear on the wide side of
the arm,

* To prevent the cuff from sliding towards the elbow, a finger Is
attached to the thumb.

HOW TO REMOVE ?

* The cuff is removed from the elbow by turning it upside down.
* Hands are washed with soap after this procedure. Disinfectant
should be used when there is no water and soap.

Storage / Final Use

It is recommended to keep it in cardboard or cardboard box, away from
sunlight, between 15 - 25 °C. If stored under suitable conditions, it is
recommended to use it within 3 years after the production date.

Destruction / Recycling

The uncontaminaled products can be treated as general waste or can
be recycled. Contaminated products should be treated as hazardous
wastes and should be disposed of in accordance with the rules laid
down by law.

The biological agents for which the product was tested are "ATCC 9372 Bacillus subtilis
spores, ATCC 9372 Bacillus atrophaeus, and ATCC 13708 - B1 Escharicihia coll
bacteriophase’,

Abiishon rosiel ance Class Flax crecking rasisanca Chiss 5
Hopallency to lquids
Iz 1 8

| Joning sionglhy 5 “Sodwm Hydraxde (MaDH] 10% concortratan,

Tensdo strorgth Chasy Class 3

Punciura rasisiance Chris *Sulurc Ackd {H2S04) 307 concentration,

E i 1 Clase 3

Saam slrecgth (.1?:5

Manutacturer: YELKENC| HAZIR GIYIM SANAY] VE TICARET A.5. Sefmoaya Mooz M 5001 Sk Na 6/ S8 israreid
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URUN OZELLIKLERI

* PP+PE Lamineli Kumas
* Sterll degildir.
* Hijyen gerektiren tim ortamlarda kullanilabilir.

NASIL GIYILIR ?

* Keruyucu kollugun genis tarafindan kola giydirifir.
* Kollugun dirsege dogru kaymasini engellemek igin bas parmaga
parmakhk takihr,

NASIL GIKARTILIR ?

* Kalluk dirsek kismindan baslanarak ters gevrilerek gikarilir,
* Eller bu iglemden sonra sabun ile yikanir.Su ve sabun olmadig
zamanlarda dezenfektan kullanlmalidir.

Saklama / Son Kullanim

Karlon veya mukavva kulu igerisinde, giines 1sinlarindan uzak

16 - 25°C arasinda muhafaza edilmesi Tavsiye edilir, Uygun kosullarda
depolandigi takdirde Gretim tarihinden sonra 3 yil igerisinde kullaniimas
lavsiye edilir.

imha / Geri Doniisiim

Bulagma olmamig drlinler genel ¢ép olarak iglem gérebilir veya geri
donugtirdlebilir. Bulagma olmus urinler ise zararh atiklar olarak islem
gbrmesi ve yasanin belirttigi kurallar uyarinca atilmasi gerekir,

Orunin test edildigi biyolajik ajankar * ATCC 9372 Bacillus subliks spores , ATCC 9372
Bacillus atraphaeus ve ATCC 13706 - B Eschericihia cali bacteriophase * dir.

cora sz, :
MERANIK DAYAN]M SIE‘-'L&R’
Aginma direnci St B Esnarra gallarm duone Singl 5
r e . Svalara kargl it bk
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KIT0 TR K O 11 Sered | Sl 3
&F e
Dalinme drencl Sirit 2 «Siltlri Al (H2S04)%30 korsantiasyen.
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il TECHNICAL FILE DOGORENT T
Jeee, | MANUFACTURING CONTROL  [ISSUEDATE | 01052020
YELKENCI | : . REV DATE s
GUIDE Protective Clothing (Long  Revmno . S
Overshoes, Protective Oversleeve, Bouffant Cap, Overshoe | PAGE NO :  18/29
~ Taped - Long, Protective Oversleeve - Seamless) | ' |
SAFETY INSTRUCTION GUVEMNLIK TALIMATI INSTRUCTION DE SECURITE SICHERUNGSANWEISUNG
All protective clothes should be checked far

defects ike cuts, hales, rips and contamination.
Don'l use if garment is detected,

ATTENTION!
This bag is not a toy. It may cause suffocation,
Please keop it away from children and infants,

Bltan koruyucu giysilar, kullanmadan dnca
yirtik, delik, sdkilk, kir gibi clumsuzluk defo ve
anzalara kargl kontrel edilmelidic, Dofolu ve
wirk 1se kesinkikle giyllmemelidir,

DIKKAT!

Poget ile oynamak tehbkelidir, bogulmaya
sebep olabilir, Litlen ¢ocuk ve babeklerden
uzak Wiunuz,

Tous les vélements de protection doivant étra
vérifiés avant utiisation contre les détauts et
los imperfections pouwant causer une
detallance & l'ulilisation comme un trau, une
dechirure ou salele. Sile vétement est
defectueux ou sale, Il ne doil pas &tre paria an
I'état,

ATTENTION!

Le vetement est embale dans un sac. Jouer
avec un 8ac sl dangeoux el peul provoguor
un atouilemant, Gardez-lo & Fécan des
anfants e1 des nourrissons,

Alle Schutzkleidung sollte vor dem Gebrauch
auf Defekte und Fehler dberprift worden, die
Risse, Lichn, Zarissen, Schmutz usw,
verursachen kirnen, Wenn es feherhaft und
schmutzig ist, sellte es nicht getragen werden,

ACHTUNG!

Das Spielen mit dem Beutel ist getahich und
kann zum Ersticken fiihren, Bitte hallen Sie os
von Kindern und Babys forn,

DISPOSABLE GARMENT TEK KULLANIMLIK GiYSi VETEMENT JETABLE EINWEGBARE BEKLEIDUNG
PMoasa rend usas macasd Do Mot Wiz, B0~ dry claan Da nat o 14 nct Alaarh r;",;;n;,_:";"
Kulbyemis tainsatiog Leupinug, Hianmar Hur ternideme L|arimar Camagr suys Zaag colliimaz
vipdring taillar e Tak uBantinki
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Taped - Long, Protective Oversleeve - Seamless)

PRODUCT FEATURES

* PP+PE Laminated Fabric
* Non=Sterile.
* It can be used In all environments that require hygiene.

HOW TO WEAR ?

* The bonnet is opened with twe hands by its rubbery part,
* The rubber part of the bonnet Is placed on the forehead.
* The bonnet is placed on the head, completely covering the hair.

HOW TO REMOVE ?
* The rubber of the bonnet is gripped from the back of the head.
* The rubber is folded in front and the bone is removed.

* Hands are washed with soap after this pracedure. Disinfectant
should be used when there is no water and soap,

Storage / Final Use

It is roecommanded to keep it in cardboard or cardboard box, away from
sunlight, between 15 - 25 "C. If stored under suitable conditions, it is
recommended 1o use it within 3 years afler the production date,

Destruction / Recycling

The uncontaminated products can bo treated as general waste or can
be recycled. Cantaminated products should be trealed as hazardous
wasles and shauld be disposed of in accordance with the rules laid
down by law.

The bicdogical agents far which the product was tested are "ATCC 8372 Baoillus subtils

sporos, ATCC 9372 Hacdlus atrophaaus, and ATGC 13/06 « B1 Eschorcihia coll
bacteriophuse

Abrasian reswiarco

warng stength

Innsfa slronglh

Purchure resisionog

i Ackd (H2B04] 0%, conoeniiatan

.i o sirooath Gluas 3
Manubacturor: YELKENC HATIR GIYIM SANAY VE TICARET A Sl Muran M 50075 5o &7A SBi b
SAFETY INSTRUCTION GUVEMLIK TALIMAT]

URON OZELLIKLERI

* PP+PE Laminell Kumag
+ Steril degildir,
* Hijyen gerektiren tim ortamlarda kullanglabilir,

NASIL GIYILIR ?

* Bone, lastikli lasmindan iki elle tulup agdr.
* Bonenin lastikli kismi alina yerlestirilir,
* Bone, saglan tamamen igine alacak sekilde baga yadestirilir.

NASIL CIKARTILIR ?
* Kafanin arka tarafindan bonenin lastigi kavranir.
* Lastik én tarata dogru ige katlanarak bone gikarilir.

« Eller bu islemden sonra sabun lle yikanir.5u ve sabun olmadidn
zomanlardo dezenfektan kullandmalidrr.

Saklama / Son Kullanim
Karton veya mukavva kulu igerisinde, giines isinlarindan uzak

15 = 25"C arasinda muhataza edilmesi Tavsiye edilir. Uygun kosullarda
depolandigi lakdirde drelim tarihinden sonra 3 yil icerisinde kullaniimas)
tavsiye edilir.

Imha / Geri Dénlisiim

Bulagma olmamig Grinler genel ¢ép olarak iglem gorebilir voya geri
aonugtiralebilir. Bulagma olmus triinler ise zararh atiklar olarak islem
gormesi ve yasanin belirtigi kurallar uyarinca atiimasi gerekir,

Urtindn tast sdildial blyokijik a;anlar ' ATCC 8372 Bacllus subtlis spores | ATCC 9372
Bacillus atrophaous vo ATCC 13706 - B1 Escnericibia cell bactorlophase * din

%) EK# FEE EEW‘ M SIRIELATE
A a girerei i
\'|“i ma deencl Sarp

Esierni gatharra deenc| 3100 &
Savilira warst ikl
*Sadyarm Hedraksil iINaOS% 12 warearrasyan,

gﬂkm mkaamall ETTd 3

Dalinma drone E_"‘f El - Sulink At (HEEOA %30 Kaosantrasyen,
i L B
Urntich YELKENC] HAZIR GIYIM SANAY] VE TICARET A§. Salirriogs Mukur M §00° Sk b 404 S8 litaniod
INSTRUCTION DE SECURITE SICHERUNGSANWEISUNG

Al protective chathes stould be chiecked for
dafacts ke cuts, noles. rips and contaminasion,
Den'luse 1f garment is dotoctod,

BitGn koruyucu giysilor. kullsnmadan dnce,
yritk, delix, sakik, kir gic: clumsuzuk defo ve
atralara kargs kontrel edikbnalidie, Dofobs vo
kirk ise kesinlkle gvilmemeldin

Tous bes vitemonts do protoction doiven! 8tro
verdiés avant utlisation contre las défauts et
las impodestions pouven causor ure
dafaBancs & Iuthsabon comme un brou, une

Ally Sehutekleicung soll vor dem Gobrauch
aut Defaxte und Ferler Goerpuft wercen, die
Higse, Loche, Zonsson, Schmute usw,

varursachen xénnan, Wenn as ‘ehlarhali ung

dichirure eu saloté, Si b vitomont ast schmutzig isl, sollle es sicht goteagen warden,
déteciueux ou sale, il ne doit pas dlre porté en
I'inan,

ATTENTION! DIKKAT! ATTENTION! ACHTUNG!

This bag is nal a toy. It may cause sufiocalion.

Poget ile aynamak lehkkeldir, bogulmaya
Plnase keaap | away from ehildren and infants,

sebep olabils, Lillen gocuk vo bebeklardan

La witernant est emballe dans un sac. Jouar

Das Spiskzn m4 demn Beutel ist geldndich und
aves un eao A&l dangersux ot et pravoquar

wann rum Erslicken fihean, Bitle ralten Sie as

uzuk tulunuz, ur gtoullamenl, Gardo sk 4 Técast dey von Kindermn urd Babys e,
arfants ot des nourtissens,
DISPOSABLE GARMENT TEK KULLANIMLIK GiYSi VETEMENT JETABLE EINWEGBARE BEKLEIDUNG
[1i] T 03¢ = X
Flears nnd urer mavsil 3 Mot Wasn ba rabary dhean 2 ne rer Dba nal Bbach ﬁl“l'“‘;_'{'"“”;"
Kllanme by g ckiys, Yz W T ldams (Hilleerras Camase s
paplimas [ T
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GUIDE Protective Clothing (Long REVNO - 20
Overshoes, Protective Oversleeve, Bouffant Cap, Overshoe PAGE NO 20/29
Taped - Long, Protective Oversleeve - Seamless ) , i
SC 0065
TYPEPB[6]-B _
& C¢€
2163
EN13034.2005+A1:2000 N 14126:2003+AC: 2004 IS0 9001:2015
Halll puskutiien siviana Patoien DIganizmalara d
kargt koruma kaig komma
BioBlocked.com
PRODUCT FEATURES URUN OZELLIKLERI
* PP+PE Laminated Fabric * PP+PE Laminell Kumag
* Non-Sterlle, * Sterll deglidir.
* It can be used In all environments that require hyglene. * Hijyen gerektiren tim ortamiarda kullanilabllir,
* Uitrasonleally stitched. * Ultrasonlk dikigll.

HOW TO WEAR ?

* The disposable protective oversleeve cuff Is wear on the wide side of

the arm.

* To prevent the cutf from sliding towards the elbow, a finger Is
attached to the thumb,

HOW TO REMOVE ?

* The cuff Is removed from the elbow by turning It upside down.
* Hands are washed with scap after this procedure. Disinfectant
should be used when there Is no water and soap.

Storage / Final Use

It is recommended to keep it in cardboard or cardboard box, away from

sunlight, between 15 - 25 °C. If stored under suitable conditiors, it is
recommended o use it within 3 years after the production date.

Destruction / Recycling

The uncontaminated products can be treated as general waste or can
be recycled. Contaminated products should be treated as hazardous
wastes and should be disposed of in accordance with the rules laid
cown by law

The ticlogical agents for which the product was tested are "ATCC 8372 Bacillue subtilis
epores, ATCC 0372 Bacillue atrophasue, and ATGG 13706 - B1 Eschericihia coli

bact EEE' hasa"
MECH!&E:& gE i‘-l"ii TAN(‘iE CLASSES
Abrasion ol arcn Clnes Flax craohong resstance Class §
e e s B M
- Fm =Saxdhum Hydroaide (Na0H] 10% concontralion,
oy’ alre nns 1 Clsan
1 e
2 Clngs 7 *Suic Ack] M2S04) 307 tonee Mration,
S o h L.'wa:r 1 a3

Manuractuter. YELKENCE HAZIR GlYIM SANAY] VE TICARET .. Sabmpoja Meorksz M. 5607 S+ No. &4 5 lsorael

NASIL GIYILIR ?

* Koruyucu kollugun genls tarafindan kola giydirilir,
* Kollugun dirsege dogru kaymasini engellemek igin bag parmaga
parmakhik takihr.

NASIL CIKARTILIR ?

* Kolluk dirsek kismindan baglanarak ters gevrilerek gikanrr,
* Eller bu Islemden sonra sabun lle yikanir.Su ve sabun olmadigi
I zamanlarda dezenfektan kullaniimalidir.

Saklama / Son Kullanim

Karton veya mukavva kutu igerisinde, gtnes 1sinlanndan uzak

15 - 25°C arasinda muhafaza edilmesi Tavsiye edilir. Uygun kosullarda
depolandig! takdirde Cretim tarininden sorwa 3 yil igerisinde kullamimasi
tavsiye edilir.

imha / Geri Déniisiim

Bulagma olmamig Crunler genel ¢op olarak iglem gorebilir veya geri
donugturiebilir. Bulagma olmus Crenler ise zararh atiklar olarak islem
gormesi ve yasanin belirttigi kurallar uyarinca atiimasi gerekir.

Uriiniln teet adilddigi bryolojik ajanlar " ATCC 9372 Bacillus sublilis spores | ATGG 9372
Bagillue atrrophasun ve ATCC 13706 . B1 Each in cof by iophasa * dir,

[ TR AR TR ]
ania cienncs Sud B Esrie gallams drinc Seul 5
o R — Sevilar karys Scitk
_k * BOdyLM Hrokall (NaDH)™ 10 Monsaniamyon,
T ] Sl 3
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wenes | MANUFACTURING CONTROL  [ISSUEDATE | 01052020
YELKENCI | . . REV DATE SN
GUIDE Protective Clothing (Long REVNO 00
Overshoes, Protective Oversleeve, Bouffant Cap, Overshoe | PAGE NO 21/29
|
Taped - Long, Protective Oversleeve - Seamless ) | |
SAFETY INSTRUCTION GUVENLIK TALIMATI INSTRUCTION DE SEGURITE SICHERUNGSANWEISUNG
All protective clothan should be chackad for Batan koruyueu giyaiiar, kullanmadan dnce, Tous les vaternenta de piotaction doivent éie Alle Schutzklsidung eoifte vor dam Gebrauch
defects ike cuts, holes, rips and contamination.  yirmk, defik, sekik, kit gibi olumauziuk dalo ve vinifiba avant utifisation contre les défaute et aul Delekie und Fahlar (Gbsiprifkt werden, die
Don't usa if garment iz defected, lara karg kontio! edimelidi. Defolu ve las rmpsrbscmna wm.m CAUBST Une Rizss, Lochs, Zarisnan, Schruaz uaw.
kitli ize keemlikie giyimametidi. un ou. une vetrzachan kénnen. Wenn es fahlerhafi und
dachimre ou salm Si le v&tement eat schmutzig iet, solte 2 nicht getiagen weidan.
deteciusux ou sale, il ne doit pas éha pansé en
I'&at
ATTENTION! DIKKAT! ATTENTION! ACHTUNG!
Thie bag ia not a toy. It may cause suflocation. Poget ile oynamak tahlikelidir, boduimaya Le vétemant eet emballs dane un ese, louss Daz Spiwlen mit dam Bautsl ist gafihilich und
Plaase koep it away from childien and infanta. esbep olabilir. Litlen pocuk ve bebakiardsn aves un sac eat dangataux el peul provoquar kann zum Eisticken fuhren. Bitte halten Sie ss
uzak lulunuz, un stouffemant. Gaidaz-ls & Pacan des won Kindemn und Babya fam
enfants 8t des nournissons.
DISPOSABLE GARMENT TEK KULLANIMLIK GIYSI VETEMENT JETABLE EINWEGBARE BEKLEIDUNG
(1] =T 03 =3 X @
P p—— Do Mt Wash 09 non dry claan U I Do ok Blaach Ep oL e deio
Kilinrena talimate chiuniir. Yikanmaz W hamitzberma Ueéanmaz Grnagin sy 2 Wz ullwimar
VADITAT taghandmnz Tak kidanmd e
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FYoacive clothing Protective clothing ISO 14001:2015
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22/29

Seamless)

= ||

PRODUCT FEATURES

* PP+PE Laminated Fabrie

* Non-Sterile.

* Non-slip sale.

* It provides protection by fully wrapping the shee covers.

* It is made of superior lightweight and easy-to-wear fabrie.
* Welding tape is welded on all seams.

URON OZELLIKLERI

* PP+PE Lamineli Kumag

* Steril degildir.

+ Kaymaz taban,

* Ayakkabiy) tam elarak sararak keruma saglar.

« Ustiin nitelikli hafif ve giyilmesi kolay kumastan iiretilmigtir.
* Tiim dikig yerlerinin Gizerine kavnak bant yapigtinhr,

HOW TO WEAR ?

* The overshee are opened with both hands to allow the shoes to
enter the overshoe easily.

« Laces arte tied so that the foot does net tighten tes much.

* The laces prevent the shoe from slipping dewn.

HOW TO REMOVE ?

* It should be removed by sitting.

* In removal, should be careful te remove the over shoe by inverting.

* Laces are opened, the rubbers are widened to remeve the back side
of the shoe and then the front side.

* Hands are washed with soop after this process. Disinfeetant sheuld be

used at times when there is ne water and seap.

NASIL GIYILIR ?

* Lastigi iki elle agilarak ayakkabimin rahat bir sekilde
ariindn igine girmesi saglanihr.

* Ayadi gok sikmayaeak gekilde bageiklar baglanilir.

* Bageklar galesun agadiyo degru kaymasini engeller.

NASIL CIKARTILIR ?

* Oturularak gikanlmahdir.

* Gikarma igleminde galegun ters gevrilerek gikanimasina dikkat
edilmelidir.

* Bageiklar agilir, lastikler genigletilerek ayakkabinin 8nee arka tarafi
sonra &n tarafinin gikanlmasi saglanihie.

» Eller bu iglemden sonra sabun ile yikamir. Su ve sabun elmadi
zamanlardo dezenfektan kullaniimalidir.

Storage / Final Use

It is recommended to keep it in cardboard or cardboard box, away from
sunlight, between 15 - 25 °C. [T stored under suitable conditians, it is
recommended to use it within 3 years after the production date.

Destruction / Recycling

The uncontaminated products can be treated as general waste or can be
recycled. Contaminated products should be treated as hazardous
wastes and should be disposed of in accordance with the rules laid down
by law.

The tiological agents for which the product was tested are "ATCC 9372 Bacillus subtilis
spores, ATCC 9372 Bacillus atrophacus, and ATCC 13706 . B1 Eschericihia coli

Saklama / Son Kullanim

Karton veya mukavva kutu icerisinde, gines iginlanndan uzak

15 - 25°C arasinda muhafaza ediimesi Tavsiye edilir. Uygun kogullarda
depolandigi takdirde Tretim tarininden sonra 3 yil icenisinde kullaniimas|
tavsiye edilir.

imha / Geri D&niigiim

Bulagma oimamig Uriinler genel ¢op olarak iglem gorebilir veya geri
donstUrilebilir. Bulagma olmug UrUnler ise zararli atiklar olarak islem
gormesi ve yasanin belirttigl kuraiiar uyannca atiimasi gerekir.

Cronan test edildii blyolajik ajanlar * ATCC 8372 Bacillus subfilis spores | ATCG 8372
Bacillus awcphaeus ve ATCC 13706 - B1 Eschericihia coli bacteriophase * dir.

bacteriophaga”.
MECHANICAL RESISTANCE CLASSES MAERCAHER DATARIM SINIFLAR
Abranaon rosanon Lihasn 6 Flien efacking resetance Class 5 Agiremn drunc Bl B Esneme callama drenci Snd §
s
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' GUIDE PrOteCtlve C|Othmg (Long REV NO - 00
Overshoes, Protective Oversleeve, Bouffant Cap, Overshoe [pPAGE NO 23/29
Taped - Long, Protective Oversleeve - Seamiesg)
SAFETY INSTRUCTION GUVENLIK TALIMATI INSTRUCTION DE SECURITE SICHERUNGSANWEISUNG
All protactiva cliothae should ba chacked for Bitin kotuyuou giysilar, kulk tan dnea. Tous lae vétaments de piotection dofven! &lie Alie Schutzkleidung eolfte vor dem Gebiauch
detects like cule, holee, npe and comtamination.  yimik, dslik, skitk, kir gibi clumauziuk defo ve wenhiea avant utiisation contio los défauts @ auf Dafekts und Fahlar ubsipiih werden, dis
Don't use if gaemant iz defected. lata karg kontio| edilmelidi. Defols va |=a impafections pouvant causer unse Riesa, Loche, Zetigsen, Schmutz uaw.
kirli 188 kesinikie gydmemalidi. défailanca a Mtilfaation comme un trou, une wetwgachen kénnen. Wenn a2 fshisrhakh und
déchinure ou salsté. Sile vélement oat schmutzig fat, solts e nicht getragen waidan.
délectusux ou eale. il na doit pas &5 poné en
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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.

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

STORAGE/USE BY: It is recommended to keep it in a cardboard or cardboard box, away from sunlight at 15 -25 °C. If
stored under appropriate conditions, it should be used within 3 years after the production date.

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

"In case of long-term use in temperate climates and environments, it may cause overheating *

"Flammable material. Keep away from fire."

Disposable, "Do not reuse!”
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Meaning of the Symbols on the Product Package

SYMBOL TITLE OF THE DESCRIPTION OF THE SAMPLE
SYMBOL SYMBOL
' L Manufacturer Indicates the medical

device manufacturer, as
defined in EU Directives
90/385 / EEC, 93/42 / EEC
and 98/79 / EC.

L

Name Address

3

1

Production date

medical device was

Indicates the date the [I

0k E

L manufactured. 4 2020 - 06
J N Used by " )
Shows the expiration date g
of the medical device.
L i - ' 2021 - 06
r B v ' & ]
(Non Sterile) Indicates that g medical
device has not been
; L subjected to sterilization. ! k,
F L Do not use if the Indicates that the medical | © >
package is device should not be used
@ damaged. if the packaging is @
L 3 damaged or opened. L S
r ¢ ] r - o |
g hespaly Indicates that the medicall g
T device must be protected ?‘
from moisture.,
L J L J
J o Temperature Indicates the temperature ) . .
limitation limits to which the medicall e ) we
device can be safely : e “/ﬂ/

-
=

exposed 2 Unt micakiik Alt sicakik

el
Sinm Sicakdik samn

Humidity limitation Indicates the humidity 5 il r i
range to which the , ,
medical device can be i @ -m

L o L ul

safely exposed.

4

Do not reuse Indicates that the medical
device is intended for
single use or for use on a Disposable PPE, "Do not reuse!”
single patient during a
single procedure.

L

= @&

! See instructions for It shows that | have to look r i
use at the user's instructions for
use.
| =% = | L J
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General principles effective in biological evaluation of medical devices within a risk management
process,

General classification based on the structure of the devices in contact with the body and the duration of
contact,

Evaluation of relevant available data obtained from all kinds of sources,

Identification of gaps in existing data sets based on a risk analysis,

Identification of additional data groups required to analyze the biological safety of the medical device,

Determining the biological safety of the medical device

processes and the risk management plan have identified and assigned biological assessment issues that
require specific technical competences and the person (s) responsible for biological safety assessment.
Hazardous Material Safety Data Sheets (MSDS) are obtained and evaluated from all of our suppliers. (ISO
10993)

EK - E

Urtniin Kargiladigi Temel Saglik ve Giivenlik Gerekleri/ Basic Health and Safety Requirements that
the Product Encounters

EN 14126/AC:2004 Standardinin Karsiladidi Temel Saghk ve Giivenlik Gerekleri/ Basic Health and Safety Requirements
Meets EN 14126 / AC: 2004 Standard

1.1. Tasanm Prensipleri / Design principles
1.1.2. Koruma Diizeyleri ve Siniflan / Levels and classes of protection

1.1.2.2. Farkli Risk Diizeyleri icin Uygun Koruma Siniflan

KKD'nin tasarminda, ayni risk faktdrinin farkhh dizeylerinin ayirt edilebilmesi gibi &ngérilebilir kullanim kosullarinin farklik
gosterdigi durumlarda uygun koruma siniflandirmalan dikkate alinmalidir, / Where differing foreseeable condifions of use are
such that several levels of the same risk can be distinguished, appropriate classes of protection must be taken inta account in the
design of the PPE.

f 7 Rahatlik ve Etkinlik / Comfort and efficiency

1.3.2 Hafiflik ve Dayamkhilk / 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 belirfilen risklere karsi yeterli korunma saglayabilmek icin yerine getirimesi sart olan ve belirli
riskler igin llave gereksinimlerden ayn olarak, &ngérilen kullanim kosullar altindaki  ortam kosullarinin  etkisine
dayanabilmelidir. / Apart from the specific additional requirements which they must satisfy in order to provide adequate protection
against the risks in quesfion (see 3|, PPE must be capable of withstanding the effects of ambient phenomena inherent under the
foreseeable conditions of use

1.4. imalatci Tarafindan Verilecek Bilgiler / Information supplied by the manufacturer
imalatel, piyasaya sundugu KKD ile birlikte asagidaki hususlari 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 cantain aill relevant information on:
a) Imalatcinin veya yetkili temsilcisinin isim ve adresi/ In addition to the name and addressof the manufacturer and/or his
authorized representfative esftablished in the Community
b) Depolama, kullanm, temizlik, bakim, onanm ve dezenfekte etmeye iliskin bilgiler (imalatci tarafindan &nerilen
temizlik, bakim ve enfeksiyondan arndirma maddeleri, kullanim kilavuzunda verilen talimata uygun olarak

B _ PREPARED BY | ] APPROVED BY
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kullanildiginda kullanici veya KKD'ye zarar vermemelidir) / storage. use, cleaning. maintenance,servicing and
disinfection. cleaning, maintenance or disinfectant protecfion recommended by manufacturers must have no adverse effect
on PPE or users when applied in accordance with the relevant instructions:

€) S8z konusu KKD'nin sagladi@i korumanin sinifini ya da seviyesini 6lgmek igcin uygulanan teknik testlerde
kaydedilen performans sonuclan/ performance as recorded during fechnical tests to check the levels or classes of
protection provided by the PPE in guestion;

d) S6z konusu KKD'ye uygun aksesuarlann ve yedek pargalanin &zellikleri /suitable PPE accessories cnd the characteristics
of appropriate spare parts;

e) Farkh risk seviyeleri icin uygun koruma siniflar ve bunlara karsilk gelen kullamim limitleri/ the classes of protection
appropriate to different levels of risk and the comresponding limits of use;

f) KKD veya belirli parcalannin kullanma &mrd veya son kullanma tarihi / the obsolescence deadlineor period of
obsolescence of PPEor certain of its components:

g) Tasimaya uygun paketleme sekli / the fype of packaging suitable for transport;

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

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

) KKD'lerin tasanmini yapan onaylanmis kurulusun unvani, adresi ve kimlik numarast / the name . address and
idenfification number of the nolified body involved in the design stage of the PPE

Bu bilgiler, anlasilir, kesin ve Turkge 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 destination

2. BAZI KKD TIPLERI VEYA SINIFLARI IGIN ORTAK iLAVE GEREKLILIKLER /ADDITIONAL REQUIREMENTS COMMON TO SEVERAL
CLASSES OR TYPES OF PPE

2.12. Uzerinde Dolayl veya Dogrudan Saglik ve Givenlikle ilgili Bir veya Birden Fazla Tanimlayici isaret Tasiyan KKD'ler

/ PPE bearing one or more identification or recognition marks diirectly or indirectly relating to health and safe ty

KKD Uzerine yapistinimis, dolayll ya da dogrudan saglik ve givenlik ile iigili tanimlayici isaretler, vermek istedigi mesaja
uygun ikaz isaretleri (piktogramlar veya ideogramlar) seklinde olmall ve KKD' nin 6ngérilen kullanma émri boyunca
anlasilabilir halini tam olarak korumalidir, Ayrica, herhangi bir yanlis anlamaya meydan vermeyecek sekilde bu isaretler
anlagilir, kesin ve tam olmalidr. Ozellikle, bu isaretler Uzerinde yazil bir ifade veya kelime bulunuyorsa, bunlarn cihazin
kullanilacagr Glkenin resmi dil veya dillerinde olmalidir./The identification or recognition marks directly or indirectly relating to
health and safely affixed fo these types or classes of must preferably take the form of harmonized pictograms o 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 isnguage(s) of the Member State where the equipment is to be used.

KKD veya bir KKD elemani gerekli isaretlerin tamaminin veya bir kisminin konulamayacadi kadar kiicUkse, o zaman buna
ait agiklayici bilgi, ambalgj Uzerinde ve kullanim kilavuzunda bulunmalidir. / If PPE [or a PPE companent) 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 1O PARTICULAR RISKS

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

Vicut yOzeyinin tamamini veya bir b8I0mUNnU tehlikeli maddeler ve kangimlar veya zararh biyolojik ajanlarla temastan
korumak amaciyla Uretilen KKD'lerin koruyucu yuzeyleri &ngdrilen kullanim sartlaninda, bu tir maddelerin kullanicrya
gecmesini veya sizmasini dnleyebilecek dzellikte olmalidrr. / FPE intended fo prevent the surface contact of all or part of the
baody with substances and mixtures which are hazardous to heaith or with harmful biclogical agents must be capable of preventing the
penefration 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.

Bu amacla, bu sinf KKD'lerin yapildigi malzemeler ve diger elemanlar, gerektiginde gin boyunca kullaniabilmesi icin,
mUmkOn oldugu kadar tam bir sizdirmaziik sadlayacak sekilde seciimeli veya tasarlanmal ve birlestirimelidir. Sizdirmaziigin
fam olarak saglanamadig durumlarda giyme sUresi kistlanmalidir. / 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-
fightness, which will allow where necessary profonged daily use or, failing this. limited leak-tightness necessitating a restriction of the
period of wear,
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Yapilanndan ve 8ngdrllen kullanim kosullanndan dolayi, yiksek sizma giictne sahip belirli tehlikeli maddeler ve karsimlar
veya zararl biyolojik ojanlann s6z konusu oldugu ve bunlann KKD'lerin sagladig koruma sOresini sinrladi@ durumlarda,
KKD'ler siniflandirma amaciyla etkinlik esasina dayal standart testlere tabi tutulmalidir. Testlerde belirtilen &zelliklere uygun
oldugu kabul edilen KKD'lerde, &zellikle testlerde kullanilan maddelerin isimlerini veya bunun yapilamamasi halinde,
kodlarini ve bunlara karsilik gelen standart koruma sirelerini gdsteren bilgiler bulunmalidir. Kullanim kilavuzunda, ézellikle,
kodlann bir aciklamasi, gerekiyorsa standart testlerin detayll bir tanmlamasi ve o&ngdrilen degisik kullanim kosullannda
mUsaade edilen maksimum kullanma suresini belilemek icin gerekli bUton bilgiler de bulunmalidir. / Where, by virtue of their
nature and the foreseeable conditions of their use, certain subsfances and mixtures which are hazardous 1o heaith or harmful biologicafl
agents possess high penetrative power which limifs the duration of the protection provided by the PPE in question, the latter must be
subjected fo standard tests with a view fo their classification on the basis of their performance, PPE which is considered to be in
conformity with the tes! specificafions must bear a marking indicating, in parficular, the names or, in the absence of the names, the
codes of the substances used in the tests and the corresponding standard period of profection, The manufacturer's instructions must
also contain, in particutar, an explanation of the cades (if necessary), a detailed descripfion of the standard tests and all appropriate
information for the determinafion of the maximum permissible period of wear under the different foreseeable conditions of use.

PRODUCT PERFORMANCE VALUES

MECHANICAL RESISTANCE CLASSES
Abrasion resistance Abrasion resistance
Tear resistance Tear resistance
Tensile strength Tensile strength
Puncture resistance Puncture resistance
Seam strength Seam strength

Flex cracking resistance Class 3

Repellency to liquids:
. Sodium Hydroxide (NaOH) 10% conceniration, Class 3,
. Sulfuric Acid (H25Q4) 30% concentration, Class 3

EN 14126:2003+AC:2004
Biological agents for which the product is tested are "ATCC 9372 Bacillus subtilis spores, ATCC 9372 Bacillus atrophaeus and ATCC 13706
- B1 Eschericihia coli bacteriophase”.

EN 13034:2005+A1:2009 Standardinin Karsiladigi Temel Sadglk ve Givenlik Gerekleri

1.1. Tasanm Prensipleri / Desian principles

1.1.1. Ergonomi / Ergonomics

KKD, tehlike iceren is yapilirken, &ngdrilebilen kosullarda ve amaclanan dogrultuda kullanimi srasinda kullaniciyl
mOmkun olan en ylksek dizeyde 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 normailly
whilst enjoying appropriate protection of the highest prossible level.

1.2. KKD'nin Kendisinin Tehlikeye Yol Acmamasi / innocuousness of PPE

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

KKD, éngbrilebilir kosullarda kullanimi sirasinda tehlikelere ve yapisindan kaynaklanabilen rahatsizlik verici diger faktériere
neden olmayadcak sekilde tasarlanarak imal edilmelidir. / PPE must be so designed and manufactured as fo preclude risks and
other nuisance factors under fore seeable condifions of use.

1.2.1.1. Uygun Malzemeden imali / Suitable constituent materials

KKD malzemesi ve pargalar, bozulma sonucu ortaya cikan maddeler de dahil olmak Uzere, kullanicinin sadlk ve

guvenligini olumsuz yénde etkilememelidir. / The materials of which the PPE is made, including any of their possible decompasition

products, must not adversely affect the heaith or safety of users. ) S
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1.2.1.3. KKD’nin Kullamiciy! Engellememesi / Maximum permessible user impediment

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

1.3. Rahathk ve Etkinlik / Comfort and efficiency

1.3.2.Hafiflik ve Dayamikllik / Lightness and design sfrength

KKD, dayaniklilk ve islevselligini azaltmayacak sekilde olabildigince hafif imal ediimelidir. /PPE must be os light as possible
without prejudicing design strength and efficiency:.

KKD, bu Ek'in 3. maddesinde belirfilen risklere karsi yeterli korunma saglayabilmek icin yerine getiriimesi sart olan ve belirli
riskler icin ilave gereksinimlerden ayn olarak, &ngérilen kullanim kosullan altindaki  ortam  keosullaninin  etkisine
dayanabilmelidir. /Apart from the specific additional requirements which they must safisfy 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. Aym Anda Kullanilimak Uzere Tasarlanmis Farkli KKD Tipleri veya Sinfflanimin Uyumu / Compatibility of different types of
PPE intended for simulfaneous use

Ayni imalatel, ayni anda birden fazla risk séz konusu oldugunda bu risklere kargi vicudun birbirine yakin kisimlannin es
zamanl korunmasini saglamak igin farkll tip ve sinflarda KKD modellerini piyasaya sunarsa, bunlar birbiriyle uyumlu
olmaldir, / If the same manufacturer places on the markef several PPE models of different types in order to ensure the simulfaneous
profection of adjacent parts of the body, they must be compatible,

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

2.4. KKD'nin Kullamim Omrii ve Kullammdan Dolay Ozelligini Kaybetmesi / PPE subject to ageing

Yeni bir KKD'nin islevinin zamana bagdl olarak énemli oranda azaldid biliniyorsa, Uretim tarihi ve mimkUnse son kullanma
tarini her bir KKD pargasinin ve degisebilen balimlerinin Uzerine, hicbir yanhs anlamaya meydan vermeyecek sekilde,
aclkea belirtilmeli ve bu bilgiler KKD'nin ambalaj Uzerinde de bulunmalidir. / if it is known that the design performance of new
FFE may be significantly affected by ageing, the month and vear of manufacture and/or, if possible, the monith and year of
obsolescence must be indelibly and unambiguously marked on each item of PPE placed on the market and on its packaging.

KKD'nin kullanimindan dolayi &zelligini ne sirede kaybedeceginin angérilemedidi durumda imalatgl, tUketici ve nihai
kullaniciya kullanim kilavuzunda KKD modelinin kalite seviyesi ve depolanmasi, kullarimi, temizlenmesi, hizmete sunumu
ve bakimina iliskin etken kosullan da dikkate alarak makul bir kullanim Smrind ay ve yil olarak belirtmelidir. / if the
manufacturer is unable to give an undertaking with regard fo the useful life of the PPE, his instructions must provide all the information
necessary to enable the purchaser or user to establish a reascnable obsolescence monih and year, taking info account the quality
level of the model and the effective conditions of storage, use, cleaning, servicing and maintenance.,

KKD'nin temizienmesinde periyodik olarak kullanilan ve imalatginin tavsiye ettigi bir temizleme islemi sonucunda olusan
yipranmalardan kaynaklanan, KKD'nin performansinda hizll sekilde czalmaya sebep olan kosullar; mUmkUn oldugu
durumda, piyasaya arz edilen her bir KKD'nin Uzerine kullanim émrinin tamamlanmasindan énce yapilabilecek azami
temizleme sayisini icerecek sekilde gerekli isaretleme ilistirimelidir. Bunun mimkin olmadig durumda bu bilgiler kullanim
kilavuzunda verilmelidir. / 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 cn the market indicaling the maximum number of cleaning operations that may be camied out before fhe

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. Uzerinde Dolayh veya Dogrudan Saglik ve Givenlikle ilgili Bir veya Birden Fazla Tammlayici isaret Tasiyan KKD'ler /
FPE bearing one or more identification or recognition marks directly or indirectly relating to health and safety

KKD Gzerine yapistinimis, dolayl ya da dogrudan sagdlik ve guvenlik ile ilgili tarimlayic isaretler, vermek istedidi mesaja
uygun ikaz isaretleri (piktogramiar veya ideogramiar) seklinde olmal ve KKD' nin &ngdrilen kullanma 6mri boyunca
anlaglabilir halini tam olarak korumalidir. Ayrica, herhangi bir yanlis anlamaya meydan vermeyecek sekilde bu isaretler
anlasilr, kesin ve tam olmalidir. Ozeliikle, bu isaretler Uzerinde yazil bir ifade veya kelime bulunuyorsa, bunlann cihazin
kullanilacagr Ulkenin resmi dil veya dillerinde olmalidir./ The identification or recognition marks direclly or indirectly relating to
heaith and safely 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 addifion, these marks must be complete, precise and
comprehensible so as fo prevent any misinterpretation ; in particular, whwn such marks ncorporafe words or sentences, the latter must
_appear in the official language(s) of the Member State where the equipment is to be used.
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KKD veya bir KKD elemani gerekli isaretlerin tamaminin veya bir kisminin konulamayacadi kadar kiicikse, o zaman buna
ait aciklayic bilgi, ambalaj zerinde ve kullanim kilavuzunda bulunmaldir, / If PPE for a PPE component) is too small to allow al

lor part of the necessary marking fo be affixed, the relevant information must be menfioned on the packing and in the manufacturer's
notes.

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

3.10.2. Tehlikeli maddeler ve patojen organizmalara karsi koruma / Frofection against cutaneous and ocular confact

VUcut yozeyinin tamamini veya bir bdlimUny tehlikeli maddeler ve kansimlar veya zararl biyolojik gjanlaria temastan
korumak amaciyla Oretfilen KKD'lerin koruyucu yizeyleri éngérilen kullanim sartlarinda, bu tir maddelerin kullaniciya
gecmesini veya sizmasini Gnleyebilecek dzellikte olmalidir. / PPE intended fo prevent the surface contact of all or part of the
bady with substances and mixtures which are hazardous to health or with harmful biological agents musf be capable of preventing the
penefrafion or permeation of such substances and mixtures and agents through the protective infegument under ithe foreseeable
conditions of use for which the PPE is intended!.

Bu amacla, bu sinif KKD'lerin yapildigi malzemeler ve diger elemanlar, gerekfiginde giin boyunca kullaniabilmesi icin,
mumkin oldugu kadar tam bir szdirmazlik saglayacak sekilde secilmeli veya tasarlanmal ve birlestiriimelidir. Sizdirmazhdin
tam olarok saglanomadigi durumiarda giyme sUresi kisttlanmalidi. / To this end, the censtituent materials and ofher
companents of those types of PPE must be chosen ar designed and incorporated so as to ensure, as far as possible, complete jeak-
tightness. which will allow where necessary prolonged daily use or, failing this, limited leak-tightness necessitating a resiriction of the
periad of wear,

Yapilarndan ve éngdrilen kullanim kosullanndan dolayi, yUksek sizma gicine sahip belirli tehlikeli maddeler ve kargimlar
veya zararl biyolojik ajaniann séz konusu oldugu ve bunlann KKD'lerin sagladidi koruma stresini sinilladign durumiarda,
KKD'ler sinflandirma amaciyla etkinlik esasina dayal standart testlere tabi tutulmalidrr. Testlerde belirtilen ézelliklere uygun
oldugu kabul edilen KKD'lerde, &zellikle testlerde kullanilon maddelerin isimlerini veya bunun yaplamamasi halinde,
kodlarini ve bunlara karsilik gelen standart koruma sirelerini gdsteren bilgiler bulunmalidir. Kullanim kilavuzunda, dzellikle,
kodlarin bir agiklamasi, gerekiyorsa standart testlerin detayl bir tanimlamasi ve &ngérilen degisik kullanim kosullarinda
musaade edilen maksimum kullanma siresini belirlemek icin gerekli bUtin bilgiler de bulunmalidir. / Where, by virttue of fheir
nature and the foreseeable conditions of their use, certain substances and mixtures which are hazardous fo health or harmful biological
agentis possess high penefrative power which limits the duration of the protection provided by the PPE in question, the latter must be
subjected fo standard fests with a view to their classification on the basis of their performance. PPE which is considerad to be in
conformity with the test specifications must bear @ marking indicating, in particular, the names or, in the absence of the names, the
codes of the substances used in the fests and the comesponding standard period of protection. The manufacturer's instructions rmust
also contain, in parficular, an explanation of the codes (if necessary), a detailed description of the standard tests and all appropriate
infermation for the determination of the maximum permissible period of wear under the different fareseeable conditions of use.

- B _ PREPAREDBY - ~ APPROVED BY |
Production Control Representative | Quality Cantrol Representative Company Director
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KISISEL KORUYUCU EKIPMANLAR

PERSONAL PROTECTIVE
EQUIPMENTS (14126)

Uriin Kodu : Overshoe - Long - PB 0060

Uriin Kodu : Overshoe Taped - Long - PB 0065

Uriin Kodu : Protective Oversleeve - SC 0060

Uriin Kodu : Protective Oversleeve - Seamless - SC 0065

Uriin Kodu : Bouffant Cap - Laminated - CP 0045

Belgeler :

Teknik Féy ve Ol¢ii Tablosu

EU TYPE EXAMINATION CERTIFICATE
EU DECLARATION OF CONFORMITY
FDA Belgesi

Test Raporu

Teknik Degerlendirme Raporu
Teknik Dosya

Standartlar :

EN 14126 :2003 / AC : 2004

EN ISO 13688 : 2013

EN ISO 13034: 2005 + Al : 2009



Preparation date: 14.06.2020

T.006.01 TECHNICAL SHEET
BRAND BIOBLOCKED

PRODUCT OVERSHOE - LONG (NON-STERILE)

PRODUCT CODE PB 0060

W

BIO

PRODUCT: PB 0060
PRODUCTION DATE: 15.08.2020

PRODUCTION NUMBER:58764
EXP DATE: 15.08.2023

STD SIZE

Protective
Clothing
Category Il
TYPE PB|6| -B
EM 13034:2005+A1:2009 EM 14126 :2003+AC 12004
||g|||n:=-ﬁ|r:::il ol II):<I|I||r||| = “}:IIC.I-I;I|":;||M-,I::I£I-I;5'|%||»

READ THE INSTRUCTION MANUAL!

(R XAX@
Keep away from fire and heat!

YELKENCI HAZIR GIYiM SANAY VE TICARET A.$.

Form No: FM.433.1

PRODUCT INFORMATION

Mo_de! Long overshoes with anti-slip sole, straps and rubber.
Description
Fabric 57 gr PP+PE fabric.
Number 120 white polyester yarn.
Material 3 mm rubber.

Anti-slip sole.

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 inter face operations will be used with 5
thread overlock.

By combining the overshoes sizes, the overalls are made with 2
strapping straps from top to bottom 10 cm and 5 thread overlock.

Anti-slip insoles are sewn.

Overall is turned inside out. Stitches are turned inside out with a
finger from the inside by stroking.

From 1 cm below the upper throttle, the rubber is sewn with a firm
tension.

There should be absolutely no thread left on the product.

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

Labels and
Washing
Instructions

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 where it will
be shipped 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.
Make sure the bag is closed properly and that there are no tears or
Bag
holes.
24x32+5cm printed bags will be used.
The amount in the package should be the same as the chart.
There should be one size in a box. Sizes should not be mixed.
Package

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




Preparation date: 14.06.2020

T.032.01

TECHNICAL SHEET

BRAND BIOBLOCKED

NAME OF THE PRODUCT OVERSHOE TAPED - LONG (NON-STERILE)

PRODUCT CODE PB 0065
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BIOBLOCKED

PRODUCT: PB 0065

PRODUCTION DATE: 15.08.2020

PRODUCTION NUMBER:58765
EXP DATE: 15.08.2023

STD SIZE

Protective
Clothing
Category Il

TYPEPS 6] B

BN 1303420060 A1 2000 BN 14128 m».\c .<<-l
AT g T
3 >

READ THE INSTRUCTION MANUAL!

= 2K @

Keep away from fire and heat!

YELXENCT HAZIR GIYIM SANAY] VE TICARET A5

Form No: FM.433.1

PRODUCT INFORMATION

Mo.de! Long overshoes with anti-slip sole, straps, welded seams and rubber.
Description
Fabric 57 gr PP + PE fabric.
Number 120 white polyester yarn.
3 mm rubber.
Material

Anti-slip sole.

16 mm wide welding tape.

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.

By combining the overshoes sizes, the overalls are made with 2
strapping straps from top to bottom 10 cm and 5 thread overlock.

Anti-slip insoles are sewn.

Jumpsuit is turned upside down. Stitches are translated with a finger
from the inside stroke.

From 1 cm below the upper throttle, the rubber is sewn with a firm
tension.

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 interlace seams and the welding strip is welded onto
the seams by means of heat. The binding strap is divided into two and
a band is welded in the middle of the seam. There should not be
additions on tapes and make sure that they adhere well.

Labels and
Washing
Instructions

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 where it will
be shipped 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.
24x32+5cm printed bags will be used.
The amount in the package should be the same as the chart.
There should be one size in a box. Sizes should not be mixed.

Package

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




Preparation Date: 14.06.2020
T.007.01 TEKNIK FOY
BRAND BIOBLOCKED
PRODUCT Protective Oversleeve (NON-STERILE)
PRODUCT CODE |SC 0060

Form No: FM.433.1

BIO

PRODUCT: SC 0060
PRODUCTION DATE: 15.08.2020

PRODUCTION NUMBER:58763
EXP DATE: 15.08.2023

STD SIZE

Protective
Clothing
Category lll
TYPE PB [6] -B
N/
EN 12034:2005+A1:2009 EN 14126:2003+AC:2004
aghlist Ui Chemmitals aganst nieetve agents

READ THE INSTRUCTION MANUAL!

(=R XK@

Keep away from fire and heat!

YELKENCI HAZIR GiYiM SANAYi VE TICARET A.S.

PRODUCT INFORMATION

Model . .
o-de‘ Arm protector with two ends of rubber and finger cot.
Description
Fabric 57 gr PP+PE
Number 120 white polyester yarn.
Material 3 mm rubber

16 cm spunbound piping. The cut tpiping width will be 2.8 cm. The
finished version will be 1 cm.

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)

The product is interlaced with 5 thread overlock by folding in two.

The product is turned to its flat face. A set of rubber is made on the
wrist and biceps parts.

The 16 cm piping is folded in two and sewn by zigzagging the inside
seam on the wristband side.

There should be absolutely no thread left on the product.

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

Labels and
Washing
Instructions

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,
the name of the manufacturer, the chart number and the production
batch number. The label must be in the language the product where
it will be shipped or in English.

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

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




Preparation Date: 14.06.2020
T.033.01 TECHNICAL SHEET
BRAND BIOBLOCKED
PRODUCT Protective Oversleeve - Seamless (NON-STERILE)
PRODUCT CODE |SC 0065

»

BIO) ‘_)L,, EC
PRODUCT: SC 0065
PRODUCTION DATE: 15.08.2020

PRODUCTION NUMBER:58787
EXP DATE: 15.08.2023

PRODUCT INFORMATION

Model Arm protector with two ends of rubber, ultrasonic stitching and
Description finger cot.
Fabric 57 gr PP+PE
Number 120 white polyester yarn.
Material 3 mm rubber

16 cm spunbound piping. The cut tpiping width will be 2.8 cm. The
finished version will be 1 cm.

SEWING INSTRUCTIONS, LABEL AND IMPORTANT DETAILS

General Sewing
Instructions

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

The product is interlaced with ultrasonic stitch by folding in two.

The product is turned to its flat face. A set of rubber is made on the
wrist and biceps parts.

The 16 cm piping is folded in two and sewn by zigzagging the inside
seam on the wristband side.

There should be absolutely no thread left on the product.

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

Labels and
Washing
Instructions

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,
the name of the manufacturer, the chart number and the production
batch number. The label must be in the language the product where
it will be shipped to or in English.

STD SIZE CAUTION !1!
Protective PACKAGING DETAILS
Clothing X X - - -
Category il . Work will be performed in accordance with the folding sample, if
Folding . .
the folding sample has not reached you, request it.
TveR s e) -0
' ' Check that it is the same bag used in the folding sample and that it
complies with the product code specified on the chart.
sm»atm.u-zm O824 0A03008 Bag
" " Make sure the bag is closed properly and that there are no tears or
READ THE INSTRUCTION MANUAL hO|ES
i =T R =R X @ The amount inside the box should be the same as the ones specified
Keep away from fue and heat on the Chart'
YELKENCI HAZIR GIVIM SANAYI VE TICARET A5, There should be one size in a box. Sizes should not be mixed.
Package

Form No: FM.433.1

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




Form No: FM.433.1

BIO

PRODUCT: CP 0045

PRODUCTION DATE: 15.08.2020

PRODUCTION NUMBER:58786
EXP DATE: 15.08.2023

STD SIZE
Protective
Clothing
Category lll
TYPE PE 6] -B

N

EM 13034 2005+A1:2009

Protsctive clothing
apirest ligquid chamicals

EN 141252003+ AC :2004

Protisctiver clolhing
apaingt indpctive sginis

READ THE INSTRUCTION MAMNUAL!

[ TR XK@

Keep away from fire and heat!

YELKEMCI HAZIR GIYIM SANAYI VE TICARET A.5.

Preparation date: 14.06.2020
T.008.01 TECHNICAL SHEET
BRAND BIOBLOCKED
PRODUCT Bouffant Cap - Laminated (NON-STERILE)
PRODUCT CODE |CP 0045
PRODUCT INFORMATION
Mo‘de! Head protector with rubber around.
Description
g Fabric 57 gr PP+PE fabric.
Number 120 white polyester yarn.
Material

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)

The product is one piece and folded from 3 cm notches and placed
on top of each other and the first edge is sewn from 1 cm.

The second side is folded from 3 cm notches and placed on top of
each other and sewn, while 1 cm gap is left from the open side and
sewn.

Starting from the side we left open, the rubber is sewn all around at
maximum tension and exit from the other open side.

Both caps are folded together and sewn again. The excess is
regulated with scissors.

There should be absolutely no thread left on the product.

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

Labels and
Washing
Instructions

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 where the product will
be shipped or in English.

CAUTION !!!

PACKAGING DETAILS

Folding

Work will be performed in accordance with the folding sample, if
the folding sample has not reached you, request it.

Bag

Check that it is the same bag used in the folding sample and that
the chart is compatible with the specified product code.

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

15x15+5 cm printed bags will be used.

Package

The pieces inside the box should be the same as the ones specified
in the chart.

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




UNIVERS

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

" Certificate No: 2163-PPE-1390

YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S.
ES Karayolu Ozeri 5001 Sk. No:6 Selimpasa Silivri - ISTANBUL / TURKEY

It is certified that the manufacturer's technical file (Dated 31.08.2020) and the PPE product, detailed
below, have been assessed and found to meet the applicable Essential Health and Safety Requirements
in Annex [ of Regulation (EU) 2016/425 based on the evaluation on téchnical documentation and
relevant test reports.

Identification of the Personal Protective Equipment
Brand Name: BIOBLOCKED, Model: PB 0060
Protective OverShoe, as a protective clothing for the part of body Type PB [6]-B, manufactured from
white laminated polypropylene non-woven fabric, inside over lock scams, with shoelace and anti-slip
layer. The OverShoe is available in | size fit all,

The following harmonised standards have been applied:

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

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

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

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

- lssuing 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 asscssments based on

Annex 7 (Module C2) or Annex 8 (Madule D) of the regulation

This certificate is initially issued on 31/08/2020 and will be valid for 5 vears from the issue date,

2163
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Verify the validity with the QR code

UNIVERSAL

 CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-1390/01

Protective clothing — {coveralls) manufactured by

YELKENCI HAZIR GiYIM SANAYI VE TICARET A.S.
E5 Karayolu tizeri 5001 Sk, No:6 Selimpasa Silivri - [STANBUL / TURKEY

continues to fulfil the requirements of

Personal Protective Equipment Regulation (EU) 2016/425 and applied standards EN 1SO
13688:2013, EN 13034:2005+A1:2009, EN 14126:2003 /AC:2004 based on the evaluation of test
reports and internal quality control audit reports according to Module C2 (Annex VII) of PPE
Regulation.

This certificate implies that the manufactured products show below are in conformance with the
approved EU Type Examination model and meets the requirements of the regulation.

Product Definition
EU Type Examination Certificate
Brand Name and Mode] Serial No. Date Issuing NB No.
BIOBLOCKED PB 0060 2163-PPE-13%0 | 31.08.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category III preduct models given above, with;
¢ Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
* Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the
type described in the EU type examination certificate.

This certificate is issued on 03/11/2020 and will be valid for one year, until 02/11/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement,

C€
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UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1431

YELKENCI HAZIR GiYiM SANAYI VE TICARET A.S.
ES Karayolu dzeri 5001 Sk. No:6 Selimpasa Silivri - ISTANBUL / TURKEY

It is certified that the manufacturer’s technical file (Dated 05.09.2020) and the PPE product, detailed
below, have been assessed and found to meet the applicable Essential Health and Safety Requirements
in Annex Il of Regulation (EU) 2016/425 based on the evaluation on technical documentation and
relevant test reports.

Identification of the Personal Protective Equipment
Brand Name: BIOBLOCKED, Model: PB 0065
Protective OverShoe, as a protective clothing for the part of body Type PB [6]-B. manufactured from
white laminated polypropylene non-woven fabric, inside over lock seams covered with hotmelt tape,
with shoelace and anti-slip layer. The OverShoe is available in | size fit all.

The following harmonised standards have been applicd:

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

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

EN 14126:2003/AC:2004. (Protective clothing against infective agents) for Type PB [6]-B

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark,
as shown below, on the Category I11 product models given above, with the below requirements:

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

= Ongoing successful performance in fulfilment of the requirements ¢t out in Personal Protective
Equipment Regulation (EU) 2016/425 and harmonised standards. ensured by asseasments based on
Annex 7 (Module C2Z) or Annex 8 (Module D) of the regulation

— This certificate is initially issued on 10/09/2020 and will be valid for 5 years from the issue date.
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UNIVERSAL

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-1431/01

Protective clothing — (coveralls) manufactured by

YELKENCI HAZIR GiYiM SANAYI VE TICARET A.S.
E5 Karayolu lizeri 5001 Sk. No:6 Selimpaga Silivri - [STANBUL / TURKEY

continues to fulfil the requirements of

Personal Protective Equipment Regulation (EU) 2016/425 and applied standards EN 1SO
13688:2013, EN 13034:2005+A1:2009, EN 14126:2003 /AC:2004 based on the evaluation of test
reports and internal quality control audit reports according to Module C2 (Annex VI1) of PPE
Regulation,

This certificate implies that the manufactured products show below are in conformance with the
approved EU Type Examination model and meets the requirements of the regulation,

Product Definition
EU Type Examination Certificate
Brand Name and Model Serial No. Date Issuing NB No.
BIOBLOCKED | PBO0065 | 2163-PPE-1431 | 10.09.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category I1I product models given above, with;
e Issuing an appropriate EU Declaration of Canformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9,
e Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the
type described in the EU type examination certificate.

This certificate is issued on 03/11/2020 and will be valid for one year, until 02/11/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement.
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Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR code
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UNIVERS

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

' Certificate No: 2163-PPE-1391

YELKENCI HAZIR GiYIM SANAYI VE TICARET A.S.
ES Karayolu izeri 5001 Sk. No:6 Selimpasa Silivri - ISTANBUL / TURKEY

It is certified that the manufacturer’s technical file (Dated 31.08.2020) and the PPE product, detailed
below, have been assessed and found to meet the applicable Essential Health and Safety Requirements
in Annex I of Regulation (EU) 2016/425 based on the ¢valuation on technical documentation and
relevant test reports.

Identification of the Personal Protective Equipment
Brand Name: BIOBLOCKED, Madel: SC 0060
Protective OverSleeve, as a protective clothing for the part of body Type PB [6]-B, manufactured
from white laminated polypropylene non-woven fabric, inside over lock seams, elastic wrist and
shoulder. The OverSleeve is available in | size fit all.

The following harmonised standards have been applied:

EN IS0 13688:2013, (General requirements for protective clothing)

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

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

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark,
as shown below, on the Category I11 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 fullilment of the requircments set out in Personal Protcctive
Equipment Regulation (EU) 2016/425 and harmonised standards. ensured by nsscssments based on

Annex 7 (Module C2) or Annex 8 (Module D) of the regulation

This certificate is initially issued on 31/08/2020 and will be valid for 5 years from the issue date.
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Verify the validity with the QR code

UNIVERSAL

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-1391/01

Protective clothing — (coveralls) manufactured by

YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S.
E5 Karayolu fizeri 5001 Sk, No:6 Selimpasa Silivri - [STANBUL / TURKEY

continues to fulfil the requirements of

Personal Protective Equipment Regulation (EU) 2016/425 and applied standards EN I1SO
13688:2013, EN 13034:2005+A1:2009, EN 14126:2003 /AC:2004 based on the evaluation of test
reports and internal quality control audit reports according to Module C2 (Annex VII) of PPE
Regulation.

This certificate implics that the manufactured products show below are in conformance with the
approved EU Type Examination model and meets the requirements of the regulation.

Product Definition
EU Type Examination Certificate
srand Name gnd hiodel Serial No. Date Issuing NB No.
BIOBLOCKED 5C 0060 2163-PPE-1391 | 31.08.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category I1I product models given above, with;
e Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU} 2016/425 Annex 9.
¢  Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the
type described in the EU type examination certificate.

This certificate is issued on 63/11/2020 and will be valid for one year, until 02/11/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement.
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UNIVERSAL CERTIFICATION
Director
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UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1432

YELKENCI HAZIR GiYiM SANAYI VE TICARET A.S.
E& Karayotu Dzeri 5001 Sk. No:6 Selimpasa Silivri - ISTANBUL / TURKEY

It is certified that the manufacturer’s technical file (Dated 05.09.2020) and the PPE product. detailed
below, have been assessed and found 1o meet the applicable Essential Health and Safety Requirements
in Annex 11 of Regulation (EU) 2016/425 based on the evaluation on technical documentation and
relevant test reports.

Identification of the Personal Protective Equipment
Brand Name: BIOBLOCKED, Madel: SC 0065
Protective OverSleeve, as a protective clothing for the pant of body Type PB [6]-B, manufactured
from white laminated polypropylene non-woven fabric, with sides ultrasonic sewing, elastic wrist and
shoulder. The OverSleeve is available in | size fitall.

The following harmonised standards have been applied:

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

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

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

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark,
as shown below, on the Category 111 product models given above, with the below requirements:
- lsswing an appropriatc EU Declaration of Conformity according 1o Personal Protective Equipment
Regulation (EL) 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 asscssments based on
Annex 7 (Module C2) or Annex 8 (Module D) of the regulation

This certificate is initially issued on 10/09/2020 and will be valid for 5 years from the issue date.
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UNIVERSAL

 CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-1432/01

Protective clothing — (coveralls) manufactured by
YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S.
E5 Karayolu tizeri 5001 Sk. No:6 Selimpaga Silivri - ISTANBUL / TURKEY
continues to fulfil the requirements of

Personal Protective Equipment Regulation (EU) 2016/425 and applied standards EN 1SO
13688:2013, EN 13034:2005+A1:2009, EN 14126:2003 /AC:2004 based on the evaluation of test
reports and internal quality control audit reports according to Module C2 (Annex VII) of PPE
Regulation.

This certificate implies that the manufactured products show below are in conformance with the
approved EU Type Examination model and meets the requirements of the regulation.

Product Definition
EU Type Examination Certificate
Brand Name and Model Serial No. Date Issuing NB.No.
BIOBLOCKED SC 0065 2163-PPE-1432 | 10.09.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category III product models given above, with;
e 3ssuing an appropriate EU Declaration of Conformity according to Personal Proiective
Equipment Regulation (EU) 2016/425 Annex 9,
»  Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the
type described in the EU type examination certificate.

This certificate is issued on 03/11/2020 and will be valid for one year, until 02/11/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement.

C€

2163

-
<
%
Y
(1]
v

rr‘\ w . . A
\CATRYa Y,
“'\J't/} IL.-*; .f;\j'- I T\
Suat KACMAZ ™
UNIVERSAL CERTIFICATION

Diractor

>

N\

Verify the validity with the QR code
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CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERFEICATE

Certificate No: 2163-PPE-1445

YELKENCI HAZIR GIYiM SANAYI VE TICARET A.S.
ES Karayolu fizeri 5001 Sk. No:6 Selimpasa Silivri - ISTANBUL / TURKEY

It is certified that the manufacturer’s technical file (Dated 05.09.2020) and the PPE product, detailed
below, have been assessed and found to meet the applicable Essential Health and Safety Requirements
in Annex 11 of Regulation (EU) 2016/425 based on the evaluation on technical documentation and

relevant test reports.

Identification of the Personal Protective Equipment
Brand Name: BIOBLOCKED, Model: CP 0045 |
Protective Bouffant Cap, as a protective clothing for the part of body Type PB [6]-B, manufactured
from white laminated polypropylene non-woven fabric, inside over lock scams, around head with
latex free. The Bouffant Cap is available in | size.

The following harmonised standards have been applied:

EN ISO 13688:2013, (General requirements for protective clothing)
EN 13034:2005+A1:2009, (Chemical protective clothing offering limited protective performance
against liquid chemicals) Type PB [6], limited wear life clothing,
EN 14126:2003/AC:2004, (Protective clothing against infective agents) for Type BB [6]-B

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

- Issuing an appropriate EL! 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 pssessments bascd on
Annex 7 (Module C2) or Annex 8 (Module D) of the regulation

This certificate is initially issued on 14/09/2020 and will be valid for 3 years from the issuc date.
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EU DECLARATION OF CONFORMITY

MANUFACTURER

YELKENCT HAZIR GiYIMSANAY] VE TICARET ANONIM SIRKETi
ES5 Karayolu iizeri 5001 Sk. No:6 Selimpasa- Silivri - ISTANBUL / TURKEY

PRODUCT DESCRIPTION

Brand Name: BIOBLOCKED
Model: PB 0060
Overshoe - Long
Protective Equipment with high performance to be used to prevent the transmission of infective agents between
clinical staff and patients during surgical and other invasive procedures, classified as EU 2016/425Personal
Protective Equipment Regulation.

The Manufacturer declares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Producer / the Manufacturer, safe and meets all the necessary
legal conditions and requirements. The product, a personal protective that is intended for single use and

solely in accordance with the Manufacturer's instructions.

The Conformity is assessed especially with the following provisions:

¢  Complies with EU 2016/425Personal Protective Equipment Regulation establishing technical
requirements for Category III produets,

o Complies with Technical harmonised standards EN 14126/AC:2004, EN 13034:2005+A1:2009, EN
IS0 13688: 2013

* ENISO 13688: 2013 standard defines basic health and ergdnomic requirements, general size definition,
size change in washing and dry cleaning, markings, barmlessness, design and general features.

o All required tests referred in above standards are conducted,

»  Complies with other relevant harmonized legislation and community standards

e For the assessment of conformity the EU Type Examination certificate is issued, after all 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

e  The product is under surveillance of same Notified Body, NB 2163 according to the Annex III (Module

C2) of the PPE Regulation (EU) 2016/4285, for quality assurance.

MARKING, LABELLING

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

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.

Eren YELKENCI
General Manager

2163
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EU DECLARATION OF CONFORMITY

MANUFACTURER

YELKENCI HAZIR GIYIMSANAY] VE TICARET ANONIM SIRKETI
ES Karayolu iizeri 5001 Sk. No:6 Selimpasa- Silivri - ISTANBUL / TURKEY

PRODUCT DESCRIPTION

Brand Name: BIOBLOCKED
Model: PB 0065
Overshoe Taped - Long
Protective Equipment with high performance to be used to prevent the transmission of infective agents between
clinical staff and patients during surgical and other invasive procedures, classified as EU 2016/425Personal
Protective Equipment Regulation.

The Manufacturer declares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Producer / the Manufacturer, safe and meets all the necessary
legal conditions and requirements. The product, a personal protective that is intended for single use and

solely in accordance with the Manufacturer's instructions,

The Conformity is assessed especially with the following provisions:

e Complies with EU 2016/425Personal Protective Equipment Regulation establishing technical
requirements for Category 1 products,

¢ Complies with Technical harmonised standards EN 14126/AC:2004, EN 13034:2005+A1:2009, EN
ISO 13688: 2013

e ENISO 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

e  For the assessment of conformity the EU Type Examination certificate is issued, after all 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 I11 (Module

C2 } of the PPE Regulation (EU) 2016/425, for quality assurance.

MARKING, LABELLING

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

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,

Eren YELKENCI

General Manager
2163
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EU DECLARATION OF CONFORMITY

MANUFACTURER

YELKENCI HAZIR GIYIMSANAYI VE TICARET ANONIM SIRKETI
E5 Karayolu tizeri 5001 Sk. No:6 Selimpasa- Silivri - ISTANBUL / TURKEY

PRODUCT DESCRIPTION

Brand Name: BIOBLOCKED
Model: SC 0060
Protective Oversleeve
Protective Equipment with high performance to be used to prevent the transmission of infective agents between
clinical staff and patients during surgical and other invasive procedures, classified as EU 2016/425 Personal
Protective Equipment Regulation.

The Manufacturer declares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Producer / the Manufacturer, safe and meets all the necessary
legal conditions and requirements. The product, a personal protective that is intended for single use and

solely in accordance with the Manufagturer's instructions.

The Conformity is assessed especially with the following provisions:

e  Complies with EU 2016/425Persenal Protective Equipment Regulation establishing technical
requirements for Category III products,

* Complies with Technical harmonised standards EN 14126/AC:2004, EN 13034:2005+A1:2009, EN
ISC 13688: 2013

e ENISO 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.

e 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, after all 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 IH (Module

C2 ) of the PPE Regulation (EU} 2016/425, for quality assurance,

MARKING, LABELLING

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

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.

Eren YELKENCI
(General Manager

N

M HHHHHlhn it

AMAMMIMTMDIN



\

EU DECLARATION OF CONFORMITY

MANUFACTURER

YELKENCI HAZIR GIYIMSANAYI VE TICARET ANONIM SIRKETI
ES Karayolu fizeri 5001 Sk. No:6 Selimpasa- Silivri - ISTANBUL / TURKEY

PRODUCT DESCRIPTION

Brand Name: BIOBLOCKED
Model: SC 0065
Protective Oversleeve - Seamless
Protective Equipment with high performance to be used to prevent the transmission of infective agents between
clinical staff and patients during surgical and other invasive procedures, classified as EU 2016/425 Personal
Protective Equipment Regulation,

The Manufacturer declares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Producer / the Manufacturer, safe and meets all the necessary
legal conditions and requirements. The product, a personal protective that is intended for single use and

solely in accordance with the Manufacturer's instructions.

The Conformity is assessed especially with the following provisions:

e Complies with EU 2016/425Personal Protective Equipment Regulation establishing technical
requirements for Category I1I products,

e Complies with Technical harmonised standards EN 14126/AC:2004, EN 13034:2005+A1:2009, EN
1SO 13688: 2013

* ENISO 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, after all technical
evaluations for conformity to the regulation and harmenised standards conducted, by;

o UNIVERSAL CERTIFICATION, SURVEILLANCE SERVICES and TRADE Co, as Notified
Body number 2163

* The product is under surveiilance of same Notified Body, NB 2163 according to the Annex 1 (Module

C2 ) of the PPE Regulation (EU) 2016/425, for quality assurance.

MARKING, LABELLING

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

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.

Eren YELKENCI

General Manager
4 2163
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EU DECLARATION OF CONFORMITY

MANUFACTURER

YELKENCI HAZIR GiYIMSANAYI VE TICARET ANONIM SIRKET]
ES5 Karayolu tizeri 5001 Sk. No:6 Selimpasa- Silivri - ISTANBUL / TURKEY

PRODUCT DESCRIPTION

Brand Name: BIOBLOCKED
Model: CP 0045

Bouffant Cap - Laminated
Protective Equipment with high performance to be used to prevent the transmission of infective agents between

clinical staff and patients during surgieal and other invasive procedures, classified as EU 2016/425 Personal

Protective Equipment Regulation.

The Manufacturer declares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Producer / the Manufacturer, safe and meeis all the necessary
legal conditions and requirements. The product, a personal protective that is intended for single use and

solely in accordance with the Manufacturer's instructions.

AN

The Conformity is assessed especially with the following provisions:
e Complies with EU 2016/425Personal Protective Equipment Regulation establishing technical
requirements for Category 111 products, _
e Complies with Technical harmonised standards EN 14126/AC:2004, EN 13034:2005+A1:2009, EN
[SO 13688: 2013
= ENISO 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,
e 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, afler all 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 111 (Module
B) of the PPE Regulation (EU) 2016/425, for quality assurance.

MARKING, LABELLING

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

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.

Eren YELKENCI

General Manager
2163
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CERTIFICATE OF REGISTRATION

This certifies that:

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

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

Establishment Registration: 3016879381

DUNS No.: 35-497-3328

Device Classification Name: COVER, SHOE, OPERATING-ROOM

Product Code: FXP

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 Corp is not affiliated with the U.S. Food
and Drug Administration.

N

Registrar Coﬁhﬁ‘

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

info@registrarcorp.com ¢ www.registrarcorp.com Dated: {( ol

2005-2020 Registrar Corp



CERTIFICATE OF REGISTRATION

This certifies that:

YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S.
ES5 Karayolu Uzeri. 5001 Sk No.6 Selimpasa
Silivri Istanbul, TR 34570

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

Establishment Registration: 3016879381

DUNS No.: 35-497-3328

Device Classification Name: ACCESSORY, SURGICAL APPAREL

Product Code: LYU

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 vear 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 assunies 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 Corp is not affiliated with the U.S. Food
and Drug Administration,

«

.. x / 2
Registrar Corp |,

144 Research Drive, Hampton, Virginia, 23666, USA tive Director

Telephone: +1-757-224-0177 e Fax: +1-757-224-0179 Registrar Corp
info@registrarcorp.com ® www.registrarcorp.com Dated: IF auy! 10, 2070

£2005-2020 Registrar Cotp



CERTIFICATE OF REGISTRATION

This certifies that:

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

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

Establishment Registration: 3016879381

DUNS No.: 35-497-3328

Device Classification Name: CAP, SURGICAL

Product Code: FYF

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 afier 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 Corp is not affiliated with the U.S. Food
and Drug Administration.

Registrar Corp ‘:

144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 o Fax: +1-757-224-0179 Regist %Cor

ucnm" 10, 7020

info@registrarcorp.com ® www.registrarcorp.com Dated:

©2005-2020 Registrar Corp
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
Esenyurt Firuzkty Bulvan No:29 34323 Aveilar
Istanbul/ TORKIYE
TEST REPORT e
DENEY RAPORU ABSTET
AB-0583-T
20018044-
Add- RER
08-20
Misterinin adi: UNIVERSAL SERTIFIKASYON VE GOZETIM HIZMETLERI TICARET
LTD.STIL.
Adresi: 15 Temmuz Mah. Gillbahar Cad. No:96 Bageilar/ISTANBUL
Alict firma: YELKENCI HAZIR GIYIM
ilgili kisi: SUAT KACMAZ
Istek numaras: -
Madel nuntarasi: -
Numunenin adi ve farifi: Beyaz koruyucu tulum.
Numunenin kabul tarili: 08.06.2020
flave nunune ve/veya ilave bilgi -
gelis tarihi:
Deneyin yapidids taril: 08.06.20230-03.07.2020

Agtklamalar:

Numune alin:
Numurenin son kullanimni:
Yikama falimati;

Raporun sayfa sayisi:

Bu raporda verilen sonuglar milgteri tarafindan gonderilen numuneye aittir,

Belirtilmedi.

9

Tiirk Akreditasyon Kurumu (TURKAK) deney raportarimn tamnmast konusunda Avrupa Akreditasyon
Birligi (EA) ve Uluslararast Laboratuvar Akreditasyon Birligi (ILAC) ile karsiltkl tamimma antlagmasim
imzalanushr. Deney laboratuvar olarak faaliyet giisteren EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S. TURKAK'tan AB-0583-T akreditasyon dosya numarast ile ISO 17025:2017
standardina gdre akredite edilmigtir.

Deney ve/ veya dlgiim sonuglari, genisletihmis dlgiim
tamamlayrer kisnu olan takip eden sayfal,

lirsizlikieri (olmass halinde) ve deney metodiart bu
it verilmigtir

Taril Mi i Laboratuvar Mitdiirii
18.08.2020 Ser EN S(jv:’m A.
3 y
arin yazili izni olmadan kismen kopyalamp ¢ogaltilamaz. - 5

Im3usE D8 Mihidsiz raporlar gecersizdir.
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0583-T
20018044-
Add- RER
08-20
ISTENEN TESTLER SONUC ACIKLAMA
FIZIKSEL TESTLER
Aginma - Siuf 6
Su Gecirgenliai - Simf6
Yirtilma Mukavemeti - Simf 1
Kopma Mukavemeti - Simf 1
Sivilara Kars lticilik - Test sonucuna bakiniz
Sivilarin Nufus Etmesine Karsi Direnci - Simf 3
Dikis Mukavemeti - Simuf |
Antistatik'! F
Delinme Dayamimi - Smf2
Gramaj - -
Esnetme ile olusan hasara kars: direncin Tayini'” Simif 5
MIKROBIYOLOJI TESTLERI
Islak Mikrobiyal Gegirgenlik - Simf'3
P:Geger
F:Kalr

R:Alic firmanin teknik kisisine bagvurunuz.

(fstenen degerler milgteri tarafindan belirtilmistir.
2 istenen degerler belirtilmemistir.

Test sonuglarn BS EN 14325:2018'e giire simflandirlmagtar.

() Bu test sonucu eklendigi igin rapor tekrardan basilmistir

NOT: Aksi belirtilmedigi 1aktirde testler ile ilgili kayitlar 5 wil, orjinal numuneler 3 ay saklamr, Misteri tarafindan talep edildiginde, testlere ait
olem belirsizligi raporlamr fakat “GegerMalr™ degerlendirmesinde Olgim belirsizligi degeri dikkate alnmaz. Raparlanan belirsizlik,
genigletilmis belirsizlik olup standart belirsizlik kapsam fakiord k=2 kullamfarak elde edilmigtir. Govenilirik dizeyi % 95'tr. Bu raporda (*)

isaretli deneyler akreditasyon kapsanuna dahil degildir.

This report shall not be reproduced other than in full except with the permission of the laboratory.

Testing reporis without signature and seal are not valid.
Mot: 03.07.2020 tarihli 2001 8044-Addnumaral rapor miisteri istegi (izerine Sivilara Karst Iticilik ve Sivilarm Nifus
Etmesine Kars: Direnci test sonucunun tekrar degerlendirilmesi

tarihli raporla degistirilmistir.

nedeni ile 20018044-Add-RER  numarali 18.08.2020




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20018044-
Add- RER

08-20

TEST SONUCLARI

Test Metodu: BS EN 14325:2018 ( KIMYASALLARA KARSI KORUYUCU GIYSILER- KIMYASAL
KORUYUCU GlYSi MALZEMELERININ, DIKISLERIN VE BIRLESTIRICI MALZEMELERIN PERFORMANS
SINIFLANDIRILMASI VE TEST METOTLARI)

ASINMA DAYANIMI ve SIZDIRMAZLIK

Madde 4.4.Asinma Dayanimi (EN ISO 12947-2) EK-B
Lissajous deseni olugturan Martindale Test Cihaz: (47,5+2 pm)

9 kPa basing, (595=7) g kiidle.

Kondisyon sartlarinda test edilmisti r.(20£2°C-65%4)

SONUC SINIF
]
Asinmadi @ 2.000 devir Tablo-1 ‘e gore yapilir

Malzemeye zarar vermeyen en yuksek asinma devri Tablo-1 e gore tayin edilir.
Asinma Dayaniminin Siniflandiriimasi (Tablo-1)

Simif Devir Sayisi

=>2000

>1000

>400

=100

>40

=M N |

=10

Madde 4.4.2.3 Su gegirmezlik tayini hidrostatik basing metodu (EN 20811)
Orijinal numune ( agindirnimamis) test sonucu > 200 mmSS olmalidir. Bunu saglarsa madde 4.4’ gbre en yiiksek
devirde bulunan numuneye EN 20811 uygulamir.

SU GECIRGENLIGI; EN 1SO 811:2018
Hidrostatik Bashk Cihazi, Textest marka Fx 3000 model
Su sicakli 10 .°C, Basing artis oram 10 mbar/dk.
Kondisyonlu ortamda test edilmistir. (2022°C-65%4),

SONUC ISTENEN
Numune 1 519.2 mm SS =200 mmSS
Numune 2 466.1 mm 88
Numune 3 755.8 mm S8
Numune 4 575.3 mm S8
Numune 5 883.2 mm S8
Ortalama 639.9 mm S5
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

TEST SONUCLARI

YIRTILMA MUKAVEMETI:

Madde 4.7.Trapezoidal Yirtilma Dayanimi TS EN 1SO 9073-4:2002
Instron 5969 Hiz: 100 mm/dk=10, Cene mesafesi 5 cm.

En boy yinlerinde 4 adet sonucun ortalamas: verilmistir,

2N On gerilim uygulanmistir.

Kondilsyon sartlaninda test edilmistir. (20£2°C - %%965+4)

SONUC
EN 23.0N
BOY 106 N

Yutilma Dayamiminin Simiflandiriimas: (Tablo-4)

AB-0583-T

20018044-
Add- RER

08-20

SINIF
I
Tablo-4 ‘e gore yapilir

Sinif Yirtilma Mukavemeti
=] =150 N
5 >100 N
4 =60 N
3 =40 N
2 =20 N
1 >10N
KOPMA MUKAVEMETI:

Madde 4.9.Kopma Mukavemeti EN ISO 13934-1:2013
Hiz: 100 mmv/dk10. Cene mesafesi 200 mm.

n gerilme uygulanmamistir, Islatma islemi vapilmamstir.
Atki ve Clzgil yonlerinde 4 adet sonucun orialamas: verilmigtir,
Kondisyon sartlarinda test edilmistir. (20£2°C - Soh5+d)

SINIF
1
Table-5 ‘e gore
yapilir

SONUC
Atka 715N
Ciizgil 385 N
Kopma Mukavemeti Smiflandinimas: (Tablo-5)
Sumif Kopma Mukavemeti
6 =000 N
5 =500 N
4 =250 N
3 =100 M
2 =60 N
1 =>30N
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EKOTEKS LABORATUVAR ve GOZETIM
HIiZMETLERI A.S.

AB-0583-T

20018044-
Add- RER

08-20

TEST SONUCLARI
SIVILARA KARSI iTiCILIK OZELLIGI

Madde 4.12 Sivilara Karsg! lticilik (EN ISO 6530:2005)

Sivi dayanimi Tablo-9 da verilen sivi kimyasallar yada genel amagh bir izlenimi girmek igin test sivisi olarak su da kullanilabilir.
Koendilsyon sartlannda test edilmistir. (20£2°C - %6524)

Test edilecek herbir kimyasal siviva dayammi 8lgmek igin 3 en, 3 boy numune (360£2)mm x (23525)mm alinmgur.

Analitik saflikta kimyaal kullanilmistie. Test sivist (10em ¥), (10£1)s de numune yizeyinden gegirilmigtir. Bkz Tablo-9
Sonug Degerlendirmesi Tablo-10 ve thalo-11"¢ gdre yapilmigtir.

Absorbsiyon,Penetrasyon (nlfuz etme) ve iticilik testlerinde kullanilan kimyasallar (Tablo-9)

Kimyasal Kimyasal Marka % Konsantrasyon Sicakik { £2°C)
Sulfdrik Asit (H2504) a0 20
Sodyum HidroksitiNaOH) 10 20
o-Xylene Seyreltik dedil 20

St lticiliginin Stniflandiriimasi (Tablo-10)

Sl Iticilik Indaksi (IR)
] >90%
2 =80 %
1 >70 %

Madde 4.13 Sivilarin Niifus Etmesine Karsi Direnci (EN ISO 6530)

Sivilara Kargi Niifus Etme Direncinin Siniflandinimasi (Tablo-11)

Sif Niifus Etme Indeksi (Ip)
3 =1%
2 <5%
1 <10 %
Kimyasal % Konsanirasyon Ir Simf Ir Sumf
Sulfurik Asit 30 % 0 3 % 93.0 3
(H2504)
Sodyum Hidroksit 10 %0 3 %30.6 -
(NaOH)
o-Xylene Seyreltik degil %0 3 %69.3
e :Penetrasyon Indeksi
I : lticilik Indeksi
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0583-T
20018044-
Add- RER
08-20

TEST SONUCLARI

DiKi§ MUKAVEMETI-GRAB METOT ;

Madde 5.5 Dikis Mukavemeti ISO 13935-2: 2014

NSTRON 59460

Hiz: 50&5 mm/dk, Cene Araligi: 100 £1 mm

SkN yik uygulanmistr,

Kondlsyon sartlannda test edilmistir.( 20£2°C-65%:4 ]

Dikis Mukavemeti (N) Hata SINIFLANDIRMA
m 882N FTJ |

I yan dikis 753N FTS Tablo-13 ‘e gore yapilir

On orta dikis 68.1 N FTS

Arka orta dikis T42 N FTS

Bel 47T N FTJ

Kol dikisi 53.0N FTS

Kapiison 48.1 N FTS

Fermuar eleik 132.2N -

FTJ:  Cenede Kumas Yirtiimas
FTS:  Dikiste Kumas Yirtimast
Dikis Mukavemeti Siniflandiriimas: (Tablo-13)

SINIF Dikis Mukavemeti
>500 N

>300 N

>125N

=75 N

>S50 N

»30N

e LR - LT
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0583-T
20018044-
Add- RER
08-20
TEST SONUCLARI
YUZEY OZ DIRENCI OLCUMU; EN 1149.] :2006
Ohm metre (METRISO 3000) ve halka prob kullamlmistir,
Milsteri istegi ile, numune alindigr hali ile test edilmistir.
On islem -
Kondisyonlama ve test kosullan {23+ 1°C. (25¢ 5)%RH
Kondilsvonlama siiresi = 24 saat
Uygulanan Voltaj 10 Volt / 100 Volt
Test edilen numune sayis) 5
SONUC
Olgiim Yiizey Oz Direnci ISTENEN
Geometrik Ortalama 1.20x 1012 0 <2,5x10°0)
KUMAS GRAMAJI; 1SO 3801:1977 Metot 5
5 adet sonucun ontalamas verilmistir.
Kondisyen sartlannda test edilmistir (2022°C-65%=4),
SONUC ISTEN EN

62.1 g/m? -
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EKOTEKS LABORATUVAR ve GOZETIiM

HIZMETLERI A.S.
AB-0583-T
20018044-
Add- RER
08-20
TEST SONUCLARI
DELINME DAYANIMI
Madde 4.10.Delinme Dayanimi EN 863
SONUC SINIF
173N 2
Tablo-6 *ya giire
yapilir
Delinme Dayaniminin Siniflandiniimasi (Tablo-6)
Simif Delinme Dayanimi
5] =250 N
5 >150 N
4 >100 N
3 >80 N
2 10N
1 >5N
ESNETME ILE OLUSAN HASARA KARSI DIRENCIN TAYiNi METOT C
(BUKULME /ESNEKLIK TESTI) Madde 4.5
Test Metodu : ISO 7854 :1995 Kauguk veya Plastik Kapli Kumasglar —
Esnetme ile olugan hasara karsi direncin tayini Metot C (Bukuolme /Esneklik Test) (*)
220 mm boy x 190 mm en ebatlarinda 2 numune hazirlanir.
Devir tamamlaninca varsa hasar tespit edilir ve siniflandirma Tablo 2 ye gére yapilir.
SONUC SINIF
=40.000 devir Sinif 5

Tablo-2" e gore yapilir
Hasar giizlenmemistir.

Tablo-2 BUkOlme ve Esneklik Direncinin Siniflandinimas)

Simf Devir Sayisi

= 100 000

=40 000

> 15000

> 5 000

=2 500

= | b R | B | Ly | 2

= 1000
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-D583-T

20018044-
Add- RER

08-20

TEST SONUCLARI

Test Metodu: BS EN 22610:2006 (Hastalar, hastane personeli ve donamim igin tibbi cihaz olarak kullanilan cerrahi
Grtdler, giysiler ve temiz hava giysileri - Islak bakteriyel gegirgenlije olan direncin tayini igin deney yéntemi)

D&nen bir disk Gzerindeki agar plakasina bir test Gredi konur. Test trmedinin (izerine bakteri taswyict materyali ve
kaplama filmi yerestirilir ve bitiin parcalar disk Gzerinde sabitlenir. Test medine belirli bir kuvvet (3N £0,02) uygulamak
Uzere bir parmak yerlestirilir. Parmak, 15 dakika i¢inde agann tim ylizeyi boyunca test 5mefdi izerinde hareket eder. 15
dakikallk 5 calisma yapilir. 6. calisma numune ters cevrilerek tekrarlanir.

Numune miktar : 5 adet 25x25¢cm?
Tasiyici Materyal: 30 pm incelifinde , 25x25cm? Politiretan Film
Kaplama Materyali: 25x25cm? HDPE Film
Mikroorganizma: Staphylococcus aureus ATCC 29213
Bakteri Konsantrasyonu (kob/mi) : 1-4x10* kob/ml
Inkiibasyon Kosgullarn: (36£1)°C 48 saat
SONUGLAR
Niifus Etme Zamani (min) | Niifus Eden Bakteri Sayisi (cfu) Niifus Etme Orani
15 X 0 Reumt 0
30 Xz 0 Rcumz 0
45 X3 30 Rouma 0,07
&0 X4 42 Reouma 0,17
75 Xz 96 Reums 0,40
Z 248
T 416
X1 XS Ay umunadek 5 paralel palide Oreyen kolonl sayis

Z ! altwne painde digyen kolond sayrsr

T-XI+ X2+ X+ Xd » X5

RO = X0T
ROUMZ = (X2 + XI¥T
RCUMI = (3 + X3+ XIMT
RCUMS = (X4 # X3 + X2 + X1WT
RCUMS = (X8 + Xd # X3 + X2 + X11T
DEGERLENDIRME
Sonug Sinif
I <ts 45 3

"EN 14126 :2003 Koruyucu Giysi - Enfekle Edici Ajanlara Karg Koruyuc Giysilerin Performans Ozeliiklen ve Test Matotiarn

Tablo-2'g irmigtir.

Simif Niifus Etme Zamani t {(min)
B t>75
) 60 <75
4 45 = t= 60
3 30 < ¢ 45
2 15 =15 30
i = 15 min
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Report No. :2013885E

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

CEVRE

ERMDUSTRITEL ANALIZ
LABODRATUVARI

ANALYSIS REPORT

Report Date :08/07/2020

: UNIVERSAL SERTIFIKASYON VE GOZETIM HZZMETLEROTOCARET LTD.STO
: Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu

WO

Umraniye/Btanbul/Turkey

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

BioBlocked

: Original poly packing SRl
: 4 pieces = =R

: 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

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

u |

Parameters Unit Finding Method Information

Sentetik Kanin Nifuzuna Karsi Direng
The Average Thickness of the Material Tested mm 0,19 I1SO 16603 148
The Average Mass of the Material Tested g 0,337 I1SO 16603 148
Sample Test 1: 0 kPa Succeed I1SO 16603 149
Sample Test 1: 1,75 kPa Succeed I1SO 16603 149
Sample Test 1: 3,5 kPa Succeed I1SO 16603 149
Sample Test 1: 7 kPa Succeed ISO 16603 149
Sample Test 1: 14 kPa Succeed I1SO 16603 149
Sample Test 1: 20 kPa Succeed ISO 16603 149
Sample Test 2: 0 kPa Succeed I1SO 16603 149
Sample Test 2: 1,75 kPa Succeed I1SO 16603 149

L

f

Merve BIRAH

Assistant Laboratory Responsible of

Microbiology Laboratory

Approved by
08/07/2020
Omer Yasin BALIK
Laboratory Manager
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CEVRE

ERMDUSTRITEL ANALIZ
LABODRATUVARI

ANALYSIS REPORT

Report No. : 2013885E 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 1SO 16603 149
Sample Test 2: 7 kPa - Succeed I1SO 16603 149
Sample Test 2: 14 kPa - Succeed 1ISO 16603 149
Sample Test 2: 20 kPa - Succeed I1SO 16603 149
Sample Test 3: 0 kPa - Succeed ISO 16603 149
Sample Test 3: 1,75 kPa - Succeed I1SO 16603 149
Sample Test 3: 3,5 kPa - Succeed 1SO 16603 149
Sample Test 3: 7 kPa - Succeed I1SO 16603 149
Sample Test 3: 14 kPa - Succeed I1SO 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 I1SO 22610 154
} F
Merve BIRAH Approved by
Assistant Laboratory Responsible of 08/07/2020

Microbiology Laboratory 6
mer Yasin BALIK

Laboratory Manager
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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

CEVRE

ERMDUSTRITEL ANALIZ
LABODRATUVARI

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

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 subitilis spores were used in the concentration of ethyl alcohol.
Talc concentration 1078 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.
u]
u]

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
u]

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

} 3
Merve BIRAH Approved by
Assistant Laboratory Responsible of 08/07/2020

Microbiology Laboratory

Omer Yasin BALIK
Laboratory Manager
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CEVRE

EMDUSTRIYEL AMALIZ
LABDRATUVARI

ANALYSIS REPORT

Report No. : 2013885E Report Date :08/07/2020

Note

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.

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

g

Merve BIRAH Approved by

Assistant Laboratory Responsible of 08/07/2020
Microbiology Laboratory ..
Omer Yasin BALIK

Laboratory Manager
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Gen.f136-2/03

EKOTEKS LABORATUVAR ve GOZETIM
- HIZMETLERI A.S.
o Esenyurt Firuzkty Bulvan No:29 34325 Avcilar
istanbul/ TURKIYE
AB-0583-T

EKOTEKS TEST REPORT

| ABCRATUVAR VE GOZETIM HZWETLER A5 DENEY RAPORU 20028903

ing
08-20
Customer name: U‘NWEI}SAL SERTIFIKASYON VE GOZETIM HIZMETLERI TICARET
LTD.STI.
Address: Yukari Dudullu Mahallesi, KEYAP E2 No:84, 34775 Dudullu Organize
Sanayi Bolgesi/Umraniye/Istanbul

Buyer name: YELKENCI HAZIR GIYIM SANAYI VE TICARET ANONIM SIRKETI
Contact Person: SUAT KACMAZ

Order No:

Article No:

Name and identity of test irem:  White boot covers.

The date of receipt of test item:  17.08.2020

Re-submitted/re-confirmation -

date:

Date of test: 17.08.2020-21.08.2020

Remarks: -

Sampling: The results given in this report belong to the received sample by vendor.
End-Use: -

Care Label: Not Specified
Number of pages of the report: 3

The Turkish Accreditation Agency (TURKAK) is signatory to the multilateral agreements of the European
co-operation for the Accreditation (EA) and of the International Laboratory Accreditation (ILAC) for the
Mutual recognition of test reports.

EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERI A.$. accredited by TURKAK under registration
number [AB-0583-T} for ISO 17025:2017 as test laboratory.

The test and/or measurement resuits, the uncertainiies (ipapplicable) with confidence probability and test
methods are given on the following pages which are par{ df this report.
Date Customge [RagyyCrsipative Head of Testing Laborafory
24.08.2020 Sery[BSERTSEVEN Sevim A. RAZAK
7 zx\uszn
S

I not be reproduced other than in full except with the permission of the laboratory.
ts without signature and seal are not valid,
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0583-T
20028903-
ing
08-20
REQUIRED TESTS RESULT COMMENTS
PHYSICAL PROPERTIES TESTS
Seam Strength | - | Class 2
P: Pass
F: Fail

R: Refer to retailer technologist

Tests were classified according to BS EN 14325:2018

BS EN 14126 -2003 Protective clothing —Performance requirements and tests methods for protective clothing against
| infective agents

REMARE: Oniginal samples are kept for 3 months and all technical records are kept for 5 years unless otherwise specified. IF requested,
measurement uncertainty will be reported. But unless otherwise specified, measurement uncertainty is not considered while stating compliance
with specification or limit values The reported uncertainty is based on a standard uncertainty multiplied by a coverage factor k=2, providing a
level of confidence of approximately 95 %. Tests marked (*) in this report are not included in the accreditation schedule.

This report shall not be reproduced other than in full except with the permission of the laboratory.
Testing reports without signature and seal are not valid

Sayfa2/3
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0383-T
20028903-
ing
08-20
TEST RESULT
SEAM STRENGTH-GRAB METHOD
Clause 5.5 Seam Strength 1SO 13935-2: 2014
Jaw Speed: 5025 mm/min, Gauge Length: 100 mmz1 mm.
Seam Type : 301. 100 % Polyester core-spun sewing-thread was used,
5kN. Load was applied.
The average results are given for width and length direction of five samples.
Performed in the conditioned room(204£2°C-65%44)
Seam Strength (N} Fail CLASS
Single seam 90.9 N FTI
Single seam 582N STB 2
Single seam 97.0 N FTI] Classified according to the
Single seam 131N FTJ Table-13
Average (Single seam) BO8N -
FTS Fabric Tear At The Seam
FT] :  Fabric Tear At The Jaw
Table 13- Classification of Seam Strength
CLASS Seam strength

5] >500 N

5 =300 N

4 >125 N

3 =75 N

2 =50 N

1 >30 N

Sayfa3 /3
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EKOTEKS LABORATUVAR ve GOZETIM

HiZMETLERI A.S.
Esenyurt Firuzky Bulvan No:29 34325 Aveilar
Istanbul/ TURKIYE
AB-0583-T
TEST REPORT 20030503-
DENEY RAPORU mg
08-20

Customer name;

Address:

Buyer name:;
Contact Person:
Order No:

Article No:
Namee and identity of test item:

The date of receipt of test item:

Re-submitted/re-confirmation
date:

Date of test:

Remarks:

Sampling:

End-Use:

Care Label:

Number of puges of the report:

UNWEP}SAL SERTIFIKASYON VE GOZETIM HIZMETLERI TICARET
LTD.STI.

Yukar Dudullu Mahallesi, KEYAP E2 No:84, 34775 Dudullu Organize
Sanayi Bolgesi/Umraniye/Istanbul

YELKENCI HAZIR GlYiM SANAY! VE TICARET ANONIM SIRKETI
SUAT KACMAZ

White armband.

17.08.2020

17.08.2020-21.08.2020

The results given in this report belong to the received sample by vendor,

Not Specified
3

The Turkish Accreditation Agency (TURKAK) is signatory to the multilateral agreements of the European
co-operation for the Accreditation (EA) and of the International Laboratory Accreditation (ILAC) for the
Mutual recognition of test reports.
EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERI A.§. accredited by TURKAK under registration
number [AB-0383-T] for ISO 17025:2017 as test laboratory.

The test and/or measurement results, the uncertainties (jf applicable) with confidence probuability and fest

of this report,

methods are given on the following pages which are pa

Head of Testing Laboratory

Sevim A. RAZAK
( zs.ﬂﬁ‘M

Date
25.08.2020
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Gen.f136-2/03

EKOTEKS LABORATUVAR ve GOZETIM

HIiZMETLERI A.S.
AB-0583-T
20030503-
ing
08-20
REQUIRED TESTS RESULT COMMENTS
PHYSICAL PROPERTIES TESTS
Seam Strength | - | Class 3
P: Pass
F: Fail

R: Refer to retailer technologist

Tests were classified according to BS EN 14325:2018

BS EN 14126 :2003 Protective clothing —Performance requirements and tests methods for protective clathing against
infiective agents

REMARK: Original samples are kept for 3 months and all technical records are kept for 3 years unless otherwise specified, If requested,

measurement uncertainty will be reported. But unless otherwise specified, measurement uncertainty is not considered while stating compliance

with specification or limit values The reported uncertainty is based on a standard uncertainty multiplied by a coverage factor k=2, providing a

level of confidence of approximately 95 %6. Tests marked (*} in this report are not included in the accreditation schedule.

This report shall not be reproduced other than in full except with the permission of the laboratory.
Testing reports without signature and seal are not valid

Sayfa2/3
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EKOTEKS LABORATUVAR ve GOZETIM
HIiZMETLERI A.S.

AB-0583-T
20030503-
ing
08-20
TEST RESULT
SEAM STRENGTH-GRAB METHOD
Clause 5.5 Seam Strength 1SO 13935-2: 2014
Jaw Speed: 5045 mm/min, Gauge Length: 100 mm1 mm,
Seam Type : 301. 100 % Polyester core-spun sewing-thread was used.
5kN. Load was applied.
The average results are given for width and length direction of five samples.
Performed in the conditioned room{20+2°C-65%=4)
Seam Strength (N) Fail CLASS
Sleeve seam 103.5N FTl 3
BN FTJ
_f,:em =as :g g . = Classified according to the
eeve seam A Table-13
Average 93.8 N FTI}
FTS Fabric Tear At The Seam
FTJ :  Fabric Tear At The Jaw
Table 13- Classification of Seam Strength
CLASS Seam strength

B =500 N

5 =300 N

4 >125 N

3 =75 N

2 >50 N

1 =30 N

Sayfa3 /3
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EKOTEKS

LABORATLUNAR VE GOJETIM s IMITLER A3

EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.

Esenyurt Firozkoy Bulvan No:29 34325 Availar

istanbul/ TORKIYE

20024114
TEST REPORT

DENEY RAPORL

07-20

Miigterinin ade:
Adresi:

Alret firma:

Hlgili kisi:

Istek numarasi:
Model numarasi:

Numunenin adr ve farifi:

Numuinenin kabul tarihi:

ftave numune ve/veya ilave
bilgi gelis tarili:
Deneyin yapildige taril:

Agtklamalar:
Numune almn:
Numenenin son kullann:

Yikivma fafimare:

Raporun sayfa sayisi:

Taril

“YELKENCI HAZIR GIYIM SANAY! VE TICARET A §.

Selimpasa Mah. 5001, Sokak No:6 SILIVRI/ ISTANBUL

GURSEL OZCANLI

Kaplamali beyaz bone. (Misteri tarafindan belirtilmistir; Lamineli Tek
Kullammhik Bone; Uriin kodu: CP 0045)
08.07.2020

22.07.2020
22.07.2020-28.07.2020

Bu raporda verilen sonuglar misteri tarafindan gbnderilen numuneye aittir.

Belirtilmedi,
10

Laboratuvar Mildir
Sevim A. RAZA

Y



EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
20024114
07-20
ISTENEN TESTLER SONUC ACIKLAMA
FIZIKSEL TESTLER
Asinma - - Simf 6
Su Gegirgenligi B Simfé
Yirtilma Mukavemeti o - Simif |
Kopma Mukavemeti B - Siif |
Sivilara Karsi Iticilik - Simf3
Stvilarin Niifus Eimesine Kars) Direnci : Sonuglara bakiniz
Dikis Mukavemeti - Simif 3
Delinme Davanimi - Siuf |
Esnetme ile olugan hasara karst direncin Tayini - Simf 3
MiKROBIYOLOJI TESTLERI
Islak-Bakteri Penetrasyonu - Siif 6
| Kuru-Bakteri Penetrasyonu - Simf 3
Kan ve Viicut Sivilanimin Niifuz Etmesine Karss P
Direncin Tayini
P Geger
F:Kalir
R: Alici firmanin teknik kisisine bagvurunuz.
Test sonuclart BS EN 14325:2018 limit degerlerine gore degerlendirilmistir.
(Referans Standart BS EN 14126 :2003 Enfekte Edici Ajanlara Karsi Koruyucu Giyecekler —Performans
| Ozellikleri ve Deney Metotlari)

NOT: Aksi belintiimedign taktirde testler ile ilgili kaynlar 5 yil, orjinal numuneler 3 ay saklnmir. Musteri tarafindan talep edildiginde, 1estlere ail
gl belirsizliai mporlamr Fakn ~Geger/bahr” degerlendirmesinde olgom belirsigligi degeri dikkate almmaz.  Raporlanan  belirsizlik,
senigletibmig belirsielik olup standart belirsizlik kapsam fuktiirtt k=2 kullamlarak elde edilmistir. Govenilirlik dogeyi % 957ir. Bu raporda (%)
wsaretli deneyler akneditasyon kapsamia dabil degildir,

Bu rapor. laborawvann yazili 1mi-nlrr@duﬁ kismen kopyalamp gofalulamaz.
Inizasiz ve mihiirsitz raporlar gegersizdir.

Sayfa2 /10



EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20024114

07-20

TEST SONUCLARI

Test Metodu: BS EN 14325:2018 ( KIMYASALLARA KARSI KORUYUCU GlYSILER- KIMYASAL
KORUYUCU GIYSI MALZEMELERININ. DIKISLERIN VE BIRLESTIRICI MALZEMELERIN PERFORMANS
SINIFLANDIRILMASI VE TEST METOTLARI) (*)

ASINMA DAYANIMI ve SIZDIRMAZLIK

Madde 4.4.Asinma Dayamimi (EN ISO 12947-2) EK-B
Lissajous deseni olugturan Martindale Test Cihazt (17.52 rpin)

9 kPa basing, (593=7) g kiile.

Kondisvon sartlarinda test edilmistin (20£2°C-63%=4)

SONU SINIF
i
Asmmad @ 2.000 devir Tablo-1 *e gore yapilir

Malzemeye zarar vermeyen en yuksek aginma devri Tablo-1 e gore tayin edilir
Asinma Dayaniminin Siniflandinimas: (Tablo-1)

Sinif ] Devir Sayisi

B >2000

>1000

=400

=100

>40

i |3 | L3 | PO

>10

Madde 4.4.2.3 Su gecirmezlik tayini hidrostatik basing metodu (EN 20811)
Orijinal numune ( agmdiriimanusg) test sonucu > 200 mmSS olmahdir.Bunu saZlarsa madde 4.4"e gire en yiliksek
devirde bulunan numuneye EN 20811 uygulantr,

SU GECIRGENLIGI; EN SO 811:2018
Hidrostatik Baslik Cihazi, Textest marka Fx 3000 model
Su stcakli@ 10 .°C. Basing artis orant 10 mbar/dk.
Kondisyonlu oriamda test edilmigtir, (20=2°C-63%=4 )

SONUC ISTENEN
MNumune 1 387.6 mm S8 =200 mmSS
MNumune 2 337.0 mm 58
Numune 3 492.3 mm 55
Mumune 4 3743 mm 55
MNumune 5 362.1 mm S5
Ortalama 3947 mm S5

Sayfad/ 10



EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

TEST SONUCLARI

YIRTILMA MUKAVEMETI;

Madde 4.7.Trapezoidal Yirtiima Dayamimi TS EN 150 9073-4:2002(%)
Instron 4411 Hiz: 100 mm/dk10, Cene mesafesi 5 cm.
En boy vonlerinde 4 adet sonucun ortalanwst verilmistir,

2N On gerilim uygulanmistir.

Kondiisvon sartlarinda test edilmigtir, (2022°C - %eb524)

EN

BOY

SONUC
165N

41T N

Yirtilma Dayamminm Simiflandirilmasi (Tablo-4)

20024114

07-20

Tablo-4 ‘e gore yapilir

Simif

Yirtilma Mukavemeti

=150 N

=100 N

=60 N

>40 N

=20 N

10N

KOPMA MUKAVEMETI;

Madde 4.9.Kopma Mukavemeti EN IS0 13934-1:2013

Hiz: 100 mm/dk=10, Cene mesalesi 200 mm.

On gerilme uygulanmamgtir, Tslatm izlemi viprimamisur.
En ve Boy yonlerinde 4 adet sonucun ortalamas: verilmistic
Kondisyon sartlarinda test edilmistir. {20£2°C - %ab3=4)

En

Boy

Kopma Mukavemeti Simflandinimas) (Tablo-3)

SINIF

1
Tablo-5 *e gore
yapilir

Class

kopma Mukavemeti

=000 N

=300 N

=230 N

=100 N

>H N

| ot | L | o | Ay | 5P

=30

Sayfad /10



EKOTEKS LABORATUVAR ve GOZETIM

TEST SONUCLARI
SIVILARA KARSI iTIiCILIK OZELLIGI

HIZMETLERI A.S.

Madde 4.12 Sivilara Karsi Iticilik (EN 1SO 6530:2005)

Sivi dayammi Tablo-9 da verilen sivi kimyvasallar yiada genel amagh bir izlenimi gdrmek igin test sivisi olarak su da kullamlabilir.

Kondisyon sartlaninda west edilmigtir. (202290 - 906524}

Test edilecek herbir kimyasal siviva dayamimn Slymek h,in 3 en. 3 boy numune (3ol=

20024114

07-20

Mm% (23545 mm almmigt.

Analitik saflikia klm"-ﬁ.ﬂ| kullanilmistr. Test sivisi | 0em Y3, (1021)s de numune vilzeyinden gegirilmigtir. Bkz Tablo-9
Sonug Degerlendirmesi Tablo-10 ve thalo-1 17¢ gre vapilmigtir,

Absorbsiyon, Penetrasyon (niifuz etme) ve iticilik testferinde kullanilan kimyasallar {Tablo-9)

Kimyasal Kimyasal Marka | % Konsantrasyon Sicaklik { £2°C)
Stlfiirik Asit (H2504) - 30 20
Sodyum Hidroksit{NaOH) 10 20
o-Xylene - Seyreltik dedil 20
Swvi lticiliginin Siniflandiniimas: (Tablo-10)
Simif Iicilik Indeksi (IR)
3 N > 90 %
3 _ =y >80 %
i = = . o :-_fﬂ S

Madde 4.13 Sivilarin Niifus Etmesine Karsi Direnci (EN IS0 6530)

Stvilara Karg! Nifus Etme Direncinin Stniflandinimas: (Tablo-11)

Sif Niifus Etme Indeksi (Ip)
3 <1%
2 - _ <5%
1 J B <10 %
SONUC
Kimyasal S Konsanirasyon Ip Stnf Iy Smif
Siilfirik Asit 30 0 g 3 §2.3% 3
(H2804)
Sodyum Hidroksit 10 0% 3 93.7% 3
(NaOH) L
o-Xylene Seyreltik degil 0% 3 67.6% -
Ip:Penetrasyon Indeksi
1z : licilik Indeksi
Sayfa 5/ 10




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20024114
07-20
TEST SONUCLARI
DiKiS MUKAVEMETI-GRAB METOT ;
Madde 5.5 Dikis Mukavemeti 1SO 13935-2: 2014
NSTRON 5969
Hiz: 50£5 mm/dk. Cene Aralifin: 100 =1 mm
5kN yitk uygulanmgtir,
Kondiisyon sartlaninda test edilmigtin( 20£2°C-63%=4 |
Dikis Mukavemeti (N} ata SINIFLANDIRMA
20.8 FTs Simf3

Tablo-13 ‘e gore vapihr

FTS: Kumasta dikis kopmast.

Dikis Mukavemeti Siniflandiriimasi (Tablo-13)

SINIF Dikis Mukavemeti

o >500 N

>300 N

=125 N

>75 N

[>50N

(B | G | | |

>30 N

Sayvfao i 10




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20024114
07-20
TEST SONUCLARI
DELINME DAYANIMI
Madde 4.10.Delinme Dayanimi EN BB3 11995 (7)
SONUC SINIE
TAN 1
Tablo-6 *va giire
yapilr
Delinme Dayaniminin Siniflandinimasi (Tablo-6)
Sinif o o Delinme Dayanimi
G o - >250 N
5 >150 N
4 >100 N
3 =50 N
2 =10 N
1 el _ =5N
ESNETME iLE OLUSAN HASARA KARSI DIRENCIN TAYINI METOT C
(BUKULME /ESNEKLIK TESTI) (%)
Test Metodu : 15O 7854 11995 Kauguk veya Plastik Kapli kumaslar —
Esnetme ile olusan hasara kars: direncin tayini Metot C (Blkilme /Esneklik Test) (*)
220 mm boy x 190 mm en ebatlarinda 2 numune hazirianir.
Devir tamamianinca varsa hasar tespit edilir ve siniflandirma Tablo 2 ye gore yapilir.
Tablo-2 Bikulme ve Esneklik Direncinin Siniflandinimas)
SONUC SINIF
8.000 devir Smf3

Tablo-2" e gbre yapilir
Hasar giizlenmemistir,

Tablo 2 - -
Simf Devir Savisi

6 = 100 000

3 =40 000

4 > 15000

3 = 5 000

2 is =2 500

1 = 1000

Savfa7/10




EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.

TEST RESULTS

Test Metodu: BS EN 22610:2006 (Hastalar, hastane personeli ve donamim igin tibbi cihaz olarak kullanilan cerrahi

20024114

07-20

trtiiler, giysiler ve temiz hava giysileri - Islak bakteriyel gegirgeniige olan direncin tayini icin deney yéntemi) (*)

Diénen bir disk (izerindeki agar plakasina bir test 6rmegi konur. Test drneginin Uzerine bakteri tagiyic materyali ve

kaplama filmi yerlestirilic ve biitiin pargalar disk Uzerinde sabitlenir. Test megine belirli bir kuvvet (3N £0,02) uygulamak
iizere bir parmak yerlestirilir. Parmak, 15 dakika iginde agann tim ylzeyi boyunca lest &rnegi lzerinde hareket eder. 15
dakikahk 5 galisma yapilir. 6. calisma numune ters cevrilerek tekrarlamir.

Numune miktar : 5 adet 25x25cm” )

Tasiyict Materyal: o 30 pm inceliginde ,Eﬁx.'—l?v:rn‘ Politiretan Film

Kaplama Materyali: 25x25cm” HDPE Film

Mikroorganizma: Staphylococcus aureus ATCC 29213

Bakteri Konsantrasyonu (kobl/ml) : 1-4x10" kob/m

inkiibasyon Kosgullari: | (3621)°C 48 saat )

= — SONUGLAR -
Niifus Etme Zamani (min) |  Niifus Eden Bakteri Sayisi (cfu) MNifus Etme Oram
15 . 0 Reums 0
30 Xz 0 Reumz 0
45 Xa 0 Reums 0
60 Aa | 0 Reumia 0
75 s 0 Reums 0
Z 3ag
] T | vhidank TR 389

X1 eeeero. Xo2 Aymi numunedeki 5 paralel petride (reyen koloni sayis

Z : alfinci petride dreyen koloni sayis

TeXi+ Xat Ko+ X+ X5

Reums = X1T

Reumz = (X2 + XT)T

Reums = (M3 + X2 + X1)T

Reums = (X4 + X3 + X2 + X1)T

| Reuws= (X5 + X4 + X3 + X2 + X1)/T o
DEGERLENDIRME
Sonug Sinif
=75 5]

Metotlan Tablo-2'e gore degerlendirilmigtir.

*EN 14126 :2003 Koruyucu Giysi — Enfekte Edici Ajanlara Karst Koruyuc Giysilerin Performans Ozelliklen ve Test

Sinif Niifus Etme Zamani t {min)
6 | t=75
5 | B0 <t=75
4 45 < f=80
3 M=t=45
2 15<ts30
1 =15 min

SayfaB/ 10




EKOTEKS LABORATUVAR ve GOZETIM
HIiZMETLERI A.S.

20024114
07-20
TEST SONUCLARI
Numune miktar; 6 adet 20x20 cm” -
Mikroorganizma: Bacillus subtilis ATCC 8372
Bakteri Konsantrasyonu (kob/ml): 1x10°
inkiibasyon Kosullar:: 35°C | 24 saat
SONUCLAR
Niifuz Eden Bakteri Sayisi (kob)
| T | o 0
2 0
3 == NN 1
4 | 0
5 i 0
6 (Kontrol) 0
Toplam 1
Logaritma 0
— __ DEGERLENDIRME _—
_____Sonug — Sinif
<1 3

* EN 14126 -2003 Koruyucu Giysi- Enfekte Edici Ajanlara Kargi Koruyucu Giysilerin Performans Ozellikler ve Test
MetolianTablo-4'e gére degerendinlmighr.

Sinif ' Penetrasyon (log kob)
3 =1
2 1<logkobs=2
1 il ~2<logkobs3

*EN 13795:2011 Cerrahi giysiler ve driiifer — Gereklilikler ve Deney Yontemleri Béldm 1: Cerrahi Orldler ve 8nldkler
Tablo 1'e gére degedendinlmighr.

~ SONUG

Sonug (kobigr) Beklenen Deger
Y - s300 kob/gr
Standart Adi: ISO 22612 : 2005 (Enfeksiyoz ajanlara kars koruyucu giysiler - Kuru mikrobiyal penetrasyona
karsi direng igin test yontemi)

Numuneler ve konteynerler steril edilir. Her bir konteynere agar plakalari konulur. Numuneler aseptik bir
sekilde aparata yerlestirilir. Kapakiar kapatilir. Piston ile numunede bir potiuk yapildiktan sonra pistonlar
cikarilir ve bes adet numuneye bakteri ile kontamine edilmis pudradan, altinciya ise kontamine olmamis
pudradan kontrol olarak 0,5 g + 0,1 g eklenir. Ardindan tum acikiikiar plastik bir pogetle kapatilir. Dakikada
20.800 titresim verecek sekilde cihaz galigtinlir. Test sUresi 30 dakikadir. Test bittikten sonra tim agar
plakalan 35°C'de 24 saat inkube edilir.

Sayfa 9. 10



EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20024114

07-20

TEST SONUGLARI

KAN VE VUCUT SIVILARININ NUFUZ ETMESINE KARSI DIRENCIN TAYINI-SENTETIK
KAN KULLANILARAK: 1SO 16603:2004 (*)

Textest, FX 3000-1V model + Dahili Kan Hilcresi
Test numuneleri test Gneesi % 60= 10 relatil nemde ve 213°C sicakhikia en oz 24 sast kondilsyonlanmistir.

Uygulanan Test Prosediirii: A prosedan
Basing Zatian F Test Sonucu s
{kPa) {Dakika) Test | Test 2 Test 3 Degerlendirme
0 3 i Cieger Geger Geger
i
14 | Gecer (eger Geger GECER
0 4 Geger Geger Geger
Test edilen malzemenin kalinhg
(.4
(mm}j : =
Test edilen malzemenin gramaji 50
(g/m’) : :

Sayfa 10/ 10




Report No. :2013885E

ANALYSIS REPORT

Report Date :08/07/2020

Applicant : UNIVERSAL SERTIFIKASYON VE GOZETIM HZMETLEROTOCARET LTD.STO

Address : Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu
Umraniye/Btanbul/Turkey

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

BioBlocked

Sample Package

: Original poly packing

CEVRE

ENMDUSTRITEL AMNALIL
LABODRATUVARI

WO

@ & &w |

1 =
w TR

Sample Amount : 4 pieces

Sampling Point HE

Sampling Date : 08/06/2020

Sample Lot No. HS

Sample Carrying Conditions / Preservation  : -

Technique

Production Date HIE

Packing Date H

Expire Date 1 05/2023

Producer Company : Yelkenci Hazir Giyim Sanayi ve Ticaret A.S.

Sample Receiving Time : 08/06/2020 16:15:00

Analysis Beginning Time : 25/06/2020 10:00:00

Analysis Completion Time : 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

Sentetik Kanin Nifuzuna Karsi Direng

The Average Thickness of the Material Tested mm 0,19 I1SO 16603 148
The Average Mass of the Material Tested g 0,337 I1SO 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 1SO 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 I1SO 16603 149
Sample Test 2: 1,75 kPa - Succeed ISO 16603 149

>

f

Merve BIRAH

Assistant Laboratory Responsible of
Microbiology Laboratory
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CEVRE

ENMDUSTRITEL AMNALIL
LABODRATUVARI

ANALYSIS REPORT

Report No. :2013885E 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 1SO 16603 149
Sample Test 2: 7 kPa - Succeed I1SO 16603 149
Sample Test 2: 14 kPa - Succeed 1ISO 16603 149
Sample Test 2: 20 kPa - Succeed I1SO 16603 149
Sample Test 3: 0 kPa - Succeed I1SO 16603 149
Sample Test 3: 1,75 kPa - Succeed I1SO 16603 149
Sample Test 3: 3,5 kPa - Succeed 1SO 16603 149
Sample Test 3: 7 kPa - Succeed I1SO 16603 149
Sample Test 3: 14 kPa - Succeed I1SO 16603 149
Sample Test 3: 20 kPa - Succeed ISO 16603 149
The Procedure Selected - D ISO 16603

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

Pathogen Penetration

The Procedure Selected - D I1SO 16604 155
Hydrostatic Pressure kPa 20 ISO 16604 156
Test Spicemen 1 - Succeed I1SO 16604 157
Test Spicemen 2 - Succeed I1SO 16604 157
Test Spicemen 3 - Succeed I1SO 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 I1SO 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 I1SO 22610 154
Test Spicemen 3 - Colony Count cfu <1 ISO 22610 154
Test Spicemen 4 - Colony Count cfu <1 I1SO 22610 154
Test Spicemen 5 - Colony Count cfu <1 ISO 22610 154
Test Spicemen 1 - Barrier Index - 6 1SO 22610 154
} F
Merve BIRAH Approved by
Assistant Laboratory Responsible of 08/07/2020

Microbiology Laboratory &
mer Yasin BALIK

Laboratory Manager
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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

CEVRE

ENMDUSTRITEL AMNALIL
LABODRATUVARI

Parameters Unit Finding Method Information
Test Spicemen 2 - Barrier Index 6 1SO 22610 154
Test Spicemen 3 - Barrier Index 6 ISO 22610 154
Test Spicemen 4 - Barrier Index 6 1SO 22610 154
Test Spicemen 5 - Barrier Index 6 1SO 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 I1SO 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 : Test sample-1 is sampled from the right arm, test sample-2 left leg, test sample-3 body part. The thickness and mass given

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 1078 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.
O
O

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
O

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

} 3
Merve BIRAH Approved by
Assistant Laboratory Responsible of 08/07/2020

Microbiology Laboratory

Omer Yasin BALIK
Laboratory Manager
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CEVRE

EMDUSTRIYEL AMNALIZ
LABDRATUVARI

ANALYSIS REPORT

Report No. :2013885E Report Date :08/07/2020

Note

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.

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

g

Merve BIRAH Approved by
Assistant Laboratory Responsible of 08/07/2020
Microbiology Laboratory ..
Omer Yasin BALIK

Laboratory Manager
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UNIVERSAL

CERTIFICATION

TECHNICAL EVALUATION REPORT

REPORT DATE / NO: 31.08.2020 / 2163-KKD-1390/R |

Thix vepeort s ri-issued o JO.0Y.2020 with addition of 2 models (P8 0065 CverShoe Faped andd SC 0063 (verSleeve
seamless). The details of the repart for 28 0060 and SC 0060 remains same.

Manufacturer: YELKENC] HAZIR GIYIM SANAY| VE TICARET A S.
Address: E5 Karavolu tizeri 5001 Sk. No:6 Selimpasa Silivri - ISTANBUL / TURKEY

Introduction

This report is prepared based on the evaluations on the 1echnical file of the manufacturer dated 05.09.2020 version 1. 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 west reports is given below which are referenced within this
report, The manufacturer have different PPE products made of same fabrics (Type 5. 6 Coveralls) and the common fabric
tests are not repeated for cach PPE or PPE model which are manufactured from the same fabric. which is guaranteed by
the manulacturer in the technical file. the use of same fabric, The fabric mechanical strenzth tests were condueted for the
BIOBLOCKED PS 5657 coverall model and used as a reference for PB 0060 model OverShoe / Boot Cover and SC 0060
Owver Sleeve as well. The fabrics and seam technology are claimed 1o be identically same by the manufacturer, The seams
on the OverShoe and OverSleeve products re-evaluated by the laboratory for their strength. The manufacturer also have
models PB 0063 OverShoe Taped (same model of PB 0060 OverShoe where seams are covered with hotmelt tape) and
SC 0065 OverSleeve (same model of SC 0060 OverSleeve where ultrasonic welding is used instead over lock sewing),
The evaluated design and other properties remains same of the OverShoes and OverSleeves, These products considered as
complementary PPEs for use with other clothing PPE products. All evaluations within this report belongs to the samples
provided.

This repont 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.

PPE ldentification: Protective OverShoes and OverSleeves. as a protective clothing for the part of body Type PB-[6]-B.
manufactured from white laminated polypropylene non-woven fabric, inside over lock seams (OverShoe taped models
have hotmelt tape on seams, and scalmless OverSleeve models have ulirasonic sewing on side instcad) and clastic under
knee, wrist. shoulder parts. The The PPEs are available in | size,

The PPE fabric s 372sm. breathable PE film (352sm) + 2 gsm glue + S8 (20gsm) white PP, Belt is same fabric,
Protective Clothing Type: Tvpe PB [6]-B

Brand Name: BIOBLOCKED

Maodels: OverShoe - PB 0060, OverSleeve - SC 0060, OverShoe Taped - PB 0065, OverSleeve Scamless - SC 0063,
Sizes Available: Available only one size (to i ally

Applied Harmonised Standards
| EN 150 13688:201 3. (General requirements for protective clothing)
EM 13034:2005+A1:2009, (Chemical protective clothing offering limited protective performance against liguid
chemicals) Type PB [6], limited wear life clothing,
EN 14126:2003/AC: 2004, (Protective clothing against infective agents) for Type PB[6]-B

This report is prepared on the basis of applicable Essential HMealth and Safety Reguirements with the references annexed
to cach applied harmonised standard given above,
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| Report Date and Number

Ekoteks Laboratuar ve Gozetim  Dated 18,08.2020 Number: 20018044

Competency Relerence
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PZ 2
IVERSAL

CERTIFICATION

ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 201 6425
CORRESPONDING to Annex ZA of EN 150 13688:2013 STANDARD

I. 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 1o 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.

L.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:

¢) 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;

¢} where applicable, the month and vear or period of obsolescence of the PPE or of certain of its components;

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

z) 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:

1} 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 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 dircetly or indirectly relating to health and
salety

Where PPE bears one or more identification markings or indicators directly or indirectly relating to health and safety,
those identification markings or indicators must, il possible. take the form of harmonised pictograms or ideograms. They
must be perfiectly 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 casily 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. @_\
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Artiefe 4.2

ETN
UNIVERSAL

CERTIFICATION

Fechnical Assessment of EN 1SO 13688: 2013 Standard and other Standards it refers to, Clauses Corresponding to the
Essential Health and Safety Requirements given above
EN IS0 15¢

valuation

Standard Requirements

EFMSR Ref 1.2.1.1;

The manufaciurer declares in his technical file that the materials used in the manu Facturing 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. mutagenie, 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 datashects claims that the materials are nol toxie and do not have
risks under normal conditions,

Rell 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 150
174914 testing standard and the PPE is reported as to be comfortable enough to allow the wearer to
complete the excercises in practical examination,

Artiele 4.4

EHSR Ref 1.2.1;

The samples received from the manufaciurer are claimed to be single use. No further evaluation is
conducted on the dimensional change due 1o cleaning

Ref: Technical File Marterial Identification section.

drifclhe 3.3

EHSR Rel2.12;
The OverShoe (BoaCover) is available only one sizes. The given sizes are expected to 3t all sizes

drticle 6 depending on the shoe worn by the user. Under normal conditions the product is expected 1o (it on

regular shoes or safety shoes available on the market.
Refl: Technical File Sizes section.

EHSR Ref 2.12;
Each piece of OverShoe and OverSleeve have marking with the following information:
«  Name  trademark of the manufacturer, type of product
+  Applied product standards { Type defining product standards)
Irticle 7 s Applicd protection pictograms with standard references
The markings on the product / label are found to be easily visible and enough big (o 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 Rel 1.4:
The information supplicd by the manufacturer is defined in the relevant section of the technical file.
Phis information includes explanation required by all applied product standard requirements. The
defined user information text in the technical file includes the following data;
e MName/ trademark of the manufacturer, its address,
trticle X & Applied standards and relevant classification, marking. size information
= Pictograms and explanations
= OwerShoc constituent materials used
» Instructions for use. controls before use. how to wear / unwear. limitatipns. instructuions for
storage conditions. complemantary PPEs. re-usability, instructions for disposal
The above user information text is available in Turkish.
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| UNIVERSAL

CERTIFICATION

ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING to Annex ZA of EN IS0 13034:2005 + A1:2000 STANDARD

1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE
I.1. Design principles
1.L.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. Innocucusness of PPE
L.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
' afTeet the health or safety of users

L.2.1.3, Maximum permissible user impediment

| Any impediment caused by PPE to the actions to be carried out. the postures 1o 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 foreszeable 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 diffierent 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. mainienance 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;

¢) 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:

¢) 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 o protect;

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

| ) the name, address and identification number of the notified body or bodies involved in the conformity

| assessment of the PPE:

k) references 1o the relevant harmonised standard(s) used, including the date of the standard(s), or references 1o the
other technical specifications used:

1} the internet address where the EU declaration of conformity can be accessed.
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UNIVERS

CERTIFICATION

The information referred to in points (i), (i) (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
2.4, 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 vear of obsolescence must be indelibly and unambiguously marked on
cach 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, allix 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 direetly or indirectly relating to health and
safety

Where PPE bears one or more identification markings or indicators dircctly or indirectly relating 1o 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 cutancous and ocular contael

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 foresceable conditions of use for which
the PPE is intended.

To this end. the constituent materials and other componenis of these 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 foresceable conditions of use.
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UNIVERSAL

CERTIFICATION

Technical Assessment of EN 1SO 13034:2005 + A1:2009 Standard and other Standards it refers 1. Clauses

Article 4.1

Article 4.2

Corresponding to the Essential Health and Safety Requirements given above

EHSR Ref 12,1, 120,01, 1.3.2,3.10.2;
The CverShoe and OverSleeve material performance are tested according 1o EN 14325:200 8 standard
for the following properties, since OverShoe and OverSleeve is claimed to be for single use no
cleaning cyele is applicd:

Property of Material EN Resuli Reguirement of :
S . Evaluation
14325:2018 Classification EN IS0 13034
4.4 Abrasion Resisunee My Abrnsion i 2000 revs Class 6 Class 1 or abowe Success
4.7 Trapezoidal tear Widih 230N
il o . 3 : Cliss | Class 1 or ghave Suceess
resistinee Lol 1006 N
e W 775N : -
4.9 Tensile Steength L 385N Clags 1 Class | or above Success
4.10 Punciure Resistanee 173N Cluss 2 Clazs | or ahove Stceess
Sulfuric Acid (12504 %30 Blisie s ki
4.12 Liguid repellency conceniralion ) Class 3 b ki Suceess

I -h AFERE o
Iy = 90 % chemical

Sulfurie Ackd (H2504 %a30)
coneentmiion
Sudium Hyadroxide { NatdH
al i concentration )
=X vlene (Non diluted )

¥ Class 2 o least for :
Clnss 3 : Success
I chemical

4,10 Resistanee 1o
penetration by liguids

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 4 2) C° and (63 = 3) % relative humidity for 24 hours,

The manufacturer do not claim a performance for the resistance to ignition or Nammability of the
produet. in the user information sheet it is explained that the OverShoe and OverSleeve must be kept
away of [irc.

Other requirements refered for skin compatibility, no irritation or adverse effects are evaluated in EN
IS0 13688 section of this report,

Ref: Laboratory Test Report |, Technical File

EHSR Ref 1.3.2, 3.10.2:

The affects of seams to the performance of the OverShoe and OverSleeve in penerration of liquid
through stitch holes or through other components of 4 seam are evaluated in the seam strength and
resistance to penetration by chemicals,

The seam strength is evaluated based on the test report as shown below: Hence the scam strength
value is selected among the smallest strength among constructive scams as siated corresponding
clause of this standard.

Property of Material Result Requirement of .
el o i y Evaluation
EN 14325:2018 Clussification EN IS0 13034
Fefor 1o the sirength values for
seams at ditTeren pans ol the Chass 2
sy 2
5.5 Seam Strength ChverShoe and CverSleeve, The ¢l 5 Class | or abave Sugoess
Tovwest Class s given among e
vonstractive kinds of seaims
. Sulluric Acid (112504 030 : .
41 Resistimes o ks 7 " g Cliess 3 ot heast for | ;
! i conceration Class 3 Ry Hudoeis
penetration by liguids i % chemical
I u

Ref: Laboratory Test Report 2 and 3
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lequirements

EHSR Ref 1.2.1.3. 24, 3.10.2:
The requirements for the OverShoe and OverSleeve with respeet 1o health and salety. ageing and
sizing are evaluated in EN 1SO 13688 section of this report.

The OverShoe and OverSleeve under evaluation is a one piece part of body clothing, The necessary
additional PPEs must be worn by the wearer for the intended use. The freedom of movements of the
wearer is tested with subjeets and found to be appropriate.

Since the PPE is part of body clothing. the mist test is not conducted aceording to Clause 5.2,

The results of tested same fabric indicates that the tested OverShoe and OverSleeve. made of same
fabric, complies with the resistance to penetration by liguids.

Ref: Laboratory Test Report |
EHSR Ref2,12;
Each picce of OverShoe and OverSleeve have marking with the following information on the single
PPE packagze / PPE fiself:
s Name/ trademark of the manufacturer, tvpe and model of PPE
e Applied product standards (EN 150 13034:20051 A 1:2009)
*  Pictograms for protection against chemicals, invitation to read manulacturer’s instructions
s 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 manufaciurer 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. OverShoe and ﬂ'-fe’r‘-sleew. 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 manulacturer 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:
s MName / trademark of the manufacturer, its address. or the authorised representative for EU
community
e  Type of protection against chemicals (Tyvpe PR [6]), The information also includes s
reminder for wearing necessary additional PPE in order to achieve a full body protection (i.e
coveralls, boots, sloves, mask and visor / face shield ete. ).
e The standard code / name with the published vear
s The staternent that the OverShoe and OverSleeve is tested against the chemical names {lested
for) and performance levels for mechanical strengths including repelleney and resistance 1o
penciration of liquids (Based on EN 14323:2018 classification)
= Pictogram and information that the PPE is non-reusable also the shell life is memioned
e Instructions for use. controls before use, how to wear / unwear, limitations, instructuions for
storage conditions, complemantary, instructions for disposal
= Statement for warning the user on flammability, to keep away of fire
The above user information text is available in Turkish and English
el Technical File, User Information Sheet
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EL 2016/425
CORRESPONDING to Annex ZA of EN 150 14126:2003 + AC:2004 STANDARD

. 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 o

be adopted. For this purpose. it must be possible 1o 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.

L4, 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;

¢) where applicable. accessories that may be used with the PPE and the characteristics of appropriate sparc parts;

d} where applicable. the classes of protection appropriate to different levels of risk and the corresponding limits of

use;
¢) where applicable. the month and year or period of obsolescence of the PPE or of certain of its components:
i where applicable, the tvpe of packaging suitable for transport;
z) the significance of any markings (see point 2.12);
h)  the risk against which the PPE is designed to prorect;
i} the reference to this Regulation and, where applicable, the references to other Union harmonisation legislation:
i) 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:
I} 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
2.4, 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 ol

manufacture andfor, 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 maintcnance.
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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 gach |
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, il possible. take the form of harmonised pictograms or ideograms, They
must be perfectly visible and legible and remain so throughout the foresecable 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 cutancous and ocular contaer

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
I 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 agenis possess high penetrative power which limits the duration of the
protection provided by the PPE in question, the latier 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.

i (G
L reseos

PANIVERSAL SERTHARASYON VI COZITTIM HEZM. TIC LTI 71 Koty Tioor Merken, Soop P sk 12 000k, Sob%3 Y, Daleli - Dimmessr - STANTIL T-500 216 255 50 80 F o5 216 4% 5055 (1108 aniversikoer omm




p

SEF™
UNIVERSAL

CERTIFICATION

Fechnical Assessment of EN 14126:2003 + AC:2004 Standard and other Standards it refers to. Clauses Corresponding 1o

Irticle 4.1.2

Arvicle 4.1.4

the Essential Health and Safety Requirements given above

EHSR Ref 1.3.3;

The OverShoe and OverSleeve material perlormance are tested according to EN 14325:2018 standard
for the relevant properties required by the Type defining standards for protective clothing. The
OverShoe and OverSleeve under evaluation claims compliance with Type PB [6]. The required
mechanical and Mammability performance levels are evaluated in the corresponding clauses of EN
IS0 13034 standard 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 OverShoe and OverSleeve is subjected w the tests according 10 150 16603 and IS0 16604
standards for its resistance to penetration by contaminated liquids under hydrostatic pressure.
According to the obtained results of the corresponding test report;

s The OverShoe and OwverSleeve material withstands and do not allow any penetration of
bacteria under 20kPa hydrostatic pressure and is clussified as Class 6 according 1o Table |
given in 4. 1.4.1 Clause of this standard.

s The OverShoe and OverSleeve material was also subjecied to evaluation of the bacteriophage
test and passes the test according to 150 16604 at 20kPa. and is classified as Class &
according to Table | given in 4.1.4.1 Clause of this standard,

The OverShoe and OverSleeve is tested for its resistance lo penciration by infective agents due to
mechanical contact with substances containing contaminated liquids according to 150 226 10:2018
testing standard, The laboratory environmental conditions and the 1est setup parameters were inline
with the standard rcquircmﬂ-nls The laboratery results indicates that the tested specimens withsiands
the 2 turns with no penetrtion for total 30 minutes and classified as Class 3 according to Table 2 of
Clause 4.1.4.2 of EM 14126 standard Classification of resistance 1o penetration by infective nzents due
to mechanical contact with substances containing contaminated liguids.

The OverShoe and OwverSleeve is tested for its resistance 1o penctration by contaminated salid
particles according to 150 22612:2005 westing standard. The laboratory environmental conditions and
the test setup parameters were inline with the standard requirements. The laboratory results indicatcs
that the tested 10 specimens the arithmetic mean of penctration results is smaller than | log efu. The
tested smmple is classified as Class 3 according to Table 4 of Clause 4.1.4.4 of EN 14126 standard
Classification of resistance t penetration by contaminated solid particles.

The results of evaluation lor clawse 4. 1.4 is summarised below:

Result Reguirement
Resistance to Penetration Propery
PEE) Classification of EN 14126
Suceessiul
IS0 16604 - Resistanee o penetmition by Hydrostatic . Wt
3 ey : - i st [T be Classitiod
contaminated liguids under hvdrostatic pressure [Fressire e : s
=20 kPa
N IS0 22610 - Resistance 10 pencimiion by Frreakthrough
infiective dgents due to mechanical contact with hime Class 3 [ To be Classilicd
substances containing contaminated liguids, i = 30 min
IR0 73617 - Reslsinese e ; Penetration . i
N IS0 22602 .Ru..ilumrhl..i. 1] ]’!l__lll..l:l'.l»lll:'lll Iy ng i ¥ Clagx 3 T'oy e Classiiiod
contaminated solid particles log el = | e

Ref: Laboratory Test Report 2
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003 + 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:

| Praperty of Material EN Result Requirement of EN
| 14328:2018 Classification EN 14126
Reler o the strength
vatlupes: for eqms o
different pans ol

) _ CrverShoe and Class 2 ; i
; HEN OverSleeve. The Class 3 e be Sransificd
fovwest Ulass is given

Irriele 4.2

amamg ol kinds of

sesns
Rel: Laboratory Test Report 2 and 3
EHSE Rel 1.3.1, 3.10.2:
Article 4.3 I'he PPE under evalumtion conforms the relevant requirements of EN (S0 13688 standard. The
requirements of the OverShoe and OverSleeve with respect 1o health and safety. ageing and sizing are
( evaluated in EN IS0 13688 section of this report,

EHSR Ref 2.12:

The marking requiremnts for protective clothing against chemicals are evaluated in the relevant
section of this report. Aditionally;

Each piece of OverShoe and OverSleeve have marking with the following information on the single
PPE package / PPE itsell
s Applied product standards (EN 14126:2003+AC:2004)
Article 5 e Type marking of the PPE as Tyvpe PB [6]-B

= the pictogram “protection agzainst biological hazard™

I'he above mentioned marking requirements are stated in the rechnical fle of the manufacurer, The
evaluated samples did not have all these marking and information on the PPE, The manufacturer shall
| follow the instructions in the technical fle in case of serial manulacturing of the PPE and verify
belore putting the PPE on the marker,

Ref: Technical File PPE Marking seetion.

EHSKE Rel 1.4;

The information supplicd by the manufacturer is defined in the relévant seetion of the wechnical e,
This information includes explanation required by all applicd product standard requirements. The
defined user information text in the technical file includes the following data:

Article 6 *  Name / trademark of the manutacturer, its address. or the awhorised representative for EU
community
¢ Twvpe of protection against chemicals (Type PB |6]-B). The information. alse includes a
reminder for wearing necessary additional PPE in order to achieve a full body protection (i
coveralls, boots. ploves, mask and visor / face shield).
| = The standard number (EN 14126}

k I':L:;' ez
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o The performance levels identified with the tests against infactive agems
*  Pictogram mnd information that the PPE is non-reusable also the shell lile is mentioned

* [Instructions for use. controls before wse, how 1o wear / unwear. limitations, instructuions lor
storage conditions. complemantary. instructions for disposal

The above user information 1ext is available in Turkish and English
Rel Technical File. User Information Sheet

PPE Experts contribued to this report;
Arzu SEREMETL
Csman CAMCI

Y

Approval
Sual KAUMAZ
UNIVERSAL CERTIFICATION
Director
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TECHNICAL EVALUATION REPORT
REPORT DATE / NO: 14.09.2020 / 2163-KKD- 1445

Manufacturer: YELKENCI HAZIR GIYIM SANAYI VE TICARET AS,
Address: ES Karayolu iizeri 3001 Sk. No:6 Selimpasa Silivei - ISTANBUL / TURKEY

Introduction

This report is prepared based on the evaluations on the technical file of the manufacturer dated 03.09.2020 version 1. and
the test reports obtained from the laboratories for the analysis referenced by the applied harmanised standards for the
personal protective equipment identified below, A list o the test reports is given below which are referenced within this
report. The manufacturer have different PPE products made of same fabrics (Type 5. 6 Coveralls) and the common fabric
lests are not repeated for each PPE or PPE model which are manufactured from the same fabric,|which is guaraniced by
the manufacturer in the technical file, the use of same fabric, Some of the 1ests {minority of tests) tests were conducted for
the BIOBLOCKED PS 5657 coverall model used as a reference for CP 0045 model Bouffant Caplas well. These products
considered as complementary PPEs for use with other clothing PPE products. 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 cvaluation is conducted for the verification of fulfilment of Essential Health and Safety
Requirements of PPE regulation, those applies for the product.

PPE Identification: Protective boulfant cap. as a protective clothing for the part of body Type ﬁE---{-ﬁ]-H~ manufactured
from white laminated polypropylene non-woven fabric. inside over lock seams and clastic arou 1l head with latex free.
The PPE is available in | standard size,

The PPE fabric is 37gsm, breathable PE film (35gsm) + 2 gsm glue + S (20gsm) white PP, Belt il same fabric,
Protective Clothing Type: Tvpe PB [6]-B

Brand Name: BIOBLOCKED

Madels: Bouffanmt Cap - CP 0045,

Sizes Available: Available only one size (to fit all)

Applicd Harmonised Standards

EN 150 13688:2013. (General requirements for protective clothing)
EN 13034:2005+A1:2000. (Chemical protective clothing offering limited protective performance against liquid
chemicals) Type PB [6]. limited wear life clothing,

EN 14126:2003/AC:2004, (Protective clothing against infective agems) for Type PB[6]-B

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

Repon # : Labhoratory Mame Report Date and Mumber B Competency Reference o |
i | Ekoteks Laboratar ve Gozetim Dated 29.07.2020 Number: 200241 14 Holds TURKAK Accreditation with No:
! Himekn AS, SRYTT S —

| Cevre Endstrivel Analiz Holds TURKAK Accreditation with No:
4 et s Dated 03.07.2020 Number: 2013885E |\ e TEAR

The laboratorics are contracted bodics with UNIVERSAL and the technical competence of the laboratories is dlso under supervision /
assessment of UNIVERSAL based on the provisions of EN ISOEC 17063 Requirements for bodics certifying products, processes and
l _.jc_r'_r'_icgs standard, |

L | Fuge 113 J

I SIVERE AL SFRTTFIRASYON WE GOFETIS FIGEN TIC LT ST Koy Tatami Mrkcen Mo Fal om0 Biek, Kooadn ¥ Dudaiie  Dnvsee - D5TANRL] r,-"'u...umhq T T L AT T T AR o




N

o

T |
UNIVERSAL

CERTIFICATION

ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING to Annex ZA of EN 1SO 13688:2013 STANDARD

I. 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 ereate risks or other nuisance factors under foresceable conditions of
LsC,

1.2.1.1. Suftable 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 eome into contact with the user when the PPE|is wom must be free of
rough surfaces. sharp edges. sharp points and the like which could cause excessive irritation or injlries.

L4. 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
applicd 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;

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

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

¢) where applicable, the month and year or period of obsolescence of the PPE or of certain af its components:

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

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

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 con formity
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) (i), (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 dircetly 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 sentenees, the latter must be written in a language casily 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, |
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Technical Assessment of EN 1SO 13688: 2013 Standard and other Standards it refers to, Clauscs Carresponding to the

Article 4.2

Article 4.4

Article 5.3

Article &

Article 7

[ Arricle 8

pS

Essential Health and Safety Requirements given above

EN 180 13688 Standard Requirements Evaluation
EHSR Ref 1.2.1.1;
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 claime
that the materials do not, in the foreseeable conditions of normal use, n.-lcalsc substinces generally
known to be toxic. carcinogenic, mutagenic, allerzenic. toxic to reproductiof 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 niu toxic and do not have
risks under normal conditions, '

Refl Technical File Material Identifieation 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 10 be appropriate for use. In addition such propertics
of the PPE was subject 1o evaluation during the practical exercise testing and the PPE is reported as o
be comtortable enough to allow the wearer 1o move comloriably without any vision problem as well.

EHSR Ref 1.2.1: .
The samples received from the manufacturer are cliimed to be single use. No- further evaluation is
conducted on the dimensional change due to eleaning

. £ : A i |
Reflt Technical File Material ldentification section.

EHSR Ref2.12;

The BoufTant Cap is available only one sizes. The given sizes are expected td fit all sizes depending
an the shoe worn by the user. Under normal conditions the produet is expected fro it everybody,

Ref: Technical File Sizes section. |

EHSE Rel2,12: |
Each pieee of Bouffant Cap have marking with the following information:

s MName [ rademark of the manufacturer, type of product

*  Applied product standards (Type defining product standards) ‘

* Applied protection pictograms with standard references
The markings on the product / 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 supplicd by the manufacturer is defined in the relevant section of the technical file,
This information includes explanation required by all applied produet sl.nm}ard requirements. The
defined user information text in the technical file includes the following data:

e  Name / trademark of the manufacturer, its address,

s Applied standards and relevant classification, marking, size inr‘nrnnuliJn

+  Pictograms and explanations

= Bouffant Cap constituent materials used

s Instructions for use, controls before use. how to wear / unwear, limitations, instructuions for

storage conditions. complemantary PPEs. re-usability. instructions for|disgosal

The above user information text is available in Turkish,
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING to Annex ZA of EN I1SO 13034:2005 + A1:2009 STANDARD

I. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE
I.1. Design principles

I.1.1. Ergonomics

PPE must be designed and manufactured so that, in the foreseeable conditions of use fior 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 [

L2.1. 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 fdreseeable conditions of
Use. |

1.2.1.1. Suitable constituent materials I

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

L2.1.3. 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 endanzer the user.

L.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 énsure 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. C lepning, maintenance or
disinfectant products recommended by manufacturers must have no adverse effect on thé 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 cfipmtcr:licm provided by
the PPE; I

¢} where applicable, accessories that may be used with the PPE and the characteristics of apﬁmpriam spare parts;

d) where applicable, the classes of protection appropriate to different levels of risk and the imrrcspc-nding limits of
use:

¢)  where applicable, the month and vear 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;

i} the name, address and identification number of the notified body or bodies involved in the con formity
assessment of the PPE: |

k) references to the relevant harmonised standard(s) used. including the date of the standard(s), or references 1o the
other technical specifications used; !

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

| Page d4/1a
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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
2.4. PPE subject to ageing

ITit is known that the design performance of new PPE may be significantly affected by ageing. the month and vear 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 agging 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 ol cleaning operations that méy 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 indircctly 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 ngaiﬁst harmful biological
agents

3.10.2. Protection against cutaneous and ocular contact l

PPE intended to prevent the surface contact of all or part of the body with substances aned mixmu es 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 foresecable 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 elassification
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 subs{tances 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 condiliul:m of use.

| Page 5112
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Technical Assessment of EN 1SO 13034:2005 + A 1:2009 Standard and other Standards it Jcﬁ:rs o, Clauses

Article 4.1

Artfele 4.2

Corresponding to the Essential Health and Safety Requirements aiven :1b:w],-

34:2005 + A1:2009 Standard Reguirements Evalu

EHSR Ref 1.2.1, 1.21.1, 1.3.2, 3.10.2;

The Bouffant Cap material performance are tested according to EN 143252018 standard for the
following properties, since BoufTant Cap is claimed 1o be for single use no cleaning cyvele is applied:
i

Property of Marerial EN Result Requirement of .
14325:2018 Classilieation EN ISO 13034 Evaluation
4.4 Abrasion Resistance Mo Abrasion o 2000 revs Cluss 6 Class 1 or alfove Suceess
4.7 Trupesoidal 1ear Widih 16,5 N : = !
Abitaned Length 41.7 N Clags | Clazs | or aljove Success
4.9 Tensile Strength l: ;;':: Clas Chuss | or uliluw: Sucoess
410 Pupcture Registance TAN Class 1 Class 1 or above SUCeeEs
Sulfuric Acid (=500 %30
concenteation ) : ,
402 Liguid repellency Sudium Hydroxide (NaOH | Class 3 Class 30l l'.'.uft s Success
St A E I chemical
‘ol O comncentration)
[ == W) %a 1
Sulluric Acid (112504 2530 [
concentrtion) |
4,10 Resistance o Sudium Hyvdroxide (NalH Claie3 Class 2 at least for N
peneteation by liguids a1 comeentration) - 1 chemical ) i
o=Xvleng (MNon diluted)
lp= 1%

The above results are derived rom 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 r:andmnmm: requirenients as
(2002 23 C° and (65 £ 53) % relative humidity for 24 hours,

The manufacturer do not claim a performance for the resistance to ignition jor flammability of the
product. in the user mformation sheet it is explained that the BoufTant Cap must be kept away of fire,
Other requirements refered for skin compatibility, no irritation or adverse effepts are evaluated in EN
[50 13688 section of this report,

Ref: Laboratory Test Report |, Technical File
EHSR Ref1.3.2, 3.10.2:

The afTects of seams to the performance of the Bouffant Cap in penetration fi' liquid through stitch
holes or through other components of a seam are evaluated in the seam strength and resistance to
penetration by chemicals,

The scam strength is evaluated based on the test report as shown below: Hence the seam sirength
value is selected among the smallest strength among constructive seams as stated corresponding
clause of this standard.

Property of Material Result Requirement of Eealintion
EN 14325:2018 Classification EN 15013034 :
Reter fo the strength values [or
seams o different parts of he
Bonlfam Cap. The fowest Class is ¥ f
3.5 Seam Strength ”: iffontt G Do L? ." = Class 3 Class | of above Btcvess
£iven among consictive kinds i
of seams ‘ |
Page 6)13
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EN ISO 13034

standard Requirements Evaluation
Suilfuric Acid (150 %30
coneniralion)
Sudivm Fvdroxide (NaOH 610
cl"llf{'!llrﬂliﬂl]}
b = M) %%

410 Besistance o
penetration by liquids

- Clags 3 mileast for | ;
Class 3 J: SUecess
chemical

Ref: Laboratory Test Report 2 and 3

EHSR Ref 1.2.1.3,2.4.3.10.2;

The requirements for the Bouffant Cap with respect to health and safely, ageing and sizing arc
evaluated in EN 150 13688 scetion of this report,

The Bouffam Cap under evaluation is a one piece part of body clothing. The necessary. additional
PPEs must be worn by the wearer for the intended use. The freedom ol movements of the wearer is

— tested with subjects and found 1o be appropriate.
Atilele5.1.5.2 Since the PPE is part of body clothing. the mist test is not conducted according to Clause 5.2.

The results of tested same fabric indicates that the tested Bouffant Cap. made o same fabric, complies
with the resistance to penetration by liquids,

Ref: Laboratory Test Report |
EHSR Rer2.13;

Each piece of Bouffant Cap have marking with the following information on the single PPE package /
PPE jiself:
*  Name/ trademark of the manufacturer, type and model of PPE
= Applied product standards (EN 150 13034:2005+A1:2009)
*  Pictograms for protection against chemicals, invitation to read manufilcturer’s instructions
Article 6 *  Shelf life and date of manuficturing

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

Ref: Technical File PPE Marking section.

EHSR Ref 1.3.3.24,2.12;

The information supplied by the manufacturer is defined in the relevant snclillm 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. or the aullmris::dl representative for EU

community
* Type of protection against chemicals (Type PB [6]). The information also includes a
irticle = reminder for wearing necessary additional PPE in order to achieve a full body protection (j.e

coveralls. boots. gloves. mask and visor / face shivld ete.).

»  The standard code / name with the published year |

*  The statement that the Bouffant Cap is tested against the chemical names {tested tor) and
performance levels for mechanical sirengths including repellency and resistance ‘(o
penetration of liquids (Based on EN 14325:2018 classification) 2

*  Pictogram and information that the PPE is non-reusable also the shelf life is mentioned

*  Instructions for use, controls before use. how 1o wear / unwear, Iimirqtinns; ius_lrucmiunﬂ for
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2005+ A 12009 Standard Requirements Evaluation

storage conditions, complemantary, instructions for disposal
* Statement for warning the user on lammability. to keep away of fire

The above user information text is available in Turkish and English

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 1SO 14126:2003 + AC:2004 STANDARD

I. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE
L.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 ris{l 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 1o 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 foresceable conditions of use.

E [
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 PFE 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;

¢) 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;

¢) 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

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

i) 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

I} 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

2.4, PPE suhject to ageing

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

If the manufacturer is unable to give an undertaking with regard to the uselul life of the PP ', 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, +s¢, cleaning. servicing

and maintenance. '@:
| . Pope il
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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 indieators 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 foresecable 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 affived. 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 limfls 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 sp Ic:’ﬁcntinns 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 ::?:mlain. 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.

| Pape 10]13
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Technical Assessment of EN 14126:2003 + AC:2004 Standard and other Standards it refers to. Clauses Corresponding to
the Essential Health and Safety Requirements given above

EN 14126:2003 + AC:2004 5t

ard Requirements Evaluation

140

EHSR Ref 1.3.2:

The Bouflant Cap material performance are tested according to EN 14325:2018 standard for the

Article 4.1.2 relevant propertics required by the Type defining standards for protective claﬂﬁn;. The Bouffant Cap
under evaluation claims compliance with Type PB [6]. The required mechanical and Nammability
performance levels are evaluated in the corresponding clauses of EN 150 13334 standard witlin this
report. No lurther evaluation is necessary for this standard.

EHSR Ref1,1.2.2, 3.10.2:

Evaluation of the performance requirements against penetration by infactive agents:

The Boulfant Cap is subjected 1o the tests according 1o 1SO 16603 and 1SO{16604 standards for its
resistance 1o penetration by contaminated liquids under hydrostatic pressure. According to the
obtained results of the corresponding test report: 1

*  The Bouffant Cap material withstands and do not allow any penetration of bacteria under
=0kPa hydrostatic pressure and is classified as Class 6 according to Table | given in 4.1.4.|
Clause of this standard,

*  The Bouffant Cap material was also subjected to evaluation of the. bacieriophage test and
passes the test according to I1SO 16604 at 20kPa. and is classified 4s Class 6 according o
Table I given ind.1.4.1 Clause of this standard,

The Bouffant Cap is tested for its resistance to penetration by infeetive agents due 10 mechanical
contact with substances containing contaminated liquids according 10 190 22610:2018 testing
standard. The laboratory environmental conditions and the 1est selup parameters were inline with the
standard requirements, The laboratory resulis indicates that the tested spcc]mcus withstands the 2
turns with no penetration for total 75 minutes and classified as Class 6 accord g to Table 2 of Clause
4.1.42 of EN 14126 standard Classification of resistance to penetration by infective agents due to
mechanical contact with substances containing contaminated liguids. '

The BoulTant Cap is tested for its resistance 1o penetration by contaminated solid particles according
o IS0 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 is smaller than | log clu. The tested sample is
classified as Class 3 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:

Article 4.1.4

Result Requirement
Resistance to Penctration Propery . L)
Lt Classification | ol EN 14126
Sueccesslul !
ISCH 16604 - Resistance to peneiration by Hydrostatic ; A o
X S 3 - R i Tov b Chnssifie
contaminated liguids under hydrosiatic pressure Prcssune S L
=20 k*a
EN IS0 22610 - Resistance to penctration by Rreakihrough
infective agents due 1o mechanical contaer with timie Clsg 6 | To be Classilicd
substances containing contaminated liguids, i > 73 min
ST T RS - Tedlkhitin s R Penetration . i
EN 150 22612 - Reslstunee o penetration hy b Clasd3 | To be Classificd
contaminated solid particles log ey = | - ;

Rel: Laboratory Test Report 2
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C:2004 Standard Requirements Evaluation

EHSE Ref1.3.2:

I'he seam strength is evaluated and classified based on the test report as shown below:

Result Requirement of EN
Classilication EN 14126
Reter to the sirength |
values for seams at
dilferent pars off
Bouffant Cap. The
lovwest Class is given
amiong all Kinds of
ST

b l

Property of Material FN
14325:2018

5.5 Seam Strength Class 3 Fo ke Classified

Ref: Laboratory Test Report 2 and 3
EHSR Rel 1.3.1, 3.10.2;

The PPE under evaluation conforms the relevamt requirements of EN |sl 13688 standard. The
requirements of the Bouffant Cap with respect to health and safety, ageing and sizing are evaluated in
EN 150 13688 section of this report. '

EHSR Rel2.12;

The marking requiremnts for protective clothing against chemicals are eviluated in the relevant
section of this report. Aditionally:

Each piece of Bouffant Cap have marking with the following information on the single PPE package /
PPE itself:
*  Applied product standards (EN 14126:2003+AC:2004)
*  Type marking of the PPE as Type PB [6]-B |
= the pictogram “protection against biological hazard™

The above mentioned marking requirements are stated in the technical file nT the manufacturer, The
evaluated samples did not have all these marking and information on the PPE. The manulacturer shall
follow the instructions in the technical file in case of serial manulacturing of the PPE and verify
before putting the PPE on the market,

Ref: Technical File PPE Marking section.

EHSR Rerl | .4;

The information supplicd 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. or the authorised representative for EU
community

*  Type of protection against chemicals (Tvpe PB [6]-B). The information also includes a
reminder for wearing necessary additional PPE in order to achieve a full body protection (i.e
coveralls. boots, gloves, mask and visor / fice shield), ! _

*  The standard number (EN 14126)

*  The performance levels identified with the tests against infactive agents

! Fage 12113
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EM 14126:2003 + AC:2004 Standard Requirements Evaluation

*  Pictogram and information that the PPE is non-reusahle also the shelflTife is mentioned

storage conditions. complemantary. instructions for disposal
The above user information text is available in Turkish and English '

Ref Technical File, User Information Sheet |

PPE Experis contributed 1o this report:

Arzu SEREMETLI

Osman CAMC!

Approval
Sual KACMAZ
UNIVERSAL CERTIFICATION
Director

* Instructions lor use, controls before usc. how 1o wear |/ unwear. limilations. instructuions for

Page 13713
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TECHNICAL FILE
MANUFACTURING CONTROL
GUIDE Protective Clothing (Long

Overshoes, Protective Oversleeve, Bouffant Cap, Overshoe
Taped - Long, Protective Oversleeve - Seamlasa)
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' TABLE OF CONTENTS - ABOUT THE GUIDE

il |

YELKEMNCI

0 | INTRODUCTION
1 | SCOPE _
2 | References Standards And/Or Documents
|3 | Product Information
| 31 | Product Description
32 | Prodiuct Model No.
| 3.3 | Product Dimension
| 3.4 | Brand
| 3.5 | Factory Production Conirol
| 3.6 | Risk Assessment of PPE Towards Protection
| 3.7 | Matericls and Intermediates Used
| 3.8 | Product Photos
[.3.9 | Marking
| 3.0 | Usage Instruction .
| 3.1 | Baosic Health and Safety Requirements that the Product Meets
4 | Requirements
4.1 mManufacturing control
42 | Quality plan
4.3 | Organization
44 | Document control
5 | Control Methods
A | Component materials -
52 | Customer supplied product
| 5.3 | Operations Control -
| 54 | Transport, storage and distribution
| & | Inspection and experiments
| 6.1 | General
6.2 | Input component materials
|7 | Mon-conformity status
[ 71 | General
| 7.2 | Mon-conformity of constituent materials
| 7.3 | Mon-conformity of the final, finished product
| B | Records
9 Training

' DOCUMENT TD-06
NO
ISSUE DATE 01.05.2020
REV DATE e
REWV NO oo
PAGE NO 1/29

Technical File - Manufacturing Control Guide has been prepared in accordance with EN 14124 and EN 13034
Standards in order to introduce the production facility conirol system and explain the basic elements of the
system. Control Guide is used not only to guide the establishment of the system and the preparation of the
system documentation, and also to infroduce the system to customers and third parfies. Manufacturing

Control Guide; is prepared by Productfion Control Representative, Quality Management Representative,

controlled, approved and published by the Company Manager.

On the pages of the Conirol Manual, "YELKENCI HAZIR GiYiM SANAYi VE TICARET ANONIM SIRKET" logo,
"Technical File - Manufacturing Control Guide" phrase, Department Name, Document No (TD-04),
Publication Date, Revision Date, Revision No, Page No. (Tifle and Signature) Person Controlled (Title and
Signature) and Person Approved (Title and Signature) informatfion are found. Page Nos; is given as showing

“"page number/ftotal page number".
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The revision rnc:de 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.O1
Document Control Procedure.

0. INTRODUCTION

YELKENCI HAZIR GIYIM SANAYI VE TICARET ANONIM $IRKETI Technical File - Manufacturing Control Guide: is
prepared as a part of the system used fo evaluate the conformity of standards

= ENM 14126/AC:2004 Protective Clothing - Against Pathogenic Organisms

= EN 13034: 2005 + A: 2009 Protective Clothing Against Liquid Chemical Substances - Performance
Rules for Protective Clothing Providing Limited Protection Against Liquid Chemical Substances (Type PB
[4] - B Equipment)

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

1.SCOPE

Technical File - Manufacturing Control Guide covers the quality and factory manufacturing confrol
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.

Basic Requirements of the European Union Directive 2016/425 [ EU:

8.1. Medical devices and manufacturing processes should be designed in such a way that the infection risk of
the patient, practitioner and third parties is eliminated or reduced as much as possible. The design should be
easy to implement and, if necessary, minimize contamination of the patient from the medical device or from
the patient during use.

« Company Name: YELKENC] HAZIR GIYIM SANAYT VE TICARET ANONIM SIRKET]
= Production Place Address: E5 Karayolu Uzeri 5001, Sokak No:é 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 ptqces in the text and are listed below.

_ENJSOJECefcNO | _ NAME

' Protective Clothing - General Features
EM ISO 13488

‘Proteciive't-ftoiﬁrﬁg - Against Pathogenic érganisrns - Performance Properties and Test |
EM 14126 Methads

| Protective Clothing Against Liquid Chemical Substances - Performance Rules for Protective |
EN 13034:2005+A1 Clothing Providing Limited Protection Against Liquid Chemical Substances (Type é and Type
pb (6] equipment)

EM IS0 13485 Medical devices - Quality management systems - Requirements for regulatory purposes
PREPARED BY | APPROVED BY

Production Control Representative | Quality Control Representative Cnmpan}' Director
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3. Product Information

3.1 Product Descriplion

Protective Clothing [Overshoes, Oversleeves, Bones) that we manufacture have a suitable microbial barrier,
which aims to limit the transmission of infective agents between personnel and patients during surgical
procedures and in other medical environments with similar requirements. It can be effective in reducing the
spread of infective agents in asymptomatic canier or patient with clinical symptoms, our company produces
Frotective Clothing with these features in a high quality and hygienic environment,

2 Brand Name: BIOBLOCKED

3.3 Product Model No:

FB 0040 Overshoe Long - Laminated

SC 0040  Protective Oversleeve - Laminated
CP 0045 Bouffant Cap - Laminated

FB 0065 Overshoe Taped - Long

SC 0045 Protective Oversleeve - Seamless

3.4 Product Dimension: Tek Beden

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 confrol the effective
operation of the manufacturing control system.

3.6 Materials and Intermediates Used

| NO | MATERIAL USED | SPECIFICATION | MANUFACTURER INFORMATION
1 | FABRIC | Laminated Fabric 57 gr | Pelsan Tekstil
2 | SEWING THREAD | | COATS
3 | PACKING MATERIAL - BAG | Coast 120 Number Yam | DEKA PLASTIK
4 | PARCEL . | MERCAN AMBALAJ
R | PRIN "
5 | RUBBER RINTED BAG SARIG A SSRME
Wigan Non-Sii ‘ | KSSK '
6 igan Mon-Slip Fabric SSK QUALITY | Mahmut Teksti
7 Welding tape I 14 mm tape 5 INANG 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 Essential Health and Safety Requirements Fulfilled by the Product (Annex E)
3.12 Machinery and equipment used in the production of the product:

* Flat Machine

=  Owerlock Machine

» Cutting Engine

Marker Table
_ PREPARED BY ' APPROVED BY
Production Control Representative | Cuality Control Representative [ Company Director
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Modelroom Mold Drawing Machine

Cutter Cutting Machine (for narrow fabrics)
Tape Welding Machine

Ultrasonic Sewing Machine

3.13 Stitch Joining Section
PB 0060 & SC 0060 & CP 0045 = All stitches are made with 5 thread overlock stitch. A single needle sewing
machine is used for sewing elastics, laces, labels and non-slip fapes.

PB 0065 = All stitches are made with 5 threads overlock stitch. A single needle sewing machine used for
sewing elastics , laces, labels and non-slip tapes. Welding tape is welded on all seams from the outer surface.

SC 0065 = The whole pieces are performed with ultrasonic sewing. A single needle sewing machine is used for
sewing elastics , laces, labels and non-slip tapes.

4. REGUIREMENTS

4.1 MANUFACTURING CONTROL

Technical File - Manufacturing Confrol Guide is the continuous internal control of manufacturing processes,
This system includes the requirements for the confrols performed to ensure the above-defined Protective
Clothing with the performance declared in the EU Type Approval Cerfificate.

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

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

4.2 QUALITY PLAN

Qur company has determined and continues its policy and procedures for Manufacturing Control in the
quality plan. The quality plan includes the idenfification 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 control

- 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 cose 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 qudlity problems in the product.

4.3.2 Management Representative

B PREPARED BY ', APPROVED BY
Production Control Representative | Quality Control Representative Company Director
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Our company has determined an authorized representative with appropriate knowledge and experience to
ensure the implementation and maintenance of the Manufacturing Control inspection and Quadlity Plan
requirements. This representative can perform supervision and surveillance work alone.

REFERENCE
Management Representative Appointment Letter

4.3.3 Internal audits

Qur company conducts internal audits to verify that the works are in accordance with the planned
regulations and to determine the effectiveness of Manufacturing Control, The audits are scheduled
according to the importance and condition of the work performed. Audits and subsequent activities are
caried 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 timely measures when there is a noen-conformity during the
inspections.

REFERENCE

Internal Audit Procedure

MNon-conforming Product Control Procedure

Corrective and Preventive Actions Procedure

4.3.4 Management Review

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

REFEREMCE
MR Meeting Minutes

4.3.5 Subconiractor Services

Qur 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
control procedures,

4.4 Document Control

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

REFERENCE
Document Control Procedure

Records Control Procedure
5 CONTROL METHODS
5.1 Component Materials

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

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

_ PREPARED BY [ _APPROVED BY ]
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These checks verify that input material suppliers are able to ensure the required quality of materials and
conform to the EU Type Approval Cerlificate.,

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 culting process (coming together of the same pieces from the same lot)

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

e) Final product control (seams, sewing thread cleaning)

f) Label user manual and packaging control

5.4 Transporl, Storage and Distribution

It includes the procedures that will ensure the hygiene rules during the transportation and storage of Surgical
Garments and Covers,

REFERENCE
Transport, Storage, Storage and Shipping instruction

& INSPECTION AND TESTS
6.1 General
All necessary tools, equipment and personnel are available fo carry out the necessary inspections and tests,

All inspections performed by quality control personnel are recorded, and if non-confarming 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 cur company, the results
of the tests carried out by the supplier can be used.

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

7 NON-CONFORMITY STATUS

7.1 General

Frovided 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 identification 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

PREPARED BY | APPROVED BY
Production Control Representative Quality Control Representative Company Director
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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 transportation, storage and distribution of the product.

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

Mon-conforming product control procedure

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

a) Reprocessing of component materials

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

REFERENCE

Mon-conforming product control procedure

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

Non-conforming Profective Clothing (Overalls) 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,
¢) Rejection of the product,

REFERENCE

Non-conforming product control procedure
Quality plan

8 Records

Manufacturing control results are recarded. Along with the details of the constituent materials subjected to
inspection, the place, date and time 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

| il PREPAREDBY | APPROVED BY
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9 Training

Our company has established and implemented methods for the training 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, training or experience as required. Training records are kept.

Note- Although a demonstrable training may be needed for the implementation of the guality 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
PRODUCT PHOTOS

Disposable Protective Sleeve

Product: SC 0060 Product: CP 0045
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PRODUCT: 5C 0065

FRODUCTION DATE: 15.08.2020

PRODUCTION NUMBER:58767
EXP DATE: 15.08.2023
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READ THE INSTRUCTION MANUAL!

BIOBLOCKED®
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PRODUCT: PB 0065
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PRODUCTION NUMBER:58765
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BIOBLOCKED®
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PRODUCT: PB 0080

PRODUCTION DATE: 15.08.2020
PRODUCTION NUMBER:58764
EXP DATE: 15.08.2023
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Clothing
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Keap sway from fire and hoat!
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Keap away from fire and heat!

YELKENCH HAZER GIYIM SaNAYE VE TICARET A%
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URUN KODU:PB 0065

48CHM
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KAYMAZ BANT
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Annex B
MARKING

YELKENCI HAZIR GiYiM SANAYI VE TICARET A§
E5 Karayolu Gzeri 5001 sk. No:é Selimpasa- Silivri - ISTANBUL / TURKIYE

TYPEPB [6]-8

EN 130042005+ A1: 2009 EM 10126 20004+ AC 2004

Pralactve diothing

o b
agairsl bgua chamicals PR SR

anaral niectiva age=te
=al? puskirticln spedara Fabajon rganitmalara
LR T TTL e s kasturnan
13.3. Information that should be included on the label:
a) The name or commercial name and address of the manufacturer, for imported medical devices, as well
as the name or commercial name and address of the authorized representative and / or importer must be
included on the label or in the sales package or in the user manual.
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b} Detailed information that defines the contents of the packaging and the medical device and especially
for the user,

c) When necessary, the phrase "STERILE",

¢) When necessary, batch code or serial number with the expression "LOT",

d) If necessary, the expiry date in month and year,

e] When necessary, the phrase "for single use”,

f) If the medical device is made on order, the phrase "It is a custom-made device”,

g) The phrase "For Clinical Research” in clinical research devices,

g) Special storage and / or usage conditions,

h} Special user manual,

1) Warnings and / or measures fo be taken,

i) For active medical devices, the date of manufacture to be specified in the batch / lot or serial number,
apart from sub-paragraph (d),

i} When required, the method of sterilization,

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

I} If the medical device contains @ human blood derivative, the statement stating this is sought.

YELKENCI |

Annex C
USAGE INSTRUCTIONS
PB 0060
TYPEPB[6]-B
Il : 2163
EN 13034 :2005+A1:2009 EN 14126:2003+AC:2004 150 9001:2015
; ; :
soucaiuichaments  iclevedoning IS0 14001:2015

10 22N&:2007
Hali paskirtubm partikillers Patojen organizmatara

karg koruma kargl horuma
BioBlocked.com
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PRODUCT FEATURES

* PP+PE Laminated Fabric

* Non=5taerile,

* Non=slip sole.

* It provides protection by fully wrapping the shoe covers.

* it is mace of superior ightwelght and easy-to-wear fabric,

ENGLISH
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URUN SzELLIKLERI

+ PP+PE Laminali Kumaog

« Steril degildir.

* Kaymaz taban,

* Ayakkabiyl tom olarok sararak kerume sadlar.

+ Ustiin nitelill hatif ve glyilmesi kelay kumagtan Oretilmigtir.

TORKGE

HOW TO WEAR ?

* The overshoo are opaned with both hands to allow the shoos to
enter the overshoe easily.

* Laces arte tled so that the foot does not tighten tae much,

* The laces prevent the shoe from slipping down,

HOW TO REMOVE ?

* It should bo removed by sitting.

* In removal, should be careful to remave the over shoe by inverting.

* Laces are opaned, the rubbers are widenod to remove the back side
of the shoe and then the front side.

* Hands are washed with soap after this process. Disinfectant should be

used at times whan there is ne water and soap.

HASIL GiYiLIR 7

* Lastigl iki ofle agilarak ayakkabinin rahat bir sekilde
Oriindn Igine girmes] saglamlir,

* Ayagdi cok stkmayacak sekilde badciklar badlanihr,

» Bageiklor galajun agodiya dodru kaymasing engeller.

NASIL CIKARTILIR ?

« Cturularak sikanimaokdir.

* Gikarma igleminde galogun ters sovrilerek gikardmasina dikkat
adilmaelidir,

+ Bafciklor agil, lastikler genigletilerek ayakkabinm dnce arka taraf
sonra én tarafmin gkanimas saglandr.

* Efler bu Iglemden sonra sabun e yikanir. Su ve sabun clmadigl
ramanlardo derenfektan kullamimokdr.

Storage / Final Use

It is secommended 1o keep il in cardboard or cardboard box, away from
sunlight. betwaen 15 - 25 "C, If stored under sulable conditions. il is
recommanded 1o use il within 3 years aller the production dale,

Destruction / Recycling

The uncontaminated products can be treated as general waste or can be
recycled, Contaminated products should be treatad as hazardous
wastes and should be disposed of in accordance with the rules laid down
by law.

The biclogical agents lor which the product wis tested oo “ATCC 8372 Bacillus sublils
spares, ATCC 9372 Bacills alrophacus, and ATCC 13708 - B1 Eschoricibia ool
Bactorinphasy”,
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Saklama / Son Kullamim

Karlon veya mukavva kulu igerisinds, glnes isidanndan uzak

15 = 25°C arazminda muhafaza edimesi Tavsiye edilir, Uygun kosullarda
depolandigl takdirde dretim tarhinden sonra 3 yil icerisinde kullanimas
tavsive edilir,

imha / Geri Déniisiim

Bulagma clmamig Orinber genel ¢op clarak islom garebilic voya gor
danigtirilebifi, Bulagma olmug Grinfer ise zarar atiklar olarak islem
gormesi ve yasanin balintig: kurallar uyarinca atiimast gerekir,

Urisndn tost eceddigl bryolojic ajanlar* ATGC 9372 Bacllus sublils spores | ATCC 9372
Bacdlus abophasus v ATCC 13706 - 81 Eschorcibia coll actoriophasa * g,
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GUIDE Protective Clothing (Long

| Overshoes, Protective Oversleeve, Bouffant Cap, Overshoe

SAFETY INSTRUCTION
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ATTENTION!
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TECHNICAL FILE
MANUFACTURING CONTROL

GUVENLIK TaLIMATI

kil koeuspuc gemilar, allanmacan ance,
Yk dabk, sdhdx ki gitd dlamauiiuk dofo v
arpralarn kargn nontrel edimclidin, Defoll ve
i s kermirlide gy lear s,

DIKKAT)

Pogat §o oymarnak tehlikcldie, bogulmayn
sobop olabile, Lutton gotud va bobeklerdon
denk lulieue,

Taped - Long, Protective Oversleeve - Seamless)
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Taped - Long, Protective Oversleeve - Seamless)

PRODUCT FEATURES

* PP+PE Laminated Fabric
* NoreSterile.
* It can be used in all anviranments that require hygiens,

URON OZELLIKLERI

* PP+PE Lamineli Kumaog
= Sterll degildir,
* Hijyen gerektiren tim ortamlarda kullaralabillr,

HOW TO WEAR ? MASIL GlyiLir 7

* The disposoble protective oversleave cuff is wear on the wide side of * Keruyucu kollugun genis tarafindan kola glydirilir.

thi arm. « Kallugun dirsede dogri kaymasini engollemek igin bas parmaga
* To prevent the cuff from sliding towards the elbow, a finger is parmakiik takilr,

attached to the thumb,
HOW TO REMOVE ? NASIL CIKARTILIR ?

* Tha cuff is removed from the elbow by tuming it upside down.
* Honds are washed with soap after this procedure. Disinfectant
should be used when there ls no water and soap.

* Kolluk dirsek kismindan baglonarak tors gevrilarek cikaniir,
* Eller bu lglemden sonra sabun ile yikanir.5u ve sabun olmadigi
romanlarda dezenfektan kullandmalidir,

Storage / Final Use

It is recommendad o keep it in cardboard or cardboard box, away from
sunlight, between 15 - 25 °C, If stored under sultable conditions, it is
recommanded to use it within 3 years alter the production date,

Saklama / Son Kullanim

Karton veya mukavva kulu igerisinde, gines isinlanindan uzak

15 - 25°C arasinda muhafaza edilmesl Tavsiye edilir, Uygun kogullarda
depolandi takdirde Gretim tarihinden sonra 3 yil igersinde kullamimas
lavsiye edilir,

imha / Geri Déniigiim

Bulagma olmamig trinler genel ¢op olarak islem gorebili veya geri
danugtirifebilir. Bulagma olmusg drinler ise zararh atkdar olarak islem
gormesi v yasanin beliitigi kurallar uyannca atilmasi gerekir,

Destruction / Recycling

The uncontaminaled products can be Ireated as general waste or can
be recycled. Contaminated products should be treated as hazardous
wastes and should be disposed of in accordance with the rules laid
down by law,

The bickogical agents lor which the peomect was tested are *ATCG 8372 Bocillus sublis
apoces, ATCC 9372 Bacillus srophaous, and ATCG 13708 - B1 Escharkihin coli
Backeriaphans®,

Uetnian st odikiigh biyologs sjanker * ATCE 2372 Bacllus subbbs spores | ATCEC 8372
Bacillus atrophaous ve ATCC 13706 - BY Eschericibia coll bactenophass * dir,
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GUIDE Protective Clothing (Long

QOvershoes, Protective Oversleeve, Bouffant Cap, Overshoe | PAGE NO

SAFETY INSTRUCTION
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ATTENTION!
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GUVENLIK TALIMAT)
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| Taped - Long, Protective Oversleeve - Saamless) l
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PRODUCT FEATURES

* PP+PE Laminated Fabric
* Non=5terlle.
* It can be used in all environments that require hygiene.

HOW TO WEAR ?

* The bannet is opened with two hands by its rubbery part,
* The rubber part of the bonnet ls placed en the forehaad.
* The bennet is placed on the head, completely covaring the hair,

HOW TO REMOVE ?

* The rubber of the bonnet is gripped from the back of the head,
* The rubber Is folded in front and the bene is rermoved.,

* Hands are washed with soop after this procedure. Disinfectant
should be used when there Is no water and seap.

Storage / Final Use

I i recommaonded 1o keep 1 in cardboard or cardboard box, away fram
sunlight, batween 15 - 25 "C, If stored under sultable conditions. it i
recommended fo use il wilthin 3 yoars afler the produclion date,

Destruction / Recyeling

The uncontaminaled products can bo trealed as general waste o can
be recycled, Contaminated products should be treated as hazardous
wasles and should be disposed of in accordance with the rules |sid
down by law.

The biclogical agants far which (he prodict was Iesten we "ATCC 9372 Bacilus subsls
spocos, ATCC 372 Doaclus abrophaus, and ATCE 13706 « B Eschorciba cob
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URUN SzeLLIKLERI

* PP+PE Laminell Kumay
« Steril degildir.
* Hijyen gerektiren tm srtambarda kullandabilir,

NASIL GlYILIR 2
* Bone, lastikli knsmandan ki efle tilup agdr,

* Bonenin lastikl kesmi aling yerlegtirili,

* Bone, saclon tamamen igine alacak gekilde baga yerdeytirli.

MASIL CIKARTILIR ?
* Katanin arka tarafindan bonenin lastigi kavranr.

* Lastik &n tarata dedru ige katlanarak bone akanle.

= Eller bu iglemden sonra sabun e yikonir.5u ve sabun olmadig
ramaonlardo dezenfekton kullondmalidir.

Saklama / Son Kullanim
Karton veya mukavva kulu igerisinde, gines isinlanndan uzak

15 - 25°C arasinda muhataza edimesi Tavsiye edilr, Uygun kosullarda
dopolandigl takedirde Gretim tarhinden sonra 3 yil iperisinde kullanimas)
tavsiye odilr,

imha / Gerl Déniistim
Bulasma olmamis Griinfer genol ¢8p olarak islem gérobilir veya gor

dantglirilebilin, Bulagma olmus dirinler ise zarark atiklar olarak islom
gormesi ve yasanen balirtligh kuraflar uyarinca aldmasi gerekir,

Uriindn tmst el bivolafs, ansbe * ATOC 9372 Baclun subtlis sporas | ATCE 9372
Bacillus atrophaous ve ATCC 1308 « B Escroncibia coll bactodophans * dir,
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YELKENC}
GUIDE Protective Clothing (Long
Overshoes, Protective Oversleeve, Bouffant Cap, Overshoe [PAGE NO
B Taped - Long, Protective Oversleeve - Seamless)
SC 0065

TYPE PB6]-B

J®

PRODUCT FEATURES

* PP~PE Laminated Fabric

* Non-Sterlle.

* It can be used In all environments that require hyglene.
* Uitrasonically stitched,

ENGLISH

HOW TO WEAR 7
* The disposable protective oversloeve cuff Is wear on the wide side of
the arm.

* To provent the cuff from sliding towards the olbow, a finger s
attached to the thumb.

HOW TO REMOVE ?

* The cuff It removed from the elbow by turning It upside down.
* Hands are washed with soap after this procedure. Disinfectant
should be used whon there Is no water and soap.

Storage / Final Use

it is recommended 1o keep it in cardboard or cardboard box, away from
sunlight, between 15 - 25 *C. If slored under suitable conditions, it is
recommendced 1o use it within 3 years after the production date.

Desatruction / Recycling

The uncantaminated products can be trealed as general waste of can
be recycied. Contaminaied products should be treated as hazardous

wastes and should be disposed ol in accordance wilh the rules laid
down by law

Tha blologies! agenta for which the product was seated sie "ATCC 9372 Baclus mitla
s os, ATCC G372 Baclus atrophasirs, and ATOC 13708 . B Eschanchia ool
atRe oohasa”
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TORKCE

ORON OZELLIKLERI

* PP=PE Laminell Kumasg

* Sterll deglidir.

* Hijyan gerektiren tim ortamlarda kullandabilir,
* Uitressonik dikigh.

TORKCE
NASIL GIYILIR 7

* Koruyucu koHuun genls tarafindan kola ghydiriir.
* Kotlugun dirsegje dofru kaymasini engellemek Igln bas parmaga
parmakbk takilir,

HASIL CIKARTILIR ?

* Kelluk dirsek kismindan boglanarak ters gevrilarak gikanilr,
* Eller bu lglemden sonra sabun lle yikanr.5u ve sabun olmadig)
ramanlarda dezenfektan kullanidmalidir.

Saklama / Son Kullanim

Karton veya mukavva kulu igerisinde, gines isinlanndan uzak

15 - 25°C arasinda muhalaza edimesi Tavsiye edii, Uygun kosullarda
depolandigi lakdirde Crelim tarihinden sonra 3 yil igerisirde kullanimas
tawsiye edilir

Imha / Geri Déniisiim

Bulagma cimamig Lrinler genel ¢op olarak iglem gorebilit veya geri
donstiriedillr. Bulagma olmus Lrerler ise zaran atiklar olarak iskem
Qormesi ve yasarn belirtidgi kuralar uyannca alilmas: gerekir,

Uriinidn 18at schdifi byoloj. ajanias * ATCOC 9372 Bacilun nubtite scores . ATCC B372
Baciliun avcphanes va ATCE 13708 - 81 Esshenchia ool bassencphase * dr
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GUIDE Protective Clothing (Long
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| Taped - Long, Protective Oversleeve - Seamless) |
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PRODUCT FEATURES OROM OZELLIKLERI

« PP+PE Laminated Fabric * PP+PE Lamineli Kumay
* Hon-Sterile. + Steril dedildir,
* Hon-slip sale, * Kaymaz taban,

* It provides pretection by fully wrapping the shee covers.
* It is mode of superior lighlwelght and easy-to-wear fobrie.
* Welding tope is welded on oll seoms.

* Byakkabuy tam olorak sararak keruma soghor
+ Dstiin nitelikli hotif ve givilmesi kelay kumagtan Gretilmigti,
* Tibm dikiy yerlerinin Grerne kaynak bont yopetinle,

HOW TO WEAR 7 NASIL GIYILIR 7
* The evershoe are epened with both hands te allew the shoes to * Lostigi iki elle agilorok ayakkobinin rohat bir gekilde
enter the evershoe easily. irilinin igine girmesi soglondw.
* Laces arte tied so that the feet dees not tighten tos mush. * Ayafs gok sskmayacak gekilde bofeklor bodland,
* The laces prevent the shee from slipping dewn, * Bafedkdar golegun ayodyo dedru kaymasim engeller,
HOW TO REMOVE 7 MNASIL CIKARTILIR 7
* It should be remeved by sitting. « Dtwrulorak glkanlmalidie,
* In removal, sheuld be careful te remave the ever shoe by inverting, * Gikarma igleminde galegun ters cevellerek gdanimasina dikdat
* Loces ore opened, the rubbers are widened to memeove the back side edilmelidir,
of the shoe and then the front side. * Bageiklar ogiir, lostikler genigletilerek ayakkabann 3nee arka tarah
* Hands are woshed with seop after this proeess. Disinfectant sheuldbe senra &n tarafinm glonimas sadlanile.
used ot times when there Is no water ond seap. * Eller bu iglemden sonra sabun ile yikanie. Su ve sabun elmadii

ramaniarda dezrenfektan kullanimalsdr.

Storage / Final Use

It iz recommended 1o keep it in cardboard or candboard box, away Ham
suniighl, between 15 - 25 *C. If stored under suitable conditions, it is
recommanced to use it within 3 years after the production date.

Saklama / Son Kullarum

Karton veya mukavva kutu igersinde, gines inlanndan uzak

15 - 25°C arasinda muhataza eddmesi Tavslye edilin. Uygun kosultarda
depolandigt lakdirde Gretim tarihinden sonra 3 il igertsinde kullanilimasi
Lavsiye ediir

imha / Geri D&niigm

Bulagma oimameg Grinler genel cop alarak iglem girebilir veya gerl
doniglirtiabdic, Bulagma olmug (rinber ise zararh atiklar olarak islem
Qormesd va yasanin beliftigi kuraliar uyannca atimas: gerekir.

Destruction / Recyeling

The uncontaminated products can be freated as genaral waste or can be
recycled, Contaminaled products should be treated as hazardous
wasies and should be disposed of In accordance with the rules fakd down
by law

The brological agents for which he product was tested ane "ATCC 9372 Baciflus subtits

Oriinon bes1 ediidyi biyoiopk ajanlar * ATCC 5372 Bacillus seitilis spores  ATCG 9372
spoven, ATOC 5372 Bacillus strophaeus, and ATGS 13706 - BY Eschesicibla ook

Bacilus srophacus ve A 13706 - B1 Eschericihia coll bacteriophase * di

DaCEniophage”
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BIOBLOCKED®

SAFETY INSTRUCTIONS: All protective clothing should be checked against defects and malfunctions thet may couse
adverse effects such as tears, holes, and loose dirl. It should never be wom if it is faulty and dirty.

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

STORAGE/SUSE BY: It is recommended to keep it in a cardboard or cardboard box, away from sunlight at 15 -25 "C. If
stored under appropriate conditions, it should be used within 3 years after the production date.

DISPOSAL AND RECYCLING: Uncontaminated products can be treated as general waste or recycled. Contaminated

praducts, on the other hand, must be trected as horardous wastes and disposed of in accordance with the rules
specified by law.

“In case of long-ferm use in lemperate climales and environments, it may cause overheating ~
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Meaning of the Symbols on the Product Package

| DOCUMENT "TD-08
NO
ISSUE DATE |
'REVDATE |

| REWV NO !

01.05.2020

00
24/29

DESCRIPTION OF THE
SYMBOL

SAMPLE

A

L

Manufacturer

Indicates the medical
device manufacturer, as
defined in EU Directives
90/385 [ EEC, 93/42 [ EEC
and 98/7% / EC.

Yy ' Name Addres

5

r

Production date

Indicates the date the
medical device was
manufactured,

~
M

KL E

_,_

J’ :

Used by

Shows the expiration date
of the medical device.

- : -0

L

|B>

{Non Sterile)

Indicates that a medical
device has not been
subjected to sterilization.

<

®

Do not use if the
package is
damaged.

Indicates that the medical
device should not be used
if the packaging is
dnmuged or openead.

Keep dry

Indicates that the medical
device must be protected
from moisture,

~[9

Temperature
limitation

Indicates the temperature
limits to which the medical
device can be safely
exposed.

Humidity limitation

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

-4

B,

L

Do not reuse

Indicates that the medical
device is intended for
single use or for use on a
single patient during a
single procedure.

Disposabkle PPE, "Do not reusel”

-

.'_
L

S

See instructions for
use

It shows that | have to lock
at the user's instructions for
use,

r |
L o
S

Production Control Representative
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General principles effecfive in biological evaluation of medical devices within a risk management
process,

General classification based on the structure of the devices in contact with the body and the duration of
contact,

Evaluation of relevant available data obtained from all kinds of sources,

Identification of gaps in existing data sets based on a risk analysis,

Identification of additional data groups required to analyze the bioclogical safety of the medical device,

Determining the biclogical safety of the medical device

processes and the risk management plan have identified and assigned biclogical assessment issues that
require specific technical competences and the person (s) responsible for biological safety assessment,
Hazardous Material Safety Data Sheets (MSDS) are obtained and evaluated from all of our suppliers. {ISO
10993)

EK - E

Uriiniin Karsiladig Temel Saglk ve Glvenlik Gerekleri/ Basic Health and Safety Requirements that
the Product Encounters

EN 14]124/AC:2004 Standardinin Karsiladid Temel Sadlik ve Giivenlik Gerekleri/ Basic Health and Safety Requirements
Meets EN 14124 / AC: 2004 Standard

1.1. Tasanm Prensipleri / Design principles
1.1.2. Koruma Dizeylerl ve Simflan [ Levels and classes of protection

1.1.2.2, Farkh Risk Diizeyleri Igin Uygun Koruma Siniflan

KKD'nin tasanminda, ayr risk fakidrindn farkl dOzeylerinin ayirt edilebilmesi gibi Sngérilebilir kullarim kogullannin farkliik
gosterdidi durumlarda uygun koruma sinflandirmalan dikkate alinmalidir, / Where differing foreseeable conditions of use are
such thot several levels of the same risk can be distinguished, approprate classes of proteclion must be taken into occount in the
design of the PPE,

1.3 Rohatlik ve Etkinlik / Comiort and efficiency

1.3.2 Hafiflik ve Dayamililik / Lighiness and design sfrength
KKD, dayaniklilk ve islevselligini ozalimayacak sekilde olabildigince hafif imal edimelidir. /PPE must be as light as possible
without prejudicing design sirength and elficiency.

KKD. bu Ek'in 3. maddesinde belirfilen risklere kars yeterli korunma saflayabilmek icin yerine getirimesi sart olan ve belirli
riskler icin ilave gereksinimlerden ayn olarak, &ngérilen kullonim kosullan altmdaki orfam kosullanmin  etkisine
dayanabilmelidir. / Apart from the specific additional requirements which they must safisfy in order fo provide adequate protecfion
against the risks in question [see 3], PPE must be capable of withdlanding the effects of omblent phenomena inherent under the
foreseeatie conditions of use

1.4. Imalati Tarafindan Verllecek Bilgiler / information supplied by the manufaciurer
imalatel, piyasaya sundugu KKD ile birlikte asadidaki hususlan igeren kullarim kilavuzunuy da vemelidir: / The notes that must
be drawn up by the former and supplied when PPE is placed on the market must contain alf retevant information one
a) imalatgirin veya yetkili temsilcisinin isim ve adresi/ in adadition to the name and addressal the manutacturer andiar his
authorized representalive estoblished in the Community
b) Depoloma, kullarim, temizik, bakim, onanm ve dezenfekte etmeye iliskin bilgiler (imalote torafindan &nerilen
__temizik, bakm ve enfeksiyondon anndirma maddeleri, kullanim kilavuzunda verilen talimata uygun olarak
PREPARED BY | APPROVED BY

Production Control Representative Quality Control Representative ' Company Director
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kullanidiginda kullanict veya KKD'ye zarar vermemelidi) / storage. use. cleaning, maintenance.servicing and
dgisimfeclion. cleanng. maintenance or disinfectant profection recommended by manufacturers must have no odverse effect
an PPE or users when opplied in accordonce with the relevant instructions:

¢) Séz konusu KKD'nin sagladid korumanin sinfim yo do seviyesini Slgcmek igin uygulanan teknik testlerde
kaydedilen performans sonuglan/ performance as recorded during lechnical lests lo check the levels or classes of
protection provided by the FPE in guestion:

d) 5z konusu KKD'ye uygun aksesuariann ve yedek parcalann &zelikler /suitable PPE accessories and the characteristics
of apprapriate spare parks;

e) Farkl risk seviyeler icin uygun koruma sinflan ve bunlara karsilik gelen kullamim limitlen/ the classes of profection
appropriate lo different levels of risk and the coresponding limits of use:

f)  KKD veya belirli pargalannin kullanma Smird veya son kullanma tarhi f the absolescence deadinear period of
obsolescence of PPEor certain of its components:

g) Tagmaya uygun paketleme sekli / the fvpe of pockaging suitable for ransport;

h) lsarefierin anlarmi (2.12)/ the significance of any markingsfsee 2,12

i) Eger varsa, bu Yénetmeligin 4. moddesinin son fikrasinda belirtilen dizenlemelerin referanslan/ where appropriate
the references of the Direclives applied ingccordance with Articlesia) (b);

I} KED'lerin tasanmini yapan enaylanmis kurulusun unvani, adresi ve kimlik numarasi / the name . address and
identification number of the nofified body involved in the desian stage of the PPE

Bu bilgiler, anlagilr, kesin ve Tirkge olmal veya diger bir Uye tlkede piyasaya arz ediliyorsa o Uye Olkenin resmi dil veya
dillerinde olmaldir. / These nates. which must be precise and comprehensible, must be provided at least in the official language(s) of
the member stale of destination

2. BAZI KKD TIPLERI VEYA SINIFLARI iGiN ORTAK ILAVE GEREKLILIKLER /ADDIMIONAL REGUIREMENTS COMMON TO SEVERAL
CLASSES OR TYPES OF PPE

2.12. Uzerinde Dolayh veya Dogrudan Saglik ve Givenlikle iigili Bir veya Birden Fazla Tanimlayici Isaret Tagiyan KKD'ler

/ PPE bearing one or more identification or recognition marks directly or indirectly refating fo health and safety

KKD Gzerine yapistnimis, dolayl ya da dogrudan sadlk ve glvenilik ile ilgiil tanimlayici isaretler, vermek istedigi mesaja
uygun ikaz isarefleri (piktogramlar veya ideogramiar) seklinde olmall ve KKD' nin dngérilen kullanma &mrd boyunca
anlagiabilir halini tam olarak korumalidr, Aynca, herhangi bir yanhs anlomaya meydan vermeyecek sekilde bu isoretler
anlagir, kesin ve tam olmalidr, Ozellikle, bu isaretier Gzerinde yazh bir ifade veya kelime bulunuyorsa, bunlann cihazin
kullarilacad Olkenin resmi dil veya dillerinde olmahdir./The ideniilication or recogniion marks direcily or indirectly relating fo
health and safety affised o these types or classes of must preferably take the form of harmonized pictograms or ideograms and mus!
rerm ain perfectly legible throughout the foreseeableuseful Iife of the PPE. In addition, these marks must be complefe, precise and
comprehensible so as to prevent any misinterpretation : in parlicular, whwn such marks ncorporate words or senfences. the lotler must
oppearin the official language/(s] of the Member State where (he equipment is fo be used.

KKD veya bir KKD elemani gerekli isaretlerin tamaminin veya bir kisririn konulomayacad kadar kiicUkse, o zaman buna
ait agiklayic bilgi, ombalaj Uzerinde ve kullanim kilavuzunda bulunmahdr, / i BFE [or o PPE component) is too small to allow al
for part of the necessary mavking to be alfised, the relevant information must be menfionad on the packing and in the manufacturer's
noles,

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

3.10.2. Tehlikeli maddeler ve patojen organizmalara kargi koruma / Frotection against cutaneous and ocular contact

Vicut ylzeyinin tamamini veya bir bSImUND tehiikeli maddeler ve kangimiar veya zararh bivolojik ajanlarla termastan
korumak amaciyla Uretilen KKD'lerin koruyucu ylizeyleri éngdrilen kullanim sartlannda, bu tir maddelerin kullaniciya
gecmesini veya semasin Snleyvebilecek Szelikte olmalidrr. / FPE infended Io prevent the surfoce contact of all or part of the
body with substances and mixtures which are hazardous to health o with hamful biological ogents must be capable of preventing the
peneglration or permeation of such substonces and miktures and agents thraugh the profective infegument under the foreseechisa
condifions of use for which the PPE is intended,

Bu omagla, bu smif KKD'lerin yopildigi malzemeler ve diger elemanlar, gerekliginde gin boyunca kullanitabilmesi igin,
mimkin oldugu kadar tam bir sedimaoziik sagloyacak sekilde secilmeli veya tasarlanmal ve birdestirimelidir, Sdirmnazhdin
tam olarak saglonomadig durumiarda giyme siresi kisflanmalidir. / To this end. the cansfifuent materiols and other
components of those fypes of PPE must be chosen or designed and incorporoted so os fo ensure. as far as possible, complete laak-
tightness. which will allow where necessary prolonged daily use or. faiing this. limiled leak-Tightness necessifating a restriction of the
period of wear,

__ PREPAREDBY __APPROVEDBY
Production Control Representative Quality Control Representative Company Dircctor
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Yapianndan ve &ngdrilen kullanim kosullanndan dolay, yiksek szma giictne sahip belidi tehlikeli maddeler ve karigimiar
veya zararh biyolofk ajanlann séz konusu oldugu ve bunlann EED'lerin saglacid keruma stresini sinMadid durumiarda,
KKkD'ler smiflondirma amaciyla efkinlik esasina dayal standart testlere tabi tutuimalidrr. Testlerde belittiien &zelikiere uygun
oldugu kabul edilen KKD'lerde, tzelikle testlerde kullonilan maddelerin isimlerini veya bunun yapilamamas halinde,
kodlanm ve bunlara karsilk gelen standart koruma siirelerini gsteran bilgiler bulunmalidir, Kullarim kidavuzunda, dzellikle,
kodlarin bir aciklamasi, gerekiyorsa standart testlerin detayl bir tanmlamasi ve dngdrilen dedisik kullanim kosullanndao
misaade edilen maksimum kullanma siresini belifemek igin gerekli biiton bilgller de bulunmalidir. / Where, by virdue of thei
nature ond the foreseeabile conditions of thelr use, certain substances and mixiures which are hazardous fo health or harmiul biclegical
agents possess high penefrolive powear which fimits the duration of the pratection provicled by the PPE in question, the latter must be
subjected to standard lests with o view fo their classification on the bosis of their performance, PPE which s considered o be in
canformity with the test specifications must bear a marking indicaling. in particular, the names or, n the obsence of the names, the
codes of the substances wed in the fests and the comesponding standard period of protection, The manufacturers instruchons must
also contain, in parficularn, an explonation of the codes (it necessaryl, o detailed description of the standard tests and all aporooriate
information for the determination of the maxmurm permissible penod of wear under the different foreseeable conditions of use,

FPRODUCT PERFORMANCE VALUES

MECHANICAL RESISTANCE CLASSES

Abrasion resistance Abrasion resisionce

Terar resistance Teor resistance

Tensile strengih Tensile strength

Puncture resistance Punciure resistance

Seam sirength seom sirength
Flex crocking resistance Class 3
Repelency to lguids:
. Sedium Hydroxide [NaOH) 10% concenfrafion, Class 3.
. Sulfuric Acid (H2504) 30% concenlrafion, Chass 3

EN 141 24:2003+AC:2004
Biological agents for which the product is tested are "ATCC 9372 Bacillus subtilis spores, ATCC 9372 Bacillus afrophosus and ATCC 13704
- Bl Eschericihio coll bocteriophase”,

1.1. Tasanm Prensipleri / Design principles

1.1.1. Ergonoml / Ergonomics

KKD, tehlike iceren is yopilrken, &ngbrilebilen kosullarda ve eamaglanan dogrultuda kullamimi srasinda kullariciy
mimkdn olon en yiksek dizeyde koruyocok sekilde tasordanarak imal edilmelidin/ FPE must be o designed ang
manufactured that in the foreseeoble conditions of use for which it is infended the user can perfarm the risk related aclivity normally
whilst enjoying appropriote protection of the highes! prossible level,

1.2, KKD'nin Kendisinin Tehlikeye Yol Agmamas / innocuousness of PRE

1.2.1. KKD'nin Yapisindan Kaynaklanan ve Rahatsizik Veren Faktérierin ve Diger Risklerin Bulunmamasi / Absence of risks
and other inherent nuwisance fackhors

KKD, éngérilebilir kosullarda kullarnimi sirasinda tehlikelere ve yapismdan koynakianabilen rahatszik veric diger faktériere
neden olmayacak sekilde tasarlanarak imal edilmelidir. / FPE must be so designed and manufactured as to preclude risks and
other nuisance foctors under fore seeable conditions of wse.

1.2.1.1. Uygun Malzemeden imall / Suitable constituent matenals
KKD molzemesi ve pargalan, bozulma sonucu ortaya gikan maddeler de dahil olmak Ozere, kullanicinin sadlk ve
glveniigini olumsuz yénde etkilememelidir. / The materials of which the FPE is made, including any of their possible decomposition
products, must not adversely affect the health or salely of users, T i
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1.2.1.3. KKD'nin Kullaniciyi Engellememesi / Masimum permessible user impediment

KKD'nin vicudun durus sekline ve harekel etmesine neden oldugu kistlamalar ile duyu organlarnda yol acabilecedi
hassasivel kaybi en aza indidlmeli ve KKD, kullanici veya digier kisiler icin tehlikeli olabilecek hareketlere neden
olmamahder. fAny inpediment caused by PFE te mavements fo be made, positures to be adopled and sensory perception must be
minirized; nor must FPE cause movements which endanger the yser or other PETSONS,

1.3. Rahathk ve Etkinlik / Comfort and efficiency

1.3.2.Hafiflik ve Dayaniklilik / Lighiness and design strengih

KED. dayanikhlik ve islevseligini azaltmayacak sekilde olabildigince hafif imal edimelidir. /PPE must be as fight os possitie
withou! prejudicing design strength and efficiency,

KED. bu Ek'in 3. moddesinde belirfilen risklere karyi yeter korunma saglayabilmek igin yerine getirlmesi sart olan ve belirli
riskler igin illave gereksinimlerden ayn olarak, dngdrilen kullornim kosullan altindaki ortam  kosullannin  etkisine
dayanabilmelidir. fApart from the specific additional requirements which they must satisfy in order o provide adequate gratection
against the risks in guestion fsee 3), PPE must be capable of withstariding the effecls of ambient phenamena inherent under the
foreseeable condifions of use,

1.3.3. Aymi Anda Kullanilmak (zere Tasarlanmis Farkl KKD Tipleri veya Siniflannin Uyumu / Compatibility of different types of
FPE infended for simultaneous use

Ayni imalatel, ayni anda birden fazla risk s6z konusu oldugunda bu risklere karsi vilcudun birbirine yakin ksimlanmin es
zamanh korunmasine saflamaok icin farkl fip ve siniflarda KKD modellerini piyasaya sunarso, burlar birbiryle uyumiy
olmaldr. / ¥ the same manufaciurer places on the marke! several PPE madels of different lypes in arder to enswe the simulfaneous
profection of odiocent parls of the body, they must be compatible:

2. BAZI KKD TIPLERI VEYA SINIFLARI ICIN ORTAK ILAVE GEREKLILIKLER /ADDITIONAL REGQUIREMENTS COMMON TO SEVERAL
CLASSES OR TYPES OF PPE

2.4, KKD'nin Kullanim Omril ve Kullanimdan Dolayr Szelligini Kaybetmesi / Fre subject to ageing

Yeni bir KKD'nin islevinin zamana badh clarak énemli oranda azaldid bifiniyorsa, Grefim tarihi ve mimkinse son kullanma
taribi her bir KKD pargasinin ve dedisebilen b8limlerinin Ozerine, higbir yanhs anlamaya meydan vermeyecek sekilde,
agikea belirtiimeli ve bu bilgiler KKD'nin ombualajl zerinde de bulunmahdrr. / If it is known that the design performance of new
PPE moy be sgnificanfly offected by ageing. the month and vear of monufacture andfor, # possitle, the month and veor of
ocbsalescence mus! be indelitly and unambiguously marked on each itern of PPE placed on the market ond on its packaging.

KkD'nin kullonimindan dolay zelligini ne sirede kaybedecedinin dngbrilemedidi durumda imalate, tiketici ve nihal
kullaruciya kullonim kilavuzunda KKD modelinin kalite seviyesi ve depolanmasi, kullarimi, temizienmesi, hizmete sunumu
ve bakimina iliskin etken kosullan da dikkate alorok makul bir kullanim 8mrond ay ve yil olarak belitmelidir. / If the
manufacturer is unoble fo give an underaking with regard 1o fhe uselul ife of the PPE. his instructions mus! provides al the information
necesiary o enable the purchoser or wer lo esfablizh o reasonable obsolescence month and year, laking info account the quality
level of the madel and the effective conditions of storoge. use. cleaning, senvicing and mainfenance.

KED'nin temizlenmesinde periyodik olarak kullanian ve imalatcinin tavsiye ethigi bir temizleme islemi sonucunda olusan
yipranmalordan kaynaklanan, KKD'nin performansinda hizh sekilde azaimaya sebep clan kosullar, mimkin oldugu
durumda, piyasaya arz edilen her bir KKD'nin (zerine kullarim Smrinin tamamlanmasindan 8nce yapilabilecek azami
temizleme sayisin igerecek sekilde gerekli isaretleme ilistidlmelidir. Bunun mimkin olmadid durumda bu bilgiler kullarm
kilavuzunda verilmelidir. f Where appreciable and rapid deterioration in PPE perdomanee is likely to be couvsed by ageing resulting
fram the periodic use of o cleaning process recommended by the monufaciurer, the latter must, If possible, offix o marking fo each
itern of PFE ploced on the marke! indicaling the maximem number of cleaning operations thal may be camied out before the
equipment needs lo be inspected or discarded. Where such o morking is not affived. the manufacturer must give that infornalion in his
instricions,

2.12, Uzerinde Dolayh veya Dogrudan Saghk ve Givenlikle ilgili Bir veya Birden Fazla Tamimlayici isaret Tagiyan KKD'ler /
PPE Bearing ane ar mare identification or recognition marks directly or indirectly relating fo health and safety

KKD Uzerine yopistinimis, dolayh ya da dogrudan sadlk ve givenlik ile ilgili tanimlayicr isaretler, vermek istedidi mesajo
uygun ikaz isoretleri (piktogramiar veya ideogramiar) seklinde olmal ve KKD' nin dngdrilen kullanma Smrd bayunca
anlagiabilir halini tom clarak korumalidrr. Aynca, herhangi bir yanks anlamayo meydan vermeyecek sekilde bu isarefler
anlasilr, kesin ve tam olmalidr, Ozellikle, bu isaretier (zerinde yazih bir ifade veya kelime bulunuyorsa, bunlann cinazin
kullaniacad Okenin resmi dil veya dillerinde olmaldir./ The identification or recognition marks directly or indirecily relafing to
health and safety affixed to these types or classes of must preferably take the form of hamonized pictograms or ideograms and musf
remain perfectly legible throughou! the foresecableuseful e of the PPE. In addition, these marks mus! be complete, precise ard
comprehensibie so as o prevent any misinterpretalion ;i particular, whwn such marks ncomporale words or sentences, fhe latfer must
appear in fhe official languagefs) of the Member State where the equipmentistobewvsed.
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KED veya bir KKD elemani gerekli isaretierin tamaminin veya bir kisminin konulamayacad kadar kicikse, o zaman buna
ait aciklayici bilgi, ombalgj Gzerinde ve kullanim kilavuzunda bulunmalidir. / if FFE (ar a PPE camponent] i too small o aliow al
for part of the necessary marking to be offived, the relevan! information must be mentioned an the pocking and in the manufacturer's
noles.

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

3.10.2. Tehlikeli maddeler ve patojen organizmalara karsi keruma | Frotection ogains! cutaneous and acular confact

Videut ylzeyinin tamamini veya bir baliming tehlikeli maddeler ve kansimlar veya zararh biyolojik ajoniara temastan
korumok omacwyla Urefilen KKD'lerin koruyucu yiizeyler dngérilen kullanim sartlannda, bu tir maddelerin kullariciya
gecmesini veya szmasini Snleyebilecek &zellikte olmalidr. / PRE infended to prevent the sufface contact of all or part of the
body with substances and mixtures which ore hazardous to health or with hamiul bislogical agents must be capable of preventing the
penefration or permeaotion of such substonces and mixtures and agents through the protective infegument under the foreseeable
condiftions of use for which the PPE Is intended.

Bu amacla, bu sinif KKD'lerin yopildid malzemeler ve diger elemaniar, gerektiginde gin boyunca kullaniabilmesi igin,
mimkon eldugu kadar tam bir sedirmazlik saglayacaok sekilde secilmeli veya tasarlanmal ve birlestiriimelidir. Szdrmazhdin
tam olarak sodlanomadidl durumlarda giyme siresi kisitianmalidie, / To this end. the constituent materials and ofher
components of those types of PPE must be chosen or designed and incorporated so as to ensure, as for os possible, complete legk-
fightness. which will alow where necessary prolonged daily use or, faiing this, imited leak-ighiness necessitaling a restiction of the
period of wear,

Yapilanndan ve dngdrilen kullanim kosullanndan dolay, yiksek sizma giictne sahip beliri iehlikeli maddeler ve kangimiar
veya zararh biyolojik ajanlann séz konusu oldugu ve bunlann KKD'lerin sadladidy koruma siresini sinrlachdy durumiarda,
KKD'ler siniflandirma amaciyla etkinlik esaosina dayall standart testlere tabi tutulmalidir, Testlerde belirilen Szelliklere Uygun
oldudu kabul edien KKD'lerde, Szelikle testlerde kullanlan maddelerin isimlerini veya bunun yaplamamas halinde,
kodlanr ve bunlara kargiik gelen standart koruma sOrelerini gésteren bilgiler bulunmahdyr, Kullamm kiavuzunda, Szellikle,
kedlonn bir agiklamas, gerekiyorsa standart testlerin detayll bir tanimlamasi ve &ngérilen dedisik kullanim kosullannda
misaade edilen maksimum kullanma stresini befirlemek igin gerekli bUtin bilgiler de bulunmahdir, / Where, by virtue of their
nature and the foreseeable canditions of their use, cerfain substances and mixtures which are hazardous fo health or harmiul 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 standord tests with o view ta their classification on the basis of their performance. PPE which & considered o be in
canformily wilth the test specilications must bear o marking indicaling, in particular, the names or, in the absence of the names, the
codes of the substances used in the fests and the comesponding standard period of protection. The manufacturer's insfruchions mus!
aiso contain, in particular, an explanation of the codes (if necessary), o detalled description of the standard tests and all oppropriate
information for the determination of the maximum permissible period of wear under the different foreseaable conditions of use.
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