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Progress and review requirement for Sildenafil Citrate Tablet bioequivalence test

LIU Dong, HAN Hongcan, WANG Jun

Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: Sildenafil Citrate Tablet is used for the treatment of male erectile dysfunction and pulmonary arterial hypertension, which

is a common drug in clinic. Combining with the United States and China bioequivalence test guidelines requires, summary and

analysis based on recent years bioequivalence result of Sildenafil Citrate Tablet in China, and propose general consideration on

bioequivalence results of review. For Sildenafil Citrate Tablet bioequivalence research and development provide scientific basis and

reference. About 40 healthy male subjects of Sildenafil Citrate Tablets were selected for fasting and fed bioequivalence tests, while

only fasting bioequivalence was recommended for orally disintegrating tablets. At the same time, it was recommended to pay

attention to the non-parametric test results of 7, between the test and reference in the bioequivalence test.
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Table 1 FDA draft guidance on sildenafil citrate tablet bioequivalence

T H A A R R A 1 EAR LR
Ll st MR G 2 AMIFFD)
WA BT BRI R A UM AT AL
1 7 A 100 mg
ZRH e IN
HAh TR 7
Rk 135 R0 16 b B8 A A AR I 1 7 4 N- 25 B R AR

AP ERT R (90%CD  PEHE AR HE (90%CD

WANRTFE AT S flbg 20,2550 mg [RIRF 2 BA T 5644 - (1) 100 mg FUAK A4 55 0T 58 w] 3652 (20 i AL 1R 4 4
¥ G S R TR 52 5 (3D T A 11 7R RUA £ Ak 75 L A1 A AL
PR i 1) VERIG T S5 R SRR PRI S 5 R A AR D AR DR A5 BB A - MR P 2 1M 259K B2, A A

P EEBHL, L AUC F C, 1 TUART A4 J2 3548 EL

Sk, PR AE 20 mg H125/50/100 mg 2y 2 AL ¥ 23 Ll ), 2 A7 0 BRI N R0
ALK 2 L AT X EAREE PR B o 1A A AT BAJE T LR 5 008 5 20 mg AR 1144k Y
AW ERFAT - (1D ANDA % BHALEE 100 mg 7 W4T ; (2) 5 ANDA %k 100 mg #UKS (1

B SCFFT 5 (3D /2 21 CFR§320.22(d) () M < B3Rk

WA ES s (D5 2 77ETT T, 275 MM IR 1 Hb
ARFE A B Ul P 4 245073 dBCR FH BRI J7
ARG R 5, RUR O s g B T b, fe 3
R e B WS il s R A AR e 4
e FRTIRE TB) R KSR 5 (3D 25 25 70 & J7 T, 2% % i
H B HE 7 50 mg B , 0 B0CR FH 50 mg 3 A iR
BI85 25771, HANIE JOHAd A 1R 2R ) 55 2 v
fo s (4) HAh I B 2 A 5 FDA HER vt s A0 HE F £7
F—2. BRI CHAE | S A p R R
FUB (50 mg BiA%) o E A 10 R AR AR I
MR R PU Hb A 4E B (G & 202550100 mg AEA% ) 3K
fIb BT, KAV ST 7T 32 522 FDA MR 7
SR F AR S A 2 da Y A5 A 2016 4F
o (B R AT K A2 30 22 2 BN 4 S 8 0 140 2
G 25 NAB A ) 55 R T T AR i S U )]
AR SRR AR BERTT JEAH A FE
23 ERBRHAAXREDFYUEAREARAERK

Wi S e H AR AR R AT R VG IR S v AR A

RERT TR AR B R . EMA £ %2 8 5 [ FDA A%
TR, TT A i M A2 ) 5 R BT I BOR | R
H AR 24 i A B 97 28 0538 (PMIDAD JUd it 52 38 1) 1) 5
Z: LI FAE AN R A B A 23 9% 0 i v L il 24X
A S R R AT T
3 WG AMABIE R E R ERNEDFY IR
NER T

22 2 L IR R MR IR VG IR AE 10 R
K HAE N AL A5 ORI 7T R AR i i A 4
il 245 — B PE A 45 2 2 JT 2l (https://www. cde.
org. cn/yzxpj/listpage/baccb6ea4350170164a8141548¢
3212e) P e 2 SCHRN, 13w i a0 AR K -2
FEL VG MO R £ 22453 % 2 31 C,,,.~ AUC 1, S5 1)
90%CIL. 48 7 R AL (CV) HEAT I &, T A 5 R 1
HEFE b A= W 2 v ke &5 540 i LR 3, 3800 Hde
W# 2.3,

FEAEESH AW ERER TSR ER,
PE AR AR C,,. MK 17 90%CT T BR 4 80.31% , # i 11

x2 WGBREMABER EMERER BT ER (B ABE)

Table 2 Bioequivalence evaluation results of Sildenafil Citrate Tables (sildenafil)

Coa/ (ngmL™)

AUC,./(h-g-mL™) AUC,./(hng-mL™)

Py RIS BiIE

90%CI CV/% 90%CI CV/% 90%CI CV/%

R 1 e 48 93.75,111.35 25.51 93.20,104.21 16.40 93.31,104.18 16.18
£ 9= 38 90.73,105.53 19.70 95.16,103.32 10.65 95.37,103.53 10.63

R 2 T 43 97.33,122.47 32.50 87.36,97.88 15.82 87.43,97.81 15.52
§3= 43 94.17,112.30 24.62 94.50,102.11 10.71 94.53,101.80 10.18
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Table 3 Bioequivalence evaluation results of Sildenafil Citrate tables (N-desmethyl sildenafil)
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