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4% B2 48 % 14 3R 5% (Bioequivalence study) % FJ bAsE 30404 Bl f g 2
BAAER(H R L BRRRBFBAREMEATREZEEHME
BEFAZ— R ABAELRBRTAARRRY & F—%
M RERAG 2L BRI R R EEARPIT AR ERSR B
ERABRREN LETABEHEZF R LARELARRADS
Boyg T BAERLAERAEHRS CE LW Bpa st
ZEBERET THGHFOR EALREANS LT/ F MR
SRz s o BRLEMERTEMN S BER A (Biopharmaceutical
Classification System, BCS)& ¥ 2 £ 5 # 4] " BCS-based biowaiver |
Bp By b — R -

BCS 4123 8 8] X s 4 7KiE#2 Z (aqueous solubility) & H #rid
&) % i% M (intestinal permeability)Z #H &M 3 k> THBE L X R
S Class I (B » S EGEM)  Class I (BRI E > HEEM)
Class Il (& a2 ~ AR F M)A Class IV (AR » REHE M )HEw
KEA - E BCSEA 04 FRMEM 8RR BB A H E ot
EHAOREFERAEHNEBNZRERERBETHE—HEMK
FRAERIE o o 2B BCS Class [ 2 {A » B A S A& 4514 -
TSGR AMEFLFTHE AR EH RN SR ESEH
RAEBEXRYBNZELE » B 5T ik a g (rapid dissolution)ss -
BPT R R ERARE R(H B AEM A RIGE R REZE ML #7
F B &R AR 49 BCS Class L { & f 2 4 & K 7 3 448 H 8K
BARESHEERDRKZBRAEH S SR F aR R ERRE
saAa el 0 Bk R JEF Hr ik 25 8k (very rapid dissolution) ey 4k FRT 3
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B EE > THRAANABBITEBME KB Z LR -
AZHREFRAES RABNELEAFLREELRD E4EHN
AR 0 £ 50 R4 @8 (WHO) - £ B &% #m B EA5(US
FDA) & & % & % 32 B (EMA)Z R M A H T A FHHE5] - 2435
Beg Rt~ e AR BRARERFELSBRAREY MR £
% b (BCS-based biowaiver) | B2 £ R F A T > ¥ FH174F
FLATE B SR AT RS2 B RRARE -
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(—) & = 34 518 BCS Class I & Class Il B4 TF fléktb2—3%
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2.98 £ 6 B 15 a#rEEFE 0980360874 kA7 7| 4 B
IH o

3. AR 1Az BT HEL AL ERTZMELI/ARE -

3t AR L 9498 BCS Class T 28 ITT 68 » 2 # 32 5 5/ # T it BCS
Class [ 2 ITT 2 43 Ji AL & MET | A 2 4 4% BCS Class [ & Il
2z gabE 0 KW Tk BCS Class T 49 B AR & #IE -

()b B KR B B R B & % e P R A o5 ] (Tmax) #8 5 43
Bl (4o ek BREE A & - ERAMEE) A A BCS-based
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(CHEMNEBRIREHERERR

| ZEAE R & B8 ik % B 2 (highest strength)f2 37°C 2
B A 8 E (pH 1.0-6.8) K M4 % (aqueous media)
BRPITRDER - L2EMATER ZHRBEHARE AR
7 250mL e

2. B E AR LERER BN ED 38 pHAE T fr(pH
BHE A 1.0-68 21 ZAEAPH12 45 R 6.8) - HERS
pKa %72 pH 1.0-6.8 2 B » % fE54 o) 45 9% pKa {8 F 2 3
TR o

3. 18 pHE £ VEHST 3 KRR » BiwA % LaT4 254 pH
BB B — 5 -

4, B E o R pHL.0-6.8 4k b 43 K 22 & M (chemically
stable) & /0 24 /5% o

5. BEAERBRANAHTFHERE RETREE > T A

BRI o
(S)HA EHS A BCS Class [ 5 - ARRKAHF BN TR

L BFERERARERHZERTNARNRUAEEFNRAR
85% o

2. HFEMZREFETRANDARBITZRHE AT R R
%% (absolute bioavailability study) = & & % #7 3 & (mass
balanced study) -

3. B 986 15 a#F 8% 0980360874 5% & Fn 5| 4 4 B %
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(S)EBMEHLFIR BCS Class 14 » FHAARYRBZEREY
BRAFEFRRKRBBBRE  LRERESEAL(250); 8

BMERSFB BCS Class I & > P HLAANBLZEREIY
BAGIERRBEBES -

1. Jk % Meig JR 8k (very rapid dissolution)z & & % » £ — E 2 8%
T BETHA IS 54miED 85% A L2 ERE R -

2. Mg #E(rapid dissolution)z & & & - £ — & ZIEBEMRET 0
B LA 4 30 g B 85% A Lz s g o

3. BTAR ¥ RS B A ~ IREERAF R R Z R A E (o m sk 2 pH
M RAREE S AR BAEHEE)ELRELARTA
REABMENERBENZMAE  ETRMIEHERLEREP
HE(GEHRAMIEMMLE -

4, AT L EE R dh 4R EL B R A2 35 7 basket 100 rpm g%, paddie 50
rpm ~ A A AR 900mL 2 ARM T AT o BRI B R 49 A AF
FHEME L4 05> 10~ 1520 30 & 45 n4arff g -

5. RERGGAE R JE Ju AAEAT T g 7E M4 B (surfactants) o

() HA AT ER BB ABEE RSB -

I WM EHLFE BCS Class I 5 AR ARV AIBARAE L
TRLAER @R BAEQATRERRAR) -

2. $ME RS T/ BCS Class I # » A74E R BRI A 48 08 28t
B8 548 ] (qualitatively the same) » B -4-¥ 48/ (quantitatively




similar) = ¥ ¥ &R RH B B2 R Bl (core RPN ERFLH
PR RERATERMAR  FRAESEBM 0 TERFIZHN
B (R &F BRBE) AP EERSRILFT
RFIALE

BT B A BHBRZSET Y
B(wiw%) £ KR4
BB (Filler) 5.0
B 8 (Disintegrant)
Starch 3.0
Others 1.0
%44 (Binder) 0.5
75 #(Lubricant)
Ca. or Mg, Stearate 0.25
Others 1.0
% & A1(Glidant)
Talc 1.0
Others 0.1

3. A ERMEERBUHH ERSBREZBE - ZHATHE
BEELRERSZAEBT A RZ MM BT Hlhe sorbitol -
mannitol + sodium lauryl sulfate , & 4 5% & 7& M ] (surfactants)
FoABRMBARASERAHBLREME -
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. Multisource (Generic) Pharmaceutical Products: Guidelines on

Registration Requirements to Establish Interchangeability. (20135)
WHO Technical Report Series, No.937 Annex7, p.169-184

. General Note on Biopharmaceutics Classification System
(BCS)-Based Biowaiver Applications. (2014) WHO
Prequalification Team- Medicine Guidance Document, p.1-6

. Waiver of In Vivo Bioavailabilty and Bioequivalence Studies for

Immediate-Release Solid Oral Dosage Forms Based on a
Biopharmaceutics Classification Svstem (Draft, 2015) US FDA
Guidance for Industry, p.1-14

. Dissolution Testing and Specification Criteria for

Immediate-Release Solid Oral Dosage Forms Containing

Biopharmaceutics Classification System Class 1 and 3 Drugs
(Draft, 2015) US FDA Guidance for Industry, p1-9

. Guideline on the Investigation of Bioequivalence (2010) EMA,
p.25-27
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