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FEEER(M’)  EEE)  EERE(M) R (/m’)
JL—F 05um Ltk 0.5pm ELE JL—F  05~5um >5um JL—FK 0.5um
A:BfEE 3,530 _ 3,530 | A B 3,500 0 M35: 2352100 3,530
B : B 3,530 353,000 [ B : 3,500 0 M5.5: 45X 10,000 353,000
C: " 353,000 3,530,000 | C : 350,000 2,000 M 6.5 : 25 X 100,000 3,530,000
D: 3,530,000 {EEMAEIZELS | D : 3,500,000 20,000
FDA ERREEAH A FS5 4 2(2004) EU-GMP : Annex I (2003)
{ESKBE(/m’) SEMEE B (m’) fEEB(m)
JL—FK e 0.5um | ¥ L—F 0.5um Sum 0.5um . Sum
100 3,520 | A : BFE 3,500 1 3,500 1
1,000 35200 | B : EBE 3,500 1 350,000 - 2,000
10,000 352,000 [ ¢ . 350,000 2,000 3,500,000 20,000
100,000 3,520,000 | p . 3,500,000 20,000 {EEMEEICED  {EEMEEICLS
BHRERCET REMMER 1T EE
B4&£HEBEPEHE)
- EFER(M’)  EEE(n)
JL—F 0.5 BlE 0.5um BLE
A :(ISO5) 3,530 3,530
B:(dSO7) 3,530 . 353,000
C : (ISO8) 353,000 3,530,000
D: 3,530,000 {EERREIZLS

SEAFRET : ERBREF TR L TL I BEHSLELY,
R B RERBHIREDOEEZRETHEILTWLS, EEE@VE%AE%N’!E%LTL\ZD

2. BRNEREEEZHIEEE (FFEH)
P 515 WE (2006.04) - SEWEE | WHO-GMP 4 K54 > (2002) | USP28, Gen. Inf. (1116) (2005)

JL—FK (cfum?®) | HL—F (cfum®) | TL—F ' (cfiym®)
A <1 A <3({M35:95X100 <3
B 10 B 10{ M55: 235X 10,000 . <20
C 100 C 100 | M 6.5 : 2 5 X 100,000 <100
D 200 D 200

FDA SRERERFIH A K5 1 2 (2004) EU-GMP : Annex 1(2003) =~ | SEEIBMERICEIT 2 IREHCER 17

EEFBFEEHE) -
JL—F (cfm’®) | ¥ L—F (cfm®) : EHE | HL—F (cfu/m)
100 <1 A <1 A <1
1,000 » 7 B 10 B 10
10,000 10 Cc 100 c 100
100,000 - 100 D 200
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