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Notified Body Number: 2841

AB Tip Inceleme Sertifikasi

EU Type-Examination Certificate

Belge No / Certificate No : 54-20-01-RO1
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /
Certification Date / Certificate Validity Date : 11.11.2020-05.10.2025

Belge Gegerlilik Tarihi / Document Validity Period : 5 yil | 5 years

Firma Unvam ve Adresi /

Company Name and Address : OFER DIS TIC LTD. STI.
Vatan Mah. 10. Deniz Sok. No: 35A Yildinm/
BURSA 16270

Uriin Adi /Modeller / Product Name / Models : Vprotect Disposable Coverall- OPPE-0156
Direktifi / Directive :2016/425 REGULATION
Modiilii/Kategori / Module / Category : BMODULU/ KATEGORI I1I

MODULE B/ CATEGORY 111
Test Rapor No/lar1 / Test Report No : MNA M-2020-00274

Uriin Tipi / Product Type:
- ENISO 13688 Koruyucu giyecekler - Genel dzellikler / Protective clothing - General requirements
- EN 13034+ Al Sivi Kimyasallara Karsi Koruyucu Giysi (Tip 6-B) / Protective Clothing Against
Liquid Chemicals (Type 6-B)
- EN ISO 13982-1 Kati Pargaciklara Kars1 Koruyucu Giysi (Tip 5-B)/ Protective Clothing For Use
Against Solid Particulates (Type 5-B)
- EN 14126 Koruyucu Giyecekler - Patojen Organizmalara Kars1 / Protective Clothing - Performance
Requirements And Tests Methods IFor Protective Clothing Against Infective Agents
Uriiniin Malzeme Bilgisi / Product Material Information: Vprotect Disposable Coverall- OPPE-0156
model iriinleri kaplamali kumag kullamlarak imal edilmistir./ Vprotect Disposable Coverall- OPPE-0156
model products are manufactured using coated fabric.
Revizyon nedeni/ Reason for revision: Model adi revize edilmistir./ The model name has been revised.

Volkan AKIN Okan AKEL
11.11.2020 11.11.2020
Karar Verici / Approver Sirket Miidiirii / General manager

MNA Laboratuvarlari San. Tic.Ltd .Sti
Adres: Kigiikbakkalkéy Mahallesi Yenidogan Cad.No:21 Atasehir/ istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www.mnalab.com
U-Form-002/Rev.04/12.03.2020



EN 14126 Standard Overview

When choosing a garment for protection against viruses like corona virus the one that causes
COVID-19, it's important to know which regulatory standard exist to help ensure proper protection.

EN 14126 is a standard for performance requirements and tests methods for protective clothing
against infective agents measures the ability of a suit to protect users against bacteria, fungi and
viruses.

The EN 14126 uses special test methods to measure the penetration resistance of the garment and
its material to infective agents using various kinds of exposure.

Protective clothing against infective agents has two main functions:

- to prevent infective agents from reaching the (possibly injured) skin;
- to prevent the spreading of infective agents to other people and other situations, e.g. eating or
drinking, when the person has taken his protective clothing off.

According to the EU Regulations; EN 14126 certified garments must carry following pictogram.

The size viruses vary in diameter from 20 nanometres (nm; 0.0000008 inch) to 250—400 nm,
due to its small size, virus can easly pass through the pinholes of ordinary protective garments.
EN 14126 certified Garments, however, are proven to act as an effective barrier even against
small viruses such as viruses like the one that causes Covid 19.

Visit www.vProtect.co to find out more about our protective garmets

vProtect is a brand of Ofer International. Copy Righted material.



Packaging
Front & Back:
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Labels:
Chest label & Size label
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Main Use Areas

£/6 modal Protective coveralls of tyoe KEEH protect workers
ogainat hazardous matenal particies (type 5) as well a5 agsinst
chavcal B SIeEhoR (Type 6)

Raestrictions Of Use
ANONTON Shoult! De DI WNEM Farsoving the Coveralls anposed
o Baud or dirt and the contact with haxardous malerials should
e avoitied. It 3 not dedignec for extreme hazardous concitons
and touc chanvcal substances The covaralls seams do not
constitute @ barier »asnst nfectious wostances and are not
FrOtectine. The wser 1 the S0l resionshe AN ehad Take the final
decision regarding the usebilty fee any applicetion of the 5/6
madst Arotaciive coveral of typo KEEP. m cace that the wnwl
T cavrocal
15 NOCEIIary 1O L the culfs 10 the Poves, the Wristbands 1o IHI
boots and the resolratory device 1o the Cep.

The usar I the scke dedsion meker reawdiag the conbormity of

the coveral to bo Groperty grounded. The resistance between
the parson aad the Bround should be leas than 10°0' okm. Thess
conditiors can sasily De created by wearing 1w approprise
hoas, If the chamcierietics of the cothing are not scrsdered,
ot tress.
The praduct life cycle and th effect of the working envircament
n agvance.
underwear maasres will hep o reduce the heet wress
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How To Wear It?

HOw L0 waar the Coverall, be s That SEIOUNGSs drea i Chan.
Open the paciage without domaging the coverall, Unze the
2ppte OF the coveeall AN than Pt firstly your feet thraugh the
coverall rot crumple and brsak the covenal when doing this
©paration. Thon pit on all your body complotaly Covared up by
the coveral chiye the riaper sfier wearing the comanll’s cap an
10 your Feac. AEMOova the 3hcshe Lapo om the Zipcer

tape it 1o the covesal by paying attenton Do not foid it This way
the parmaabiiay of the zpper wik be awoided

Storage / Final Use

in . oway
1r0m SuRlIGAE between 15357, Aored on stisble condiices, it

recommended o Lse it within € years after the producticn date.
VErotact recommaencs that products are <tored under normal
cordditicns. Protest egaimt Suedight,

Destruction Recycling

The LAZORZITAIESd PrOUCEs Can DY treated 35 gandral wasts
or can be recycled. And the cootamineted prOCwCts should
b trooted 3¢ Razmrcous waeter and howid be diIpoIed of in
Sccondace with 1h rubes skl domn by lan.

K A @

o et Coy b Bryer 03 it Bosch 50 Hox L Twice

To ensure a good Nt vProtect coveralls are

P TG ) BT TG DN available in a wide range of sizes. The table

shows the body measurements and tho

s 84-92 164-170 correzponding sizes, These size detinitions

are basad on actual body measurements
M 92-100 167-176 taken while wearing underwear but without
L 100-108 | 174-181 Wabrin tioes,

XL 1084115 179-187
XXL ns-124 186-194
XXXL 1244132 194-200
4XL 132-140 200-206

(fY s KXSDOSABLE) (YFK WLLANIM) ( ILEST JETABLE ) (ES ST BNWEGW) (ES aesscmnu)

Brahocs VEornes Do b Commmt - OF9E.01 | Exsmetion Dote: KVI023
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SIZE: L

PROTECTIVE CLOTHING
CATEGORY 1l

XK R EK A
DO NOT RE-USE / TEK KULLANIMLIKTIR

Manufacturer: Ofer Dis Tic Ltd Sti
Vatan Mh. 10.Deniz Sk No35 Yildirim Bursa Turkey
Made in Turkey
www.vprotect.co
Instruction of How to Use
please see packaging or website

Certifiying Notify Body No: 2841
MNA Labaratuariari







iNntertek

Total Quality. Assured.

SCOPE OF WORK

Performance Testing of Surgical Gowns to

ANSI/AAMI PB70:2012 American National Standard for
Liquid Barrier Performance and Classification of
Protective Apparel and Drapes Intended for

Use in Health Care Facilities

ISSUE DATE
July 8, 2020

PAGES
5

© 2017 INTERTEK



Nntertek
Cortland, New York 13045
Total Quality. Assured.
Telephone: 1-607-753-6711

Facsimile: 1-607-756-9891
www.intertek.com

TEST STANDARD

ANSI/AAMI PB70:2012 American National Standard on Liquid Barrier Performance and Classification of
Protective Apparel and Drapes Intended for Use in Health Care Facilities using ASTM F1671 / F1671M -13:
Standard Test Method for Resistance of Materials Used in Protective Clothing to Penetration by Blood-Borne
Pathogens Using Phi-X174 Bacteriophage Penetration as a Test System

AUTHORIZATION
Quote Number: Qu-01085425-2
PRODUCT DESCRIPTION
Sample Type: Gown Material
ID Number:
55gsm Breathable Laminate for Protective Clothing / Coverall Suit — S064
SAMPLE INFORMATION
Dates Samples Received: June 22, 2020
Condition of Samples: Production Run
Date of Testing: July 7, 2020

This report is for the exclusive use of Intertek's Client and is provided pursuant to the agreement between Intertek and its Client. Intertek's
responsibility and liability are limited to the terms and conditions of the agreement. Intertek assumes no liability to any party, other than to the
Client in accordance with the agreement, for any loss, expense or damage occasioned by the use of this report. Only the Client is authorized to
permit copying or distribution of this report and then only in its entirety. Any use of the Intertek name or one of its marks for the sale or
advertisement of the tested material, product or service must first be approved in writing by Intertek. The observations and test results in this
report are relevant only to the sample tested. This report by itself does not imply that the material, product, or service is or has ever been under
an Intertek certification program.

Version 1.0 (9/1/2017) Page 2 of 5 RT-L-US-Test-3470



t t k 3933 US Route 11

m Gr G Cortland, New York 13045

Total Quality. Assured.
Telephone: 1-607-753-6711
Facsimile: 1-607-756-9891
www.intertek.com

CONCLUSION

This test report completes the testing covered by quote number Qu-01085425-2.
The observations and test results in this report are relevant only to the sample tested. Intertek makes no
representations or warranties, express or implied, regarding units that were not tested including, but not

limited to, units that may be part of the same lot.

If there are any questions regarding the results contained in this report, or any other services offered by
Intertek, please do not hesitate to contact the undersigned.

Please note this Test Report does not represent authorization for the use of any Intertek certification marks.

Project Project

Owner: Kimberly Lea Reviewer: Kristine Perrotti
Engineer,
Chem/Bio/Clothing Team

Title: Engineer, PPE Bio Lab Title: Lead

i / ﬂo\ '/i)_;ﬁ‘»u;(?"q-%,%},

Signature: Signature

Date 08-07-2020 Date: 08-07-2020

Version 1.0 (9/1/2017) Page 3 of 5 RT-L-US-Test-3470



ASTM F1671 / F1671M - 13 TEST DATA SHEETS

PRODUCT DESCRIPTION: 55gsm Breathable Laminate for Protective Clothing / Coverall Suit — S064

CONDITIONING: At a temperature of 21 1 5°C and a relative humidity of 30-80% until equilibrium is reached or for at least
24 hours, whichever is shorter.

TESTING PROCEDURE USED: Procedure A: O psig for 5 minutes, 2 psig for 1 minute, 0 psig for 54 minutes.
No, stainless steel retaining screen used.

TEST RESULTS:
Quality Control Samples PFU/ml Results
Negative Control 0 Acceptable (valid test)
Pre-test Bacteriophage Titer 3.0x108 Acceptable (valid test)
Post Test Bacteriophage Titer 3.0x10% Acceptable (valid test)
Settle Plate(s) 0 Acceptable (valid test)
Sale | L. sample | ST (SRRSO eyt | i
Number (mils) Weight (g) (mis) Platel | Plate2 | (PFU/mI) Denatrition
1 10 0.3259 5 0 0 0 No Pass
2 10 0.3273 5 0 0 0 No Pass
3 9 0.3135 5 0 0 0 No Pass
Averages | 10 0.3222

Version 1.0 (9/1/2017) Page 4 of 5 RT-L-US-Test-3470



ANSI/AAMI PB70:2012 CLASSIFICATION of BARRIER PERFORMANCE of SURGICAL
GOWNS, ISOLATION GOWNS, OTHER PROTECTIVE APPAREL, SURGICAL DRAPES, and
DRAPE ACCESSORIES

Level |Test Result AQL RQL
requirement requirement
| | | (Alpha=.05) | (Beta=0.10)
1 AATCC 42 <45g 4% 20%
AATCC 42 <1.0g . \
- AATCC 127 220cm 9% 21
AATCC 42 <10g . "
3 AATCC 127 250 cm 4% 0%
ASTM F1671 (surgical
gowns, isolation gowns and | Pass 4% 20%
other protective apparel)
1
ASTM F1670 (surgical
drapes and drape Pass 4% 20%
accessories)

Version 1.0 (9/1/2017) Page 5 of 5 RT-L-US-Test-3470




=GULSAN

URUN SPEKT FORMU
(MATERIAL SPECIFICATION FORM)

SPEKT TiPi ; - ;
(SPEKT TYPE) LAMINELI URUN SPEKTI / LAMINATED PRODUCT SPECIFICATION
URUN KODU i
(PRODUCTION CODE)
URON TIPI 55 gsm Reinforced Breathable Laminated Fabric for Surgical Gown and Protective Overall Suit
(MATERIAL TYPE) 9 9
RENK
(COLOUR) BEYAZ / WHITE
URUN YAPISI . ) ;
(MATERIAL STRUCTURE) 28 gsm SSMMS Nonwoven + 25 gsm Triple-layered Breathable Medical PE Film + 2 gsm Hotmelt
MUSTERI i
(CUSTOMER)
GUNCELLEME TARIHi VERSIYON NO
(EFFECTIVE DATE) 29/06/2020 (VERSION NO) !
TEST TEST METODU BiRIM MiNiMUM MAKSIMUM
(REQUIREMENT) (TEST METHOD) (UNITS) HEDEF (TARGET) (MINIMUM) (MAXIMUM)
GSM WSP 130.1 g/m? 55.00 53.00 57.00
Grammage
MD Mukavemet
MD Tensile at Peak WSP 110.4 N/ 25mm 44 40.0 -
MD Sinme o
MD Elongation at peak WSP 1104 & 50 35 80
CD Mukavemet
CD Tensile at Peak WSP 110.4 N/ 25mm 20.0 17.0 -
CD Siinme o
CD Elongation at Peak WSP 1104 & 65 50 80
Yapigma Kuvveti (Soyulma) WSP 401.0 N/ 25mm 1.00 0.70 -
Lamination Strength
WVTR ( Mocon ) i
Breathability (Mocon) WSP 70.5 gr/m3/giin 3000 2000 12000
Su Situnu
Hydrostatic Head WSP 80.6 mmSS 2000 1800 -
Gloss Level ASTM D2457 Gloss unit 9.0 8.0 10.0
Opasite .
. GULSAN % 80.0 75.0 85.0
Opacity
Kalinitk GULSAN mm 0.210 0.180 0.240
Thickness
Rulo Eni - Talep Edilen
(Roll Width) GULSAN mm Requested -3 3
Uriin Katmanlari
(Layers of the Material) =
* Triple-Layered PE Film
/,.ﬂ\ £l
kﬁtfy e e Hotmelt
‘ i
(g/ j) ‘ * SSMMS Spunbond
KALITE KONTROL MUDURU ARGE UZMANI FABRIKA MUDURU
(QUALITY CONTROL MANAGER) (F_!&D SPECIALIST) (PLANT MANAGER)
Erkan CELIK Ibrahim ERKOL Kadir TAMER

Dok. No: KY-F11-P16
Rev. No: 2
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. GERTIFICATE OF REGISTRATION

IAS

ACCREDITED

Management Systems
Certification Body

MSCB - 131

SYNCICATE OF INTERNATIONAL SYSTEM CERTIFICATIONS

This Certificate has been awarded to

OFER DIS TiCARET
LIMITED SIRKETI

VATAN MAH. 10. DENIZ SOK. NO: 35/Z1
YILDIRIM / BURSA / TURKIYE

In recognition of the organization’s Managements System which complies with

ISO 9001:2015

The scope of activities covered by this certificate is defined below

MANUFACTURING, SALES AND EXPORT OF TOWEL, LOINCLOTH,
COTTON WEAVING, OVERALLS, APRON AND MASK

HAVLU, PESTAMAL, PAMUKLU DOKUMA, TULUM, ONLUK VE MASKE
IMALAT, SATIS VE iHRACATI

Certificate Number: SISTURQ0620202644
Date of Issue of Orginal Certificate: 27.06.2020
Date of Issue of Latest Certificate: 27.06.2020

Expiry Date: 26.06.2021
7
- v r ’
J%mj ] cﬁzrector

Note: This certificate is valid only if produced with the
continuation letter after the surveillance is carried out successfully.

The Organization's documentation and Implementation has been rewiewed and found to
comply with the relevant standard rules. This certificate of Registration is based on the
evalation of the mentioned scope given above. Organization is responsible for maintaining
the responsibilities of the revelant standard rules. Any significant changes in the scope of
the certification or standard referred above render this certificate invalid.
This is an accredited certificate isseud by SIS Certifications Pvt. Ltd. sanctioned for issue by
International Accreditation Services, 3060 Saturn Street Suite 100 Brea, California 92821-1732, USA.

Email us : support@siscertifications.com, info@siscertifications.co.in Call: - +91-9654721646
Web : - http://www.siscertifications.co.in, www.siscertifications.com
The status of this certificate can be verified on " http://www.siscertifications.co.in".

Issue No.:01
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NVA QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

OFER DIS TICARET LiMITED SIRKETI

VATAN MAH. 10. DENIZ SOK. NO: 35 iC KAPI NO: Z1
YILDIRIM / BURSA / TURKEY

.. S > > £ ; 2” s s
Kurulusunun “TULUM, ONLUK VE MASKE IMALAT. SATIS VE [HRACATI ~ Kapsamu i¢in

= ; b
For scope “,1,{,; NUFACTURING, SALES AND EXPORT, OVERRALLS, APRON AND MASK

ISO 13485 : 2016

TIBBI CIHAZLAR KALITE YONETIM SISTEMI
Medical Devices Quality Management System

Kurdugunu ve uyguladigim belgelemekte ve NVA tarafindan gerceklestirilen denetim bu
yOnetim sisteminin yukarida belirtilen standardin sartlarini karsiladigini dogrulamaktadir.

It certifies that it is established and implemented, and the audit performed by NVA it
confirms that this management system meets the requirements of the following standard.

Sertifika Numaras: / Certificate Number 1 20082402

Sertifika Kodu / Certificate Code : OFER DIS TiCAR
Sertifika Yayin Tarihi / Certificate Issue Date : 26.08.2020 4
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 26.08.2021 /<< F—3%

Sertifika Periyodu / Certificate Period : 1Y/ 1 Yéar”

System effectively and timely surveillance audits this document is valid as long as the 1-years. NVA control the conduct of standards

Although due care and competence, including gross negiigence will not accept responsibility. This document or proprietary rights owned
by NVA and must be returned upon request.

Sistem etkin bir sekilde sirdirdidikge ve gézetim tetkikleri zamaninda yapildi§i middetce bu belge 1 yil gegeriidir. NVA denetim

ydritilmesinde gerekii itina ve yetkinlik géstermesine ragmen biyuk ihtimalierde dahil sorumiuluk kabul etmeyecektir. Bu belgenin miikiyet
hakki NVA aittir ve istenildiginde iade edilmelidir.

www.nvakalite.com info@nvakalite.com
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ACCREDITED

Management Systems
Certification Body

MSCB - 131

SYNDICATE OF INTERMATIOMAL SYSTEM CERTIFICATIONS

This Certificate has been awarded to

OFER DIS TICARET
LIMITED SIRKETI

VATAN MAH. 10. DENIZ SOK. NO: 35/71
YILDIRIM / BURSA / TURKIYE

In recognition of the organization’s Managements System which complies with

ISO 14001:2015

The scope of activities covered by this certificate is defined below

MANUFACTURING, SALES AND EXPORT OF TOWEL, LOINCLOTH,
COTTON WEAVING, OVERALLS, APRON AND MASK

HAVLU, PESTAMAL, PAMUKLU DOKUMA, TULUM, ONLUK VE MASKE
IMALAT, SATIS VE iHRACATI

Certificate Number: SISTURE062020922
Date of Issue of Orginal Certificate: 27.06.2020
Date of Issue of Latest Certificate: 27.06.2020

Expiry Date: 26.06.2021
%q z ﬁz’rector

Note: This certificate is valid only if produced with the
continuation letter after the surveillance is carried out successfully.

The Organization's documentation and Implementation has been rewiewed and found to
comply with the relevant standard rules. This certificate of Registration is based on the
evaliation of the mentioned scope given above. Organization is responsible for maintaining
the responsibilities of the revelant standard rules. Any significant changes in the scope of
the certification or standard referred above render this certificate invalid.
This is an accredited certificate isseud by SIS Certifications Pvt. Ltd. sanctioned for issue by
International Accreditation Services, 3060 Saturn Street Suite 100 Brea, California 92821-1732, USA.

Email us : support@siscertifications.com, info@siscertifications.co.in Call: - +91-9654721646
Web : - http://www.siscertifications.co.in, www.siscertifications.com
The status of this certificate can be verified on * http://www.siscertifications.co.in”.

Issue No.:01
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IAS

ACCREDITED

Management Systems
Certification Body

MSCB - 131

SYNDICATE OF INTERNATIONAL SYSTEM CERTIFICATIONS

This Certificate has been awarded to

OFER DIS TiCARET
LIMITED SIRKETI

VATAN MAH. 10. DENIZ SOK. NO: 35/21
YILDIRIM / BURSA / TURKIYE

In recognition of the organization’s Managements System which complies with

ISO 45001:2018

The scope of activities covered by this certificate is defined below

MANUFACTURING, SALES AND EXPORT OF TOWEL, LOINCLOTH,
COTTON WEAVING, OVERALLS, APRON AND MASK

HAVLU, PESTAMAL, PAMUKLU DOKUMA, TULUM, ONLUK VE MASKE
IMALAT, SATIS VE iHRACATI

Certificate Number: SISTUR0062020425

Date of Issue of Orginal Certificate: 27.06.2020
Date of Issue of Latest Certificate: 27.06.2020
Expiry Date: 26.06.2021

Note: This certificate is valid only if produced with the
continuation letter after the surveillance is carried out successfully.

The Organization's documentation and Implementation has been rewiewed and found to
comply with the relevant standard rules. This certificate of Registration is based on the
evahation of the mentioned scope given above. Organization is responsible for maintaining
the responsibilities of the revelant standard rules. Any significant changes in the scope of
the certification or standard referred above render this certificate invalid.
This is an accredited certificate isseud by SIS Certifications Pvt. Ltd. sanctioned for issue by
International Accreditation Services, 3060 Saturn Street Suite 100 Brea, California 92821-1732, USA.

Email us : support@siscertifications.com, info@siscertifications.co.in Call: - +91-9654721646
Web : - http://www.siscertifications.co.in, www.siscertifications.com
The status of this certificate can be verified on “ http://www.siscertifications.co.in”.

Issue No.:01



