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M AXTER LOT 6070

Jalan Haji Abdul Manan, 6th Miles Off Jalan Meru
GLOVE MANUFACTURING SDN BHD 41050 Klang, Selangor, Malaysia

(229862-H) T s iines) Fax: 603-33923328
E-MAIL: info@maxter.com.my

Datum: 27 August 2020

Vsetkym, ktorych sa to moze tykat

VYHLASENIE O ZHODE EU

My, MAXTER GLOVE MANUFACTURING SDN. BHD. so sidlom Lot 6070,Jalan
Haji Abdul Manan, 6™ Miles Off Jalan Meru, 41050Klang, Selangor, Malajzia,
wyhlasujeme na nasu wylu¢nt zodpovednost, ze zdravotnicke pomocky opisané nizsie ako:

[ Nesterilné pudrované latexové vysetrovacie rukavice
[1 Nesterilné nepudrované latexové vysetrovacie rukavice

- SG v sulade so vSeobecnymi poziadavkami na bezpecnost a vwkon podla prilohy
Nariadenia o zdravotnickych pomédckach (EU) 2017/745 pre zdravotnicke pomocky triedy .

- Klasifikacia: Trieda | na zaklade pravidla 5 prechodného pouzivania, priloha Vil
Nariadenia (EU) 2017/745 o zdravotnickych pomdckach.

- Suv sulade s narodnou normou transponujucou harmonizovand normu EN 455-1, EN
455-2, EN 455-3 a EN455-4

- Rukavice su wyrobené podla ISO 9001:2015 a EN ISO 13485:2016 Systémy manazérstva
kvality a certifikované notifikovanym organom, SGS United Kingdom Ltd Certifikacia
systémov a sluzieb.

- Nas autorizovany zastupca je Supermax Healthcare (Europe) Limited, 38 Main Street,
Swords Co. Dublin, Irsko K67 EOA2.

Klang, Selangor
Malaysia

Yap Peak Geeh

Manazér kontroly kvality a
regulacnych zalezitosti



Date: 27 August 2020

To Whom It May Concern

EU DECLARATION OF CONFORMITY

We, MAXTER GLOVE MANUFACTURING SDN. BHD. located at Lot 6070, Jalan
Haji Abdul Manan, 6™ Miles Off Jalan Meru, 41050 Klang, Selangor, Malaysia, declares
under our sole responsibility that the medical devices described hereafter as :-

e Non Sterile Powdered Latex Examination Gloves
e Non Sterile Powder Free Latex Examination Gloves

- Are in conformity with the general safety and performance requirements of Annex I
Medical Device Regulation (EU) 2017/745 for Class I medical devices.

- Classification: Class I based on Rule 5 transient use, Annex VIII of Medical Device
Regulation (EU) 2017/745.

- Are in conformity with the national standard transposing harmonized standard EN
455-1, EN 455-2, EN 455-3 and EN455-4.

- The gloves are manufactured according to ISO 9001:2015 and EN ISO 13485:2016
Quality Management Systems and certified by Notified Body, SGS United
Kingdom Ltd Systems & Services Certification.

- Our Authorized Representative is Supermax Healthcare (Europe) Limited, 38 Main
Street, Swords Co. Dublin, Ireland K67 E0A2.

Klang, Selangor
Malaysia

Yap Peak Geeh
QA & Regulatory Affairs Manager






Hlavné mesto SR Bratislava
Primacialne namestie ¢. 1
814 99 Bratislava

Vyzva €. 4 — Jednorazové latexové rukavice

i

Priloha €. 2 - Navrh na plnenie kritérii

ldentifikaCné udaje:

Nazov zakazKky: ,,Vyzva €. 4 — Jednorazové latexové rukavice*

Uchadzac¢: STATUS S, s.r.o.
Adresa sidla: Lipova 10927/21, 036 08 Martin
ICO: 44015828

Cislo uctu 1BAN): NN
I
I ) mail.com

Telefonne ¢islo:

E-mailova adresa:

Ponukova cena v sulade s opisom predmetu zakazky:

Nazov polozky: Cena v eur bez DPH | Cena v eur s DPH
Jednorazové latexové rukavice v mnozstve 33 500ks | 1 634,80 1 961,76
(velkost’ S)

Jednorazové latexové rukavice v mnozstve 106 700ks | 5 206,96 6 248,35
(velkost M)

Jednorazové latexové rukavice v mnozstve 59 800ks |2 918,24 3501,89
(velkost' L)

Jednorazové latexové rukavice v mnozstve 1 000ks | 48,80 58,56
(velkost XL)

Vsetky ostatné sluzby (ako napr. dovoz, manipulécia, | 190,09 228,11

atd’.)

Cena spolu: 9 998,89 11 998,67

Platca/neplatea DPH (nehodiace sa preskrtnite)

Cestné vyhlasenie: Predlozenim tejto ponuky zaroveii estne vyhlasujem, Ze postupujem v
sulade s etickym kédexom uchadzada vydanym Uradom pre verejné obstaravanie:

https://www.uvo.gov.sk/zaujemcauchadzac/eticky-kodex-zaujemcu-uchadzaca-54b.html

V Martine dia 15.11.2021

N >
peciatka a podpis 0so

konat’ za uchadygaca

bt oprgvnenej




MERCATOR

MERCATOR latex (comfort)

RD10283001-05_0012
RD10284001-05_0012

Pokyny uvedené nizsie by sa mali pouZivat spolu s podrobnymi informaciami na obale.

User instructions Rev. 1.0, May 2021




MERCATOR

User instructions Rev. 1.0, May 2021



EERCATOR

EU DECLARATION OF CONFORMITY

Manufacturer: MERCATOR MEDICAL S.A.
UL. H.MODRZEJEWSKIEJ 30
31-327 KRAKOW, POLSKA

Declares under its sole responsibility that non-sterile examination and protective gloves:

Brand Type Sizes Batch numbers
latex, powder-free, ; RD10283001-05_0012
MERCATOR latex comfort i XS (5-6) - XL (9-10) a’100
for single use RD10284001-05_0012
Basic UDI-DI: 5906615 RD NS L PF 92

meet the provisions of the Regulation (EU) 2017/745 of the European Parliament and the Council of 5 April 2017 on
medical devices, are classified as medical device class |, rule 5, according to Annex VIII of the Regulation (EU)
2017/745 and comply with European standards: EN 455-1:2020, EN 455-2:2015, EN 455-3:2015, EN 455-4:2000,
EN ISO 15223-1:2016, EN 1041:2008+A1:2013.

The products described above are also classified as Personal Protective Equipment Category Il and comply with
Regulation (EU) 2016/425 of the European Parliament and the Council of 9 March 2016 on Personal Protective
Equipment and resolution of the Council Directive 89/686/EEC and European standards: EN 420:2003+A1:2009,
EN ISO 374-1:2016, EN ISO 374-2:2019, EN 16523-1:2015, EN ISO 374-4:2019, EN ISO 374-5:2016.

The products described above are identical to the Personal Protective Equipment, which is the subject to the
EU Type Examination (Module B) under certificate No. 2777/12719-01/E03-01 issued by notified body:

Satra Technology Europe Limited (2777)
Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

and are subject to the conformity to type procedure based on the internal production control plus supervised
product checks at random intervals (Module D) under surveillance of the notified body:

SGS FIMKO OY (0598)

P.O. Box 30 (Sadrkiniementie 3), 00211 Helsinki, Finland
Date and place of issue: Signed on the behalf of the Manufacturer:
24.05.2021, Krakow

Wojciech Hercka

wis, Product Documentation Manager

Rev.1.0



EERCATOR

EU PROHLASENI O SHODE

Vyrobce: MERCATOR MEDICAL S.A.
UL. H.MODRZEJEWSKIEJ 30
31-327 KRAKOQV, POLSKO

prohlasuje na svou vylu¢nou zodpovédnost, Ze nesterilni vySetfovaci a ochranné rukavice:

Znacka Druh Velikosti Referencni cCisla
latexové, nepudrované, , RD10283001-05_0012
MERCATOR latex comfort . o XS (5-6) - XL (9-10) a’100
jednorazové RD10284001-05_0012
Zakladni UDI-DI: 5906615 RD NS L PF 92

splfiuji ustanoveni Natizeni Evropského parlamentu a Rady (EU) 2017/475 ze dne 5. dubna 2017 o zdravotnickych
prostiedcich, jsou klasifikované jako zdravotnicky prostfedek tfidy |, pravidlo 5, podle prilohy VIII Nafizeni (EU)
2017/745 a jsou v souladu s Evropskymi harmonizovanymi normami: EN 455-1:2020, EN 455-2:2015, EN 455-3:2015,
EN455-4:2009, EN 1SO 15223-1:2016, EN 1041:2008+A1:2013.

Vyse popsané vyrobky jsou klasifikované jako osobni ochranné prostiedky kategorie Il a jsou v souladu s Nafizenim
Evropského parlamentu a Rady (EU) 2016/425 ze dne 9. bfezna 2016 o osobnich ochrannych prostfedcich a o
zruseni smérnice Rady 89/686/EHS a Evropskych norem: EN 420:2003+A1:2009, EN ISO 374-1:2016, EN ISO 374-
2:2019, EN 16523-1:2015, EN ISO 374-4:2019, EN 1SO 374-5:2016.

Vyse popsané vyrobky jsou identické s osobnimi ochrannymi prostredky, coz je predmétem Certifikatu hodnoceni
typu EU (modul B) s certifikatem ¢. 2777/12719-01/E03-01 vystavenym notifikovanou osobou:

Satra Technology Europe Limited (2777)
Bracetown Business Park, Clonee, Dublin 15, Dublin, Irsko

a podléhaji postupu posuzovani shody zaloZzenému na zabezpecovani jakosti vyrobniho procesu (modul D) pod
dohledem notifikované osoby:

SGS FIMKO OY (0598)
P.O. Box 30 (Sarkiniementie 3), 00211 Helsinky, Finsko

Datum a misto vystaveni: Podpis jménem vyrobce:
24.05.2021, Krakov [vlastnorucni podpis vcetné razitkal]

Woijciech Hercka
Manazer produktové dokumentace

Rev.1.0
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