Manufacturer’s Name and Address

Name Of Device

Type and Registiration/Catalog No

Brand

Classification

Conformity Assessment Procedure

Conformity Route

Verification Certificates

EC DECLARATION
OF CONFORMITY

MY TiCARET VE MEDIKAL A.S.

Omerli Mah. General Siikrii Koralti Cad. No :33
Arnavutkdy-istanbul/TURKEY

Latex Examination Gloves

Nitrile Examination Gloves

Powdered Latex Examination Gloves --

Powder Free Latex Examination Gloves - -

Powder Free Nitrile Examination Gloves - -

Mumu — Mumu Plus

Class |

Annex VII

Self Declaration

We herewith declare with our own responsibility that above mentioned product(s) with CE mark is fully
compliance with Essential Requirement of the EC Council Directive 93/42/EEC 14th June 1993 concerned medical
devices, amended by Council Directive 2007/47/EC.

Quality Management System EN 1SO13485:2016
Certificate No: 1ISO 02 836 1179

Quality Management System EN 1SO9001:2015
Certificate No: ISO 01 940 117



1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
[ Standards : EN 374-2 Protective gloves against dangerous chemicals and 1
| microorganisms-Part 2: Determination of resistance to penetration. 1
1 EN 16523-1+A1 Determination of material resistance to 1
1 permeation by chemicals-Part 1: Permeation by potentially 1
1 hazardous liquid chemicals under conditions of continuous contact. 1
| (EN 374-3 standard has been revised as EN 16523-1+A1) 1
! EN 374-4 Protective gloves against dangerous chemicals and !
! microorganisms-Part 4: Determination of resistance to degradation !
! by chemicals. !
: EN 374-5 Protective gloves against dangerous chemicals and !
: microorganisms-Part 2: Terms and performance rules for :
I microorganism risks. .
I EN 455-1 Medical gloves for single use Part 1: Requirements |
I and testing for freedom from holes. |
I EN 455-2 Medical gloves for single use Part 2: Requirements |
I and testing for physical properties. |
I EN 455-3 Medical gloves for single use Part 3: Requirements 1
[ and testing for biological evaluation. 1
1 EN 455-4 Medical gloves for single use Part 4: Requirements |
1 and testing for shelf life determination. 1
1 EN ISO 10993-1 Biological evaluation of medical devices- 1
| Part-1: Evaluation and testing within a risk management process. 1
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
1 |
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1 |
1 |
1 |
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1 |

Authorised Signatory

Name-Surname : MURAT YILDIZ
Position : CEO

Signed

Date : 22.03.2020






















































































































































Type of Glove

MY TICARET VE MEDIKAL A.S.
OVERALL MIGRATION TESTING (OMT) REPORT

: Nitrile Powder Free Online Single Chlorinated, Blue, Textured

Type of

Stimulant

Size

Testing

Condition

Overall migration

content requirement

Overall

migration result
(mg/dmz)

Disposition

Prepared by,
Z. Melek Oz Bolat
QA/ QC Officer

Verified by,
Vedat CETIN
QA Manager
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MY Medikal MY TICARET VE MEDIKAL A.S.

Test Report
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Quantity Quantity Manufacturing Date Expiry Date
(Carton) (Pieces)
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MY Medikal MY TiCARET VE MEDIKAL A.S.

Test Report

Characteristics Size Unit Sample Size Median Value  Result
Characteristics Size Unit Sample Size Median Value
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MY Medikal MY TiCARET VE MEDIKAL A.S.

Test Report

EN 455-2:2015 Requirement:

Before Aging: After Aging:
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Sample Size Mean Value

Prepared By Approved By
Z. MELEK OZ BOLAT VEDAT CETIN
Chemist, QC Manager, QA

This is a computer generated test report, no signature is required.

Page of 3/3



INYOT ‘awi|L

| 0e/H/ve a1eq
|
\ ALIS ‘owen

SISATVNY 40 31V2I41143D




T TP T T EEEREPT OOV ISV I IS

cert

Certification & Inspection 3\

IO\

Certificate of Compliance

C€

We hereby declare that the technical file of product complied with the requirement of
Council Directive on Medical Devices 93/42/EEC as Amended 2007/47/EC.

Certificate No.: CE I

Manufacturer

Name : E Glove Sdn Bhd

Address : No-15-2, Jalan 65C, Off Jalan Pahang Barat, Pekeliling Business Centre,
53000 Kuala Lumpur Wilayah Persekutuan Kuala Lumpur, Malaysia

Products : Latex and Nitrile Examination Glove (Powdered and Powder Free)

Varients . As Per appendix-1

The Certification body has performed an audit of the above product quality system covering the
design, manufacture and final inspection of the certified product. The quality system has been
assessed, approved and is subject to continuous surveillance according to Council Directive on
Medical Devices 93/42/EEC as Amended 2007/47/EC.

This certificate is issued under the following conditions:
1. It applies only to the quality system maintained in the manufacture of above referenced
models and it does not substitute the design or type-examination procedures, if requested.
2. The certificate remains valid until the manufacturing conditions or the quality systems are
changed.
3. The certificate validity is conditioned by positive results or surveillance audits.
The CE mark as shown above can be used, under the responsibility of the manufacturer, after
completion of an EC Declaration of conformity and compliance with all relevant EC Directives. The
statement is based on a single evaluation of one sample of above mentioned product. It does not
imply an assessment of the whole production.

Validity of this certificate can be verified at www.ukcertifications.org.uk/verify

Date of Certification 07th August 2020
1st Surveillance Audit Due 06th August 2021
2nd Surveillance Audit Due 06th August 2022
Certificate Expiry (subject to the company maintaining its 06th August 2023

system to the required standard)

&

Authorised Signatory page 1 of 2

This certificate is the property of UK Certification & Inspection Limited and shall be returned immediately on request.
71-75 Shelton Street, Covent Garden, London, WC2H 9JQ, United Kingdom
Website:- www.ukcertifications.org.uk, email:- info@ukcertifications.org.uk
Company No. 11847851
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Certificate of Compliance Appendix-1
Appendix to Certificate no.:- CE-JJli

Manufacturer :- E Glove Sdn Bhd

Address : No-15-2, Jalan 65C, Off Jalan Pahang Barat, Pekeliling

Business Centre, 53000 Kuala Lumpur Wilayah
Persekutuan Kuala Lumpur, Malaysia

C€

This certificate referred to above covers the following products like:

Varients:

Latex Examination Powdered Glove, non-sterile
Latex Examination Powder Free, non-sterile
Nitirile Examination Powder Free, non-sterile
Latex Long length glove 300mm, 400mm
Nitrile Long length glove 300mm, 400mm
Dental Dam Latex, Non-latex

Authorised Signatory Page 2 of 2

This certificate is the property of UK Certification & Inspection Limited and shall be returned immediately on request.
71-75 Shelton Street, Covent Garden, London, WC2H 9JQ, United Kingdom
Website:- www.ukcertifications.org.uk, email:- info@ukcertifications.org.uk
Company No. 11847851
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CERTIFICA

This is to Certify that the
Quality Management System

E Glove Sdn Bhd

No-15-2, Jalan 65C, Off Jalan Pahang Barat, Pekeliling Business Centre, 53000 Kuala Lumpur Wilayah
Persekutuan Kuala Lumpur, Malaysia

has been assessed and approved

in accordance with the guidelines of:

ISO 9001: 2015

For the following scope of activities:

Latex and Nitrile Examination Glove (Powdered and Powder Free)

Certificate Number: Q- [  NEGTEIEGEGEG

Date of initial registration: 07th August 2020
Date of this Certificate: 07th August 2020
Surveillance Audit on or before: 06th August 2021
Recertification Due / Certificate Expiry: 06th August 2023

This Certificate is property of DBS Certifications and remains valid
subject to satisfactory surveillance audits

Head of Certification

ACCREDITED®

Management Systems
Certification Body.

MSCB-157

C————

The certificate remains the property of DBS Certifications Private Limited, to whom it must be returned upon request.

DBS CERTIFICATIONS PVT. LTD.

142, lind Floor, Avtar Enclave, Paschim Vihar, Delhi-110063, (INDIA) info@dbscertification.com, www.dbscertification.com

ACCREDITED BY :
International Accreditation Service (IAS) 3060, Saturn Street Suite 100, Brea, Ca 92821-1732, United States of America
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CERT

CERTIFICATE

E Glove Sdn Bhd

No-15-2, Jalan 65C, Off Jalan Pahang Barat, Pekeliling Business Centre, 53000 Kuala Lumpur
Wilayah Persekutuan Kuala Lumpur, Malaysia

has been independently assessed and is compliant

with the requirement of:

ISO 13485:2016
Quality Management System for Medical Devices

For the following scope of activities:

Latex and Nitrile Examination Glove (Powdered and Powder Free)

Date of Certification: 07" August 2020 2" Surveillance Audit Due: 06" August 2022
1% Surveillance Audit Due: 06™ August 2021 Certificate Expiry: 06" August 2023

Certificate Number: UO- N

Head of Certification

& v:a:«.a.u .
The certificate remains the property of DBS Certifications Private Limited, to whom it must be returned upon request.

DBS CERTIFICATIONS PVT. LTD.
3 142, lind Floor, Avtar Enclave, Paschim Vihar, Delhi-110063, (INDIA) mfo@dbscemf cat:on com, wwwdbscemﬁcatlon com
~ ACCREDITED BY : : = :

i UK Akkreditering Forum Limited, UK (www.ukaf.org.uk)
& 5 Jupfter House, Calleva Park, Aldermaston, Readnng Berkshlre RG78NN UK




Hlavné mesto SR Bratislava Dynamicky nakupny systém
Primacialne nam. 1 Vyzva ¢. 10
mmmm 951499 Bratislava ,,Ochranné jednorazové
latexové rukavice*

Priloha C. 2 - Navrh na plnenie kritéria na vyhodnotenie
ponuk a identifikacné udaje uchadzaca

Obchodné meno uchadzaca: MPV Group, s.r.o.

Sidlo uchadzaca: Cesta pod Hradovou 22, 040 01 KosSice
1CO: 46 667 407

Meno a priezvisko Statutarneho zastupcu ~ Mgr. Méria PuSkarova

I1C DPH: SK2023519927

Nazov banky: Vseobecna uverova banka a.s.

Cislo u¢tu (IBAN): S

Telefonne ¢islo: +4_

E-mailova adresa: obchod@zdravotnetesty.sk

Predmet zakazky: ,Ochranné jednorazové latexové rukavice”

vwe

Celkova cena za predmet zakazky - Celkova cena za predmet zakazky
v EUR bez DPH Vyska DPH 1\ R s DPH
20%,

14 603,00 € 2 920,60 € 17 523,60 €
Z toho: Cenav EUR bez DPH | Vy$ka DPH Cenav EUR s DPH
Jednorazové latexové rukavice 4 054,48 € 810,896 € 4 865,376 €
v mnozstve 47 200ks (vel’kost’ S)
Jednorazové latexové rukavice 7 301,50 € 1 460,30 € 8761,80 €
v mnozstve 85 000ks (vel'kost M)
Jednorazové latexové rukavice 319548 € 639,096 € 3 834,576 €
v mnozstve 37 200ks (velkost’ L)
Jednorazové latexové rukavice 51,54 € 10,308 € 61,848 €
v mnozstve 600ks (velkost’ XL)

Cena uvedena uchadzacom obsahuje vSetky nédklady, ktoré uchadzacovi vznikni v stvislosti
S plnenim predmetnej zakazky.

Som — Nie som platitePom DPH (nehodiace sa preSkrtnite)

Ak uchadzac¢ nie je platitelom DPH, na tito skuto¢nost’ upozorni verejného obstaravatela. Ak
uchadzac nie je platcom DPH, nim uvedena cena bude povazovana za kone¢nu aj v pripade, ak by
sa pocas plnenia predmetu zakazky stal platitelom DPH. V pripade, ak uchadza¢ je platitelom
DPH, aviak jeho sidlo je v inom &lenskom $tate EU alebo sidli mimo EU, uvedie v ponuke cenu,
ktora bude rozdelend na nim navrhovani cenu bez DPH, vysku DPH a aj cenu s DPH podla
slovenskych pravnych predpisov (20%), aj ked’ samotni DPH nebude faktur:

3

V Kosiciach, diia 8.12.2020 Mgr. Maria Pusk

konatel’



MEDIUM

Lateks Pudrali Muayene Eldiveni
Powdered Latex Examination Gloves

AQL 1.5

100 Adet / Pieces

Dy count




Hlavné mesto SR Bratislava Dynamicky nakupny systém
Primacialne nam. 1 Vyzva ¢. 10
mmmm 951499 Bratislava ,,Ochranné jednorazové
latexové rukavice*

Priloha €. 3 — Produktovy list

Obchodné meno uchadzaca: MPV Group, s.r.o.

Sidlo uchadzaca: Cesta pod Hradovou 22, 040 01 KoSice
1CO: 46 667 407

Meno a priezvisko Statutdrneho zastupcu ~ Mgr. Maria Puskarova

IC DPH: SK2023519927

Nazov banky: Vseobecna uverova banka a.s.

Cislo G¢tu (IBAN):
Telefonne Cislo: +421

E-mailova adresa: obchod@zdravotnetesty.sk

Predmet zakazky: ,Ochranné jednorazové latexové rukavice”

Latexové rukavice pudrované, certifikované zn. 3R resp. Mumu

R

Relioble, Responsibl, Remarkabie
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