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R R OBEEE (J30) : We developed for the first time a fast dissolving oral film containing 4 mg
dexamethasone (DEX) in cooperation with Tsukioka Film Co.Ltd. In rats, pharmacokinetic properties of
DEX were very similar to those obtained after oral administration of DEX suspension. Subsequently, the
efficacy and usefulness of DEX film were examined in breast cancer patients who underwent
chemotherapy. Antiemetic effect was similar between film and tablet. Moreover, patient’s impressions
on the oral acceptability in respect of the taste and ease in taking were significantly better for film than
for tablet.
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Measurement of film bases Homogenized fragrance ingredient

M Agitated emulsification device
Mixing Rotating speed:12800 rpm
Mixing condition Agitating time: 15min
Temperature: 20 - 90°C Homogenizer
Agitating time: 40 - 120 min Pressure: 200 kg
vy Rotating speed: 1000 - 2000 rpm

Defoaming
Vacuumed defoaming device
Flow rate : 80 L/h
——— » _Mixing «—

Gelatinization device
Flow rate : 80L/h
Coating
Coating apparatus
passage time: 2 - 8 m/min
drying temperature: 50 - 130 °C
solution temperature: 40 - 90 °C

Aging
l Ventilation at room temperature

Slitting and Cutting

Packaging
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Oral film (N=10)  Solution (N=10)

Tmax (hr) 3.20£ 1.03 3.40% 1.43
Cmax (ug/mL)  13.33+3.97 12.662 6.61
AUC (ug/mL/hr) 98.01+ 22.28 93.6+37.8

ke(hr-1) 0.42+0.01 0.42+0.02
Tua(hr) 1.65% 0.06 1.66% 0.07
CLtot(L/hr) 0.05+0.01 0.06% 0.02
Vdss(L) 0.37+0.12 0.44+ 0.20

BAEI T EHE+SD 27T, Tmax B LU Cmax 1%
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DEX tablet DEX film

Age 55.5 (41-70)
Height (cm) 155.8 £5.7
Body weight (kg) 56.3+15.4
Scr (mg/dL) 0.53+0.07 0.54 +£0.10
AST (1U/L) 18.6 £5.3 19.9+6.0
ALT (1U/L) 184+11.0 19.2+118
WBC (/mm®) 3,934 +1,425 4,015+ 1,895
Hemoglobin (g/L) 11.8+£15 12015
Platelet (10%/mmq) 23.0+8.8 24.4+8.2
Dose of anticancer drugs (mg/m?)

Epirubicin 88+9 88+7

Cyclophosphamide 581 + 58 585 + 47
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WBC., ~E7 b, /MR, 8 LOHNAHIEK
GREIZOWTIEWT NS 2 B CHEZEIT 1o
7.

O DEX 7 4 /L4 L& DEX S0 2R o b
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Complete response
100 100
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Complete control
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Acute Delayed Overall Acute Delayed Overall
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73, %5 4-5 HEBICBIF2ELa Y bu—/LE
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Nausea Vomiting
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g 50 ——o o 50
g 4of 40t
S sof 30+
20 20
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ol L L L L
day 1day 2day 3day 4day 5
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[ Tablet (N=27)
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Taste Solubility
Amount - Thickness
Ease to Size
take *
b 1 b
1 2 3 1 2 3
Bad Good Bad Good
Score Score
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ATEME L7z, FFiiE 1 k2w, 2 Ebn e
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L. BE~OT r— M XD FRE L7z, **P<0.01,

Wilcoxon signed-rank test (2 . 5 .
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1) Nishigaki M, Kawahara K, Nawa M, Futamura M,
Nishimura M, Matsuura K, Kitaichi K, Kawaguchi
Y, Tsukioka T, Yoshida K, Itoh Y. Development of
fast dissolving oral film containing dexamethasone
as an antiemetic medication: clinical usefulness.
Int J Pharm 2012;424:12-17 (&#H:4A)
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