User instruction for Personal Protective Equipment

The instruction below should be used in conjunction with detailed information on the packaging.

Short description of the product
Nitrile examination, powder-free, non-sterile for disposable use.

Full description of the product
Brand name : nitrylex ®classic
Reference number : RD30309001, RD30309002, RD30309003, RD30309004,
RD30309005, RD30309006
: RD30310001, RD30310002, RD30310003, RD30310004,
RD30310005, RD30310006

Raw material : nitrile

External surface : textured

Internal surface : polymerized + chlorinated

Cuff : beaded

Colour : Blue

Shape : ambidextrous, fitting to the right and left hand

Size range XS (5-6), S (6-7), M (7-8), L (8-9), XL (9-10), XXL (10-11)
AQL : 1.0 or customer required

Quantity in packaging : 100 pcs. by weight, 200 pcs. by weight

Shelf life : 3 years (from the date of manufacturing)

Storage instructions

It is recommended to store the gloves in dry place, in the temperature of 5-35°C and to protect them
against direct sunlight.

Keep the gloves in a distance of not less than 1m from heating devices, sources of fire and ozone.
Do not keep in direct vicinity of solvents, oils, fuels and lubricants.

Food contact

Gloves are marked with food contact symbol % and comply with the requirements of Regulation (EU)
No 10/2011, European Regulation (EC) No 1935/2004 and with Regulation (EC) No 2023/2006 on
Good Manufacturing Practice. Gloves are suitable for handling any type of food and have been tested
for Overall Migration Test acc. EN 1186:

Extraction conditions Test Result
(tested for 1 h in 40°C) | (limit < 10 mg/dm?)
3% Acetic acid Pass

10% Ethanol Pass

Olive oil Pass

MD classification and compliance

Gloves are classified as class | Medical Device as per MDR 2017/745 and comply to standards:
EN 455-1:2020, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN I1SO 15223-1:2021,
EN 1041:2008+A1:2013.

PPE classification & compliance

Gloves are category Ill Personal Protective Equipment as per Annex Il of the Regulation 2016/425
and comply to standards:

EN ISO 21420: 2020, EN ISO 374-1:2016+ A1:2018 (Type B), EN ISO 374-2:2019,
EN16523-1:2015 + A1:2018, EN 374-4:2013, EN ISO 374-5:2016.

EU Type Examination (Module B) and on-going conformity (Module C2) Notified Body: SATRA
(Notified body No. 2777)

Checking of PPE manufactured:

CE 2777

SATRA Technology Europe Limited.

Bracetown Business Park,

Clonee, Dublin 15

Dublin, Ireland

Declaration of Conformity and Instruction of Use with the information about the importer are available
at: www.mercatormedical.eu

Intended use

These are non-sterile examination and protective gloves for single use, intended for use in medical
field to: protect patient and user from cross- contamination, conducting medical examinations, diagnostic
and therapeutic procedures and for handling medical contaminated material. Gloves are classified as
Medical Devices Class | and as a Personal Protective Equipment Category IlI, type B. Gloves designed
to protect against substances and mixtures which are hazardous to health and against harmful biological
agents. Gloves designed to protect against to chemical risk according with EN ISO 374-1:2016+A1:2018
and microorganism (viruses, bacteria and fungi) risks according with EN ISO 374-5:2016. Their design
and labelling corresponds to the requirements of the European Regulation 2017/745 on Medical Device
and the European Regulation 2016/425 on Personal Protective Equipment. Gloves should be used
solely according to their intended application.

Precautions and indications for use

Dry hands before taking the gloves out from the packaging. Before usage, inspect the gloves for any
defect or imperfections. Use at least 1 pair of gloves for one patient and one procedure, these are
disposable gloves. Do not let chemical substances get under the gloves through the cuff. If a chemical
substance reaches the skin, wash it away immediately with plenty of water. If the gloves get punctured,
torn or broken during their use, take them off and put on the new ones. Avoid using gloves dirty in the
inside as they may cause irritation leading to skin inflammation or more serious damages.

It is recommended to check that the gloves are suitable for the intended use because the conditions at
the workplace may differ from the type test depending on the temperature, abrasion and degradation.
The gloves should not be used in contact with open fire and to protect against any sharp tools. The gloves
are not intended for welding, electric shock protection, ionizing radiation or from the effect of hot or
cold objects.

The chemical resistance has been assessed under laboratory conditions from samples taken from the
palm only (except in case where glove is equal to or over 400 mm — where the cuff is tested also) and
relates only to the chemical tested. It can be different if the chemical is used in a mixture. This information
does not reflect the actual duration of protection in the workplace and the differentiation between
mixtures and pure chemicals.

When used, protective gloves may provide less resistance to the dangerous chemical due to changes
in physical properties. Movements, snagging, rubbing, degradation caused by the chemical contact
etc. may reduce the actual use time significantly. For corrosive chemicals, degradation can be the most
important factor to consider in selection of chemical resistant gloves. Gloves are suitable for special
purposes as they are examination gloves where risk of wrist injury caused by chemicals is considered
to be minimal. Length suitable for tasks that require hand protection. Glove minimum length in
accordance to EN 455-2 standard.

Components / hazardous components

Components used in making gloves may cause allergic reactions in some people. Some gloves may
contain components known to be a possible cause of allergy for person allergic to them, who may
develop contact irritation and/or allergic reaction. In case of an allergic reaction consult a doctor.

Disposal

Used gloves should be treated as a contaminated material, therefore local regulations regarding the
disposal of such materials should be applied..

Manufacturer

MERCATOR MEDICAL (Thailand) Ltd.

88/8 Moo 12 Tambon Kampaengphet,
Amphur Rattaphum,Songkhla 90180, Thailand.
www.mercator.co.th

Authorized Representative/lmporter

Mercator Medical S.A.

Address: ul. H. Modrzejewskiej 30
31-327 Krakow, Poland
www.mercatormedical.eu

F i levels as per EN 1SO 374-1:2016+ A1:2018
Level1>10min , Level2>30 min, level3>60 min, level4>120min, Level5>240min, Level6>480min EN 374-4:2013
Test results acc. to EN 16523-1:2015+ A1:2018 ion [%]
Chemical Level
35% Ethanol 6 55.0
40% Isopropanol 6 68.7
10%Acetic acid 4 53.5
50% Benzalkonium chloride* 6 29.5
4% Chlorhexidine digluconate ** 6 32.9
10% Phosphoric acid 6 14.0
40% Sodium hydroxide (K) 6 2.6
12% Sodium hypochlorite 6 227
50% Sulphuric Acid 6 211
5% Ethidium Bromide 6 32.9
3% Hydrogen peroxide 6 44.0
30% Hydrogen peroxide (P) 2 52.8
37% Formaldehyde (T) 5 20.0
50% Glutaraldehyde 6 22.9
0.1% Phenol 6 247

EN 374-4 :Degradation results indicate the change in puncture resistance of the gloves after exposure to the
challenge chemical.

Noted :

* Permeation rate 5 ug/cm2/min.
** Permeation rate 7 pg/cm 2/min.

Test acc. To EN ISO 374-2:2019 - Level 2 (ISO 2859) Test acc. To EN ISO 374-5:2016
Performance level AQL Protection against bacteria & fungi Pass
Level 3 <0.65 Protection against viruses Pass
Level 2 <15 EN ISO 374-5 : The penetration resistance has
been assessed under laboratory conditions and
Level 1 <4.0 .
relates only to the tested specimen.

Symbols used on the packaging
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Navod na poutziti osobniho ochranného prostredku

NiZe uvedené instrukce by mély byt pouzivany ve spojeni s detailnimi informacemi na obalu.

Ugel pougiti

Kratky popis produktu

Nitrilové vysetfovaci, nepudrované, nesterilni, jednorazové
Popis produktu

Znacka: s nitrylex © classic

Referen¢ni ¢islo : RD30309001, RD30309002, RD30309003, RD30309004,
RD30309005, RD30309006
: RD30310001, RD30310002, RD30310003, RD30310004,
RD30310005, RD30310006

Prirodni materidl : nitril

Tyto rukavice jsou nesterilni vySetfovaci a ochranné rukavice na jedno pouZiti, uréené pro
pouZiti ve zdravotnickém prostredi za U¢elem: ochrany pacienta a uZivatele pfed kfiZovou
kontaminaci, provadéni Iékarskych vysetreni, diagnostickych a terapeutickych postupl a
manipulace se zdravotné kontaminovanym materidlem. Rukavice jsou klasifikované jako
zdravotnicky prostfedek tfidy | a jako osobni ochranny prostfedek kategorie IlI, typ B.
Rukavice uréené k ochrané pred chemickym rizikem podle EN ISO 374-1:2016+A1:2018 a
riziky mikroorganismU (viry, bakterie a houby) podle EN ISO 374-5:2016. Jejich design a
oznaceni je v souladu s poZadavky Evropské smérnice o zdravotnickych prostfedcich
2017/745 a Evropskym nafizenim 2016/425 o osobnich ochrannych prostfedcich.
Rukavice by mély byt pouZivdny pouze v souladu s jejich zamyslenym pouZitim.

Opatienf a ndvod k pouZiti

Vnéjsi povrch : texturovany

Vnitfni povrch : polymerovany + chlorovany

Manzeta : rolovand

Barva :modrd

Tvar : obouruké, vhodné pro pravou i levou ruku

Velikosti - XS (5-6), S (6-7), M (7-8), L (8-9), XL (9-10), XXL (10-11)
AQL : 1.0 nebo dle pozadavku zékaznika

Baleni : 100 ks dle véhy, 200 ks dle vahy

Zéruka kvality : 3 roky (od data vyroby)

Pokyny k uchovavani

Je doporuceno uchovavat tyto rukavice na suchém misté, pfi teploté v rozmezi 5-35 °C a
chrénit je pred primym slunecnim zarfenim a fluorescen¢nim svétlem.
Rukavice udrZujte ve vzdéalenosti nejméné 1 m od topnych zafizeni, zdroji ohné a ozénu.

Neskladujte v pfimé blizkosti rozpoustédel, olejd, paliv a maziv.

Styk s potravinami

Rukavice jsou oznaceny symbolem styk s potravinami a odpovidaji poZadavkim Nafizeni
(EU) ¢. 10/2011, Evropskému nafizeni (ES) €. 1935/2004 a nafizeni (ES) ¢. 2023/2006 o
spravné vyrobni praxi. Rukavice jsou vhodné pro manipulaci s jakymkoli druhem jidla a byly
testovany na Celkovy migra¢ni test podle EN 1186:

Extrakéni podminky (testovéni 1 h pfi 40 °C) Vysledky testu (limit <10mg/dm?)
3 % kyselina octova Vyhovuje
10 % etanol Vyhovuje
Olivovy olej Vyhovuje
MDD klasifikace & shody

Rukavice jsou klasifikovény jako zdravotnicky prostfedek — tfidy | podle MDR 2014/745 a
odpovidd standardtm: EN 455-1:2020, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN
ISO 15223-1:2021,EN 1041:2008+A1:2013

PPE klasifikace & shody

Rukavice jsou kategorie Ill osobnich ochrannych prostfedkd podle pfilohy Il Nafizeni
2016/425 a odpovidaji standarddm:

EN ISO 21420: 2020, EN ISO 374-1:2016+ A1:2018 (Type B), EN ISO 374-2:2019,
EN16523-1:2015 + A1:2018, EN 374-4:2013, EN ISO 374-5:2016.

EU prezkouseni typu (Module B) probihajici shoda (Module C2) notifikovana osoba:

SATRA (notifikovand osoba ¢. 2777)
Kontrola vyrobenych OOP:

CE 2777

SATRA Technology Europe Limited.
Bracetown Business Park,

Clonee, Dublin 15

Dublin, Irsko

Prohlaseni o shodé a Ndvod na poufiti s informacemi o dovozci jsou na webu:

www.mercatormedical.eu

Pfed nasazenim rukavic si osuste ruce. Pfed pouzitim zkontrolujte rukavice, zda nejsou
poskozené nebo vadné. PouZijte alespori jeden par rukavic na jednoho pacienta a jednu
proceduru, rukavice jsou jednorazové. Zabrarite proniknuti chemickych latek pod
rukavice pres manzetu. V pfipadé, Ze se chemickd latka dostane na pokozku, ihned ji
omyjte velkym mnoZstvim vody s mydlem. Pokud se rukavice béhem pouZivani
propichnou, roztrhnou nebo protrhnou béhem pouzivani, sundejte je a pouZijte nové. Ve
vnitfnim prostoru nepouzivejte $pinavé rukavice, protoze by mohly zpisobit podrazdéni,
které by mohlo zpUsobit zanét kiZze nebo vaznéjsi poskozeni.

Doporucuje se zkontrolovat, zda jsou rukavice vhodné pro zamyslené poufZiti, protoze
podminky na pracovisti se mohou lisit od typové zkousky v zavislosti na teploté, otéru a
degradaci.

Rukavice by nemély byt pouZivany v kontaktu s otevfenym ohném a jako ochrana pred
ostrymi ndstroji. Rukavice nejsou uréeny ke svafovani, jako ochrana pred elektrickym
proudem, ionizujicim zafizenim ani pred ptsobenim horkych nebo studenych pfedmétu.

Odolnost proti chemickému priniku byla hodnocena v laboratornich podminkach pouze
ze vzork( odebranych z dlané (s vyjimkou pripadd, kdy je délka rukavice presné nebo vice
nez 400 mm — kde je manZeta také testovana) a odpovida pouze testované chemické
latce a testovanému vzorku. MUze se lisit, pokud je chemicka latka pouZivand ve smési.

Doporucuje se zkontrolovat, zda jsou rukavice vhodné pro zamyslené pouZiti, protoze
podminky na pracovisti se mohou lisit od typové zkousky v zavislosti na teploté, odéru a
degradaci.

PFi pouZiti mohou ochranné rukavice poskytovat mensi odolnost prfed nebezpeénymi
ldtkami v dasledku zmén fyzikalnich vlastnosti. Pohyby, zachyceni, tfeni, degradace
zplsobené chemickym kontaktem atd. mohou vyrazné zkrétit skute¢nou dobu pouZivani.
Rukavice jsou vhodné pro specialni Ucely, protoZe se jedna o vySetfovaci rukavice, u nichz
je riziko poranéni zapésti povazovdno za minimalni. Délka vhodnd pro ukoly, které
vyZzaduji ochranu rukou. Minimalni délka rukavice v souladu s normou EN 455-2.

Komponenty/nebezpetné komponenty

Nékteré rukavice mohou obsahovat slozky, znamé moznosti zpUsobit alergii osobdm na
né alergickym, ktera se mdze rozvinout v kontaktni drazdéni a/ nebo v alergickou reakci.
V pripadé alergické reakce, vyhledejte okamzité Iékarskou pomoc

Likvidace

PouZité rukavice mohou byt kontaminovény infekénimi a jinymi nebezpe¢nymi materialy
a mélo by s nimi byt zachdzeno jako se zdravotnickym odpadem. Rukavice by mély byt
skladkovény nebo spéleny za kontrolovanych podminek.

Vyrobce

MERCATOR MEDICAL (Thailand) Ltd.

88/8 Moo 12 Tambon Kampaengphet,
Amphur Rattaphum,Songkhla 90180, Thailand.
www.mercator.co.th

Oprévnény zastupce / dovozce

Mercator Medical S.A.
Address: ul. H. Modrzejewskiej 30

31-327 Krakow, Poland
www.mercatormedical.eu
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Urovefi propustnosti podle EN ISO 374-1:2016+A1:2018
Uroveri 1> 10 min ¢ Urover 2 >30 min » Uroveri 3 >60 min ¢ Uroveri 4 > 120 min * Uroveri 5> 240 min » Uroveri 6 > 480 min EN 374-4:2013
Vysledky testovani podle EN 16523-1:2015+A1:2018 Degradace [%]
Chemikalie Uroven
35% Ethanol 6 6 55,0
40% Isopropanol 6 68,7
10%Acetic acid 4 53,5
50% Benzalkonium chloride* 6 29,5
4% Chlorhexidine digluconate ** 6 32,9
10% Phosphoric acid 6 14,0
40% Sodium hydroxide (K) 6 2,6
12% Sodium hypochlorite 6 22,7
50% Sulphuric Acid 6 21,1
5% Ethidium Bromide 6 32,9
3% Hydrogen peroxide 6 44,0
30% Hydrogen peroxide (P) 2 52,8
37% Formaldehyde (T) 5 20,0
50% Glutaraldehyde 6 22,9
0.1% Phenol 6 24,7

EN 374-4: 2013 degradacni Urovné naznacuji zménu odolnosti proti propichnuti rukavice po vystaveni provokacni chemikalii.

Pozn.: * Rychlost permeace 5 pg/cm? /min.
** Rychlost permeace 5 pg/cm?2 /min.

Testovano podle EN 1SO 374-2:2019 — Level 2 (ISO 2859) Testovano podle ISO 374-5:2016
Uroved pronikan AQL Ochrana proti bakteriim & plisni Vyhovuje
Uroveri 3 <0.65 Ochrana proti virm Vyhovuje
Urover 2 <15
Uroveri 1 <15 EN ISO 374-5 : Odolnost proti priniku byla posouzena v laboratornich podminkach a
vztahuje se pouze na zkouseny vzorek.

Symboly pouf?ité na baleni

Keep dry HITRILE Mitrile gloves
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