ISO 15759:2005-04 (E)

Medical infusion equipment - Plastics caps with inserted elastomeric liner for
containers manufactured by the blow-fill-seal (B FS) process

Contents Page
0T =T o iv
o X0 11T T o v
1 £ o - PSS 1

2 Normative referenCes ... e 1

3 Dimensions and designation ... ———————— 2
3.1 Plastics cap for attachment by welding technique (Form A) ........ccocoiniimmiieseeen 2
3.2 Plastics cap for attachment by collar technique (Form B) ........ccccciiiinniiiinnsnnsre e, 3
3.3 L= =3 o 1 = 2 T = 4
4 (V=Y £ g E=TE=30 {eT o= o 3= Lo I T =] SR 4
5 Plastics cap -- Physical requirements and testing ..........ccccciiiiiiii e 5
5.1 Leak-resistance test ... ————— 5
5.2 OPENING FOICE ...eiiiiieiiiiirr i 5
6 Liner -- Physical requirements and testing ..........ccccccvcmminiini s 5
6.1 General reqUIrEMENTS ........ooiiiiiiiiiir i mn e e e s e e mmm e e e e e s e a s e mnne s eenn s nnnns 5
6.2 L F= 1o [ 1= == 5
6.3 Fragmentation (COMNG) .....cccciiiiiiiiriiiiii s s an s 5
6.4 Penetration fOrCe ...t 5
6.5 Dynamic spike-retention capability ... ————— 5
6.6 Static spike-retention capability of the liner and leak resistance of the piercing area ........... 5
6.7 ReSalabIility ......ccccciiiiiiiiiiiiiir i ———————————— 5
7 Plastics cap -- Chemical requirements and testing .........ccccccmriiiicccscmrnn s 5
8 Liner -- Chemical requirements and testing ........ccccococcminniiminni 6
9 Biological requirements for plastics cap and liner ... 6
10 = T2 = T | ' 6
1 £ o - T [ PSS 6
12 1= ] 6
Annex A (normative) Leak-resistance test ...........ccccoiniiiimini i —————— 7
Annex B (normative) Opening force needed to expose the piercing area .........cccocevceriniiinncinnnnen, 8
Annex C (normative) Fragmentation (COriNg) ........cccovviuimminniemmni e 9
Annex D (normative) Penetration fOrce ... e ssr e 10
Annex E (normative) Dynamic spike retention capability ........cccccoiiiiiiiismimni e 12



Annex F (normative) Static spike-retention capability of the liner and leak resistance of the

(=T o7 4T =T =T 13
Annex G (normative) Resealability ..........ccccciiiiiiiisiir i ————————— 14
Annex H (normative) Holding device for elastomeric liner .........ccccovvciiiiciciniinr s 15
Annex | (normative) Reference SPIke ......ccccccciiriiiiicccieeiriri s ccsssrr s sssn s s s smne e e e e s s s sme e e e e e e s nnnn 16
=1 o7 [0 Yo | = T o 17/ 17



		2026-06-13T01:11:50+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




