wo 20257087177 A1 | IO 0 TR0 O O

(12) FHL MGV L A A IERS HS

9) THHURIR A4 2H
ESITNN

=

_ 10) EPrAT 5
(@3) [ A A = WO 2025/087177 Al
20254E5 A1 H (01.052025) WIPOIPCT
(51 ElFrEH 25 LTD.); I EILE & Ml L X g 15 E 7
AG61K 31/495 (2006.01)  A61K 9/20 (2006.01) KFNEL 155 EMIE401 318099 (CN),
SRR ML g g, s WO
AG1K 9/00 (2006.01) RIM: AE, AG, AL, AM, AO, AT, AU, AZ, BA, BB, BG,
BH, BN, BR, BW, BY, BZ, CA, CH, CL, CN, CO, CR, CU,
(21) EPrEHES: PCT/CN2024/126024 CV, CZ, DE, DJ, DK, DM, DO, DZ, EC, EE, EG, ES, FL,
@2 EprAEH: 20244510 A 21 H 21.10.2024) GB, GD, GE, GH, GM, GT, HN, HR, HU, ID, IL, IN, IQ,
IR, IS, IT, JM, JO, JP, KE, KG, KH, KN, KP. KR, KW, KZ,
(25 HiEiEE: HisC LA, LC, LK, LR, LS, LU, LY, MA, MD, MG, MK, MN,
Q26) A TTiE = e MU, MW, MX, MY, MZ, NA, NG, NI, NO, NZ, OM, PA,

(30) {R5AL:
202311382475.7 202351510)%245 (24.10.2023) CN
Ty RFA: L FADE E (&M FRA
Al (SEASONS BIOTECHNOLOGY (TAIZHOU) CO.,
LTD.) [CN/CN]; FPEHIT A & M i X 1
EFE AR 1555 MI%401 318099 (CN),

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,

@ IHEEER A AEN, ZRE MR HAHX

{R3: ARIPO (BW, CV, GH, GM, KE, LR, LS, MW, MZ,
NA, RW, SC, SD, SL, ST, SZ, TZ, UG, ZM, ZW), FXTL
(AM, AZ, BY, KG, KZ, RU, TJ, TM), [&#ll (AL, AT, BE,

(72) JZHA A -FE58 (1A, Qiang); HEMIT & & N TTHUT BG, CH, CY, CZ, DE, DK, EE, ES, FL, FR, GB, GR, HR,
X5 T U ARG 1555 MIE401 318099 (CN), HU, IE, IS, IT, LT, LU, LV, MC, ME, MK, MT, NL, NO,
T RAE(MA, Tianhua); HERIT A SN TR i PL, PT, RO, RS, SE. SI, SK. SM, TR), OAPI (BF, BJ, CF,
[T 18 PE A% 155 5 MIE 401 318099 (CN), i CG, CI, CM, GA, GN, GQ, GW, KM, ML, MR, NE, SN,
I {2(LAT, Guangjian); FEHTLE & NI X TD, TG).
I AT PO R AN 1555 MiE 401 318099 (CN), A
UN(WANG, Ru); FETFT A & N MU D THT Ebnods:
B AR 155 EMIE401 3?8099 (CN), M5EEH FIEEPMS R IR & (G 295E215:0)) 0
(CHEN, Qinchun); H[EHT LA & MM UL X )
BB TE A RIER 155 5MI#401 318099 (CN), F =
FH(WANG, Yunzhong); HEMWHTE & MBI X E
I BT AR 1555 MI%401 318099 (CN),

Y HERE EFEWEFE (&0 R A

7] (SEASONS BIOTECHNOLOGY (TAIZHOU) CO.,

(54) Title: VORTIOXETINE PHARMACEUTICAL COMPOSITION, PREPARATION METHOD THEREFOR, AND USE
THEREOF

(54) LI —RIIREPOT 2ot A M R Al 5 R AR

no (57) Abstract: Disclosed is a vortioxetine nitrosamine impurity SJ003-139, which is present in both the vortioxetine active
(Nj pharmaceutical ingredient and pharmaceutical compositions. The content of the impurity increases during the preparation
s L and storage of the vortioxetine active pharmaceutical ingredient and pharmaceutical compositions. Therefore, a pharma-
/@ © ceutical composition (I) with a low content of nitrosamine impurities, a preparation method therefor, and use thereof are
disclosed in the present invention. The pharmaceutical composition of the present invention has the advantage that the

§1003-139 content of nitrosamine impurities is low, ensuring the safety of medication in patients.

(57) E: AR FF T — PO R P 7T A9 B 2% 3 SJ003-139, HLAE IR B U T IR A 2. 2
BV I B, 2 RS B AR RGP T R R 25 A0 25 4 W 0 A & AN R R 2 T
Fo BHE, ARRHNF T MBI MERROAMAGO, RES& T EMA.
AR ZAHEY AR R AR, RIEEE TN,



