ISO 8362-5:2016-02 (E)

Injection containers and accessories - Part 5: Freeze drying closures for injection

vials

Contents Page
0T =T o iv
0 £ Yo 11T 3 T o O \'
1 S o o o - 1

2 Normative referenCes ... e 1

3 BT 4 3= 1 Lo Lo 1= 3 T 4 T Y 1

4 857 ¢ F= o T=3R= T Lo e 1144 1= 0 T3 1o o = S SRR 2
5 [ 1= T [ F= o TSRS 4
6 1 T 7= o - S 4
7 Performance reqUIre@mMents ..........ooo i 4
71 =TT o | N 4
7.2 Physical reqUIremMeNnts .........ccccoiiimmiiiisis s s 4
7.21 L = 0 TS 4
7.2.2 Penetrability ... 4
7.2.3 L= T 0 071 0122 1 oY o SRS 4
7.24 Self-sealing and aqueous solution tightness ..o 5

7.2.5 Aqueous solution tightness ... —————————— 5
7.2.6 ReSiStance t0 ageiNg .....cccccciiiiiiiiiiinii i 5
7.2.7 ReSIAUAl MOISTUIE ......ooiiiiiiire e s s mnn e e e s s e s nmr e e e e e s s s mnmnnnes 5
7.3 Chemical requUIremMeNts ... —————— 5
7.4 Biological requiremMents .........cccccimiiiiiimii s ———————— 5
7.5 Particulate contamination requirements .......... . —————— 5

8 0= 011 | 1] 3T RS 5
Annex A (informative) Determination of MOIStUre ..........cccoerocirirrccn e e e 6

571 o e [ =T ] 4 7/ SR 9



		2026-06-24T05:47:33+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




