ISO 8871-1:2003-10 (E)

Elastomeric parts for parenterals and for devices for pharmaceutical use - Part 1:
Extractables in aqueous autoclavates

Contents Page
[0 =3 T o o iv
L) oo LU T3 T \'
1 £ o - PSS 1

2 Normative refer@nCes ... —————— 1

3 ClasSifiCation ..o —————————————— 2
4 L= o LT =Y 4 =T o 2
5 £ T2 T 1] o115 T PSP 2
6 Apparatus and reageNtS .........cccccccccrciiiisissssssssssssssssss s s s s s s s s nnnnn 3
7 Preparation of test SOIULIONS ... e 4
Annex A (normative) Appearance of Solution ... —————— 5
Annex B (normative) Acidity or alkalinity ........cccccccminii e ——————— 9
Annex C (normative) AbSOrbancCe ... —————— 10
Annex D (normative) Reducing SUDSLANCES .........ccccceiiiiiiiiiccceerrrre s ssssse s s s e s s sssne e e s e s s smnen e snnnnn 1

Annex E (normative) Extractable heavy metals ... 12
Annex F (normative) Extractable ZiNC ... s 14
Annex G (normative) Extractable ammonia ........ccccciiiini e ——— 15
Annex H (normative) Residue on evaporation ...........ccccoiimmiimses s 16
Annex | (normative) Volatile SUlfides .........ccccciiiiiiciciiiii e e e s s 17
Annex J (informative) CONAUCEIVILY .......ccccciemiiiiiicc s ssne e e s mmnn e e eesnnnnn 18
=1 o7 [T Yo | = T o 17/ 19



		2026-04-27T07:57:09+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




