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Starch syrup  White soft sugar
Mixing ratio= 1: 1
Meited on the plate to 140°C heated
Melted syrup sugar solution

Cool down to BOC
+0.05% Clonidine solution at 60°C

Put into a mold
+ A paper stick
Cool down to room temperature
v

Clonidine lollipop

sO=TralRy T OB AE

Baba Y. et al., YAKUZAIGAKU, 58, 46-51(1998)
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Powdered lactose Clonidine solution
Mixing ratio= 2: 1

Suspension

Putinto a mold
Drying

Clonidine OD tablet

Preparation of clonidine OD tablet

K. Sumiya et al., YAKUGAKU ZASSHI, 120, 652-656 (2000).
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p<0.01"
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E 1.0
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S 0.75=0.15
€086 %
E 0422021
D04
@
Eo02
17
o L]
o gl -

ODtablet  Lollipop
(n=14) (n=8)

Plasma clonidine concentrations between
OD tablet and lollipop

There was significant difference between the groups (*p <0.01).
Sedation for each patient was satisfactory () or unsatisfactory (@) .
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24
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o BRI E A !

R E 5 BRI o, B AR ERE AL
NED R % AL T 3 IS 02 IR (58 20T 5
CEIZEYFRMMEE RS, MEE RIS

< SIMMERLALTSY. HEFEHRICEVWTER
BEER - WERH A L E DS E LW B D, R HFK
I270=U U AMERIL, SRR AR

BRFEHRLIDFHOOE
oy (lollipop) = ABABF 4 Fr—

10
p <0.05"
T 08 o
S
£
= oef o
£ 8
§ - ° 0.45+0.16
s
e A [ S - [P
g o2} 0.26+0.16
k] %
O g
Unsatisfact Satisfactory
n=s) T Z(n=10)

Plasma CL concentration between unsatisfactory
(score=0,1) and satisfactory (score=2,3)
Clonidine dose for each patient was 2ug/kg(® Jor 4ug/kg(O)

12

OB P4 A S B2 D Y P BT
(R MARESIY. CIEEAIMEES TN, SBELEW. RTHRMFIO

Drying Hardness  Disintegration time  Disintegration ime  Pore volume

condition  (kgf) in vitro (s) in oral cavity (s) (102mlg)
A 26 =01 2580 = 387" 1605 = 324° 13203°
B 8>07 5501 = 300" 1321 = 135 07 =06"
c 36=03 356 = 134 100.7 = 186 2203

*: p<0.05 significantly different from drying condition C (Student’s f-test).

ARm24 £ 1°C, BRI = 2% (HA)
B:BM24 + 1C, MHTS £ 2% (ML HHI I LBNARERBLITLr—5M)
C:BR4=1C. BN £ 15% (EAEHNA)

=14

Hemodynamic data before baseline and 90 min
after administration of clonidine preparations

Hemodynamic parameters 0D tablet Lollipop
Systolic blood pressure (mmHg)
Baseline 1011 1M3£15
$0 min after administration 104 = 10 107 = 14
Diastolic blood pressure (mmHg)
Baseline 59+ 11 9 = 10
90 min after administration 58+ 8 61+ 8
Heart rate (b. p. m.)
Baseline 915 M=23
90 min after administration 80 =17 100 + 18

Values are expressed as the mean = S.0.
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Dose of PHT (2g/kg/day)
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Fig 2 Relatoaships becween Daily Dose of Phenytoin (PHT) and
Percest of Toul PHT Exereted in Urice (Left Axis of

Ordinats} or Percest of Relitive Amcust Absotked (Ir)
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TanE [l Plasms Concensation of Phenytoin (PHT) ot Swady-Siste in Varina Dose of PHT after
Chronke Administraticn of Powder, e A Fin Eplepcic Pasiencs ¥
Patient. Sex Age Wiy Dose Dosage form Plasma.
(yeas) u'.y mg/vg/d concentranon
oI PHT /)
KM F0 7] 40 Powder 13
40 FIRIG-F 41
44 YIRIG-F 4
30 KRIGF ]
ro. F & L] 44 Powder 16
44 PRIG-F 23
50 FIHIG-F 33
Ys LI il 37 Tablex 18
37 HEFGF 22
e F 18 ” 33 Tablet (grouad) 133
33 PIRFGF
T H M [1] 18 Tablet iground) 16
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Fig. 5. Simulation of Plasma Concentration Time Profile
after Single Oral Dose of [Phenytoin Powders
Kua=210 gg/ml, Vaaa=0.33 pg/mlfhr, Vi=0.Tifkg, k=
0.173 br™}, ke=0.366mg" ¥hr/kg'’%, D=A: 10.0, B: 5.0,

C: 2.5ma/kg.
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