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UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 633

Electrostatic Protective Clothing against Infective Agents;
Type 5 - Providing Protection to the Full Body against Airborne Solid Particulates
Type 6 - Offering Limited Protective Performance against Liquid Chemicals

YELKENCIi HAZIR GiYIM SANAYI VE TICARET AS
ES Karayolu iizeri 5001 sk. No:6 Selimpasa- Silivri - ISTANBUL / TURKIYE
are tested and evaluated according to
EN 14126/AC:2004, EN ISO 13982-1:2004/A1:2010, EN 13034:2005+A1:2009, EN 1149-5:2018

Based on the type examination conducted with the evaluation of test reports, technical file according to
Personal Protective Equipment Regulation (EU) 2016/425 Annex S, it is approved that the product meets the
requirements of the regulation. The details of essential requirement compliance is given in
technical report numbered KKD-2163-634

Product Definition

Brand Name: BIOBLOCKED, Model: PS 5657

Resistance to penetration by contaminated liquids under hydrostatic pressure: Class 2
Resistance to penetration by infective agents due to mechanical contact with substances containing
contaminated liquids: Class 3
Resistance to penetration by contaminated liquid aerosols: Class 2
Resistance to penetration by contaminated solid particles: Class 2

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark,
as shown below, on the Category 111 product models given above, with;
- Issuing an appropriate EU Declaration of Conformity according to Personal Protective Equipment Regulation
(EU) 2016/425 Annex 9.
- Ongoing successful performance in fulfilment of the requirements set out in Personal Protective Equipment
Regulation (EU) 2016/425 and harmonised standards. ensured by assessments based on Annex 7 (Module C2)
or Annex 8 (Module D) of the regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 27/04/2020 and will be valid for § years if there is no change in the
relevant harmonised standard affecting the essential health and safety requirements

C€ o0l

2163

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

The validity of this certificate can be verified online.

Necip Fazil Bulvar Keyap Sitesi E2 Blok No:44/84 Yukan Dudullu Umraniye - ISTANBUL - TURKEY  T:+90 216 455 80 80

UNIVERSALCERT.COM
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AT UYGUNLUK BEYANI / EC DECLARATION OF CONFORMITY

Beyan Ederiz ki;

Asagida tanimlanmis olan Griin igin 2016/425/AT
Kigisel Koruyucu Ekipmanlar Yonetmeligi temel
gerekliliklerini yerine getirildigini ve sorumlulugun
alinmig olundugunu beyan ederiz. Asagida tanimlanan
Urlindn i¢ UretimiYelkenci Hazir Giyim San. ve Tic.
A.S..tarafindan kontrol edilmektedir.

Uriin Adi

Laminasyonlu ve Laminasyonsuz Tek Kullanimlik
Kapsonlu Tulum

Tip-Model

PS 5657

Marka

BIOBLOCKED

CE isaretinin Vuruldugu Yilin Son iki Hanesi
20

Uygulanan AB Yonetmelikleri

2016/425 AB KiSISEL KORUYUCU EKIPMANLAR
YONETMELIGI

Uygulanan Standartlar
EN ISO 1149-5 :2018 , EN 1SO 14126 : 2003 + AC : 2004,

EN ISO 13688, EN ISO 13982-1 : 2004+ A1:2010 (Tip5S),
EN ISO 13034:2005 +A1 : 2009 (Tip 6)

Uretici Firma / Manufacturer Company and Address
YELKENCI HAZIR GiYiM SANAYI TiC. A.S.

We herewith declare;

The undersigned Company declares under its sole
responsibility that the item of product specified below
satisfies the essential requirements of the Personal
ProtectiveEquipment(PPE) Directive 2016/425/EC which
are apply to it. The internal production of the product
described below is Yelkenci Hazir Giyim San. ve Tic. Inc.
controlled by.

Product Name

Disposable Hooded Coverall with Lamination and without
Lamination

Type-Models

PS 5657

Brand Name

BIOBLOCKED

Last Two Digit Year of CE marking affixing
20

Applicable EU Directives

Personal Protective Equipment(PPE) Directive 2016/425/EC

Applicable Standards

ENISO 1149-5 :2018 , EN ISO 14126 : 2003 + AC : 2004,
ENISO 13688, EN I1SO 13982-1 : 2004+ A1:2010 (Tip5S),
EN ISO 13034:2005 +A1 : 2009 (Tip 6)

YEL AR GlYIm
SANAYI VE YRET A.S.
elimpage 10 6/A Silivrd 1 IST

) Iyrg‘&g’;%& 15

Selimpasa Mahallesi 5002 Sok. No:6 E-5 Karayolu Uzeri Silivri / Istanbul / Tiirkiye
Telefon: +90 212 72386 00Web: http://www.yelkenci.comE-mail:_sales@yelkenci.com

Istanbul-Tiirkiye / 24.01.2020_R:0
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YELKENCI ,I“l“

GROUP

YELKENCI
ARIERGE HﬁﬂZl,c,RMG'I'MSAN,VE TG, A YELKENCI TEKSTIL SAN. VE TiC. LTD. $Ti.
SILIVRI/ISTANBUL

SELIMPASA MERKEZ MAH. 5001. SOK. NO:6
SILIVRI/ISTANBUL

HAZIR DI$ GiYiM URETiIMI, SATISI VE iHRACATI
MEDIKAL YUZ MASKESi VE CERRAHI TULUM iMALATI, SATISI VE iIHRACATI MANUFACTURING, SALES AND EXPORT OF READY EXTERNAL WEAR
PRODUCTION, SALES AND EXPORT OF MEDICAL FACE MASK AND COVERALL

kapsaminda
with a scope of

. 1SO 9001:2015

! Kalite Sistemi dard ygun bir Kalite Yonetim Sistemi kurmustur.
has established a quality management system that is in compliance with the International Quality
- Management System Standard.
lso 1 3485, 20 1 6 Sertifika No: Y1521 Sertifika Yayin Tarihi/Rev.No: 09.04.2019/03
Certificate No. Date of This Certificate Rev.Ne
Tibbi Cihazlar Kalite Yénetim Sistemine uygun bir sistem kurmustur. EA Kodu: 04 Sertifika Gegerlilik Tarihi: 24.04.2020
has established that is in compliance with the Medical Devices Quality Managament System Standard. EfiCode Certificate Expiry Date
ilk Yayin Tarihi: 25.04.2014 Belgelendirme Periyodu: 25.04.2017-24.04.2020
Sertifika Yayin Tarihi / Rev No : 26.03.2020/00 Initial Date Certification Period
SertifikaNo  : MDDI1028  Date of This Certificate / Rev.No.

B Sertifika Doirulama islemi; mobil cihazlar araciligiyla belge zerindeki kare kod okutularak veya “TURKAK BDS No*
Certificate No. Sertifika Gegerlilik Tarihi :25.03.2021 TOREAK B0 WO ile https://tbds.turkak.org.tr belge dogrulama sisteminden yapilabilir.
ilk Yayin Tarihi : 26.03.2020  certificate Expiry Date

The Certificate Validation process canbe done with mobile devices, by scanning the OR Code on the document or
. " - YS-7234-413A by using the "TURKAK BDS No" and the syste
Initial Date Yeniden Belgelendirme Tarihi : 25.03.2023

Date of Re-Certification

Bu belge YBM nin belgelendirme kurallarina uyulmasi ve periyodik ara denetimlerin
basariyla tamamlanmasi kaydiyla gegerlidir.

Daha fazla bilgi igin Liitfen asagidaki telefonlarimizi arayiniz.

This certificate is effective if it is complied with the certification rules of YBM and
periodic surveillance audits are completed successfully.

Please consult following numbers for detailed information.

Z
£

[
ACGREDITATION

Guar szt e

£-126 (0)

YONETIM BELGELENDIRME MERKEZI

_ TEST VE GOZETIM HiZMETLERI LTD. $Ti. égl&tg- ?;%(Ia)rgir
QMs— i Telsiz Mah. Giil Sok. No.:1-3 Kat: 1 D.4 Zeytinburnu / istanbul G UR
GB-RROMS5-1505, 3 Tel.: 0212 547 31 00 - Fax: 0212 547 76 00 info@ybm.com.tr General Manager
Bu balga YB i belgaendirma kuralarina uyutmasive priyodi ara denatilerin b
basar Em mmamlin:ay kaydiyla gegerlidir. uyam fazla mu:m \y:m litfen bizi araymiz Yonetim Belgelendirme Merkezi Test ve Gézetim Hizmetleri Ltd. $ti.
This certificate is effective if it is cony

ith the certifcation rules of YBM and periodic
. Please callus for more information.

www.ybm.com.tr
Telsiz Mah. Gil Sok. No:1-3 Kat: 1 D4 Zeytinburnu / istanbul Tel: 0212 547 31 00
survillance audics are conpleted s

info@ybm.comir www.ybm.com.tr
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AT UYGUNLUK BEYANI / EC DECLARATION OF CONFORMITY

Beyan Ederiz ki;

We herewith declare;

The undersigned Company declares under its sole

Asaigda tanimlanmis olan driin gin 93/42/AT Tibbi
p: -

i) ¥
getiridigini ve sorumlulugun alinmis olundugunu
beyan ederiz. Asagida tanimlanan irinin i
retimiYelkenci Hazir Giyim San. ve Tic.

e the item of below
satisfies the essential requirements of the Medical Device
Safety Directive 93/42/EC which are apply to it The item of
product identified below has been subject to internal

Orin Adi

Medikal Yz Maskesi

Tip-Model

YM-01

Marka

YELKENCI

CE Isaretinin Vuruldugu Yilin Son ki Hanesi
20

Uygulanan AB Ynetmelikleri

ABTIBBI CIHAZ GUVENLIGI DIREKTIFI93/42/AT
Uygulanan Standartlar

TS EN IS0 149721: 2012 Tibbi Cihazlar ~ Tibbi Cihazlara
Risk Yonetiminin Uygulanmas Genel Kurallar
EN 14683:2019 Medikal Yiz Maskesi Standardi

EN 1041: 2009 Tibbi Cihazlarla Birlikte imalatg: Tarafindan
Sailanan Bilgiler

Uretici Firma / Manufacturer Company and Address
VELKENCI HAZIR GIYiM SANAYITiC. A.S.
1002 Sok

v

san. ve Tic. AS..

Product Name

Medical Face Mask

Type-Models

YFM-01

Brand Name

YELKENCI

Last Two Digit Year of CE marking affixing.
20

Applicable EU Directives

MEDICAL DEVICE SAFETY DIRECTIVE 93/42/EC

Applicable Standards
TS EN IS0 14971: 2012 Medical Devices -
Application of Risk Management to Medical
Devices General Rules
EN 14683: 2019 Medical Face Mask Standard
EN 1041: 2009 Information Provided by the
Manufacturer with Medical Devices

v Sirket
SANAY! I
e

Turkiye

Istantul-Tackive /24.01.2070 R:0

Certificates

JAS-ANZ

CERTIFICATE

Selimpaga Merkez Mahallesi 5001 Sokak No:6 Silivril Istanbul | TORKIYE

IS0 14001:2015

Manufacturing, Sales and Export of Outerwear
(Suit, Shit, Pants, Coat, Jacket, Coat, Uniform Clothing)

Sertifika No / Certifcate No: EM-00 90  180250-TR

‘Sertka ik Yayi Tarini/ 14.06.2019
Corticae Date

‘Basim Tarihi/ 14.06.2010
CortlcatoLast ssue Dale

Valty Date of Curent Centfcaton Poriod

bakkalkoy Atasehir / stanbul
Dtcscert.com www.tcscert.com
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YELKENCI

GROUP

BIOBLOCKED

C€

AT UYGUNLUK BEYANI / EC DECLARATION OF CONFORMITY

Beyan Ederiz ki

Asagida tanimlanmis olan Grdin igin 2016/425/AT
Kisisel Koruyucu Ekipmanlar Yonetmeligi temel

We herewith declare;

The undersigned Company declares under its sole
responsibilty that the item of product specified below

f the Personal

¥ i
Grondn i GretimiYelkenci Hazir Giyim San. ve Tic.
A3.tarafindan kontrol edilmektedir.

Directive 2016/425/EC which
are apply to it. The internal production of the product
described below is Yelkenci Hazir Giyim San. ve Tic. Inc.
controlled by.

Orin Adi Product Name,
po Lamination and without

Kapsonlu Tulum Lamination

Tip-Model Type-Models

YPP-01  YPP-02

Marka

YELKENCI

CEIsaretinin Vuruldugu Yiin Son Ik Hanesi
20

Uygulanan AB Yénetmelikleri

YPPOL YPP-02
Brand Name

YELKENCI

Last Two Digit Year of CE marking affixing
20

Applicable EU Directives

116/425 AB KISISEL KORUYUC
YONETMELIGI

Uygulanan Standartiar

EN 1149-1, EN 14126, EN 1073-2, EN 14605/A1 (Tipd) EN
14126, EN 150 13688,EN 14325, EN 13034/A1 (Tip 6)

OreticiFirma / Manufacturer Company and Address
YELKENCI HAZIR GIYIM SANAYI TIC. AS.

P Directive 2016/425/EC

Applicable Standards

EN 1149-1, EN 14126 , EN 1073-2, EN 14605/A1 (Tipa),
EN 14126, EN 150 13688, EN 14325, EN 13034/A1(Tip 6)

e

Tarkiye

Istanbul-Tirkive /24.01.2020 R:0
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CERTIFICATE

YELKENCIi TEKSTIL SANAYi VE TiCARET
LIMITED SIRKETI

Selimpasa Merkez Mahallesi 5001 Sokak No:6 Silivri / istanbul / TURKIYE

1SO 26000:2010-SA8000

Sosyal Sorumluluk Yénetim Sistemi
Social Responsibility Management System
Kapsam: Dis Giyim Esyasi (Takim Elbise, Gomlek, Pantolon, Mont, Ceket, Kaban, Uniforma Kiyafet)
Uretimi, Satisi ve ihracati
Scope: Manufacturing, Sales and Export of Outerwear (Suit, Shirt, Pants, Coat, Jacket, Coat, Uniform Clothing)

Ticaret

Belgeler yilk

‘Sso00.
{lk Belgelendirme Tarihi/first ssue date: :16.09.2019
Belge Gilncelleme Tarihi/Renewal Oste :16.09.2019
Belgelendirme Gegerlilik Tarihi/expiry Date :15.09.2020
Belge yenileme periyodu 3 yildir/he certifcation Renewa Period s 3 Years
Sertifika No: TB-S5Y5-0369
‘
150 26000:2010

T8 Belgelendirme ve Dis Ticaret L. Sl Atlar Mah. Tecerdafs Cad. No:67 Gallayan Plaza Kat:4 D:7 Kartal / stanbul

FROVRRI62000 Rect | RevTar 2012088

Certificates
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CERTIFICATE

YELKENCIi TEKSTIL SANAYi VE TICARET
LiIMITED SiRKETi

Selimpasa Merkez Mahallesi 5001 Sokak No:6 Silivri / istanbul / TURKIYE

ISO 37001:2016

Yolsuzlukla Miicadele Yonetim Sistemi
Anti-Bribery Management System
Kapsam: Dis Giyim Esyasi (Takim Elbise, Gomlek, Pantolon, Mont, Ceket, Kaban, Uniforma Kiyafet)
Uretimi, Satigi ve ihracatt
Scope: Manufacturing, Sales and Export of Outerwear (Suit, Shirt, Pants, Coat, Jacket, Coat, Uniform Clothing)

dreste I tesmes|
i ve lgil sirketin uyguladigs l istemi tescil

edimistir.
and Foreign Trade L h
37001:201 it i i ied out yearly.
Ik Belgelendirme Tarihi/Airst issue Date :16.09.2019
Belge Giincelleme Tarihi/Renewal Date :16.09.2019
Belgelendirme Gegerlilik Tarihi/expiry Date :15.09.2020
Igevenileme peflyodii yik I veors

Sertifika No: TB-YM-0369

10 37001:2016

TB CERT

o
T8 Belgelendirme ve D Ticaret L. 51 Atslar Mah. Tecerdaf) Cad. No7 Gaffayar
wawtbcert.com

a Kat:d 07 Kartal/ stanbul

FREINR082000 Rt | RevTac 2012018

) )‘ﬁlﬂeﬂm\mM J i

CERTIFICATE

YELKENCI TEKSTiL SANAYi VE TiCARET
LIMITED SIRKETI

Selimpaga Merkez Mahallesi 5001 Sokak No:6 Silivri / istanbul / TURKIYE

OHSAS 18001:2007

Is Saghgi ve Giivenligi Yonetim Sistemi
Occupational Health and Safety Management System
Kapsam: Dis Giyim Esyasi (Takim Elbise, Gémlek, Pantolon, Mont, Ceket, Kaban, Uniforma Kiyafet)
Uretimi, Satisi ve ihracati
Scope: Manufacturing, Sales and Export of Outerwear (Suit, Shirt, Pants, Coat, Jacket, Coat, Uniform Clothing)

Ve oi5
Ticaret i si ladi@ dvenlii Yonetim tescil
edilmistir, Belgeler yilk i ,

and Forelgn it ©
18001:2007.
Ik Belgelendirme Tarihi/first ssue bote :14.06.2019
Belge Giincelleme Tarihi/Renewal Date :14.06.2019
Belgelendirme Gegerlilik Tarihi/expiry Date :13.06.2020

Belge yenileme periyodu 3 yildir/he Certication Renewal Perod s 3 Years

Sertifika No: TB-OHSAS-0369

OHSAS 18001:2007

BIOSLOCKED




