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Table 2 Dissolution method of felodipine sustained-release tablets

® 2 ERMTERRNOBRRENESE
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Fig.1 Saturation solubility curves of felodipine in different media (n = 1)
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Fig.2 Release curves of felodipine sustained-release tablets in pH 6.5 phosphate buffer solutions containing different

concentrations of SDS (n = 6)
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Fig.3 Release curves of felodipine sustained-release tablets in different concentrations of SDS media (n = 6)
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Fig.4 Release curves of different batches of felodipine sustained-release tablets in 0.2% SDS aqueous solution (n = 6)
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Fig.5 Comparison chart of blood drug concentrations between postprandial oral RLD and intended evaluation

formulation (n = 12)
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Fig.6 In vitro cumulative dissolution curves of felodipine sustained-release tablets (R and T) (n = 12)
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Fig.7 Concentration time curves of felodipine sustained-release tablets (R and T3) (n = 60/32)
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Table 3 Summary of BE study PK parameters for felodipine sustained-release tablets (R and T)
® 3 ERMEERR (R 1 T) HEYFAMRRR PK S5CE

SARHFIAZS IR $ S HEEE (n=10)

i (BB AT £
Chmax AUCo- AUCo-0
43(5 ZKGP #tZLHilFIxt L)
201907000 #H [4 W71 0.60 0.69 0.63 N ! bl

31 (5 ZKPS #tZLHlFIx )
52(5 ZKGP #tZEHlFIx )
39 (5 ZKPS #tZLHlFIx )

=H

=A

2019103020 7t 5 A7F i) 751) 0.76 0.92 0.91

=H

Table 4 90% CI of GMR after oral administration of felodipine sustained-release tablets (R and T) in the fasting

condition
& 4 BERSTORIEERDEERES R # T) F GMR ) 90% EEXE
JUA A T
2% - : 90% E{ZXIH HLET £
ZREIF S HHIA [85-125]
Cmax/(ng'mL-") 3.14 3.35 85.52,103.23
THE BE .
sy AUCo/(hngmL") 35.40 37.66 87.54, 100.91
AUCo/(h-ng-mL") 40.98 44.17 85.90, 100.22 58 (5 ZKPS ZHI#x )
Crmax/(ng'mL-") 11.64 12.13 89.73,102.76 72 (9 ZKGP fitZLLFIRT L)
P
i)i 3';1”; AUCo./(h'ng-mL-") 67.05 68.86 92.57, 102.40
AUCo./(h'ng'mL") 70.86 72.51 92.91, 102.79

ZLLHIFS B R A S SIS R 45 R R, S AR TN 3 ~ 4 h, 201907000
HEEFFHIFIN) Cnaxs AUCox FI AUCoe BHMET-Z U, EBHIF IR 2 L A AN 5L

MNEEYPERIER SRR, EREEHETEOMR 10 mg M PFER )G, SHHIFH R
52 7 T1 80 T2 298 1235010 90% C1 3 H T 80% ~ 125%, 252 t il 71 4
IR ARS8 2wl T3 52 HHI7H] R2 ) Croaes AUCo: F1 AUCo. JUITHY
L3 80.00% ~ 125.00%, 48 J FIRAH [F) & 24 B, 324170 T3 52l R2 1 Caxs AUCo.
H AUCo- JUFIIE LA 80.00% ~ 125.00%, ZikfilH T3 HZHHlf R2 EFBEREERE T
BIHAE WSS FRSIHIFR R2 5230150 T3 7ERIMAR USSR R A — 8 (B
B ZARAE 7 £ >50) , SN AMERMERIG S RAHIA, RP B EARNINE M. J
b, VPG X 43 J1 A0 TR A A T W R TS it 4R 5 24 R TE AR A AT 9 B A e

25 BRI, X4 J3 0 5 Pt 7 PR EDURE BT ] 2 5 T 0 PE A A AR S5 P B 6 R UL R BT T 125
FERIIS FE T, A WA T BRI 26 B 8 B . X 43 AN R AL 77 BT 2 0 E R0, [ B 45 22 4tk
R 2 L SRR Tt 2R A 1) 22 S/ e DRI, RAAZA AR S oAy 0000 A Jo 00 5 o) 71077 ot 08 e /R T
ZRINy, REWS N2 i ) N AR AR A R IR A — i IS B AR . TE X 73 JI0 iS4 I A i R TGE 35
52 Lol B AR — BRI, e P B A S 0 T RE T, RE RS Hh T 24 i 72
RN BB IRAT N, AR TAE 2 i TF R A v 28 40 LA R 50 77 i (R Ab 77 2L S A= 12, BRI, il
I PRASE FH AU <
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Study on in vivo-in vitro correlation of felodipine sustained-release

tablets

CHEN Ying" 2, WANG Dongkai'*
(1. School of Pharmacy, Shenyang Pharmaceutical University, Shenyang 110016, China; 2. Shenyang
Wosen Institute of Pharmacy, Shenyang 110016, China)

Abstract: Objective The in vitro release behavior of felodipine sustained-release tablets produced by
AstraZeneca with domestic felodipine sustained-release tablets were compared and their bioequivalence in
humans was studied. The in vivo and in vitro correlation of drugs were evaluated by studying their release
curves and bioequivalence in the human body. Methods The dissolution/release curves of felodipine
sustained-release tablets were determined by HPLC in 0.2% (w/w) SDS aqueous solution medium, and the
drug release behavior in vivo was also studied to evaluate the correlation between the drug
dissolution/release curves and the drug release behavior in vivo. Results The release curves of domestic
sustained-release tablets of felodipine were basically consistent with the reference formulation in vitro, and

the drug's release behavior in vivo was bioequivalent. Conclusion The dissolution/release curves of drugs
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in aqueous solutions containing 0.2% (w/w) SDS can effectively evaluate the release trend of drugs in vivo
to a certain extent. The dissolution/release curve of drugs under this condition is positively correlated with
their bioequivalence in the human body. This study can provide reference for the BE research of high
variability drug felodipine sustained-release tablets, as well as technical support for the consistency

evaluation of generic drugs.

Key words: pharmacy; felodipine sustained-release tablets; bioequivalence; dissolution/release curve; in

vivo and in vitro correlation



