DIN EN I1SO 80369-1:2011-04 (E)

Small bore connectors for liquids and gases in healthcare applications - Part 1:
General requirements (ISO 8036 9-1:2010)

Contents Page
0T =T o 3
o X0 11T T o 5
1 £ o - PSS 7
2 Normative referenCes ... e 8
3 Terms and definitioNs ... 8
4 Materials used for SMALL-BORE CONNECTORS ..........ccooiiiiccemrr e 9
5 Requirements for SMALL-BORE CONNECTORS for specific APPLICATIONS ...........cccccueeet 10
5.1 SMALL-BORE CONNECTOR incompatibility .......ccccccoooimiiiioiiii e 10
5.2 BREATHING SYSTEMS and driving gases APPLICATIONS ... 10
5.3 Enteral and gastric APPLICATIONS ... sssesrs s s s s sss s sssse e e s e s ss s snmmn e e e nssnnsnnns 10
5.4 Urethral and urinary APPLICATIONS ... srsccssscr e s s s s sssssssssn e e e e s ss s mmnns e e ssssnssssnmnnns 10
5.5 Limb cuff inflation APPLICATIONS ... cciiiiccirrrrsere s s ssserssssssr e s s e s s ssne s sssssmn e sesssmnenssssnnes 10
5.6 Neuraxial APPLICATIONS ... iiiicererssssreessssseessssssssssssssne s sssssnessssssmnnsssssnsesssssnsesssssnnessssnnens 11
5.7 Intravascular or hypodermic APPLICATIONS ... s sssanes 1
5.8 Alternative SMALL-BORE CONNECTORS ........cccoiiiimirriserersssssnesssssnsssssssssensssssmessssssssesssssnsenas 11
6 Additional SMALL-BORE CONNECTOR APPLICATIONS ........imiicrrerrrceeerrsssneresssssne e ssssmneeeas 11
7 PROCEDURE to assess a proposed new design of SMALL-BORE CONNECTOR for
inclusion in this series of standards ... ——————— 12
71 =Y o = | 12
7.2 Proposal initiation ... 12
7.3 PROCEDURE to assess acceptability and NON-INTERCONNECTABLE characteristics ..... 12
7.31 9 1= T | o 12
7.3.2 Design realization ... —————— 12
7.3.3 Design VERIFICATION ........cccciiiiiierissssnesssssssesssssssessssssseesssssssessssnsessassnsessasansesssssnsessassnsssassnsessasans
7.3.4 Design validation ... ———— 13
7.4 D TS T o =TT 13
7.5 Subsequent parts of this series of standards .........ccccciriicccicri s ——— 13
Annex A (informative) Rationale ... e ss e nnn e e n e e nnnne
Annex B (normative) Mechanical tests for verifying NON-INTERCONNECTABLE characteristics ...... 17
Annex C (informative) APPLICATIONS of SMALL-BORE CONNECTORS .........ccccciiiemmmrrsceresssseressnnnes 18
Annex D (informative) Reference to the Essential Principles .........cccocciiiiiiininiincsns s 20
271 o] Lo - T o T/ 23
Terminology - Alphabetized index of defined terms ... 24



		2026-04-17T14:51:05+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




