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1.AMAC:
1. PURPOSE:

Bu Protokol, TS EN 455-1 Tek Kullanimlik Tibbi Eldivenler - Bolim 1: Gereklilikler ve Sizdirmazlik
i¢in Test, TS EN 455- 2 Tek kullanimlik tibbi eldivenler - Bolim 2: Fiziksel 6zellikler i¢in kurallar ve
deneyler, TS EN 455-4, Tek kullanimlik tibbi eldivenler - Bolum 4: Raf ¢mriniin tayini i¢in kurallar ve
deneyler TS EN 374-2, Tehlikeli kimyasal maddelere ve mikroorganizmalara karst koruyucu eldivenler-
Bolim2: Nufuz etmeye kargt direng tayini, TS EN 374-5, Tehlikeli kimyasallara ve mikroorganizmalara
karst koruyucu eldivenler Bolim 5: Mikroorganizma riskleri igin terminoloji ve performans gereksinimleri;
giincel standart ve metotlar kullanilarak medikal eldivenlerin test edilmesi, sinifina ve kullanim magina
gore performansinin dogrulanmasi amaci ile hazirlanmigtir.

This Protocol, TS EN 455-1 Medical gloves for single use - Part 1: Requirements and testing for freedom
from holes, 1S EN 455-Medical gloves for single use - Part 2: Requirements and testing for physical
properties, TS EN 455-4, Medical gloves for single use - Part 4: Requirements and testing for shelf life
determination; It has been prepared with the aim of testing medical gloves, TS EN 374-2: Protective gloves
against dangerous chemicals and micro-organisms - Part 2: Determination of resistence to Penetration,
IS EN 374-5: Protective gloves against dangerous chemicals and micro- organisms Part5: Therminology
and performance requirements for micro-organisms risks, using up-to-date standards and methods, and
verifying their performance according to their class and match of use.

2. KAPSAM:
2.SCOPE:

Bu Protokol, TS EN 455-1 Tek Kullanimlik Tibbi Eldivenler - Boluim 1: Gereklilikler ve Sizdirmazlik
i¢in Test, TS EN 455- 2 Tek kullanimlik tibbi eldivenler - Bolim 2: Fiziksel 6zellikler i¢in kurallar ve
deneyler, TS EN 455-4, Tek kullanimlik tibbi eldivenler - Bolum 4: Raf ¢mriniin tayini i¢in kurallar ve
deneyler; standartlarinda belirtilen asagidaki test faaliyetlerini kapsar.

This Protocol, TS EN 455-1 Medical gloves fo r single use - Part 1: Requirements and testing for freedom
from holes, TS EN 455-2 Medical gloves for single use - Part 2: Requirements and testing for physical
properties, 1S EN 455-4, Medical gloves for single use - Part 4: Requirements and testing for shelf life; It
includes the following test activities specified in the standards.
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3. TEST EDILECEK MASKENIN TANIMLANMASI
3. DESCRIPTION OF THE MASK TO BE TESTED

3.1 Uriiniin Markasi : Sogi- Gloves
3.1 Brand of the Product
3.1.1 Uriiniin Ambalajl Resmi : Sogi - Gloves

3.1.1 Packaged Picture of the Product

Sogi-Gloves

Sogi-Gloves
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|
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Sogi-@loves

Y
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Bir ambalajda 100 adet tirtin bulunmaktadir.
There are 100 products in one package.
3.1.2 Uriiniin Tekli Resmi :
3.1.2 Single Image of the Product
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4. GEREKSINIMLER
4. REQUIREMENTS

4.1 Boyut
4.1 SIZE

Gereklilik:
Requirement:

Tek kullanimlik tibbi eldivenlerin 6l¢giilendirilmesi kutu tizerinde yazan ve standartlarda belirtilen 6lgiler
sinir1 igerisinde olmasi gerekmektedir.

The measurement of disposable medical gloves should be within the limits of the measurements written
on the box and specified in the standards.

Boyut Uzunluk (mm) Genislik (mm)
Extra Small <80
Small 80+ 10
Medium > 240 95+ 10
Large +110
Exrtra Large > 110
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DEGERLENDIRME:
ASSESSMENT:

Olgiim Bolgesi
(Large Eldiven)

Olciilen Deger (mm)

W 106,5

L 242.6

Olgiim Bolgesi _ -
(Megium El(fiven) Olgiilen Deger (mm)

W 92,2

L 2423

Olciim Bélgesi
(Small Eldiven)

Olgiilen Deger (mm)

&
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W 80,1
L 240,2
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SONUC:
RESULT

Uretilen tek kullammlik t1bbi eldivenler boyutlart degerlendirildiginde, standartlara uygun uretildigi
gozlenmigtir. Uretilen Urtin, TS EN 455-3'e gore UYGUN dur.

When the dimensions of the disposable medical gloves produced were evaluated, it was observed that

they were produced in accordance with the standards. The product produced is SUITABLE according to
TS EN 455-3.

4.2 SU GECIRMEZLIK
4.2 WATER TIGHTNESS

GEREKLILIK:
REQUIREMENT:

Teste tabi tutulan tek kullanimlik t1ibbi eldiven, TS EN 455-1 standartina uygun olmalidir.

Disposable medical gloves subjected to the test must comply with the TS EN 455-1 Standard.
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SONUC:
RESULT:

Uretilen tek kullanimlik tibbi eldivenler, standartlara uygun tretildigi gozlenmistir. Uretilen iirtin, TS
EN 455-1 standartina gore UYGUN dur.

It has been observed that the disposable medical gloves produced are produced in accordance with the
standards. The product produced is SUITABLE according to the TS EN 455-1 Standard.

4.4 KOPMA DAYANIMI
4.4 FORCE AT BREAK
GEREKLILIK:
REQUIREMENT:
Kopma Direnci (Newton)
Ameliyat Eldiveni Tibbi Eldiven / Islem Eldiveni
A B
A B
>9.0 > 6,0 > 3,0

Teste tabi tutulan tek kullanimlik eldivenler, TS EN 455-2 standartina gore asagidaki tabloda belirtilen
kuvvet degerlerine uygun olmalidir.

Disposable gloves subjected to the test must comply with the strength values specified in the table below
according to the TS EN 455-2 Standard.
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SONUC:
RESULT:
Kopma Dayanim (N)

1. Numune 21,41

2.Numune 17,71

3.Numune 13,54

4. Numune 15,64

S5.Numune 12,68

6. Numune 15,46

7.Numune 18,41

$.Numune 19,87

9. Numune 14,63

10.Numune 11,15

11.Numune 18,32

12.Numune 16,41

13.Numune 17,62

Ortalama = 16,37

Uretilen tek kullanimlik tibbi eldivenler, standartlara uygun tretildigi gézlenmistir. Uretilen Uriin TS
EN 455-2 standartt dogrultusunda kullanitma UYGUN dur. Tibbi eldivenler kopma direnci testi ortalamasi
16,37 N dur.

It has been observed that the disposable medical gloves produced are produced in accordance with the

standards. The product produced is SUITABLE for use in accordance with the TS EN 455-2 Standard.
Medical gloves tensile strength test average is 16.37 N.

4.5 KOPMA SONRASI ZORLAMA TESTI
4.5 FORCE AT BREAK AF TER CHALIANGE TESTING

GEREKLILIK:
REQUIREMENT:

Teste tabi tutulan tek kullanimlik tibbi eldiven TS EN 455-2 standartina uygun olmalidir.

Disposable medical gloves subjected to the test must comply with the TS EN 455-2 Standard.
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SONUC:
RESULT:
Kopma Dayanim (N)

1. Numune 19,15

2.Numune 18,61

3.Numune 12,33

4. Numune 15,68

S5.Numune 17,17

6. Numune 16,46

7.Numune 19,52

$.Numune 18,87

9. Numune 15,21

10.Numune 12,21

11.Numune 11,09

12.Numune 17,31

13.Numune 19,21

Ortalama = 16,37

Teste tabi tutulan tek kullanimlik tibbi eldiven, 7 giin boyuncu 70 °C' de birakilmistir. Test sonucunda
Konu 4.4'de oldugu gibi teste tabi tutulmustur. TS EN 455-2 standartina gore kullanima UYGUN dur. Tibbi
eldivenler kopma direnci testi ortalam ast 16,37 N dur.

Disposable medical gloves subjected to the test were left at 70 ° Cfor 7 days. As a result ofthe test, it has
been tested as in Clause 4.4. It is SUITABLE for use according to TS EN 455-2 Standard. M edical gloves
tensile strength test average is 16.37 N.

4.6 RAF OMRU
4.6 SHELF LIFE

Tek kullanimlik tibbi eldivenin raf émrii, TS EN 455-4 standardina gore tretim tarihinden itibaren 4
yildir.

The shelf life of the disposable medical glove is four years from the date of production according to the
1S EN 455-4 Standard.
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4.7 HAVA SIZINTISI TESTi
4.7 AIR LEAK TEST

GEREKLILIK:
REQUIREMENT:

Teste tabi tutulan tek kullanimlik tibbi eldiven TS EN 374-2 standartina uygun olmalidir.

Disposable medical gloves subjected to the test must comply with the TS EN 374-2 standard.

1 Lk

6 =
8= —
= :
= 1 .
l
9 10
SONUC:
RESULT:

Teste tabi tutulan tek kullanimlik tibbi eldivenin kalinligr 0,13 mm olup 0,5 kPa basinca maruz
birakilmistir. Test sonucunda sizintt meydana gelmemistir. TS EN 374-2 standartina gére UYGUN dur.

The thickness of the disposable medical glove testedwas 0.13 mm and subjected to a pressure of 0.5 kPa.
No leakage occurred after the test. It is SUITABLE according to TS EN 374-2 standard.
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4.8 PENETRASYON TESTI
4.8 PENETRATION TEST
GEREKLILIK:
REQUIREMENT:

Teste tabi tutulan tek kullanimlik tibbi eldiven TS EN 374-5 standardina uygun olmalidir. Standart
uyarinca TS EN 14176 standard: Tip D testi uygulanacaktir.

Disposable medical gloves subjected to the test must comply with the TS EN 374-5 standard. In
accordance with the standard, TS EN 14176 standard Type D test will be applied.

]

Test Amacr:
Test Purpose:

Bu test yontemi, koruyucu giysi malzemelerinin kan ve viicut sivilarinin niifuz etmesine karsi direncini
belirlemek i¢in kullanilir - sentetik olarak. Bu, sivinin test malzemesinden hangi basingta gececegini
belirleyen sentetik kan kullanilarak yapilan bir testtir.

This test method is used to determine of the resistance of protective clothing materials to penetration by
blood and body fluids - test method using synthetic. This a test conducted using synthetic blood, which
establishes at what pressure the liquid will pass through the test material.
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SONUC:
RESULT:
) Hidrostatik KTest (1ncesn KTest S(t)nra51 Tahlil Gorsel
Ornek Numarasi Basing onsantrasyon onsantrasyon Tiresi Penetrasyon Sonuc¢
: Pre-Challenge Post-Challenge : )
No of Sample Hydrostatic C ) . Assay Titer Visual Result
oncentration Concentration .
Pressure (PFU/mL) (PFU/mL) (PFU/mL) Penetration
1. 6rnek / sample | 13.8 kPa 3.6x 10° 1.8x 108 <P Goriilmedi |~ Basarih
Non seen Pass
2. 6rnek / sample | 13.8 kPa 3.6x 10° 1.8x 10° <P Goriilmedi | Basarih
Non seen Pass
3. 6rnek / sample | 13.8 kPa 3.6x 10° 1.8x 108 <P Goriilmedi | Basarih
Non seen Pass
Negatif Kontrol g g a Goriilmedi Uygun
Negative Control AR O el = Non seen Acceptable
Pozitif Kontrol 5 5 b Goriildii Uygun
Positive Control S 2 X 10 g0 LS Yes Acceptable

* Bagarili: Penetrasyona ve sentetik kana direngli 6rnek kumastan gegmez.

Pass: The sample resist to penetration and synthetic blood doesn't pass through the fabric.

* Bagarisiz. Numune penetrasyona ve sentetik kanin kumastan gegisine karsi direng gostermez.

Fail: The sample doesn't resist to penetration and synthetic blood pass through the fabric.

* TNTC: PFU sayilamayacak kadar ¢ok.
INTC: PFU were too numerous to count.

® Plak olusturma birimi (PFU)/ml olan A<1 degeri plak gostermeyen tahlil plakalari icin rapor edilir.
A value of <1 plaque forming units (PFU)/mL is reported for assay plates showing no plaques.

Materyal Uyumluluk Orami / Material Compatibility Rate =1.6
Uriin yukarida belirtilen kriterlere gore UYGUNDUR.

It is SUITABLE for the product according to the criteria.

&
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5 Dakika boyunca 0 kPa
5 Dakika boyunca 1,75 kPa
5 Dakika boyunca 3,5 kPa
5 Dakika boyunca 7 kPa
5 Dakika boyunca 14 kPa
5 Dakika boyunca 20 kPa

Teste tabi tutulan tek kullanimlik tibbi eldiven TS EN 374-5 standartinin atifta bulundugu TS EN 14176
standartina gore testten gegmistir. Test sonucunda sizintt meydana gelmemistir. TS EN 374-5 standartina
gore UYGUN dur.

The disposable medical glove subjected to the test has passed the test according to the TS EN 14176
standard, to which the TS EN 374-5 standard refers. No leakage occurred after the test. It is SUITABLE
according to TS EN 374-5 standard.
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