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(& briifb 2y AR S (Gt
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B 5K 25 b i B B R 25 WA L 2021 2 AT
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EOREKREA G SMAFRERY (FELE, EAL
B MR BRI AL ) BT HAT R E A G s
TR, RERE B & — RN B &
B, MIZEEARREHRTHER, WENAGRE K TR AT
ZEITE. HEFNEFALHTHFELTERR, A—HAK
TR, AZAE 5 RN A L R A AT, BN
EAAEANGIE S RN AE T B0 & TAMN, N5H
PAT, NG E RN AKAH TS T 5H REEHT. BT E
W RARXTENGNNF 2 RRZABRENERME LT W
24, RERMEAEMEANBEFEN (I ICHM9), K
ERATUME AR, WHESGHENT#, TH—FTE.
=\ ZEOREAHIFIS A B ot &

L A BT 47

A BYWE D ZFBEH AR (pHL 2. pH4. 5. pH6. 8)
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JUA T, T8 A AP B e R . X TR
Z HED MR AN, L FHEAEEZ M pH HA
PR HATEE, BN RS ZENSF CEE o RER
FR TR BN T R #AT. FEATEN R A
SHDEREERR, WRARENFIN, ERABA 2 PR e
R E A

2. R B RO IR A Y
& BYCRRBEE, HREANESH 1004, HXE, %

HANFR 50 %, wmEREFL S0 HIEE 5K 73

BN, $EFEFEEEL 100 4. wERT/RIE, 4
R AT (Blde, SRS S A E S )
FROSERR RN F B R, Wae kel g R, EUmE
Fren e B 5 L LR, BRARENFTAN, R EW
AR IR,

LBHAF AR, B HERBESFEMAE?

D AVOE WA BB ARAR R A 900ml 2 E D (A
EMATE BT B WARAR ), WA REIREA 37+0.5C, &
RV o 2 LA 2 b 12 AN B

4. U H i B B ALAS RO B 24 A Je A HEAT A TR AR
B VA M el 2 3 LA 5

B ZIREARE I, AR AL RSN
AR, AR R B R A R 2 e R e S R R
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K, SHRAHAFTFILE TR (do: S A E S E 7
TR W AT A ), WS DUZEAR R ) & T #R4T 08 ) iy Zerd
b (dm, RFA 2 R Smg MAEE 1 A 10mg AASHAT I ),

5.V S BURE B m AT 8 B DA ROV WY A 0L A A
A2

& BWSF LR 0 REERS A R SRR
FEMY SATH R

(1) BUFE B8 METAMEENAET AR ENE
i A BTGRP A & BURE R AR . 2
WHEAHNRENBAF S, 1: & 5. 10, 15. 20, 30. 45.
60. 90. 120 - #p BAE (VAR ™ M AP ), SRA
oAty 3E B A B A A R BURE, BB\ A 90% DA b Bik B
HFPe (BETPERFELE=AMHEAAETERAZNELE
T ZA ML 5%, IS = ANE ] R EHE 30%-35%<
8] ). X 15 25 RO Ao v oy BORE I [B] O o6 0 B BURE 12
B RE T Al AN BB A 10 %

(2) TS o 2 B AR L e 3 R SRR BT A TSR e
BB AR (6 (@ 0 ARETR R0 78 LR 30 3R
RNy ERAERS) BATHE, PR EGEME. B
BRI, R BRI B E 10% AN, AHATE
e ARV B AT L, (ERRE SRR EE. 1t EAEMN
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RS ENY ER, o LR F AR B E T
FEEf: MBEFE=ZFWANRE LB S 2 B 85%
BT & M BAE R AL A F—ADNBURFE R B AR AT
1 22 1A T 20%, Hoa B ] 2 B 0 S B AR Al = AR AR T
10%; 4 A A A S L B A 15 2808 & 34>85%H
AR T AR, BRHAT 2 R,

=, ZIEREHIFI R AAHFeE L b R &

BRBURE 2 0 7 s B ) s A ah, R W SE B
L3 O BB AR AT S A BAR VSR T vk, S ST
i R R FATHE A

P 7 0 s A B VSRR pH1.2 3 BR AL 2 /)
i, NG B 4555 E pH6.8 i ik A R 2 MR AR UL, 7 ob,
RN H LA pHAS At BRI O, dedr At A L
BT, TG A AR A B B

BB A TREERR, 2 aEAREENIHER,
W 1. 2. 4/NEFEBORE (2 RARSE P A 0 0 BURE
W), 4 /N JE BRI R 2 /N B BURE, 3R R i 3E A R ]
FEEE, HEMBH 0% ERAFERTE.

TR EE R, EWRTE pH1.2 BB P H K 2 NETAL,
AEZ W E 5. 100 15, 20, 30. 45. 60. 90. 120 /4 B
M CEDUREE ™ R4S M), SR A Hfh3E 5 Ay B8] J8] FR 3
B, BEAWBK 0% EHREAFHEHFE.

BTATW/ H£T]H



90

91

92

93

94

95

96

97

98

99

100

101

102

103

104

105

106

107

108

109

110

111

112
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2R AR R BORAE BN (RAT )Y (2021 F2 A)

2QEXRBERAREEEELR @ o RE AR R A
M 2 E 5 e 1 Y (2016 443 A)

BERRRGRUEEHLR CUANFESHE AL LT
W38 A7 09 X5 25 0 1 R 25 AR AR S5 S R B A 7 R
Y (2016 43 A )

AERERGRUEECHLRE (AKEANERE R LB
G A8 S EMY (2016 45 A )

SEXRERAREEEHELR o ARE RS 7 &
R I BN 78 3 Y (2016 482 A)

CERBERARUESHR (B LW hFHETERR
H RS F RN (—)» (2008 4 1 F )

TERXRERGREEEHER (hFHY o REEH L
FR R EARAE TR (2007 45 10 A )
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(1) Guidelines on the details of the various categories of

variations, on the operation of the procedures laid down in
Chapters 11, IIa, III 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
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products for human use and veterinary medicinal products and on

the documentation to be submitted pursuant to those procedures.

EUROPEAN COMMISSION. (2013/C 223/01). 2.8.2013.
( 2 ) GUIDELINE ON THE INVESTIGATION OF
BIOEQUIVALENCE.

(3) Reflection paper on the dissolution specification for

generic solid oral immediate release products with systemic

action

10.FDA A X< 45 3 RN
(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
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( 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. 54
( 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



