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Table 1. Information of CLPo formulations used in the study.

Formulation Company Solubilizer Surfactant abbreviation |
. Shionogi & Co.,
Darmovates Ltd. | Sorbitan sesquiclaate CLP,_Or
Macda Polyoxyethylens

TMYK | Pharmaceutical | hydrogenated castor CLP,_GA
|Industry Co., Ltd. | oil 40
Nichi-Ika

IMichi-iko Pharmacautical — Polysorbate 80 CLP,_GB
Co., Ltd.

Table 2. Information of HPoc formulations used in the studv.

Formulation

Company

abbreviation

Hiludoid™ Soft cintment Maruho Co. Ltd. HPge_OFr
HP 5 [Michi=iko | MNichi-Iko Pharmaceutical Co., Ltd. HP,~_GA
HP . Teikoku) Teikoku Seiyaku Co. Ltd. HP,- GB
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State of the mixtures of HPoc and CLPo stored for 1h,
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Table 3. Correlation between layer separation and storage temperature in a
mixture of CLPo formulations and HP oc formulations.

HF HPy- Or
T‘"‘ff,'_.“]t”" 25°C 30°C 35°C 40°C
Time I:.‘I] 0.5 1 2 3 a3 48 | 05 1 z 3 4 43 | 0.5 1 z 3 23 4E | Q.5 1 3 3 4 48
apaor | - | | ===~ <|-|-|-{-1-1-1-/-1-/-01-/1--/|-|-/|-
g' CPath | = | == =]=| |- =]=]=|=f-Q=]=|=|=|=|=f=|= =]|=]=]]-=
ap, GE | = | =|=]|=|=|=]=|=|=]=|=]=]=|=|=|=|&8|8)=-|=|=]|=|8|EF
HP,,. HP,. GA
e 25°¢ 30°c asec 40°c
Time (h} 05| 1 2| 3 |24 4|05 1| 2|5 |24 a0fos]| 1|2 3|24 as|os]| 2| 2| 3|24 a8
cpaor |- |- == |-1-[-]-1-1-/-{-1-1-1-"'-1-1-1-/-/-|-|-/|-
g'cwn_m st e e bilalbale lal & le] &l@bele a] s &= latel vl
CLP,_GB F|le e|ler|B8|e|8|la|le|s|s|le)e|ler|lsg B|lr|B8]|e|la|a|le]|a|a8
HE HP,. GB
'“‘E‘:é‘]“”" 2850¢ 300 35°¢ anec
Time [h} 0.3 1 i 3 FL) 48 | 0.3 1 z 3 24 48 03 1 z a 24 48 | 0.3 1 2 a 4 L1
L B e R I T R N IR BT A A B B R B A AR S N AR B B
;T araea |- [-1-[-]-[-1-|-{-|-1-1-1-|-{-|-|e|al-|-|&ale|ale
cp.6e | e |5 e|e|e|8|s|e|s|s|s|s|ls|e|s e|e|a|e|s|a|e|s &

6 : A liquid layer occurred.
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Fig. 3. Relationship between storage condition and

disintegration time of MgO tablets.

PTP: stored in PTP package
RT: stored at room temperature

OD: stored in one dose package
wet: stored at 40°C, 75%RH
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Table 1 Information of CLPo formulations used in the
study.

Sorbitan sesquioleate | CLP,_Or

Polyoxyethylene
| CLP,_GA
oil 40

- CLP,_GB

Table 2 Information of HPoc formulations used in the

study.
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State of the mixtures of HPoc and CLPo
stored for 1h, 2h, 3h, 24h and 48h at each
temperature.

Fig. 1

Table 3.
storage temperature in a mixture of CLPo formulations

Correlation between layer separation and

and HPoc formulations.
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6 : Aliquid layer occurred.
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