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[Document Name] Claims

[Claim 1]

having a critical relative humidity of B85% A more at

25°C as an excipient.
[Claim 2]

The orally administrable pharma;QQtical composition
according to claim 1, wherein the_ bntent of the sugar

having a critical relative humivity of 85% or more at
25°C is 3.6 pasts by mass or r;re based on 1 part by mass
of o, 0, a-trifluorothymiding/
[Claim 3]

The orally admini-'fable pharmaceutical composition
according to any of”'iaims 1 to 2, wherein the sugar
having a criticalfrelative humidity of 85% or more at
25°C is a disacgnaride or a sugar alcchol.

[Claim 4]

[Claim 5]




_31_

The orally administrable pharmaceutical composition

according to any of claims 1 to 4, comprising o, o, o~
trifluorothymidine and 5-chloro-6-{Z2-iminopyrrolidine—14
yvl)methyl-2,4 (1H, 3H) -pyrimidine dione hydrochloride
meolar ratio of 1:0.5.
fClaim 6]

The orally administrable pharmaceutical cgmposition

according to any of claims 1 to 5, comprisipg one or more

selected from low-substituted hydroxypropyfl cellulose,

carmellose, corn starch, partly pregelg inized starch,

and crospovidone as a disintegrating égent.

[Claim 7] |
The oral pharmaceutical composition according to

claim 6, wherein the content ¢f the disintegrating agent

is from 2 to 16% by mass infthe total amount of the
pharmaceutical compositig
[Claim 8] |

The oral pharmageutical composition according to any
of claims 1 to 7, Aherein the pharmaceutical composition
is in a formula,iﬁn form of a granule, a compression-

molded produ ; or a mixture.

[Claim 9] /
An g¢grally administrable pharmaceutical! formulation

compriging the orally administrable compesition according

to y of claims 1 to 8, wherein the composition is



[Document Name] Claims

[Claim 1]

An orally administrable pharmaceutical composition
comprising a,a,a-trifluorothymidine and
5-chloro-6-(2-iminopyrrolidine-1-yl) methyl-2,4
(1H, 3H) -pyrimidine dione hydrocchloride as active
ingredients and a sugar having a critical relative humidity
of 85% ocr more at 25°C as an excipient, and comprising partly
pregelatinized starch as disintegrating agent, wherein the
content of the partly pregelatinized starch is from 2 to 16%
by mass in the total amount of the pharmaceutical composition.
[Claim 2]

The corally administrable pharmaceutical composition
according to claim 1, wherein the content of the sugar having
a critical relative humidity of 85% or more at 25°C is 3.6
pasts by mass or more based on 1 part by mass of
a,o,o-trifluorothymidine.

[Claim 3]

The orally administrable pharmaceutical composition
according to claim 1 or 2, wherein the sugar having a critical
relative humidity of 85% or more at 25°C is a disaccharide
or a sugar alcochol.

[Claim 4]

The orally administrable pharmaceutical composition

according to any of claims 1 to 3, wherein the sugar having

a critical relative humidity of 85% or more at 25°C is one




or more selected from lactose, sucrose, mannitol, and
erythritol.
[Claim 5]

The corally administrable pharmaceutical composition
according to any of claims 1 to 4, comprising
d,a,0~triflucrothymidine and
5-chloro-6-(2-iminopyrrolidine-1-yl)methyl-2,4 (1H, 3H) -pyr
imidine dione hydrochloride at a molar ratio of 1:0.5.
[Claeim 6]

The orally administrable pharmaceutical composition
according to any of claims 1 to 5, wherein the sugar having
acritical relative humidity of 85% or more at 25°C is lactose.

[Claim 7]

The oral pharmaceutical composition according to any cf
claims 1 to 6, wherein the sugar having a critical relative
humidity of 85% or more at 25°C is 100% by mass in the total
excipient.

[Claim 8]

The oral pharmaceutical composition according to any of
claims 1 to 7, wherein the pharmaceutical composition is in
g formulation form of a granule, a compression-molded product,
or a mixture.

[Claim 9]

&An orally administrable pharmaceutical formulation

comprising the orally administrable composition according to

any of claims 1 to 8, wherein the composition is coated.




