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EC DECLARATION OF CONFORMITY FOLLOWING THE EUROPEAN DIRECTIVES
93A42/EEC and 2007/47/EC - Medical Device Directive
93/42/EEC and 2007/47/EC - Tibbi Cihaz Direktifi
YONETMELIKLERI'NE GORE AT UYGUNLUK BEYANI

Certificate No / Belge No :

Manufacturer's Name

Uretici

Manufacturer's address

Uretici adresi

Phone (Tel)

E-mail (E-posta)

Authorised person to compile the relevant
technical documentation

Teknik dosyayr hazirlamakta vetkili olan ve
Tiirkiye'de verlesik kisinin adi ve adresi

Product description

Uriin tamimlamas:

Harmonized European directive(s) ve

Related Standard

T
ESTILO MODA TEKSTIL TARIM HAYVANCILIK INSAAT IC DIS
TIC. VE SAN. LTD. STL

Gazi Osman Pasa Mah. Kolej Sok. No:2/A Turhal/ TOKAT/ TURKEY

®
info@estilomodatekstil.com.ir

Halil ibrahim TURKDIL

Gazi Osman Pasa Mah. Kolej Sok. No:2/A Turhal TOKAT/ TURKEY

Protective Foot Cover (Non-sterile,Class [ not sterile or measuring)

Koruyucu Ayakhk (Non-steril Simf [ Steril vada tle¢me fonksivonu olmayan)

93/42/EEC and 2007/47/EC - Medical device directive

150 13485:2016 - Medical devices - Quality management systems -
Requirements for regulatory purposes

93/42/EEC and 200747/EC - Medical device directive, ISO 13982-
1:2004 -Protective clothing for use against solid particulates(type 5),
EN 13034:20054A1:2009 -Protective clothing against liquid
chemicals.(Type6), EN 14126:2003+AC:2004 - Protective clothing -
Performance requirements and tests methods for protective clothing
against infective agents, EN 1149-5 : 2018 - Protective clothing -

l1gili Harmonize AT direktifleri ve Ilgili

Electrostatic properties
Standart prop

herewith declare that the product "Protective Foot Cover" are in conformity with the provisions of the following
essential requirements of 93/42/EEC and 2007/47/EC - MEDICAL DEVICE DIRECTIVE

and standarts when produced and applied in accordance with production and application instructions contained
in the Technical File documentation.

Yukarida tarifi yapilan tiriiniimiiz olan "Koruyucu Ayakhik"m 93/42/EEC and 2007/47/EC - Tibbi Cihaz Direktifi ve
standartlar ile uwvumlu olarak ve Teknik Dosya ver alan

liretim ve uygulama talimatlarina uygun sekilde, temel saglik ve giivenlik gerekliliklerini karsiladigini bevan ederiz.
For and on behalf of the ESTILO MODA TEKSTIL TARIM HAYVANCILIK INSAAT IC DIS TIC. VE SAN.
LTD. STL;
ESTILO MODA TEKSTIL TARIM HAYVANCILIK INSAAT IC DIS TIC. VE SAN. LTD. STL adina;:

Halil ibrahim TURKDIL, Manufacturing operations and engineering {Uretim operasyonlan ve milhendislik)
Isswed in (Yayinlanma Yeri): Tokatl TURKEY Issue date (Yayinlanma tarihi): 10,02,.2020

Signature/ Imza : %ﬂ
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UNIVERSAL

"CERTIFICATION

NB
EUTYPE EXAMINATION CERTIFICATE

Certificate No: J_

Electrostatic Protective Clothing against Infective Agents;
Type 5-B Providing Protection to the Full Body against Airborne Solid Particulates
Type 6-B Offering Limited Protective Performance against Liquid Chemicals

ESTILO MODA TEKSTIL TARIM HAYVANCILIK INSAAT iC DIS TiC. VE SAN. LTD. STi

Gazi Osman Paga Mah. Kolej Sok, No:2/A Turhal TOKAT / TURKEY
are tested and evaluated according to

EN 14126:2003/AC:2004, EN 1SO 13982-1:2004/A1:2010, EN 13034:2005+A1:2009,
EN 1149-5:2018

Based on the type examination conducted with the evaluation of test reports, technical file according to
Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it is approved that the product meets the
requirements of the regulation. The details of essential requirement compliance is given in

technical report numbered F.H.E_

Produet Delinition

Brand Name: ESTILO, Model: it

Resistance to penetration by contaminated liquids under hydrostatic pressure: Class 3
Resistance fo penetration by infective agents due to mechanical contact with substances containing
contaminated liquids: Class 2
Resistance to penetration by contaminated liquid aerosols: Class 1
Resistance to penetration by contaminated solid particles: Class 2

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark,
as shown below, on the Category 111 product models given above, with;

= Issuing an appropriate EU Declaration of Conformity according 1o Personal Protective Equipment Regulation

(EU) 2016/425 Annex 9,
- Ongoing successful performance in fullilment of the requirements sel out in Personal Protective Equipment

Regulation (EU) 2016/425 and harmonised standards, ensured by assessments based on Annex 7 (Module C2)
or Annex 8 (Module D) of the regulation no later than | year from the beginning of serial production

This certificate is initially issued on 28/04/2020 and will be valid for 5 years if there is no change in the
relevant hannonised standard affecting the essential health and safety requirements

q
I

UNIVERSAL CERTIFICATION
Director

Necip Faznl Bulvan Keyap Sitesi E2 Blok No:44/84 Yukan Dudullu Umrani}-: - ISTANBUL - TURKEY 'I':+-
UNIVERSALCERT.COM



Jednodielny dizajn Prilepitel'na zaklopka Elasticke

-

s kapucnou (kuklou) na zips ukoncenie
| Jednodielny overal s otvorom na Oblek ma uzatvaranie na Ukoncenie rukavov a
y tvar, kapucnou dookola Zips s prilepitelnou clenkov pomocou vsitej
VELKOSTI ukoncéenou vsitou elastickou zaklopkou. Pas obsahuje gumicky:.
‘ ; gumickou zvysuje ochranu. vSitu elasticku gumicku.
S | | Tento styl aplikaci
- poskytuje lepsiu ochranu.

M w Y
L
AL ﬁ Protective Clothing
XXL Category Il

EN EN
EN 14605 EN 14605 ISO-13982-1 1SO-13034
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Ochranny odev
kategérie lll

esriln
MEDIKAL

Jednorazovy laminovany ochranny overal

Technicky list vyrobku

Vyrobca
Gazi Osman Pasa Mah. Kolej Sk. No : 2/A Turhal Turecko

Nazov produktu a znacka

estiln

MEDIKAL
- Ochranny overal, kat. Ill OOP, typ 5/6,

ESTILO MEDIKAL

Popis produktu
- farba: biela,
- rozsah velkosti: S, M, L, XL, 2XL

- balenie 1 ks v polyetylénovom sacku, oznacenie Sarze a datum
vyroby.

Hlavné vlastnosti a popis produktu

- jednorazovy ultralahky ochranny
overal vyrobeny z laminatovej tkaniny
poskytuje v rdéznych oblastiach “
spoflahlivi ochranu a prvotriedne |
pohodlie pri noseni. Oblek je

antistaticky.

-Jednodielnyoblekskapucriou(kuklou),
predny otvor na zips prekryty
prilepitelnou zaklopkou.

Standardy

- Vyrobok spada do kategdrie Il a
zodpoveda Standardu ochranného odevu
proti prachovym c¢asticiam a ur€itym
postrekom kvapalnymi chemikaliami.

- okraj kapucne, pas, nohavice a
rukavy su zakonéené elastickou

gumickou, bezec Zipsu je
uzamknutelny a neda sa sam
rozopnut.

TYP 5: EN 13982-1: 2004 A1: 2010
- kombinéza sluzi ako ochrana proti

TYP 6: EN 13034: 2005 A1: 2009

Vyhovuje Standardom ochranného
odevu.

EN 14126

EN 14362-1: 2012
EN1149-1: 2006
EN 1149-5: 2008

Materialové zlozenie

- latka:  laminovany polypropylén
antistaticka antibakterialna
netkana textilia

-Neobsahujesilikonanespdsobujealergie.

www.estilomedikal.com

prachu a tekutindm. Priepustna pre
vzduch, vodoodpudiva, nehorlava,
odolna vodi asticiam, lfahka a makka.

Krajina pévodu:
Vyrobené v Turecku
Pouzitie:

- medicinske pouzitie

Obmedzenie pouzitia

- riadte sa pokynmi na pouZitie - nepouZivajte spdsobom,
ktory nie je uvedeny v prirucke/navode.

- Overal pouzivajte ako vrchny odev na bezny pracovny odev.
Nepouzivajte v prostredi s vysokou teplotou, nebezpelenstvom
poziaru, pri praci s otvorenym ohfiom a pod.
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EU DECLARATION OF CONFORMITY

‘ ~ MANUFACTURER _ .
ESTILO MODA TEKSTIL TARIM HAYVANCILIK INSAAT IC DIS
TiC. VE SAN. LTD. STi
Gazi Osman Paga Mah. Kolej Sok. No:2/A Turhal TOKAT/ TURKEY

NN

PRODUCT DESCRIPTION
Model, Electrostatic Protective Clothing against infective agents;
Type 5-B - Providing Protection to the Full Body against Airborne Solid Pavliculates
Type 6-B - Offering Limited Protective Performance against Liquid Chemicals
with the following classification;
Resistance to penetration by contaminated liquids under hydrostatic pressure: Class 3
Resistance to penetration by infective agents due to mechanical contact with substances containing contaminated
liquids: Class 2
Resistance to penetration by contaminated solid particles: Class 2

The Manufacturer declares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Manufacturer, safe and meets all the necessary legal
conditions and requirements. The product is a personal protective equipment that is intended for single
use and solely in accordance with the Manulacturer's instructions.

The Conformity is ensured with the following mechanism:
o  Complies with EU 2016/425 Personel Protective Equipment Regulation establishing technical
requirements for Category 111 products,
o  Complies with Technical harmonised standards EN 14 126/AC2004, EN 1SO 13982-1:2004/A1:2010,
EN 13034:2005+A.1:2009, EN |149-5:2018
e All required tests referred in above standards are conducted,
e Complies with other relevant harmonized legislation and community standards
e  For the assessment ol 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 111 (Module
D) of the PPE Regulation (EU) 2016/425, for quality assurance.

N

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 above. The information is supplied with the
product considering EN IS0 15223-1:2016 and EN 104 1:2008+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.

q

Halil ibrahim TURKDIL
Creneral Manager
2870472020

/77777




NAVOD NA POUZITIE

OCHRANNEHO OVERALU




Hlavné mesto SH Bratislava Dynamicky nakupny systém
n Primacidine nam. | Vizva &. 8
emmma 5149 Bratisliva Lchranné obleky s kapuciiou™

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

Obchodng meno uchidzada: STATUS S, sr.o.

Sidlo uchddzata: Lipova 10927/21, 036 08 Martin
1ICO: 44015828

Meno a priezvisko Mtatutimeho zastupcu  lgor Pramuk, konatel’

IC DPH: SK2022560287

.‘}um‘ banky: Tatra Banka, a.s.

Cislo Gétu (IBAN); |
lelelonne dislo: <} ———

E-mailova adresa; pramukova.status@gmail.com

Fredmet zakazky: .Ochranné obleky s kapucrfiou®

kritérium na vvhodnotenie ponik: najm'ﬂ.m cena za cely ;rmirm:t zakazky v ELR = DPH.

| Celkovi cena za predmet zikazky ViikaDpH | Celkovi cena za predmet zikazky
| v EUR bez DPH y Y v EUR s DPH 1
| Ochranné obleky skapucfiou na o

jednorazové poufitie v celkovom

mnodstve 3 000 ks v silade s opisom | 74%4 0O AL104k QO !
| predmetu zikazky tejto vizvy ! b
| Z ioho: Cenav EUR bez DPH | Vyika DPH | Cenav EUR s []I’H_.
: Ochranné obleky s Kapuchou v mnodstve -

| 800 ks (velkost L) TI57 oo AQio4p | 40022,%0
"Ochranné obleky s kapuchou v mnoksive

| 200 ks {velkost XL) SHLR 00| MAdCo | GER Co

Cena uvedend uchddzatom obsahuje vietky niklady, kioré uchddzadovi veniknd v sivislosti
5 plnenim predmetnej zikazky.
Som ~Niesom platitel'om DPH (nehodiace sa prefkrinite)

Ak uchadzad nie je platitefTom DPH, na tito skutofnost’ upozomi verejného obstarivatela. Ak
uchadzad nie je platcom DPH, nim uvedend cena bude povaZovand za konelni aj v pripade, ak by
sa podas plnenia predmetu zikazky stal platitelom DPH. V pripade, ak uchédzat je platitelfom DPH,
aviak jeho sidlo je v inom Senskom Stite EU alebo sidli mimo EU, uvedie v ponuke cenu, kiord
bude rozdelend na nim navrhovani cenu bez DPH, viiku DPH a aj cenu s DPH podra slovenskych
privnych predpisov (2086}, aj ked' samotnid DPH nebude fakturovar’,

WV Martine, dta 07.12.2020

Igor Pramik, konatel
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UNIVERSAL

CERTIFICATIOHN

NE
EU TYPE EXAMINATION CERTIFICATE

Certificate No: _

BOINC TEKSTIL SANAYI VE TICARET LIMITED SIRKETI
Begtelsiz Mohollesi Semiba Sakir Caddesi Mo 8367 Zeytinburny stanbul / TURKEY

It i certified that the manufacturer's techimical file (Dated 20006 20200 and the PPE product, detaibed
helow, have been assessed and found 4o meet the opplicable Essential Health and Safety Regquirements
in Annex 1| uI'I{u:_'uIall-.ln [ELY 2165425 based on the evaluatson an technical documentation and
relevant fesi repons.

ldentification of the Personal Proteetive Equipment
Brand Name: PROPHYLACTIC. Mode!: [ NN

Protective coverall manufsciired from laminated polypropylene nos-wosen Fabric with hood, inside
bowand seams, ebistic cuff, ankbe and waisk zipper and zipper flap. The coveral] & availsble in 6
nominal sizes.

The lollowing harmonised standards have been applicd:

EM ISCF 1 36HR=200 3, {Ceneral refuirements for profective ;.'I|:|I:I|ir_|_l_:
EN IS0 139821 : 2004541 : 201, {Chemical protective clothing providing protection to the fisll bedy
agaimat airbome wlid parteculates) Uype 5, limited wear lilte chvbhing,
EM 1 HR3L: 2005+ A 1 = 2009, { Chemical provective clothing offering limitsxd protective performance
agamsl liguid chemicals) Tvpe 6, limited wear life I;I-:ll_hirg.
EN 141262003 AT 2, | Protective clothing against infective agems) for Type 3-8, 6B
Here by the manufacturer is allowed 1o use notified body number (2163} ond con fix CE mark,
as showwn helow, an the Catepory 111 prodsct madels piven above, with the below requirements;

= [lssuinp an appropriste EL Declamtion of Conformity according 1o Persenal Protective Equipment
Regubstion {EL) 20016/425 Amnex 9
Ungoing successfal performonce in fulfilment of the regeiremes set omt in Personnl Progective
Equipment Regulntion (EL) 2016/42% and harmonised mondords. ensured by assessments based on
Agines 7 {Modude T or Annex B {Modwle I ol the regalaison

This certificale % aitial by i=sued on METHEZ030 and will ke valid for & vears from the issue date,

Ce

At b LY
UNIVERSAL CERTIFICATION
Dvrecor

Weailly il walidicy wirh e QR Cade

1 Fasal Bolvan Keyvap Sitesi B2 Blok Po:&4%4 Yukan Dudullu Umesiye - IBTANAUL - TURKEY _
UNIVERSALCERT.COM
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EU DECLARATION OF CONFORMITY

MAMNUFACTURER

BOINC TEKSTIL SANAY] VE TICARET LIMITED SIRKETI
Beglelsiz Mahallasi Semiha Sakir Caddesi Mo: 63/67 Zeytinburmu Istanbal / TURKEY

PRODUCT DESCRIPTIO
Brand Mame: PROPH YLACTIC. Moadsl:
Pronective covernll manulactored from leminated polypropylene non-wowen labrc with kood, inside bound
seams. elastic eufl, ankle and waist. zipper and zipper flap, The coverall is availkable in & nominal sizes

Type 3 - Providing Proteciion to the Full Bedy against Airsame Selid Particulates
Iype & - Offering Limibed Protective Performance agamst Liguid Clemicals
Tyne 58, Type 6-B, Protective clathing against infective agenis

The Manufacturer declares on his sole resporsibility that the product above is, under condifiors of
normal use and conditions defined by the Manufaciurer, safe asd meets all the necessary legal
conditvans and requiremenis. The product is a persanal protective squipment that i3 mtended (or single
use and ml:!:,' in ncoordance with the Manufictorer's inSFucHons.

The Conformity is assessed with the following mechanism:
= Complies with CU 2016425 Personel Protective Equipment Regulation establishing technical
requirements for Categary [IT praducts,
Caormplies with Technical harmonised standerds in accordance the Essential Health and Safery
Reguircments referenced to B 200 6425 PPE Regulation, EX 150 15688822013, EN
141 26 2003 A0 2, EM IS0 13962 12004041 2000, EN 13034:2005+4 12005
All required tests referred in abowe standards are conducted,
Cpmplies with ather relevant harmonized begislation and cormmanity standards
For the assessment of conformiry the EU Type Examination certificate is lssued, after all technical
evaluatiens Fer conformity to the regubation and harmonised standards conducted under supervision of:
a  UMIVERSAL CERTIFICATION, SURVEILLANCE SERVICES and TRADE Ca,

Motified Body number 2 163

MARKING, LABELLING
Marking. labelling and wser information are prepared in accordance with EL 2016/425 Personal Protective

Equipment Regulation and EN 14126, The information is supplied with the produect considering EN [S0 15123,
12006 and EM 1041 :2003+A 120135

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




Prophyla ctic

Prophylactic type 5/6
classic coverall

Technicky
vyrobku

Jednorazovy laminovany ochranny overal

Standardy

- Vyrobok spada do kategdrie Il a
zodpoveda Standardu ochranného odevu
proti prachovym c¢asticiam a ur€itym
postrekom kvapalnymi chemikaliami.

TYP 5: EN 13982-1: 2004 A1: 2010
TYP 6: EN 13034: 2005 A1: 2009

Vyhovuje Standardom ochranného
odevu.

EN 14126

EN 14362-1: 2012
EN1149-1: 2006
EN 1149-5: 2008

Vyrobca
Boinc Tekstil San. Ve Tic. LLC., Turecko

Nazov produktu a znacka .9
P Prophylactic
IYLACTIC romcscoe s 1) B (&) (@) (&)

- Ochranny overal, kat. Ill OOP, typ 5/6,

Popis produktu

- farba: biela, s logom alebo bez loga

- extra hruby material zdéraznujiuci nadStandardnu kvalitu

- Siroky rozsah velkosti: S, M, L, XL, 2XL, 3XL

- balenie 1 ks v polyetylénovom sacku, oznacenie Sarze a datum
vyroby.

Hlavné vlastnosti a popis produktu

- jednorazovy ultralahky ochranny overal vyrobeny z laminatovej
tkaniny poskytuje v réznych oblastiach spoflahlivd ochranu a
prvotriedne pohodlie pri noseni. Oblek je antistaticky.

- Jednodielny oblek s kapucrhou (kuklou), predny otvor na zips
prekryty prilepitefnou zaklopkou.

- okraj kapucne, pas, nohavice a rukavy su zakoncené elastickou
gumickou, bezec zipsu je uzamknutelny a neda sa sam rozopnut.

- kombinéza sluzi ako ochrana proti prachu a tekutinam. Priepustna
pre vzduch, vodoodpudiva, nehorfava, odolna voci ¢asticiam, [ahka
a makka.

Materialové zlozenie

- latka:  laminovany polypropylén
antistaticka antibakterialna
netkana textilia
65 gsm

- Neobsahuje silikén a nespésobuje alergie

Obmedzenie pouzitia

- riadte sa pokynmi na pouzitie - nepouzivajte spdsobom,
ktory nie je uvedeny v priruCke/navode.

- Overal pouzivajte ako vrchny odev na bezny pracovny odev.
Nepouzivajte v prostredi s vysokou teplotou, nebezpeenstvom
poziaru, pri praci s otvorenym ohfiom a pod.

Krajina pévodu:

Vyrobené v Turecku



Prophy

DISPOSABLE LAMINATED PROTECTIVE COVERALL “Thebest protection for heaith”

Protective coverall Stitched Tape .
with one-piece hood edges Elastic cuff

Hooded three-dimensionl cut and elastic Eacheaam = sealed wih Elastic cuff application
band arcund the fsce oparing with one pios tape. nlerna’ elastic band = provides a tighter and
£ 1s more corvenent ko nerease e face shape apdpj o the wast better protecn'on
and peatection efiect These sewing st appicalions

provide better prosection

Protective Clothing
Category /ll

o N
EN 14805 EN 14505 ©013800 1015094

!\/\/\/

wees wretas ™wYees TYrtse

o N EN
T2 I0CT  1NAE 208 IS 000

SIZE CHART
SIZE CHEST HEIGHT

XXXL






