wo 20207204142 A1 | AT 0000 TR0 O

) FEFBAFWICE DV T LRI -EREERE

(19) HR NPT EHEMED =
D -;5
43) EfARA 55

=

20204108 8 H(08.10.2020)

10) B HES
WO 2020/204142 A1l

6 7H8S RMIBPREIJISHE ZA - 1L
AEMRRTESFN Tokyo (JP).

@D BEER(RTDHRWRY, £ TOEAOERRFR
ENTEE) : AE, AG, AL, AM, AO, AT, AU, AZ,
BA, BB, BG, BH, BN, BR, BW, BY, BZ, CA, CH,
CL, CN, CO, CR, CU, CZ, DE, DJ, DK, DM, DO,
DZ, EC, EE, EG, ES, FI, GB, GD, GE, GH, GM, GT,
HN, HR, HU, ID, IL, IN, IR, IS, JO, JP, KE, KG, KH,

WIPO I PCT

(51) EIFRRFET 048

AGIK 9/20 (2006.01) AGIK 47/46 (2006.01)

AGIK 47/22 (2006.01)  AG61K 31/497 (2006.01)

AGIK 47/26 (2006.01)
D ERHEES : PCT/IP2020/015225
(22) EFRHEER - 202054 H2H(02.04.2020)
(25 EEHEDSEE - HAGE
(26) EFRARDERE - HAGE

(30) (BEtET—4 =
¥5BE 2019070997 20194 H3H(03.04.2019)  JP

7)) BEEA: 7 A7 5 A B EK N 2+ (ASTELLAS
PHARMA INC.) [JP/IP]; T 1038411 BRRABAHR
RAXEAIT—_TH5% 1S Tokyo (JP).

(72) 3%8&: £ # K BE B (SASAKI Akihiko);
T1038411 RRHAHARX BAIEARE_TH S5 &
15 7XT 7 AHEKRAKLA Tokyo (JP).
HH R (TANAKA Ko); T1038411 RTARAH R
RAXEBA_THALHR1S 755 AHEK
A4 Tokyo (JP). =lF A—(MIYAZAKI
Masakazu); T1038411 RFE A RX B REAX

KN, KP,KR,KW,KZ, LA, LC,LK,LR,LS, LU, LY.
MA, MD, ME, MG, MK, MN, MW, MX, MY, MZ,
NA, NG, NI, NO, NZ, OM, PA, PE, PG, PH, PL, PT,
QA, RO, RS, RU, RW, SA, SC, SD, SE, SG, SK. SL,
ST, SV, SY, TH, TJ, TM, TN, TR, TT, TZ, UA, UG,
US. UZ, VC. VN, WS, ZA, ZM, ZW.

@) BEERRTDODHRWRY, £TOREADKIGRFR
ENTEE) 1 ARIPO (BW, GH, GM, KE, LR, LS,
MW, MZ, NA, RW, SD, SL, ST, SZ, TZ. UG, ZM,
ZW), 1—5 7 (AM, AZ, BY, KG, KZ, RU, TJ,
TM), 3—0w /% (AL, AT, BE, BG, CH, CY, CZ,
DE, DK, EE, ES, FI, FR, GB, GR, HR, HU, IE, IS, IT,
LT, LU, LV, MC, MK, MT, NL, NO, PL, PT,RO, RS,
SE, SI, SK, SM, TR), OAPI (BF, BJ, CF, CG, CL, CM,

_TEHS&H15 7AT5AMEKRAKL
A Tokyo (JP). A& VI E 5§ (TAKAE Seiji);
T1038411 R RX HAEA_THS &
18 7 AT 5 ZAHERA S Tokyo (JP).

749 KRIBA LD #RER, $(YAMAGUCHI Kenjiro
etal); T1730004 R R#BRIBEXRIE=T B

GA, GN, GQ. GW, KM, ML, MR, NE, SN, TD, TG).

W REER :
EFREERS (FRHE215%0))

(54) Title: MEDICINAL COMPOSITION
(54) HEADELFF : EEMEHY

(57) Abstract: Provided is a medicinal composition with excellent dissolution stability which contains ei-
ther 6-ethyl-3-\{3-methoxy-4-[4-(4-methylpiperazin-1-yl)piperidin-1-yl]anilino\}-5-[ (oxan-4-yl)amino|pyrazine-2-car-
boxamide (gilteritinib) or a pharmaceutically acceptable salt thereof and further contains a sweetener that reduces the
bitterness of gilteritinib and in which the gilteritinib is inhibited from suffering, with the lapse of time, a decrease in
dissolution stability due to stresses, €.g., heat and/or humidity, etc. The medicinal composition comprises: gilteritinib or
a pharmaceutically acceptable salt thereof; a sweetener; and a saccharide and/or a sugar alcohol.

GNEH: 6—IFIL—-3— {3—APFT—4—-[4—- (4 AFILERZTIY—-1—49J) ERY
Jv=1—aN] P=Y/} =5—- [ (FFxHv—-4—-4J) PRI/ EZDY—-2—-RIRFHIFN
(FNFVFZT) XBZOHEZNICHFRINZERTCFNTIVFZJOEH BRI 25 HEKA
EEF L, Az, BENLARY / XUTBEFOA ML RILLE, FLFTVFZTOBRBLZEHDE
TEIMHT 2, BHERERICBNZERERYEIRET 2, AIREEARMIZ. FILFTYF2TXIEE
DEEPWICHFRINDIE, HERE, BOICHEERY/ XISETILI-IEEEET 5,



