SLOVENSKI STANDARD
SIST EN 455-5:2025

Ol1l-oktober-2025

Medicinske rokavice za enkratno uporabo - 5. del: Izlo¢ljivi kemic¢ni ostanki

Medical gloves for single use - Part 5: Extractable chemical residues

Medizinische Handschuhe zum einmaligen Gebrauch - Teil 5: Extrahierbare chemische
Ruckstande

Gants médicaux non réutilisables - Partie 5: Résidus de substances chimiques
extractibles

Ta slovenski standard je istoveten z: EN 455-5:2025

ICS:
11.140 Oprema bolnisnic Hospital equipment
SIST EN 455-5:2025 en,fr,de

2003-01.Slovenski institut za standardizacijo. RazmnoZevanje celote ali delov tega standarda ni dovoljeno.



SI ST EN 455-5: 2025

iTeh Standards
(https://standards.iteh.ai)
Document Preview

SIST EN 455-5:2025
https://standards.iteh.ai/catalog/standards/sist/c8c254af-bc0a-451a-b58a-f24b80al0d2e/sist-en-455-5-2025




EUROPEAN STANDARD EN 455-5
NORME EUROPEENNE
EUROPAISCHE NORM August 2025

ICS 11.140

English Version

Medical gloves for single use - Part 5: Extractable chemical
residues

Gants médicaux non réutilisables - Partie 5 : Résidus de Medizinische Handschuhe zum einmaligen Gebrauch -
substances chimiques extractibles Teil 5: Extrahierbare chemische Riickstdnde

This European Standard was approved by CEN on 30 June 2025.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this
European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references
concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN
member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by
translation under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management
Centre has the same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,
Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Ttirkiye and
United Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2025 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN 455-5:2025 E
worldwide for CEN national Members.



EN 455-5:2025 (E)

Contents Page
EUTOPEAN fOT@WOTIA ...cviiiiieseieiassssssssssssssssssssssssssssassssssssssssssssssssssssasssasassssssssssssssssssssasasssassnsn s s s sssesssmsssasasassssnsnsnssssasans 3
0000010 L1 o 0 4
1 R0 5
2 (00 0 00 B T Q=) ) (=) 4 U X 5
3 Terms and defiNitions ... —————————————————————— 5
4 TESE METNOAS ... e SRR AR SRR R AR AR R e e e e RS 6
4.1 L) 1 1) | 6
4.2 Extraction and assay methods ... 7
5 BT o ] 0 0 7
Annex A (normative) Outline method for the determination of simulated-use extractable
chemicals in medical GlOVeS.....conn s ———————————————— 8
Annex B (informative) Analysis of chemical residues by high performance liquid
chromatography (HPLC), Method 1 ... sssssssssssssssssasasssssssss 12
Annex C (informative) Analysis of chemical residues by high performance liquid
chromatography (HPLC), Method 2 ... sssssssssssssssssssssass 14
AnnexD (informative) Analysis of chemical residues by high performance liquid
chromatography (HPLC), Method 3 ... sssssssssssssssssasasassssas 16
Annex E (informative) Known contact allergens in medical gloves........ccconnsrsnsssnnnnnsssssmsssmsnsasasanans 18
Annex F (informative) Rationale ... sssssssssassssssssssssssssssssssssssasasasasass 20
13310) 10 2 021 1] 172, 23



