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LABORATUVAR VE GOZETIM HIZMETLERI AS.

EKOTEKS LABORATUVAR ve GOZETIM

Esenyurt Firuzkdy Bulvari No:?9 34325 Avcilar

HIZMETLERI A.S

istanbul/ TURKIYE
_

TEST REPORT
DENEY RAPORU AB-0583-T
21036445
12-21

Miisterinin adi:
Adresi:

Alict firma:
Ilgili kigi:

Istek numarasi:

Model numarasi:

Numunenin adi ve tarifi:
Numunenin kabul tarihi:
Ilave numune ve/veya ilave
bilgi gelis tarihi:

Deneyin yapildig tarih:

Agtklamalar:

Numune alimi:

Numunenin son kullanimi:

Yikama talimat:

Raporun sayfa sayist:

ZENMED TIBBI CIHAZLAR VE SAGLIK URUNLERI SAN. VE TIC.
LTD. STI.

MAHMUTBEY MAHALLESI 2567 SOK. NO:1 S YERINO:11,21
BAGCILAR/ISTANBUL

BUSENUR KILIC
LOT N0:012021291015

TEK KULLANIMLIK ORTU VE ONLUK

Mavi dokusuz yiizey cerrahi ortii(Milsteri tarafindan belirtilmistir; 10 Adet /
Mavi)
30.11.2021

30.11.2021-15.12.2021

Bu raporda verilen sonuglar miisteri tarafindan gonderilen numuneye aittir.

Belirtilmedi

8

Tiirk Akreditasyon Kurumu (TURKAK) deney raporlarinin taninmast konusunda Avrupa Akreditasyon
Birligi (EA) ve Uluslararast Laboratuvar Akreditasyon Birligi (ILAC) ile karsitikli taminma antlagmasin

imzalanugtir.

Deney laboratuvar: olarak faaliyet gosteren EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERI
A8 TI'J"R/![A’K;:{qn,AB‘-OSS.?-T akreditasyon dosya numarast ile ISO 17025:2017 standardina gore akredite

edilmistifc;.

-,

Deney d;"beyb b‘l;:'iigt sonuclart, genisletilmis dl¢iim belir,

Miihiir \ o Tarih
Nt s 15.12.2021

Miisteri Temsilciki Laboratuvar Miidiirii
ide TAPA Sevim A.
N\ 15.19.2

Bu rapor, laboratuvarin yazil izni olmadan kismen kopyalahip gogaltilamaz.

imzasiz ve miihiirsiiz raporlar gegersizdir.

Digitally signed by Dicusar Vladimir
Date: 2023.11.10 10:25:53 EET
Reason: MoldSign Signature

Location: Moldova
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.$
AB-0583-T
21036445
12-21
iSTENEN TESTLER DEGERLENDIRME ACIKLAMA
MIKROBIYOLOJi TESTLERI
Mikrobiyal Temizlik Yiikii (Biyoytik Tayini) P
Bakteriyel Gegirgenlige Olan Direncin Tayini- i
Islak Metot
Mikrobiyal Gecirgenlige Olan Direncin Tayini- P
Kuru Metot
FiZIKSEL OZELLIK TESTLERI
Kopma Mukavemeti / Kuru P
Kopma Mukavemeti / Yas P
Patlama Mukavemeti / Kuru P
Patlama Mukavemeti / Yas P
Su Gegirgenligi P
Dokusuz Yiizeylerde Tiftik ve Partikill Olusumu P
P: Geger
F: Kalir

R: Alici firmanin teknik kigisine bagvurunuz

Test sonuglari EN 13795-1:2019 (*) Standart Performans Ozellikleri limit degerlerine gore degerlendirilmigtir. J

(Tablo 1)

Not: Aksi belirtilmedigi taktirde testler ile ilgili kayitlar 5 yil, orjinal numuneler 3 ay saklanir. Migteri tarafindan talep edildiginde
testlere ait dlgiim belirsizligi raporlanir fakat “Geger/Kalir” degerlendirmesinde dleiim belirsizligi degeri dikkate alinmaz. Raporlanan
belirsizlik, genisletilmis belirsizlik olup standart belirsizlik kapsam faktoril k=2 kullanilarak elde e
95°tir. Uygunluk beyan: Basit Kabul Karar Kuralina gore verilmistir. Bu raporda (*) isaretl

ildir.

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyalanip gogaltilamaz.
Imzasiz ve miihiirsiiz raporlar gegersizdir.
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EKOTEKS LABORATUVAR ve GOZETIM
HIiZMETLERI A.S

AB-0583-T

21036445

12-21

TEST SONUCLARI

MIKROBIYAL TEMIZLiK (BiYOYUK) ; EN ISO 11737-1:2018

5 numune calisilir. Numune tartilir ve test cozeltisi igerisine atilarak iyice calkalanir (250 rpm de 5 dk)
ve uygun besiyerlerine ekilir. Toplam aerobik bakteriler icin 30+1°C'de 72 saat, kuf ve maya icin ise
20-25 °C'de 7 giin inkuibasyon sonrasi agarda olusan mikroorganizmalar sayilir.

SONUC ISTENEN
5 kob/100 cm? <300 kob/100 cm?

Mikrobiyal Temizlik (kob/100 cm?)

*kob:Koloni olugturan birim

Toplam Belirsizlik: 0,28

Sayfa3 /8
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EKOTEKS LABORATUVAR ve GOZETIM
HiZMETLERI A.S

AB-0583-T

21036445

12-21

TEST SONUCLARI

BAKTERIYEL GECIRGENLIGE OLAN DIRENCIN TAYINI-ISLAK METOT;

BS EN [SO 22610: 2006

Dénen bir disk tizerindeki agar plakasina bir test drnegi konur. Test orneginin iizerine bakteri tagiyici materyali ve
kaplama filmi yerlestirilir ve bitiin pargalar disk iizerinde sabitlenir. Test oregine belirli bir kuvvet (3N +0,02)
uygulamak fizere bir parmak yerlestirilir. Parmak, 15 dakika i¢inde agarin tiim yiizeyi boyunca test oregi lzerinde
hareket eder. 15 dakikalik 5 ¢alisma yapilir. 6. ¢aligma numune ters gevrilerek tekrarlanir..

Numune miktari : 5 adet 25x25cm2
Tasiyici Materyal: 30 pm inceliginde , 25x25cm2 Poliiiretan Film
Kaplama Materyali: 25x25cm2 HDPE Film
Mikroorganizma: Staphylococcus aureus ATCC 292 13
Bakteri Konsantrasyonu (kob/ml) : 5x10*kob/ml
Inkiibasyon Kosullari: (36£1)°C 48 saat
SONUCLAR
Niifus Etme Zamam (min) Niifus Eden Bakteri Sayisi (cfu) Niifus Etme Oram
15 Xi 0 RCUMI 0
30 X, 0 RCUM2 0
45 X3 0 RCUM3 0
60 X 0 RCUM4 0
75 Xs 0 RCUMS 0
Z 230
T 230
K iz Xs: Ayni numunedeki 5 paralel petride tireyen koloni sayis1
Z : altinei petride iireyen koloni sayis
TZX|+X2+X3+X4+X5
RCUMI1 =Xy/T
RCUM2 = (X2 + X1)/T
RCUM3 = (X; + X2+ Xi)/T
RCUM4 = (X4 + X+ X+ X])/T
RCUMS5 = (X5 + X4 + X3+ X + X)H/T
BARIYER INDEKSI (IB ) ]
Sonug¢ Kabul edilen (*)
IB 6,0 >2.8

IB =6-(CUMI + CUM2 + CUM3 + CUM4 + CUMS)

Toplam Belirsizlik: 0,08

Sayfad/8




EKOTEKS LA.BORATUV}_&R ve GOZETIM
HIZMETLERI A.S

AB-0583-T

21036445

12-21

TEST SONUCLARI

MiKROBIYAL GECIRGENLIGE OLAN DIRENCIN TAYINi-KURU METOT ; ISO 22612:2005

Numuneler ve konteynerler steril edilir. Her bir konteynere agar plakalari konulur. Numuneler aseptik bir sekilde aparata yerlestirilir.
Kapaklar kapatilir. Piston ile numunede bir potluk yapildiktan sonra pistonlar gikarilir ve beg adet numuneye bakteri ile kontamine edilmig
pudradan, altinciya ise kontamine olmamis pudradan kontrol olarak 0,5 g = 0,1 g eklenir. Ardindan tim agikliklar plastik bir posetle
kapatilir. Dakikada 20.800 titresim verecek sekilde cihaz gahstinihr. Test siresi 30 dakikadir. Test bittikten sonra tiim agar plakalari
35°C de 24 saat inkibe edilir.

Numune miktari: 6 adet 20x20 cm?
Mikroorganizma: Bacillus subtilis ATCC 9372
Bakteri Konsantrasyonu (kob/ml):  1x10° kob/ml
inkiibasyon Kosullari: 35°C / 24saat
SONUCLAR
Niifuz Eden Bakteri Sayisi (kob)
1 0
2 0
3 0
4 0
5 0
6 (Kontrol) 0
Toplam 0
Logaritma -
SONUC
Sonug¢ (kob/g) Beklenen Deger
0 kob/g <300 kob/g

Toplam Belirsizlik: 0,12

Sayfa5/8



EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S
AB-0583-T
21036445
12-21

TEST SONUCLARI
KOPMA MUKAVEMETi s BS EN 29073-3:1992
Instron 5969 (Yiik: 5 kN), Serit Metodu.
Hiz: 100 mm/dk=10, Cene mesafesi 200 mm.
On gerilme uygulanmanustir. Islatma islemi yaptlmamigtir.
En ve boy yonlerinde 5 adet sonucun ortalamasi verilmistir.
Kondiisyon sartlarinda test edilmistir. (20£2°C - %65+4)
Kuru;

SONUC iSTENEN
En 70,3 N > 20N (Kuru)
Boy 1524N > 20N (Kuru)
Toplam Belirsizlik: +%4.9
KOPMA MUKAVEMETI ; BS EN 29073-3:1992
Instron 5969 (Yilk: 5 kN), Serit Metodu.
Hiz: 100 mm/dk=10, Gene mesafesi 200 mm.
On gerilme uygulanmamustir. Islatma islemi yapilmistir.
En ve boy yonlerinde 5 adet sonucun ortalamasi verilmigtir.
Kondiisyon sartlarinda test edilmistir. (20£2°C - %65+4)
Yas ;

SONUC ISTENEN
En 67,5N > 20N (Yas)
Boy 125,7N > 20N (Yas)
Toplam Belirsizlik: £%4.9
PATLAMA MUKAVEMETI; 1SO 13938-1:1999
Tru Brust James H. Test cihazi. Test alani 30.5 mm ¢ap
Hacim artig orani: 29 cm?/dakika
5 adet sonucun ortalamast verilmistir.
Kondiisyon sartlarinda test edilmistir (20£2°C-65%=4).

SONUC ISTENEN

Kuru ; 355 kPa > 40 kPa (Kuru)

Sisirme mesafesi* 8,7 mm

Toplam Belirsizlik: +%3,4

Sayfa6/8



EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.$

TEST SONUCLARI

PATLAMA MUKAVEMETI; ISO 13938-1:1999

Tru Brust James H. Test cihazi. Test alan1 30.5 mm ¢ap
Hacim artis orant: 29 cm*/dakika

5 adet sonucun ortalamast verilmigtir.

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

Yas;

Sisirme mesafesi®
Toplam Belirsizlik: +%3,4

SONUC
314 kPa

8,8 mm

SU GECIRGENLIGI; ISO 811:2018

Hidrostatik Baslik Cihazi, Textest marka Fx 3000 model
Su sicakhigi 20°C. Basing artig orant 10 mbar/dk.
Kondiisyonlu ortamda test edilmistir. (20£2°C-65%+4).

Numune |
Numune 2
Numune 3
Numune 4
Numune 5

Ortalama

Toplam Belirsizlik: £%7,7

RESULT
117,3 em H:0
105,1 cm H,O
120,4 cm H.0
110,2 cm H,O
112,2 em H:0

113,0 cm H:0

Sayfa7/8
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ISTENEN
> 40 kPa (Kuru)

REQUIREMENT
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EKOTEKS LABORATUVAR ve GOZETIM
HiZMETLERI A.S

AB-0583-T

21036445

TEST SONUCLARI

DOKUSUZ YUZEYLERDE TiFTIK VE PARTIKUL OLUSUMU ; [SO 9073-10: 2003
Boy yGniinde 5 adet numune (i¢ ve dig yuizey igin ayr) test edilir. Numuneler SO 14644-1" gore Simf 5 kategorisindeki bir

temiz odada, bitkiilme ve stkigtirma hareketi yapan Gelbo Flex cihazina cihazina yerlestirilir. Numuneden kopan tiftik ve
partikiiller, sayag cihazi ile sayilir ve boyut arahigina gore siniflandirilir.

SOLAIR 3100 partikiil $lgme cihazi
Min. dlgiim boyutu: 0.3 pm,

Maks. dl¢iim boyutu: 25 pm

Hava akisi: 283 = 1.4 L/dk

Cihaz cahisma modu: 30 sn x 10 tur

NUMUNE (iC YUZEY) NUMUNE (DIS YUZEY)
Toplam titylenme/tiftiklenme : 122 Toplam tiylenme/tiftiklenme : 91
Standart sapma : 36 Standart sapma : 78
Varyans Katsayisi : %29 Varyans Katsaysi : %85
Tiivlenmeftiftiklenme katsayisi(CL): 2 Tilylenme/tiftiklenme katsayisi(CL): 2
NUMUNE (TOPLAM
Toplam tilylenme/tiftiklenme 213
Titylenme/tiftiklenme katsayisi(CL)*: 2

+ TS EN ISO 13795-1:2019" e gore. kritik ve daha az kritik Grin alanlarinda hem standart performans hem de yiiksek
performans testlerinde istenilen Tiylenme/tiftiklenme katsayisi(CL) (log 10) <4,0 olmalidir.

Toplam Belirsizlik(ig yiizey): £%9,4
Toplam Belirsizlik(ds yiizey): £%12,1

Sayfa 8/8
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EKOTEKS LABORATUVAR ve GOZETIM
HIiZMETLERI A. S.
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EKOTEKS AB-0583-T

LABORATUVAR VE GOZETIM HIZMETLERI AS.

21036445-
ING

12-21 J

7ENMED TIBBI CIHAZLAR VE SAGLIK URUNLERI SAN. VE TiC.
Customer name:

LTD. STI.
_ Address: MAHMUTBEY MAHALLESI 2567 SOK. NO:1 1$ YERI NO:11,21
BAGCILAR/ISTANBUL
Buyer name: -
Contact Person: BUSENUR KILIC
Order No: LOT NO:012021291015
drileNe: DISPOSABLE DRAPE AND GOWN

Name and identity of test item:  Blue non woven surgical drape (claimed to be; 10 Pes/ Blue)

The date of receipt of test item:  30.11 2021
Re-submitted/re-confirmation -

date:

Date of test: 30.11.2021-15.12.2021

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: 8

The Turkish Accreditation Agency (TURKAK) is signatory 1o 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 reporis.

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

The test a?rg/df(meqéuﬁgmem results, the uncertainties (if applicable) with confidence probability and test

methods dre given on'the following pages which are part o this report
| 103} Ak

Seal ,.""_A'.,Date
=15712.2021

This report shall not be reproduced other than in ] except with the permission of the laborato
Testing reports without signature and seal are not walid.
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EKOTEKS LABORATUVAR ve GOZETIM

HIiZMETLERI A.S.
AB-0583-T
21036445-
ING
12-21
REQUIRED TESTS EVALUATION COMMENTS
MICROBIOLOGICAL TEST
Microbial Cleanliness (Bioburden) P
Resistance to Bacterial Penetration-Wet Method P
Resistance to Microbial Penetration-Dry Method P

PHYSICAL PROPERTIES TESTS

Tensile Stregth / Dry

Tensile Stregth / Wet

Bursting Strength /Dry

Bursting Strength / Wet

Water Permeability

sl is=Ala-2la-Ala=1 ke

Lint and Other Particles Generation From
Nonwoven

P: Pass
F: Fail
R: Refer to retailer technologist.

Test results were evaluated according to EN 13795-1 :2019(*) Standard Performance Properties limit values
(Table 1)

REMARK: Original samples are kept for 3 months and all technical records are kept for 5 years unless otherwise
specified.]f 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.
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0583-T
21036445-
ING
12-21
TEST RESULTS
MICROBIAL CLEANLINESS (Bioburden) ; EN 1SO 11737-1:2018
The sample is put in extraciton liquid after shaking well after shaking well (250 rpm,3 min),
inoculated on the suitable agar. The plates are incubated for 3 days at 30+ 1 °C for 72 hours,
and 7 days at (20 to 25) °C for TSA and SDA plates respectively.
Total microoragnisms counts are calculated.
RESULTS REQUIREMENT
Microbial cleanliness (cfu/100 cm?) 5 cfu/100 cm? <300 cfu/100 cm?

*cfu= Colony forming unit.

Total Uncertainty: 0,28

Page 3/8
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EKOTEKS LABORATUVAR ve GOZETIM
HIiZMETLERI A.S.

AB-0583-T

21036445-
ING
12-21

TEST RESULTS

DETERMINATION OF RESISTANCE TO BACTERIAL PENETRATION-WET METHOD ;
BS EN 22610: 2006

A test sample is placed on the agar plate on a rotating disc. Bacteria carrier material and coating film are placed on the test
sample and all parts are fixed on the disk. A finger is placed on the test sample to apply a certain force (3N = 0.02). The
finger moves on the test sample over the entire surface of the agar within 15 minutes. 5 studies are carried out for 15
minutes. 6. The study is repeated by inverting the sample.

Sample amount: 5 pieces 25x25cm2
Carrier Material: 30 pum thin, 25x25cm?2 Polyurethane Film
Coating Material: 25x25cm2 HDPE Film
Microorganism: Staphylococcus aureus ATCC 29213
Bacterial Concentration (kob / ml): 5x10* kob / ml
Incubation Conditions: (36 = 1) ° C 48 hours
RESULTS
Number of Populating Bacteria (cfu) Penetration Rate
Xy 0 Reumn 0
Xz 0 Reumz 0
X3 0 Rcyms 0
X4 0 Reums 0
Xs 0 Reums 0
Z 230
T 230
b, R X5: Number of colonies growing in 5 parallel petri in the same sample
Z: number of colonies growing in the sixth petri dish
TZX]+X3+X3+X4+X5+Z
Reomi = Xo/T
Reumz = (X2 + Xi)/T
Reums = (X3 + Xa + X0)/T
Reums = (Xa+ X3+ X2 + X0)/T
Roms =G5+ Xg + X3+ Xa + X)/T
Critical area BARRIER INDEX (/5)
Result Expected value (*)
Ie 6,0 >2.8

Is = 6— (CUMI + CUM2 + CUM3 + CUM4 + CUMS3)

Total Uncertainty: 0,08

Page 4 /8
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

21036445-
ING

TEST RESULTS

DETERMINATION OF RESISTANCE TO MICROBIAL PENETRATION-DRY METHOD:; ISO
22612:2005

Samples and containers are sterilized. Agar plates are placed in each container. Samples are placed aseptically in the apparatus. The
covers are closed. After making a pot in the sample with the piston, the pistons are removed and 0.5 g £ 0.1 g are added to five samples
from the powder contaminated with bacteria and the six to the non-contaminated powder. Then all openings are closed with a plastic

bag. The device is operated to give 20,800 vibrations per minute. The test time is 30 minutes. After the test is over, all agar plates are
incubated at 35 ° C for 24 hours.

Less Critical area

Sample amount: 6 pieces 20x20 cm?
Mikroorganism: Bacillus subtilis ATCC 9372
Bacterial concentration (cfu/ml): 1x10% kob/ml
Incubation conditions: 35°C /24 hours
RESULTS
Number of Populationg Bacteria (cfu)
1 0
2 0
3 0
4 0
5 0
6 (Control) 0
Total 0
Logarithm -
RESULT
Result (cfu/g) Expected Value
0 cfulg <300 cfu/g

Total Uncertainty: 0,12
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TEST RESULTS

EKOTEKS LABORATUVAR ve GOZETIM
HIiZMETLERI A.S.

TENSILE STRENGTH; EN 29073-3:1996

Instron 5969 (Load: 5 kN), Strip Method.

Speed: 100 mm/min+10, Gauge length 200 mm.

Pre-load was not applied. Without wetting samples.

The average results are given for width and length direction of three samples
Performed in the conditioned room (20£2°C-65%+4).

Dry;

Width
Length
Total Uncertainty: £%4.9

RESULT
70,3 N
1524 N

TENSILE STRENGTH; EN 29073-3:1996

Instron 3969 (Load: 5 kN), Strip Method.

Speed: 100 mm/minx10, Gauge length 200 mm.

Pre-load was not applied. Without wetting samples.

The average results are given for width and length direction of three samples
Performed in the conditioned room (20£2°C-65%:4).

Wet;

Width
Length
Total Uncertainty: +%4.,9

RESULT
67,5N
125,7N

BURSTING STRENGTH;; 1SO 13938-1:1999

SDL ATLAS M229 tester. Test area: 30.5 mm diameter
The average results are given of five samples.
Performed in the conditioned room (20£2°C-65%4).

Less Critical area
Dry ;
Height at Burst*

Total Uncertainty: £%3.4

RESULT
355 kPa

8,7 mm

Page 6/ 8
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21036445-
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REQUIREMENT
> 20N (Dry)
> 20N (Dry)

REQUIREMENT
> 20N (Wet)
> 20N (Wet)

REQUIREMENT

> 40 kPa (Dry)
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

TEST RESULTS
BURSTING STRENGTH;; SO 13938-1:1999

SDL ATLAS M229 tester. Test area: 30.5 mm diameter
The average results are given of five samples.
Performed in the conditioned room (20£2°C-65%+4).

RESULT
Wet ; 314 kPa
Height at Burst* 8,8 mm

Total Uncertainty: +%3.4

WATER PERMEABILITY; ISO 811:2018

Hydrostatic Head Tester, Textest marka Fx 3000 model
Temperature of water 20°C. Pressure increase ratio 10 mbar/min.
Performed in the conditioned room (20£2°C-65%+4)

RESULT
Sample 1 117,3 cm H.O
Sample 2 105,1 cm H20O
Sample 3 120,4 cm H.O
Sample 4 110,2 cm H20
Sample 5 112,2 cm H,O
Average 113,0 em H,O

Total Uncertainty: £%7,7
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REQUIREMENT
> 40 kPa (Wet)

REQUIREMENT

>20 cm H:O
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

e et |
AB-0583-T

21036445-
ING

12-21

TEST RESULT
LINT AND OTHER PARTICLES GENERATION FROM NONWOWEN;
Test Metod: ISO 9073-10: 2003

5 test samples that in cross direction are maintained to twisting and compression action with Gelbo Flex for inner and outer surface in
a clean room condition (according to ISO 14644-1 Class 5).

Lint and particles detached from the sample are counted with counter device and classified to size range.

Min. measuring size of SOLAIR 3100 particles measuring device: 0,3 pm,

Max. measuring size of SOLAIR 3100 particles measuring device: 25 pm,

Air flow: 28.3 = 1,4 L/min Working mode: 30 s x 10 consecutive periods

Critical area

[ SAMPLE, INNER SURFACE (3 pum - 25 pm) SAMPLE, OUTER SURFACE (3 pm - 25 pm)
Total linting 1122 Total linting 191
Standard deviation : 36 Standard deviation 178
Coefficient of variation  :29% Coefficient of variation 1 85%
Coefficient of linting (CL): 2 Coefficient of linting (CL) :2

SAMPLE, MATERIAL (TOTAL)

Total linting 213
Coefficient of linting (CL)* )

* According to EN ISO EN ISO 13795-1:2019, Coefficient of linting (CL) (log 10) should be <4 for analysis of critical
product area and less critical product area of both standard performance and high performance testing.

Total Uncertainty(Inner surface): £%9,4
Total Uncertainty(Out surface): £%12,1
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73 TEST REPORT Test

ag} DENEY RAPORU TS EN ISO/IEC 17025
)#a {’;,’ AB-0583-T
07003 o 3
EKOTEKS AB-0583-T
LABORATUVAR VE GOZETIM HIZMETLERI AS.
21036446-
ING
12-21
T — fE‘I;MS}”E[? TIBBI CIHAZLAR VE SAGLIK URUNLERI SAN. VE TIC.
Address: MAHMUTBEY MAHALLESI 2567 SOK. NO:1 I$ YERI NO:11,21
BAGCILAR/ISTANBUL

Buyer name: g
Contact Person: BUSENUR KILIC
Order No: LOT NO:012021291025
Article No: DISPOSABLE DRAPE AND GOWN

Name and identity of test item:

The date of receipt of fest iten:

Blue non woven surgical gown (claimed to be; 10 Pcs / Blue )

30.11.2021

Re-submitted/re-confirmation

date:

Date of test: 30.11.2021-15.12.2021

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: 8

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.S. accredited by TURKAK under registration
number [AB-0583-T] for ISO 17025:2017 as test laboratory.

-

The test and/or measurement results, the uncertainties (if applicable) with confidence probability and test

methods are given on the following pages which are part gf this report
| .Date Head of Testing Laboratory
Sevim A.
15.12. ;
L

15:12.2021

Customér Representative

Seal
\ Zahide TAPAN

W

L t — AV
This report shall not be reproduced other than in full except }h
Testing reports without signature and seal are not valld.

the permission of the laboratory.

Page 1 /8




EKOTEKS LABORATUVAR ve GOZETIM

HIiZMETLERI A.S.
AB-0583-T
21036446-
ING
12-21
FEQUIRED TESTS EVALUATION COMMENTS
MICROBIOLOGICAL TEST
Microbial Cleanliness (Bioburden) P
Resistance to Bacterial Penetration-Wet Method P
Resistance to Microbial Penetration-Dry Method P

PHYSICAL PROPERTIES TESTS
Tensile Stregth / Dry

Tensile Stregth / Wet

Bursting Strength / Dry

Bursting Strength / Wet

Water Permeability

Lint and Other Particles Generation From
Nonwoven

P: Pass

F: Fail

R: Refer to retailer technologist.

Test results were evaluated according to EN 13795-1:2019(*) Standard Performance Properties limit values
(Table 1) = |
REMARK: Original 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.

o= |o|™

Gen.f136-2/03

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.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

21036446-
ING

TEST RESULTS

MICROBIAL CLEANLINESS (Bioburden) ; EN ISO 11737-1:2018

250 rpm,5 min),

The sample is put in extraciton liquid after shaking well after shaking well (
C for 72 hours,

inoculated on the suitable agar. The plates are incubated for 3 daysat30+1°
and 7 days at (20 to 25) °C for TSA and SDA plates respectively.
Total microoragnisms counts are calculated.

RESULTS REQUIREMENT
Microbial cleanliness (cfu/100 cm?) 8 cfu/100 cm? <300 cfu/100 cm?
#¢fu= Colony forming unit.
Total Uncertainty: 0,28
Page 3/8
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

TEST RESULTS

AB-0583-T

21036446-
ING

12-21

DETERMINATION OF RESISTANCE TO BACTERIAL PENETRATION-WET METHOD ;

BS EN 22610: 2006

A test sample is placed on the agar plate on a rotatin

¢ disc. Bacteria carrier material and coating film are placed on the test

sample and all parts are fixed on the disk. A finger is placed on the test sample to apply a certain force (3N = 0.02). The

finger moves on the test sample over t
minutes. 6. The study is repeated by inverting the sample.

he entire surface of the agar within 15 minutes. 5 studies are carried out for 13

Sample amount: 5 pieces 25x25cm2
Carrier Material: 30 um thin, 25x25¢m2 Polyurethane Film
Coating Material: 25x25c¢cm2 HDPE Film
Microorganism: Staphylococeus aureus ATCC 29213
Bacterial Concentration (kob / ml): 5x10% kob / ml
Incubation Conditions: (36 = 1) ° C 48 hours
RESULTS
Number of Populating Bacteria (cfu) Penetration Rate
X, 260 Reums 0,08
X; 425 Rcm\u 0,22
X3 529 Rcums 039
Xy 559 Reums 0,58
Xs 634 Reums 0,78
Z 640
T 3047
Xl ceennns Xs: Number of colonies growing in 5 parallel petri in the same sample
7: number of colonies growing in the sixth petri dish
T X +Xa+ X+ Xae+ Xs+ 2
Reum = Xi/T
Reumz = (Xo + X0)/T
Reums = (X3 + Xz + Xo)/T
Reums = (Xa+ X3+ Xo + X0)/T
Reums = (X5 + Xa + X3+ Xo + X0)/T
Critical area BARRIER INDEX (I5)
Result Expected value (*)
Is 3,91 >2.8

Iz = 6— (CUMI + CUM2 + CUM3 + CUM4 + CUMS)

Total Uncertainty: 0,08
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EKOTEKS LABORATUVAR ve GOZETIM
HiZMETLERI A.S.

AB-0583-T

21036446-
ING
12-21

TEST RESULTS

DETERMINATION OF RESISTANCE TO MICROBIAL PENETRATION-DRY METHOD; ISO
22612:2005

Samples and containers are sterilized. Agar plates are placed in each container. Samples are placed aseptically in the apparatus. The
covers are closed. After making a pot in the sample with the piston, the pistons are removed and 0.5 g £ 0.1 g are added to five samples
from the powder contaminated with bacteria and the six to the non-contaminated powder. Then all openings are closed with a plastic

bag. The device is operated to give 20,800 vibrations per minute. The test time is 30 minutes. After the test is over, all agar plates are
incubated at 35 ° C for 24 hours.

Less Critical area

Sample amount: 6 pieces 20x20 ecm?
Mikroorganism: Bacillus subtilis ATCC 9372
Bacterial concentration (cfu/ml): 1x10® kob/ml
Incubation conditions: 35°C /24 hours
RESULTS
Number of Populationg Bacteria (cfu)
1 0
2 0
3 0
4 0
5 0
6 (Control) 0
Total 0
Logarithm =
RESULT
Result (cfu/g) Expected Value
0 cfulg <300 cfu/g

Total Uncertainty: 0,12
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EKOTEKS LABORATUVAR ve GOZETIM

HIiZMETLERI A.S.
AB-0583-T
21036446-
ING
12-21
TEST RESULTS
TENSILE STRENGTH; EN 29073-3:1996
Instron 5969 (Load: 5 kN), Strip Method.
Speed: 100 mm/min+10, Gauge length 200 mm.
Pre-load was not applied. Without wetting samples.
The average results are given for width and length direction of three samples
Performed in the conditioned room (20£2°C-65%<+4).
Dry ;
RESULT REQUIREMENT
Width 67,1 N > 20N (Dry)
Length 136, 9N = 20N (Dry)
Total Uncertainty: =%4.,9
_' TENSILE STRENGTH; EN 29073-3:1996
Instron 5969 (Load: 5 kN), Strip Method.
3 Speed: 100 mm/min=10, Gauge length 200 mm.
LT, Pre-load was not applied. Without wetting samples.
= The average results are given for width and length direction of three samples
Performed in the conditioned room (20+2°C-65%+4).
Wet;
RESULT REQUIREMENT
Width 525N > 20N (Wet)
Length 1293 N 2 20N (Wet)
Total Uncertainty: +%4,9
BURSTING STRENGTH;; ISO 13938-1:1999
SDL ATLAS M229 tester. Test area: 30.5 mm diameter
The average results are given of five samples.
Performed in the conditioned room (20£2°C-65%z4).
Less Critical area
RESULT REQUIREMENT
Dry ; 182 kPa 240 kPa (Dry)

Height at Burst* 20,4 mm

Total Uncertainty: £%3,4

Page 6/8
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EKOTEKS LA_BORATUV{&R ve GOZETIM
HIZMETLERI A.S.

TEST RESULTS
BURSTING STRENGTH;; [SO 13938-1:1999

SDL ATLAS M229 tester. Test area: 30.5 mm diameter
The average results are given of five samples.
Performed in the conditioned room (20£2°C-65%:4).

RESULT
Wet ; 151 kPa
Height at Burst*® 19,9 mm

Total Uncertainty: £%3,4

WATER PERMEABILITY; ISO 811:2018

Hydrostatic Head Tester, Textest marka Fx 3000 model
Temperature of water 20°C. Pressure increase ratio 10 mbar/min.
Performed in the conditioned room (20+2°C-65%+4)

RESULT
Sample 1 189,7 cm H.O
Sample 2 205,0 cm H:0
Sample 3 196,9 cm H,O
Sample 4 209,1 cm H:0
Sample 5 207,1 cm H20
Average 201,6 cm H,O

Total Uncertainty: +%7.7

Page 7/8
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REQUIREMENT
> 40 kPa (Wet)

REQUIREMENT
=20 cm H.O




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

21036446-
NG
12-21

TEST RESULT
LINT AND OTHER PARTICLES GENERATION FROM NONWOWEN;
Test Metod: ISO 9073-10: 2003

5 test samples that in cross direction are maintained to twisting and compression action with Gelbo Flex for inner and outer surface in
a clean room condition (according to ISO 14644-1 Class 5).

Lint and particles detached from the sample are counted with counter device and classified to size range.

Min. measuring size of SOLAIR 3100 particles measuring device: 0,3 pm,

Max. measuring size of SOLAIR 3100 particles measuring device: 25 pm,

Air flow: 28,3 £ 1,4 L/min Working mode: 30 sx 10 consecutive periods

Critical area

SAMPLE, INNER SURFACE (3 pm - 25 pm) SAMPLE, OUTER SURFACE (3 pm - 25 pm)
Total linting 1151 Total linting =12

Standard deviation %35 Standard deviation 1 16

Coefficient of variation  : 23% Coefficient of variation 1 22%

Coefficient of linting (CL): 2 Coefficient of linting (CL) 2

SAMPLE, MATERIAL (TOTAL)

Total linting :224
Coefficient of linting (CL)* 2

*According to EN ISO EN 1SO 13795-1:2019, Coefficient of linting (CL) (log 10) should be <4 for analysis of critical
product area and less critical product area of both standard performance and high performance testing.

Total Uncertainty(Inner surface): +9%9,4
Total Uncertainty(Out surface): +%12,1
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Adresi:
Alict firma:
Ilgili kigi:

Istek numarasi:

Model numarasi:

Numunenin ad ve tarifi:
Numunenin kabul tarihi:
Ilave numune ve/veya ilave
bilgi gelis tarihi:

Deneyin yapildig tarih:

Agtklamalar:

Numune alumi:

Numunenin son kullanimi:

Yikama talimati:

Raporun sayfa sayist:

imzalanustir.

‘t\_@meur 65”].‘96
S
:bﬂ'
& EKOTEKS LABORATUVAR ve GOZETIM
- HIiZMETLERI A.$
% Esenyurt Firuzkdy Bulvart No:?9 34325 Avetlar
) {stanbul/ TURKIYE B
Yo &
07093 qwi 3
E TEST REPORT
KOTEKS DENEY RAPORU
LABORATUVAR VE GOZETIM HIZMETLERI AS. AB-0583-T
21036446
12-21
T ZENMED TIBBI CIHAZLAR VE SAGLIK URUNLERI SAN. VE TIC.
Miigterinin adi: LTD. ST

MAHMUTBEY MAHALLESI 2567 SOK. NO:1 I$ YERI NO:11,21
BAGCILAR/ISTANBUL

BUSENUR KILIC

- LOT NO:012021291025

TEK KULLANIMLIK ORTU VE ONLUK

Mavi dokusuz yiizey cerrahi onlik(Miisteri tarafindan belirtilmistir; 10 Adet
/ Mavi)
30.11.2021

30.11.2021-15.12.2021

Bu raporda verilen sonuglar miisteri tarafindan génderilen numuneye aittir.

Belirtilmedi

8

Tiirk Akreditasyon Kurumu (T URKAK) deney raporlarinin tamnmasi konusunda Avrupa Akreditasyon
Birligi (EA) ve Uluslararasi Laboratuvar Akreditasyon Birligi (ILAC) ile karsilkli tanmma antlagmasini

Deney laboratuvar: olarak faaliyet gosteren EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERI
A.S. TURKAK'tan AB-0583-T akreditasyon dosya numarast ile 1SO 17025:201 7 standardina gire akredite

Laboratuvar Miidij
Sevim
15.12. N

edilmistir.
~Deney e/ veya dleiim sonuglari, genigletilmis dl¢iim belirsizlikleri (olmasi
AY gl }
/ Miihiir Tarih Miigtefi Temsifcisi
ws) 15.12.2021 Zahide

A~ N

F4 v
Bu rapor, laboratuvarin yazili izni olmadan kismen\kopyglanip ¢ogaltilamaz.
Imzasiz ve miihiirsiiz raporlar gegersizdir.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.§

AB-0583-T

21036446

12-21

ISTENEN TESTLER DEGERLENDIRME ACIKLAMA

MIiKROBIYOLOJI TESTLERI
Mikrobiyal Temizlik Yilkii (Biyoyiik Tayini) P
Bakteriyel Gegirgenlige Olan Direncin Tayini- P
Islak Metot
Mikrobiyal Gecirgenlige Olan Direncin Tayini- P
Kuru Metot

FIZIKSEL OZELLIK TESTLERI

Kopma Mukavemeti / Kuru

Kopma Mukavemeti / Yas

Patlama Mukavemeti / Kuru

Patlama Mukavemeti / Yas

Su Gegirgenligi

Dokusuz Yiizeylerde Tiftik ve Partikiil Olusumu
P: Geger

F: Kalir

R: Alict firmanin teknik kisisine bagvurunuz

Test sonuglart EN 13795-1:2019 (*) Standart Performans Ozellikleri limit degerlerine gore degerlendirilmistir.
(Tablo 1)

Not: Aksi belirtilmedigi taktirde testler ile ilgili kayitlar 5 y1l, orjinal numuneler 3 ay saklanir. Migteri tarafindan talep edildiginde
testlere ait dlgiim belirsizligi raporlanir fakat “Geger/Kalir” degerlendirmesinde 6l¢iim belirsizligi degeri dikkate alinmaz. Raporlanan
belirsizlik, genisletilmis belirsizlik olup standart belirsizlik kapsam faktdri k=2 kullanilarak elde edilmistir. Givenilirlik diizeyi %
95°tir, Uygunluk beyani Basit Kabul Karar Kuralina gére verilmistir. Bu raporda (*) isaretli deneyler akreditasyon kapsamina dahil
degildir.

|| |e|o|T

Gen.[136-1/03

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyalanip gogaltilamaz.
Imzasiz ve miihiirstiz raporlar gegersizdir.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S

AB-0583-T

21036446

12-21

TEST SONUCLARI

MiIKROBIYAL TEMIZLiK (BiYOYUK) ; EN ISO 11737-1:2018

5 numune calisilir. Numune tartilir ve test gozeltisi igerisine atilarak iyice galkalanir (250 rpm de 5 dk)
ve uygun besiyerlerine ekilir. Toplam aerobik bakteriler igin 30£1°C'de 72 saat, kif ve maya icin ise
20-25 °C'de 7 gun inkiibasyon sonrasil agarda olugan mikroorganizmalar say!lir.

SONUC iSTENEN
Mikrobiyal Temizlik (kob/100 cm?) 8 kob/100 cm? <300 kob/100 cm?

*kob:Koloni olugturan birim

Toplam Belirsizlik: 0,28

Sayfa3/38



EKOTEKS LABORATUVAR ve GOZETIM
HiZMETLERI A.S

AB-0583-T

21036446

12-21

TEST SONUCLARI

BAKTERIYEL GECIRGENLIGE OLAN DIiRENCIN TAYINi-ISLAK METOT;

BS EN 1SO 22610: 2006

Donen bir disk iizerindeki agar plakasina bir test ornegi konur. Test drneginin iizerine bakteri tagiyici materyali ve
kaplama filmi yerlestirilir ve biitin parcalar disk Uzerinde sabitlenir. Test Srnegine belirli bir kuvvet (3N £0,02)
uygulamak iizere bir parmak yerlestirilir. Parmak, 15 dakika iginde agarin tim yilizeyi boyunca test dmegi lizerinde
hareket eder. 15 dakikalik 5 galisma yapihir. 6. galisma numune ters gevrilerek tekrarlanir..

Numune miktari : 5 adet 25x25¢m2
Tasiyien Materyal: 30 pm inceliginde , 25x25cm2 Poliiiretan Film
Kaplama Matervali: 25x25cm2 HDPE Film
Mikroorganizma: Staphylococcus aureus ATCC 29213
Bakteri Konsantrasyonu (kob/ml) : 5x10*kob/ml
o Inkiibasyon Kosullar: (36+1)°C 48 saat
o SONUCLAR
= Niifus Etme Zamani (min) Niifus Eden Bakteri Sayisi (cfu) Niifus Etme Orani
= 15 Xy 260 RCUM1 0,08
@) 30 X, 425 RCUM2 0,22
45 X; 529 RCUM3 0,39
60 Xy 559 RCUM4 0,58
75 Xs 634 RCUMS35 0,78
¥/ 640
T 3047
b — Xs: Ayni numunedeki 5 paralel petride iireyen koloni sayisi

Z : altinci petride iireyen koloni sayisi

T: X+ X+ X3+ Xy+ Xs

RCUMI = X\/T

RCUM2 = (X, + X)/T

RCUM3 = (X5 + X2+ Xy)/T

RCUM4 = (Xa + X5 + X2+ Xi)/T
RCUMS = (Xs + Xa + X5 + Xo + X))/T

BARIYER INDEKSI (IB)
Sonug Kabul edilen (¥*)
1B 3,91 >2.8

IB=6—-(CUMI + CUM2 + CUM3 + CUM4 + CUM5)

Toplam Belirsizlik: 0,08

Sayfa4/8
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EKOTEKS LABORATUVAR ve GOZETIM
HIiZMETLERI A.S

TEST SONUCLARI

MIiKROBIYAL GECIRGENLIGE

Numuneler ve konteynerler steril edilir. Her
Kapaklar kapatilir. Piston ile numunede bir pot
pudradan. altinciya ise kontamine olmami§ pu

kapatilir. Dakikada 20.800 titresim verecek sekilde cihaz galistirs

35°C*de 24 saat inkiibe edilir.

bir konteynere agar plakalari konulur. N
luk yapildiktan sonra pistonlar gikanlir ve bes ade
dradan kontrol olarak 0,5 g + 0,1 g eklenir. Ardindan t
lir. Test siiresi 30 dakikadir. Test bittikten sonra tim agar plakalart

s |

AB-0583-T

21036446

12-21

OLAN DIRENCIN TAYiNi-KURU METOT ; ISO 22612:2005

umuneler aseptik bir sekilde aparata yerlestirilir.

(i o [ L J e B B =

Numune miktar:: 6 adet 20x20 cm?
Mikroorganizma: Bacillus subtilis ATCC 9372
Bakteri Konsantrasyonu (kob/ml):  1x10® kob/ml
inkiibasyon Kosullar:: 35°C / 24saat
SONUCLAR
Niifuz Eden Bakteri Sayisi (kob)
1
2
3
4
5
6 (Kontrol)
Toplam
Logaritma
SONUC
Sonug¢ (kob/g)
0 kob/g

Toplam Belirsizlik: 0,12

Sayfa5/8
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EKOTEKS LABORATUVAR ve GOZETIM

HIiZMETLERI A.S
AB-0583-T
21036446
12-21
TEST SONUCLARI
KOPMA MUKAVEMETI ; BS EN 29073-3:1992
Instron 3969 (Yik: 5 kN), Serit Metodu.
Hiz: 100 mm/dk+10, Cene mesafesi 200 mm.
On gerilme uygulanmamugtir. Islatma islemi yapilmamistir.
En ve boy yonlerinde 5 adet sonucun ortalamasi verilmistir,
Kondiisyon sartlarinda test edilmistir. (20£2°C - %65+4)
Kuru ;
SONUC ISTENEN
En 67,1 N > 20N (Kuru)
Boy 136,9 N > 20N (Kuru)
Toplam Belirsizlik: +%4.9
KOPMA MUKAVEMETI ; BS EN 29073-3:1992
Instron 5969 (Yiik: 5 kN), Serit Metodu.
Hiz: 100 mm/dk+10, Cene mesafesi 200 mm.
On gerilme uygulanmamigtir. Islatma iglemi yapimistir.
En ve boy vonlerinde 5 adet sonucun ortalamasi verilmistir.
Kondiisyon sartlarinda test edilmistir. (20+2°C - %65+4)
Yas;
SONUC ISTENEN
En 525N > 20N (Yas)
Boy 129.3 N > 20N (Yas)
Toplam Belirsizlik: %49
PATLAMA MUKAVEMET]; 1SO 13938-1:1999
Tru Brust James H. Test cihazi. Test alan1 30.5 mm ¢ap
Hacim artis orani: 29 em’/dakika
5 adet sonucun ortalamast verilmistir.
Kondiisyon sartlarinda test edilmistir (20£2°C-65%=4).
SONUC iSTENEN
Kuru ; 182 kPa > 40 kPa (Kuru)

Sisirme mesafesi* 20,4 mm

Toplam Belirsizlik: £%3,4

Sayfa6/8
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.§

TEST SONUCLARI

PATLAMA MUKAVEMETI; ISO 13938-1:1999
Tru Brust James H. Test cihazi. Test alan1 30.5 mm ¢ap

Hacim artis orani: 29 cm®/dakika

5 adet sonucun ortalamasi verilmistir.

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

Yas;

Sisirme mesafesi*
Toplam Belirsizlik: £%3,4

SONUC
151 kPa

19,9 mm

SU GECIRGENLIGI; 1SO 811:2018

Hidrostatik Baglk Cihazi, Textest marka Fx 3000 model
Su sicakligi 20°C. Basing artis orani 10 mbar/dk.

Numune |
Numune 2
Numune 3
Numune 4
Numune 3

Ortalama

Toplam Belirsizlik: £%7,7

~ Kondisyonlu ortamda test edilmistir. (20£2°C-65%4).

RESULT
189,7 cm H2O
205,0 cm H20
196,9 cm H20
209,1 cm H:0
207,1 ecm H20

201,6 cm H20

Sayfa7/8
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ISTENEN
> 40 kPa (Kuru)

REQUIREMENT
>20cm H2O
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S

AB-0583-T

21036446

12-21

TEST SONUCLARI

DOKUSUZ YUZEYLERDE TiFTIK VE PARTIKUL OLUSUMU ; ISO 9073-10: 2003

Boy yoniinde 3 adet numune (ig ve dig ylizey igin ayr) test edilir. Numuneler ISO 14644-1" gore Simf 5 kategorisindeki bir
temiz odada. biikiilme ve sikigtirma hareketi yapan Gelbo Flex cihazina cihazina yerlestirilir. Numuneden kopan tiftik ve
partikiiller. sayag cihazi ile sayilir ve boyut araligina gore siiflandurilir.

SOLAIR 3100 partikiil 6lgme cihazi
Min. dl¢iim boyutu: 0,3 pm,
Maks. Gl¢iim boyutu: 25 pm

Hava akisi: 28.3 = 1,4 L/dk

Cihaz ¢alisma modu: 30 sn x 10 tur

NUMUNE (iC YUZEY) NUMUNE (DIS YUZEY)
Toplam tiivlenme/tiftiklenme 151 Toplam titylenmeftiftiklenme : 72
Standart sapma : 35 Standart sapma : 16
Varvans Katsay1si : %23 Varyans Katsayis : %22
Tiylenme/tifiikienme katsayisi(CL): 2 Titylenme/tiftiklenme katsayisi(CL): 2
NUMUNE (TOPLAM)
Toplam tivlenme/tiftiklenme : 224
Tiiylenme/tiftiklenme katsayisi(CL)*: 2

* TS EN ISO 13795-1:2019° ¢ gore, kritik ve daha az kritik Uriin alanlarinda hem standart performans hem de yiiksek
performans testlerinde istenilen Titylenme/tiftiklenme katsay1si(CL) (log 10) <4,0 olmalidir.

Toplam Belirsizlik(ig yiizey): £%9,4
Toplam Belirsizlik(dis ylizey): +%12,1

Sayfa8/8



TURK STANDARDLARI ENSTITUSU
TURK STANDARDLARINA UYGUNLUK BELGESI

TURKISH STANDARDS INSTITUTION
CERTIFICATE OF CONFORMITY TO TURKISH STANDARDS

Markanin Tanimi Description of the Mark

TSE veya/or @ veya/or = ¢) L

BELGE NUMARASI
REFERENCE NUMBER OF LICENCE

BELGENIN ILK VERILIS TARIHi
DATE OF FIRST ISSUE OF LICENCE

BELGENIN SON GEGERLILIK TARIHi
LICENCE VALID UNTIL

BELGE SAHIBi KURULUSUN ADI
NAME OF THE LICENCE HOLDER

BELGE SAHiBi KURULUSUN ADRESI
ADRESS OF THE LICENCE HOLDER

URETIM YERI ADI
NAME OF THE MANUFACTURING PLACE

URETIM YERI ADRESI
ADRESS OF THE MANUFACTURING PLACE

IPTAL EDILEN BELGE NUMARASI (Varsa)
INDICATION OF SUPERSEDED LICENCE (if any)

TESCILLI TICARI MARKASI
REGISTERED TRADE MARK

ILGILI TURK STANDARDI
RELATED TURKISH STANDARD

BELGE KAPSAMI
SCOPE OF LICENCE

0246437-TSE-01/02

24.03.2020

20.05.2024

ZENMED TIBBI CIHAZLAR VE SAGLIK URUNLERI SAN. VE

TICARET LIMITED SIRKETI.

MAHMUTBEY MAH. 2567. SK. NO:1 /11 BAGCILAR
ISTANBUL/TURKIYE

ZENMED T!BBi CiHA_ZLAR VE SAGLIK URUNLERI SANAYI VE
TICARET LIMITED SIRKETI

MAHMUTBEY MAHALLES"i 2567 SOKAK NO:1/11-21 BAGCILAR-
ISTANBUL ISTANBUL / TURKIYE

0246437-TSE-01/01
omset

TS EN 13795-1/30.09.2019

Cerrahi QnU-YUksek Performans, Tek Kullanimlik
Cerrahi Onlik-Standard Performans, Tek Kullanimlik

e-imzali/e-signed
08.05.2023

Belgelendirme Merkezi Baskani Adina
AKDOGAN BULUT

ISTANBUL BELGELENDIRME MUDURU V.

*Bu belge, belgelendirilen triiniin, tretim yerinin Enstitiimuzin belirledigi sartlar karsiladigini da gosterir.

*Bu belge, hig bir suretle tahrif edilemez, kismen veya okunmasini zorlastiracak sekilde gogaltilamaz, kazinti ve silinti yapilamaz.

*TSE ISTANBUL BELGELENDIRME MUDURLUGU * Adres: Gayirova Tren Istasyonu Yani GAYIROVA/GEBZE * Telefon: 2627231273* Faks: 2627231606

*TSE BELGELENDIRME MERKEZ BASKANLIGI; Adres: Necatibey Cad. No:112 06100 Bakanlikla’ANKARA — Telefon: 0 312 416 64 81 / 416 64 27, Faks:0 312 416 66 17 E-posta

:bmb@stse.org.tr , web : www.tse.org.tr

https://evrakkontrol.tse.or g.tr/BelgeDogr ulama.aspx?p=gvgldv9z adresinden belgenin dogrulugunu ve gegerliligini sorgulayiniz.
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DATASHEET

STERILE CRANIOTOMY SET

ITEM SIZE MATERIAL DETAILS PIECE
Incision film integrated in the
operative field, dimensions 20x30
cm; oval fenestration;
Absorbent area on the entire
incision surface; resistance to liquid
penetration
150 cm (+/-10 cm) of H20/cm?2
Craniotomy Drape 310x200x350 | SMS 45 gr * Fasteners for tubes with velcro 1
tape - 2 pcs.;
e Liquid collection bag with drainage
port and waste digging level;
integrated in the surgical field;
60.x115 cm (+/-5cm);
¢ SMS material on the entire surface
of the field, with liquid resistance 60
cm (+/-5cm) H20/cm?2
Sterilization Wrap 95x95 SMS
Instrument Table Cover 150x280 PE+NW with SMS Reinforced Zone
Mayo Stand Cover 80x145 PE+NW SMS Reinforcement
Absorbent Towel 40x40 napkins for.absorbing liquids, 5
lint-free
Suture Bag ST Cellulose 1
e REF: 232822
e Material: SMS 45 GR(Tolerance +/- 2%) ZENMED TIBBI CIHAZLAR
e Antiallergenic VE SAGLIK URUNI Eiuf,ﬂ VE TIC. LTD.§TI.
e Air Permeable " ,u e A

No: 794704
J D67 1942

e Water Repellent Tel: 0212 445 45 3
e Non-Linting o
e Sterilization Type: ETO Sterile
e Shelf Life: 5 years

e Colour: Blue

e Packing: ETO Pack

e Latex-Free




kiwall

ZENMED TIBBIi CIHAZLAR VE SAGLIK
URUNLERI SAN. VE TiC. LTD. STi.

MAHMUTBEY MAHALLESI 2567. SOKAK NO: 1 iSYERI NO: 11, 21 BAGCILAR - iSTANBUL - TURKIYE

TEK KULLANIMLIK STERIL - NON STERIL ONLUKLER, ORTULER VE STERIL CERRAHI
ORTU-ONLUK SETLERi TASARIMI, URETiMI VE DAGITIMI

kapsaminda

EN ISO 13485:2016

Uluslararasi Tibbi Cihazlar Kalite Yonetim Sistemi Standardina uygun bir yonetim
sistemi kurmugtur.

“Standardin asagida verilen maddeleri hari¢ tutulmustur”

CERTIFICATE &

“7.5.37“7.5.4" *7.5.9,2"
Sertifika No : M 10960
Ik Belgelendirme Tarihi : 20 Nisan 2018
Sertifika Tarihi : 16 Nisan 2021
Son Gegerlilik Tarihi : 15 Nisan 2024

Kiwa Belgelendirme Hizmetleri A.S.
iTOSB 9. Cadde No: 15 Tepedren Tuzla

istanbul / Tiirkiye [ ! : !.’Qﬂ‘( é’

Tel: +90216 593 2575
Faks: + 90 216 593 25 74
info@kiwa.com.tr

Genel Miidir

www.kiwa.com.tr
F MULT,
R Sl

L3 . ¥ R
C1AF)
= :
N /,;@

Oy ST
CNITION ARRANC

Sertifikalar periyodik ara denetimlerin
baganih ile tamamlanmasi kaydiyla
gegerlidir. Detayl bilgi icin yukaridaki

numaralara bagvurulabilir.

Sertifika Son Giincelleme Tarihi : 16 Nisan 2021 - R 02



kiwa ¥l

ZENMED TIBBi CIHAZLAR VE SAGLIK
URUNLERI SAN. VE TiC. LTD. STI.

MAHMUTBEY MAHALLESI 2567. SOKAK NO: 1 iSYERI NO: 11, 21 BAGCILAR - iSTANBUL - TURKEY

DESIGN, MANUFACTURE AND DISTRIBUTION OF DISPOSABLE STERILE - NON
STERILE GOWNS, DRAPES AND STERILE SURGICAL DRAPES AND GOWNS SETS

with a scope of

EN ISO 13485:2016

Has established a management system in accordance
with international Medical Devices Quality Management System Standard

“Following elements of the standard are excluded”

CERTIFICATE

“7.5.3""7.5.4"“7.5.9.2"
Certificate No : M 10960
Initial Certification Date : 20 April 2018
Certification Date : 16 April 2021
Expiration Date : 15 April 2024

Kiwa Belgelendirme Hizmetleri A.$.
ITOSB 9. Cadde No. 15 Tepedren Tuzla

Istanbul / Turkey M: !‘QQ.( g

Tel: +90216 593 25 75
Faks: + 90 216 593 25 74
info@kiwa.com.tr

www.kiwa.com.tr

General Manager

Certificate is valid till expiration date,
subject to successful completion of
periodical surveillance audits.

Please contact above numbers for 9 e KAK BDS-NO
detailed information. YS-3F97-7F8B

Last Modified: 16 April 2021 - R 02



CERTIFICATE

kiwa

AT Sertifikasi
Uretim Kalite Giivence Sistemi
Tibbi Cihaz Yénetmeligi 93/42/AT Ek-V

Sertifika Numarasi: 1984-MDD-18-504
Asagida bahsi gegen kurulusun dretim kalite glivence sistemine ait incelemesinin,
tibbi cihazlara dair 93/42/AT yénetmeligi Ek-V gereksinimlerine gére yapildigini
beyan ederiz. Uretim kalite gilivence sisteminin yukanda bahsi gecen yonetmeligin
ilgili kosullarina uygunlugunu tasdik ederiz.
Kurulus:

ZENMED TIBBI CIHAZLAR VE SAGLIK URUNLERI
SANAYi VE TiCARET LIMITED SiRKETi

Mahmutbey Mahallesi 2567. Sokak no: 1 is yeri no: 11, 21 Bagcilar, istanbul, Tiirkiye

Uriinler: Steril Tek Kullanimlik Cerrahi Onliikler, Ortiiler, Ortii ve Onliik Setleri

Sertifika son kullanma tarihine kadar gegerli olup periyodik gézetim denetimlerinin
bagarn ile tamamlanmasina tabidir. Detaylar igin lutfen Kiwa Belgelendirme
Hizmetleri’ne basvurunuz.

Rapor No: M.5071.03
ilk Yayim Tarihi: 20 Nisan 2018
Son Yayim Tarihi: 02 Aralik 2020

Revizyon Numarasi: 02

Son Gegerlilik Tarihi: 27 Mayis 2024

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yonetmeligi Ek V'e uygun olarak steril
sartlarin giivence altina alinmasi ve muhafaza edilmesi ile ilgili Gretim yénleriyle
sinirli olan kalite sistemini denetlemis ve kalite sisteminin Tibbi Cihaz Yénetmeligi Ek
V'deki uygulanabilir sartlan karsiladigini tespit etmistir.

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yénetmeligi 93/42/AT altinda bir
onaylanmig kurulus olup kimlik numarasi 1984'tir.

MQM,]

Muhtesem Gékhan Yicel
02 Aralik 2020, istanbul, Tiirkiye Onaylanmis Kurulus Bagkani

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No: 15 Tepetren, Tuzla, Istanbul, Turkiye
Tel.: +90 216 593 25 75 , Faks: +90 216 593 25 74
Web: www.kiwa.com.tr , e-posta: posta@kiwa.com



CERTIFICATE

kiwa

EC Certificate
Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V
Certificate Number: 1984-MDD-18-504

We hereby declare that an examination has been carried out following the
requirements of the national legislation to which the undersigned is subject,
transposing Annex-V of the Directive 93/42/EEC on medical devices. We certify
that the production quality system conforms with the relevant provisions of the
aforementioned legislation.

Organization:

ZENMED TIBBi CIHAZLAR VE SAGLIK URUNLERI
SANAYi VE TICARET LIMITED SiRKETi

Mahmutbey Mahallesi 2567. Sokak no: 1 is yeri no: 11, 21 Bagcilar, istanbul, Turkey
Products: Sterile Disposable Surgical Gown, Drapes, Drapes and Gowns Sets

The certificate is valid till expiration date, subject to successful completion of
periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.5071.03

Date of first issue: 20 April 2018

Date of last issue: 02 December 2020

Revision Number: 02

Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.S. has audited the quality system restricted to the
aspects of manufacture concerned with securing and maintaining sterile conditions
in accordance with MDD Annex V and found that the quality system meets the
applicable requirements in MDD Annex V.

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

u(l_mazj

Muhtegem Gdékhan Yiicel
02 December 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepeéren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74
Web: www kiwa.com.tr , e-mail: posta@kiwa.com



»
% ZENMED

SET | T8I CiHAZLAR VE SAGLIK
URON. SAN. VE TiC. LTD. §Ti.

EC DECLARATION OF CONFORMITY

MANUFACTURER: ZENMED TIBBI CIHAZLAR VE SAGLIK URUNLERI SAN. VE TiC. LTD. STi.

ADDRESS: MAHMUTBEY MAHALLESI 2567. SOKAK NO: 1/11, 21 BAGCILAR - iISTANBUL / TURKEY

PRODUCT: PRODUCT LIST GIVEN ANNEX |

PRODUCT GMDN CODE
STERILE SURGICAL

DRAPES 47783

STERILE SURGICAL

GOWNS 35778

STERILE SURGICAL

SETS 33961
CLASSIFICATION: CLASS 1S, RULE 1, ANNEX IX OF MDD 93/42 EEC.
CONFORMITY

ASSESSMENT ROUTE:  ANNEXV

WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE PROVISIONS OF THE
COUNCIL DIRECTIVE 93/42/EEC (2007/47/EC) FOR MEDICAL DEVICES, DO NOT CONTAIN HUMAN BLOOD
AND DERIVATIVES, DO NOT CONTAIN ANIMAL TISSUE, DO NOT CONTAIN DRUG AND PHARMACEUTICAL
COMPONENTS. ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE
MANUFACTURER.

THE PRODUCTS ARE “LATEX FREE”

Page: 1/2

Mahmutbey Mah. 2567 Sk. No: 1/11 Bagcilar - istanbul - Tiirkiye
Tel: +90 212 445 45 25 Fax: +90 212 445 4549 « www.zenmed.com.tr



APPLICATION STANDARDS:

&
%* |ZENMED

Set TIBBI CIHAZLAR VE SAGLIK
URUN. SAN. VE TiC. LTD. STi.

EN ISO 13485: 2012

MDD 93/42/AT

EN ISO 14971: 2012

EN ISO 15223-1: 2016

EN 1041: 2014

EN 62366-1: 2015

EN ISO 10993-1: 2011

EN ISO 10993-5: 2010

EN 1SO 10993-10: 2014

EN I1SO 11607-1: 2010

EN 1SO 11607-2: 2006

MEDDEV 2.12/1 rev.8

MEDDEV 2.12/2 rev.2

MEDDEV 2.7/1 rev.4

TS ISO 13795+A1

TSEN ISO 22612: 2016

EN ISO 14644-1: 2015

EN ISO 11135: 2014

EN I1SO 14644-2: 2015

EN ISO 14644-3: 2005

EN ISO 14644-4: 2001

EN I1SO 14644-5: 2004

EN I1SO 14644-6: 2007

EN ISO 14644-7: 2004

PRODUCTS:

NOTIFIED BODY

NOTIFIED BODY ADDRESS

NOTIFIED BODY NUMBER

START OF CE-MARK

VALIDITY OF CE-MARK

REVISION NUMBER

NUMBER OF CERTIFICATE(S)

PLACE, DATE OF ISSUE

SIGNATURE:

VE SAGLIK URUNLE '
Mahmutbey Mah. 2367.5k/No:| ls Yeri No:1 1,21

Tel: 0212 445 45

STERILE SURGICAL GOWNS, SURGICAL DRAPES, STERILE SURGICAL SETS.

: KIWA BELGELENDIRME HiZMETLERI

: ITOSB 9. Cad. No: 15 Tepedren - TUZLA -

iISTANBUL
www.kiwa.com.tr

: 1984

:20.04.2018

:27.05.2024

402

: M.5071.03

- ISTANBUL / 24.06.2022

: M. ZEKi KUGUKKAYA
General Manager

ZENMED TIBBI CIHAZLAR

Bagcilar / ISTANBUL

Gunesli 0., 897 067 1942

N. VE TiC. LTD.$Ti.

c.Sic.No: 794704

Page: 2/2

Mahmutbey Mah. 2567 Sk. No: 1/11 Bagcllar - istanbul - Tiirkiye
Tel: +90 212 445 45 25 Fax: +90 212 445 4549  www.zenmed.com.tr
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