Delaftale 1

Klinion Personal Protection

nitrilhandske, bla, ultra comfort, PF

,““'jf';@) f *0 bE00

KUNION

KUNION, examination gioves

Tilsigtet brug

Medicinsk undersggelseshandske uden pudder til engangsbrug. Handsken er produceret sa handsken kan
veere tynd og smidig uden at ga pa kompromis med brud og traekstyrke. Handsken hjzelper med at forhindre
kontaminering mellem patient og personale. Den tynde handske giver optimal fingerfglelse ved
plejeprocedurer. Nitril undersggelseshandske (Nitrile Butadiene Rubber)

Modstandsdygtig over for olie og kemikalier
Nubrede fingerspidser sikrer et godt greb
Godkendt til fgdevarebrug

Kort skaft

Klassificering

Klasse |'i henhold til Medical Devices Regulations (SI 2002 No. 618, som andret) klasse | i henhold til
forordning (EU) 2017/745 Medical Device Regulation (MDR).
Kategori Il under forordningen om personlige vaernemidler (PPE) (EU) 2016/425

Funktioner

e Manchet med perler

e Ambidekstral, velegnet til venstre og hgjre hand
o |kke-steril

e Pudderfri (< 2mg/handske)

e Fingerspidser med tekstur

e Medicinsk kvalitet med AQL 1,5

e Testet mod opioidoplgsning (ASTM D6978)

e Velegnet til handtering af fgdevarer
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Specifikationer

Produktets dimensioner (mm)
XS 75+5
S 80 + 10
Bredde (mm) M 95+ 10
L MO +10
XL 15 5+
Manchet 0,07+ 0,03
Tykkelse (mm) Handflade 0,08+ 0,03
Finger 0,10+ 0,03
Laengde (mm) Min. 240 Typisk 243 - 250

Kvalitetsstandarder

e Fremstillet i overensstemmelse med kvalitetssikring ISO 13485 og ISO 9001

e Testet i henhold til EN 420:2003+A1.2009; EN 1SO 21420:2020; EN I1SO 374-
1:2013+A1:2018, EN 374-2:2019; EN 374-4:2019; EN ISO 374-5:2016; EN 455-
1:2020+A1:2022; EN 455-2:2024; EN455-3:2023; EN455-4:2009; EN 16523-1:2015 +
A1:2018.

e Fpdevaresikkerhed i overensstemmelse med EU-direktiv 1935/2004/EF; forordning EU
10/2011; EU 2016/1416; EU 2017/752; EU 2018/213; Eu 2018/831; EU 2020/1245.

Opbevaringsforhold

Opbevares pa et kgligt og tgrt sted. Abnede aesker skal holdes vaek fra fluorescerende lys og sollys.
Handskerne er pakket i en dispenser, som er velegnet til transport. Opbevar handskerne i asken, nar de
ikke er i brug.

Holdbarhed

5 ar fra produktionsdato, nar det opbevares under de angivne forhold.
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EN 16523-1: 2015; Determination of material resistance to permeation by chemicals

Minimum
. Permeation Levels | Breakthrough
Chemical CAS no Detection Time Report No.
(min)
40% Sodium 1310-73-2 Level 6 > 480 CH:TX:14201M47
Hydroxide (K)
30% Hydrogen 7722-84-1 | Level 2 34 7191234075-CHM20-02-
Peroxide (P) TSL
37% Formaldehyde 50-00-0 Level 5 361 - 480 CHMO0298100/2020/EN/A
M
98% n-Heptane 142-82-5 Level 5 300 Statement
ASTM D6978

Assessment of Resistance of Medical Gloves to Permeation by Chemotherapy Drugs

Chemotherapy Drug Concentration | Minimum Breakthrough Report No.
(mg/ml) Detection Time (min)

Arsenic Trioxide 1 >240 PN 149986C
Azacitidine (Vidaza) 25 >240 PN 149986C
Bendamustine 5 >240 PN 149986C
Bleomycin Sulfate 15 >240 PN 149986B
Bortezomib (Velcade) 1 >240 PN 149986A
Busulfan 6 >240 PN 149986B
Carboplatin 10 >240 PN 149986A
Carfilzomib 2 >240 PN 149986C
Carmustine 3.3 13.0 PN 149986G
Cladribine 1 >240 PN 149986C
Cetuximab 2 >240 PN 149986B
Chloroquine 50 >240 PN 149986D
Cisplatin 1 >240 PN 149986B

PN 172792A
Cyclophosphamide 20 >240 PN 149986A

PN 172792A
Cyclosporin A 100 >240 PN 149986B
Cytarabine 100 >240 PN 149986B
Dacarbazin 10 >240 PN 149986B

PN 172792A
Daunorubicin 5 >240 PN 149986B
Decitabine 5 >240 PN 149986C
Docetaxel 10 >240 PN 149986B
Doxorubicin HCI 2 >240 PN 149986B

PN 172792A
Epirubicin HCL (Ellence) 2 >240 PN 1499868B
Etoposide (Toposar) 20 >240 PN 149986A

PN 172792A
Fentanyl Citrate Injection | 100mcg/2ml >240 PN 149986C

% MEDIQ



Delaftale 1

Klinion Personal Protection

nitrilhandske, bla, ultra comfort, PF

Fludarabine 25 >240 PN 1499868B
Fluorouracil (5 Flu) 50 >240 PN 149986A
PN 172792A
Fulvestrant 50 >240 PN 149986C
Gemcitabine 38 >240 PN 149986A
Idarubicin 1 >240 PN 1499868B
Ifosfamide 50 >240 PN 172792A
Irinotecan 20 >240 PN 149986A
Mechlorethamine 1 >240 PN 149986E
Melphalan 5 >240 PN 149986B
Mesna 50 >240 PN 149986C
Methotrexate 25 >240 PN 149986B
Mitomycin C 0.5 >240 PN 149986B
Mitoxantrone 2 >240 PN 149986A
Mitoxantrone HCI 2 >240 PN 172792A
Oxaliplatin 2 >240 PN 149986A
Paclitaxel 6 >240 PN 149986A
PN 172792A
Paraplatin 10 >240 PN 1499868B
Pemetrexed 25 >240 PN 149986A
Raltitrexed 0.5 >240 PN 149986E
Retrovir 10 >240 PN 149986B
Rituximab 10 >240 PN 149986B
Temsirolimus 25 >240 PN 149986C
Thiotepa 10 46.2 PN 172792A
Topotecan 1 >240 PN 149986B
Triclosan 2 >240 PN 149986C
Trisenox 1 >240 PN 149986B
Vinblastine 1 >240 PN 149986C
Vincristine Sulfate 1 >240 PN 149986A
PN 172792A
Vinorelbine 10 >240 PN 149986C
Zoledronic Acid 0,8 >240 PN 149986C
ASTM F739 Standard Test Method for Permeation of Liquids and Gases
Minimum Breakthrough
Chemical CAS no Detection Time (min) Report No.
40% Acrylamide 79-06-1 133.3 PN 149986l
50% Benzalkonium 8001-54-5 >480 PN 149986I
Chloride
4% Chlorhexidine 18472-51-0 >480 PN 149986H
Gluconate
Cidex OPA Not available 66.7 PN 149986H
37% Hydrochloric Acid 7722-84-1 71.0 PN 149986I
30% Hydrogen Peroxide 7722-84-1 0 PN 149986H
99% Isopropy! Alcohol 67-63-0 27.0 PN 149986H
99% Methanol 67-56-1 0 PN 149986I
0.5% Silver Nitrate 7761-88-8 >480 PN 149986F
40% Sodium Hydroxide 1310-73-2 >480 PN 149986I
13% Sodium Hypochlorite | 7681-52-9 >480 PN 149986l
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EN ISO 374-1:2016 + A1:2018; Terminology and performance requirements for chemical risks

Minimum
i Permeation Breakthrough
Chemical CAS no Levels Detection Time Report No.
(min)
Ethanol 70% 64-17-5 Level1 10 7191305970-CHM23-TSL
Ethidium bromide 5% 1239-45-8 Level 6 > 480 CHM5225V8T7
1-Butanol 71-36-3 Level1 1 7191339577-CHM24-TSL
Acetic acid 10% 64-19-7 Level 3 106 CHMO034957523191
Chlorhexidone 18472-51-0 Level 6 >480 CHMO034957523191
digluconate 40%
Formalin 10% 50-00-0 Level 6 >480 CHMO034957523191
Glutaraldhyde 5% 11-30-8 Level 6 >480 CHMO034957523191
Glutaraldhyde 50% 11-30-8 Level 4 121-180 CHMO034957523191
Hydrochloric acid 36% 7647-01-0 Level 3 73 CHMO034957523191
Nitric Acid 36% 7697-37-2 Level 2 32 CHMO034957523191
Potassium hydroxide 1310-58-3 Level 6 >480 CHMO034957523191
30%
Sodium percarbonarte 15630-89-4 Level 5 318 CHMO034957523191
15%
Chemical listing: Raw Material Chemical Listing
Chemicals CAS NO.
Nitrile Butadiene Rubber (NBR) 9010-81-5
Zinc Dibutyl Dithiocarbamate (ZDBC) 136-23-2
Zinc dietyl dithiocabarmate (ZDEC) 14324-55-1
2-Napththalenesulfonic acid 36290-04-7
Sulphur (58) 7704-34-9
Zinc Oxide (ZnO) 1314-13-2
Titanium Dioxide (TiO2) 13463-67-7
Polymeric sterically hindered phenol 68610-51-5
Cl Pigment blue 15:1 147-14-8
Emballage og produktreference
Varenr. Beskrivelse Stgrrelse Indhold Ref.nr.
10032468 Klinion Personal Protection x-small /Eske & 200 stk. - 1035202
nitrilhandske, bla, ultra comfort, PF krt 4 10 aesker
10032469 Klinion Personal Protection Small /Eske & 200 stk. - 1035212
nitrilhandske, bla, ultra comfort, PF krt 3 10 aesker
10032470 Klinion Personal Protection Medium /Eske & 200 stk. - 1035222
nitrilhandske, bla, ultra comfort, PF krt 4 10 aesker
10032471 Klinion Personal Protection Large /Eske & 200 stk. - 1035232
nitrilhandske, bla, ultra comfort, PF krt 3 10 aesker
10032472 Klinion Personal Protection x-large /Eske & 180 stk. - 1035242
nitrilhandske, bld, ultra comfort, PF krt & 10 aesker
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