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Preparation of Lansoprazole Enteric- coated Pellet Capsules
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ABSTRACT OBJECTIVE: To prepare lansoprazole enteric- coated pellet capsules(LECPC). METHODS: The lansoprazole enter-
ic- coated pellets were prepared using fluid- bed coating technology through blank pellets being coated with main component layer,
insulating layer and enteric layer in order. Enteric- coated pellets were encapsulated into hard gelatin capsules to obtain LECPC.
Drug- loading rate and drug release in artificial intestinal fluid and artificial gastric fluid of 3 batches were investigated. RESULTS:
The prepared pellets assumed complete round shape, lustrous appearance and coating well with mean drug- loading rate above
96% . The release of 3 batches in artificial intestinal fluid within 45 minutes were greater than (94.3+£0.76) % while were smaller
than (6.2+1.6) % in artificial gastric fluid within 2 hours. CONCLUSION: The prepared capsule is feasible in technology, reproduc-
ible and reliable in quality. It represents satisfactory release in vitro and property of resisting acid.
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22 R R AE A (e ] 2 A R BT i
100709- 200501 , k75 H i 5 FH ) 5 2% 2R mb J5kE 2 (REMR AR A
HIZ5 A BRA W), 5 080102, 18 99.0% ) ; 22 RALME AR
U e (i BE R R 2E 224 e, BUAS : K2 30 mg) 5 25 11 ALts
(BT 5 A P B SR B AR AT B W), K42 - 1.0 mm) 5 F2 P9 JEH
FAEE (HPMC, I R R LE R R AR A AL B .5
mPa-s).
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211 LRPEVE R . FRECE RRMFRES, (B LK) 249 10
mg FFEFRE 10.1 mg, BT 100 mL 2500, i B i, 5
R R 28 525 oy B % R B L IR R 0.3.1.0.,2.0,.3.0,,
5.0.6.0 mL & F 25 mL A iy I e B 2 208 185), 15
) o 4 BE 43 Bk 1.21,4.02.8.04,12.06,20.10, 24.12 pg -
mL ' BIARE S TR . BRERAN- AT WL BT, T 284 nm U
FALIN 2 B TGRS, AN A X e C(pg-mL™") ik
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RN, 22 RGN B L Py 1.21~24.12 pg -mL ™
2.1.2 KSR, BC2.117 IR AR U S A K (20.10 pg -
mL ") F 284 nm K A0 e HO SRR, 5 A E 6 1k, 25 R
RSD=0.06% , F&WIK5 % B R AT
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FEZY, T 284 nm AR E 22 RPIMEIR S RE . 25 5 P38 Il
H899.6% ,RSD=0.99% , =B IR A5 5, ik ml &g

2.1.4  FasEvEiREe . BUe2.2” N AR A WA S 7E 0,05,
1.0.2.0.3.0.4.0.6.0.8.0 h i T 284 nm I K40 I 5 WG RE , 45
RILRSD=0.19% ., FWIMIX AL 8 h NERE
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BT 20 mLEROA R, P BB R 208, 525) 1E it
ERVA TR 5 D3RG B BRI 2% R P M v A o, i R I A O
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TR AN A A R BT 15 751, i A SR LLL AR - 80 AR SRy 38 31, 5 A o
4 PRI Z R R RE TR AE S BT, R I AL T R 22 R
P Rl 2 2 & S AT IR R . T kg5
JU B TR AR R AT S R 2 A . i KU
50 °C, % k1 1 0.2 MPa, 554k 77 1 0.05 MPa, ¥ Ll
36~40 °C, B3 3.0 mL-min ',

ST , B LA 2 24 O 24 26 52 ) 45 R 1 HPMC
FHE(A) AR A (B) S 2B 111 BLE- 80 I (C) N %%E
I, DL m P i 3 245 5 (20 % (9% ) = TOL s 2 =< oL
R 2GR < 1009% ) ME R PR F8 05, BN BT 3 7K,
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Tab 1 Factors and levels

7K ®
A/ % B/ % C/%
2 1 0.5
2 4 3 1.0
3 6 5 15
F2 EXREER
Tab 2 Results of orthogonal test
R A/ % B/% C/% RAH %
1 2 1 0.5 78.14
2 2 3 1.0 80.62
3 2 5 1.5 77.24
4 4 1 1.0 81.07
5 4 3 1.5 78.74
6 4 5 0.5 85.29
7 6 1 1.5 83.60
8 6 3 0.5 92.48
9 6 5 1.0 98.51
K 78.667 80.937 85.303
K 81.700 83.947 86.733
K 91.530 87.013 79.860
R 12.863 6.077 6.873
RxR3 HEDWMER
Tab 3 Results of analysis of variance
B 2ERIR 5 A th F P
REA 271.295 2 42.558 <0.05
H#%EB 55.390 2 8.689
H#EC 78.917 2 12.380
12 6.375 2

F.005(2,2)=19.0

2R 2 WA BT RN 2R 3 7 2240 e 4 SR mT i, s (R &R i 2
WY A>C>B, N A A B3R RILiE
Ak 10 AsBiC., B4 J5 2 > HPMC 6% | — FF I i 3l
5% FRILALER-801.0% .

iz e FEAL 7 L 2 2 )2 AT, i A S LA b L A a2y
WOLBYERZG 25N 5 R 97.7% 196.4% 96.8% , 4R 25 %845 i , ]
ZRBUIN, FRHIEZ RIS b T BedE
2.4.2  FRE)A AR, BAbKGE &, BEFE T, B8 m AL &
B HPMC, il 8 2 05 M, ok 28 e a5, 10 1 vk B2 A 5% B 5
o T 0.19% W TCKWRIREN , Fo0 V5 it , RN 1% 25 FA ok
A SR AR, T (o L 38 5 (R R IR, BV B i 2
VSR . TR 22 R 2 O B T AL R AR B ilk Ay
JEMEAAC o E KGR 50 °C, %54k % S T 0.2 MPa, ZAkJE 5 T
0.05 MPa, ¥IRHEE 36~40 C, Wi # 6.0 mL-min ', {HiFH
BRBE N T.5% . 10.0% 12.5% , SR IGHRIR“2.4.3" T F
BEAUR T EW A, MEARIE 30% . MERILIMHFH:
22 TS R 7, A 5 AN [ 2 B i o 25 A J23 R FOtL ) R A I B2
B0 A S I, sl I 5 2 4 A A RO 10.0 % 4847
243 WEEAAR . B ILN G RIS R A WK o ak
TR 2 15% MU FE SR 34 50 5 Dy aalifb KIS &, A 0.8%
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P51, RIGH G B BB A T LR TR IR R AWK
AyECA R P B PR 5], 80 H AR I Ik ik , LA Gt Uk 3 28
WiAE , RA A VS S AV T L3 6 B 8 )22 1) 22 R s
REWOL, BT RALRIK B A & rp R A R PR
SEREPEALACI . PEXGREE 50 °C, 546 1 1 0.2 MPa, 4L
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FIACSE N, ARZE AL T4 10 min BPAT . 255K, A A &
PR 30 % 4547
25 ZHRFAMEBRMARENHSEREER
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Fig 1 Drug release curves of 3 batches of LECPC in vitro

HiP 1 AT L, 3 L P WOU I HEAE N T 45 min i )
TERICRE 435914 (96.4+0.52) % . (94.8£0.66) % 1(94.3+0.76) % .,

SHUA T WU ETE T B 2 h AR 23501 A (4.9+
1.2) % . (5.5£2.1) % F1(6.2+£1.6) % , FF 5 HLES,
3 Wi

RN I KA 5 ), A TR L, 52 55
PE, TERR LKA P AR A3t , TR SR 26 T (pH 10) B3 E
PEBS, i AT 7E T2 25 )2 AU o in A gtk 49y 57 18 55 H: pH
£ 10, TERUREEH, EH WG PR IR B AL BE RS R A1
TR VR ], o TR BE A AL BEATE TOK, E2Y2 AN
RS, (A AGE R P A Sk B J 5 L B SRR A Ay i 3]
IR, F 2 REACRAE 1.6 hif RIAE 21 48, SR04 P iy
UREAR o DRI , Fre KA P 1) JC /KRR TR 54 Ay B 8] 5 5]
IBE T HUASR . T 2R AR PR R SO AR 1
BLIE- 80 A IE VA FE RIS, 2B 0 R e AL B
VE R8G50 (HBRROCR AN AR . E R 2R\ ImA ZH
BErEE , R4 R EL AW TR S A S BE R T 1, (ol A e

SN, QAN R SRR, AR A AR i B e B S Sk
PRGN BASCUAIAC S & KRR i
FESCHR™ T 1 22 R TE R R PR 2 AR
TR A vk o AR R T B R 22 AR R Bs i A
AR A ER, B3 i T 22 RPmk AR E
T 2 A LB (pH 200 4) , S 2 &
7.5% I, ANBEA R BT L 75 2 X5 25 W B S, A 245 90+ B
Sy AR, 1T ERAVE SO R i 98 4 25 5 MR B 2 T 10.0% L
B, AT A RSB R 1 2 X 24 (R R I S VA ORI T R
07 2 AR 5 AN SRR B R KR, WAL B ] B4, 25 bl T
0N ST 2 A 5 ) O 5
Ll 2 T 20 % , A A SO TE R TR HP A RS B R) S
60 min; A Z I T 25 % , (A O AE R T P 100 min B,
WAL, A3 120 min B, 506 #8 HOLAE 4 I i )2 e &
30% , A HALTE BRI IO 120 min IS, SOLSE 4, JoA8
Z4, 7F pH6.8 1) PBS 1 45 min B3k 5] 95.6% ; [ v 22 4 &
40% ,AEZE MR B2 (T7.6% ) o 5l e 28 J2 48 o 2%
2L 10.0 % 554«
IR, B G R ET SIS TS50
IR R, R RE I T 30% , H7E IR R B i e E A 3 T
29.5% , R It e 2306 T R SE T A B R SR G W K A3 B E o
AR
A0SR P A R ACEE AR, 7625 L BRI, 32
252 W2 TNV 2 A U 2L R B A O, 24 %
15 BRI S ALARRCRAT  ANAEAT R AT R )RR 2
BRE T LB L B v AN 5, I T A v SO PR (il
WA, HEAE A W e v, R AN B T2 i SE 0, Ho 5 T
PO BEAh, i P ARSI A 75 i R 0 B SO AR S 2 R 1
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