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XHRIE CPAGEN SO ST b A2 2Pl

(AESYNLNGRYES iR ks Z Sz sV | DA LS S e 5 )

1 ER 9 BE 2y i bt AT LEBARADLYEAHOG )
A% (RIS —)

FEXRERAREEEELRT 2016 4 3 A &M T LA
B F 5L SN F 06 25 AMRAE S
BT RBAERFENY , ZHFENER: S TL2HA4C
FRERBIR (e, EBER: Ao, ARSI e
Fe Z2%RFA. 2BRES) , TUEAFHFE L (&
FAEVUAREAE) WAREDFRERLER, XAKI)
PN T B R E AN REN SRR K. BFIT
WHEAFE: 1) ZAAEFFEAF pH AT RINE 2
R 2) & HLAE 1 ] B 4007 b Bl AR L. e AL Ee 19 AR
FEUTHME: 1) A EAAEZ 8 BT A & M Ao e vE 4
4 BBl AE AL, 2) X iE ey 254 (R 25 22 050+ BT o
EE WK ): OFEAEH R E ' — 2 E 7121 10%);
@B MM AE W AEE A, OMAEN T ERBLRER

TEMA S EUR —ANHEANEE L 0 EREA.
HEFH AL HATHR AN T L, BRFALRER, &5
R, ATz 3 = RN o o <AL T7 b B AR AL B A K 1]
FRAAT R

—\ “AEHE” B HEKTIE?
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B AR BRI EAEE BE HAEH
Lt .

—\ “4ApkELBIFE e an TR AR ?

B TR RS <4 R BB AE AR HE DL 2L OF
5] A2 ] BT A v 0 A R T M4 4R L T A R, @
5] A 2 18] e 7 3V i kg 7 M R B R AR R, B
L G % UNE- 2 B N CE - SA R Y oy
THBELE (B LR HFH T ERRHEAETEN (K
A7)0 HORHR =R E By R R I R B YO | AL
22 JA] I 7E Pk B A TE PR B BB AR DL, A IE A B IE B
%o RLEREER LT M TR E, ST LAY
H#HATEE . ©

TR B <4 Bt B AR LB DL T 2 O [/ AL
2 18] B A AE E M Rk 5 TE M R B H ) AR R @F
MG 2 8] 4F VE P i 5 TE T o 1 BB R A R, dn i
ANHIE R, DAL G =AM, 5 &6 298l
BIAEE L. VP A AT RN AT R,

=\ TR AR AT I 2

T VE M 2 AR VE M Rk BB B AR A R 2
Wi, dm, VEPER IR EE G AR A A Bk L <500
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M. NEIMEZEHEE MR TR TR A T E?
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g FEEARREERSIMHE T DT, LAF
ST o SR 0 | Y Rt Y v 2 g A N
1B AE TE T R e e TR B AT W AL, RN AL
FEg 2B S, YA EEE R AME L T e, EE
e B B 2R AW B RL A AR 0B M R R A B e L A,

B, BEARSf

(—) i 1:

BRI

API 20 6.7 10 6.7

ERA 1 187 62.3 93.5 62.3
ERA 2 60 20 30 20
E A 3 15 5 7.5 5
A8 5 12 4 6 4
Rl 6 2 3 2
FYEE 300 100 150 100

7l 1 = 20mg #M.A4& A BE M A% . L & # % 89 10mg #,
-5 BE ML HY B8 & Ve Fu R Vs A - Ak ] B 2 AR R
J& T B R [5) A 2 18] B 7 o W o v M 2E 4 2R L
Pl 2R, %46 BEHAFRAFEEMERMEEXK, H
A HLAE R FU A ] pH AT P AR S8 S o 2 A8 LAY B 4 4
, FTLL% %, 10mg #4589 BE X%,

(Z) fl2: BRI 2
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API 10 6.7 5 6.7

il 120 80 58.5 78
E A 2 9 6 6 8
LRl 9 6 45 6
Rl 2 1.3 1 13

FYEE 150 100 75 100

] 2 # 10mg #As A BE #Ak. BLHIE % Smg MASTE
BE MLtk A7 S thga /Ny diat B, EETHEEA 1. HREA 2
W . A 4 E 7R, i+ 5Smg MRS BE ALASH3E
ZA 1 ZAEE 80%-78%=2%, HEFF 2 TAEE 8%-
6%=2%, H LA K TNEE 4%, NTF (B EwhFeh Rz
FEEFREAEZENY (K47) WRAET BRI
TERFHRE ($0%) W, B 5mg AR T8 B H A
B A 2 18] BT 7 A 0 1 0 An 7 e R AR B R AR A T 8
. %4 BE ABHIATEEMEREENR, HEBIHEFA
EKEpHﬁE*%%%&@&ﬁ@%m&%ﬁ,Wu%%
BE &40

(=) 5)3: R

41.67 41.67 41.67
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ERMA 1
HRA 1
E R/ 2
JE R A
FE
BREBMA 1
BRIERMA 2
BRAEE

il 3 1 200mg #A& A BE MA%. #L#iE &% 50mg.
150mg A% 5 BE LA By Fir 7 7 1t Aol v T 4 4

48

120

100

12

480

1.2

0.12

481.32

10

25

20.83

2.5

100

36

90

75

9

360

0.9

0.09

360.99

10

25

20.83

2.5

100

12

30

25

120

0.3

0.03

120.33

2R T

10

25

20.83

2.5

100

AME, BT R B AR 2 (8] B A 7 T AR R AL
AR E”, %4 BE LA 7 £

-4 Rk L 5T
g;ﬁa

() Bl 4. Hid

F7 3 (EEMa4)

TE A %
BN H R 5 BE $I A B2 REAE, BRI
5 BE MAETE = AF pH AT o Ao E i iy S AR L B BT 4R 5%
P, FDLE % 50mg. 150mg #AEH BE i .

API 15 3.75 10 2.5

A 1
A 2
FA AR
I R A

AYEE

289

80

12

400

72.25

20

100

294

80

12

400

73.5

20

100
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] 4 # 156mg 454 BE Ak, #W1F % %45 10mg A
15 BE MLAGAE t, RS RN BT S EE 3N T
5%, B TEEtEm. TRARNRNEE &% 28
HRAME R AEEEA D, ABENRER B BREELS
BB UEE AR E LI, &6 BE AEH AT EW
EREER, BB BB A AESE pH A FARINE L 2
L BT R A, T LS % 10mg AL 89 BE 2.
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1 . Guidance on the Investigation of Bioequivalence.
European Medicines Agency. Janunary 2010.

2. 820.22 Criteria for waiver of evidence of in vivo
bioavailability or bioequivalence.

3. Bioavailability Studies Submitted in NDAs or INDs —
General Considerations Guidance for Industry ( Draft Guidance ).
FDA February 2019.

4. SUPAC-IR: Immediate-Release Solid Oral Dosage Forms:
Scale-Up  and  Post-Approval  Changes:  Chemistry,
Manufacturing and Controls, In Vitro Dissolution Testing, and In
Vivo Bioequivalence Documentation (1) 11/30/1995

5. SUPAC-MR: Modified Release Solid Oral Dosage Forms:
Scale-Up and Postapproval Changes: Chemistry, Manufacturing,

and Controls, In Vitro Dissolution Testing, and In Vivo
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Bioequivalence Documentation (1) 10/6/1997
6. Bioequivalence Studies with Pharmacokinetic Endpoints
for Drugs Submitted Under an ANDA ( Draft Guidance ) . FDA
December 2013.
7. Guidance for Industry: Bioavailability and Bioequivalence
Studies Submitted in NDAs or INDs —General Considerations
( Draft Guidance ) . FDA March 2014,
8. (T L fbF 24 i & AT o8 o SR 18 =7 R U (AT ) D
2021 4F 2 H
9. Bioequivalence Studies With Pharmacokinetic Endpoints
for Drugs Submitted Under an ANDA Guidance for Industry
( Draft Guidance ) . FDA August 2021.



