WSl ol gl e T PSR S DI S i
B GAAT)) I e semig

2022 4E 11 H



B X2 & TR s 2021 F 2 A& T
(B ERF2 R R EMRREATEFEN (AT, A
O REARRIF G L2 MG F R ERHHFHTLEANE A
B Bt B R, AR E IR AT R E AR
E.AFRERBAMANRE, REAFTIZHERRE.
PERE, REAF MG, REAFME, LERNFAR
BHA B BERL BT, R B AE R R R K R R M Y R B
AL W%, HAEE., REAEES S — 5,
H A EE KT BRI, WA HARIEHE R KR
HGEATHE. HESHBERALHATHFTERR, A—H
AER, FZEFREN FEH SN RRITHRE. BERE
KA T RN ZE T EH & TN, N5E AT,
A48 3 R N KA 7 5 KA AT, R E R
AEXTAMARF R RRZRELRENERE AT LT H
24, REBNFFEMXNEEFEN (20, ICHMI %),
VE AT R o M A T ok N 7E R M b T AT T R
IR 5. AL b A B e o AR AR 0 B T A AR O R
AT, HiE AESHAT R ER, FHATHELOHRT, W
EEBENBM T iE, KEERET LW Am, nHEEHE
Wik, Wt —FRE,
=\ TiBORREAHIFIN S L ih ki



1A 50 d 20 4] 6 4%

RUSAERER Z @RS X EWAHFRARRERRK
(fnlle R B . BE #hat HoAt A M ok ) #EAT X LA 5L

2. WA Ao T

FWEDAE=ZMEE AN F(0.1mol/L 2 B = pH1.2 T8 .
pH4.5 Z i . pH6.8 i ) FHATH 5T . WAnEN T (5
EMARERT FAB) 5L LR, T AR A
B AT K. T EME T pH ER B AN A,
RELFHEAEE LM pH BB AN F#ATHFE. BHEAR
HYBL AN S (Bl 0 AR B R R R e BN 3 3 R
Y #47. EUFRENPF R D EREERR, RF
BT, ARG FEVR R EE SR, FRET
e T UE A B R AR, FRATAVE IR . A
REHE AN, TERIATEDFRETR.

3B R RE T

BWRRAEE, BENESH 100 5, RRE, HEXR
T 50 4. i KiEE e 50 A E B E L R EIERK
BL, AR EEG 0 100 %, WA T RIE, BHH
JEAE R ol 7 ik (9l 4m, A F VPR 6 st HoAh 3 L 5 ik ) ARk
WRBPLFF R, mEELSTNREER. ELFENRY
IR RS LB, BRARENFUIN, ER R AW
PR,



4B ROER., BE. FRRESLMER

B AT ARTR KA 900ml 2 B A (2P A A
PRVl BT SR B AR ), AR 37 £0.5C, BRE
il 0 B E D 12 MR A

5.V B 2 EL AT MR I B 2 A o AT S AR B
W w2 T EL A T

ZIRFEAR MR, AR K24 M B AR oM i o 4T i
AR, d g% I W1 55 RAX G R 25 o e P A R ST A K
S#l A AT LY Rk (do: St B 5 &Pk e 7 7 2
ARG AT A2 ), W VT DLFEAR R ) & T 34T th & XT b
(4w, XA 2k Smg M5 1 5 10mg AAEZEAT A ).

6.7t th 2 BURE . An T 8 4 DA R HY oy AR 0L e S AT 3T
|

HWSH 0 HRE AR A AR5 BOK 8 B R )
FATHE 5

(1) BAER S NERAHEN AT EENE
T Bt AT, WA LB B R .
HWEAHNRKENBAEL, 0: & 5. 10, 15. 20, 30. 45.
60. 90. 120 7 #p BAF (VARG 7~ AR ), SRA
o 3 B B ] PR EURE, R 2 90% DA B3k B9
HFe (BHTPERRES - N HESEER A HELE
T EA AT 5%, tniE Aﬁ@£&£g%§3%ﬁ%&:



8] ). ZEX 15 25 RO Ao v o BORE e [B] O o6 0 B BURF &2,
AR 2 A N BURE AT 10 4.

(2) VHE i S W AR DL 38 R R BT A B UM
BWHAATIHH, FEREEE (Flr, B —NEHEEHE
WA FE E A AR, FREFEITTEMANENER,
FHIIER G,

LR AR AR AR B B AR L Rt B AR R, 29
B AT 85% BUME R 2 & B B R oA A — A, B
g AT — MR R B A 85% Bk Bl e s,
it H B E B S 838, & — A BUE R A AT
1 22 A5 AT 20%, Hoor B ] 5 VA B A X AT R E AR
AT 10%; R A0S B A 15 290 5 H B 35>85%
B, FOAN A AL, TEHAT 2 A

LAk A 2 U A ATV R £ AT e JE AR AR
BAEME TR E R, THEXAFERERH L REER
X &% . f2bootstrap 7. AR FEF 7 iE T EAE, B
AN E L,

=\ ZEREHIF R A GIF A SR

PRI AR A R B A B, R BN SE B
L@ o R E R BIR E R 5 BAR VIR T vk, RS AT A
RIATH AR

Fp 4R 0 B v B SR 0. 1mol /L 3R BR 2 pHI. 2



HER T HE 2 /NE, )G FAE pHO.8 B T HF R AMB K
. B, TEWHERE pHAS MR P B HER. Air
BTG L LN TR, T8 AR E AR R i &
5

B A A TEZEBH R, 2B RERENBUHEA,
W 1. 20 A/NEBURE (B0 R ARGE 7 A5 M 2 1 O B
B 4/NEEJE IR IR 2 /N B BURE, 3R R o E A B A ]
BEE, HEEAMBH 0% LK AR BELTE.

T REEI A, WA 0. Imol/L B pHl. 2 B+
2 NEE, FEEW R 5. 100 15. 20, 30, 45. 60. 90,
120 Z2h BURE (2 PUIRIE = i A2 8 ), SR Hofih & H Y
o Je] ] PR U, HE 2GR 80% L AR EE T 4.

9. &E3ZaK

LERAG R EBEEERHGRFITHO (O ETFEH R
2 BRSO AR 2 N (IRAT )Y (2021 2 A1)

DERA RGBS BEEEEE (@ O AR E R R
B & E 5 thBag 3 E U Y (2016 43 A)

BERERGENEBEEHLER CULHAFSH A ST
MABF L F 259 0 R 25 AR A S R M R BR 38 7 R
» (2016 43 A )

AERERAREBEEELR CARENERER S
S SN (2016 45 A )

N

N



SERXRERAGRNEEHELR L@ o RE KRS A 5
FOR B 5N $8 - B (2015 4F 2 A)

6CEXEmA R EEEHERE (T LW HFEH &
H RS F RN (—)» (2008 4 1 )

TEXRERA R EEEER (FH0 0 REBH R 2
FHE R BONE 2 Y (2007 45 10 A )

8.ICH M9 J 5] 4

9.EMA £ X 5 3 R

(1) Guidelines on the details of the various categories of

N

St

R EH

variations, on the operation of the procedures laid down in
Chapters II, IIa, IIT and IV of Commission Regulation (EC) No
1234/2008 of 24 November 2008 concerning the examination of
variations to the terms of marketing authorisations for medicinal
products for human use and veterinary medicinal products and on

the documentation to be submitted pursuant to those procedures
(2) Guidelines on the investigation of bioequivalence
(3) Reflection paper on the dissolution specification for

generic solid oral immediate release products with systemic

action

10.FDA # <38 5 FE N
(1) SUPAC IR.1995
(2) SUPAC MR.1997



(3) Waiver of In Vivo Bioavailability and Bioequivalence

Studies for Immediate-Release Solid Oral Dosage Forms Based
on a Biopharmaceutics Classification System Guidance for

Industry. December 2017
(4) Guidance for Industry Bioequivalence Studies with

Pharmacokinetic Endpoints for Drugs Submitted Under an

ANDA.2013-12-04
( 5 ) Bioequivalence Studies With Pharmacokinetic

Endpoints for Drugs Submitted Under an ANDA Guidance for
Industry. 2013

( 6 ) Bioequivalence Studies With Pharmacokinetic

Endpoints for Drugs Submitted Under an ANDA Guidance for
Industry. 2021

11.WHOH X 48 7 &

( 1 ) Multisource (generic) pharmaceutical products:
guidelines on  registration requirements to  establish
interchangeability

(2) PQT/MED-specific Annotations for WHO Guidelines
for Additional Strength Biowaiver Applications

12. 2 A

( 1 ) Regulatory Perspectives on Strength-Dependent

Dissolution Profiles and Biowaiver Approaches for Immediate

Release (IR) Oral Tablets in New Drug Applications. Sandra
Suarez-Sharp et al. , The AAPS Journal, vol.18.No.3.May



2016:578-588
(2) Implementing the additional strength biowaiver for

generics: EMA recommended approaches and challenges for a

US-FDA submission. J.-M. Cardot et al., European Journal of
Pharmaceutical Sciences 111 (2018) 399408



