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Membrane-based generation of water for injection (WFI)

Contents Page
[0 =TV o S iv
0 £ Yo 11T T ) o \'
1 S o o o - 1
2 NOIMALiVe FEFEIrENCES ......ooieeeieieeier e e e e e s e e e e s n e e e s me e e e me e e e s mn e e e s me e e nssnmnnnan 1
3 Terms,definitionsandabbreviatedterms ... ———————— 1
31 Terms and definitionNs ..o e 1
3.2 AbBDreviated tErmMS ... ..o s an 2
4 System DOUNAIIES .......occoiiiiiiii i 3
5 ==Y IR (= S 3
6 Process design for membrane-based WFI generation systems .........cccccvcmminiimninnisnnnnninnen, 3
6.1 7= T - N 3
6.2 [ LT T o 3 e L1 T 3 =S 4
6.3 Important design faCtors ..o 4
6.4 Examples of possible configurations of water technology stages in WFI generation
L5 =] 10 S 4
6.5 Primary microbial reduction unit operations ........cccccceicccirmiii s ——— 4
6.6 INSErUMENEAtION ... nn e e e e nan 5
7 RS T 10111 11 T o 5
71 7= T - N 5
7.2 Sanitization tYPes ....ccceeiiiiiii i —————————————— 5
8 L0 0§ 1= 1 o7 o) 6
9 Demonstrating performance of critical quality attributes ..........ccccoeeeemrer e 6
10 85T 134 11 o B S 6
11 System OPeration ... ———————————— 7
12 System MaIiNteNANCE ... —————— 7
13 0o 111 o N 7
14 Other CONSIAerations ..........occcccriiccrirrrrcrr e s mn e smn e s s smn e s s mn e e e e smne e e s amn e e e nmnenas 8
[ 271 o e | T o 1)V SR 9



		2026-05-11T17:20:03+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




