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Progress and review requirement for Aripiprazole Tablet bioequivalence test in
China

LIU Dong, WEI Chunmin, WANG Jun
Center for Drug Evaluation, National Medical Products Administration, Beijing 100076, China

Abstract: Aripiprazole tablet is used for the treatment of schizophrenia, which is a common drug for psychiatric diseases in clinic.
Combined with the United States and China Aripiprazole Tablet bioequivalence test guidelines requires, summary and analysis based
on recent years bioequivalence result in China, and propose general review requirements for Aripiprazole Tablet bioequivalence test.
Generally, about 36 healthy subjects over 45 years of age should be selected for fasting and fed bioequivalence of Aripiprazole
Tablets. For safety reasons, 10mg was used to carry out related studies, and health monitoring of subjects should be done during the
bioequivalence. In terms of pharmacokinetic parameters, AUC truncated to 72 hours can be used instead of AUC,_,or AUC,_, for
statistical analysis of bioequivalence, and there should be sufficient long cleaning period during the two-week period. In addition to
the above requirements, for aripiprazole orally disintegrating tablets should be administered without water.
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Table 2 FDA Draft Guidance on Aripiprazole Orally Disintegrating Tablet bioequivalence

i H FDA X il 370K e 13 F BE BIF 98 28248
D E i T REANE 5 QANFRD
WHoE it BT A AR N BIE A
) 7R 10 mg
2 BRI L, A AL A L, — M EE
Gk 125 PRI SR 37 R P
BEHIERH(90%CD B SLHRIE(90%CD)
R ER G 15,2030 mg [F]BF 5 2 BT 45 « (1) 10 mg FUA% A= W5 200k 58 a1 1252 5 (2) T HU I 4 b i 3k 36
S SR H S (3D FT A ) A% 1 Ak g B A9 A AL
HEFE EH B S IRI AT AR R 1Y, 94 ST SRS 2 A AT s T 5 RER AT RIS s U A RCE.

TE Sk b FHEH AR, 0K IR SEHERR CY P2 DO BESH RS C Y P2D 6 Bigsm il 132 1%

YW T EOR 3R T BN SRR E R, 2
2021 4 1 KA I BLRCT B Fy 2R A AT
FAEASR T DT R AR LT 5T
2.3 BREBAKRHABEMREAER

R 5 24 i e B A B R (EMAAD B H AR 2t LS
JT %% R (PMIDA) 8 AR & Afi B 37 UK P A BE F 70 1
ARER . B T E S E FDA AR E SR, TR A
ann 1) BE BIF 50 (0 BOR ® 1, H A 3l 52 3l 1 77 5
Z LU S AEAS R A0 52 P A o3 % 70 (s e il 2 A0
BE ffF Ftdtt e L7
3 FEMIIKM S BE IR ITFNER S

S H 27 2y rp DAL SRR B LRI (R
Fi I 104 HiE N BE BIF 58 HAR B 1208 A 1 4y
il 24 — BEVE N 15 B A TF B (https:/www. cde.
org. cn/yzxpj/listpage/baccb6ea4350170164a8141548¢
3212e) LA KA O SCHRY ™, ifil 2R A ) B 7 R e o 2
BEN B K C,  AUC HEATIL A, T FORT B S ORI

BE 1056 45 AT 40 07, B8 70 s WK 3.

FEA ¥ S BEW AL R B R , B 37 IR M
Co AT 90%CI R B 4 92.78% » ¢ 1 1) 90%CL I
B A 113.16%; AUC, , fix & 1 90%CI ~ R A
92.04% » 15 =1 11 90%CT - PR 5 109.01%, 1 1 X H11%
NFIRHREE T AUC,  Wgit g ). TR 2HCV)
J7 T8, BT ST URME C R CV VS B N 9.47%~21.93% .
AUC, [ CViaH 5.86%~11.04%.
4 BEREAHETEEE
4.1 BLLHIFIAIEE

HZE2023F 8 H31 H, &R EZ 2 i I B4
B O R AR A 22 07 il 25 2 L 70 B S 55 1~32
L2 A7 B SEIR M (5 11 ) 2 Bl 7 801 11
%, % 5 mg.10 mg. 15 mg BL X 30 mg 4 DA , 41
15 55 [ L RRCBE A rp 1T AT P o R B P BT R R
WF b= 40 77 o BTS2 R PR F BE HJF 90 M. 1% % NMPA
CLR AT 2 L5, TF R AH G A 7T

£ 3 MR R BERIGIFMER

Table 3 Bioequivalence evaluation results of Aripiprazole Tables

Coa/ (ng-mL™)

AUC, _,,/Ch-ng'mL™") AUC,_,/(h-ng'-mL™)

s R#TTR Bl
90%C1/% CV/% 90%C1/% CV/% 90%C1/% CV/%
A 1 alll=] 32 91.86,106.83 17.62 92.04,100.92 10.69 — —
BE 32 92.65,105.08 14.66 96.62,102.92 7.32 — —
R 2 &alll7] 34 101.17,112.16 12.27 102.68,109.01 7.06 — —
BIE 32 95.82,106.90 13.21 100.32,106.11 6.74 — —
&3 &slil) 32 92.78,100.58 9.47 94.16, 99.83 6.83
g5 31 97.11,108.11 11.53 95.74,101.66 6.40
G4 s3] 28 98.52,112.52 14.64 95.02,100.23 5.86 95.66,101.13 6.10
HG 28 95.91,105.13 10.09 94.18,101.02 7.70 91.72,100.20 9.65
R 5 olll=] 31 93.33,113.16 21.93 95.00,104.81 11.04 — —
£ 351 32 92.17,103.92 14.02 95.01,100.68 6.73 — —
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