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Study on the pharmacokinetics of Angelica sinensis polysaccharide —
iron complex floating sustained — release tablets in Beagle dogs
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Abstract Objective: To prepare Angelica sinensis polysaccharide — iron complex floating sustained — release tab—
lets ( APIC FSRT) and to evaluate its pharmacokinetics in Beagle dogs. Methods: The tablets were prepared using
acrylic resin [ HPMC PVP and so on as excipients. And the tablet was prepared by direct compression. The serum
drug concentration in Beagle dogs was measured by AAS. The parameters of control groups and APIC groups in Bea—
¢gle dogs were evaluated and analyzed statistically by DAS 2. 0 software. Results: The pharmacokinetic parameters of
APIC in dogs showed that the AUC,_, (6.024 £0.950) mg *h + L™" MRT(7.395 +0.530) h C, (1.026 +
0.332) mg * L™ the relative bioavailability of the tablets was 134% . Conclusion: The study was found to be effec—
tive in the process of Angelica sinensis polysaccharide — iron complex floating sustained — release tablets. The tablets
produced a relatively flat serum drug concentration in vivo compared with the control groups
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a8 :
( Niffer— Y =0.0548X +0.0005 r=0.9992
ex) Beagle 0.1 ~1.0 mg+L""
o 0.1mge+L",
2.2.4 1.0 mL
1.1 ( ) 5 o
I ( ) 0.362 ~0.266 mg * L™
HPMC( K4 m Colorcon Asia Pacific Pte Lid) 0.3092 £0.020 (n=5) RSD =6.6%
PVPK30( E. Merck ) o o
( E. Merck ) ( 2.2.5
) (
150 mg ) ( 1.0 0.6 0.15mgL™" . . 3
GBW 5 “2.2.27
09131) ; ( 2.2.17
GBW 08616 1000 Mg'mL’I) + SD (112 +4) % (99.6 +
o 2.9) % (100.5+0.5) %
1.2 Beagle 6 12
~13 kg .0 0.6 0.15mg+L™" . . 3
: SCXK( ) 2008 -0001 5 “2.2.27
1.3 SpectrAA -240 FS ( “2.2.17
VARIAN) ( o 3 RSD
) ( ) ZRS - 15% (n =15) o
8G ( ) TGL - 16 1o
( ) o 1 (n=15)
2 Tab 1 Precision data of serum iron
2.1 APIC( 5 g) (intra — day) (inter — day)
M(25g) HPMCK,, (8g) PVPky(3 g) (mg+L7") X+S/mg+L-! RSD/% X=S/mg+L-! RSD/%
(1 g) 100 1.00 0.912 +0. 008 0.9 0.952£0.035 3.7
0. 60 0. 623 0. 032 5.1 0.6120.051 8.4
10-mm A 0.15 0. 151 0. 009 5.8 0.155£0.016  10.0
~5 kgo o 2.3
0.4 ¢ 50.0 mg RSD | B 6
0.9%(n=5) Beagle 3 12 h
2.2 ( Nifferex) 1 150 mg
2.2.1 - . Fe; ) 3 50 mg ) o
: ; : / ; 1 13.50 4 h 4 h o 0123
L * min"'; :2.00 L * min~'; 1248.3 3.5445567 810 16 24 h 2.0
nm, :0.2 nm,; :5.0 mA; 4, mL 5 min 6000 r * min "' 5 min
2.2.2 Beagle 4 ( ) 1.5 mL EP o 4 C
mL 5 min 6000 r * min "' 10 min o “2.2.27
200 pL 10 . o “2.2.1”
2.2.3 (
0.10.20.40.60.81.0mg+L" ) o
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Tab 3 Pharmacokinetic parameters of APIC — FSRT
groups and control group

and control groups

2.4.2

AIC

DAS2.0 0
2.4
2.4.1 Beagle
24 h - 2,
2 APIC - FSRT 2
C,.. (1.026 £0.332) mg « L' (1.26 =
0.12) mg * L™" APIC - FSRT 6 h
4 h o
- 1o
2 APIC - FSRT
(x+s n=6)
Tab 2 Mean serum concentration of APIC — FSRT
groups and Nifferex
t/h APIC - FSRT ( nifferex)
0 0 0
1 0. 168 +0. 090 0. 090 +0. 040
2 0.336 +0. 140 0.250 +0. 050
3 0. 506 +0. 180 0. 370 +0. 060
3.5 0. 546 £0. 190 0. 460 +0. 100
4 0.636 +0. 170 1.260 0. 120
4.5 0. 800 +0. 180 1. 030 +0. 080
5 1.021 +0.320 0. 840 +0. 102
6 1. 026 +0. 330 0. 650 +0. 150
7 0.901 0. 390 0.453 +0. 170
8 0.443 +£0. 180 0.290 +0. 100
10 0.216 +0. 090 0. 170 £0. 080
16 0. 135 £0. 030 0. 100 +0. 060
24 0.034 +0.010 0. 030 +0. 030
C /mg-1"
1.6
1.2 —— 9} (extended tablets)
= JHRERHE (Nifferex capsules)
0.8
0.4
0-r --V T J
10 20 30 t/h
1 Beagle -
Fig 1 Mean serum concentration — time curves of APIC — FSRT groups

DAS 2.0

Beagle

Beagle

APIC - FSRT
( parameter) ( Nifferex capsules)
Cpo/mg + L™ 1.026 +0. 330 1.26 £0. 12
T ax/h 6 4
t1n/h 2.07 £0.32 1.54 £0.08
MRT/h 7.39 +0.53 5.27 £0.46
AUC(g_y /mg+h+ L~ 6.02£0.95 4,479 +0. 440
Fl% 134
t APIC - FSRT 2
AUC (P <0.05)
134% .
Cmax ‘tmax ( P = 0' 05) o
C“\Z]X
o FDA
(
80% ~120% ) APIC - FSRT
3
Beagle APIC
— FSRT o
o APIC — FSRT
DAS 2.0
Cmax
Cl“ax
T"lﬂx
AUC,,
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