1.1

1.2

2.1

2.2

Polozka ¢. 1:

Objednavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Dodavatel

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Kdpna zmluva ¢. 220227650 _Z

uzatvorend v zmysle §409 a nasl. Obchodného zdkonnika

l. Zmluvné strany

Nemocnica s poliklinikou PovaZska Bystrica

Nemocni¢na 986, 01726 Povazska Bystrica, Slovenska republika
00610411

2020705038

SK2020705038

IBAN: SK53 8180 0000 0070 0051 0467

00421 42 4304491

PharmaComp s.r.o.

Bystricka 901, 96681 Zarnovica, Slovenska republika
47358203

2023838036

SK2023838036

IBAN: SK69 0200 0000 0031 7368 1856
0903882293

Il. Predmet zmluvy

VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Kracoveé slova:
CPV:

Druhly:

Plast ochranny nesterilny
jednorazove plaste nesterilné, ochranné

33140000-3 - Zdravotnicky spotrebny material; 60000000-8 - Dopravné sluzby (bez
prepravy odpadu)

Tovar; Sluzba

Funkéna a technicka Specifikacia predmetu Zmluvy:

Plast’ ochranny nesterilny

Ochranny pracovny prostriedok pred prenosom choroboplodnych zarodkov.

gramaz g/m2 35
dizka plasta cm 115
Plast ochranny nesterilny

material netkana textilia, ( nenasiakavy, bezprasny, neuvolfujuci viakna)
farba zelena alebo modra

rukavy dlhé ukon&ené pletenymi manzetami (nie gumickou)

zapinanie z0 zadnej strany plasta na krku suchy zips a v pase uvazkami
velkost XL

23 Osobitné poziadavky na plnenie:
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Vratane dopravy na miesto plnenia.

Dodavatel je povinny najneskér do 3 pracovnych dni od uzavretia kipnej zmluvy predlozit emailom nasledovné doklady:

- ES Vyhlasenie o zhode

- Doklad, na zaklade ktorého bolo pridelené oznacéenie CE

- Podrobny technicky opis predmetu zékazky v slovenskom resp. ¢eskom jazyku tak, aby na zaklade neho mohol objednavatel
jednoznaéne posudit spinenie v§etkych pozadovanych technickych viastnosti uvedenych v technickej Specifikacii predmetu;

Dodavatel je povinny tovar nalezite zabalit spdsobom podla Specifikacie, inak obvyklym spésobom tak , aby nedoslo k jeho
poskodeniu, strate alebo zni€eniu, a aby bola zabezpefend jeho ochrana az do momentu prevzatia tovaru objednavatefom v
dohodnutom mieste dodania tovaru. Odovzdat tovar v mieste dodania len poverenej osobe objednavatela, ak taku
objednavatefl urCil a dodavatefovi preukézatalne oznamil.

Objednavatel prebera tovar podpisom pisomného dodacieho listu, v ktorom sa uvedie najma polozkovy supis tovaru, jeho
mnozstvo, datum prevzatia, meno a podpis osoby preberajucej tovar za objednavatela. Tovar sa povazuje za dodany a
prevzaty objednavatelom az podpisom prislusného dodacieho listu.

Objednavatel si vyhradzuje pravo prevziat iba tovar spifiajuci véetky vlastnosti uvedené v $pecifikacii predmetu zmluvy, ktory
je originalny, bez zavad v poZzadovanom mnozstve. V opacnom pripade si objednavatel vyhradzuje pravo nepodpisat dodaci
list , neprevziat dodany tovar a nezaplatit cenu za riadne nedodany tovar.

Objednavatel si vyhradzuje pravo na poskytnutie bezplatnej funkcnej vzorky pinenia minimalne 1 ks predmetu pinenia, ktory
musi spliat’ vSetky technické a funkéné vlastnosti uvedené v technickej Specifikacii. Termin dodania vzoriek je do 3
pracovnych dni odo dfia vyziadania vzoriek v pracovnych drioch v ¢ase od 7:00 hod. do 15:00 hod.

Faktura musi obsahovat odvolanie na €islo zmluvy EKS. Lehota splatnosti faktury je 60 dni odo dia dorucenia vecne a
formalne spravne vystavenej faktury objednavatelovi za skutocne dodany tovar v zmysle § 340 b, ods.5 zékona €. 513/1991
Z.z. Obchodného zakonnika v zneni neskorSich predpisov.

Dodavatel je opravneny postupit’ svoje pohladavky voci objednavatelovi vzniknuté z tejto zmluvy, podla § 524 a nasl. Zakona
€. 40/1964 Zb. Obciansky zakonnik v zneni neskorSich predpisov (dalej len ,,Obgiansky zakonnik*), vylu¢ne iba s
predchadzajucim pisomnym suhlasom objednavatela. Zarover sa zmluvné strany dohodli, Zze pravny ukon dodavatela, ktorym
budu jeho pohladavky voci objednavatelovi postipené v rozpore s dohodou podla predchadzajucej vety, povazovany podfa §
39 Obcianskeho zakonnika za absolutne neplatny.

Suhlas objednavatela podla dvoch predchadzajucich viet je platny len za podmienky, Ze bol na takyto pravny ukon udeleny
predchadzajuci pisomny suhlas zriadovatela objednavatela.

Ostatné prava a povinnosti, ktoré nie su upravené v tejto zmluve, sa riadia ustanoveniami OPET.

2.4 Prilohy opisného formulara Zmluvy:

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:
Stat: Slovenska republika
Kraj: Trenciansky
Okres: Povazska Bystrica
Obec: PovaZska Bystrica
Ulica: Nemocni¢na 986

3.2  Cas/lehota plnenia zmluvy:
29.07.2022 14:00:00

3.3 Dodavané mnozstvo/ rozsah zmluvného pinenia:

Jednotka: ks
Pozadované mnozstvo: 1000,0000
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3.4

4.1
4.2
43

5.1

5.2

5.3

5.4

5.5

5.6

Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju Obchodnymi podmienkami elektronickej platformy
verzia 1.1, u€inna odo dha 14.4.2022 , ktoré tvoria neoddelitelnu prilohu tejto Zmluvy.

IV. Zmluvna cena
Celkova cena predmetu Zmluvy bez DPH: 168,00 EUR
Sadzba DPH: 20,00
Celkova cena predmetu Zmluvy vratane DPH: 201,60 EUR

V. Zaverecné ustanovenia

Tato Zmluva bola uzavretd automatizovanym spdsobom v ramci Elektronického kontraktaéného systému a v zmysle
Obchodnych podmienok elektronickej platformy verzia 1.1, G¢inna odo dfia 14.04.2022, ktoré tvoria jej prilohu &. 1.

Tato Zmluva nadobuda platnost driom jej uzavretia a U¢innost za podmienok definovanych v Obchodnych
podmienkach elektronickej platformy uvedenych v bode 5.1 tejto zmluvy.

Tato Zmluva vratane jej priloh predstavuje uplnd dohodu zmluvnych stran o jej predmete. VedlajSie dohody k tejto
zmluve neexistuju.

Této Zmluva je vyhotovena v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmliv Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri zmlav Trhoviska.

Tuto Zmluvu bude mozné menit a dopliat za podmienok stanovenych prislusnymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a Cislovaneho dodatku podpisaného oboma zmluvnymi stranami.

Tato Zmluva mé nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronickej platformy verzia 1.1, u¢inna odo dfia 14.04.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 220227650

V Bratislave, dna 20.07.2022 10:40:00

Objednavatel:
Nemochnica s poliklinikou Povazska Bystrica
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:
PharmaComp s.r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 220227650

Zakazka

Identifikator 720227650

Nazov zakazky Plast ochranny nesterilny

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/326748
Dodavatel

Obchodny nazov PharmaComp s.r.o.

ICO 47358203

Sidlo Bystricka 901, Zarnovica, 96681, Slovenska republika
Datum a Cas predlozZenia 15.7.2022 11:30:30

Hash obsahu navrhu pinenia hWnicN4CeX/boeiFy9UsvFf1GLIpS2wivg19KI10TuM=

Dodavatelom uvedeny popis viastného navrhu plnenia:

Gramaz - 40 g/m2, PIast navstevnicky nesterilny modrej farby, z netkanej textilie, dihé rukavy
ukon&ené gumickami, Zapinanie zo zadnej strany plasta na krku a v pase uvazkami alebo suchym
zipsom

Prilohy:
82dd8128-bcdb-497f-884d-cfbOcf1bdb18.jpg
93c¢1d02e-5011-4718-a943-adaa996f4cd9.jpg
Modul B - Teknik Rapor - 1903.pdf
Vyhlasenie o zhode EU Plast.pdf








Prekladatel: Mgr. Petra Luptékova
Zadavatel: PharmaComp s.r.o.

Preklad ¢.: T3£/2021

Preklad z anglického do slovenského jazyka
Predmet prekladu: osvedcenie

Pocet strén prekladaného dokumentu/prekladu: '/'/7

Pocet odovzdanych képii: 1








Duruf 9

EU DECLARATION OF CONFORMITY

This Declaration of Conformity, issued under the sole responsibility of the manufacturer

DURUTEKS INSAAT GIDA TEKSTIL SANAYi VE TICARET LIMITED SIRKETI
Bati Sitesi Mahallesi 2308 Sk. No:51/A Yenimahalle / Ankara - Turkey

hereby declaring the following Personal Protective Equipment (PPE)

Product Description: Protective Gown Against Infective Agents, Cat. III
Product Model: NSDC-35495

is in conformity with the provisions of the following European Regulation

PPE (Personal Protective Equipment) Regulation

The model is in conformity with the provisions (EU) 2016/425, including fulfilment of the applicable
essential health and safety requirements set out in Annex IX, and with the National Standard
transposing the harmonised European Standard Number(s):

EN ISO 13688:2013 Protective clothing - general requirements
EN 14126:2003+AC:2004 Protective clothing against infective agents Type PB6-B

and is identical to the PPE which is the subject of EU type-examination [Module B of Regulation
(EU) 2016/425] referenced on the certificate number:

CE 1289200444-00-00 (Issue Date: 29.07.2020)

Issued by

Centro Tessile Cotoniero & Abbigliamento S.p.A. (Centrocot), Piazza Sant’Anna 2, 21052 Busto Arsizio
(VA), Italy, Notified Body No. 0624

And is subject to the procedures set out in Module C2 of Regulation (EU) 2016/425 under the
surveillance of:

Centro Tessile Cotoniero & Abbigliamento S.p.A. (Centrocot), Piazza Sant’Anna 2, 21052 Busto Arsizio
(VA), Italy, Notified Body No. 0624

Ankara 29.07.2020

ooooooooooooooooooooooooooooooooooooooooooooooo

GENERAL MANAGER/ Ayse ALTINTAS

DURUTEKS INSAAT GIDA TEKSTIL SANAYi VE TICARET LIMITED SIRKETI
Bati Sitesi Mahallesi 2308 Cad. Gersan Sit. No: 51 Yenimahalle/Ankara
+90 312 257 4558








Duruf’sy

VYHLASENIE O ZHODE EU

Toto Vyhlasenie o zhode sa vydé4va na vyhradni zodpovednost’ vyrobcu.

DURUTEKS INSAAT GIDA TEKSTIL SANAYi VE TICARET LIMITED SIRKETI
Bati Sitesi Mahallesi 2308 Sk. N&.o:51/A Yenimahalle / Ankara — Turecko

tymto vyhlasuje nasledujiice osobné ochranné prostriedky (OOP)

Popis produktu: Ochranny plast’ proti infekénym &inidlam, kat. I1I
Model produktu: NSDC-35495

je v sulade s ustanoveniami nasledujiceho eurdpskeho predpisu:
Nariadenie o osobnych ochrannych prostriedkoch (O0P)

Model je v stlade s ustanoveniami (EU) 2016/425 vratane spinenia prislusnych zékladnych poziadaviek na
bezpe¢nost’ a ochranu zdravia uvedenych v prilohe IX a s ndrodnou normou transponujiicou harmonizované &islo
(Cisla) eurépskej normy:

EN ISO 13688:2013 Ochranny odev — v3eobecné poziadavky
EN 14126:2003+AC:2004 Ochranny odev proti infek&énym &initelom Typ PB6-B

a je zhodny s OOP, ktory je predmetom typovej skasky EU [modul B nariadenia (EU) 2016/425]
uvedenej na &isle osved&enia:

CE 1289200444-00-00 (datum vydania: 29.07.2020)

Vydal
Centro Tessile Cotoniero & Abbigliamento S.p.A. (Centrocot), Piazza Sant’Anna 2, 21052 Busto Arsizio (VA),
Taliansko, notifikovany organ &. 0624

A podlieha postupom stanovenym v module C2 nariadenia (EU) 2016/425 pod dohl'adom:

Centro Tessile Cotoniero & Abbigliamento S.p.A. (Centrocot), Piazza Sant’ Anna 2, 21052 Busto Arsizio (VA),
Italy, notifikovany organ &. 0624

AGlet

Generélny riaditel'/ Ayse ALTINTAS

DURUTEKS INSAAT GIDA TEKSTIL SANAY! VE TICARET LIMITED SIRKET!
Bati Sitesi Mahallesi 2308 Cad. Gersan Sit. &.: 51 Yenimahalle/Ankara
+90 312 257 45 58

Ankara 29.07.2020







Prekladatel'ska dolozka

Preklad som vypracovala ako prekladatel zapisany v zozname znalcov, timoénikov a
prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore anglicky
a slovensky jazyk, evidenéné ¢&islo prekladatela 971014,

Preklad je v denniku zapisany pod él’slom&“/ZOZl.

Preklad suhlasi s prekladanou listinou.

Vyhlasujem, Ze som si vedoméd nasledkov vedome nepravdivého prekladu.

Translator’s clause

| produced the above translation as a translator listed in the Register of Experts, Interpreters
and Translators maintained by the Ministry of Justice of the Slovak Republic, discipline Slovak
and English languages, translator’s Reg. No. 971014.

This translation is registered under No. 33€/2021.

The translation corresponds with the translated document.

I am aware of the consequences of deliberate untrue translation.

Mgr. Petra Luptdkovd, sudny prekladatel
anglicky jazyk/slovensky jazyk

Certified translator
English language/Slovak language
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PSE CATAGORY Il /PSA KATEGORIE I

PRODUCT FEATURES:

Breathable Design: This CE certified Level 2 PP 40g protection gown is strong enough for ANSI/AAMI PB70
for tough duties while still being comfortably breathable and flexible. AAMI Category Il C€ Certificate No:
Practical Features: This gown features fully closed, double tie backs, with knitted uffs that AATCC 42 MDD-175
can easily be worn with gloves to provide extra protection. AATCC 127 EN 13795-1:2019
Functional & Disposable: This gown is made from lightweight, non-woven materials that
provide fluid resistance. It is intended for single use and disposable.
One Size Fits All: This gown is designed to fit men and women of al sizes while providing
comfort and flexibilty.
€ 86-126
158-198

EN 13795-1:2019

Size Chart - GroRentabelle - Velkostna tabulka - Tabella di formato
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[:E] How To Remove

SAFE REMOVAL
INSTRUCTIONS
‘A~ Untie back, grab gown from the shoulders

B Pull off while turning the contaminated outer face inward.
C-Fold by Rolling

D - Once removed, only the clean inside should bo exposed.

STORAGE/END-USE: Store in a cardboard or opague box, away from sunlight, at 15-25°C / 59-77°F. When stored
under suitable conditions, gown can be used for up to 3 years from the production date

DISPOSAL: Non-contaminated products can be treated as general garbage or recycled.

‘Contaminated products should be treated as hazardous waste and disposed of in accordance with national and local
regulations.

SAFETY ALERT: Before using, all protective clothing should be checked for tears, holes, rps, dirt, defects and
malfunctions. I any are presen, this gown should not be worn.







EN - User information for protective gowns for handling pathogens.
Read user information carefully before commencing activities.
Instruct employees to use PPE at least once a year.

PRODUCT FEATURES:
Breathable Design: This CE certified Level 2 PP 40g protection gown is strong enough for tough
duties while still being comfortably breathable and flexible.

Practical Features: This gown features full closed, double tie backs, with knitted cuffs that can
easily be worn with gloves to provide extra protection.

Functional & Disposable: This gown is made from lightweight, non-woven materials that
provide fluid resistance. It i intended for single use and disposable.

One Size Fits All: Tis gown is designed to fit men and women of al sizes while providing
comfort and flexibility

HINTS

Attention: wearing chemical protective clothing can lead to heat stress. Check for damage
before use! Do not use damaged protective clothing! Flammable material keeps flames and
heat sources.

SAFE REMOVAL INSTRUCTIONS
A~ Untie back, grab gown from the shoulders

8- Pull off while turing the contaminated outer face inward.
C-Fold by Rolling.

- Once removed, only the clean inside should be exposed.

STORAGE/END-USE: Store in a cardboard or opaque box, away from sunlight, at 15-257C / 59-
774 When stored under suitable conditions, gown can be used for up to 3 years from the
production date.

DISPOSAL: Non-contaminated products can be treated as general garbage or recycled.
Contaminated products should be treated as hazardous waste and disposed of in accordance
with national and local regulations

SAFETY ALERT: Before using, all protective clothing should be checked for tears, holes, rips, dit,
defects and malfunctions. If any are present, this gown should not be worn.

MATERIAL

100% Polypropylene SMS Nonwoven 40 + 5% /m*

HOW TO WEAR

Daily change. Use for a maximum of 8 hours. Change immediately if contamination is isible.
single use!

CARE INSTRUCTIONS

Do not wash, do not bleach, do not ron, do not tumble-dry and do not dry clean.

DE - Benutzerinformationen fiir Schutzkittel zum Umgang mit Krankheitserregern.
Lesen Sie die Benutzerinformationen sorgféltig durch, bevor Sie mit den Aktivitten
beginnen.Weisen rbeiter an, mindestens einmal im Jahr PSA zu verwenden.

PRODUKTMERKMALE:
Atmungsaktives Design: Dieses CE-zertifizierte Schutzkleid der Stufe 2 PP 40 st stark genug fr
harte Aufgaben und dennoch angenehm atmungsaktiv und flexibel.

Praktische Merkmale: Dieses Kleid verfgt aber vollstandig geschlossene, doppelte
Bindebander mit gestrickten Hosen, die leicht mit Handschuhen getragen werden konnen, um
ausitzlichen Schutz zu bieten.

Funktionell und Einweg: Dieses Kleid besteht aus leichten, nicht gewebten Materialien, die
Flissigkeitsbestandigkeit bieten. s ist zum einmaligen Gebrauch bestimmt und wegwerfbar.
EinheitsgroRe: Dieses Kleid ist far Manner und Frauen aller GroBen konzipiert und bietet
gleichzeitig Komfort und Flexibilitat.

HINWEISE

Achtung: Das Tragen chemischer Schutzkleidung kann 2u Hitzestress filhren. Vor Gebrauch auf
Beschadigungen prifen! Verwenden Sie keine beschadigte Schutzkleidung! Brennbares
Material hait Flammen und Warmequellen.

SICHERE ENTFERNUNGSANLEITUNG
A~ Lbse den Rilcken und nimm das Kleid von den Schultern

8- Ziehen Sie ab, wahrend Sie die kontaminierte AuBenseite nach innen drehen.
- Durch Rollen falten

D Nach dem Entfernen solite nur das saubere Innere freigelegt werden.

LAGERUNG / ENDBENUTZUNG: In einem Karton oder einer undurchsichtigen Schachtel ohne
Sonnenlicht bei 15-25 *  lagern. Bei Lagerung unter geeigneten Bedingungen kann das Kleid bis
2u3 Jahre ab Herstellungsdatum verwendet werden.

ENTSORGUNG: Nicht kontaminierte Produkte kbnnen als aigemeiner MUl behandelt oder
recycelt werden.

Kontaminierte Produkte sollten als gefahriicher Abfall behandelt und gemaR den nationalen
und lokalen Vorschriften entsorgt werden.

SICHERHEITSHINWEIS: Vor dem Gebrauch sollten alle Schutzkleidungsteile auf Risse, Locher,
Risse, Schmutz, Defekte und Fehlfunktionen iberprft werden. Wenn welche vorhanden sind,
sollte dieses Kleid nicht getragen werden.

MATERIAL

100% Polypropylen SMS Viles 40 g + 5% / m?

WIE 2U TRAGEN

Taglicher Wechsel. Maximal 8 Stunden verwenden. Sofort wechseln, wenn Verunreinigungen
sichtbar sind. Einweg!

PFLEGEHINWEISE

Nicht waschen, nicht bleichen, nicht biigeln, nicht im Trockner trocknen und nicht chemisch
reinigen.

SK- Informécie pre poutivatefov ochrannych pl3fov na zaobehddzanie s patogénmi.
Pred zatatim aktivit si pozorne preitajte informacie o pouzivatefovi.
Poutte zamestnancov, aby pouivali 0OP najmenej raz roéne.

VLASTNOSTI PRODUKTU:
Prieduény dizain: Tento ochranny pl33t drovne 40 PP 40g s certifikitom CE je dostatoéne silny
na néroéné lohy a zérove je pohodine priedusny a pruzny.

Praktické viastnosti: Této réba ma pine uzavreté, dvojité kravaty, chrbit s pletenymi rukivmi,
Ktoré je moné fahko nosit v rukaviciach, aby poskytovali zvysend ochranu,

Funkéné a jednorazové: Tento pl3it je vyrobeny 2 fahkych, netkanych materislov, ktoré
poskytui odolnost proti vinkosti.Je urteny na jedno poutitie 3 jednorazovy.

Jedna velkost padne vietkym: Tieto Zaty st navrhnuté tak, aby uspokojli muzov a Zeny vietkjch
velkosti a zéroven poskytovali pohodiie a pruznost.

RADY

Pozor: nosenie chemického ochranného odevu mbze viest k tepelnému namahaniu. Pred
poutitim skontrolujte poskodenie! Nepoutivajte poskodeny ochranny odev! Horlavy material
udriuje plamene a zdroje tepla.

BEZPEENE POKYNY NA ODSTRANENIE

A- Odviaite sa, uchopte saty 2 ramien

8- Potiahnite o ff a sucasne otote kontaminovand vonkajéiu stranu dovnitra,
- Skladat valcovanim

D - Po vybrati by malo byt odkryteé iba tisté vniitro.

SKLADOVANIE / KONCOVE POUZITIE: Skladujte v kartonove alebo nepriehfadnej Skatuli, mimo
dosahu sinecného Ziarenia, priteplote 15-25 * C / 59-77 * F. Ak su Saty skladované za vhodnych
podmienok, moZu sa poutivat a2 3 roky od dtumu vyroby.

LIKVIDACIA: Nekontaminované virobky mb2u byt likvidované ako vieobecny odpad alebo
recyklované.

Zneistené produkty by mali byt povazované 2a nebezpeény odpad a zlikvidované v silade s
narodngmi a miestaymi predpismi
BEZPEENOSTNE UPOZORNENIE: Pred pouitim by sa mal vietok ochranny odev skontrolovat, éi
e je roztrhnuty, otvoreny, roztrhnuty, znedistent, i nie je chybny alebo funkény. Ak sd nejaké
pritomné, nemali by ste ich nosit

MATERIAL

100% polypropylén SMS netkané textilie 40g + 5% / m?

AKO SANOSI
Dennd zmena. Poutivajte maximaine 8 hodin. Ak je kontaminacia viditelnd, ined ju vymefite.
Na jedno pouiitiel

POKYNY NA STAROSTLIVOST

Neumyvat, nebielit, nezehlit, nesusit v susicke a chemicky necistit

IT - Informazioni per I'utente per camici protettivi per la manipolazione di agenti patogerni.
Leggere attentamente le informazion dell'utente prima i iniziare le attivita.
Istruire i dipendenti a utilizzare | DPI almeno una volta all'anno.

CARATTERISTICHE DEL PRODOTTO:
Design traspirante: questo camice protettivo in PP 40g di livello 2 certificato CE é abbastanza
resistente per i compiti pil impegnativi, pur rimanendo comodamente traspirante e l essibil.
Caratteristiche pratiche: questo camice & dotato di doppi lacci completamente chiusi, con
polsini lavorati a maglia che possono essere facilmente indossati con i guanti per fornire una
protezione extra.

Funzionale e monouso: questo camice @ realizzato con materiali non tessuti legger che
forniscono resistenza ai fluidi. £ monouso e usa e getta.

Taglia unica: questo abito & progettato per adattarsi a uomini e donne di tutte le taglie,
fornendo comfort e flessibilita

SUGGERIMENTI

Attenzione: indossare indumenti di protezione chimica pu portare a stress da calore. Verlficare
Ia presenza di danni prima delluso! Non utilizzare indumenti protettivi danneggiatil I materiale
inflammabile mantiene fiamme e fonti di calore.

ISTRUZIONI PER LA RIMOZIONE SICURA
A-Slaccia la schiena, prendi I'abito dalle spalle

8- Tirare fuori mentre si gira a faccia esterna contaminata verso l'nterno,
C- Piega rotolando

D - Una volta rimosso, deve essere esposto solo linterno pulito.

CONSERVAZIONE / USO FINALE: conservare in una scatola di cartone o opaca, al riparo dalla
luce solare, a 15-25 * C / 59-77 * F. Se conservato in condizion adeguate, il camice pub essere
utilzzato fino 3 3 anni dalla data di produzione.

SMALTIMENTO: | prodotti non contaminati possono essere trattati come rifiut generici o
riciclati,

I prodotti contaminati devono essere trattati come rifiut pericolosi e smaltiti in conformi
normative nazionali e locali.
AVVISO DI SICUREZZA: prima dell'uso, tutti gl indumenti protettivi devono essere controll
per verificare la presenza di strappi, buchi,lacerazion, sporciia, difetti € malfunzionamenti. Se
s0no presenti, questo abito non deve essere indossato.

MATERIALE

Tessuto non tessuto SMS 100% polipropilene 40 g + 5% / m?

COME INDOSSARLI

Cambio giomaliero. Utilizzare per un massimo di 8 ore. Cambiare immediatamente se la
contaminazione & visibile. Monousol

ISTRUZIONI PER LA CURA

Non lavare, non candeggiare, non stirare, non asciugare in asciugatrice e non lavare a secco.

alle







UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICAT E

Certificate No: 2163-PPE-1903

DURUTEKS INSAAT GIDA TEKSTIL SANAYI VE TICARET
LIMITED SIRKETI
Bati Sitesi Mah. 2308 Cad. No:51 Gersan Sanayi Sitesi Yenimahalle / Ankara
Manufacturing Site: Hiirriyet Mah. 2201Sokak No:2/A Esenyurt / ISTANBUL

It is certified that the manufacturer’s technical file (Dated 26.12.2020) and the PPE product, detailed
below, have been assessed and found to meet the applicable Essential Health and Safety Requirements
in Annex II of Regulation (EU) 2016/425 based on the evaluation on technical documentation and
relevant test reports.

Identification of the Personal Protective Equipment
Brand Name: DURUTEKS, Model: DRT GOWN 04

Isolation gown, as a protective clothing for the part of body [PB], manufactured from blue
polypropylene non-woven fabric (SMMS 40 gr/m?), inbound seams on the neck, shoulders and arm
holes, touch and close fastener on the nape, sleeve cuffs with white ribbing bound and with belts. The
gown is available in 6 nominal sizes.

For more details refer technical evaluation report provided to the manufacturer, dated 11.01.2021 and
number 2163-KKD-1903.

The following harmonised standards have been applied:

EN ISO 13688:2013, (General requirements for protective clothing)

EN 13034:2005+A1:2009, (Chemical protective clothing offering limited protective performance
against liquid chemicals) Type PB [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 to use notified body number (2163) and can fix CE mark,
as shown below, on the Category III product models given above, with the below requirements;

- Issuing an appropriate EU Declaration of Conformity according to Personal Protective Equipment
Regulation (EU) 2016/425 Annex 9.
e - Ongoing successful performance in fulfilment of the requirements set out in Personal Protective
s 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

This certificate is initially issued on 11/01/2021 and will be valid for 5 years from the issue date.

C€

2163

Suat KACMAZ

UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR Code

Necip Fazil Bulvar: Keyap Sitesi E2 Blok No:44/84 Yukar: Dudullu Umraniye - ISTANBUL - TURKEY ~ T-490 216 455 80 80
UNIVERSALCERT.COM
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TECHNICAL EVALUATION REPORT

REPORT DATE /NO: 11.01.2020 / 2163-KKD-1903

Applicant: DURUTEKS INSAAT GIDA TEKSTIL SANAYI VE TICARET LIMITED SIRKETI
Address: Bati Sitesi Mah. 2308 Cad. No:51 Gersan Sanayi Sitesi Yenimahalle / Ankara

Manufacturer: CARINO TEKSTIL SANAYI TICARET LIMITED $IRKETI
Address: Hiirriyet Mah. 2201Sokak No:2/A Esenyurt / ISTANBUL

Introduction

This report is prepared based on the evaluations on the technical file of the manufacturer dated 26 December, 2020
Version 0, and the test reports obtained from the laboratories for the analysis referenced by the applied harmonised
standards for the personal protective equipment identified below. A list to the test reports is given below which are
referenced within this report. The samples for evaluation are provided by the manufacturer for type examination and
samples are delivered to the laboratories under UNIVERSAL supervision. The test results and all evaluations within this
report belongs to the samples provided.

This report is prepared for the PPE with the guidance of the harmonised standards which are claimed to be applied by the
manufacturer and the evaluation is conducted for the verification of fulfilment of Essential Health and Safety
Requirements of PPE regulation, those applies for the product.

PPE Identification: Isolation gown, as a protective clothing for the part of body [PB], manufactured from blue
polypropylene non-woven fabric (SMMS 40 gr/m?), inbound seams on the neck, shoulders and arm holes, touch and close

fastener on the nape, sleeve cuffs with white ribbing bound and with belts. The gown is available in 6 nominal sizes.

Component and Materials:

Fabric: Mono Spunbond Fabric (40 gr. (+/- 2) Hydrophobic Fabric)

Rib Cuff: 96% Polyester + 4% Elastane (8.5cm +/- 0.5)
Binding Fabric: 30 g Spunbond Polypropylene

Gown Type: Type PB [6]-B
Brand Name: DURUTEKS
Model: DRT GOWN 04
Sizes Available: S/M — L/XL - 2XL/3XL
Applied Harmonised Standards

EN ISO 13688:2013, (General requirements for protective clothing)
EN 13034:2005+A1:2009, (Chemical protective clothing offering limited protective performance against liquid

chemicals) Type PB [6], limited wear life clothing,
EN 14126:2003/AC:2004, (Protective clothing against infective agents) for Type PB [6]-B

This report is prepared on the basis of applicable Essential Health and Safety Requirements with the references annexed

to each applied harmonised standard given above.
TEST REPORT INFORMATION

Report #

Laboratory Name

Report Date and Number

Competency Reference

1

Ekoteks Laboratuar ve Gozetim

Dated 04.12.2020 Number: 20044943-ing

Holds TURKAK Accreditation with No:

Hizmetleri A.S. AB-0583-T

Cevre Endiistriyel Analiz . Holds TURKAK Accreditation with No:
2 2
2 Laboratuart Dated 07.12.2020 Number: 2029996E B-0363-T

The laboratories are contracted bodies with UNIVERSAL and the technical competence of the laboratories is also under supervision /
assessment of UNIVERSAL based on the provisions of EN ISO/IEC 17065 Requirements for bodies certifying products, processes and
services standard.
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING to Annex ZA of EN ISO 13688:2013 STANDARD

1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE
1.2. Innocuousness of PPE
1.2.1. Absence of inherent risks and other nuisance factors i;

PPE must be designed and manufactured so as not to create risks or other nuisance factors under foreseeable conditions of |
use.

1.2.1.1. Suitable constituent materials

The materials of which the PPE is made, including any of their possible decomposition products, must not adversely |
affect the health or safety of users

1.2.1.2. Satisfactory surface condition of all PPE parts in contact with the user

Any part of the PPE that is in contact or is liable to come into contact with the user when the PPE is worn must be free of
rough surfaces, sharp edges, sharp points and the like which could cause excessive irritation or injuries.

1.4. Manufacturer's instructions and information 1‘
In addition to the name and address of the manufacturer, the instructions that must be supplied with the PPE must contain
all relevant information on:

a) instructions for storage, use, cleaning, maintenance, servicing and disinfection. Cleaning, maintenance or
disinfectant products recommended by manufacturers must have no adverse effect on the PPE or the user when
applied in accordance with the relevant instructions;

b) performance as recorded during relevant technical tests to check the levels or classes of protection provided by
the PPE; .

c) where applicable, accessories that may be used with the PPE and the characteristics of appropriate spare parts; [

d) where applicable, the classes of protection appropriate to different levels of risk and the corresponding limits of if
use;

e) where applicable, the month and year or period of obsolescence of the PPE or of certain of its components;

f) where applicable, the type of packaging suitable for transport; [

g) the significance of any markings (see point 2.12); 1‘

h) the risk against which the PPE is designed to protect; ‘

i) the reference to this Regulation and, where applicable, the references to other Union harmonisation legislation; ‘

j) the name, address and identification number of the notified body or bodies involved in the conformity \3
assessment of the PPE;

k) references to the relevant harmonised standard(s) used, including the date of the standard(s), or references to the
other technical specifications used;

) the internet address where the EU declaration of conformity can be accessed.

The information referred to in points (i), (j), (k) and (I) need not be contained in the instructions supplied by the
manufacturer if the EU declaration of conformity accompanies the PPE.

2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL TYPES OF PPE

2.12. PPE bearing one or more identification markings or indicators directly or indirectly relating to health and |
safety ‘
Where PPE bears one or more identification markings or indicators directly or indirectly relating to health and safety, |
those identification markings or indicators must, if possible, take the form of harmonised pictograms or ideograms. They
must be perfectly visible and legible and remain so throughout the foreseeable useful life of the PPE. In addition, those |
markings must be complete, precise and comprehensible so as to prevent any misinterpretation. In particular, where such l\

end-users, as determined by the Member State where the PPE is made available on the market.
Where PPE is too small to allow all or part of the necessary marking to be affixed, the relevan
mentioned on the packaging and in the manufacturer's instructions.
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Technical Assessment of EN ISO 13688: 2013 Standard and other Standards it refers to, Clauses Corresponding to the
Essential Health and Safety Requirements given above

|

EN ISO 13688 Standard Requirements Evaluation 1
:‘

|

- EHSR Ref 1.2.1.1;
' The manufacturer declares in his technical file that the materials used in the manufacturing process of |
' this specific PPE do not adversely affect the health or hygiene of the user. The manufacturer claims = |
Article 4.2 ' that the materials do not, in the foreseeable conditions of normal use, release substances generally |
j known to be toxic, carcinogenic, mutagenic, allergenic, toxic to reproduction or otherwise harmful. 1}
Ref: Technical File Article 3.6
(\
' EHSR Ref 1.2.1.2; ;i
The comfort of the PPE was subject to visual inspection by our experts for rough, sharp or hard |
surfaces that irritate or injure the user and found to be appropriate for use. In addition such properties = |
Ariicled 4 | of the PPE was subject to evaluation during the practical exercise testing as defined in the EN ISO 11
’ 17491-4 testing standard and the PPE is reported as to be comfortable enough to allow the wearer to i‘
- complete the excercises.
* Ref: Test Reports. ‘
|
| |
i ‘\
EHSR Ref 1.2.1; :\
Article 5.3 The samples received from the manufacturer are claimed to be single use. No further evaluation is |
’ | conducted on the dimensional change due to cleaning.

Ref: Technical File Article 6.
' EHSR Ref2.12; ‘}
The gown is available in 6 nominal sizes. The nominal sizes are defined in the technical file of the |
manufacturer. The given dimensions in chest or bust girth and height are found in the limits defined in |
| Annex D of the standard. H
Measurements ‘w‘
A B | = D E F 1;
135136 cm 125160 cm 15-22cm 55-64 UM 24.30am 1216 cm “i
G H 1 3 K L ‘\
‘ 15.20 cm 70.100 LM 47 un 675 m 55.8cm 55650 3‘
‘ “
Article 6 R
\ |
}1
|
\
| 6
Ref: Technical File Annex A Size Chart. “
|
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EN ISO 13688 Standard Requirements Evaluation

|
EHSR Ref 2.12;
Each piece of gown have marking with the following information;

e Name / trademark of the manufacturer, type of product

e Size of the gown [

Article 7 e Applied product standards (Type defining product standards) 1

e  Applied protection pictograms with standard references

The markings on the gown / label are found to be easily visible and enough big to read. The marking |

rules are explained in the marking section of the technical file. For further clarifications for the F

marking requirements of applied product standards are available in the relevant standard section of
this report.

EHSR Ref 1.4; 5

The information supplied by the manufacturer is defined in the relevant section of the technical file. |

This information includes explanation required by all applied product standard requirements. The H

defined user information text in the technical file includes the following data; }\

\ e Name / trademark of the manufacturer, its address, ‘

Article 8 | e Applied standards and relevant classification, marking, size information \

e Pictograms and explanations

e  Gown constituent materials used ;

e Instructions for use, controls before use, how to wear / unwear, limitations, instructuions for
storage conditions, complemantary PPEs, re-usability, instructions for disposal ‘

The above user information text is available in Turkish and English. “
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425 ‘\
CORRESPONDING to Annex ZA of EN ISO 13034:2005 + A1:2009 STANDARD \

1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE
1.1. Design principles
1.1.1. Ergonomics

PPE must be designed and manufactured so that, in the foreseeable conditions of use for which it is intended, the user can |
perform the risk-related activity normally whilst enjoying appropriate protection of the highest level possible. |

1.2. Innocuousness of PPE
1.2.1. Absence of inherent risks and other nuisance factors

PPE must be designed and manufactured so as not to create risks or other nuisance factors under foreseeable conditions of |
H
use. ‘

1.2.1.1. Suitable constituent materials

The materials of which the PPE is made, including any of their possible decomposition products, must not adversely |
affect the health or safety of users i‘

1.2.1.3. Maximum permissible user impediment

Any impediment caused by PPE to the actions to be carried out, the postures to be adopted and sensory perceptions shall |
be minimised. Furthermore, use of the PPE must not engender actions which might endanger the user. |

1.3. Comfort and effectiveness ‘
1.3.2. Lightness and strength
|

PPE must be as light as possible without prejudicing its strength and effectiveness. PPE must satisfy the specific
additional requirements in order to provide adequate protection against the risks for which it is intended and PPE must be ‘
capable of withstanding environmental factors in the foreseeable conditions of use. ‘

1.3.3. Compatibility of different types of PPE intended for simultaneous use s‘:

If the same manufacturer places on the market several PPE models of different types in order to ensure the simultaneous
protection of adjacent parts of the body, they must be compatible.
1.4. Manufacturer's instructions and information
In addition to the name and address of the manufacturer, the instructions that must be supplied with the PPE must contain |
all relevant information on: |
a) instructions for storage, use, cleaning, maintenance, servicing and disinfection. Cleaning, maintenance or |
disinfectant products recommended by manufacturers must have no adverse effect on the PPE or the user when |
applied in accordance with the relevant instructions; |
b) performance as recorded during relevant technical tests to check the levels or classes of protection provided by |
the PPE; \‘
c) where applicable, accessories that may be used with the PPE and the characteristics of appropriate spare parts; |
d) where applicable, the classes of protection appropriate to different levels of risk and the corresponding limits of |
use;
e) where applicable, the month and year or period of obsolescence of the PPE or of certain of its components; \
f) where applicable, the type of packaging suitable for transport;
g) the significance of any markings (see point 2.12); \
h) the risk against which the PPE is designed to protect; i
i) the reference to this Regulation and, where applicable, the references to other Union harmonisation legislation; n
j) the name, address and identification number of the notified body or bodies involved in the conformity
assessment of the PPE;
k) references to the relevant harmonised standard(s) used, including the date of the standard(s), or ref
other technical specifications used;
1) the internet address where the EU declaration of conformity can be accessed.
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The information referred to in points (i), (j), (k) and (I) need not be contained in the instructions supplied by the
manufacturer if the EU declaration of conformity accompanies the PPE.

2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL TYPES OF PPE
2.4. PPE subject to ageing

If it is known that the design performance of new PPE may be significantly affected by ageing, the month and year of
manufacture and/or, if possible, the month and year of obsolescence must be indelibly and unambiguously marked on
each item of PPE placed on the market and on its packaging.

If the manufacturer is unable to give an undertaking with regard to the useful life of the PPE, his instructions must
provide all the information necessary to enable the purchaser or user to establish a reasonable obsolescence month and
year, taking into account the quality level of the model and the effective conditions of storage, use, cleaning, servicing
and maintenance.

Where appreciable and rapid deterioration in PPE performance is likely to be caused by ageing resulting from the
periodic use of a cleaning process recommended by the manufacturer, the latter must, if possible, affix a marking to each
item of PPE placed on the market indicating the maximum number of cleaning operations that may be carried out before
the equipment needs to be inspected or discarded. Where such a marking is not affixed, the manufacturer must give that
information in his instructions.

2.12. PPE bearing one or more identification markings or indicators directly or indirectly relating to health and
safety

Where PPE bears one or more identification markings or indicators directly or indirectly relating to health and safety,
those identification markings or indicators must, if possible, take the form of harmonised pictograms or ideograms. They
must be perfectly visible and legible and remain so throughout the foreseeable useful life of the PPE. In addition, those
markings must be complete, precise and comprehensible so as to prevent any misinterpretation. In particular, where such
markings include words or sentences, the latter must be written in a language easily understood by consumers and other
end-users, as determined by the Member State where the PPE is made available on the market.

Where PPE is too small to allow all or part of the necessary marking to be affixed, the relevant information must be
mentioned on the packaging and in the manufacturer's instructions.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10. Protection against substances and mixtures which are hazardous to health and against harmful biological
agents

3.10.2. Protection against cutaneous and ocular contact

PPE intended to prevent the surface contact of all or part of the body with substances and mixtures which are hazardous
to health or with harmful biological agents must be capable of preventing the penetration or permeation of such
substances and mixtures and agents through the protective integument under the foreseeable conditions of use for which
the PPE is intended.

To this end, the constituent materials and other components of those types of PPE must be chosen or designed and
incorporated so as to ensure, as far as possible, complete leak-tightness, which will allow where necessary prolonged
daily use or, failing this, limited leak-tightness necessitating a restriction of the period of wear.

Where, by virtue of their nature and the foreseeable conditions of their use, certain substances and mixtures which are
hazardous to health or harmful biological agents possess high penetrative power which limits the duration of the
protection provided by the PPE in question, the latter must be subjected to standard tests with a view to their classification
on the basis of their performance. PPE which is considered to be in conformity with the test specifications must bear a
marking indicating, in particular, the names or, in the absence of the names, the codes of the substances used in the tests
and the corresponding standard period of protection. The manufacturer's instructions must also contain, in particular, an
explanation of the codes (if necessary), a detailed description of the standard tests and all appropriate information for the
determination of the maximum permissible period of wear under the different foreseeable conditions of use.
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Technical Assessment of EN ISO 13034:2005 + A1:2009 Standard and other Standards it refers to, Clauses |
Corresponding to the Essential Health and Safety Requirements given above ﬂ

EN ISO 13034:2005 + A1:2009 Standard Requirements Evaluation ﬂ

| EHSR Ref 1.2.1, 1.2.1.1, 1.3.2, 3.10.2;

' The gown material performance are tested according to EN 14325:2018 standard for the following q
: properties, since the gown is claimed to be for single use no cleaning cycle is applied; ‘

Property of Material EN Result Requirement of Evaluation “
14325:2018 Classification EN ISO 13034 }‘

4.4 Abrasion Resistance No Abrasion @2000 revs Class 6 Class 1 or above Success [‘
4.7'Trape201dal tear Width 28.3 N Class 2 R, o Ucis P “

| | resistance Length 452 N “
4.9 Tensile Strength \IAJ/ 95 5133 Class 1 Class 1 or above Success
4.10 Puncture Resistance 72N Class 1 Class 1 or above Success ‘1
Sulfuric Acid (H2S04) %1

(Concentration 30%) ‘

Ir is 96.11 % |

| 5 . |
4.12 Liquid repellency SOdlu?goiZS;:i:?]eOEEaOH) Class 3 Clasls jhztn:ie::; for Success 1
In is 98.81 % l‘

o-Xylene (Undiluted) |

Article 4.1 Ir is 0.08 % }‘
Sulfuric Acid (H2SO4) ‘1

‘ (Concentration 30%) ‘
1 Ipis 0 % |
| | 4.10 Resistance to Sudium Hydroxide (NaOH) Class 3 Class 2 at least for T ;
penetration by liquids (Concentration 10%) 1 chemical |
Ipis 0 % ‘}

0-Xylene (Undiluted) |

Ipis 0 % ‘}

The above results are derived from the test report in the reference below. In the evaluation of the test | |
report it was stated that all the tests are conducted with the completion of conditioning requirements as |
(20 £ 2) C° and (65 * 5) % relative humidity for 24 hours. “
The manufacturer do not claim a performance for the resistance to ignition or flammability of the |
product, in the user information sheet it is explained that the gowns must be kept away of fire. h
Other requirements refered for skin compatibility, no irritation or adverse effects are evaluated in EN |
ISO 13688 section of this report. \‘

Ref: Laboratory Test Report 1, Technical File
' EHSR Ref 1.3.2,3.10.2;

The affects of seams to the performance of the gown in penetration of liquid through stitch holes or i
. = ] ; \

through other components of a seam are evaluated in the whole suit mist test and evaluated in Article ‘\‘
5.2 of this section.
|

The seam strength is evaluated based on the test report as shown below;
Property of Material Result Requirement of Evaluation "
EN 14325:2018 Classification EN ISO 13034 |
Refer to the strength values for
seams at different parts of gown.
The lowest Class is given among
all kinds of seams

Article 4.2

5.5 Seam Strength Class 2

Ref: Laboratory Test Report 1
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EN ISO 13034:2005 + A1:2009 Standard Requirements Evaluation

EHSR Ref 1.2.1.3, 2.4, 3.10.2; %

The requirements of the gown with respect to health and safety, ageing and sizing are evaluated in EN |
ISO 13688 section of this report. |

The gown under evaluation is a one piece full body clothing, without a visor and foot protection. The
necessary additional PPEs must be worn by the wearer for the intended use. The freedom of |
| movements of the wearer is tested and found to be appropriate. “

| Since the PPE is part of body clothing, the mist test is not conducted according to Clause 5.2.
The above results indicates that the tested gowns complies with the resistance to penetration by |
liquids. |
| Ref: Laboratory Test Report 1 ‘
EHSR Ref2.12; W
Each piece of gown have marking with the following information on the single PPE package / PPE ;
itself; *‘

e Name / trademark of the manufacturer, type and model of PPE

Article 5.1,5.2

e Size of the gown ff
e  Applied product standards (EN ISO 13034:2005+A1:2009)

Article 6 e Pictograms for protection against chemicals, invitation to read manufacturer’s instructions
e  Shelf life and date of manufacturing

The above mentioned marking requirements are stated in the technical file of the manufacturer. The
| evaluated samples did not have all these marking and information on the PPE. The manufacturer shall
follow the instructions in the technical file in case of serial manufacturing of the PPE and verify |
before putting the PPE on the market. The PPE gown is for single use, the markings for re-use
cleaning or disinfection is discarded.

Ref: Technical File PPE Marking section. ‘i
' EHSR Ref 1.3.3,2.4,2.12; ﬁ
|

The information supplied by the manufacturer is defined in the relevant section of the technical file. ‘
This information includes explanation required by all applied product standard requirements. The = |
defined user information text in the technical file includes the following data; 1
e Name / trademark of the manufacturer, its address, or the authorised representative for EU ‘
community
e Type of protection against chemicals (i.e Type-PB [6]). The information also includes a |
reminder for wearing necessary additional PPE in order to achieve a full body protection (i.e
boots, gloves, mask and visor / face shield). \
e Size of the gown and model name
Article 7 e The standard code / name with the published year
e The statement that the gown is tested against the chemical names (tested for) and |
performance levels for mechanical strengths including repellency and resistance to
penetration of liquids (Based on EN 14325:2018 classification)
e Pictogram and information that the PPE is non-reusable also the shelf life is mentioned
e Instructions for use, controls before use, how to wear / unwear, limitations, instructuions for |
storage conditions, complemantary, instructions for disposal 1
e The statement on the light spray test results
e Statement for warning the user on flammability, to keep away of fire ‘
The above user information text is available in Turkish and English. |
Ref Technical File, User Information Sheet
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU
2016/425 CORRESPONDING to Annex ZA of EN ISO 14126:2003 + AC:2004 STANDARD

1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE
1.1. Design principles
1.1.2.2. Classes of protection appropriate to different levels of risk

Where differing foreseeable conditions of use are such that several levels of the same risk can be distinguished,
appropriate classes of protection must be taken into account in the design of the PPE.

1.3. Comfort and effectiveness

1.3.1. Adaptation of PPE to user morphology

PPE must be designed and manufactured in such a way as to facilitate its correct positioning on the user and to remain in
place for the foreseeable period of use, bearing in mind ambient factors, the actions to be carried out and the postures to

be adopted. For this purpose, it must be possible to adapt the PPE to fit the morphology of the user by all appropriate
means, such as adequate adjustment and attachment systems or the provision of an adequate range of sizes.

1.3.2. Lightness and strength
PPE must be as light as possible without prejudicing its strength and effectiveness.

PPE must satisfy the specific additional requirements in order to provide adequate protection against the risks for which it
is intended and PPE must be capable of withstanding environmental factors in the foreseeable conditions of use.

1.4. Manufacturer's instructions and information

In addition to the name and address of the manufacturer, the instructions that must be supplied with the PPE must contain
all relevant information on:

a) instructions for storage, use, cleaning, maintenance, servicing and disinfection. Cleaning, maintenance or
disinfectant products recommended by manufacturers must have no adverse effect on the PPE or the user when
applied in accordance with the relevant instructions;

b) performance as recorded during relevant technical tests to check the levels or classes of protection provided by
the PPE;

c) where applicable, accessories that may be used with the PPE and the characteristics of appropriate spare parts;

d) where applicable, the classes of protection appropriate to different levels of risk and the corresponding limits of
use;

e) where applicable, the month and year or period of obsolescence of the PPE or of certain of its components;

f) where applicable, the type of packaging suitable for transport;

g) the significance of any markings (see point 2.12);

h) the risk against which the PPE is designed to protect;

i) the reference to this Regulation and, where applicable, the references to other Union harmonisation legislation;

j) the name, address and identification number of the notified body or bodies involved in the conformity
assessment of the PPE;

k) references to the relevant harmonised standard(s) used, including the date of the standard(s), or references to the
other technical specifications used;

) the internet address where the EU declaration of conformity can be accessed.

The information referred to in points (i), (j), (k) and (1) need not be contained in the instructions supplied by the
manufacturer if the EU declaration of conformity accompanies the PPE.

2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL TYPES OF PPE

2.4. PPE subject to ageing

If it is known that the design performance of new PPE may be significantly affected by ageing, the month and year of

manufacture and/or, if possible, the month and year of obsolescence must be indelibly and unambiguously marked on
each item of PPE placed on the market and on its packaging.

provide all the information necessary to enable the purchaser or user to establlsh a reasonable obso] eng h
g ing, setvici

and mamtenance.
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Where appreciable and rapid deterioration in PPE performance is likely to be caused by ageing resulting from the
periodic use of a cleaning process recommended by the manufacturer, the latter must, if possible, affix a marking to each
item of PPE placed on the market indicating the maximum number of cleaning operations that may be carried out before
the equipment needs to be inspected or discarded. Where such a marking is not affixed, the manufacturer must give that
information in his instructions.

2.12. PPE bearing one or more identification markings or indicators directly or indirectly relating to health and
safety

Where PPE bears one or more identification markings or indicators directly or indirectly relating to health and safety,
those identification markings or indicators must, if possible, take the form of harmonised pictograms or ideograms. They
must be perfectly visible and legible and remain so throughout the foreseeable useful life of the PPE. In addition, those
markings must be complete, precise and comprehensible so as to prevent any misinterpretation. In particular, where such
markings include words or sentences, the latter must be written in a language easily understood by consumers and other
end-users, as determined by the Member State where the PPE is made available on the market.

Where PPE is too small to allow all or part of the necessary marking to be affixed, the relevant information must be
mentioned on the packaging and in the manufacturer's instructions.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10. Protection against substances and mixtures which are hazardous to health and against harmful biological
agents

3.10.2. Protection against cutaneous and ocular contact

PPE intended to prevent the surface contact of all or part of the body with substances and mixtures which are hazardous
to health or with harmful biological agents must be capable of preventing the penetration or permeation of such
substances and mixtures and agents through the protective integument under the foreseeable conditions of use for which
the PPE is intended.

To this end, the constituent materials and other components of those types of PPE must be chosen or designed and
incorporated so as to ensure, as far as possible, complete leak-tightness, which will allow where necessary prolonged
daily use or, failing this, limited leak-tightness necessitating a restriction of the period of wear.

Where, by virtue of their nature and the foreseeable conditions of their use, certain substances and mixtures which are
hazardous to health or harmful biological agents possess high penetrative power which limits the duration of the
protection provided by the PPE in question, the latter must be subjected to standard tests with a view to their classification
on the basis of their performance. PPE which is considered to be in conformity with the test specifications must bear a
marking indicating, in particular, the names or, in the absence of the names, the codes of the substances used in the tests
and the corresponding standard period of protection. The manufacturer's instructions must also contain, in particular, an
explanation of the codes (if necessary), a detailed description of the standard tests and all appropriate information for the
determination of the maximum permissible period of wear under the different foreseeable conditions of use.
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Technical Assessment of EN 14126:2003 + AC:2004 Standard and other Standards it refers to, Clauses Corresponding to

Article 4.1.2

Article 4.1.4

the Essential Health and Safety Requirements given above

EN 14126:2003 + AC:2004 Standard Requirements Evaluation

EHSR Ref 1.3.2;

The gown material performance are tested according to EN 14325:2018 standard for the relevant
properties required by the Type defining standards for protective clothing. The gown under evaluation
claims compliance with Type PB [6]-B. The required mechanical and flammability performance levels
are evaluated in the corresponding clauses of EN 1SO 13034:2005 + A1:2009 standard within this
report. No further evaluation is necessary for this standard.

EHSR Ref 1.1.2.2,3.10.2;
Evaluation of the performance requirements against penetration by infactive agents;

The gown is subjected to the tests according to ISO 16603 and ISO 16604 standards for its resistance
' to penetration by contaminated liquids under hydrostatic pressure. According to the obtained results of
the corresponding test report;

e The gown material with stands and do not allow any penetration of bacteria under 20kPa
hydrostatic pressure and is classified as Class 6 according to Table 1 given in 4.1.4.1 Clause
of this standard,

e The gown material was also subjected to evaluation of the bacteriophage test and passes the
test according to ISO 16604 at 20kPa, and is classified as Class 6 according to Table 1 given
in 4.1.4.1 Clause of this standard,

The gown is tested for its resistance to penetration by infective agents due to mechanical contact with
substances containing contaminated liquids according to ISO 22610:2018 testing standard. The
laboratory environmental conditions and the test setup parameters were inline with the standard
requirements. The laboratory results indicates that the tested specimens allows penetration in first 15
minutes and classified as Class 1 according to Table 2 of Clause 4.1.4.2 of EN 14126 standard
Classification of resistance to penetration by infective agents due to mechanical contact with
substances containing contaminated liquids.

The gown is tested for its resistance to penetration by contaminated solid particles according to ISO
22612:2005 testing standard. The laboratory environmental conditions and the test setup parameters
were inline with the standard requirements. The laboratory results indicates that the tested 10
specimens the arithmetic mean of penetration results are smaller than 2 log cfu. The tested sample is
classified as Class 2 according to Table 4 of Clause 4.1.4.4 of EN 14126 standard Classification of
resistance to penetration by contaminated solid particles.

The results of evaluation for clause 4.1.4 is summarised below;

) . Result Requirement
Resistance to Penetration Propery Classification of EN 14126
Successful
I1SO 16604 - Resistance to penetration by Hydrostatic .
contaminated liquids under hydrostatic pressure pressure Class® || “Tol Classifled
>20 kPa
EN ISO 22610 - Resistance to penetration by Breakthrough
infective agents due to mechanical contact with time Class 1 | To be Classified
substances containing contaminated liquids. t <15min
- Resi i Penetrati
EN ISO 22612 .Rc51stan(.:e to p;netratlon by enetration Class2 | To be Classified
contaminated solid particles 1 <logcfu<2

; Ref: Laboratory Test Report 2
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Article 4.3

Article 5

Article 6
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EN 14126:2003 + AC:2004 Standard Requirements Evaluation
EHSR Ref 1.3.2;

The seam strength is evaluated and classified based on the test report as shown below;
Property of Material EN Result Requirement of EN
14325:2018 Classification EN 14126
Refer to the strength
values for seams at
different parts of gown.
The lowest Class is
given among all kinds
of seams

5.5 Seam Strength Class 2 To be Classified

| Ref: Laboratory Test Report 1

EHSR Ref 1.3.1, 3.10.2;

The PPE under evaluation conforms the relevant requirements of EN ISO 13688 standard. The
requirements of the gown with respect to health and safety, ageing and sizing are evaluated in EN ISO
- 13688 section of this report.

. EHSR Ref 2.12;
| The marking requiremnts for protective clothing against chemicals are evaluated in the relevant
| section of this report. Aditionally;
Each piece of gown have marking with the following information on the single PPE package / PPE
itself;
e Applied product standards (EN 14126:2003+AC:2004)
e Type marking of the PPE as Type PB [6]-B
e the pictogram “protection against biological hazard”
- The above mentioned marking requirements are stated in the technical file of the manufacturer. The
~ evaluated samples did not have all these marking and information on the PPE. The manufacturer shall
follow the instructions in the technical file in case of serial manufacturing of the PPE and verify
before putting the PPE on the market.
| Ref: Technical File PPE Marking Section
EHSR Ref 1.4;
" The information supplied by the manufacturer is defined in the relevant section of the technical file.
" This information includes explanation required by all applied product standard requirements. The
defined user information text in the technical file includes the following data;
e Name / trademark of the manufacturer, its address, or the authorised representative for EU
community
e Type of protection against chemicals (i.e Type PB[6]). The information also includes a
reminder for wearing necessary additional PPE in order to achieve a full body protection (i.e
boots, gloves, mask and visor / face shield).
e  The standard number (EN 14126)
e  The performance levels identified with the tests against infactive agents
e  Pictogram and information that the PPE is non-reusable also the shelf life is mentioned
e Instructions for use, controls before use, how to wear / unwear, limitations, instructuions for
storage conditions, complemantary, instructions for disposal

' The above user information text is available in Turkish and English.
| Ref User Information Sheet
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