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General considerations for the design of bioequivalence studies of acetylcysteine granules
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peptide chain in sputum, thereby reducing sputum viscosity and
promoting sputum excretion. It is an endogenous substance. When
conducting bioequivalence studies, it is necessary to fully consider and
design aspects such as the research type, dosage, blood collection point
design, bioequivalence evaluation, etc. , and fully evaluate the impact of
endogenous acetylcysteine on bioequivalence evaluation. This article
integrates the pharmacokinetic ( PK') characteristics of acetylcysteine
granules along with the bioequivalence research conducted on its generic
version prior to domestic marketing. Through this approach, it
comprehensively explores the general design requirements and key
considerations for conducting bioequivalence studies on this product.
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Comparison of administration methods for oral solid

forms of acetylcysteine marketed in the European Union

prilpisl BB 25053k

S IR BRI KWl o e AR K IS BT
PRGNS

LT = R AL B NRNAEWE T O RKE AT

PP H R R SRV R
B 1A H RO R B BT T OB R
T ) O 23000 W TS T A o R T
/N O MELIER Ao A<, ELTC 7 FH 7K 2% R

ZBE R 11 ARoM AT

WA ST . (2) KT kR R &R 1 BCS 432K,
1¥) G T4 1R8I SR SR R Oy = 8 MR 25 ),
VTS A 20 A R R A A5 R, BRIl 7 A £ Tt
MR R A A P g i IR S e e =R A4 AR
PRI EZEZ1R 10% ARl 25951 B R AR 5 22 57
3 NG

2024 4£ 7 J] ICH KA CMI3A: 11 [ < 3 il
FUR A DAY (Tl SOk ) i e R AR R R
S ) AR DG SR R T M T 4% R o R, A A
AT HEAT I B0 B AR W) SERLPE DT A T ) R
{430 R B 3t X 23 W R i ) PKCARAE 1) 22 5%
I, 0 TR B 2 5, AT AT B S R R T B
FELERT AR A0 , R AR TR V% S i, 2800
2 A T il B B S R AT IR . X o 24 £l
B BORH R B2 Y U AR T

P 25 B WF S 52 B 245 ) AT e Pk | B AR 5 7 I
A AL P R e B A . AW A A
PRI 25 BT A OGS BR AT T L Rh A o At
BREE, KALRGEL T CBE D2 R BORL A )
SERERITSE BT EER SR 7 1, A 4G BIF 50 2R L
SRR 5 25500 A SR A ) 5 AR ) A K
PEPEAN S5 N 2, (] I 30 5 R A R I AS 5 7E B L 56 [
DAL A A _Erlr 2238, D0 i 25 9F A v i) A 0 S5 2o
RIS TR RS U, A SO R
AL, R T X HRL A A ARSI B AR DL T 5 R A
MZEGHa, MRS PR EOR . BEE IFR R
FROAN TSR3, AL R PTH BEL& 5 T EE R T I H 4™ IR
AP, 306 oA e FRAT T AN W4 25 A - O vk A
U, LLIE A5 1 25 01 A 15K o

SEM:

(1] ZEAN X, BRAE B 45 . LI I A W R 7 e TR A F 2
YraE i misel )] B2 541E,2015,34(8) :1014—1018.

[2] Hrhil, B8 AR, 4 . CBEP I 20M ) 25 SR 5 AR i
FILI]. A R 2245, 2021 ,37 (14) :1932—1936.

(3]

Lo]

[10]

(1]

[12]

[13]

[14]

[15]

R, BUK,IALE % . N - BRI R BRIA YT L T 0E
RGBT B W PRAF ST [J]. v [ I PR 25 B 2% 2 35, 2024, 40
(20) :2915—2919.

Switzerland: Agency for Therapeutic Products. Fluimucil -
Granulat zur Herstellung einer L? sung zum Einnehmen/
Brausetabletten Information for healthcare professionals [ EB/OL].
Switzerland; Agency for Therapeutic Products, 2020 - 08 - 27
[2024 -12 -02], https://www. swissmedicinfo. ch/ ViewMonographie.
[ 2 i B BRI 2 i R D . DLZY B S BN K AT
WA BRI 259 17 1) 25 A A AE 99 S5 A0 P TR B R 4 5
[EB/OL]. dbat: HE 525 i B 4 2R 24 o 3% o ol
2016 —03 —08 [2024 - 12 — 02 ] https://www. cde. org. cn/zdyz/
domesticinfopage? zdyzIdCODE = bd48d9eal 78b60d6d100848 ca5
a87b35.

ICH JpA % ERZ M IR . T AIFHESR ICH(MI3A .
11 [ ok 70 ) £ ) S A ) (5 TR 28 S ) St O o
SRR WA AT [EB/OL]. (2024 =09 -12) [2024 —12 -02].
https : //www. cde. org. cn/ichWeb/news

EZRGMZ 2. PR ARIEREZ M, pUEg [S]. dbat: fb
2 Tolk At , 2020 :9012.

BN, VPIEAL e 500, 55 . Tk IR 2R UK A fekt R 52 10
R ERAEDEE []. PEPBHGE SN 13,2024,
17(3) :376—381.

FE 524 i B E BRI 2 i PP L . SR e AR B A
[EB/OL]. dbmt: [ 52 b B B 2 bt o 3% rp gy, 2020 —
06 —20 [2024 —12 - 02], htp://172.16. 0. 34/ cdess/zhsms/
view? decid =7740488¢f733a701d3aee053c5{2188e.

[ 5 2 o B BB 25 PR RLL - SR e A R UKL AR
SEROEDITE IR S [EB/OL]. JUat. 200 e 1R
Zyfh i PE 0, 2024 - 05 - 10 [2024 - 12 - 02 ], https://
www. cde. org. en/zdyz/domesticinfopage? zdyzIdCODE = ¢47d823
99b14063231889ccd053d3eel.

FDA. Draft Guidance on Acetylcysteine [ EB/OL]. USA. FDA
2024 — 10 - 30 [ 2024 - 12 - 20 ]. https://www. accessdata.
fda. gov/drugsatfda_docs/psg/PSG_207916. pdf

HMA. Decentralised Procedure Public assessment report:
Acetylcystein AbZ 200 mg Brausetabletten Acetylcystein AbZ
Hustenl? ser 600 mg[ EB/OL]. European Economic Area; HMA,
2019 - 03 - 14[2024 - 12 - 02 ]. https://zy. yaozh. com/hma/
026260a5bbb5fdbdf5faa5200af99e0b_PAR. pdf

HMA. Decentralised Procedure  Public report ;
Acetyleyste? ne Birchwood 600 mg, effervescent tablets| EB/OL].
European Economic Area; HMA,2018 —10 -30[2024 -12 -02].
https://zy. yaozh. com/hma/7c¢cd026022cd38{32867bf63b939h9ff _
PAR. pdf

HMA. Decentralised Procedure Public assessment report; ACC
direkt 600 mg Pulver zum Einnehmen im Beutel [ EB/OL ] .
European Economic Area; HMA,2018 —1 -29[2024 —12 - 02 ].
https://zy. yaozh. com/hma/ef8ae8d1845a537 457 €857 ael abb3 {0
PAR. pdf.

A7 k. ARSI AR E (T]. P ER
ey e ,2020, (10) . 18—21.

assessment

(s B HA 2025 -04 -28)



