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NONMANSSER

EU DECLARATION OF CONFORMITY

MANUFACTURER

YELKENCI HAZIR GiYIMSANAY] VE TICARET ANONIM SIRKETI
E3 Karayolu tizeri 5001 Sk. No:6 Selimpasa- Silivri - ISTANBUL /TURKEY

PRODUCT DESCRIPTION

Brand Name: BIOBLOCKED
Model: PB 0060
Overshoe - Long

Protective Equipment with high performance to be used to prevent the transmission of infective agents between
clinical staff and patients during surgical and other invasive procedures, classified as EU 2016/425Personal

Protective Equipment Regulation.

The Manufacturer declares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Producer / the Manufacturer, safe and meets all the necessary
legal conditions and requirements. The product, 2 personal protective that is intended for single use and

solely in accordance with the Manufacturer's instructions.

The Conformity is assessed especially with the following provisions:

»

Complies with EU 2016/425Personal Protective Equipment Regulation establishing technical
requirements for Category I products,
Complies with Technical harmonised standards EN 14126/AC:2004, EN 13034:2005+A1:2009, EN
ISO 13688: 2013
EN ISO 13688: 2013 standard defines basic health and ergdnomic requirements, general size definition,
size change in washing and dry cleaning, markings, harmlessness, design and general features.
All required tests referred in above standards are conducted,
Complies with other relevant harmonized legislation and community standards
For the assessment of conformity the EU Type Examination certificate is issued, after all technical
evaluations for conformity to the regulation and harmonised standards conducted, by;

o UNIVERSAL CERTIFICATION, SURVEILLANCE SERVICES and TRADE Co, as Notified

Body number 2163

The product is under surveillance of same Notified Body, NB 2163 according to the Annex III (Module
C2) of the PPE Regulation (EU) 2016/4285, for quality assurance.

MARKING, LABELLING

Marking, labelling and user information are prepared in accordance with EU 2016/425 Personal Protective
Equipment Regulation and the harmonised product standards given dbove. The information is supplied with the
product considering EN ISC 15223-1;2016 and EN 1041:2008+A1:2013,

MEASURES TO ENSURE CONFORMITY
The Manufacturer declares that he has taken all necessary measures to ensure the conformity of products placed
on the market with technical documentation and technical requirements for this type of product.

Eren YELKENCI
General Manager
04/1 1/‘203? /
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EU VYHLASENIE O ZHODE

: _ VYROBCA _ A :
YELKENCI HAZIR GIYIM SANAYI VE TICARET ANONIM SIRKETI
E5 Karayolu tizeri 5001 Sk. No: 6 Selimpasa — Silivri — ISTANBUL/TURECKO

POPIS PRODUKTU
Zna&ka: BIOBLOCKED
Model: PB 0060
Navlek — dihy

Ochranny prostriedok s vysokou vykonnostou, ktory sa ma pouZivat na zabranenie prenosu

infek&nych latok medzi zdravotnickym personalom a pacientmi po¢as chirurgickych alebo inych

invazivnych procedur, klasifikovany podfa nariadenia (EU) 2016/425 o osobnych ochrannych

prostriedkoch.

Vyrobca vyhlasuje vyluéne na vlastnu zodpovednost, ze za podmienok bezného pouzivania

a podmienok, ktoré stanovil vyrobca, je vyssie uvedeny produkt bezpecny a spina vsetky potrebné
pravne podmienky a poziadavky. Produkt je osobnym ochrannym prostriedkom, ktory je uréeny na

jednorazové pouzitie vyluéne podia pokynov vyrobcu.

Zhoda je zabezpecena na zaklade tychto nastrojov:

vyhovuje nariadeniu EU 2016/425 o osobnych ochrannych prostriedkoch, ktoré stanovuje
technické poziadavky pre produkty kategoérie llI,
vyhovuje technickym harmonizovanym normam EN 14126/AC:2004, EN
13034:2005+A1:2009, EN ISO 13688:2013,
norma EN 1SO 13688:2013 definuje zakladné ergonomické poziadavky a poZiadavky na
ochranu zdravia, véeobecnu velkost, zmenu velkosti pri prani a chemickom Cistenti,
oznad&ovanie, neskodnost, dizajn a véeobecné vlastnosti,
boli vykonané véetky pozadované testy, na ktoré sa odvolava vo vy$sie uvedenych normach,
vyhovuje ostatnym relevantnym pravnym predpisom a normam komunity,
na posudenie zhody vydala

o spolognost UNIVERSAL CERTIFICATION, SURVEILLANCE SERVICES and TRADE

Co, ako notifikovany organ €. 2163

osvedéenie o typovej skuske EU a vykonala véetky dodato¢né technické posudenia zhody
s nariadenim a harmonizovanymi normami
produkt je pod dohladom toho istého notifikovaného organu, NB 2163, v sulade s prilohou Il
(modul C2) nariadenia (EU) o OOP 2016/425, s cielom zabezpedit kvalitu.

OZNACOVANIE, STITKY ,
Oznacovanie, &titky a informéacie pre pouzivatela st vypracované v stlade s nariadenim EU 2016/425
0 osobnych ochrannych prostriedkoch a harmonizovanymi normami, ako je uvedené vyssie.

Informacie st poskytované spolu s produktom bertic do ivahy normy EN ISO 15223-1:2016 a EN
1041:2008+A1:2013.

OPATRENIA NA ZABEZPECENIE ZHODY
Vyrobca vyhlasuje, Ze zohladnil véetky nevyhnutné opatrenia na zabezpecenie zhody produktov

uvedenych na trh s technickou dokumentéciou a technickymi poZiadavkami suvisiacimi s tymto typom
produktu.

Eren YELKENCI
Generalny riaditel
04.11.2020

Necitatelny podpis
Odtlacok peciatky s necitatelnym textom ‘
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PREKLADATEL'SKA DOLOZKA
Preklad som vypracovala ako prekladatelka zapisanad v zozname znalcov, tlmoénikov
a prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore anglicky
jazyk, evidenéné &islo prekladatela 970290.
i
Preklad je zapisany pod &islom “7\7’ 12021.

Preklad suhlasi s prekladanou listinou.

TRANSLATION CLAUSE
| executed the translation as a translator registered in the Register of Experts, Interpreters and
Translators of the Ministry of Justice of the Slovak Republic, for English language, Translator's
Registration no. 970290.
o : OV
The translation is recorded under the serial no. 74 12021,

The translation agrees with the document translated.







EXIMA, spol. s r. 0., Lazovnd 52, 974 01 Banskd Bystrica
- Telefon: + 42 1
Fax:  +421484152043
Je registrovand v Obchodnom registri Okresného sudu v Banskej Bystrici
Oddiel: Sro, vioZka Cislo: 2460/8

NAVOD NA POUZIVANE A UDRZBU

VLASTNOSTI PRODUKTU

AKO SI ZALOZIT OCHRANNY NAVLEK NA NOHY

AKO SI ZLOZIT OCHRANY NAVLEK NA NOHY

SKLADOVANIE

LIKVIDACIA/RECYKLACIA

TRIEDY MECHANICKEJ ODDOLNOSTI

a

BEZPECNOSTNE INSTRUKCIE

POZOR

JEDNORAZOVY NAVLEK




EXIMA, spol. s r. 0., Lazovnd 52, 974 01 Banskd Bystrica
Telefon: + 421 I
Fax:  +421484152043

Je registrovand v Obchodnom registri Okresného sidu v Banskej Bystrici
Oddiel: Sro, vioZka Cislo: 2460/S

BIL.OCKED
BIOBLOCKED

Dovozca do SR: EXIMA, spol. s r.o.,
Lazovna 52
974 01 Banska Bystrica
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Telefon: + 421 4,
Fax:  +421484152043

IMA, spol. s r. 0., Lazovnd 52, 974 01 Banskd Bystrica

Je registrovand v Obchodnom registri Okresného sudu v Banskej Bystrici

Oddiel: Sro, vloZka Cislo: 2460/S

Navrh na plnenie kritérii

Identifikacné Udaje:

Nazov zakazky: ,,Vyzva €. 7 — Ochranné navleky na obuv vysoké®

Uchadza¢: EXIMA, spol. sr.o.
Adresa sidla: Lazovna 52, 974 01 Banska Bystrica
1CO: 31622666

Telefénne ¢islo:

Cisto et (BAN): [N

E-mailova adresa: exima@psgnetbb.sk

Ponukova cena v sulade s opisom predmetu zakazky:

Cena spolu:

Nizov poloZky: Cena v eur bez DPH | Cena v eur s DPH
Ochranné navleky na obuv vysoké v celkovom mnozstve 5 280,00 6 336,00
16 000ks
Vsetky ostatné sluzby (ako napr. dovoz, manipulacia, 320,00 384,00
atd’.)
5 600,00 6 720,00

Platca/neplatea DPH (nehodiace sa preskrtnite)

Cestné vyhlasenie: PredloZenim tejto ponuky zarovei ¢estne vyhlasujem, Ze postupujem v stilade
s etickym kédexom uchadza¢a vydanym Uradom pre verejné obstardvanie:

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

V Banskej Bystrici dita 22.11.2021

{Ing. Pavol Antali¢, konatel

spolocnosti

EXIMA, spol. s r.0.




' XIMA, spol. s r. 0., Lazovnd 52, 974 01 Banskd Bystrica

Telefon: + 421
Fax:  +421 48 415 20 43

Je registrovand v Obchodnom registri Okresného siidu v Banskej Bystrici

Oddiel: Sro, vioZka &islo: 2460/8

Opis predmetu zakazky

»Vyzva €. 7 — Ochranné

Podrobny opis predmetu zakazky:

navleky na obuv vysoké*

Podrobny opis predmetu zikazky:

Poniikany opis predmetu zikazky:

Ochrann€ navleky na obuv vysoké st uréené na
ochranu proti minimalnym rizikam (kategoéria
I.), s hmotnostou min. 2,5g, s hornym
ukoncenim navleku elastickym lemom alebo
vSitou gumickou.

Material: polyetylén (PE+PP)

Minimaélna Zivotnost’ vyrobku: 36 mesiacov
Vyrobok v zhode s: EN ISO 13688:2013 alebo
ekvivalentnou normou

Pozadovana vy§ka navleku: 41cm (+ 5%)

Poziadavky na predloZenie:

* Technicky (produktovy) list pontkaného
tovaru

« EU vyhlasenie o zhode pontkaného tovaru
 Navod na pouZivanie a udrzbu pre ponukany
tovar (v slovenskom jazyku)

Ochranné navleky na obuv vysoké st uréené na
ochranu proti minimalnym rizikam (kategéria
II.), s hmotnostou min. 2,5¢, s hornym
ukon¢enim navleku elastickym lemom alebo
vSitou gumickou.

Material: polyetylén (PE+PP)
Minimalna Zivotnost’ vyrobku: 36 mesiacov
Vyrobok v zhode s: EN ISO 13688:2013

Vyska navleku: 41cm (= 5%)

Predlozené doklady:

* Technicky (produktovy) list pontikaného
tovaru

« EU vyhlésenie o zhode pontikaného tovaru

* Névod na pouZivanie a udrzbu pre pontkany
tovar (v slovenskom jazykw)~—

V Banskej Bystrici diia 22.11.2021

o *Ihg. Pavol Antali¢, konatel’ spolo¢nosti
EXIMA, spol. s r.0.
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JNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

£

Certificate No: 2163-PPE-1390

YELKENCI HAZIR GIVIM SANAYI VE TICARET A.S.
ES Karayolu fizeri 5001 Sk. Ne:6 Selimpaga Silivei - [STANBUL / TURKEY

It is certified that the manufacturer’s technical file (Dated 31 0820207 and the PPE product, detailed
below, have been assessed and found to meet the applicable Essential Health and Sately Requircments
in Annex 11 of Regufation (EU) 2016/425 based on the evaluation on téthnical documentation and
relevant test reports,

Identification of the Personal Protective Equipment
Brand Name: BIOBLOCKED, Model: PB 0060
Proteetive OverShae, as a protective clothing for the part of body Type PB [6]-B. manufactured from
white laminated polypropylene non-woven fabric, inside over lock scams. with shoelace and anti-slip
faver, The OverShoe s available in 1 size ftall

The follewing harmoenised standavds have been applied:

EN 150 13688:2013, (General requirements for protective clothing)
EN 13034:2005+A1:2009, (Chemical protective clothing offering limited protective performance
against liquid chemicals) Type PE [6]. limited wear life clothing,
EN 14126:2003/AC: 2004, (Protective clothing against infective agents) for Type PB [6]-B
Here by the manufacturer is allowed 1o use notified body aumber (2163} and can fix CE mark.
as shown below, on the Category HH product models given abave, with the below requirements;

- Issuing an appropriste EU Declarstion of Conformity according o Personal Protective Equijment

Reaulation (EU) 2016/425 Annex 9.

- Ongoing sucresstul performance in fullilment of the requiremienis set out an Personal Protegtive
Equipment Regulation (EU) Z0W6MH2S and harmonised stndards, enstsed by assessments based on
Annex 7 (Maodule C2) or Annex 8 (Module D) of the repulition

This certificate is initially issued on 3108/2020 and will be valid for § vears from the issue date.

C€

2163
e W T TR T
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UNIVERSAL CERTIFICATION
Director
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UNIVERSALCERT.COM




Overte si platnost' prostrednictvom kédu QR

UNIVERSAL

UNIVERSAL

NB 2163
OSVEDCENIE O TYPOVEJ SKUSKE EU
Osvedcéenie &.: 2163-PPE-1390

YELKENCI HAZIR GIYIM SANAYI VE TICARET A.S.
ES Karayolu iizeri 5001 Sk. No:6 Selimpasa Silivri — ISTANBUL/TURECKO

Tymto potvrdzujeme, ze sme posudili technicky stbor vyrobeu (zo difa 31.08.2020) a nizsie

uvedeny produkt OOP a Ze sme zistili, Ze spiaju prisludné zakladné poZiadavky na ochranu

zdravia a bezpeénost uvedeng v prilohe Il nariadenia (EU) 2016/425 na zaklade postdenia
technickej dokumentacie a prislunych protokolov o skigke.

Identifikdcia osobnych ochrannych poméacok
Znacka: BIOBLOCKED, model: PB 0060
Ochranny navlek, ako ochranny odev na &ast tela, typ PB [6]-B, vyrobeny z bielej
laminovanej netkanej textilie z polypropylénu, vnatornymi krycimi §vami, so nirkami
a protiSmykovou vrstvou. Naviek je dostupny v 1 velkosti, ktora sa hodi pre vietkych.

Boli pouzité nizsie uvedené standardy:

EN ISO 13688:2013 (VSeobecné poziadavky na ochranné odevy)

EN 13034:2005+A1:2009 (Ochranné odevy proti kvapalnym chemikaliam s obmedzenou
ochranou) typ PB [6], cbmedzena doba Zivotnosti odevov

EN 14126:2003/AC:2004 (Ochranné odevy proti infekénym Cinitefom) pre typ PB [6]-B

Tymto je vyrobca opravneny pouzivat Cislo notifikovaneho organu (2163) a méze
pouzivat aj oznatenie CE, ako je zobrazené niz§ie, na vyisie uvedené modely produktov
kategérie Ill, po splneni tychto poZiadaviek:

vydanie prislusneho vyhlasenia EU o zhode v sulade s nariadenim o osobnych
ochrannych poméckach (EU) 2016/425, priloha 9,

pretrvavajice spinenie poZiadaviek stanovenych v nariadeni o osobnych
ochrannych poméckach (EU) 2016/425 a harmonizovanych normach, ktoré
zabezpedi vyhednotenim v stlade s prilohou 7 (Modul C2) alebo prilohou 8
(Modul D) nariadenia.

Toto osvedéenie bolo prvotne vydané diia 31.08.2020 a zostane v platnosti 5 rokov odo dha

vydania.
2163
Neditatelny viastnorucny podpis
Suat KACMAZ
UNIVERSAL CERTIFICATION
Riaditel

Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukan Dudullu Umraniye — ISTANBUL — TURECKO
Tel. €.: +90 216 455 80 80
UNIVERSALCERT.COM



PREKLADATELSKA DOLOZKA
Preklad som vypracovala ako prekladatelka zapisana vzozname znalcov, tlmocnikov
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The translation agrees with the document translated.
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UNIVERS/

 CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-1390/01

Protective clothing — (coveralls} manufactured by
YELKENCI HAZIR GiYIM SANAYI VE TICARET A.S.
E5 Karayolu Uizeri 5001 Sk, No:6 Selimpasa Silivri - ISTANBUL / TURKEY
cootinues to fulfil the requirements of

Personal Protective Equipment Regulation (EU) 2016/425 and applied standards EN 150
13688:2013, EN 13034:2005+A1:2009, EN 14126:2003 /AC:2004 based on the evaluation of test

reports and internal quality control audit reports according to Module C2 (Annex VII) of PPE
Reguiation.

This certificate implies that the manufactured products show below are in conformance with the
approved EU Type Examination model and meets the requirements of the regulation,

Product Definition
EU Type Examination Certificate
BERRRTE Sl Bl Serial No. Dale _TIssuing NB No.
BIOBLOCKED | PBO0G0 | 2163.PPE-1390 | 31.08.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category III product models given above, with:
»  Tssuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
e Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the
type described in the EU type examination certificate.

This certificate is issued on 03/11/2020 and will be valid for one year, until 02/11/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essentizl health and safety requirement.

C€
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Suat KACMAZ ;
UNIVERSAL CERTIFICATION
Director

Necip Fazil Bulvan Keyap Sitesi E2 Blok No:d4/84 Yukan Dudully Umraniye - ISTANBUL - TURKEY  T'+90 216 4558080

UNIVERSALGERT.COM




Overte si platnost prostrednictvom kodu QR

UNIVERSAL

UNIVERSAL

CERTIFICATION

NB 2163

OSVEDCENIE O TYPOVEJ SKUSKE EU

Osvedcenie ¢.: 2163-PPE-1390/1
Ochranny odev — (oblek), ktory vyraba spolo¢nost

YELKENCI HAZIR GiYiM SANAYIi VE TICARET A.S.
E5 Karayolu (izeri 5001 Sk. No:6 Selimpasa Silivri — ISTANBUL/TURECKO

aj nadalej vyhovuje poZiadavkam

nariadenia (EU) 2016/425 o osobnych ochrannym prostriedkoch a aplikovanych noriem EN
ISO 13688:2013, EN 13034:2005+A1:2009, EN 14126:2003/AC:2004 na zaklade
vyhodnotenia protokolu zo skdsky asprav z auditu internej kontroly kvality v sulade
s modulom C2 (priloha Vll) nariadenia o OOP.

Toto osvedZenie implikuje, Ze su niZSie uvedené vyrobene produkly vyhovujd v sdlade
s modelom typovej skusky EU a splhaju poziadavky nariadenia.

Osvedcenie o typovej skuske EU
. C. vydavaijticeho
ERaci R medel Poradove ¢. Datum notifikovaného
organu
BIOBLOCKED | PB 0060 2163-PPE-1390 31.08.2020 2163

Vyrobca je tymto opravneny pouzivat ¢islo notifikovaného organu (2163) a na vyssie
uvedenych modeloch produktu kategarie Ill méze pouzivat aj oznacenie CE, tak ako je
uvedené nizsie, po splneni tychto poziadaviek:
«  vydanie prisludného vyhlasenia EU o zhode v siilade s nariadenim o osobnych
ochrannych poméckach (EU) 2016/425, priloha &. 9,

» ber(c do Uvahy vetky potrebné opatrenia tak, aby vyrobny proces a jeho
monitorovanie zabezpecili homogenitu vyrobu a sulad vyrobenych OOP s typom
uvedenym v osveddeni o typovej skuske EU.

Toto osved&enie bolo vydané diia 03.11.2020 a plati jeden rok, az do 02.11.2021, pokial
vyrobca nevykond podstatn(i zmenu v dizajne vyrobku a vo vyrobnom procese, ktora by
ovplyvnila vykon produktu, ¢o sa tyka zakladnych poziadaviek na bezpeénost a ochranu

zdravia.

2163 Nedéitatefny viastnoruény podpis

Suat KACMAZ
UNIVERSAL CERTIFICATION
Riaditel

Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukan Dudullu Umraniye — ISTANBUL — TURECKO
Tel. ¢.: +90 216 455 80 80
UNIVERSALCERT.COM



PREKLADATELSKA DOLOZKA
Preklad som vypracovala ako prekladatelka zapisana v zozname znalcov, timoénikov
a prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenske] republiky v odbore anglicky
jazyk, evidenéné ¢islo prekladatela 970290.

Preklad je zapisany pod &islom Lf):j /2021.

Preklad suhlasi s prekladanou listinou.

TRANSLATION CLAUSE
| executed the translation as a translator registered in the Register of Experts, Interpreters and
Translators of the Ministry of Justice of the Slovak Republic, for English language, Translator's
Registration no. 970290.

The translation is recorded under the serial no. Q4 12021.

The translation agrees with the document translated.

Simko
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