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Claims

1. A solid pharmaceutical composition containing N'-(5-

chloropyridin=2-y1) =N~ ( (138, 2R, 48) ~4~

[ (dimethylamino)carbonyl]-2~{{ (5-methyl-4,5,6,7~-

viicarbonyl]laminolcecyclohexyl)ethanediamide of the

following formula (I):

W I
2

or a pharmacologically acceptable salt thereof, or a

hydrate thereof, wherein the content of the compound of

formula (I) i 0.5% by welght or more and less than 10%

by weight with respect to the total weight of the

pharmaceutical composition.

2. The pharmaceutical composition according to claim 1,

wherein the dosage form 1s a tablet.

3. The pharmaceutical composition according to claim 2,

wherein the tablet has a density of 1.2 mg/mm’ to 1.4
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4, The pharmaceutical composition according to claim 1,

whereil ion further

N the pharmaceutical composi contains a

sugar alcohol and a water-swelling additive as excipients.

5. The pharmaceutical composition according to claim 4,

wherein the sugar alcohol 1s D-mannitol or erythritol,

and the water-swelling additive is pregelatinized starch

or crystalline cellulose.

6. The pharmaceutical composition according to claim 5,

wherein the sugar alcohol is D-mannitol, and the water-

swelling additive is pregelatinized starch.

7. The pharmaceutical composition according to claim 1,

wherein, when the pharmaceutical composition 1s coated

with one or more coating agents, the coating agents are

s

one or more species selected from the group consisting of

a saccharide, hypromellose, methylcellulose,

ethylcellulose, hydroxypropyl cellulose, polyvinyl

alcohol, povidone, vinyl acetate resin, polyvinyl acetal

noac

diethylami state, aminocalkyl methacrylate copolymer RS,

and ethyl acrylate-methyl methacrylate copolymer

dispersion.

8. The pharmaceutical composition according to claim 7,

wherein the saccharide is selected from the group

consisting of sucrose and mannitol.
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9. The pharmaceutical composition according to claim 1,

wherein the compound of formula (I) or a

pharmacologically acceptable salt thereof, or a hydrate

thereof is N'~ (5-chloropyridin-2-y1)-N°~( (1S, 2R, 48) -4~

[ (dimethylamino)carbonyl]~2~{[ (5~methyl~-4,5, 6,7~

tetrahydrothiazolo[5,4~clpyridin~2-

vl)carbonyllamino}cyclohexyl)ethanediamide p-

toluenesulfonate monohydrate represented by the following

formula (Ia):

cl «H,0 (Ta)

\SW/U\H\\ ::: O N/ ] O—S—_
- N HNm/MN N =8$=0
H OH




