EERCATOR

santex® powder-free

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

Short description of the product

Intended use

Sterile, natural rubber latex surgical gloves, powder free, for disposable use

Full description of the product

: RC10051060-90
s natural rubber latex

Reference number
Raw material
Donning powder -

External surface : textured

Internal surface : polymerized

Cuff : beaded

Colour : creamy

Shape : anatomic, hand specific

Size range 16.0;6.5;7.0;7.5; 8.0; 8.5;9.0

AQL 0 1.0

Sterilization : Ethylene oxide (EQ)

Packaging : 1 pair per pouch, 50 pairs per dispenser,
400 pairs per carton

Shelf life . 5 years (from the date of manufacturing)

Sterile, surgical gloves, made from natural rubber latex, with thumb positioned towards
the palm side of the index finger which reduces the fatigue on the hands, intended to be
worn on the hands usually in surgical settings to provide barrier against potentially
infectious fluids or other contaminants and to protect the patient by ensuring sterility of
the wound environment. These gloves are intended for single use only. Gloves are
classified as Medical Devices Class Ila. Their design and labelling corresponds to the
requirements of the Council Directive 93/42/EEC concerning Medical Devices. Gloves
should be used solely according to their intended application.

Precautions and idications for use

Attention should be drawn to the fact that the confirmed protection level does not reflect
the real working conditions where other factors may influence the protection level, for
example, abrasion, degradation,atmospheric conditions. Users should take care when
using the gloves. Using them solely according to their intended application. These are
sterile gloves for single use only and are not intended for cleaning or re-sterilization.
The protection is limited to the hand only, the results relate to the palm of gloves and
there were tested under laboratory condition.

Components / hazardous components

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 and fluorescent light.

It is recommended to protect the gloves against humidity. Keep the gloves in a distance of
not less than 1m from heating devices, sources of fire and ozone.

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. Natural
rubber latex gloves may cause allergic reactions including anaphylactic reactions. In case
of an allergic reaction, seek medical assistance immediately.

Disposal

MDD classification & compliance

Gloves classified as medical device — class Ila under Council Directive 93/42/EEC.

Compliance with standards: EN ISO 13485:2016, EN ISO 14971:2012, EN ISO 15223-
1:2016, EN 1041:2008, EN 455-1:2000, EN 455-2:2009+A2:2013, EN 455-3:2006,EN 455-
4:2009,EN 556-1:2001|AC:2006, EN ISO 11737-1:2006, EN ISO 11737-2:2009, EN ISO
11135-1:2007, EN 1SO 11138-2:2009, I1SO 10993-1:2009|AC:2010, EN ISO 10993-5:2009,
EN ISO 10993-7:2008, EN ISO 10993-10:2010.

DNV GL Presafe AS, Notified Body Number 2460:

C€ 2460

Declaration of Conformity can be found under below web address:
https://en.mercatormedical.eu/
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Used gloves can be contaminated with contagious or other hazardous substances. They
should be disposed of in accordance with local regulation. Gloves should be buried or
burned under controlled conditions.

Manufacturer

MERCATOR MEDICAL S.A.
ul. H. Modrzejewskiej 30

31-327 Cracow, Poland
www.mercatormedical.eu




EERCATOR

Symbols which can be used on the packagings

STERILE

| STERILE

DIBI®

NITRYL

Ok | LEEE

Do not re-use / gloves
are intended for single use

Sterilized with Ethylene oxide

Sterilization with Gamma

Do not re-sterilize

Raw material —
natural rubber latex

Raw material — neoprene

Raw material — nitrile

Lot / batch number

Catalogue number

Manufacturer, symbol should
be accompanied by name
and address of Manufacturer

EU Authorised Representative,
symbol should be accompanied
by name and address of
Authorised Representative

Date of manufacture

Expiry date

Indicates compliance with
the requirements of
Russian market

(o)

POLYMER
COATED

150374-5:2016

@) [

150 374-5:2016

& 4]

VIRUS

150 374-1/Type A

& 3

UVWXYZ

150 374-1/Type B

&)

150 374-1/Type C

Powdered gloves

Powder free gloves

Presence of polymer coating
on the inner surface of the
glove

Marking of gloves
protecting against bacteria
and fungi

Marking of gloves
protecting against viruses,
bacteria and fungi

Marking of type A chemical
resistant gloves. Six tested
chemicals shall be identified
by their code letter under
pictogram

Marking of type B chemical
resistant gloves. Three
tested chemicals shall be
identified by their code
letter under pictogram

Marking of type C chemical
resistant gloves

Keep away from moisture,
store in a dry place

Keep away from solar
and fluorescent light

Temperature limitation /
gloves store in temperature
5-35°C

Keep away from ozone

Package made from paper,
qualify for recycling

Indicates compliance with
the requirements of
Ukrainian market

YR
L7

par/ pairs/ napei

5007

par  pairs | napes

100

e pales s

1x25

kompier 7 5ot mounn

1X200.

Glove is fitting the right hand

Glove is fitting the left hand

the number of pairs of gloves
in the envelope (1)

the number of pairs of gloves
in the dispenser (25)

the number of pairs of gloves
in the dispenser (50)

the number of pairs of gloves
in the carton (100)

the number of pairs of gloves
in the carton (300)

the number of pairs of gloves
in the carton (400)

the number of sets of gloves
in the dispenser (25)

the number of sets of gloves
in the carton (200)

Consult instructions for use

Do not use, if package is
damaged

Package is treated as municipal
waste

User Instructions, Rev. 2.3, October 2021
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Donning surgical gloves guideline
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1) Open the packaging and remove the inner sachet 2) Holding it by the wings, open the sachet. 3) Holding the exposed inside cuff of the left glove with
containing the gloves. the right hand, put on the glove,
|
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| i I'.
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4) Insert the left, gloved hand into the cuff opening of the 5) Pull the glove onto the right hand. 6) Pull the gloves up over the cuffs of the gown.
right glove.

User Instructions, Rev. 2.3, October 2021



EERCATOR

santex® powder-free

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

Krétky popis produktu

Ucel pouditf

Sterilni, latexové chirurgické nepudrované rukavice, jednorazové

Popis produktu

: RC10051060-90
: pfirodnf latex

Referencni ¢islo
Prirodni material

Pudrovani i-

Vnéjsi povrch : texturované

Vnitfni povrch : pudrované

ManZeta : rolovand

Barva : svétle krémova

Tvar : anatomicky, specificky pro pravou a levou ruku

Velikosti :6.0;6.5;7.0;7.5; 8.0; 8.5;9.0

AQL :1.0

Sterilizace . Etylen oxid (EO)

Baleni : 1 pér v baleni, 50 part v mezi-baleni,
400 pard v kartonu

Zivotnost . 5 let (od data vyroby)

Sterilni, chirurgické a ochranné rukavice z pfirodniho latexu, s palcem umisténym
smérem dovniti k dlan. coZ snizuje Unavu rukou, uréené k noseni na rukou obvykle
v chirurgickém prostredi, aby poskytly bariéru proti potencionalni infekénim latkam nebo
jinym kontaminujicim latkam a k ochrané pacienta zajisténim sterilniho prostredi kolem
rany. Tyto rukavice jsou ureny pouze k jednorazovému pouZiti. Rukavice jsou
klasifikované jako zdravotnicky prostiedek tridy lla. Jejich design a oznaceni odpovida
pozadavkim smérnice Rady 93/42/EHS o zdravotnickych prostfedcich. Rukavice by mély
byt pouzivany vyhradné podle jejich zamyslené aplikace.

Opatieni a ndvod k pouZiti

Je tfeba vénovat pozornost skutecnosti, Ze potvrzena Uroven ochrany neodrézi skute¢né
pracovni podminky, kde mohou Uroveri ochrany ovliviiovat dalsi faktory, naptiklad odér,
degradace, atmosférické podminky. UZivatelé by méli pfi pouZivani rukavic postupovat
opatrné. PouZivejte je vyhradné podle zamyslené aplikace. Tyto rukavice jsou sterilni,
jednordzové  a nejsou urCeny  kcisténi  nebo  opétovné  sterilizaci.

Ochrana je omezena pouze na ruku, vysledky se tykaji dlané rukavic a byly testovény v
laboratornich podminkach.

Komponenty/nebezpeéné komponenty

Pokyny k uchovavani

Je doporuceno uchovavat tyto rukavice na suchém misté, pfi teploté v rozmezi 5-35 °C a
chrénit je pred pfimym slune¢nim zérfenim a fluorescenénim svétlem.

Rukavice se doporucuje chranit pred vihkosti. Rukavice udrzujte ve vzdalenosti nejméné 1
m od topnych zafizeni, zdrojd ohné a ozénu.

Nékteré rukavice mohou obsahovat slozky, znamé moznosti zpUsobit alergii osobam na
né alergickym, kterd se madze rozvinout v kontaktni drazdéni a/ nebo v alergickou reakci.
V pfipadé alergické reakce, vyhledejte okamZité Iékafskou pomoc

Likvidace

MDD klasifikace & shody

Rukavice jsou klasifikovény jako zdravotnicky prostfedek — tfida lla podle smérnice Nafizeni
93/42/EHS.

Shoda s normami: EN ISO 13485:2016, EN ISO 14971:2012, EN ISO 15223-1:2016, EN
1041:2008, EN 455-1:2000, EN 455-2:2009+A2:2013, EN 455-3:2006, EN 455-4:2009, EN
556-1:2001| AC:2006, EN I1SO 11737-1:2006, EN 1SO 11737-2:2009, EN ISO 11135-1:2007,
EN ISO 11138-2:2009, ISO 10993-1:2009|AC:2010, EN ISO  10993-5:2009,
EN ISO 10993-7:2008, EN 1SO 10993-10:2010.

DNV GL Presafe AS, notifikovana osoba 2460:

C€ 2460

Prohlaseni o shodé je na webové adrese:
https://en.mercatormedical.eu/

Pokyny pro uZivatele, Rev. 2.3, rijen 2021

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

Vyrobce

MERCATOR MEDICAL S.A.
ul. H. Modrzejewskiej 30

31-327 Krakov, Polsko
www.mercatormedical.eu




EERCATOR

Symboly pouZité na baleni

STERILE[Eo)
[STERILE[R

D A®f

NITRYL

Ok ; EFE

NepouZivejte opakované /
rukavice jsou uréené na
jednordzové poufziti

Sterilizovédno Ethylen oxidem

Sterilizovano Gamma

Nesterilizujte opakované

Material — pfirodni latex

Materidl — neopren

Material — nitril

Lot / ¢islo SarZe

Katalogové ¢islo

Vyrobce, tento symbol je
pouzivan spolecné se jménem
a adresou vyrobce

Zplnomocnény zastupce EU,
symbol by mél byt doplnén
jménem a adresou
zplnomocnéného zastupce

Datum vyroby

Datum expirace

Oznacuje shodu s nafizenim
ruského trhu

(o)

150374 52006

@ (0]

IS0°374-5:2016

&

VIRUS
1/Type A

UVWXYZ
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\§)
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@

‘Il
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Az

e
AN

a
35°C
5°C

Pudrované rukavice

Nepudrované rukavice

Pritomnost polymerniho
povlaku na vnitfnim povrchu
rukavic

Oznaceni rukavic
ochranujicich pred
bakteriim a plisnim.

Oznaceni rukavic
ochrariujicich proti virim,
bakteriim a plisnim.

Oznaceni typu A chemicky
odolnych rukavic. Sest
testovanych chemikalii se
oznaci kodovym pismenem
pod piktogramem.
Oznaceni typu B chemicky
odolnych rukavic. TFi
testované chemikalie se
oznaci kodovym pismenem
pod piktogramem.

Oznaceni typu C chemicky
odolnych rukavic

UdrZujte suché

UdrZujte od slune¢niho
zéreni a fluorescencniho
svétla

Omezeni teploty /

uchovévejte rukavice pfi
teploté 5-35 °C

Drzte stranou od ozénu

Baleni vyrobeno z papiru,
vhodné pro recyklaci

Oznacuje shodu s nafizenim
ukrajinského trhu

YR
L7

oA

para/pairfnapa

2578

par/ pairs/ napei

50"

par pairs | naps:

100

par{ pairs nages

30001

400

wA

Prava rukavice

Leva rukavice

MnoZstvi parQ rukavic v jedné
obalce (1)

MnozZstvi parQ rukavic v mezi-
baleni (25)

MnoiZstvi parQ rukavic v mezi-
baleni (50)

Mnozstvi parQ rukavic v
kartonu (100)

Mnozstvi parQ rukavic v
kartonu (300)

MnozZstvi pard rukavic v
kartonu (400)

MnoZstvi parQ rukavic v mezi-
baleni (25)

Mnozstvi parQ rukavic v
kartonu (200)

Prectéte si ndvod k pouziti

NepouZzivejte, je-li baleni
poskozeno

Baleni je povaZovano za
komunalni odpad

Pokyny pro uZivatele, Rev. 2.3, rijen 2021
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Donning surgical gloves guideline
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1) Open the packaging and remove the inner sachet 2) Holding it by the wings, open the sachet. 3) Holding the exposed inside cuff of the left glove with
containing the gloves. the right hand, put on the glove,
|
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4) Insert the left, gloved hand into the cuff opening of the 5) Pull the glove onto the right hand. 6) Pull the gloves up over the cuffs of the gown.
right glove.

Pokyny pro uZivatele, Rev. 2.3, rijen 2021



