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T4 k&R ¢ Waiver of In Vivo Bioavailability and Bioequivalence Studies for
Immediate-Release Solid Oral Dosage Forms Based on a Biopharmaceutics
Classification System. DRAFT GUIDANCE
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1. Z R AR 2 5 FH ML 8 K P (BCS)2 %% = 4~ (drug
substance) & &yRAfER B KT Fa 4 B HEA S A BT A
ViR e 7 4N 42 5 (drug product)iE {7 2 3 Sk o

2. REBPBERFBEROERH EFFR G 1-75> {375 1-68-
% 7 % 4 (high permeabihty) T E R G ANWEFE T TR % (mass
balance study)ip| T jc £ G4 ¥ * F>00% > A 2>85% o
I AT E A (Attachment A) > # model drugs = 7 i it # & % high
permeability (fa> 85%) -~ moderate permeability (fa=50~84%) -~ low
permeability (fa<50%) ~ zero permeability ~ % efflux substrates -

4, BHF A FUEERRER A D <900 ml *F <500 ml g dpiE iR
tq;t basket 100 rpm fr paddle 50 rpm » i &g 315 i dipE G @ 52
d ¥ 4’%2-)» paddle 75 rpm o

5. ZERF i 30 A4 ip 11>85% 1 n chE A A 5 PeiE B 3 (rapidly
dlssolvmg) BU ST RTHE B 15 A 3 I >85% R T A A A f G 2R
- 7% #x(very rapidly dissolving) -

6. m-EATRRLBEMESL EBCSclass | (B3R frs 754 )F
AP R M R RS 2 AR ¥ iR sk (biowaiver)o & St  ATHE < 1 F
AR A BCS class Il (BiafaRfrits E4)r #5224 i3
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http://www.fda.gov/downloads/Drugs/Guidances/ucm070246.pdf
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—‘ﬁ ol FRRALH M T B 4 F e e B 8 H < 7]t BCSclass I
F & if * biowaiver » H jp|3& % &.(test dru g roduct) &A% | & JF 82 ¥4 R
#Z .40 F (must be the same qualitative) » ®* 7 & & 2% 4p 7 (should be
very similar quantitative) -

7. Fix dose combination 7= ¥ ¥ - biowaiver » e F { & 15 Bt S A ¢
Boerif i o v s fez B 4o TARA T ARG K3l Kk o

m>"3

RegMed 2015 Vol. 57 18



