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HREFER1:-PEREF N LhHE—T AR HEORR

A MEDHIOEER SRm: Fdith (Fng) 25—

FEMRAS 15mg (1) 10mg (2) 15mg (3) 20mg

1. BT EBA OB DERFARERE, LAFBhE#IKMmAeREL (VTE) .
2. TR B ARERKIIIERZE (DVT) #fbteZ (PE) ; fESTpED6NBHIRIAT fRDVTH/EPEE R X B RFEAFIERY
B BET, BTREDVTH/EPESRAINGG,

15t BE-BiERE 3 ITEA—FHEHEREE (I HMMbOAmE. BIE. 755 RS, S haEa s ss) v
(FERIRBEH) HEABREE R ESE, LSRR AEIME ARG,

JLRIA - BT18ZLITEREN30 kg-50 kgk 50kglA LRY) LEFIB DRk EAE (VTE) BELIHIRIFOREESTE
DSRERIVTE R RIBAVTEE X,

FREERERBR R T SRR T  BIRF AR B ERIRRIK ISR : 10 mg, BHTR
SMEDVTEPE: BI=F15mgBHMIR, BEEaT20mgEH—IX

xRS DU BT B i s MA  IHEDVTRIPEEAEING: 10 mgSH—R

GERiBEEE) mE Eome ExAJLATTIK me DVISiPEERRIGEEE 20 mgEH—K -

HEE AT IERE Y R R, BMERPIAEIMEENXEE: 20mgEBH—X
JLE  {KE30-50 kg, 15 mgEBRHBZ—IR; KE250 kg, 20 mgEH—IX

FREXE X EBadE 2025568308 BAHOTCr=5 =

Bl aiE = . o .
H%i’%féiﬁmﬂﬁm =R Eh LEEAN L THER/ABXFRE A7, 20204088
SIREmitFEEH DS QBN QOEME—N OFSEANF— OERERBEZHNEKEFIEIIL

. e OFBEERAN, TS, WEER, BAENE, SHAORERER, 0 DS, EATEAN;
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Chen S, et al. Epidemiological trends and characteristics of osteoarthritis in China during 1990-2021. J Orthop Translat. 2025 Mar 17;51:218-226.

k%, &. 2011201 9FHEATHBXTTBIRF RBIMSHIT SHHT. hELBRIRTE,2020,40(21): 1453-1460.

PEEFLOMERFNR, 5. OETNSEFLAT PERSR. PR OMERRSE, 2023, 51(06):572-618.

Shi S, et al. Prevalence and risk of atrial fibrillation in China: A national cross-sectional epidemiological study. Lancet Reg Health West Pac. 2022 Apr 11;23:100439.

Qi F, et al. Clinical characteristics, adherence to anticoagulation therapy and prognosis in patients with atrial fibrillation: a real-life study. BMC Cardiovasc Disord. 2025 Apr 7;25(1):263.

R BRIAFABETEHAT RN EARRIR. SCRIRREZZ,2023,27(12):131-135.

Chima RS, et al. Venous Thromboembolism in Critical lliness and Trauma: Pediatric Perspectives. Front Pediatr. 2017 Mar 13;5:47

Sochet AA, et al. Mechanical Ventilation and Hospital-Acquired Venous Thromboembolism Among Critically Il Children. Hosp Pediatr. 2022 Dec 1;12(12):1099-1109.

Li HY, et al. Management of venous thromboembolism in pediatric patients: Quality assessment of clinical practice guidelines and variations in recommendations. Thromb Res. 2023 Jun;226:107-116.
EIBFL/R WL FIFESRER P AERIA/R. ) LEDARBFBKIMISAIEMSNARIVA. IRFREEFHR, 2024, 14(04): 2317-2322.

Sun Y, et al. Stroke Risk Status, Anticoagulation Treatment, and Quality-of-Life in Chinese Patients with Atrial Fibrillation: China Registry of Atrial Fibrillation (CRAF). Cardiovasc Ther. 2019 Mar
21;2019:7372129.

Wu S, et al. Persistence and outcomes of non-vitamin K antagonist oral anticoagulants versus warfarin in patients with non-valvular atrial fibrillation. J Clin Nurs. 2019 May;28(9-10):1839-1846.
Suzuki M, Nagano A, Ueshima J, Saino Y, Kawase F, Kobayashi H, Murotani K, Inoue T, Nagami S, Maeda K. Prevalence of dysphagia in patients after orthopedic surgery. Arch Gerontol Geriatr. 2024
Apr;119:105312.
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Melgaard D, et al. The Prevalence of Oropharyngeal Dysphagia in Acute Geriatric Patients. Geriatrics (Basel). 2018 Mar 26;3(2):15.

Nagano A, Onaka M, Maeda K, Ueshima J, Shimizu A, Ishida Y, Nagami S, Miyahara S, Nishihara K, Yasuda A, Satake S, Mori N. Prevalence and Characteristics of the
Course of Dysphagia in Hospitalized Older Adults. Nutrients. 2023 Oct 15;15(20):4371

FEREEFSARERSRETUERS. PERIRRSRE EIRER(2023R). FHAPEEFSRERE, 2023, 45(12):1057-1072

Guthrie S, Baker J, Cahill J, Hemsley B. Mealtime difficulties in adults with mental health conditions: an integrative review. J Ment Health. 2023 Apr;32(2):504-516.

5 AR, ) LEERRK LISt ZRAERA I RL]. IRPRESHATT 2478, 2020,18(7):7-11.

Chen J, et al. Direct oral anticoagulants versus standard anticoagulation in children treated for acute venous thromboembolism. Pediatr Res. 2023 May;93(6):1491-1498.
Witmer C, et al. Treatment of venous thromboembolism in pediatric patients. Blood. 2020 Jan 30;135(5):335-343.

Malec L, et al. Treatment of Venous Thromboembolism in Pediatric Patients. Front Pediatr. 2017 Feb 28;5:26.

Patel A, et al. Effectiveness of pediatric pill swallowing interventions: a systematic review. Pediatrics. 2015 May;135(5):883-9.

Jones DF, et al. Prospective Assessment of Pill-Swallowing Ability in Pediatric Patients. Clin Pediatr (Phila). 2018 Mar;57(3):300-306.

Park H, et al. Trajectories of Oral Anticoagulation Adherence and Associated Clinical Outcomes During Long-Term Anticoagulation Among Medicare Beneficiaries With
Venous Thromboembolism. Ann Pharmacother. 2023 Dec;57(12):1349-1360
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i

FIERE RGBS LHIFIR D Bl RsRE R R A Ok ELE:

BRfERTAILLER
N=43 N=46 (%) ey N=46 N=46 (%) T =
GM GM ° GM GM ° - 47 49
5
Cinax 256.55 252.50 101.60 &g 201.16 210.04 95.77 el % 40 . ;
. 2279.8 . 30
AUC,, 177333 169164 104.83 &@Ed 0 2276.11 100.16 @\ =] B
- 22734 . ﬁlﬁ&ﬂkﬁ%@tbﬁi&
AUC,.,, 186177 1786.19 10423 @& 1 : 2329.12  97.61 B 3w SR
< 80 60.87
= 60 45.65 e 36.96
R 40 15.22 21.74
rm SLLHlF PE rm SLLH P& I 20 4. 55 10.8
N=23 N=24 N=24 N=23 0
D*E D*EH ﬁ RDRRRS D*E D*EH ﬁ b RRRR
Mean+Std 2.09+0.82 1.91+0.88 7.26+2.86 6.82+3.15 Zshs B
i 00 e 0.8366 e 00 0.9875 FTICFEHERINTS, TmaifFlEIEFSIEEHIR, BEK
median . . . . == = == N =
(Q1~Q3) (1.25~2.50) (1.31~2.50) (4.50~9.00) (4.51~8.25) tbﬁ“zﬂ%ﬂ@ﬁﬁﬁ&ﬁﬂﬁ%@
& Fm FUEPHORER) fMSEEER (FEHRFMEPMORR) KRS AE=IERERIRSEEZAHNMPDESE (Chaxe AUCL R
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Bt [FHRFEPMOBERSRA () BEEENSFAE

FMEPHIOEER15mg/10mg  (MN7KskANN7K) #F1H15mg/10mgERARGHBRINDESE
FUELMIORR

FEiCHRR AN BIORER

-

15mg 15mg 10mg *IJ{ﬁ;MlJiﬁ" Omg
L ) (n= 39) 7K (n= 40) =)
AUCt (ug-h/L) 1800/27.3 1710/27.8 1460/23.6 1510/18.1
Cmax (ug/L) 265/31.9 248/31.7 230/27.2 245/22.1
tmax (h)* 2.5 (0.5-4.0) 2.0(0.5-4.0) 15 (0.5-4.0) 25 (0.5-4.0)
t1/2 (h) 9.19/55.9 9.38/61.2 8.37/43.6 8.09/52.4
CLI/F (L/h) 7.92/26.8 8.30/27.9 6.70/23.1 6.45/17.5
FUEOMIOBEE FMEDERA  REOMOES FEIPHER
F15mg 15mg 10mg 10mg
Fo7K (n = 40) (n= 40) FIK (n=39) (n=39)
AUCt (ug-h/L) 2150/26.6 2170/27.1 1580/26.9 1530/30.2
Cmax (ug/L) 290/33.0 284/31.7 240/28.0 231/35.5
tmax (h)* 2.0 (0.75-4.0) 2.0 (0.5-4.0) 2.0 (0.5-4.0) 1.5 (0.5-4.0)
t1/2 (h) 8.76/53.6 7.79/45.4 6.99/33.1 6.50/31.4
CL/F (L/h) 6.70/27.9 6.72/28.1 6.23/26.0 6.42/29.1

* hiEy GeE) . BNAJUEHYE/JUECY (%)

&P Y =R F S BE (ug/l)

mish ) NA—nFxHAVBE (ug/L)
§

—6— Y, —OFH,0D815mg, KkHY (n=3%")
—meeBe-ee Y X—OF Y80 RF15mg (n=39")

BETIE/BEARRRE

> % %
BE&KM (h)

*: | PBERFREH (RMTREBR) RIFHR.

i Y s—0F N BE (ug/l)
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BEIRORSHRBFME PO/ 15mg/10mg (MA7K) #1/15mg/10mgiyMkiREIENL

—6— U s\—nFH#,-0D5E10mg, KB Y (n=40)
smseBe-es U= O F B §A10mg (n=40)

AT E R SR

L -5 * -
B EEER (h)

FRARAHEFIEDUIOERA15mg/10mg (AI1K) F1R15mg/10mgRIMRREEL

= Ys=—0FY,4-0DEE15mg, KL (n=40)
= Ysi—0F YA 15mg (n=40)

L &
=]
00 T BRETSE/RERELEE
]

* Y gsemn

i Y /8~ 0448 RE (ug/l)

===9@=-=- Y,i—0FH,-0DF10mg, KL (n=397)
—==Bd-m- Y 8— ORI 10mg (n=397)
BT/ SR

B E5&ERE (h)

FULDIE AU IE OB IV EMSERERIS, REFRIRE. 248, 2MBRRNEHT. S0ZBRNREMRESMP, 40 ABRAFRILPIEOR15mg (M07K) FH15mg, 40ZBERAFILPUEOAA15mg (FRI07K) FF15mg, FESEOR—RK, FULIDPBEOMA15mg (I07K) F115mgH5£4150mLk—iEiRAm. HERZ, kA
OEiRRS, IKESRIKFRMEIFRINZREFE88 (AUCHICmax) B UAFISEZ LERMEI00% BEXEITNEMERIEITE. R, H80BMRIIHAMFSY (40BIKI0BARINK) RAFIEKDHEO AR 10mgfl10mght, FREIRISEENEIE.

4
;g EHERFIP YO R SRV EIFA.

Bayer. Study to Compare the Effect of the Formulations (Orally Disintegrating Tablet and Film-coated Tablet) on Bioequivalence of Drug Rivaroxaban (Xarelto) at Dose of 10 mg in Japanese Healthy Male Adult Subjects. NCT04511611
Bayer. Randomized, Non-blinded, Two-way Crossover Study to Assess Bioequivalence Between a Rivaroxaban 15 mg Orally Disintegrating Tablet Administered With Water or Without Water and a Rivaroxaban 15 mg Film-coated Tablet in Japanese Healthy Male Adult Subjects. NCT04511637
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AFEHEXBARBVTER LR AFAERIRIEAF BE R R RIS ER ML EZ AFILEmMAMEIEERTT

HERTER W RUKDHE
HxERE

TR S W RIGDE

TSR - IR 3

5 PE(E70% ;
37 P <0.001 BE{EE88% PE(EE21% 2.4 2.4
4 F=0001 22 P <0.001
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ABfRE fER/ALR BT BI6EIESR EEFRE
BRAE (THATKA) ACCPENRBRFAEEVTEFIER ACCP /2012 HEFTHATKARN GRS UEH T IAeFaRS (1B)
*U{tiﬂ}{.ﬁ BRAE P ESRAFAFSIK M BERER® hAEEFS 12016 EEFUG U AT A SR
i FRERMiSEERESIA. FEFIETEERe FRtEEES % [ 2025 Wiz PR RRESMPTERE VAT AT IR EAFI D IE
A
IE10£F BEEEREVTE BRI  EET SR S 12023 S F ORI S BB RENOAC (RIERILIVTD)
= B[S el ESCREIETEER® ESC /2024 HEFDOAC (SFMLIVIE) MSTRTZEHIS
FENEIER i TR o ) \
AR BT OEBENZHFTaTT P EER° PHEEFSOMERS S / 2023 EEFUL P HERTNVAFTUER
N
HFLS SO SO S B FEET BRI B RS ESHR2024  REEATIRIRSINVAFEEERNOAC (IFFIEIHD)

ERiKIAE (AEA) FEsrERVTENUEE ST T ER " ASCO /2023 HEEFURLPIHEN ISVTE U S
Fikiie (JLE) JLEBERKIREENET (BR) 2 ASH /2024 L HEAEINSTEIN-JIRSRET A =

1. Eriksson B, et al. Rivaroxaban versus enoxaparin for thromboprophylaxis after hip arthroplasty. N Engl J Med. 2008 Jun 26;358(26):2765-75. 7. HFEEFEFFREEEFDS, T EFEETEHIKNEEETEIFEERLR (2023) . FEBERZIES, 2023, 35(06):561-572.

2. Patel MR, et al. Rivaroxaban versus warfarin in nonvalvular atrial fibrillation. N Engl J Med. 2011 Sep 8;365(10):883-91. 8. sabelle C. Van Gelder, et al. 2024 ESC Guidelines for the management of atrial fibrillation developed in collaboration with the European Association for Cardio-Thoracic Surgery (EACTS). European

. nnor P, . Ny i rivarox: nin iatri rebral ven rombosi -Jr . v. 2020 Dec 22;4(24):6250-62 Hi rnal (2024) 45, 3314-3414

2. g:lck?Y:ere\‘(,a elstsaifg?lese:t;ﬁ %afc\i,'I?é in i:h:;eadic sﬁf;:r; :ai;:tztalgnteithﬁg;g]ogc '?I:Z;r(:?:r?ti-l—agvint(i:;:gf ?Er%iAbgsis,%ﬂ? e;cAmen‘(can) go?loegee g?Chest Physicians 9. q:?ﬁ%gé:g\éuéﬁ)ﬁ%; £ LR ENZEALAT FESR. heeOmERITE, 2023, 51(06):572-618.

Evidence-Based Clinical Practice Guidelines. Chest. 2012 Feb;141(2 Suppl):e278S-325S. 10. FEETREERSREHSSICERENS, F MOBETEIISEIRER (2024) | PRIUZEFSTE, 2024, 33(08):1063-1090
5. FHREFSERFENR. FEESRAF AKX EERTIER. PHEBRIZNE, 2016, 36(02):65-71. 11. Key NS, et al. Venous Thromboembolism Prophylaxis and Treatment in Patients With Cancer: ASCO Guideline Update. J Clin Oncol. 2023 Jun 1;41(16):3063-3071.
6. PHEEZLFREEO IR ESINERFE, % PEMMEEIESIA. THIETRER (2025HR) . PHEEFHRE, 2025, 105(00):2162-2194. 12. Monagle P, et al. American Society of Hematology/International Society on Thrombosis and Haemostasis 2024 updated guidelines for treatment of venous thromboembolism in pediatric patients.

Blood Adv. 2025 May 27;9(10):2587-2636
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FEANSHPHEXFREGZRBESEIKRLEE (SS)
SHHF W RRDIIOHA

10

8.33 8.33

S S
/S i
1‘&' 417 4.17 4.17 -ﬂ
4
0.00 0.00 0.00 0.00
0
ORE  OERAE MR meEs WE 0 mER R’m
QEHREL TS HERGEERS

T DM USRI

INHRIIGRRSE
(N, %)

10

o N b~ O

BRHESHEXFREGRAB[EDEIRLLER (SS)
SHHF W R IEOHA

17

0.00

D

ANBBEY
N

RECORD1-3 I%%é%ﬁ?&%%ﬁﬂ’ﬂﬁ%\%gnI%%éﬂ%‘%?&%%ﬁﬂi 14(0.3)
EINSTEIN DVT SEENEREA KM EE 14 (0.8)
EINSTEIN PE SIHHERMEREE (ERkmE) BE 26 (1.1)

ROCKET AF IR O BEENEE 395 (5.6)
EINSTEIN Junior S VIE BY)LERE (HEE<18%) 0

417 417 417 417 417 417417 4,
0.00 0.00 0.00 0.00 0.00 I
FUE REEE OSAE NS hibheml S
WEFE M HEFE
FkiP I XIER4H
Hotridm ANAEBEE HFEiEdm
(N, %) N (N, %)
1(<0.1) 4487 9 (0.2) 0
1(<0.1) 1731 20 (1.2) 5 (0.3)
2(<0.1) 2419 52 (2.2) 3 (0.1)
27 (0.24) 7111 386 (5.4) 55 (0.48)
/ 335 2 (1.2) /

4524

1718
2413
7125

165

1. FMRPEEOEE REEH
2. FMEDHIR (FFnE) WEAREMEE: 20245018128
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- FIEEIETRK (THRK. RIEFER. ORKRY) EEODTHRA?

«  2008FF<EFDAIETLENODT: CRREAS, 30FAECREHERE, JToiRKIR™

Chinwala M. Recent Formulation Advances and Therapeutic Usefulness of Orally Disintegrating Tablets (ODTs). Pharmacy (Basel). 2020 Oct 10;8(4):186. 10.
Jaysukh J Hirani, et al. Orally Disintegrating Tablets: A Review. Tropical Journal of Pharmaceutical Research, April 2009; 8 (2): 161-172 11.
BRI CRSERRR R BRI AR R AR PEFZZE,2020,29(7):738-743. 12.
P, CRSRERR F IR R R S REITHN RIGARRIFY]. EHSEE25,2018,39(3):73-76. 13,
Jones DF, et al. Prospective Assessment of Pill-Swallowing Ability in Pediatric Patients. Clin Pediatr (Phila). 2018 Mar;57(3):300-306.

Wolf U, et al. Prevalence of oropharyngeal dysphagia in geriatric patients and real-life associations with diseases and drugs. Sci Rep. 2021 Nov 9;11(1):21955. 14,
Jackson LD,et al. Safe medication swallowing in Dysphagia: a collaborative improvement project. Healthc Q. 2008;11(3 Spec No.):110-6 15.

Regan J, et al. Prevalence of Dysphagia in acute and community mental health settings. Dysphagia. 2006 Apr;21(2):95-101. 16.
Nagaraju T, et al. Comprehensive review on oral disintegrating films. Curr Drug Deliv. 2013 Feb;10(1):96-108.

U.S. Department of Health and Human Services, Food and Drug Administration, Center for Drug Evaluation and Research (CDER). Guidance for Industry Orally Disintegrating Tablets. December 2008
San L, et al. Olanzapine orally disintegrating tablet: a review of efficacy and compliance. CNS Neurosci Ther. 2008 Fall;14(3):203-14

Chavda RK, et al. Efficacy and tolerability of aripiprazole in patients with schizophrenia & schizoaffective disorders. Indian J Psychiatry. 2004 Apr;46(2):150-5

Freitag F, et al. Elimination of migraine-associated nausea in patients treated with rizatriptan orally disintegrating tablet (ODT): a randomized, double-blind, placebo-controlled study. Headache. 2008
Mar;48(3):368-77

Boden WE, et al. Role of short-acting nitroglycerin in the management of ischemic heart disease. Drug Des Devel Ther. 2015 Aug 19;9:4793-805

Schiermeier S, Schmidt PC. Fast dispersible ibuprofen tablets. Eur J Pharm Sci. 2002 Apr;15(3):295-305

Swatantra Ku. Mishra, et al. Formulation and evaluation of mouth dissolving tablets of carvedilol. International Journal of Pharma and Bio Sciences. 2011, 2(1) : 232-239
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