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1

Scope

P

This European Standard specifies requirements
and test methods for re-usable and limited use
protective clothing providing protection against
infective agents.  Clothing worn by surgical
teams or drapes laid on patients to prevent
cross-contamination during surgical interventions
are not covered by the scope of this standard.

P

Normative references

-]

This European standard incorporates by dated or
undated reference, provisions from other
publications. These normative references are cited
at the appropriate places in the text, and the
publications are listed hereafter. For dated
references, subsequent amendments to or
revisions of any of these publications apply to this
European standard only when incorporated in it
by amendment or revision. For undated
references the latest edition of the publication
referred to applies (including amendments).

Terms and definitions

For the purposes of this European Standard, the
terms and definitions of prCEN ISO/TR
11610:2003 and the following terms and
definitions apply.

Requirements

4.1

Materials requirements

<

4.1.1 General

If the care instructions indicate that the clothing
can be cleaned and reprocessed at least five times,
protective clothing materials shall be submitted to
five cleaning and reprocessing cycles according
to the manufacturer’s care instructions before
testing. If the care instructions specify a lower
number of cleaning/reprocessing cycles, then
materials shall be submitted to the number of
cleaning/reprocessing cycles indicated.  Unless
otherwise stated in the relevant test procedure, the
specimens shall be conditioned for at least 24 h in
an atmosphere of (20 #2) °C and (65 *5) %
relative humidity before testing. Tests shall be
carried out in the same atmosphere or within 5
min of removing the sample from the
conditioning atmosphere.

4.1.2 Mechanical and flammability requirements
The materials shall be tested and classified in
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accordance with the test methods and
performance classification system specified in the
relevant clauses of prEN 14325.

Clause

Requirement-Test

Result-Remark

Verdict

4.1.3 Chemical requirements

If protection against chemicals is claimed, the
materials shall be tested and classified in
accordance  with the test methods and
performance classification system specified in the
relevant clauses of prEN 14325.

liquid acrosols

When tested in accordance with ISO/DIS 22611
the material shall be classified according to the
levels of performance given in Table 3.

4.1.4 Performance requirements against
penetration by infective agents 4.1.4.1 Resistance

to penetration by contaminated liquids under
hydrostatic pressure

When tested in accordance with ISO/FDIS 16603
and ISO/FDIS 16604 the material shall be
classified according to the levels of performance
given in Table 1, as obtained in the bacteriophage
test (ISO/FDIS 16604).

Table 3 — Classification of resistance to penetration by contaminated liquid aerosols

Class Penetration ratio (log)

3 log >5

2 3<logs5

1 1<logs3

4.1.4.4 Resistance to penetration by contaminated
solid particles.

When tested in accordance with ISO/DIS 22612
the material shall be classified according to the
levels of performance given in Table 4.

Table 1 — Classification of resi: top ion by
pressure (ISO/FDIS 16604)

Class Hydrostatic pressure at which
the material passes the test

20 kPa

14 kPa

7 kPa

3,5kPa

Nl | s>

1,75 kPa

1 0kPa

* this means that the material is only exposed to
the hydrostatic pressure of the liquid in the test cell

Table 4 — Classification of resistance to penetration by contaminated solid particles

Class Penetration (log cfu)

3 <1

2 1<logcfu<2

1 2<logclu<3

42

Performance requirements for seams, joins and
assemblages

4.1.4.2 Resistance to penetration by infective
agents due to mechanical contact with substances
containing contaminated liquids.

When tested in accordance with Annex A the
material shall be classified according to the levels
of performance given in Table 2.

Seams, joins and assemblages of protective
clothing against infective agents shall fulfil the
requirements specified in the relevant clauses of
prEN 14325 Seam strength shall be classified
according to 5.5 of prEN 14325:2001.

43

Whole suit requirements

ts due to hanical

Table 2 — Classification of resi to ion by infecti

with substances containing contaminated liquids

Class Breakthrough time, t

t>75

60<t<75

45<t <60

30<t <45

15<t <30

= IN || |O

<15 min

Protective clothing against infective agents shall
fulfil the relevant requirements of EN 340 and the
whole suit requirements specified in the relevant
standard for chemical protective clothing (see
Table 5). The materials and design used shall not
cause skin irritation nor have any adverse effect

to health.

4.1.4.3 Resistance to penetration by contaminated |
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Table 5 — Types of protective clothing against infective agents

Type of clothing Relevant standard

type 1a, 1b, 1¢, 2 EN 943-1 (EN 943-2 for ET suits)

type 3 EN 466

type 4 EN 465

type 5 prEN I1SO 13982-1

type 6 prEN 13034

partial body protection | EN 467

Clause

Requirement-Test

Result-Remark

Verdict

if relevant, illustrations, part numbers and
marking of spare parts, ctc.

disposal after use.

Marking

The clothing shall be marked in accordance with
the applicable requirements of the relevant
standard for chemical protective clothing. The
marking of protective clothing against infective
agents shall contain the following additional
information: a) the number of this European
Standard: b) the type of protective clothing, as
specified in Table 5, with the suffix “-B”, e.g.
type 3-B: ¢) the pictogram “protection against
biological hazard”

Information supplied by the manufacturer

The information for the user shall be worded
clearly and unambiguously and be understandable
by a trained person. The information for the user
of protective clothing against infective agents
shall contain all the information required by EN
340 and by the relevant standard for that specific
type of chemical protective clothing. In addition it
shall contain the following information: a) the
number of this European Standard; b) the type
designation, e.g. type 3-B; ¢) the biological agents
against which the protective clothing has been
tested. This information shall be expressed as
performance levels, as specified in 4.1.4.1 to
4.1.44 for the relevant types of biological
challenge; d) all other relevant information on
performance levels, preferably as a Table; e) the
information necessary for trained persons about:
application and limitations of use (temperature
range, etc.):

if relevant, checks to be carried out by the wearer
before use:

fitting and adjustments, and any accessories
needed to provide the claimed level of protection;
use;

maintenance, cleaning and disinfection:

storage;

if relevant, a warning against problems likely to
be encountered;
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4 Principle =% -
A standard aerosol of sodium chloride particles is P
generated inside a test chamber in which a test
subject, wearing the protective suit under test,
carries out a predetermined sequence of test
exercises. The inward leakage at each sampling
position inside the suit is measured by means of
flame photometry. , 888
The percentage inward leakage at each sampling = -
position ( L ijmn ), the total inward leakage per suit N.o
(LS )and per test subject (L H ), the total inward %
leakage per exercise ( L E ) and per sampling p
position ( L P ) and the mean total inward leakage =g
(L) are calculated. o
5 Apparatus on Hit oy
5.1 Aerosol generator, flame photometer(s), one or two, P Yo e
and a test chamber, as described in EN 136. B amsing robes rohamaty
5.2 Level treadmill, capable of operating at (5 ? 0,5) P 53 Sodium chloride aerosol test agent, with a P
km/h, which is installed inside the chamber. The particlesize distribution, mean test-agent
test arrangement used for the determination of concentration and distribution inside the chamber
inward leakage is shown schematically in Figures as described in EN 136.
1and 2. 54 Adjustable pump and air lines, used for sampling P
- air from the suit under test.
This pump is adjusted to deliver a sampling flow P
rate from inside the suit in the range of (2 ? 0,5)
I/min. The flow shall be kept constant within ? 0,2
I/min. Depending on the type of photometer, it may
be necessary to dilute the sample air with clean
air. There shall be no condensation in tubes
5 , during testing. Condensation in the tubes can be
,V | avoided by feeding dry, clean air directly into the
7. % .w L tubes upstream of where condensation occurs
= (see Figure 2), by heating of the tubes or by any
- 2Q ol | _W_ other suitable means. One should take the dilution
\ 1|10 into account when calculating the concentration at
8 the sampling point.
5 - 55 Sampling probes, four, constructed as shown in P
B Figure 3, one which shall be used to measure the
§ T ey challenge concentration and three, the
$ gheaciin concentration inside the suit.
s . Each probe is fitted onto a length of suitable
$i- ot e i transparent plastic tube with an internal diameter
Figure 1 — Test srrangement (schematic) of 4,0 mm.
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Figurs 3 — Sampling prote

passthrough should have as little influence on the
fit of the suit as possible and should not impair the

movements of the test subject.

To ensure that there is no additional inward
leakage into the suit, due to under-pressure
created by extraction of the sample air, clean air
shall be fed back into the suit at the same rate as
sample air is pumped out, i.e. at (2 ? 0,5) I/min.
This clean air shall be introduced through one of
the other two sampling probes, according to the
sequence of sampling given in Table 1. The
necessary arrangements should be made to
ensure that the air is injected in the right
compartment of the suit, in particular in the case
of two-piece suits or coveralls including a belt or
elastic waistband, where there may be insufficient
exchange of air between compartments.

The three probes for measuring the concentration
inside the suit shall be positioned close to the body
of the test subject, at the following positions as
shown in Figure 4:

Koy
1 o0 the rght chest

7wl the ek of De wast
3 s nen gt Wiers

*  Probe 2 /e postones on tack

Figure & — Posibions of the three sampling prodes on body of 1est subject

56

Sampling system for the challenge aerosol,
separate from that sampling the test concentration
in the suit, with a separate flame photometer if
possible, in order to avoid contamination of the
total inward leakage sampling lines.

If a second photometer is not available, it is
possible to determine the challenge concentration
by a separate sampling system and the same
photometer. However, sufficient time will then be
required to allow the photometer to return to a
stable background signal level before measuring
total inward leakage.

Test procedure

Selection of test subjects

Especially in the case of two-piece suits and
coveralls equipped with an elastic waistband or a
belt worn over the suit, the positions of the
sampling points should be carefully chosen.
Sampling probes shall not be positioned directly
onto the skin, but shall be fixed onto the
underwear.

The sampling lines to and from the sampling
probes inside the suit shall be fixed close to the
body of the test subject and shall pass through the
material of the suit between 5 cm and 15 cm
above one of the arm-cuffs in an airtight manner.
The fixings of the sampling lines and the

For the test, persons shall be selected who are
familiar with the use of this or similar protective
equipment and whose medical history is known

to be satisfactory. Before performing tests
involving human subjects, account shall be taken
of any national regulations conceming the

medical history, examination or supervision of the
test subject.

The test subject shall wear close-fitting underwear
(e.g. polyester/cotton long trousers and a T-shirt
with long sleeves). The underwear shall be
changed after each suit tested.

The size of the suit shall be selected in
accordance with the test subject's body
dimensions and according to the manufacturer's
instructions.

Prior to the test, each suit shall be examined to
ensure that it is in good working condition and that
it can be used without hazard.

6.2

General test conditions
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At least five test subjects shall test at least two
suits per person, i.e., at least ten suits shall be
tested.

The test subjects shall be asked to read the
manufacturer's instructions and, if necessary, they
shall be shown by the test supervisor how to wear
the suit properly according to the instructions. The

Page 6 of 12

test subjects shall be informed that if they wish to
adjust the suit during the test they may do so. If
this is done, however, the relevant section of the
test shall be repeated after sufficient time has
elapsed for the system to stabilize.

After putting on the suit, each test subject shall be
asked: “Does the suit fit?" If the answer is “yes”,
proceed with the test. If the answer is “no”, take
the subject off the test panel, report the fact and
replace the test subject by another. The test
subjects shall be given no indication of the results
as the test proceeds.

If not otherwise specified, all tests shall be carried
out at (20 ? 5) °C and a relative humidity inside the
test chamber of less than 60 %. The test
temperature and relative humidity inside the test
chamber prior to the testing of each suit and at the
end of all test exercises for each suit shall be
recorded and reported.

6.3

Test sequence

The following test sequence shall be followed for
each suit.

-- Connect the tubing to the sampling points and
dress the test subject in the suit, in accordance
with the manufacturer’s instructions. Ensure that
the pass-through for the sampling tubes is as
leaktight as possible. Let the test subject also put
on additional equipment, such as boots, gloves,
hood, mask, etc., in accordance with the
manufacturer's instructions.

If the manufacturer's instructions do not specify
the need for additional equipment, then these
should not be worn. However, the test subject may
wear a suitable respiratory protective device, e.g.
a filtering facepiece. In addition, if the
manufacturer's instructions do not require the suit
to be taped to any part of the body of the wearer
(such as wrists and ankles) or to any additional
item (e.g. gloves or boots) worn by the test
subject, then these types of taping should not be
done. It is recommended that all additional
equipment be supplied by the manufacturer. -- Let
the test subject enter the test chamber.

-- Measure and report the concentration of the test
agent before the generation of the aerosol inside
the suit at all three sampling positions to ensure
that, in all cases, the background concentration is
at least one order of magnitude below the
expected concentration during testing. If the
background concentration is higher, investigate
why and correct the problem. This may require
preliminary testing.

- Start generating the test agent and allow the
challenge concentration in the chamber to
stabilize. Ensure that the test subject is standing
still during this period. Measure and report the
challenge concentration. If stabilization of
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challenge concentration in the chamber takes
more than 1 min, the suit shall be ventilated

to avoid penetration of particles into it. —

Measure the concentrations at the following
sampling positions (see also Figure 4):

- knee (lateral),

— waist (back),

— chest (right);

following the sampling sequence and the
corresponding sequence of feeding clean air into
the suit described in Table 1, whilst the test subject
performs the test exercises in the following order:
1) standing still,

2) walking at 5 km/h,

3) continuous squatting at a frequency of five
squats per minute, between standing up straight
and knees completely bent, while keeping both
hands during all squats on a grip at a height of (1 ?
0,05) m above the standing surface.

Allow for a 3 min rest (standing still) between the
walking and the squatting exercises.

During the test sequence 4, “stabilization between
walking and squatting”, concentrations should be
measured but do not need to be reported. The
time for each exercise at each sampling position
shall be 3 min. The average concentration over
the last 100 s of each exercise and at each of the
sampling points shall be calculated and reported.
Measurement of the average concentration is
preferably made using an integrating recorder.
Where the same photometer is used to measure
both the challenge and the penetrating sodium
chloride concentrations, the challenge
concentration shall be measured and reported at
the completion of the test sequence.

The challenge concentration at the end of all test
exercises shall be within ? 10% of the initial
challenge concentration. If this is not the case, the
test results shall be discarded and the problem
shall be corrected.

- Stop generating the test agent, disconnect the
sample tubes and let the test subject leave the test
chamber.

Page 8 of 12

each of the test subjects (i) (at least five test
subjects) in accordance with Equation (1):

« * the chatunge concartranun
« @ the conoantiuticn 1f samping pombon o for axercis m for auf; 1or el sebpect |

Al parcentage imward leukags vams sl ba reporied

7.2

Calculation of total inward leakage

7.21

The total inward leakage, L S,j, per suit for suit j,
shall be calculated in accordance with Equation

2):

1
ﬁm\ o ﬂMMh:i.._

The data reported shall pertain to 10 results from
10 or more suits.

722

The total inward leakage, L H.i , per human subject
for subject i shall be calculated in accordance with
Equation (3)

5 -FMMM,FE

Jjmn
i

The data reported shall pertain to 5 results from 5
or more subjects.

723

The total inward leakage, L E,m , per exercise for
exercise m shall be calculated in accordance with
Equation (4):

L L,
;

jn
J

The data reported shall pertain to 3 results from 3
exercises.

Calculation of test results

Calculation of percentage inward leakage

The percentage inward leakage, L ijmn , shall be
calculated from measurements made over the last
100 s (to avoid carry-over of results from one
exercise to the other) for each of the three
sampling positions (n) for each of the three
exercise periods (m) for each of the suits tested
(i) (with at least two suits per test subject) for

724

The total inward leakage, L P,n, per position for
test position n shall be calculated in accordance
with Equation (5):

Lpy = e MM?:;
L

jm =

The data reported pertain to 3 results from 3
sampling positions.
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725

The total inward leakage per position and per
exercise, L EP , for exercise m and position n shall
be calculated in accordance with Equation (6):

1
LEp, wa HM?‘!:
/

The data reported pertain to 10 suits (or more).

7.26

The mean total inward leakage
The average, L of all total inward leakage
measurements shall then be calculated in

Jof 12

accordance with
Equation (7) and reported:

= 1 1 1 1

E=1%te, =2 by = 1T e =13 1p,

J y ] i = n =

Test report -
The test report shall contain the following P

information:

a) reference to this International Standard (i.e.,
ISO 13982-2:2004);

b) identity of the manufacturer of the suit;

c) size of the suits tested and the body
measurements of the test subjects, in accordance
with the provisions of EN 340;

d) description of the underwear worn by test
subjects;

e) description of any pre-treatment and/or
preconditioning of the suits tested, e.g. mechanical
pre-stressing of suits for determining the durability
of barrier efficiency;

f)  description of any additional protective
equipment or any accessories worn during the test
and if and how the accessories were taped to the
suit;

g) temperature and relative humidity inside the
test chamber prior to the testing of each suit and at
the end of all test exercises for each suit;

h) concentration of test agent inside the suit at
all three sampling positions for each suit prior to
testing; concentration of test agent inside the test
chamber after stabilizing the test agent
concentration and at the end of all test exercises;
i) allinward leakage results, presented in the
form of data tables:

-- tables giving the percentage inward leakage
values L ijmn and averages per test subject and
test suit (i.e., at least 10 tables modelled on Table
2),

-- table giving total inward leakage values for all
test subjects and test suits (modelled on Table 3),
-- table giving total inward leakage values per test
subject (modelled on Table 4);

j) any comments considered appropriate by the
person who has carried out the tests.
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Table 1 — Sampling sequence for probes inside the suit during the period when the test subject is
present in the chamber and during the sequence of activity

Page 12 of 12

Measuring sequence Timing | Sampling through Feeding of clean air Exercise
Nowber Activity min | probe at position: | through probe at position:
1 measuring the background — knee chest standing
e o JIES waist back knee -
— chest waist back
2 waiting for stabilization and — — —
measuring the test agent
concentration inside chamber
3 338:3.:8, test agent 3 knee chest standing
concentration inside suit 3 o I still
3 chest waist back
3 knee chest walking
3 waist back knee
3 chest waist back
4 stabilization between walking 1 knee chest standing
S pa 1 waist back knee -
1 chest waist back
5 measuring the test agent 3 knee chest squatting
concentration inside suit 3 waist back Enes
3 chest wais! back
6 measuring the test agent — — - standing
concentration inside chamber still

Table 2 — Model for reporting inward leakage values, expressed in percent, of suit /

worn by test subject /
Exercise Sampling position/Feeding-in position Average per
Knoo/Chest | Waistback/Knee | ChestWaistback | o™
standing stil Lt Lyia Iy By
walking By L G G
squatting = - = lasy
average per sampling position Lpyy Lpyy Lpy, Lsy

Table 3 — Model for reporting total inward leakage values, expressed in percent, per sampling
position and per exercise (averaged over all suits)

Exercise Sampling position/Feeding-in position Average per
Knee/Chest | Waistback/Knee | ChestWaistback | o™
standing still Lepyy Lepy Lepyy Lgy
walking Cansi Laoh o Tex
squatting Lepy Lgpyz Lepyy Lgy
average per sampling position Lpy Lpa Lps L

Table 4 — Model for reporting total inward leakage values, expressed in percent, per test subject

Total inward leakage per human test

Test subject Total inward leakage per suit, sw\ P T,
1 Lgy Lgy Ly
2 ey Lo
....... Ley 4 L, Ly

L

- End of Review Report -

L



INTERNATIONAL SALES REPRESENTATIVE AGREEMENT

DATE: 01.06.2020

BETWEEN:

NINOVA NOROTEKNOLOJI ARASTIRMA GELISTIRME SAN.VE TIC.LTD. STI,

whose registered office is at KONAK MAH. UNIVERSITE BLV. 127 1 SAHINBEY / GAZIANTEP / TURKEY
and registration/fiscal number is V D 631 071 54 35

represented by Hanifi Sireci

(hereinafter reffered to as “the Company”),

AND:
Piramit Golteks GmbH

whose registered office is at Max-Planck-Str. 27, 50354 Hiirth, Germany and registration number is
224/5734/1671

represented by Mr. Hiiseyin Basar (Managing Director) (hereinafter reffered to as “the

Representative”).

Both parties acknowledge each other’s right and ability to undertake the terms of the present
Contract and

DECLARE

I.  That the Company manufactures and sells NON-STERILE GOWNS Class | and is interested in
expanding into European markets.

Il.  That the Representative is interested in carrying out the tasks of promotion and export
management of the products manufactured by the Company, given his/her professional
knowledge and experience in overseas trade and international marketing.

lll.  That the Parties have reached an agreement as to the overseas promotion of the

aforementioned products, subject to the following points.

NINOVA

NOROTERNOLOJ ARASTIRMA GELISTIRME

SAN ve VIC LTD 31 —
Konak Maha'les: Unive{site l"T« Ne 127/ )
sahinbey AG! ZIARTREY Nosaes
SAHINBEY V.D 631071 5822 .um_xs_ A No: 59
Mersrs o: 0631°Q7 NC 350-00 &




VERSALCERT,CON

UNIVERSAL

CERTIFICATION

ATTESTATION OF CONFORMITY

Certificate No: MDD-299

In conformance to the Enropean Economic Commission 93/42/EEC Medical Devices Directive
on harmonisation of laws, regulations and adminisirative documentation of Member States on
Medical Devices and European Commission directive 2007/47/EEC amending Medical Devices
Directive dated 05 September 2007,

the products manufactured by

NINOVA NOROTEKNOLOJI ARASTIRMA GELISTIRME
SANAYI VE TICARET LIMITED SIRKETI

at the following address
Konak Mahallesi Universite Bulvari No:127/1 Sahinbey GAZIANTEP / TURKEY

EN 13795-1:2019 Surgical Clothing and Drapes - Requirements and Test
Methods - Part 1: Surgical Drapes and Gowns

Brand Name: NINOVA
Model: MILANO
(Standard Performance)are tested according to the following initial type tests by the
manufacturer

For the assessment of conformity, the following documents were also reviewed:
Laboratory test results for Microbial Penetration (wet/dry), Bioburden,
Bursting and Tensile Strengths (wet/dry)

UNIVERSAL CERTIFICATION has evaluated production, design, intended use, risk evaluation according
to safety purpose, product itself and add-on components (if exists) and product technical drawings ol the
surgical gowns manufactured and designed for use to prevent the transmission of infective agents between
clinical staft and patients during surgical and other invasive procedures. With this certificate, it is approved
that the product fulfils all essential requirements and the related rules of 93/42/EEC Medical Devices
Directive (MDD) Class I are applied. The information on the packaging for the above listed products covers
the necessary information stated in Annex I, §13, of the Medical Devices Directive (93/42/EEC) or Annex
I, §23, of the Medical Device Regulation (EU) 2017/745. This information includes; performance level and
other relevant information given in EN 1SO 15223-1:2016 and EN 1041:2008+A1:2013, It is considered to
be suitable to attach a CE mark, as seen below, on your products in accordance with the information given
in this certificate with publishing an EU Declaration ol Conformity.

This certificate is issued on 30/10/2020 and valid until 29/10/2021 with the conditions that no change has
been made with the product references and no change in the production process or not suspended or
withdrawn for any reason.

ISTANBUL -30/10/2020

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR Code

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

MANUFACTURER

NINOVA NOROTEKNOLOJi ARASTIRMA GELISTIRME SANAYi VE TICARET
LIMITED SIRKETI
Konak Mahallesi Universite Bulvari No:127/1 Sahinbey GAZIANTEP / TURKEY

PRODUCT DESCRIPTION

Brand Name: NINOVA
Model: MILANO
Surgical Gowns with standard performance to be used to prevent the transmission of infective agents between
clinical staff and patients during surgical and other invasive procedures, classified as Medical Device (Class I)

The Manufacturer declares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Producer / the Manufacturer, safe and meets all the necessary
legal conditions and requirements. The product, a medical device that is intended for single use and
solely in accordance with the Manufacturer's instructions.

The Conformity is assessed especially with the following provisions:

e  European Regulation (EU) 2017/745 and 93/42/EEC Medical Devices Directive establishing technical
requirements for medical devices, in effective wording

o  Technical standard EN 13795-1:2019 Surgical clothing and drapes - Requirements and test methods -
Part 1: Surgical drapes and gowns
Other relevant harmonized legislation and standards
For the assessment of conformity, the following documents were also applied to:
Results of laboratory tests for Microbial Penetration - Wet and Microbial Cleanliness, Bioburden by
Ekoteks Laboratuvar ve Gozetim Hizmetleri A.S§.

e  Results of laboratory tests for Bursting and Tensile Strengths (wet/dry) by Ekoteks Laboratuvar ve
Gozetim Hizmetleri A.S.

MARKING, LABELLING

Annex 1, §13, of the Medical Devices Directive (93/42/EEC) or Annex I, §23, of the Medical Device Regulation
(EU) 2017/745 specifies the information that should be specified on the packaging in which the surgical gown is
supplied. The information 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 conform ity of products placed
on the market with technical documentation and basic requirements for this type of product.

3

General Manager
30/10/2020
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| OSRNECEN EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.

@

;:5 Esenyurt Firqzktiy Bulvari No:;‘) 34325 Availar
\ i istanbul/ TURKIYE
| =

W
Ho e
| % & TEST REPORT

% “NEY RAP -

| 907093 gny W DENEY RAPORL

| 20026000 |

EKOTEKS

LABORATUVAR VE GOZETIM HIZMETLERI AS.

08-20

Magterinin ads; NINOVA NOROTEKNOLOJI ARASTIRMA GELISTIRME SAN. VE TIC. ‘

i LTD. $TI. . |
I Adresi: Universite Bulv. 127/1 Sahinbey/GAZIANTEP [
Alier firma: - ‘:
[
i |
| Hgili kigi: - |
istek numarasi: . |
' Model numarasi: - |
l Numunenin adi ve tarifi: Mavi dokusuz yiizey onlik. (Misteri tarafindan belirtilmistir:NIN-ONL- l
i 000003- Renk: Mavi) |
Numunenin kabul tarihi: 24.07.2020 |
| [lave numune ve/veya ilave bilgi -
| gelis tarihi:
| Deneyin yapidigt tarih: 24.07.2020-11.08.2020 \
Agtklamalar: - |
Numune altmni: Bu raporda verilen sonuglar miisteri tarafindan gonderilen numuneye aittir. I
| Nwmunenin son kullanimi: - |
|
Yikama talimati: Belirtilmedi. '
I |
" Raporun sayfa sayist: 9 |

Tiirk Akreditasyon Kurumu (TURKAK) deney raporlaruun tamnmast konusunda Avrupa Akreditasyon ‘
i Birligi (EA) ve Uluslararast Laboratuvar Akreditasyon Birligi (ILAC) ile karstltklt tamnma antlagmasint ‘
imzalanusir.
| Deney laboratuvart olarak faaliyet gosteren EKOTEKS LABORATUVAR ve GOZETIM HIZME TLERI |
4.8, TURKAK 'tan AB-0583-T akreditasyon dosya numarasi ile 1SO 17025:2017 standardina gore akredite
edilmistir. .
Deney ve/ veya dlgiim sonuglart, genigletilmis dl¢iim belirsizlikleri (olmast halinde) ve deney metodlari bu !
‘_ sertifikamin tamamlayict kismi olan takip eden sayfalarda verilmigtir

- 1E

- &ﬁqﬁwn‘ﬁ.& L Tarih Miisteri Temsilcisi Laboratuvar Miidiirii

; 11.08.2020 1et CIRKI Sevim A '
| [Exoteks 20 —t l

dtuvarin yazih izni olmaday kKismgn
dhiirsiiz raporlar gecersizdir

4
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0583-T
20026000
08-20
ISTENEN TESTLER SONUC ACIKLAMA
FIZIKSEL TESTLER
Asinma - Sinif 6
Su Gegirgenligi - Simf6
Yirtlma Mukavemeti - Simif 2
Kopma Mukavemeti - Sinif |
Sivilara Karsi iticilik - Simif 2
Sivilarin Niifus Etmesine Karsi Direnci F
Dikis Mukavemeti - Simf2
Delinme Direnci - Sinif |
Biikiilme Dayanimi 5
MIKROBIYOLOJI TESTLERI
Islak-Bakteri Penetrasyonu - Simf?2
Kuru-Bakteri Penetrasyonu - Simif 3
Kan Sigrama Direnci F
P:Geger
F:Kahr
R:Alici firmanin teknik kisisine basvurunuz.
Test sonuglari BS EN 14325:2018’¢ gore simflandiriimistir.

NOT: Aksi belirtilmedigi taktirde testler ile ilgili kayitlar 5 yil, orjinal numuneler 3 ay saklamr. Masteri tarafindan talep edildiginde. testlere ait
olgtim  belirsizligi raporlamir fakat “Geger/Kalr”™ degerlendirmesinde Olgim  belirsizligi degeri dikkate ahinmaz  Raporlanan belirsizlik.
genigletilmig belirsizlik olup standart belirsizlik kapsam faktorii k=2 kullamilarak elde edilmistir. Guvenilirlik duizeyi % 95 ur. Bu raporda (*)
igarethi deneyler ¢ : i dahil degild

Bu rapor. laboratuvarm yazih izni olmadan Kismen kopyalanip gogaltilamaz.
Imzasiz ve imihiirsiiz raporlar gegersi=dir.
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.

TEST SONUCLARI

AB-0583-T

20026000
08-20

Test Metodu: BS EN 14325:2018 ( KIMYASALLARA KARSI KORUYUCU GIYSILER- KIMYASAL
KORUYUCU GiYSI MALZEMELERININ, DIKIiSLERIN 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 Cihazi (47.5£2 rpm)

9 kPa basing. (5395=7) g kiitle.
Kondiisyon sartlarinda test edilmigtir. (20£2°C-63%=4)

Malzemeye zarar vermeyen en yuksek aginma devri Tablo-1 e gore tayin edilir.

SONU

Asinmadi @ 2000 devir

Asinma Dayaniminin Siniflandiriimasi (Tablo-1)

Tablo-1 ‘e gore yapihr

Sinif

Devir Sayisi

>2000

>1000

>400

>100

>40

(I

= IN|w ks ld

>10

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

SU GECIRGENLIGI; EN ISO 811:2018
Hidrostatik Baghk Cihazi, Textest marka Fx 3000 model
Su sicakligi 10 .°C. Basing artis oram 10 mbar/dk.
Kondiisyonlu ortamda test edilmistir. (20£2°C-65%=4).

Numune 1
Numune 2
Numune 3
Numune 4
Numune 5

Ortalama

SONUC
204 mm SS

153 mm SS
224.4 mm SS
204 mm SS
265.2 mm SS

212.1 mm SS

Sayfa3/9
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

TEST SONUCLARI

YIRTILMA MUKAVEMETI;

Madde 4.7.Trapezoidal Yirtiima Dayanimi TS EN 1SO 9073-4:2002(*)

Instron 4411 Hiz: 100 mm/dk£10, Cene mesafesi 5 cm.
En boy yonlerinde 4 adet sonucun ortalamasi verilmigtir.
2N On gerilim uygulanmistir.

Kondiisyon sartlarinda test edilmigtir. (20£2°C - %65+4)

SONUC
EN 28.8 N
BOY 469N

Yirtilma Dayamiminim Siniflandirilmasi (Tablo-4)

AB-0583-T

20026000

08-20

Tablo-4 ‘e gore yapilir

e _ Simif Yirtiima Mukavemeti
‘ >150 N

>100 N

>60 N

>40 N

>20 N

S ITATE-N 6] [e]

>10 N

KOPMA MUKAVEMETI;

Madde 4.9.Kopma Mukavemeti EN I1SO 13934-1:2013
Hiz: 100 mm/dk=10. Cene mesafesi 200 mm.

On gerilme uygulanmamistr. Islatma islemi yapiimamistir.

Atk ve Cozgit vonlerinde 4 adet sonucun ortalamasi verilmistir,
Kondiisvon sartlarinda test edilmigtir. (20£2°C - %65+4)

SONUC
En 55.1 N
Boy 88.7N

Kopma Mukavemeti Siniflandiriimasi (Tablo-3)

SINIF
1
Tablo-5 “e gore
yapilir

| Class Kopma Mukavemeti
L6 >1000 N

3 >500 N

4 >250 N

3 >100 N

2 >60 N

| >30N
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EKOTEKS LABORATUVAR ve GOZETIM

TEST SONUCLARI
SIVILARA KARSI ITiCILiIK OZELLIGI

HIZMETLERI A.S.

Madde 4.12 Sivilara Kars lticilik (EN ISO 6530:2005)

Swvi davanimi Tablo-9 da verilen sivi kimyasallar yada genel amagl bir izlenimi gérmek igin test sivisi olarak su da kullanilabilir.

Kondiisyon sartlarinda test edilmistir. (20£2°C - %65+4)

AB-0583-T

20026000

08-20

l'est edilecek herbir kimyasal siviya dayanimi élgmek igin 3 en, 3 boy numune (360£2)mm x (235£5)mm alinmugtir.

Analitik saflikta kimyaal kullaniimistr. Test sivist (10cm ) . (10£1)s de numune yiizeyinden gegirilmistir. Bkz Tablo-9

Sonug Degerlendirmesi Tablo-10 ve tbalo-11"¢ gore yapilmigtir.

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

| Kimyasal Kimyasal Marka ' % Konsantrasyon Sicaklik ( +2°C) _ﬁﬁ}
| Stilfurik Asit (H2S04) 30 20 ]
l_QSodyum Hidroksit(NaOH) 10 20 T
| 0-Xylene Seyreltik degil 20 |
Sivi Iticiliginin Siniflandiriimasi (Tablo-10)
[ Suuf lticilik Indeksi (IR)
[ >90%
>80 %
>70 %
Madde 4.13 Sivilarin Niifus Etmesine Karsi Direnci (EN ISO 6530)
Sivilara Karsi Nifus Etme Direncinin Siniflandirimasi (Tablo-11)
ShEgim i o Simif Niifus Etme Indeksi (Ip)
3 <1%
2 <5%
1 <10 %
SONUC
~ Kimyasal %Konsantrasyon Ir Suuf Ir Stuf
Siilftirik Asit 30 <% 1 3 >80 % )
~ (H2S504)
Sodyum Hidroksit 10 <% | 3 >80 % )
(NaOH)
o-Xylene Seyreltik degil <%l 3 - -

Ip :Penetrasyon Indeksi

Ig : lticilik Indeksi
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