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 - -2

Powder Free Latex Examination Gloves --

Powder Free Nitrile Examination Gloves --

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 |
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Authorised Signatory

Name-Surname : MURAT YILDIZ
Position : CEO

Signed

Date : 22.03.2020
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URADNY PREKLAD Z ANGLICTINY DO SLOVENCINY / OFFICIAL TRANSLATION FROM
ENGLISH INTO SLOVAK
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Poclet stran prekladu / Number of pages of the translation: 02
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EC DECLARATION

b , OF CONFORMITY
MY Medikol

Manufacturer’s Name and Address : MY TiCARET VE MEDIKAL A.S.
Omerli Mah. General Suikrii Koralti Cad. No :33
Arnavutkdy-istanbul/TURKEY

Name Of Device i Latex Examination Gloves

Nitrile Examination Gloves

Type and Registiration/Catalog No : Powdered Latex Examination Gloves - -
Powder Free Latex Examination Gloves - -

Powder Free Nitrile Examination Gloves - I-

Classification < : Class |
Conformity Assessment Procedure : Annex VII
Conformity Route : 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.

Verification Certificates ; Quality Management System EN 1S013485:2016
Certificate No: ISO 02 836 1179

Quality Management System EN 1SO09001:2015
Certificate No: ISO 01 940 117
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MY Medikol

Standards

Authorised Signatory

Name-Surname
Position

Signed

Date

EN 374-2 Protective gloves against dangerous chemicals and
microorganisms-Part 2: Determination of resistance to penetration.

EN 16523-1+A1 Determination of material resistance to
permeation by chemicals-Part 1: Permeation by potentially
hazardous liquid chemicals under conditions of continuous contact.
(EN 374-3 standard has been revised as EN 16523-1+A1)

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
microorganism risks.

EN 455-1 Medical gloves for single use Part 1: Requirements
and testing for freedom from holes,

EN 455-2 Medical gloves for single use Part 2: Requirements
and testing for physical properties.

EN 455-3 Medical gloves for single use Part 3: Requirements
and testing for biological evaluation.

EN 455-4 Medical gloves for single use Part 4: Requirements
and testing for shelf life determination.

EN 1SO 10993-1 Biological evaluation of medical devices-
Part-1: Evaluation and testing within a risk management process.

MURAT YILDIZ

CEO

/ //
| 22.03.2020

7
1%



MY Medikal ES Vyhlasenie o zhode

Nazov a adresa vyrobcu : MY TICARET VE MEDIKAL A.S.
Omerli Mah. General Stikrii Koralti Cad. No :33 Arnavutkdy-
istanbul/TURECKO

Nazov pomacky : Latexové vySetrovacie rukavice

Nitrilové vySetrovacie rukavice

Typ a registraéné/katal6gové cislo . Pudrované latexové vy$etrovacie rukavice -
Nepudrované latexové vySetrovacie [ ]

Nepudrované nitrilové vySetrovacie rukavice -

Klasifikacia : Trieda I.
Postup posudzovania zhody i podla Prilohy VI
Cesta k zhode : Vlastné vyhlasenie

Tymto prehlasujeme na vlastni zodpovednost, Ze vyssie uvedené vyrobky s oznacenim CE su plne v sulade so
zakladnymi poziadavkami smernice Rady 93/42/EHS zo 14. jina 1993 o zdravotnickych poméckach, zmenenej a
doplnenej smernicou Rady 2007/47/ES.

Verifikacné certifikaty : Systém riadenia kvality EN 1ISO13485: 2016
Certifikat ¢ .: ISO 02 836 1179

Systém manazérstva kvality EN 1ISO9001: 2015
Certifikat ¢ .: 1ISO 01 940 117



MY Medikal

Prislusné normy

Podpis opravnenej osoby
Meno Priezvisko
Pracovna pozicia

Podpis

Datum

ES Vyhlasenie o zhode

EN 374-2 Ochranné rukavice proti nebezpeénym
chemikalidm a mikroorganizmom - Cast 2: Stanovenie odolnosti voci
penetracii.

EN 16523-1+A1 Stanovenie odolnosti materialu voi
priestupnosti chemikéliami - Cast 1: Priestupnost potencidlne
nebezpeénych kvapalnych chemikalii v podmienkach nepretrzitého
styku. (norma EN 374-3 bola revidovana ako EN 16523-1+A1)

EN 374-4 Ochranné rukavice proti nebezpeénym
chemikalidm a mikroorganizmom - Cast 4: Stanovenie odolnosti vo&i
degraddcii vplyvom chemickych latok.

EN 374-5 Ochranné rukavice proti nebezpeénym
chemikalidm a mikroorganizmom - Cast 2: Podmienky a pravidld
pouzivania v styku s nebezpeénymi mikroorganizmami.

EN 455-1 Lekérske rukavice na jednorazové poufitie. Cast
1: Poziadavky a sku$anie na nepremokavost.

EN 455-2 Lekarske rukavice na jednorazové poufitie. Cast
2: Poziadavky a skusanie fyzikdlnych vlastnosti.

EN 455-3 Lekarske rukavice na jednorazové pouiitie. Cast
3: Poziadavky a skiSobné metddy na biologické hodnotenie.

EN 455-4 Lekérske rukavice na jednorazové poufitie. Cast
4: Poziadavky a skusanie na urcenie doby skladovatelnosti.

EN ISO 10993-1 Biologické hodnotenie zdravotnickych
pomocok - Cast 1: Hodnotenie a ski3anie v rdmci procesu
riadenia rizik.

MURAT YILDIZ
vykonny riaditel
-necitatelny podpis-

-peciatka-

MY TICARET VE MEDIKAL ANONIM SIRKETI
ikitelll Organize San Bolg. Eskoop San Siit
A3 Blok No: 160 Basaksehir/ISTANBUL
Te! I
ikitelll V D 626 040 4605
www.mymedikal.com.tr

C€

22.03.2020



Preklad/prekladatel’sky Gkon som vypracoval ako
prekladatel zapisany v zozname znalcov, tlmoénfkov
a prekladatel'ov, ktory vedie Ministerstvo spravodlivosti
Slovenskej republiky v odbore slovensky jazyk/anglicky
jazyk pod evidenénym &islom 971088.

Preklad je v denniku zapisany pod ¢islom / Translator’s register entry No.:

Certified to be translated by asworn translator of
English and Slovak languages registered with the
Ministry of Justice of the Slovak Republic in the List of
Experts, Interpreters and Translators under number

971088.
& 57/20

Prekladané listiny stihlasia s priloZenymi listinami / Certified to be a true and faithful translation of the attached

document.

Zaroveii vyhlasujem, Ze som si vedomy nasledkov vedome nepravdivého prekladu/ prekladatel'ského ukonu / Iam

aware of the consequences of wilfully untrue translation.

e —

Odtlagok ura

Podpis prekladatel'a / Translator’s signature






















































































































































MY TICARET VE MEDIKAL A.S.

Prepared by, Verified by,
Z. Melek Oz Bolat Vedat CETIN
QA/ QC Officer QA Manager
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Prepared By Approved By
Z. MELEK OZ BOLAT VEDAT CETIN
Chemist, QC Manager, QA
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Hlavné mesto SR Bratislava Dynamicky nakupny systém

o Primacialne nam. 1 Vyzva €. 24
mmmm 981499 Bratislava ,»Ochranné jednorazové latexové
rukavice*

Priloha €. 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 Kosice
1CO: 46 667 407

Meno a priezvisko Statutdrneho zastupcu ~ Mgr. Maria Puskarova

IC DPH: SK2023519927

Nazov banky: Vseobecna uverova banka a.s.

Cislo uétu (IBAN):

Telefonne Cislo:

E-mailova adresa: obchod@zdravotnetesty.sk

Predmet zakazky: ,Ochranné jednorazové latexové rukavice”

v

Celkova cena za predmet zakazky ry Celkova cena za predmet zakazky
v EUR bez DPH VyskaDPH | £ R s DPH
20% =

16 940,00 3 388,00 20 328,00
Z toho: Cenav EUR bez DPH | Vyska DPH Cena v EUR s DPH
Jednorazové latexové rukavice 2 541,00 508,20 3 049,20
v mnozstve 30 000ks (velkost’ S)
Jednorazové latexové rukavice 10 164,00 2 032,80 12 196,80
v mnozstve 120 000ks (vel'kost’ M)
Jednorazové latexové rukavice 4 235,00 847,00 5 082,00
v mnozstve 50 000ks (vel’kost’ L)

Cena uvedena uchddzaCom obsahuje vSetky nédklady, ktoré uchadzaCovi vzniknl v stvislosti
S plnenim predmetnej zdkazky.

Som — Nie-sem platitePom DPH (nehodiace sa preskrtnite)

Ak uchadzac nie je platitelom DPH, na tito skutocnost’ upozorni verejného obstaravatela. Ak
uchéadzac nie je platcom DPH, nim uvedena cena bude povaZovana za konecnl aj v pripade, ak by
sa pocas plnenia predmetu zdkazky stal platitelom DPH. V pripade, ak uchadza¢ je platitelom
DPH, avsak jeho sidlo je v inom ¢lenskom $tate EU alebo sidli mimo EU, uvedie v ponuke cenu,
ktora bude rozdelend na nim navrhovanu cenu bez DPH, vySku DPH a aj cenu s DPH podla
slovenskych pravnych predpisov (20%), aj ked’ samotni DPH nebude fakturovat'.

V Kosiciach, diia 02.03.2021 Mgr.




Hlavné mesto SR Bratislava Dynamicky nakupny systém
o Primacialne nam. 1 Vyzva ¢. 24
mmmm 981499 Bratislava »Ochranné jednorazove
latexové rukavice*

Priloha €. 3 — Produktovy list

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

Sidlo uchadzaca: Cesta pod Hradovou 22, 040 01 Kosice
ICO: 46 667 407

Meno a priezvisko Statutdrneho zastupcu ~ Mgr. Maria Puskarova

IC DPH: SK2023519927

Nazov banky: Vseobecnd uverova banka a.s.
Telefonne Cislo:

E-mailova adresa: obchod@zdravotnetesty.sk

Predmet zakazky: ,Ochranné jednorazové latexové rukavice”






