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N HBM Protections

Instruction for use

The instruction below should be used in conjunction with detailed information on the packaging.
This instructions is not the instructions for use of medical device and must not be used for that purpose.

BRAND NAME

dermagel basic

PRODUCT DESCRIPTION

surgical and protective, latex, powder-free gloves, sterile, for single use

Reference Number

RC100820 55-90_2937

Sterilization

Radiation / E- beam (R)

Raw material

Natural Rubber Latex

Size

5.5,6.0,6.5,7.0,7.5,8.0,8.5,9.0

AQL

0.65

Packaging

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

Shelf life

3 years from the manufacturing date

MANUFACTURER

Guilin HBM Health Protections Inc.

No. 1-2, Shuijing East Road

Economic & Technological Development Area
541805 Guilin, Guangxi, China

AUTHORIZED REPRESENTATIVE

HBM Medical

Coliemore House, Coliemore Road
Dalkey, Co Dublin

A96 A8D5 Ireland

IMPORTER

Mercator Medical S.A.
H. Modrzejewskiej 30 Street
31-327 Cracow, Poland

PPE CLASSIFICATION

Personal Protective Equipment category Il - Regulation (EU) 2016/425

PRODUCT STANDARDS
COMPLIANCE

EN 1SO 21420:2020, EN 1SO 374-1:2016/A1:2018 (Type B), EN I1SO 374-2:2019, EN
16523-1:2015+A1:2018, EN ISO 374-4:2019, EN 1SO 374-5:2016

NOTIFIED BODY

EU Type Examination (Module B) issued by Notified Body:

ANCCP Certification Agency Srl, Notified Body No 0302,

Via Dello Struggino, 6, 57121 — Livorno, Italy

The conformity to type based on quality assurance of the production process
(Module D) under surveillance of the Notified Body:

Satra Technology Europe Ltd, No 2777

Ce€2//7

Bracetown Business Park, Clonee, Dublin 15
Dublin, Ireland

MD CLASSIFICATION

Medical device class lla - rule classification acc. to declaration of conformity

PRODUCT STANDARDS
COMPLIANCE

EN1SO 14971:2019+A11:2021, EN I1SO 15223-1:2021, EN I1SO 20417:2021,
EN 455-1:2020+A1:2024, EN 455-2:2024, EN 455-3:2023, EN 455-4:20009,
SO 2859-1:1999+A1:2011, EN I1SO 10993-1:2020, EN 1SO 10993-5:20089,
EN ISO 10993-10:2023; EN ISO 10993-11:2018, EN 1SO 10993-23:2021,
EN 556-1:2024, EN 1SO 11737-1:2018/A1:2021, EN 1SO 11737-2:2020,
ENISO 11137-1:2015/A2:2019, EN 1SO 11137-2:2015/A1:2023,

EN ISO 11607-1:2020/A1:2023, EN ISO 11607-2:2020/A1:2023

NOTIFIED BODY

Conformity assessment procedure according to Annex IX, Chapter | and Ill and
surveillance carried out by BSI Group The Netherlands B.V., No 2797

C€2/97

Say Building, John M. Keynesplein 9, 1066 EP
Amsterdam, Netherlands

QUALITY SYSTEM STANDARDS

ISO 13485:2016 / EN ISO 13485:2016
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HBM Protections

SO 9001: 2015
SO 14001:2015

INTENDED USE

Sterile surgical and protective gloves intended to be worn on hand of healthcare
personnel, operating room personnel and similar personnel to prevent
contamination between the healthcare or similar personnel and the patient's
body, fluids, waste, or environment during surgical procedure. These gloves are
intended for single use only.

Gloves are classified as Medical Devices Class lla and as a Personal Protective
Equipment Category lll. 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
and microorganism (viruses, bacteria and fungi) risks according with EN ISO 374-
5. Their design and labelling corresponds to the requirements of Medical Device
regulations and the European Regulation 2016/425 on Personal Protective
Equipment.

Chemo-risk gloves designed for protection while working with the administration
of chemotherapy drugs.

Gloves should be used solely according to their intended use.

This product is classified as medical device class lla in accordance with Regulation
(EU) 2017/745 (Annex VIlI), but this document is not the instructions for use of
medical device. As medical device class lla, this product can be safely used
without any such instructions for use and in accordance with the provisions of
Annex | p. 23.1(d) of Regulation (EU) 2017/745, instructions for use of medical
device is not required. At the same time, this instruction is not instructions for
use of medical device and must not be used for that purpose.

PRECAUTIONS

The results do not reflect the actual duration of protection in the workplace due
to other factors influencing the performance, such as temperature, abrasion,
degradation etc. Do not use if package is damaged or wet. Dry hands thoroughly
before donning. Risk of reuse: Do not reuse, reuse can cause cross infection and
compromise safety. Gloves shall not be worn where there is a risk of
entanglement by moving parts of machines is needed. Dexterity performance
level is 5. Do not re-sterilize.

WARNINGS

The chemical resistance has been assessed under laboratory conditions from
samples taken from the palm only (except in cases where the glove is equal to or
over 400mm — 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. 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 temperatures,
abrasion and degradation. 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. Before usage, inspect the gloves for any defect or
imperfections.

For single use only.

WARNINGS ABOUT POTENTIAL
ALLERGIC REACTIONS

The product contains natural rubber latex which may cause allergic reactions
including anaphylactic responses. Components used in gloves production process
may cause allergic reactions in some people. Some gloves may contain
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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. During the production process, the following chemical
accelerators and antioxidants may be used, which may cause potential allergic
reactions type IV:

I. Zinc diethyldithiocarbamate (ZDEC)

. 4,4 '- bis (phenyl isopropyl Diphenylamine)

This information is included in this manual based on requirements of EN 455-
3:2023 standard - Disposable medical gloves - Requirements and tests in
biological evaluation. The product has been tested in accordance with EN ISO
10993-5,10, and has not shown any cytotoxic, irritating or skin sensitizing effects.

REACH INFORMATION

The products covered by this instruction do not contain substances listed in the
latest version of the candidate list according to Regulation (EC) 1907/2006; These
products also do not contain substances with carcinogenic, mutagenic or
reproductive toxic effects (substances defined in Regulation (EU) 2017/745,
Annex 1, Section 10.4.1) They do not contain polycyclic aromatic hydrocarbons
(PAH) (substances defined in EN ISO 21420, p. 4.2. f); and phthalates, plasticizers
containing phthalates, thiurams.

LONG-TERM STORAGE
INSTRUCTIONS

It is recommended to store the gloves in dry place, in the temperature of 5-40°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.

TRANSPORT INSTRUCTIONS

Transport in conditions ensuring an appropriate hygienic standard, protecting the
product against dirt. The product is not thermolabile - changing conditions
regarding temperature or humidity in the short-term transport period do not
affect the usability of the product or its properties or safety of use in any way.
The product does not require transport in controlled conditions in terms of
temperature and humidity (confirmed on the basis of accelerated aging tests and
risk analysis).

PRODUCT DISPOSAL

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

PACKAGING DISPOSAL

Master packaging (carton, dispenser) is made of homogeneous
material, does not contain any foil elements, does not contain any /\
different type of materials, does not need to be separated into ng_}
fractions. Packaging is 100% recyclable. Packaging for disposal - PAP
dispose of in the blue container.

Unit packaging (outer envelope and inner envelope) is to be regarded as
contaminated medical material and local regulations for the handling of such
materials must be followed.

DECLARATION OF CONFORMITY

Declaration of Conformity and this instruction for use available under below web
address: https://mercatormedical.eu

SUMMARY OF THE TESTS PERFORMED
Test acc. to EN ISO 21420 Protective gloves - General requirements and test methods.

Protective gloves — General Requirements Status / Performance Level

Sizing

5.5;6.0;6.5;7.0;7.5; 8.0; 8.5,9.0

Dexterity Performance Level 5
pH value Pass
Polyaromatic hydrocarbons Content (PAH) Pass
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Test acc. to EN 374-2 Protective gloves against chemicals and micro-organisms - Part 2: Determination of resistance
penetration

Test name Status / Performance Level
Air leak test Pass
Water leak test Pass

Test acc. to EN ISO 374-1 Protective gloves against dangerous chemicals and micro-organisms - Part 1: Terminology
and performance requirements for chemical risks, EN 16523-1 Determination of material resistance to permeation
by chemicals - Part 1: Permeation by liquid chemical under conditions of continuous contact and EN ISO 374-4
Protective gloves against dangerous chemicals and micro-organisms - Part 4: Determination of resistance to
degradation by chemicals

Chemical Status / Performance Level Degradation [%]

40% Sodium Hydroxide (K) 6 -1.99
30% Hydrogen Peroxide (P) 6 -1.68
37% Formaldehyde (T) 6 -0.61
n-heptane (J) 0 59.52

25% Ammonium Hydroxide (O) 0 -3.48

Level 1 >10 min, Level 2 > 30 min, Level 3> 60 min, Level 4 > 120 min, Level 5 > 240 min, Level 6 > 480 min
EN ISO 374-4: 2019 Degradation levels indicate the change in puncture resistance of the gloves after exposure to the
challenge chemical.

Test acc. to ASTM F1671 Standard Test Method for Resistance of Materials Used in Protective Clothing to
Penetration by Blood-Borne Pathogens Using Phi-X174 Bacteriophage Penetration as a Test System

Test acc. to EN I1SO 374-5 (ISO 16604) Protective gloves against dangerous chemicals and micro-organisms - Part 5:
Terminology and performance requirements for micro-organisms risks

Test name Status / Performance Level
Protection against bacteria & fungi Pass
Protection against viruses Pass

EN I1SO 374-5:2016 The penetration resistance has been assessed under laboratory conditions and relates only to the
tested specimen.

Test acc. to ASTM F1670 Standard Test Method for Resistance of Materials Used in Protective Clothing to
Penetration by Synthetic Blood

Test name Status / Performance Level

Synthetic blood permeation Pass

Test acc. to ASTM D6978 Standard Practice for Assessment of Resistance of Medical Gloves to Permeation by
Chemotherapy Drugs.

S ST Minimum breakthrough detection time
(Specimen 1/2/3) [minutes]

Carmustine 3,3 mg/ml (3,300 ppm) 11.1(14.2;11.1; 15.3)
Cyclophosphamide 20 mg/ml (20,000 ppm) >240
Doxorubicin HCI (Adriamycin) 2 mg/ml (2,000 ppm) >240

Etoposide 20 mg/ml (20,000 ppm) >240
Fluorouracil 50 mg/ml (50,000 ppm) >240

Melphalan 5 mg/ml (5,000 ppm) >240
Methotrexate 25 mg/ml (25,000 ppm) >240
Mitomycin C 0,5 mg/ml (500 ppm) >240
Mitoxantrone HCI 2 mg/ml (2,000 ppm) >240
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SYMBOLS USED ON THE PACKAGINGS

K1)

para/pair/napa

A

WA

150 374-1/Type B

\J

Manufacturer

Medical device

Do not resterilize

Product quality is not
ensured if the
package is damaged

Temperature limit

Unique device
identifier

Expiry date

1 pair of gloves in
unit pouch

Package is treated as
municipal waste

Designed to protect
against to chemical

risks acc. to EN ISO

374-1 (type B)

GLOVE DONNING PROCEDURE

a) Remove the walleted gloves (inner wrapper) from the Pouch (outer wrapper).

b) Open the walleted glove to see “Left” and “Right” compartment.

c) Pinch back upper and lower flaps of the inner wrapper.

d) Using the middle flaps, open the wrapper touching only the 1 inch margin for safety.

e) Be sure wrapper does not close over gloves after opening to avoid contamination.

f) Using the thumb and the first two fingers of the non-dominant hand, pinch the cuff of the folded edge of the
glove cuff for the dominant hand, touching only the inside surface of the glove.

PRt e = D e oy O

GUILINHEM HEALTHPROTECTIONS,INC

REF

&
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pat £ pairs ¢ napst

A
=

1S0°374-5:2016
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VIRLS

Authorized
representative

in the European
Community / European
Union

Latex gloves

Single sterile
barrier system
with protective
packaging inside

Keep away from sunlight

Date of manufacture

Catalogue number

Model number

50 pairs of gloves per unit
dispenser

Recyclable packaging

Designed to protect
against microorganisms
risks acc. to EN 1SO 374-5

www. hbmchina.com

STERILE| R

400"

par / pars  nape

SIZE
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Importer

Do not re-use

Sterilized using
irradiation

Keep dry

Country of
manufacture

(2 letters refer to
country code)

LOT / batch number

Consult instruction for
use

400 pairs of gloves
per carton

Marking of glove size

E-mail: guilinhbm@hbmechina.com




‘f’ﬁ\q’g*ﬂ%ﬁ% W o# R O OB W OB B

HBM Protections TO BE THE GLOBAL INTELLIGENT LATEX CENTER

g) Slide dominant hand in to the gloves keeping hand point downwards and pull up to wrist.
h) Using the glove hand insert the 4 fingers under the cuff of the other glove and pull the glove up to the arm.
i) Adjust the gloves as necessary.

GLOVE REMOVING PROCEDURE

a) Take hold of the first glove at the wrist.

b) Fold it over and peel it back, turning it inside out as it goes. Once the glove is off, hold it with your gloved hand.

c) Toremove the other glove, place your bare fingers inside the cuff without touching the glove exterior. Peel the
glove off from the inside, turning it inside out as it goes. Use it to envelope the other glove.

Rev. 1.0, 02.06.2025
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Navod na pouziti

NiZe uvedené instrukce by mély byt pouZivany ve spojeni s detailnimi informacemi na obalu.
Tento navod neni navodem k pouZiti zdravotnického prostfedku a nesmi byt k tomuto UGcelu pouZit.

ZNACKA

dermagel basic

POPIS PRODUKTU

chirurgické a ochranné, latexové, nepudrované rukavice, sterilni, jednorazové

Referencni Cislo

RC100820 55-90_2937

Sterilizace

zareni: elektronovy svazek (E-beam) (R)

Material

pfirodni latex

Velikosti

5.5,6.0,6.5,7.0,7.5,8.0,8.5,9.0

AQL

0.65

Baleni

1 par v baleni, 50 paru v dispenzeru, 400 para v kartonu

Zaruka kvality

3 roky od data vyroby

VYROBCE

Guilin HBM Health Protections Inc.

No. 1-2, Shuijing East Road

Economic & Technological Development Area
541805 Guilin, Guangxi, Cina

ZPLNOMOCNENY ZASTUPCE

Continental Medical B.V.
Strevelsweg 700 303
Unit E7288

3083 AS Rotterdam
Holandsko

DOVOZCE

Mercator Medical S.A.
H. Modrzejewskiej 30 Street
31-327 Krakov, Polsko

KLASIFIKACE OOP

Osobni ochranny prostfedek kategorie Il — natizeni (EU) 2016/425

SHODA SE STANDARDY

EN 1SO 21420:2020, EN 1SO 374-1:2016/A1:2018 (Type B), EN I1SO 374-2:2019,
EN 16523-1:2015+A1:2018, EN 1SO 374-4:2019, EN ISO 374-5:2016

NOTIFIKOVANA OSOBA

EU certifikat prezkouseni typu (modul B) vystaveny notifikovanou osobou:
ANCCP Certification Agency Srl, notifikovand osoba ¢. 0302,

Via Dello Struggino, 6, 57121 — Livorno, Itdlie

Shoda s typem zaloZena na zajisténi kvality vyrobniho procesu (modul D) pod
dohledem notifikované osoby:

Satra Technology Europe Ltd, ¢. 2777

ce2/77

Bracetown Business Park, Clonee, Dublin 15
Dublin, Irsko

MD KLASIFIKACE

Zdravotnicky prostredek tfidy lla - pravidlo klasifikace podle prohlaseni o shodé

SHODA SE STANDARDY

EN1SO 14971:2019+A11:2021, EN 1SO 15223-1:2021, EN I1SO 20417:2021,
EN 455-1:2020+A1:2024, EN 455-2:2024, EN 455-3:2023, EN 455-4:2009,
ISO 2859-1:1999+A1:2011, EN I1SO 10993-1:2020, EN I1SO 10993-5:2009,
EN 1SO 10993-10:2023; EN 1SO 10993-11:2018, EN 1SO 10993-23:2021,
EN 556-1:2024, EN 1SO 11737-1:2018/A1:2021, EN ISO 11737-2:2020,
ENI1SO 11137-1:2015/A2:2019, EN ISO 11137-2:2015/A1:2023,

EN ISO 11607-1:2020/A1:2023, EN ISO 11607-2:2020/A1:2023

NOTIFIKOVANA OSOBA

Postup posuzovani shody podle pfilohy IX, oddil | a Ill a dozor provadény
notifikovanou osobou, ¢. 2797

C€2/9/

Say Building, John M. Keynesplein 9, 1066 EP
Amsterdam, Nizozemi

DODRZOVANI KVALITY

ISO 13485:2016 / EN ISO 13485:2016
SO 9001: 2015
ISO 14001:2015

Rev. 1.1, 26.11.2025




ZAMYSLENE POUZITI

Sterilni chirurgické a ochranné rukavice urcené k noseni na rukou zdravotnického
personalu, personalu operacniho sdlu a podobnému persondlu, aby poskytly
bariéru mezi zdravotnickym a podobnym persondlem a télem pacienta,
tekutinami, odpadem nebo okolnim prostfedim béhem chirurgického zakroku.
Tyto rukavice jsou jednorazové.

Rukavice jsou klasifikované jako zdravotnicky prostfedek tfidy lla a jako osobni
ochranny prostifedek kategorie Ill. Rukavice jsou uréené k ochrané pred latkami
a smésmi, které jsou nebezpectné pro zdravi a pred Skodlivymi biologickymi
sloZzkami. Rukavice jsou vyrobeny k ochrané proti chemickym rizikim podle EN
ISO 374-1 a rizikim mikroorganism( (viry, bakterie a plisné) podle EN I1SO 374-5.
Jejich design a oznaceni odpovidd poZadavkim nafizeni o zdravotnickych
prostfedcich a evropského nafizeni 2016/425 o osobnich ochrannych
prostfedcich.

Chemo-odolné rukavice uréené k ochrané pfi praci s podavanim
chemoterapeutik.

Rukavice by mély byt pouzivany vyhradné podle jejich zamyslené aplikace.

Tento produkt je klasifikovan jako zdravotnicky prostfedek tfidy lla v souladu s
nafizenim (EU) 2017/745 (ptiloha VIII), avsak tento dokument neni ndvodem k
pouZiti zdravotnického prostredku. Jako zdravotnicky prostfedek tridy lla mize
byt tento produkt bezpecné pouzivan i bez takového navodu k pouziti a v souladu
s ustanovenimi pfilohy | bodu 23.1 pism. d) nafizeni (EU) 2017/745 neni navod k
pouziti zdravotnického prostfedku vyzadovan. Zaroven tento dokument neni
navodem k poutziti zdravotnického prostfedku a nesmi byt k tomuto ucelu pouzit.

OPATRENI

Vysledky neodrazeji skute¢nou dobu trvani ochrany na pracovisti kvali dalsim
faktordm ovliviiujicim vykon, jako je teplota, odér, degradace atd. NepouZivejte,
je-li baleni poskozené nebo vihké.

Pfed nasazenim si dikladné ususte ruce.

Riziko opétovného poufziti: nepouzivejte opakované, opakované pouziti mize
zpUsobit krizovou infekci a ohrozit bezpecnost. Rukavice se nesméji nosit tam,
kde je riziko zachyceni pohyblivymi ¢astmi strojd. Uroveri obratnosti je 5.
Nesterilizujte opakované.

VAROVANI

Chemicka odolnost byla hodnocena v laboratornich podminkach ze vzork
odebranych pouze ze dlané (s vyjimkou ptipadq, kdy je rukavice rovna nebo delsi
400 mm — kde je testovdna i manZeta) a vztahuje se pouze na testovanou
chemikalii. MUze byt jiné, pokud je chemikalie pouzita ve smési. Tato informace
neodrazi skutecnu dobu ochrany na pracovisti a rozdil mezi smésmi a Cistymi
chemikaliemi. 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. Pti pouZziti mohou ochranné
rukavice poskytnout nizsi odolnost nebezpec¢nym chemikaliim v dlsledku zmén
fyzikalnich vlastnosti. Pohyby, zachyceni, tfeni, degradace zplisobena chemickym
kontaktem atd. mohou vyrazné zkratit skute¢nou dobu pouZiti. U korozivnich
chemikalii mGze byt degradace nejdulezitéjsim faktorem, ktery je potfeba vzit v
Uvahu pfi vybéru chemicky odolnych rukavic. Pfed pouzitim zkontrolujte, jestli
rukavice nevykazuji vady nebo jiné nedokonalosti.

Pouze pro jednorazové pouziti.

VAROVANI PRED
POTENCIONALNiMI
ALERGICKYMI REAKCEMI

Produkt obsahuje ptirodni latex, ktery mize zpUsobit alergické reakce véetné
anafylaktickych reakci. Slozky pouzité pfivyrobé rukavic mohou u nékterych osob
vyvolat alergické reakce. Nékteré rukavice mohou obsahovat slozky, které jsou
znamé jako mozné pficiny alergie u osob, které jsou na né citlivé; u téchto osob
se mlzZe objevit kontaktni podrazdéni a/nebo alergickd reakce. V pfipadé
alergické reakce se poradte s |ékafem. Béhem vyrobniho procesu mohou byt

Rev. 1.1, 26.11.2025




pouzity nasledujici chemické urychlovace a antioxidanty, které mohou zpUsobit
potencidlni alergické reakce typu IV:

I. Zinc diethyldithiocarbamate (ZDEC)

II. 4,4 '- bis (phenyl isopropyl Diphenylamine)

Tyto informace jsou uvedeny v tomto navodu na zakladé pozadavk( normy EN
455-3:2023 — Jednorazové zdravotnické rukavice — PoZadavky a zkouseni v rdmci
biologického hodnoceni. Produkt byl testovan v souladu s normami EN ISO
10993-5 a EN ISO 10993-10 a neprokazal Zadné cytotoxické, drazdivé ani kozni
senzibilizacni ucinky.

REACH INFORMACE

Produkty, na které se vztahuje tento ndvod, neobsahuji latky uvedené v aktualni
verzi seznamu kandidatskych latek podle natizeni (ES) ¢. 1907/2006. Tyto
produkty rovnéZz neobsahuji latky s karcinogennimi, mutagennimi nebo
toxickymi ucinky na reprodukci (latky definované v nafizeni (EU) 2017/745,
pfiloha |, oddil 10.4.1). Neobsahuji polycyklické aromatické uhlovodiky (PAU)
(latky definované v normé EN ISO 21420, bod 4.2 f), ani ftalaty, zmékcovadla
obsahujici ftalaty a thiuramy.

POKYNY K DLOUHODOBEMU
UCHOVAVANi

Doporucuje se skladovat rukavice na suchém misté pfi teploté 5-40 °C a chranit
je pred pfimym sluneénim zafenim. Rukavice uchovdvejte ve vzdalenosti
nejméné 1 m od topnych zafizeni, zdroji ohné a ozonu. Neskladujte je v pfimé
blizkosti rozpoustédel, olejl, paliv a maziv.

PREPRAVNI INSTRUKCE

Pfeprava musi probihat za podminek zajistujicich odpovidajici hygienicky
standard a chrénicich produkt pred znecisténim. Produkt neni termolabilni —
kratkodobé zmény teploty nebo vihkosti béhem prepravy nijak neovliviuji jeho
pouzitelnost, vlastnosti ani bezpecnost pouZiti. Produkt nevyZzaduje prepravu v
fizenych podminkach z hlediska teploty a vihkosti (potvrzeno na zakladé zkousek
urychleného starnuti a analyzy rizik).

LIKVIDACE PRODUKTU

S pouzitymi rukavicemi by mélo byt zachdzeno jako s kontaminovanym
materialem, proto by mély byt likvidovany podle mistnich predpisu.

LIKVIDACE BALENI

Hlavni baleni (karton, ddavkovad/dispenzer) je vyrobeno z
homogenniho materiadlu, neobsahuje zZadné féliové prvky ani rlzné N\
druhy materiald a neni nutné jej tfidit na jednotlivé slozky. Obal je ze eg_)
100 % recyklovatelny. Baleni uréené k likvidaci — vyhodte do modrého PAP
kontejneru.

Jednotkové baleni (vnéjsi a vnitfni obalka) je nutné povaZovat za kontaminovany
zdravotnicky materidl a je tfeba dodrzovat mistni prfedpisy pro nakladani s
takovymi materialy.

PROHLASENI O SHODE

Prohldseni o shodé a tento Navod na pouziti je dostupny na webu:
https://mercatormedical.eu

SHRNUTi PROVEDENYCH TESTU

Test podle EN ISO 21420 ochranné rukavice — Obecné pozadavky a metody testovani.

Ochranné rukavice — obecné pozadavky Status / Uroven vykonu

Urcovani velikosti

5.5;6.0;6.5;7.0; 7.5; 8.0; 8.5, 9.0

Zrucnost Uroveri vykonu 5
Hodnota pH Vyhovuje
Obsah polyaromatickych uhlovodik( (PAH) Vyhovuje

Test podle EN 374-2 ochranné rukavice proti nebezpec¢nym chemikaliim a mikroorganismim — ¢ast 2: Stanoveni

odolnosti proti penetraci

Nazev testu

Status / Uroven vykonu

Zkouska tésnosti vzduchem

Vyhovuje

Zkouska tésnosti vodou

Vyhovuje
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Test podle EN ISO 374-1 Ochranné rukavice proti nebezpeénym chemikaliim a mikroorganismim — ¢&ast 1:
Terminologie a poZzadavky na provedeni pro chemicka rizika, EN 16523-1 stanoveni odolnosti materialu proti chemické
penetraci — ¢ast 1: Penetrace s potencidlné nebezpecnymi kapalnymi chemikaliemi za podminek nepretrzitého
kontaktu a EN ISO 374-4 ochranné rukavice proti nebezpec¢nym chemikaliim a mikroorganismdm — ¢ast 4: Stanoveni
odolnosti proti degradaci chemikaliemi

Chemikalie Status / Uroven vykonu Degradace [%)]

Hydroxid sodny 40 % (K) 6 -1.99
Hydrogen peroxid 30 % (P) 6 -1.68
Formaldehyd 37 % (T) 6 -0.61
n-heptan (J) 0 59.52

Hydroxid amonny 25 % (O) 0 -3.48
Uroveri 1 >10 min, Groveri 2 > 30 min, Grovef 3> 60 min, Grovef 4 > 120 min, Grover 5 > 240 min, Groveri 6 > 480 min
EN ISO 374-4: 2019 uroven degradace indikuje zménu odolnosti rukavic proti propichnuti po vystaveni provokacni
chemikalii.

Test podle ASTM F1671 Standardni zkusebni metoda pro odolnost material( pouzivanych v ochranném odévu proti
praniku patogent prendsenych krvi s vyuZitim praniku bakteriofaga Phi-X174 jako zkusebniho systému

Test podle EN ISO 374-5 (ISO 16604) Ochranné rukavice proti nebezpec¢nym chemikaliim a mikroorganismim — ¢éast
5: Terminologie a poZzadavky na provedeni pro rizika mikroorganismu

Nazev testu Status / Uroven vykonu
Ochrana proti bakteriim & plisnim Vyhovuje
Ochrana proti virim Vyhovuje

EN ISO 374-5:2016 Odolnost proti priniku byla posouzena v laboratornich podminkach a vztahuje se pouze na
testovany vzorek.

Test podle ASTM F1670 Standardni zkusebni metoda pro odolnost material( pouzivanych v ochranném odévu proti
praniku syntetické krve

Nazev testu Status / Uroven vykonu

Pranik syntetické krve Vyhovuje

Test podle ASTM D6978 Standardni postup pro hodnoceni odolnosti zdravotnickych rukavic proti permeaci
chemoterapeutickych IéCiv.

Létka a koncentrace Minimalni doba detekce priniku
(vzorky 1/2/3) [minuty]
Carmustine 3,3 mg/ml (3,300 ppm) 11.1(14.2;11.1; 15.3)
Cyclophosphamide 20 mg/ml (20,000 ppm) >240
Doxorubicin HCI (Adriamycin) 2 mg/ml (2,000 ppm) >240
Etoposide 20 mg/ml (20,000 ppm) >240
Fluorouracil 50 mg/ml (50,000 ppm) >240
Melphalan 5 mg/ml (5,000 ppm) >240
Methotrexate 25 mg/ml (25,000 ppm) >240
Mitomycin C 0,5 mg/ml (500 ppm) >240
Mitoxantrone HCl 2 mg/ml (2,000 ppm) >240
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SYMBOLY POUZITE NA BALEN(

Vyrobce
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MD

®

Zdravotnicky
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Nesterilizujte
opakované

Kvalita produktu neni
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poskozeni obalu

40°C
Teplotni limit
5°C
Jedinecna
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POSTUP NAVLEKANI RUKAVIC

Vyrobeno na ochranu
proti chemickym
rizikim podle EN ISO
374-1 (typ B)
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IS0 374-5:2016
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VIRUS

Autorizovany zastupce v
Evropském spolecenstvi /
Evropské unii

Latexové rukavice

Jednotlivy sterilni

bariérovy systém s

STERILE| R

ochrannym obalem

uvnitf

UdrZujte od slune¢niho
zareni

Datum vyroby

Katalogové Cislo

Modelové Cislo

50 pard rukavic v

400

par { pairsi naps

dispenzeru

SIZE

Recyklovatelny obal

Vyrobeno na ochranu
proti rizikiim
mikroorganism( podle EN
I1SO 374-5

a) Vyjméte sloZzené rukavice (vnitfni baleni) z baleni (vnéjsi baleni).

b) Otevrete vnitfni baleni se sloZzenymi rukavicemi, abyste vidéli “levou” a ,pravou” ¢ast.
c) Stisknéte horni a spodni presah vnitfniho obalu.
d) Pomoci stfedovych presahll oteviete baleni — z bezpecnostnich divodu se dotknéte pouze oblasti 1 palce (2,54

cm).

e) Ujistéte se, Ze se obal nezavira pres rukavice, aby nedoslo ke kontaminaci.
f) Palcem a dvéma prsty nedominantni ruky seviete manZetu rukavice pro dominantni ruku, pficemz se dotknete

pouze vnitfniho povrchu rukavice.

g) Zasunte dominantni ruku do rukavice tak, aby ruka smérovala doll a pritahnéte ji k zapésti.
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Dovozce

NepouZivejte
opakované

Sterilizovano
ozarenim

UdrZujte suché

Zemé vyroby
(2 pismena odkazuji
na kod zemé)

LOT / ¢islo sarze

Prectéte si ndvod na
pouziti

400 pard rukavic v
kartonu

Znaceni velikosti
rukavice




h) Rukou s rukavici vlozZte 4 prsty pod manZetu druhé rukavice a vytahnéte rukavici nahoru k pazi.
i) Podle potfeby upravte rukavice.

POSTUP SEJMUTI RUKAVICE

a) Uchopte prvni rukavici v oblasti zapésti.

b) Sundejte rukavici oto¢enim naruby. Jakmile je rukavice sundana, drzte ji druhou rukou s rukavici.

c) Chcete-li sejmout druhou rukavici, vlozte prsty pod manzetu, aniz byste se dotkli vnéjsi strany rukavice.
Odstrante rukavici otoenim naruby. Pouzijte k zakryti druhé rukavice.
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