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Preparation of Prednisone Pulse-release Tablets

ZHENG Xiao-Juan"?, WANG Peng’, WANG Jing-Si’, Y1 Jia>, GONG Li*, WANG Chun-Long®
1. Tianjin University of Traditional Chinese Medicine, Tianjin 300193, China
2. Tianjin Fineample Biotechnology Company Ltd., Tianjin 300384, China

Abstract: Objective To prepare Prednisone Pulse-release Tablets and investigate the release characteristics in vitro. Methods
Powder direct compression method was adopted to prepare quick-release tablets core. Multilayer coating were used to prepared
Prednisone Pulse-release Tablets, in which hypromellose (HPMC) and ethyl cellulose (EC) were used as coating materials of the
swelling layer and controlled release layer respectively. Effects of dosages and ratio of porogenic agent and plasticizer, and different
weight on release were studied. Lag time and the accumulated amounts of release were used to evaluate the release characteristics in
vitro. Results The optimized formulation and preparation of Prednisone Pulse-release Tablets were as following: the dosage was
11%, 10%, and 1% of the disintegrate, porogenic agent, and plasticizer. As well as, the coating weight obtained 5% and 10.5% of
swelling layer and controlled release layer. The optimized lag time was 4 h and the accumulated amounts of release were more than
95% when the pulse-release time was between 0.5 h and 1.0 h. Conclusion The formulation of Prednisone Pulse-release Tablets is
reasonable, the industrial arts is convenient and feasible, and the release characteristics in vitro is fit to the design of pulse-release.

Key words: Prednisone Pulse-release Tablets; prednisone; preparation; in vitro release

FUAR K R 25 R G IR I TR 2 B L I 2y
BIEIRE, ST IN BB BN R 2 N 4 2 R 4.
ik ae 25T 25 G I T A R A A I AR T
PERF R ORI T AT e A A I SR BT it 1
2RI MR I, AR TR AT IR, Al
2y (IR IR T 55 A B I IR ) 22 AR GG, AT

Igim HEA: 2015-01-19
HEEWHE: RETREIHRIBE (13ZXCXSY13600)

AR A b, Bkahan 25T BRR 244
AN RN, HAZ AR, e SR
WSk, Y JEAA R B LR R R 2, N
(FIP JERR SARAE T PURER 25 W15 1 24 W] LIAT 25t
EUNHES S 1S I N N T NI ES- 3 R
TERCR 5K, T G R 2 BN G DR )k

EERIN: WG (1987—) , L, Hilwvi A, WLarsed:, WFr 22l Tel: 15510977921  E-mail:tjzxj1202@126.com
«BIEEE THEE PR, B4R, 07229, Tel: (022)26558311  E-mail: dds-wel@vip.sina.com



LR S

Drugs & Clinic

3% HeH 201546 A ° 643 -

R ATHESCR I, R ST A R AT I
ek, RfEmEATERE 6:00, 151E R E R0
JPE 7 AN E-6 (IL-6) /KFZ AR 4:00 S3
WEAE T, [RIHASHIE 9% LA JE AR g B 2, S
DA DT 98 R0 IR I S T AR, e AR i i )
J33~5h, NS 0.5~1h Bles, WEE R
7% 20 P IR - DA {1 39 0 o 1 2 34 5 1 308 38 o 14 ko
7R, DAk 2R AiA R AR IR R V67 28 K 5G4 11)
H o ARSI R H 2 )2 A AR il 7 R
HE2 TR BALAAS [ B AR R R A 1
PR JERA Kt ORI e, [R5 58 T IR Je A ik
MR RSN AT N
1 BN
1.1 48§

JJ323BC MU HE 7R CF 2T RS IR A 4%
] 7); HD-15 BEZIUEgRANL (KIPTTH 7262y
M%) )s DP30A AUk odl (st [E 2y
T ST RHE A PR AT, )y YD-1 B R A R kA (R
HTDH KRG TS R A IR A W] B200/400-4
AN CEASAEGEARTT KA R 27D BT100-02
RER A (REF HETBEARAFD; UV-1800
RURAMY T (BHEAF]D; ZRS-8G AU fEwy
HARIG A CREETT R KR KB AR A ] ); Waters
2695 R GRAH IS (Waters 23 7] )
1.2 #Am5iRH

WA RS sk Ot 704 98.0%, ViR
FIEHIAT PR A ], k'S KO3B20121118); ATHEER
LIEME B BE R Kolidon CL (PVPP, H A TEAL bk
o4k, fit 01644729000 ; ATHKIR FH AL 4F 4 b
ND-2 HS (CCMC-Na, HAJEALbEA 4L, #5
X3E166); HEglE (Adbteja 2yl R oiranl,
65 1311070); FUHE F100 (WAG DR BERE 20 A
B, 165 20111128 T a1 4 % pH-101(MCC,
H A AL ifk e 41, 165 13B6)s A ALRE(SIO,,
LT 2 AR AR A B W], ks 20131114);
TEARIREE (MS, Zfuliinl 25 Rk 0 A BR 2w,
fL5 111209); R H£4F 482 ES (HPMC-ES, %[
DOW 24 ], fit'5 1F280124L1); ZIL4F4E % RT-N-10
(EC, R R EAHZAMR A, #it'5 14-119); PEG
6000 CFg L B/R TA R 2w, k5 2012020451);
PEG 400 (F 50 BURE A BRA ], #i'5 20121010);
TR CEE CREDER KA TAHBR AR, 2 Hr4l);

"
ZENRK

2 HESHR
2.1 BFidH&

SR PR A T2 I A v o 4% 511 g i e
P JEURHS SiRE 2 T3 80 H i, 2 Ak 7 AR - 25K
JERA - AR AT IR LA LE e Joe i AR L A1 4 3
WL EB A BRI T s AR, LA
S iy ORG A, AT BB A
fil S i BN B, VAT, H 7 mm MR
Fr, BIfR.
22 RRHAKHFEIH&
221 WIKZAKKEH S RICEAA LT &1
HPMC-ES5, I 60% LBEEHHT, FL i 5% HPMC
LW, HIVEIR 2O AL E S
26~28 r/min, ZALIEJIN 0.1 MPa, N
2.5~5.0 t/min, FRILE 80~100 C. 2 A
5%, 24030 min 5, EIBCE 24 he
222 FERZEARWEIE AR A AL T &=
EC. PEG 400 fil PEG 6000, 1A% 90% LB
L] 5% EC LB, IR R A
AR SE 26~28 r/min, FALIE A 0.1
MPa, BEGHJE Hy 2.5~5.0 r/min, JiARLE 80~100
T, ERZEUAKNE 10.5%, Z4k 30 min J5HUH .
23 BRENEREEL
231 KK R#E  REPRBCE AfE, ke
FAJGURLE 5, INENARS AR, MR & 3224 20
ng/mL WA, DAshAH A, 3R] WL
FeREVE (P EZ5 L) 2010 AR —EBHE R IVA) BEHT
F13, 03 200~400 nm 3K ARIBOERE, LK 1.
WA JGURIAE 240 nm A5 KW, 723 AU ELE
WA NEA T, FUIERE 240 nm 7E AR

et

=k

200 240 280 320 360 400

A /mm

E1 =EHSFLEMRERGHEIINERKEEE
Fig. 1 UV wavelength scanning of blank accessories and

prednisone active pharmaceutical ingredient
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Fig. 2 HPLC chromatogram of blank accessories (A),
prednisone reference substance (B), and Prednisone
Pulse-release Tablets (C)
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Fig. 3 Release curve of Prednisone Pulse-release Tablets
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Fig. 4 Effect of different dosages and ratio of porogenic

agent and plasticizer on drug release
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Fig. 5 Effect of different weight on drug release
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Fig. 6 Release curve of Prednisone Pulse-release Tablets
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