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( 1 3) 200 ~ 400 nm
257 nm
212
( 1 3) 1.5~12 mg-L"
257 nm (4) (©)
A= 0.0649C-0.009(R*=0.999 4) 1.5~12 mgL"!
2.1.3
( 60 mg) 200 mL
( 1 3) 150mL (
1 3)
6 mg-L’ ( 2005 IV A) 257 nm
60 (
1 3) 6 mg'L"
97.0% RSD 0.88% (1 =6)
2.2. KPF
2.2.1
0.1 mol'L™ pH=4.5 pH=5.5 pH=6.8
pH=7.2 200~400 nm 260 nm
222
pH=6.8 2~12 mgL”
260 nm (4) (©)
A=0.0648C-0.0136(R*=0.999 7) 2~12 mgL"
223
( 2005 X D )
900 mL pH (6.8+0.05) 75 rmin
2 4 6 8 10 12 14 24h 5mL
5 mL 10 mg‘L'1
( 2005 IVA) 260 nm
60 ( 1 3)
1 g'L1
10 rng-L'1
2.3 KPF

23.1
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200 g
200 r'min™ 400 L-min”
2 min
15 rmin’’
36~32
2h 36~32
232
(36~32  )200 ¢
19%( )
200 r'min’
15~20 L-min™' 10~20 rmin’
2 min
28~24 90%
233
Eudragit*NE30D 2
SDS
Eudragit®NE30D  L30D-55
20g
20~25 0.2 MPa
10 min

0.1~0.3 MPa

25 r-min’!

10~20 r-min’’

KPF-MCC(
60%( )

200 L-min™

3~5 rmin’'

40
58.2%

15~20 L-min™’

5~10 r-min’’

60

80%

80 20)

0.1~0.3 MPa

2h

Eudragit® L30D-55

10 min

90~110 m*>-h™!

5~8 mL-min’’

40 24 h

80

a: morphology (50x)
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¢: morphology (50%) d: surface (120x)

Fig. 1 Scanning electron micrographs of (a) (b) KPF pellets without coating, (c) (d) KPF coated pellets
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Fig. 2 In vitro release of KPF from pellets without any coating
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Fig. 3 In vitro release of KPF from sustained —release pellets coated with
different ratios of Eudragit® NE30D/L30D-55
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Fig. 4 In vitro release of KPF from sustained-release pellets coated with different

coating levels of Eudragit® NE30D/L30D-55
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Fig.5 Invitro release of KPF from sustained-release pellets coated with different
concentrations of Eudragit® NE30D/L30D-55
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Fig.6 In vitro release of KPF from sustained-release pellets coated with coating

liquid containing different amounts of SDS
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20g
0.2 MPa
2.53
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Fig.7 Invitro release of KPF from sustained-release pellets with different curing time
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Fig.8 Invitro release of KPF from sustained-release pellets in dissolution media of different pH
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Fig.9 The effect of rotation speeds on the in vitro release of KPF from sustained-release pellets
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4 P Y=a+bt
In(100-Y)=-a,+bot  Higuchi Y=a;+bst"? Ritger-peppas logY=as+b,logt
Y t a;~ay bi~bs 8 pH:68
4 KPF
Table 1 Correlation coefficient of different models
Zero-order First-order Higuchi Ritger-peppas
Corr. coefficient 0.9288 0.9976 0.9867 0.9840
Fick’s duw/d=ADK C/L dw/d, D
K L C (
(& Co C=C) A L D K C
8 (pH=6.8) 6h 6 h 50%
F($)=7.964t+1.338(t<6),r = 0.997 6 K=7.964%/h 6 h
[100-F(%)] t
In[100-F(#)]=4.8741-0.1409 ¢t »=0.999 9
3
a. 1%( JHPMC
1%( JHPMC  60%( )
KPF HPMC
b. 2 KPF 30 min
KPF MCC
Eudragit® NE30D  pH Eudragit® L30D-55 (
pH=5.5 ) KPF
[6]
c.KPF  pKa 4.6 pH 7] KPF

pH

pH

pH<4.5
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Eudragit®L30D-55 pH>5.5
Eudragit*L30D-55 pH
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Preparation and in vitro release of ketoprofen sustained-release
pellets

GUO Ying-jun, QIU-shi, SUN Hui-hui, SUN Ying-hua, HE Zhong-gui
(School of Pharmacy, Shenyang Pharmaceutical University, Shenyang 110016, China)

Abstract: Objective To prepare ketoprofen sustained-release pellets and study their in vitro release
characteristics. Methods Pellets were prepared by centrifugal-coating granulation method, using Eudragit®
NE30D and Eudragit®L30D-55 mixture as sustained-release coating materials. Factors influencing the
release rate of ketoprofen from the sustained-release pellets were studied. Results The coated pellets
showed an excellent roundness and the yield was over 90%. The release rate of ketoprofen was mainly
affected by the coating level and the ratio of Eudragit“NE30D and Eudragit*L30D-55, and it increased
with the raise of the medium pH. Conclusions Ketoprofen sustained-release pellets were successfully
prepared. The in vitro drug release profile followed first order kinetics.

Key words: pharmaceutics; sustained-release pellet; centrifugal-coating granulation; ketoprofen; Eudragit”™

NE30D; Eudragit®L30D-55



