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ALP Alkaline Phosphatase TNHY T H AT 78—

ALT ALanine amino Transferase TI=T I NT AT 2T

AST ASpartate amino Transferase TANTGR BT I ) NT AT 2T
—¥

BUN Blood Urea Nitrogen MIFIRFEFR

Ca Calcium TV T A

CK Creatine Kinase JVTFrxF—F

Cl Chloride 7 a—)

CRP C-reactive protein C s tEE R

EDC Electronic Date Capture BT —ZNE AT A

FAS Full analysis set B R DM R 4

GLP-1 Glucagon-like peptide-1 TINT) AR TF R-1

HbAlc Hemoglobin Alc ~NESrbEro—U v —

U International Unit XA

jRCT japan registry of clinical trials ERARRRE G T — & N — R

K Potassium VDRV N

LDH Lactate DeHydrogenase FLERMK SERESR

MedDRA Medical Dictionary for Regulatory | ICH [EBR[EJEHGE

Activities
MMRM Mixed-effect model with repeated PRIBIRGNRET L DO—Fl
measures

MRI Magnetic Resonance Imaging T A LR T 4

Na Sodium T RU DA

NASH Non-alcoholic steatohepatitis FET v a— ERRIATERT S

NAFLD Nonalcoholic fatty liver disease FET IV 3 — VAR AR

P Phosphorus U

PPS per protocol set WFZEEHEIE I A L 7o /SR AE ]

PT preferred term HAGE

SGLT-2 Sodium glucose transporter-2 FRU DA - TV a— AR R

SOC System organ class o B IR 2|

UDCA Ursodeoxycholic acid TV TAF T a— VR

v-GTP

y-Glutamyl Trans Peptitase

yINEIN T ART T L —F
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41 E=

FET v a— VIR IATERTE B (nonalcoholic fatty liver disease : NAFLD) (%, JREENIZ LA
EHET LN EEZEZ BNDIET Vv a— L HENENEAT (nonalcoholic fatty liver : NAFL) & #4T
PEDIET v a— AERRITERF 2 (steatohepatitis : NASH) (238 &5, NASH i%, fflgo 7¢
FESCHRME(L S HET R TR BT ITREZEONT 2N ST 35 L B 2 b D,

NAFLD/NASH Oiaf#id, &% - EERIENFE - RIRTH L, +oR2ORBELRRWY
Bl IR TON D 2N, BUE, ERNIMIBWT, KB SN HANT 2, FEEEE R

(BEPRIR, =2 L AT o— VIE, MIEZR E) 1ICxH T 53A 0 5 5 NASH 12 b R 03 HIFE
SENBHHEA B REZ IV EREMEA SN S,

UV T AR a—L g (UDCA) X, JFREPERRM-MEFEZE . C AUSPEIFERIZ I DT
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TV, ENICBWTIE, mHAETOEIGITAGE ST,
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BT O X RS At
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D E o= UVYTAXa—L g (RHFE) % 100mg 567 2,
Bk FEIRIRAT

CUEERIEIE S

(1) FRLBEABICR AFEEE (B - B 9)
MRV 5 o2 £ 5 % R
B PERFR RIS I D AT RE D U
TRUERIZBT 2R R
- NGUIBRZEIE, RAEVE/ MG
(2) IERARALE DI T L 2T 1 — LR B DY
(3) JFFEMERRTFIEATEEZE 245 1T 2 AFFERE Dk
(4) C HUSPERFZR RIS B AT RE D i

BT

%N
;\ka

(1) TRERIZET2FIMELE (R - B H) REEKL D
MRV 5 o2 £ 5 % R
- MEPEATR RIS IS 1T B TS BE Dk
TRERIZBIT ML RR
< INGUIBRIL IEIE, JRAEME/ NG R
IV T AR a—LERE LT, E, A1 B 50mg
Z1H3EEOFRSTS. B, 4, ERICKVEE
T 5.

(2) IERARALE DI T L AT 1 — LR NBA DU
. WAL YTF AR a—lEE LT, wmE. A1 H

Ak - H&E 600 mg % 3 BB OG- 5, 7o, HHlp, JER
2 &0 ST S,
(3) JFUEEMENEH-TEATE 2 I 1 D A RE D SE I IL, vv Y
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5,807 I 182 B (3.13%) 222 fEORIER B #E ST\ 5, ER2BIEMIX A 111 14

(1.91%) . #1614 (0.28%). #&FE 10 1 (0.17%). AST (GOT) L5 8 i (0.14%) .
ALT (GPT) L5 8 f (0.14%) EThH o7, (1996 4 FLAM#E SRIEENRE, R A D pifE %
&ie)

(2) JFEIEMERRH-PE T 48

EFREEE TORER)

92 s 10 B (10.87%) 12 EOEWERA N ®E ST\ D, EAREWEMRIZ TH 2 {4
(2.17%) . EEE2 1 (2.17%) . ®Z 21 2.17%) FThoTo, GhEEEMAGRE)

(BRI R 2 FenF )

1,462 il 148 # (10.12%) 253 (R DORIER DS HE S TW 5, ARG HIMBNCES L
FER. WS SN RIERIE T1 LN 1,461 Bl 84 i (5.75%) 125, T1 HE~2 LI
1,287 il 42 451 (3.26%) 54 . T2 FFE~34ELIN] 1,171 frh 21 1] (1.79%) 28 4, 3 4~
4 FLIN ] 998 il 18 51 (1.80%) 24 1, 4 4~ 789 il 18 f5il (2.28%) 22 FTh -
Too FRBWEMIZ TR LR, B 10 HFEThoTe, (A TH)

(3) C AUBMEIFRE

KRR £ ToRER)

596 i 144 B (24.16%) 233 FOFEIWERAHE STV 5, EAFIWERIZ TH 41 14
(6.88%) . HR{H 21 {1 (3.52%). 184 1514 (2.52%) . #&FFE 12 1F (2.01%) HThoT=, (B
REIBINZAGRIN)

(C FUBPEIFE BT 3t 2 ff F F2HE Rz 31T 2 2 R OVE R B9 2 34

1,923 il 47 i (2.44%) S4 EORWER RS HE ST\ 5, ERBWERIZ NH 9 1
(0.47%) . 188 51F (0.26%) . BEHEORZNG 4 1F (0.21%) . BAPRE 4 £ (0.21%) . 5&FE 3 1+
(0.16%) EToh o7,

5122 EXLZEIEA

B MER . (BHEEANEA) © Z8EN. Ixmik, PEVRIREE, Fois XAREH 2 0F 5 MEMEM RN H 6 b
NHZENHLHDOT, ZOXIBIERDS LN HEICIE, &52FIEL, RIBRERL
T RO BG5S OB R AE 21T O,
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. MEER R
IR E - FerE, B R % FLEE (22 I
KLBESE)
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=
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(3) WBEJRHFE (SGLT-2 PHEIE, GLP-1 fE#h3E, O_TFONRTFHX—EA4HFEEK v
THARE A7 VFURF AR R EdEK)
(4) ®mavATo—/VIJER (REFUREA, 747 T — FRIEH, =BFIT)
(5) PiERILIK (EX I E N-TE®FIALIRATA 2, I=Fr X hFv 7=z V)
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6) =VAFT I
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[EERAL]
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B AT RIEMED 8 5 T2 O E LT,
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(1) AR WNT, FHER IR0,
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53 fGFR%IR
LT O3 Je OWRIET, WHZEIRI I, DR 2 HIR3 2.,
531  fHAHIREA
(1) 5.2.1 GFAZEIEEAILIS O i SR, PERFE, ma L AT v —/VESRE, AF5E]
[l Zi8 LC, Fcmx G0k - HEOERZITHR0,

(R EARIL]
(1) AWPIEOARVERIARE B 1258 2 KT ATREMED & % 12O IE LT,

532 HHRAHIREE
(1) &% - EIHREE, R 2@ LT, NEZEE L2V,
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17



6. MIEXMREDREET &t

6.1

6.1.1

AR R
EIREHE

T otz 2T T BE 2R LT D,

)
()
®3)

RERGRT & 2l S T- g
MiE ALT 28 60 IU/L L EDEBE (A7 ) —=> J k)
6] B USSR OAE#R 2N 20 el oo s

[BEARML]
(1),QBRMEDFH ~D R A EJE LR E LT,
GYENDIRE A PEAL T D4l L OBES &2 5 J8 L Tk LT,

6.1.2

BRo‘ELZE

LIFD S b—o2THi%S 4 28HT, dFeE LTINS,

)
()
®3)
(4)
Q)

(6)
(")
(8)
)

T X ) —VHE THME 30g/H . it 20g/H UL E OGRS 5 A

NAFLD/NASH DA OFEBIZIB W CTIRELE AT 5 B3

FFARAE AR 2 LT E O T HERERR S OB IR T .2 A3 5 /B

MEK XL & % B

BE EESREZITo TOVAEEICEBN TR, A7 U == ZRERENGIEE 3 2
H OREEEN-10%% 8 2 5 BH

HIFHIIR R T & ST L 7o R

A7V == TRAER S B E 3 A UNICOFAZE IR Z IR L T 5 B
PERR, B2 R OVESR L TN ATREME S & 5

D EEH S, R OIRBR UIMIEICBES I L T\ 5 BE

(10) T Oft, WFZEFEME (GrfH) ERIAREY TH L &l Lz Es

[EXEMRL]

(1),(2),(5)i )72 NAFLD/NASH & 28 E T D=0 E LT,

(3),4) (R E DL LA BE L TRE LT,
(6),(NAEZIWEFIC A E RAET AREME N H D T2 DR E Lz,

)Y H MR O IS A T RIREME N H D TR E LT,
AOFEFEL () EAI2S, thoSfRrOZR &% L BT 2 72 0I5 E LT,
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B RAE 2L

186 5] (ZHEE : 93 B, "7 & AREE 93 i)
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[FXEHRAL]

FATE DXV, ULV YT AR a— VRO G 2% T BERE, BXOT7 78R
FRIZBWVTR—2 T 1 2 b OZLERITE T H-28%(55),-2%(35) & W ) FER DR S 1
7o FOPNITHE HE(R 72

ZORAEESE L L, 2R REDOAH BEKEZ TR 5%, HHFEE 80% &% iE L UL
VT X A= VEEEDOFR G- T T BEREE 7T B AREEO ALT 2R D7D 20%LL F
R CE DEFIELE LT, 1GRO P IECBLIED 10%REHRAT 5 Z & 2B/ L CTHEEE 93
B, EFt 186 il & BAZEFIEL L LTz,
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7. ARDAEER CHIR

7.1 WEOTHA Y

THER., 77 AR, WATRERE]., Zhaak LR AL

[F&%EAR L]

e ThHrmME YV F4F L a—/LE4 T NAFLD/NASH (Z351) % iT#hE
W RIE T B A RN 2 BT ERROWIZET A R E LT,

72 BEOAE

TV T AR a—LgkE 1800 mg (1 H 3 [ 600 mg & &%) XL 7R % 12 22 A M
5425,
721  EHAREMEHLRM

WFFE RO £ E M : JRCT B4k~2022 4 7 H 31 H

Ve T E MM ¢ jJRCT B$k~2021 423 H 31 H
722 WHEIREBOMRSITELM

FESMEIEIL, BB A O REBIZA E LT 5, REBIZA IV G% 48 HE
ET 5, WREHRIE LA, T19H ik LT ) 1IT1E 9,

X HET 3 — WERIAMERT R EOUEIET L = — VMR 2% (8

JET L a— L PERSRETE

EREBXIIIET V= — e BHEU VY T AT v a— VEREXILT 7 B R EE)
IR 2% e

2 i eH 1 4 8 i 16 i 24 ¥ 32 40 &8 48 i@

723 WIRAREHEEDELH

MHEREAE () [EANE, BE OREBLIREE, JER. Fin, Ml FIERED, o (5
BR. BRIRAIIESS) ~OBMOFEEZERE L, WHEOMR LTS 2 & OR 2 HEITHRFTT
%o

724 GEBALAE

WFFEEAT (Gr40) [EAIE. TRUISCE & H O CTARIFE O RG5O B3 123 L CTRBFZE D
DA ZATV, TRESCGE] ZHWTHEICKH T2 BRERIC L 2RAE 2 BEARAND LIS
2o

725 EARIEHESR

WERfE (Orf) ERE, RED A7 U —= 7 Az 580 L, S#PUEME R OFRIMETEIS
HOE | WHEARE ORI T D, b, WMEICIEET 2T, XEREBLZIUG L
MBI BB IOV THIIERIRE A7 U —= 0 7 A8 ITRRET D,
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7.26  EBIEER

WFRICHEF T H 1L, BE OWMEMEZ ER%ZIC, BAOEST WFREARERN=— ) %
EYYTDH, EDC VAT LICEEEZ S - CRESET &5,

727 BRI - BlFAEE

WG O R F2Hii 2 2720, EAEREEI DT L Ve REZSRECT @ 1
TIRY 31 5. EAERIZEDC ¥ A7 A TIT 9, HEUTRERITBRERZTT O & EDC ¥ A7 A |
THANES FER) MG EN5, ST A2HBRT 57720, BFEEE (OH) EEO
WFFEXI G I, B0 AT SRR 2 B R L7,

728 REBOEHRER

BRAICERERNME L R o oG D), =v—Yx v —F—% EDC VA7 LMIHE
T 5, WAL () ERIL. BFEXIERE TR 2 ERALE O 7 DIZHFEERIC T 5 1E
MMLERBEAZRE, BREMER LRV, =v—Y = —F—%BET 554813, 5K%
gk L7- HiRe, BRERZ 5067 2, L, BIRED D [mv—v = v —F—BE FIEE)
WZHE D,

729 EFHBRUHARSMEBBOEL T RORE

HRERE K O SRS 2306 T L7213, MR & Ok 2Bl LR b b o & bl
& B2 D EHRE R 5,
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8. MREDAF - RE - BEAZE

811 AFH&E

WFFEEEIT, O XBEE L BERMZ 2T 2,

8.12 GERUERTR

(1) BELHRE - TR
WFFEEEIT, O XBFENBLEIRGE L TV D UL Y T4 F v a— LEgsE i O, O X HRIFE)S
BE L7 T v REERAIFEIC, & FEMEREEICEERILT 5, v YT AFoa
—UBRBE T 7 T B AREEIX PTP — KT 100 SE/48 CaE STy, LITDX 8-1
DT =)L U TERT 5,

2) TULFR

WF7E M

VYT AR a— VIBEEE 21X T T AR
U - O X RS

Bl SRR

il LR = 20XX/XX

RUEFR T+ XXXXXX

& 8-1

813 RERUVEHR

O X UM & TR TR UL SN 7o esEiT, RS E N E BT 5, FHOFIE
(ZOWTIE THFEREELFNEE ] (TS,
8.14 BEERUVIRA

AF I S Jite 11 ] B SE SR DR R OTE Y . 2 OO ARSI L 0 FE3E A L 722 WG4,
b L <, WK G-I O/ TH#IZ, PFEREERICERET D, REES. R
PR, BEFEOFRH, FEIEMR OIEREL & TR D, BERDOERIL, A& FhE R o BLE 12
ST, EFRMBFEEDE LTCHRET D,
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9. MIRHARE~DEALRABZDIMIF

9.1 FHANERVREXENIERL
WFERALERNIRIASCE « [AESCEEZER L, BERRMIEFEEZB2OAR 2G5, £
7o, RETRGAITITERNCHIASGE - FESCELZWET L, SRR 7EE A ZR B 2 DGR
gl T

9.2 GREARIH

AUIASCE - [RIESCEITIE,

@)

2

@)
(4)
(5)
(6)
(")

(8)
©9)

(10)
(11)
(12)
(13)
(14)
(15)

(16)
(17)

(18)
9.3

e

DR EBUTOFERREZEL LD LT D,

FEhid 2 FEERRRAF TR DL FR, 24 580 E B AR 98 D FEHE 12 DV C SNt A BE oD 45 B
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