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FEE . AR R T [ R o ok 22 B R i S A . ZE SRR I A AR B SR IE SIS B T ik X b
FHRFATHME R, L T8, JEXHesm L ab 77 1 45 B AR S E AT 30 0E. 45 R W AR 3 09 3K o
ARSI ER AT T2 E8, mHES SR RINEZ) 2 h B N 2020 ~25%, 4 h B 44% ~
46% . 8 h BEMLHE ]y 78 % ~84% . 12 h B JE g 96 % ~100%.
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RBFEME 99 N4 2 i 3 1805 DR . A 38 M — b A M B SRS B TS PN, B S R RE S A
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1.1 # #

A5 78 Mo BRSPS 2SR E DR SR T, 100 %0, 100363 — 2012025 AF 6% - JsUREZS L & N S B 24
A BRZA R, C—021407008 5 mhifk 80, TRl M4 254k T4 RS A] . 201503015 B 2 2 6000, db 50 3E
S RKG Ak ), 201504023 HPMC K250, W22 4 A, 0551421301; HPMC K750, W ff == 48 i1,
05514213012; HPMC K4M, P [Cfb224E . 07768921; HPMC K100LV, B [Rib224E . 07768932; 14 &
AR, WA R B ARAF, 201502125 FUME, | M kA BRA R, 201412035 SO E RS, AF M
U T A R R, 201501045 fERRRREE . BT i /AL 25 TR A R . 20141230,
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TR, JA-2003B, RS R FIXERARA A 259% 40, RCZ - 6B2, [ifg i 25 K (L A8 A
PR E] s s Ae %4, HP - 1100, EEZHRARA R #aiK{, QYSW —-20A, KT # K 4b #ik
BABRATE s SLIeH . SHH - 100GD - 1, SRR MSEIALES) s BREETH, PHS -3C, 1 g s
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2 ZWAEEER
2.1 BHENERE

BRI P28 B8 1 500 mL 1%6nk iR 80 KWW h, %3 100 r/min, & (3740.5) C. /30l F 1,
2.4,6,8,10,12 h BUFE 5 mL(Jal B 4h 78 R R 25 A 0D 42 0. 45 um fRFLIE IS 8 . BUSE DB W . 5 00 E (0%
S E. W 1 h SRR R 526 ~30% , 4 h AR R 4526 ~70% , 8 h BRI KF 8500, @il
A% Agilent Cig#, 250 mm X 4.6 mm, 5 pm; LM ¢ WEE : BRI (pHE=3.00=2:1:2; JHEK
254 nm; Ji 1. 0 mL/min; HE 25 °C; dEFE&E 20 pL.
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2.1.2 &MEE

g PR ECIE 3% Mo JEORHIS B BT 100 mL A EEHRP . RV ShAR S M OF I B =201 . 198 A . 0 0
& 1 mL, DA SIARRG B 5.10,20,50,100,200 1%, RIS 6 £ AN ) Jo £k v 38 945 0 O 3 1 B 1 R I8 i 4%
20 ull FEABAH QG TR @IS AL RURE o B g/ mDD) g B AR b . T AL CAD G A b, FEAT 4
M), 3 EI P fE .Y =14. 409X 40. 081 8, R*=0.999 1(n=06), Z5F KM, 1£ 0. 466~18. 64 pg/mL Ji
YR R VI IR P e R4
2.1.3 MEAE

R PRIZE 105 °C A1 i AR 3% Mo P J50kE 2558 B, B R VR B2 10 pg/mL AR 38 P . 4RI
A E . RSD 2 1.06%, /NTF 2. 0%, LU0 EU 2 W% RS % AT, FF A 2R,
2.1.4 w®wikE

A5 2RI 3 - B5 0 i 20 mg, BT 100 mL A . E R R 1 mL A RS HOF 200 pg B9
T A D A 8 L A B A 3 RS A IR #5940, 4.0..5.,0. 6 mL T 10 mL A& RS A2 A
2T HIEA 807610026 . 120 96 BURE SR WS 3 By, HRESRVEW. TEMLE B9 3% 2516 T 20 S HERE 20 L.
IOsEE . MICRLE 97. 93%6~100. 09 % 2 [A], H RSD ¥/NF 2. 0%, ST Bod 2 1205 1 0 BE 40 .
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A ity PIE ) 5 32 A A HOAS ol o (29 & AR M- 5 mg) » B 50 mL R, 0 Sh ARl e, RS
fi, FREAH . WEIAHESR. KHER 1 mL %100 mL 80P, MRS E 28 . 5849 M B Kl
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2.4.1 HPMC # % 8B 447 4 09 o

AR SCHIR ) HPMC SR K BRI B 28 4048, R TR 5 i HPMC BLAT A [ 1R B Al B8 K B /MK A
HPMC K100lv, HPMC K250, HPMC K750, HPMC K4M*1,

Ay SFREL 4 FpAS 8] (088 BE 9 HPMC (K100 1v, K250, K750, KAM) i &, 4% 31 5 JF 18 b 7 [ 4 49 B &%
HRLY SR A AT AR HEE R R, IR TR AN BRI S, T E S A5 R A BRSO, WS A
RS R AR LR T, BRI 1L A 3.

LHLE R R, 23 AR HPMC K750, 120 ¢

fo (HKTF 50, {H 4 h BERCE/INT 45 %5 ik A4 100 |
%l HPMC K250 B, 78 4 h BERUE K F 45%. fr E‘; 80 L e KIo0 T
PLELEE A F HPMC-K750 1 HPMC-K250 3% 2 ?g L --gzg
FlobE L, (22 B R 5 A AR LA AR A ;? 0L e K4M
RSN BETAT M 20k FRER
2.4.2 HPMC ¥ A &84T 4 69 % a 0 . ; i . i . .

P 2 B - HPMC K250 5 HPMC K750 (1 6 2 4 % " g8 o 12 s
Fbfl k1 s 1, %% HPMC a5 o2 5if 22 B¢ B B i
R, 2 BR 0 10% ., 30% 1 50 % HPMC B 3 R R AR A B R R K 6 R

. AE AR HPMC il £ 5935 3% 17 Ze R R (Bt £k DL I 4. R 358 1A 1 22 8 55 Dot o] 790 4 A
UH T f20 W3 2.

TR LE RN, HPMC Rl AR 3% M A9 S M ok . Bl e O 06 AR 3% M1 SR 6 R Tk 38 ik
18, 24 HPMC JH 4ty 300, A i 228 b 5 S AT ol 550 9 A 001 fe £
2.4.3 RN AR XTBEAT AW TR

Wbk ] — Ay 4 R R R, R HE 100 5k 3~4.5~6,7~8 kg. ik Xt i T 2% B R AT AR AN
HRE N AE » 2558 7 700 T T Xt AR 9 P 22 B R BRRE AT Ol B AL AN TR T o o B AR 3 M SR R Y R T
LEULI 4 RO FIIBY L3R 3, B 5.
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YRR B T RBE N, R 5 A R E B RN . AH 2 TR T O B AR R N
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PR 2N (H Yy 3N B BRI RS 24 SR T HPMC (Y /K AR b B . AR S 45
il & F1 5~8 kg.
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2.5 &FMHEMK
2.5.1 EXEH
PR R RS L e 2 X RE R R AR Y B (HPMC & . HPMC K250 5 K750 (1)
P ) HEAT IE S 5286 5 88, #i B IE S S22 Lo (3O HES2 86, LA E AL Z B ab o7 ¥ IE A8 528
HEKFRILE 1, % 2.
1 EXRBAER

K —— #
A(HPMC H#) B(K250 : K750)

1 26 1:1

2 30 1:2

3 34 1:3

T2 EXTWHER
S5 A B AL T Cf2)

1 1 1 47
2 1 2 57
3 1 3 62
4 2 1 63
5 2 2 83
6 2 3 72
7 3 1 49
8 3 2 61
9 3 3 62

2.5.2 MEHSH
IR OE A B T R AT I . THI A W R R S IR R B AR T S DR IE A S B 4 R AT
2253 0T o W5 HH O 1A b Ty 2L PSR 5 TR 3R 0 S e R B AR LR 3.

R3I WMEDW
7 A B £
1 1 1 47
2 1 2 57
3 1 3 62
4 2 1 63
5 2 2 83
6 2 3 72
7 3 1 49
8 3 2 61
9 3 3 62
K1 55. 33 53. 00
K2 72.67 67. 00
K3 50. 67 58. 67
R 22. 00 14. 00
F W5 A>B
Pk 2 2
gl & A2 B2

VE1~9 SRRV MR A 9 AN RIEIAL 5 K R348, R 2. £ o A SR F 5 5005700 4 AR L .
PG IE A EG 45 e nl 0, R R XHEFR T i A>B, kb r 44 A B, , Bl HPMC i il & 30%,
HPMC-K250 fit HPMC-K750 Fbfik 1 ¢ 2.
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On Optimization and Preparation of Felodipine Solid Dispersions
and its Sustained-Release Tablets

XU Zhi-qian', MA Yi-xue®,
DONG Lun', LUO Juan', PU Dao-jun'

1. Southwest Pharmaceutical Co. Ltd, Chongging 400038, China ;
2. College of Pharmacy, Southwest University , Chongqing 400715, China

Abstract: To improve the release of Felodipine, solid dispersion techniques were used, and a 12h sustained-
release drug was prepared with the solid dispersions. Solid dispersions (SD) were prepared by melting
method with PEG6000 as a carrier. On the basis of the single factor test, the orthogonal test was conduct
to get optimized formulation, which took two kinds of HPMC as sustained-release material, and sustained-
release tablet was prepared by powder direct-compression method. Results show that the release of Felo-
dipine was improved markedly with the solid dispersion techniques. Also, the drug release of self-made
sustained-release tablet and the reference drug were consistent highly in vitro. the whole key quality of
sustained-release tablet meet the requirements. It is concluded that the way that sustained-release drug
were prepared with solid dispersions, which were made first to improve the dissolution of drug is a simple
and feasible thought.

Key words: Felodipine; solid dispersions; sustained release tablet; hydrogel; HPMC
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