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Preparation of Carboxymethyl Zein Aspirin Enteric-coated Pellets and Its Release Rate in vitro
ZHANG Xiang, SUN Ya-nan, DING Qi, LIU Li, LU Chuan-hua (School of Pharmacy, Anhui University of
TCM, Hefei 230031, China)

ABSTRACT OBIECTIVE: To prepare Carboxymethyl zein aspirin enteric-coated pellets, and to investigate pharmacokinetic char-
acteristics of it in rats. METHODS: Carboxymethyl zein was used as enteric-coated material and mixed with aspirin with ratio of 2:
1 using ethanol as adhesive. Carboxymethyl zein aspirin enteric-coated pellets were prepared by extrusion spheronization method.
Using Aspirin pellets as reference preparation, 48 h pharmacokinetic characteristic and 4 h in vitro drug release of Carboxymethyl
zein aspirin enteric-coated pellets as test preparation were investigated in rats after intragastric administration of test preparation 15
mg/kg (n=5). RESULTS: Prepared pellets was 1 mm in particle size and 3 mg/pellet in specification. The pharmacokinetics of
both reference and test preparations were in line with two-compartment model. Main pharmacokinetic parameters of reference prepara-
tions vs. test preparations: tyz:(12.63+0.60) h vs. (2.42£0.61) h; fn: (11.07 £1.10) h vs. (3.41£0.84) h; Cou: (34.45 +£5.33) pg/ml
vs. (45.78 £ 3.30) ug/ml; AUC,-..: (613.52 £41.14) pg-h/ml vs. (550.69 + 34.44) ug-h/ml. Compared with reference preparation,
tizps Lo and AUC,-. of test preparation increased significantly, while cn.. decreased greatly (P<<0.05). 2 h accumulative release
rate of reference and test preparation were 87% and 1.7% , and test preparation was released completely within 3 h. CONCLU-
SIONS: Prepared Carboxymethyl zein aspirin enteric-coated pellets which are up to the requirements of enteric-coated preparation
are prepared successfully.
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Tab 1 Results of in vitro release test of 2 kinds of prepara-
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Fig1l HPLC chromatograms
A. substance control; B. blank plasma; C. blank plasma+substance con-
trol; D. plasma sample; 1. hydroxybenzoic acid
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Fig 2 Drug concentration-time curves of 2 kinds of prepara-
tions in rats(n=5)

HIFH 3p9T FRAFXT I 259k BE R A o0 Hr , 48 L sh bl e
S2AR T AN S R 2 DL s MR R fe , R R A 1y
UC . BEATRUE P S BTN 3155 25 322 280, 9 SPSS
170G IR A T e, 258 SR R L3R 2.

ZVTE BT ] VARV ORI AR A A Ry 111,41 9%
2 W] B ] DR i I AU A 00 P B 55 2 A 2
3 itig

T B e R A I AOR S i e . A
WFFE R % T R 8 v A 45 SO, e ZAE RSB 3 v 35 3
PR ISR o 3 R Y B S R e AN 2 WA R i T A

F2 2MEFERRENNLGIHFSH (x£s5,n=5)
Tab 2 Pharmacokinetic parameters of 2 kinds of prepara-

tions in rats(¥ * s,n=5)

25 Eany e ZILHIHIA
tiaash 3.39+0.18" 2.09+0.37

ting , h 12.63 £0.60" 242+0.61
CL(s) ,mg-kg/h 0.001 854 £ 0.000 368 0.002 291 £ 0.000 645
. 11.07+1.10" 341£0.84

Couey o g/ml 3445+533" 45.78 £3.30
AUC-44, b g-h/ml 612.70+40.91 550.69 +34.44
AUC)-, pg-h/ml 613.52 £41.14" 550.69 +34.44
MRT.,h 16.96 +1.43" 8.45+0.29

H5Z Wil s . P<0.05

vs. reference preparation: “P<<0.05

TE B SRR ROL B TR , 76 1 P T DA 2R 55 1T 22 12
TR

L 2 AT AL, 2 L P B R AR P B 24, 0.5 h 7
L3 F B 3 4 s v BE 254, 4 h e A iR B s L 20 I 24 ik
JE FF AR AR, 28 W B ] DU ARG LT 18 5 S A 78 1 R/ N ARk
Wi, SRR BT 4 h BSR4 WS A TR S e e
B, AR 12 h 78 A7 i S e i I 2 MR B, =22 U i 2 ik R % 1
18 BE AN M 250 BE L RIRAR A AR e 2 e R 2202, R
1L 25k BEAR T2 LU 50, 22 B ) ) DA i v AL 15 FEL RS
AR JUF AR, i e W 38 P e OB, A% T2 L5
B ok

MZG BN SRS AT, 52 el bedss, 2 £
b AUC - 35 W S BT, e W S 08718 (P<<0.05) , -7 3 W B
A VR OLE S — B R Rk o 45 Ui ARSI = A A
B F L TR T LI At HoA — e I R L

e
[1] SFHAEIAR A M)A P EE 2R Rk, 1998
659—-667.

[2] #ZE,keal, FAE AT AR & B FL R R[]+
255 4 &, 2006,41(12) :885.

[3] RS, EEG AR SAPTR 25 RN [I]. F B 2507,
2006,9(10):959.

[4] Manoj NS, James SB, Robert S. Chewable enteric coated
aspirin tablets: US,10/961563 [P].2006—04—13.

[5] BKIKHE. P 25 25 ) 22 [M]. Ak st A 24 A, 2007
363.

[6] 25 K. HPLCH UV INERT ] VCAEZ Y R BT ] PR
KGRI &) K6 B S 53R, 2011,25(1) : 11,

[7] HERZMTEG S P AR LA B 23 —38[S].2010 4
JiAb s A B 2R A, 2010 SR X CLXD.

[81 FHaxs, F [, 20 AT wl DT AR % R AE R AR P 25
BN TR 0] Ak 25 5 4 &, 2010, 25(1) 1 42.

(ks H 15 .2013-12-31 &I H HH.2014-03-10)

(PEZHRE)RE—RCCSE PEZINEARET, WBIEHE . 1T15H

THEZD 20144555 25 455 41 1

China Pharmacy 2014 Vol. 25 No. 41 - 3897 -



